3AKOH 3a jiekapcTBeHUTE NPOAYKTH B XYMAHHATA MeAMIIUHA

O6H., /IB, 6p. 31 ot 13.04.2007 r., B cuna ot 13.04.2007 r., u3m., 6p. 19 ot 22.02.2008
r.; Pemmenne Ne 5 na Koncruryunonnus b Ha Pb ot 10.07.2008 1. - 6p. 65 ot 22.07.2008 1.; u3Mm.
u jor., 6p. 71 ot 12.08.2008 r., B cruta ot 12.08.2008 r., u3m., 6p. 10 ot 6.02.2009 r., B criia ot
29.01.2009 r., u3m. u gom., 6p. 23 ot 27.03.2009 r., B cuna ot 30.03.2009 r., 6p. 41 ot 2.06.2009 T,
B cuiia ot 2.06.2009 1., nom., 6p. 88 ot 6.11.2009 r., B cuna ot 6.11.2009 r., u3m. u gom., 6p. 102 ot
22.12.2009 r., B cuna ot 22.12.2009 r., m3m., 6p. 59 ot 31.07.2010 r., B cuna ot 31.07.2010 r., Op.
98 or 14.12.2010 r., B cuma ot 1.01.2011 r., 6p. 9 or 28.01.2011 r., u3m. u gom., O6p. 12 or
8.02.2011 r., B cmma ot 8.02.2011 r., 6p. 60 ot 5.08.2011 r., B cuima ot 5.08.2011 r., u3m., 6p. 61 ot
9.08.2011 r., B cmma ot 10.11.2011 r., 6p. 38 ot 18.05.2012 r., B cuna ot 1.07.2012 r., gom., 6p. 60
or 7.08.2012 r., B cwia ot 7.08.2012 r., uam. u gom., O6p. 102 or 21.12.2012 r., B cuna ot
21.12.2012 r., u3m., 6p. 15 ot 15.02.2013 ., B cuma ot 1.01.2014 r., nom., 6p. 1 or 3.01.2014 r., B
cuna ot 3.01.2014 r., u3m. u mom., 6p. 18 ot 4.03.2014 r.; u3m. ¢ Pemenne Ne 1 ma KC na Pb or
29.01.2015 r. - 6p. 12 or 13.02.2015 r.; m3m. u mom., O6p. 48 ot 27.06.2015 r., u3m., 6p. 43 or
7.06.2016 t., 6p. 85 ot 24.10.2017 ., mom., O6p. 103 ot 28.12.2017 ., B crnma ot 1.01.2018 1., u3m. 1
nortt., op. 84 or 12.10.2018 r., B cuma ot 12.10.2018 r., mom., 6p. 91 ot 2.11.2018 r., u3m. u Jo11.,
op. 102 or 11.12.2018 ., B cmna ot 1.01.2019 r., u3m., 6p. 17 ot 26.02.2019 r., u3Mm. u nom., Op. 64
ot 13.08.2019 r., u3m., 6p. 17 ot 25.02.2020 1., 6p. 52 ot 9.06.2020 r., B cwta ot 9.06.2020 r., u3M.
u jom., op. 67 or 28.07.2020 r., 6p. 103 ot 4.12.2020 r., B cmma ot 1.01.2021 r., 6p. 105 ot
11.12.2020 r., B cuna ot 11.12.2020 r., mom., 6p. 62 ot 5.08.2022 r., B cuna ot 5.08.2022 r., uzm.,
op. 84 ot 6.10.2023 r., B cuia ot 6.10.2023 r., mom., 6p. 88 ot 20.10.2023 1., B cmima ot 20.10.2023
r., U3M. " j01., op. 16 ot 23.02.2024 r., B cuna ot 23.02.2024 r., uzm., 6p. 39 ot 1.05.2024 1., B
cuna ot 1.05.2024 1., 6p. 16 ot 10.02.2026 T.

I'nmaBa nbpBa
ObIIIH ITOJIOKEHUA

Pa3zmen 1
OO0 pasnopendou

Y. 1. To3u 3akoH ypexaa ycloBusATa U pefia 3a:
1. pa3pemaBane ynotpebaTa WIM PETUCTPALMATA Ha MPOMUIIIEHO IPOU3BEICHU UM MTPOU3BEIEHU
10 METOJ], BKJIFOUYBAII IIPOMUIIIEH MTPOLIEC, JIEKAPCTBEHU NPOIYKTH, IPEJHA3HAYEHH 32 XyMaHHaTa
MEAUIINHA;
2. (m3m. - JIB, 6p. 102 ot 2012 r., B cmita ot 21.12.2012 r.) pa3pemnraBane Npou3BOACTBOTO U BHOCA
Ha JIEKApCTBEHU MPOAYKTH;
2a. (HoBa - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) npou3BOACTBOTO, BHOCA U ThPTrOBUSTA
Ha €/Ipo C aKTUBHU BEIECTBA;
3. pazpeliaBaHe U NPOBEKIaHE HA KIMHUYHU U3MIUTBAHUS,
4. THproBusTa Ha €APO U HA APEOHO C JIEKAPCTBEHU MPOIYKTH;
5. mapaseseH BHOC Ha JIEKapCTBEHU NTPOIYKTH;
S5a. (uoBa - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) nocpennuyecTBo B oOnacTra Ha
JIEKapCTBEHUTE IPOLYKTH;
56. (moBa — JIB, Op. 18 ot 2014 r.) U3HOC HA IEKAPCTBEHM MPOAYKTH I10 Pe/ia Ha TiiaBa aeseta "0";
6. pexiiamMara Ha JIEKapCTBEHHU NPOAYKTH;
7. mpocnensiBaHe 0e30MMacHOCTTa Ha IIyCHATUTE Ha Mazapa JIEKapCTBEHHU MPOIYKTH;
8. KacuduKanusaTa 32 HAUMHA Ha MPEANMCBAHE U OTIYCKaHE Ha JIEKAPCTBEHUTE NMPOIYKTH;
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9. KOHTpOJIa Ha MPOW3BOJICTBOTO W BHOCA, Ha THPrOBHSATA Ha €IpO W IPeOHO, MPOBEXKIAHETO Ha
KIIMHUYHHU U3INWATBAHHA, HA PpCKJIaMaTa WM Ha CHUCTCMATa 3a IIPOCIICAIABAHC 6630HaCHOCTTa Ha
MyCHATHTE Ha Ma3apa JICKAPCTBEHU TIPOIYKTH;

10. nenoobpa3yBaHeTO Ha JEKAPCTBEHUTE MPOILYKTH;

11. M3roTBSIHETO HA MO3UTHBEH JICKAPCTBEH CIHCHK;

12. (moBa — JIB, Op. 67 ot 2020 r.) mpocneasiBaHe Ha e(deKTa OT TepamusTa C JIEKApCTBEHU
TPOIYKTH.

Yn. 2. To3m 3akoH mMMa 3a IeT Ja Ch3/AaJAe YCIOBHUS, KOMTO OCUTYpsSBaT ITyCKaHE Ha
nasapa Ha JIeKapCTBEHH ITPOJYKTH, KOUTO OTrOBapsT HA M3MCKBAHUSATA 32 KAYECTBO, OC30IIACHOCT U
e(pUKACHOCT.

Y. 3. (1) (M3m. - JIB, 6p. 71 oT 2008 r., B cuna ot 12.08.2008 r.) JIekapcTBEH MPOAYKT B
XyMaHHaTa MEJUIIMHA €:
1. BCAKO BEIIECTBO MJIM KOMOHMHAIMS OT BELIECTBA, MPEICTaBEHH KaTO MPHUTEKaBaIll CBOWCTBA 3a
JieueHre Wi NpopuIakTUKa Ha 3a00JIBaHUS TP XOPa, UK
2. BCSKO BEINECTBO MJIM KOMOMHAIMS OT BEUIECTBA, KOMTO MoraT Ja ObJaT H3IOJI3BAHU WM
MpUJIaraHu Ha Xopa C el
a) Bb3CTaHOBSIBaHE, KOPUTUPAHE WM POMSHA Ha (prU3noNornyHy GYHKIMH Ype3 (papMaKoIOTHIHO,
MMYHOJIOTHYHO WJIM METaOOJIUTHO JICHCTBHE, HITH
0) mocraBsiHE Ha METUIIMHCKA TUarHo3a.
(2) BemectBo € Bcsika MaTepusi, YHITO MPOU3X0]] MOXKE Ja Obe:
1. yoBemku (YOBEIIKa KPBB, YOBEUIKH KPBBHU MPOAYKTH U JPYTH);
2. )KMBOTHHCKH (MHKPOOPTaHM3MH, >KUBOTHHCKHA OPTaHH, €KCTPAKTH, CEKPETH, TOKCUHH, KPHBHU
NPOJYKTH U APYTH);
3. pacTuteneH (MUKPOOPTaHU3MH, PACTCHHS, YaCTH OT PACTCHHS, PACTHTEIHH €KCTPAKTH, CEKPETH
W JIpyTH);
4. XUMUYECKH (ETeMEHTH, MPUPOJHH XHMWUYHUA MAaTEpUaTHd, CHHTETHYHH WIH MOJYCUHTCTUYHU
BEILIECTBA U JIPYTH).

Un. 4. Korato eauH NpOAYKT OTrOBaps €IHOBPEMEHHO Ha XapaKTEPUCTUKHUTE Ha
JIEKApCTBEH NPOAYKT U Ha NMPOAYKT, YPEAEH C APYr 3aKOH, C€ IMpuiaraT M3UCKBAHMATA HA TO3HU
3aKOH.

Yn. 5. .HeKapCTBCHI/ITe IIPOAYKTH CC KnacmbnunpaT CbI'JIACHO aHAaTOMO-TCPAIICBTUYHO-
XHUMHUYHa KJ'IaCI/I(l)I/IKaIII/Ifl B CHOTBETCTBHE C M3HMCKBaHMATA Ha CBeTOBHATa 3paBHa OpraHu3anus

(C30).

Uin. 6. To3u 3akOH He ce Tpuiara 3a:
1. XepMeTHYECKHN 3aTBOPEHU PATUOHYKIUIH;
2. KPbB, IJIa3Ma WX KPBBHU KICTKH OT YOBCIIKH IMPOU3XOJ], C U3KIIIOYCHUC HaA I1JIa3Ma, KOATO €
MOJIy4eHa MO METO/, BKJIFOUBAILl TPOMMILIJIEH TTPOLIEC.

Un. 7. (1) Pa3pemaBar ce mpou3BOJCTBOTO, BHOCHT, THPrOBUATA HA €IpO U APeOHO,
pekamara u Je4eHUeTo, MpouIakTUKaTa U JUArHOCTUKATA CaMO C JIEKAPCTBEHU MPOAYKTH, KOUTO
ca MOJIY4YMJIM pa3pelieHre 3a ynorpeoda mo pesia Ha:

1. TO3u 3aKOH, TN

2. Pernament (EO) Ne 726/2004 na EBponeiickus napiaamenTt u CbBera.

(2) 3a0pansiBAaT ce BHOCHT, THPrOBHSTA, JIEUEHHUETO, MPO(HUIAKTUKATA U JUATHOCTHKATa C
JIEKapCTBEHH MPOAYKTH C U3TEKBJI CPOK HA TOJTHOCT.

(3) IlpuTexkaBaHETO Ha pa3pelIeHre UM yJOCTOBEPEHHE 3a yIOTpeda, MPOU3BOACTBO U KIMHUYHU
W3MUTBAHMUS Ha JIGKAPCTBEHW TPOAYKTH, W3[aJCHU 10 pela Ha TO3M 3aKOH, HE € OCHOBaHHE 3a
0CcBOOOKJaBaHE OT OTTOBOPHOCT CHIVIACHO JAEHUCTBAIIOTO 3aKOHOIATENICTBO.

Y. 8. He ce u3nckBa paspenienue 3a ynorpeda mo pejia Ha TO3HM 3aKOH 3a:
1. nekapcTBEH NMPOAYKT, IPUTOTBEH 110 MAaruCTpaJiHa PELENTypa B alTeKa;
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2. IeKapCTBEH NPOAYKT, IPUTOTBEH 1O (hapMaKoleiiHa pelenTypa B anTeka,

3. MeXIMHHHM NPOIYKTH, MPEIHA3HAUYEHU 3a IMPOU3BOJCTBEHA 00paboTKa OT JHIE, MOTYYHIIO
paspelieHre 3a NPOU3BOACTBO 10 pe/ia Ha TO3H 3aKOH;

4. aKTUBHH Y TIOMOIITHH BEIIECTBA;

5. JIeKapCTBEHU MPOJYKTH B IPOIIEC Ha pa3pabOTBaHE U/UIIU U3IIUTBAHE;

6. 1eKapCTBEHU IPOAYKTH, IPEIHA3HAYEHU 3a U3HOC;

7. (oBa - JIB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r., uzm., 6p. 102 ot 2012 r., B cwiia ot
21.12.2012 r.) nexapcTBEH NMPOAYKT 32 MOJIEpHA Tepanusi, KOUTO ¢€ U3TrOTBs 32 KOHKPETEH MAallUEHT
[0 MHIUBUAYAIHO JICKApCKO MpPENHCcaHue ChboOpa3HO CreUU(pHUUHU CTAHJAPTH 3a KauyecTBO U Ce
npujara B IeueOHO 3aBe/IeHUE Ha U3KITIOUUTENIHATA TPO(ECHOHAIHA OTTOBOPHOCT Ha JIEKapsl.

Y. 8a. (Hos - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) ITpu mpou3BOACTBOTO Ha
JIEKapCTBCHH MPOJIYKTH, NIPEeIHA3HAYCHH SAMHCTBEHO 32 M3HOC, HA MEXKIUHHU MPOIYKTH, aKTUBHU
BEIIECTBA M HA IIOMOIIHH BEIIECTBA CE MPUIaraT ChOTBETHUTE pa3lope 0N Ha TJIaBa MeTa.

Ui 9. (1) Jleuenne Ha KOHKpETEH NALIMEHT MOJKE J1a C€ Mpuiara ¢ JIEKapCTBEH MPOJIYKT,
KOHTO HE € pa3pelleH M0 pea Ha IiiaBa TpeTa, Mo CHelHallHa MophyuKa Ha JeueOHO 3aBe/leHuE 3a
OOJIHMYHA TIOMOIIl TIPU YCIOBHSI M TIO pEI, ONpeAeieHH C Hapeada Ha MHUHUCTBpa Ha
3/IpaBeoIa3BaHEeTo.
(2) PprkoBOAMTENAT HA JIEYEOHOTO 3aBEICHUE HOCU OTTOBOPHOCT 3a MPUJIATAHETO HA JICYCHUETO TI0
an. 1.
(3) (HoBa — 1B, 6p. 84 ot 2018 1., B cmiia ot 12.10.2018 r.) JledeHneTo ¢ JeKapCTBEH MPOAYKT 3a
cbeTpasarenHa ynorpeba cbrimacHo uwi. 83 ot Permament (EO) Ne 726/2004 na Epomneiickus
napysamMeHT 1 Ha CbBeTa ce U3BBPIIBA IPU YCIOBUS U 110 PEJ, OIPEIEIEHU ¢ Hapeaoara no ai. 1.

Yn. 10. (1) MuHHCTBPBT Ha 3IPaBEONAa3BAaHETO IO MOTHBHPAHO MPEIJIOKEHHE Ha
rIaBHUA  AOBbPXKABCH 3ApaBCH HHCICKTOP, CbIVIACYBAHO C UBNBIHUTCIHHUA AOUPCKTOP HaA
W3nbiauTenHara arenius 1o JsiekapcrBara (MAJI), Moxe cbhC 3amoBei Jla pa3pelly JICYCHUE 3a
OTIpEJIeJIeH CPOK C JIGKAPCTBEH MPOAYKT, KOMTO HE € pa3pelleH Mo pela Ha TjaBa TPeTa, Korato B
CTpaHaTa MMa OOSIBEHA CIHJIEMUS, IPUIMHEHA OT MATOI'C€HHU MUKPOOPTaHU3MHU WU TOKCHHH, HITH
HMa I1peamnojgaraMo HJIM HNOTBBPACHO Pa3lpOCTPAHCHUC HA XUMHWYCCKM aArcHTU MKW SAApCHA
paauanus U HiMa MOJIXO/SII Pa3pelieH 3a ynoTpeda JeKapcTBeH MPOIYKT.

(2) B cayuaute mo an. 1 mpuTexaTenuTe Ha paspelieHUe 3a yrnoTpeda, MPOU3BOAUTEIINTE U
MEAUIMHCKUTE CIEMUAINCTH HE HOCIAT TpaJaHCKa WIM aJMUHUCTpATHBHOHAKAa3aTeIIHA
OTTOBOPHOCT 3a TOCJIEACTBHATA TPU yHoTpeda Ha Hepa3peneHo OKa3aHue Ha JIEKapCTBEH MPOAYKT
WJIM Ha JIEKapCTBEH MPOAYKT, KONTO HE € pa3pellieH Mo pe/ia Ha TJaBa TpeTa.

(3) Paznopenbara Ha an. 2 HE U3KIIOYBA OTTOBOPHOCTTA 32 JAe(EKTHU CTOKH CHIJIACHO 3aKOHA 3a
3aIuTa Ha TOTPEOUTETUTE.

Ui 11. (1) MUHHCTBPBT Ha 3[IpaBeOIa3BaHETO MOXKE MO MPUYHUHHU, CBBP3aHH ChC 3alUTa
3/IpaBETO Ha HACEJICHHETO, ChC 3aMOBE] Jia paslopeau Ha M3MbIHUTENHUs aupektop Ha MAJL na
pasperniu 3a yrnorpebda JiekapcTBEH MPOAYKT, KOMTO HE € pa3pellieH 3a ynorpeda Ha TepUuTopusiTa Ha
PenyOnuka bbarapus u 3a KOWTO HsMa MOJA/JCHO 3asBICHUE 32 M3/1aBaHE Ha pa3pellieHue, HO €
paspelieH B Apyra IbprKaBa WiICHKa.

(2) B cniydaute no an. 1 u3nbIHUTENHUAT AupekTop Ha MAJI nian ymbIHOMOIIEHO OT HETO JIMIIE:

1. wadopMupa TpHUTEKATENsT HaA pa3pelIeHHUETO 3a YrmoTpeda Ha JIEKapCTBEHHUS TMPOAYKT 3a
3armo4BaHe Ha MpoleAypa Mo pa3penraBaHeTo Ha MPOIyKTa 3a YyIoTpeoa;

2. BIIHCBA KATO TMPUTEXKATEI B U3aJICHOTO Pa3penIeHHe JTUIETO 0 T. 1;

3. U3KCKBa OT PETryJIaTOpPHHs OpraH Ha JbprkaBaTa WICHKA, W3/ajia pa3pelieHrueTo 3a ymorpeoda,
KOIIHE OT OLIEHBbYHUS JTOKJIA] U KOIHE OT Pa3pelIeHneTo 3a ynorpeoa.

(3) (Hom. - B, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) M3nbiHuTeNHATa areHIUs IO
JeKapcTBaTa € JThKHA Jla OCHTYpH CBhOTBETCTBHE HA CTHKETa, JIMCTOBKAaTa 3a IAIllUeHTAa,
KknacupuKanuaTa, pekiaMarta U MpocieNsBaHeTO Ha Oe30MacHOCTTa Ha IyCHATHUS Ha Maszapa
JISKapCTBEH MPOJYKT 110 ajl. 1 ¢ M3MCKBaHUATA HA TO3W 3aKoH. H(opManusaTa BppXy OlmakoBKaTa u
B JINCTOBKATa Ha JIGKAPCTBEHUS MPOAYKT 10 aj. | He e 3aIbJDKUTENHO J1a ObJie Ha OBITapCKH €3HK.
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(4) MBoenautenaust aupektop Ha MAJl mndopmupa EBpomeiickara xomMucus 3a H3IaJCHHUTE
paspeleHus 1o ai. 1, 3a UMETO U aapeca Ha MPUTEKATENS Ha pa3pelIeHneTo, KakTo | 3a Jarara Ha
IpeKpaTsBaHe Ha BaJMIHOCTTA UM.

Un. 12. (1) Odwummanna dapmakornes B PenyOnuka boeiarapus e EBpomeiickara
(dhapmakories.
(2) Odwummannara ¢dapmakornes Moxke na Obae AONBIBaHA C HM3UCKBaHHMATa Ha bwarapckara
(dhapmakories.
(3) MuHUCTBPBT Ha 3/IpaBEONa3BaHETO OMpeNeNisi ChC 3allOBE] JATUTE HA BIM3aHE B CHJIa HA
aKTyaJTHOTO M3JaHue Ha opuiranHaTa papMakornes ¥ Ha JOMbJIHEHHUITa KbM HETO.
(4) 3amoBeara mo an. 3 ce oOHaponaBa B "JIbp)kaBeH BECTHUK' M ce MyOJIMKyBa Ha CTpaHUIATa HA
HAJI B unTepHer.

Ui 13. (1) Monorpaduute Ha EBpormelickara ¢apMakories ca 3aJbJDKUTSIHA 32 BCUYKH

BEIIECTBA, NIpenapaTH U JCKapCTBEHH (OPMH, KOUTO CE€ ChIABPKAT B Hes. B ciydauTe, 3a KOUTO
HsimMa MoHorpaduu B EBpomneiickara (apmakones, ce mpuijaraT H3UCKBAaHHUATA Ha aKTyaTHHUTE
u3naHus Ha Qapmakoreute Ha abpkaBute wieHkH, CAILl n SlmoHwus, ako ca B ChOTBETCTBHE C
obmuTe npasuia Ha EBpomnelickara gapmaxores.
(2) Korato crienudukanusra, chabpikaiia ce B MoHorpadus Ha EBponeiickara papmakornes win B
Apyra HaloHaIHA (hapMaKoIes, € HeJOCTaThYHA 33 OCUTYPSIBAHE KAUe€CTBOTO Ha BEIIECTBOTO MU
nekapcTBeHara ¢opma, MAJI wMoxe nga wu3ucka JombiIBaHE Ha crnenuduKanusaTa  OT
3asBUTEJISI/TIPUTEKATENSI HA pa3pelIeHHETO 3a yIoTpeoa.

I'maBa BTOpA
OPI'AHM HA YIIPABJIEHUE U PUHAHCHUPAHE

Paznen I
Opranu Ha ynpasJ/ieHUe

Un. 14. (1) JlexkapcTBeHaTa MOJMUTHKA € 4YacT OT JAbp)KaBHATa 3/paBHA MOJUTUKA B
Peny6nuka bbirapus u ce ochlecTBSIBa OT MUHUCTBPA Ha 3/IpaBeona3BaHeTo.
(2) MUHHCTBPBT Ha 3APaBEONA3BAHETO:
1. e HalMOHAJIEH KOOPAMHATOP MO MPOOJIEMUTE Ha JIEKAPCTBEHUTE NMPOJYKTH;
2. yyacTBa B MEXJYHapOJHH OpraHU W OpPraHU3allM{, OCHIIECTBABAILM JIEWHOCTH B OOJsiacTTa Ha
JIEKapCTBEHUTE MPOIYKTH;
3. (oM. - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., HOBa, Op. 102 or 2012 r., B cuia ot
21.12.2012 r.) opraHu3Mpa MpeJOCTaBIHETO Ha NyOJMYHAa HHGOpMAlMs Ha MALUEHTCKUTE
OpraHM3ali U Ha OpraHU3alMUTe Ha MOTPEOUTENNTE OTHOCHO JAEUCTBUATA, NMPEANPUETH CPEILy
¢danmuduurpaHeTo Ha JEKapCTBEHH MPOAYKTH;
4. ochlecTBsIBA APYTU AEHHOCTH, TOCOYEHH B 3aKOH.
(3) (Or™. - 1B, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.).

Un. 15. (1) Kbm MUHHCTBpa Ha 37paBeola3BaHETO ce Ch3naBa PapMakoONeeH KOMUTET
KaTo KOHCYJITaTHBEH OpraH Mo BhIPOCHUTE Ha AelcTBamaTa papmakornes.
(2) MUuHUCTBPBT Ha 3paBEONa3BaHETO MO MPEIJIOKEHUE Ha W3MBIHUTETHUS nupektop Ha MAJI
oIpeJiens CbC 3an0Be] ChbCTaBa HaA PapMaKONEHHUI KOMUTET U HA €KCIIEPTHUTE IPYIIU KbM HETO U
YTBBPK/1aBa MPABWIIHKMKA 33 JIEHHOCTTA UM.
(3) Heitnocrra Ha dapmakoneilHus KOMUTET ce (pUHaHCHpa OT OrokeTa Ha MHUHUCTEPCTBOTO Ha
3/IpaBeOIa3BaHETo.

Yn. 16. (1) (Hom. — B, 6p. 91 ot 2018 1., u3m., 6p. 67 ot 2020 1.) KbM MUHUCTBpa Ha
3JIpaBeoIla3BaHeTo ce Ch3aBa Bucmi cbBeT 1mo (hapmariusi, KOMTO BKIIFOUBA ITETUMA MPEICTAaBUTEIIH,
ompefeNiecHd OT MHHHCThPA Ha 3/paBeoNa3BaHETO, METHMa MpPEACTaBUTENN Ha bbarapckus
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(dapMaleBTUUEH CbIO3, €OUH IMpeJICTaBUTeNl Ha bbiarapckara aconuanus Ha IOMOIIHUK-
dapmareBTuTe, 1Bama npeacraButeny Ha Hanmonannara 3apasaoocuryputensa kaca (H30K) u o
€UH MpeJIcTaBUTEN Ha (hapMaleBTHUHUTE (aKyJITeTH Ha BUCIIUTE y4MIUIIA. MUHHCTBPBT Ha
3/IpaBEOIa3BaHETO € MpeAceaaTeN Ha ChBeTa 0e3 IpaBo Ha riac.

(2) Buctmsar cbBet 1o apManus € KOHCYJITaTUBEH OpraH, KOMTo 00CHX/1a U AaBa CTAHOBUILA I10:
1. OCHOBHHTE HACOKH M MIPUOPUTETH B 00JIACTTa Ha (papmanusra;

2. eTnuHU NTpoOIeMu Ha apMaIuaITa;

3. IpOEKTH Ha HOPMAaTHBHU aKTOBE, CBbP3aHU C (hapMarusTa;

4. Hay4HUTE IPUOPUTETH B 00JacTTa Ha apMaLuiTa;

5. mporpaMu 3a OpraHu3upaHe Ha OOIIECTBEHH o00pa3oBaTeHM KaMIaHWKM B o0JlacTTa Ha
JIEKapCTBEHUTE MPOILYKTH.

(3) (Or™. - IIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 1.).

(4) Opranuszanusra u JeiHocTTa Ha Bucmus ceBeT nmo (apmanus ce ypexaar ¢ NpaBHIHUK,
M3Ja/IeH OT MUHUCTBHpPA Ha 3/IpaBeona3BaHeTo 1o npeajoxkenue Ha Bucims cpBet no apmarus.

Y. 17. (1) U3nbaHuTeNnHAaTa areHIMs IO JIeKapcTBaTa € CIElNUaTu3upaH OpraH KbM
MUHHCTBpPA Ha 3/IpaBeONa3BaHETO 3a Ha30p BbPXY Ka4eCTBOTO, 0€301MacHOCTTa U e(hUKACHOCTTA Ha
JIeKapcTBara.

(2) (U3m. - B, Op. 15 or 2013 r., B cuna or 1.01.2014 r.) M3nbaHUTENHATA arcHIHS I10
JeKapcTBaTa € IOpPUJIMYECKO JIMIE Ha Oro/KeTHa W3JpbhkKa cbC cepanuuie B rp. Codus kbpM
MUHUCTbBpA Ha 3/]paBEONa3BaHETO.

(3) M3nbaHuTenHaTa areHIMs IO JIEKapcTBaTa ce PbKOBOAM U IPEJCTABISABA OT W3IIBIHUTENICH
JTUPEKTOP, KOMTO ce Ha3HauaBa I10 pejia Ha 3aKOHA 3a aIMUHUCTpALUATA.

(4) Crpykrypata, GpyHKIMHUTE U OopraHu3aunusara Ha padora Ha MAJI ce onpenenst B yCTpOWCTBEH
IIPaBWJIHUK, IPUET OT MUHUCTEPCKUS CHBET.

(5) UsnbnHuTenHaTa areHuus 1o JieKkapcTBaTa:

1. n3aBa paspeneHus 3a IPOM3BOACTBO Ha JIEKAPCTBEHH MPOIYKTH;

2. u3JaBa pa3pelleHus 3a ynorpeda 1 y1I0CTOBEpEHHs 3a pErucTpalys Ha JICKapCTBEHH MTPOIAYKTH;
3. (mom. - JIB, 6p. 71 ot 2008 r., B cruta ot 12.08.2008 1.) m31aBa pa3penicHUs U yJOCTOBEPCHUS 3a
TBHPrOBHUs Ha €/IpO C JIEKAPCTBEHU MPOYKTH;

4. n3naBa paspeleHus 3a napajesieH BHOC Ha JIEKapCTBEHU MPOJYKTH;

5. (m3m. - 1B, 6p. 60 ot 2011 r., B cuia ot 5.08.2011 r.) m3maBa, OTKa3Ba WIM NpEKpaTsBa
paspeleHus 3a ThproBus Ha APeOHO C JIEKApCTBEHU MPOAYKTH;

5a. (HoBa - JIB, Op. 102 or 2012 r., B cuna ot 21.12.2012 r.) BnHMcBa NPOU3BOJUTEINTE,
BHOCHUTEIIUTE U ThPrOBIUTE Ha €IpO C aKTUBHU BEIIECTBA;

56. (woBa - 1B, Op. 102 ot 2012 r., B cunma ot 21.12.2012 r.) BoaM pErucTbp Ha JHULATA,
OCBIIECTBSIBAIIN TOCPEAHNYECTBO B 00JIaCTTa HA JIEKAPCTBEHUTE MIPOIYKTH;

6. n3/1aBa pa3pelIcHMs 3a IPOBEKIaHE HA KIIMHUYHYU U3IUTBaHMs HA JIEKapCTBEHU MTPOLYKTH;

7. U3BBPILIBA OLIEHKA HAa Ka4eCTBOTO, epuKacHOCTTa U 0€30IaCHOCTTA Ha JIEKAPCTBEHUTE MPOAYKTU
BBB BpB3Ka C pazpeniaBaHeTo UM 3a yrnorpeoa;

8. M371aBa pa3pelieHns 3a peKjama Ha JeKapCTBEHU MPOIYKTH;

9. ocpuiecTBsIBA KOHTPOJ BbPXY MPOU3BOACTBOTO, BHOCA, CbXPAaHEHHETO, THPrOBUATA HA €IpO U
NpeOHO, KITMHUYHUTE U3MUTBaHUs, 0€30I1aCHOCTTa U peKjlaMmaTa Ha JIeKapCTBEHUTE MPOIYKTH;

10. u3BbpuIBa Ja0OPATOPEH aHATIU3 NPH CbMHEHHUE 32 OTKJIOHEHHE B KauecTBOTO, e(hpuKacHOCTTa U
0€301MacHOCTTa Ha JIEKAPCTBEHUTE NMPOJYKTH U MpeArpruemMa npeABUACHNUTE B 3aKOHA MEPKH;

10a. (noBa - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) ockliecTBsABa (PyHKIUUTE HA
KOMITETEHTEH OpraH 3a MpociesBaHe Ha JIeKapCcTBeHaTa Oe30MacHOCT;

11. (m3m. - IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) opranusupa u noJabpka CUCTEMa 3a
MpocieiIBaHe Ha JieKapcTBeHaTa 0€30MacHOCT;

12. u3naBa ceptudukaru cpriacHo cepruduxarnata cxema Ha C30;

12a. (HoBa — 1B, 6p. 18 ot 2014 r.) u3gasa ceprudukaru 3a JJoopa quctpubyTopcka mpaKkTHKA;

13. u3naBa ceprudukaru 3a JJoOpa npon3BOICTBEHA MPAKTUKA;
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14. (u3m. — JIB, Op. 18 ot 2014 r.) KOHCYATHPA MHBECTUIIMOHHUTE MPOEKTH 32 CTPOUTEJICTBO HA
HOBU W/WIIM TIPEYCTPOMCTBO HAa CHIISCTBYBAIM OOEKTH, CBBP3aHH C TPOU3BOACTBOTO Ha
JIEKapCTBEHU MPOJIYKTH, B ChOTBETCTBUE C MpaBuiiaTa Ha JloOpara mponu3BOJCTBEHA MPAKTHKA,

15. u3nbnHsABa GYHKIMUTE HA KOOPAMHATOP U KOHCYATATHBEH OpraH Io MpoOJIeMHUTe, CBbP3aHU C
KauecTBOTO, epukacHOCTTa 1 0€30IaCHOCTTA HA JIEKAPCTBEHUTE MPOAYKTH;

16. ochIiecTBsIBa KOHCYNTAaHTCKA, HayYyHa, HH(POPMAIIMOHHA U M3/aTEJICKa IEHHOCT B o0iacTTa Ha
JIEKapCTBEHUSI CEKTOD;

17. xoopmuHMpa W y4acTBa B JelHOCTH, cBbp3aHu ¢ EBpomeiickara ¢apmakones u ¢
pa3paboTBaHeTo Ha bbirapckara dapmaxornes;

18. ywyactBa B JeHHOCTH B 0OO0JIaCTTa Ha JICKApCTBEHHTE MPOAYKTH, CBbpP3aHH C paboTara Ha
EBporeiickara areHius no jiekapcTBaTa, EBponeiickus AUpeKTopar 1o KayecTBOTO Ha JieKapcTBara
U 3]paBeora3BaHe, HA MEXIYHAPOAHM OPraHM M OpraHW3alM{, KaKTO M C HM3INBIHEHHETO Ha
MEXIAYHapOJAHU JOTOBOPH, 10 KouTo Peny6nuka bbirapus e ctpana;

18a. (moBa - [JIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) y4acTBa B MEXIyHAapOJHATA
XapMOHM3AIUsl U CTaHAAapPTH3alUs HA TEXHUYECKUTE MEPKH, OTHACSIIM C€ 10 MPOCIEIIBAHETO Ha
JeKapcTBeHara 0€30MacHOCT, MO/ KOOpAMHAIMATAa Ha EBporieiickaTta areHIus 1o JeKapcTBaTa;

186. (roBa - IB, O6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) ch3maBa u MOAbpKa HAIMOHAJICH
WHTEPHET MOPTaJ 32 JICKAPCTBEHH MPOIYKTH;

19. ocbiiecTBsiBa APYru JEHHOCTH, IOCOYEHU B 3aKOH.

(6) (U3m. — B, 6p. 67 or 2020 r.) M3nmbaHUTENHATa areHIUs IO JEKAapCTBaTa KOOPAUHHPA
JIEHHOCTUTE B 00JIacTTa HA KOHTPOJA BHPXY JIEKAPCTBEHUTE MPOIYKTH CHbBMECTHO C PETMOHATHUTE
3npaBHU uHcnekuu (P3U).

(7) (HoBa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) M3mbJIHEHHETO HA MEPKHUTE IO TO3H
3aKOH, CBBP3aHH C MPEJOTBPATIBAHE HA HABIU3AHETO M PAa3MpPOCTPAHEHUETO Ha (ammupuIrpanu
JIEKapCTBEHH MPOJYKTH, C€ OCHIIECTBSIBA B ChTPYAHUYECTBO MeKay NAJ]l 1 MUTHUYECKUTE OpraHu.
(8) (HoBa — /IB, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.) M3mbeiaHuTeNHATA areHIUS 110
JIeKapcTBaTa MOXE Jla M3BBpIIBA CHbBMECTHH NpoBepku ¢ HannoHanHata areHuus 3a NPUXOIUTE,
Arennust  "MwutHunu", HamumoHanmHata 3IpaBHOOCHUTYpHUTENIHa Kaca, MHWHUCTEPCTBOTO Ha
3/IpaBeoria3BaHeTo U HannoHalHus ChBET M0 IIEHH U peuMOypCcHpaHe Ha JIEKaPCTBEHUTE MPOIYKTH
NPH OCHINECTBSIBAHE Ha CBOWTE (YHKIMH B 00NacTTa HAa KOHTPOJIA BBPXY JIEKAPCTBEHUTE

MPOAYKTH.

Un. 17a. (Hos - 1B, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r.) Pernonanuure 3npaBHu
WHCIEKIIUY U3aBaT YAOCTOBEPEHHUS 32 PETUCTPALIMS Ha APOTEPHH.

Un. 176. (HoB — [IB, 6p. 18 ot 2014 1.) (1) (M3Mm. u gom. — JIB, 6p. 67 ot 2020 r.) KbM
m3nbaHUTENHUS Aupektop Ha MAJl ce cp3gaBa ExcrmepreH ChBET MO THProBUs Ha JAPEOHO C
JIEKApCTBEHH TMPOAYKTH, KOMTO BKJIIOYBA TpHMa MPEICTABUTENN Ha bbharapckus dapmarieBTUyYeH
ChbI03, €IMH MpejacTaBuTen Ha bbiarapckara acomuanus Ha MOMOIIHUK-(bapMaleBTUTE, MO €IUH
MpeACTaBUTEN Ha (papMarieBTUYHUTE (HaKyITETH Ha BUCHIUTE YUUIIHUIIA U YETHPUMA TTPEICTaBUTEIIN
Ha MAJL. CpcTaBbT Ha ChBETA C€ OMNpPEAENs ChC 3aMOBE] Ha M3MBIHUTENHUS AupekTop Ha MAJL,
chIVlacyBaHa C MUHUCTHPA Ha 3]JpaBEONa3BaHETO.

(2) CoBeThT 10 all. 1 € KOHCYNTaTUBHO 3BEHO, KOETO:

1. u3roTBst craHoBuIa 1o nojaaaeHute B MAJI 3asBinenus: u gjokymentu mo wi. 228, an. 1 u 5, kouto
MpEeACTaBs HAa U3MBIHUTENHUS AupekTop Ha MAJL;

2. MpaBHM MOTHUBHPAHU TIPEIOKEHHUS JO MUHHUCTHPA HA 3/PaBEOIa3BAHETO YPE3 MU3IBIHUTEITHUS
nupektop Ha MAJI 3a mogoOpsiBaHe Ha JOCThIIA HA HACEIEHUETO JI0 JICKAPCTBEHH MPOTYKTH.

(3) OpraamzanusTa U JEHHOCTTA HA €KCIIEPTHUS CHBET 1O all. 1 ce ypexxaaT ¢ paBUIHUK, U3aCH
OT U3N'BJIHUTENHUA TupekTop Ha MAJI o npenoxxeHnue Ha ChBeTa.

(4) UneHoBeTe Ha EKCHEPTHUS CHBET MO al. | He MOJydaBaT Bb3HATPaKICHHUS 3a y4yacTHE B
3ace/laHMs Ha ChBETA.

(5) 3a cBosiTa AEHHOCT EKCIEPTHUAT CHBET MO ajl. | ce OTYMTa €XKEroJHO Mpe] MUHUCTHpa Ha
3/1paBEOIa3BaHETO.
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Y. 178. (HoB — [JIB, 6p. 18 ot 2014 r.) He morar na Obxar 4jieHOBE Ha €KCIEPTHHS
ChBET 10 4wi. 170, an. 1 auia, KOUToO ca:
1. coOCTBEHUIM, WICHOBE HA YIPABUTEIHH W KOHTPOJIHU OPraHH Ha THPTOBCKU JIPYKECTBA HIIU
€THOJIMYHU THPTOBIIH C IPEIMET HA JCHHOCT MPOU3BOJICTBO, BHOC, THPTOBHS HA PO WK APEOHO C
JICKApCTBEHH MTPOAYKTH;
2. CHAPYXHHUIIM WU aKIUOHEPH, KOUTO MPUTEKABAT HAJ 5 HA CTO OT KamuTalla HAa ThPTOBCKU
ApY)KECTBa C TMPEAMET Ha JCWHOCT IPOM3BOJCTBO, BHOC, THPIOBUS Ha €lIpo MM ApPeOHO ¢
JIEKapCTBEHH MPOJIYKTH WM paOOTAT HA TPYIOB JOTOBOP B TE€3H JIPYKECTBA.

Paznea 11
Perucrpu

Y. 18. (Otw™. - [IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 1.).

Y. 19. (1) V3mpaHuTEIHATA areHIKS 110 JIEKapCTBaTa MO bpKa U BOJHU PETUCTPU HA:
1. (m3m. - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) npousBoAUTENNTE U BHOCUTEIUTE Ha
JIEKapCTBEHH MPOAYKTH Ha TepuTopusta Ha PemyOnuka brarapus 1 Ha KBanupuupaHuTe Juia 1o
. 148, 1. 2 mmo wi. 161, an. 2, 1. 1;
2. (m3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) npou3BOAUTEIUTE, BHOCUTEINTE U
THProOBIUTE HA €1PO C AKTUBHU BELIECTBA;
3. (mom. — JIB, Op. 67 ot 2020 r.) pa3pemieHuTe 3a ynorpeba U PErucCTPUpPAHUTE JIEKAPCTBEHU
NpPOAYKTH Ha Teputopusta Ha Pemybmuka bearapus u  paspemieHure 3a ymnorpeba 1o
LEHTpaJu3MupaHa Mnpoleaypa JeKapcTBEeHH NMPOoayKTH 1o pena Ha Pernament (EO) Ne 726/2004 Ha
EBpomneiickus napiameHT 1 Ha CbBeTa;
4. THProBIIUTE HA €IPO C JIEKAPCTBEHU MPOAYKTU Ha TepuTopusita Ha Penybnuka briarapus;
4a. (moma - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) mocpeanunure B o0iacTTa Ha
JIEKapCTBEHUTE MPOIYKTH;
5. (u3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) uzganenure pa3pelieHus 3a TbproBus Ha
IpeOHO C JIeKapCTBEHU MPOAYKTH;
6. pa3pelIeHUTe KIMHUYHY U3IUTBAHUS;
7. M3IaZICHUTE Pa3peLEHUs 3a IapajesieH BHOC;
8. (moBa — J/IB, Op. 18 or 2014 1., oT™., Op. 84 0T 2018 ., B cra ot 12.10.2018 1.).
(2) (U3m. — IB, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) Jannute ot peructpute mo ain. 1, . 1 —
7 ce nmyOnukyBaT B 14-IHEBEH CpPOK OT M3JjaBaHE Ha ChOTBETHOTO pa3pellieHHe Ha CTpaHuIaTa Ha
WNAJI B unTepHer.
(3) (HoBa — 1B, 6p. 67 ot 2020 r., oT™., 6p. 103 o1 2020 1., B cmma ot 1.01.2021 1.).
(4) (HoBa — 1B, 6p. 67 ot 2020 r., usm., 6p. 103 or 2020 r., B cuma ot 1.01.2021 r.)
W3nbaHuTenHaTa areHIus no jJeKkapcTBara CBbp3Ba HaIllMOHAIHUS HOMEP 3a UIEHTU(UKALINSA 10 Y.
259%, an. 1 ¢ koma Ha mpoAykTa 1O cMHChIa Ha wi. 4, Oyksa 0), moaTouka i) orT Jlenerupan
pernament (EC) 2016/161 na Komucusita ot 2 oktomBpu 2015 1. 3a mombyiBane Ha [{upextuBa
2001/83/EO na EBpomeiickus nmapiameHT U Ha ChBeTa ype3 ycTaHOBSBAHE HA MOJPOOHU MpaBuIIa
3a ToKa3aTesnTe 3a OEe30MaCHOCT, MOCTaBEHU BBPXY OMNAKOBKaTa Ha JIEKAPCTBEHUTE MPOAYKTHU 3a
xymanHa ymnotpeba (OB, L 32/1 or 9 ¢espyapu 2016 r.), HapuuaH mno-Hatarbk "Jlenerupan
pernmament (EC) 2016/161", 3a nexapcTBeHHTE MPOAYKTH, ONpeseneHu B JlenerupaH perjamMeHT
(EC) 2016/161, mpenocraBen mo ui. 68, an. 1, 1. 11 mwun. 217, 1. 6.
(5) (Hoa — /IB, 6p. 67 ot 2020 r., oT™., 6p. 103 o1 2020 ., B cuna ot 1.01.2021 r., HOBa, Op. 16 oT
2024 r., B cuma ot 23.02.2024 r.) M3mbiaHUTENHATa areHIUs MO JIEKapCTBaTa €XXEIHEBHO
npenoctaBs Ha HanumoHandHMA CBBET MO LIEHM M PEeUMOYypCHUpaHe Ha JIEKAPCTBEHUTE MPOIYKTH
CBBbp3aHMs KOJ| Ha MPOJYyKTa Mo ai. 4 3a LeIuTe Ha 3alulaljaHe Ha JIEKapCTBEHH NPOAYKTU C
nyOJINYHU CPEJCTBA.
(6) (HoBa — JIB, 6p. 67 ot 2020 1.) Peructpure no an. 1 moaappskar ornepaTiBHa CbBMECTUMOCT U
aBTOMAaTU3MpaH UHTepQeic, mpeaocTaBs nHGopManusTa B MAaIIMHHOYETUM (OpMaT, Ype3 KOUTO
MO3Ke Ja ObAaT U3MOI3BAaHU OT APYTrd HHPOPMAITUOHHU CUCTEMH.
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(7) (Ilpegumaa an. 3 — JIB, 6p. 67 ot 2020 r.) M3mbaHuTenHaTa areHIUs IO JieKapcTBaTa
MOAIBbPIKA CHCTEMH 3a €JICKTPOHEH OOMEH Ha JIaHHU C PEryJIaTOPHHUTE OpraHu Ha IPYTUTE JbpPKABU
yieHkH, EBponelickaTa komucusa u EBpomneiickaTta areHius no jekapcrBara.

Uin. 19a. (Hos - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) (1) CrorBeTHuTEe P3U
BOJST U MOJIbPKAT MyOJUYHH PETUCTPH 32 U3IaJICHUTE OT TAX YAOCTOBEPEHHUS 3a PETUCTpalus Ha
JIpOrepuH.
(2) B 7-mHeBeH cpok OT M3/1aBaHETO Ha YIOCTOBEPEHUE 3a PETUCTpallvs Ha APOrepHsl ChOTBETHATA
P3U u3npamia 10 MUHHCTEPCTBOTO Ha 3/IpaBeoIa3BaHeTO HHPOPMAITUS 32 U3IAJCHHIS aKT.
(3) MuHuCcTEepcTBOTO Ha 3ApaBeOIa3BaHETO BOJIM M MOIAbPKAa HAa HHTEPHET CTpaHHIIATA CHU
MyOIMYeH HAI[MOHAJICH PETUCTHD Ha U3JAJICHUTE YAOCTOBEPEHUS 32 PETUCTPALIHS HA APOTEPHSL.

Pasznen 111
DuHAHCUPaHe

Un. 20. (1) Heitnoctra Ha MAJI ce ¢uHaHcupa OT OIOJUKETHU CPEICTBA M HMPUXOAM OT
coOCTBEHa JIEHHOCT.
(2) (U3m. - B, 6p. 15 ot 2013 1., B cuiia ot 1.01.2014 1.) BropkeTHUTE CpesicTBa ce OCUTYpsBAT OT
cyOcuaust OT IbpkaBHUA OIODKET upe3 01o/pkeTa Ha MUHHCTEPCTBOTO Ha 3[IpaBeOIa3BaHEToO.

Ui 21. (1) U3nbaHuTenHaTa areHIus 1Mo jJeKapcTBara € aMUHUCTPATOP Ha IPUXOJIUTE
OT cOOCTBEHA JIeHHOCT, KOUTO ce (hopMupar or:
1. xumMHKO-papMaleBTUUHH €KCIIEPTH3H;
2. 1abopaToOpHU aHAJIU3HU U U3MUTBAHUS;
3. OlleHKa Ha JOKYMEHTAlWs W M3/aBaHE Ha pa3pelleHus, CepTH(PHUKATH, YIOCTOBEPEHUS U APYTH
JOKYMEHTH, [IOCOYEHHU B TO3U 3aKOH;
4. omeHKa TpU TOJHOBSABAaHE, NMPOMSHA W 3ajJMYaBaHe Ha pa3peuieHHeTo 3a ymorpeba u
yJIOCTOBEPEHHE 32 PErMCTpaLys Ha JIEKapCTBEH MPOAYKT;
5. moaabpKaHEe Ha paspelleHusATa 3a ynorpeda WM YIOCTOBEPEHHSTa 3a pErucTpauus Ha
JIEKapCTBEH MPOAYKT;
6. ™I0OM W WMYIIECTBEHHW CAaHKIMHU, HAJOKEHW C HAaKa3aTeTHHW TOCTAHOBJICHUS, W3IaJICHH 3a
HapyLIEHHUs 110 TO3H 3aKOH;
7. KOHCYJNTAHTCKa, U3/1aTeJICKa U Hay4dHOMU3CJelI0BaTelICKa JAEWHOCT B 00JIacTTa Ha JIEKapCTBEHUS
CEKTOp;
8. chriacyBaHe Ha MHBECTHIIMOHHUTE MTPOEKTH 3a CTPOUTENICTBO Ha HOBU W/HMIIM NMPEYCTPONCTBO Ha
ChIIECTBYBAILlM O0EKTH, CBbP3aHU C IPOU3BOJICTBOTO HA JIEKAPCTBEHU MPOTYKTHU;
9. u3BbBpIIBaHE HAa HHCIEKIHMHM BBB Bpb3Ka C OIEHKAa 3a CHOTBETCTBUETO Ha YCIOBHUSTAa Ha
MIPOM3BOJICTBO C M3UCKBaHMATa Ha JloOpaTa MpOM3BOICTBEHA MTPAKTHKA;
10. (moBa — JIB, Op. 84 ot 2018 1., B cmia ot 12.10.2018 r.) m3BBpIIBaHE HA WHCIEKIWU Ha
pas3pelIeHN 3a MPOBEXKAaHe KIMHUYHN U3MUTBAHUS;
11. (moBa — /IB, Op. 84 ot 2018 r., B cruia ot 12.10.2018 r.) u3BbpIIIBaHE HA WHCIIEKIIUH, CBbP3aHU
c u3gaBaHe Ha cepTuduKaT 3a J[oOpa mpou3BOJICTBEHA MpakTHKa Wiu 3a Jlobpa auctpuldyropcka
MIPaKTHKa M0 NCKAHE HA MHCTIEKTUPAHOTO JIULIE;
12. (mpeaumna 1. 10 - JIB, Op. 84 or 2018 1., B cunta ot 12.10.2018 r.) ApYry U3TOUHUIIH.
(2) (U3m. — 1B, Op. 84 o1 2018 1., B cmuta ot 12.10.2018 r.) [Ipu ochiiecTBsABaHE Ha AEHHOCTUTE 110
an. 1, 7. 1 -5 u 7 - 11 UAJl cpbupa Takcu B pa3mep, ompeneneH B Tapuda, mpuera OT
MuHHUCTEPCKHS CHBET.
(3) (Homa - 1B, 6p. 71 ot 2008 1., B cruta ot 12.08.2008 r.) B Tapudara mo an. 2 ce onpenensT mo-
HUCKHM M pa3jM4YHU [0 pa3Mep TAaKCH 3a OCBUIECTBSIBAHE HAa MPOLEAYPUTE MO pa3pellaBaHe 3a
yrnotpe0a, TPOU3BOJCTBO U BHOC Ha JIEKAPCTBEHU MPOIYKTH 3a MAJIKHU U 32 CPEIHU MPEINpUITUS
BbB (papMaleBTUYHHS CEKTOP 110 CMUCHJIA Ha 3aKOHA 32 MAJIIKUTE U CPETHUTE MPEIIPUATHS.

UYn. 22. (1) ®dunancoBuTe cpeacTsa ro 4i. 21 ce pa3xoasar 3a:
1. kontponnara aeiinocT Ha MAJI;
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2. 3amjamaHe Ha jaeHocty mo wi. 21, an. 1, 1. 1 u 2, B caydanTe, KOrato U3BBLPIIBAHETO UM €
BB3J105keHO 0T TAJI 1o 1oroBop Ha Ipyru Juua;

3. (otm. - IB, 6p. 38 o1 2012 1., B cuma ot 1.07.2012 1.);

4. cp3naBaHe, OAABPIKAHE M BOJIEHE HA peructpure no wi. 19, an. 1;

5. mogabpKaHe Ha CUCTEMH 3a €JIEKTPOHEH OOMEH Ha JaHHM C PEryJIaTOPHUTE OpPraHu Ha JAPYTUTE
IbPKaBU 4ICHKH, ¢ EBponeiickara komucus U ¢ EBponeiickara areHuus 1o JIeKapcTBara;

6. (mom. - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) mHbopmManmoHHa U H3/aTEJICKA
JICHOCT, CBBbp3aHa C Ka4eCTBOTO, €PEKTUBHOCTTA M O€30MaCHOCTTA Ha JICKAPCTBCHUTE MPOIYKTH U
IpocJeisBaHe Ha JieKapcTBeHaTa 0€30MacHOCT;

7. (mom. — JIB, 6p. 84 ot 2018 r., B cuna 6 Mecena cien myoJIMKyBaHe Ha ChOOIICHHETO MO WiI. 82,
naparpad 3 ot Permament (EC) Ne 536/2014) oOe3nevaBaHe NeHHOCTTa Ha CICHHAIU3UPAHHUTE
xomucuu 1o wi. 47, an. 1 u 2, komucusara mo wi. 103, an. 1 1 Ha ceBerta 1Mo wi. 251, an. 3;

8. (ot™m. - JIB, 6p. 38 or 2012 1., B cuna ot 1.07.2012 r.);

9. yuacTus B MEKIyHAPOIHU M HAIIMOHATHU MEXTy1a00paTOPHU U3ITUTBAHMUS;

10. (u3m. - 1B, Op. 60 ot 2011 r., B cuna ot 5.08.2011 r., ot™., O6p. 38 ot 2012 1., B cuia oT
1.07.2012 1.).

(2) (Hom. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., u3m. u jnom., 6p. 12 or 2011 1., B cunia ot
8.02.2011 r., m3m., 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., O6p. 102 ot 2012 r., B cuia or
21.12.2012 r., 6p. 84 ot 2018 r., B cuya 6 mecemna cieq MyoJuKyBaHe Ha ChOOIIEHUETO O Wil 82,
naparpad 3 or Permament (EC) Ne 536/2014) ®dunancoBute cpeacrBa mo wi. 259, am. 5 ce
pa3xojBar 3a:

1. (otm. - IB, 6p. 60 ot 2011 r., B cuita ot 5.08.2011 r.);

2. neitnoctu Ha GapMaKONEHHUS KOMUTET;

3. (m3m. - JIB, 6p. 60 ot 2011 1., B criia ot 5.08.2011 1., 6p. 102 ot 2012 1., B cma ot 21.12.2012
r., Op. 84 ot 2018 r., B cuna 6 mecemna cien nyoIuKyBaHe Ha choOIIeHHeTo 1o wi. 82, maparpad 3
ot Pernament (EC) Ne 536/2014) neitnoctn Ha Komucwusita mo mpo3paqHocT;

4. (ot™. - 1B, 6p. 38 o1 2012 1., B crta ot 1.07.2012 1.);

5. (mom. - IIB, 6p. 71 or 2008 r., B ciia ot 12.08.2008 r., usm., 6p. 12 or 2011 r., B cuia or
8.02.2011 r., 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., ot™., O6p. 38 oT 2012 1., B cruta ot 1.07.2012

r.).
I'naBa Tpera
ITYCKAHE HA ITA3ZAPA HA JIEKAPCTBEHHU ITPOAYKTHU

Paznea 1
OO0 MoJI0KeHu A

. 23. (1) (U3m. - B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) IIpomunuiero
IIPOU3BENIECH JIEKAPCTBEH MPOAYKT WJIM JIEKAPCTBEH MPOIYKT, MOJIYYEH IO METOMA, KOWTO BKIIIOUBA
IIPOMUILIEH MpPOLEC, MOXKeE Jla ObJe MyCHAT Ha Ma3apa caMo cJej MOJIy4aBaHe Ha pa3pelleHue 3a
yrnoTpeda UM cliel Tody4yaBaHe Ha YAOCTOBEPEHHUE 3a PErucTpaiys, U3AaJeHO M0 peAa Ha TO3U
3akoH win 1o pena Ha Permament (EO) Ne 726/2004 na EBponeiickus nmapiameHT u Ha CbBeTa, U
npu crna3BaHe m3nckBanusaTa Ha Permament (EO) Ne 1901/2006 na EBponeiickust mapJaMeHT U Ha
CoBeta ot 12 nexemBpu 2006 T. OTHOCHO JIEKAPCTBEHUTE MPOIYKTH 3a MEeAUATPUIHA yIoTpeda u 3a
n3menenue Ha Permament (EMO) Ne 1768/92, Tupextusa 2001/20/EO, dupextusa 2001/83/EO u
Pernament (EO) Ne 726/2004, napuuan mo-nHaratbk "Permament (EO) Ne 1901/2006", u Ha
Pernament (EO) Ne 1394/2007 na EBpomneiickus mapiament u Ha ChBeta oT 13 HOoemBpu 2007 T.
OTHOCHO JIEKapCTBEHHUTE MPOAYKTH 3a MOJEpHa Tepanmusi W 3a u3MeHeHue Ha JlupektuBa
2001/83/EO u na Pernament (EO) Ne 726/2004 (OB, L 324/121 ot 10 nexemBpu 2007 T.).

(2) Pa3zpemenne 3a ynorpeba mo cMuchia Ha ai. 1 ce M3UCKBAa M 3a PaJHOHYKIMJIEH TeHepaTop,
PaMOHYKIINJEH MPEKYPCOP U 32 KUT.
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(3) Bunmosere mporenypu mo cMuchia Ha ai. 1 ca:

1. nenTpanusupana;

2. mpolieypa 1o B3auMHO MpU3HAaBaHe/ IeeHTPATN3UPaHa;

3. HaIMOHAaJHA.

(4) (Homa - JIB, 6p. 71 ot 2008 r., B cuma ot 12.08.2008 r.) Ha Teputopusta Ha PenmyOnuka
bearapus morat 1a ObaT MyCKaHU Ha Ta3apa caMo JICKAPCTBEHU MPOIYKTH, YUHTO MPUTEKATEN Ha
paspeleHneTo 3a ynoTpebda/yJoCTOBEpeHHE 3a PETUCTpallds € YCTAHOBEH Ha TEpPUTOpHsTAa Ha
IbpKaBa YICHKA.

Y. 24. (1) (U3m. - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Paspemenue 3a
yrnoTpeda He ce M3UCKBA 32 pagrodapMaleBTHIIN, TPUTOTBEHH HEMOCPEACTBEHO MPEan yroTpedara
UM OT pa3pellieHH 3a ynorpebda pajuOHYKIMIHU F€HEpaTOpH, PAJUOHYKIUIAHU HPEKYpCOpU HIIU
KHTOBE B CbOTBETCTBUE C YKA3aHUATA HA IIPOU3BOAUTENS M.

(2) IIpoaykTute no ai. 1 ce NPUroTBAT OT KBATU(PULUMPAHHU JIMIA B J1aOOPATOPUN UM UHCTUTYTH,
MOJyYHJIM pa3pelleHre 3a M3BBPIIBAHE HAa TakaBa JICHHOCT MO peda Ha 3akoHa 3a 0e30IacHO
U3II0JI3BAHE HA s[JpeHaTa eHeprusl.

(3) IlpuroTBaHeTO, M3MOI3BAHETO U MPUIIATAHETO HA MPOIYKTHUTE MO aj. | ce U3BBPILBA CHITIACHO
MEIULMHCKUS CTaHAapT 10 HyKJIeapHa MEHUIIMHA.

Un. 25. (1) Kpurepuute 3a omnpenensiHe Ha JEKApCTBEH MPOAYKT, MpeIHa3HAUYCH 3a
JedeHue, npoduiakTuKa WK AUarHOCTUKA Ha pelku 3aboisBanus, ce ypexnaar B Permament (EO)
Ne 141/2000 na EBpomneiickust mapnamenT u ChbBera.
(2) YcnoBusTa u peabT 3a U3/1aBaHe Ha pa3pelleHue 3a ynoTpeda Ha JEKapCTBEHUTE MPOIYKTH 10
ai. 1 ce onpenensat B Pernmament (EO) Ne 726/2004 na EBpornetickust mapiiameHT u ChBeTa.

Y. 26. (1) (U3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Paspemenue 3a
yroTpeda Ha JIEKapCTBEH HMPOAYKT, YJOCTOBEPEHHE 32 PETUCTPAIMS HA XOMEONaTHYeH JIEKaPCTBEH
MPOJYKT IO 4Wi. 35 WK yAOCTOBEpEHHUE 32 PEerucTpalys Ha TPAJUIIMOHEH PAaCTUTENICH JIEKapCTBEH
npoaykT nmo wi. 37 Ha Teputopuara Ha PemyOnmka Bbbirapus ce w3maBa OT HM3IBIHUTEIHUS
nupektop Ha MAJI Ha (u3Huecko Wi I0PUAUYECKO JIMIIE, KOETO € YCTaHOBEHO Ha TEPUTOPUATA Ha
IbprKaBa WICHKA.

(2) Korato numero mo an. 1 He e ycTaHOBeHO Ha TepuTopusita Ha PemybOnuka bwarapus, To
OnpeJens CBOM MPEICTaBUTEIL.

(3) IIpurexatenar Ha pa3pelIeHHETO 3a ymoTpeda HOCH OTTOBOPHOCT 3a MyCHATUTE Ha Masapa
JIEKapCTBEHH TPOAYKTH. OmpenenstHeTo Ha JHIE MO al. 2 He OCBOOOXKIaBa MpHUTEKATeNls Ha
paspelieHneTo 3a ymorpeba OT OTTOBOPHOCT ChHIVIACHO JAeicTBaimoTo B Pemybnuka bbiarapus
3aKOHOJIATEJICTBO.

Pa3pea 11
N3uckBaHus KbM JOKYMEHTAIMSATA 32 U3IaBAHE HA pa3pelleHue 3a
ynorpeoda

Yn. 27. (1) (U3m. - B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) 3a u3naBane Ha
paspenieHue 3a ymnorpeda Ha JIEKapCTBEH MPOAYKT JUIeTo mo ui. 26, an. 1 momaBa B MAJI
3asBieHHE 10 oOpasen, mpuiapyxeHo ¢ nocue BBB Qopmar "EnexTpoHeH 001 TEXHUYECKU
JOKYMEHT", KOETO ChIIbpiKa:

1. uMe U agpec Ha YIMPaBJICHUE/TIOCTOSIHEH aJipec Ha 3asBUTENS U Ha MPEICTaBUTENs MO Wwi. 26, al.
2; KOraTro 3asBUTEIAT € JIUIE, Pa3InIHO OT MPOU3BOJUTEINS WU MPOU3BOIUTEIIUTE - ajpec Ha
00eKTHTE 3a IPOU3BOJICTBO;

2. HAMMEHOBAHKE Ha JICKAPCTBEHUS TPOAYKT;

3. laHHU 3a Ka4eCTBEHMsI U KOJMYECTBEHHUS CHCTaB Ha JIEKAPCTBEHHS MPOIYKT, KaTO CE€ MOCOYBa
MEXTYHApOHOTO HEMTaTEHTHO HauMeHOBaHue, ipernopbyano ot C30, npu HajIWYre Ha TaKOBA, WIIH
CHOTBETHOTO XUMUYECKO HANMEHOBAHHE;
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4. TepaneBTUYHU MOKa3aHUs, IPOTUBOIIOKA3aHUs U HEXKEIaHU JICKaPCTBEHU PEaKIUy;

5. (m3m. - IB, Op. 71 ot 2008 r., B cuia ot 12.08.2008 r.) 103upOBKa, JiekapcTBeHa (hopMa, HAaUUH
Ha TPUJIOKEHUE U ITBT Ha BbBEXKIAAHE U MPEJIOKEH CPOK Ha TOJIHOCT;

6. pema3H MEpPKH M MEPKH 3a 0€30MacHOCT MpH ChbXpaHABaHE Ha MPOJYKTA, MPU MPUIATaHETO
My Ha MAIUEHTHUTE U IIPU YHUIIOKAaBaHe Ha OTMAIbIUTE OT MPOAYKTA, IPUIPYKEHH C yKa3aHUA 32
MOTEHIMATHUTE PUCKOBE OT JICKAPCTBEHHSI MPOJYKT 3a OKOJIHATA CPelia;

7. onKcaHue HA HAUYMHA HA IIPOU3BOJICTBO;

8. omucaHue Ha KOHTPOJIHHUTE METOIU, U3MOJI3BAaHU OT IPOU3BOTUTEIIS;

8a. (HoBa - JIB, 6p. 102 ot 2012 r., B crita ot 2.01.2013 r.) aeknaparnusi, 4e pe3yyiTaTuTe OT OJIUTA
no wi. 160, an. 2, npoBeAeH OT NPOU3BOJAUTENS Ha JIEKAPCTBEHUS IMPOIYKT, IMOTBBP)KIAaBaT, ue
aKTUBHOTO BEILIECTBO € MPOU3BEACHO B CHOTBETCTBHE C MPUHLMUIIUTE U PbKOBoOJACTBaTa 3a [JoOpa
MIPOM3BOJICTBEHA MTPAKTHKA; B ACKJIApallUATa Ce IIOCOYBA JaTaTa, Ha KOSITO € MPOBEACH OJUTHT;

9. olleHKa HA MOTEHIMAIHUS PUCK OT JIEKAPCTBEHMSI IIPOAYKT 32 OKOJIHATA CPeJia 3a BCEKU OTAeNeH
cllydail 1 MepKH, IPEABHUICHH 32 OTPAHUYABAHETO MY;

10. pe3yararu oT:

a) hapmaneBTHUHNUTE (PUIUKO-XUMUYHH, OMOTOTUIHH WM MUKPOOHOJIOTHYHN ) U3MUTBAHUS;

0) NMPEAKINHUYHUTE (TOKCHKOJIOTUYHH ¥ (hapMaKOJIOTHYHH ) U3TTUTBAHNUS,

B) KJIMHUYHU U3IATBAHUS;

11. neknapauusi, 4ye Npu KIMHUYHUTE U3MUTBAHU, IPOBEICHU U3BBH TEPUTOPHUATA HA IBPIKABUTE
YJICHKH, Ca CIIa3eHU €TUYHHUTE MpUHIMIY Ha JloOpaTa KITMHIYHA MTPAKTHKA,

12. (m3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) pe3romMe Ha cucTeMara 3a
IIpOCie/IIBaHEe Ha JIeKapCcTBEeHaTa 0€30I1aCHOCT, KOETO BKJIIOUYBA CIECAHUTE €JIEMEHTHU:

a) uMe Ha KBamMduIupaHoTto juie mo wi. 191, aBrobuorpadus - oOpasoBaHHE, TPHIOOUT
npodecroHalieH OmUT B o00JacTTa Ha TpocielnsBaHE Ha JIeKapcTBEHaTa O€30MacHOCT u
KBasIM(UKAIKs 32 U3MBbJIHEHUE HA 3aIbJDKEHUSITA MY 110 peJia Ha IJ1aBa 0CMa;

0) BCsiKa eTHa IbpKaBa WICHKA, B KOSATO KBATM(HUIUPAHOTO JIMIE U3ITBIHSABA 3aIbJDKEHUSTA CH;

B) azpec, TenedoH, ¢akc, aapec Ha eJIeKTPOHHATA MOIa Ha JIMILIETOo 1o Oykaa "a";

r) ajgpec, Ha KOWTO Ce ChbXpaHsSBa OCHOBHHAT JOKYMEHT Ha CHCTEMara 3a NpOocieasBaHe Ha
JIeKapcTBeHaTa 0e30MacHOCT;

12a. (moBa - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) nexnaparusi OT 3asiBUTENS, 4e
pasrmosara ¢ HeOOXOIUMUTE CPEICTBA J]a U3MBIIHABA 33IBIDKEHUSTA TI0 TJIaBa OCMa;

13. (u3m. - 1B, Op. 102 ot 2012 r., B cwa ot 21.12.2012 r.) uad 3a ympaBjeHUE Ha pUCKA C
OMMCaHWE Ha CUCTeMaTa 3a YIpaBJICHWE Ha PHCKA, KOATO 3asBUTEINAT Ill€ BbBEAE 32 ChOTBETHHS
JIEKapCTBEH MPOJIYKT, 3a€/IHO C PE3IOME Ha IIaHa;

14. xpaTka XapakTEepUCTUKA HA IIPOAYKTa CHIVIACHO 4Jl. 34;

15. makeT Ha THPBUYHATA W BTOPUYHATA OMAKOBKA HA MPOJYKTA U TPENJIOKECHHE 32 JINCTOBKA B
CHOTBETCTBHUE C U3UCKBAHUATA HA IJ1aBa IIECTa,

16. xomHe OT pa3pemeHneTo 3a MPOU3BOJICTBO, N3JA/ICHO OT PEryIaTOPHUS OpTaH Ha Abp)KaBaTa, B
KOSITO C€ M3BBpIIBA MPOU3BOJACTBOTO, MPUIPYKEHO ChC cepTudukar 3a Jlobpa mpousBojCTBEHA
MPaKTUKA WIA CEpTUHKAT, yIOCTOBEPSBAII, Y€ MPOU3BOICTBOTO HA JIEKAPCTBEHUS NMPOAYKT U HA
aKTUBHHUTE BEIECTBA, BIM3AIIU B ChCTaBa MY, € U3BHPIICHO B ChOTBETCTBHE ChC CTAHAAPTH, Haii-
MaJIKO €KBUBAJIICHTHH Ha cTaHAapTuTe Ha JloOpaTa mpon3BOICTBEHA MTPAKTUKA;

17. xonue oT JOKYMEHT, C KOWTO JIEKapCTBEHUT MPOYKT € OIpeJIesIeH 3a JIeYeHHe, MpopHiIaKTHKa
WJIA TMAaTHOCTUKA Ha PEJIKH 3a00JISIBaHUs, PUIPYKEH ¢ KOMMUE OT cTaHOBHIIETO Ha EBpomeiickara
areHIIus T0 JIEKapCTBaTa,

18. Komust OT BCHYKH pa3pelieHus 3a ynorpeba, W3/IaJeHd B Apyra Ibp)KaBa WieHKa WIA B TpeTa
IbpoKaBa, 3a JISKapCTBEHHs MPOJYKT, 3a KOWTO Ce MCKa pa3pellieHue 3a yrnoTpeoa;

18a. (noBa - /1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) xonue ot 06001IeHNE HA TaHHUTE 32
0€30MacHOCT, BKJIIFOYUTEIHO JaHHUTE, ChIBPXKAIIH CE€ B IEPUOANYHHUTE aKTyaTU3UpPaHH JTOKIAIH 32
0€301MacHOCT, U KOraTO TaKUBa Ca HAJUIE, ChOOILIEHUATA 3a MOJI03UPaHHN HEXKEIaHU JIEKAPCTBEHU
peaxuuu;

ctp. 11 ot 157



19. ciuchbK Ha IbpKaBUTE WICHKH, B KOUTO € MOJAJCHO 3asBJICHUE 3a U3JaBaHe Ha pa3pelieHue 3a
yrnoTpeda Ha JIEKapCTBEH MPOIYKT;

20. (m3m. - 1B, 6p. 71 ot 2008 r., B cria ot 12.08.2008 r.) KOmMe OT KpaTKaTa XapakTEPUCTHKA HA
IIPOJYKTa, MPEAJIOKEHA OT JIMLETO MO wi. 26, an. 1, uiam Konue oT KpaTkKara XapakTepUCTUKa Ha
MPOJYKTa, 0J00peHa OT PeryjJaTOpeH OpraH Ha Abp)KaBa WICHKA/Ibp>KaBU UYJICHKH, Beue M3Aalu
pasperieHue 3a ynorpeoa;

21. xomMe OT OTKa3a 3a M3/1aBaHE Ha pa3pelleHue 3a ynorpeba B AbpikaBa WiEHKAa WIM B TpeTa
IbpKaBa, MPHUIPYKEHO C MOTHUBHU; MH(OpMAIUA 32 BPEMEHHO CIIMPAaHE WM 3a NpeKpaTsBaHe Ha
NEMCTBUETO Ha pa3pelIeHreTo 3a yrnorpeoa;

22. Komue OT MpeIoKeHaTa JMCTOBKA 3a MAIMEeHTa, MPUIPYKEHO OT 0000IIeHne Ha pPe3ylITaTHTe
OT OlIEHKaTa Ha HHUBOTO Ha pa3OMpaeMOCT Ha CHABPKAHHUETO Ha JIMCTOBKAaTa OT M30paHa OT
3asBUTEIIA I€JIeBa Ipyma OT MalUeHTH, WK KOIHE OT JIMCTOBKA, 0I00pEeHa OT peryiaTopeH OpraH
Ha JbpKaBa WICHKa, Beue U3/all pa3pelieHue 3a ynorpeoa;

23. TOKyMEHT 3a IUIaTeHa Takca B pa3Mep, omnpeseieH B Tapudara mo wr. 21, an. 2;

24. (voma - IB, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r.) mokymeHTHuTe 10 4. 7 oT Permament
(EO) Ne 1901/2006.

(2) (Hon. — JIB, 6p. 18 ot 2014 r.) Hokymentute mo ai. 1, 1. 18 u 18a mo oTHomieHue Ha
JTbPKaBUTE YICHKH, ChOTBETHO 10 T. 19, ce mogaBart camo B npoueaypure o pazzgen VIL

(3) 3a paaMOHYKIHIHU T€HEPATOPU KbM JIaHHUTE 10 ajl. 1 ce MpeACTaBsT AOMBJIHUTEIHO CISIHUTE
JTOKYMEHTH:

1. omucanue Ha cucTeMara 3aelHO C MOAPOOHO ONMMCAHUE HAa KOMIIOHEHTHTE i, KOUTO MoraT Ja
MOBJIMSISIT HA ChCTABA WIIM HAa KAYECTBOTO HA JBILEPHUTE PaUOHYKIININ;

2. KQueCTBEHH M KOJUYECTBEHU OCOOCHOCTH Ha eyaTa Wiu cyOonumara.

(4) JlokyMeHTHTE B JaHHWUTE OT (apMaleBTUYHHUTE, MPEAKINHIYHUTE U KIMHUYHUTE M3MHTBAHUS
ce MmpHuapy»)aBaT ¢ 000OIIEHN MOKJIaau, U3TOTBEHH OT €KCIIEPTH C HeoOXoauMaTa TeXHHYECKa U
npodpecnonanHa kBanmupukanus. KpMm 1noximaaure ce mpuiara aBroouorpaduyHa crpaBka Ha
eKCIIepPTUTE, U3TOTBUIIH JIOKJIA/1a.

(5) Hocuero Ha neKapCTBEHHUS MPOIYKT CE MPEICTaBS HAa OBITAPCKU W/WIIH HA aHTIIUHCKHU €3UK.

(6) (Homa - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Cuctemara 3a ynpaBjieHHE Ha PUCKa
no ain. 1, 1. 13 Tpg0Ba na e nponopiroHaiHa Ha UACHTU(PHUIIMPAHUTE U HA TTIOTEHIIMATTHUTE PUCKOBE
OT JIEKapCTBEHUS NMPOAYKT M HAa HEOOXOIMMOCTTa OT ChOMpaHe Ha JaHHU 3a 0e30MacHOCT OT
MOCTMAPKETHHTOBH MPOYYBAHUSI.

(7) (Homa - /1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) IlpuTtexxarenar Ha pa3pelIeHUETo 3a
ynotpeba akTyalnu3upa JaHHUTE OT JocueTo mo aji. 1. 3a Bcska MpoMsHa B JOCHUETO Ce Ipujara
pelnbT Ha riaaBa TpeTa, pa3zaen VI, korato e npuioxumo.

Ui 28. (1) (U3m. - IB, Op. 71 ot 2008 1., B cruta ot 12.08.2008 r.) JIuuero no wi. 26, ain.
1, TOKOJIKOTO HE HapylllaBa MpaBaTa Ha WHAYCTPUAIHA U ThPrOBCKa COOCTBEHOCT, HE MPECTaBs B
NAJI nannute mo un. 27, an. 1, 1. 10, 6ykBu "6" u "B", ako MOXe Ja JOKaxe, 4e JEKAPCTBEHUSAT
IPOAYKT, TMOCOYEH B 3asBIEHUETO, € FeHepHUeH Ha pedepeHTEH JEeKapCTBEH NMPOAYKT, KOHUTO €
paspellieH WK € OUIl pa3pelieH 3a ynorpeda B AbpKaBa UiIeHKa, PeAN He I0-MajKo OT 8 TOJUHH.
(2) IlputexatensaT Ha pa3peLIeHUeTo 3a ynoTpeda Ha FreHepUYHUs MPOIYKT 110 all. 1 He MoXe J1a To
IIyCHE Ha Ma3apa, npeau na uzrekar 10 roauHu oT Aarara Ha IbPBOTO pa3pelleHue 3a ynorpeda Ha
pedepeHTHNUS IeKapCTBEH MPOIYKT.
(3) Jluuero mo wn. 26, an. 1 mpu cna3BaHe Ha ycioBHsATa 1Mo aji. | u 2 mMoxke aa momane B MAJI
3asfBJICHME 3a pa3pelleHue 3a ynorpeda Ha reHepuueH Ha pedepeHTeH JeKapCTBeH MPOIYKT U
Koratro peepeHTHHUAT MPOAYKT HE € MMall U3JaJICHO pa3pellleHre 3a ynorpeda Ha TepUTOpuUsATa Ha
Peny6nuka bbirapus.
(4) B cinywaure mo an. 3 jmuuero mo ui. 26, an. 1 mocoyBa B 3asgBieHHeTo mo ui. 27, am. 1
IbprKaBaTa WIEHKa, B KOATO peepeHTHUAT NMPOIYKT € pa3pelieH Win € Ouil pa3pelieH 3a ynorpeoa.
(5) B cinyuaute mo an. 3 MAJI u3uckBa OT peryiaTtopHusi OpraH Ha AbprKaBara 4jeHKa, MOCOYCHA B
3agBJICHMETO MO wi. 27, an. 1, mMOTBBpKJAeHHE Ha HMH(pOpMAIMATA MO al. 4, KOJIWYECTBEHUS U
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KayeCTBEHUS] CHhCTaB Ha pEePEepeHTHUS TMPOAYKT W aKo € HeoOXOAMMO, JOITBJIHHUTEITHA
JOKYMEHTAITHSI.

(6) UsmrbiiHMTETHATA areHIMs 0 JIeKapcTBaTa MpeJIoCTaBs MPU MOMCKBAaHE OT PEryJaTopeH OpraH
Ha JIbpKaBa WIEHKA, B KOATO € MOJAJCHO 3asBICHUETO 3a TeHepHYeH Ha peepeHTeH JieKkapcTBEH
MIPOAYKT, KOHUTO € pa3pelieH Wiu € Ouil paspelieH 3a ynorpeba Ha Teputopusta Ha PemyOimka
Bbwarapusi, HeoOxoumara nH(GOpMAIH 1Mo aji. 5 B CPOK A0 €IUH MEcell OT JaTaTa Ha MOUCKBAHE.
(7) JeceTrogummHuAT MEpHOA MO all. 2 MOXKe Aa ObJie yIBJIDKCH Hall-MHOTO C €lIHA TOJWHA IO
MCKaHe Ha MPUTEKATEINS Ha pa3pelIeHHeTo 3a yrnorpeda Ha peepeHTHHS JEKapCTBEH MPOIAYKT, aKo
npe3 IbPBUTE 8 TOAMHU OT W3J[aBaHE HA pa3pelIeHHeTo 3a yrnorpeda Ha peepeHTHHUS JIEKapCTBEH
MPOAYKT MPUTEKATEIAT MYy TOJIYyYM 3a ChHIMUS MPOAYKT pa3pelieHHe 3a HOBO TEPANEBTUYHO
MoKa3aHWe, YHHUTO 3HAYUTEITHH KIMHUYHMA MPEIUMCTBAa TMIpell ChIIECTBYBAIIUTE JICUCOHU
BB3MOXHOCTH Ca HAY9HO O0OOCHOBAHHU.

(8) (Homa - JIB, 6p. 12 ot 2011 r., B cuna ot 8.02.2011 r.) Koraro 3a nexkapcTBEeH MPOAYKT €
M37a/ICHO TbPBOHAYAITHO pa3peleHne 3a yrnorpeda B ChOTBETCTBHE € Wi. 23, 3a BCAKA MPOMSIHA B
KOJIMYECTBOTO Ha aKTHMBHOTO BEIIECTBO, B JIKapcTBeHaTa (hopMa, B KOJMYECTBOTO B OMAKOBKA, B
BT HAa BBBEXKIAHE HA JICKAPCTBEHUS TMPOAYKT, KAKTO M 3a BCHYKH JAPYTd MPOMEHU WIIU
pasummpsiBaHe Ha 00XBaTa Ha pa3pelIeHHETO 3a ynorpeda ChIIO Ce M3/aBa pa3pelieHUE ChIVIACHO
M3MCKBAaHUATA HA TO3M 3aKOH HWJIW ITBPBOHAYAIHOTO pa3pelieHre 3a yrnoTpeda ce nombiBa. Benuku
TE3U pa3peleHus ce CMTAT KaTO MPUHAJICKAIINA KbM €THO TJI00aJIHO pa3pelieHue 3a ynorpeda Ha
JIEKapCTBEHHS MTPOAYKT 32 IIEJUTE Ha MPHJIaraHe Ha TO3H WICH.

UYn. 29. (1) JIugero no ui. 26, an. 1 npeacrass B MAJI pe3ynratute oT HEOOXOIUMUTE
NPEIKIMHAYHA W/WIM KIMHAYHA WM3MUTBAHUS B CIy4aWTe, KOTraTro JEKApCTBEHHUAT MPOIYKT,
IIOCOYEH B 3asIBJICHUETO:

1. He MOXKe /1a ce oIpeneau KaTo FeHepUUeH, WIH

2. M3MUTBaHMATA 32 OMOHAIMYHOCT HE JI0Ka3BaT OMOEKBUBAJIEHTHOCT, WIN

3. (mom. - 1B, 6p. 71 ot 2008 ., B crma ot 12.08.2008 r.) mMa mpoMsiHa B aKTUBHOTO BEIIECTBO HIIU
BEIIECTBA B KOJIMYECTBOTO Ha AaKTHMBHOTO BELIECTBO MJIM BEIIECTBA B J030Ba €IMHUIA, Ha
TEepareBTUYHUTE IIOKa3aHMs, Ha JieKapcTBeHara (opMa, Ha HAuWHA HA NPUIOKECHUE CIPSMO
pedepeHTHNUs IeKapCTBEH NPOIYKT;

4. (ot™. - 1B, 6p. 71 ot 2008 r., B cruta ot 12.08.2008 r.).

(2) Korato GuosoruyeH JiekapcTBeH MPOAYKT, IOCOUYEH B 3asBICHHUETO, 1M0100€H Ha pedepeHTeH
OMOJIOTHMYEH JIEKapCTBEH MPOAYKT, HE OTroBaps Ha YCIOBUSATAa, 3a Ja ObJe OIpeleseH KaTo
TEHEpUYEH JIEKApCTBEH MPOLYKT MNOpaAu pPA3JIMUEH HA4YMH HAa IPOU3BOACTBO WIIM pa3jINYHU
U3XOJIHU MaTepuajy B CpaBHEHUE C pe)epeHTHHSI UM IO APYTU IPUYMHU, 3aIBUTEIIAT NPECTaBs B
HAJI pe3ynrature OT HEOOXOIUMMTE MPEAKIMHUYHU W/WIAM KIMHUYHHU U3MUTBaHMSA, CBBbP3aHH C
TE€3H YCIIOBUSL.

(3) B cnyuanTe no an. 1 u 2 ce npeacTaBs U JOKYMEHTalLUATa, ONIpe/ieieHa B Hapeaoara 1o ui. 42.

Ui 30. (1) JIuuero no 4. 26, an. 1, TOKOJIKOTO HE HapylllaBa IpaBaTa Ha UHAYCTpUaIHA
U ThProBcka cOOCTBEHOCT, He mpeactaBs B MAJl mannure no ui. 27, an. 1, 1. 10, 6ykBu "0" win
"B", ako MOXe Ja JOoKaxe, MPH YCJIOBHS, OMpeAelieHH B HapemOara mo wi. 42, ye aKTUBHOTO
BEIIECTBO, BIIM3AI0 B ChCTAaBa Ha MpEJJIaraHus 3a pa3pelieHue 3a yrnorpeda JeKapcTBeH MPOAYKT,
e ¢ no0pe ycTaHOBeHa ymoTpeda B MEIWIMHCKATAa TPAKTHKA, MMa MpHU3HATa €PUKACHOCT U
MPUEMIIMBO HUBO Ha 0Oe30macHOCT. B Te3u ciayyam pe3ynTaTuTe OT M3MUTBAHHITA M TECTOBETE
MOTaT JIa Ce 3aMEHSAT ChC ChOTBETHUTE HAYYHH ITyOJIUKAIINH.
(2) Jlunero mo an. 1 mpenacrtaBs pe3yATaTHTE OT HEOOXOAVMHTE MPEAKIUHUYHH W KIMHUYHU
W3MATBAHUS B CITy4dail Ha JIEKAPCTBEH MPOJIYKT, ChIbpPIKAIl aKTHBHH BEIIECTBA, ¢ TOOpPEe YCTAaHOBEHA
yrnotpeda, KOUTO He ca OWJIM W3IMOI3BAaHU B MpeAjaraHata KoOMOWHAIUS 3a TepaneBTUYHU 1enu. B
TO3M CIIyYall HEe Ce MPEJICTaBs JOKYMEHTAIUs 110 OTHOIIICHHUE Ha BCAKO OT/EITHO aKTHBHO BEIIECTRO.
(3) Koraro akTUBHO BEIIECTBO MO CMHCHJIA HA ajl. | UMa JJOKa3aHO HOBO TEPANICBTUYHO MMOKA3aHHE
Ha Oaszara Ha 3HAYUMHU NPESAKIMHWYHU WM KIMHUYHHA JaHHHU, CBBP3aHW C HOBOTO ITOKa3aHHE,
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€THOKPATHO 3a CPOK OT €JjHa FOJIMHA CJICJBAI 3asBHTE] HE MOXE Jia ce M030BaBa Ha JIAHHUTE 3a
HOBOTO ITOKa3aHNE HA aKTUBHOTO BEIIECTBO.

Uin. 31. B cay4aii, KoraTo JIeKapCTBEH MPOIYKT ChAbpPrKa AKTUBHU BEILIECTBA, U3MOJI3BAaHU
B ChCTaBa Ha pa3pelleHH 3a yrnoTpeda JeKapCTBEHH MPOAYKTH, HO HEH3IOJI3BaHU B IpeJIaraHara
KOMOMHAIMs 32 TEparneBTUYHM IIeNd, JIMLIETO Mo wi. 26, an. 1 mpeacraBs pe3yiTraTUTe OT
NPEAKIUHUYHUTE U OT KIMHUYHUTE U3MHUTBAHUS, CBBP3aHU C Ta3u KOMOMHaius. B To3um ciydaii
3asBUTENIAT HE MPEACTaBsl AOKYMEHTAI[Usi OTHOCHO Oe30MacHOCTTa M €(pUKACHOCTTa Ha BCSIKO
OTJIEJIHO aKTUBHO BELLECTBO.

Ui 32. [Iputexatenar Ha paspelieHue 3a ynorpeda Ha JICKapCTBEH MPOAYKT MOXKE Ja
paspeiny M3MOJ3BaHETO Ha (hapMaleBTHYHATA, MPEIKIMHUYHATA M KIMHUYHATA JOKYMEHTAIIHS,
ChIIbpJKallla ce B IOCHETO Ha JIEKAPCTBEHUS NPOAYKT, IIPHU OLEHSBAHE Ha MOCJE/IBAIN 3asBICHUS
Ha JIGKapCTBEHU MPOAYKTH CBHC ChIIUS KAUYE€CTBEH W KOJMYECTBEH CBhCTaB IO OTHOIIEHHWE Ha
aKTMBHHUTE BEIIECTBA U ChC ChIllaTa JIeKapcTBEHa GopMa.

Un. 33. [IpoBexxgaHeTo Ha HEOOXOAMMUTE MPOYUBAHUS M M3MHUTBAHUS C LIEJ M3TOTBSIHE
Ha JJOKYMEHTALUs 3a pa3pelieHue 3a yrnorpeda W IOCHeNBAIlUTe NMPAKTHYECKH M3UCKBAHUS BHB
Bpb3Ka C pa3pellaBaHeTo 3a ynorpeda Ha JEKapCTBEHHU MPOJYKTU 1O 4il. 28 u 29 He e HapyleHue
Ha [aTeHTa WM Ha cepTU(UKaTa 3a JOIIBIHUTEIIHA 3aKPHJIa Ha JIEKapCTBEH MPOIYKT.

Ui 34. (1) KpaTkara xapakrepucTruKa Ha IPOJAYKTa ChAbPKa CielHaTa MHPOpMaIUs:
1. HaMMeHOBaHHE HA JIEKAPCTBEHUS MPOJYKT, KOJUYECTBO HAa AaKTUBHOTO BELIECTBO 3a J030Ba
eIMHHUIIA, JIEKApCTBEHA GopMa;
2. KOJMYECTBEH M KAaueCTBEH CBhCTAB IO OTHOIIEHHE HAa AKTMBHUTE BEIECTBA M Ha TE3H OT
MIOMOIIHUTE BEIIECTBa, MHPOpPMANHUATA 32 KOMTO € CHIIECTBEHA 3a MPABWIIHOTO MpHJIAraHe Ha
IPOAYKTA; U3I0JI3Ba C€ OOIONPUETOTO UME MIIM XUMUYHOTO OIUCAHUE;
3. nekapcTBeHa hopMma;
4. KIMHUYHY JAHHU:
a) TepareBTUYHH [TOKA3aHMS,
0) 103UpOBKA U HAYMH Ha MPHJIOKEHHE ITPU Bb3PACTHU U IIPU JAELa;
B) IPOTUBOIIOKA3aHMUSI;
I) CHEUMaJIHM MpeayNpekACHUs W TNpeAna3sHu MepKH MNpH ynorpeba; 3a HMYHOJIOTMYHHTE
JIEKaApCTBEHH TPOAYKTH - MpEana3HH MEPKH 3a JIUIara, KOUTO paboTIT C TAX M TH HpuiIarat Ha
NAIMEeHTH, KAKTO U IPe/na3Hu MEepKH, KOUTO TpsiOBa /1a ce MmpeanpruemMar oT MalleHTa;
1) B3aUMOJICHCTBHS C IPYTH JIEKAPCTBEHU MPOAYKTH HIIU IpyTH (OPMH Ha B3aUMOJICHCTBUS;
€) yrnorpeda npu OpeMEHHOCT WIN KbPMEHE;
) Bb3JIeHiCTBHE BBPXY CIIOCOOHOCTTA 32 IopupaHe U paboTa ¢ MallluHU;
3) HEeXKEJIaHU JICKApCTBEHH PEAKIINH;
1) TIpeio3upane (CUMIITOMU, aHTUAOTH, CIICIITHI MEPKH);
5. ¢hapMaKoJIOTUYHU JaHHU:
a) (hapmakoAMHAMUYHU CBOWCTBA;
0) hapMaKOKMHETHYHHU CBOMCTBA;
B) MPEAKIMHIUYHY TaHHH 332 O€30MaCHOCT;
6. hapMalleBTUYHH JaHHU:
a) CIIMCHK HAa TIOMOITHHTE BEIECTBA;
0) OCHOBHU HECHBMECTHUMOCTH;
B) CPOK Ha TOTHOCT; CPOK Ha TOTHOCT CJIeJ pa3TBapsHE Ha JIEKAPCTBEHUS MPOAYKT (Tpu
HE00XO0AMMOCT) UJIH CJIe]l OTBapsHE Ha IbPBUYHATA OMAKOBKA 32 IbPBU IBT;
T') CIICMAHN YKa3aHUs 33 ChXpaHCHHE;
1) BUJ U CbCTaB HA OTTAKOBKHUTE;
€) CHelHMaTHW YKa3aHUs 3a W3XBBPJIIHE Ha OCTaThbKa OT JICKAPCTBEHHS MPOAYKT WJIA Ha
OTHAJBYHUTE MAaTEPUANIU OT HETO;
7. mpUTEKaTEN Ha pa3pelIeHUETOo 3a ynoTpeoda;
8. perucTpanmoHeH HoMep;
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9. nata Ha TbPBO pa3pelIeHuE 3a YIoTpeda WK Ha TOJHOBSIBAaHE HA pa3pelIeHUETo 3a ynorpeoa;
10. mara, Ha KOSATO € M3BBPIICHA MPOMSIHA B CHIBPKAHMETO Ha KpaTKaTra XapaKTepPUCTHKA Ha
IIPOAYKTa,

11. 3a pagumodapmaneBTUIIM - wH3uUepraTeNHa HHPOpPMALUSA 3a BBTPEHIHATA pPaJUAMOHHA
JO3UMETpUs;

12. 3a paanodapManeBTULU - MOAPOOHH MHCTPYKLIUH 32 €KCTEMIIOPAIHO MPUTOTBSIHE M Ka4eCTBEH
KOHTPOJI U KOraTo € IPUIOKHUMO, MaKCUMAJTHOTO BpEME Ha ChbXPaHEHHE, Mpe3 KOETO ChbOTBETHUAT
MEXIUHEH NpPOAYKT KaTro edyaT WM TOTOB 3a ymnoTrpeda ¢apManeBTHK CHOTBETCTBA Ha
crienu(pUKausaTa CH.

(2) B kparkara XapakTepUCTHKa Ha JIEKQpCTBEHUTE HNPOAYKTH MO wi. 28 - 33 morar ja He ce
BKJIFOYBAT YaCTUTE OT KpaTKaTa XapaKTepUCTUKA Ha peepeHTHUS JIEKAPCTBEH MPOAYKT, OTHACAIIN
ce JI0 IOKa3aHUA U JIEKapcTBEHH (POpMHU, KOUTO ca OMIIM TOJ] MaTEHTHA 3aKpHJiia 10 BPEMETO, KOraTo
TEeHEPUUYHMAT IPOAYKT € OMJI Ha ma3apa.

(3) UsuckBanusta kbM (hopMaTa M ChABP)KAHUETO HA KpaTKaTa XapaKTepUCTHKa Ha MPOIYKTa Ce
ompenenaT B HapeadaTa 1mo 4. 42.

(4) (HoBa - IB, Op. 102 ot 2012 r., B cuma ot 21.12.2012 r.) KpaTkata xapakTepucThkKa Ha
JIEKapCTBEHUTE MPOAYKTH, BKIIOYEHH B cnuchbka 1o wi. 23 ot Permament (EO) Ne 726/2004 Ha
EBponeiickus mapnament u CbBeTa, Chbpika HHOOPMAIHS ChC CIeTHUs TeKCT: "To3u nekapcTBeH
IPOAYKT IOJUIeKH Ha JONBJIHUTENHO HaOmoaenue". Ilpea Tekcra ce mocTaBst 3HaK B YEPEH LIBAT
cerinacHo wi. 23, maparpad 5 ot Permament (EO) Ne 726/2004 na EBpomneiickus mapiiaMeHT U
CobBeTta, npuapyx eH OT 00ICHUTETHA OeNexKa.

(5) (HoBa - IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) KpaTkata xapakrepucTuka Ha
JIEKapCTBEHUTE MPOAYKTH ChIbpXKA CTAHAAPTEH TEKCT, KOWTO IOOMIPSBA MEIULMHCKUTE
CHELMAIMCTH Ja JOKJIaJABaT BCSKa IOJ03MpaHa HEXeJlaHa JIEKapCTBEHa peaklMsl CbIJIAaCHO
obOpasnure o wi. 185, a. 2, T. 4.

Pa3gen 111
CrneunpuyHUA U3MCKBAHUS 32 XOMEONATUYHHM JIEKAPCTBEHH NMPOAYKTH

UYn. 35. (1) YoocroBepeHue 3a perucTpaius Ha XOMEOMaTU4YeH JIEKApCTBEH MPOAYKT ce
M3/1aBa 1o OMPOCTEHA MPOIEAYPa, aKO OTTOBaps Ha CIEIHUTE YCIOBHS:
1. mpunara ce mepopasTHO UIH BHHIIHO;
2. BbpPXY OITAaKOBKaTa My WJIH B JIpyra nH(opmamus, CBbp3aHa ¢ Hero, He ca MIOCOYSHU CIeIH(PUIHN
TepaneBTUYHU TOKa3aHUS;
3. pa3pelieH € B AOCTaThYHA CTEMEH, 32 Jla rapaHTHpa 0e30MacHOCTTa Ha MPOAYKTA, U HE ChIbpiKa
MOBEYEe OT €/IHA JIECETOXWISIHA YacT OT TUHKTypaTa Maiika WM MoBeue OT €JHa CTOTHA YacT OT
Hal-MaJikaTta Ji03a, W3I0JI3BaHA B allOTNATHATA, HA AKTUBHUTE BEIIECTBA, YHETO HAIWYHE B
aylonaTHYeH JIEKapCTBEH MPOAYKT BOAM 10 3aIBKUTEITHO JIEKAPCKO MPEIMTUCaHHE.
(2) 3a n3naBaHe Ha yIOCTOBEPEHUE 32 PETUCTPAIIMsl HA XOMEOTIaTHYCH JICKAPCTBEH MPOIYKT JTUIETO
o wi. 26, an. 1 mogasa B AJI 3asBienue mo oopasell, B KOETO MOrar Ja ObAaT MOCOYEHH CepUsi OT
JICKaPCTBCHH MPOYKTH, TIOTYYSHH OT €UH U CHI] XOMEOMATHYCH U3TOUYHUK WA OT €HU M CHIIN
M3TOYHHUIIM.
(3) 3a ngoka3BaHe Ha (hapMaleBTHYHO Ka4ye€CTBO M XOMOTEHHOCT Ha MapPTUAUTE HA JEKAPCTBEHUS
MPOJYKT KbM 3asIBJICHHETO T10 aJl. 2 ce Tpujiara cieaHaTa JOKyMEeHTaIlUs:
1. (m3m. - 1B, 6p. 71 ot 2008 r., B cuna or 12.08.2008 r.) Hay4HO HAWMMEHOBaHWE WU
(hapMaKkoIreiHO HAMMEHOBAaHUE Ha XOMEOTIATHYHUS U3TOYHUK WM H3TOYHHIIH 3aC/THO C Pa3INIHHUTE
IBTHINA HA BBBEXKIAHE, IEKaPCTBEHH (DOPMHU U CTETICH Ha Pa3pekIaHe;
2. 1ocue, B KOETO Ce OIMMCBA HAYMHBT Ha MOJTydaBaHE M Ha KOHTPOJI Ha XOMEOTATHYHUS H3TOTHHK
WM U3TOYHHIIM, JOKA3BaII0 XOMeomaTuyHaTa ynorpeda Ha 6a3ara Ha moaxozsima oudmuorpadus;
3. mocWe Ha METOJIUTE Ha MPOU3BOJICTBO M KOHTPOJ 3a BCSAKA JIEKapCTBeHA (hopMa M ONHMCAHHE Ha
METOJIUTE Ha pa3pekJaHe U MOTCHIIMPAHE;
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4. paspenieHHe 3a TPOHM3BOJCTBO, NPUAPYKEHO ChC ceprudukar 3a JloOpa mpom3BOACTBEHA
NpaKTUKa WIK CbC CEepTH(HKAT, JJOKa3Ball, Y€ NPOAYKTHT € TMPOU3BENEH MpPH YCIOBHS,
CKBUBAJICHTHH Ha M3UCKBaHMsTa 3a JJoOpa Mpon3BOICTBEHA MTPAKTHKA,

5. Komusl OT PETUCTPALMU WK Pa3pelIeHHsI 3a yImoTpeda, MOJIYUYeH! 3a CHIIUTE MPOAYKTH B IPYTU
ITbP)KaBU YJICHKH,

6. MakeT Ha IIbpBHUYHATA I/I/I/IJII/I BTOpHUYHATa OITAaKOBKAa Ha NPOAYKTa,

7. naHHU 32 CTAaOMIIHOCTTA HA MIPOAYKTA.

(4) V3uckBaHusaTa KbM JAHHHUTE TI0 aJ. 3 C€ OMPELIAT B Hapeaoara mo wi. 42.

Y. 36. (1) 3a xoMeoNnmaTu4HM JICKAPCTBEHU MPOAYKTH, PA3JIMYHU OT IMOCOYCHHUTE B UJI.
35, an. 1, ce mpwiarar pasnopenourte Ha 4. 27 - 32.
(2) 3a xoMeonmaTUYHHU JICKAPCTBEHU MPOAYKTH IO aji. 1 jurero mo wi. 26, an. 1 He mpeacTas
pe3yNTaTH OT MPEAKIMHAYHYN W KIMHUYHU U3MUTBAHUS, KOTaTO MOXE JIa IOKaxe ¢ Oudnmorpadcku
JaHHW OT Hay4HaTa JHUTepaTypa, ye XOMeolaThyHaTta ynorpeba Ha JIEKapCTBEHUS MPOIYKT WU
XOMEOIATUYHUTE U3TOYHUIIM, KOUTO BIM3AT B ChCTaBa My, ca C yCTaHOBEHA 0€30MacHOCT.
(3) B cayuaute o ait. 2 ot 6ubimorpadckuTe JaHHU TpsOBa /1a ca yCTAHOBECHM:
1. XOMEOoNnaTUYHUAT XapaKTep Ha M3IMOJI3BAHUTE CYPOBUHU U TSIXHATA TPAJAMIIMOHHA yroTpeda npu
3asiBEHOTO MMOKa3aHUE;
2. 0e3BpeAHOCTTa HAa XOMEOMATHYHMS JIEKAPCTBEH MPOJIYKT IO OTHOIIEHWE Ha CTENEHTa Ha
paspekaHe Ha BCAKa OT ChbCTaBKUTE.

Pa3znen IV
CrneunpuyHA U3MCKBAHUS 32 TPAAUIMOHHUA PACTUTEJHH
JIEKAPCTBEHH NMPOAYKTH

Un. 37. (1) YaocroBepeHue 3a perucrpanus Ha TPAJAUIIMOHEH PACTUTENICH JIEKapCTBEH
MIPOJYKT Ce U3/]aBa Mo OMPOCTEHA MPOLEAYypa, aKO OTTOBaps Ha CIICIHUTE YCIOBUS:
1. umMa TepanmeBTHYHHU IOKa3aHWs, MPUCHIIM Ha yrmoTpedaTta Ha TPAAWIHUOHHUTE PACTUTEIHHU
JIEKapCTBEHH MPOAYKTH, M CIIOpPE] ChCTaBa U ILIeTa 3a yrnoTpeda e mpeaHa3HadyeH 3a yrnorpeda 6e3
JIEKapCKO MpeANucanne U HaOIItoICHHE;
2. mpuiara ce €IMHCTBEHO B OIpPENENIeHO KOJIMYECTBO Ha JIEKAPCTBEHOTO BELIECTBO B J1030Ba
eIMHUIIA U TIPU OTpe/ieNieHa JO3UPOBKa,
3. mpuiara ce mepopaiHo, Ype3 BAUIIBaHe (MHXANaIlKs) UK € IpeIHa3HaueH 3a BbHIIHA YyIoTpeoa;
4. mepuobT HA TPAJUIMOHHA yIoTpeda chryiacHo wi. 38, a. 1, T. 5 e U3TeKsb;
5. IaHHUTE 3a TpaJUIMOHHATa yoTpeda Ha JIeKapCTBEHUS MPOAYKT JOKA3BaT, 4ye HE € BpPelleH Mpu
OTIpeNICICHUTE YCIIOBHsI Ha ymnorpeba ¥ (apMakOJOTHYHHUAT ePeKT WM ePUKACHOCTTa Ha
JIEKapCTBEHUSI MPOJIYKT ca YCTAHOBEHU Ype3 IBJITOTOIUIITHATA MYy YyIOTpeOa U HATPYMaHUS OTHT.
(2) M3npiHMTENIHATA areHIUs 10 JIeKapCcTBaTa MOXKE J1a MPUIIOKH TpoleaypaTa mo ai. 1 capsmo
pacTUTENEH JIEKapCTBEH MPOIYKT, KOUTO ChABPKAa BUTAMUHU UM MUHEPAIH, YUATO 0€30MacHOCT €
J0Ka3aHa JOKYMEHTAJTHO M YHETO JEHCTBHE CIPSIMO PACTUTEITHHUTE JICKApCTBEHH BEIIECTBA B
MPOJYKTA MO OTHOIIEHUE Ha CIIeU(UYHUTE MY ITOKA3aHH € CIIOMaraTesHo.

Ui 38. (1) 3a u3gaBane Ha yJ0CTOBEPEHHUE 3a PETUCTPAIUS HA TPATUIIMOHEH PACTUTENICH
JIEKapCTBeH MPOAYKT JuIeTo mo wi. 26, amn. 1 momaBa B MAJl 3asBneHue, MpUIPYKEHO CHC
cJIeIHaTa JOKYMEHTAITHS:

1. nanauTe, Mocouenu B wi. 27,an. 1, 1. 1 -9 uT. 10, 6ykBa "a";

2. (m3m. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) kpaTKka XapakTepUCTHKA Ha MPOAYKTA, C
HM3KJIFOYEHUE Ha JaHHUTE 1o 4. 34, an. 1, T. 5;

3. B ciydail Ha PacTUTEIICH JICKAPCTBEH MPOAYKT MO CMUCHIA Ha Wwi. 37, aj. 2 Wik Ha KOMOMHHUPAH
pacTHTEeNeH JIeKapCTBEH MPOAYKT - uH(popmanusTa mo wi. 37, an. 1, T. 5 3a KOMOMHALIMSTA; KOTATO
OTJICTHATE AaKTHBHH BEIICCTBA HAa KOMOWHHPAHUS MPOAYKT HE ca JOCTAaThYHO TIO3HATH, CE
MIPEJICTaBAT JaHHU 32 TPAIUIIMOHHATA yIIOTpeOa Ha BCIKO OT THX;
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4. xomue OT paspelieHue 3a ymorpeda WM yJAOCTOBEPEHHE 3a PETUCTpAIls Ha PACTHTEITHUS
JIEKapCTBEH MPOJIYKT, U3JaICHU OT IbpKaBa WICHKA WU OT TPETa IbpiKaBa, /WK KOIKE OT OTKa3,
MPUAPYKEHO C MOTUBHTE 32 PEIICHUETO;

5. (u3m. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) Oubmuorpadcku TaHHU WK €KCIIEPTHU
CTAaHOBHIIA, KOWTO JIOKa3BaT, Y€ PACTUTEIHUAT JICKAPCTBEH IPOIYKT, 3a KOWTO € IOAaJCHO
3asBJICHUE 3a PErucTpalusi, WIM ChOTBETCTBAIl HAa HEro MPOJIYKT uMMa Hai-manko 30-roauiiHa
ynotpeba B CBETOBHATa MEAMIIMHCKA TMPAKTHKA, OT KOWTO TMOHe 15 romuHum ymorpeba Ha
TEpUTOPHUSTA HA IbPKaBa YICHKA JI0 J1aTaTa Ha Mo/aBaHe Ha 3asBJICHUETO 32 PErUCTPALIUS;

6. Oubnmorpadcky JaHHM OTHOCHO O€30IacHOCTTa Ha NPOJYKTa, MPUAPYKEHH C EKCIEPTEH
JTOKJIaI;

7. Komue OT pPa3pelIecHHEeTO 3a IPOU3BOACTBO, MPUIPYKEHO ChC cepTudukar 3a Jlodpa
MIPOM3BOJICTBEHA IMPAKTUKA WU ChC CePTHUQUKAT, JOKa3Ball, 4¢ MPOAYKTHT € MPOU3BEIEH IMPU
YCJIOBMSI, CKBUBAJICHTHH Ha M3UCKBaHUsATA 3a J[0Opa mpou3BOACTBEHA MTPAKTHKA.

(2) N3nbanuTenHara areHIMs MO JIEKApCTBaTa MOXKE Jla M3UCKA OT 3asBUTENS JIOIMBJIHHUTENIHA
nHpopManus 3a oleHKa Ha 6€30MacHOCTTa Ha JICKapCTBEHUS MPOAYKT 110 ail. 1.

(3) M3nbanurennaTa areHius MO JieKapcTBaTa MOXKe Ja moucka craHoBuile ot Komwurera mo
pacTUTENTHH JIEKApCTBEHU NPOAYKTH KbM EBpormelickara areHuusi Mo JeKapcTBaTa OTHOCHO
JOCTOBEPHOCTTA Ha JAHHUTE 10 aj. 1, T. 5, KaTo My MpeoCcTaBh HEOOXOAUMHUTE YACTH OT JIOCHETO
Ha JIGKApCTBEHUS MPOAYKT.

(4) IlpeacraBenure gaHHU 1O ai. 1, T. 5 ca BaIWAHM W B CiIy4auTe, Koraro B mepuoga Ha 30-
TOJUIIIHATA YIIOTpeda B MEIUIIMHCKATA IPAKTHUKA!

1. ChOTBETCTBAIMAT JIEKAPCTBEH MPOAYKT HA MPOAYKTA, 32 KOWTO € TMOJAJACHO 3asBICHHUE 3a
peructpanusi, € Oui Ha mazapa 6e3 pazpelieHne Wik perucTpamnus 3a ynorpeba, mwiu

2. xorato OposIT Ha ChCTAaBKUTE B JICKAPCTBEHHS MPOAYKT, 3a KOWTO € TMOJAJICHO 3asBICHUE 3a
perucTpanms, € HaMajieH WK € HAMaJICHO KOJIMYECTBOTO UM B JI030Ba CAMHHIIA.

Ui 39. (1) KoraTo pacTuTenHHT JIeKapCTBEH MPOAYKT € Omi Ha ma3apa Ha OOIIHOCTTa
Mo-Majako oT 15 roauHu, HO OTroBaps Ha ycinoBusta Ha wi. 37, an. 1, MAJI mpemoctaBs 3a
CTaHOBHIIE JOKyMeHTauusTa no wi. 38, ajn. 1 Ha Komurera 1o pacTuTeHU JEKapCTBEHH MPOIYKTH
kbM EBporielickara areHuus mno JexapcTpara.

(2) U3mpnHuTenHATA areHIMs 10 JIEKapCTBaTa B3eMa OKOHYATEIHO PEIICHUE Ciie/ MyOJuKyBaHETO
Ha MoHorpadus OT KoMHTeTa To ajid. | 3a CHhOTBETCTBUETO Ha MPOAYKTa C KPUTEpUUTE 32
perucrpanus 3a TpaJAuLIMOHHa yroTpeoa.

(3) B ciydaute o an. 1 cpoxsT 1o ui. 44 crupa 1a Teue.

Uin. 40. V3nbiHuTENHATA areHUus IO JIeKapcTBaTa MOXE Jla M3MCKa OT 3asBUTENS Ha
pacTUTENEH JIEKAPCTBEH MPOAYKT J1a MOJAJe TOKYMEHTAUUs 110 1. 27 - 32 wiu no wi. 35.

Un. 41. (1) U3m. - B, Op. 71 ot 2008 r., B cuna ot 12.08.2008 r.) U3nbaHuTenHara
areHIys Mo JiekapcTBaTa MyONMKyBa Ha CTpaHMIIaTa CH B MHTEPHET CIUCHK HAa PACTUTEIHUTE
BEIIECTBA, Iperapatd WM KOMOWHAIMK OT TIX, HM3MOJ3BAaHH B TPATUIMOHHHUTE pPACTHTEITHU
JIEKapCTBEHU NPOJYKTHU, M3roTBeH OT KomHTeTa MO pacTUTENHU JIEKapCTBEHU IMPOJAYKTH KbM
EBponeiickarta areHnmst mo jekapcrBaTa. CIHCBKBT ChABPKA 32 BCSIKO PACTUTEIHO BEIIECTBO
TepaneBTUYHU MOKa3aHUs, ChJIbpXKAaHUE HA aKTUBHATa ChCTAaBKa B /1030Ba €IMHUIIA U JIO3HPOBKA,
BT Ha BBbBEXKJaHE M Jpyra uH(popmanusa, HeoOXoauma 3a 0€30MacHOTO U3IOJI3BAaHE Ha
PacTUTENHOTO BELIECTBO KaTO TPAJAULIMOHEH JIEKAPCTBEH MPOIYKT.

(2) Koraro mpennoxeHHusT B 3asBICHHETO NMPOIYKT 3a PETHUCTpaIUs 3a TPAJAWIMOHHA yrmoTpeba
ChIbpIKA PACTUTEITHO BEIIECTBO, IpenapaT Ui KOMOMHALUS OT TSX, BKJIIOYEHU B CIIMCHKA 1O all. 1,
3asIBUTEIIAT HE MPEACTaBs JaHHUTE, TocodeHn B wi. 38, an. 1, 1. 4 - 6.

(3) KoraTto pacTuTeHOTO BEIIECTBO, MPenaparbT WIK KOMOMHAIUATA OT TAX OBJAT U3KIIOUEHH OT
CHChKa MO aji. 1, TPUTESKATENAT Ha YAOCTOBEPEHHETO 3a PETUCTpAIMsi Ha PACTUTEITHUS
JIeKapCTBEH MPOIYKT TpsiOBa na mpexacraBu B MAJI mbiHaTa TokymeHTanus mo wi. 38 B CpoK 10
TpH Mecela OT IPOMSHATA.
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(4) B cinyuaii ye mpuTexatensiT Ha YIOCTOBEPEHUETO 3a PETUCTPALUs Ha PACTUTEIIHUSA JIEKApCTBEH
IIPOAYKT HE U3I'BJIHU 3a1bJKeHueTo 1o an. 3, MAJI npekpaTsaBa y10CTOBEPEHUETO 3a pErUCTpaLus
Ha IIPOJIYKTa.

Pa3zgea V
IIpoueaypa 3a u3naBaHe HA pa3penieHue 3a yorpeda Ha JIeKAPCTBEHH
NPOAYKTH U PErUCTPALMA HA XOMEONIATHYHM U TPAAUIIMOHHHU
PACTUTEJHH MPOAYKTH

Uin. 42. N3uckBaHusATa KbM JIAHHUTE U JTOKYMEHTUTE OT JIOCUETO 1O wi. 27 - 32, ui. 35,
ai. 3, wi. 36, an. 2 u o wi. 38 ce onpeneniT B Hapeada HA MUHUCTBPA Ha 3/[PaBEONa3BaHETO.

Y. 43. (1) (U3m. — [IB, 6p. 67 ot 2020 r.) B cpok a0 15 nuu oT narara Ha mojaBaHe Ha
JOKyMeHTanusATa no wi. 27 - 32, i 35, an. 3 wim no wi. 38 MAJI npoBepsiBa mbiiHOTaTa Ha
YacTUTE Ha JIOCHETO, MPUJIpPYKaBallld 3asBICHUETO, U CHOTBETCTBHETO UM C M3UCKBAaHHUATA 32
M3JIaBaHe Ha pa3peuIeHueTo 3a yrnorpeda Ml Ha yIOCTOBEPEHHETO 38 PETUCTPAIIHS IO TO3H 3aKOH.
(2) Koraro He ycTaHOBH HENBJIHOTH WJIM HECHOTBETCTBHS B MojajneHaTa JokymeHtarusi, MAJI
yBEJOMSBA IUCMEHO 3asBUTENS, B CpOKa IO al. 1, uye [AOKyMEHTauusTa € BanuaHa. B
YBEIOMJICHHETO C€ MTOCOYBA J1aTaTa, OT KOSITO 3all04Ba Jia TeUe CPOKBT MO uil. 44.

(3) Koraro ycTaHOBM HEIBIHOTH W/WIM HECHOTBETCTBHS B JOKyMeHTamusTa mo an. 1, MAJI
yBEeIOMSIBa MUCMEHO 3asBUTENS Ja MPEACTaBU AOMBIHUTEIHA WH(GOpMaLUs W/WIKA A3 TIPeaCcTaBu
YCTHO WJIM MUCMEHO OOSCHEHHME MO KOHCTATHPAHUTE HEIBIIHOTH U HECHhOTBETCTBUS B CPOK 10 14
JTHY OT JIaTaTa Ha YBEJIOMJICHHETO.

(4) Koraro usuckBaHusATa 1mo ajg. 3 He ca M3NbJIHEHU B ycraHoBeHMs cpok, MAJl mucmeno
yBEIOMSIBa 3asBUTENS, Ye 3asBJICHHUETO He € BanuAHo. B To3u ciydait MAJI Bpblia moganeHara
JOKYMeHTalus B 14-11HEBEH CPOK 1 Bb3CTAHOBSIBA 75 Ha CTO OT IUIaTE€HaTa OT 3asBUTENS TaKca.

(5) Koraro usuckBanusra mno ain. 3 ca U3NbIHEHH B ycTaHOBeHHs cpok, MAJl yBemomsiBa nucMeHo
3asBUTENS, Y€ JOKYMEHTalusATa € BajluJHa, KaTO B YBEIOMJICHHETO I10COYBA JaTaTa, OT KOSATO
3aro4Ba Jja Te4e CPOKBT MO 4. 44.

Un. 44. Tlpouenypara mo u3gaBaHe Ha pa3pelleHHe 3a ynorpeba WM perucTpanus Ha
JIEKapCTBEH MPOJYKT 3aroyBa OT JaTaTa, MOCOYeHa B YBEJOMIIEHUETO O Wi. 43, all. 2, ChOTBETHO
o . 43, ain. 5, ¥ MpUKIItoUBa B CpokK 70 210 qaU.

UYn. 45. (1) Korato B MAJI e momaneHo 3asBIeHHE 3a pa3pellieHHe 3a yrnoTpeda Hiu 3a
perucrpanms Ha JIEKapCTBEH MPOJYKT, 32 KOUTO B ChOTBETCTBHE C JaHHUTE 1Mo wi. 27, an. 1, T. 18
uMa uHpOpMAIUA, Y€ B IbpKaBa YICHKAa MMa M3AaJ€HO pa3pelieHHe 3a ymorpeda Ha ChIIUS
nexapcTBeH npoaykt, MAJI yBegoMsBa MUCMEHO 3asiBUTENS 3a MpUJIaraHe Ha IMpoleaypara mo 4il.
74.

(2) Koraro B MAJI e momazeHo 3asiBieHHE 3a paspelieHue 3a yrnoTpeda WM 3a perucTpanus Ha
JIEKapCTBEH MPOJIYKT, 32 KOMTO B CHOTBETCTBUE C JaHHUTE 10 wi. 27, an. 1, T. 19 uma undopmarms,
4ye B JIbprKaBa WICHKA JOCHETO Ha ChINUA JIEKAPCTBEH MPOJYKT € B Mpoliec Ha olueHsBaHe, M1AJIl ne
pasriaexnaa TOKyMeHTauuaTa no wi. 27 - 32 unum wi. 35, an. 3, uiu no wi. 38 1 yBe1oMsiBa MTUCMEHO
3asBUTEJS 3a MPUWJIAraHe Ha mpolieaypara mo wi. 75.

(3) 3a npunarane Ha pasnopenduTe Ha aj. 1 U 2 JeKapcTBEH MPOJYKT Ce ONpeaeis KaTo €IUH U
ChIIl, pa3pellieH B JIpyra IbpKaBa WieHKa, WIH KaTo MPOJYKT, KOWTO € B MPOLEC Ha OLIEHSBaHE Ha
JIOCHETO B JIpyra AbpKaBa WICHKA, KOraTo JABaTa JEKapCTBEHU MPOIYKTa:

. umar eIHaKbB KauyeCTBEH M KOJMYECTBEH CbhCTAaB [0 OTHOUIEHHWE Ha aKTUBHOTO
BEIIIECTBO/BEILIECTBA M C€ MpejajaraT B €IHa U ChIlla JeKapcTBeHa (Gopma, KaTro ca JOMYCTHUMHU
Pa3iIMKy B IOMOIIHHUTE BEIIECTBA, aKO TOBA HE BIIMsie Ha O€30MacHOCTTa U €(pUKACHOCTTA, U KOTaTo
2. MpUHAJIEKAT HA €THO JAPYKECTBO, UJIM 3asIBJICHHUE 3a JIEKAPCTBEHUTE MPOAYKTH MOJABAT JIUIIA,
MpUHAJIEKAN KbM €IHO U ChHILIO JAPYKECTBO WM OOCTUHEHMs Ha JIPYXKEeCTBa, WJIM KOrato 3a
JIEKAPCTBEHUTE MPOJYKTH MOAABAT 3asBICHHUE JIMIA, KOUTO CAa CKIIOYWIM JIMLIEH3UOHEH WIH APYT
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JIOTOBOP WJIM H3BBPUIBAT CBBMECTHHU JCHCTBHS, CBBP3aHU C ITyCKaHE HA Ia3apa Ha CbOTBETHHSA
JIEKAPCTBEH NPOAYKT B PA3JIMYHUTE JbPKABU UJICHKH.

Y. 46. (1) ITpu ouensiBane Ha fokymeHTanusata MAJI:
1. MOke J1a U3BBPIIN UNHUTBAHE HA KPAHUS MPOIYKT, HA MEXKIUHHUS MPOJYKT UM HA U3XOJIHUTE
MaTepuaIl 3a JEKapCTBEHUs MPOJYKT, KaKTO M Ja I'M W3IpaTd 3a M3NUTBaHe B jabopaTopus OT
cucreMara Ha O(HIMATHUTE KOHTPOJHHU JICKAPCTBEHM JIa0OpaTOpuu B Ibp)KaBa WICHKA, 3a Ja
YCTaHOBU Jlal KOHTPOJIHUTE METOJAM 32 aHaiMu3, U3IMOJI3BAaHU OT MPOM3BOAMTENS U ONUCAHU B
JIOCHETO, OTTOBAPSAT Ha M3UCKBAHUSATA;
2. TOTBBPXKIABa cjeJ NpOBEpKa Ha MSCTO WIM MO JOKYMEHTH Jalld IPOU3BOJIUTENINTE Ha
JIEKAPCTBEHH TMPOAYKTH OT TPETH IbP>KaBU M3BBPIIBAT IPOU3BOACTBOTO B CHOTBETCTBUE C
JaHHWUTE, ONMHUCaHu B Wi. 27, an. 1, T. 7, W/uin U3BbPIIBAT KOHTPOJIA B CHOTBETCTBUE C METOJAUTE,
onMcanu B ui. 27, ai. 1, T. §;
3. mpoBepsBa  TOCOYEHHS B  3asBJIEHHETO  OOEKT Ha  MPOU3BOJCTBO,  KOratro
MIPOU3BOIUTEIISAT/IIPOU3BOIUTEIINTE HA JICKAPCTBEHU MPOJYKTH OT TPETH ABPIKABH IO U3KITFOUYCHUE
ca BB3JIOKWIM Ha APYr MPOU3BOAMUTEN Ja M3BBPILIBA ONpPENEICHH €Talyd OT MPOU3BOACTBOTO HIIU
KOHTpOJIa Ha JIEKapCTBEHUS ITPOJYKT.
(2) Korato MAJI u3BbpIIBa mpoBepka Ha MSCTO Ha OOCKT 3a MPOM3BOJICTBO, CPOKBT IO Wi. 44
CIMpa Ja Te4e 10 U3TOTBSHE Ha JOKJIAJl C pe3yJITaTuTe OT IPOBEpKaTa.
(3) B cayyaute mo an. 1, T. 2 u 3 mpoOM3BOAUTENUTE 3arUlaliaT Takca B pa3Mep, ONpejaelicH B
tapudara mo wr. 21, an. 2.

Yn. 47. (1) KeM usnbianutennus gupekrop Ha MAJI Kato KOHCYIATAaTUBHU OpPraHu ce
Ch3/aBaT CIECJAHUTE CHEIHMATN3UPAHU KOMUCHUHU:
1. Komucus 3a iekapcTBEHU NPOIYKTH;
2. KoMucus 3a MMyHOJIOTMYHH JIEKApCTBEHU IPOIAYKTH;
3. Komucus 3a XOMEONaTU4YHHU JIEKAPCTBEHU MPOJYKTH;
4. KoMucusi 3a pacTUTEIHU JIEKAPCTBEHU MTPOIYKTH;
5. Komucus 3a paanodapmaneBTuiy;
6. (Hosa - JIB, 6p. 71 ot 2008 r., B cuiia ot 12.08.2008 r.) Komucus 3a nekapcTBeHH MPOLYKTH C
IIPWIOKEHUE B NIEAUATPUSATA,
7. (Hosa - JIB, 6p. 71 ot 2008 r., B criia ot 12.08.2008 r., uzm., 6p. 102 ot 2012 r., B cuna ot
21.12.2012 r.) Komucus 3a 1ekapcTBEHH IPOAYKTH 3a MOJIEPHU Teparuy;
8. (Hosa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Komucus 3a oleHka Ha pucka mnpu
npoclieisiBaHe Ha JeKapcTBeHaTa 6€30IacHOCT.
(2) Ilpu HeoOXoauMOCT W3NBIHUTENHUAT aupektop Ha MAJI Moxe na cb3gaBa M JIpyru
CHELMAIN3UPaHU KOMUCHUU U3BBH ITIOCOYEHUTE B all. 1.
(3) B crennanu3upanute KOMUCUU €€ BKIIIOUBAT CIEUAINCTH, KOUTO UMAT HAyYHU NMOCTUKEHUS U
MPAKTUYECKH ONUT B CbOTBETHUTE c(hepH Ha NMPHIIOKEHHUE Ha JICKAPCTBEHUTE MPOAYKTH.
(4) KbM moCTOSIHHUSA CHhCTaB Ha KOMHCHMTE MOTaT Jla C€ NMPUBIMYAT M BHHIIHU CIELUAIUCTH C
Hay4YHU MTO3HAHUSA U IPAKTHUUYECKU OIUT B 00JIaCTTa Ha clielU(pHUUHATA JIeKapCTBEHA TpyIa.
(5) Uznbnuurennust qupekrop Ha MAJT onpenens cbe 3amoBe cbcTaBa Ha KOMUCHHTE 3a CPOK TPU
TOJVHH, pa3Mepa Ha BB3HArpakJE€HUETO MM M YTBBP)KJaBa MPAaBUIHUK 32 YCIOBHATA M peAa Ha
paborara um.
(6) Hdo 30 sanyapu Bcska roavHa M3NBIHUTETHUAT nupektop Ha MAJI yTBbpkIaBa cnMchLU Ha
eKCIIepTUTEe H3BBbH CbhCTaBa Ha KOMHUCHHMTE Mo ain. | cien onoOpeHMe OT MUHUCTbpa Ha
3/IpaBeoIa3BaHETo.
(7) 3npnautennuar nupextop Ha MAJI moke ma ocBOOOIM MPEACPOUHO YiICH Ha CIeIUaTu3upaHa
KOMHCHS 110 HETOBA MOJIOA MPH HEU3ITbIHEHUE HA 3aIbIDKEHUATA MY 3a ITOBeYE OT TP Mecela Hiu
pu HeJOOPOCHBECTHO OCHUIECTBSIBAHE HA (DYHKIIUUTE MY.
(8) CbcTaBbT HA KOMUCUUTE U CIHMCHKBT HAa €KCHEPTHTE MO al. 6 ce 00sABABAT HA CTpaHUIlaTa Ha
HNAJI B uHTEpHET.
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Ui 48. (1) UneHoBeTe Ha CrIENUATU3UPAHUTE KOMUCHUH 110 WI. 47, all. 1 U ekcrepTuTe 1o
. 47, an. 4 noANKucBaT AeKIapalus, ¢ KOATO Ce€ 3a/bJKaBar Jia He:
1. pa3riacsiBaT JaHHU U OOCTOSITEJICTBA, CTAHAIM UM U3BECTHH IIPU WU 1O MOBOJ OCBHIUIECTBSIBAHE
Ha JEHMHOCTTA UM,
2. yyacTBaT B JIEHHOCTH, CBBbP3aHU C MPOM3BOACTBOTO WM THPrOBHSTA HA €IpO U Ha JApeOHO C
JIEKApCTBEHU MPOAYKTH.
(2) B cnydaii ye nmmara mo ajg. 1 ca ydacTBaJidi B HSIKOM OT €TalMTe Ha IOATOTOBKAa Ha
JOKYMEHTalusATa, He00X0AMMa 3a pa3pelllaBaHe 3a ynoTpeda Ha JIEKapCTBEHUS MPOAYKT, T€ HE
MOraT JIa y4acTBaT B 3aCEaHMsITa HA CbOTBETHATA CIIEUANIN3UPaHa KOMHUCHS 110 4. 47.
(3) Jlunata mo an. 1 He riacyBaT Hpu B3€MaHE Ha PEIIEHUs IO BBIPOCH, IO KOUTO TE WIIU
YJICHOBETE Ha CEMEICTBOTO UM UMAaT ThPrOBCKH, ((MHAHCOBYU WU APYTU UHTEPECH.

Ui 49. (1) (U3m. - [IB, 6p. 102 ot 2012 ., B cuna ot 21.12.2012 1.) B cpok g0 200 gam
OT JIaTaTa Ha MOCThIIBaHE HA BauaHa AokyMmeHTalwss MAJl cbBMECTHO ChC ChOTBETHATa KOMUCHS
no wi. 47, an. 1 oueHsBa Ka4eCTBOTO, O€30MACHOCTTa U €()UKACHOCTTA Ha JIEKAPCTBEHUS IPOAYKT U
M3TOTBS OIICHBYCH JIOKJIAJI C KOMEHTApHU Ha Pe3yJITaTHTE OT (hapMaIlCBTUYHHUTE U MPEIKIMHUIHUTE
TECTOBE, KIMHUYHHUTE M3MUTBAHUS, HA CHCTEMAaTa 3a yIpaBICHHWE HAa PUCKAa M HAa CHUCTeMara 3a
npocliiesiBane 0e30MacHOCTTa Ha CHOTBETHHSI JIGKAPCTBEH MPOIYKT. M3TOTBEHUAT OICHBYCH
JIOKJIaJ] C€ MPEICTaBs Ha U3IIBJIHUTEIHUS JupekTop Ha MAJL.
(2) (Homa - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) JoxnaasT 1o an. 1 ce akryanusupa
IpU HAJIMYMEe Ha HOBa WH(pOpMAIMs, BaXHA 3a OLEHKAaTa Ha KadyeCTBOTO, OE30MacHOCTTa M
e(pUKACHOCTTA Ha JICKAPCTBEHHS MTPOIAYKT.
(3) (Ilpegumna an. 2 - JIB, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) Koraro nekapcTBeHHSIT
MPOAYKT ChABPKA FTeHETUYHO Moaupupanu opranusmu, MAJI npenoctaBs Ha MUHHCTEPCTBOTO
Ha OKOJIHATa Cpe/ia ¥ BOAMTE HEOOXOoIuMaTa JOKYMEHTAIUS OT JJOCUETO Ha JIEKAPCTBEHUS MIPOIAYKT
Y M3MCKBA CTAHOBHUIIC B CPOK 60 THU 1O OTHOIICHUE HAa TMOTCHIIMAIHUS PUCK 332 OKOJHATA Cpefa.
[ecTneceTTHEBHUAT CPOK € B pAMKHTE Ha CpOKa 110 ai. 1.
(4) (Ilpegumna an. 3 - JIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) B cnyvaure Ha
pammodapmanetuin  MAJI mpemocraBs HeoOxomumara JOKyMEHTAalMs OT JIOCHETO Ha
JICKApCTBEHHS MPOJYKT U U3UCKBA CTAHOBUIIE B CPOK 60 JHM OT ATCHIIUATA 3a SIIPCHO PEryJInpaHe
M0 OTHOIIEHWE Ha Ka4decTBOTO M Oe30macHOCTTa Ha mponaykTa. lllectneceTaHEBHUAT CpPOK € B
paMKuTE Ha cpoka 1o an. 1.
(5) (Ilpemummua an. 4, wam. - B, 6p. 102 or 2012 r.,, B cuma ot 21.12.2012 r.) Koraro
MUHHUCTEpCTBOTO HAa OKOJHATAa Cpela W BOAUTE W ATreHIUsATa 3a SAPEHO pPEryilupaHe He ce
MpOM3HECAT B YCTAHOBEHWTE MO al. 3 W 4 CpOKOBe, ce TpueMa, Y€ CTAHOBUIIETO UM €
MOJIOKUTEITHO.

Un. 50. (1) Korato MAJI ycTaHOBM HECHOTBETCTBHSI B JIOCHETO C HM3UCKBaHMSITA 3a
W3/laBaHEe Ha paspelieHue 3a ymoTpeda MU YAOCTOBEPEHHE 3a pEerucTpaius Mo TO3M 3aKOH,
yBEIOMSIBA THCMEHO 3asBUTENS Ja TMPEJACTAaBU JOMBIHUTETHA WHGOpMAIHs, CBBbp3aHa C
JOKyMEeHTausITa mo wi. 27 - 32 wiu no 4. 35, an. 3, win no 4i. 38, u/uian Ja npeiocTaBu YCTHO
WU TIHCMEHO OOSICHEHWE M0 KOHCTAaTHPAHUTE HEMBJIHOTH M HECHOTBETCTBUSA B Cpok 180 mHM oT
JlaTaTa Ha YBEIOMSIBAHETO.

(2) B caywyaute mo an. 1 cpokbT mo uwi. 44 crupa na Tede OT JaTaTa Ha YBEIOMSIBAHETO 10
MpeIoCTaBsiHE HAa CKaHaTa MHPOpMAITusl.

(3) Uznbanurennusat aupexktop Ha MAJI npekpatsaBa mpolieaypaTa Mo U3JaBaHe Ha pa3pelieHne 3a
yrnoTtpeda WK yIOCTOBEPEHHE 32 PETUCTpAIlHsl Ha JI€KapCTBEH MPOIYKT, KOrarTo:

1. 3aBUTETAT HE TIPEIOCTABU HHPOPMAIIUATA 110 aT. | B TOCOYEHUS CPOK;

2. nmuuara no 4i. 26, ain. 1 mouckat nMCMEHO MPEKPaATABAHETO M.

Un. 51. B cpok 10 AHM OT M3rOTBSIHETO HAa OUEHBYHHS JOKJIan mo wi. 49, an. 1
M3MBIHUTENHUAT nupektop Ha WMAJl um3nmaBa paspemienwe 3a ymotrpeba/ yAoOCTOBepeHHE 3a
perucTpanus Ha JIEKapCTBEHUS TPOIYKT WM MPAaBH MOTUBHUPAH OTKa3.
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Y. 52. (1) (U3m. - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) B cpok 5 aau ot
JaTaTa Ha W3/IaBaHe Ha pa3pellieHrueTo 3a yrnoTpeda/yI0CTOBEPEHUETO 3a PETHCTPAIlHs B PETUCThPa
mo wi. 19, an. 1, T. 3 ce BnucBar ciaeIHUTE JaHHU 32 Pa3pelICHUETO/yI0CTOBEPEHUETO:
1. peructpanioHeH HOMED;
2. HOMEp M JaTra Ha pa3pelieHHeTo 3a yHoTpeda/yIOCTOBEPEHUETO 3a pPErucTpalus Ha
JIEKapCTBEHHUSI POJTYKT;
3. HAUMEHOBAHUE Ha JIEKAPCTBEHUS MPOAYKT;
4. MeXIYHAPOJIHO HEMATCHTHO HAMMEHOBAHUE HA BCSIKO aKTHBHO BEIIECTBO;
5. uMe ¥ aJpec Ha IMpUTeXaTels Ha pa3pelIeHueTo 3a ynorpeda/yA0CTOBEPEHUETO 32 PEruCTpaIus;
5a. (moBa - IB, 6p. 102 or 2012 r., B cuma ot 21.12.2012 r.) ycrnoBusita mo 4wi. 55a, 56 u 56a,
BIIMCAaHU B PAa3pEUICHUETO 3a YNOTpeda/yJ0CTOBEPEHUETO 32 PErUCTPaIus;
6. JaTa Ha U3BBHPIICHA IPOMSHA B pa3pEIICHUETO 3a YIOTPeOa/yI0CTOBEPEHHUETO 33 PETUCTPAIIUSATA;
7. nata Ha TpeKpaTsABaHEe Ha pa3pelIeHUueTo 3a ynoTpeda/y10CTOBEPEHUETO 32 PETUCTPALIUATA;
8. Apyru 1aHHHU.
(2) Pazpemenuero 3a ynorpeba/yaoCTOBEPEHUETO 3a PETUCTpALlUs Ha JICKAPCTBEHUS MPOIYKT Ce
BpPHUBA Ha JIMIIETO MO WI. 26, ai. | 1 BIU3a B cujia OT JaTaTa Ha BIIMCBAHETO MY B PETUCTHPA IO UII.
19, am. 1, 1. 3.

Un. 53. (M3m. - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) M3meaauTennata
areHnus 1o JeKapcTBaTa MyOoJMKyBa Ha HHTEPHET CTPAHHULATa CU B CPOK /10 14 THH OT M3aBaHETO
Ha pa3pelleHHeTo 3a YHoTpeOa/yJoCTOBEpeHHE 3a pPEerucTpanus AaHHUTE Mo wi. 52, am. |,
oJ00peHaTa KpaTka XapakTepUCTHKa Ha IPOJYKTa U JaHHHUTE OT JIMUCTOBKATA.

(2) M3npnHUTENHATA areHIUs 1o JISKapcTBaTa IMMyOJMKyBa HA HHTEPHET CTPAHHUIIATA CH OLIEHBYHUS
noknany mo wi. 49, an. 1 ¢ MOTHBHTE 3a B3€TOTO pEUICHHE, KaTo 3ajlu4yaBa JAHHUTE,
MPECTaBISABAIIN ThPTOBCKA TalHa.

(3) HoxmamgsT mo am. 2 ce MpUApYXaBa OT pe3foMe Ha pa3dupaeM 3a OOLIECTBEHOCTTAa E€3WK.
Pe3romeTo chbpka paszes, CBbp3aH ¢ YCIOBUATA 32 yHOTpeda Ha JIEKapCTBEHUS IPOIYKT.

Y. 54. (1) (U3m. - 1B, Op. 12 ot 2011 r., B cuna ot 8.02.2011 r.) [Iputexarensr Ha
pa3penIeHneTo 3a yrnorpeda/y10CTOBEpPEHHETO 32 PETUCTPAIUs Ha JIEKAPCTBEH MPOIYKT MHCMEHO
yBenomsaBa MAJI 3a narara Ha AEeHCTBUTEIHOTO MyCKaHe Ha Ia3apa Ha JIEKApCTBEHHs MPOJIYKT B
PenyOnuka bearapus.

2) (MUm. — OB, ©Op. 18 or 2014 r.) IlpurexareniT Ha pa3pelIeHUETO 3a
ynotpe0a/y0CTOBEPEHUETO 3a PETUCTpaIusl Ha JICKAPCTBEH MPOIYKT yBeaoMmsBa mucmeHo MAJI
Hail-Manko /Ba Mecela Ipeau IPEeyCTaHOBsIBAHE Ha MPOAAKOWTE Ha JIEKapCTBEH MPOAYKT,
HE3aBUCHMO JIaJIH € BPEMEHHO, HITH ITOCTOSHHO.

3) (Mm. — OB, ©Op. 18 or 2014 r.) [IlpurexarensiT Ha pa3pelIeHUETO 3a
yIoTpeda/yI0CTOBEPEHNUETO 3a PETUCTpAIsi Ha JIEKapCTBEH NPOAYKT ITOCOYBA TPUYMHHUTE 32
IIPEyCTAaHOBSIBAHE HA MpPOAAXOWTE B CHOTBETCTBHE ¢ wi. 68, am. 1, T. 6 W Jexnapupa Aanu
MPEINpPUETHTE OT HETO JCHCTBUS 10 ajl. 2 ce ABJDKAT Ha HAKOE OT OCHOBAHUSATA 10 WiI. 276 WM 110
. 277.

(4) (U3m. — 1B, 6p. 18 ot 2014 r.) Ilpu nmpeycraHoBsiBaHE Ha MpOJAXOUTE HA JIEKAPCTBEHUS
OPOAYKT B pE3yJNTaT Ha HENpPEeIBUAMMHU OOCTOSTENICTBA MPHUTEKATEIAT Ha pa3pelIeHHeTo 3a
yIoTpeda/yI0CTOBEPEHUETO 3a PETUCTPAIHs Ha JICKApCTBEH MPOAYKT yBeaomsiBa nmucmeno MAJL B
CPOK 10 7 THU OT YCTaHOBSIBaHE Ha 0OCTOSITEICTBATA.

Y. 54a. (Hos - /1B, 6p. 60 ot 2011 r., B cruma ot 5.08.2011 r.) (1) (U3m. — JIB, Op. 18 ot
2014 r.) Ilpm nonyuaBaHe Ha curHaa B M3mbiaHuTenHaTa areHUus IO JIeKapcTBaTa 3a
MIpeyCTaHOBsSIBaHE MPOAAKONTE Ha JIEKAPCTBEH MPOJYKT, C U3KIIOYEHHE Ha clydyauTe 1o wi. 54, ai.
2 u 4, areHIMATA U3BbPLIBA IPOBEPKA B cpok 30 THM OT MOJIy4aBaHETO HA CUTHAJIA.
(2) Ilpu uzBbpuIBaHE Ha TpoBepkaTa o ai. 1 MAJI moxe na usucka nHdopmanus oT IpuTexKaTesns
Ha pa3pelIeHneTo 3a yrnoTpeda W/Win OT JMLETO MO Wi. 26, all. 2 OTHOCHO NMPEYCTaHOBSIBAaHETO Ha
MpoJaXOnTe Ha KOHKPETHHS JIEKapCTBEH MPOJIYKT, KAKTO U OT ThPTOBIUTE HA €JIPO C JIEKAPCTBEHU
IIPOJYKTH OTHOCHO HAJIMYHUTE KOJIMUYECTBA OT MPOAYKTA.
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(3) MsnbiHuTenHata areHUus IO JieKapcTBaTa MyOJMKyBa Ha CTpaHHUIATa CH B HHTEPHET
pE3yJITaTUTE OT U3BBPILIEHATA POBEPKA.

Y. 55. (1) Pa3pemenuero 3a ynorpeda/y10CTOBEPEHUETO 3a PETUCTpAIlUs Ha JICKapCTBEH
IIPOJYKT C€ U3JaBa OT U3IIbIHUTENHUS AupekTop Ha MAJI 3a cpok 5 ronuHm.
(2) (Hom. - AB, 6p. 71 ot 2008 r., B cruta ot 12.08.2008 r.) Cnen u3Tu4ane Ha cpoka mo ai. 1
pas3pelIeHrneTo 3a ynorpeba/yaIoCTOBEpEHUETO 3a PEruCTpalusl Ha JIGKAPCTBEHUS IPOAYKT MOXKeE J1a
O0bae noaHoBeHo oT MAJI Ha Oa3zara Ha olleHKa Ha ChOTHOILIEHUETO IMOJI3a/pPUCK, IO pela Ha Yl
59a.
3) (Usm. - JIB, Op. 71 or 2008 r., B cmia ot 12.08.2008 r.) Pa3pemenuero 3a
yrnoTpeda/yI0CTOBEPEHUETO 3a PEruCTpanus MoXke Aa ObJe NMPEeKpaTeHo W Mpead HW3THYaHe Ha
Cpoka Mo ajn. 1, ako MpUTEeXaTelsT My MOHMCKAa MHCMEHO TOBAa OT HU3MBIHUTENHUS JUPEKTOP Ha
NAJI, xaTo noco4u nNpU4uHHUTE.
4) (Hom. - 1B, o6p. 71 or 2008 r., B cumma ot 12.08.2008 r.) Pa3pemenunero 3a
yrnoTpeda/yI0CTOBEPEHUETO 32 PETUCTpalMs CTaBa 0E3CPOYHO Cie] MOJHOBSIBAHETO MY, OCBEH B
CIIy4auTe 1o ai. S.
(5) (U3m. - B, 6p. 71 ot 2008 1., B cuma ot 12.08.2008 r., 6p. 102 or 2012 ., B cmia ot
21.12.2012 r.) Ilpm Haimuuue HA OCHOBATEJIHW MPUYUHHU, CBBP3aHH C NPOCICASIBAHE Ha
JIeKapcTBeHaTa 0€30MacHOCT, BKIOYUTEIHO MOPaal €KCIIO3ULUs Ha JIEKapCTBEHUS IPOAYKT BbPXY
HefocTaTbueH Opoil manuentu, MAJI mMoke ga M3MCKa OT MpPHUTEXKATENsd Ha Pa3pelIeHUETO 3a
ynotpe0a Aa 1ojaajie 3asBJIe€HUE 3a [IOJHOBSIBAHETO MY 32 OIll€ 5 FOJIMHU 10 pena Ha wi. 59a.
(6) (M3m. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Ilpu u3TMyaHe Ha cpoka Ha
paspenieHneTo 3a ymnorpeda/y0CTOBEPEHHETO 3a PETUCTPAlMsl WM IPH IPEKPaTIBAaHETO WM
JIEKapCTBEHUST MPOAYKT MOXKe Aa ObJe MpojaBaH MO M3YEpPIBAHE HA HATUYHHUTE KOJMYECTBA B
CTpaHaTa, HO HE IIOBEYe OT €JHAa TOAMHA, CUMTAHO OT Jarara Ha M3TUYAHETO, ChOTBETHO Ha
MIPEKPATIABAHETO, C U3KIIOYEHHUE Ha CIIy4auTe, KOraTo MPUYMHUTE 33 MPEKpPaTIBAHETO ca CBHP3aHU
¢ 0e30macHOCTTa Ha JIEKapCTBEHUSI IPOIYKT.
(7) W3nbnnurennust gupektop Ha HWAJl  oTHemMa cbc 3amoBe]  pa3pelIeHHETO  3a
yroTpe6a/yI0CTOBEPEHUETO 3a PEruCTpalus Ha JEKapCTBEH MPOAYKT, KOTaTo:
1. mpuTexaTenar My He € MyCHaJl JIKapCTBEHUS MPOAYKT Ha Ias3apa J0 TpU TOAMHU OT JaTara Ha
U3/laBaHe Ha pa3pelieHneTo 3a ynorpeda, uin
2. mpojaxOuTe Ha JIEKApCTBEHUS MPOAYKT Ca MPEYCTAHOBEHU 3a MEPHOJ OT TPH MOCIEI0BATEITHU
TOJMHM Clie/l TyCKaHeTO My Ha Ia3apa.
(8) 3amoBeaTa mo an. 7 MOJUIeKH Ha OOXKalBaHe MO peAa Ha AJIMHUHUCTPATUBHOIPOIECYaTHHS
KOJICKC.
(9) o u3kIIOUYEHNE U B HHTEpEC Ha OOLIECTBEHOTO 3J[paBe pasnopeadaTa Ha al. 7 MOXe J1a He ce
Ipujiara, ako MPUTEXKATeNAT Ha Pa3pelIeHHEeTO 3a yrnoTpeda Ha JIEKapCTBEHMs MPOAYKT MOCOYU
OCHOBATEJIHU MPUYHHU. B Te3u ciayyan u3anbIHUTETHUAT AupekTop Ha MAJI MoTuBUpa pelieHneTo
CH.
(10) ITpuTexxarensT Ha pa3penieHue 3a ynoTpeda exXeroHo 3araiia Takca B pa3Mep, ONpe/esieH B
tapudara o wi. 21, an. 2, 3a noaAIbpKaHe HAa U3/1aJICHOTO pa3pellieHre 3a ynorpeoa.

Yn. 55a. (Hos - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) M3nbiaHUTETHUST
muapextop Ha MAJI Moxe na m3nmaae paspemieHue 3a yrnoTpeda/yIoCTOBEpEeHUE 3a PETUCTpAIHs Ha
JIEKapCTBEH MPOJYKT, B KOETO J1a ObJaT BKIIOYSHH €HO WJIH MTOBEYE OT CIEIHUTE YCIOBUS:

1. ma ce mpenmpueMart omnpeaeTIeHH MEPKH 3a TapaHTHpaHe Oe30macHaTa yrmotpeda Ha JIeKapCTBEHUS
MPOJYKT, KOUTO Ja ObJaT BKIIOUYEHU B CUCTEMATa 3a yIPaBJICHHUE Ha PHUCKA;

2. 1a ce MPOBEX/IaT IOCTMAPKETHHTOBH MTPOYYBAHHS 32 O€30MaCHOCT;

3. ma ce cmasBaT MO-CTPOTH OT MOCOYCHHTE B IJIaBa OCMa 3aIBbJDKEHUS 3a PETUCTPHpPAHE WU
JOKJIa/IBaHEe HA TIOJJO3MPAHHUTE HEXKEIIAaH! JICKAPCTBEHH PEAKIIHM;

4. nma ce cra3BaT BCAKAKBH APYTU YCJIOBHSI WM OTpaHUYEHHUs C OTjiea Oe3omacHata u eduKacHa
ynoTpe0a Ha JICKapCTBEHUS MPOIYKT;

5. HaNMMYUWe Ha aJieKBaTHA CUCTEMa 3a MpocieIsBaHe Ha JeKapCcTBeHaTa 0€30MacHOCT;
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6. a ce M3BBHPIIBAT MMOCTMAPKETUHIOBH MPOYYBAHUS 3a €(PUKACHOCT, KOTraTO MMa OIaceHus,
CBBp3aHU C e(h)UKACHOCTTA HA JIEKAPCTBEHUS MPOJYKT, KOUTO MOXKE Ja ObJIaT pa3pelieHn camMmo Clie]
KaTo JIEKAPCTBEHUSAT MPOAYKT ObJIe MyCHAT Ha Ma3apa.

(2) B paspemenuero 3a ynorpeba/yJOCTOBEPEHHETO 3a PErHCTpalus Ce MOCOYBAaT CPOKOBE 3a
U3IBJIHEHHUE Ha YCIOBUSTA IO ajl. 1, KOraTo € mpUsIoKuMO.

(3) OcHoBanusTa 32 HaJlaraHe Ha YCJIOBUETO IO all. 1, T. 6 ce ONpeaensaT ¢ JeJEerupaH akT 10 WIEH
226 ot JInpextuna 2001/83/EO, kato ce 0TYATAT HAYYHUTE HACOKHU, Pa3pabOTEHU B pPHKOBOJICTBOTO
o ui. 194a.

(4) U3uckBanusita 3a MNpPOBEXKJIaHE HA IOCTMAPKETUHIOBH NPOy4YBaHUSA 3a e(UKACHOCT ce
OIIpEeAEIAT B PbKOBOJCTBO, U3/a/leHO OT EBporneiickaTa areHuusl 1o JiekapcTBara.

Y. 56. (U3m. - JIB, 6p. 102 ot 2012 1., B cmma ot 21.12.2012 r.) (1) ITo uskmroueHue
Clle[l KOHCYNTallUs ChC 3asBUTENS W3NBIHUTEIHUAT aupektop Ha WAJl Moxe na wuspane
paspenieHue 3a ynorpeda/ y1oCTOBEpEHHE 3a PETUCTPAIIHS TIOJ YCIOBUE, KOTAaTO 3asiBUTEIISIT MOYKE
Ja TIOKake, 4e He € MPEeICTaBIII N3YepraTeIHH JaHHH OTHOCHO epukacHOCTTa M O€30MaCHOCTTA Ha
JICKapCTBEHHS MTPOAYKT IPU HOPMAIHH yCIIOBHUS Ha YIIOTpeOa mopaay elHa OT CICIHUTE IPHIUHH:
1. moka3aHuATa, 32 KOUTO € MpPEAHA3HAYCH JICKAPCTBEHHUAT MPOAYKT, Ca TOJIKOBA PSIKO CPEIIaHH,
4e 3asBUTENIAT HE MOJKE J1a TIPE/ICTABY IThJICH JOKA3aTEIICTBEH MaTeprall, HIIN
2. CbCTOSIHHETO Ha HAYYHHTE MMO3HAHHMS KbM MOMEHTAa € TaKOBa, Ye HE MOXKE Jia C€ MPEACTaBAT
BCEOOXBATHU JIAaHHH, WU
3. cpOupaneTro Ha TOJOOHHM JAaHHU MPOTHBOPEYM Ha OOMIONPUETHTE MPHUHIMIKA HA JIeKapcKara
eTHKA.
(2) Paspemniennero 3a ynorpeda/ya0CTOBEPEHUETO 3a PETUCTPALHS 110 ajl. | ce u3aaBa mpu €IHO OT
CIICJIHUTE YCIIOBHSI:
1. 3asBUTENAT/IPUTEKATEIAT Ja W3ITBJIHSABA MpOrpaMa OT MPOYYBAHHS 32 CPOKa IO aj. 3, KaTro
pe3yATaTUTE OT TE3U NMPOYYBAHUS CIIYXKAT 3a MPEOIEHKA Ha ChOTHOIICHUETO MOJI3a-PHCK;
2. JEKapCTBEHHUAT MPOAYKT € C PEKUM Ha OTIIyCKaHE CaMO IO JIEKApCKO MpEIIHCaHue, Kato B
OTIPEJICJICHU CIIy4au MOXKE Jla Ce YIOTpeOsiBa caMmo MOJI CTPUKTEH JICKAPCKU KOHTPOJI B JICUYEOHO
3aBe/icHHEe 3a OOJIHMYHA TMOMOIN, a B CIy4ail Ha paanodapMaleBTHK - caMO IOJ KOHTpoJja Ha
OIPaBOMOIIICHO JIUIIE;
3. B JHMCTOBKaTa, KAKTO M BBHB BCSIKAa MeIWIIMHCKa MH(OpMAIMs, MpHUIpYKaBalla JIEKapCTBEHHUS
MPOJYKT, ClIeJIBa Ja € MpPEeABHJEH TEeKCT, C KOWTO ce OoOpbhIlla BHUMAHHE Ha MEIULUHCKHUTE
CTICIMAINCTH, Y€ HAKOU OT HATMYHUTE JTAHHM 32 JICKAPCTBEHHS MPOAYKT TOJUIeKAT Ha TTOCIIEABAIIT
MPOYYBAHHUS.
(3) Pazpemiennero 3a ynmorpeda/y1oCTOBEPEHHETO 3a PErUCTpalus 1o aji. | ce u3znaBa 3a CpoK eHa
roguHa W 3a BCsSKa ClelBalla TOAMHA MOXe Ja ObJe yabDKaBaHO Ha 0a3ara Ha OIEHKa Ha
M3ITBIHEHUETO Ha YCIOBUSATA T10 al. 2.

Yn. 56a. (Hos - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Cnen u3naBane Ha
paspemnieHueTo 3a ymnorpeda/ymocTtoBepeHueTo 3a peructpamus WAJl Moxke na  3aabiiKu
IPUTEXKATENS Ha pa3peleHUeTo/y1I0CTOBEPEHUETO J1a IIPOBEIE:

1. MOCTMapKEeTUHIOBO MPOYyUYBaHE 3a 0€30MacCHOCT, aKO ca HAJUIE ONAaceHUs 3a WICHTHU(PHUIMPAHU
WJIM TIOTEHIMAHU PUCKOBE WJIH JTUTICBA HH(POpMAIUs, CBbp3aHa ¢ MPOCIeIIBaHe Ha JIEKapCTBEHATA
0€301MMacHOCT 32 ChOTBETHHMSI JIEKAPCTBEH MPOAYKT; KOTaTO CHIIUTE PUCKOBE CE OTHACAT U 3a JIPYrU
JIEKapCTBeHH MPOAYKTH, clief] KoHcynrauuu ¢ KomuTera 3a olleHKa Ha pHCcKa B obOiacTra Ha
(dapmakonornyHaTa OJMTEIHOCT, Ch3JaZeH Mo pena Ha wieH 56, maparpad 1, Oyksa "aa" or
Pernament (EO) Ne 726/2004 na EBpomneiickus napnameHT u Ha CobBera, MAJI mpenopbruBa Ha
CbOTBETHUS TMPUTEKATel Ha paspelieHue 3a ynorpeda jaa MpoBeAe ChbBMECTHO IMPOYUYBAaHE 3a
0€30IacHOCT C IPYTUTE 3aCeTHATH MPUTEXKATENN Ha pa3pelleHue;

2. TOCTMAapKeTHMHIOBO TMpoy4BaHe 3a e(UKACHOCT, KOTaTro IO3HAaHMETO 3a OojiecTTa WU
W3MONI3BaHaTa KJIMHUYHA METOJOJIOTHs JlaBa OCHOBAaHHME 3a pPEBH3UPAHE Ha OICHKUTE 3a
e(UKaCHOCT, U3BOJUTE 3a KOUTO Ca HAIIPpaBeHH KbM JaTaTa Ha U3JjaBaHE Ha pa3peleHueTo.
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(2) UznbpnanuTenHaTa areHuus IO JieKapcTBaTa IHCMEHO yBEIOMsIBa IpUTEXareds Ha
paspelieHneTo 3a ynorpe0a/yJoCTOBEPEeHUETO 3a PEerucTpanus 3a 3aAbDKEHHETO Mo al. 1, Karo
000CHOBaBa MPUUMHUTE U ITOCOYBA IIEJIUTE Ha MPOYUYBAHETO M CPOKOBETE 3a MMPOBEKIAHETO MY.

(3) B 30-nHeBeH cpok OT IOJyyaBaHE HA YBEJOMJICHUETO 110 all. 2 MIPUTEKATENAT HA PA3PELICHUETO
3a ynoTtpeba/yI0CTOBEpEHUETO 3a perucrpamus moxe nga noucka or WAJI mpemocTtaBsHe Ha
BBH3MOKHOCT 32 Mpe/ICTaBsHEe HAa MHPOPMAIUs OTHOCHO 33bJDKEHUSTA 110 all. 1.

(4) Cnen mnonyuaBane Ha uckaHeto mo ain. 3 HMAJl ompenenss cpok 3a TpencTaBsHE Ha
uHpoOpManuATa OT MPUTEKATENSI HA PAa3PEIICHUETO 3a YIOTPeda/yI0CTOBEPEHUETO 32 PETUCTPALIHS.
(5) M3nbiiHuTeIHATA areHLKs [0 JIEKapcTBarta ciell aHallu3 Ha HHGOpMalusiTa Mo ai. 3 Moxe:

1. 1a NOTBBPAU 3aABIKEHUETO 110 al. 1, win

2. 1a TO OTMEHHU.

(6) 3mbaHuTENHATA areHIIMs 10 JIEKApCTBATa YBEIOMSIBA MIPUTEKATEINSI 32 B3€TOTO PEILICHUE T10 all.
5.

(7) B cayyaute 1o an. 5, T. 1 usnbanutennuar aupekrop Ha MAJI ciayxeOHO u3MeHs U31aJ1eHOTO
paspeiieHue 3a ynorpeda/yJoCTOBEpPEHHE 3a PETUCTpalus Ha JIEKapCTBEHHUS IMPOJIYKT, KaTo
BKJIIOUBA B HETO KaTO YCJIOBUE 3abJDKEHUETO 110 all. 1.

(8) OcHoBaHusATa 32 HaJlaraHe Ha 3abJDKEHHATA MO all. 1, T. 2 ce ompenensT ¢ AelerupaH akT 1o
1. 226 ot Jdupexrusa 2001/83/EO.

Y. 566. (Hos - JIB, Op. 102 ot 2012 1., B cruta ot 21.12.2012 r.) (1) IIpuTtexarensr Ha
pa3peleHneTo 3a yrnoTpeda/ynoCTOBEPEHHETO 3a PErucTpanusi BKIIOYBA B CBOSTa CHUCTEMa 3a
YIPABJICHHE HA PUCKA BCUUKHU YCIIOBUA 110 Wi. 55a, 56 u 56a.

(2) B cayyante mo am. 1 mpuTekaTeNAT Ha pPa3pelICHUETO 3a YyHoTpeda/yaoCTOBEPEHUETO 3a
peructpauus nojgasa 10 MAJI yBenomienue 3a npoMsiHa B CUCTEMAaTa 3a YIPABICHUE HA PUCKA.

Un. 568. (Hos - [AB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) M3nbiaauTenHara
areHIysl 1o JIeKapcTBara u3mnpamia uHdopMamus 1o EBporeiickaTa areHius Mo JiekapcTBaTa 3a
U3JIaJICHUTE paspeleHus no wi. 55a, 56 u 56a.

Y. 57. (1) Usneaaurennusat nupekrop Ha MAJI oTka3Ba u3gaBaHe Ha paspelicHUE 3a
ynorpeda WK YAOCTOBEPEHUE 3a pErucTpalysi Ha JIEKapCTBEH IPOAYKT, KOTaTo ClE] OLEHKa Ha
JO0CHeTO 110 4. 27 - 32 ce yCTaHOBH, Ye:

1. ChOTHOIIIEHUETO TOJI3a/PUCK € HEOIATONPUSITHO, WITH

2. epMKaCHOCTTA Ha JICKApPCTBEHMsI MPOAYKT HE € 3aIUTeHa YOeAUTEIHO OT 3asiBUTENS, WIH

3. KOJIMYECTBEHUSAT U KaUeCTBEHUSAT ChCTAB Ha JIEKAPCTBEHUS IPOAYKT HE OTrOBAPAT HA OMMCAHUS B
JIOCHETO.

(2) (Hom. - B, 6p. 71 ot 2008 r., B cmna ot 12.08.2008 r.) M3meaautenausT nupexkrop Ha MAJI
OTKa3Ba M3/1aBaHe Ha pa3pelleHue 3a ynorpeda Ui yA0CTOBEPEHUE 3a PErHCTpallks Ha JIEKapCTBEH
MPOAYKT, KOTaTo HAKOW OT JIaHHHWTE B JIOCHETO HE ChOTBETCTBAT HA M3WUCKBaHMsATA Ha wi. 27 - 32
WM Ha Hapenoara 1o ui. 42.

(3) Usnbanutennusar nupextop Ha MAJL oTka3Ba peructpanusi Ha TpPaAUIMOHEH pacTUTENEH
JIEKapCTBEH INPOAYKT, KOTaTO CIlEeJ OLEHKAa Ha JOKYMEHTAalusTa C€ YCTaHOBH, Y€ NMPOAYKTHT HE
OTroBaps Ha ycioBusTa o wi. 37, ann. 1, JaHHUTE B JOCUETO HE ChOTBETCTBAT Ha Wi. 38 MiIu:

1. KOIMYECTBEHUAT U KaUECTBEHUAT CbCTAB HE OTIOBAPSAT HA OIIMCAHUTE B JOCUETO;

2. IEKapCTBEHUAT MPOIYKT MOXKeE J1a ObJie BpeACH IIPH MpaBHIIHA yIIOTPpeOa;

3. TaHHMTE 3a TPAAMLMOHHATA ymoTpeda ca HeJOCTAaThYHM, OCOOCHO KOratro (papMakOJIOTUYHUTE
CBOMCTBA WM €UKACHOCTTA HE ca JIOKa3aHU Bb3 OCHOBA Ha ABJTOrOJUINIHA YHOTpeba 1 HATpyHaH
OIINT;

4. apmalieBTHIHOTO KaueCTBO Ha JIEKAPCTBEHUS MTPOJYKT HE € J0CTaThYHO 0OOCHOBAHO.

. 58. HpI/ITe)KaTeHSIT Ha paspClICHUCTO 3a yHOTpe6a HOCH OTTOBOPHOCT 34 II'bJIHOTATa
" JOCTOBCPHOCTTAa HA JAHHUTE B JOCUCTO.

ctp. 24 ot 157



Y. 59. (1) Otka3bT Ha U3MBIHUTETHUS nupektop Ha MAJI 3a u3gaBaHne Ha pa3pericHue
3a yroTpeda/yI0CTOBEPEHHE 3a PETHCTPaIlis Ha JIEKAPCTBEH MPOIAYKT MOXKe J1a ObjIe 00KalBaH 1Mo
pena Ha AJIMUHHUCTPATUBHOIIPOLIECYATTHUS KOJIEKC.

(2) OTka3pT Ha W3NBIHUTETHUS aupekTop Ha WAJI m MOTMBUTE 3a HEro ce myOJIMKyBaT Ha
CTpaHUIaTa HA areHIIUsITa B UHTEPHET.

Ui 59a. (Hos - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) (1) (U3m. - IB, 6p. 102
ot 2012 r., B crita ot 21.12.2012 r.) B cimygaute mo wi. 55, an. 2 1 5, HO He MO-KBCHO OT 9 Mecera
MpeId M3THYAHETO HA CPOKA Ha Pa3pelIeHUETO 3a YMoTpeda/yI0CTOBEPEHHETO 3a PErUCTPAIHS,
npuTexaTesaT My nojaasa B MMAJI 3asBieHue 3a mogHOBSIBaHE, MPUPYKEHO ¢ 0000IIEHO JOCHE TIO
OTHOIIICHHE HAa KaueCTBOTO, OE30MAaCHOCTTa U €(PUKACHOCTTA, BKIIFOUUTEIIHO OICHKA HA JAHHUTE,
ChABPXKAIIM CE€ B JIOKJIATUTE 3a IMOJO3UPAHM HEKEJIAHW JICKAPCTBEHUW PEaKIMH U MEPUOJTUYHUTE
aKTyallu3upaHu JOKIaau 3a Oe30MacHOCT, TMOJaBaHU B CHOTBETCTBHE C IJIaBa OCMa, U BCHUYKHU
0JIOOpEHH TIPOMEHHW CJIeJ] H3JaBaHe Ha pa3pelIeHHeTO 3a YIoTpeOa/yJ0CTOBEpEHUETO 3a
perucTpanus.

(2) U3uckBaHusATa KbM JJAaHHUTE U JIOKYMEHTUTE OT JOCHUETO 10 aJl. | ce ompenensaT B Hapeadara mo
ui. 42.

(3) B cpok 10 120 mHEM OT MOCTHIIBAHE HA 3asBICHUETO U JOKyMeHTarmsaTa o an. 1 MAJI onensisa
KauecTBOTO, Oe30MacHOCTTa W e(PUKAaCHOCTTa Ha JIEKAPCTBEHUS MPOIYKT M HM3TOTBS OIECHBYCH
JOKJ1a/1, KOWTO TIPEICTaBs Ha U3IIBIHUTEIHUS aupekTop Ha MAJL.

(4) Koraro yctaHOBM HEI'BJTHOTH W/WJIM HECHOTBETCTBHS B IIPEACTaBEHATa JOKYMEHTALUs 1o aj. 1,
HNAJl yBemomsiBa MHCMEHO MPHUTEXKATENs] HA pa3pelIeHUueTo 3a YHoTpeda/yAoCTOBEpEeHUETO 3a
perucTpanusi ¥ JaBa yKa3zaHUsS 3a OTCTpaHsSBaHETO WM. [IpuTexarenar Ha paspenieHHEeTo 3a
ynoTpe0a/ya0CTOBEPEHUETO 3a PETUCTpallis OTCTPAHsIBA HEMIBIHOTUTE U/UIU HECHOTBETCTBUSTA B
JTOKyMEHTaIusATa B cpok A0 30 1HU OT J1aTtata Ha MOJIy4aBaHE HA YBEIOMIICHUETO.

(5) B cpox 10 nmuHu oT monmyyaBaHe HA OIEHBYHUS JOKJIAJA MO ai. 3 U3MBIHUTEIHUAT AUPEKTOP Ha
NAJI u3naBa paspericHre 3a TMOJHOBSIBAHE HAa pPa3pelICHHETO 3a yIMoTpeOa/yI0CTOBEPEHHUETO 32
perucTpans Ha JeKapCTBEHUS MPOIYKT UM MOTUBUPAH OTKa3.

Ui 596. (Hos - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) (1) U3nbaHUTETHUAT
aupextop Ha MAJIl oTka3Ba MOAHOBSIBAaHE Ha pa3pelICeHHETO 3a yNoTpebda/ydoCTOBEpEHHETO 3a
perucTpamys Ha JEKapCTBEHHS MPOJYKT, KOTaTo CiIeJ OlEeHKa Ha Jocuero mo wi. 59a, am. 1 ce
YCTaHOBH, Ye:

1. nexapcTBEHUAT NPOIYKT € BPE/IeH IIpH MpaBUIHA yIIOTpeda, Uiu

2. TUIICBA TepaneBTUYHA €PUKACHOCT, WIN

3. CbOTHOILIEHUETO MO0JI3a/PUCK € HEOJAronpUsTHO MPHU IPAaBUIIHA YIOTpeOa, WK

4. KOJIMYECTBEHUAT U KAUECTBEHUST ChCTAB Ha JIEKAPCTBEHUSI TPOAYKT HE OTTOBAPST HA OMUCAHUSA B
JOCHETO, UITH

5. 1aHHUTE B AOCHETO M0 Wil 59a, ann. 1 ca HeBEpHHU, WU

6. KOHTPOJBT Ha JICKAPCTBCHUA IIPOAYKT W/AIM Ha CHCTABKUTE W Ha MCXIUHHUTE €Talu OT
MIPOU3BOJICTBEHHSI IIPOLIEC HE € U3BBPIIBAH WM HE € MU3MBIHABAHO JIPYr0 M3MCKBAHE, IPU KOETO €
U3/1aJICHO Pa3peIIeHUETO 3a MPOU3BOJICTBO, HITH

7. HSIKOM OT JaHHUTE B JOCHETO HE OTrOBapsAT Ha M3MCKBaHUATA Ha uil. 59a, an. 1 u 2.

(2) Otka3pr Ha wusnbaHUTENHUA 1upekTop Ha MAJl 3a monHoBsSiBaHE Ha paspelleHue 3a
yrnoTpe6a/y10CTOBEpEHUE 32 PErHCTpallis Ha JIEKAPCTBEH MPOJIYKT MOXKe Ja ObJie 00KaJlBaH IO
pena Ha AJMUHUCTPATHBHOIIPOIIECYATHHSI KOJIEKC.

(3) Otka3bT Ha U3NBIAHUTENHUS AupekTop Ha MAJl u MoTHBHTE ce myOIMKyBaT Ha CTpaHHUIIATa Ha
HNAJI B uHTEpHET.

Yn. 598. (Hos - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., u3m., 6p. 102 ot 2012 1., B
cwia ot 1.04.2013 r.) U3nbaHuTennaTa areHIus 1o JiekapcTBaTa yBeaoMsiBa Hannonannus cbBeT
0 LIEHU ¥ peuMOypcHpaHe Ha JEKapCTBEHUTE MPOIYKTH 3a MPEKPATEHUTE U OTHETUTE pa3pelleHus
3a ynorpe0a, KakTO U 3a HAIpaBeHWUTE OTKa3W 3a MOJHOBSBAHE Ha M3JaJICHU pa3pelieHus 3a
yrnoTpebda Ha JeKapCTBEHH MPOAYKTH B 7-IHEBEH CPOK OT W3JJaBAaHETO HA ChOTBETHUS aKT.
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Pa3znen VI
IIpoMenu B M3/1a/1eHO pa3pellieHue 3a yroTpeda

Ui 60. (1) (U3m. - [IB, 6p. 12 ot 2011 r., B cuna ot 8.02.2011 r.) [Ipurtexarensat Ha
paspelieHue 3a yrnorpe0da Ha JIeKapcTBEH IPOAYKT € JuIbxkeH Ja yBenpomu MAJI 3a Besika npoMsiHa B
YCIJIOBUSATA, IPU KOUTO € U3/AaJIEHO Pa3pEILICHUETO.

(2) (U3m. - JIB, Op. 12 ot 2011 r., B cuma ot 8.02.2011 r.) [IpomenuTe morat na 6baaT OT THUII 1A,
tun Ib, Tun I, pasmupsiBane Ha 00XBaTa Ha pa3peLICHUETO 3a yoTpeda U CIEeUIHH OrPaHUYUTEITHA
MEpKH 3a 6€30I1aCHOCT.

(3) (U3m. - B, 6p. 12 or 2011 r., B cuima ot 8.02.2011 r.) VcioBusta U KpUTEPUUTE 3a
KJ1acu(uKanus Ha IPOMEHUTE Ce ONpeNeNAT ¢ Hapeaoara 1o ui. 42.

(4) (M3m. - IIB, Op. 12 ot 2011 r., B cuna or 8.02.2011 r.) IlpomsiHa, KOATO HE ce sIBSBa
pasimupsiBaHe Ha oOXBaTa M YMITO Kiacu(UKalys ocTaBa HEONpeAeNeHa ciel NpuiaraHe Ha
yCIOBHATA M KpUTEpUUTEe MO Hapeabata mo wi. 42, ce cmsaTa 3a mpomsHa oT Tum Ib 1o
nmoapa3oupaHe.

(5) (Homa - [IB, 6p. 12 ot 2011 r., B cuna ot 8.02.2011 r.) Kato uzkitouenue ot ai. 4 npomsiHa,
KOSITO HE ce€ sBABA pa3llIMpsiBaHe Ha 00XBara M YMATO KiIacu(UKaLus ocTaBa HEONpEAETIeHa Cle[
IpuJiaraHe Ha yCJIOBMsITa M KpUTEpUUTE Ha HapenbaTa mo ui. 42, ce cMaAra 3a mpoMsHa ot tun Il B
CIICZIHUTE CIy4au:

l. mo uckaHe Ha TpPUTEKATENs Ha Pa3pelICHHETO 3a yNmoTpeda, OTpa3eHO B 3asBICHHETO 3a
IIPOMSIHA;

2. korato MAJI cnen onieHka Ha BaTMAHOCTTA HAa YBEIOMIIEHUETO 110 4. 63 mperneHu, ye npomsiHata
MOJKE J1a UMa CBIIECTBEHO Bb3AECUCTBUE BHPXY KAaueCTBOTO, O€30MaCHOCTTA WM e(UKacHOCTTa Ha
JIEKapCTBEHHS TPOIYKT.

Yn. 61. (U3m. - [IB, Op. 12 ot 2011 r., B cuna ot 8.02.2011 r.) (1) 3a Bcsika mpomsiHa OT
tun A, tun 1B, tum 11 wim pa3mmpsiBane Ha 00XBaTa MPUTESKATEIAT HA pa3peIIeHUEeTo 3a ynorpeda
Ha JIeKapCTBeHUs NpoAyKT noaasa B MAJI oTaenHo yBegoMieHHE, ChOTBETHO 3asiBIICHHE.

(2) Koraro nmanena mpomsiHa BOJIM O TMPOMsIHA B JAHHUTE OT KpaTKaTra XapaKTepUCTHKa Ha
MPOJYKTa, HAa OMAKOBKaTa W/WIK B JMUCTOBKATa, Te3W MPOMEHH Ce MpHeMaT KaTo 4acT OT 3asBeHaTa
IIPOMSIHA U 32 TSIX HE Ce MojaBa OT/AEIHO 3asiBICHHUE.

(3) IlpuTexarensaT Ha pa3pelIeHUEeTo 3a yrnoTpeda Moke Ja Tpynupa IpOMEHUTE, KOraTo:

1. yBemoMsiBa €IHOBPEMEHHO 3a €THU W CHIIU MPOMEHH TUT [A B yCJIOBHATA HA €IHO WJIM MTOBEYE
paszpeliieHus 3a ynorpeoa;

2. 3asiBABa €IHOBPEMEHHO HSKOJIKO IPOMEHH B YCIOBHUSATA Ha pa3pelieHus 3a ynorpeoda,
MpUHAJISKANI KbM TJI00ATHOTO pa3pelieHue 3a ymorpeba mo wi. 28, ajn. 8 Ha JIeKapCTBEHUS
MPOJYKT, IPH YCJIOBHUE Y€ CHOTBETHUTE MTPOMEHH IOMAAT B €IUH OT CIETHUTE CIIyJau:

a) eJHa OT MPOMEHHTE B Tpyrara € pa3upsiBaHe Ha 00XBaTa Ha pa3pelIeHueTo 3a yrnorpeoa;

0) emHa OT MPOMEHHUTE B Tpymara ¢ mpomsiHa Tun II, a BCHYKHM ocTaHAIHM MPOMEHH B rpymara ca
MIPOMEHH, KOUTO ca CJe/ICTBUE OT mpoMsHara Tur 11

B) €JHa OT NMPOMEHHUTE B rpymnara ¢ nmpomsHa Tun Ib, a BCHYKM ocTaHaIM MPOMEHH B Tpyrara ca
MIPOMEHH, KOUTO ca CJe/ICTBUE OT IpoMsHara Tur Ib;

I') BCHYKHA TIPOMEHHU B rpylaTa c€ OTHACAT caMO JO NMPOMEHU OT aJMHHHCTPATHBEH XapakTep B
KpaTKaTa XapaKTepHCTHUKA Ha IPOAYKTA, JINCTOBKATA 32 MAIMEHTa WU OMaKOBKATa;

1) BCHYKW TIPOMEHM B TpyraTa ca IpOMEHH B OCHOBHATa JOKYMEHTAIIMS Ha aKTUBHOTO BEIIECTBO,
OCHOBHATa JIOKYMEHTAIIUsI HA BAKCHHHHMS aHTUTEH WM OCHOBHATA JIOKYMEHTAIIUS 3a TUTa3MaTa;

€) BCHYKM MPOMEHHM B TpylaTa ca BbB BpPB3Ka C MPOEKT, MpeIHa3HaYeH Ja YChBBPIICHCTBA
MPOM3BOJICTBEHUST TIPOIIEC W  KAYSCTBOTO HAa CHOTBETHHS JICKAPCTBEH IMPOJIYKT  WIIN
HEroBOTO/HETOBUTE aKTUBHO/aKTUBHH BEIIIECTBO/BEIIECTRA;

) BCHYKH TIPOMEHH B Tpylara ca IPOMEHH, KOHWTO 3acsAraT KadeCTBOTO Ha ITaHJSMHUYHA
MPOTUBOTPUITHA BAaKCUHA,
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3) BCMUKHM MPOMEHHU B Ipymara ca MPOMEHU B CHCTeMaTa 3a JieKapcTBeHa 0e30MacHOCT MO riaBa
ocMa;

1) BCHUYKH MPOMEHHM B rpymara ca CIEICTBUE OT OMpejesieHa CIellHa MspKa 3a Oe30MacHOCT U ca
MoJaJIcH! B CbOTBETCTBHE C 4. 66;

K) BCUYKM IPOMEHHM B rpylnaTa ca CBbp3aHU C BKJIIOYBaHE Ha MHGOpManus 3a JafeH (apmako-
TepaneBTUYEH KJIaC;

J1) BCUYKH [IPOMEHU B TpyIiaTa ca CJIeJICTBHE OT OI[EHKaTa Ha MepHUOJUYeH JO0KJIa] 3a 0€30MacHOCT;
M) BCUYKHM IIPOMEHHM B TpylaTa ca CICACTBUE OT MPOyYBaHE CJE/ MOoJyuyaBaHe Ha pa3pelieHHe 3a
ynotpe0a, IpoBEACHO O] Ha/130pa Ha MPUTEKATEINS Ha Pa3pelIeHUETOo 3a yrnoTpeda;

H) BCHUYKHM MPOMEHU B rpylara ca CJIEJACTBHE OT M3IIBIHEHUETO Ha YCJIOBHE B pa3pellieHHE 3a
ynotpeba 1o 4. 56;

3. 3asBEHUTE MPOMEHH B YCJIOBHSTA Ha €IHO U CHIIO pa3pelieHHe 3a yrnorpeda He momaaar B
ciiydaute 1o T. 2, npu yciosue ue MAJI ce cbriacu na npuiaoku KbM T€3U IIPOMEHHU €1HA U ChlIa
npoueaypa.

(4) Ilpu rpynupane Ha MPOMEHU 1O all. 3, T. 2 U 3 MPUTEKATEIAT HA PA3PEIICHUETO 3a YImoTpeda
nogasa B MAJI:

1. enuHHO yBeIOMIIEHUE, KOraTo MOHe eHa OT mpoMeHuTe € Tun Ib u Bcuuku octananu ca tum [A
miu tai 1b;

2. eIMHHO 3asBIIEHUE, KOTaTO OCHOBHATA MpoMsiHa € Tull Il 1 HUTO eAHa OT IPYruTe MPOMEHH HE €
pasmmpsiBaHe Ha 00XBaTa Ha Pa3pelIeHUETO 3a yIoTpeoa;

3. eMHHO 3asBJIEHUE, KOTaTO OCHOBHATA MPOMSIHA € pa3lIMpsBaHe Ha 00XBaTa Ha Pa3pelICHHETO 32
ynotpeoa.

(5) 3aemqHO cbhC 3asABICHHMETO, CHOTBETHO YBEAOMJICHHETO MO al. | wiu 4, mpurexarensT Ha
pa3peleHueTo 3a ynorpeda nojana:

1. nokyMeHTaIus, CBbp3aHa C MPOMEHHTE, ONpeieNieHa ¢ HapeadaTa 1o 4. 42;

2. TOKYMEHT 3a IUTaTeHa TaKca B pa3Mmep, onpeueseH ¢ tTapudara mo wi. 21, ai. 2.

(6) Uznbanutennust aupekrop Ha WMAJl yTBBpkmaBa oOpasuuTe Ha 3asBICHHE, CHOTBETHO
yBeJOMJICHHE 110 aj. 1 u 4, KouTo ce myOIMKyBaT Ha MHTEPHET cTpanuiiara Ha MAJL

Y. 62. (U3m. - JIB, 6p. 12 ot 2011 r., B cuia ot 8.02.2011 r.) (1) IIpurexarensat Ha
paspeleHueTo 3a ynorpeda Moxke /1a ojaje yBeaomieHue 3a npomenu tin IA B cpok 12 mecena
Cclie/l MPUJIaraHeTo UM C M3KJII0UEHHE Ha POMEHUTE, KOUTO M3UCKBAT He3a0aBHO yBEIOMIICHHE.

(2) IIpomenute Tun IA, xouTo M3MCKBAT HE3a0aBHO YBEJOMIICHHE, C€ ONPEILIAT C HapeaoaTa 1o
L. 42.

(3) B caydaute mo an. 2 mpUTEXATENAT HA pa3pelIeHHEeTo 3a YrnoTpeda mojiaBa yBeAOMIICHHE 3a
npomsiHata TUI [A He3abaBHO ciesl IpuiaraHeTo .

(4) B 30-nHeBeH cpok OT mojy4yaBaHE Ha yBEJAOMJIEHMETO Mo ain. 1, cborBeTHO mo an. 3, MAJI
yBEJIOMsIBa IPUTEKATEIIS HA pa3pellieHUeTo 3a yrnoTpeoa:

1. nanu mpoMsHaTa/IPOMEHUTE ce MpueMa/mprueMaT WIM He; KOraro npoMsiHaTa/TIpOMEHUTE HE ce
npuema/mpuemar, ce mocouBaT MOTHBHTE 32 TOBA, U

2. 1any MpoMsHaTa/IpOMEHUTE BOAU/BOJAT IO MPOMsIHA HA JAHHUTE B U3/1aJICHOTO pa3peleHue 3a
yroTpeba; KoraTo ce Hajara poMsiHa B U3/1aICHOTO pa3pelleHue 3a ynorpeda, ce npuiara 4. 64a.
(5) Iputexarenat Ha pa3pelIeHHETO 3a yHoTpeda MpPEeycTaHOBsSBA HE3a0aBHO MPUIIATAHETO Ha
CbOTBETHATa/ChOTBETHUTE MPOMSIHA/IpoMeHH THIl [A ciex nmojyyaBaHe Ha yBeJOMJIEHHE 110 ai. 4,
T. 1 3a HEpUEeMaHe.

Yn. 63. (Usm. - B, 6p. 12 or 2011 r., B cuma or 8.02.2011 r.) (1) Koraro
yBeIOMIIEHHETO 3a npoMsHa Tun Ib otroBaps Ha m3uckBanusTta Ha wi. 61, MAJI yBemomsiBa
MIPUTEKATENS Ha pa3pelieHueTo 3a ynorpeda, ue yBeJOMISHUETO € BaIHIHO U MMOCOYBA J1aTaTa, OT
KOSITO CPOKBT IO aJl. 2 3a1o4Ba J1a Teue.

(2) B 30-gHeBeH cpok OT moiyyaBaHe Ha BanugHo yBenomieHue WAJI oueHsBa mopaneHara
JTOKYMEHTAIUS U yBEAOMSIBA IPUTEKATEIIS HA Pa3pEIICHUETO 3a ynoTpeoa:
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1. ganu omoOpsiBa mpoMsiHATa WM HE; KOTaTo MpOMsIHATa HE ce 0700psiBa, ce€ MOCOYBAT MOTHUBUTE
3a TOBa, U

2. 1anmy mpoMsiHaTa BOAM J0 MPOMSIHA Ha JaHHUTE B M3a/IEHOTO pa3pellieHue 3a yrnoTpeda; Koraro
ce Hayara mpoMsiHa B M3Ja/ICHOTO pa3pelieHne 3a ynorpeda, ce npuara 4i. 64a.

(3) Koraro B cpoka mo an. 2 MAJI ycraHOBH HECHOTBETCTBHS B IOJaJICHaTa JOKYMEHTAIUS C
M3MCKBAHUATA HA 3aKOHA U Hapen0ara 1o wi. 42, T yBeIOMsBa MPUTEkKATENS Ha pa3pelIeHHeTo 3a
ynotpeoa.

(4) B 30-n1HeBeH CpoK OT IMOJTy4aBaHE HA YBEJOMIICHHETO 110 aJll. 3 MPUTEKATEIAT HA Pa3pPEIICHUETO
3a ynotpeba MoKe Ja MPOMEHHU WM JOMTbIHH JTOKYMEHTAIUsTA.

(5) Korato B cpoka mo ajn. 4 mpuUTeXKaTeNIT Ha pPa3pelIeHHuEeTO 3a yrnoTpeda He NpeacTaBU
IIpOMEHEHa WK JonbJHeHa nokymeHTauus, UAJI npekpatsBa mpoiieypata U yBeAOMsBa 3a TOBa
MIPUTEKATEINS HA pa3pelIeHUETo 3a yrnoTpeoda.

(6) B 30-nHeBeH CpoK OT MOJydyaBaHE HA MpOMEHeHara JokymeHTarus 1o an. 4 MAJI yBegomsiBa
IIPUTEKATEIIS HAa PA3pELICHUETO 3a yIoTpeoda:

1. ganu omoOpsiBa mpoMsiHATa WM HE; KOraTo MpoMsiHATa HE ce 0A00psBa, c€ MOCOYBAT MOTUBUTE
3a TOBA, U

2. 1amy mpoMsiHaTa BOJM A0 MPOMsIHA Ha JAHHUTE B U3JaJICHOTO paspelleHue 3a yrnorpeda; Korato
ce Hayiara mpoMsiHa B U3/IaJICHOTO pa3pelieHue 3a yrnorpeda, ce npuiara wi. 64a.

(7) IlputexaTenar Ha pa3pelIeHHETO 3a ymorpeba mpuiara omoOpeHara npomsHa tum Ib cren
[I0JIy4aBaHe Ha YBEJOMJIEHHUE 110 al. 2, T. 1, CbOTBETHO 110 ail. 6, T. 1 3a og00psiBaHe Ha MPOMsIHATA.

Y. 64. (U3m. - JIB, 6p. 12 o1 2011 1., B cruta ot 8.02.2011 1.) (1) Koraro 3asBinenuero 3a
npoMsaHa tun Il orroBaps Ha wu3uckBaHusATa Ha uwi. 61, MAJI yBemomsiBa mpurexarens Ha
paspeleHueTo 3a ynorpeda, ue 3asBICHUETO € BATUAHO, KaTO MOCOYBa JaTaTa, OT KOSITO CPOKBT IO
aJl. 2 3amoy4sa Jia Teue.

(2) B 60-nHeBeH cpok OT mojdy4yaBaHe Ha BaduAHO 3asBieHue MAJI u3roTss oneHbueH AOKIAA 3a
poMsHaTa.

(3) CpoksbT 1o an. 2 Mmoxe na ob1e:

1. HamaJleH TpW CHEIIHU ClTydau, KOMTO ca CBbp3aHH ¢ Oe3omacHaTa ynorpeba Ha JIeKapCTBEHUS
MPOJYKT, WIH

2. ynemkeH A0 90 n1HU pu IpoMsiHA, € KOSITO C€ U3MEHS WK 100aBsi TepaleBTUYHO NTOKa3aHue.

(4) Korato MAJI ycraHOBM HEChOTBETCTBUS B IOJajeHaTa JOKYMEHTAIMs C HM3MCKBAHUATA Ha
3aKOHa W HapemdaTta 1o wi. 42, TS yBEIOMsIBa MPUTEXKATENd Ha pa3pelieHHEeTo 3a ynoTpeda u
OIpeJielisl CPOK 3a MPEJOCTaBSIHE Ha JOI'bJIIHUTENTHATa HHPOPMALUs U TOKYMEHTALUS.

(5) B cinyyaute mo an. 4 CpokbT MO aj. 2 crupa Ja Tede JI0 MPEACTaBSIHETO Ha JIOMBJIHUTEIHATA
uHbopManUs U TOKyMEHTAIIHS.

(6) B cpok 10 15 nHM OT U3TOTBSIHE HA OLIEHBYHUS JOKJIA/] U3IBIHUTENHUAT nupektop Ha MAJI:

1. ogoOpsiBa mpoMsiHaTa WJIM NpaBd MOTHBHpAH OTKa3 M yBEJIOMsBa 3a TOBa IMpUTEXarTens Ha
pa3peleHueTo 3a ynorpeoa;

2. yBeZOMsIBa MpHUTEXaTelsl Ha pa3pelIeHueTo 3a yrnorpeda aainu ogoOpeHaTa MpOMsHAa BOJIU 10
MpOMsHAa Ha JAaHHUTE B MU3JaJCHOTO pa3pelleHue 3a yrnoTpeda; KOraTto ce Hajara NpomsiHa B
W3J1a/IEHOTO pa3pelIeHne 3a ynoTpeoda, ce npuiara 4i. 64a.

(7) TlpurexxarensaT Ha pa3pelICHUETO 3a yIMoTpeda MOXKe Ja MPUIIOKKU 000peHara mpomsiHa tur 1|
caMo cJesl U3/JaBaHeTo Ha pa3pelleHne 3a MpoMsHa 1o 4. 64a.

Un. 64a. (Hos - JIB, 6p. 12 ot 2011 1., B cuma ot 8.02.2011 r.) V3mbaHUTETHUSAT
nupektop Ha MAJI u3naBa pa3pelieHue 3a MpoMsiHa B pa3pelIeHueTo 3a ynorpeda B CpoK:
1. Tpuagecer OHW OT WM3JaBaHE Ha yBEAOMJIEHMETO MO 4. 62, am. 4, T. 2, un. 63, am. 2, T. 2,
CbOTBETHO 4jl. 63, anm. 6, T. 2 win ui. 64, an. 6, T. 2, KOraTo CbOTBETHaTa MPOMsIHA BOAU IO
yabJDKaBaHe ¢ 6 Mecella Ha Cpoka, mocodeH B wieH 13, maparpadu 1 u 2 ot Permament Ne 1768/92
Ha CwBera (EMO) ot 18 roHu 1992 r. OTHOCHO Ch3JaBAaHETO HA JOMBJIHUTEICH CepTH(HUKAT 3a
3aKpuiia Ha JJIEKapCTBEHHUTE MPOAYKTH, B ChbOTBETCTBUE C Wwi. 36 oT Permament (EO) Ne 1901/2006;
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2. MWECTAECET THU OT U3JaBaHE HA YBEIOMJICHHETO MO Wi. 62, an. 4, T. 2 - npu npomeHu tuml A,
KOUTO HE U3MCKBAT He3a0aBHO YBEOMSIBAHE,

3. 1IeCTIECET AHU OT U3/laBaHE Ha YBEIIOMJICHHETO 1Mo 4i. 64, ain. 6, T. 2 - 3a npomenu tun II;

4. CTO ¥ OCEMJIECET THU - BbB BCUUKH OCTAHAJU CIIy4aw.

Y. 646. (Hos - 1B, 6p. 12 ot 2011 r., B cuna ot 8.02.2011 r.) (1) Ilpu npomeHu,
OTHACSIIM C€ J0 MPOMEHU B AKTUBHOTO BEUIECTBO 3a IIEJIMTE HA €XKEroJIHaTa aKTyalu3alus Ha
MPOTUBOTPUITHUTE BAaKCUHU, TMPUTEXKATEIAT Ha paspelieHueTo 3a ynorpedba momaBa B HMAJL
3asBIICHHE, IPUAPYKEHO C JOKYMEHTAlus, OnpeaeseHa ¢ Hapeabdara mo 4i. 42. B 7-m1HeBeH Cpok
WAJI npoBepsiBa MbJIHOTATa Ha MOJIaZieHaTa JOKYMEHTAIHSI.

(2) Koraro 3asiBieHueTO OTroBaps Ha M3uckBaHuATa Ha an. 1, MAJI yBegomsiBa mpurTexaTenis Ha
paspeleHueTo 3a ynorpeda, ue 3asBICHUETO € BaJUIHO, KaTO MMOCOYBa JaTara, OT KOSATO CPOKBT IO
aJl. 3 3amoy4sa Jia Teue.

(3) B 45-nmHeBeH cpok OT mojydyaBaHe Ha BaMIHO 3asBiieHue MAJI oneHsiBa JOKyMEHTAIMATA U
W3TOTBS OLEHBYEH JIOKJIAJ.

(4) U3nbaHuTenHATa areHuus 1o JeKapcTBaTa MOXKe Ja U3UCKa OT MPUTEKATEN Ha pa3pelieHHeTo
3a ymoTpeba Ja MpeACTaBH KIMHWUYHUTE JAHHU W JIAHHUTE 32 CTAOMITHOCTTA HA JICKAPCTBCHHSI
npoaykt. [IpuTtexxarenst Ha pasperieHnero 3a ynorpeda mpezacrass B MAJl uznckanure JaHHU B
CpOK 12 IHM OT U3TUYAHETO Ha CPOKa M0 ail. 3.

(5) UsnbnHuTeNHATAa areHlus MO JIeKapcTBaTa OLICHSABA JOKYMEHTAIUsATAa U B3eMa OKOHYATEIHO
penienue B cpok 10 qHU OT MOJIydaBaHETO Ha JaHHUTE MO aji. 4, KaTO M3JaBa pas3peuicHue 3a
MIPOMSIHA WJIH OTKA3.

Ui 65. (1) Koraro mpurexaTteniar Ha pa3pelieHHeTo 3a ynorpeda yCTaHOBHU PHUCK 3a
3JIpaBeTO MpH ynoTpedara Ha JIEKAPCTBEHUs MPOJYKT, TOW MpearpueMa CHEeIIHU OrPaHUYUTEHU
MEpKU 1 He3a0aBHO yBenomsiBa nucmeHo MAJL.

(2) V3mbiHuTenHaTa areHIMs MO JIeKapcTBaTa ce MPOM3HACA IO MEpPKUTE B CpoK 24 4yaca OT
YBEIOMIICHHETO.

(3) Koraro MAJI He ce nmpon3Hece B CpoKa 110 ajl. 2, CMsATa ce, Ye MEPKUTE ca 0A00pEHH.

(4) Koraro MAJI ycTaHoBH, 4e MMa PHCK 3a 3[paBETO Ha XOpara OT ynorpedara Ha JIEKapCTBEHUS
MPOAYKT, Pa3Mopexk/ia Ha MPUTEkKATENs Ha pa3pellIeHneTo 3a yrnoTpeda J1a npeanprueMe He3abaBHO
OTPaHUYUTEITHU MEPKH.

(5) B cnydaute mo an. 1 u 4 mpurexarensT Ha paspelleHHeTo 3a ynorpeda Ha JIeKapCTBEHUS
npoaykT ceriacyBa ¢ MAJI HaunHA M CPOKOBETE 3a BHBEXKIAHE HA MPEANIPHETUTE MEPKH.

(6) IlpurexarensaT Ha paspelleHHETO 3a ynoTpeba Ha JIEKapCTBEHHs MPOJAYKT IMojaBa JIo0
n3IbIHUTENHUS aupektop Ha MAJI 3asBneHue 3a npomsiHa 1o peja Ha wi. 64 He Mo-KbCHO OT 15
IHM CJIeJ] laTaTa Ha peanprueMaHe Ha MEpKUTe.

Uin. 66. (1) (U3m. - [IB, 6p. 71 ot 2008 r., B cruta ot 12.08.2008 r., 6p. 12 ot 2011 1., B
cuna ot 8.02.2011 r.) IlpuTtexarenaT Ha paspelieHue 3a ynorpeda Ha JEKapCTBEHHs HPOIYKT
[10/1aBa 3as1BJICHUE 3a pa3IlUpsBaHe HA 00XBaTa HA U3/1aJICHOTO pa3pelIeHHe 3a yoTpeda npu:

1. mpoMsiHa Ha aKTHBHOTO/aKTUBHUTE BEILIECTBO/BEIIECTBA!

a) 3aMsiHa Ha XMMUYECKH aKTUBHO BEILIECTBO C pa3jIMyeH KOMILJIEKC/IepUBAaT, BKIIFOUBALL] COJI/ecTep,
ChC ChIllaTa TEpaNeBTHYHA YacT, IPU KOETO XapaKTepUCTUKHUTE Ha e(pUKacHOCTTa/0e30macHOCTTa
HE C€ Pa3IN4aBaT ChIIECTBEHO;

0) 3aMsiHa C pa3lMYeH U30Mep, pazIMyHa CMeC OT M30MEpH, 3aMsHa Ha CMEC C M30JUpPaH HU30MeEp
(HampuMmep Ha paleMaT C €IUHUYEH EeHAaHTHOMEp), MpU KOETO XapaKTePUCTUKHUTE Ha
e(peKTUBHOCTTA/0€30MacCHOCTTA HE CE Pa3INuaBaT ChIIECTBEHO;

B) 3aMsHa Ha OMOJOTMYHO AaKTUBHO BEIIECTBO C TaKOBa, KOETO HMa MaJIKO MO-pa3jIudHa
MOJIEKYJISIpHA CTPYKTYpa, MPU KOETO XapaKTEPUCTHKUTE HAa ePEeKTHBHOCTTA/O0€30MacHOCTTa HE ce
pa3ianyaBaT CHUIECTBEHO, C M3KIIOYEHHWE Ha IMPOMEHH B AaKTHMBHOTO BEIIECTBO HA CE30HHA,
npeanaHeMUyHa WK MTaHIeMUYHA POTUBOTPUITHA BAKCHHA 32 YOBEIIIKA yIIOTpeoa;
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r) MpOMsSIHA Ha BEKTOpa, M3MOJ3BaH 3a MPOM3BOACTBOTO HAa aHTUTCHA WM M3XOIHHS MaTepua,
BKIJIFOUMTETHO HOBA OCHOBHA KJIEThYHA OaHKA OT APYT U3TOYHUK, MIPH KOETO XapPaKTEPUCTUKUTE Ha
e eKTUBHOCTTa/0e3BpEeJHOCTTA HE CE PA3INYaBaT ChIIECTBEHO;

1) HOB JIMTAH/I WM CBBP3BAI MEXaHU3bM 3a paguo]apManeBTHK, IPU KOUTO XapaKTEPUCTUKUTE HA
e eKTUBHOCTTa/0€30MacCHOCTTA HE C€ pa3jinyaBaT ChUIECTBEHO;

€) TMpoMsHa B EKCTpaxupamysi pa3TBOPUTEN MJIM B  CHOTHOIIEHHETO  PACTHTEIHO
BELIECTBO/PACTUTENIEH IMpernapar, Mpu KOETO XapaKTepUCTUKUTEe Ha edukacHOCTTa/Oe3BpeIHOCTTa
HE C€ pa3NIN4aBaT ChIIECTBEHO;

2. mpoMsiHa B KOJMYECTBOTO Ha AaKTUBHOTO BEIIECTBO, JieKapcTBeHaTa ¢opMa U MbTS Ha
BBBEXK/IAHE:

a) MpoOMsIHAa B OMOHAJTMYHOCTTA;

0) nmpoMsiHa BB (papMaKOKMHETHKATA, HAIIPUMEP MPOMIHA B CKOPOCTTa Ha OCBOOOKIaBaHE;

B) IPOMSIHA WJIK J00aBsSHE HA HOBO KOJMYECTBO Ha aKTUBHOTO BEILIECTBO/aKTUBHOCT;

T') IpOMsIHA WK 100aBsiHE Ha HOBA JIEKapcTBeHa (opMa;

1) TpoMsiHAa WM J00aBsiHE Ha HOB IbT HAa BBBEXKIAHE - MPU MAPEHTEPAIHO MPHIOKECHHUE €
HEOOXOMMO Ja Cce TpaBd pasrpaHUuCHHE MEXIy HWHTpaapTepualieH, WHTPAaBEHO3CH,
MHTPAMYCKYJICH, TIOJJKOKEH U APYTU MBbTUILA HA BbBEXKIAHE.

(2) 3asBnenuero no an. 1 ce moaama 3aeAHO C JOKyMeHTaIusTa mo 4i. 27, ain. 1, 1. 10, cBbp3ana ¢
MIPOMEHUTE MO ail. 1.

(3) UsnuckBanusTa KbM JOKYMEHTAIMTA TIO QL. 2 CE OMPEACIAT B HapeadaTa mo wi. 42.

(4) HaumeHoBaHMETO Ha JIEKAapCTBEHUS NPOAYKT B M3AAJIEHOTO paspelleHue 3a paslupsiBaHe Ha
o0XBaTa Ha MbPBOHAYATHOTO pa3pelIeHue 3a yIoTpeda He ce TPOMEHS.

(5) UznaBaneTo Ha paszpeleHue 3a pa3lMpsiBaHe oOXBaTa Ha BeYe H3/aJCHO pa3pellieHue 3a
ynoTpe0a Ha JIKapCTBEH MPOJIYKT CE U3BBPIIBA MIPU YCIOBUATA U IO peaa Ha wi. 49 - 51.

Yn. 67. (1) [putexarenar Ha pa3pelIeHHETO 3a ynoTpeda Ha JIEKapCTBEHHS HPOIYKT
MoJIaBa 3asiBJIICHUE 3a W3/IaBaHE HAa HOBO pa3pelIeHue 3a ynotpeda mnpu:
1. noGaBsiHEe WM TIpeMaxBaHEe HA €JHO HJIM [OBEYE aKTHBHU BEIECTBA, BKIIOYUTEIHO aHTUTCHHU
KOMIIOHEHTH 32 BAaKCUHHTE;
2. mpoMsHa B KauyeCTBOTO Ha AaKTHBHOTO BEIIECTBO, IOCOYEHA B JJOCHETO, KOSTO IPOMEHS
CBIIECTBEHO XapaKTEPHCTUKUTE 3a OE30MacHOCT M e(UKACHOCT Ha JICKAPCTBEHHS TPOIYKT, U
IIPOMEHEHOTO BEILECTBO CE OINpeeNsl KaTo HOBO;
3. mo0aBsiHE Ha HOBO WJIM TPOMSIHA Ha CHINECTBYBAIIOTO IMOKa3aHUE 3a JIYeHUE, MPOQHIaKTHKA
WIN AMAarHOCTHKA B JpyTra TeparneBTUYHa 00JIacT.
(2) (Homa - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) [IpuTexaTensT Ha pa3pelIeHUETO 3a
yrnoTpeba Ha JIEKapCTBEHHs MPOJYKT IOJaBa 3asBICHHME 3a M3/laBaHe Ha HOBO pa3pelleHHe 3a
yrmoTpeda, KOraTo 3asBICHHETO 3a TOJHOBSBAaHE HA Pa3pelICHHETO 3a yIoTpeda He € MOAaaeHO B
cpoka o wi. 59a, an. 1.
(3) (Ilpegumna an. 2 - B, 6p. 71 or 2008 r., B cuma ot 12.08.2008 r.) 3asBiieHHETO C€
IpUIpPYKaBa OT TOKyMEHTAalMs, Ollpe/iesieHa B Hapeaoara 1o ui. 42.
(4) (Ilpeaumna an. 3, nom. - /1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) B cnyuaute no an. 1 u
2 ce mpuiiara nporenypata mo 4wi. 49 - 51.

Uin. 68. (U3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) (1) Ilpurexarensar Ha
paspelieHue 3a ynorpeba/y0CTOBEpEHUETO 3a PETHCTpallis Ha JIEKapCTBEH MPOAYKT € JUIhKEH J1a:
1. oTuMTa MOCTMKEHMSTa HA HAYYHO-TEXHMUYECKUsS IMPOrPec U Ja BbBEXKJAa BCHUUKM HEOOXOAUMHU
IIPOMEHU B JOKyMEHTauusATa mo wi. 27, an. 1, 7. 7 u 8 ¢ 1en JNeKapCTBEHUAT NMPOAYKT Ja ce
MIPOM3BEX/a U KOHTPOJIMpA CHIJIACHO OOLIONPUETUTE HAYYHH METOAM; IPOMEHUTE C€ M3BBHPILIBAT
10 pe/ia Ha TJIaBU TPETa U IETa;

2. monaBa He3a0aBHO B MAJI Bcsika HOBa MHQOpMaIMs, KOSTO MOXKE Ja HAJlOKHU MPOMSHA B
JAHHWUTE U JOKYMEHTHUTE 10 Wwi. 27 - 32 ¥ B KpaTKara XapaKTepUCTUKA Ha IIPOAYKTa;

3. undopmupa BenHara MAJl 3a Bcska 3a0paHa UM OrpaHUYEHHUE, HAIOXKEHO OT PEryJaTOpHU
OpPraHM Ha JAPYTH AbP’KaBU, B KOUTO JIEKAPCTBEHUAT MPOAYKT € IyCHAT Ha Ia3apa, 3a NpUIHHUTE,
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MOopajy KOUTO ca HaJIOXKEHHU Te3U MEPKH, KaKTO U 3a BCsKa JIpyra HOBa UH(OpMaIHs, KOSTO MOXKe
Ja TIOBNUSC€ HA OIGHKAaTa Ha TIOJ3UTE U PHCKOBETE HA CBOTBETHUS JICKAPCTBEH NPOAYKT;
nH(popMalKATa BKIIIOUBA KAKTO MOJIOKUTEITHUTE, TaKa U OTPUIATEITHUTE PE3yITaTH OT KIMHUYHUTE
M3MUTBAaHMUA WIM APYrH MPOYYBAHUS HAa BCHYKM MOKAa3aHWA W TOMYJIALMU, HE3aBHCUMO JaH ca
BKJIIOUEHU B Pa3pelICHUETO 3a yoTpeda, KaKTo U IaHHU 3a yrnoTpedaTa Ha JIEKapCTBEHUS MPOAYKT,
KOTaTo Ta3u ynorpeda € U3BbH yCIOBUATA HA Pa3pelICHUETO 3a yroTpeda;

4. cpxpaHsBa M akTyajquszupa HMHGOpMaLUATa 3a JIEKAPCTBEHHUS MPOIYKT C TEKYLIUTE HAyYHU
MO3HAHUS, BKIIOYUTEIHO 3aKIIOYCHUATA OT OLEHSIBAHETO W MPENOPBKUTE, MyOIMKyBaHU Ha
EBporneiickust ”HTEpHET MOPTaj 3a JIEKapCTBEHH MPOJIYKTH, Ch3/1aJIeH B ChOTBETCTBUE C WIEH 26 OT
Permament (EO) Ne 726/2004 na EBpomneiickus mapiameHT u Ha ChbBeTa;

5. pa3mpocTpaHsaBa JIEKapCTBEHHS MPOAYKT € MOCIEAHO oJo0peHaTa KpaTka XapaKTepuCTHKa Ha
MPOAYKTA U JIUCTOBKA 3a MAIMEHTA;

6. (moBa — JIB, Op. 18 ot 2014 r.) uadopmupa MAJI 3a BCAKO MPEANPHETO OT HETO JCHCTBHE,
CBBpP3aHO C BPEMEHHO CIIMpaHe IPEAJaraHeTo Ha Ia3apa Ha OIPEAEEH JIEKAPCTBEH MPOAYKT,
M3TETJISIHE OT Ia3apa Ha OIpeJiesieH JIEKapCTBEH MPOAYKT, UCKaHE 3a MPEKpaTsABaHe Ha pa3pelieHue
3a yrnorpeba WM 3a8BEHO HAMEPEHHE 32 HEMOJHOBIBAHE HAa Pa3pelICHHETO 3a yIoTpeda, KakTo U
J1a IOCOYM MPUYMHHTE, TOPATU KOUTO € MPEIIPUETO TOBA JICHCTBUE; B TE3U CIy4Ya MPUTEKATEISAT
Ha pa3pelleHueTo 3a ynorpeda Aekiiapupa Jaiu IpeanpUeTUTe OT HEro JEHCTBUS ce IbJIKAT Ha
HAKOE OT OCHOBAaHUATA 10 WiI. 276 wiu o wi. 277;

7. (moBa — JIB, Op. 18 ot 2014 r.) undopmupa MAJIL, ako meiictBusaTa 1Mo T. 6 ca MPEIIPHETA B
TpeTa IbprKaBa U ce AbJKAT Ha HAKOE OT OCHOBaHUsATA MO Wi. 276 wiu 1o ui. 277;

8. (moBa — JIB, Op. 18 ot 2014 r.) undopmupa EBporelickara areHIus 1o JieKapcTBaTa, KOrato
JEUCTBUATA 1O T. 6 U 7 ca mpeAnpueTyu Ha OCHOBaHue wi. 276 u 277,

9. (moBa — /1B, Op. 18 ot 2014 1.) ocurypsiBa AOCTaTh4HU KOJINYECTBA OT JICKAPCTBEHUS IPOIYKT 32
3aJI0BOJIsSIBaHE Ha 3[paBHUTE NOTPEOHOCTH Ha HaceleHueTo Ha PenmyOnuka boiarapus;

10. (noBa — /1B, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) npenocrassa Ha MAJL, execenmuuHo
WM TIPU IPOMSIHA Ha 0OCTOSITENICTBATA, Ype3 CHelalu3upaHaTa eleKTpOHHA cucTema mo 4i. 2176,
ai. 1 nadopmanus 3a:

a) J0CTaBeHUTE Ha Tepuropusara Ha PenybOnuka bbiarapust koaudecTBa, MOCOYEHU IO JEKAPCTBEHU
NPOAYKTH, BKIIOUYEHH B I[lO3MTHBHUS JIEKAPCTBEH CIUCHK, HAa KOUTO € TPUTEXKATeNl Ha
paspelieHneTo 3a ynorpeoa;

0) TBPTOBIUTE Ha €IpO, Ha KOUTO Ca JIOCTABEHW KOJIIMYECTBATA JICKAPCTBEHH NMPOIYKTH MO OyKBa
nan;

B) J1aTaTa, Ha KOSATO ca U3BBPIICHU JOCTaBKUTE 1o OykBU "a" u "0";

I) HAIMYHUTE B CKJIQJ0BETE€ KOJIMYECTBA, MOCOYEHH MO JIEKApCTBEHM IPOJYKTH, BKIIOUYEHU B
[To3uTHBHUS JIEKaPCTBEH CIIUCHK, HA KOUTO € IPUTEKATEI Ha Pa3pelIeHueTo 3a ynorpeoa;

11. (moBa — JIB, 6p. 103 ot 2020 r., B cuna ot 1.01.2021 r., mom., 6p. 16 ot 2024 r., B cuna or
23.02.2024 r.) npenoctasst Ha MAJI 3a BCUYKH JIEeKapCTBEHU MPOJIYKTH, pa3pelieHu 3a ynorpeda Ha
TEPUTOpHATA Ha CTpaHaTa, BKJIIYMUTEIHO TIPU TMPOMSHA Ha OOCTOsATENCTBAaTa, Ype3
crelMagu3upaHaTa eJeKTpOHHa cucTema 1o ui. 2176, an. 1 nndopmanus 3a Kojia Ha MPOJAYKTa IO
cmuchia Ha wi. 4, OykBa 0), moarouka i) ot /[lenermpan permament (EC) 2016/161 3a
JIEKApCTBEHUTE MPOAYKTH, OIPENEICHH B HEro, B CpoK 10 14 nHU OT myOJIMKyBaHETO Ha
nekapcTBeHusi MpoAyKT B [lO3UTHMBHHSA JEKapCTBEH CIHCHK, CHOTBETHO OT HACTHIIBaHE Ha
IIpoMsIHaTa Ha 0OCTOSTENICTBATA.

(2) [Ipurexarenar Ha pa3pelICHUETO 3a YOTpeda/y10CTOBEPEHUETO 3a PETUCTPALUS € JIIBKEH NPU
nouckBane ot MAJI ga npeacrasu:

1. 1aHHU B MOJKpena Ha MOJI0KUTEITHOTO ChOTHOLIICHHE TI0JI3a/PUCK 32 JIEKAPCTBEHUS TIPOIYKT;

2. (u3m. — JIB, 6p. 18 ot 2014 r.) nanHu 3a obeMa Ha MpoJaXOUTE Ha JEKAPCTBEHUS MPOIYKT U
BCsAKaKBa Jipyra mHGoOpMaIus, ¢ KOATO MPUTEKATEISAT Ha pa3pelieHrueTo 3a yrnoTpebda pasmoiara,
OTHOCHO 00eMa Ha JIEKapCKUTE MpeIICcCaHts 3a MPOIYKTa;

3. Komue OT OCHOBHAaTa JOKYMEHTAaIlMsi Ha CHCTeMaTa 3a IpocielsBaHe Ha JeKapCTBeHara
0€30IacHOCT.
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(3) IlpurexarensaT Ha pa3pemeHreTo 3a ynorpeda npenoctasst Ha MAJl mokymeHTanusTa mo ai. 2,
T. 3 B 7-THEBEH CPOK OT IMOJIy4aBaHE HA UCKAHETO.

Y. 68a. (HoB — JIB, Op. 67 ot 2020 r.) IlpurexarensT Ha pa3pelieHHue 3a ynorpeda
OCUTYpsIBa BBBEKJAHETO HA MHAMBHUIYyANHUs HIeHTH(UKannoneH Oener mo ui. 168, an. §, 1. 1 Ha
BCsIKa OTIaKOBKa B CHCTEMaTa OT PErucTpu B choTBeTcTBHE ¢ lenerupan perinament (EC) 2016/161.

Ui 69. (1) (U3m. — 1B, 6p. 67 ot 2020 r.) [IpuTexarensT Ha pa3penieHue 3a ynorpeda
Ha BaKCHMHA WJIM Ha MMYHOJOTHMYEH JIEKApCTBEH MPOAYKT, NMpEAHA3HAUYEH 32 UMYHU3ALUS, TIPeIu
IIyCKaHETO Ha BCsSIKa apTuJa OT IPOAYKTa Ha [a3apa € 1IbKeH Aa npeacrasu B MAJL:
1. 3asBNeHre 1o oOpasel, yITBbPJSH OT U3IBJIHUTEIHUS qupekTop Ha MAJTL;
2. MOCTPU OT KpaWHUSA MPOAYKT W/WIIM MOCTPU OT MPOAYKTa B HACHITHO CHCTOSHUE/HEPA3ISAT
MPOJYKT, W/WIM MOCTPU OT MEXKAMHHH M H3XOAHM MPOAYKTH B KOJMYECTBA, MOCOYEHU B
PBHKOBOACTBOTO 3a 0CBOOOXKIaBaHE Ha MapTHUAA JICKAPCTBEH MPOJYKT OT O(HIMANEeH KOHTPOJIECH
opras, u3JgazeHo ot EBpomeickusi IUpeKTopaT MO KauecTBOTO Ha JIEKAPCTBEHHUTE MPOAYKTU U
3/lpaBeoIla3BaHe;
3. OpPOTOKONMW 3a MPOU3BOJICTBOTO M KAueCTBEHUS KOHTPOJ Ha MapTUjaaTta, H3AaJeHH OT
MIPOU3BOJIUTENS, KOUTO Ca ChOOpa3eHH KaTo MHUHHUMYM C JaHHUTE, MOCOYEHHM B oOpasema oT
aJIMMHHUCTpaTUBHATa Tpoleaypa Ha EBponeiickus AMpEKTopaT Mo KauyecTBOTO HA JeKapcTBara U
3[[paBeoIIa3BaHe 32 0CBOOOKIaBaHE Ha MapTH/A OT O(pUIHATICH KOHTPOJICH OpTaH.
(2) IlputexaTensat Ha pa3pelIeHUeTo 3a ynoTpeda Ha HOBH UMYHOJIOTMYHU JIEKAPCTBEHU MPOIYKTH
WJIM Ha UMYHOJIOTUYHH JICKAPCTBEHU MPOIYKTH, IPOU3BEICHU C HOBU WUJIU MTPOMEHEHHU TEXHOJIOTHH
WIK C TEXHOJOTMM, HOBU 3a OTJEJICH MPOM3BOAMUTEN, M3MBJIHABA 3aIbJDKCHHSTa MO al. 1 3a
KOHKPETHHS IIEPUO/I, IOCOUEH B Pa3pelIEHUETO 3a yIoTpeda.
(3) (Hom. — JIB, 6p. 67 ot 2020 r.) B cpok 60 nHM OT JaTaTa Ha MPEIOCTABSIHE HA ITBJIHUS KOMILICKT
nokymeHTH MAJI u3BbpIIBa OllEeHKA HA IPOTOKOJIIMTE OT MPOU3BOJICTBOTO M KaYECTBEHUSI KOHTPOJI
Ha KUBU BaKCHHH, UMYHOJIOTUYHH ¥ HOBH UMYHOJIOTUYHH JICKAPCTBEHU MPOIYKTH M U3MUTBaHE Ha
MPEJOCTAaBeHUTE MOCTPU B aKpeIuTHpaHa JabopaTopusi WM JIpyra opuinmaiHa gadopaTopus 3a
KOHTpPOJ, 3a Jla YCTaHOBHM Jalld JIEKAPCTBEHUTE NPOAYKTH MO al. 1 u 2 ca MpOU3BEACHU B
CHOTBETCTBHUE C OJO0OPECHUTE CIICTIH(PUKAIIH.
(4) (M3m. — 1B, 6p. 67 ot 2020 r.) [Ipu monokuteneH pe3ynraTt oT OleHKaTa U U3MUTBAHETO IO all.
3 UAJI uznaBa ceptudukar 3a 0CBOOOK/1aBaHE HA MMapTUIATA.
(5) U3m. — 1B, 6p. 67 ot 2020 r.) Ceptudukar 3a ocBoOOKIaBaHE HA MapTHUIA C€ HU3/AaBa OT
M3IBJIHATENHUA AupekTop Ha MAJI wim oT onpaBOMOLIEHO OT HEro UIbKHOCTHO JIMLIE U IPEax
MyCKaHeTO Ha MapTHAaTa OT JIEKapCTBEHUs MPOJYKT Ha TMa3apa B APYTH IbpPKaBU — MO HCKaHE Ha
MIpUTEXKATENId Ha Pa3pelIeHUeTo 3a yrnoTpeda Ha JieKapcTBEHHs MpoAyKT. KbM 3asBieHuero ce
MPEACTABAT MOCTPHU MO al. 1, T. 2 ¥ MPOTOKOJMU 3a MPOU3BOJICTBOTO U KAYECTBEHUS KOHTPOJ HA
napTugaTa, U3AaJCHH OT MPOU3BOAMTENSA, KOUTO ca ChOOpa3eHH KaTo MUHMMYM C JaHHUTE,
nocoyeHu B PpkoBo/IcTBOTO Ha CBETOBHATA 3/[paBHA OpPTraHU3alMs 32 OCBOOOXIaBaHE Ha MapTHAU
OT HaIlMOHAJIEH PEryIaToOpeH OpraH.
(6) (U3m. — 1B, Op. 67 ot 2020 r.) Koraro orneHkaTa ¥ MU3MUTBAHETO MO aji. 3 3a ChOTBETHATa
napTujia JEeKapCcTBEHH NPOAYKTH Ca HM3BBPIIEHUM OT oduIMalHa Jaboparopusi 3a KOHTPOJ Ha
JIEKapCTBEHH MPOJYKTH B JApyra Abp)KaBa WICHKa Mpeau MyCKaHeTO Ha MapTHhjaTa Ha mas3apa B
CTpaHaTa, MPUTEXKATENAT Ha paspernieHueTo 3a ymorpeda mpexacraBs B MAJl ceprudukara 3a
O0CBOOOKJaBaHe Ha MapTHUaTa JIEKAPCTBEHW MPOIYKTH, M3AaJeH OT pEryJaTOpHUS OpraH Ha
JTbprKaBaTa 4jieHKa, KakTo W mHpopmarmoneH GopMmyssip 3a mpogaxba mo obpasel, yTBBPACH OT
U3IIBIHUTENHUS aupekTop Ha MAJL
(7) B cnydaute mo ain. 6 AJI He u3BbpIIBa AEHHOCTUTE T10 all. 3 1 4.

Yn. 70. (1) (U3m. — AB, 6p. 67 ot 2020 r.) [IpurexaTtenar Ha pa3pelieHue 3a ynorpebda
Ha JIGKAPCTBEH MPOAYKT, MOJYYEeH OT YOBENIKAa KPBB WM YOBEIIKA IJIa3Ma, MpeIu MyCKaHeTO Ha
BCSIKA TApTH/Ia OT MPOJIYKTa Ha Ma3apa e AIbKeH Ja npeacrasu B UAJL:
1. 3asiBeHue o oOpa3zel, YTBbPAEH OT U3MbIHUTETHUS AupekTop Ha MAJL;
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2. MOCTpPH OT KpailHHS TPOAYKT W/MIM MOCTPH OT TMPOIYKTa B HACHITHO CHCTOSHHUE/HEPA3JIAT
MPOJAYKT, W/WIM MOCTPU OT MEXKAWHHA M W3XOAHH MPOAYKTH B KOJMYECTBA, MOCOYEHU B
PBKOBOJCTBOTO 3a OCBOOOKJaBaHE Ha MapTHIA JCKAPCTBEH MPOIYKT OT O(HIMAICH KOHTPOJICH
opras, u3JiaficHo oT EBporneickus qupeKkTopar mo Ka4ecTBOTO Ha JIEKapCTBaTa U 3/IpaBEOIa3BaHE;
3. NPOTOKONM 3a TPOU3BOJCTBOTO M KAayeCTBEHHsSI KOHTPOJ Ha MapTUjara, H3IaJACHU OT
MIPOU3BOIUTEIISL, KOUTO Ca CHhOOpa3eHHM KAaTO MUHUMYM C JIaHHWUTE, MOCOYEHU B oOpaszema oT
aJIMUHUCTpAaTHBHATA Tpolenypa Ha EBpOIEHCKUS TUPEKTOpaT 10 KauyecTBOTO Ha JIeKapcTBara M
3[IpaBeoIa3BaHe 32 OCBOOOKIaBaHE Ha MapTHUIA OT O(pHUIMATICH KOHTPOJICH OpTaH.

(2) (Hom. — [IB, 6p. 67 ot 2020 r.) B cpok 60 nHM OT HaTaTa Ha MPEIOCTABSIHE HA ITBJIHUS KOMILICKT
nokymeHnTu MAJI u3BbpiBa olleHKa Ha MPOTOKOJIUTE OT MPOW3BOJACTBOTO U KA4EeCTBEHUSI KOHTPOI
Ha JIGKAPCTBEHUS TPOJAYKT, MOJy4eH OT YOBEIIKAa KPBhB HIIM YOBEIIKA IUIa3Ma, W W3MUTBAHE Ha
MPEIOCTABCHUTE MOCTPU B aKpeIuTHpaHa JabopaTopus Wi Japyra odunmanHa paboparopus 3a
KOHTPOJI, 33 JIa YCTAaHOBHU JIaJIM JICKAPCTBEHUSAT MPOJYKT 1O all. 1 € Mpou3Be/ieH B ChOTBETCTBHE C
oo0peHuTe crienupuKainu.

(3) (U3m. — 1B, 6p. 67 ot 2020 r.) [Ipn monoxxuteneH pe3yyirar OT OIleHKaTa U U3MUTBAHETO I10 all.
2 UAJI uznaBa ceprudukar 3a ocBOOOKAaBaHEe HA MapTUAATA.

(4) (Ot™m. — IB, 6p. 67 oT 2020 1.).

(5) (M3m. — B, 6p. 67 ot 2020 r.) Koraro orneHkaTa W WU3MUTBAHETO MO aj. 2 3a ChOTBETHATA
napTuja JICKapCTBEHH TPOJYKTH Ca M3BBPIICHU OT OQUIMaIHa JIAOOpaTOpHs 3a KOHTPOJ Ha
JICKapCTBCHH MPOJYKTH B Jpyra JAbprKaBa WICHKA NMPeIu MyCKAaHETO Ha MapTHaaTa Ha Ta3apa B
CTpaHara, NMPUTEKATEIAT Ha pa3pelieHueTo 3a ynotpeba mpexacraBs B MAJl ceprudukara 3a
OCBOOOKIaBaHE HA TapTHIATa JIGKAPCTBEHW IPOJIYKTH, HM33JeH OT pEryJaTOpHUS OpraH Ha
Jbp)KaBaTa WICHKa, KaKTO U MHPOpMaIUOHEeH (GopMyJsip 3a mpojaxoda 1mo odpasell, yrBbpIAeH OT
W3IBIHUTEITHUS JupekTop Ha MAJL

(6) B ciyuaute o an. 5 MAJI He u3BbpIIBA ACHHOCTHUTE 110 all. 2 U 3.

Y. 70a. (Hos — IB, 6p. 67 ot 2020 r.) U3nbiiHUTETHATA areHIMS 110 JIEKApCTBAaTa MOXKE
Jla U3BBPINU JOIMBIHUTEIIHA M3MUTBAHUS HAa MOCTPH OT JICKAPCTBEH MPOAYKT 1o wi. 69 u 70 B
CIICJIHUTE CITyJau:
1. 3HayMTeNHAa TPOMSIHA B MpOIeca Ha TPOM3BOJCTBO, KJIACH(UIMpPaHA IO PEl, ONpElesieH B
Hapeabara 1o . 42;
2. IpOMsIHa Ha MACTOTO Ha MPOU3BO/ICTBO;
3. HexxenaHo cvouTHe 1o § 1, T. 40 OT TOMBIHUTENHUTE Pa3NoOpeIOH;
4. 3HAaYUTEJIHU OTKJIOHEHHSI B IPOU3BOJICTBEHUS MIPOIIEC;
5. IMPOMCHH B MPOUCAYPUTEC 3a USIMUTBAHC HA IIPOU3BOAUTCIIA,
6. HeoyakBaHa IMPOMEHJIMBOCT B PE3yIATaTUTE OT M3MUTBAHUATA MO KOHTpOJa Ha KayecTBOTO,
HU3BBPIICHU OT IMMPOU3BOAUTCIIA UJIU OT O(l)I/IIII/IaJ'IHI/ISI KOHTPOJICH OpTraH;
7. KpUTUYEH JOKJaJl OT U3BbPIIEHA MHCIIEKIUS Ha IPOU3BOIUTEIIS.

Un. 706. (HoB — B, O6p. 67 ot 2020 r.) (1) 3a u3maBane Ha cepTUdUKAT 3a
O0CBOOOKIaBaHEe Ha MapTUAa MPHUTEXKATENAT Ha paspemieHue 3a ymorpeba mpenctass B WAJL
JIOKYMEHT 3a IJIaTeHa Takca B pa3Mep, onpeseseH B Tapudarta mo wi. 21, an. 2.

(2) PaszxomuTe 3a M3BBpIIBAHE Ha M3MUTBaHUATA MO wi. 69 m 70, KakTo W pa3XxoAHWTe 3a
JOITBIHUTETHN U3NUTBaHMs 110 4i1. 70a ca 3a CMEeTKa Ha 3asBUTEIS.

(3) CeptudukarpT 3a 0CBOOOXAaBaHE Ha MapTHAA Ce W3JlaBa HAa OBJTApCKH €3UK HA WMETO Ha
MIPUTEKATENS Ha Pa3pelIeHHeTo 3a yrnoTpeda Ha JeKapCTBEHUsI MPOJYKT, a IO HErOBO UCKaHE — U
HA aHTJIMKCKU €3UK.

(4) Korato B ciydaute no wi. 69 u 70 maptuaara Ha JIEKapCTBEH MPOJIYKT HE € B ChOTBETCTBHE C
onobpeHuTe crenuduKay, U3MbIHUTETHUAT TupekTop Ha MAJl unu ompaBOMOIIEHO OT HETo
JUTBKHOCTHO JIMIE TMpaBU MOTHBUpPAH OTKAa3 3a W3/laBaHe Ha cepTu(UKaT 3a O0CBOOOXK/IaBaHE Ha
napTujaTa.
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(5) U3mpaauTenHATA areHIMs 10 JIEKapcTBaTa M3Mpalia JaHHU 3a OTKasa 1Mo aj. 4 B cucTeMara Ha
ounmanHUTe KOHTPOJIHH JICKApPCTBEHH Ja00opaTopuu Ha JbpiKaBUTE WieHKH U Ha KoHdeneparus
[IBefinapus.

(6) OrkazpT Mo an. 4 moajexxu Ha oOXKaJlBaHE MO pefa Ha AJMHUHUCTPATHBHOIPOIECYATHHS
KOJIEKC.

Ui 71. (1) Ilpurexarensar Ha pa3penieHue 3a ynorpeda e JIbKEeH J1a MOAIbpiKa CUCTeMa
3a OJIOKMpaHe M U3TETJSIHE OT Ta3apa Ha JICKApCTBEHH MPOAYKTH, KOUTO HE OTrOBapsT Ha
M3HCKBAHUSATA 32 KAYECTBO, 0€30MaCHOCT U €(PUKACHOCT.

(2) IlputexarensT Ha pa3pelieHUe 3a yrnorpeda € JUIbKeH Ja OJIOKUpa U M3TETIN JICKAPCTBCHUTE
MIPOYKTH, TTOKA3aJI HECHOTBETCTBHE C M3MCKBAHUATA 32 KAUECTBO, €(hUKACHOCT ¥ 0€30MacHOCT, TI0
pena Ha HapenOaTa mo wi. 274, an. 1.

Un. 72. (Ot™. - [IB, 6p. 102 o1 2012 1., B cuta ot 21.12.2012 1.).

Y. 73. (1) [IpuTexaTensaT Ha pa3pelICHUETO 3a ynoTpeda MOXe Ja MPEXBBbPIIU IIpaBaTa
BBPXY pa3pelIeHHETo 3a yrnoTpeda Ha JIEKapCTBEHUS MPOAYKT HA IPYrO IOPUANYECKO JIUIIE MU Ha
o0eMHEeHHsI, KOUTO HE Ca IOPUIUYECKH JIUIla, YCTAHOBEHU Ha TEPUTOPHATA HA AbPIKABUTE YWICHKH.
(2) IlpuTexarensaT Ha pa3penieHHeTo 3a ynorpeda noaasa B MAJI 3asBieHne, KbM KOETO Mpuiara
JOKYMEHTAIUs, OompeleieHa B HapenOaTa mo 4i. 42, Karo MocouBa MpeIIOKEHHE 3a JaTa Ha
IIPEXBBPIISHETO.
(3) Ilpu ycraHoBsiBaHE Ha HEMBJIHOTH B JOKyMeHTaus mo an. 2 MAJl yBegomsBa MHCMEHO
IpUTEXKATeJId Ha pa3pelieHueTo 3a ynorpeba Ja NpeicTaBM HeoOXoJumara JIOIbJIHUTENIHA
unpopmanusg B cpok 30 guu. CpokbT mo al. 5 cnupa Ja Tede OT Jarara Ha yBEIOMIICHHUETO 0
IIPEIOCTaBsIHE HAa MCKaHaTa MHpOpMaIusl.
(4) Axko B cpoka mo ai. 3 MpUTEXKATENAT HA pas3pelieHHeTo 3a yrnorpeba He JOMbIHU
JOKYMEHTaIusATa, IpoLeaypaTa o NpeXBbPIIIHE Ha Pa3pellieHueTo 3a yrnoTpeda Ha JeKapCTBEHUS
MIPOJYKT Ce MpeKpaTsBa.
(5) B cpoxk 30 nHu oT garara Ha MoAaBaHE Ha 3asBJIEHUETO M0 al. 2 U3MBIHUTEIHUAT JUPEKTOP Ha
NAJI uznaBa paspeuieHue 3a mpoMsiHa, ¢ KOETO ce 0J00psBa MPeXBbPISHETO. B paspemenuero 3a
IIPOMSIHA CE I0COYBA U /1aTaTa Ha MPEXBbPIISIHE HAa Pa3pelIEeHUETO 3a yrnoTpeoda.
(6) HoBusT mputexaren Ha pa3pelieHHeTo 3a yrnoTpeda moema u3Lsio npaBaTa U 3abDKEHUATA Ha
MIPEMLIHNS IPUTEXKATEN Ha Pa3pelIEeHUETO 3a yrnoTpeoda.
(7) Tlpn npexBBPIISHETO Ha pa3peleHUeTo 3a ynorpeda Ha JIeKapcTBEH MPOAYKT Mo pena Ha ai. 1 -
6 CPOKBT MY HE C€ ITPOMEHS.

Pa3znen VII
IIpouenypa nmo B3aMMHO NPU3HABAHE U ICHEHTPAJIN3NMPAHA

npoieaypa

Yn. 74. (1) Koraro nuuero no wi. 26, an. 1 uMa u3ganeHo pasperieHue 3a ynorpeda B
Jpyra IbpKaBa WIEHKA 3a ChILUA JIEKAPCTBEH MPOAYKT MO CMHCHIa Ha 4i. 45, an. 3, 3a KOWTO e
MOJIJIO 3asiBJIEHUE 3a paspelieHue 3a ynorpeba go MAJIL, To monaBa MckaHe 10 peryjaaTOpHUs
OpraH Ha IOCOYEHA OT HEro B 3asBJIEHUETO JbpiKaBa WIEHKAa, HApM4aHa MO-HATaThK "pedepeHTHa
Ibpxkasa', 1a U3TOTBHU OLIEHBYEH JOKJIAJ WU /1a aKTyaJIu31upa ChLIECTBYBAIUS.
(2) Cne 3asBnenueTo ymieto mo ain. 1 mogasa B MAJI nqocue, KOETO € MASHTUYHO Ha MOJAICHOTO B
pedepeHTHaTa ABpKaBa U B IPYTUTE AbPKABU WICHKH, IOCOYCHH B 3asBJICHUETO, HApUYaHU I10-
HATaThK "3acerHaTu Abp>KaBu'.
(3) UzmbiHuTenHATa areHIMs MO JIEKapcTBaTa M 3asBUTENAT IOJIydaBaT IO CIY)K€OEH IbT OT
peryiaTtopHus opras Ha pedepeHTHaTa IbpkaBa Mo aji. | oleHbYHUS JTOKIa]l 3aeIHO C 0Jo0OpeHara
KpaTKa XapaKTepHCTUKa Ha MPOJYKTa U C OJ0OpEHUTEe MAKeT Ha OMaKOBKaTa W Ha JIMCTOBKATa 3a
ManueHTa.

ctp. 34 ot 157



(4) M3npaHuTenHAaTA areHIMs IO JIEKapCTBATa PasriIekJa JOKYMEHTHTE MO al. 3 M IMHCMEHO
uHpopmupa pedepeHTHaTa AbpKaBa 3a B3ETOTO pemieHHe B cpok 90 nHM oT parata Ha
MOJTY4aBaHETO MM.

(5) B cpox 30 nHM OT moiy4yaBaHETO Ha YBEAOMJICHHE 3a IPUKIIOYBAHE HA IpoLeaypara OT
pedepenTHaTa ABpKaBa M3NBIHUTENHUAT aupekTop Ha MAJI u3naBa paspemienue 3a ynorpeda Ha
JeKapCTBEHUS MPOAYKT Ha Teputopusta Ha PenyOmuka bearapus c omoOpenure Kparka
XapaKTEePUCTHKA Ha MPOJYKTa, MAaKeT Ha OMAaKOBKaTa M JIMCTOBKATA 32 MAllMCHTA.

Y. 75. (1) Korato nuuero no wi. 26, an. 1 nogaBa egHoBpemenHo B MAJI u B npyru
Ibp>KaBU YICHKH 3asBJICHUE 3a pa3pelleHue 3a ynoTpeda Ha JeKapCTBEH MPOAYKT, 32 KOMTO HsAMa
M3JA/ICHO pa3pelieHue 3a yrnoTpeda Ha TEepUTOpUATa HA JbpiKaBa 4ICHKAa, TO IIOCOYBA B
3as8BJICHUETO PEryJaTOpPHUS OpPraH Ha JbpXkaBaTa 4YJEHKAa, HapUyaHa I0-HAaTaTbK "pedepeHTHa
IbpkaBa’, KOWTO Jja U3TOTBU MPOEKT Ha OLEHBYCH JIOKIAJl, MPOEKT Ha KpaTKa XapaKTepUCTUKA Ha
IPOAYKTA U IPOEKT Ha MaKeT Ha OIIAaKOBKAaTa U JIMCTOBKATA 3a MAl[UCHTA.
(2) Cwc 3asgBiaenuero Jmiero 1o ain. 1 momaBa B MAJI nocue, MAEHTUYHO Ha IMOJAJCHOTO BBHB
BCUYKHM JPYTH AbP’KaBU UWIEHKH, MOCOYEHHM B 3asBJICHUETO, HAPUYAHHU I10-HATATHK '3acerHaTu
IbpKaBH'".
(3) UzmbiHuTeNnHATa areHIus MO JIEKapcTBaTa M 3asBUTENIAT IOJIyyaBaT IO CIYy)K€OEH IbT OT
peryiaaTopHus OpraH Ha pedepeHTHaTa AbpikaBa MPOEKTa Ha OLIEHBYEH JOKIA[, IPOCKTa Ha KpaTKa
XapaKTepUCTHKA Ha MPOJYKTa U MIPOEKTa HA MAaKeT Ha ONAaKOBKAaTa U Ha JMCTOBKATA 3a MAIMEHTA.
(4) UzmpnHuTenHaTa areHUMs MO JIeKapcTBaTa pasriiexza JOKYMEHTUTE MO ajl. 3 U IHCMEHO
uHpopmupa pedepeHTHaTa Abp)KaBa 3a B3€TOTO pemeHue B cpok 90 aHM OT jarara Ha
MOJTyYaBaHETO UM.
(5) B cpox 30 nHM OT mosiyyaBaHETO Ha YBEJOMJIGHHE 3a IMPHUKIIOYBAHE Ha IpoLeaypara OT
pedepeHTHaTa IBbpKaBa U3IMBIHUTETHUAT AupekTop Ha MAJI u3nasa paspemenue 3a ynorpeda Ha
JeKapCTBEHUsT MPOAYKT Ha TepuTopusta Ha PemyOnuka bearapus c onoOpeHute KpaTka
XapaKTepUCTHKA Ha MPOYKTa, MAKET Ha OMAKOBKATa M JIMCTOBKATA 32 MMAIlUCHTA.

UYn. 76. (1) Koraro Peny6nuka boarapus e pedepentna nppxasa no wi. 74, MAJL:
1. B cpok 90 aHM OT naTara Ha MOJAaBaHE HA BAJMIHA JOKYMEHTALWs M3MpaIla Ha PeryJaTOpPHUTE
OpraHu Ha 3acerHaTUTE AbP)KAaBU U Ha 3asBUTEJI OLIEHBYHHUS JOKIAJA, MPUIPYKEH ¢ oJo0peHaTa
KpaTKa XapaKTepHCTUKa Ha MPOJIYKTa U C OJOOpEHUTE MaKeT Ha OMAaKOBKaTa W Ha JIMCTOBKATa 3a
MaIMeHTa;
2. 3aKpHUBa IMpoleAypaTa U yBEJOMsIBA 3asBUTEIS M 3aCETHATUTE bPKABH, aKO BCHYKH 3aCETHATH
Ibp>KaBU ca s OJOOPUIIH.
(2) B cpox 30 nHM OT 3aKpHBaHETO Ha IMpoleaypaTa 1o ai. 1, T. 2 U3IBIHUTEIHUAT AUPEKTOP HA
NAJI n3naBa paspelieHue 3a ynorpeda Ha JeKapCTBEHHs MPOAYKT Ha TepuTopusara Ha PemyOnuka
Beirapust ¢ omoOpeHuTe KpaTka XapaKTepUCTHKa Ha IMPOJYKTa, MakeT Ha OINAKOBKaTa W Ha
JMCTOBKATA 3a MaIMEHTa.
(3) Koraro Peny6onuka bearapust € pedepentHa apprkana mo wi. 75, MAJL:
1. B cpok 120 nHU OT AaraTa Ha MMOAAaBaHE HAa BalMJHA JOKYMEHTAIMs M3Mpalla Ha peryJaTOpHUTe
OpraHu Ha 3aCETHATUTE JbP)KaBH M HA 3asBUTENS MPOEKTAa HA OLEHBYHHUS JOKJIAl, MPOEKTa Ha
KpaTKa XapaKTepUCTHKa Ha MPOAYKTa M MPOEKTa Ha MakeT Ha ONAaKOBKaTa M Ha JIMCTOBKATa 3a
MaIMEHTa;
2. 3aKpHuBa INpoLeaAypaTa U yBeJOMSBA 3asBUTEIIS U 3aCETHATUTE JIbPXKABH, aKO BCUUKH 3aCETHATH
JBPKaBH ca s OJ00PHITH.
(4) B cpok 30 nHu OT 3akpHBaHE Ha IpouLeAypaTa Mo ajl. 3, T. 2 W3IBIHUTEIHUAT JUPEKTOP Ha
WAJI nznaBa pazpelieHue 3a ynorpeda Ha JIeKapCTBEHUS MPOAYKT Ha TepuTopusita Ha PenyOnuka
benrapusi ¢ onoOpeHuTe KpaTka XapakTepUCTHKa Ha IPOAYKTa, MakeT Ha OINaKOBKaTa M Ha
JUCTOBKATa 3a MallleHTa.

Yn. 77. (1) Koraro MAJI He ogo0pu mpeacraBeHaTa JOKyMEHTalMs Mo wi. 74, an. 3 win
mo wi. 75, ain. 3 Mo choOpaKeHUs 3a MOTEHIIUAJIEH CEPUO3€H PUCK 3a 31PaBETO HA HACEICHHUETO,
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U3rOTBs MOAPOOEH JOKJIAL ¢ MOTHBM /10 pedpepeHTHaTa Abp)kaBa WIEHKA, 10 APYIMTE 3acerHaTu
ABPIKABU U 10 3aABUTCIIA.

(2) Cnopuute BbIpocu mo ain. 1 ce pasraexaar or KoopauHaluoHHaTa rpyna Ha Abp)KaBUTE
YJIEHKHU. 3asiBUTEIISAT MOXKE Ja OpeAcCTaBy CBOATA MO3ULUA IO PA3TICKIAAHUTE BBIIPOCH MHUCMCHO
WIH YCTHO.

(3) UznpanurennaTta areHuus 1o jekapcrBara ydactsa B KoopauHanuoHHaTa rpymna no ai. 2 1o
3aKpUBaHE Ha MpoLeaypara oT pedepeHTHATa IbprKaBa.

(4) B cpox 30 nHM OT mosiydyaBaHE€ Ha YBEJOMJICHHE 3a 3aKpUBaHE Ha Ipoleaypara OT
pedepeHTHaTa IbpkKaBa U3IBJIHUTETHUAT AupekTop Ha MAJI u3naBa paspemieHue 3a ynorpeda Ha
JIEKapCTBEHUS MPOIYKT ¢ OAOOPEHHUTE KpaTKa XapaKTePUCTUKA Ha MPOAYKTa, MAKET Ha OIIAaKOBKATa
Y Ha JIMCTOBKATa 32 NallUEHTA.

Un. 78. (1) Koraro B mpouenypa npea Koopaumnanumonnarta rpymna mo uwi. 77, ain. 2
IbpKABUTE WICHKH HE MOCTUTHAT ChIJIacHe, CHOPHUTE BBIIPOCU ce pasriexiaar or Komurera 3a
JICKapCTBEHH TNPOJYKTH 3a XyMaHHa ynorpeba kbM EBpomelickata areHIus Mo JieKapcTBara Mo
apOuTpaxkHa npoienypa. Komnue ot 1okymMeHTanusaTa ce U3mpaiia Ha 3asiBUTEIs.

(2) 3asBurenat npexacraBs B EBporelickara areHuus no JiekapcTBaTa JOCHETO Ha JIEKApCTBEHUS
MIPOJYKT U KpaTKaTa XapaKTEpUCTUKA HA IPOAYKTA.

(3) B cayuaure mo an. 1, ako MAJI e omoOpwmia oOleHbUHHUSA NOKIAJ, MPOEKTAa Ha KpaTKara
XapaKTepUCTHKAa Ha TMPOJYyKTAa W MaKeTa Ha OMNAaKOBKAaTa M Ha JIMCTOBKAaTa 3a MAaIMeHTa,
NpeJOCTaBeHH OT pedepeHTHaTa IbpiKaBa, M3MBIHUTEIHUAT aupekrop Ha MAJI mo monba Ha
3asBUTENI MOXE Jia W3JaJe paspelieHue 3a ynorpeba Ha JIEKapCTBEHUS MPOAYKT, Mpeau Aa €
3aBBpIINIIA apOUTpakHATA MpoIeaypa o ai. 1.

(4) Cnen npuxiIOuBaHEe Ha apOMTpa)xkHaTa Mpoleaypa H3MBJIHUTEIHUAT aupekrop Ha MAJI
MPUBEXKJA W3/1aJCHOTO pa3pelleHHe 3a ynorpeda Mo ai. 3 B ChOTBETCTBHE C PELICHUETO Ha
EBponelickata komucusi.

Y. 79. (1) Korato perynaropHuTe OpraHu Ha €Ha WIM Ha HAKOJIKO IbP)KaBH WICHKH Ca
MpHUENU pa3IMYHU PEHIeHHUS IO OTHOIIEHHWE Ha pa3pelieHueTo 3a yrnoTpebda Ha €IUH U ChII
JIEKapCTBEH MPOIYKT WIIM 1O OTHOIICHHWE HA HETOBOTO BPEMEHHO CITUPAHE WM Ha OTHEMAHETO MY,
HAJl ortnacs Bwempoca a0 Komwurera 3a jekapcTBeHHM MNPOAYKTH 3a XyMaHHa yrnoTpeda KbM
EBpomneiickara areHIus 1o JiekapcTBaTa 3a Mpuiiarane Ha apOuTpa)kHa rmpoueaypa. 3assBUTENAT WIH
NPUTEXKATENAT Ha pa3pelieHueTo 3a ynorpeba Moxe jaa oTHece Bbopoca 1o Komwurera 3a
JIEKapCTBEHM NPOAYKTH 3a XyMaHHa ynoTpeba kbM EBpomeiickara areHuus 1o JieKapcTBaTa 3a
npujaraHe Ha apOUTpaXkHa MpoLeaypa 10 CBOs MpeLeHKa.
(2) (Or™m. - 1B, 6p. 102 o1 2012 1., B cuma ot 21.12.2012 1.).
(3) U3m. - [IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) B cnywaute no an. 1 UAJI unmmu
3asBUTENAT/TIPUTEKATENAT HA Pa3pelICHUETO 3a ynorpeda Ha JIEKapCTBEHUS MPOIYKT MPETOCTaBs
Ha EBpomneiickaTta areHIus 1o JieKkapcTBara Isuiata HaluyHa HHPOpMAIIUS 0 CbOTBETHUS BBIIPOC.
(4) (Ot™m. - 1B, 6p. 60 ot 2011 r., B cruta ot 5.08.2011 1.).
(5) (Or™. - 1B, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.).

Uin. 79a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) (1) B 3aBucumoct ot
pemeHrero Ha EBpomeiickata koMucHus cliel NMPUKIIOYBaHEe Ha apOuTpakHa mpouenypa MAJL B
cpok 30 AHM OT ToJIy4aBaHe Ha YBEIOMIICHUETO:

1. u31aBa, BpeMEHHO CIMpa UM MPeKpaTsBa pa3pelieHue 3a ynorpeda, win

2. M3UCKBa J]a c€ U3BBPIIAT IPOMEHHU B U3/1aJIEHOTO pa3pellieHue 3a MOCTUTaHe Ha ChbOTBETCTBUE C
pemeHneTo Ha EBponeiickaTta KOMHUCHS.

(2) M3npHMTENHATA areH1us 110 JIeKapcTBaTa yBeqoMsBa EBpomneiickara komucus u EBporneiickara
areHuus 1o JIeKapcTBaTa 3a U3/1aJieHus akT 1o ai. 1.

Yn. 796. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) B ciyuaure, xoraro
ca 3acerHaTH MHTepecuTe Ha EBpomelickus cblo3 M NpeAd B3eMaHE Ha pelleHHe 3a M3/1aBaHe Ha
paspernieHne 3a ynorpeda Ha JIeKapCTBeH MPOIYKT, 32 BPEMEHHOTO My CIIMPAaHE, 33 TPEKPaTsIBAHETO
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WK 3a IpoMsiHaTa My, MIAJL, 3adBUTENAT WK MPUTEKATENST Ha pa3pelleHue 3a ynorpeda Morat j1a
OTHEecaT BBIIPOCca 0 KOMUTETA 10 Wi. 79, an. 1 3a mpunarane Ha apOUTpakHA MPOLEeTypa.

(2) B cayuaute mo an. 1, Kkoraro ce3upaHeTo € B pe3yiTaT Ha OLEHKAa Ha JaHHU, CBBP3aHU C
npociieAsiBaHe Ha JIeKapcTBEHATa 0e30MacHOCT Ha pa3pelleH 3a yrnoTpeda JeKapCTBEH MPOIYKT,
BBIIPOCHT CE€ OTHACS JO KOMHUTETA mo 4wi. S6a, an. 1, T. 1 u ce mpunara npouenypara no wi. 1944
i 1941,

(3) (M3m. — JIB, Op. 18 or 2014 r.) M3mpaHuTenHAaTa areHIMs IO JieKapcTBaTa Ipuiara
mpolietypara 1o riaBa ocMa, paszaen IV, korato e Heo0X0AUMO MPUIIATaHETO HA €IHA OT MEPKUTE,
nocoyeHu B ui. 194y, ain. 2 u 3.

(4) (Hoa — JIB, 6p. 18 ot 2014 r.) He3aBucumo ot an. 1 — 3, xoraro € HE0OXOIUMO CITEITHO
JeiicTBHE 3a 3alIiTa Ha OOLIECTBEHOTO 3[[paBe Ha HAKOW eTam oT apOuTpaxkHara mpoieaypa, MAJI
MOKE J1a CTIpe JEHCTBUETO Ha pa3pelIeHueTo 3a yrnoTpeda u 1a 3abpanu ynorpedara Ha CbOTBETHHUS
JIEKapCTBEH NMPOAYKT Ha Teputopusara Ha PenyOnuka briarapus 10 npueMaHeTo Ha OKOHYATEITHOTO
pelieHue.

(5) (Hora — JIB, Op. 18 ot 2014 r.) B ciiywauTte no an. 4 MAJI uadopmupa EBpomneiickara komucus,
EBpormeiickara areHuus o JieKapcTBaTa W JIPYTUTE IbPKABU WICHKH 32 MOTHBUTE 3a CBOETO
pelleHre He MO-KbCHO OT ciieBalus paOOTeH JeH.

Ui 80. (M3m. - [IB, 6p. 12 ot 2011 1., B cuna ot 8.02.2011 r.) YcnoBusAra u peasT 3a
U3BBPIIBaHE HA MPOMEHU B W3AAJCHUTE Pa3pelIeHUs IO TO3W pa3zieln ce ypexaar c¢ Permament
(EO) Ne 1234/2008 na EBpormeiickara komucus oT 24 HoemBpu 2008 T. OTHOCHO pasriIeKIaHETO Ha
NPOMEHHUTE B YCIOBHSTA Ha pa3pelleHHATa 3a THProBUS C JICKAPCTBEHU NPOJYKTH 3a XyMaHHA
yrnotpeba u BerepuHapHH JekapcTBern npoaykt (OB, L 334/7 ot 12 nexemBpu 2008 T.).

I'naBa yerBbpTa
KIMHUYHU U3SIIUTBAHUS

Paznen I
OO0mu pasnopendou

Un. 81. (M3m. — 1B, 6p. 84 ot 2018 r., B cuna 6 Meceua cien nmyOiaMKyBaHe Ha
cbobmenuero o ui. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014) (1) KnuanyHo usnutBane
Ha TepuTopusTa Ha PermyOnmka Bearapust Moxke a ce mpoBexk/Ia Cliel MoTydaBaHe Ha pa3pelieHue,
u3NazieHo npu ycnoBusita u no peaa Ha Pernmament (EC) Ne 536/2014 na EBpomneiickusi mapiaMeHT
u Ha CobBeta oT 16 anpuin 2014 r. OTHOCHO KJIMHUYHUTE U3MMUTBAHUS HA JIEKAPCTBEHU MPOIYKTH 32
XyMaHHa ynorpeba, u 3a otMmsHa Ha J{upektusa 2001/20/EO (OB, L 158/1 ot 27 maii 2014 r.),
HapuuaH no-HaTtaTbk "Permament (EC) Ne 536/2014", 1 Ha TO3H 3aKOH.

(2) U3nbHUTETHATA areHLus 110 JIeKapcTBaTa U3IbJIHABA IEHHOCTUTE Ha J0KJIa(BaIla, ChbOTBETHO
Ha 3acerHaTa Abp:KaBa U JOIBIHUTEIHO 3acerHaTta Abpxkasa 1o cmuchia Ha Permament (EC) Ne
536/2014, u e HAIIMOHATHOTO 3BEHO 32 KOHTAKT 1o 4. 83 ot Pernament (EC) Ne 536/2014.

Un. 82. (U3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., Op. 84 oT 2018 1., B cuiia
6 Mmecena ciea mMyOnMKyBaHe Ha cbhboOmeHUeTo mo wi. 82, maparpad 3 ot Permament (EC) Ne
536/2014) (1) 3a u3maBane Ha pa3pelIeHUE 3a MPOBEXKIaHE HA KIIMHUYHO U3MUTBAHE U 32 M3JaBaHe
Ha pa3pelieHne 3a ChIIECTBEHA MPOMSHA B Pa3pelIeHO KIMHUYHO U3MUTBAHE BH3JIOKUTEINAT M0/1aBa
3asBiaeHue u jgocue chriaacHo rnaBa [V ot Permament (EC) Ne 536/2014 upe3 Iloprana nHa
EBpomneiickus cpio3 (EC) o un. 80 ot Pernament (EC) Ne 536/2014.
(2) 3a momaBaHe Ha 3asBICHHUE TO all. | M 3a OlleHKAa Ha JOKYMEHTAIMsTa, MPUJI0KeHA KbM HETO,
BB3IIOKUTEISAT 3arialia Takca B pa3Mep, onpeaeneH ¢ Tapudarta mo 4. 21, an. 2.

Yn. 83. (M3m. — 1B, 6p. 84 ot 2018 r., B cuia 6 mecema cie MyOJMKyBaHE Ha
cpobmenuero no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014) Komucusita mo un. 103, an.
1 u3BBpIIBA OIIEHKA Ha ETHYHHUTE aCIIEKTH Ha KIIMHUYHOTO M3IUTBAaHE M HA CHIIIECTBEHATA IPOMSIHA
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Ha KJIMHAYHOTO M3MHUTBaHEe NpH ycioBusaTa u 1o pena Ha Permament (EC) Ne 536/2014 u usrotss
MOTHBHUPAHO CTaHOBHUIIIE, KOETO IpeacTaBs Ha MAJL

Un. 84. (Mzm. — JIB, 6p. 84 or 2018 r.,, B cunma 6 mecena cieq nmyOJMKyBaHE Ha
cpobmenunero mo wi. 82, maparpad 3 or Permament (EC) Ne 536/2014) (1) M3nbiHuTenHara
areHuus Mo JeKapcTBaTa M3/laBa pa3pelieHue 3a KIMHUYHO U3MUTBaHE, pa3pelieHne 3a KIMHUYHO
W3MHUTBAHE TIPU OINPEACICHU YCIOBHUS, pa3pelieHHe 3a ChHIIECTBEHA MPOMSIHA Ha KIMHHYHO
U3MHUTBAaHE, pa3pellieHre 3a ChIIECTBEHA MPOMsHA HA KIMHUYHO HM3MUTBAHE MPHU OMNpEesIeHU
YCJIOBHS WJIM OTKa3Ba M3JaBaHETO Ha pa3pellieHue npu ycioBusaTa u o peaa Ha Permament (EC) Ne
536/2014.

(2) OTkaszeT mo an. 1 momyexu Ha OOXKalmBaHE MO pela Ha AJIMHHHUCTPATUBHOIPOIIECYATHUS
KOJICKC.

Un. 85. (M3m. — JIB, Op. 84 ot 2018 r., B cuna 6 mecena cien myONMKyBaHE Ha
cpoOmeHuero mo wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014) C nHapenba Ha MHHHCTBpA
Ha 3]]paBEONa3BAHETO CE ONPEIEIIAT:

1. ycioBusiTa ¥ peabT 3a nmoAaBaHe Ha JaHHU W uHGopmarus or MAJl u ot ETnunara xomucus 3a
knmuHuYHA n3nuTBanus B [Toprana Ha EC mo wi. 80 ot Pernmament (EC) Ne 536/2014;

2. nocterbT Ha MAJI 1 Ha ETuHaTa koMucHd 3a KIMHUYHE n3nuTBaHud 10 basata gannu Ha EC
no wi. 81 ot Pernmament (EC) Ne 536/2014;

3. ycnoBHsTa U pedbT 3a MPEACTaBSHE HAa CTAaHOBMINATA MO wWi. 83 W penbT 3a B3aUMOJICHCTBUE
Mexny MAJI u ETnunata koMUCHs 3a KIMHUYHU U3IIUTBAHUS;

4. noxymentute u nanuute ot [Ipunoxenue I u [Ipunoxenne Il ot Permament (EC) Ne 536/2014,
kouto ce oneHsBar oT MAJI u ot ETnynarta koMucus 3a KIMHUYHA U3MUTBAHUS, KAKTO U €3UKBT, HA
KOWTO ce IMPEeICTaBsAT.

Ui 86. (1) (dom. — JIB, 6p. 84 ot 2018 r., B cmiia 6 mecena cien MmyOJUKyBaHE HA
cbobOIenueto no ui. 82, naparpad 3 ot Pernmament (EC) Ne 536/2014) Benuku nuiia, mpoBeXaaiin
KIIMHUYHO W3IUTBaHE, TPSOBa J1a UMAT ChOTBETHATa npodecroHaiHa KBaupukamus, oOydeHue u
OITUT, 3a Jia M3IIBJIHSBAT CBBP3aHUTE C U3MUTBAHETO 3aJIa4M B ChOTBETCTBHE C MpaBmiiaTa 3a Jloopa
KIIMHUYHA TTpakTuka cbriacHo Permament (EC) Ne 536/2014.

(2) KnuHn4HO M3NHUTBaHE HA JIEKAPCTBEH MPOAYKT C€ U3BBPILBA MO PHKOBOACTBOTO Ha JIeKap UIU
JIeKap 10 JACHTaTHA MEIMIIMHA C TIPU3HATA MEAUIIMHCKA CIICIIMATHOCT B ChOTBETHATA 00JIaCT, KOHTO
€ 3aMo3HaT ¢ HAIWYHHUTE MPEAKIMHUYHU W/UIU KIMHUYHU JaHHU 32 TPOAYKTa M PHUCKOBETE W
MIPOLIEYPHUTE IO MPOYIBAHETO.

(3) Ilo BpeMe Ha KIMHUYHO M3MHUTBAHE 32 MEAMIIMHCKHUTE TPUXKHU, MPEJOCTaBIHU HA YYaCTHUKA B
M3MHATBAHETO, ¥ 32 B3€MAaHETO HAa MEIAWIIMHCKU PEIICHUS HOCU OTTOBOPHOCT JIEKAp C MOIXOSINA
KBaJIM(DUKAIIHST UITH JIeKap 1O ACHTaTHA MEeIUIHA.

Un. 87. (1) (U3m. - [IB, 6p. 59 ot 2010 r., B cuita ot 31.07.2010 r., 6p. 60 ot 2011 1., B

cuia ot 5.08.2011 r., gom., 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) KnuHn4HO M3MUTBaHE MOKE
Jla ce MpoBeX/Ja B JeueOHM 3aBeleHUs 3a OOJHMYHA MOMOI, LEHTPOBE 3a MCUXUYHO 3/paBe,
LIEHTPOBE 3a KOXKHO-BEHEPHUECKH 3a00JsIBaHMs, KOMIUIEKCHH OHKOJIOTUYHU LIEHTPOBE, JUAINU3HU
LIEHTPOBE, AMArHOCTUYHO-KOHCYJITAaTUBHU LIEHTPOBE, MEIULIMHCKH LIEHTPOBE, JEHTAIHU LIEHTPOBE
U MEJIUKO-JICHTAJIHU LEHTPOBE, KAaKTO M B MHIUBHUAYAJHH U TPYMOBH MPAKTHKH 3a MIbPBUYHA U
crelagu3upaHa MEIWLMHCKAa IOMOL, TMOJYYHUIIM pa3pelleHre 3a JIeHHOCT/yIOCTOBEpEeHUE 3a
peructpans 1o pena Ha 3aKoHa 3a JIeueOHUTE 3aBE/ICHUS.
(2) (HoBa — 1B, Op. 84 ot 2018 ., B cruta ot 12.10.2018 r.) KnuHnuHO M3NMUTBaHE C JIEKaPCTBEHU
MPOAYKTH, ChbpIKALI HAPKOTHUYHH BEIIECTBa, MOXKE Ja Ce MPOBEXIa caMo B JIeUeOHH 3aBEICHUS
3a OOJHMYHA IIOMOII, IIEHTPOBE 3a IICUXUYHO 3/paBe, LEHTPOBE 3a KOXKHO-BEHEPUUECKU
3200JIsIBaHUS M KOMITJICKCHH OHKOJIOTUYHHU LIEHTPOBE, B CTPYKTYpaTa Ha KOUTO € pa3KpUTa anreka,
IpuTeXaBalla JULIEH3Us CbriacHO wi. 33, ai. 1 oT 3akoHa 3a KOHTPOJI BBPXY HApPKOTUYHUTE
BEIIECTBA U IPEKYPCOPUTE, WM KOUTO Ca CKIIOUMIIM JOTOBOp C JPYro JiedeOHO 3aBe/ieHHE, B
CTPYKTypaTa Ha KOETO € pa3KpHTa amnTeKa, MpuTekKasalla JIMIEH3Us cbriacHo 4i. 33, an. 1 or
3aKoHa 3a KOHTPOJ BbpXY HAPKOTUYHUTE BELIECTBA U IPEKYPCOPUTE.
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(3) (ITpepumina an. 2, uzMm. - [IB, 6p. 84 ot 2018 ., B cruta ot 12.10.2018 r.) KinuanyHo u3nuTBaHe
MOJKE JIa Ce TPOBEXKIa caMO B JICUEOHO 3aBeJeHUE, B KOSTO UMa OMPEIEICHO JIUIE 32 KOHTAKT IO
1. 107a, an. 1.

(4) (Ilpequmna an. 3 - IB, Op. 84 ot 2018 r., B cuna or 12.10.2018 r.) PrkoBopuTenst Ha
7e4eOHOTO 3aBe/IeHHEe, B KOETO € CE€ MPOBEXIa KIMHUYHO M3MUTBAHE Ha JIEKAPCTBEH MPOIYKT,
JlaBa ChIIACUETO CH 33 yYaCTUETO Ha TJIaBHUS M3CIIECI0BATEN U 32 IPOBEXKIAHETO HA U3IIUTBAHETO.

Y. 88. (1) KnuHMYHO M3MUTBaHE BBPXY XOpa C€ U3BBHPIIBA ChC:
1. Hepaszpemienu 3a ynorpeba B Perybnuka briarapus iekapcTBEHU MPOIYKTH;
2. pasperienu 3a ynotpeda B PenmyOnuka bbirapust nekapcTBeHU MPOIYKTH, KOTaTO C€ U3MUTBAT 3a
HepaspeleHo NMoKa3aHue, 3a JIeKapcTBeHa (opMa, pa3iiiiyHa OT pa3pelieHaTa, B HeU3cieaBaHa 10
MOMEHTA Ipyra MalueHTH WK 3a oJlydyaBaHe Ha JOMbIHUTEIHA HHPOpMAITHS.
(2) Pa3pemenu 3a ynorpeba B PenyOnuka bbarapus mo cmuchia Ha an. 1, T. 2 ca JeKapCcTBEHH
MPOJYKTH, MOTYYHIIM pa3pellieHue 3a ynorpeda no peaa Ha TO3HM 3aKOH WJIM 1o pefa Ha Pernmament
(EO) Ne 726/2004 na EBponetickust mapiament u ChbBera.

Y. 89. (Orm. — 1B, Op. 84 ot 2018 1., B criia 6 Mecema cien myOJMKyBaHE Ha
cbobOmenueTo o wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Yn. 90. (Orm. — JIB, Op. 84 ot 2018 r., B cuna 6 Mecena cien myOJIuMKyBaHE Ha
cbobOmenueTo 1o wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014(*).

(*) Ben. peo. C § 84, 1. 1 or 3akoHa 3a U3MEHEHHUE U JAOMBJIHCHUE HA 3aKOHA 32 3alllUTa Ha JTHYHUTE
JIAHHU 3aKOHOJATEJIST MpaBu mpomsiHa B wi. 90, T. 2, 6e3 1a ce € choOpa3mil ¢ OTMSHATA Ha YiICHA B
op. 84 oT 2018 .

Y. 91. Bu310KUTEIIT U TIIABHUAT H3CJICA0BATCI CKIIOYBAT 3aCTpaxOBKa, IIOKpHBAIlla
OTTOBOPHOCTTA UM 3a MPUYUHCHHUTC IIPHU WK 110 NOBOA IMMPOBCKIAHCTO HA KIMHUYHOTO U3IHUTBAHEC
HCUMYIICCTBECHU U UMYHICCTBCHU BpCIU Ha YHaCTHHULIUTC.

Un. 92. (1) (M3m. — JIB, Op. 84 ot 2018 r., B cuna 6 mecena cien myOlIuKyBaHE Ha

cbobuennero no ui. 82, maparpad 3 ot Permament (EC) Ne 536/2014) Bb3noxurenst HOCH
OTTOBOPHOCT B CITy4ail Ha YBPEXKJIaHUS HA 37PaBETO WIH Ha CMBPT, IPHUYUHEHH TIPH HIIH 110 TTOBOJT
MPOBEXKIAHETO Ha KIMHWUYHOTO M3MHUTBaHE, KOTaTO W3MHUTBAHETO € IMPOBEXKIAHO CHIVIACHO
M3UCKBAHUSATA U MTPOLICIYPUTE HA 0JI0OPEHUS TIPOTOKO.
(2) (M3m. — 1B, 6p. 84 ot 2018 1., B cuna 6 mecena cie myOoIMKyBaHe HA ChOOIIEHUETO MO Wil 82,
naparpad 3 ot Pernmament (EC) Ne 536/2014) 'maBHHAT U3caea0BaTeNl HOCH OTTOBOPHOCT B CITy4aid
Ha YBpEeXJaHUs Ha 3]paBeTO WM Ha CMBPT, IPUUMHEHHU MPU WIH IO MOBOJ Ha MPOBEXKIAHETO Ha
KIIMHUYHOTO M3MHMTBAaHE, KOraTO HE ca CMa3eHW HM3UCKBAHHUATA W TPOIEAYPUTE HA OJ00peHUs
MIPOTOKOJL.

Un. 93. (M3m. — 1B, 6p. 84 ot 2018 r., B cuna 6 Mecena cien nmyOJIMKyBaHEe Ha
cbobmenuero no wi. 82, maparpad 3 or Permament (EC) Ne 536/2014) (1) KoraTto KIMHHYHOTO
U3MHUTBAHE C€ MPOBEXKJa caMO Ha TepuTopusTa Ha PenyOiuka bbiarapus win Ha TepuTopusTa Ha
Penybnuka bearapus u Ha TepuTOpHATa Ha TpeTa JAbpiKaBa, BB3IOKUTENAT OIpeess
Mpe/IcTaBUTeN Ha TepuTopusita Ha Penmyonuka bearapus 3a KOHKPETHOTO KIIMHUYHO M3ITUTBAHE.

(2) JIunero no an. 1 e agpecar Ha KOMyHUKaLUATa C BB3JIOXKUTEN, peasuaeHa B Pernament (EC)
Ne 536/2014.

Yn. 94. Be3noxurensar ocurypsBa 0e3Bb3ME3AHO  HM3NUTBAHUS  JIEKAPCTBEH
MPOIYKT/IIPOAYKTH M BCSIKO U37eNne, HE0OX0AUMO 3a MPUJIaraHeTo My.

Yn. 95. (Orm. — IB, 6p. 84 or 2018 r., B cuna 6 mecena cien myOJMKyBaHe Ha
cbob1enueto no ui. 82, naparpad 3 ot Pernament (EC) Ne 536/2014).
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Y. 96. (1) (U3m. — JIB, Op. 84 ot 2018 r., B cuia 6 mecemna cien MyOJMKyBaHE Ha
cpobmenuero mo wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014) Knuau4HO M3MUTBaHE HA
JICKQpPCTBEHH MPOAYKTH CE€ JIOIyCKa caMO BBPXY JIMIE, KOETO € Jaj0 CBOETO ITHCMEHO
MH(OPMHUPAHO ChIJIACHE.

(2) (Or™m. — ]IB, Op. 84 ot 2018 1., B crita 6 mecena ciaea myOIMKyBaHe Ha ChOOIIEHHUETO 110 WI. 82,
naparpad 3 ot Permament (EC) Ne 536/2014).

(3) (U3m. — 1B, Op. 84 ot 2018 r., B cuya 6 mMecena cien myoJIMKyBaHE Ha ChOOIIEHHUETO 110 WiI. 82,
naparpad 3 ot Pernmament (EC) Ne 536/2014) Uudopmupano ceriacue 1o riaasa V or Permament
(EC) Ne 536/2014 moxe na 1aBa camo J1eecriocoOHO JuIle, KOETO pa30oupa ChITHOCTTA, 3HAYCHUETO,
o0XBaTa W EBEHTYAJHUTE PUCKOBE OT KIMHUYHOTO H3NUTBaHe. MH(MOpMUpaHOTO chIilacue 3a
y4acTHe B KJIMHMYHO M3MUTBaHE MOXE J]a ObJIe OTTETJICHO IO BCSIKO BPEME.

(4) (M3m. — 1B, Op. 84 ot 2018 1., B cmiia 6 mMecema ciea myoJIMKyBaHe Ha ChOOIIEHUETO 1Mo WI. 82,
naparpad 3 ot Permament (EC) Ne 536/2014) Uudopmupano cwriacue 1o rinaBa V ot Perimament
(EC) Ne 536/2014 3a HeneecrnocOOHO MBJIHOJETHO JIMLE C€ JaBa OT 3aKOHHHS MY HpPEICTaBUTEIL.
CehrioacueTro Ha 3aKOHHUS TPEICTAaBUTEN TpsOBa Ja TpeACTaBisiBa IMpeAroyiaraeMara BOJS Ha
YY4aCTHMKa M MOXKE€ Ja ObJie OTTErJIeHO IO BCAKO BpeMe 0e3 OTpUIATeIHH IOCIEICTBHA 32
y4YaCTHHUKA.

(5) B cayuante mo wi. 162, an. 3 or 3akoHa 3a 3ApaBeTO MHPOPMHPAHO ChHIVIACHE J1aBa
HA3HAYCHOTO OT ChJIA JIHIIC.

(6) Ha HemeecnocoOHOTO IIBJIHOJETHO JIMIE CE€ NpPEAOCTaBsi HH(pOpManus 3a H3MHUTBAHETO,
CBCHTYAJTHUTE PUCKOBE M MOJI3UTE B ChOTBETCTBHE C HEroBaTa CrocoOHOCT 3a pa3Oupane.

(7) I3pu4HOTO >KeJIaHue Ha HEACECIIOCOOHOTO MBJIHOJETHO JIMIIE Ja OTKaXe Jla yJacTBa WM Ja ce
OTTETJIM TIO0 BCSKO BpeME OT KIMHHUYHOTO HU3IMUTBAaHE TPsAOBa 1a ObAC B3ETO NPEIABHI OT
M3CJIEeI0BATEI, @ IPH HEOOXOAMMOCT - OT TJIaBHUS H3CJICAOBATEI.

Yn. 97. (1) (U3m. — JIB, 6p. 84 ot 2018 r., B cuia 6 meceua cien myOIuMKyBaHEe Ha
cpobmennero mo wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014) KnunnuHo wM3muTBaHE
BBPXY MAJIOJIETHO JIMIIE Ce MPOBEXAa Clie]] oJlydaBaHe Ha MUCMEHO MH(OPMUPAHO ChIVIacHe Ha
JBaMaTa poOAMTEIN WIK Ha HACTOMHUIIMTE Ha JIMILIETO IpU crna3BaHe Ha riasa V ot Pernament (EC)
Ne 536/2014 u . 96, an. 3.

(2) Ceriacuero Ha pOAMTENINTE U HACTOMHUIIMTE TPsOBaA Ja MpeACTaBisABa MpearnojaraemMara BoJs
Ha MaJIOJIETHOTO JIMIIE M MOXe J1a ObJie OTTErJICHO M0 BCAKO BpeMe 0e3 OTpUIaTeIHU MOCIeACTBUS
3a MaJ0JIETHOTO JIUIIE.

(3) U3puyHOTO *KenaHue Ha MaJIOJIETHOTO JIMLE Ja OTKaXKe Jia y4acTBa WM Ja ¢€ OTTEIJIH 1O BCSIKO
BpeMe OT KJIMHUYHOTO M3NUTBaHE TpsAOBa 1a ObJe B3E€TO NpPEABUJ OT H3CIEAOBaTENs, a NpuU
HE00XO0AUMOCT - OT TJIaBHUS U3CIIe10BaTe.

(4) (U3m. — 1B, Op. 84 ot 2018 r., B cuia 6 mecena ciea myOIuKyBaHe Ha ChOOIIEHHUETO M0 Wi 82,
naparpad 3 ot Pernmament (EC) Ne 536/2014) KnunuuHo U3nuTBaHE BbPXY HEIBIHOJIETHO JIUIIE C€
MpPOBEXJa Cle[ IOoly4aBaHe Ha MHUCMEHO HH(GOPMHUpAHO ChIVIACHE OT JULETO M OT JBamara
POIUTENH UK OT MOMNe4YnTeNs mpu cna3Bane Ha rimaBa V oT Permament (EC) Ne 536/2014 u un. 96,
ann. 3. Korato equHUAT pouTeN € HEU3BECTEH, NOUYMHAI WM € JIMIIEH OT POJUTENICKH MpaBa, Uiu
HE ca My NpeI0CTaBEeHU TAaKMBa MpaBa B CIIy4auTe Ha Pa3BoJ], MMCMEHOTO MHPOPMUPAHO ChITIacue
Ce J1aBa OT HEII'BJIHOJIETHOTO JIUIIE U OT POAUTENS, KOMTO YIpa)KHSBA POJUTEIICKUTE ITpaBa.

(5) Cobrnacuero Ha HEM'BJIHOJETHOTO JIMLE, HA POJAUTEIMTE WM Ha TONEUUTeNs MOXe /a Obae
OTTETJIEHO T10 BCSAKO BpeMe 0e3 OTPHUIATEeNIHU MOCEICTBUS 32 HEII'BJIHOJIETHOTO JIULIE.

(6) 3puyHOTO ’XeNaHue Ha HEMbJIHOJIETHOTO JIUIE Ja C€ OTTEIJIN MO BCIKO BpeMe OT KIMHUYHOTO
M3NUTBaHE TPsiOBa Ja Ob/ie B3E€TO MPEABUI OT U3CIIEAOBATENS, a TP HEOOXOIUMOCT - OT IJIaBHUSA
U3CIIEeN0BaTeN.

(7) Ha ManoneTHOTO WM HEMbIHOJETHOTO JIUIIE C€ MPEeaocTaBsi WH(OpMaIus 3a U3MUTBAHETO, 3a
€BEHTYaJTHUTE PUCKOBE U 3a IMOJI3UTE MO pa3dupaeM 3a HEro HayuH OT JIeKap, KOWTO MMa OIUT C
MaJIOJIETHU U HEI'bJIHOJIETHU JIUIA.
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Un. 98. (Orm. — 1B, Op. 84 ot 2018 1., B cmia 6 Mecema cien mMyOJMKyBaHE Ha
cbobuiennero no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Y. 99. (Ormm. — 1B, Op. 84 ot 2018 1., B criia 6 Mecema cien MyOJIMKyBaHE Ha
cbobmenueto o wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Paznea 11
(Om. — 1B, 0p. 84 ot 2018 1., B cuu1a 6 Mecena cJiea myoJIMKyBaHe Ha
choOmenuero no 4wi. 82, maparpa¢ 3 ot Periament (EC) Ne 536/2014)
KiIMHMYHO U3NUTBAHE ¢ YA3BUMM IPYNH MAIHEHTH

Un. 100. (Orm. — IB, Op. 84 or 2018 1., B cuna 6 mecena cien myOJHMKyBaHe Ha
cpobmeHueTo mo wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Un. 101. (Orm. — IB, Op. 84 or 2018 r., B cuna 6 mecena cien mMyONMKyBaHE Ha
cpobmenueTo mo wi. 82, maparpad 3 ot Pernament (EC) Ne 536/2014).

Un. 102. (Orm. — JIB, Op. 84 ot 2018 r., B cuia 6 mecema cnep myOJIMKyBaHe Ha
cbob1enueto no uwi. 82, naparpad 3 ot Pernmament (EC) Ne 536/2014).

Pasznean 111
ETnuna xoMucus 3a KIMHUYHHA U3NTUTBAHUS
(3arJa. u3m. - JIB, 0p. 84 or 2018 1., B cni1a ot 12.10.2018 r.)

. 103. (U3m. - B, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., 6p. 84 ot 2018 r., B cuiia
or 12.10.2018 r.) (1) KbM MuMHHCTBpa Ha 3apaBeONa3BaHETO C€ Ch3aaBa ETWyHa KOMHCHUS 3a
KIMHUYHUA W3MUTBAaHUA, YHUHUTO CBCTAaB C€ ONpeaenss ChC 3aloBe] HAa MHUHUCThpa Ha
3/IpaBEOIa3BaHETO M BKJIIOYBA PEJOBHH U PE3EPBHHU 4WIEHOBE. Pe3epBHHTE uJeHOBE ydacTBaT B
3acelaHMsITa Ha KOMUCHUATA U UMAT IIPABO HA IJ1ac MPU OTCHCTBUETO HA PEOBHUTE UJICHOBE.

(2) Komucusita mo ain. 1 ce cberton oT 7 10 12 peloBHHM WICHOBE, BKIIOUUTEIHO IMpeAceaares
3aMECTHUK-TIpEJICeIaTell, KOUTO MMAT KBaTU(UKAIUS U ONMUT Ja pa3riefaT W OLEHAT Hay4YHHTE,
MEIUILUHCKUTE U €TUYHUTE aCMEKTH Ha MPEJI0KEHOTO KIMHUYHO M3NMUTBaHe. M3ucKBaHUATA KbM
KBaTH(UKAIMATA HA YICHOBETE Ha KOMHCHSATAa MO al. 1, KaKTO M YCIOBUATa W PEAbT 3a
ONpEEITHETO Ha IOMMEHHHMS ChbCTAB HA KOMUCHSATA C€ ypexAaT ¢ MpaBWiIHUKA 1o wi. 106, an. 1.
(3) Komucusita no an. 1 BkiIOUBa HE MO-MaJKO OT JIBaMa PEIOBHM UJICHOBE C HEMEIULIMHCKO
o0Opa3oBaHKe — MPEJCTABUTENN Ha J[BaTa MoJja.

(4) 3a HyxaUTE Ha CBOSITA pabOTa KOMHCHSATA TI0 ajl. | MOXKe J1a MPUBINYA BHHIITHU CIICITHATUCTH.
(5) Camo uneHoBeTe Ha KOMUCHSATA TIO all. 1, KOUTO HE ca B KOH(IUKT Ha HHTEPECH, HE yJacTBaT B
KOHKPETHO M3IUTBAaHE W Ca HE3aBUCHUMH OT BB3JIOKUTENs, JIEUEOHOTO 3aBeleHHE, KBICTO CE
MPOBEXK/1A KIMHUYHOTO M3MUTBAHE, U OT IJIABHUS W3CIIEI0OBATEN, MOTaT J1a y4acTBaT B OLIEHKATa 1o
1. 83, KaKTO U J]a I1acyBaT U Jla y4acTBaT B 00CHKAAHETO.

(6) 3a BBHHIIIHU CIIEIUANIMCTH MO all. 4 MoraT Aa ObAaT NPUBIMYAHU JIHUIIA, KOUTO HE ca B KOH(IUKT
Ha MHTEPECH, HE YJacCTBAT B KOHKPETHO U3MUTBAHE M Ca HE3aBUCUMH OT BBH3JIOKHUTEINS, JI€U€OHOTO
3aBeICHUE, KBAETO C€ MPOBEX/1a KIMHUYHOTO U3MUTBAHE, U OT IJIaBHUS U3CIIeI0OBATEN.

(7) UnenoBeTe HA KOMUCHATA 1O al. | ¥ BHHITHUTE CIICIIUAIIMCTH T10 al. 4 HE MOTAaT J]a UMaT YacTEeH
MHTEpeC WK obJiara, KOUTo OMxa MOTJIM Jia MIOBIUSAT Ha TsXHATa O€3MPUCTPACTHOCT MPH OlLIEHKATa
o wi. §83.

(8) 3a ymocroBepsiBaHe Ha OOCTOSITENICTBATa MO al. 5 — 7 4ICHOBETE HA KOMHUCHSATA MO al. 1 u
BBHIITHUTE CICIHAIMCTA MO aj. 4 MOJANMWCBAT JACKJIapamus Mo pex W olpasell, OmpeaeiieHd B
IpaBWIHKKA 110 wi. 106, an. 1.

Yn. 104. (Orm. — 1B, 6p. 84 o1 2018 1., B cuna ot 12.10.2018 r.).
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Y. 105. (1) (U3m. — AB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) ManaarsT Ha
YJIEHOBETE Ha KomucusTa 1o 4i. 103, an. 1 e ¢ npoabIKUTENHOCT 4 TOAVHH.
(2) (U3m. — IB, Op. 84 ot 2018 ., B cuma ot 12.10.2018 r.) Ha Bceku nBe roMHM €HA BTOpA OT
chcraBa Ha komucusara o wi. 103, an. 1 ce oOHOBsIBA.
(3) (U3m. — 1B, 6p. 84 ot 2018 r., B cruta ot 12.10.2018 r.) Unen Ha komucusara mo wi. 103, an. 1
HE MO>Ke J1a ObJie Ha3HA4YaBaH B ChIIaTa KOMUCHS 32 IIOBEYE OT JIBa MOCJIEeIOBATEIHA MaH/1aTa.

Y. 106. (M3m. — JIB, 6p. 84 ot 2018 1., B cruta ot 12.10.2018 1.) (1) MUHHCTBPBT Ha
3/IpaBEOIa3BaHETO YTBbPIKIaBa MPABIJIHUK 32 yCIOBUATA U pela 3a paboTa Ha KOMHCHATA 1O HII.
103, an. 1.

(2) Komucuara mo un. 103, anm. 1 m3paboTBa WM mpuemMa NMUCMEHU CTAaHAAPTHHU OIEPATUBHU
MPOIEIyPH B CHOTBETCTBHE C MpaBmiiaTa 3a JloOpa KIMHUYHA TIPAKTHKA.
(3) 3acenanusita Ha komucusita o wi. 103, an. 1 ca 3akpuru.

Y. 107. (Orm. — JIB, Op. 84 or 2018 r., B cuima 6 Mecema ciep MmyOJIMKyBaHE Ha
cpobOmenuero o wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Yn. 107a. (Hos — [IB, 6p. 84 ot 2018 r., B cuna 6 meceua ciei MmyOIuKyBaHE Ha
cpobmennero no wi. 82, maparpag 3 or Permament (EC) Ne 536/2014) (1) PvroBogurenure Ha
JeyeOHUTE 3aBe/IeHHs], B KOMTO C€ M3BbPLIBAT KIMHUYHHU WM3MUTBAHMS, ONPEACIIAT JIMIE WM JIULA
32 KOHTaKT.

(2) JIuuero wiau nMmara 3a KOHTAKT MO ajd. | uMar kBanudUKaLus U ONUT Ja OCHILECTBSIBAT
MOHHUTOPHHT BbPXY IIPOBEXAAHUTE B JIEYEOHOTO 3aBEACHUE KIMHUYHU U3NUTBAHUA 32 CIIa3BaHE Ha
npaBuiara Ha JloOpaTa KIMHUYHA [TPaKTHKA.

(3) M3uckBanmsTa KbM KBaTH(PUKALKATA HA JTUIATA 32 KOHTAKT 110 aJl. 1 ce ypexaar B MpaBHIIHUKA
mo wi. 106, an. 1.

(4) Ilpu xoHCTaTHpaHW OTKJIOHEHHS OT OJOOpPEHHS MPOTOKON H/WIM HEXEJIaHW JIEKapCTBEHU
peakIMy B X0/1a Ha KIIMHUYHOTO M3IMTBaHE, KOUTO HE ca JoKJIaABaHu 1o pena Ha Pernmament (EC)
Ne 536/2014, nuuero 3a koHTaKT 10 a. 1 yBenomsisa MAJI u komucusita o wi. 103, am. 1.

Yn. 108. (Otm. — JIB, 6p. 84 or 2018 r., B cuna 6 mecena ciej MmyOJlMKyBaHE Ha
cboOmenueTo 1o wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).
Paznen IV
Pa3pemenne 3a npoBexaaHe HA KIMHUYHO U3NTUTBaHe

Un. 109. (Orm. — JIB, Op. 84 ot 2018 r., B cuna 6 mecema ciep myOJIMKyBaHE Ha
cpobuienuero 1o ui. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Un. 110. (Orm. — JIB, Op. 84 ot 2018 r., B cuina 6 mecema ciep myOJIMKyBaHE Ha
cbobuiennero no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Un. 111. (Orm. — JIB, Op. 84 ot 2018 r., B cuna 6 mecema ciep myOJIMKyBaHE Ha
cbobuiennero no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Un. 112. (Orm. — JIB, Op. 84 ot 2018 r., B cuna 6 mecema ciep myOJIMKyBaHE Ha
cbobuiennero no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Yn. 113. (Omm. — JIB, Op. 84 or 2018 r., B cuma 6 Mecema ciepi MmyOJIMKyBaHE Ha
cbobuiennero no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Yn. 114. (1) (U3m. — [IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) 3a nomyyaBaHe Ha
CTAHOBMIIIE MO YJjI. 83 BB3JOKUTENIAT M0J1aBa 3asBJIeHUE 10 KoMucusiTa rmo wi. 103, an. 1.
(2) (Ot™m. — JIB, 6p. 84 ot 2018 1., B cuna 6 Mecena ciej] MyoJIMKyBaHe Ha ChOOIIEHUETO 1O Wil 82,
naparpad 3 ot Pernament (EC) Ne 536/2014).
(3) (Ot™m. — JIB, 6p. 84 ot 2018 1., B cuna 6 Mecerna ciej MyoJIMKyBaHe Ha ChOOIIEHUETO MO Wil 82,
naparpad 3 ot Pernament (EC) Ne 536/2014).
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(4) (Homa - IB, 6p. 12 ot 2011 r., B cuna ot 8.02.2011 r., oT™m., Op. 84 oT 2018 1., B cuita 6 mecerna
cies myOnMKyBaHe Ha cboOeHrero mo wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Y. 115. (Orm. — JIB, Op. 84 or 2018 r., B cuima 6 Mecena
cbobmenuero 1o 4wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Y. 116. (Orm. — JIB, Op. 84 or 2018 r., B cuima 6 Mecena
cbobmenueto o wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Yn. 117. (Orm. — JIB, Op. 84 or 2018 r., B cuima 6 Mecena
cbobOmenuero o wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Y. 118. (Orm. — JIB, Op. 84 or 2018 r., B cuima 6 Mecemna
cbobOmenuero o wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Y. 119. (Orm. — JIB, Op. 84 or 2018 r., B cuima 6 mMecena
cbobOmenuero o wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Y. 120. (Orm. — JIB, Op. 84 or 2018 r., B cuima 6 Mecena
cbobOmenueTo 1o wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Yn. 121. (Otm. — [IB, 6p. 84 or 2018 r., B cuina 6 Mecena
cbobOmenueTo 1o wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Yn. 122. (Otm. — [IB, 6p. 84 or 2018 r., B cuina 6 Mecena
cbobOmenueTo 1o wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Yn. 123. (Otm. — [IB, 6p. 84 or 2018 r., B cuina 6 mecena
cbobOmenueTo o wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Yn. 124. (Otm. — [IB, 6p. 84 or 2018 r., B cuina 6 Mecena
cboOmenueto 1o wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Yn. 125. (Otm. — [IB, 6p. 84 or 2018 r., B cuina 6 Mecena
cboOmenueTo 1o wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Pazgen V

clen

clen

cien

clen

clen

clen

clen

clen

clen

clen

clen

MyOJIMKyBaHe

MyOJIMKyBaHe

MyOJINKyBaHE

MyOJIMKyBaHe

MyOJIMKyBaHe

MyOJIMKyBaHe

yOJIuKyBaHE

yOIuKyBaHe

yOJIuKyBaHe

yOIuKyBaHE

MyOJIUKyBaHE

Ha

Ha

Ha

Ha

Ha

Ha

Ha

Ha

Ha

Ha

(Ot™m. — [IB, 0p. 84 o1 2018 1., B cuy1a 6 Mecena ciaen myoJJUKyBaHe Ha
cbo01eHneTo mo 4wi. 82, maparpag 3 or Pernament (EC) Ne 536/2014)

IIpomenn

Un. 126. (Orm. — JIB, Op. 84 ot 2018 r., B cuia 6 mecerna
cbobuienuero no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Un. 127. (Orm. — JIB, Op. 84 ot 2018 r., B cmma 6 mecena
cbobuiennero no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Un. 128. (Orm. — JIB, Op. 84 ot 2018 r., B cuia 6 mecerna
cbobuiennero no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Y. 129. (Omm. — JIB, Op. 84 or 2018 r., B cuma 6 Mecena
cbobuiennero no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Y. 130. (Otm. — JIB, Op. 84 or 2018 r., B cunma 6 mMecena
cbobuiennero no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Y. 131. (Otm. — JIB, Op. 84 ot 2018 r., B cunma 6 mMecena
cpobuiennero no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Pa3znea VI

ciaena

CJIcea

ciaena

ciaen

ciaen

ciaen

yOJuKyBaHe

yOJuKyBaHe

yOJuKyBaHe

yOJUKyBaHe

MyOJuKyBaHe

MyOJuKyBaHe

Ha

Ha

Ha

Ha

Ha

Ha

(O1t™m. — 1B, 0p. 84 ot 2018 1., B cui1a 6 Mecena cJieg myoJaMKyBaHe Ha
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cboOmeHueTo Mo wi. 82, maparpad 3 ot Perinament (EC) Ne 536/2014)
CnupaHe HAa KJIMHUYHOTO M3NIUTBAaHe

Un. 132. (Orm. — IB, Op. 84 or 2018 1., B cuna 6 mecena cieq myOJHMKyBaHe Ha
cpobmenueTo mo wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Un. 133. (Orm. — IB, Op. 84 or 2018 r., B cunma 6 mecenma cien myONMKyBaHE Ha
cpobmeHueTo mo wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Un. 134. (Orm. — 1B, Op. 84 or 2018 1., B cuna 6 mecena cieq myOJHMKyBaHE Ha
cpobmenueTo mo wi. 82, maparpad 3 ot Pernament (EC) Ne 536/2014).

Paznea VI
(Otm. — 1B, 0p. 84 ot 2018 1., B cu1a 6 Mecena cJiea myoJIMKyBaHe Ha
cboO0menuero no 4wi. 82, maparpa¢ 3 or Peraament (EC) Ne 536/2014)
IIpocaensiBane Ha 0e30MACHOCTTA

Yn. 135. (Orm. — [IB, 6p. 84 or 2018 r., B cuna 6 mMecena ciei MyOJuMKyBaHE Ha
cbobOmenueTo o wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Yn. 136. (Otm. — JIB, 6p. 84 or 2018 r., B cuna 6 Mecena ciei MyOJuMKyBaHE Ha
cbobOmenueTo o wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014).

Yn. 137. (Orm. — [IB, 6p. 84 or 2018 r., B cuna 6 Mmecena ciej MyOJMKyBaHe Ha
cboOmenueTo 1o wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Yn. 138. (Otm. — JIB, 6p. 84 or 2018 r., B cuna 6 Mecena ciei MmyOJuWKyBaHE Ha
cboOmenueTo 1o wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Y. 139. (U3m. - IIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., 6p. 102 ot 2012 1., B
cuna ot 21.12.2012 r., otm., Op. 84 or 2018 r., B cmia 6 mecema cien mnyOlIMKyBaHE Ha
cbobuiernnero no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Uin. 140. (U3m. - B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r., ot™., Op. 84 oT 2018 1.,
B clJIa 6 Mecelia ciiesl myoJauKyBaHe Ha choOIeHuero no ui. 82, maparpad 3 ot Pernmament (EC) Ne
536/2014).

Yn. 141. (Otm. — AB, 6p. 84 or 2018 r., B cuia 6 mecena ciej nmyOJMKyBaHe Ha
cpoOmieHueTo mo wi. 82, maparpad 3 ot Pernament (EC) Ne 536/2014).

Paznea VIII
(O1™m. — 1B, 0p. 84 ot 2018 1., B cui1a 6 Mmecena cJea myoJaIMKyBaHe Ha
cho0IenneTo mo wi. 82, maparpag 3 or Pernament (EC) Ne 536/2014)
YBenomiieHue 32 NPUKJIHYBAHE HA KIMHUYHOTO U3NTUTBAHE

Un. 142. (Orm. — JIB, Op. 84 or 2018 r., B cmia 6 Mmecema ciep myOJMKyBaHE Ha
cbobuiennero no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Un. 143. (Orm. — JIB, Op. 84 or 2018 r., B cuima 6 Mecema ciep myOJIMKyBaHE Ha
cbobuiennero no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).

Yn. 144. (Otm. — JIB, 6p. 84 or 2018 r., B cuna 6 Mecena ciei MyOJuMKyBaHE Ha
cpobuiennero no wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014).
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I'naBa yerBbpTa "a"

(ITpeaumen pasaen IX or riiaBa yersbpra - JIB, 0p. 12 o1 2011 1., B
cujia or 8.02.2011 r.)
HEUHTEPBEHIIMOHAJIHA ITPOYYBAHUS
(3ara. u3m. - JIB, 0p. 12 ot 2011 1., B cujia ot 8.02.2011 r.)

Un. 145. (1) (om. - OB, o6p. 12 or 2011 r, B cuma or 8.02.2011 r.)
HewnHTepBeHIIMOHATIHO NIPOYYBaHE ce MPOBEXK/Ia ¢ pa3penieHn 3a ynorpebda B Pemybnuka brirapus
JIEKapCTBCHH MPOJYKTH, KOTAaTO C€ M3IMUTBAT 3a MOJIydaBaHE Ha JONBIHUTEIHA WH(pOpMAIUs 32
MPOAYKTa, MPEINUCBAH IO OOWYAlHWS HAYMH B CHOTBETCTBHE C YCIOBHSTA, OIPEICIICHU B
pazperieHueTo 3a ynorpedba. Ha yuacTHUIINTE B HSHHTEPBEHIIMOHAHH MPOYYBAHUS HE CE MpHIarar
JMArHOCTHYHU WJIM TIPOCIIEASBAIY TPOIECIYypPH, Pa3IM4YHUA OT OOHMuaiiHaTa NpaKTHUKa, KaTo 3a
aHaJIM3 Ha TIOJTyYEHUTE JIAHHU CE U3MOJI3BAT CMUIACMUOIIOTUYHU METOIH.

(2) (M3m. - IIB, Op. 12 ot 2011 r., B cuna ot 8.02.2011 r., otm., O6p. 102 ot 2012 r., B cuia ot
21.12.20121.).
(3) (M3m. - IIB, Op. 12 ot 2011 r., B cuna ot 8.02.2011 r., otm., O6p. 102 ot 2012 r., B criia ot
21.12.20121.).
(4) (HoBa - JIB, Op. 12 ot 2011 r., B cuia ot 8.02.2011 r., ot™., 6p. 102 ot 2012 r., B criia ot
21.12.20121.).
(5) (Homa - JIB, Op. 12 ot 2011 r., B cmia ot 8.02.2011 r., ot™., 6p. 102 ot 2012 1., B cuia ot
21.12.20121.).
(6) (HoBa - JIB, Op. 12 ot 2011 r., B cuia ot 8.02.2011 r., ot™., 6p. 102 ot 2012 r., B criia ot
21.12.20121.).

Un. 145a. (Hos - JIB, Op. 102 or 2012 r., B cuma ot 21.12.2012 r.) (1)
HeunTepBeHIIMOHAIIHM TOCTMAPKETUHIOBU IPOYyYBaHMUS 3a O€30MACHOCT C€ IMPOBEXIAT IO
WHUIMATHBA Ha MPUTEXKATENS Ha Pa3pelIeHUETO 3a ynoTpeda Uiu B U3IMBIHEHHE Ha YCIOBUSATA 110
1. 55a 1 56a ¥ ca CBbpP3aHU ChC ChOMpaHE Ha JIAHHU I10 JICKapCTBEHA OE30MaCHOCT OT MAIUCHTH U
MEIHUIIMHCKH CTICIIUATNCTH.

(2) (M3m. — 1B, 6p. 17 ot 2019 r.) Koraro npu npoy4BaHeTo ce IIaHupa CbOMPaHEeTo Ha JaHHU OT
MaIlUeHTH, cienBa ga ObJe MONYy4eHO TAXHOTO chriacue. JIMUHWTE JaHHM Ha TAIMEHTHUTE Ce
00paboTBaT Mpu Cria3BaHe U3MCKBAHMATA 32 3aIIMTa HA JIMYHUTE JAHHHU.

(3) MenuuuHCKHUTE CIENMUATNCTH HE TMONTy4YaBaT (PMHAHCOBHU WM APYTH CTUMYIHU 3a y4dacTHe B
HEUMHTEPBEHIIMOHAIIHUTE TPOYYBAaHUS 3a 0€30MaCHOCT OCBEH KOMIIEHCAI[MH 32 U3Pa3Xx0JBaHOTO
BpEME U CpeJICTBA.

Un. 1456. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) [lo Bpeme Ha
IIPOBEXKIAHE HA NIPOYyYBAHETO O Wwi. 1458, an. 1 u uin. 145e, an. 1 npurexarensat Ha pa3pelICHUETO
3a yrmoTpeda OCHIIECTBSIBA MOHUTOPHHT Ha TOJNYYEHHUTE JAaHHW W OTYHTA BIMSHUETO UM BBPXY
CHOTHOIIIEHUETO I10J13a/pUCK 32 JIEKAPCTBEHHSI TPOAYKT.

(2) TlpurtexxaTensT Ha pa3pemieHueTo 3a ynorpeda cbobmaBa Ha MAJI Bcsika HOBa MH(pOpMaIus,
KOSITO OM MOTJIa /1a TIOBJIMsIE HA ChOTHOILICHUETO M0JI13a/PHUCK 3a JIEKapCTBEHUS IPOIYKT.

(3) 3anbmkeHueTo Mo an. 2 He OCBOOOKJaBa MPUTEXKATeNsl Ha pa3pelieHUueTo 3a yrnorpeda oT
M3MCKBaHETO Ha 4wi. 1943 3a mpenocraBsiHe Ha MHpoOpMaUMATa MO ajl. 2 M 4Ype3 MEepUOAUYHHUTE
aKTyaJIu3UpaHH JOKJIaaU 3a 0€30IacHOCT.

Yn. 1458. (Hos - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) (1) (U3m. — IB, Op. 84
ot 2018 r., B cuna ot 12.10.2018 r.) Koraro npoy4BaHeTO ce NMpoBEkKIa CaMO Ha TEPUTOPUATA HA
PenyGnnka bwarapus B u3mbiHeHNE Ha 3abJDKEHUE TIO Wi. 56a, TPUTEKATEIAT HA pa3pelIeHUETO
3a ynotpeOa npezacras B MMAJI npoekT Ha MpoTOKosia Ha Mpoy4yBaHeTo. [IpoekThT Ha MPOTOKOIIA,
MPUAPYKEH C MUCMEHO chItacue 1o wi. 145a, an. 2, ce npeacrass U B komucusaTa no wi. 103, an. 1.
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(2) Wsmbauaurennusatr aupektop Ha MAJl B cpok mo 60 maHM OT jJarata Ha TMOJy4daBaHE Ha
JOKYMEHTAIUATA 10 aj. | M3mpaia Ha MpUTEeXAaTeNIs Ha pa3pelIeHHETo 3a ynoTpeda yBeJOMIICHHE
3a 0100psiBaHE HA MPOYYBAHETO WJIM MPAaBU MOTUBHPAH OTKa3.

(3) Uznpnaurennust aupexrop Ha MAJI oTka3Ba npoBexjaHe Ha IPOYYBAHETO C €IMH WM IOBEYE
OT MOTHUBHTE 110 WiI. 145¢, an. 2, T. 2.

(4) (M3m. — 1B, 6p. 84 ot 2018 r., B crta ot 12.10.2018 r.) Komucusita mo wi. 103, an. 1 B cpok 1o
60 nHM OT naTaTa Ha MOJy4YaBaHe Ha JOKyMEHTAalMsATa Mo aj. | u3mpaiia Ha mpuTexarens Ha
pa3peleHueTo 3a ynorpeda noJ0KUTENHO WIK OTPULIATEIHO CTAHOBHUILIE.

(5) (U3m. — ]IB, 6p. 84 ot 2018 1., B cmuta ot 12.10.2018 r.) [IpoBekmaHeTO Ha MPOYYBAHETO MOXKE
7la 3aro4He clie/1 mojyyaBane Ha ogoopenue or MAJI u monoXUTENHO CTAaHOBUIIE OT KOMUCHSTA MO
1. 103, am. 1.

(6) 3a ouenka Ha nokymeHTanusTa o ai. 1 MAJI ceOupa Takca B pasmep, omnpezesieH B Tapudara
mo ui. 21, an. 2.

Ui 145r. (Hos - IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 1.) (1) (U3m. — 1B, Op. 84
or 2018 r., B cuna ot 12.10.2018 r.) [IpuTexarensT Ha pa3pelICHHETO 3a ymoTpeda mpuiara
IUIAHUPAHU CHIIECTBEHHM IMPOMEHM B MPOTOKONA B ciaydauTe no wi. 1458, an. 1 cuen
peABapPUTEIIHOTO UM oj100psiBane oT MAJI u ot komucusaTa mo wi. 103, am. 1.

(2) (U3m. — JIB, 6p. 84 ot 2018 1., B cmma ot 12.10.2018 r.) [Iputexartenst Ha pa3penicHUETO 3a
ynotpeba npexactaBs B MAJl u B xomucusta mo wi. 103, an. 1 gokymeHTanusTa, CBbp3aHa C
MIPOMEHUTE, © MOTUBHTE 32 TOBA.

(3) Usnbaautennust qupekrop Ha MAJL B cpok 10 30 qHM OT mojdy4yaBaHEe HA JOKYMEHTAIUATA I10
alI. 2 ogoOpsiBa TIPOMEHEHHMSI MPOTOKOJ MU M3J]aBa MOTUBHPAH OTKa3 M YBEIOMSIBA IPUTEKATEIISA
Ha pa3pelIeHneTo 3a ynorpeoa.

(4) (M3m. — 1B, 6p. 84 ot 2018 r., B crma ot 12.10.2018 1.) Komucusita mo wr. 103, an. 1 B cpok 10
30 oM OT JaTaTa Ha MOJy4YaBaHe Ha JOKyMEHTAIMsTa MO ajl. 2 M3Mpalla Ha MpUTexarens Ha
pa3penieHueTo 3a yrnorpeda nojaoKUTEeTHO WK OTPULIATEITHO CTAHOBHIIIE.

(5) Uznbanurennusat aupexkrop Ha MAJl oTkasBa mpomeHHTe Mo ain. | ¢ eIWH WM MOBeYe OT
MOTHBHTE, IOCOYEHH B wi. 145¢, ai. 2, 1. 2.

(6) (U3m. — JIB, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 r.) [IpuTexkaTensaT Ha pa3pelIeHUETO 3a
ynoTtpeba MOKe J1a MPUJIOKHU MPOMEHUTE 1o an. | cien monydaBaHe Ha omoOpenue ot MAJL u
MOJIOKUTETHO CTAaHOBHUILE OT KoMHcHsATa 1o wi. 103, an. 1.

(7) 3a onenka Ha gokymeHTausaTa o ai. 1 MAJI cpbupa Takca B pa3mep, onpesaeneH B Tapudara
mo ui. 21, am. 2.

Ui 145xa. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Ilpurexarenst Ha
paspelieHneTo 3a ynorpe0a mpeacTaBsi OKOHYATENEH J0KIa] oT npoyuBaHeTo Ha MAJI B cpok 10
12 Mmecena ciej NpuKIOYBaHE chOMpaHeTO Ha JaHHW. KbM J0oKiaza ce mpuiara U pe3roMe Ha
pE3YJITaTUTE OT MPOYYBAHETO.

(2) TlpuTexarensaT Ha pa3pelIEeHUETO 3a yrnoTpeda MoXke J1a mojaae MOTUBUpaHo uckaHe 10 MAJI
3a OTJIaraHe€ Ha Cpoka Mo ajl. | Hal-MalKo TpU Mecela INpead JAarara 3a IMpPeACTaBsSHE Ha
OKOHYATEIJIHUS JJOKJIaJ], IOCOYEHa B MPOTOKOJIA.

(3) M3npaHuTeNHATA areHIUs MO JIeKapcTBaTa 0100psiBa UM MPaBU MOTUBHPAH OTKa3 HA UCKAHETO
0 aJl. 2 ¥ YBeJOMsBa NPUTEKATENSI Ha pa3pellieHueTo 3a ynoTpeoda.

(4) Koraro mputexaTensiT Ha pa3pelIeHHETO 3a yNoTpebda Bb3 OCHOBAa Ha JOKiaga mo ai. 1
MpereHr, Y€ € HeoO0XoauMa MpOMsSHA B pa3pelieHueTo 3a ymorpeda, Toi momaBa g0 MAJI
3asiBJICHUE 3a IPOMSIHA II0 Pella Ha I1aBa TpeTa, pasaen VI

(5) Wsnbauutennusat nupektop Ha MAJl cbe 3amoBen chnupa JEHCTBHETO WM IpeKpaTsBa
paspernieHneTo 3a ynorpebda, korato MAJI Bb3 0CHOBa Ha JI0KJIajga Mo ajl. | u ciex KOHCYATalus ¢
MpUTEXKATENII Ha pa3pelieHHeTo 3a yrnoTpeda MpeleHd, 4ye € HeoOXOOUMO CHUpaHe WU
IpeKpaTsBaHe Ha pa3pelIeHneTo 3a ynorpeoa.

Yn. 145e. (Hos - B, 6p. 102 ot 2012 r., B cuma or 21.12.2012 r.) (1) Koraro
MIPOYYBAHETO Ce MPOBEXKa KAKTO Ha TepuTopusTa Ha PenyOnuka bbirapus, Taka U Ha TepUTOpUATA
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Y Ha JIpYTU IbP)KaBU YICHKH, 32 JCKapCTBEHU MPOIYKTH, paspenieHu no pena Ha Permament (EO)
Ne 726/2004 na EBponetickus mapnameHT 1 Ha ChBeTa WIM 10 pesia Ha riiaBa TpeTa, pasaen VII B
U3MBJIHEHUE Ha 3aJbJDKEHUATA MO Wi. 55a Win 1o wi. 56a, mpurexarensT Ha pa3pelieHUeTo 3a
ynorpeba nojiasa A0 KOMUTETa 110 4i1. 56a, an. 1, T. 1 mpoekra Ha MPOTOKOJI.

(2) B cpok mo 60 gHu OT narara Ha IMOJy4YaBaHE HA JIOKYMEHTAIMsTA MO ajd. | KOMHTETHT IO Y.
56a, an. 1, 1. | U3TOTBS CTAHOBHUIIE W U3TIpAIlla HAa IPUTEKATEIIS HA Pa3PEIICHUETO 3a yrnoTpebda:

1. yBenomiieHue 3a ono0peHue, uiu

2. MOTUBHUPAH OTKa3, KOTaTo:

a) KOHCTaTHpa, 4Ye IMPOBEXKIAHETO Ha MPOYYBAHETO HAachpuyaBa yroTpedara Ha JIEKapCTBEHHS
POAYKT, U/WIH

0) mpeleHH, 4e AM3ANHBT HAa MPOYYBAHETO HsIMA Jla MOCTUTHE 3aJ0XKEHUTE B IMPOTOKOJA IIENH,
u/unm

B) IPOYYBAaHETO MMa XapaKTep Ha KIMHUYHO U3IUTBAHE.

(3) (U3m. — IB, 6p. 84 ot 2018 r., B cuna or 12.10.2018 r.) B caywyaure mo am. 2, 1. 1
MIPUTEKATENAT HA pa3pelIeHUETo 3a yrnorpeda npeacrass yBegomieHueto Ha MAJL

(4) (U3m. — [IB, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) Komucusra o wi. 103, an. 1, B cpok 10
15 nHU OT nmataTa Ha MOJNy4YaBaHE Ha YBEAOMJICHHETO MO aj. 3 u3mpalia Ha MpUTEKaTeNns Ha
pa3peleHueTo 3a ynorpeda nojg0KUTEIHO WK OTPULIATEIHO CTAHOBUIIIE.

(5) (M3m. — 1B, Op. 84 ot 2018 1., B cuna ot 12.10.2018 r.) [IpoBexkaaneTo Ha MPOYUYBAHETO MOXKE
Jla 3aIl0YHE cJie/] [10JIy4aBaHe Ha MOJIOKUTEIHO CTAaHOBUIIE OT KomucusTa o wi. 103, axn. 1.

(6) CpabpkanueTo u ¢opmaTa Ha MPOTOKOJA 10 al. 1 ce ompenenar ¢ PerinameHT 3a u3NmbIHEHHE
(EC) Ne 520/2012 na Komucusita ot 19 1ouu 2012 r. OTHOCHO W3BBPIIBAHETO HA JICWHOCTHTE B
obnactra Ha (apmakojoruuynara OgutenHoct, npeasuaeHu B Permament (EO) Ne 726/2004 nHa
EBponeiickus mapnament u Ha ChBeta u B JlupektuBa 2001/83/EO na EBpormneiickusi mapJamMeHT u
Ha CoBeta (OB, L 159/5 ot 20 ronu 2012 r.), HapuyaH mo-HaTtaThK "PeriiaMeHT 3a M3MbIHEHHE
(EC) Ne 520/2012".

Y. 145x. (Hos - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) Ilpurexarenst Ha
paspenieHueTo 3a ymnorpeba B ciaydaute mo uwi. 145e, an. 1 mpunara mjiaHUpaHd ChIIECTBEHU
MIPOMEHU B MPOTOKOJA HAa MPOYYBAHETO CJE/ MPEIBAPUTEIHOTO UM 0J00psBaHE OT KOMUTETA IO
i1, 56a, an. 1, T. 1.

(2) Ipurexarenar Ha pa3pelIeHHeTo 3a ynorpeba MpencTaBst Ha KOMHUTETa Mo wi. 56a, an. 1, T. 1
JOKYMEHTaIUsATa, CBbp3aHa C IPOMEHNUTE, 1 MOTUBH 3a TOBA.

(3) (M3m. — 1B, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) Korato xomuteTsT Mo 4. 56a, ain. 1, T.
1 ogo6pu poMeHUTE B MPOTOKOJIA, MPUTEXKATEIAT HAa pa3pelieHneTo 3a ynorpeda yBegomsasa MAJI
u KomucusTa mo wi. 103, am. 1.

(4) (U3m. — JIB, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) [IpuTexaTensaT Ha pa3pelIeHUETO 3a
yrnoTpeda Moxe Ja MPUI0KH IPOMEHHTE 1Mo aj. | cies mojsyyaBaHe Ha MOJIOKUTETHO CTAHOBHILE
oT koMmucusara 1o wi. 103, an. 1.

UYn. 1453. (Hos - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) [Iputexarenst Ha
paspeleHneTo 3a ynorpeda mpecTaBs M0 €IeKTPOHEH IIbT Ha KoMHTeTa Mo wi. 56a, am. 1, 1. 1
OKOHYATEJIEH AO0KJIA, MPUAPYKEH C PE3IOME HA PE3YIATATUTE OT IPOYYBAHETO, B CPOK 10 12 Mecena
clie]] MPUKIIIOUBaHE ChbOMPAHETO Ha JITaHHHU.

(2) IlputexarensaT Ha pa3pelIeHHeTo 3a ymorpeba MOXe Ja IMoJaJe MOTHBHPAHO HCKaHE JI0
KoMmHTeTa o wi. 56a, aim. 1, 1. 1 3a ommarane Ha cpoka o an. 1 Hail-Manko Tpu Mecena Nnpeau
JaTara 3a peCTaBsHE Ha OKOHYATEIHUS 10KJIa/, IOCOUYE€HA B IPOTOKOJIA.

(3) KomurtersT 110 . 56a, an. 1, T. 1 og00psBa wiu mpaBu MOTHBHPAH OTKa3 HA MCKAHETO M0 aJl. 2
U YBEZIOMSIBA MPUTEKATEN HAa Pa3pelIeHUeTo 3a ynorpeoa.

(4) Cpaoppkanuero u (opmara Ha JOKJIana mo an. 1 ce ompeaenar ¢ PermaMmeHT 3a u3mbiHEHWE
(EC) Ne 520/2012.

Yn. 145u. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) KomutersT 1o 4.
56a, an. 1, T. 1 B3 OCHOBa Ha JOKIaja 1o wi. 1453, an. 1 u ciex KOHCyNTalKs C MPUTEKATENS Ha
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paszpeleHneTo 3a ynorpeda m3iaBa MOTHBHpaHa MPENopbKka OTHOCHO pa3pelieHueTo 3a ynorpeda
HAa JIEKapCTBEHUS NPOAYKT U 5 U3Ipalla ao:

1. KomuTeTa mo jgexkapCcTBEHHUTE MPOAYKTH 3a XyMaHHa ynotpeba mo wi. 5 ot Permament (EO) Neo
726/2004 na EBponeiickus napiaameHT u Ha CbBeTa, UM

2. KOOpAMHAIMOHHATA rpyna 1o wi. 77, ai. 2.

(2) B cnydaure no an. 1, T. 2, Korato KOMUTETHT 10 Wi. 56a, ain. 1, T. 1 e npenopbyuan npomMsHa,
CIMpaHe WIM TNpeKpaTsBaHE Ha pa3pelieHUueTo 3a yrnoTpeda, KOOpJAUHAIMOHHATa TIpyIa,
IIpE/ICTaBIsIBaHa OT JAbpKABUTE WIECHKH, B KOUTO € MPOBEJIECHO IPOYYBAHETO, M3/jaBa CTAaHOBMILE
OTHOCHO HEOOXOIMMHUTE JEWCTBUSA, KOWUTO Clie[iBa Ja Ce MpelalpueMar IO OTHOIICHHE Ha
pasperieHrneTo 3a ynorpe0a, BKIFOUUTEITHO TpaduK 3a U3IIHEHUETO MY.

(3) Korato mpencraBeHUTE IbpXKaBU YICHKHM B KOOPJIMHAI[MOHHATA Ipyla MOCTUTHAT KOHCEHCYC
OTHOCHO CTaHOBHIIETO TO al. 2, TO ce myOnukyBa Ha EBpomeiickusi MHTEpHET MHOPTal 3a
JIEKapCTBEHUTE MPOIYKTH 1O Wi. 68, ain. 1, T. 4 ¥ ce u3nparia Ha IPUTEKATEII Ha Pa3peLICHUETO 3a
ynorpeoa.

(4) MBobaautenausat aupektop Ha HMAJlI B CHOTBETCTBHE ChC CTAaHOBMIIETO IO all. 2 CIHpa
JEWCTBUETO WU MPEKPATIBA PAa3pPEIICHUETO 3a yIoTpeoa.

(5) Koraro B cTraHOBHUIIETO MO al. 2 ca MPeNopbYaHH MPOMEHH B M3AaJCHOTO pa3pelieHHe 3a
ynotpe0a, MpUTEkKATEAT HAa Pa3pelIeHHeTo 3a yrnoTpeba B paMKUTE Ha ompenesieHus rpadux 3a
u3nbiaHeHne mnonaBa a0 MAJI 3asBneHue 3a mpoMsiHa MO peda Ha riaBa TpeTa, pasaen VI,
BKJIIOUBAIIO aKTyaJIU3UpaHa KpaTKa XapaKTepUCTUKA Ha IPOAYKTa U JINCTOBKA.

(6) Koraro He mMoxe Ja ObJie MOCTHTHATO ChIVIACHE B PAMKUTE Ha KOOPIMHAIMOHHATA IpyIa,
MO3ULMATA HAa MHO3MHCTBOTO OT Jbp)KaBUTE WIEHKH ce INpeaocTaBs Ha EBponeiickata komucus,
KOSITO MpHEMa pelIeHre 3a MPOMSHA, CIHpaHe WM MPEeKpaTsBaHe Ha pa3pelIeHueTo 3a ynorpeoda,
U3J1aJIEHO OT ChOTBETHUTE PEryJIaTOPHU OpraHU HA JbpKABUTE YICHKH.

(7) Pemenuero mo an. 6 ce myOnuKyBa Ha EBpomneiickus HMHTEpHET MOpTal 3a JIEKapCTBEHUTE
MPOAYKTH 10 Wi. 68, an. 1, T. 4 1 ce u3mpaliia Ha MPUTEKATENSI HA pa3pEUICHUETO 3a yInoTpeda.

(8) M3nbiHuTENHATA areHIus 1O JIeKapcTBaTa Mpuiiara BpeMEHHUTE W/UIM OKOHYATEITHUTE MEPKHU
OT pemieHHeTo 1Mo ajn. 6 u maHpopmupa EBponeiickaTa areHnus 1o JiekapcrBata u EBpomneiickara
KOMHUCHSL.

(9) B cnydaute no an. 1, 7. 1 KomurersT no JekapcTBEHUTE MPOAYKTHU 332 XyMaHHa ynorpeda B
CBHOTBETCTBUE C IpPENOpbKaTa Ha KOMUTETAa Mo wi. 56a, an. 1, T. 1 M3naBa CTaHOBHILE OTHOCHO
3ara3BaHEeTO, U3MEHEHUETO, CIIUPAHETO MM IMPEKPaTABaHETO Ha BAIMIHOCTTA HA pa3pelIeHUEeTo 3a
yrnoTpeda, BKIUUTEIHO rpaduK 3a U3MbIHEHNE Ha cTaHOBUIIETO. CTaHOBUIIETO ce MyOIMKyBa Ha
EBpornelickust ”HTEpHET MopTaJ 3a JIEKapCTBEHUTE MPOAYKTHU 1o wi. 68, an. 1, T. 4 u ce usnpamia Ha
MIPUTEXKATEIS Ha pa3pelIeHueTo 3a yrnorpeoa.

(10) Korato B craHoBHIIETO MO al. 9 € M3pa3eHa MO3ULMS 3a NpPEAIpHEMaHe Ha perysiaTOpHU
JIeiCcTBUS 10 OTHOLIEHHE Ha pa3pelleHusTa 3a ynorpeda, EBponelickata koMucus npuema petieHue
3a MpOMsHA, CIIMpaHEe WM MpeKpaTsIBaHE Ha pa3pelleHusiTa 3a ynorpeda, U3JaJeHU MO pena Ha
Pernament (EO) Ne 726/2004 na EBponeiickus napnamenT u Ha CbBera.

Uin. 145k. (Hos - 1B, 6p. 102 ot 2012 1., B cwina ot 21.12.2012 1.) (1) (U3m. — 1B, 6p. 84
or 2018 r., B cuma or 12.10.2018 r.) HenHTepBeHIMOHAIHU MPOYYBAaHUS Ha TEPUTOpUATA Ha
PenyOnuka bearapus ce nmpoBexaaT mpu yCJIOBUS U 110 pejl, ONPEENIEHN ¢ Hapeada Ha MUHHUCThpa
Ha 3]]paBEOIa3BaHETO.

(2) Ilpu mpoBexJaHe Ha HEMHTEPBEHIIMOHAIHM MPOYYBaHMS MO ajld. 1 ce mocouBa M3TOYHUKBT Ha
¢buHaHCUpaHe.
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I'maBa mera
IMPOU3BOJICTBO N BHOC HA JIEKAPCTBEHU ITPOAYKTHU N
AKTUBHU BEHIECTBA
(3arJa. u3m. - IB, 0p. 102 ot 2012 r., B cujia ot 2.01.2013 r.)

Paznea 1
IIpousBoacTBo

Y. 146. (1) (U3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) IIponsBoacTBOTO Ha
BCUYKHU BUJIOBE JIEKAPCTBEHH MPOAYKTH MO CMUCHJIA HA TO3U 3aKOH U Ha JIEKAPCTBEHH MPOIYKTH,
npeJHa3HAuYeHW 32 KIMHUYHO HM3MHUTBAaHE, MOTaT Ja M3BBPIIBAT HAa TepUTOpHsTa Ha PemyOmuka
brarapus camo Qpu3NYECKU WK FOPUIUICCKH JIUIA, PETUCTPUPAHU KaTO THPTOBIM HA TEPUTOPUSITA
Ha Jbp)KaBa WICHKA, KOMTO Ca IMOJyYHIIM pa3pelleHue 3a MPOU3BOICTBO, U3/IaJICHO OT JUPEKTOpa
Ha M3meiHATETHATA areHIHsI 110 JISKapCTBaTa.
(2) PaspemieHue 3a MpPOM3BOJCTBO CE€ M3HMCKBA M B CIIy4auTe, KOrato MPOAYKTHTE mo ai. 1 ca
npeJHasHauYeHH caMo 3a U3HOC.
(3) (U3m. - JIB, Op. 71 ot 2008 r., B cmwia ot 12.08.2008 r.) Pa3pemienune 3a mpou3BOACTBO Ce
W3KMCKBA U 32 JIWIIA, KOUTO U3BBPIIBAT €THOBPEMEHHO WJIM MOOT/ICITHO €HA OT CJIICTHUTE ICHHOCTH:
OBJIHO WM YaCTHYHO TPOU3BOJACTBO, pa3IMYHU TpollecH Ha pa3dacoBaHe, OIAKOBAHE,
MIPEOIAaKOBaHe, CTUKETHpPAHE, KAa4eCTBEH KOHTPOJ W OCBOOOKIaBaHE HA MapTHIU JICKApPCTBEHU
MPOAYKTH U JICKAPCTBEHU NPOAYKTH, IPEIHA3HAYCHH 332 KIIMHUYHO U3ITUTBAHE.
(4) (Orm. - 1B, 6p. 71 ot 2008 1., B cuima ot 12.08.2008 1.).
(5) He ce u3uckBa paspelieHre 3a MPOU3BOJCTBO, KOTAaTO MPOLECUTE Ha pa3dacoBaHe, CMECBaHE
WJIM OTIAaKOBAHE CE U3BBPIIBAT [0 MAaruCTpaliHa WK (hapMaKoIeiiHa PerenTypa B anTeka.

Un. 147. (U3m. - JIB, Op. 102 ot 2012 r., B cuna ot 2.01.2013 r.) M3nbiauTenHaTa
areHIys 10 JIeKapcTBaTa BbBEXAa MHPOpPMALUS 332 W3JaJICHUTE Pa3pelIeHus 32 IPOU3BOJICTBO Ha
JIEKapCTBeHH MPOAYKTH U cepTudukatu 3a J[oOpa mpous3BoACTBEHA MpakTHKa B 0a3aTa NaHHU Ha
EBponeiickus cpro3.

Yn. 148. 3a monyyaBaHe Ha pa3pelieHue 3a MPOU3BOACTBO JIULETO 1Mo 4. 146 TpsiOBa na
pasnoara:
1. ¢ mepcoHan ¢ MOAXOAIIA KBATM(UKAIMSA B 3aBUCUMOCT OT cHelu@uKara Ha MpOU3BEXIaHUTE
BUJIOBE JIEKAPCTBEHM MPOJIYKTH U JIEKapCTBEHU (hopmH;
2. 10 BCSIKO BpeMe Hail-MajKo ¢ €IHO KBIM(UIMPAHO JIUIIE, KOETO OTTOBAPs Ha YCIOBUSATA MO YII.
159;
3. ¢ moMelIeHus 3a NPOM3BOJICTBO, KOHTPOJ U ChXPaHEHUE Ha JIEKaPCTBEHUTE MPOAYKTH, CHaOIeHH
C HE0OX0IMMOTO TEXHUUECKO 000pY/IBaHE U ¢ TaOOpaTOpUH 3a KOHTPOJ.

Un. 149. PpkoBoguTenwTe Ha MPOU3BOACTBO M KOHTPOJ BBPXY KadeCTBOTO Ha
JIEKapCTBEHH MPOIYKTH B MIPEANPUATHSITA 32 MPOU3BOACTBO Ca JIULIA:
1. xouto mpuTekaBaT 00pa3z0oBaTENTHO-KBATH(PUKAIIMOHHA CTEMEH "MarucThp' MO CIEeNHaTHOCT
"papmammsa", "xumusa" wunu "Ouonorus" W HAW-MaJKO JBE TOJWHUA TPAKTUYECKH OIUT BHB
(hapMaleBTHYHOTO TPOU3BOICTBO;
2. KOUTO OTroBapsT Ha M3WCKBAHUATA MO T. | W MMAT JONBIHUTEIIHO MpPU3HATA CIEIUATHOCT IO
pPaaMoOHNONIOTHSl WU PAAUOXUMHUS - 32 paauodapMaleBTUIA WIA 32 JIEKapCTBEHU MPOIYKTH,
MOJIJI0’KEHU Ha MOHU3UPAIIU TbUCHUS;
3. ¢ mpu3HATa CHEHUATHOCT TO KIMHUYHA XEMaToJOTHs, MEIUIIMHCKa MUKPOOUOIIOTHS,
BUPYCOJIOTHSI WM UMYHOJIOTHS - 332 MPOU3BOJCTBOTO HA UMYHOJIOTUYHU JIEKAPCTBEHU MPOJIYKTH -
BAaKCHHH, TOKCHHH, CEpyMH, 32 OHOTEXHOJIOTHYHH MPOAYKTH U 3a JIEKQpPCTBEHU NPOAYKTH,
MOJYYE€HH OT YOBEIIIKA IJ1a3Ma UJIM OT YOBEIIKA KPbB.
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Y. 150. (1) JIuero mo un. 146 npencrass B MAJI 3asBnenue mo obpasern, yrBbpAEH OT
JTUPEKTOpa Ha areHIIUATA.
(2) 3aeqHO ChC 3asBICHHUETO 11O al. | 3assBUTENAT PEACTaBS U:
1. (mom. — IB, 6p. 103 ot 2017 r., B cuna ot 1.01.2018 1., u3m. 6p. 67 ot 2020 r.) qUIUIOMA 32
BHUCIIIE 00pa3oBaHKe, JOKYMEHT 3a MPUI00UTA CHEIHATHOCT, JOKYMEHT 32 TPYAOB CTaX H TPYIOB
JIOTOBOD 3a Jiniara 1no wi. 148, 1. 2 u un. 149;
2. Komusi OT JOTOBOPW 3a Bh3JaraHe Ha IPOM3BOJCTBOTO W/MIM KOHTpOJA Ha 3asBEHUTE 32
MIPOU3BOJICTBO MPOAYKTH - B CllydauTe 1o wi. 151;
3. (u3m. - [IB, 6p. 71 ot 2008 ., B crma ot 12.08.2008 r., 6p. 60 ot 2011 1., B crta ot 5.08.2011 1)
JTaHHW 33 EMUHHUS UISHTH(QUKAIMOHEH KOJ Ha THhProBella WM KOOmepanusra OT ThpProBCKUs
pEerucThp, a 3a JIpy)KecTBaTa, PETUCTPUPAHU B JIbp)KaBa - WICHKA Ha EBpONEWCKUs CBIO3, WU B
abpkaBa - ctpaHa no CnopasymeHuero 3a EBpoOmeiickOTO HMKOHOMHYECKO MPOCTPAHCTBO -
JOKYMEHT 3a aKTyaJHa perucTpamusi 10 HAIMOHATHOTO 3aKOHOAATEJICTBO, H3AaJCH OT
KOMITETEHTCH OpraH Ha ChOTBETHATA JIbPIKABA;
4. (m3m. - JIB, 6p. 60 ot 2011 r., B cua ot 5.08.2011 r., 6p. 102 oT 2012 1., B cuima ot 2.01.2013 r.)
CIHUCHK HA MMPOU3BOJICTBEHUTE JICHHOCTHU U JIEKAPCTBEHUTE (POPMH, KOUTO IIe MPOU3BEXK/IAT;
5. cXeMH Ha TOMCIIEHHUITa 3a WPOM3BOJICTBO, KOHTPOJ M CBhXpPAaHCHHWE U JIOCHE Ha
MIPOU3BOJICTBEHATA MOIIHOCT;
6. OIICHKA 3a BB3/CHUCTBUE BBPXY OKOJHATA Cpe/a MPU MPOU3BOJICTBOTO HA JIEKAPCTBEHU MPOIYKTH
B IIPEJBUICHUTE B 3aKOHA 3a OIIa3BaHE Ha OKOJIHATA CpeJia CIyJau;
7. paspeuieHHe OT ATEHIUATa 3a SAPEHO pEryJMpaHe, KOrarto 3asBJICHHETO C€ OTHAcsS JO
MIPOM3BOJICTBO HA paguodapManeBTUIM WM HA JICKAPCTBEHH MPOIAYKTH, TOJJIOKEHH Ha
HOHM3HpAIIY JIBUCHHSI TPU IPOU3BOJICTBOTO UM;
8. (otm. — [IB, 6p. 67 ot 2020 1.);
9. (otm. - IB, 6p. 60 ot 2011 1., B cuima ot 5.08.2011 r.);
10. moKyMeHT 3a IuIaTeHa Takca B pa3Mep, ornpezeieH B Tapudara mo wi. 21, an. 2.
(3) IIpu mpOM3BOACTBOTO HA HAPKOTUYHHM BEIIECTBA M JICKAPCTBCHU (OPMH, KOUTO ChIBPIKAT
TaKWBa BEIIECTBA, CC CIa3BaT M M3WUCKBAHMITA HA 3aKOHA 3a KOHTPOJ BBPXY HAPKOTUIHHTE
BEIIECTBA U IIPEKYPCOPHUTE.
(4) (HoBa — B, o6p. 103 or 2017 r.,, B cwia ot 1.01.2018 r., u3m., Op. 67 ot 2020 r.)
W3npnHuTEeNTHATa areHius Mo JieKapcTBaTa YCTaHOBSBA CIY)KeOHO OOCTOsATEICTBaTa OTHOCHO
CHJIMMOCTTA Ha JMIETO 1o wi. 148, T. 2 u Ha nuuata no wi. 149, koraro ca OBIATapcKu rpakJaHu.
3a nuIara, KOUTO HE ca OBJITapCKH TPaXKIaHW, ChC 3asBICHUETO CE MPEICTaBs CBUAETEIICTBO 3a
CHJIMMOCT WJIM aHAJIOTUICH JJOKYMEHT, H3/aJIeH OT KOMIIETCHTCH OpraH Ha ChOTBETHATA JIbPKaBa.
(5) (HoBa — [IB, 6p. 67 ot 2020 r.) M3mbiHuTenHaTa areHIUs IO JeKapcTBaTra CiIyXkeOHO
YCTaHOBSIBA OOCTOSITENICTBATAa OTHOCHO HAIMYMETO Ha pa3pelieHne 3a TOoJ3BaHe WIH
yIIOCTOBEPEHHE 3a BBBEKJAaHE B EKCILIOATAllMS Ha TMOMEIICHMSTAa 3a MPOU3BOJCTBO, KOHTPON U
CbXpaHEeHHe, M3/IaJIeHH TI0 peaa Ha 3aKoHa 32 YCTPOWCTBO HAa TEPUTOPHSTA, MM Ha IPYT BAIHICH
JOKYMEHT 10 CMHUCHJIa Ha 3aKOHa 32 YCTPONCTBO HA TEPUTOPHUSITA.

. 151. Koraro HAKOM OT eTanuTe Ha MPOU3BOJCTBOTO WJIM KOHTPOJHUTE U3IIUTBAHUS B
IIPOM3BOJICTBEHMSI MIPOLIEC C€ U3BBPIIBAT MO JIOTOBOP B APYr 0OEKT HA TepuTopusita Ha PemyOmuka
bearapus wnu u3BbH Hes, uiarta mo 4i. 146 ca 1abKHU J1a TOCOYaT MECTOHAXO0XKACHUETO Ha TO3H
O0OEKT M KOMHE OT JIOTOBOPA, B KOHTO ce OMpenesAT OTTOBOPHOCTHTE Ha BCSKAa OT CTPAHUTE IO
OTHOIIIEHHE Ha Clla3BaHe M3MCKBaHUATa Ha J[oOpaTa mMpou3BOJCTBEHA MpPAKTHKa Ha JIEKAPCTBEHU
MPOAYKTH U 33bJDKEHUATA HA KBUTH(UIIUPAHOTO JuLe 1o ui. 148, T. 2.

Yn. 152. (U3m. - [IB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) (1) [Ipunnunure u
M3KCKBaHUATa 3a J[oOpa mpou3BOJCTBEHA MPaKTHKA 32 BCUYKU BHJIOBE JIEKAPCTBEHU MPOJYKTH, HA
JIEKapCTBEHH TPOIYKTH 32 KIIMHUYHO M3MHMTBAHE W HAa aKTHBHHU BEIIECTBA CE OMPEIEIAT ¢ Hapeaoa
Ha MUHHUCTBPa Ha 3/JpaBEOla3BaHETO M C aKTOBE W PBKOBOJCTBA, NpueTd OoT EBpomeiickara
KOMFCHSI.
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(2) IlpuHIIMTIMTE ¥ U3UCKBAHUATA 3a O(HIIMAIIHA OIlEHKA HAa PUCKA C 1€ ycTaHOBsBaHe Ha J[oOpa
MPOM3BOJICTBEHA MPAKTHKA 3a IMOMOIIHU BEUIECTBA CE OMpeaeNsaT ¢ Hapemdara mo amn. 1 u ¢
PBKOBOJICTBA, NIPHETH OT EBporeiickaTa KOMHUCHS.

Un. 153. (1) Ilpu nocrbnBane Ha 3asBieHue no wi. 150 MAJI omnensisa monmajaeHara
JOKYMEHTAllsl U M3BBPIIBA NPOBEPKAa HAa MACTO Ha OOEKTUTE 3a IMPOU3BOACTBO, KOHTPOI M
CbXpPaHCHUC, BKIIFOUUTCIIHO U B CIIYy4YauTC 110 YI. 151, 34 YCTAaHOBABAHC Ha CbOTBCTCTBHUCTO MCIKAY
IpeJCTaBeHaTa JOKYMEHTalUs M YCIOBHMSTAa 3a IPOM3BOJICTBO, KOHTPOJ M CbXPaHEHHE Ha
HU3XOIHUTEC MATCpHUaId 3a IMMPOU3BOACTBO U HA I'OTOBUTC JICKAPCTBCHU ITPOAYKTH U CbOTBCTCTBHUECTO
UM C U3HUCKBaHUATA Ha JloOpara mpou3BOACTBEHA PAKTUKA.

(2) PazxoauTe 1o u3BBpILIBaHE Ha IPOBEPKA HAa MACTO 110 all. 1 ca 3a cMeTKa Ha 3asiBUTEIS.
(3) 3a u3BbpuIBaHE Ha MPOBEpKAa Ha MACTO MO aj. | 3asgBUTENAT 3amllalia Takca B pasmep,
orpeneneH B Tapudara mo wi. 21, an. 2.

Y. 154. (1) Korato MAJI ycTaHOBM HEMBJIHOTH B TIPE/ICTaBeHAaTa TOKYMEHTAIUS W/HIIA
HECHOTBETCTBUE MEXIY ChIBPKAHUETO Ha IMpeACTaBeHaTa JOKYMEHTAIUsi W CBhCTOSHUETO Ha
o0eKTa WM M3UCKBaHUATA 3a KBalU(UKAlMITa Ha NEpCOHANa, YBEAOMSBA MUCMEHO 3asBUTENS U
JlaBa MMMCMEHU YKa3aHUsI.

(2) B cayyaute o an. 1 cpoksT 1o wi. 155, an. 1 cnupa na Teue 10 npuBexaaHe Ha 00eKTa UM Ha
JOKYMEHTAIUATA B ChOTBETCTBUE C U3UCKBAHUSATA.

Y. 155. (1) (U3m. — JIB, Op. 84 ot 2018 r., B cruta ot 12.10.2018 1.) 3BbJIHUTETHUAT
nupextop Ha MAJI B cpok 60 1HU OT faTara Ha MojaBaHe Ha 3asBJIEHUETO 1o 4i. 150:
1. u31aBa pa3perieHue 3a Mpou3BOACTBO, WIN
2. mpaBU MOTUBHpPAH OTKa3.
(2) (U3m. - 1B, 6p. 60 ot 2011 r., B cuia ot 5.08.2011 r., 6p. 102 ot 2012 1., B cuna ot 2.01.2013
r.) Pa3pemienue 3a mpou3BOJICTBO CEe M3/aBa CaMoO 3a IMOCOYCHUTE B 3aSBJICHUETO MPOM3BOJICTBEHU
JNEMHOCTH M JIeKapCTBEHM (OpMH U JIEKAPCTBEHU MPOJYKTH, IpEIHA3HAUYEHU 3a KIMHUYHO
W3MUTBaHE, W 32 IOMEIICHUATA, KBAETO INE C€ H3BBPIIBAT IPOU3BOJICTBOTO, KOHTPOIBT W
CbXPaHEHHETO.
(3) AxToBere 110 az. 1 ce BpbuBaT Ha 3assBUTEIIS.
(4) Pa3pemienueTo 3a Mpou3BOJICTBO € OE3CPOUHO.
(5) OtkazwT mo an. 1, T. 2 momiexu Ha oOkajaBaHE MO pelna Ha AJIMHUHUCTPATUBHOIPOLECYaTHUS
KOJIEKC.

Un. 156. (1) [putexarensar Ha pa3penieHue 3a MPOU3BOJICTBO TOJaBa 3asBJICHHUE INPHU
MPOMSIHA Ha!
1. aunero mo un. 148, T. 2;
2. nmunara 1o wi. 149;
3. (otm. - IB, 6p. 60 ot 2011 r., B cuia ot 5.08.2011 r.);
4. MECTOHaXO0KJICHUETO WJIM IIPEYCTPOMCTBO Ha HAKOW OT 0OEKTUTE 3a MPOU3BOACTBO, KOHTPOJ WU
CbXpaHEHHUE;
5. (m3m. - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) npon3BOACTBEHUTE ACHHOCTH;
6. (u3m. - /1B, 6p. 60 ot 2011 r., B cmma ot 5.08.2011 r., 6p. 102 ot 2012 1., B cuta ot 2.01.2013 1)
MIPOU3BEXKIAHUTE JIEKapCTBEHH (popmH;
7. (m3m. - 1B, Op. 60 ot 2011 r., B cuna ot 5.08.2011 r.) ThproBckara perucTpanusi.
(2) (U3m. — 1B, Op. 67 ot 2020 r.) KM 3asB1eHueTO 10 aji. 1 ce mpuiaraT J0KyMEHTH, CBbP3aHHU C
MpoMsHaTa, KOUTO Ca ONpeeTeHN B WI. 156a 1 JOKYMEHT 3a IUIaTeHa Takca B pa3Mep, ONpPeIesieH B
tapucdara o ui. 21, an. 2.
(3) (Homa - JIB, 6p. 60 ot 2011 r., B cria ot 5.08.2011 1.) B 14-1HEeBeH cpok OT HacThHIIBaHE HA
npoMsiHa Ha OOOpYJIBAHETO NPUTEKATENAT Ha pa3pelIeHHeTO 3a IPOU3BOJACTBO YBEAOMSBA
nurucmeno MAJL.
(4) (Hosa - 1B, 6p. 60 ot 2011 r., B cuia ot 5.08.2011 r.) [Ipurexarenst Ha paspelieHue 3a
Npou3BOACTBO mojaBa B MAJl yBegomiieHHME MNpH 3allouyBaHE Ha IMPOM3BOJCTBO 3a BCEKHM HOB
paspelieH 3a ynorpe0a JiekapcTBEH MPOIYKT.
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(5) (Ilpepumaa an. 3 - 1B, Op. 60 or 2011 r., B cuma ot 5.08.2011 r.) Paspemenuero 3a
MIPOU3BOJICTBO CE€ MPEKPaTsIBa, B CIIy4all 4e MPUTEKATEIAT MY MPEKpaTH JEHHOCTTA CH, 32 KOETO €
JUThKEH TUCMEHO 1a yBeaomu MAJL.

Ui 156a. (Hos — IB, 6p. 67 ot 2020 r.) (1) Ilpu npomsira mo un. 156, an. 1, 1. 1 u 2
3asIBUTEIIAT PECTaBs:
1. quruioma 3a 3aBBPIIEHO BHCIIE 00pa30BaHNUE;
2. TpYZOB JOTOBOP;
3. JOKYMEHTH, YAOCTOBEPSBAIIH JOMBIHATEITHA KB (DUKAIIHS;
4. TOKYMEHT 3a TPYAOB CTaX.
(2) MBnbiHUTENHATA areHIUs 10 JIeKapCcTBaTa YCTAaHOBSIBA CIY>KEOHO 0OCTOSTENCTBATa OTHOCHO
CBHAMMOCTTA Ha JIUIETO 1Mo wi. 148, 1. 2 1 Ha nunara no wi. 149, koraTo ca OBATAPCKU IPaKIaHHU.
3a nuuara, KOUTO He ca OBITapCKH IpakJlaHU, ChC 3asBJICHUETO CE MPEACTaBs CBUACTEICTBO 3a
CHJIMMOCT WJIM aHAJIOTUYEH JJOKYMEHT, U3a/ileH OT KOMIIETEeHTEH OpraH Ha ChOTBETHATA IbPKaBa.
(3) Ilpu npomsiHa no wi. 156, an. 1, T. 4 3aBUTENAT NPEACTaBs CleHATa JOKYMEHTAllKs, CBbpP3aHa
ChC ChOTBETHATA IPOMSHA!
1. cxema 3a W3rpakJIaHe WU MPEYCTPOMCTBO HA MOMEIICHHSATA 3a IMPOU3BOJCTBO, KOHTPOI M
CbXpaHECHHE;
2. OLIEHKa Ha BB3JIEUCTBHETO BBPXY OKOJHATa Cpela IMpPU MPOU3BOACTBOTO HA JICKAPCTBEHH
MIPOJIYKTH — B MPEABUACHUTE B 3aKOHA 3a ONa3BaHE Ha OKOJIHATA CpeJia Clydau;
3. OCHOBEH IUIaH 3a BaJUAUPAHE, BKIIOYBAI] TOMEIICHHITA, 3asSBEHH 32 IIPOMSIHA;
4. xomue OT JAOrOBOpa 3a Bb3JaraHe, KOraro HIKOM OT JEHHOCTUTE MO MPOU3BOJCTBO, KOHTPOI U
ChbXpaHEHHE Ha JIEKAPCTBEHHUTE MPOAYKTH CE€ HU3BBPIIBAT B JPYyr OOEKT HA TEPUTOPHUATA Ha
PenyOnuka bbarapust uiam u3BbH Hesl.
(4) Ilpu npomsina no ui. 156, an. 1, 1. 4 UAJI cnyxeOHO ycTaHOBsSIBa OOCTOATEICTBATa OTHOCHO
HAJIMYMETO Ha paspellieHHe 3a MOJ3BaHe WM YAOCTOBEPEHHE 32 BBBEKIAHE B EKCIUIOATAllUsS Ha
MOMENICHUATA 3a MPOM3BOJCTBO, KOHTPOJ M CBhXpaHEHHE, HM3JaJCHU IO peaa Ha 3akoHa 3a
YCTPOMCTBO HA TEPUTOPHSTA, WU HA APYr BalUICH JOKYMEHT IO CMHChJIa Ha 3akoHa 3a
YCTPOMCTBO Ha TEPUTOPUSATA.
(5) Ilpu npomsina o wi. 156, an. 1, T. 5 3asgBUTENAT NpeACTaBs cIeAHATa JOKYMEHTAIIHS:
1. cIMChK HA CTAaHAAPTHUTE OTIEPATUBHU MPOIETYPH 3a MPOU3BOJICTBO, KOHTPOJ U MTOYHUCTBAHE;
2. OCHOBEH IUJIaH 3a BaJUAUpPAHE, BKIIOYBAIL MIPOLIECUTE, 3asBEHH B MPOMSHATa M MOJJEXKAIIU Ha
BaJIUIUPAHE.
(6) Ilpu mpomsiHa o 4. 156, an. 1, T. 6 3aBUTENAT NMPEACTaBs CIeAHATA JOKYMEHTAIIHS:
l. CIUCBK C MEXIYyHAPOJAHUTE HEMATCeHTHHM HAUMEHOBAaHUS W THPTOBCKUTE HAMMEHOBAHUS Ha
JIEKapCTBEHUTE MPOJYKTH, JEeKapcTBeHaTa MM (opma, ChAbpKAHME HAa AKTUBHOTO BEUIECTBO B
J030Ba €AMHUIA U KOJIMYECTBO B KpaifHaTa OMaKOBKa;
2. CIMCBHK Ha IPOLEIYPUTE 3a MPOU3BOJICTBO, KOHTPOJ M ChbXpPaHEHHUE Ha JIEKAPCTBEHUTE MPOIYKTH.
(7) llpu mpomsina mo wi. 156, an. 1, . 7 UAJl ycranoBsiBa ciyxkeOHO OOCTOSITEICTBaTa O
3asIBEHUTE MPOMEHU B ThPrOBCKATA PETUCTPALIUSL.

Un. 157. (1) (U3m. — [IB, Op. 67 ot 2020 r.) [Ipn uznaBane Ha pa3pelIeHUETO, C KOETO Ce
JIOTTyCKa MpoMsiHATa, ce Ipuiiarar pa3nopeaduTe Ha wi. 155, KaTo CpoKbT 3a U3AABAHETO MY € JIO:
1. 14 nuu - B cmyyaute o wi. 156, an. 1, 1. 1,2 u 7;
2. (u3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) 30 nuu - B cmyvaute no ui. 156, an. 1, 1. 4
- 6.
(2) (U3m. - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) Koraro npomenwure no ui. 156, an. 1, T. 4
- 6 He MoraT Ja ce OueHAT no AokymeHTd, MAJI u3BbpiiBa nposepka Ha MICTO. B Te3u cinydaum
CPOK®BT 10 a. 1, T. 2 cnupa Ja Teue 10 3aBbpIIBaHE HA TPOBEpPKaTa.
(3) Pa3zxoauTe no u3BBHpILIBaHE Ha MPOBEPKA Ha MACTO M0 aJl. 2 ca 3a CMETKa Ha 3asiBUTEIS.
(4) 3a u3BBpIIBAaHE Ha MPOBEpKa HAa MACTO MO aj. 2 3asgBUTENAT 3alulalla Takca B pasMmep,
omnpezeneH B Tapudara no wi. 21, an. 2.
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Y. 158. (1) U3meaauTeNHATA areHIus 10 JIEKapcTBaTa BOJIU PEerucThp mo wi. 19, am. 1,
T. | Ha U3gaieHNTE pa3pelIeHNs 3a IPOU3BOICTBO, KOMTO ChIbpPIKA!
1. HoOMep U aTa Ha pa3peleHneTo 3a IPOU3BOICTBO;
2. nMe, CeJalIMILE U aJIpec Ha yIpaBJIeHHUE Ha JIMLIETO, [TOJIYUYMUJIO pa3pellieHUe 3a IPOU3BOACTBO;
3. aapec Ha IOMEILEHUATA 32 IPOU3BOJCTBO, KOHTPOJI U CbXPAHEHUE Ha JIEKapCTBATa;
4. (m3m. - /IB, 6p. 102 ot 2012 1., B cuia ot 2.01.2013 r.) tekapcTBeHUTE NPOAYKTU U (HOPMUTE, 32
KOUTO € IIOJIy4EHO Pa3peleHUETO;
5. uMe Ha auneTo 1o wi. 148, T. 2;
6. UMeHa Ha jaunara 1o 4. 149;
7. nata Ha 3aJ]M4aBaHe OT PETUCTbPA HA Pa3pelICHUETO 3a POU3BOACTBO U OCHOBAHME 3a TOBA.
(2) Jannute OT perucrbpa Ha H3IAJCHUTE pa3pelICHHs 3a MPOHM3BOJACTBO Ce MyONMKyBaT Ha
ctpanunata Ha MAJI B uHTEpHET.
(3) Ilpu nouckBane ot EBpormeiickaTa KOMHCHS MM OT PEryJIaTOPEH OpraH Ha JbprkaBa WICHKa
WAJI npenocTasst uHGoOpMaIys 3a U3/1aICHO pa3pelIeHue 3a IMPOU3BO/ICTBO.

Ui 159. (1) Ilputexarenar Ha pa3pelieHue 3a IPOU3BOACTBO HaeMa I10 TPYIOB JIOTOBOP
Hal-MaJIkO €JHO KBaJU(pUUUpaHO juue no wi. 148, T. 2, KOETO € IOCTOSHHO Ha HEroBO
pasmoioKeHUE.

(2) Kpanmudummpanoto smne mo ain. 1 TpsOBa ga 0TroBaps Ha CIICAHUTE U3MCKBAHUS:

1. 1a e MarucTwp Mo MeAUlMHA, papMalvs, XUMUsL, OMOTEXHOIOTHSI U OUOJIOTHS;

2. 1a ©UMa Hal-MaJKo JBE TOJAWHU MPAKTHYECKH ONMUT BHB (hapMaIleBTUYHOTO MPOU3BOACTBO W/WIH
B M3BBPIIBAHETO HAa KAUYECTBEH M KOJMYECTBEH aHAIM3 Ha JIEKAPCTBEHHUTE MPOAYKTU W aKTUBHU
BEIIIECTBA.

(3) Korato mputesxatenst Ha pa3pelieHHeTo 3a IPOU3BOACTBO Ha JIEKAPCTBEH MPOAYKT OTIrOBaps Ha
M3UCKBAHUSATA T10 aJl. 2, TOW MOXeE J]a U3ITBJIHABA 33IbJDKEHUETO Ha KBATH(PHUIIMPAHO JHUIIE.

(4) (Homa - /IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) KBanudunupaHoTo JuIe oTroBaps 3a
TOBa, Y€ BBPXY ONAKOBKATa Ha JICKAPCTBEHHSI MPOIYKT Ca HAHECEHH TOKa3aTeNINuTe 32 0€30MacHOCT
mo wi. 168, ain. 8.

(5) (IMpemumna an. 4 - 1B, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) KBamudumupanoro nure
u3naBa ceprudukar 3a OcBOOOXKIaBaHE Ha BCSKa MNapTUIA, YAOCTOBEpsBall, Y€ MapTUAaTa
JIEKapCTBEH TPOJIYKT € TpOM3BeNeHAa M KOHTPOJHMpaHa B CHOTBETCTBHE C HW3WUCKBAaHUATA Ha
paspelieHneTo 3a ynorpeda 1o pejia Ha TO3U 3aKOH.

(6) (ITpegumrna an. 5 - AB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r., uzm., 6p. 84 ot 2018 r., B
cuna 6 Mecena ciel nyOJaMKyBaHe Ha choOIeHuero mo ui. 82, maparpad 3 ot Permament (EC) Ne
536/2014) KpanuduimpaHoro nuile u3gaBa cepTudUKar 3a 0CBOOOXK/IaBaHE Ha BCSKa MapTHA,
yJI0CTOBEpsBalll, Y€ MapTUAATa JIEKAPCTBEH MPOJYKT, MpeJHa3HaueH 3a KIMHUYHO M3MMTBaHE, €
MPOM3BEJCHa M KOHTPOJHMpaHAa B CHOTBETCTBHE C W3MCKBaHWsATa Ha JloOpaTa mpom3BOICTBEHA
NPAaKTUKA, C MPOM3BOJICTBEHOTO JOCHE Ha MpPOAYKTa M C JOKYMEHTalusATa 3a W3MUTBAHUA
nekapcTBeH npoaykt cbritacHo Pernmament (EC) Ne 536/2014.

(7) (ITpenumna an. 6 - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) KBanudunupanoro nuie
BOJM PETHCTBD Ha WU3JaJCHUTEe CEpTUPUKATH 3a OCBOOOXKJIAaBaHE Ha BCSIKa MapTHIA OT
JIEKapCTBEHUSI TPOAYKT.

(8) (ITpegumna an. 7, wam. - B, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) JlaHHuTte OT
peructepa mo aji. 7 ce chbXpaHsBaT Hal-MalKoO 5 TOAMHHU CleJ] MOCIETHOTO BIHMCBaHE U Ce
MPEICTaBAT Ha KOHTPOJIHHUTE OPTaHU TPH ITOMCKBAHE.

(9) (Ilpeaumna an. 8 - JIB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) IIpu oGpa3yBaHe Ha
aJIMUHUCTPATHBHOHAKA3aTETHO TMPOU3BOJCTBO 32 HAPYIICHUS, W3BBPIICHU INPH H3ITBIHEHHE Ha
3abJDKEHUATa Ha KBaMupanoro iuue, MAJl pasnopexna Ha IpUTEXaTeNls Ha Pa3pelieHUeTo
3a IPOM3BOJICTBO Ja OTCTPAHU BPEMEHHO OT JUTHKHOCT KBATU(HUIIPAHOTO JIHIIE.

(10) (Ilpenummnua an. 9 - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Kputepuure u
M3HMCKBaHUATa KbM KBaMu(UKaluaTa 1 oOyueHUEeTO Ha jumara no 4i. 148, T. 2 ce ompenenar B
HapenOara mo wi. 152.
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Ui 160. (1) [Ipurexxarenst Ha pa3pelieHHe 3a IPOU3BOICTBO:
1. (m3m. — JIB, Op. 84 ot 2018 r., B cuia 6 mecena cien myOIMKyBaHe HA ChOOIIEHHETO MO WiI. 82,
naparpad 3 ot Permament (EC) Ne 536/2014) ocurypsiBa W3BBPIIBAHETO Ha MPOU3BOJICTBCHUTE
Olepallid B CHOTBETCTBUE C M3UCKBaHMATa Ha JloOpara mNpoW3BOACTBEHA IMpaKTHKa W B
choTBeTCTBUE ¢ omoOpeHaTa oT MAJI undopmanus mo un. 27, an. 1, T. 7 u 8, a B ciiydyaute Ha
JIEKapCTBEHU MPOJAYKTH 32 KIMHUYHO M3IMUTBAHE - B CBOTBETCTBUE C JOKyMEHTaLMATa 3a
M3MUTBAHUS JIEKApCTBEH NMPoAYKT chritacHo Pernament (EC) Ne 536/2014;
2. (u3m. - 1B, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 r.) u3mosi3Ba caMo akTUBHHU BELIECTBA, KOUTO
ca IpOU3BEIEHW B CHOTBETCTBUE C M3UCKBaHUATA Ha JloOpaTa HpOM3BOJCTBEHA MHpPAaKTHKaA 3a
aKTUBHU BELIECTBA;
2a. (nvoBa - /IB, Op. 102 ot 2012 1., B cuna ot 2.01.2013 1.) ce yBepsiBa, ye MOMOIIHUTE BEIECTBA,
BJIaraHW B JICKAPCTBEHHUTE IMPOJYKTH, Ca MPOU3BEICHH B CHOTBETCTBHUE C MOAXOIAIIMTE T00pU
MIPOM3BOJICTBEHH MPAKTUKU 32 MIOMOIIHU BEIIECTBa, ONpe/ieleHn Ha 0azara Ha o(UIMaliHA OI[CHKA
Ha pUCKa B CbOTBETCTBUE C IPUIIOKUMUTE PBKOBOJICTBA, pUeTH oT EBponeiickaTa komucus;
3. ocurypsiBa TOCTOSHHO KBaJU(UUUpPaH MEpPCOHAT 3a MPOU3BOJICTBO U KOHTPOJ CHIJTIACHO
M3HMCKBaHUATA Ha HapenOara o wi. 152;
4. (u3m. - IB, 6p. 12 or 2011 1., B cuna ot 8.02.2011 r.) pa3nonara camo C JIeKapCTBEHU MPOAYKTH,
KOUTO MMAT pa3pelieHne 3a ynorpeda, npy cria3BaHe Ha M3MCKBAHUATA HA TO3U 3aKOH;
5. (otm. - IB, 6p. 12 o1 2011 1., B cuima ot 8.02.2011 r.);
6. yBeoMsiBa He3a0aBHO KOHTPOJIHUTE OPTaHU B CIlydail HAa CMsHA HA KBAIM(UIIMPAHOTO JIAIE T10
1. 148, 1. 2;
7. ocurypsiBa IO BCSIKO Bpe€ME€ JOCTbII HAa KOHTPOJIHUTE OpraHd [0 IIOMEIIEHUATa U
JOKYMEHTAIUsTA;
8. ocurypsiBa Ha KBATH(PUITUPAHOTO JIUIE MO0 WI. 148, T. 2 HEOOXOAMMHUTE YCIIOBUS 32 M3IIBIIHCHUE
HAa 3abJDKCHUSTA MY,
9. (moBa - JIB, 6p. 102 or 2012 r., B cunma ot 2.01.2013 r.) undopmupa nHezabaBHo MAJl u
MPUTEXKATENSI Ha pa3pelieHueTo 3a yrnoTpeda, ako Moiaydd HHQPOpMAIUs, 4Ye JIeKapCTBEHUTE
MPOAYKTH, KOUTO IIONagaT B 0OXBaTa Ha HErOoBOTO pa3pelieHHE 3a IPOU3BOJCTBO, ca
danmuduIMpaHy WK CHIIECTBYBAaT ChbMHEHHUS 3a Qammuduiupane, HE3aBUCUMO OT TOBa Jallu
T€3U JIEKapCTBEHU NPOAYKTU ca OWIM pa3NpOCTpaHsSBaHM B paMKHUTE Ha 3aKOHHATa BEpUra Ha
JOCTaBKa WJIM IO HE3aKOHEH HAuMH, BKJIIOYMTEIHO IOCPEICTBOM HE3aKOHHA Mpojaxkba upe3
yCIIyruTe Ha HHGOPMAIITMOHHOTO OOIIECTRO;
10. (noBa - /1B, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) npoBepsiBa Jajlu NPOU3BOJUTEIUTE,
BHOCHUTENIUTE WJIM THPrOBLUTE, OT KOUTO IOJy4yaBa aKTUBHHU BELIECTBA, Ca PETHUCTPUPAHU OT
KOMIIETEHTHMS OpT'aH Ha Jbp)KaBaTa WiIeHKa, B KOATO ca YCTAaHOBEHH;
11. (noBa - /1B, Op. 102 or 2012 r., B cuma ot 2.01.2013 r.) mpoBepsiBa aBTEHTUYHOCTTa U
KaueCTBOTO HAa aKTUBHUTE U HA MIOMOILHUTE BEIIECTBA.
(2) (Homa - [IB, Op. 102 ot 2012 r., B cuna ot 2.01.2013 r.) [IpurexaTensT Ha pa3pelIeHUETO 3a
MIPOM3BOJICTBO M3BBPIIBA OJUTH B OOEKTUTE 3a MPOM3BOJICTBO M ThPIrOBUs C aKTUBHHU BEIECTBA 3a
cnazBaHero Ha JloOpata mnpousBojcTBEeHa MNpakThka U JloOpata aucTpuOyTropcka MpakTHKA.
IIputexkaTenar Ha pa3pelIeHUeTO 3a MPOU3BOJACTBO MOXKE Ja CKIIOYH JIOTOBOP C TPETO JIMLE Ja
M3BBPIIM OAUTA OT HETOBO UME U 32 HETOBA CMETKA.
(3) (Hosa - /1B, Op. 102 ot 2012 r., B cuna ot 2.01.2013 r.) [Iputexatenar Ha pa3pelieHueTo 3a
MIPOU3BOJICTBO TOKYMEHTHpPA IPEANPUETUTE O All. 1, T. 2 U 2a MEPKHU.
(4) (ITpenumrnHa an. 2 - JIB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r., u3m., 6p. 84 ot 2018 1., B
cuiia 6 Mecena ciiel myOauKyBaHe Ha choOeHueTo no wi. 82, maparpad 3 ot Pernament (EC) Ne
536/2014) IlputexarensT Ha pa3pelieHHe 3a IPOU3BOJCTBO ChXpaHsABA MOCTpUTE U
JOKYMEHTaIMsATa 3a MPOU3BEACHUTE OT HEro JIEKAPCTBEHU NPOAYKTH U aKTHBHHM BEIIECTBA IMPHU
yCIIOBUS U 110 P, ONpeIeieHH B Hapendarta mo wi. 152, am. 1.
(5) (Ilpeaumna an. 3 - JIB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r., ot™., O6p. 84 ot 2018 1., B
ciiia 6 Mecena ciejl myoIuKyBaHe Ha choOIeHneTo no wi. 82, maparpad 3 ot Pernament (EC) Ne
536/2014).
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(6) (ITpegumna an. 4 - /1B, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 r.) JlIokymeHTamusTa 3a BCSIKa
CKJIIOYCHA CJIEeNKa C€ ChXpaHsBa 5 TOAWHHM U ChIBpPXKA JlaTa, HAUMECHOBAHUE HAa JICKAPCTBEHUS
MIPOJYKT, JOCTAaBEHO KOJIMWYECTBO, UME U aJpec Ha MoIydaress U MapTUACH HOMep.

(7) (lpenummua an. 5 - AB, 6p. 102 ot 2012 r., B cuma ot 2.01.2013 r.) Ilpurtexarenst Ha
paspelleHre 3a MPOM3BOACTBO OCUTYpsBa M MOJAIbpPXKA CUCTeMa 3a OJOKHpaHE U H3TErsiHe OT
na3apa Ha JIeKapCTBEHH MPOAYKTH, MOKa3aId HEChOTBETCTBHE C M3UCKBAHHTA 33 KAUECTBO.

(8) (Ilpemumua an. 6 - B, 6p. 102 or 2012 r., B cuna ot 2.01.2013 r.) Ilpurexarensar Ha
paspelieHrne 3a MPOU3BOJACTBO € JUIKEH Ja OJNIOKMpa W Ja M3TETJIH JIEKAPCTBEHUTE MPOAYKTH,
MOKa3aJy HEChOTBETCTBHE C M3UCKBAHUATA 32 KaueCTBO, €(PUKACHOCT U OE30MacHOCT, MO pelia Ha
HapeznOaTa o wi. 274, an. 1.

(9) (Ilpeaumnma an. 7 - AB, 6p. 102 or 2012 r., B cuna ot 2.01.2013 r.) Ilpurexarensar Ha
paspelieHne 3a TMPOU3BOACTBO € JUIHKEH Ja OChBPEMEHSBAa IPOU3BOJACTBEHUTE METOIU B
CHOTBETCTBUE C PA3BUTHUETO HA HOBUTE TEXHOJIOTUU U pa3pabOTBAHETO HA JIEKAPCTBEHHU MPOIYKTH
3a U3IUTBAHE.

(10) (Hosa - JIB, 6p. 12 ot 2011 1., B cuna ot 8.02.2011 r., npeaumina ain. 8, uzm., op. 102 ot 2012
r., B cuia ot 2.01.2013 r.) B3 ocHOBa Ha pa3penieHueTo 3a MPOU3BOJICTBO, U3JaJACHO MO peaa Ha
TO3U pazJieN, MPUTEKATEIAT My MOKE J1a OCHIIIECTBABA BHOC Ha MTOMOIIHH BEIIECTBA, HEOOXOAUMHU
3a IPOM3BOJICTBOTO HA JIEKAPCTBEHUTE MPOIAYKTH, TOCOUEHH B Pa3pEIICHUETO 3a TIPOU3BOJICTBO.
(11) (HoBa — JIB, 6p. 67 ot 2020 r.) IlpurexarensT Ha paspelieHHue 3a MPOU3BOACTBO IMOCTABS
BBPXY BTOPUYHATA OIIAKOBKA, a aKO HJIMAa TaKaBa — BbPXY II'bPBUYHATA OIMAKOBKA HA JIEKAPCTBCHUTE
npoayktu, onpeneienu B [enerupan pernament (EC) 2016/161, nokazarenute 3a 6€30MacHOCT 110
yi1. 168, ai. 8.

Y. 160a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) (1) U3mbIHUTETHUAT
mupextop Ha MAJI cbe 3amoBes; OTHEMa M31aJeHOTO pa3pelieHre 3a MPOM3BOJICTBO, KOraTo He ca
HaJMIe ycioBuATa mo wi. 148 m He ca cmaseHW M3MCKBaHMATa Ha JloOpara mpou3BOJCTBEHA
IIPaKTHUKa, ONPEIEICHH 110 peaa Ha wi. 152.

(2) Usnpaaurtennusar nupextop Ha MAJI cbe 3amoBes mpekparsiBa pa3penieHHeTo 3a IPOU3BOJICTBO:
1. IO MUCMEHO MCKaHe Ha TPUTEKATEIS MY;

2. IpM MpeKpaTsBaHe Ha JCHHOCTHTE, 32 KOUTO € U3aJICHO;

3. IIpu 3aNM9YaBaHe PErUCTPALUsATA Ha THPTOBEIIA;

4. mpu CMBPT HA (PU3UUECKOTO JIUIIE - €THOJIMYEH ThProBeLl.

(3) 3amoBexra no an. 1 Moke 1a ce o0xaiiBa 1o pera Ha AJMUHUCTPATUBHOIIPOLIECYaIHUS KOJEKC,
KaTo 00XaJBaHETO HE CIHpa U3IbIHEHUETO.

Paszpen 11
BHoC Ha JieKapCTBeHHM NPOAYKTH
(3aru. u3m. - IB, op. 102 ot 2012 r., B cuaia ot 2.01.2013 r.)

Un. 161. (1) (M3m. - OB, Op. 102 or 2012 r., B cuna ot 2.01.2013 r.) BHoc Ha
Teputopusita Ha PenyOnuka bbiarapus oTr Tpera Ibp)kaBa Ha BCHYKH BHUAOBE JIEKapCTBEHU
MPOAYKTH W Ha JIEKapCTBEHU MPOAYKTH, NpEeAHA3HAUYEeHU 3a KIMHUYHO H3IUTBaHE, MOrar ja
U3BBPIIBAT CaMO (U3MUECKH WIM IOPUIMYECKH JIMIA, PErUCTPUPAHU KaTO THPrOBLUU IO
3aKOHOJATEJICTBOTO Ha JbpiKaBa WJE€HKa, KOUTO ca MOJYYWIA pa3pelieHre 3a BHOC, U3AaJIEHO OT
M3IIBIHUTENHUS aupekTop Ha MAJL
(2) 3a ma mosry4u pasperieHue 3a BHOC, TUIETO 1Mo ai. | TpssOBa na pasmosnara:

1. (m3m. - 1B, 6p. 102 ot 2012 r., B cuma ot 2.01.2013 r.) mo BcSKo Bpeme Hail-MaJlKo C €IHO
KBaJIM(ULIMPAHO JIMIIE, KOETO OTroBaps Ha U3MCKBaHUATA Ha 4. 159, an. 2 u 10;

2. (m3m. - 1B, 6p. 102 or 2012 r., B cunma ot 2.01.2013 r.) ¢ maGopaTopusi 3a KOHTPOJ Ha
KaueCTBOTO B CBHOTBETCTBHE C M3MCKBAaHUATA Ha Hapembata mo wi. 152 w momemeHus 3a
ChbXpaHEHHE Ha JIEKAPCTBEHUTE MPOAYKTH U HA JIEKAPCTBEHUTE MPOAYKTH 3a KJIMHUYHO U3IHUTBAHE,
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CHAOJCHN C HEOOXOAMMOTO TEXHUYECKO O0OOpy/BaHE, B CBHOTBETCTBUE C H3HUCKBAaHUATA Ha
HapeznOaTa mo wi. 198.

Ui 162. (1) 3a momy4yaBaHe Ha pa3pelieHre 3a BHOC JUIeTo nmo wi. 161, an. 1 mogasa B
NAJI 3asBnenue no odpasel, yTBbpACH OT U3MBIHUTEIHUS JUPEKTOP HA areHIHATA.
(2) KbM 3asBnenuero mo an. 1 ce mpuiarar:
1. (m3m. - 1B, 6p. 71 ot 2008 r., B cmia ot 12.08.2008 r., 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r.)
naHHU 32 EnuHHUS UIeHTHU(PHUKAUMOHEH KOJA Ha ThpProBella WM Koomepanusta OT ThproBCKus
PETUCTBD, a 3a APY)KECTBaTa, PETUCTPUPAHU B JbpaBa - 4jieHKa Ha EBpomneickus cbro3, WU B
obpxkaBa - crpaHa no CrnopasymeHuero 3a EBpoOnenckoTo HKOHOMHYECKO MPOCTPAHCTBO -
JOKYMEHT 3a aKTyaJlHa pPErucTpauus II0 HAaIMOHAJIHOTO 3aKOHOAATEICTBO, MW3JaJeH OT
KOMITIETEHTEH OpraH Ha ChOTBETHATA IbPKaBa;
2. (mm. - IIB, Op. 102 ot 2012 r., B cuna ot 2.01.2013 r., 6p. 67 ot 2020 r.) cOUCHK ¢
MEXIYHApOJAHUTE HEMATeHTHH HAaWMMEHOBAHMS M THPrOBCKUTE HAMMEHOBAaHHUS Ha JIEKAPCTBEHUTE
MPOAYKTH, JIEKapCTBEHAaTa UM (OpMa, ChIBPKAHUETO Ha aKTUBHOTO BEILIECTBO B J1030Ba CAUHHIIA U
KOJIMYECTBO B KpaliHaTa OMaKOBKa;
3. (mom. - JIB, Op. 71 ot 2008 r., B cwma or 12.08.2008 r.) Komme OT pa3peUICHUETO 3a
MIPOU3BOJICTBO, HM3JAJCHO OT pEryJaTOpHHUS OpraH Ha JIbp)KaBaTa H3HOCHUTEN, U CepTU(UKAT,
YIOCTOBEPSBAL CHOTBETCTBUETO HA YCJOBMSTA 3a NPOU3BOJACTBO, KOHTPOJ M CbXPAHEHUE CbC
CTaHJIapTH, Hali-MaJIKo EKBUBAJICHTHU Ha cTaHAapTUTe Ha JloOpara mpou3BOJCTBEHA MPAKTUKA;
4. HOKYMEHTH, C KOUTO C€ YAOCTOBepsBaT oOcrosiTenicTBata mo wi. 159, am. 1 m 2 3a
KBIU(UIIUPAHOTO JUIIE;
5. maHHM 3a aapeca Ha JabopaTopus Ha TepuTopusiTa Ha PemyOnuka Bbearapus 3a u3BbpIIBaHe Ha
II'BJICH KOJMYECTBEH M KAaueCTBEH aHAIM3 Hail-MaJKO Ha aKTMBHHUTE BEIECTBA M HA BCUYKU JPYTU
TECTOBE U NMPOBEPKU 3a J0KA3BAHE HA KAUE€CTBO Ha BCSIKa BHECEHA MApTHJA JIEKAPCTBEH IPOAYKT B
CHOTBETCTBUE C M3MCKBAHUATA Ha pa3pelleHrueTo 3a ynorpeda mo peda Ha TO3M 3aKOH M aapec Ha
IIOMEILEHUSATA 32 CbXPaHEHUE;
6. IOroBOp, B KOWTO ca OMpEeNeleHH OTTOBOPHOCTHUTE Ha BCSKAa OT CTPAHUTE MO OTHOILICHUE
CTa3BaHETO Ha NMpuHIMNUTE Ha JloOpaTa MPOM3BOJICTBEHA MPAKTUKA OT U3IBJIHUTENS, U HAYUHBT,
0 KOWTO KBAIM(PHUIIMPAHOTO Jmime mo 4wi. 161, am. 2, T. 1 1me u3mbaHsABA 3aAbJDKEHUATA CH, B
cllydauTe, Korato JuieTo no wi. 161, an. 1 He pa3nonara cbc codcTBeHa Jaboparopus;
7. IOKYMEHT 3a IJIaTeHa Takca B pa3Mep, orpesiesieH B Tapudara no ui. 21, an. 2.
(3) (Homa - JIB, 6p. 71 ot 2008 T., B cuna ot 12.08.2008 r.) [Ipu nocTrnBane Ha 3asBiIeHUE 10 ail. |
NAJI oueHnsiBa mojajieHaTa JOKyMEHTAIMsl U U3BBPIIBA MPOBEPKA HA MACTO Ha jabopaTopusTa 3a
KOHTPOJI U MOMEIICHUSTA 32 ChbXPaHEHUE Ha JIEKApCTBEHU MPOAYKTH U Ha JIEKaPCTBEHU IPOAYKTH,
npeJHa3HauYeH! 3a KJIMHUYHO M3MUTBaHE, 32 YCTAHOBSIBAaHE Ha ChOTBETCTBUETO UM C U3UCKBAHUATA
Ha J[oOpaTa npou3BoACcTBEHA IpakTHKa U Ha JloOpaTa AucTpuOyTOpCcKa MpaKTHKA.
(4) (IIpeaumna an. 3 - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Korato momemenusra 3a
IIPOM3BOJICTBO Ca Pa3MoOJIOKEHU B TPETa JbpikaBa, ¢ KosATo EBpomnelickara 001IHOCT MMa OJIUCAHO
CIOpa3yMeHMEe 3a B3aUMHO IpH3HaBaHe Ha cepTudukatu 3a J[oOpa mMpom3BOACTBEHA MPAKTUKA,
munata no ui. 161, am. 1 mpunaratr KM 3asBIE€HHETO aJpeca Ha BCSIKO IOMEIIEHHE 3a
MPOM3BOJICTBO Ha JIEKAPCTBEHU MPOJYKTH, AKTUBHU BELIECTBA MJIM JIEKApCTBEHM HPOJYKTH,
MpeHa3HAYeHU 3a KIMHUYHO M3NUTBaHE, HAUMEHOBAHME, CEJAJIMILE U aJpec Ha yNpaBJeHHE Ha
JIMIIETO, TMOJYYMJIO pa3pelleHne 3a MPOU3BOJACTBO, CEPTU(UKAT, YAOCTOBEPSBAL] CHOTBETCTBUETO
Ha YCIOBHUSITa 3a MPOU3BOJCTBO, KOHTPOJI M ChXpPaHEHHE CBhC CTaHAAPTH, EKBUBAJEHTHHU Ha
CTaHJapTHTE, YTBBPJEHH C M3UCKBaHMATAa Ha JloOpaTa NMpOM3BOJCTBEHA MPAKTHKA, U UMETO Ha
KBIN(ULIIUPAHOTO JIUIIE.
(5) (ITIpenumrna an. 4, uzm. - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) B cnyuyaute, paznuunu
or an. 4, UAJI wusBbpuiBa npu HEOOXOAMMOCT MpOBEpKa Ha MSICTO 3a YCTAaHOBSIBAHE Ha
CHOTBETCTBUE HAa JOKYMEHTAllUATA C YCIOBUATA 3a IPOU3BOJCTBO, KOHTPOJ M CHbXPAHEHHE Ha
JIEKapCTBEHUTE MPOIYKTH B IbpkaBaTa u3Hocuten. [Ipu ycranoBsiBane Ha cboTBeTCTBHE C [loOpara
npou3BojicTBeHa npakTuka MAJI uzgasa ceptuduxkar.
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(6) (Ilpegumaa an. 5, u3m. - JIB, O6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Pasxoaute 3a
W3BBpPIIIBaHE HA TPOBEPKATa HA MACTO IO all. 5 ca 32 CMETKa Ha BHOCUTEIIS.

(7) (Ilpenumna an. 6, usm. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) 3a u3BbpIIBaHE HA
MpoBEpKa Ha MACTO MO al. 3 WM TO all. 5 3agBUTENAT 3allialla Takca B pa3Mep, OINpenesieH B
tapudara mo wi. 21, ai. 2.

Un. 163. (1) Kpamudunupanoro nmure no wi. 161, an. 2, 1. 1 u3zgaBa ceprudukar 3a
0CBOOOKIaBaHe Ha BCSKA MapTHAA, YIOCTOBEPsBAlll, Y€ BHECEHATa MapTHJia JEKAPCTBEH MPOJIYKT
OT TpeTa AbpiKaBa, HE3aBHCUMO Jaj MPOJYKTHT € MPOU3BEIICH WM HE B Ipyra JbprKaBa YICHKA,
Ipelu Jia ce MycHe Ha ma3apa Ha TeputopusaTa Ha PemyOnuka bbiarapus, e moijoxeHa Ha MbieH
KAueCTBEH M KOJIMUYECTBEH aHAIIM3, HA-MaJIKO HAa aKTHBHUTE BEIIECTBA, U Ca U3BHPIICHU BCHUYKU
HEOOXOMMHU M3NUTBAaHUS U TPOBEPKM B CHOTBETCTBHE C M3UCKBAHMATAa 3a H3JaBaHe Ha
paspelnieHue 3a ynorpeda 1o pea Ha TO3U 3aKOH.

(2) Koraro maptupara JekapcTBEH MPOJIYKT, BHECEHa OT TpeTa AbpiKaBa, € IMOAJ0KEeHa Ha
aHaJM3UTE 1O al. 1 B Ipyra IbppikaBa WICHKA U Ce MPHUAPYKaBa OT CEPTU(PHUKAT 32 OCBOOOKIaBaHE
Ha MapTUjaTa, MOJIUCAH OT APYro KBalu(UUIUpaHO JUIE, HE CE€ HM3UCKBA IMPOBEXKJIAHE HA
KOHTPOJIHH U3IUTBAHUS Ha TepuTOopusaTa Ha Permybnuka beiarapus.

(3) Koraro maptunata JiekapcTBEH MPOAYKT € BHECEHa OT TpeTa IbpKaBa, ¢ KosTo EBponeiickara
OONIHOCT WMa TIOJITUCAaHO CIIOpa3yMEHHE 3a B3aMMHO IpH3HaBaHe Ha ceptudukara 3a J[oOpa
MIPOM3BOJICTBEHA MPAKTHKA, KBATU(UIMPAHOTO JHUIE M3aBa cepTU(dUKAT 3a OCBOOOKIaBaHE Ha
nmapTujaTta Bb3 OCHOBA Ha TpHUApYXKaBamlaTa NapTujara AOKyMEHTalus, 0e3 jJa ce Hajara Ja
U3BBPIIBA KOHTPOJIHU U3MUTBAHUS Ha TepuTopusta Ha Penmybnuka boarapus.

(4) (Otm. — JIB, 6p. 84 ot 2018 1., B cuya 6 Mecena ciiel] MyOJIMKyBaHe Ha ChOOIICHUETO 1O WI. 82,
naparpa¢ 3 ot Pernament (EC) Ne 536/2014).

(5) (Ot™m. — JIB, 6p. 84 ot 2018 1., B cuya 6 Mecena ciiel] MyOoJIMKyBaHe Ha ChOOIICHUETO 1O WI. 82,
naparpad 3 ot Pernament (EC) Ne 536/2014).

(6) (M3m. - IB, 6p. 71 ot 2008 1., B crita ot 12.08.2008 1., oT™., Op. 84 o1 2018 1., B cruta 6 Mecena
cieq myOJIMKyBaHe Ha cbhoOIenueTo o 4wi. 82, naparpad 3 ot Pernament (EC) Ne 536/2014).

(7) Kpaymdumupanoro nume mo ai. 1 chbXpaHsBa JOKyYMEHTAIHMITA 32 BCSKA BHECCHA MapTUAA
JIEKapCTBEH MPOYKT Hal-MaJIKO 5 TOAMHHU U 5 IPEJCTaBs MPU MOMCKBAHE HA KOHTPOJIHUTE OPTaHH.

(8) IlputexarensatT Ha pa3pelieHrne 3a BHOC OCUTYpsBa U TOAABPKA CHCTeMa 3a OJIOKUpaHe U
U3TETJISIHE OT TMa3apa Ha JIEKQpCTBEHU MPOIYKTH, MOKa3alu HECHOTBETCTBHE C M3MCKBAaHUATA 3a
Ka4ecTBO.

(9) [Iputexkatensat Ha pa3pelleHHe 3a BHOC € JINBXKEH Ja OJOKUpa M Ja U3TETJIH JIEKApCTBEHUTE
MIPOAYKTH, TIOKa3aJld HEChOTBETCTBHE C M3MCKBAHUATA 32 OE30MACHOCT M €(PUKACHOCT, CHITIACHO
HapenOara o uwi. 274, an. 1.

(10) (U3m. - [IB, Op. 12 ot 2011 1., B cuna ot 8.02.2011 r.) Paznopenbure Ha wi. 160, an. 1, 1.4 u 7
ce MpuJaraT ¥ 1o OTHOIIIEHUE Ha MPUTEKATEIUTE Ha pa3pellieHre 3a BHOC.

(11) IIputexxarensT Ha pa3pelieHre 3a BHOC OCUTypsBa Ha KBaTU(PUIIMPAHOTO JuLie 1o wi. 161, an.
2, 1. 1 HeoOXOIMMHUTE YCNOBHUS 3a M3MBJIHEHHE Ha 33[bJDKEHUATA My U YBEIOMsBa He3a0aBHO
KOHTPOJIHUTE OPTaHM IPH HETOBaTa MPOMSIHA.

(12) Ipu obpa3yBaHe Ha aAMHUHUCTPATHBHOHAKA3ATEIIHO MPOU3BOJICTBO 3a HAPYIIICHHUS, H3BbPIICHN
NPy M3IIBIHEHUETO Ha 3aTbJDKCHHMsITA Ha KBamduiuupanoro june, WAJl pasnopexna Ha
MPUTEXKATEN Ha pPa3pelieHHeTO 3a BHOC Jla OTCTPAHU BPEMEHHO KBATH(PHUIIMPAHOTO JHIE OT
JUTBKHOCTTA.

UYn. 163a. (Hos - JIB, 6p. 12 ot 2011 r., B cuna ot 8.02.2011 r.) (1) Koraro NAIJI
YCTaHOBH HEIBJIHOTH W HEIOCTAaThIM B TpEJCTaBeHaTa JOKYMEHTAIUsS, TS YBEIOMsBA ITHCMEHO
3asBUTEJIA U J1aBa IUCMEHH YKa3aHHUs.

(2) B cayyaute mo an. 1 cpokbT mo wi. 164, an. 1 crnupa ma Teye 10 TNpUBEXAaHE Ha
JOKYMEHTAIUATA B CbOTBETCTBUE C U3UCKBAHUATA.

UYn. 164. (1) M3nbanutennuar qupektop Ha MAJI u3nasa paspenienue 3a BHOC B cpok 30
JTHY OT J1aTaTa Ha [10/1aBaHE Ha 3asBJIEHUETO MO Wi. 162 MM MOTUBUPAHO OTKA3Ba.
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(2) Otka3pT Mo an. 1 momiueku Ha oOKajlBaHE MO peja Ha AJMHHHCTPATHBHOIIPOIECYATHUS
KOJIEKC.

(3) Pa3pemiennero 3a BHOC ce M3/1aBa caMoO 3a MMOCOYCHUTE B 3asIBJICHUETO JIEKAPCTBEHU MPOAYKTH,
TexHu (OPMHU AKTHBHH BEIIECTBA U 3a IMOCOYCHUTE JICKAPCTBEHU MPOIYKTH, MPEIHA3HAUCHU 32
KJIIMHUYHO U3MUTBAHE, U 33 MOMEIICHUATA, KBAETO 1€ Ce U3BBPILIBAT KOHTPOIBT U ChXPAHEHHUETO.
(4) Pa3pemenueTo 3a BHOC € 0€3CpOYHO.

Un. 164a. (HoB — IB, 6p. 67 ot 2020 r.) Ilpurexarenst Ha pa3pelieHHE 3a BHOC
OCHUTYpsiIBa TIOCTaBSIHETO BBHPXY BTOPHYHATA OMAKOBKA, a aKO HSAMa TaKaBa — BHPXY IMbPBUYHATA
OTaKOBKa, Ha JICKAPCTBEHUTE MPOAYKTH, ompexaeneHu B Jlemerupan periament (EC) 2016/161,
nokaszaTenuTe 3a 0e30macHoCT mo wi. 168, an. 8§ W ocurypsiBa BbBEXKAAHETO HA MHIMBUIYATHUS
uaeHTUQUKAIMOHEeH OeJer Ha BCsSKa ONAaKOBKAa B CHCTEMara OT PErucTpu B CHOTBETCTBHE C
Henerupan pernmament (EC) 2016/161.

Y. 165. (Um. - B, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 r., 6p. 67 ot 2020 r.) (1)
[IputexkaTenar Ha pa3pellieHne 3a BHOC OT TpeTa Abpxkasa nojaasa B M1AJI 3asBienue npu npomMsHa
Ha!

1. munero mo wi. 161, an. 2, 1. 1;

2. cnuChKa C MEXAYHApPOJHUTE HEMATEHTHH HAUMEHOBAHMS U THPIOBCKUTE HAaWMEHOBAHHS Ha
JIEKapCTBEHUTE IPOJYKTH, JEKapcTBEHaTa MM (opma, ChbAbpXKAHME HAa AKTUBHOTO BELIECTBO B
J1030Ba €MHUIIA U KOJIMYECTBO B KpaifHaTa OMAKOBKa,

3. aapeca Ha naboparopusra mo wi. 161, an. 2, 1. 2;

4. THproBCcKaTa perucTparus.

(2) KbMm 3asgBnenuero no an. 1 ce mpuiarat JOKYMEHTUTE, CBbpP3aHU C MPOMSIHATA, ONpEAEIeHH B
ui1. 165a, 1 TOKyMEHT 3a IJIaTeHa Takca B pa3Mmep, onpezeneH B Tapudara mo wi. 21, an. 2.

Un. 165a. (Hos — IB, 6p. 67 ot 2020 r.) (1) IIpm nmpomsina mo wi. 165, am. 1, 1. 1
3asIBUTEIISAT IPECTaBs ClieHATa JOKYMEHTAIHS:
1. murimoma 3a 3aBbPIICHO BUCIIIE 00Opa30BaHUE;
2. TpYZOB JOTOBOP;
3. IOKyMEHTH, yIOCTOBEPSBAIIN AOMBIHUTEIHA KBATH(PUKAIIHS,
4. TOKYMEHT 3a TPYJIOB CTaX.
(2) U3mbaHuTeTHATA areHIMs MO JIEKApCTBaTa yCTAHOBSIBA CIIY)KEOHO OOCTOSITENICTBaTa OTHOCHO
CHIMMOCTTA Ha JHIETO 1o wi. 161, an. 2, T. 1, xorato e OBJrapcKu Tpa)JaaHuH. 3a TUIaTa, KOUTO
HE ca OBJrapCKu TpakJaHH, ChC 3asABICHUETO CE TMPEJCTaBsl CBUICTEICTBO 3a CHIAMMOCT HIIA
aQHAJIOTMYEH TIOKYMEHT, U3/1aJIeH OT KOMIIETEHTEH OpraH Ha ChbOTBETHATA JbpPKaBa.
(3) IIpu mpomsna o wi. 165, an. 1, T. 2 3a9BUTENAT MIPEACTABS CJIEIHATA JTOKYMEHTAIUS:
l. cnuchKk C MEXIYHAPOAHUTE HEMATEHTHHM HAUMEHOBAaHUS U THPIOBCKUTE HAMMEHOBAHUS Ha
JIEKApCTBEHHUTE MPOAYKTH, JIeKapcTBeHaTa WM (opma, ChIbPKaHHE HA AKTUBHOTO BEIIECTBO B
J1030Ba €AMHUIA U KOJIMYECTBO B KpailHATa OMAKOBKA;
2. CIUCBHK HA TPOLETYPUTE 3a MPOU3BOJICTBO, KOHTPOJ M ChbXpaHEHUE Ha JICKAPCTBEHUTE TIPOTYKTH.
(4) IIpu npomsiaa 1o wi. 165, an. 1, T. 3 3aaBUTENAT NMpeACTaBs JaHHUTE 1o wi. 162, an. 2, 1. S u
KOIIME OT AOrOBOpa B ciayyauTe o wi. 162, an. 2, 1. 6.
(5) Ipu nmpomsiHa mo un. 165, an. 1, 1. 4 MAJl ycraHoBsiBa ciykeOHO oOcToOsATeNCTBaTa IO
3asBEHUTE MPOMEHU B ThPTrOBCKATa PETUCTPALIUSL.

Un. 166. (1) IIpu u3naBaHe Ha pa3pelIeHUETO, C KOETO Ce€ JOoMycKa MNpoMsHaTa, ce
npuiiarat pasnopeaodure Ha wi. 164, KaTo CpoKbT 3a U3JJaBaHETO MY €:
1. B cmyuaute o ui. 165, an. 1, 1. 1,2 u 4 - no 14 quu;
2. B ciaydanTte mo wi. 165, an. 1, 1. 3 - no 30 nuwm.
(2) Korato npomsinara o ui. 165, an. 1, 1. 3 He Moxe na ce onieHu 1o gokyMeHnTu, MAJI u3BbpiiBa
MpoBepKa Ha MACTO. B Te3um ciaydam cpokbT mo ai. 1, T. 2 cnupa J1a Tede A0 3aBbPIIBAHE Ha
MpoBEpKaTa.
(3) Pa3xoauTe mo u3BBpIIBaHE HA MPOBEPKA HA MACTO TIO aJl. 2 ¢ca 3a CMETKa Ha 3asiBUTEI.
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(4) 3a uw3BBpIIBAaHE HaA MPOBEpPKAa HAa MACTO IO ajl. 2 3asABHUTENAT 3alljaiia Takca B pa3Mmep,
orpeneneH B Tapudara mo 4i. 21, an. 2.

Y. 167. (1) U3npaHuTeNHATA areHIUs 10 JICKapcTBaTa BOJM PEerucThp mo wi. 19, am. 1,
T. 2 Ha U3Ja/ICHUTE pa3pelIeHUs 3a BHOC, KOWUTO ChIbpKa:
1. HoMep U J1aTa Ha pa3pelieHrueTo 3a BHOC;
2. HaMMEHOBaHUE, CENANUIIE M aJpPEC Ha YIPABIECHUETO HA JIMLETO, MOJIYYHUJIO pa3pelieHHE 3a
BHOC;
3. aapec Ha IOMEIIEHUATA 32 KOHTPOJI U CbXPAaHEHHUE Ha JIEKAPCTBEHUTE MPOTYKTH;
4. (m3Mm. - 1B, 6p. 102 ot 2012 r., B cuma ot 2.01.2013 r.) mekapcTBeHUTE NPOAYKTH U popmuTe, 3a
KOUTO € IIOJIyYEHO Pa3pelleHUETO;
5. ume Ha aunero no ui. 161, an. 2, 1. 1;
6. naTa Ha 3aJMYaBaHe OT PETUCTHPA HA Pa3pELICHUETO 32 BHOC U OCHOBAHUE 3a TOBA.
(2) laaHm OT perucrbpa ce myOauKyBat Ha cTpaHuiata Ha UAJI B uHTEpHET.

Paznea 111
(Hom - JIB, 0p. 102 o1 2012 1.)
IIpou3BoaACTBO, BHOC U THPTOBHSI HA €/IP0 ¢ AKTUBHM BellleCTBA

Un. 167a. (Hos - B, 6p. 102 ot 2012 1., B cuma ot 2.01.2013 r.) IIponsBoacTBo, BHOC
WIM THProBHsT Ha €IpO C AaKTHUBHU BEIIECTBA MOTaT Ja M3BBPIIBAT caMO (U3HYECKH WU
IOPUANYECKH JIMLA, PETUCTPUPAHU KAaTO THhPIrOBLHU MO 3aKOHOJATEJIICTBOTO Ha AbprKaBa WIEHKAa U
BIMCAHU B PETUCTHPa 1Mo wi. 167T.

Ui 1676. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) (1) 3a BmucBaHe B
peructbpa mo uwi. 167r 3asButenar mnojgaBa B MAJl 3asBnenue mo oOpaszen, yTBBpPIAEH OT
u3nbIHUTENHUS aupektop Ha MAJL, koero chabpxa:

1. uMme, cenanuiie u aapec Ha yIpaBJiIeHUE Ha JIMLETO Mo wi. 167a;

2. CIUCHK HA aKTUBHUTE BEIIECTBA, KOUTO 1€ CE BHACAT, TPOU3BEKIAT WIIM THPIyBaT;

3. 1eMHOCTUTE, KOUTO JUIETO 10 Wi. 167a 111e U3BbpIIBA;

4. anpec Ha MOMEUIEHUATA U IAHHM 33 TEXHUYECKOTO 00OpYyABaHE 3a OCHIIECTBABAHE HA ACHHOCTTA
Ha JMnarta mo 4i. 167a.

(2) KbM 3asBnenuero mno ai. 1 ce mpumnarar:

1. maHHM 3a eIWHHUS UACHTU(UKAIIMOHEH KOJ Ha ThProBella, a 3a JAPYKEecTBaTa, PETUCTPUPAHU B
Ibp’KaBa WICHKA - JIOKYMEHT 3a aKTyallHa PETUCTpalvs MO0 HAIMOHAIHOTO 3aKOHOJATEJICTBO,
W3/1aJIeH OT KOMIIETEHTEH OpraH Ha CbOTBETHATA JbPKaBa;

2. TOKYMEHT 3a IUIaTeHa Takca 1o wi. 21, an. 2.

(3) B cpok 60 nHM OT MOCTHIBAaHE HA 3asBICHUETO W JOKyMeHTamusTa mo ai. 1 u 2 MAJI BB3
OCHOBA Ha OIIeHKa Ha pUCKa:

1. BiucBa nuuero no wi. 167a B peructbpa no wi. 167r, 3a KOETO TO YBEOMsIBA, UIIU

2. yBeoMsiBa 3a JaTaTa Ha W3BBPIIBAHE HA WHCIEKIIUS 32 YCTAaHOBABAaHE HA CHOTBETCTBUETO Ha
yCIOBUSITA 3a W3BBPIIBaHE Ha JelHocTHTe Mo wi. 167a ¢ wu3uckBanusta Ha J[loOpara
IIPOM3BOJICTBEHA MpaKTHUKa Mo wi. 152, an. 1 u Ha J{loOpute AMCTpUOYTOPCKU MPAKTUKU HA aKTUBHU
BelecTsa o wi. 198.

(4) Koraro B pesynraT Ha uHchekmusatra mo aid. 3, T. 2 MAJI ycTtaHOBHM CBOTBETCTBHE C
u3nckBanusTa Ha J[loOpara mpousBojcTBeHAa TpakThka mo wi. 152, an. 1 u Ha J[loOpute
JTUCTPUOYTOPCKH MPAKTUKH HA aKTUBHU BeIIeCTBa 1Mo Wi. 198, T BuCBa 3asBUTENIS B PETHCTHPA IO
1. 167T, 32 KOETO TO YBEIOMSIBA.

(5) Pa3xoauTe 3a U3BBPIIBAHE HA MHCIICKIUATA 110 ajl. 3, T. 2 ca 32 CMETKa Ha 3asBUTEIIS.

(6) 3a u3BbpIIBAHE HA MHCIIEKLIMATA O all. 3, T. 2 3asIBUTENAT 3aIljialia Takca B pa3Mep, OlpeaesieH
B Tapudara no ui. 21, an. 2.

(7) B cnydaure no an. 3, 1. 1 u an. 4 3asiBUTENAT MOXKE J]a 3alI0OYHE /14 OCHILIECTBABA JEHHOCTTa CU
cJie/] BIIUCBAHETO B PETUCTHpa Mo wi. 167T.
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Y. 1678. (Hos - IB, 6p. 102 ot 2012 1., B cuma ot 2.01.2013 r.) Koraro B cpoka 1o 4.
1676, an. 3 UAJI He yBegomu, 4e 11e Ob/Ie U3BHPIICHA HHCIICKIHS, 3assBUTEIISAT MOXKE J1a 3all0YHE
OCBIIECTBIBAHETO HA JIEHHOCTTA.

Y. 167r. (Hos - 1B, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) (1) U3mpaHuTENIHATA
areHIMs 110 JIEKapCTBaTa BOJAM IYOJMYEH PETUCThP HA BHOCUTEIUTE, IPOU3BOAMTEIIUTE H
THPTOBIIUTE HA €JIpO C AKTUBHU BELIECTBA, KOUTO ChIbpKa:
1. ume, ceganuuie M ajpec Ha ynpaBIeHUE Ha JIUILETO 1o 4wi. 167a;
2. CIKUCHK HA aKTUBHUTE BEIIECTBA, KOUTO CE€ BHACST, MIPOU3BEXKIAT UIIU ThPryBarT;
3. IeMHOCTUTE, KOUTO JIUIETO 10 Wi. 167a 111e U3BbpIIBA;
4. amipec Ha MOMEILEHUSTA, B KOUTO C€ U3BBPIIAT JICHHOCTUTE;
5. 3a0€JICXKKH 110 BITMCAHUTE 00CTOSITEIICTBA.
(2) M3mrpiiHUTETHATA areHIIMS 110 JISKapCTBaTa BhBEXK 1A B 0a3aTa naHHu 1o wi. 147 uHdopmMarus 3a
PErUCTPUPAHUTE BHOCUTENH, IIPOU3BOIUTEIN U THPTOBIM HA €IPO C aKTUBHHU BEIIIECTBA.

Ui 167n. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) (1) JIumero no wi. 167a
nogaBa B MAJI exeromno n0 31 sHyapu yBeAOMJIGHHE 3a HACTHIIMIM MPOMEHU B MH(OpMAIIUATA,
BIIMCaHa B perucTbpa 1no ui. 167r.

(2) Ilpu HacThIBaHE Ha MPOMEHH, KOUTO MOTAT Jia MOBJIMSAT Ha KAUeCTBOTO WJIM Ha 0e30MacHOCTTa
Ha aKTHUBHUTE BEILIECTBA, KOUTO CE MPOM3BEXKAAT, BHACIT WM PA3NpPOCTPAHABAT, JUIETO MO Y.
167a yBegomsaBa MAJI nezabaBHoO.

Uin. 167e. (Hos - [IB, 6p. 102 ot 2012 r.) (1) (B cuna ot 2.01.2013 r. - JIB, 6p. 102 ot
2012 r.) [Ipon3BoACTBOTO, BHOCHT M THPrOBHUATA HA €pO C AKTUBHU BEIIECTBA HA TEPUTOPUATA HA
PenyOnuka bbiarapusi, BKIIOUMTETHO HA AaKTHBHM BEIIECTBA, IpEIHA3HAUYEHH 3a M3HOC, Ce
U3BBpPIIBA B ChOTBeTCTBUE ¢ JloOpaTa mpou3BOJCTBEHA mpakTuka U JloOpure auctpulOyropcku
IIPaKTUKHU 32 aKTUBHU BELIECTBA.
(2) BHocutenuTe Morar Ja BHacsT aKTUBHU BEILIECTBA CaMO aKO €a CIA3e€HU CJICJHUTE YCIOBHSL:
1. (B cuna ot 2.01.2013 r. - /IB, 6p. 102 ot 2012 r.) aKTUBHUTE BELIECTBA ca OWJIM MTPOU3BEICHU B
CbOTBETCTBUE CbC cTaHAapTH 3a JloOpa NpPOM3BOJACTBEHA MpaKTHKa, KOMTO ca Hai-Majiko
€KBUBAJICHTHU Ha YCTAHOBEHUTE OT EBPOIIEHCKUS CBIO3, U
2. (B cuna ot 2.07.2013 r. - /IB, 6p. 102 ot 2012 r.) akTUBHHUTE BELIECTBA C€ MPHUAPYXkKaBaT OT
MIMCMEHO MOTBBPKACHUE OT KOMIIETEHTHHSI OpPraH Ha JIbpKaBaTa U3HOCUTEN, Ye:
a) ctangaptuTte 3a [lo6pa Npon3BOICTBEHA MIPAKTHUKA, IPUIOKUMHU KbM 00€KTa 32 MPOU3BOJICTBO HA
M3HECEHUTE aKTUBHM BEIIECTBA, Ca Hall-MaJKO €KBUBAJIECHTHU Ha yCTaHOBEHHUTE OT EBpomelickus
CBIO3;
0) CHhOTBETHHUAT OOEKT 3a MPOM3BOJACTBO MOJUIEXKH Ha PEJOBEH KOHTPOJI M B HEro ce INpuiara
epexTrBHO JloOpaTa MpoOM3BOJACTBEHA MpAaKTHKA, KaTO TOBAa BKJIIOYBA MHOTOKPATHU M BHE3AIHU
MHCHEKIUH, C LeJI TapaHTHpaHe 3aKpuiia Ha OOLIECTBEHOTO 3/paBe, Hali-MaJKO paBHOCTONHA Ha
Ta3u B EBponeiickus cbro3, 1
B) B CiIy4ail Ha KOHCTaTUPAHO HECIa3BaHE HA U3MCKBAHMTA JIbpKaBaTa U3HOCUTEN 11ie HH(popMHpa
He3zabaBHO MAJL.
(3) (B cuna ot 2.07.2013 r. - [IB, 6p. 102 ot 2012 r.) U3uckBanero Ha ai. 2, T. 2 HE ce MpuUjara,
aKo JTbp>KaBaTa U3HOCHUTEN € BKIII0UeHa B criuchbka 1o wi. 1116 ot Jupekrusa 2001/83/EO.

Yn. 167x. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 2.07.2013 r.) (1) Ilo uskmtouenue,
KOTaTo € HeOOXOIUMO Jla C€ OCUTYPU HAJMYUETO Ha JEKApCTBEHU NMPOIYKTH, BHOCUTEIAT MOXE J1a
BHACSI aKTHBHOTO BEIIECTBO 0€3 MUCMEHOTO MOTBBPKIAEHUE 1Mo Wi 167¢e, ain. 2, T. 2 3a CpOK HE T0-
IBIBI OT CpPOKa Ha BAIMIHOCT Ha cepru¢ukara 3a JloOpa mpom3BOACTBEHA MPAKTHKA, KOTaToO
00eKTHT 3a MPOU3BOJCTBO HAa aKTUBHO BEIIECTBO B AbprKaBaTa W3HOCUTEN € OMJI MHCIEKTUPaH OT
peryiaaTopeH opraH Ha JbprKaBa 4JeHKa M € YCTAaHOBEHO, Ue CIa3Ba MPUHIUINTE U PHKOBOICTBATA
3a JIoOpa mpou3BOCTBEHA MTPAKTHKA.
(2) B ciiyuante no an. 1 MAJI ysenomsBa EBponeiickaTa KOMHUCHS.
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Y. 1673. (HoB - [IB, 6p. 102 ot 2012 r., B cuia ot 2.01.2013 r.) IIpurexarenure Ha
paspelieHus 3a MPOU3BOJCTBO, BKIIOYUTEIHO TE€3U, KOUTO M3MBIHABAT JeHHOCTHTE MO 4. 1680,
all. 2, ce cMATaT 3a MPOU3BOAUTENH 10 CMUCHIA Ha § 13, T. 3 OT IOMBIHUTENHUTE pa3nopeadu Ha
3akoHa 3a 3alUTa HAa MOTPEOUTEITUTE U HOCIT OTTOBOPHOCT 32 BPEIH, MPUUMHEHH OT Ae(eKT Ha
CTOKHTE, IPEJIBUICHA B HETO.

I'naBa mecra
OINAKOBKHU U JIMCTOBKHA HA JIEKAPCTBEHUA ITPOAYKTHU

U 168. (1) OmakoBkara Ha JIGKapCTBEH MPOAYKT C€ CHCTOM OT ITbPBHYHA W/WIIH
BTOpHUYHA OIIAKOBKA U OT JIMCTOBKA 3a MAlIUEHTA.
(2) (U3m. - ]IB, Op. 61 ot 2011 r., B cuna ot 10.11.2011 r.) BropuynaTta onakoBka Ha JI€KapCTBEHH
IIPOJAYKTH, ChIbPIKAILN BELIECTBA, IOCOYEHH B CIUCHKA 10 4il. 3, ajl. 2, T. 2 0T 3aKOHa 3a KOHTPOJ
BbPXY HAPKOTUYHHUTE BEIIECTBA U MPEKYPCOPUTE, C€ MAapKUpa AUArOHAIHO C JIBE YEpPBEHU JICHTH, a
BTOpPHUYHATA ONAKOBKA HA JIEKAPCTBEHU IPOAYKTH, ChIAbPIKAIIM BEIIECTBA OT CIUCHKA 110 4. 3, ail.
2, T. 3 or 3aKoHa 3a KOHTPOJ BbPXY HAPKOTHUHUTE BEIIECTBA U MPEKYPCOPUTE - C JIB€ CUHU JICHTH.
OnakoBKaTa 3aIbJDKUTEIHO ChABP)KA YKa3aHUE, Y€ JIEKAPCTBEHUSAT MPOJYKT CE€ OTIycKa camo IO
CHEIHATHO JIEKAPCKO MPeANrucaHue.
(3) (M3m. - JIB, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) JlucroBkaTa Ha JIEKapCTBEHUTE
MPOJYKTH, BKIIOYEHHU B crnuchbka mo wi. 23 oT Permament (EO) Ne 726/2004 na EBponeiickus
napiaaMeHT ¥ Ha CbBeTa, ChAbpKa MHPOPMALUs ChC CaeTHUS TeKCT: "To3u JeKapcTBeH MPOIYKT
MOJAJICKH Ha JAONBJIHUTENHO Habmonenue". [Ipea Tekcra ce mocTaBsi 3HAK B YEPEH IBAT CHIIIACHO
uned 23, maparpad 5 ot Permament (EO) Ne 726/2004 na EBpomeiickus napiameHnT u Ha CbBera,
MPUAPYNKEH OT OOSICHUTEIIHA OeNexKKa.
(4) (M3m. - IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) B nucrtoBkara Ha JEKAPCTBEHUTE
MPOJAYKTH C€ BKIIOYBA CTaHIAPTEH TEKCT, C KOWTO MAllMEHTUTE ce MPHUKAHBAT Ja JOKJIaJBaT Ha
MEAUIMHCKUTE crenuanucTd uiu aupektHo Ha WAJI Beska mopo3upaHa HEXKelnaHa JIEKapCTBEHA
peakmus chriacHo oopasuure mo 4wi. 185, an. 2, 1. 4.
(5) Korato nexapcTBeHHST MPOIYKT ce pa3pelmiaBa 3a yrnmoTpebda Ha TepuTopusaTa Ha PemyOnmka
bearapus, BppXy BTOpUYHATa My OIAKOBKa C€ MOCTaBs MAapKUPOBKA 3a pa3feliHO ChOMpaHe U
PELMKIMpaHe ChIVIACHO 3aKOHA 32 YIIpaBJIEHWE HA OTHAAbLIUTE U AKTOBETE IO MIPUJIAraHETO MY.
(6) Koraro nekapcTBEHHAT MPOIYKT CE€ pa3pelnaBa 3a ymnoTpeda, HAMMEHOBAHHUETO MY BBPXY
BTOpHUYHATa OMAaKOBKa, JIEKapcTBeHaTa (hopMa U ChIBbPKAHUETO Ha aKTUBHOTO BELIECTBO B J1030Ba
eIMHUIIA ce U3MUCBa U ¢ bpaiinosa a3zoyka.
(7) U3uckBanudTa Ha aji. 6 He ce MpuiaraT 3a BaKCUHU U JIEKAPCTBEHU MPOAYKTH B OOIHMYHU
OTaKOBKH.
(8) (Homa - /1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) BepXy BTrOpHuYHaTa ONaKkoBKa, a ako
HsSMa TakaBa - BBPXY MbPBHYHATA OMAKOBKA Ha JIEKAPCTBEHUTE MPOIYKTH, C M3KIIOYCHHE Ha
paanodapmaleBTHIIM, C€ HAHACST:
1. uHIMBHAyaldeH WACHTU(UKAIMOHEH Oeller 3a IMOKaszaTeluTe 3a Oe30MacHOCT, KOWTO JaBa
BB3MOXHOCT ThPIOBLIUTE Ha €pO U APEOHO Ja:
a) MpoBepsIBaT aBTEHTHUYHOCTTA Ha JICKAPCTBEHUS POAYKT;
0) uneHTU(PUIPAT OTACITHUA ONAKOBKH;
2. CpeACTBO, C KOETO Jia C€ M3BBPILBA MPOBEPKA HA OMAKOBKATa Ha JIEKAPCTBEHUS MPOIYKT JIalu €
Ousa mompaBeHa.

Yn. 168a. (Hos - IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Bepxy onakoBkara
HAa JIEKapCTBEH IIPOJYKT, KOMNTO CE OTIIYCKa IO JIEKAPCKO MPEANNCAHUE, C€ HAHACAT MOKa3aTelu 3a
6e3omacHocT mo 4. 168, an. 8, ¢ u3K/IOUEHUE Ha CIy4auTe, B KOUTO JIEKAPCTBEHUST MPOIYKT €
BKJIIOYEH B CIIMCHKA, onpezesieH oT EBponeiickara KOMUCHS ¢ JieNleTupaH akT 1o 4wi. 16806.
(2) Bppxy onakoBkara Ha JIEKApCTBEH MPOJIYKT, KONTO ce OTIycKa 0e3 JIeKapcKO MpearucaHue, He
ce HaHAcAT MOKa3arenu 3a 0e3omacHOCT 1o ui. 168, an. 8, ¢ M3K/IIOYEHHE Ha CIIydauTe, B KOUTO
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JICKApCTBEHHUAT MPOAYKT € BKIIOYEH B CIIHCHKa, ONpeaeieH oT EBpomelickata KOMHUCHS C
Jenerupan akT mo wi. 1680, cieq KaTo € OlleHEH, Ye € U3JI0KEH Ha PUCK OT Ganmupuiupane.

(3) UsmbiHuTEHATA areHIHs 110 JIeKapcTBaTa yBeqoMsBa EBpornelickaTa KOMUCHS:

1. 3a ;mexkapcTBEHH MPOJYKTH, KOUTO C€ OTIyCKaT 0e3 JIEeKapCcKO MpeArucaHue, 3a KOUTO €
YCTaHOBHJIA, Y€ CHIECTBYBA PUCK OT (amupHUInpane;

2. 3a JIeKapCTBEHU MPOAYKTH, 33 KOWTO € YCTaHOBHWJIA, Y€ HE CBhIIECTBYBa pPHUCK OT
danmmmdunupane, Npu OTYUTAHE HA CIICTHUTE KPUTECPHU:

a) IIeHa U 00eM Ha MPOoJaKOUTe Ha JICKAPCTBEHUS MTPOAYKT;

0) Opoif m yecTtora Ha ciaydad Ha (ammubuIMpaHd JEKAPCTBEHHU MPOAYKTH, PETHCTPUPAHU B
pamkuTe Ha EBpomneiickusi Cbi03 U B TPETH IbpPXKaBH, U IMPOMSIHA B OpOS M YECTOTa Ha MOJO0HH
Clly4a B UCTOPHYECKH ILJIaH;

B) CICNM(PUYHU XapAKTEPUCTUKH HA CHOTBETHUTE JIEKAPCTBEHH MPOTYKTH;

T') T&KECT Ha 3a00JIIBaHUATA, YHETO JICUCHHUE CC 1EIIH;

1) APYTH MOTEHIIUAIIHU PUCKOBE 32 OOIIECTBEHOTO 3paBe.

Y. 1686. (Hos - IIB, Op. 102 ot 2012 r., B crima ot 21.12.2012 r.) (1) IIpaBunara
OTHOCHO TIOKa3aTenuTe 3a Oe30macHoCT 1o wi. 168, an. 8 ce ompenensar or EBporeiickata KoMUCHs
C JleJleTMpaHuTe aKTOBE MO wieH S4a, maparpad 2 ot Jupektuna 2001/83/EO.
(2) IlokazaTenute 3a 0E30MACHOCT HE CE€ MpPEMaxBaT, HUTO C€ 3aKpUBAT YACTUYHO WM H3LISLIO,
OCBEH aKO Ca U3MbJIHEHU CIEAHUTE YCIOBHUS:
1. mpuTexaTensIT Ha pa3penIeHueTO 3a MPOU3BOJCTBO, MPEAN YACTUYHO WIIM HAIIBIIHO JIa IPEeMaxHe
WM 3aKpue MOoKa3zaTelauTe 3a 0e30MacHOCT, MPOBEPSBA Jajll ChbOTBETHUST JIEKAPCTBEH MPOAYKT €
aBTCHTUYCH U JIAJI HE € OWJI MOAIIPaBEeH;
2. IpUTEXKATENAT Ha pa3pellieHue 3a MPOU3BOACTBO MPU Cla3BaHE M3UCKBaHUATA Ha wi. 168, an. 8
MOX€E Ja 3aMEHHU II0Ka3aTeJuTe 3a OEe30MacHOCT C PABHOCTOMHM Ha TAX IO OTHOIIEHHE Ha
BB3MOXKHOCTTA 3a TapaHTUPAaHE Ha aBTEHTUYHOCTTA, UIACHTHU(HUKAIUATA M OCUTYPSBAHETO Ha
JI0Ka3aTeJICTBA 32 IMOANPABSIHETO HA JIEKAPCTBEHUS MPOIYKT.
(3) IlokazatenuTe 3a 6€30MACHOCT C€ CMATAT 32 PAaBHOCTOIHU, aKO:
1. oTroBapAT Ha M3MCKBAHUATA, ONPENECIICHU B JJETUPAHUTE aKTOBE MO wWieH S54a, maparpad 2 ot
Hupexktusa 2001/83/EO, u
2. ca CpOI0 TONKOBAa €(EeKTHBHM, KaTro IIO3BOJSBAT MPOBEpKAaTa Ha AaBTEHTHYHOCTTA U
UICHTUQUKAIUATA HA JEKapCTBEHUTE NPOAYKTH U OCUTYpSIBAHETO Ha JOKas3aTelcTBa 3a
MIOJIIIPABSHETO VM.
(4) 3amsHata 1o ai. 2, T. 2 ce U3BBPIIBA, O€3 1a ce 0TBapsl MbPBUYHATA OMAKOBKA HA JIEKAPCTBEHUS
MIPOAYKT U B ChOTBETCTBHE C JloOpaTa MpOM3BOACTBEHA MMPAKTHKA 32 JICKAPCTBEHH MTPOILYKTH.
(5) W3nbnHuTenHata areHIUs IO JIeKapCTBaTa OCBHINECTBABA HAA30p BBPXY 3aMsHaTa Ha
[IOKa3aTeInTe 3a 0€30IacHOCT.

Yn. 169. (1) UadopmarusaTta BbpXy ONMAKOBKUTE U B JINCTOBKATA HA JIEKAPCTBEH MPOIYKT
TpsiOBa /1a € B BJIHO ChOTBETCTBUE C JAHHUTE B KpaTKaTa XapaKTepUCTHKa Ha MPOJyKTa, 0J00peHa
or MAJl mpu wu3naBaHe Ha pa3pelIeHueTo 3a ymoTpeba, W Ja OTroBaps Ha M3UCKBaHMITA,
orpezeneHu B Hapeaodara mo wr. 170.
(2) Undopmanusta BbpXy OMAKOBKMTE M B JIMCTOBKAaTa MOXKE Jla ObJe Ha HAKOJIKO €3MKa, HO
3aIBJKUTENIHO €AUHMUST TpsiOBa na € Obarapcku e3uk. ChabpkaHHMETO Ha HH(OpManuara Ha
Pa3IUYHM €3UI TPsIOBA 1a € UJSHTUYHO.
(3) HaumenoBaHueTO Ha JeKapCTBEHUS MPOAYKT 3aIBJKUTEIHO Ce M3MHCBA Ha OBJITapCKH €3UK, a
MEXyHAPOJAHOTO HEMAaTEeHTHO HAUMEHOBaHME Ha JIEKApCTBEHOTO BEIIECTBO Ce M3MHCBAa ChOOPA3HO
AHaToMO-TepaneBTUYHO-XUMHUYHaTa kiacupukanus Ha C30. Imero 1 agpechT Ha PUTEKATENS HA
paspelieHneTo 3a ynorpeda Moxe Ja ce M3MMILIAT Ha JIATHHULIA.
(4) Undopmanuara BbpXy ONAKOBKUTE M B JIMCTOBKUTE TpsiOBa /Ja € Ha pa3dupaeM 3a ManueHTa
€3HK, J1a € YETJIMBA U J1a € HE3aIMuuMa.
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(5) (HoBa — 1B, 6p. 18 ot 2014 r.) JIucToBkara TpsioBa 1a € opopmMeHa o TaKbB HAYMH, Y€ Ja €
sCHa U pa30upaemMa, KaTo MO3BOJISIBA HA MAI[MEHTA Ja MpEeANnpUeMe MOIXOSAIIN NCHCTBUS, MPH
HEOO0XOIMMOCT, C TTIOMOIITA Ha METUITUHCKH CIICIIHAIHCTH.

Ui 170. (1) (ITpegumen Texet Ha wi. 170 - [IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012
r.) M3uckBanusTa KbM OMAKOBKUTE M JMCTOBKHUTE Ha JIEKAPCTBEHHUTE MPOJYKTH CE OMPEICNAT B
Hapen0a Ha MUHUCTBPA Ha 3/IpaBEOIa3BaHETO.
(2) (HoBa - JIB, 6p. 102 ot 2012 1., B cmia ot 21.12.2012 r., mom., 6p. 18 ot 2014 r.) Koraro
JIEKapCTBEH MPOJYKT, pa3pelieH 3a ymorpeba Mo peaa Ha TO3W 3aKOH, HE € MpeAHa3HA4YeH 3a
JUPEKTHA JIOCTaBKa Ha MAIllMEeHTa WK HE € HAJIMYeH Ha ma3apa B PemyOnuka beirapus, MAJI moxe
Jla paspenu yrnorpedara My, KOraTo HSKOW OT JaHHHTE, ONPENICIICHH B Hapemdara mo an. 1, He ca
HAHECEHH BbPXY ONAaKOBKaTa UM B JINCTOBKATA.
(3) (Hosa - IB, 6p. 102 ot 2012 1., B cma ot 21.12.2012 r.) B cayyaure no an. 2 nndopmanusra
BbPXY OMAKOBKHUTE U B JINCTOBKATa MOKE /1a HE Ob/Ie MpejoCcTaBeHa U Ha OBJITapCKU €3UK.
(4) (Homa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) YcnoBusita U peabT 3a JIOCTaBKa Ha
JIEKApCTBEHHUTE MPOAYKTH TI0 ajl. 2 e OMpeesaT ¢ HapembaTa mo 4i. 198.

I'naBa ceqma
KIIACUO®UKAILINA HA JTIEKAPCTBEHUTE ITPOAYKTHU

Yn. 171. (1) B 3aBucuMOCT OT HauMHA Ha OTIYCKaHE JIEKAPCTBEHUTE MPOAYKTU Ce
KIacuuuupar KaTo:
1. nexapcTBEHU MPOAYKTH, OTITYCKAaHU IO JIEKAPCKO MPEeNCaHuE;
2. IeKapCTBEHU MPOAYKTH, OTITYCKaHU 0€3 JIEKapCKO Mpenucanue.
(2) (dom. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) PexxuMbT Ha OTIIycKaHe Ha JIEKApCTBEH
npoaykT ce ompenens ot MAJl B paspemeHnero 3a ynorpeda/y10CTOBEpEHHETO 3a PETHUCTPaIys
WM pa3pelleHrueTo 3a mapajelieH BHOC Ha JIEKapCTBEHUs MPOJYKT Ha TepuTopusata Ha PemyOmuka
boarapus.
(3) Jlumero mo um. 26, an. 1 mocouBa pexuMa Ha OTHYCKaHE Ha JIEKAPCTBEHUS NPOAYKT B
3asBIICHHETO 3a pa3pelIeHue 3a YNoTpeOda/yIOCTOBEPEHHETO 3a PErHCTpanus, 3a MpPOMsSHA Ha
pa3peleHneTo 3a ynorpeda uin npy MoJHOBSIBAHETO MY.

Un. 172. JlekapcTBeHuTe npoAyktu mo wi. 171, an. 1, T. 1 ce pa3uenar B ciegHuTe
KaTeropuu:
1. nmexkapcTBEHM MPOAYKTH C OTPAaHMYEHO JICKApCKO MpPEANHCAaHWe, NpeJHa3HAauYeHH 3a ymoTpeda
caMo B HAKOM CIeHUaIN3UPaHu 001acTH;
2. JIeKapCTBEHU NMPOIYKTH - 00EKT Ha CIIEIUAIHO JIEKapCKO IPEIIICAHNE;
3. JexapCTBEHU NMPOJYKTH 3a MHOTOKPATHO MJIM €ITHOKPATHO OTIIYCKaHE IO €IHO M ChIIO JEKapCKO
TIpe/IcaHue.

Un. 173. Tlo nekapcko MpeANHCcaHHE c€ OTIMYCKaT JIEKapCTBEHH MPOAYKTH, KOUTO
OTTOBApPAT HA CIICAHUTC U3UCKBAHHA:
1. Morar ma mpeiacTaBIsSBaT NpsKa WIM KOCBEHA OMACHOCT 3a 3/IpaBETO Ha Xopara AOpH IMpHU
MpaBUJTHA yIIOTpeba, ako ce mpuiarat 6€3 MEeIUIMHCKO HAaOII0IEHUE;
2. 4eCTO ¥ MHOTO IIMPOKO C€ MPHUJIaraT HEeMpaBWJIHO U B PE3YyJITAaT Ha TOBA MOTaT Jia MPeICTaBIsIBaT
OTTaCHOCT 3a 3/IPaBeTO Ha XOpaTa,
3. ChOBpKAT BEIIECTBA, YMITO AKTUBHOCT W/WIM HEXEJaHW JIEKApPCTBEHU pEaKIMH H3MCKBAT
MOCIIEABAIIO TOIBIIHUTEIHO MPOYYBAHE;
4. 0OOMKHOBEHO Ce€ TPEANNCBAT OT JIEKap 3a MapeHTEePATHO MPUIIOKECHHUE.

Un. 174. JlekapcTBeHUTE MPOAYKTH MOJJIEKAT HA CHEIUATHO JIEKAPCKO MPEINUCaHue,
KOTaTO OTIOBAPAT HA HAKOE OT CJIICTHUTE YCIOBHUS:
l. chbabpxkaT HAPKOTUYHU BEIIECTBA MO CMHCHIA Ha 3aKOHA 3a KOHTPOJ BbPXY HAPKOTUYHUTE
BELIECTBA U MIPEKYPCOPUTE B KOJIMYECTBA, JOIYCTUMHU 3a YIOTpeoa;
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2. Ipu HeMpaBUIIHA yroTpeda Morar Jia ch3aaT 3HauuTEeIeH PUCK OT 3J10ynoTpeda, 1a JoBenaT 10
JIEKapCTBEHA 3aBUCUMOCT WJIM JIa C€ U3MOJ3BAT 32 HE3aKOHHHU 1IEJIH;

3. ChIbpKAT HOBU JICKAPCTBEHU BEIIECTBA, YUUTO XaPAKTEPUCTUKU HE ca JOCTAThYHO M3BECTHU U
Mopajy Ta3u MPUYHMHA C TPEBAHTHMBHA II€NT MOTAT J1a OBJAaT OTHECEHU KbM rpylaTa JIeKapCTBEHU
MPOAYKTH IO T. 2.

Ui 175. JlexkapcTBeHUTE NMPOIYKTH MOAJIEKAT HA OTPAHUUYEHO JIEKAPCKO IMPEANNCAHUE,
KOIaTo OTTOBAPST HA HIKOE OT CJIEIHUTE YCIOBHS:
1. orpaHuYeHH ca 3a NPUIOKEHHE CaMO B OOJIHUYHY YCIIOBUS I1OpaJU OIPAaHUYEH OIHT 32 YIOTpeda
WK B UHTEpEC Ha OOLIECTBEHOTO 3/1paBe;
2. mpenHa3HAu€HUM ca 3a JIEYCHHE HA OOJIECTHH CBCTOSHHUS, KOWTO MOrar Ja Obaar
IUArHOCTULIMPAaHW CcaMO B JICUEOHHUTE 3aBEJCHMS, HE3aBUCUMO Y€ [PUJIAraHeTo UM U
IIPOCIICASIBAHETO HA X0J1a HA JICYCHUETO MOJKE J1a CE OCBILECTBABAT U B JAPYTU 31paBHU 3aBEICHMUS;
3. mpeJHa3HAYCHHM ca 3a JeyeHHe Ha aMOyJIaTOPHO OOJIHM, HO yroTpedara UM MOXKe J1a Ipequ3BUKa
CEpUO3HU HEXEJIaHW JIEKapCTBEHHW peakLUWy, Hajaralid IpeANucaHue OT CHEHUATIUCT U
HaOJII0ICHUE 110 BpEME Ha JICYEHUETO.

Ui 176. (1) U3nbaHuTenHaTa areHIus 1o JeKkapcrBaTa MOKe /1a He 0400pHU MOMCKaHUS
OT 3asBUTENS MO Wi. 26, an. 1 peXuM Ha OTIyCKaHe Ha JIGKapCTBEH NPOAYKT Bb3 OCHOBA Ha
MpeLeHKa Ha:
1. MakcuMaHaTa eTMHUYHA /1032, MAaKCHMaJIHATa JHEBHA 1033, KOJMYECTBOTO aKTHBHO BELIECTBO B
enHa J1030Ba €IMHUIIA, JIeKapcTBeHata (opma, crenupuyeH BHI HAa MbPBUYHATA ONAKOBKAa Ha
MPOJYKTA, U/UIH
2. npyru crienu(pUYHY YCIOBUS Ha ynoTpeoa.
(2) U3nbpiaHuTenHAaTa areHOUs MO JIEKapcTBaTa MOKE Ja HE IOCOYM TOYHATa KaTeropus Ha
JIEKapCTBEHMsI MIPOAYKT 1o 4. 172, HO cbriaacHo kpurepuute no wi. 174 u 175 onpenens nanu
JICKapCTBEHHUAT MPOAYKT ce€ KiacupuIupa Karo TPOAYKT, OTIIyCKaH caMO II0 JIEKapCKO
MpeIcaHue.

Uin. 177. JlekapcTBEHUTE MPOAYKTH, KOUTO HE OTTOBAPAT HA M3UCKBaHUATA MO wi. 173,
174 u 175 u Ha KpuTepuuTe, ONpeNeeHN B Hapenabara mo wi. 178, ce ormyckar 0e3 JieKapcKo
IIPENNNACAHUE.

Uin. 178. Kpurepuure 3a kiacudukanusi Ha JEKapCTBEHUTE MPOAYKTH M M3MCKBaHUATA
KBbM JTOKYMEHTAIUATA 32 U3BbPILIBAaHE Ha MPOMsHA B KiIacu(UKalusaTa ce onpeseNar B Hapeada Ha
MUHHUCTBpA Ha 3/paBEOIa3BaHETO.

Un. 179. (1) UsnbiHuTenHata areHIus MO JeKapcTBaTa W3rOTBS M MyONIHMKyBa Ha
CTpaHHIaTa CH B UHTEPHET CIMHUCHK HA JIEKAPCTBEHUTE MPOIYKTH, KOUTO C€ OTITYCKAT MO JIEKAPCKO
Mpeanvcanue Ha Tepuropusta Ha Penyonuka boarapus.

(2) CiucbkbT MO an. 1 ce akTyanu3upa exXeroHo.

Yn. 180. [Ipu Hanmmuue HAa HOBM JAHHU 3a JIEKAPCTBEH MPOJYKT, 32 KOMTO UMa U3/aJIeHO
paspemieHne 3a ynmoTpeba mim ynocroBepeHue 3a peructpanus, MAJI mpepasrinexaa, a xorato e
HE00X0/MMO, TPOMEHS KJacU(pHKAIMATAa ChIJACHO W3MCKBaHUATA Ha wi. 173 W KpuTepuure,
MIOCOYEHHU B HapenOaTa mo ui. 178.

Yn. 181. B cinyuaurte, Korato € paspelieHa NpoMsHa B KJIacH(pHUKAIMATAa Ha JaJeH
JIEKapCTBEH MPOAYKT BbH3 OCHOBA HA 3HAUUTENHU MPEAKIMHUYHM WM KIUHUYHUA W3MUTBAHMUS,
ClIe/IBall] 3asiBUTEN WM MPHUTEXKATe Ha paspelieHue 3a ynorpeda He MOXe J1a ce 11030BaBa B CPOK
€lHa TOAMHA OT JaraTa Ha pa3pelieHHETO 3a NPOMSHA, M3AAJEHO OT PEryjJaTopeH OpraH Ha
Ibp)KaBa WIEHKa, NpPU I0JIaBaHE Ha 3asBJICHUE 3a IMPOMsSHA Ha KiIacH(UKAIUATa HA CBIIOTO
BEIIECTBO.

Un. 182. U3mpaHUTENHATA areHIUs 0 JIEKapcTBaTa eKeroaHo yBeaoMsisa EBpormeiickara
KOMUCHS ¥ PeryJIaTOPHUTE OpraHu Ha JIPYTUTE AbPKABU WICHKH 32 HACTHIIMIN IIPOMECHH B CITUCHKA
oo wi. 179.
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I'nmaBa ocma
IMPOCJIIEASABAHE HA JIEKAPCTBEHATA BE3OIIACHOCT

Pa3znen I
OO01mM mMoJI0KeHu s
(3arJa. Hoso - /B, op. 102 ot 2012 r., B cnia ot 21.12.2012 r.)

Un. 183. (U3m. - IB, O6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) (1) U3nbanutennara
areHIysl 1O JIGKapCTBaTa OpraHW3Mpa W MOJIbpXKa CUCTEMa 3a MPOCIIesBaHEe Ha JIEKapCTBEHATa
0€30MacHOCT 32 U3IIBJIHEHHUE Ha 3a/IbJDKCHHUATA 110 Ta3H TJIaBa.

(2) Cucremara mo an. 1 ce um3mon3Ba 3a ChOMpaHe Ha WHQPOPMALUS OTHOCHO PHCKOBETE OT
JIEKapCTBEHHUTE MPOAYKTH 3a 3[[PaBETO HA MALUEHTUTE U 3a 00IIeCTBEHOTO 3/1paBe. MupopmarusTa
oOxBamia chOOIICHHUS 32 HEKEIaH! JICKAPCTBCHH PEAKIIMU MTPH YIIOTpeda Ha JICKApCTBEH MPOIYKT B
CHOTBETCTBUE C YTBBbpJIEHATA KpaTKa XapaKTCPUCTUKA, KAaKTO W WHQOpMAIHs 3a 370yrnorpeda u
yrnoTpeda, KOSITO HE € B CHOTBETCTBUE C YTBBpJCHATA KpaTKa XapaKTePHCTUKa Ha IPOYKTa,
BKJIFOUMTETHO WH(GOpMAIUS 32 HEKEJIaHU JICKApPCTBEHU PEaKIu, HAOII0JaBaHU TIPH H3IIBJIIHCHUE
Ha MPO(EeCUOHATHY 33 IbIKECHHSL.

(3) WBnbnHuWTENHAaTa areHOMs IO JIGKapcTBaTa Baluaupa, oOpaboTrBa W Kiacuduimpa
nH(popManuaTa Mo aj. 2, MpaBU HaydyeH aHAM3 Ha CHOpAaHUTE NaHHU C OrJIeJ OIEHKa Ha
BB3MOKHOCTUTE 3a HaMajsiBaHE M TPEAOTBpATSABAHE HAa PUCKA W MpEarpueMa HEOOXOIUMHTE
JEWCTBUS TI0 OTHOIICHNE HA Pa3peIIeHUETO 3a YIoTpeda Ha JIEKApCTBEHUS MPOTYKT.

(4) VI3npiHUTEIHATA areHIMs 110 JICKapCTBaTa U3BBPIIBA OJUTH HA CHCTEMATa 1Mo aJl. | ¥ Ha BCEKH
JIBE TOJIMHHM U3TpaIia Ha EBponeiickaTa KOMHCHS TOKJIA]] C PE3YJITATUTE OT TSX.

(5) V3nbiaHuTenHAaTa areHIMs IO JIeKapcTBaTa Mpuiara ajJekBaTHa W e(EeKTHBHA CHCTEMa II0
Ka4yecTBO, 3a Jla OCHUTYpH CHOTBETCTBHE Ha CHCTEMaTa Mo ajl. | ¢ M3MCKBaHMATA HA TO3U 3aKOH.
MuHMMaTHATE U3UCKBAHUS 32 CUCTEMAaTa Mo KayeCTBO Ce OMpeaeyaT ¢ PeriiaMeHT 3a u3IbIHEHUE
(EC) Ne 520/2012.

Un. 184. (U3m. - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Meauuunckure
CIEIMATIUCTH Ca IIBKHU J1a ChOOIIaBaT He3a0aBHO HA MIPUTEKATENS HA Pa3pEIICHUETO 3a YIoTpeoa
nmu Ha MAJI 3a Bcsika mojo3upaHa cepro3Ha HEXKellaHa JIEKapCTBeHa peaklus U Ja MpeloCTaBAT
IIpU MOMCKBaHE AOM'BJIHUTENHA HH(OPMALIKSI OT MPOCIEAsIBAaHETO Ha Clydasl.

(2) Mamuentute MoraT Aa ChOOIIABAT HEKENAaHHW JIEKAPCTBEHU PEAKIMU IO BCAKO BpeMe Ha
MEIUIIMHCKNUTE crienuanncty i Ha MAJL.

(3) B cayyaute mo an. 1 u 2, Korato cbOOIIEHUETO C€ OTHACA 32 OMOJIOTHYEH JIEKAPCTBEH MPOAYKT,
MIpeNIncaH, pa3poCTpaHeH WM IpojaBaH Ha TeputopusTa Ha PenyOnuka bearapus, Toit TpsaOBa
SCHO Ja Obae uAeHTU(PUIUPAH OT CHOOIIUTENS C THPrOBCKOTO MY MME€ U MApTUAHUS HOMEp WU
Ta3u nHdopmanus na Obe MperocTaBeHa MpHu JOMbIHUTEIHOTO IPOCIIEISBAHE.

UYn. 185. (U3m. - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Usnbaautennata
areHuus Mo JIeKapcTBaTa MOJIbpXKa HAIMOHAJIEH WHTEPHET MOPTal 3a JIEKapCTBEHU MPOAYKTH,
cBBbp3aH ¢ EBpomneiickus HHTepHET nopTai 3a JEKapCTBEHUTE MPOIYKTH 1o 4. 68, ain. 1, T. 4.

(2) U3nbaHuTenHaTa areHIus IO JIeKapcTBaTa MPeNoCcTaBsl ype3 moprajia mo aji. | Hal-Masko
cienHaTa uHpopmanms:

1. myOnuYHUTE OIIEHBYHH JTOKIIAIH 10 WI. 53, aj. 2 U TEXHUTE PE3IOMETa;

2. KpaTKUTE XapaKTEPUCTUKU HA IPOJYKTUTE U JIUCTOBKUTE;

3. pe3toMe Ha IUJIaHOBETE 3a YIpaBJIeHHE Ha pUCKA Ha JIEKAPCTBEHUTE MPOAYKTH, pa3pelieHd 3a
yrnotpeba Ha TepuTopusaTa Ha PenyOnuka bwarapus;

4. oOpasuM Ha CcTaHAapTH3UpaHu (OpMyIsipy 3a JIOKJaJBaHEe Ha IOJIO3UPAHM HEXEJIaH!
JIEKAPCTBEHHU PEAKIMU OT MEIMUIMHCKU CIEUHUATMCTH W TALUMEHTH, U3TOTBEHU B CHOTBETCTBHE C
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m3uckBaHusaTa Ha wieH 25 ot Permament (EO) Ne 726/2004 nma EBpomneiickus mapiaMeHT W Ha
CobBerTa;

5. aKTyaJIM3UpaH CIUCHK Ha JIEKAPCTBEHHUTE MPOAYKTH 10 wieH 23 ot Pernmament (EO) Ne 726/2004
Ha EBponeiickus napiaamenT u Ha CbBera;

6. cbOOIIEeHUs, TIPEeIOCTaBAIM MHPOpMaAUs Ha MIMPOKaTa OOIIECTBEHOCT 3a ONACEHUs OTHOCHO
0e30macHOCTTa OT ynorpedaTa Ha J1a/IeH JIGKapCTBEH IPOIYKT;

7. yka3zaHus 32 BCHYKU HauWHU U GHOpMU 3a ChOOIaBaHE Ha MOJO3UPAHU HEXKEJaHU JIEKApCTBEHU
peaKI OT METUIIMHCKH CIICIIUAIIMCTH U MAlUECHTH.

Y. 186. (M3m. - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) U3nbiaHuTEIHATA
areHuus 10 JIeKapcTBaTa U3BbPILIBA CIEAHUTE ACHHOCTH 3a JEKapCTBEHUTE MPOJIYKTH, IIyCHATU Ha
naszapa Ha PemmyOimka bearapus:

1. MOHMTOPHHI Ha pe3yiTara OT MEpPKUTE 33 HaMaJsIBaHE HAa PUCKA 3a JIEKapCTBEH IPOIYKT,
ChIIbPIKalllM Ce B IUIaHA 32 YIpaBJICHUE Ha PUCKA;

2. MOHUTOPHHTI Ha pe3yJiTaTa OT U3IIBIHEHUETO Ha yCIOBUS, IOCOYEHH B Uil. 55a, 56 win 56a;

3. olleHsIBaHE aKTyalu3alusaTa Ha CUCTeMara 3a yIpaBlieHUe Ha PUCKa;

4. monuTopuHr Ha Oa3ata manHu "EudraVigilance", cb3magena B chOTBETCTBHE C wWwieH 24 OT
Pernament (EO) Ne 726/2004 na EBporneiickus napaameHT u Ha ChBeTa, 32 HOBU PUCKOBE WU 32
pOMsiHA BbB BEY€ YCTAHOBEHH M 33 IPOMSHA B CbOTHOIICHUETO 110132/ PUCK.

Y. 187. (U3m. - JIB, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 r.) (1) U3nbiHuTETHATA
areHmus 1o Jiekapcreata uHpopmupa EBporeiickara areHnus mo jJeKapcTBaTa U MPUTEXKATENs Ha
paszpeieHue 3a ynorpeda npu uaeHTUUIUpPaHe Ha CUTHAIHN 32 HOBU PUCKOBE WIJIM 33 MPOMSHA Ha
YCTaHOBEHHUTE PHCKOBE, WJIM MpPU TPOMSHA HAa CHOTHOIICHHETO MOJ3a/pUCK Ha JIEKapCTBEH
MIPOJIYKT.

(2) KomutersT Mo wi. 56a, an. 1, T. | aHanu3upa u NpuopuTU3Upa BaTUAUPAHUTE CUTHAIIM 32 HOBU
PHUCKOBE HJIM 32 IPOMSIHA BHB BE€U€ YCTAHOBEHUTE U 3a MPOMSIHA Ha CHOTHOLIEHUETO MOJI3a/PUCK.
(3) Koraro Komurerpbr mo un. 56a, ain. 1, 1. 1 mnpemoppuBa mnocienBaly JEHCTBUSA,
KOOpJIUHAIIMOHHATa Tpyna Mo 4i. 77, an. 2 uiaum chbOoTBeTHO KOMHTETHT MO JeKapCTBEHUTE
MPOAYKTH 332 XyMaHHa yrnoTpeda M3roTBsl CTAHOBHILE 33 PEryJIATOPHH JCHCTBHS MO OTHOLICHHE HA
paspelIieHneTo 3a ynorpeda B paMKUTe Ha TpaduK, CbCTaBEH B ChOTBETCTBUE ChC CEPUO3HOCTTA U
CTENEHTa Ha OMAcCHOCT.

(4) M3mpanurtenHara areHIMsl IO JIeKapcTBaTa IMpuiara MNPEenopbyaHUTE B CTAHOBHILETO Ha
KOOpJMHAIIMOHHATa rpyna no wi. 77, ai. 2 uiau B peleHneTo Ha EBponeiickaTa koMucHsi BpeMEHHU
W/WIIA OKOHYATEIIHU MEPKHU.

Ui 188. (U3m. - 1B, Op. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) UsnbauuTennara
areHIus 1o JjekapcrBara uMH@Gopmupa EBponeiickara areHuus Ho JIeKapcTBaTa, peryIaTOpHUTE
OpraHM Ha JpYruTe Abp:KaBM wWIeHKH W EBpomneiickata koMucus Hail-manko 24 yaca mpenu
nyOJIMYHOTO ChOOIIaBaHe HAa HMH(pOpPMAIMs OTHOCHO ONACEHHs, CBBP3aHMU C MPOCIEASBAHETO Ha
0€30MMacHOCTTa Ha JIEKAPCTBEH MPOJYKT, OCBEH B CIy4yauTe, KOraTo ONa3BaHETO Ha OOLIECTBEHOTO
3/IpaBe U3MCKBa He3a0aBHO OMOBECTSBaHE Ha MH(pOpMALHATA.

(2) UzmbpnHuTenHaTa areHMs MO JeKapcTBara NyOiauKyBa HMHGOpMalus, CBbp3aHa C aKTUBHU
BEIIIECTBA, ChJIbPXKAIYU C€ B JIEKAPCTBEHU MPOIYKTH, pa3pellieHn 3a ynoTpeda U B APYrH Abp:KaBU
YJIEHKHM, KaTO HM3IO0JI3Ba XapMOHHU3MpAH IMPOEKT Ha ChOOILIEHHETO M rpaduK Ha MyOJIMKauusTa,
IpesiokeHu oT EBponeiickaTa areHus 1o jJeKapcTpara.

(3) B cnygante mo an. 1 u 2 uHdopmaiuara, chappKaiia JUYHA JaHHW WIH TPEICTaBIIsSBAIIA
THPrOBCKa TaifHa, ce 3ajMyaBa, OCBEH aKO IYOJMKYBaHETO Ha TE3M JaHHM € HeoOXOIuMOo 3a
OI1a3BaHETO Ha OOIIECTBEHOTO 3/IpaBe.

Yn. 189. (U3m. - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) U3nbnuuTennara
areHuus 1o JIeKapcTBaTa MOXe Ja JieJierrpa HIKOM OT MpaBaTa U 3aJAbJDKEHUATA 110 Ta3! IJ1aBa Ha
peryiaaTopeH opraH Ha Jpyra JIbpKaBa WIEHKa Ype3 CKJII0YBaHe Ha CIIOpa3yMEHUE.

(2) B cayuaute no an. 1 MAJI undopmupa EBpomnelickara komucus, EBponeiickata areHuus 1o
JeKapcTBaTa M pEryJaTOpHUTE OpraHu Ha JpPyruTe IAbp)KaBU UWICHKH 3a JIEJETUPAHETO Ha
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MPaBOMOINUSITA ¥ TyOJUKYBa ChOOIICHUE HA MHTEPHET MopTaia rmo wi. 185, an. 1 wim Ha MHTEpHET
CTpaHHIIaTa CH.

Y. 190. (U3m. - [IB, 6p. 102 ot 2012 r., B cruma ot 21.12.2012 1.) (1) [IpuTexarensT Ha
paspeleHue 3a ynorpeda e JUIbXKeH J1a pasloiara CbC CUCTEMA 3a MIPOCieIsIBaHe Ha JEKapCTBEHATa
0€301MacHOCT 3a U3MbJIHEHUE HA 33IbJKEHUSITA CH IO Ta3H IJ1aBa.

(2) IlpuTexkaTensaT Ha pa3pelieHue 3a ynorpeda ype3 cuctemara o aji. 1 mpaBu HayyHa OLEHKA Ha
cbOpaHara uHGpoOpMaIUs OTHOCHO O€30MacHOCTTa Ha JIKAPCTBEHHUTE MPOAYKTH, IMpEIeHsIBa
BB3MOKHOCTUTE 33 MHUHHMaJIM3MpaHe WIM NpPEJOTBpaTsBaHE Ha pUCKa U IpeanpuemMa
HEO0OXOIMMUTE MEPKH.

(3) Ipurexarenar Ha pas3pelieHre 3a ynorpeba mpuiara ajgeKkBaTHa W ePEKTUBHA CHCTEMa IO
KauecTBO, 3a /1a OCUTYpU CHOTBETCTBHE Ha cHCTeMaTa Mo aj. | ¢ M3MCKBaHUATA HA TO3M 3aKOH.
MuHMMaTHHATE U3UCKBAHUS 32 CUCTEMaTa MO KayeCTBO Ce€ OMpeAeysT ¢ PeriaMeHT 3a u3mbiIHEHNE
(EC) Ne 520/2012.

(4) IpurexarensaT Ha pa3pelieHHE 3a ynoTpeda W3BBPIIBA PEAOBEH OJUT HA cHCTeMara mo ai. 1.
WNudopmaniysg 3a OCHOBHUTE KOHCTATallMM OT OJIMTA Ce OTOENsA3Ba B OCHOBHATA JIOKYMEHTAIMs Ha
crcTeMaTa W CIY)KU 3a M3TOTBSIHE Ha TUIAH 3a TMPWJIaraHe Ha MOJXOMSANIM KOPUTHPAIIA JeHCTBUSI.
Ta3zu undopmamus Moxe na ObAe 3adUueHa Clel ISUIOCTHO HW3MBIHEHHE Ha KOPUTHPAIIUTE
JEUCTBUA.

Y. 191. (U3m. - [IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) [IpuTexarensaT Ha
paspemieHne 3a ymnorpeba ompeaens KBUMGUIMPAHO JHIE C MOIXOASNA KBATM(DUKAIMS,
OTTOBOPHO 3a MpOcyeisBaHe Ha JieKapcTBeHaTa 0€30MacHOCT.

(2) Jluuero mo an. 1 e ycTaHOBEHO Ha TEpUTOpHUATAa Ha AbpKaBa 4YJICHKA U € IOCTOSHHO M
HEMPEeKbCHATO Ha Pa3MOJIOKEHUE Ha MIPUTEXKATENSI Ha Pa3pelIeHUeTo 3a yrnoTpeoda.

(3) 3a moamomMaraHe JAEWHOCTTa Ha KBATH(DHIIMPAHOTO JHUIIC MPHUTEKATEIAT HA Pa3pelIeHUETO 3a
yrnoTtpeba onpeaens Juile, yCTaHOBEHO Ha Teputopusara Ha PenyOnuka boiarapus. HaznayaBanero
Ha TaKOBa JIMIIE HE OCBOOOX/1aBa KBATM(HUIIMPAHOTO JIUIIE 10 aJl. | OT OTTOBOPHOCTUTE MY 1O Ta3u
riaBa.

(4) IIputexaTenar Ha pa3pelieHueTo 3a ynorpeoda npeacrass Ha MAJI nannure no wi. 27, an. 1, T.
12, 6yxBu "a" - "B" 3a nunarta mo an. 1 u 3.

(5) [IpurexaTensT Ha pa3pernieHueTo 3a ynorpeda yBeaomsisa MAJI mpu Bcsika mpoMsiHa B IAHHUTE
1o ai. 4.

(6) Ilputexxarenmar Ha pa3pelIeHHETO 3a YHNoTpeba TMpeAocTaBs MaHHUTE 1Mo al. 4 3a
kBanudurpanoTo nuie Ha EBporneiickara areHuus mo JeKapcraara.

Ui 192. (U3wm. - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Ilpurtexarensat Ha
paspelIeHneTo 3a ynorpeda e JIbKeH Ja:
1. mogabpka u mpenocraBsd npu nouckBaHe oT MAJl OCHOBHMS JOKyMEHT Ha CHCTEMara 3a
npoclieisiBaHe Ha JeKapcTBeHaTa 0€30IacHOCT;
2. mpuiiara cucTema 3a yrpaBJieHHe Ha pUCKa 3a BCEKH JIEKAPCTBEH MPOAYKT;
3. OCBIIECTBSABA MOHUTOPUHT Ha pe3yJiTaTa OT MEPKUTE, ChABPKAIIY CE B IIJIaHA 3@ yIPABICHUE HA
pHucKa, Ui
4. ocpuiecTBsIBA MOHUTOPUHI Ha Pe3yiTara OT M3IBJIHEHUETO HA YCJIOBMSATA IO wiI. 55a, 56 nnm
56a;
5. aKTyanu3upa CUCTeMara 3a yIpaBJICHUE Ha PUCKa,;
6. OCBIIIECTBABA MOHUTOPUHT HA JAaHHHUTE OT cucTemaTa mo wi. 190, an. 1, 3a ga uaentTudumpa
HOBHU PHUCKOBE WIH IIPOMsSIHA HA YCTAHOBEHUTE PUCKOBE, KAKTO U J1a ONPENEIIs Jalu Ca HACTBIIUIN
MIPOMEHU B ChOTHOILIEHUETO T0J13a/pUCK 32 HAOI0JaBaHUS JIEKApCTBEH MPOAYKT.
(2) CopabpkaHueTo M peabT 3a NOAABpPKAHE HAa OCHOBHATa JOKYMEHTAllMs HAa CHCTEMara 3a

MpoCIIeIIBaHe Ha JIeKapCcTBeHaTa 0e30macHoCT ce onpenensit ¢ Permament 3a m3nbiaHeHue (EC) Ne
520/2012.

Un. 193. (dom. - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., uzm., 6p. 102 oT 2012 1.,
B cuna ot 21.12.2012 r.) Ilputexarensat Ha paspemieHue 3a ymnorpedba unpopmupa MAJl u
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EBpomeiickara areHnusi mo JieKapcTBaTa B CiIydail Ha HMICHTU(PHUIIMpPAHE HA CUTHAIM 332 HOBH
PHUCKOBE HIU 3a INPOMSIHA HA YCTAHOBEHHUTE PHUCKOBE, WM IIPU IPOMSAHA HAa CHOTHOIIEHUETO
T10JI3a/pUCK Ha JIEKApCTBEH MPOAYKT.

Un. 194. (U3wm. - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) IIputexarensat Ha
paspelieHue 3a ynorpebda e€JHOBPEMEHHO WIIM MPEeAH Ja MPEeAoCTaBU Ha OOIIECTBEHOCTTa HOBa
uHboOpMalMsa 3a ONACeHHs, CBBbP3aHU C MpOCieAsBaHe OE30MacHOCTTa Ha Ja/ieH JIeKapCTBEH
MPOJYKT, pa3pelieH 3a ymnorpeba Ha TepuTopusta Ha PemyOmmka bwarapus, yBemomssa MAJIL,
EBpomneiickara areHius 110 JiekapcerBarta U EBponelickata KOMUCHSL.

(2) Uadopmarusra o ain. 1 TpsOBa na Ob/1e 0OCKTUBHA U JIa HE € TI0JIBEXKIalIla.

(3) Ilpemm na pasmpoctpanu uHGOpMALKS, CBBbpP3aHA C MPOCIEASBAHE HA JIEKapCTBEHATa
0€30MacHOCT, MPUTEXKATEIAT Ha pa3pelieHre 3a ynorpeda s cbriiacyBa npeaaputenno ¢ MAJL ¢
M3KJIIOYEHHUE Ha CiTyJauTe 1o ai. 1.

(4) 3a u3BBPIIBAHETO HA OlCHKAa Ha WH(pOpMaluATa MO ajl. 3 ce 3amialja Takca B pasMep,
orpeneneH B Tapudara mo wi. 21, an. 2.

Y. 194a. (Hom - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) ITpuHiunute u
n3nuckBaHusATa Ha JloOpara mpakTHKa 3a MpOCIEIsBaHE Ha JIeKapCcTBEHaTa Oe30MacHOCT ce
OTIpe/IEeTISAT B PhKOBOJACTBO, U3/1a/IeHO OT EBporneiickaTa areHIus 1o JieKkapcTBara.

(2) Ilpu ocbiecTBsiBaHE Ha JEWHOCTUTE MO TMPOCIEAABAHE HaA JIEKapCTBEHATa O€30MacHOCT
MIPUTEKATENAT Ha pa3pelieHne 3a ynorpeda cra3pa Jo0para mpakTHKa 1o ai. 1.

Paszpen 11
(Hos - IB, op. 102 ot 2012 r., B cuwiia ot 21.12.2012 r.)
CbOupaHne u cbo0maBaHe HA HHOPMAIHS 32 MOJO3UPAHM HEKeJIAHU
JIEKAPCTBEHM PeaKInu

Y. 1946. (Hos - JIB, Op. 102 ot 2012 1., B cuna ot 21.12.2012 r.) [Ipurexarenst Ha
paspenieHueTo 3a yrnorpeba B H3IMBIHEHHE Ha 3aibJDKeHUATa cu 1o wi. 190 e miexkeH naa
JOKYMEHTHUPA BCUYKU ChOOIIECHUS 32 MOI03UPAaHH HEXKEJIaHH JICKAPCTBCHU PEaKIIMK, HAOI0aBaH!
Ha TepuTopusTa Ha EBpOMENCKHS ChIO3 WIM B TPETH JIbPKaBH, JOKJIAIBAHH MYy CIIOHTAHHO OT
MEIUIMHCKH CIEeUUAINCTH WIM OT MalMeHTH WM BB3HUKHAIM B Ipolleca Ha MPOBEXIaHE Ha
MMOCTMAPKETUHTOBH MTPOYYBAHHUS.

UYn. 1948. (Hos - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) [Iputexarenst Ha
paspenieHueTo 3a yrnorpeda mojaBa 1mo ejaeKTpoHeH nbT B 0a3ata ganHu "EudraVigilance" mo ui.
24 ot Pernmament (EO) Ne 726/2004 na EBpomneiickus nmapiameHT W Ha CbBeTa chOOIIEHHUS 3a
CEpHO3HH TIOJIO3MPAHN HEXENaHW JICKApCTBEHH pEaKIMH, HACTBIWIM Ha TEPUTOPHUATA Ha
EBpomneiickus cbi03 U B TpeTH ABPKaBU, B CPOK A0 15 1HM OT jgaraTa Ha IOJydyaBaHE Ha
CBOOLIEHUETO.

(2) IlputexarensaT Ha pas3pelleHUETO 3a ynorpeda MojaBa MO €JIEKTPOHEH IbT B 0a3aTra JaHHU
"EudraVigilance" cbo01ieHrs 32 BCUHUKH [0JI03UPaHH HEKEJIaHU JIEKaPCTBEHU PEAKINH, PA3IUYHU
OT TIOCOYEHMTE B ajl. 1, HACTBIWIM Ha TepuTopusTa Ha EBponeiickus cbio3, B cpok 10 90 n1HU OT
JaTaTa Ha Mojy4yaBaHe Ha ChOOLIEHHUETO.

(3) [purexarensiT Ha pa3pelICHHETO 3a ynoTpeda cieau MyOlIMKalMWTe B CHElHaTu3upaHa
MeAMIMHCKA JUTepaTypa U JokiaaBa B Oa3ata naHHu "EudraVigilance" Bcska omucana B Hes
MOJI03MpaHa HEXEeNaHa JIEeKapCTBEHA peaklMs C H3KIIOYEHHEe Ha TMOJ03UPaHU HEeXeJTaHU
JICKApCTBEHH PEAKIIMU OT JIEKAPCTBEHU MPOIYKTH, KOUTO ChIbPKAT aKTHBHU BEIIECTBA, IIOCOYCHU
B cniricbka no wieH 27 ot Pernament (EO) Ne 726/2004 na EBporneiickus napiameHnTt u Ha CbBeTa U
OIMCaHH B JINTEPATYPHHU W3TOYHUIIH, IPOCIIEISIBaHN OT EBporieiickaTa areHIus 1o JIeKapcTBara.

(4) IlpuTexxaTensaT Ha pa3pelIeHUeTo 3a ynorpeda cbh3/aBa MPOLEAYpU 3a CbOMpaHe HAa TOYHU U
JOCTOBEPHH JIaHHH, TIO3BOJISIBAIIM HAy9YHA OIEHKAa Ha CHOOIICHUATA 3a IMOJO3UpPAaHU HEXKETaHU
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JekapcTBeHH peakuuu. [Iputexkarenst Ha paspenieHHeTro 3a ymnorpeba cbOupa mocieaBamia
nHpopMalus BbB Bpbh3Ka C T€3U ChOOILICHN U penocTaBs oOHoBeHuTe nanuu B "EudraVigilance".
(5) ®opmara M CHIBPKAHMETO HaA JOKJIaguTe mo aid. 1 - 3 ce ompemensar ¢ PermameHt 3a
msmeiaHeHue (EC) Ne 520/2012.

Y. 194r. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) U3nbnauTENIHATA

areHIys 1Mo JIGKapCTBaTa PErucTpupa B cucTtemara mo wi. 183 BcHMuku chOOIIEHUS 32 MOI03UPAHH
HEeXKeJlaHU JIeKapCTBEHU peakluu, HACThIMIM Ha TepuTopusita Ha PenyOmuka bwarapus, ot
MEIUIUHCKH CHEUUAINCTH M OT MAIMeHTH, W H3UCKBA, NPU HEOOXOAMMOCT, IOMBIHUTEIHA
nH(popMalKs OT MPOCIIEAIBAHETO HA CyYasl.
(2) Koraro cwhoOmieHusiTa 32 TOMO3UPAHM HEXKEIAHW JICKAPCTBEHHM pPEAKIMHM, HACTHIWIN Ha
teputopusita Ha PenyOnuka bbarapus, ca momaneHu OT MpHUTEXATENs Ha pa3pelleHUETo 3a
yrnoTtpeba, TOH MNpenocTaBs AONBIHUTEIHA HH(POpPMAIUS OT MPOCIEIIBAHETO HA ciydas MpU
noucksane ot MAJL

Uin. 194x. (Hos - [IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) U3nbanurennara
areHIIMs 110 JICKapCcTBaTa IMojaaBa 1o eJICKTpOHEeH IbT B 06a3aTta ganHu "EudraVigilance" chobmenus
3a BCHYKU CEPUO3HU MO03MPAHU HEXKEIAHH JICKAPCTBEHU PEaKIIUM, HACTHIIUIIN HAa TEPUTOPUATA HA
PenyOnuka bwarapusi, B cpok 10 15 1HU OT AaTara Ha MOIy4aBaHETO UM.

(2) WzmpnHuTenHaTa areHUMs MO JIEKapcTBaTa MoOJAaBa MO €JIEKTPOHEH MbT B 0a3zaTa JIaHHU
"EudraVigilance" cbo0menus 3a BCHUKH MMOJ03UPAHH HEXENaHU JIEKapCTBEHU PEaKIUuu, Pa3InuyHu
OT TIOCOYEHUTE B al. |, HACTHNIWIM Ha TepuTopusiTa Ha PenyOnuka bwarapus, B cpok 10 90 nuu ot
JaTata Ha MOoJy4YaBaHEe Ha ChOOIICHHUETO.

(3) MBnbaHuTenHaTa areHIUsA IO JIeKapcTBaTa IOjaBa IO CIEKTPOHEH IhT B 0aszara JaHHU
"EudraVigilance" noknaau 3a MOJO3MpaHM HEXKEITAHU JIEKAPCTBEHH PEAKIMHM, HACTHIWIM Ha
teputopusita Ha PenyOnmka bbarapus, BciienCTBHE Ha HEMpPaBHIIHA yNoTpeda Ha JIEKapCTBEH
npoaykT. M3mbiHuUTeNHAaTa areHIusl Mo JiekapcTBata MHGoOpMUpa 3a TOBa MHMHHCTEPCTBOTO Ha
3/IpaBEOIa3BaHETO U ChCIOBHUTE OPraHU3AIMKI HA MEIUIIMHCKUATE CIICIIUATUCTH.

(4) Bceku opran uiay MHCTUTYIHS, B KOSTO € MOCThbIMIA WHGOpMAIUs 3a MOAO03MpaHa HeXelaHa
JIEKapCTBCHA PEaKIusl, HACThIIIIA Ha TepuTopusTa Ha Pemyonuka beiarapus, uadpopmupa MAJI 3a
TOBA.

(5) Coabpkannero u (opmata Ha CHOOIIEHUATA W JOKJIAAWTE MO aid. 1 - 3 ce ompenersT c
Pernament 3a uzneianenue (EC) Ne 520/2012.

Ui 194e. (Hos - 1B, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) U3nbanuTenHara
areHIys Mo JiekapcTBaTa MoJydaBa MOJaJieHaTa OT MpHUTeXaTes Ha pa3pelleHUeTo 3a ynorpeda
uHbOpMaNKs 33 CEPUO3HH TIOJ03UPAHU HEKENaHW JIEKAPCTBEHW pEaKIWH, HACTBIWIA Ha
TepuTopusaTa Ha EBponeiickus cbio3 mim B TpeTa JbpikaBa, upe3 6azata janHu "EudraVigilance".
(2) UsuckBanusTa 3a MOHUTOpHpaHe Ha HHpopmanusTa B 0a3ara manHu "EudraVigilance" ce
onpenaensat ¢ Pernmament 3a usnbianenne (EC) Ne 520/2012.

Ui 194x. (Hos - JIB, 6p. 102 ot 2012 r., B crita ot 21.12.2012 r.) B npornieca Ha oOMeH
Ha uHpopmarms MAJI, nputexxarenure Ha paspenieHue 3a ynorpeda u EBpormeiickara areHus mo
JIeKapcTBaTa CH ChTPYJIHUYAT 32 OTKPHBAHE HA AyOJIMpaHHW CHOOMICHUS 3a MOJO03MPAaHU HEKETaHH
JIEKapCTBEHH PEaKIIUU.

Paszpen 111
(Hos - JIB, Op. 102 o1 2012 r., B cujia ot 21.12.2012 1.)
IlepuoanyHyn aKTyaJIU3NPAHH JOKJIATH 32 0€30MACHOCT

Yn. 1943. (Hos - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 1.) (1) [Iputexarenst Ha
paspelieHneTo 3a yrnorpeda € ANBKEH Ja MpeJocTaBs MO eNeKTpoHeH mbT Ha EBpomeiickara
areHuus Mo JieKapcTBaTa MePUOJUYHN aKTyaJTu3upaHu TOKIaau 3a 6€30MacHOCT, KOUTO ChAbPIKAT:
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1. 0000meHNsT Ha JAAHHUTE OTHOCHO CHOTHOIIEHHUETO IIOJI3a/PUCK HA JIEKAPCTBEHHS MPOAYKT,
BKIJIFOUMTETHO PE3YATATHTE OT BCUUYKU MPOYYBAHMUS, C OTJIE] MOTCHIIMATHOTO UM OTPAKECHHUE BBPXY
pas3peleHueTo 3a ynorpeoa;

2. Hay4yHa OILIEHKa Ha CBHOTHOLICHMETO NOJ3a/PUCK HAa JIEKApPCTBEHHs MPOAYKT; OLEHKaTa ce
OCHOBaBa Ha BCHUYKM HAJIWYHU JaHHH, BKJIIOYUTEIHO HA JaHHW OT KIMHUYHU W3MHUTBAHUS 32
Hepa3pelleH! MOoKa3aHus U 3a LEJIEBU I'PYIH, KOUTO HE Ca BKIIOUYEHH B KpaTKaTa XapaKTepUCTUKA
Ha IPOAYKTa;

3. BCHMYKHM JaHHU 3a oOemMa Ha MpoNaxXOWTe Ha JICKAPCTBEHHS TPOJYKT U BCAKAKBA Jpyra
nH(pOpMaIIKs, C KOSTO MPUTEKATENAT HA Pa3pelICHUETO 3a ynoTpeda pasnoiara, OTHOCHO obema Ha
MPEANUCAHUAT, BKIIOYUTEIHO MPUOTU3UTEICH Opol Ha JHIaTa, yIoTpeOsBaau JIEKapCTBEHUS
MPOJYKT UJTU U3JI0KEHH Ha BB3JCHCTBUETO MY IO JIpyra NpUYHHA.

(2) Cobabpkanuero u (opMara Ha CICKTPOHHHUTE NEPUOJAMYHHU aKTyallM3WpaHW JOKIaad 3a
6e3onacHocT ce onpenenart ¢ Permament 3a usmbianenue (EC) Ne 520/2012.

(3) Undopmarusita o an. 1 ce chOupa u ChbXpaHsBa B PETUCTHP, Ch3/IaJCH 0 peIa Ha WieH 25a OT
Pernament (EO) Ne 726/2004 na EBponetickus napiameHT 1 Ha CbBeTa, U € AocThItHa 3a MAJL.

Un. 194u. (Hos - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) IIputexarenure Ha
paspelieHus 3a ynorpe0a/y10cTOBEpeHHs 32 pErUCTpalMsl Ha JIEKapCTBEHHU NMPOIYKTH 1o 1. 28, 30,
35 u 37 nogaBar NepUOJUYHY AKTyaJIM3UPAHU JOKIAAU 32 0€30IaCHOCT CaMo B CIy4au, KOraTo:

1. momaBaHeTO Ha JOKJIaJ € YycClIoBMEe HO wi. 55a winm 56, BOMCAaHO B pa3pelICeHUETO 3a
ynoTpeba/ya0CTOBEPEHUETO 3a PETUCTPALHs, HIIH

2. V3npnHuTeNHATa areHuus 1o JeKapcTBaTa WK PeryjaaTopeH OpraH Ha Jipyra Jbp)kaBa 4iEHKa
U3UCKBA TOBAa Bb3 OCHOBA HAa CHOOpakeHMs 3a OE30IACHOCTTA Ha JIEKAPCTBEHMS NPOAYKT WU
[IOpa/iv JIMICA HA MEPUOANYHM aKTyalIU3UpaHHU JOKJIaaAM 3a 0€30IacHOCT 32 aKTMBHOTO BEILECTBO,
ChOBPXKALIO C€ B JIEKAPCTBEHUS IPOAYKT, HA KOWTO € U3JaJeHO pas3pelleHue 3a
yrnoTpe6a/y10CTOBEpEHHUE 3a PETUCTPALIMSL.

Ui 194k. (Hos - /IB, 6p. 102 ot 2012 1., B cmma ot 21.12.2012 1.) (1) B pa3pemienuero
3a ynorpe0a/yIOCTOBEpEHHUETO 3a pErucTpanusi ce ONpeaens dYecToTa Ha I0JaBaHE Ha
MEPUOJNYHUTE aKTyaIU3upaHy JOKJIaau 32 O€30M1aCHOCT.

(2) MatuTte Ha mojaBaHe Ha JOKJIAJAWTE B 3aBUCHUMOCT OT 4ecToTaTa Mo ajl. | ce M3YuClsABaT OT
JaTaTa Ha U3JjaBaHe Ha pa3peleHHeTo 3a ynoTpeda/y10CTOBEPEHUETO 33 PETUCTPALIUS.

(3) IlepuoanuyHuTE aKTyalIU3UpaHHU JTOKJIAAM 32 OE30MaCHOCT ce IMOJIaBaT Mpe3 CIEAHUTE BPEMEBU
MHTEpBaJIU, C U3KJIIOYEHNE Ha CIy4yauTe, KOraro 4ecToTara Ha M0/aBaHe Ha JIOKJIAJUTE € YCIOBHE
3a U3JlaBaHe Ha Pa3pelIeHUeTo 3a ynorpeda/y10CTOBEpEHUETO 3a PErUCTPALlUs WK € OllpeJiesieHa B
cboTBeTCTBHE ¢ WiI. 19471, 194M u 194n:

1. Ha Bceku 6 Mecela OT JaraTa Ha M3/laBaHE Ha pa3pelIeHHeTo 3a ynoTpeda/y10CTOBEPEHUETO 3a
perucrpanus Ha JeKapCcTBEH MPOIYKT JI0 JaTaTa Ha MyCKaHETO My Ha Ma3apa;

2. Ha Bceku 6 Mecela Ipe3 IIbPBUTE JIBE€ FOJIMHU OT JlaTaTa Ha IIyCKaHE Ha Ia3apa Ha JIEKapCTBEHUS
MPOJYKT;

3. BEHBK TOJUIIHO NPe3 CIEABALUTE 1BE TOJUHH;

4. BeOIHBX Ha TpU TOAUHM CcJeJ YEeTBbpTaTa rOJAMHAa OT JaTara Ha IIyCKaHE Ha Ia3apa Ha
JIEKapCTBEHMSI IPOIYKT.

(4) U3BbH ciyyauTe 10 an. 3, NIEpUOANYHUTE aKTyaJlu3UpaHu JOKJIAIu 3a 0€30M1acCHOCT ce MojaBaT
He3a0aBHO npH norckBane oT MAJI unu perynaTopeH opras Ha Jbp)KaBa 4JeHKa.

(5) Anunen 3 u 4 ce mpuiarat ¥ 3a JEKapCTBEHH MPOAYKTH, pa3pelieHu 3a ymorpeda camo Ha
TeputopusaTa Ha PenyOnuka bearapus, kouto He monajnaTt B o0xBaTa Ha wi. 194:71.

Yn. 194n. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Koraro nexapctBenu
MPOAYKTH, KOUTO CHABPKAT €IHO U CHIIO AKTUBHO BELIECTBO WJIM KOMOWHAIMSA OT €IHH M CHIIU
aKTHMBHM BEIIECTBA, Ca MOJYYWJIM OTAEIHM paspelieHus 3a ynorpe0a/yJocTOBepeHHE 3a
perucTpanysi, 4ecTorara U JAaTUTE Ha IOJABaHE HA NEPUOAMYHUTE aKTyaJu3UpaHW JOKJIAIU 3a
0e30MmacHOCT MOXXe Ja ObJaT MPOMEHEHUW M XapMOHU3HMpaHW C Orje]l U3BbpIIBaHE Ha €IWHHA
OLIEHKA Ha T€3U JOKJIaIH.
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Y. 194m. (HoB - JIB, 6p. 102 ot 2012 1., B cmma ot 21.12.2012 r.) (1) datute Ha
M0/IaBaHe Ha MEePUOJUYHUTE aKTyaIU3UPaHU JOKIAIN 32 0€30IacCHOCT 3a JIEKAPCTBEHHUTE MPOIYKTH
o wi. 19411 ce uzuucnsaBar cb00pa3Ho pedepeHTHaTa aata Ha EBponeiickus chro3.

(2) Pedepentnara nata Ha EBpomneiickus cbto3 o ai. 1 e:

1. narata Ha MBPBOTO pa3penieHue 3a ynorpeda B EBponeiickus cbhio3 Ha JIEKAPCTBEHUS MPOAYKT,
ChIIbPIKaIl] ChOTBETHOTO AKTUBHO BEIIECTBO HIIM CHOTBETHATa KOMOWHAIUSI OT aKTHUBHH BEIICCTBA,
WIH

2. Hail-paHHaTa OT M3BECTHUTE JIaTU HA pa3pellICHUsTAa 3a yrnoTpeda Ha JIEKApCTBEHUS MPOAYKT,
ChIIbpPrKall] ChOTBETHOTO AKTUBHO BEIIECTBO UM ChHOTBETHATAa KOMOWHAIUS OT aKTHBHU BEIIECTBA,
aKo JlataTa, I0CO4YeHa B T. 1, He MOXke /1a ObJie yCTaHOBEHA.

Y. 194n. (Hos - /1B, 6p. 102 ot 2012 1., B cmma ot 21.12.2012 1.) (1) IIpurexxarenst Ha
paspelnieHueTo 3a ynorpeda Ha JIeKapCTBEHU MPOIYKTH 1Mo Wi. 1941 Moke Aa moaane MOTUBUPAHO
uckane 10 Komwurera mo mexkapcTBEeHHTE MPOAYKTH 3a XyMaHHa yrnoTpeda, ChOTBETHO [0
KOOpAMHAIIMOHHATA Tpyma no wi. 77, ain. 2 3a omnpenensHe Ha pedepeHTHa narta Ha EBpomeiickus
ChbIO3 WJIM 32 MPOMsHA Ha YeCTOTaTa Ha MMOJaBaHE HA MEPUOAMYHU aKTyaJM3UpaHU AOKIAAH 3a
0€30MacHOCT Ha €THO OT CIICJIHUTE OCHOBAHUS:

1. mpuyYMHU, CBBP3aHU C OOIIECTBEHOTO 3/IPaBe;

2. 3a 1a ce uzberne ayO0aupaHe Ha OLCHKA;

3.3a J1a ce MOCTUTHE MEKyHAapOIHA XapPMOHU3AIIHSL.

(2) KoMuTeThT 1O JIEKapCTBEHUTE MPOIYKTH 32 XyMaHHA yIOTpeda, ChOTBETHO KOOPAWHAIIMOHHATA
rpyna mno ui. 77, an. 2 cien KOHCYITallMd ¢ KOMHUTeTa 1Mo 4wi. 56a, an. 1, T. 1 omoOpsiBa MCKaHETO
WJIA TIPaBU MOTHUBHUPAH OTKAa3.

(3) Yecrorara Ha momaBaHe u pedepeHTHaTa jnaTta Ha EBpomeiickus Cbi03 ce OmpeAensiT cliel
KOHCYJITAIMS C KOMUTETA 1o wi. 56a, an. 1, 1. 1 ot:

1. Komurera mo jnekapcTBEHHUTE MPOAYKTH 3a XyMaHHa ymoTrpeba - KOraro MOHE €IHO OT
paspelieHusiTa 3a ynorpeba 3a JIEKapCTBEHU HPOAYKTHU, CBABPXKALIM CHOTBETHOTO AaKTHUBHO
BEIIECTBO, € MPEIOCTABEHO B CHOTBETCTBHUE C IIEHTpAIM3UpaHaTa Mpoleaypa, npeasuaeHa B asm 11,
rinaBa 1 ot Permament (EO) Ne 726/2004 na EBpomneiickus napnament u Ha ChBeTa, WK

2. KOOpJAWHAIIMOHHATA rpyma Mo wi. 77, aj. 2 - 3a ciy4au, pa3Iu4HHA OT MOCOYSHUTE B T. 1.

(4) CriucwkbT ¢ pedepeHTHUTE JaTH Ha EBpomneickus cbio3 Ha JEKapCTBEHUTE MPOJIYKTH IO YJl.
1941 1 xapMOHHM3MpaHaTa YECTOTa 3a MOJaBaHe HA MEPUOJUUYHUTE UM aKTyaJM3UpaHU JIOKIAIH 32
0e30macHOCT ce MyOJIMKyBaT Ha EBporielickust MHTEpHET MopTa 1mo wi. 68, an. 1, 1. 4.

(5) IlputexaTenaT Ha paspelieHueTo 3a ynorpeba cien MyONMKYBaHETO Ha JaHHUTE Mo ai. 4
npencras B WAJI 3adBieHue 3a IpoMsiHa Ha pa3pelieHHueTo 3a ynorpeda Ha ChOTBETHHUSA
JIeKapCTBeH MpOAYKT. Bceska mpomsiHa Ha JaTHTe Ha IMOJaBaHE M Ha YeCcToTaTa Ha IOJaBaHE Ha
MEePUOJUYHUTE aKTyaJIu3UpaHu JOKJIaau 3a Oe30MacHOCT, ONPENENICHW B pa3pelIeHHsITa 3a
ynoTpeba, Bin3a B cuiia 6 Mecela ciel AaraTa Ha IMyOJUKyBaHETO UM.

Ui 1940. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) U3nbauuTennara
areHIys Mo JeKapcTBaTa OLEHSBA NMEPUOAMYHHUTE aKTyalIM3MpaHM IOKJIaau 3a Oe30MacHOCT 3a
JIEKapCTBEHUTE MPOAYKTH, 3a Ja OINpeAenad Jajli ca HaJlule HOBU PHCKOBE, WIM NpPOMSHA B
YCTaHOBEHUTE PUCKOBE, HJIU MPOMSIHA Ha CHOTHOIIEHUETO M0JI3a/pUCK.

(2) M3nbinHuTenHaTta areHuUMs IO JIEKapcTBaTa W3BBPIIBA €/IMHHA OLIEHKAa Ha MEPUOJUYHUTE
aKTyalM3upaHu JOKJIaau 3a Oe30MacHOCT 3a JIEKapCTBEHUTE MPOJIYKTH, 3a KOUTO PemyOnmka
bearapus e usnbiaHsABana (QyHKIMUTE Ha pedepeHTHa AbpKaBa MO CMHChIa Ha 4il. 76, u e
olpezesieHa OT KOOpAMHALMOHHATA Ipyma o ui. 77, ai. 2.

(3) Hoxmamumk ot PenyOnmka bearapus ydactBa B eIMHHATa OIEHKA Ha TEPUOJIWYHUTE
aKTyalIM3MpaHu JOKJIAAM 3a OE30MacHOCT 3a JIeKapCTBEHHM MPOAYKTH, KOraro IOHE €IUH OT
MPOIYKTUTE € paspernieH 3a ynorpeda mo pena Ha Permament (EO) Ne 726/2004 na EBpomneiickus
napiamMeHT U Ha CbBeTa, U € ONpeeIieH 3a TaKbB OT KOMUTETA 110 ui. 56a, an. 1, T. 1.

Y. 194n. (Hos - JIB, 6p. 102 oT 2012 r., B cuna ot 21.12.2012 r.) (1) B cmyuauTe mo 4.
1940, an. 2 u 3 UAJL, cbOTBETHO NOKIAAUUKBT 0T PemyOnuka bbarapus B cpok no 60 nHu oT
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JaTaTta Ha MoJlydyaBaHE Ha TIEPUOJANYHUS aKTyalIU3UpPaH J0KJIa] 32 0€30MacHOCT U3TOTBS OLEHBUEH
JOKJIa]] ¥ TO M3Mpaimia Mo eNeKTpoHeH NbT Ha EBporelickara areHmus Mo JeKapcTBata W Ha
pEryJaTopHUTE OpraHd Ha IbpKaBuUTE wWieHKU. [IpuTexxarensar Ha paspelieHuero 3a ymnorpeda
10JIy4aBa OLIEHbYHUS J10KJIaa oT EBporelickara areHuus 1o JieKkapcTBara.

(2) B cpox no 30 mgHM OT mojiydyaBaHE Ha JIOKJAJa MO all. 1 MPUTEKATEIAT HAa Pa3pelICHHETO 3a
ynorpeba WM peryjlaTopHUTE OpraHd Ha JIbpPXKABUTE UJIEHKHM MOraT Ja IpeICTaBAT CBOMTE
KoMmeHTapu 10 EBponelickaTta areHuus no Jiekapctsara u 10 MAJL.

(3) B cpok no 15 nHu ot narara Ha moiydaBaHe Ha KoMeHTapute no an. 2 MAJI aktyanusupa
OLICHBYHHMSI JIOKJIAJ, KaTO B3eMa MPEeBUJ BCUYKHU IMPEJCTaBEHU BB3PaXKEHHsS, U TO H3Ipalla Ha
KOMUTETA 10 4. 56a, ai. 1, T. 1 3a omoOpeHue u mpernopbKa.

(4) EBpomneiickaTa areHIus 1o JeKapcTBaTa BKIIOYBA IPUETHS OLIEHbYEH JIOKJIA/l U IpernopbKara Ha
KoMUTETa 10 4. 56a, ait. 1, T. 1 B peructbpa o wi. 1943, an. 3 u ro usnpamia Ha IpUTEkKaTes HA
paspeleHueTo 3a ynorpeoa.

Uin. 194p. (Hos - JIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) Koraro PenyOnuka
bobirapus He e qoknaauuk B mporeaypara mno 4wi. 1940, an. 2, MAJI moxe na npeactaBu KOMEHTapu
B cpoka 1o ui. 194, an. 2 no EBpornelickara areHuus 1o JiekapcTBaTa U 10 perysiaTOpHUsl OpraH Ha
IbprKaBaTa YWICHKa, U3TOTBUII OLICHbYHUS JTOKJIAI.

Ui, 194c. (Hos - JIB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) (1) B cnyuaii Ha
€IMHHA OlLIEHKa Ha MEepPUOJUYHM aKTyaJu3upaHW [OKJIagu 3a O€30MacHOCT Ha JIeKapCTBEHU
MPOAYKTU 1O Wi. 19411 1 KOraTo HUTO €AHO OT Pa3pPEUICHUSTA 3a yIOTpeda Ha T€3U MPOAYKTH HE €
uznageHo no pena Ha Permament (EO) Ne 726/2004 na EBpomneiickus mapiameHT u Ha CbBera,
KOOpJMHAIIMOHHATa rpyna no uwi. 77, an. 2 B cpok no 30 AHM OT Jarara Ha IOJy4yaBaHE Ha
npernopbkara OT KOMUTETa Mo wi. 56a, am. 1, T. 1 u3gaBa cTaHOBUINE OTHOCHO 3ama3BaHETo,
IIPOMSIHATA, CIUPAHETO WIM [PEKpPaTsIBAaHETO Ha CBHOTBETHUTE paspellieHusl 3a ynorpeoa,
BKJIFOUUTEHO TpaduK 3a U3MBIHEHUE HA CTAHOBUIIIETO.

(2) Koraro mpencraBeHUTE ABPKABU WICHKH B KOOpJAWHALIMOHHATA Tpyma no ui. 77, am 2
MOCTUTHAT ChIJIACHE OTHOCHO AEHMCTBUSATA, KOUTO TpsiOBa na ce mpenmpuemar, MAJI u3nbiHsBa
IIPUETOTO PELLICHUE.

(3) Koraro cranoBumeTo mo aju. 1 e 3a cnupaHe WM NpekpaTsBaHe Ha pa3peleHueTo 3a ynorpeoa,
M3IBJIHATENHUAT qupektop Ha MAJI n3nasa 3anoses.

(4) Koraro B cra”oBumiero mo aja. | ca mpenopb4aHd HNPOMEHU B M3/aJICHOTO pa3pellieHue 3a
ynoTpe0a, MpUTEKATEIAT Ha pa3pelieHrueTo 3a ynorpeda nogasa g0 MAJI 3asBieHue 3a nmpomsiHa,
BKJIIOYBAILO AKTyaJH3UpaHa KpaTKa XapaKTepUCTHUKAa Ha MPOAYKTa M JIMCTOBKA, B PAaMKUTE Ha
ornpezeneHus rpaguk 3a U3IbIHEHUE.

(5) Koraro He Mosxe 1a ObJie HOCTUTHATO ChIVIACHE B pAMKUTE Ha KOOPAWHAIIMOHHATA TpyMa Mo 4il.
77, an. 2, mo3uLIMATa HA MHO3MHCTBOTO OT JbP)KaBUTE WIEHKHU ce mpeaocTaBs Ha EBponeiickara
KOMHCHS, KOSTO IIpHeMa pelIeHue 3a NpOMsIHA, CIIMpaHe WM MpEeKpaTsBaHe Ha pa3pelleHusTa 3a
ynotpe0a, U3/1aIeH OT ChOTBETHUTE PETYJIATOPHU OPTaHU Ha IbP>KaBUTE YJICHKU.

(6) U3mbiHUTENHATA areHIys Mo JIeKapcTBaTa Mpujiara BpeMEHHUTE W/MITM OKOHYATEITHUTE MEPKU
OT PEIICHUETO IO all. 5.

Yn. 194t. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) B cnyuaii Ha
€IMHHA OlLIEHKa Ha MEpPUOJUYHM aKTyaJu3UpaHU [OKJIaau 3a Oe30lacHOCT Ha JIEKapCTBEHU
IPOAYKTH 1O Wwi. 1941 1 KoraTto MoHe €JHO OT pa3pelieHusITa 3a ynorpeda € u3/1aeHo 1o pesia Ha
Pernament (EO) Ne 726/2004 na Espomeiickusi mapiameHT u Ha ChBera, KomurtersT 1O
JIEKapCTBEHUTE MPOAYKTH 3a XyMaHHa ymnorpeda B cpok 10 30 AHM OT MOIy4aBaHETO Ha
npenoppKata OT KOMHTeTa Io 4wi. 56a, an. 1, T. | u3maBa CTaHOBHILNE OTHOCHO 3aIla3BaHETO,
M3MEHEHHMETO, CIIMPAHETO MJIM MPEKpaTsIBAaHETO Ha BAJMAHOCTTA Ha ChOTBETHHUTE pa3pelIeHHs 3a
ynoTpe0a, BKIFOUUTEITHO TpadUK 3a U3MTBJIHEHUE Ha CTAHOBHUIIETO.

(2) Korato B craHoBuiiero mo aja. | e u3pa3eHa MO3MIMA 3a IMpelnpueMaHe Ha pPeryiaaTopHU
JeCTBUS TI0 OTHOIIICHNE Ha pa3pelIeHusTa 3a ynotpeda, EBpornelickata KOMUCHS:
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1. mpuema perieHue 3a NMpOMsiHA, CIOMpPaHE WU IpEeKpaTsBaHe Ha paspelleHusiTa 3a yrnorpeoa,
usnanenu o pena va Permament (EO) Ne 726/2004 na EBponeiickus mapiameHnT u Ha ChbBeTa,

2. mpueMa pellieHue ¢ MpenopbKa 3a MpoMsiHA, CIUPAHE WU MpEeKpaTsIBaHE Ha pa3pelleHusiTa 3a
ynotpe0a, U3/1aJIeHu OT ChOTBETHUTE PETYJIATOPHU OPTraHU Ha JbPKABUTE WICHKHU.

(3) UsnbaHuTenHaTa areHus 1Mo JiekapcTBaTa Mpujiara BpeMEHHUTE U/UIM OKOHYATEITHUTE MEPKHU
OT PELICHUETO 10 al. 2, T. 2.

Pazpen IV
(Hos - /IB, op. 102 ot 2012 r., B cua1a ot 21.12.2012 r.)
CnemHa npoueaypa Ha HUBO EBponeiickus cb103

Y. 194y. (Hos - IB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) (1) Cnemna
mporeaypa Ha HUBO EBpornelickus cbhio3 MOXke J1a Oblie MHUIMIpaHa oT EBporelickara KOMUCHS, OT
EBporeiickara areHuus o jiekapcTBaTa Uil OT Abp)KaBa WICHKA.

(2) (U3m. — 1B, 6p. 18 ot 2014 r.) U3nbaHuTenHaTa areHuus 1o JeKapcTBaTa MHUIMUpPA CIEIIHA
mpoueaypa Mo peia Ha TO3W pas3fell 4pe3 yBeIOMsIBaHE Ha PEeryjJaTOpHHUTE OpPraHu Ha APYruTe
Ibp’KaBU WICHKH, EBponeickara areHnus Io Jjiekapcrsara U EBpornelickata KOMHMCHS, KOraTo IIo
CbOOpaXKeHUsI, CBBP3aHH C MPOCIEIsiBaHe Ha JIeKapcTBeHaTa 0e30MacHOCT, MPEIeHH, Ue 3a JajeH
JIEKapCTBEH MPOAYKT, IIyCHAT Ha OBJATrapcKus mas3ap, € HeoOXOJUMO IMpeanprueMaHe Ha HSIKOSI OT
CIIETHUTE MEPKU:

1. cnupaHe wiM npeKparsBaHe Ha pa3pelIeHUETO 3a yIoTpeoa;

2. 3a0paHa Ha Pa3NpPOCTPaHEHUETO Ha JIEKAPCTBEH MPOAYKT;

3. u3/1aBaHe Ha OTKa3 3a IOJAHOBABAHE HA Pa3pELICHUETO 3a yoTpeda.

(3) (U3m. — JIB, Op. 18 or 2014 r.) M3mbiaHUTEeNHATa areHIUs IO JIeKapCTBaTa WHHIIMHPA
mporerypara 1o aj. 2, Korato € yBeJIOMEHa OT MPHUTEXATes sl Ha pa3peuIeHueTo 3a ynorpeda, ue mo
CbOOpaXeHMs, CBBbpP3aHU C TPOCIE[sBaHE Ha JeKapcTBeHaTa O€30MacHOCT, MPEYCTaHOBSIBa
paslpoCTPaHEHUETO Ha JIEKapCTBEHMs] NPOAYKT WM € TMpeAnpuen, Wi Bb3HaMepsBa Ja
npearnpueMe ACHCTBUS 3a M3TEMVIIHETO My OT Ta3apa, WM HiIMa Ja OpeanpueMe JeWCTBUS 3a
[IO/IHOBSIBAHE HA U3/a/IEHOTO pa3pelIeHue 3a ynorpeoa.

(4) (U3m. — [IB, Op. 18 ot 2014 r.) U3mbaHuTEeNHATA areHIMs IO JIEKApCTBAaTa MOXKE J1a HHUIIMHUPA
npoueaypara mo aja. 2 U B ClydauTe, KOrato MpeleHH, Y€ MO ChOOpaKeHHUs, CBBbP3aHHU C
mpocie/IsBaHe Ha JieKapcTBeHaTa 0e30MacHOCT, 3a JaJeH JIEKapCTBEH MPOAYKT TpsOBa aa Obaatr
no0aBeHM HOBM NPOTHBOINOKA3aHWs WM Ja ObJe HamalleHa I[pernopbuBaHaTa J03a, WU
MOKa3aHuATa Aa ObJaT OrpaHUYEHHU.

(5) (U3m. — B, 6p. 18 ot 2014 r.) M3npaHuTeNHATA areHIMs MO JIEKapCTBaTa MPEIOCTaBsl Ha
EBponeiickara areHuus 1o JeKapcTBara U Ha PeryJaTOPHUTE OpraHu Ha JPYTUTE IbprKaBU UJICHKU
1sgaTa HayyHa MHQOpMalMs, ¢ KOSTO pas3mojara, KakTo U M3BbpIICHATa OLEHKAa Ha JIaHHUTE, U
MOTHUBHUTE 3a MHUIIMMPAHE HA MpOIeAypaTa o peaa Ha TO3H pa3ell.

(6) (U3m. — IB, 6p. 18 ot 2014 r.) B cmyuaute 1o ain. 2 — 4 EBporeiickaTta areHius mo jiekapcrara
yBenomsia MAJI 3a 3amouBaHe Ha mpolleaypaTa, KOraTo OIMAaceHUsATa BbB Bpbh3Ka ¢ O€30MacCHOCTTa
Cce OTHAaciIT W J0 JPYrd JIEKapCTBEHH MPOAYKTH, KOUTO MpPHUHAJJIEKAT KbM €IHAa M Chlla
TEepaneBTUYHA TpyNa WIM ChABPKAT €IHO U ChIIO AKTUBHO BEIIECTBO C MPOAYKTA, MOCOYEH B
nH(popManuATa 1o aj. 5, Wik KoraTo TO3H JIEKapCTBEH MPOIYKT € pa3pellleH 3a ynorpeda u B ipyra
WJIU B APYTH IbP>KaBU WICHKHU.

(7) (U3m. — JIB, 6p. 18 ot 2014 1.) B ciiywyaunTte mo ain. 4, Korato He ce Hajlara Jia ce ImpeanprueMar
crnietrHu Mepku, MAJI npunara nponenypata mo wi. 77 niu 796.

(8) (Hosa — JIB, 6p. 18 ot 2014 r.) MsnpaHuTEeNHATa areHOMsl 1O JieKapcTBata WHGPOpMHpA
MPUTEKATENS Ha pa3pelieHueTo 3a ymorpeba 3a 3alodBaHe Ha MpoleAypara Mo peaa Ha TO3H
paszzein.

Yn. 194¢. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) B cmywaute mo un.
194y, an. 2, koraTo MpeleHu, 4¢ € HeoOX0AUMO Ja e MpearnprueMar CIeNTHH MEPKH 3a 3alluTa Ha
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obmiecTBeHOTO 37apaBe, MAJI Moxe BpeMEHHO Ja CIipe pa3pelieHueTo 3a yrnorpeda u aa 3abpaHu
yrnorpebara Ha JeKapcTBEHHs MPOIYKT HA TepuTopusita Ha PenyOnuka beiarapus no mpuemaHe Ha
OKOHYATENHO penieHue 1no wi. 1944 unu 194m.

(2) U3nbiHUTENIHATA areHIMs 1O JIeKapcTBaTa yBeaoMsiBa EBporielickaTa areHuus 1o JieKapcTBara,
EBpomneiickara KOMHCHS U PEryJaTOPHUTE OPraHU HA JPYTUTE JbpKABU WICHKHU 3a MPEAIPUETUTE
MEpKH 110 al. | B CPOK /10 eauH pabOTeH JeH OT MPUJIATaHETO UM M [T0OCOYBAa MOTUBUTE 3a TOBA.

(3) Koraro M3nbaHuTenHaTa areHuys 1o JiekapcTBaTa yyacTBa B IpoLEAypara o TO3U pasjed, Mo
uckane Ha EBpomneiickata kxomucus HMAJI npeanpuema npenopb4aHUTE BPEMEHHH MEPKHU IO
OTHOIIICHHE Ha Pa3pelIeHHETO 3a yrnoTpeda Ha JEKapCTBEH MPOAYKT, WJIM KOTaTO JIEKAPCTBEHUST
MPOJYKT € pasperieH 3a ymnotpeda mo pena Ha Permament (EO) Ne 726/2004 na EBpomelickus
napiaMeHT 1 ChBeTa - 0 OTHOILIEHHE HAa CaMUsl POAYKT, 10 MPUKIIF0YBAHE HA IIPOLEypaTa.

Un. 194x. (HoB - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) U3nbnauTennara
areHuus 1o JeKapcTBara MmyoJuKyBa ChOOIICHHE Ha HAIIMOHAIHMS MHTEPHET mopTai mo 4ui. 185,
an. 1 3a HauMHA, MO KOWTO 3aMHTEPECOBAHUTE CTPAHM MOTAT Ja MPENOCTaBAT MHoOpManus Ha
EBporneiickust mHTEepHET mopTai mo 4wi. 68, an. 1, T. 4 3a gekapCTBEHUS] MPOAYKT - MpEAMET Ha
npoueaypara no wi. 194y, u 3a Bb3MOXXHOCTTA /1a y4acTBaT B OOIIECTBEHO OOCHKIaHE, aKO TaKOBa
€ 00sIBEHO.

Ui 194u. (Hos - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) KomuteTsT 110 ui1.
56a, an. 1, T. 1 B cpok g0 60 mHM OT Aarata Ha oOsBsBaHe Ha Mpouenypata Ha EBpomeiickus
MHTEPHET OPTaJl U3rOTBSI MOTUBUPAHA MIPENOPbHKa.

(2) IpuTexkarenar Ha pa3pelIeHUETO 3a YIOTpeda MOXKe B CpoKa 1o ail. | Ja mpeocTaBl MUCMEHH
KOMEHTapHu.

(3) Ilpenopwkara 1o ain. 1 ce mybnukyBa Ha EBpornelickust ”HTepHET nmopTtaji no wi. 68, an. 1, 1. 4 u
ChJIbPIKa €IHO WM IIOBEYE OT CIECTHUTE 3aKIIOUCHMUS:

1. HE e HeOOXOAMMO NOMBIHUTEIHO NPOYYBaHE WJIM MpEIIpHeMaHe Ha JIEHCTBUS Ha OOIIHOCTHO
HUBO;

2. mpUTeXaTelsAT Ha pa3pelIeHHeTo 3a yrnoTpeda TpsaoBa Ja U3BBPIIM AOMBIHUTEIHO MPOYYBAHE U
aHaJIW3 Ha JJAaHHUTE;

3. mpuTexarenasaT Ha paspelieHueTo 3a ynorpeba TpsOBa Jga MpoBeAe IMOCTMApPKETHMHIOBO
MIpOoy4YBaHe 3a 0€30MacHOCT C MOCJIeBallla OI[EHKA Ha Pe3yJITaTUTE OT HEro;

4. npprkaBaTa YJIeHKa WM MPUTEKATEISIT HA pa3pelieHrueTo 3a ynorpeda Ja MpUIIOKHA MEpPKH 3a
HaMaJlsiBaHe Ha PHUCKa;

5. pa3perieHueTo 3a ynorpeda TpsioBa na Obje CIpsHO, IPEeKpaTeHo UK J1a ObJe U34aeH OTKa3 3a
MTO/IHOBSIBAHETO MY;

6. pa3pelieHleTo 3a ynotpeda TpsaOBa 1a Obae IPOMEHEHO.

(4) KonkperHute Mepku mo ai. 3, T. 4, KaKTO U YCIIOBUSITA U OIpaHUYEHUsTA, KOUTO CleaBa Ja
OBbJaT BKIIOYEHU B pa3pellieHUeTo 3a yrnorpeda, ce mocouBaT B MpenopbKaTa.

(5) B cnyuaute mo an. 3, T. 6, KOraTo MPOMEHUTE Ca CBBpP3aHU C M3MEHEHUE WJIM J00aBsSHE Ha
nH(popMalng B KpaTKaTa XapakTEpUCTUKA, BbPXY OMAKOBKAaTa WM B JTUCTOBKATa Ha JIEKAPCTBEHHS
MPOJYKT, B IpernopbKara ce BKIOYBAT (OPMYyJIHMpPOBKaTa Ha IpPOMEHEHaTa WIM Jo0aBeHaTa
uHpoOpMaLKs U MICTOTO, KbJETO cie/iBa Ts Jja ObJie HAHEeCeHa.

Uin. 1944. (Hos - [IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) (1) Koraro B o6xBara
Ha mporenypata no wi. 194y He e BKIIIOYEH JIEKapCTBEH MPOAYKT, pa3pelleH 3a yrnorpebda mno pena
Ha Permament (EO) Ne 726/2004 na EBpomneiickus mapiameHT u Ha ChBeTa, KOOpAWHAIMOHHATA
rpyna no 4i. 77, ain. 2 B3 OCHOBa Ha Ipenopbkara mo wi. 1941 B cpok 1o 30 ngHu oT garara Ha
MOJIyuaBaHETO ¥  W3/laBa CTAaHOBMILE OTHOCHO 3alla3BaHETO, MpPOMSHATa, CIHMPAHETO,
NPEeKpaTsIBaHETO Ha BAJIMAHOCTTa Ha CHOTBETHHUTE pa3pelleHHs 3a yrnoTrpeba WM OTKa3 3a
MTOJIHOBSIBAHETO UM, BKIIFOUUTEIIHO rpayK 3a U3II'bIHEHNE HA CTAHOBUIIIETO.
(2) Koraro B cTaHOBMILETO € MPENOPBUYAHO MpEANpUEMaHEe Ha MepkuTe 1o wi. 1941, an. 3, 1. 5,
W3IBIHUTENHUAT gupektop Ha MAJL cbc 3amoBen cnupa JEWCTBUETO WIM IPEKpaTsiBa
paspelieHrneTo 3a ynorpeda, Wiu 0TKa3Ba IMOJAHOBSIBAHETO MY.
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(3) Koraro B craHoBumieTo mo aji. 1 ca mpemopbuyaHd MPOMEHHU B M3AAJICHOTO DPa3pelICHHE 3a
yroTtpeba, MPUTEKATEIAT Ha pa3pelieHneTo 3a ynorpeda nmonasa g0 MAJI 3asBrneHue 3a npomsiHa,
BKJIIOUBAIO0 aKTyalM3UpaHa KpaTKa XapaKTEepUCTHKAa Ha MPOAYKTa U JIUCTOBKA, B PaMKHUTE Ha
orpeiesieHus rpaduk 3a U3MIbJIHEHHE.

(4) KoraTo B cTaHOBHUIIIETO 1O aj. 1 € mpernopbuaHo mpearnprueMane Ha Mepku 1o wi. 194, ai. 3, 1.
2 - 4, mpuUTEeXaTENAT HA pa3pelieHUeTo 3a ymoTpeda mpeAampueMa HEOOXOIUMHTE ACHCTBHS U
unpopmupa MAJI u perynatropHure opraHu Ha APYyruTe AbP>KaBU YWICHKH.

(5) Koraro B pamkuTe Ha KOOpUHAIIMOHHATA TPyMa 1Mo Wi. 77, al. 2 He MOXke Ja ObJe TOCTUTHATO
cbryacue, MO3UIMATa Ha MHO3HMHCTBOTO OT JbP)KaBUTE WICHKHU ce mpepocTaBs Ha EBpormelickara
KOMHCHSI, KOSITO MpHUEeMa pelIeHHWE C Mpernopbka 3a MpPOMsiHA, CIOUpaHE WIM NpeKpaTsiBaHe Ha
paspeiieHueTo 3a ymnorpeba, M3aJIeHO OT CHOTBETHUTE PErylaTOpHU OpPraHH Ha IbpiKaBUTE
YICHKHU.

(6) MzmbpnHuTenHaTa areHIus MO JeKapcTBaTa Ipuiiara NpernopbyaHUTe B PEIICHHETO MO aj. 5
BPEMEHHH /WM OKOHYATEITHU MEPKH.

Y. 194m. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Korato B o6xBara
Ha mporueaypara no wi. 194y e BKIIOYEH JIEKApCTBEH MPOAYKT, pa3pellieH 3a yrnoTpeda mo peaa Ha
Pernament (EO) Ne 726/2004 na EBpomneiickusi mapiameHnT u Ha CbBera, KomuteThT 1O
JIEKapCTBEHM MPOAYKTH 3a XyMaHHa yrnoTpebda Bb3 OCHOBA Ha Ipenopbkara no wi. 194n, an. 3 B
cpok mo 30 nmHM OT JaTaTa Ha MOJTY4YaBaHETO W W3[aBa CTAaHOBMILE OTHOCHO 3ama3BaHETo,
NpoMsHATa, CIIMPAHETO, MPEKPaTIBAHETO HA BaJUJHOCTTA HA CBHOTBETHUTE pa3peuieHus 3a
yrnotpeba WM OTKa3 3a I[IOJHOBABAHETO UM, BKIIOUMUTENIHO TpauK 3a U3MBIHEHUE Ha
CTaHOBHUIIETO.
(2) Korato B craHoBumieTo mo an. 1 e u3pa3eHa MO3MIUS 33 TpeANpUeMaHe Ha PerylaTOpHU
JIEMCTBYS 110 OTHOILIEHUE Ha pa3pellieHusTa 3a ynorpeda, EBponeiickata koMucus:
1. mpuema pelieHue 3a IpOMsiHA, CIUPAHE WU MPEKpaTsBaHe BAIMIHOCTTAa HA pa3pelIeHUsTa 3a
yrnotpeba, uznaaenu mo pena Ha Permament (EO) Ne 726/2004 na EBpomneiickus mapiaMeHT U Ha
CnBera;
2. mpuema pelieHne C MpernopbhKa 3a MPOMSHA, CIIUPaHE WM MPEKpaTsSBaHEe Ha BAJTUIHOCTTA Ha
paspelieHusATa 3a ymnorpeda, WM3MaJeHH OT CHOTBETHHUTE PETyJIaTOPHU OpPraHU Ha JAbP)KaBHUTE
YIICHKH.
(3) UsmpnnuTenHaTa areHuMs MO JieKapcTBaTa Mpuiara MNPErNopbuaHUTE B PEIICHHETO Ha
EBporneiickata koMUCHs 1O aJl. 2, T. 2 Bp€MEHHHU U/WUJIM OKOHYATETHH MEPKHU.

Yn. 194m. (Hos - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) IIpenopbkara mo u.
19411, an. 1, cranoBumero mo wi. 194m, an. 1 u pemenuero Ha EBporeiickata KOMUCHS TIO WII.

194y, an. 5 v win. 194m, an. 2 ce mybaukysat Ha EBporneiickust HHTepHET nopTai 1no 4i. 68, an. 1, .
4.

I'naBa neBera
TBPI'OBUS HA EJAPO C JIEKAPCTBEHHA ITPOJAYKTHU U
IHOCPEJHUYECTBO B
OBJACTTA HA JIEKAPCTBEHUTE IIPOAYKTH
(3arJa. u3m. - JIB, 0p. 71 ot 2008 r., B cus1a ot 12.08.2008 r., op. 102 o1
2012 r., B cmia ot 2.01.2013 1)
(Pazgen I. ThbproBusi Ha epo ¢ JeKAPCTBEHH MPOAYKTH)
(3arJa. orm. - JIB, 0p. 71 ot 2008 1., B cni1a ot 12.08.2008 r.)

Yn. 195. (1) TeproBus Ha enpo c JIEKApCTBEHM MPOAYKTH MOraT Ja HW3BBPILBAT
(GU3UYECKH W IOPUIMYECKU JIMIIA, TPUTEKABAIIM DPAa3pelIeHHe 3a Ta3W JACHHOCT, M3/JaJICHO OT
pEryJIaTOpEH OpraH Ha ChbOTBETHATA IbPKaBa WICHKA.
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(2) Koraro numero no an. 1 uma CKJIaJoBH MOMEIIEHUs Ha TepuTopusaTa Ha PemyOnmka brarapus,
TO MOXE Ja HU3BBpIIBA THProBUS Ha €APO C JIEKAPCTBEHH NPOJIYKTU CJIEJ IMOJy4aBaHEe Ha
paspelieHue OT U3MbJIHUTEIHUA qupekTop Ha MAJL.

Ui, 195a. (Hos — 1B, Op. 67 ot 2020 r.) Jluue, noiay4usio paspelieHue 3a TbproBus Ha
ellpo C JICKapCTBEHH MPOJIYKTH, HE MOXe Ja ObJe MpUTEKaTe]l Ha pa3pelieHue 3a ThProBUS Ha
ApeOHO C JIEKapCTBEHH MPOIYKTH B alT€Ka, U3/1a/IeHH [0 PeAa Ha TO3U 3aKOH.

Ui 196. (1) IIpousBoauTen Ha JIEKAPCTBEHU MPOAYKTH O CMHUCHJIA HA TO3W 3aKOH MOXKE
Jla U3BBpIIBA THPrOBHUA HA €IpO CaMO C JIEKaPCTBEHUTE IPOIYKTH, 32 KOUTO UMa HU3JaJECHO
paspelleHue 3a IpOUu3BOICTBO.
(2) BHOocuTen Ha IeKapCTBEHU NPOAYKTH 110 CMUCHJIA HA TO3M 3aKOH MOXKE J1a U3BBPILBA ThPrOBUs
Ha e/IpO CaMo ¢ JIEKapCTBEHUTE MPOAYKTH, 32 KOUTO UMa U3a/IEHO pa3pelleHre 3a BHOC.

Ui 197. JIumara no wi. 195 TpsOBa 1a pasmonaraT cbe:
1. momXOSIIM TOMEIICHHUs, O0OPY/ABaHE W CHOPBKCHHS M IOAXOJSIIN TPAHCIOPTHU CPEICTBA,
OCHUTYpPSIBAIlM MPABWIHOTO ChXPAHEHHE, Pa3MpPOCTPAHCHHE W TPAHCIOPTHPAHE HA JICKAPCTBEHUTE
MPOAYKTH, B ChOTBETCTBUE C U3UCKBaHUATA Ha JJoOpara TucTpuOyTOpCcKa MpaKkTHKa,
2. KBaTU(pHUIHUPaAH MEPCOHAT U OTTOBOPEH Marucrbp-(papmaneBT ¢ Hali-MaJKO J[BE TOAWHU TPYIOB
CTaX I10 CIICIUATHOCTTA, YHUTO 3aIbJIDKCHUS CE ONPEeISIT B HapeabaTa mo wi. 198.

Un. 198. (U3m. - B, 6p. 102 or 2012 r., B cuma ot 2.01.2013 r.) [Ipunnunure u
n3nckBaHuaTa 3a JloOpure TUCTpUOYTOPCKH MPAKTHUKW HA JIGKAPCTBEHU MPOIYKTH U HA aKTUBHU
BEIIECTBA CE NMpHEeMaT ¢ Hapen0da Ha MUHUCTBPA Ha 3[paBEOINa3BaHETO U C PHKOBOJICTBA, IPUETH OT
EBponelickata komucusi.

Ui 199. (1) JIunara no uin. 195, an. 2 nonasar B UAJI:
1. 3asBIEHNE, KOETO ChAbpKA HAMMEHOBAaHUE, CEAAlUIIe U aJpec Ha YIpaBlIeHHE Ha ThProBela;
aJipec M ONUCAHKE HAa IOMEIICHUATA U ChOPHKCHUATA 32 ChXpaHEHUE HA JICKApPCTBEHUTE TIPOTYKTH;
2. (u3m. - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) nanuu 3a Equnaaus uaeHTUGUKAITMOHCH
KOJI Ha THPTOBEIa WM KOOTepalusaTa oT ThProBCKUsl PETHCTHP, a 33 APYKECTBATA, PETUCTPUPAHU
B JIbpKaBa - 4jieHKa Ha EBpomeickus cbio3, WM B abpiaBa - cTpaHa mo Cropa3yMeHHETO 3a
EBporeiickoTo HWKOHOMHYECKO TPOCTPAHCTBO - JOKYMEHT 3a aKTyallHa perucTpamus IIo
HAI[MOHATTHOTO 3aKOHOJATENICTBO, U3/1aJIeH OT KOMIIETEHTEH OpPTaH Ha ChbOTBETHATA JbpPKaBa;
3. (mom. — 1B, 6p. 103 ot 2017 r., B cuna ot 1.01.2018 r.) uMe, cBUIIETEICTBO 3a CHAUMOCT HIIU
aHaJIOTUYEeH JOKYMEHT Ha JHUIETO, ako He € OBJrapcku TpakIaHWH, AWIJIOMa 3a BHCIIE
oOpa3oBaHMe U JOKYMEHT 3a TPYJIOB CTaX Ha OTTOBOPHUS MarucTbp-¢papmanesT no wi. 197, 1. 2 u
KOIHUE OT TPYAOBUS MY JIOTOBOP;
4. (ot™. - 1B, 6p. 60 ot 2011 r., B cuia ot 5.08.2011 r.);
5. (oM. - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 1.);
6. TOKYMEHT, YJI0CTOBEPSIBAIll IPABHOTO OCHOBAHUE 32 MOJI3BAaHE HA TOMEIICHUATA,
7. (ot™. — 1B, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.);
8. IOKyMEHT 3a IjIaTeHa Takca B pa3Mep, onpesesieH B Tapudara mo wi. 21, ai. 2.
(2) JIunata mo un. 195, an. 1 nonasar 3assnenue B MAJI 3aeqHo che:
1. xomMe OT pa3pemIeHUEeTO 3a ThPrOBHS Ha €IpO, W3/IaJeHO OT PErylaTOpeH OpraH Ha JbpKaBa
YJICHKA;
2. M€ ¥ aJIpec Ha JINIIETO 33 KOHTAKTH Ha TepuTOpusiTa Ha PenyOimka beirapus;
3. ampec Ha TMOMEIIEHUATA 32 CHhXpPaHEHHE Ha JICKApPCTBEHUTE MPOAYKTH Ha TEPUTOPHUATA Ha
JBPKABUTE UICHKH.
(3) Ilpu THproBus Ha €apO C HAPKOTHYHU BEIIECTBA, KAKTO U C JIEKAPCTBEHU (POPMH, CHABPIKAIIN
TaKWBa BEIECTBA, CE€ NpPHJIAraT W M3WCKBAaHHWATA Ha 3aKOHA 3a KOHTPOJ BBPXY HAPKOTHYHUTE
BEIIIECTBA U MIPEKYPCOPUTE.
(4) (Orm. — 1B, 6p. 17 o1 2020 1.).
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(5) (HoBa — JIB, 6p. 103 or 2017 r., B cuima ot 1.01.2018 r.) M3nbaauTeNnHAaTa arcHIUs IO
JIeKapcTBaTa yCTaHOBSIBA CIY)KEOHO OOCTOATEICTBATa OTHOCHO CHAMMOCTTA Ha JIMIIETO IO am. I, T.
3, KOraro e OBJIrapCKu rpakKIaHuH.

(6) (HoBa — 1B, 6p. 67 ot 2020 r.) B nenst Ha nmocTbnBaHe Ha 3asBieHHETO 1o ai. 1 unu 2 MAJI
U3Ipalia no ciykedeH pell UckaHe A0 YIpaBUTENIHUsI ChBET Ha bhirapckus dapmalieBTHUEH ChI03
3a M37aBaHE Ha yJ0CTOBEpEHUE 3a BIKMCBaHe B HalMoHamHUs €JEKTPOHEH PErUCThP HA WICHOBETE
Ha bearapckus dapmaneBTHUUEH ChIO3 — 3a Marucrbp-Gapmarenta mo wi. 197, 1. 2, KakTo U 3a
npenocTaBsiHe Ha WH(OpPMAIMS OTHOCHO HAJIOKEHW HaKa3aHWsS IO pela Ha 3aKOHA 3a ChCIOBHATA
OpraHuzalys Ha MarucTbp-hapManeBTUTEe U Ha 3aKOHA 32 3/IPaBETO.

(7) (HoBa — 1B, 6p. 67 ot 2020 r.) YpaBUTEIHHUIT CHBET MPEAOCTaBsI JOKYMEHTUTE IO al. 6 B
CpOK 5 pabOTHU JHU OT MOCTHIIBAHE HA UCKAHETO.

Ui, 200. M3npiaHuTenHaTa areHIMs [0 JIEKapCcTBaTa OLEHSBAa JOKYMEHTALUATA U
U3BBPIIBA MPOBEPKAa HAa MACTO Ha OOEKTUTE, MOCOYCHU B 3asBJICHUETO, 34 YCTAHOBSBAaHE Ha
CBhOTBETCTBUETO MM C M3UCKBaHMATa 3a JloOpara 1ucTpuOyTopcka MmpaKkTHKa.

Y. 201. (1) V3mbaHuTeIHATa areHIys MO JIEKapCTBaTa yBEAOMsIBA ITUCMEHO 3asBHUTEIIA,
KOraTO YCTAaHOBHU HEITBJIHOTHU B MPEJCTABEHATA JOKYMEHTAITHSI.
(2) B ciydaute o an. 1 cpoxsT o ui. 202, an. 1 cnupa ga tede.

Ui 202. (1) (U3m. — IB, Op. 84 ot 2018 r., B cuia ot 12.10.2018 r.) B cpok n0 60 nuu
OT JaraTa Ha NojaBaHE Ha 3asgBieHUETO 1Mo Wi. 199, an. 1 u3mbanutenHusAT aupexkrop Ha MAJI
W3/1aBa pa3pellIeHre 3a ThProBUs Ha €IPO WM IIPaBU MOTUBUPAH OTKA3.
(2) Otka3zpT Mo an. 1 momyiexu Ha oOkalBaHE MO peAa Ha AJIMUHUCTPATUBHOMPOLECYaTHHUS
KOJCKC.

Ui 203. B cpok 10 15 qHu oT gaTtarta Ha mojlaBaHe Ha JOKYMEHTauusTa no ui. 199, an. 2
M3IBIHUTENHUAT nupekTop Ha MAJI u3naBa yaoCTOBEpEHHE 3a PETUCTPALIMs 32 ThPrOBUS Ha €pO
Ha TepuTopusTa Ha Penybnuka beiarapus nHa nunero no wi. 195, an. 1.

Ui 204. (1) Pa3spemnienueTo 3a ThproBus Ha €ApO C JIGKAPCTBEHU MPOIYKTH € 0€3CPOUHO.
(2) Pazpemienuero mo ui. 202 unu yaocroBeperunero no wi. 203 ce mpekpatsiBa, ako IpUTEKATEIAT
MYy MOMCKa TUCMEHO TOBA OT U3MBJIHUTETHUS qupekTop Ha MAJIL.
(3) JIuuiero mo uin. 195 e nabxHO na yBenomu nucmeHo MAJL B 7-IHEBEH CpPOK OT MpeKpaTsBaHe Ha
JNEHHOCTTa CU MO THPTOBUS HA €IpO C JIEKAPCTBEHH MPOAYKTU. B Te3u ciyyaum M3MBIHUTEITHHUST
nupektop Ha MAJI mpekpatsBa U3aJeHUTE pa3pelieHus/yJ0CTOBEPEHHS 32 ThPrOBUs Ha €ApOo C
JIEKapCTBEHH MPOIYKTH.

Yn. 205. (1) M3neaHuTenHaTa areHIus Mo JieKapcTBaTa BOJU PErHCTbp Ha U3Ja/ICHUTE
pas3peleHus 3a ThproBUs Ha €Apo C JEKapCTBEHH MPOIYKTH 1o uil. 202, at. 1, KOHTO chaAbpKa:
1. HOMep U 1aTa Ha pa3peleHUETO;
2. HaMMEHOBaHMe, CEATUIIIE U apeC Ha YIpaBJIeHUE Ha JUIETO, MOJIYYHIIO pa3peIIeHUETO;
3. aapec Ha IOMEIEHUATA 32 CbXPAaHEHHUE Ha JIEKAPCTBEHUTE NMPOYKTH;
4. naHHWUTE 3a OTTOBOPHUS MarucTbp-papmanest no wi. 197, T. 2;
5. CHUCBK Ha JIeKapcTBaTa, ChAbPXKAIlM HAPKOTUYHU BEIIECTBAa, paanodapMaleBTULH,
MMYHOJIOTHYHU JIEKapCTBEHU MPOIYKTH U JIEKAPCTBEHU MPOIYKTH, MOJYYEHH OT YOBEIIKa IIa3Ma 1
YOBEIIKA KPBB;
6. 1aTa Ha 3aJMYaBaHe Ha pa3pelIeHUEeTo OT PErucThpa U OCHOBAHUE 32 TOBA;
7. 3a0€eXKH MO BITUCAHUTE 0OCTOSITEIICTBA.
(2) U3npnauTenHATa areHIus MO JIeKapcTBaTa BOJAU PETUCTHDP HA U3aJ€HUTE YIAOCTOBEPEHHUS I10
1. 203 3a THProBus Ha €1pO C JIEKAPCTBEHU NPOTYKTH, KOWUTO ChIbpXKa:
1. HOMep U /1aTa Ha YAOCTOBEPEHUETO;
2. HOMEp Ha pa3pelICHUETO 3a ThPrOBUS Ha €IpO C JIEKApCTBEHU NPOAYKTH U OpraHa, KOMTO Io €
U3JaJ;
3. HAMMEHOBAHUE, CEIAJIUIIIE U a/IPEC HA YIPABIEHUE HA JUILETO, MOIYYHIIO YAOCTOBEPEHUETO;
4. magHM 3a auneTo mo 4i. 199, an. 2, T. 2;
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5. gara Ha 3ajMYaBaHe Ha YAOCTOBEPEHUETO OT PETUCThPa U OCHOBAHUE 32 TOBA;

6. 3a0€JIeKKH 0 BIUCAHUTE OOCTOSITENICTRA.

(3) Hannm ot peructpute ce myOauKkyBat Ha ctpaHuniata Ha MAJI B uHTEpHET.

(4) (HoBa - JIB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) U3nbinurennara areHIus Mo
JeKapcTBaTa BbBeXJa B 0azara maHHM 1o wi. 147 umudopmanus 3a W3NaJCHUTE pa3pellieHus 3a
THPIrOBHS Ha €JIpO C JIEKAPCTBEHU MPOAYKTH.

(5) (HoBa - 1B, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) IIpn nouckBane ot EBpomneiickara
KOMHUCHUSI WM OT JIbpkaBa wieHka MAJI mpenocraBs uHpopMmamms 3a W3AaJ€HO pa3peiieHue 3a
THProBUS Ha €PO C JIEKAPCTBEHU MPOIYKTH.

Ui 206. (1) Ilpu npoMsiHa Ha OOCTOSITENICTBATA, CBBP3aHU C U3/IaJICHOTO pa3pelIeHUE 3a
THProBUs Ha €po, IpUTEKATEIAT My nogana 3aspieHue 10 MAJI no pena Ha wi. 199, kbM KOETO
IpuJjiara CBbp3aHaTa ¢ IpOMsIHaTa JOKYMEHTALIMSL.

(2) Pa3zpemienueTo 3a mpomsiHa ce U3/1aBa MpHU ycJIoBUsTa U 110 peaa Ha wi. 200 - 202. [Ipu nmpomsiHa
Ha MOMEIIEHUATA 33 ChXPAHEHHUE Ce Mpuara CpoksT 1o 4. 202, a B OCTaHAIMTE Cllydau CPOKBT €
14 nuu.

Un. 207. (1) IlpurexarensT Ha pa3pelieHHE 3a THProBUsS Ha €Ip0, KOMTO H3BBPIIBA
JICMHOCTTA CH Ha TepuTOopusTa Ha Pemybnuka beiarapus, e JurbkeH jaa:
1. ocurypsiBa TOCTBII TIO BCSKO BpeMe Ha KOHTPOJIHUTE OPTaHM JI0 MOMEIICHUATA 32 ChbXpaHEHHUE Ha
JICKApCTBEHUTE TPOTYKTH;
2. TBpPryBa caMo C pa3pelieHy 1o pe/ia Ha TO3H 3aKOH JIEKAPCTBEHU MPOTYKTH;
3. ThpryBa C JICKAPCTBCHH IPOJIYKTH, YHHUTO OINAKOBKHM M JIMCTOBKH Ca B CHOTBETCTBHE C
M3J1aJICHOTO pa3peulieHre 3a ynorpeda, Mpy yCIOBHTA U 1O pela Ha TO3M 3aKOH M CPOKBT MM Ha
TOJHOCT HE € U3TEKBJI;
4. ce cHabOasBa C JIGKAPCTBEHU MPOAYKTH CaMO OT MPOU3BOAMTENH, BHOCUTENN WIH THPrOBIU HA
€/IpO C JICKApCTBEHH MPOAYKTH, MOJYYWIN pa3pellieHUe 32 U3BBPIIBAHE HA Ta3H JCHHOCT O pena
Ha TO3U 3aKOH;
4a. (HoBa - JIB, O0p. 102 ot 2012 1., B cuna ot 2.01.2013 r., u3Mm., 6p. 67 ot 2020 r.) mpoBepsiBa naau
MOJTyYCHUTE JIGKAPCTBEHU MPOAYKTH OT JIMLATa 1Mo T. 4 He ca (amuudpunupanu, Kato MpoBepsiBa
aBTEGHTUYHOCTTAa Ha JIEKAPCTBEHUTE NPOAYKTH, ompexaereHu B J[lemerupan pernament (EC)
2016/161, upe3 mokaszarenute 3a Oe3omacHOCT mo 4uia. 168, an. 8§ B ciayyauTe, ONpPEIECIECHU B
Henerupan pernament (EC) 2016/161;
46. (moBa — JIB, Op. 67 ot 2020 r.) mpoBepsiBa MoKa3zaTeauTe 3a OE30MacCHOCT W JI€3aKTUBHUPA
WHIUBUAYAIHUS HJEHTU(DUKALMOHEH OeJier Ha JEeKapcTBeH MPOAYKT, Mpeau Ja JOCTaBU TO3HU
JIEKapCTBEH MPOJYKT B CIlyyauTe, ONpe/ieJIeHH B HapenbaTa 1o ui. 198;
5. cHabAsBa ¢ JIEKapCTBEHU MPOJYKTU APYTH MPHUTEXATEIN Ha pa3pelieHue 3a ThbProBHs Ha elpo,
anTeKH U IPOTePHH, OTKPUTH TI0 PeJla Ha TO3H 3aKOH;
5a. (woma - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., uzm., 6p. 84 ot 2018 r., B cuna ot
12.10.2018 r.) cHabasiBa C JIeKapCTBEHU MIPOYKTH 3a 3a/I0BOJISIBAHE HA COOCTBEHUTE UM HYK]IU:
a) Ie4eOHM 3aBE/ICHHUS;
0) BHCIIM YYMJIMIIA, KOUTO OCBHUIECTBSIBAT JieueOHa AEWHOCT ChIVIACHO Wi. 2a OT 3aKoHa 3a
JeuyeOHUTE 3aBe/IeHHS;
B) MHCTUTYLMUTE 1O 4il. 26, ann. 1, T. 1 u 3 oT 3akoHa 3a 34paBeTo 3a Ch3JaJACHUTE B TAX 3ApPaBHU
KaOWHETH;
r') KopaOompuTexaTelu 3a IEeJUTe Ha OCUTYpsBaHE Ha JIEKApCTBEHHW MPOAYKTH Ha Oopaa Ha
Kopabure cbriiacHo Kozekca Ha ThproBCKOTO KopalorjiaBaHe;
6. cHaOnsBa C JIEKapCTBEHW MPOAYKTH JIEKApW W JIEKapyd IO JCHTaJHa MEHWIIMHA, KOTaTo B
HACEJICHOTO MACTO HsIMa arTeka, IpU YCIOBHS M IO pejl, ONpeAeieHd B Hapeada Ha MUHHUCTBPA Ha
3[IpaBEOIIa3BaHETO;
6a. (moBa - JIB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r., gom., 6p. 84 ot 2018 r., B cuia ot
12.10.2018 r.) BmucBa B JOKYMEHTHUTE 3a JOCTaBKa IAPTHIHUS HOMEpP Ha JOCTaBEHHUTE
JIEKapCTBEHH MPOAYKTH, KAKTO U ajjpeca Ha I0CTaBKa Ha JIEKaPCTBEHUTE MPOAYKTH;
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60. (soBa - JIB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) uma maH 3a I€WCTBUE B U3BBHPEIHH
CUTYaIluu, KOUTO ChAbpKA €EKTUBHU MEPKH 3a U3TETJISIHE Ha JIEKAPCTBEH MPOIYKT OT Masapa Io
pasmopexnaane Ha WAJl wiam mno MHMIMATHBA HA MPOU3BOJIUTENS WM MpUTEXKaTeNlsd Ha
pa3peleHueTo 3a ynorpeda Ha CbOTBETHMSI JIEKAPCTBEH MPOIYKT;

6B. (HoBa — JIB, Op. 18 or 2014 r.) ocurypsiBa CHaOJsSBaHETO Ha JOCTATHYHU KOJIMYECTBA
JICKapCTBEHH TMPOJYKTH 3a 3aJ0BOJIIBAaHE Ha 3/ApaBHUTE MNOTPEOHOCTH HA HACENCHHETO Ha
Peny6inka bwarapus;

7. (u3m. - 1B, O6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) cbxpaHsiBa JaHHU 3a BCSKA CIENKA C
MOJIy4Y€HHU, JOCTAaBEHU WM peau3upaHd 4Ype3 IMOCPEIHUYECTBO JICKAPCTBEHH MPOAYKTH 0]
dopmarta Ha (akTypu 3a MOKYMKO-TIpOoAak0a WM B EIEKTPOHEH BHJI, WM TOJ HIKaKBa JApyra
¢dbopMma, KakTo cieBa:

a) laTa Ha [I0Jy4yaBaHe U MPEJOCTaBsHE;

0) HauMEHOBAaHUE Ha JIEKAPCTBEHUS POAYKT;

B) IIOJIyYE€HO, JOCTABEHO WJIM PEATU3UPAHO YPE3 NOCPEAHUUECTBO KOJIMUECTBO;

') UME U aJipec Ha JILIETO, OT KOETO € MOJIy4YeH WM Ha KOETO € JIOCTaBeH JIEKAaPCTBEHUST MPOJIYKT;
1) TapTHIEH HOMEp M HOMEp Ha cepTuduKata 3a OCBOOOXKJaBaHE Ha MapTUAATa, U3JAJAECH OT
KBATU(UIIUPAHOTO JIKIIE 1O Wwi. 148, T. 2, CbOTBETHO OT KBATH(PHUIIMPAHOTO JHIle 1o wi. 161, am. 2,
T. 1, 1 HOMep Ha cepTuduKara 3a 0CBOOOXKIaBaHe HA mapTuaara, u3aanaen or MAJI - B cmydanrte 1o
1. 69 u 70;

8. (mom. — /1B, 6p. 67 ot 2020 r.) chXpaHsiBa JOKYMEHTAIHs 32 MOKYIKUTE W/WIN MPOJAKOUTE Ha
BCHUYKHU JICKAPCTBEHU MPOAYKTH, BKIIOUUTETHO U (PAKTypUTE 3a MOKYNKO-MPOAaxoda, B KOUTO Ce
MOCOYBAT MEXIYHAPOAHOTO HEMAaTEeHTHO HANMMEHOBaHUE, TBPIrOBCKOTO HAWUMEHOBAaHHE Ha
JIEKapCTBEHHUsI IPOJIYKT, JIeKapcTBeHaTa (hopma, KOJIHMUECTBO Ha aKTUBHOTO BELIECTBO U OMAKOBKA;
9. cna3Ba u3nckBaHuATa Ha JJoOpaTa muCTpUOyTOpCKa MPaKTUKA, ONPEICICHH B Hapeadara mo 4.
198;

10. (moma - JIB, Op. 102 ot 2012 r., B cuna ot 2.01.2013 r.) mogabpka cucTeMa 3a KadecTBO,
ompejensia OTTOBOPHOCTUTE, NPOIECHUTE W MEPKHUTE 3a YIpaBlIeHHE HAa PHUCKA, CBBP3aHHU C
JNEUHOCTTA MY;

11. (moBa - JIB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) uadopmupa HezabaHo UAJI u
MpUTEXKATENII Ha pa3pelIeHHeTO 3a ynoTpebda, KOorato € yCTaHOBWJI WM HMa ChbMHEHHUE, ue
JIEKaPCTBEHUSIT MPOIYKT, KOWTO € MOIYUrJI UK My Ce Tpeiara, € ¢parmnduinpas;

12. (moBa - 1B, 6p. 102 ot 2012 r., B cuia ot 2.01.2013 r.) nmpoBepsiBa 1ajiu ThProBEIbT HA €1IPO,
OT KOTOTO € TMOJIYYMJI JIKApCTBEHUS! MPOAYKT, Cla3Ba MPUHIMIHNTE U PbKOBOACTBaTa 3a [[oOpu
JUCTPUOYTOPCKU MPAKTUKU MO wi. 198, kakTo M Janu mpuTekaBa paspelieHHe 3a ThProBHUsS Ha
enpo;

13. (HoBa - /IB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) npoBepsiBa Aaau MPOU3BOJUTENST WIN
BHOCHUTEINISAT, OT KOTOTO € TONy4YWJI JIeKapCTBEHUS TPOAYKT, MPHUTEKaBa pa3pelieHue 3a
MTPOU3BOJICTBO/BHOC;

14. (noBa - JIB, 6p. 102 ot 2012 r., B cuma ot 2.01.2013 r.) mpoBepsiBa Aanu MOCPEAHUKBT, Ype3
KOT'OTO € TIOJIYYMJI JICKaPCTBEHUS MMPOAYKT, OTTOBAPs HAa M3UCKBAHMATA HA Ta3U TJIaBa;

15. (noBa — /IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) mpenocrass na MAJI exxeqHeBHO upe3
cuctemata 1o wi. 2176, an. 1 uadopmarius 3a:

a) IOCTaBEHUTE Ha (PU3UUYECKUTE U IOPUIUYECKHUTE JIUIA 1O T. 5, 5a U 6 KoIU4ecTBa, MOCOUYEHU 0
JIEKapCTBEHH MPOAYKTH, BKIIOUEHHU B [[03UTUBHUS JIEKaPCTBEH CIUCHK;

0) ¢uzMuecKUTe W IOPUAMYECKUTE JIMIA MO T. 5, 5a U 6, HA KOUTO Ca JIOCTABEHHU KOJIHYECTBATa
JIEKapCTBEHU MPOJIYKTH 1Mo OykBa "a'";

B) HaJMYHUTE B CKJIQJI0OBETE UM KOIWYECTBA, MOCOYCHHU IO JIEKAPCTBEHH MPOIYKTH, BKIIOUCHH B
[To3uTuBHUS JTEKAPCTBEH CIUCHK;

r') KOJIMYECTBaTa, MOCOYECHU IO JICKAPCTBEHU MPOMYKTH, BKIOUYeHU B [lO3UTHMBHUSA JeKapCTBEH
CIIUCBHK, 3a KOWTO C€ IUJIaHWpa W3BBPIIBAHE HA HW3HOC, W JAbpPXKABUTE, B KOWUTO C€ ITUTAHHPA
W3BBPIIIBaHE HA U3HOCA,
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1) KOJIMYECTBaTa, MOCOYEHHU IO JIEKAPCTBEHH NPOAYKTH, BKIIOYeHHU B [lO3UTHMBHUA JieKapcTBEH
CIUCHK, Ha KOUTO € U3BBPIICH U3HOC, U IbPKaBaTa, B KOSITO € U3BBPILEH U3HOCHT.

(2) HoxymenTarusTa mo at. 1, . 7 1 8 ce chXpaHsBa 3a CPOK Hal-MaJIKO 5 TOIUHU U C€ TIPEIOCTaBS
IIPU TOMCKBAHE Ha KOHTPOJIHUTE OPTaHHU.

Y. 208. (Hom. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., u3Mm., 6p. 102 ot 2012 1.,
B cuna ot 2.01.2013 1., 6p. 84 ot 2018 r., B crta ot 12.10.2018 r.) Paznopenbute Ha wi. 207, an. 1,
T. 2 - 15 w an. 2 u wi. 209a ce npwiarat u 3a ThProBUMTE Ha eaApo mo wi. 203, KakTo U 3a
BHOCHUTEIIUTE W MPOU3BOJIUTEINTE, KOUTO THPIyBaT C MPOU3BEIACHUTE OT TAX JIGKAPCTBECHU

MPOJIYKTH.

Ui 209. 3a TeproBuss Ha €1pO C JEKAPCTBEHM IPOJIYKTH, ChAbpXKAIlW HAPKOTUYHU
BEIIECTBA WJIM MOJYYEHH OT KPBB, C MMYHOJOTMYHH HPOIYKTH M C panuodapMamneBTHIH ce
npujaraT U CelUaTHATE U3UCKBAaHUS Ha IPYTH 3aKOHH.

Y. 209a. (Hos - JIB, 6p. 71 ot 2008 r., B cria ot 12.08.2008 r.) (1) Tepropuure Ha
€/IpO C JICKapCTBEHH MPOAYKTH MOTaT /1a CHaOASBAT C JIEKAPCTBEHU MPOTYKTH:
1. Ipyru THProBIM HA €APO C JEKAPCTBEHU MPOTYKTH;
2. anTeKu U ApOrepuu;
3. MuHHUCTEpCTBOTO Ha OTOpaHaTa ¥ MUHHUCTEPCTBOTO Ha BBHTPEUIHUTE PabOTH 3a COOCTBEHHU
HYX/IH, C U3KIIIOYCHHE Ha BEJJOMCTBEHHUTE UM JICUeOHM 3aBEACHUs, KaKTO U J[bpKaBHATa areHIUs
"JIspkaBeH pe3epB U BOCHHOBPEMEHHU 3amacu';
4. MUHUCTEPCTBOTO Ha 3paBE0Na3BaHETO ChC:
a) BAaKCUHU, TOKCUHH U CEPYMH, HEOOXOIMMH 32 U3MbIHEHNETO Ha IMyHU3allMOHHMS KajeH1ap Ha
Peny6nuka bbirapusi, KakTo ¥ IPH U3BBHPETHHN CMTUIEMUYHN CUTYAllUH;
0) JIeKapCTBEHU MPOJYKTH, MpeIHA3HAaYCHH 3a JIeYeHHe Ha 3a00JiBaHMs, KOUTO Ce 3aIljalar 1o
pena Ha 3akoHa 3a 3[paBeTO, KAKTO U 3a OCUTYpsIBaHE U3IIBJIHEHHUETO HA HALlMOHAJIHU MPOrpaMH B
cdepara Ha 3ApaBeOna3BaHETo;
5. (moBa - JIB, Op. 60 ot 2012 r., B cuna ot 7.08.2012 r.) yieueOHM 3aBe/IeHUS 32 N3BHHOOTHUYHA
MOMOI, CKJIIYMIN JoroBop ¢ HamumonamHaTa 3apaBHOOCHTYPUTENHA Kaca, C JIEKApCTBEHU
IIPOJIYKTH, HEOOXOIMMH 3a U3IbJIHEHUE Ha 3[paBHUTE JEHHOCTH 1O wi. 82, ain. 2, T. 3 or 3aKkoHa 3a
3]IpaBETO.
(2) JlexapuTe 1 JeKapuTe MO JIEHTATHA MEIUIIMHA B HACEICHUTE MECTa, KBJIETO HsMA anTeKa, MOTaT
Jla ce CHaOAABaT C JIEKAPCTBEHHU MPOJIYKTH OT THPrOBLUTE HAa €Ipo MO pela Ha HapeadaTa mo 4il.
207,an. 1, 1. 6.

Yn. 2096. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) (1) Ilpu ThproBus Ha
€/1pO C JIEKapCTBEHU MPOJYKTH B TPETU IbPXKABU HE C€ MpHJlarat u3uckBanusaTa Ha wi. 207, an. 1, T.
2, 5 u 6, KaKTO M U3UCKBAHUATA Ha IIaBa AcBeTa "a'".
(2) (U3m. — [IB, 6p. 67 ot 2020 r.) KoraTo nekapcTBeH MPOAYKT C€ MOJydyaBa JUPEKTHO OT TpETa
IbpkKaBa, HO HE € BHECEH Ha TepuTopusita Ha Pemybmnuka bearapus, He ce mpuiarat M3UCKBaHUATA
Ha yn. 207, an. 1, 1. 4, 4a u 40.
(3) (HoBa — /JIB, 6p. 18 ot 2014 r.) B cnyuaute no an. 1 ThproBuuTe Ha €IpO YIOCTOBEPSIBAT ChC
CbOTBETHUTE JOKYMEHTH, 4Y€ JIEKapCTBEHHUTE MPOAYKTH ca IOJy4eHH OT JIMLA, KOUTO HMaT
paspellieHue WU MpaBO JAa AOCTaBAT JIEKAPCTBEHM NMPOAYKTH B CBHOTBETCTBHE C IMPHIIOKHMOTO
HAI[MOHAJIHO 3aKOHOJATEJICTBO Ha TpeTaTa IbpKaBa.
(4) (Hosa — /1B, Op. 18 ot 2014 r.) Korato ThbproBemsT Ha €Ipo 10CTaBs JIEKapCTBEHU MPOAYKTH Ha
JUIa B TPETU AbP>KaBH, TOM yA0CTOBEpsABa ChC ChOTBETHUTE JTOKYMEHTH, YE IOCTABKUTE ca CaMo 3a
JUIa, KOUTO MUMAT pa3pelleHre Wiu MpaBo Ja MOJIy4yaBaT JEKApCTBEHU MPOJIYKTH, NpeIHa3HAYCHH
3a THProBUS Ha €IpO MJIM 3a JOCTaBKa Ha HACEJIEHHETO B CHOTBETCTBUE C MPHIOKHUMOTO
HallMOHAIHO 3aKOHO/IATEJICTBO Ha TpeTaTa AbpKaBa.
(5) (Ilpegumaa an. 3 — JIB, O6p. 18 ot 2014 r.) Teprosern Ha enpo, KOWTO JOCTaBs JEKAPCTBEHU
NPOAYKTH [0 JIMLA OT TPETU IbpPKaBH, KOUTO HMAT MpaBO MO CHOTBETHOTO HAIMOHAIHO
3aKOHOJAATEJNICTBO Ja JOCTaBAT JIEKAPCTBEHH MPOAYKTH Ha MOTPEOUTENuTe, U3JaBa JTOKYMEHT,
KOHTO yIOCTOBEpSBA:

ctp. 80 ot 157



. JlaTa Ha TPEJOCTaBsHE;

. HAaMEHOBaHUe 1 (popMa Ha JIEKAPCTBEHUS IPOIYKT;

. JOCTaBEHO KOJUYECTBO;

. IM€ U aJpec Ha JINLIETO, HAa KOETO € JI0CTABEH JIEKAPCTBEHUST IIPOYKT;
. IapTUJIEH HOMED.

U 210. (U3m. - [IB, 6p. 60 ot 2011 1., B cuma ot 5.08.2011 1.) (1) Ilpurexarensar Ha
paspelieHueTo 3a yrnoTpeda W/Wiu JHUIEeTO TOo wWi. 26, al. 2 MOXe Ja HPeJoCTaBs MOCTPH OT
paspelieHu 3a ynorpeda JIeKapcTBEHH MPOIYKTH Ha:

1. lekapu 1 JIeKapH 1o JCHTaIHA MEIUINHA;

2. BECIITY MEIUIIMHCKH YUUJIUINA U MEIULIMHCKH KOJICKHU.

(2) B ciyuute mo an. 1 BBpXy OIlaKOBKaTa Ha JICKAPCTBEHUTE MPOMYKTH CE€ IMOCTaBs HAJIIUC
"MocTpa".

(3) Ha nunara o ain. 1, T. 1 MOXke J1a ce JOCTaBsT HE IMOBEYE OT JIBa OpOsi MOCTPHU OT €llHA U ChIIa
JeKapcTBeHa (GopMa Ha JIGKapCTBEHHUS IMPOAYKT Ipe3 €Ha KaJleHJapHa roJuHa B Haii-maikaTta
CBIICCTBYBAIlla OIAKOBKA HA TMPOWU3BOAMTEN, a HA BUCIIATE MEIWIUHCKH YYHIUINA W Ha
MEIUIUHCKUTE KOJIEXKH - CAMO B KOJIMYECTBA, HEOOXOIMMH 3a LEJIUTE Ha 00YYCHUETO.

(4) IputexarensT Ha pa3pelICHUETO 3a YIOTpeda W/WIIK JIMIETO MO Wi. 26, all. 2 BOJIAT OTYET 3a
BCUYKH JIUIIa, HA KOUTO Ca JOCTaBsIM MOCTPH, 32 BHJIA, KOJIMYECTBOTO U BPEMETO HA JIOCTABKUTE U
MIPU TIOUCKBAHE MPEIOCTABAT TE3H JAHHU Ha KOHTPOJIHHUTE OPTaHHu.

g W -

Un. 211. (1) TeproBuute Ha enpo TpsOBa Ja HpUTEkaBaT CUCTEMa 3a OJIOKMpaHE U
U3TErJIsTHE Ha JIEKapCTBEHUTE MPOJYKTH, OKa3aJld HEChOTBETCTBHE C M3MCKBAHUSATA 3a KauecTBO,
0€30macHOCT U e(UKACHOCT.

(2) IlputexaTensaT Ha pa3pelleHHE 3a THProBHUs Ha €ApO € JUTbXKEH Ja OJOKHpa U Ja HU3TEriu
JIEKapCTBEHUTE MPOAYKTH, 10KA3aJIM HECHOTBETCTBUE C U3UCKBAHUATA 32 KAUYECTBO, 0€30I1aCHOCT U
e(pUKacHOCT 110 peJia, onpesesieH B HapeadaTa o wi. 274, an. 1.

Uin. 212. (1) Usnbanutennusar qupextop Ha MAJI yBenomsiBa EBpomneiickaTta komucus,
pEryJaTOpHUTE OpPraHu Ha JAPYrUTe IbpKaBU WICHKH U EBporneiickaTa areHuus 1o JiekapcTBaTa 3a
W3JIaJICHUTE Pa3pelIeHtsl 32 ThPrOBUS HA €/1p0, 32 BPEMEHHO CIPEHUTE WM OTHETUTE pa3pelleHus
1 3a IPUYUHUTE 32 TOBA.

(2) (U3m. - [IB, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 r.) Koraro u3nbJIHUTETHUAT AUPEKTOP HA
HNAJI yctanoBu, ye nunero no wi. 195, an. 1 He usnbaHsgBa 3aabipkeHudra no ui. 207, an. 1, 1. 2 -
14, Toli yBeioMsiBa peryJlaTOpHUS OpraH Ha JbprKaBaTa WICHKa, W3/1aja pa3pelieHueTo 3a ThproBus
Ha epo, ¥ EBporielickaTta KOMUCHS.

(3) KoraTo perynaropHUsT OpraH 1Mo aji. 2 BPEMEHHO CIpe WM OTHEME Pa3peIIeHHETO 3a ThProBUs
Ha eapo Ha junero mo wi. 195, am. 1, toii yBegomsiBa u3nbiaHUTENHUS aupektop Ha MAJL u
EBponeiickara kKoMHCHS.

UYn. 212a. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 r.) (1) (U3m. — [IB, Op. 18
or 2014 r.) IlocpennuuecTBO B 0oO0JacTTa Ha JEKAPCTBEHHUTE IMPOJYKTH MOraT Ja H3BBPILBAT
(bu3MYeCKH M IOPUAMYECKH JIMIA, PETUCTPUPAHU KAaTO THPTOBCKM MOCPEIHUIM MO CMHUCHIA Ha
Twproeekust 3akoH Ha PemyOnuka bbharapus, KOUTo ca perucTpUpaHU 3a U3BBPIIBAHETO HA Ta3H
nertHoct ot MAJL
(2) Jlumara mo an. 1, KOUTO WCKAT Ja Cc€ pPETUCTpUpaAT Kato TocpeaHuiy, momaBat B MAJI
yBEIOMJICHHE TI0 00pasell, yTBBP/ACH OT U3MbIHUTENHUS AupekTop Ha MAJL, koeTo chabpika:

1. uMme, cenanuiie u agpec Ha YIpaBJICHUE;

2. JaHHHU 3a KOHTAaKT.

(3) KbM yBEemoMIIEHHETO 110 aJl. 2 ce mpujiarar:

1. naHHY 32 eMUHHUS UICHTU(DUKAIMOHEH KOJI;

2. TOKYMEHT 3a IJIaTeHa Takca B pa3Mep, omnpeeseH B Tapudara mo wi. 21, am. 2.

(4) HWznpnHWTEenHATa areHIUs [0 JIeKapcTBaTa BIIMCBA B IMYOJWYEH PETUCTBp JIMIIATA,
OCBIIECTBSIBAIIN TOCPEIHNYECTBO B 00JIaCTTa HA JIEKAPCTBEHU MPOTYKTH.
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(5) Jlumara mo aim. 1 moraT nma OCBIIECTBABAT IMOCPEIHUYECTBO B 00JIacTTa Ha JICKAPCTBEHHU
MPOAYKTHU CJIE/ MOJaBaHe Ha yBeJOMIIEHHETO 10 ail. 2 B MAJL.

(6) Jlunata o an. 1 yBemomsiBat MMAJI B 7-gHEBEH CPOK OT HACTBHIIBAHE HA MPOMSHA B HIKOE OT
oOcTosITeNICTBaTa 1O all. 2.

Y. 2126. (Hos - JIB, 6p. 102 ot 2012 r., B cuma ot 2.01.2013 1.) (1) JIumata mo 4. 212a,
anl. 1 ca nbKHU:
1. 1a ochIecTBABAT AEHHOCTTAa CU CaMO € Pa3pelIeHH 3a YIoTpeda JeKapCTBEHH MPOTYKTH;
2. na ¥UMaT IUIaH 3a JIeCTBHE B M3BBHPEIHHM CUTYaIlMH, KOWTO ChABPKAa €PEKTUBHH MEPKH 32
M3TEISIHE Ha JICKApCTBEH MPOAYKT OT IMa3zapa mo pasnopexzaane Ha MAJl umm nmo uHUIMAaTUBA Ha
IIPOU3BOJUTEINS WM TPUTEXKATENs] HA Pa3pelieHUETO 3a ynoTrpeda Ha CHOTBETHUS JIEKapCTBEH
MIPOJIYKT;
3. 1a chXpaHsBaT JaHHU, BKIIOYBAIIM CeHATa HH(GOpPMAIH 32 BCSIKA CIEIKa C pealu3upaHu upe3
MIOCPEIHUYECTBO JIEKAPCTBEHHU MPOAYKTH:
a) JlaTa Ha CHEJIKaTa;
0) HauMEHOBAaHUE HAa JIEKAPCTBEHUS POAYKT;
B) pEAIM3UPAHOTO YPE3 MOCPETHUUECTBO KOJINYECTBO;
') M€ U aJipec Ha JIMIIATa, MOJYYIIN U JOCTABUIH JIEKAPCTBEHUSI IPOIYKT;
1) TapTUJIEH HOMED;
4. na cna3Bar u3uckBaHUATa Ha J[oOpaTta nmuctpuOyropcka mpakTHKa, MPUETa ¢ HapeadaTa Mo Yil.
198;
5. la mogabpKaT CHCTeMa 3a KauecTBO, OMpeAeNsilia OTTOBOPHOCTUTE, MPOLIECUTE U MEPKHUTE 3a
yIpaBi€HUE HA PUCKA, CBBP3AaHHU C IEUHOCTTA MY;
6. nesabaBuo na unpopmupar MAJl u mputexarens Ha pa3pelIeHHETO 3a ymoTrpeda, KOrato €
YCTaHOBHJI WJIM MMa CBhbMHEHHE, Y€ JICKApPCTBEHHST MPOIYKT - MPEIMET Ha MOCPEIHUYECTBOTO, €
dbammmdunmpan;
7. na mpoBepsBaT JAIU ThProBELbT IPUTEXKaBa Pa3pelIeHUE 3a ThProBUs Ha €JIpO C JIEKApCTBEHU
IPOJYKTH;
8. nma mpoBepsBaT Jalid INPOU3BOAUTENST WJIM BHOCUTENAT TMPUTEKaBa paspelleHue 3a
MIPOU3BOJICTBO/BHOC;
9. nma cexpaHsBaT AaHHUTE MO T. 3 3a CPOK HAW-MaJaKo 5 TOAMHM W Ja TH TPEAOCTaBIT TPHU
MOMCKBaHE Ha KOHTPOJIHUTE OPTaHHu.
(2) U3uckBaHusTa KbM JEHHOCTUTE MO MOCPEIHUYECTBO B 00JIaCTTa HA JIEKAPCTBEHUTE MPOTYKTH
ce onpenesT ¢ HapenOara o wi. 198 u B ppkoBojcTBa Ha EBporeiickaTa koMucHs.

I'naBa neBera "a"
INAPAJIEJIEH BHOC HA JIEKAPCTBEHU TPOAYKTHU
(3aru. u3m. - IB, op. 71 ot 2008 r., B cuiia ot 12.08.2008 r.)

Un. 213. (U3m. - JIB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) [lapanenen BHOC Ha
JIEKapCTBEHM MPOAYKTH Ha TepuTopHsTa Ha PermyOnuka beiarapus moxke a u3BbplIBa (PU3MUECKO
WA FOPUMYECKO JIUIE, PETHCTPUPAHO 1O ThPrOBCKHUS 3aKOH, IO 3aKOHOJATEIICTBOTO HA JbpKaBa
YJIeHKa, CJie/l TMOJIyyaBaHe Ha pa3pelleHHe 3a MapajelieH BHOC, U3aJleHO OT H3IbJIHUTEIHUS
nupexrop Ha MAJL

Yn. 214. (1) JlexkapcTBeH MpOIyKT, pa3pelieH 3a ynorpeda B Jpyra JbpkaBa 4JICHKA,
MOJKE€ Jla ce BHAcCs MapajelHo Ha Teputopusta Ha PemyOnuka bbiarapus, korato € eJHaKbB WU
no/100eH Ha JIeKapcTBEH MPOAYKT, pa3pelleH 3a ynotpeda B Penmybnuka beiarapus no peaa Ha To3u
3aKOH.
(2) (U3wm. - IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., O6p. 12 ot 2011 r., B cuna ot 8.02.2011
r.) Ilo cMucsbiia Ha an. 1 enHaKbB UM MOAOOEH JIEKAPCTBEH MPOJYKT € TO3U, KOMTO MMa €THaKbB
Ka4yeCTBEH U KOJIMYECTBEH ChCTaB 10 OTHOIIEHHE Ha aKTMBHOTO BELIECTBO/aKTUBHHMTE BEIIECTBA,
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mpejJiara ce B €7JHa U ChIla JieKapcTBeHa ¢opma, Tpejiara ce B €IHa M ChIlla IbPBUYHA OTIAaKOBKa,
¢ moJ00eH rpaduyeH Au3aiiH Ha OMaKOBKATa.

Y. 215. (1) (U3m. m pmom. - JIB, 6p. 71 or 2008 r., B cmia ot 12.08.2008 r.) 3a
[I0JIy4aBaHE Ha pa3pelICHHE 3a MapajesieH BHOC Ha JIEKapCTBEH IPOAYKT HAa TEPUTOPUSTA Ha
Peny6imka bearapus nuiero mo 4. 213 nmojgaBa 3asBiaeHue 10 U3MBIHATEIHUS aupekTop Ha MAJL,
B KOETO II0COYBA JbpiKaBaTa WIEHKA, OT KOSTO 1€ M3BbPLIBA Iapajie]IeH BHOC Ha JIEKAPCTBEH
MIPOJYKT.

(2) KbM 3asiBIeHUETO C€ Mpujiarat CleAHUTE JaHHU U JOKYMEHTH:

1. HauMeHOBaHUe, JIeKapcTBeHa opMa, KOJIMYECTBO Ha aKTUBHOTO BEIIECTBO B JJ030Ba €IMHUIIA HA
paspereHus 3a ynotpeba B PenyOnuka brirapust 1ekapcTBeH MPOIYKT;

2. HaUMEHOBaHUeE, JieKapcTBeHa ¢popMa, KOJIMUYECTBO Ha aKTUBHOTO BEIIECTBO B J1030Ba €AMHUIIA HA
JIEKapCTBEHMSI IPOJIYKT, IPEAHA3HAUEH 32 NIapajIesIeH BHOC;

3. (mom. - JIB, Op. 12 ot 2011 r., B cuna ot 8.02.2011 r.) uMe Ha IpHUTEKATEISA HA Pa3PEIICHUETO 32
ynorpeba M Ha MNPOM3BOAMTENSA, aKO € JIMIE, PA3IMYHO OT IPUTEXATeNs Ha pa3pelleHUETO 3a
ynotpeba, Ha IEKapCTBEHUS MPOAYKT, MPeAHa3HAUEH 3a MapalieieH BHOC;

4. HOMEp Ha pa3pelIeHHeTo 3a ynorpeda Ha JieKapcTBEHHsS MpOIyKT B PemyOnuka bwirapus u
HOMEp Ha Pa3pelIeHUETOo 3a yrnoTpeda Ha JIeKapCTBEHHUS MPOIYKT B AbprKaBaTa WiICHKa, OT KOSTO ce
U3BbpIIBA [TApaAJIETIEH BHOC;

5. Aexmapainus 3a ycTaHOBsIBaHE Ha obcrosTencTBara no wi. 217, 1. 1;

6. Komue OT JIMCTOBKA 3a IMAllMEHTAa M MOCTpa OT JIEKApCTBEHUS NPOAYKT BbB BUJA, B KOWTO ce
MpoJiaBa B JbprKaBaTa WICHKA, OT KOSTO Ce M3BBPIIIBA Mapalie]ieH BHOC, IPEBOJ] HAa ChIBPKAHUETO
Ha JIMCTOBKaTa Ha OBIrapcKu €3WK, NPUIPYKEH C JAeKiapalusi, 4e MpeBOABT € B CbOTBETCTBUE C
OpUTHHAJIA HA JTUCTOBKATA;

7. TOpeUIoKeHHE 3a JIMCTOBKA 3a NAIMEHTa Ha MapajieHO BHACSHUS JIEKapCTBEH IPOAYKT,
MPUAPYKEHO C JACKIIapalys, 4e ChAbpPKAHUETO Ha JTUCTOBKATa € UACHTUYHO ChC ChIbPKAHUETO Ha
JUCTOBKAaTa Ha MpPOJYyKTa, paspelieH 3a ynorpeba B PenyOnuka bearapus, ¢ uskitodeHue Ha
CIIETHUTE JTaHHU:

a) HAMMEHOBAHME U aJJpeC Ha YIPABJIEHUE HA JINLIETO, U3BBPIIBAILO [TapaJIeJICH BHOC;

0) HaMMEHOBAHUETO HA MTPOU3BOIUTENISA, KOTATO € Pa3IMueH 3a JABaTa MPOaYyKTa;

B) IIEpUO/1 Ha CTAOMITHOCT, KOTaTo € pa3JInyeH 3a JIBaTa MpOayKTa;

T') TOMOIIHH BEIIECTBA, KOTAaTO Ca pa3IMYHU B JIBaTa MPOAYKTA;

8. B cilydaii Ha IpeonaKoBaHe:

a) (usm. - JIB, 6p. 71 ot 2008 r., B cuma ot 12.08.2008 r., 6p. 67 ot 2020 r.) MakeT Ha
JIEKapCTBEHMsI IPOJIYKT BB BUA, B KOMTO 1€ ce ITycKa Ha naszapa B bbirapus;

0) Komue OT JIOroBOpa MEXAy JIMIETO, M3BBPIIBALIO MapajeleH BHOC, M JIUIaTa, U3BbpPLIBAIU
JacTUYHA MPOU3BOICTBEHA JEMHOCT - OIlaKOBaHe, ETUKETUPAHE;

B) ceprudukar 3a JloOpa Nmpom3BOACTBEHA IMpaKTHKa, KOTaTO MPOLECUTE Ha IPEONaKOBaHE ce
U3BBPUIBAT U3BBH TepUTOpUsTa Ha PenyOnuka bbarapus;

I) KOraTo ce M3BBpIIBAa OT JHULETO Mo 4ia. 213 - komue OT pa3pelieHHeTo 3a MPOU3BOACTBO,
U3J1aJICHO OT PEeryJaTOPHUS OpraH Ha Abp)KaBaTa WIEHKA, KbJETO CE U3BbPIIBA IPEONAKOBAHETO;

9. IOKyMEHT 3a IJjIaTeHa Takca B pa3Mep, orpesiesieH B Tapudara no ui. 21, an. 2.

(3) (U3m. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Koraro mexny nekapcTBeHHs] TPOAYKT
3a mapajselieH BHOC M MPOAYKTa, pa3pelieH 3a ynorpeda Ha Teputopusita Ha Pemybnuka boarapus,
CHILECTBYBAT Pa3IMKHU (B CbCTaBa Ha MOMOUIHUTE BEIIECTBA U JIPYTH), JIULETO MO al. 1 mpeacTass
JI0KA3aTeJICTBA, Y€ T€ HE C€ OTPa3sABAT HA TEPANECBTUYHUTE KaueCcTBA HA JIEKAPCTBEHUS MPOAYKT 3a
napa’sesieH BHOC.

(4) B cnyuaute no ain. 3 nuieTo no an. 1 nmocousa BbpXY OMAKOBKATa M B JIMCTOBKAaTa 3a MallMEHTA
Ha TMapajeHO BHACSHUS JIEKaPCTBEH MPOIYKT Pa3IUKUTE.

(5) Koraro snuuero mo wi. 213 u3BbpIIBa MpEeONakoBaHE W/WIM €THKETHPAHE Ha JIEKapCTBEHHUS
MPOJYKT Ha OBIrapcku €3uK Ha TepuTopusTa Ha PemyOnuka bbiarapus, To TpsaOBa ga mpurexana
pa3peleHue 3a IpOU3BOACTBO, U3JaIEHO OT U3IIBJIHUTENHUS JupeKkTop Ha MAJL.
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(6) IMapanenHO BHECEHHST MPOAYKT CE€ W3IOJI3BA TPHU YCIOBHATA Ha M3IaJCHOTO pa3peuicHHe 3a
yrnoTpeba Ha JIeKapCTBEHUS MPOAYKT Ha TepuTopusaTa Ha PenyOnuka bearapus.

Y. 216. (1) Pa3pemenueTo 3a M3BBPIIBAHE Ha IMapajelieH BHOC HA TEPUTOpHUATA Ha
PenyOnmka beirapust ce n3naBa B Cpok 45 qHU OT JaTaTa Ha MMOJAaBaHe Ha JokyMeHTanusTa B MAJL.
(2) Korato MAJI usucka OT 3assBUTENS AOIMBIHUTEIHA JOKYMEHTAIM, CPOKBT MO ajl. 1 cmupa na
TedYe JI0 MoJTydaBaHe Ha MCKaHaTa HHQpOpMarus.

(3) Koraro MAJI u3ucka oT peryiaaTOpHHUsS OpraH Ha JbprKaBaTa WIEHKa, OT KOATO C€ M3BbPIIBA
napajeseH BHOC, HH(OpMaIHs, CBbp3aHa ¢ M3/1aBaHe HA pa3pelIeHUeTo 3a yrnorpeda Ha BHACSIHUS
JIEKApCTBEH MPOAYKT, CPOKBT O all. 1 ce yabpmkasa ¢ 45 nHu.

(4) Axo B cpoka no ai. 3 MAJI He nmony4yn nckaHaTa JOKyMEHTAIus, poIeaypaTa 1o u3/JaaBaHe Ha
paspelilieHue 3a napasiesieH BHOC Ha TeputopusaTa Ha Penmybnuka bearapus ce npekparsisa.

(5) M3nanenure paspemieHus 3a M3BHPIIBAHE HA IMapajelieH BHOC Ha TepUTopuAra Ha PemyOmmka
boearapus ce myOimkyBaT Ha cTpanunarta Ha IAJI B uHTEpHET.

(6) Pa3spemenuero 3a U3BBPILBAaHE HA MapajelieH BHOC € cbC Cpok 5 roauHu. HoBo paspeuienue ce
W37aBa 1o peja Ha wi. 215.

(7) PazpemienueTo 3a M3BbpIIBAaHE Ha NapajelieH BHOC HE C€ MpPEKpaTsiBa aBTOMATUYHO, KOraTo
MIPUTEKATENAT HA pa3pelleHrueTo 3a ynorpeba Ha JEKapCTBEHHS MPOJYKT, IMyCHAT Ha Ma3apa Ha
tepuTopusiTa Ha Penybnuka bbarapusi, To OTTErNM M0 NPUYMHU, KOUTO HE Ca CBBP3aHU C OMACHOCT
3a 3[paBETO HAa HACEJIEHUETO.

Un. 216a. (HoB — IB, 6p. 105 ot 2020 r., B cuna ot 11.12.2020 r.) (1) Ilpu oGsiBeHO
W3BBHPEIHO MOJI0KEHUE TIOPaIU EMUASMUYHO pa3lIpPOCTPaHeHHE Ha 3apa3Hu Oosectu mo uwi. 61, ai.
1 win 3 or 3aKkoHa 3a 37paBEeTO WIM MpU O0sIBEHA U3BBHPEIHA ENUJEMHUYHA 00CTaHOBKA MOpaau
eNUJIEMUYHO pa3NpOCTpaHeHHE Ha 3apa3Ha Oonect mo wi. 61, am. 1 oT 3akoHa 3a 37paBeTo
pa3pelieHueTo 3a U3BBPIIBAHE HA MapajelieH BHOC e M3/1aBa B CPOK 14 JHU OT JaTaTa Ha M0J1aBaHe
Ha JOoKyMeHTanusTa o uwi. 215 8 MAJL
(2) Korato MAJI usucka OoT 3agBUTENS AOIBIHUTEIHA JOKYMEHTAlMs, CPOKBT MO aji. | ciupa na
TeYe JI0 MMoJy4aBaHe Ha MCKaHaTa HHPpOpMaIlHs.

(3) Koraro MAJI u3ucka OT peryjaaTopHUs OpraH Ha JAbprKaBara 4jeHKa, OT KOSATO CE€ M3BBPIIBA
napa’nesneH BHOC, HHGopMaIus, CBbp3aHa ¢ M3/1aBaHe Ha pa3pelieHrueTo 3a yrnoTpeda Ha BHACSHUS
JIEKapCTBEH MPOJIYKT, CPOKBT M0 all. 1 ce yabikasa ¢ 14 qHu.

(4) Koraro B cpoka 1o an. 3 MAJI He monydn vckaHata JOKyMEHTaIlUs, poIlelypaTa Mo u3aaBaHe
Ha pa3pelieHue 3a napajieJieH BHOC Ha Teputopusita Ha PenyOnuka brarapus ce mpekpartsipa.

(5) Uznanenute pasperieHusi 3a M3BBPIIBAHE Ha MapajeleH BHOC MO al. 1 ce myOiMKyBaT Ha
ctpanunata Ha UAJI B uHTEpHET.

(6) Paszpeniennero 3a U3BBpIIBAaHE Ha MapalieJieH BHOC MO ajl. 1 € Chc CPOK JI0 Aarara Ha OTMsHaTa
Ha U3BBHPEIHOTO MOJI0KEHNE, ChOTBETHO Ha U3BBHPEIHATA €MHUIeMUYHa 00CTaHOBKA 110 al. 1.

(7) Pa3pemiennero 3a M3BBPIIBAHE Ha MapalieieH BHOC c€ MpEKpaTsBa aBTOMATUYHO, CYUTAHO OT
JaTaTa Ha OTMsSIHaTa Ha M3BBHPEAHOTO TOJIOKEHHE, ChOTBETHO Ha HM3BBHpEIHATA CMUJACMHYHA
oOcTaHOBKa 1O ai. 1.

(8) Ilpm mpekparsBaHe Ha pa3pelIeHHETO 3a M3BBPIIBAHE HA IMapajeieH BHOC MO ail. 7
JIEKapCTBEHUST MPOAYKT MOKe Aa ObJe MpojaBaH MO0 M3YEpIBAaHE HA HATMYHHUTE KOJMYECTBA B
CTpaHaTa, HO He TIOBeY€e OT 6 Mecella, CYUTAHO OT JaTaTa Ha MPEeKpaTSIBAHETO.

(9) B cnyuaute mo an. 1 HaruoHamHMST CBBET MO LIEHW U pEeUMOypcHpaHe Ha JIEKapCTBEHUTE
MPOAYKTH C€ TpoM3HAcCsi B CPOK 10 14 nmHM 3a yTBBpKIaBaHE/peTHCTpUpaHE Ha II€HA Ha
JIEKApCTBEHH MPOJIYKTH, 32 KOUTO € MOJYyYEHO pa3pelieHue 3a napajiejeH BHOC, CYUTaHO OT JaTaTa
Ha Mo/IaBaHe Ha 3asBJICHHE 10 pe/a Ha Hapeabara mo wi. 261a, ai. 5.

Yn. 217. IlpurexatensaT Ha pa3peIIeHUETO 3a MapaJIeieH BHOC € TBbKEH Ja:
1. yBenoMu mpuTexarens Ha pa3pelieHUueTo 3a ynorpeda Ha JIEKapCTBEHUS MPOAYKT, IIyCHAT Ha
nasapa Ha Tepuropusita Ha PemyOnuka bbarapus, 3a HamMepeHHETO CH J1a W3BBpILIBA MapalieleH
BHOC U 1P MIOMCKBAHE MY MPEAOCTaBs MOCTpa OT MapajesIHO BHACSHUS JIEKAPCTBEH MPOJIYKT;
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2. chbXpaHsiBa 3a CPOK 5 TOAMHM CieIHaTa JOKYMEHTalWs: UMEe M aJpec Ha JUIETO, Ha KOeTO €
JIOCTAaBEH IMMapaJieTHO BHACSHUAT JICKAPCTBEH TMPOAYKT, JaTara Ha MPEIOCTaBsSHE, JAOCTAaBEHO
KOJIMYECTBO U MapTUJIEH HOMED;

3. npeacrass B UAJT:

a) aKTyajlu3MpaHa JHUCTOBKA 3a MAallieHTa Ha MapajelIH0 BHACAHUS NPOAYKT B CHOTBETCTBHE C
HACTBIIIJIM TPOMEHH B U3JAJCHOTO pa3pelieHue 3a ymnorpeba Ha pasperieHus B PemyOnmka
boarapus nekapcTBeH NPOAYKT;

0) (mm. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) nexnaparusi, 4e ChIBbPKAHUETO HA
JTUCTOBKaTa Mo OykBa "a" € UIEHTUYHO ChC CHABPIKAHUETO Ha JIMCTOBKATAa Ha MPOJYKTA, pa3pellieH
3a ynotpeba B PenyOnuka bearapus, ¢ u3kiroueHre Ha JanHuTe mno wi. 215, an. 2, 1. 7, Oyksu "a" -
nrn;

4. MOKyMEHTHpA W JOKIJIaJBa HA MPHUTEKATENsd Ha paspenieHrneTo 3a ynorpeda u Ha MAJI Bcuuku
CHOOILIEHHUS 32 MTOI03UPAHH HEXEJIaH! JICKApCTBEHU PEaKIMK Ha BHACSHUS JIEKAPCTBEH MPOAYKT;

5. (moBa — JIB, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) mpenocrass na MAJI exxeceaMuyHo mim
IIpU MIPOMsIHA Ha 00CTOSTENCTBATA Upe3 CHelaln3upaHaTa eJeKTpoHHa cucTeMa 1o ui. 2176, an. 1
uHpopManus 3a:

a) mapajeliHO BHECEHHWTE Ha Tepuropusta Ha Pemybnmuka bbarapusi kojaudecTBa, MOCOYEHHU IO
JICKapCTBCHH MPOJYKTH, BKIIIOUEHU B [103UTHBHMS JIGKAPCTBEH CIUCHK, HA KOUTO € MPUTEIKATENT HA
pa3peleHueTo 3a napasieieH BHOC;

0) mocraBeHHTE HA (PU3MUYECKUTE U IOpUAMYECKUTE Jnma 1o wi. 207, an. 1, 1. 5, 5a u 6 xonm4ecTBa,
MTOCOYEHH 10 JIEKAPCTBEHH MPOIYKTH, BKIIOYeHU B [I03UTHBHUS JIEKapCTBEH CIHCHK;

B) usuueckute u ropuandeckute auma no wi. 207, an. 1, 1. 5, 5a u 6, Ha KOUTO ca JOCTaBEHU
KOJIMYeCTBaTa JIEKapCTBEHH MPOIYKTH 1Mo OykBa "a'";

I) AaraTa, Ha KOSATO € U3BBPIICH BHOCHT/IOCTaBKara 1mo Oyksu "a" u "0";

1) HAIMYHUTE B CKJIAJIOBETE KOJIWYECTBA, MOCOYEHH MO JIEKAPCTBEHU NPOAYKTH, BKIIIOUYEHU B
[To3uTHBHUS JIEKAPCTBEH CIHUCHK, HA KOUTO € TIPUTEKATEI Ha Pa3pelIeHUETO 3a Mapalie)iecH BHOC;

6. (HoBa — JIB, Op. 103 ot 2020 r., B cuna ot 1.01.2021 r., mom., 6p. 16 or 2024 r., B cwia ot
23.02.2024 r.) npenoctaBs Ha MAJI 3a BCUUKHU JIEKaPCTBEHU MPOIYKTH, MOJYUUIIN Pa3peIICHUE 3a
napajelieH BHOC Ha TePUTOPHATA Ha CTpaHaTa, BKIIOYUTEIHO MpPU MPOMSHA HAa O0OCTOSATENCTBATA,
ype3 chelnuain3upaHaTa eJeKTpoHHa cuctemMa mo wi. 2176, an. 1 umHbopmamus 3a Koga Ha
MPOJYKTa MO cMUCHIA Ha 4. 4, OykBa 0), monrouka i) ot [enerupan pernament (EC) 2016/161 3a
JICKapCTBCHHUTE TPOAYKTH, OMPEICIICHH B HEro, B CPOK 10 14 1gHU OT NyONHMKYyBaHETO Ha
nexkapcTBeHusl MPoAyKT B [lO3UTHMBHHUSA JE€KapCcTBEH CIHCHK, CHOTBETHO OT HACTHIIBAaHE Ha
MIpOMsIHaTa Ha 0OCTOSATENICTBATA;

7. (moBa — /1B, O6p. 67 ot 2020 r., mpenumiHa T. 6, O6p. 103 ot 2020 r., B cuna ot 1.01.2021 r.)
OCHTYpsIBa 3aMsHATa Ha TIOKa3aTeJIUTe 32 0E30MacCHOCT BhPXY BTOpPHUYHATA OIAKOBKA, a aKO HAMA
TakaBa — BbpPXY IMbPBUYHATA OMAKOBKA, HA JIEKAPCTBEHUTE MPOIYKTH, ompeaeneHu B [lenerupan
pernament (EC) 2016/161, ¢ paBHOCTOITHM Ha TAX MO CMHUCHIA Ha 4. 1680, aim. 3 u ocurypsiBa
BBBEXKJIAHETO Ha UACHTU(UKAIMOHHUS Oeler Ha BCsSKa OMAaKOBKa B CHUCTeMara OT PETUCTPU B
crotBeTcTBUE C Jlenerupan pernament (EC) 2016/161.

I'naBa nesera "o"
(HoBa — /IB, op. 18 ot 2014 1.)

MN3HOC HA JIEKAPCTBEHMU INTPOAYKTHU. CIIELHUAJIU3NPAHA
EJIEKTPOHHA CUCTEMA 3A ITPOCJIEJISABAHE U AHAJIN3
HA JJEKAPCTBEHUTE IMPOAYKTU
(3arJa. u3m. - JIB, op. 84 or 2018 1., B cui1a ot 12.10.2018 1.)

Un. 217a. (HoB — JIB, 6p. 18 ot 2014 1.) (1) M3HOC Ha JeKapCTBEHU MPOAYKTH OT
TepuTopusita Ha PemyOnmka Bwarapust moxe na u3BbpiBa (GU3UIECKO WM FOPUIUIECKO JIHUIIE,
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MIPUTEKATENI Ha Pa3pelIeHue 3a ThPTOBUs Ha €ApO C JIEKAPCTBEHH MPOIYKTH WJIU MPUTEKATEI HA
paspelnieHue 3a Mpou3BOJICTBO.

(2) Ilputexxaren Ha pa3pelIeHHe 3a MPOM3BOJCTBO MOXKE Ja H3BBpIIBA H3HOC CaMO Ha
MIPOU3BEJICHUTE OT HETO JICKAPCTBEHU MPOIYKTH.

(3) Ilo cMuchaa Ha Ta3u TIaBa U3HOC € U BBTPEOOIIHOCTHA JOCTaBKa B pPaMKUTE Ha EBporeickus
CBIO3.

(4) (U3m. — JIB, 6p. 84 ot 2018 1., B cmma ot 12.10.2018 r.) JlekapcTBeHH MPOAYKTH, BKIIOUYCHH B
[To3uTHBHUS JIEKAPCTBEH CIMCHK, 32 KOUTO € YCTAHOBEH HEJOCTHUT 1O pena Ha 4. 2176, He Morar
na ObJIaT U3HACSHU 3a CPOKa, 3a KOHUTO C€ ChIABPIKAT B CIIUCHKA 10O wi. 2178, ain. 1.

Ui 2176. (HoB — /1B, 6p. 18 ot 2014 r., u3m., 6p. 84 ot 2018 r., B cuma ot 12.10.2018 1.)
(1) Cu3maBa ce Crneuuanu3upaHa eJNeKTpPOHHAa CHUCTEMa 3a NpOCieIsBaHe M aHaJu3 Ha
JIEKapCTBCHHUTE MPOAYKTH, BKIIFOUCHU B [I03UTHUBHUS JIEKaPCTBEH CHUCHK, KOSTO CE aJIMUHUCTPHPA
U IoJIbpKa OT M3nbJIHUTENHATA areHIUs [0 JIEKapCcTBara.
(2) Cp3paBaHeTo W TOAIBPKAHETO HA CHEIUAIM3MpaHaTa EJIEKTPOHHA cucTemMa mo ai. 1 ce
M3BBPIIBA Bb3 OCHOBA Ha CJIEIHUTE MPUHLIUIIN:
1. rapanTHpaHe HA AKTYaTHOCT ¥ TOYHOCT HA MPEIOCTABCHUTE U ChXPaHIBAHUTE JAHHMU;
2. ocurypsiBaHe Ha TOJXOAIIa cpesia 32 OOMEeH Ha JIaHHU;
3. rapaHTHpaHe Ha perJaMeHTUPAH JIOCTBII A0 JAaHHUTE B €IEKTPOHHATA MH(POPMAIIMOHHA CUCTEMA
MIPH Clla3BaHe M3MCKBAHUATA HA 3aKOHA,
4. ocurypsiBaHe Ha OlepaTHBHA CbBMECTUMOCT U MH(OPMAIIMOHHA CUTYPHOCT.
(3) CnenmanusupanaTa eeKTpPOHHA CUCTEMA T10 all. 1 chabpika:
1. (m3m. — IB, 6p. 103 ot 2020 r., B cmma ot 1.01.2021 r.) nuadopmanusta o . 54, wi. S54a, 4.
68, an. 1, T. 10 u 11, un. 207, an. 1, 1. 15, wn. 217, 7. 5 u 6 u un. 232a, npeaocTaBeHa OT
CHOTBETHUTE JIUIIA;
2. (mm. — JIB, Op. 67 or 2020 r.) wuHbOpMamms, npemocTtaBeHa oT HammonamHaTa
3/IpaBHOOCUTYpUTEIHA Kaca, 32 KOJIMYECTBaTa, KOMTO ca I[OCOYEHH 110 OTYETEHHW U 3aIllaTeHU
JIEKapCTBEHH MPOJIYKTH, BKIIOUEeHU B [I03UTHBHUS JIEKapCTBEH CMHUCHK 32 MPEAXOAHUS €UH MECell;
3. undopmanus, mnperocraBeHa OT MUHHUCTEPCTBOTO Ha 3ApaBEOINa3BaHETO, 33 KOJMYECTBATA,
KOUTO ca MOCOYEHH M0 3aIUIaTeHHU JIEKapCTBEHU MPOAYKTH, BKIIIOUeHU B [103uTHBHUS JekapcTBEH
CTIMCHK 32 TPEAXOTHUS SIHH MECEII.
(4) B3 ocHOBa Ha uHQpOpMaNHITA MO ajl. 3 Ype3 crelnuain3upanara eJeKTpoHHa CucTeMa 1o ai. 1
Ce W3BBPIIBA aHAJIM3 32 YCTAHOBSBAaHE Ha HEIOCTUT Ha JIGKAPCTBEHHW MPOAYKTH, BKIIOYCHHU B
[To3uTHBHUS JEKAPCTBEH CIUCHK, HA TepuTOpHUsATa Ha PenyOnuka bbarapus mpu ycnoBus U MO pen,
olpezeNieHu B HapeadaTa 1o ai. 8.
(5) (Hom. — IB, 6p. 67 ot 2020 r.) HegocTursT no ain. 4 Ha JeKapCTBEHU MPOAYKTH, BKIIOUYEHHU B
[To3uTHBHUS JIEKapCTBEH CIHCHK, CE€ YCTAHOBSBA, KOTATO MPH M3BBPIIBAHE HA aHAIN3A 110 al. 4 ce
yCTaHOBH, Y€ HAJIMYHUTE Ha TepuTopusita Ha PemyOmnuka bbiarapus xonmudectBa OT ChOTBETHHS
JIEKapCTBEH MPOAYKT ca MO-MaJIKO OT 65 Ha CTO OT HEOOXOIMMHUTE KOJIMYECTBA 3a 3a/10BOJIIBAHE Ha
3/IpaBHUTE MOTPEOHOCTH HAa HACEICHHETO 3a MEpHOi OT €IUH Mecell, H3YHCIECHH Bb3 OCHOBAa Ha
CPETHOMECEYHOTO MOTpeOJieHne Ha ChOTBETHHMS JIEKAPCTBEH MPOIYKT 3a MpeaxoiHuTe 6 Mmecela,
CUMTAHO OT JICHS Ha U3BBPIIBAHE HAa aHAJH3A.
(6) Crnenmnanu3upaHaTa €IeKTpOHHA CHUCTeMa MO ajl. | mojabpka aBTOMAaTU3MpaH UHTepdelc 3a
MpeocTaBsiHe Ha MH(OpMaIMATa 0 al. 3 U 3a U3MpallaHe Ha CbOOIIECHUSI.
(7) IIpaBo Ha HOCTHI 110 CHENMATH3MpaHATa eIEKTPOHHA CHCTEMA IO al. | MMaT MHCTUTYIUHUTE U
JUIaTa mo aja. 3 camo 3a LEeNHUTe Ha MpeJoCcTaBsIHe Ha MHPOpMAIUs, ONpeaeTeHH ¢ TO3U 3aKOH, U
HOCSIT OTIOBOPHOCT 3a JIOCTOBEPHOCTTAa Ha IMpelocTaBeHaTa WHQOpManus, KakTo U 3a
HAaBPEMEHHOTO U MPEIOCTaBsIHE.
(8) (Homa — JIB, Op. 67 ot 2020 r., mom., Op. 16 ot 2024 r., B cuma ot 23.02.2024 r.) 13BbBH
CIIy4auTe MO all. 7, MpaBo Ha MBJICH JOCTHII IO NaHHUTE B CIEIUATN3HpaHaTa eIeKTPOHHA CHUCTEMa
o an. 1 umatr MuHHMCTEpPCTBOTO Ha 3/jpaBeona3BaHeTo, HalronanHara 31paBHOOCUTYpUTETHA Kaca
Y CBhBETHT 0 Wi 258, an. | mpu cnma3BaHe Ha 3aIbDKEHUE 3a OMa3BaHe TaliHaTa Ha JaHHUTE.
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(9) (ITpegumna an. 8 — JIB, 6p. 67 ot 2020 1.) YcnoBusiTa U peabT 3a MPEIOCTaBIHE, ChbXpPaHsIBaHE
W U3BBPIIBAaHE HA aHaIW3 Ha HWHPOpMAIUATAa MO ald. 3, KaKTO M 3a aJMHHHCTPHPAHETO,
MOJUTBPIKAHETO U JIOCTBIIA JIO CIeHaIn3MpaHaTa eJICKTPOHHA CUCTeMa 1Mo ajl. 1 ce ompeaemsT ¢
Hapen0a Ha MUHHCTBPA Ha 3/[paBeoONa3BaHETo.

(10) (Ilpenumua an. 9 — JIB, 6p. 67 ot 2020 r.) M3mbJHUTENHATA areHIUs IO JIEKapCTBaTa €
3abJDKEHA Jla OCUTYpsIBa MpEKOBaTa M HMH(POPMAIMOHHATa CHTYPHOCT Ha CIelUalId3MpaHara
EJIEKTPOHHA CHCTEeMa M0 al. | Tpu cra3BaHe Ha 33bJDKEHHE 3a Olla3BaHEe TaifHaTa Ha IMOJydyeHara
uHpopManus 1o ai. 3.

Y. 2178. (HoB — IB, 6p. 18 ot 2014 r.; 00siBeH 3a MPOTUBOKOHCTUTYIIMOHEH ¢ Perenue
Ne 1 na KC na Pb - 6p. 12 ot 2015 r.; u3m., 6p. 84 ot 2018 1., B cmma ot 12.10.2018 r.) (1) Cr3naBa
ce CuChK Ha JIEKapCTBEHUTE MPOJAYKTH, BKIIOUEHU B [103UTUBHUS JIEKAPCTBEH CIHCHK, 32 KOUTO €
YCTaHOBEH HEJOCTHUT Ha TepUTOpHsATa Ha PenmyOnnka bbiarapus, KOWTO ce U3roTBs, aKTyallu3upa
noaabprka ot M3mbpiHuTeIHAaTa areH1us 1o JieKapcTBaTa.
(2) CouchbKbT 10 . 1 ce u3roTBs Bb3 OCHOBA HA U3BBPIICHUS aHAJIM3 110 pena Ha wi. 2170, an. 4 u
ce MyOJMKyBa HA MHTEPHET CTpaHMIIaTa Ha V3MbJIHUTENHATA areHIus 10 JIeKapCcTBaTa.
(3) CriuchbKbT Ha JEKAPCTBEHHUTE MPOAYKTH, 32 KOUTO € YCTAHOBEH HEJIOCTHUT 10 pena Ha wi. 21706,
al. 5, ce M3roTBA MO HAMMEHOBAaHUE Ha JIEKAPCTBEHHS MPOIYKT, BKiIoueH B [lo3uTuBHUS
JIEKAPCTBEH CIUCHK, MEXIYHAPOJHO HEMAaTeHTHO HAWMEHOBAHHME, KOJMYECTBO HA AKTUBHOTO
BEIIECTBO, JIeKapcTBeHa (GopMa U KOJITMYECTBO B OMAKOBKA.
(4) CincbkbT Mo aj. 1 ce akryanusupa:
1. exxeceIMHYHO;
2. mpu MPOMsIHA Ha OOCTOSATEJICTBATA, CBbP3aHU C BHOC W/WJIM M3HOC HA JICKAPCTBCHH MPOMYKTH,
BKJItOUeHU B [103UTHBHUS IEKAPCTBEH CIIHUCHK.
(5) Ipu akTyanu3upaHe Ha CIKHCHKA MO peAa Ha ai. 4, T. 1, KaKTo U B CIy4auTe IIPHU MPOMsIHA Ha
oOcrosTencTBaTa 1o ai. 4, T. 2, Bb3 OCHOBA Ha MpeaocTaBeHara nHpopManus mo wi. 68, an. 1, 1. 10,
wi. 207, an. 1, 1. 15 nun. 217, 1. 5, upe3 cnenuain3upanara eJeKTpOHHA cucTema 1o wi. 2176, ain.
1 ce m3mparmia cboOIIeHUE a0 Junara mo wi. 68, am. 1, i 207, am. 1, wn. 217 u 4. 232a 3a
aKTyanu3upanus cnuchbk. CHUCHKBT HE3a0aBHO ce IMyOJMKyBa Ha HHTEPHET CTpaHUIAaTa Ha
W3mbaHuTenHaTa areHIus 1o JeKapcTBaTa.
(6) B cmygaute mo an. 4 cnuchbkbT 1o an. 1 ce mznpama ot MAJI u Ha Arennust "Mutaumu" mo
cITy>keOeH pef.
(7) Cnen BiIrOYBaHE Ha JIEKAPCTBEHU MPOJIYKTH B CIHCHKA MO al. | Te HE MOTrar Ja ce U3HACAT 3a
CpOKa, 3a KOMTO C€ ChBbPKAT B CIIUCHKA.

Y. 217r. (HoB — 1B, 6p. 18 ot 2014 1., u3m., Op. 84 ot 2018 r., B cmma ot 12.10.2018 1.)
W3mpaHUTETHATA areHIUs Mo JIeKapcTBaTa M3BBPIIBA MPOBEPKU HA JIMIATa, KOUTO Ca 3aIbJKEHU
7la Ipe0CTaBAT HH(GOPMAIIHSI IO pesia Ha Ta3! Ti1aBa.

Yn. 217x. (Hos — IB, 6p. 105 ot 2020 ., B cuna ot 11.12.2020 r.) ITo Bpeme Ha 00siBEHO
M3BBHPEHO TIOJ0KEHUE TIOPAIH SMUASMAYHO pa3lpOCTpaHeHHEe Ha 3apa3Hu OoyiecTH 1o 4. 61, ai.
1 wnu 3 or 3akoHa 3a 37paBeTO WJIM Ha OOsIBEHAa M3BBHpPEAHA eNMJeMHYHa OOCTaHOBKa MOpaau
EMUJEMUYHO pa3NpOCTPaHEHHUE Ha 3apa3Ha Oosiect 1o wi. 61, an. 1 oT 3akoHa 3a 31paBeTo U 70 TPU
Mecelia clie] OTMsIHaTa UM ChC 3all0Be/l HA MUHUCThpA Ha 3/[paBe0Na3BaHETO MOXKE BPEMEHHO Jia ce
3a0paHu U3HOC Ha JIEKApCTBEHM NMPOJYKTH OT TepHTopusAta Ha PemyOnuka Bwirapus, 3a kouto e
YCTAHOBEH HEJIOCTUT Ha TEPUTOPHUSATA HA CTpaHATa 3a 3a/I0BOJISIBAHE HA 3/IpaBHUTE MOTPEOHOCTH Ha
HACEJICHHUETO.
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I'maBa gecera
TBHPI'OBUSA HA TPEBHO C JIEKAPCTBEHU ITPOAYKTMN.
HAIIMOHAJIHA AIITEYHA KAPTA
(3arJa. uzm. — JIB, 0p. 67 or 2020 1.)

Ui 218. Teprousita Ha IpeOHO C JICKAPCTBEHU MPOAYKTH CE€ U3BBPIIBA CAMO B allTEKH 1
JIPOrepHH MO peia Ha TO3M 3aKOH, C U3KIIIOUEHHE Ha Cy4dauTe 1o ui. 232, an. 2.

Y. 219. (1) (U3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., gorm., 6p. 23 ot 2009
r., B ciia ot 30.03.2009 r., 6p. 41 ot 2009 1., B cuna ot 2.06.2009 r., u3m., 6p. 60 ot 2011 ., B
cwia ot 5.08.2011 r., 6p. 67 ot 2020 1.) AnTekaTa € 3ApaBHO 3aBEJCHHE, B KOETO CE M3BBHPIIBAT
CIIETHUTE JIeHHOCTU: CbhXpaHsBaHE, INPUTOTBSHE, OMAKOBaHE, KOHTPOJMpAHE, JlaBaHE Ha
KOHCYJITAI[MH, OTITyCKaHe 10 JIEKapcKo 1 0e3 JeKapcKo NpeAnrcaHie Ha pa3pelieHu 3a ynorpeda B
PenyOnuka bbirapus nekapcTBeHU MPOAYKTH, Ha MEIULMHCKH U3JENUs, Ha JUETUYHU XPaHU 3a
CHCIMATHA MEIUIIMHCKA TeJIM ¥ XPaHU 3a KbpMadeTa W MPEXOIHU XPaHU, KAaKTO U XPAHUTEITHU
N00aBKH, KO3METUYHH MPOAYKTU, CAHUTAPHO-XUTUEHHU MaTepHald U OMOLKIN OT IJiaBHA Trpyma 1
"Jlesundexrantu", npoaykroBu tunoe | m 2, u ot rmaBHa rpyma 3 "KonTpon Ha Bpeaurenu",
npoaykroBu tunose 18 u 19, cvriacuo Ilpunoxenue V ot Permament (EC) No 528/2012 Ha
EBpomnelickust mapnameHnT u Ha CbBera oT 22 maif 2012 r. OTHOCHO NpeAoCTaBsSHETO Ha Iaszapa u
ynotpebata Ha 6uouuau (OB, L 167/1 ot 27 1ouu 2012 1.).
(2) (U3m. - [IB, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 1.) YCTpOoiiCTBOTO, peABT U OPraHU3AIUATA
Ha paboTaTa Ha anTeKUTe, HOMEHKIIATypaTa Ha JIEKApCTBEHUTE MPOIYKTH C€ OMpeNessT B Hapeaoa
Ha MUHHUCTBpA Ha 3/[paBeoIla3BaHeTo.
(3) (M3m. - IIB, Op. 71 ot 2008 r., B cuna ot 12.08.2008 1., ot™., 6p. 23 ot 2009 r., B criia ot
30.03.2009 1., HoBa, 6p. 67 or 2020 r., u3m., 6p. 16 or 2024 r., B cunma ot 23.02.2024 r.)
[Iputexxatenar Ha pa3peuieHHe 3a THProBUS Ha JpeOHO TMpoBepsBa AaBTEHTUYHOCTTA Ha
JIEKApCTBEHHUTE MPOAYKTH Upe3 IMOKa3aTeluTe 3a Oe3omacHOCT mo wi. 168, an. 8 u je3akTuBUpa
WHIUBUAYAIHUSA UICHTU(PUKAIIMOHEH Oeller B cucTeMaTa OT PEerucTpH.
(4) (HoBa — JIB, 6p. 67 ot 2020 r.) JlelicTBusita o ay. 3 ce MU3BBPIIBAT MO pena Ha riaBa VI or
Henerupan pernament (EC) 2016/161.

Ui 220. (1) Hefinoctute mo ui. 219, an. 1 ce nu3BbpuiBaT OT MarucTbp-hapmarieBT.

(2) (Hom. - ZIB, 6p. 71 ot 2008 r., B cmia ot 12.08.2008 r.) Maructbp-papMaleBTbT € JUIbXKEH J1a
M3ITBJIHU M3/14JICHO JICKApCKO MPEINICaHne, BKIIIOYUTEIHO U 32 JIEKapCTBEHU (POPMHU, MPUTOTBEHU
10 MarucTpaiaHa u apmakoreiiHa pelenTypa, o peaa, onpesieneH B HapeadaTa mo wi. 221, an. 1.
(3) (1U3m. - B, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) [TomouiHuK-(hapMaleBTbT MOXE /1a
U3BBPIIBA BCUYKM JeMHOCTH mo wi. 219, an. 1 moj KOHTpona Ha Maructbp-(gapmaneBT ¢
M3KIIFOUCHHE Ha: OTIYCKaHEe Ha JISKApCTBEH MPOIYKT IO JICKAPCKO MPEANNCaHUe, KOHTPOJI U JITaBaHe
Ha KOHCYJTAllUH, CBbP3aHHU C JIEKAPCTBEHUTE MPOAYKTH.

Ui 221. (1) (Ilpeaumen texer Ha wi. 221 - IB, 6p. 71 ot 2008 r., B cuita ot 12.08.2008
r.) MUHUCTBPBT Ha 3/IpaBEOIa3BaHETO OMpeeNs B Hapenda MEAUIIMHCKUTE CHEeIHATUCTH, KOUTO
MOTaT Ja W3JaBaT peIeNTH, pela 3a NPEIIMUCBAHETO Ha JIEKAPCTBEHHW NPOAYKTH, CpOKa 3a
U3MBIHEHUETO, KAKTO U CIYYaWTe U pelia, 0 KOWTO MarucTbp-(hapMaieBThT MOXKE Ja OTKaXKe /1a
W3ITBJIHY JIEKAPCKO MPEIIHUCaAHNE.
(2) (Homa - JIB, 6p. 71 ot 2008 r., B cmia ot 12.08.2008 r., u3m., 6p. 9 ot 2011 r.) bearapcku
TPaXJTaHW W YYXJICHIM, Ha KOUTO € pa3peiicHo NMpeOWBaBaHE B CTpaHaTa, MPU IBTYBAHETO HM
u3BbH PemyOnuka bbiarapus wmorar na HOCAT WIM Ja HW3HACIT JIEKAPCTBEHU MPOAYKTH,
TIpeTHAa3HAYCHU 3a JICICHUETO MM, TIPH YCIIOBUS U TI0 PeJl, ONPeIeIICHH B Hapea0aTa 1o ar. 1.
(3) (Hosa - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., uzm., 6p. 9 ot 2011 r.) Uyxnenuu, Ha
KOWTO € M3/1aJICHa BH3a 32 KPAaTKOCPOYHO MpeOuBaBaHe Ha TepuTOpHsTa Ha PenyOnmka Bwirapus,
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Morar Ja NpPUTEKaBaT JICKApPCTBEHH NPOAYKTH, NpPEIHA3HAYCHH CaMO 3a JICYCHHETO WM, B
KOJIMYECTBA, OMPEIe]ICHH B HapenOaTa 1o ai. 1.

(4) (HoBa — 1B, 6p. 1 ot 2014 1., B cuna ot 3.01.2014 r.) M3uckBaHusTa KbM MEIUITUHCKHUTE
MPENUCaHus, KOUTO ca M3/aJICHU 0 MCKaHe Ha IMAallMeHT, KOMTO Bh3HAMEpsiBa J1a TH M3I0JI3Ba B
Apyra IbpKaBa WICHKA, KAKTO M MPH3HABAHETO W M3ITBJIHCHUETO HA TaKWBa, M3/IJICHU B JIpyra
IbprKaBa YiIeHKa, Ce U3BBPILIBAT MPU YCIIOBHS U MO PEl, ONpeAeIeHN ¢ Hapendara 1o ai. 1.

(5) (HoBa — IB, 6p. 1 ot 2014 r., B cuna ot 3.01.2014 r.) Be3cTaHoBsiBaHETO Ha Pa3XOJUTE 3a
JIEKapCTBCHH MPOAYKTH MO MEIUIMHCKH TPEINUCAHMS, U3IIBIHCHA B JIpyra AbpKaBa WICHKA, CE
W3BBPIIBA MPHU YCIOBHUS W MO pei, ompenelieHu ¢ Hapeabarta mo wi. 80e, an. 4 or 3akoHa 3a
3JIPaBHOTO OCUTYpsIBAaHE.

Ui 222. (1) (O6sBena 3a npotuBokoHcTuTynronHa ot KC na Pb - JIB, 6p. 65 ot 2008 1.,
u3M., op. 71 ot 2008 r., B cmma ot 26.07.2008 r.) IIpaBo na u3BBpIIBa THProBUS HA APEeOHO C
JICKAQpCTBEHH MPOAYKTH UMa (PU3MUYECKO WIIM FOPUAMYECKO JIUIE, PETUCTPUPAHO KATO THProBell M0
OBATapCKOTO 3aKOHOATEICTBO MJIH IO 3aKOHOIATEIICTBOTO HA IbPKAaBa WIEHKA, KOETO € CKIIIOYHIIO
TPYAOB JOTOBOp WJIM JIOTOBOP 3a YIpaBICHHWE Ha anTeKkaTta ¢ Marucrbp-GapManeBT, a B
MIPEJIBUJICHUTE OT 3aKOHA CIIyYad - C MMOMOIHUK-(apMaIleBT, KaTo Ha Teputopusara Ha Pemybnuka
Bbwirapust Moxe ja OTKpUe He MOoBeUe OT 4 anTeKu.
(2) (Hosa - JIB, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r.) KoraTo numero mo ain. 1 € Maructsp-
dapMaIeBT U € PbKOBOJIUTE HA anTeKaTa, He € HEOOXOAUMO IMPEICTABSIHETO Ha TPYIOB JIOTOBOP
WJIH JIOTOBOP 32 YIPaBJICHHUE Ha anTeKara.
(3) (Ilpepumaa an. 2, w3M. - JIB, 6p. 71 or 2008 r., B cuma or 26.07.2008 r.) Marucrsp-
(dapmareBThT 1O al. 1 € pPpKOBOUTEI Ha alTeKaTa U 3aIbJDKUTEITHO pAOOTH B HEsL.
(4) (ITpenumna an. 3 - JIB, 6p. 71 ot 2008 1., B cuia ot 26.07.2008 r.) [IpaBo 1a OTKpHUAT anTeka 3a
3aJI0BOJISIBAHE HA COOCTBCHUTE CH HYXIHM MMAT:
1. neuebHHTE 3aBeleHUs MO Wi. 5 OT 3aKOoHa 3a Je4eOHUTE 3aBEJCHUS, KOUTO OCHIIECTBSBAT
OOJIHMYHA ITOMOIIL
2. neyeOHUTE 3aBEICHHS 32 OOJTHUYHA TTOMOIIL;
3. (m3m. - JIB, 6p. 59 or 2010 r., B cuna ot 31.07.2010 r.) neHTpoBETE 3a MCUXHYHO 3/paBe,
[IEHTPOBETE 32 KOYKHO-BEHEPUUECKHU 3a00JISIBAHUS M KOMIUIEKCHUTE OHKOJIOTHYHH LIEHTPOBCE;
4. xocniucute cbe cTaroHap mno wi. 10, T. 5 ot 3akoHa 3a JeueOHUTE 3aBeICHNUS.
(5) (HoBa - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) 3a 3ag0BoNsIBaHE HA COOCTBEHUTE CU
HYXXIU JICYeOHHUTE 3aBeJICHUs 10 all. 4, KOUTO HSIMAT OTKPHUTA alTeka, MOraT Ja ce CHaOasIBaT OT
anTeKa Ha JieyeOHO 3aBe/ieHHe, MONYYMIIO pa3pelleHue 3a THProBUs Ha ApeOHO C JIEKapCTBEHU
MIPOJYKTH IIPH YCJIOBUA U IO peJl, ONpeiesieH ¢ HapenOarta o wi. 219, an. 2.
(6) (Ot™., mpenumina an. 4 - JIB, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r., mpeauinHa ai. 5, u3Mm.,
op. 60 ot 2011 r., B cuna ot 5.08.2011 r.) AntekuTte Ha Je4eOHUTE 3aBEACHUS 32 U3BHHOOIHUYHA
oMo KbM MUHHCTEPCTBOTO Ha 0TOpaHaTta 1 MUHHUCTEPCTBOTO Ha BHTPEUTHUTE pabOTH MOrar Jia
Ce PBKOBOIAT OT MOMOIIHHK-(AapMAaIeBT 1O TPEIOKEHUE Ha ChOTBETHOTO BEIOMCTBO M CIIEI
W3J1aJICHO pa3pelIeHne OT U3MBbJIHUTENHUS JupekTop Ha MAJL.

Uin. 222a. (Hos — 1B, Op. 67 ot 2020 r.) Jluue, noiay4usio pas3pemieHue 3a ThproBus Ha
IpebHO C JIeKapCTBEHU MPOAYKTH B alTeKa, HE MOXKe Ja Objae MpUTexarel Ha pas3pelieHue 3a
TBHPTOBHS Ha PO C JEKAPCTBEHH NPOIYKTH, N3JaJICHNU 110 pe/ia Ha TO3H 3aKOH.

Yn. 223. (1) Marucrbp-hapManeBT MM TMOMOUIHUK-(papManeBT Moxe na Objae
PBKOBOJIUTEII CaMO Ha €/1Ha allTeKa U 3aJbJKUTEITHO paOOTH B Hesl.
(2) M3m. - B, 6p. 12 or 2011 r., B cuma ot 8.02.2011 r.) Maructbp-papmManeBTbT WIH
MTOMOUTHUK-(apMalleBThT, KOMNTO € pbKOBOAMTEN Ha anTeka, He MOXKe Ja ObJe HaeMaH Ha pabora
[0 JOrOBOpP C €IHOJWYEH THPrOBELl WM TBPrOBCKO JPYXKECTBO C NPEAMET Ha JEHHOCT
MIPOM3BOJICTBO, BHOC, THPTOBUS Ha €pO WK APEOHO C JIEKAPCTBEHHU MPOJYKTH.
(3) Jlunero mo an. 1, momyumsno paspelleHHe 3a H3BBpIIBAHE HA THPrOBUS Ha JPeOHO C
JIEKapCTBEHU MPOJIYKTH, HE MOXKe Ja ObJe COOCTBEHUK WM J]a y4acTBa B ThPrOBCKH JPYKECTBA C
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MpeAMET Ha JEHHOCT MPOU3BOACTBO, BHOC WJIM THPrOBUS HA €IpO C JEKAPCTBEHU MPOAYKTH,
BKJIFOUUTEIHO B APY’KECTBA HA CBBP3aHU JIMIIA [0 CMUCHIIA HAa ThproBCKUs 3aKOH.

Uit. 224. PHKOBOAMTEIAT HA anTeka TpsoBa Ja:
1. e marucThp-(hapmareBT, ChOTBETHO TTOMOIIIHUK-(DapMaIeBT, B MPEABUACHUTE OT 3aKOHA CIIyYau;
2. HE € JUIIICH OT IPaBOTO Ja YIPpakKHsABA MPOQeCcUsTa;
3. HE € OCBHXK/IaH 3a MPECTHILICHUS, CBbP3aHH C YIIPAXKHSABAHE Ha Mpodecusara My, 3a MPeCThILICHUS
MIPOTHB COOCTBEHOCTTA U CTOIMAHCTBOTO MJIM 338 YMUIIUICHH MPECTHIUICHHS CPEITy JTUYHOCTTA,
4. Ma Hall-MaJKo e/lHa TOAMHA CTaX KaTO MarucThp-(apmaresnT.

Y. 225. (U3m. - [IB, 6p. 71 ot 2008 1., B cuna ot 26.07.2008 r.) (1) B Haceneno mscro,
Ha YHUATO TEPUTOPHS HSAMA OTKpUTA anTeKa, MpaBO Ja M3BBPIIBA THPrOBHs Ha ApeOHO C
JIEKapCTBEHU MPOJAYKTH MMa JMIe mo wi. 222, ajn. 1, K0eTo € CKIYWIO TPYAOB JOrOBOp WM
JIOTOBOp 32 yIpaBJieHHE Ha amnTeKara ¢ MOMOUIHHMK-(hapManeBT Wi ¢ MarucTbp-(hapMareBT C Io-
MAaJIKO OT €]lHa FOJJMHA TPYIOB CTaX.
(2) INomourHUK-(papMaIeBThT WM MarucTbp-hapManeBThT Mo ai. 1 € pbKOBOAMTEN Ha anTeKara u
3aJJbJDKUTEIIHO paboTH B Hed.
(3) (HoBa - /IB, Op. 60 or 2011 r., B cuma ot 5.08.2011 r.) IlomourHHK-(papManeBTbT -
PBKOBOAMTEN HA anrTekaTa Mo aja. 1, MOXKe Jla M3BbpIIBA CIEIHUTE AECHHOCTU: CbXpaHsABaHE U
oTmyckaHe 0e3 JIeKapcKO MpeAnHucaHue Ha paspemieHn 3a ynorpeba B PemyOimka bbirapus
JIEKapCTBEHU NMPOIYKTH, HA MEJUIIMHCKU U3JIeJINs, HAa TUeTUYHH XPaH!U 3a CHELUATHU MEIULIMHCKU
[EJIM U XPaHU 32 KbpMadeTa M MPEXOJHH XPaHH, KAKTO U Ha XPAHUTEIHU T00ABKU, KOSMETUYHU U
CaHUTaPHO-XUTUEHHU CPE/CTBA.

Ui, 226. (1) Ha tepuropusta Ha jeueOHM 3aBEACHHS 32 M3BHHOOJHUYHA MTOMOI MOTaT
Jla ce OTKPUBAT allTeKy 3a MpoJak0a Ha IEeKapCTBEHH MPOAYKTH Ha TPAKIaHH.
(2) Ha Tepuropusita Ha 3apaBHH 3aBejieHus Mo wi. 21, an. 2 or 3akoHa 3a 3/paBeTo, JeucOHU
3aBelleHUsl 3a OONHMYHA TIOMOIN M JedyeOHM 3aBeneHus mo 4wi. 10 ot 3akoHa 3a yeuebHUTE
3aBEJICHUS HE MOTAT Jla CE OTKPUBAT allTeKH 3a MPOAak0a Ha JISKapCTBEHH MPOIYKTH HA TPAKIAHH.

Y. 227. (1) (Ilpeaumen Texer Ha wi. 227 - JIB, 6p. 102 ot 2009 r., B cuia ot 22.12.2009
r.) M3uckBanusTa 3a MECTOHAaXOXKIEHUETO M KbM IOMEILIEHHUSATAa Ha anTeKaTa Ce OINpEeAeisT B
HapenOara mo wi. 219, an. 2.
(2) (HoBa - JIB, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r., usm., 6p. 60 or 2011 r., B cuna ot
5.08.2011 r.) M3uckBaHusTa KbM YCTPOMCTBOTO U NIOMEIIEHUATA HA allTEKUTE MO wi. 228, ai. 5 ce
omnpezaensaT B Hapeaoara 1o ai. 1.

UYn. 227a. (HoB — 1B, 6p. 67 ot 2020 r.) (1) IloTpeOHOCTHTE HA HACETIEHHETO OT AOCTBII
710 JIEKapCTBEHH MPOAYKTH, OTIIYCKaHU B allT€KH, C€ ONPENENSIT Ha TEPUTOPUANICH NMPUHIUI Ype3
Harmonanua anteyna xapra.
(2) B Haimonannata anTe4yHa KapTa HE ¢€ BKJIIOYBAT anTeKH, OTKPUBAHM T10 pena Ha wi. 222, ai. 4.
(3) C HaumonanHata anTeyHa KapTa ce ONpelensiT o0lacTUTe, OOLMHUTE U HACEIEHUTE MecTa C
HEJOCTUT Ha OTKPUTH allTeKH Ype3 U3BbpIIBAHE HA aHAIM3 Ha JOCThIIA HA HACEJICHUETO J0 aNTeK!,
KOUTO OCBILECTBSABAT ACHHOCTH I10:
1. oTyckaHe Ha JIEKapCTBEHU MPOAYKTH 3a JOMAILHO JISYeHHE, 3alljIalllaHi HaIlbJIHO UM YaCTHYHO
ot H30OK npu ycnoBusiTa u 11o pena Ha wi. 45, an. 17 or 3akoHa 3a 34paBHOTO OCUT'ypsIBAHE;
2. IPUTOTBSIHE HA JIEKAPCTBEHU MPOTYKTH;
3. OTIyCKaHE Ha JIEKapCTBEHW IPOIYKTH, ChAbpXKAIM HAPKOTUYHM BEILIECTBA 10 CMHUCHIA Ha
3aKoHa 3a KOHTPOJ BbPXY HAPKOTUYHHUTE BELIECTBA U IIPEKYPCOPUTE;
4. oTHyCKaHE Ha JIEKApCTBEHU NPOAYKTU Ha BETEPAHU OT BOMHMUTE;
5. oTIycKaHe Ha JIEKapCTBEHH MPOJYKTH Ha BOEHHOMHBAJIUAN U BOEHHOIIOCTPAAalu;
6. OTIYCKAaHE Ha JIEKAPCTBEHW NPOAYKTHU IO JIEKApPCKO NMPEANMCAHHE, KOUTO HE CE 3arulalar C
MyOJIMYHU CPENICTBA;
7. OTIyCKaHe Ha JIEKapCTBEHU MPOAYKTH 0€3 JIEKapCcKo NpencaHue.
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Y. 2276. (Hos — JIB, 6p. 67 ot 2020 r.) (1) HanimonanxaTta anteyHa kapTa ce u3paboTBa
Bb3 OCHOBA HA OOJIACTHU allTE€YHU KAPTH.
(2) 3a uzpaboTBaHe Ha OOJIACTHATA aNTeyHA KapTa MUHHCTBPBHT HA 3/IpaBeONa3BaHETO Ha3HAYaBa
KOMHCHS 3a BCsIKAa OOJIACT, KOATO BKJIIOYBA OONACTHHUS YNpaBUTEN, JBaMa NpPEJCTaBUTENIN Ha
peruoHaNHaTa 37paBHA MHCIEKIUS, JBaMa MPEICTABUTEIN Ha palilOHHATa 3APaBHOOCHTYPHTEITHA
Kaca, [BamMa MpeJICTABUTEIHN HA pEernoHaIHaTa Kojerus Ha bearapckus apmaneBTH4eH Chi03, €AHH
NpPEJICTaBUTEl HA peruoHallHaTa KoJerduss Ha beirapckata acomnmanus Ha  ITOMOIIHHK-
(dapmarieBTHTE, €AMH MPEACTABUTEN HA MPEICTABUTEIIHUTE OPraHM3allMy 32 3allMTa Ha IpaBaTa Ha
MaIMEeHTUTE, TPU3HATH TI0 pela Ha wi. 86B OT 3aKOHA 3a 3APaBETO, M MO €IWH MPEICTABUTEN Ha
BCsIKa OOIIMHA B ChOTBETHATa 00nacT. OONACTHUAT YIPABUTEIN € TIPEICeAaTe] Ha KOMUCHUSTA.
(3) IlpeacraButenuTe Ha OOIMIMHUTE MO aj. 2 CE€ OMpPENENAT MO peaa Ha 3aKoHA 33 MECTHOTO
CaMOYIIpaBJICHHE U MECTHATA QJIMUHUCTPALIHSL.
(4) TlpencraBuTensT Ha MPEACTABUTCITHUTE OPraHU3allMK 3a 3allMTa Ha TpaBaTa Ha MAIMeHTUTE 110
aJl. 2 BbB BCSIKA OT 00JaCTHUTE KOMUCHH c€ M30Hpa U ce 0cBOOOKaBa 00110 OT MPEICTABUTEITHUTE
OpTraHU3aIIH.
(5) ObnactHata anteyHa KapTa ce u3paboTBa Mo oOpas3el] U MO pell, ONPEAeICHH C METOJUKA,
yTBBpPJICHA OT MUHUCTHPA Ha 3/IpaBeOIa3BaHETO.
(6) Bcesaka obmacTHa KoMucusl TpEACTaBd HAa MHHHMCTbpa Ha 37paBEeONa3BaHETO H3rOTBEHATa
o0JIacTHa anTeyHa KapTa U Isu1aTa MbpBUYHA HHPOPMAIIUs, Bb3 OCHOBA HA KOSTO € U3TOTBEHA.

Ui 2278. (Hos — JIB, 6p. 67 ot 2020 r.) (1) ObnacTHaTa anTe4Ha KapTa ChIabpxKa:
1. nanHu 3a gemorpadcekara CTpykTypa U HOTpeOJIEHUETO Ha JIEKAPCTBEHU MPOIYKTH 3 JIOMALIHO
JIeYeHHE OT HACEJICHUETO HA TEPUTOPHUATA HA 00JIACTTa;
2. Oposi, BUJOBETE AECWHOCTM U pa3NpeleseHMEeTO Ha OTKPUTUTE anTeKH Ha TEpUTOpUATa Ha
obacrra;
3. 6post Ha paboTemuTe MarucTbp-hapmManeBTd U MOMOIIHUK-(DapMaleBTH B OTKPUTH alTeKU Ha
TEpUTOpUSTA Ha o0JacTTa.
(2) Kpm oOnactHaTa anreyHa KapTa Mo aj. 1 ce mpuiara CTaHOBMILE, M3TOTBEHO IO pel U
KPUTEPHH, OTIPE/ICTICHN B METOAMKATa 10 Wi. 2270, ai. 5, OTHOCHO HEOOXOIUMHUSI MUHUMAJIEH Opoii
anTeKku Mo BUAOBE JAEHHOCTU MO wi. 227a, an. 3, KakTo U 3a HeoOXOAMMHUS MUHUMaJeH Opoi Ha
paboremm MarucTbp-papMaeBTd ¥ IOMOUIHHK-(DapMaleBTH B alTeKH, KOUTO C€ OMPEACTST
cb0Opa3HO NOTPEOHOCTUTE Ha HACEIEHHETO B ChOTBETHATA 00JIACT.

Un. 227r. (HoB — 1B, 6p. 67 ot 2020 r.) (1) HannonanuaTa anteyHa kapra ce u3paborsa
OT HAallMOHAJIHA KOMHCHS, Ha3HAU€Ha ChC 3all0OBE] HAa MUHUCTHpPA Ha 3/1paBEONa3BaHETO, KOWTO €
npejceaaren Ha KOMUCHATA.
(2) B cbcraBa Ha komucusTa ce BKiarouBar ynpaButenaT Ha H3OK, mpencenatenst Ha
Hanmonanuus cbhBeT 1O LIeHU U peuMOypcupaHe Ha JIEKapCTBEHH MPOAYKTH, ABamMa IpeICTaBUTENN
Ha M3mbiHuTENHATA areHIys 10 JIeKapcTBaTa, OT KOUTO €UHUAT € U3IIbIHUTEIHUAT JUPEKTOp Ha
W3nbaHuTenHaTa areHuys o jeKapcrBara, TUpeKTopbT Ha HanmonanHus HeHThp 1o oOIIeCTBEHO
3/IpaBe M aHAJIW3HM, NpejcenaTeNnsaT Ha HauuoHamHOTO clipykeHue Ha oOmuHuTe B PemyOmmka
bobirapus, nBama nmnpeacraBuTenM Ha  MUHHCTEpPCTBOTO Ha  3/IpaBEONa3BaHETO, TpUMa
npeacraBuTenn Ha bearapckus (apmaneBTHUEH CbIO3, €IMH MpeacTaBuTesl Ha bbiarapckara
acouuanus Ha IOMOIIHUK-(papMaleBTUTE M €AMH MPEACTaBUTEN Ha MPEICTaBUTEIHUTE
OpraHM3alvM 3a 3allUTa Ha IpaBaTa Ha MALUEHTUTE, IPU3HATH 10 pela Ha 4. 86B oT 3akoHa 3a
3/IpaBeTo.

Yn. 227n. (Hos — 1B, Op. 67 ot 2020 r.) (1) HanpmonannaTa anTeyHa kapTa ChAbpKa:
1. obnacTHUTE anTEYHU KapTH;
2. KOHKpETHUTE MUHUMAJTHU MOTPEOHOCTH HA HACENIEHHETO OT JOCTBI JIO JIEKAPCTBEHHU MPOJYKTH,
OTITYCKaHH B aliTeKH, M JI0 BUJIOBETE ACHHOCTH 1O 4. 227a, an. 3 mo o6ygacTy, OOIWHNA U HaCETIEH!
MECTa,
3. pasmpezelieHHe Ha OTKPUTUTE amnTeKd O Opoil Ha HACEICHHETO MO 0O0JacTH, OONIMHU H
HACEJIEHU MECTA;
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4. rpa¢pu4HO TOCOYBAaHE HA OTKPUTHUTE ANTEKU BBPXY KapTaTa Ha CTpaHara CIOpe] BUAa Ha
JNEHHOCTUTE, KOUTO U3BBPILIBAT CHIVIACHO Wi. 227a, ai. 3;

5. aHAJIM3 Ha JOCTBIIa HA HACEJIEHUETO JI0 JIEKAPCTBEHU IPOIYKTH, OTIIYCKaHH B allTEKU 110 BUJOBE
IeHoCTH o WI. 227a, ai. 3 mo 001acTy, OOIMMHU 1 HACEIEHH MECTA;

6. ompenensiHe Ha OOJIACTUTE, OOILMHUTE U HACEIEHUTE MECTa, B KOUTO IPHU H3BBPIIBAHE Ha
aHaJIM3a 10 T. 5 € yCTaHOBEH HEJIOCTUT Ha OTKPUTH allTEKU 110 BUJIOBE AEWHOCTH 110 4. 227a, ai. 3.
(2) Ananu3bT no an. 1, T. 5 ce U3BBPLIBA 110 el U KPUTEPUH, OIPEJEICHH B METOJUKATA O YII.
22706, an. 5, ¥ 33ABDKUTEITHO BKJIIOYBA OIIEHKA HAa KOHKPETHUTE MHHHMMAIHU MOTPEOHOCTH Ha
HAaCEJICHUETO OT JIOCTBII JI0 JIEKApPCTBEHH NMPOJYKTH, OTIYCKaHHU B allTeKH, U 10 BUJIOBETE AEHHOCTH
o wi. 227a, an. 3, KakTo U Ha pa3NpeAeTICHUETO Ha OTKPUTUTE alITEKH M0 OpOil Ha HACEIEHUETO.

Un. 227e. (HoB — JIB, Op. 67 or 2020 r.) (1) Haumonannata amTedyHa Kapra ce
VTBBpXKJaBa C pemieHue Ha MUHUCTEPCKHsI CHBET IO TMPEAIOKEHWE Ha MHHUCTBpAa Ha
3/IpaBeoIIa3BaHeTo.

(2) HanmoHanmHata ante4Ha Kapra ce aKkTyalu3upa MpH HeoOXOAUMOCT B CIyYauTe, OMPEICICHU C
MeToAuKaTa no wi. 2270, an. 5.

Ui 228. (U3wm. - JIB, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r.) (1) (M3m. - 6p. 60 ot
2011 r., B cuna ot 5.08.2011 r.) Pa3pemenue 3a ThproBusi Ha ApeOHO C JIEKAPCTBEHU MPOAYKTU B
amnTeKa ce M3/1aBa OT M3MBIHUTEIHU qupekTop Ha NAJI Bb3 0cHOBaA Ha 3asBJIeHHE TI0 00pa3ell, KbM
KOETO Ce Ipujiarar:
1. (m3m. - IB, 6p. 60 ot 2011 r., B cuma ot 5.08.2011 r.) nannu 3a Equnanus uneHtudukanmonexH
KOJ Ha THProBela UM Koomepalusara oT ThproBCKusl perucThbp, a 3a APyKecTBaTa, perucTprupaHu
B JIbpkKaBa - wieHka Ha EBponeickus cbio3, WM B AbpXKaBa - crpaHa mo Cropa3syMEeHHETO 3a
EBpomneickoTo HMKOHOMHYECKO TPOCTPAHCTBO - JOKYMEHT 3a aKTyalHa perucrpamus Io
HallMOHATHOTO 3aKOHOJATEJICTBO, M3/1aJIcH OT KOMIIETEHTEH OpraH Ha ChOTBETHATa IbpKaBa Ha
JMIaTa mo wi. 222, an. 1;
2. TPYJOB IOTOBOP WJIH JOTOBOP 32 YIIPABJICHUE HA alTeKaTa, CKIYCH ¢ MAaruCThP-(PapMalieBT WIH
C IIOMOIIIHUK-(hapMaIieBT;
3. KoIIMe OT aKTa 3a Chb3JlaBaHe Ha JuIaTa 1o 4i. 222, ai. 4;
4. TOKyMEHTH, YIOCTOBEPSIBAILIM, Y€ Ca CMa3eHU U3UCKBAHUATA HA uil. 224;
5. (mom. — JIB, 6p. 103 ot 2017 r., B cmma ot 1.01.2018 1.) cBUIETENCTBO 32 CHAMMOCT Ha MarucThp-
(dapmalieBTa, ChOTBETHO Ha MOMOIIHUK-(hapMaleBTa, MOCOYEeH 3a PbKOBOAUTEN Ha afTeKara, ako He
ca OBJIrapcKy rpakJaHu;
6. MEIMIIMHCKO CBHUJIETEIICTBO HAa MarucThp-(hapmaieBTa, CbOTBETHO Ha MOMOIIHHUK-(hapMalleBTa,
MTOCOYEH 32 PHKOBOJUTEN HA allTeKaTa;
7. (mom. - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., ot™m., Op. 48 o1 2015 1.);
7a. (voBa - /IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., ot™m., Op. 67 ot 2020 1.);
8. IOKyMEHT 3a IJIaTeHa Takca B pa3Mmep, onpezeneH B Tapudara mo wi. 21, am. 2.
(2) (Homa - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) Ilpu u3gaBane Ha pa3pelieHUe 3a
THProBUsi Ha JpeOHO C JEKApCTBEHH NPOAYKTH CE€ W3BBHPIIBA MpPOBEpKa Al TMpeJcTaBeHaTa
TUIJIOMa Ha MarucTbp-(hapMaieBTa/IOMOITHUK-PapMalieBTa € U3/JaJieHa OT ChOTBETHATa
KOMITETEHTHA UHCTUTYIIHS.
(3) (ITpegumna an. 2, usm. - JIB, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r.) AnTekure mo wi. 222,
an. 4 1 6 ce OTKpUBAT U 3aKPUBAT MO MCKAHE HA JIUIETO, TPEICTABIISIBAIIO JIEYeOHOTO 3aBe/ICHUE.
(4) (Tlpeaumna an. 3 - /1B, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) 3a oTkpuBaHe Ha anTeka, B
KOSITO C€ OTIIYCKAaT JIEKAPCTBEHU MPOAYKTH, ChIbPIKAIIU HAPKOTUYHHU BEIIECTBA, C€ MpUiaraT H
M3UCKBaHMATA HA 3aKOHA 32 KOHTPOJ BHPXY HAPKOTUYHUTE BEIIECTBA U MIPEKYPCOPUTE.
(5) (Hosa - JIB, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r., npeaumina an. 4, 6p. 60 ot 2011 r., B
cwia ot 5.08.2011 r.) Pa3pemienue 3a ThproBusi Ha ApeOHO C JIEKAPCTBEHHU NMPOAYKTH B arTeka,
KOSATO C€ OTKpUBaA B HacesieHO Msicto ¢ Hacenenue noja 10 000 >xurtenu, ce u3gaBa Bb3 OCHOBA HA
3asBJIEHUE TI0 00pa3ell, KbM KOETO Ce Mpujiarar:
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1. (u3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 1., 6p. 84 ot 2018 1., B cmma ot 12.10.2018 r.,
Op. 67 ot 2020 r.) nokymenture 1o ai. 1, 1. 1 — 6;

2. (m3Mm. - 1B, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) 1OKyMeHT 3a jiaTeHa Takca B pasmep S50
Ha CTO OT Takcara, ompejerneHa B Tapudara mo wi. 21, an. 2 3a W3AaBaHe HA pa3pelIcHHE 3a
THPTrOBHs Ha IPEOHO C JICKAPCTBEHU MPOAYKTH IO ui. 222, an. 1.

(6) (Ilpegumna an. 4, gom. - JIB, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r., npenumiaa an. 5,
u3M., 6p. 60 or 2011 r., B cuna ot 5.08.2011 r.) 3asBieHHETO U JNOKYMEHTUTE 1O al. 1 u 5 ce
noxasat B MAJL.

(7) (Ilpepumina ain. 5, usm. - JAB, 6p. 102 ot 2009 r., B cuma ot 22.12.2009 r., npeaumHa aju. 6,
u3M., op. 60 or 2011 r., B cuna ot 5.08.2011 r., 6p. 67 ot 2020 r.) B neHs Ha mocThIBaHE Ha
3asBiaeHueTo mo an. 1 wimm 5 MAJI msnpama no ciaykebeH pen uckane 1o cboTrBeTHara P3U 3a
W3/laBaHEe Ha XWTHCHHO 3aKIIOYCeHHE. PernoHaiHata 3ApaBHAa WHCICKIUS H37aBa XUTHEHHOTO
3aKJIIOUYEHHE B CPOK A0 14 IHU OT MOCTHIIBAHE Ha MCKAHETO U Io M3Mpalia Mo ciayxkebeH pel Ha
HAJIL o nosydyaBaHe Ha XUTMEHHOTO 3aKkitoueHue B MAJI cpokbT no wi. 229, an. 2 cniupa z1a Teue.
(8) (Hosa — IB, 6p. 48 ot 2015 r., mom., 6p. 91 ot 2018 r.) B neHs Ha mocThIIBaHE HA 3asBJICHHETO
mo an. 1 m 5 MAJI usnpama no cinyxebeH pel ucKaHe A0 YTNPaBUTEIHUS ChBET Ha bbiarapckus
(dapmalleBTUUEH CBIO3 3a M3/laBaHE HA yJOCTOBEPEHME 3a BIMCBAHE B HAI[MOHAJHHS €JIEKTPOHEH
peTHCTBD HAa WICHOBEeTE Ha bwiarapckus QapmareBTHYECH CBIO3 — 3a Marucrbp-(apmarenra,
PBHKOBOJIUTEN Ha anTeKaTa U J0 yNpaBUTENHUS ChBET Ha bwarapckarta aconuanys Ha MOMOIIHUK-
(dapmarieBTHTE — 3a MMOMONIHHUK-(apMaIleBTa, PHKOBOIUTEI Ha alTeKa B ONMPEACICHUTE OT 3aKOHA
cllydad, KaKTO U 3a MpeAocTaBsHE Ha MHGOpMAaIus OTHOCHO HAJOKEHU HaKazaHUs MO pelaa Ha
3aKkoHa 3a ChCJIIOBHATA OPTAHMU3AIMS Ha MAaruCThP-(hapMarieBTUTE U Ha 3aKOHA 3a 3][paBeTo.

(9) (HoBa — 1B, 6p. 48 ot 2015 r.) YnpaBuTeIHUAT CHBET MPENOCTaBs JOKYMEHTHUTE IO all. § B
CPOK 5 pabOTHU JHU OT MOCTHIIBAHE HA UCKAHETO.

(10) (Hosa — JIB, 6p. 103 ot 2017 r., B crima ot 1.01.2018 r.) M3mbaHuTeNHATA areHIUs IO
JIeKapCcTBaTa yCTAHOBSBA CIYKEOHO OOCTOSATENICTBATa OTHOCHO CHIMMOCTTA Ha JIMLIATa o ai. 1, T.
5, KOraro ca ObJIrapcku rpaKaaHu.

Ui 229. (1) (Jom. - AB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., ot™., 6p. 60 ot 2011
r., B cuia ot 5.08.2011 r.).
(2) (Hom. - AB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., uzm., 6p. 102 ot 2009 r., B cuna ot
22.12.2009 r., 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., mom., 6p. 18 ot 2014 r.) B enHomeceuen
CPOK OT TMOCTBIIBAHE Ha JIOKyMEHTaUuATa Mo wi. 228, aj. 6 U3NBbJIHUTENHUAT JupekTop Ha MAJL,
Cclie/l CTAaHOBHILE Ha EKcriepTHUS ChBET MO THPIroBUs HA IpeOHO C JIEKAPCTBEHU NMPOIYKTH, U3/1aBa
paspelnieHre 3a U3BbPIIBAaHE Ha THPTrOBHS Ha JAPEOHO C JIEKAPCTBEHM MPOAYKTH B arTeka WM MPaBU
MOTHUBHpPAaH OTKa3 3a M3/1aBaHETO Ha paspelleHue. PaspenieHneTo wiM OTKa3bT C€ BpbUBAa Ha
JIMIIETO, TIOJAJIO 3asiBIICHUE.
(3) (M3m. - IIB, 6p. 60 ot 2011 r., B cuma ot 5.08.2011 r.) B 15-aHEeBeH CpoK OT MOCTHIIBaHE Ha
JOoKyMeHTanusaTa no 4. 228, an. 6 MAJI u3BbpiIBa npoBepka Ha MPENCTAaBEHUTE TOKYMEHTH U
YBEIOMSIBA MIMCMEHO 3asIBUTENS 32 YCTAHOBEHUTE HECHOTBETCTBUS MJIM HEMBJIHOTU. B Te3u ciyuan
CPOKBT IO alI. 2 CIHpa J1a Te4e OT JCHS Ha YBEJAOMSIBAHETO JI0 OTCTPAHSBAHE HA HEAOCTATHIIUTE.
(4) (Homa - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) B cayd4aii ue B cpok 10 60 qHM OT
JaTtata Ha YBEAOMSIBAHETO 1O ajl. 3 3asBUTENAT HE OTCTPAHU KOHCTATHPAHUTE HECHOTBETCTBUS WIIN
HEMbJIHOTH, POU3BOJCTBOTO 1O M3/1aBaHE Ha pa3pelleHre 3a ThProBUs Ha JIpeOHO C JEKapCTBEHU
MIPOAYKTH HJIH 32 MIPOMSTHA B U31a/ICHO Pa3pelIeHUe ce IPeKpaTsBa.
(5) (ITpenumna an. 4 - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m., 6p. 60 ot 2011 1., B
cwia ot 5.08.2011 r.) OTka3bT Ha U3NBJIHUTENHUS AupekTop Ha MAJI 3a n3naBaHe Ha pa3pelieHue
MOJUIeXKH Ha 00KaJBaHe MO peJa Ha AJIMUHUCTPATHBHONPOLIECYATHUS KOJIEKC.

Yn. 229a. (Hos - B, 6p. 23 ot 2009 r., B cuna ot 30.03.2009 r.) (1) (U3m. u mom. - /B,
op. 41 ot 2009 r., B cuna ot 2.06.2009 r., u3m., 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r., 6p. 52 ot
2020 r., B cuna ot 9.06.2020 r.) M3nbaHuTeNnHaTa areHIus Mo JIeKapcTBaTa CiayKeOHO u3Ipaiia B
P31 no mecToHaxoxaeHHEe Ha ChOTBETHATa anTeKa ¢ W3AAJCHO paspelieHue no wi. 229, ain. 2,
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BKJIIOUBAIIO0 M3BBPIIBAHE HA THPrOBUS Ha APEOHO C XpaHUTEIHHU NO0OAaBKH, TUETUYHU XpaHU 3a
CHelUaIHu MEAUIIMHCKU LIETU, XPaHU 32 KbpMaueTa U MPEXOJHHU XpaHH, KOMHE OT Pa3pelieHHeTo
3a BIIMCBAHE B PETUCTHpa MO 4. 24, an. 1 oT 3aKoHa 3a XpaHUTE.

(2) (U3m. n pom. - JIB, 6p. 41 ot 2009 r., B cuia ot 2.06.2009 r.) AntekuTte, KOUTO U3BBHPIIBAT
THProBUSl Ha APEOHO C XPaHUTENTHU J00ABKH, AUETUYHH XPaHU 32 CIECHHUATHU MEIUIUHCKU LENH,
XpaHH 3a KbpMayeTa U MPEXO0JIHU XPaHHU, MTOAJIeKAT HAa KOHTPOJI IO pejia Ha 3aKOHa 3a XpaHUTE.

Y. 230. (1) (U3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) U3nbaauTenHara
areHIus Mo JIEKapCTBaTa BOAM PETUCTBP Ha M3/IaJICHUTE PAa3pelICHUs 3a ThProBUS Ha JAPEOHO C
JIEKapCTBEHHU MPOIYKTH MO 4il. 229, an. 2, KOUTO ChIbpXKa:
1. HOMep ¥ J1aTa Ha pa3peIIeHUETO;
2. (mom. - JIB, Op. 71 ot 2008 r., B cuia ot 12.08.2008 r.) HamMeHOBaHME, BHUJl Ha THProOBEIla,
Ce/laJIMILE U a/IpeC Ha yNPaBICHUE HA JIUIIETO, OJIY4YHUIIO pa3peILECHUE;
3. (m3m. - JIB, 6p. 12 ot 2011 r., B cuma ot 8.02.2011 r.) ume, eauHeH TpaXTaHCKA HOMEpP Ha
PBKOBOJUTEIS HA allTeKaTa;
4. anpec Ha anrTekara;
5. IEMHOCTUTE, KOUTO LIE CE U3BBPUIBAT B allTEKaTa;
6. marata Ha MPEKPATSIBAHETO HA PAa3pElICHHUETO M 3aJIMYaBAaHETO OT PErHCThpa U OCHOBAaHUE 3a
TOBA;
7. 3a0€JeKKH M0 BIMCAHU 00CTOSTENICTBA.
(2) (U3m. - [IB, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r.) JlanHu oT peructbpa ce myoJUKyBaT Ha
cTpanuiata Ha 3mbaHUTETHATA areHIIHs 110 JIEKapCTBaTa B MHTEPHET.

Un. 231. (1) IIpu nmpomsina Ha BmHcaHUTe B perucrbpa mo wi. 230, am. 1, 1. 2 - 5
OOCTOSITENICTBA JIMIIETO, MMOJIYYHUJIO pa3pelieHHe 3a H3BBPIIBAHE HAa THPrOBHS Ha JpeOHO C
JIEKApCTBEHH TMPOJYKTH, TOJIaBa 3asBICHUE IO pena Ha wi. 228, an. 1, KbM KOETO mpuiara u
CBBP3aHHUTE C IPOMSHATA IOKYMEHTH.

(2) (Homa - JIB, 6p. 60 ot 2011 r., B cria ot 5.08.2011 r.) B ciydaii Ha mpomsiHa €THOBPEMEHHO Ha
HAaMMEHOBAHME M BHJI Ha THProBela, aJpec Ha amnTekaTa U PHKOBOJIMTEN Ha anTeKara ce MoJiaBa
HOBO 3asBJICHHE IO pena Ha wi. 228, ain. 1 u ce 3amiama Takcara 3a U3/1aBaHe Ha pa3pelicHue 3a
THProBUs Ha IpeOHO ¢ JeKapCTBEHU MPOAYKTH B afTeka, onpeaeneHa B Tapudata mo ui. 21, am. 2.
(3) (Homa - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) Jlume, moay4usio pa3penieHue 3a
THProBusl Ha ApeOHO ¢ JIEKapCTBEHHM MPOAYKTH MO pefa Ha ui. 228, an. 5, MoKe Ja U3BBPIIH
npomsiHa 1o wi. 230, an. 1, T. 4 camo B HaceneHo mscto ¢ Hacenenue 10 10 000 xurenu.

(4) (Homa - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) Korato numero mo an. 3 xenae na
U3BbpIIM IpoMsiHa o 4. 230, an. 1, T. 4 B HaceneHo MacTo ¢ HaceneHue Hajg 10 000 xwutenu, To
3amaiia TakcaTa 3a U3[aBaHe Ha pa3pelieHHe 3a ThProBUs Ha APeOHO C JeKapCTBEHU MPOAYKTH B
amTeka, onpeneneHa B Tapudara mo ui. 21, ai. 2.

(5) (Mlpegumaa an. 2 - 1B, 6p. 60 ot 2011 r., B cuna or 5.08.2011 r.) Ilpu u3gaBane Ha
paspenieHueTo, ¢ KOeTo Ce JI0MycKa IMpoMsiHaTa 1o aj. 1, ce mpuiaraT pa3nopeaouTe Ha 4. 229.

Yn. 232. (1) Jlekaputre M nekapuTe MO JAEHTAIHAa MEIMIIMHA MOraT Ja ChXpaHsSBaT
JIEKapCTBEHH MPOAYKTH I10 CIIUCHK, ONPEAEICH OT MUHUCTBPA Ha 3/IpaBEOIa3BaHETO.
(2) Koraro B HaceneHOTO MACTO HsIMa arTeKa, JUIara o ajl. 1 Morar Jja chXpaHsBaT U Ja IpojaaBaT
JIEKapCTBEHU MPOIYKTU CaMO aKO ca MOJY4YHWIIU Pa3pelIeHue 3a TOBA 110 PeJ, OIpeaesieH B Hapea0a
Ha MUHHUCTBHpA Ha 3/IpaBEOIa3BaHETO.

Yn. 232a. (Hos — JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Ilpurexarenure Ha
paspelieHre 3a ThproBus Ha ApeOHO ¢ JeKapCTBEHH MPOAYKTH U jaunara no wi. 207, an. 1, 1. Sau 6
exenHeBHO npenoctaBat Ha MAJI upes cniennanu3upanara eJIeKTpoHHa cucTema mo wi. 2176, an. 1
uHpopManus 3a:

1. 1ocTaBeHUTE UM KOJMYECTBA, TOCOYEHM I10 JIEKAPCTBEHU MPOAYKTH, BKIOUeHH B [lo3uTuBHUS
JIEKapCTBEH CIIUCBHK;

2. OTHYCHATUTE/MPOAAJEHUTE KOJMWYECTBA, MOCOYEHM I10 JIEKAPCTBEHU NPOAYKTH, BKIIOYEHH B
[To3uTHBHUS EKapCTBEH CIHUCHK;
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3. HaJIUYHUTE UM KOJINYECTBA, MOCOYCHHU I10 JICKAPCTBCHU MPOAYKTHU, BKIIIOYCHU B [To3uTnBHUS
JICKApCTBCH CIIUCHK.

Ui 233. PpKOBOAUTENAT HA anTeKaTa HOCU OTTOBOPHOCT 3a JEHHOCTUTE, TOCOUYCHH B 4JI.
219, an. 1.

Ui, 234. (1) 3abpansBa ce npogaxbara Ha JIEKapCTBEHU IIPOTYKTH Upe3 aBTOMATH, OCBEH
Ha JIEKapCTBEHUTE MPOAYKTH, TOCOUEHH B CIIUCHK, OIpeiesieH B HapenOara o wi. 219, an. 2.
(2) ABromaruTe 1o aint. 1 moraT 1a ObAaT COOCTBEHOCT caMO Ha Jiunara mo 4wi. 222 u ui. 238, an. 2.
(3) 3abpansiBa ce oka3nOHHATa IpoJak0a Ha JIEKAPCTBEHU IPOYKTH.
(4) 3abpansiBa ce mpoaak6a MO MHTEPHET HA JICKAPCTBEHH MPOAYKTH, OTIIYCKAaHU MO JIEKAPCKO
npeAncaHue.
(5) (HoBa — 1B, 6p. 67 ot 2020 r.) 3abpaHsiBa ce BPBIIAHETO HA 3aKyIECHH JIEKAPCTBEHH MPOIYKTH.
(6) (Hosa - JIB, op. 60 ot 2011 r., B cuna ot 5.08.2011 r., npenumna an. 5, 6p. 67 ot 2020 r.)
JlexapcTBeHu npoaykTH 0€3 JIeKapcKo MpeAnrcaHue MoraT Ja ce mpoaBaT 10 MHTEPHET caMmo OT
anTeKka WIM APOrepus, MOJYyUYWIIU pa3peliecHue IMPU YCJIOBHUITA W IO pefa Ha TO3M 3aKOH M Ha
Hapenbara o wi. 219, ain. 2, chb0TBETHO 1O 4. 243.
(7) (Hosa - IB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r., mpenumniaa ai. 6, u3m., 6p. 67 ot 2020
r.) ATITEKUTE U APOTEPUUTE 1O al. 6 MyOJIMKYBAaT Ha MHTEPHET CTPAHUIIATA, Ype3 KOSATO U3BBHPILIBAT
THPTrOBHs Ha JIEKAPCTBEHH NPOJIYKTH 0€3 JIeKapCcKo MpeArnucaHue, o010 Joro, pa3no3HaBaeMo 3a
uenusi EBpomneiickus cbro3.
(8) (Hosa - /IB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r., mpenumniHa ai. 7, u3m., 6p. 67 ot 2020
r.) M3uckBanusTa KbM OOIIOTO JIOTO IO al. 7 c€ OMPEAeNAT ¢ JeJIeTupaH akT 1o wi. 8§58, naparpad
3 ot dupextuna 2001/83/EO.

Y. 234a. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 r.) (1) U3nbaauTenHaTa
areHuus 1o JiekapcTBara myOIMKyBa U MOAbPKa Ha CBOSATAa UHTEPHET CTPAaHULA!
1. uHpOpMaLKs 32 HALMOHATHOTO 3aKOHOAATEICTBO, IPUIOKHUMO 32 MPEIIaraHeTo Ha JIEKapCTBEHU
MPOAYKTH 3a Mpojaax0a 1Mo MHTEpHET, BKIIOUUTEIHO MHPOPMALUsS OTHOCHO (akTa, 4e Morar Ja
CBLIECTBYBAT pa3IMUUsi MEXIY IbpXKABUTE€ WICHKHM [0 OTHOIIEHHE Ha KJIacH(pHUKalMaTa Ha
JIEKapCTBEHUTE MPOJYKTH U Ha YCIOBUATA 33 JOCTABSIHETO UM;
2. uHpopMalrs OTHOCHO LeNITa Ha 00II0TO JIOT0;
3. COMCBHK Ha JMIaTa, Mpeajarauy JeKapcTBeHH MPOIYKTH 3a MpoJax0a MO MHTEPHET, KaKTO U
aZipecuTe Ha TEXHUTE UHTEPHET CTPAHULIY;
4. (m3m. — [IB, Op. 67 ot 2020 r.) 061112 MHPOPMAIIHST OTHOCHO PUCKOBETE, CBBP3aHU C JIEKaPCTBEHU
MPOAYKTH, JOCTaBsIHM Ha MOTPEOUTENINTE Ype3 UHTEPHET B HapyIIeHUEe Ha HapeabaTa mo wi. 234,
ai. 6.
(2) Unrepuer crpanunara Ha MAJI no an. 1 e cBbp3aHa ¢ MHTEpHET cTpaHMLaTa Ha EBpomnelickata
areHuus 1o JeKapcTnara.

UYn. 2346. (Hos - /[IB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) M3nbaauTennara
areHIys IO JIEKapCTBaTa ydacTBa B INpoBexaaHu oT EBpomneiickara xomucus u EBpomneiickara
areH1us Mo JiekapcrBara MH(OPMAIMOHHM KaMIaHUM OTHOCHO ONAacHOCTTa OT (anmuduuupanu
JIEKAPCTBEHU MPOIYKTH.

Un. 235. (1) Pa3pemennero 3a u3BbBpIIBaHE Ha THProBHsI Ha JIpeOHO C JIEKAPCTBEHH
MIPOAYKTH 10 WiI. 229, ai. 2 ce mpeKkpaTsaBa ¢ MpeKpaTsBaHe ICWHOCTTA Ha JIMIara 1no wi. 222 u 225.
(2) (U3m. - [IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) 3neaautenuust aupexkrop Ha MAJI
MpEKpaTsBa pa3pelieHUEeTo 3a U3BBPIIIBAHE HA THPTOBUS HA IPEOHO C JIEKAPCTBEHU MPOTYKTH:

1. mo mo0a Ha TUIETO, TOMYYUIIO pa3pelleHHe 3a U3BBPIIBAHE HA THPTrOBUS Ha IPEeOHO;

2. KOraTo ce YCTaHOBH, Y€ PHKOBOJMTEIAT HA anTeKaTa He OTroBapsi Ha M3MCKBAHMATA, TOCOYEHU B
yi. 224 u 225.

(3) (U3m. - 1B, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) B 14-gHeBeH cpok OT mpeKpaTsiBaHe Ha
nerHocTTa o ai. 1 numara no wi. 222 u 225 nucmeHo yBeaomsiat MAJL
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Y. 236. (1) Anrekata He MOXe 1a Obje 3aTBOpeHa 3a moBeue oT 30 THU B paMKUTE Ha
€/IHa KaJieHAapHa rOIMHA TIOPAJN OTChCTBHE HA PHKOBOJAMUTENS .
(2) (dom. - IB, 6p. 71 ot 2008 r., B cruta ot 12.08.2008 1., u3Mm., 6p. 12 ot 2011 r., B criia ot
8.02.2011 r., 6p. 60 ot 2011 r., B cuma ot 5.08.2011 r.) Korato ppkoBOAMTEIAT Ha anTekaTa HE € B
CbCTOSIHUE Ja W3MBJHABA 33Jb/DKCHHUATa CH IOpaau IMOJI3BaHE Ha OTIYCK IPU BPEMEHHA
HETPYAOCMOCOOHOCT mMopaau OojecT, OPEMEHHOCT W paXKJaHe WM OCHHOBSIBAHE W OTIIYCK 3a
OTIVIeKIaHE HA MaJIKo jaere mo pena Ha Kojekca Ha Tpyza, anTekaTa MOXe J1a padoTH 3a CpOK He
MOBEYE OT JIBE TOJIMHU IO/ PHKOBOACTBOTO Ha JPYT MarucThp-(hapmareBT, ChOTBETHO MOMOIITHHK-
(dbapmareBT, B CliydauTe 1Mo 4. 225, KOUTO OTroBapsl Ha M3UCKBaHUATA 1Mo Wwi. 224. B Te3u ciyyan
Ce M3/1aBa pa3pellieHue OT U3IIBIHUTENHUS nupekTop Ha MAJL.
(3) Paszpemenuero mo an. 2 ce uznana B cpok 10 30 aHH.

Un. 237. [lpu npekpatsiBaHe A€MHOCTTA HA JIMLETO, OJYYUJIO Pa3pelICHHE 32 OTKPUBAHE
Ha arTeka, JIKAPCTBEHUTE MPOAYKTU MoraT Ja ObJaT MpOoJaJeHU Ha JIMIA, MOJIYYUIIU pa3pelieHne
3a ThProBHS Ha €/IPO C JIEKAPCTBEHU MPOIYKTH.

Y. 238. (1) (U3m. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) JlekapcTBeHu
MPOAYKTH, KOUTO CE€ OTITyCKaT 0e3 JIEKapCKO IMpeIInicaHne, MoTaT Jia ce Mpojasar B aAporepus. B
JporepusiTa MOTaT Jla ce MpOoJaBaT M MPOAYKTH U CTOKM ChC 3HAUCHHE 3a 3]JpaBETO Ha YOBEKA,
onpesiereHu B Hapea0aTa 1o wi. 243, 1 MeTUIIMHCKY U3JEIHSL.

(2) (M3m. - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) IIpaBo ma uU3BBpPIIBAT THProBUS HA
IpeOHO C JIGKApCTBEHU MPOJYKTH, KATO OTKPHBAT JAPOTEPHsl, MMAT BCHYKH (U3UYECKH U
IOPUINYECKH JIUIA, PETUCTPUPAHH MO T'hPrOBCKUs 3aKOH WIJIM TI0 3aKOHOJATEJIICTBOTO Ha JbpKaBa
YJICHKA.

(3) (U3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) PrkoBoguTeNSAT Ha Aporepus TpsOBa j1a
€ MEIUIIUHCKH CIECITHATUCT, KOWTO:

1. He e JIMIIeH OT PABOTO Jia YIpaXxKHsBa MpodecusiTa cu;

2. HE € OCHXKIaH 3a MPECTHIUICHHUS, CBbP3aHH C YIIPaKHSABaHE Ha MpodecusTa My, 3a MPECThILICHUS
MIPOTHB COOCTBEHOCTTA U CTOIAHCTBOTO MJIM 32 YMUIIUICHH MPECTHILICHUS IPOTHB JTMYHOCTTA;

3. IMa Haif-MaJKo e/IHa TOJIMHA CTaXK MO CHEIMATHOCTTA.

Yn. 239. (1) (M3m. - OB, 6p. 60 ot 2011 r., B cunma ot 5.08.2011 r.) Jporepuu ce
OTKpHUBAT CJIe]l perucTpanus B cborBeTHaTa P31.
(2) (U3wm. - 1B, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) Jlunara mo un. 238, an. 2 mogasar B
ceoTBeTHaTa P3U 3asBiieHue 3a peructpanus, KbM KOETO MPUIaraT CIeIHUTE TOKyMEHTH:
1. (m3m. - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) nanau 3a Exunaus uaeHTHPUKAITMOHEH
KOJI Ha THPTOBEIla MJIM KOOTIepanusaTa OT ThpProBCKUsl PETUCTHP, a 3a JPYKEeCTBATa, PETUCTPUPAHU
B JbpKaBa - YjeHKa Ha EBporeickus cbio3, UIU B AbpxkaBa - cTpaHa mo Cropa3yMeHHETO 3a
EBponeiickoTo HMKOHOMHYECKO TPOCTPAHCTBO - JIOKYMEHT 3a aKTyaJHa perucTpamus Io
HAI[MOHATTHOTO 3aKOHOJATEJICTBO, M3[aJIeH OT KOMIIETEHTEH OpraH Ha ChOTBETHaTa Abp)KaBa Ha
nunara mo wi. 238, an. 1;
2. (mon. — /1B, 6p. 103 ot 2017 r., B cuna or 1.01.2018 r.) mokymeHT 3a oOpa3zoBaHME U
CBUJETEJICTBO 32 CHAMMOCT Ha JIMLETO, ONPEJEICHO 3a PBKOBOJWTEN HA JIpOrepusra, ako He €
OBITapCKU TPaXKIaHUH;
3. METUIIMHCKO CBUJIETEJICTBO Ha JIMIIETO IO T. 2;
4. (ot™m. - [IB, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r.);
5. (otm. - IB, 6p. 60 ot 2011 1., B cuima ot 5.08.2011 r.);
6. JOKYMEHT 3a IUIaTeHa JIbp:KaBHA TaKkca B pa3Mep, onpeseneH B Tapudara mo wi. 21, an. 2.
(3) (Homa - [IB, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r.) B 14-nqHeBeH CpoK OT MOCTHIIBAaHE HA
3asgBIeHHETO 10 an. 2 P3U u3BbpIIBa NpoBepKa OTHOCHO CIIa3BaHE M3MCKBAHUATA Ha HapeadaTa 1o
1. 243. B ciy4auTe, KOrato ce yCTaHOBH, Y€ HE ca CIIa3eHU M3MCKBaHUS Ha Hapenbara o ui. 243,
B 7-THEBEH CPOK OT M3BbBpIIBaHE Ha npoBepkata P3U naBa mpeamucaHus M ompezens Cpok 3a
OTCTpPaHSBAaHETO HM.
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(4) (Homa - JIB, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r.) B 14-ngHeBeH CpoOK OT MOCTHIIBAaHE HA
3asiBJICHUETO M JOKYMEHTUTE MO al. 2 JupekTopbT Ha P3W yBemomsiBa MHUCMEHO JIHMIIETO 32
KOHCTaTHUPAHUTE HEMBIHOTH B TSIX U ONPEAETs CPOK 32 OTCTPAHSIBAHETO UM.

(5) (Homa - 1B, 6p. 60 or 2011 r., B cuna ot 5.08.2011 r.) 3a mojmaBaHe Ha 3asiBIEHUE 3a
perucTpanms Ha Iporepusl WK 3a U3BBpIIBaHE Ha MpomsHa mo wi. 242 crorBeTHaTa P3U cvbupa
TaKCH B pa3Mep, orpeelieH ¢ tapudara mo wi. 21, am. 2.

(6) (Hosa — 1B, 6p. 103 ot 2017 r., B cuna ot 1.01.2018 r., u3m., 6p. 67 ot 2020 r.) Pernonannara
3/IpaBHA WHCITIEKIHMS YCTAHOBSIBA CIyXeOHO 0OCTOSITEICTBaTa OTHOCHO CHAMMOCTTA HA JIUIIETO 110
an. 2, T. 2, KOTaTo € ObArapCKu TpaXkIaHMH.

Uin. 240. (U3m. - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) (1) B 14-n1HeBeH cpok ot
M3BBPIIBAHE HA MpoBEpKara mo 4wi. 239, aji. 3 win oT OTCTpaHsBaHE HA HEMBJIHOTUTE MO 4. 239,
an. 4 aupektopbT Ha P3W u3maBa yjnocToBepeHHME 3a pErucTpalus Ha APOrepusl WU IpaBU
MOTHBHUPAH OTKa3 3a U3JJaBaHETO MY.

(2) (HoBa - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) JupektopbT Ha P31 mMoTHBUpaHO
OTKa3Ba U3/IaBaHETO Ha yJIOCTOBEPEHUE 3a PETUCTPALIMS Ha JIMLIETO 1Mo wi. 238, ai. 2, Koraro:

1. He e IpeICTaBeH HAKOU OT JOKYMEHTHUTE 10 wi. 239, an. 2;

2. B cpoka 1o wi. 239, an. 4 3aBUTEIAT HE € OTCTPAHUII KOHCTATUPAHUTE HEIbJIHOTH.

(3) (Hosa - /1B, 0Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Koraro B cpoka o ain. 1 1upekropbt
Ha P3U He e u3man ynocToBepeHHUE 3a pEerucTpalusl Ha JAporepus UM HE € HalpaBUI MOTHUBHpAH
OTKa3, ce MpUEMa, Ue € HaJIUIE MBJIYAINBO ChIJlacHe.

(4) (Homa - /IB, 6p. 102 ot 2012 1., B cuina ot 21.12.2012 r.) B cayyaute no ain. 3 3asiBUTENAT MOXKeE
Jla 3alloYyHe M3BBPIIBAHE HA 3asBEHUTE JEWHOCTUM MpU crha3BaHe Ha wi. 29 or 3akoHa 3a
OrpaHMYaBaHE aAJMUHUCTPATUBHOTO pEryJlupaHe W aIMUHUCTPATUBHUS KOHTPOI BBPXY
CTOIIAHCKAaTa JEHHOCT.

(5) (IIpeaumna an. 2 - /1B, 6p. 102 ot 2012 ., B cuna ot 21.12.2012 r.) OTKa3bT Ha AUPEKTOpA HA
P3U no an. 1 noanexu Ha oOxajiBaHe MO peAa Ha AMUHUCTPATUBHOIIPOLIECYATHUS KOAEKC.

Y. 240a. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) JupekTopbT Ha
cpoTBeTHaTa P3U mipekparsBa chC 3am10Bel PETUCTPALMSTA HA IPOTEPHSL:
1. mo mo0a Ha TUIETO, TOMYYUIIO YIOCTOBEPEHHE 32 PETUCTPALIMS Ha APOTEPHS;
2. ¢ mpekpaTsIBaHe JEHHOCTTa Ha JHUIETO Mo wi. 238, an. 2, 3a KOETO TO YBEIOMsIBa ChbOTBETHATA
P3U.
(2) B 14-gHeBeH cpok OT NpekpaTsBaHe Ha JAeWHOCTTa mo an. 1, T. 2 auuero mo wi. 238, an. 2
MUCMEHO yBeIOMsIBa choTBeTHaTa P31.

U 241. (1) (U3wm. - [IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) B chorBeTHara P3U
Ce BOJU PETHCThP HA U3/IaJICHUTE YIOCTOBEPEHHUS 3a PErHCTpaIis Ha Iporepus, KONTO ChIbpiKa:
. HOMED U J1aTa Ha U3aJICHOTO yJOCTOBEPEHHE;
. CE/IaTUIIIe U aIpeC Ha JUIIETO, MOIYYHIIO YAOCTOBEPEHHUE 3a PETUCTPAIUs Ha IPOTEPHUS;
. UMe, IMIHH JJAaHHU | aJpec Ha PHKOBOIUTEIS HA APOTEPHITA;
. aIpecC Ha IPOrepusITa;
. JIaTa Ha TpeKpaTsABaHe Ha PETHCTPAIMATa U OCHOBAHUETO 33 TOBA;
. 320€JIe)KKH 0 BIHCAHUTE OOCTOSITENICTRA.
(2) (U3m. - [IB, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r.) JlanHu OT perucTbpa ce myoJUKyBaT Ha
CTpaHuIlaTa Ha choTBeTHaTa P31 B HHTEpHET.

OO N KA WN -

Yn. 241a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) HarnoHamHUAT perucTsp
Ha U3Ja/ICHUTE YIOCTOBEPEHHUS 3a PETUCTpaLMsl Ha Aporepus 1o 4i. 19a, an. 3 ceabpxa:
. HAaNMEHOBaHMe Ha cboTBeTHaTa P3U, n3nana y1ocTOBEpEHHETO 3a pErUCTPALIMS;
. HOMEp M J1aTa Ha U3/1aJIcHOTO YI0CTOBEPEHHUE;
. CeJIJIMLIE U aJIpec Ha JHUIETO, NOIYIHUIIO yIOCTOBEPEHHE 3a PETHCTPALUs Ha IPOTepHs;
. M€ Ha PbKOBOJUTEIS HA APOTEpHSITa;
. aJIpec Ha JIpOrepusITa;
. JlaTa Ha IIpPeKpaTsABaHe Ha pErucTpalusaTa U OCHOBaHUETO 3a TOBA.

AN N AW
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Un. 242. Ilpu npoMsHa Ha aapeca Ha JpOrepusiTa WM Ha PHKOBOAUTENS JMIETO,
MOJIYYWJIO YIAOCTOBEPEHUE 3a OTKPUBAHETO M, MojaBa 3asBIEHUE MO pena Ha wi. 239, an. 2 u
CBBP3aHUTE C MIPOMSHATA TIOKYMEHTH.

Un. 243. YcnoBusita ¥ peabT 3a OpraHu3anus Ha padoTa B Aporepusita ce ONpeNeisT B
Hapen0a Ha MUHHUCTBPA Ha 37JpaBeona3BaHeTo.

I'naBa exuHagecera
PEKJIAMA HA JIEKAPCTBEHUTE ITIPOAYKTHU

Un. 244. (1) Pexnama Ha nekapCTBEHM NIPOIYKTH € Bcska ¢dopma Ha uHOOpMaIus,
MpEeJCTaBSIHE, MPOMOLMS WM MPEAJIOKECHHS C LIe] a c€ CTUMYJIHMpa MPEANUCBAaHEeTOo, Mpoaaxkoara
WK yrotrpedaTa Ha JIEKapCTBEHUS MPOYKT U BKITFOYBA!

1. peknama, mpeaHa3HAYCHA 32 HACEJICHUETO;

2. pekiiama, npeHa3HauYeHa 32 MEIUIIUHCKUTE CIICIUAINCTH;

3. mocemieHne Ha MEANIIMHCKU ThPTOBCKH MIPEICTABUTENN MTPU METUITTHCKYU CIICIIHATTUCTH,

4. mpeJI0CTaBsIHE HA MOCTPH OT JIEKAPCTBEHH MPOIYKTH;

5. CIIOHCOPCTBO HA TPOMOIMOHAIHU CPEIIA M HAYYHH KOHTPECH, MOCCHIaBaHH OT MEIUIIUHCKU
CTCHUAINCTH, BKIIOYUTEIIHO U MOEMAaHETO HAa TEXHHTE PA3HOCKH IO IBTYBAaHETO M TPECTOS B
CHhOTBETHATA IbPKaBa, B KOSTO CE MPOBEXKIA MEPOIIPHUITHETO.

(2) He npencrasiisiBa pekiiama Ha JIGKAPCTBEHU TPOJTYKTH:

1. TekcT BBPXY BTOpHYHATA ONMAKOBKA M B JIMCTOBKAaTa, KOHTO € OM00peH B mporeaypara IO
paspeliaBane 3a ynorpe0a;

2. KOPECTOHJCHIMS TIO TOBOJ CHENU(GUYCH BBIPOC WM MpoOIeMaTHKa, CBBP3aHU C JaJICH
JICKapCTBEH MPOAYKT;

3. nuHpOpPMAIIMOHHY CHOOIEHHUS U YKa3aHUS OTHOCHO IPOMEHU B ONAKOBKATA, IPEIYNPEKICHUS 32
HEXKEJIaHU JICKAPCTBEHH PEAKIIMU KAaTO YacT OT OOLIMTE MEPKH 3a 0€301MacHOCTTa Ha JIEKAPCTBEHUS
MPOJYKT, THPTOBCKH KAaTaJ03W W IICHOBH JIMCTH, MIPU YCIOBHE Y€ HE BKJIFOYBAT JAHHH C PEKIaMEH
XapakTep M0 OTHOLICHUE Ha JICKAPCTBEHUS TIPOJIYKT;

4. M3sBIICHUS, OTHACAIIN C€ JIO 3JPAaBETO HA YOBEKA WJIM 3a00JIIBaHMS, KOTATO T€ JUPEKTHO WA
WHIUPEKTHO HE HAco4YBaT KbM JIeYEHHE, MPOQPHIAKTHKA WM JUATHOCTHKA C JIEKApCTBEHU
TPOIYKTH;

5. mpoBexJaHWTe OT MUHHCTEPCTBOTO Ha 3/ApABEONa3BaHETO KaMIIAHWW IO BaKCHHUpPAHE Ha
HACEJICHUETO, KOTAaTO CBBP3aHUTE C TAX MaTepUaIH HE ChIABPIKAT IaHHU 32 KOHKPETCH JICKApCTBEH

IIPOJYKT.

Ui, 245. (1) [IpuTtexaTensT Ha pa3pelIeHUETO 3a ynoTpeda € JUThKEH Jia Ch3/1aJe HayuHO
3BEHO 3a paslpocTpaHeHHe Ha WH(OpMAILUS 32 JIEKAPCTBEHUTE MPOAYKTH, 32 KOUTO € IMOIYUUIT
paszpellieHue 3a yrnorpeda 1o pejia Ha TO31 3aKOH.

(2) TlpuTexarensaT Ha pa3pelIeHUueTo 3a yrnoTpeda € ITbKeH Jaa:

1. rapanTHpa, Y€ pekjiaMaTa Ha JIEKapCTBEHUs MPOIYKT € MpeJCTaBeHa Ha HACEJNIEHUETO WM Ha
MEIUILUHCKUTE CHEIUAINCTH BbB BHUJ, CHOTBETCTBAIll HAa W3HCKBAHMATA HAa Ta3u TIJlaBa, U B
CBhOTBETCTBUE C U3/1aJIEHOTO pa3pelieHue 3a pexinama ot MAJT;

2. pazmnonara ¢ JaHHM W MaTe€pUaId OT BCHUUKHM PEKJIAMHU KaMIIaHWH, MPEINPUETH B PAMKUTE HA
Heropara JEWHOCT, BKJIIOUUTETHO C UHPopManuUs 3a Tpynure, 3a KOUTO peKjamara e
NpeAHa3HaueHa, 3a HauMHa Ha OCHILIECTBSIBAHETO M, KaKTO W 3a JaTaTa Ha CTapTUpaHe Ha
peKJIaMHaTa KaMIIaHus;

3. rapanTHpa 0Oy4eHHUEeTO Ha MEAUIIMHCKUTE ThPTOBCKHU MPEICTABUTENH;

4. U3IBAHSABA TOYHO U B OINPEACNICHUS CPOK YKa3aHUATA Ha JUTbKHOCTHUTE JIMIA IO KOHTPOJIA HA
pekiamara.

(3) MeaunuHCKUTE THPTOBCKH MPEACTABUTENHN TPSAOBA Ja JOKJIAaBAaT HA Hay4YHUTE 3BEHA MO ai. 1
BcsAKa MHQOpMaIMs 3a yrnoTpebdaTa Ha JEKapCTBEHUTE MPOJAYKTH, KOUTO peKIaMHpaT, 0COOEHO I0
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OTHOIIEHHE Ha WHpOpMalMiITa 32 HEXEJIaHH JIeKapCTBEHH pEeakluu, ChOOIIEHH UM OT
MEIUILUHCKUTE CIEI[UATUCTH.

Y. 245a. (Hos - JIB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) Jlomycka ce pekiama
caMo Ha JIEKapCTBEHU MPOAYKTH, 32 KOMTO € M3/1aJeHO pa3peuieHre 3a ynorpeda mo peaa Ha TO3U
3aKOH.

Un. 246. (1) CpabpxkaHueTo Ha pekiamara TpsOBa J1a ChOTBETCTBA HA JaHHHUTE OT
onoOpeHara npu paspeliaBaHeTo 3a ynorpeda KpaTka XapaKTepUCTHKA Ha JIEKApCTBEHHS MPOAYKT U
71a IPECTaBs CaMO TIOCOUEHHUTE NPU pa3perIaBaHeTo 3a yrnoTpeda MmoKa3zaHwus.

(2) PeknamaTa Ha JeKkapcTBeHMsI IPOAYKT TPsOBa J1a HACOUBA caMO KbM IIpaBHJIHATA My yNoTpeoa,
KaTo TMpeacTaBs OOCKTUBHO TEPANEBTUYHUTE TIOKA3aHUS Ha JICKAPCTBEHHSI TPOAYKT, 0e3 Ja
MpeyBeIrdaBa Bb3MOKHOCTUTE 3a JieUeHUE, NPOPUIAKTHKA WIM TUATHOCTHKA C JIEKApCTBEHUS
MPOJIYKT.

(3) Pexitamara He TpsiOBa Ja ChIbpiKa MOABEKAAIIa HHPOPMAIIHS.

(4) (Homa - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Pekiamara He MOXe Ja ChIbpKa
MpeIoKEeHNEe W/ O0ellaHue 3a MOoJapbhbK W/WIK JIpyra MMYIIECTBEHA HIJIM HEUMYIECTBEHA
obuara.

(5) (Hosa - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) MenUIIMHCKN CHEIUATUCT WIW JIMIIC,
MIPEJICTABAIIO CE 32 MEIUITMHCKHU CIICIIUAIMCT, HE MOXE J[a U3BBPIIBA NPsSKa WIH KOCBEHA PEeKIaMa
HAa JICKAPCTBEHU MPOAYKTHU B MIEYATHUTE W/WIIU B €IEKTPOHHUTE MENH, KAKTO U B UHTEPHET.

Uin. 247. Ilpen HaceleHUETO ce€ JONycKa pekjiamMa caMO Ha JIEKapCTBEHU MPOAYKTH,
KOHTO C€ OTITyCKaT 0e3 JIEKapCKO MpeIICcaHue.

Ui 248. (Jom. - B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) M3BBH citydanTe 1Mo 1.
247 ce pomyckaT PEeKJIaMHU KaMIaHUHM 1O BaKCUHUpPAHE, MPOBEXKIAHM OT MPUTEKATEIUTE Ha
paspelieHue 3a ynorpeda, Ipu crHa3BaHe M3MCKBaHUATa Ha wi. 251 W mpu ycioBUS U MO pen,
onpe/eieHu B Hapeaoara mo wi. 249.

U 248a. (HoB - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) 3abpansiBa ce
peKiiaMaTa B MHTEPHET Ha JIEKAPCTBEHU MPOAYKTH, KOMTO CE€ OTITYCKAT IO JICKAPCKO MPEANUCAHHE,
C HM3KJIIOYCHHWEC Ha PCKIIAMHU KaMIIaHWMW IO BAKCHMHHUPAHC, U3BBPIIBAHU IIO0 pEaa Ha 4YJI. 248 u
0J100peHH OT KOMIIETEHTHUTE OPTaHHu.

Un. 249. M3uckBaHusTa KbM pEKjIamMaTa Ha JIGKAPCTBEHHUTE MPOIYKTH CE OIMPEACNAT C
Hapen0a Ha MUHUCTBPA Ha 3/IpaBEONa3BaHETO.

Ui 250. 3asBieHue 3a paspeliaBaHe Ha pekjiaMa Ha JISKapCTBEH MPOJYKT ce MoJiaBa OT
IpUTEXATEN Ha pa3pelIeHUeTo 3a ynoTpeda Ha JIGKapCTBEHUS MPOAYKT MIIM YI'BIHOMOIIEHO OT
HETO JINIIE.

Yn. 251. (1) 3a pazpemaBane Ha pekiamara juueTo no wi. 250 nogasa B MAJI 3asBnenue
1o obpasel, 0100peH OT U3IIBJIHUTEIHUS JUPEKTOP Ha areHLUATa, IPUIPYKEHO OT:
1. mpoekT Ha pexylaMara;
2. HOTApUAJIHO 3aBEPEHO IBJIHOMOIIHO OT MPUTEXATENsl Ha Pa3pelIeHHEeTO 3a yrnoTpeda, Korato
3asIBJICHUETO C€ N10J1aBa OT APYTO JIULIE;
3. nIUTEepaTypHUTE U3TOUYHULM HA W3MOJI3BAHUTE LUTATH, TAOIMLIM WU APYTH MaTepHaiu, KOraro
1Ma TaKuBa;
4. TOKYMEHT 3a IJIaTeHa Takca B pa3Mmep, omnpeeseH B Tapudara mo 4. 21, ai. 2.
(2) IpoekTuTe 3a pexnama 1o ai. 1, T. 1 TpsOBa aa ca AcHU, ¢ pa30upaeM TEKCT, B CIydauTe, Korato
MMa TaKbB, U J1a 1aBaT Bb3MOKHOCT 32 OLICHSBAHE HA BCUUKUTE I €JIEMEHTH - TEKCT U WIIOCTPALIUH.
(3) KM HUAJI ce cp3naBa ExcriepreH cbBeT 1o pekiamara. B cbcTaBa My ce BKIIIOUBAT JIEKapu U
CHEIHAIMCTH C IPAKTHYECKU OMUT B 00J1acTTa Ha pekyamaTa. M3nbiaaurennust aupexrop Ha UAJI
OIIpeZENsl ChC 3allOBE]] CbCTaBa Ha CbBETA, KbM KONTO C€ BKJIIOYBAT 10 €IMH IPEICTaBUTEN Ha
Komucusita mo mnpodecronHanHa eruka Ha bbarapckus nekapcku cbio3, Ha bearapckus
3p00JIeKapCKU Chi03 U Ha bwarapckus (apmaneBTHUEH ChlO3, pa3Mepa Ha Bb3HArpakKACHUETO Ha
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YJICHOBETE MY M YTBbpXJaBa MPaBUIHHUK 3a YCJIOBUATAa W pena 3a paborata my. B chcraBa Ha
ChBETa MOTAT Ja ObJaT BKIIIOUEHU U MPEACTABUTEIH HA MAIUEHTCKUTE OpraHu3allny.

(4) CopBerhT 1O all. 3 U3roTBS €KCHEPTH3a MO MPOEKTa Ha peKjiamMaTa U MOJATOTBSI CTAHOBHUIIE 10
M3IbJIHATENHUS qupekTop Ha MAJL

(5) Ilpu ycraHoBsiBaHE Ha HECHOTBETCTBHUS Ha pEKJaMara C W3HCKBAaHUSATAa Ha TO3U 3aKOH B 7-
JTHEBEH CPOK OT JlaTaTa Ha MojiaBaHe Ha 3asBieHueTo no ai. 1 MAJl naBa mucMeHu ykazaHus 3a
OTCTpaHSIBAaHETO UM B €JHOMECEUYEH CPOK OT JlaTaTa Ha yBegomjieHHeTo. CpOKbT 3a MpOU3HACTHE
crupa Jia Te4e 3a Ieprojia OT JIeHS Ha YBEJOMSIBAHETO A0 OTCTPAHSIBAHE HA HEChOTBETCTBUATA.

(6) B caywail ue 3asBUTENAT HE U3MBIHM YKa3aHHUSTa B €IHOMECEYEH CpPOK OT JaraTa Ha
YBEAOMSBAHETO 110 aJl. 5, IpoLEeAyparTa Mo pa3peliaBaHeTo ce IPEKpaTsBa.

Ui 252. (1) B eqnomecedeH CpoK OT IpeCcTaBsiHE Ha JOKyMEHTanusaTa mo wi. 251, ai. 1
Bb3 OCHOBA Ha CTAHOBHUIIETO MO Wwi. 251, an. 4 u3nbaautennusT aupektop Ha MAJI paspemaBa cbe
3amoBe]] pekiiaMaTa WM TpaBU MOTHUBUpAaH OTKa3, 3a KOETO YBEAOMsBa IMpUTEXarens Ha
pa3peleHueTo 3a ynorpeoa.
(2) (Hoa - JIB, 6p. 60 ot 2011 r., B cmma ot 5.08.2011 r.) Korato B cpoka mo am. 1
V3IBIHATETHUAT nupekTop Ha WMAJI He paspemu chC 3amoBel peKiiaMara WM HE HalpaBu
MOTHBHPAH OTKa3, Ce MPUEMa, Y€ € HAJTUIE MBIYAIUBO ChIJIacKe C MPOEKTa Ha pekiiama mo 4i. 251,
ai. 1, T. 1 u T8 MOXe 1a ObIe pa3npoCTpaHsSIBaHA.
(3) (Ilpenumina an. 2 - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) OTKa3bT HA U3MBIHUTEITHUSL
JTUPEKTOP MOJICKH Ha 00XKaJIBaHEe IO pejia Ha AJIMHHHCTPATHBHOIIPOIIECYATHUS KOJICKC.

Y. 253. (1) U3mameHoTo paspenieHue Ha pekiaamarta mo 4wi. 252, aim. 1 ce oTHacs 3a
KOHKpETEH JIEKapCTBEH MPOJYKT B PaMKUTE HAa CpPOKa Ha BAJMJHOCT HA Pa3pelIEHUETO My 3a
ynotpeoa.

(2) Koraro ca u3BBpIIEHH TPOMEHH B Pa3pelIeHUETO 3a ynoTrpeda Ha JEKapCTBEH MPOIYKT, KOUTO
BOJST /10 MIPOMEHHU B paspelleHa pekiiamMa Ha TO3M MPOAYKT, MPUTEKATENAT Ha pa3pelieHHeTo 3a
ynotpeba nonasa B UAJI 3asBiienne 3a mpoMsHa.

Y. 254. Ilpu npoMsiHa Ha paspelieHaTa pekiaMa JuneTo mo wi. 250 mogasa 3asBiieHHE
1o peaa Ha ui. 251.

UYn. 254a. (HoB - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) (1) Peknamara,
MpeTHa3HaueHa 3a MEIUIIMHCKHATE CIICIIMAIIUCTH, HE Ce pa3periasa 1o peaa Ha @wi. 250 - 252.
(2) Pexnamara mo an. 1 ce pasnpoctpaHsiBa cief mojgaBane Ha yBegomienue 1o MAJIL, kM koeTo ce
MprJiara MpoeKT Ha peKjamara, U TpH Clla3BaHe M3UCKBAHUATA Ha Ta3W TJlaBa M HA HapembaTa Imo

1. 249.

Ui 255. (1) 3abpansiBa ce pa3npoCTPaHEHUETO HAa MOCTPU Ha JIEKAPCTBEHH MPOIYKTH,
ChIBPIKALIM HAPKOTUYHHU BEILIECTBA MO CMMChJIA Ha 3aKOHA 3a KOHTPOJ BbPXY HAPKOTHYHUTE
BEIIECTBA U MIPEKYPCOPHUTE.

(2) 3alpansiBa ce JOUPEKTHOTO TMPENOCTaBIHE HAa MOCTPU Ha JIEKApCTBEHH MPOAYKTH OT
MEAUIMHCKUTE ThPrOBCKU IPEJICTAaBUTENHN 0 Wwi. 244, an. 1, T. 3 Ha HacCEeIeHHUETO.

Un. 256. MocTpu OT JIeKapCTBEHH NPOAYKTH C€ TPEJOCTaBIT Ha MEAMIIMHCKH
CTIIEIMATIUCTH TPH YCIIOBHS M TI0 PEJI, ONpeiesieH B Hapeadara mo 4. 249.

Yn. 257. (1) MeauuuHCKUTE THPrOBCKH NMPEACTaBUTENM 10 Wil. 244, an. 1, T. 3 TpsiOBa 1a
ca MpeMuHaINU 00y4YeHHUsI, OpraHU3UPAHU OT MPUTEKATENS] Ha pa3pelieHueTo 3a ynorpeda, KOWTo ru
€ Ha3HA4MJI, 1a IPUTEXKaBaT HAYYHH ITO3HAHUS U J1a MOTarT Ja NMPEA0CTaBAT TOYHA U Bb3MOYKHO Hali-
II'bJIHA UH(GOPMALIKS 32 JIEKapCTBEHUS TPOAYKT, KOUTO MPEICTaBsAT.

(2) ITo Bpeme Ha BCSIKO TMOCEUIEHHWE MEIUIMHCKHTE THPIOBCKH TIPEICTaBUTEIH TpsiOBa 1a
pasmosiaraT ¢ KpaTkaTa XapakTepHCTHKa Ha MPOAyKTa W C JaHHM 3a IIEHUTE Ha JIeKapCTBEHUS
IIPOAYKT U 32 yCJIOBUATA 32 3aIUIALAHETO MY U Ja TM NPEJOCTaBAT IPHU MOMCKBAHE.
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(3) Ilpu mpencraBsiHe Ha JIEKAPCTBEHU MPOAYKTU IMpe] MEAUIMHCKH CIEIHUATUCTH MEIUIIMHCKUTE
TBPrOBCKM TMPEACTABUTEIIM HE MOraT Ja MpeiaraT NoAapblUMd W JApyra HMYIIECTBEHA H
HEUMYIIECTBEHA obiara.

I'naBa nBaHaaecera
PEI'YJIMPAHE HA HIEHUTE HA JIEKAPCTBEHUTE
NPOAYKTHU
(3aru. u3m. - JIB, op. 102 or 2012 r., B cus1a ot 21.12.2012 1.)

Pa3zgen I
(3arJa. Hoso - /B, op. 102 oT 2012 r., B cnia ot 21.12.2012 r.)
HanmnoHaJjieH CbBeT 10 IIeHU U peMMOypcUpaHe Ha JIeKAPCTBEHUTE
NPOAYKTH

Y. 258. (U3m. u momn. - JIB, 6p. 60 ot 2011 1., B cuia ot 5.08.2011 r., u3m., 6p. 102 ot
2012 r., B cuna or 21.12.2012 r.) (1) (U3m. — AB, Op. 43 or 2016 r.) KeM muHHCTBpa Ha
3/IpaBeoIla3BaHeTO ce Cch3/laBa HalnoHalleH ChBET MO LEHU U peuMOypcupaHe Ha JIEKapCTBEHUTE
MIPOJYKTH, HApPUYAH MO-HAaTaThK "chBeTa". ChBETHT € IOPUANYECKO JIMIIE Ha OI0/PKETHA U3APHKKA -
BTOPOCTEIICHEH paznopenuten ¢ 0w ker. Tol € ¢hC CTaTyT Ha AbpKaBHA KOMHUCHS ChC CEIAIHINE
rp. Codus.
(2) J[etinoctra Ha cbBeTa ce (UHAHCUpA OT JbpKaBHHUA OIO/DKET dYpe3 OopKeTa Ha
MUHHUCTEPCTBOTO Ha 3paBEOIMa3BAHETO.
(3) CoBeTbT € KoOJIETHAJTIEH OpraH M C€ ChCTOM OT MpeACenaTesl W IIECTUMAa WICHOBE, OT KOUTO
TpUMa ca JIeKapu WU MarucTbp-GapManeBTd, ABamMa IOPUCTH U JABaMa MKOHOMHUCTH, BCUUKHU ChC
CTaX MO CIEUUATTHOCTTa HE MO-MajKo oT 5 romuHu. lIperncenaTensT u 4jIeHOBETE Ha ChbBETa CE€
n30upar u 0cBOOOkKAABAT C penieHrne Ha MUHUCTEPCKUS CHBET IO MPEAI0oKEHNE HA MUHUCTBpPA Ha
3npaBeonazBaneTo. [IpencenaTenst ppKOBOIU AEHHOCTTA HAa ChBETA U TO MIPEICTABIISIBA.
(4) UnenoBete Ha ChbBETa HE MOTAT J]a 3a€MaT JAIBXHOCT WM JIa U3BBPIIBAT JeiHOCT o 4. 19, am.
6 oT 3aKoHa 3a aJMUHUCTpAITUSATA.
(5) HefinocTTa Ha ChBeTa ce MOJMOMAara OT aAMUHUCTPAIUs, YAATO CTPYKTYpa U OpraHU3alus Ha
paboTa ce ompeessaT C yCTPOMUCTBEH MPaBUITHUK, TPUET OT MUHUCTEPCKUSI CHBET.

Yn. 259. (U3m. - [IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., u3m., 6p. 102 ot 2012 1.,
B cmia ot 21.12.2012 r.) (1) CeBeTsT:
1. yTBBpKaaBa, OTKa3Ba Ja yIBbP/U, U3MEHs MJIH 3aJIM4aBa [IeHa Ha JIEKapCTBEHU MPOAYKTH MO UJI.
261a, an. 1;
2. yIBBp)KJaBa, OTKa3Ba Jla YTBBPJAM, M3MEHS WIM 3ajMyaBa Ipe/eHa IeHa Ha JIEKapCTBEHU
MPOAYKTH 110 Wi. 261a, an. 2;
3. peructpupa, OTKa3Ba Ja perucTpupa, U3MeHs WIK 3alu4yaBa [EHH Ha JEKapCTBEHUTE MPOJIYKTH,
OTITyCKaHU 0€3 JIeKapCcKo NnpeAnucanue no wi. 261a, an. 3;
4. (u3m. — 1B, 6p. 48 o1 2015 1., 6p. 102 o1 2018 1., B cuma ot 1.01.2019 r., u3m. u gom., 6p. 64 ot
2019 r., 6p. 67 ot 2020 r.) mpuema, OTMEHs WJIK H3MEHS (apMako-TeparieBTUYHN PbKOBOJICTBA,
KOUTO BKJIIOYBAT KPUTEPHM 3a OIIEHKA HAa pe3ysTaTa OT MpHJIaraHaTa Tepanus U aJrOpUTMH 3a
JIeYeHHWE C JIEKapCTBEHU TMPOAYKTH, CJlie[l CTAHOBHINE HA CHOTBETHHSI EKCIEPTEH CBHBET IO
MEIUIMHCKA CIENHUATHOCT UM MEeTUIIMHCKA JIeHHOCT 1o wi. 6a, ain. 1, T. 1 oT 3akoHa 3a 37paBeTo,
KaTo B ciydai 4ye B 30-IHEBEH CPOK OT MOJy4aBAaHETO HA MCKAHETO HE MOCTHIIM CTAaHOBHUIIE OT
CbOTBETHHUSI EKCIIEPTEH CBBET, CBBETHT YTBbp)KJIaBa, OTMEHS WM U3MeHS (papmako-
TepaneBTUUYHUTE PHKOBOJCTBA; (hapMaKo-TepareBTUUYHUTE PHKOBOJCTBA C€ MpHEMAaT ¢ Hapeadu u
ce oOHaposBar B "JIbpikaBeH BECTHUK";
5. BKJIIOUBA, IPOMEHS HJIM M3KJII0UBA JIEKApCTBEHU MPOAYKTH OT [103UTHBHUS 1€KapCTBEH CIUCHK;
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6. (moBa — JIB, Op. 102 ot 2018 r., B cuna ot 1.01.2019 r.) u3BBpIIBa OllEHKA HA 3JPABHHUTE
TEXHOJIOTUH Ha JICKAPCTBEHU MPOIYKTH;

7. (mpemumHa T. 6 — JIB, O6p. 102 ot 2018 1., B cmma ot 1.01.2019 r.) mogabpxka U akTyaauzupa
[To3uTHUBHUS TEKAPCTBEH CIHUCHK;

8. (moBa — JIB, Op. 48 ot 2015 r., mpeaumua 1. 7, 6p. 102 ot 2018 1., B cmma ot 1.01.2019 1.)
MOAIBpPKA PEUMOYPCHHSI CTaTyC Ha JIEKAPCTBEHHTE NPOAYKTH HA BCEKH TPU TOAUHU OT
BKJIIOUBaHETO UM B [103UTHUBHUS JIeKapCTBEH CIHCHK;

9. (moBa — /IB, 6p. 48 ot 2015 r., npenumina 1. 8, u3M., 6p. 102 ot 2018 r., B cuma ot 1.01.2019 r.)
OKa3Ba ChHJICUCTBUE MPHU JIOTOBAPSHETO HA OTCTBHIKU B ciiydaute no wi. 45, an. 10, 13 u 21 or
3aKoHa 3a 3JpaBHOTO OCUTYpsIBaHE 3a JIEKApCTBEHU MTPOIYKTH, 3a KOUTO ca MOJaJACHHU 3asBJICHUS 3a
BKJItOUBaHE B [103UTHBHUS JIeKapCTBEH CIUCHK;

10. (moBa — /IB, 6p. 102 ot 2018 r., B cuma ot 1.01.2019 r.) onpenens JiekapCTBEHUTE MPOAYKTH, 32
KOUTO ce mpocie/sBa eheKkTbT OT Tepanuara, CPOKbT, KAaKTO U JeUeOHUTE 3aBEe/ICHUs, B KOUTO Ce
U3BbpPIIBA, [IPU YCJIOBUS, IO PEJl U KPUTEPUH, OIIPEEIICHN B HapeaOara o wi. 261a, an. 5;

11. (moBa — JIB, Op. 102 ot 2018 r., B cuma ot 1.01.2019 r.) m3BBpmBa WH(DOpPMAIMOHHA,
u3JaTeNcKka M M3CIEAOBATENCKO-HAyyHa  JEHHOCT, CBbp3aHa C  I[IEHOOOpa3yBaHETO,
peuMOypcHUpaHeTo U JIeKapCTBEHATa MOJIUTUKA;

12. (moBa — 1B, 6p. 103 or 2020 r., B cuna ot 1.01.2021 r.) reHepupa yHUKAJICH HAIIMOHAICH
HOMeEp 3a UACHTU(UKAII HA BCEKH JIEKAPCTBEH MPOJYKT U 'O BIIMCBA B PETUCTHPA IO all. 2, T. 4;
13. (moBa — JIB, O6p. 16 or 2024 r., B cuma or 23.02.2024 r.) ocurypsiBa CBBP3aHOCT Ha
HalMOHAIHUSA HOMep mo T. 12 ¢ xoxa Ha mpoaykrta no wi. 19, an. 4 B [lo3uTuBHUS NIEKapCcTBEH
CITUCBK.

(2) CbBeThT BOAM MYOJUYHU PETUCTPH Ha!

1. yTBbpA€HUTE LIEHU Ha JIEKapCTBEHUTE MPOAYKTH 10 ui. 261a, an. 1;

2. YTBBPACHUTE NPEEIHU LIEHU Ha JIEKapCTBEHUTE MPOLYKTH 1O wi. 261a, an. 2;

3. perucTpupaHuTe [IEHU Ha JICKAPCTBCHHUTE MTPOYKTH IO Wwi. 261a, an. 3;

4. (moa — JIB, Op. 103 ot 2020 r., B cuia ot 1.01.2021 r., u3m., O6p. 16 or 2024 r., B cmiia ot
23.02.2024 r.) HaMOHAHUTE HOMEepa 32 UACHTU(UKAIUS HA JIEKAPCTBEHUTE MPOIYKTH.

(3) CobBerhbT OChIIECTBSIBA KOHTPOJ BBPXY Mpojaxdara Ha JEKapCTBEHU MPOAYKTU C YTBBPJACHA
1LI€Ha, NIpe/ieIHa 1IeHa U PEerUCTpUpaHa LieHa.

(4) (M3m. — 1B, 6p. 67 ot 2020 r.) CpBeTHT IpUeMa MUCMEHUTE 3asBJICHUS 32 YTBBPKIABAHE UIIH
perucTpupaHe Ha LieHa WM 3a BKJIIOYBAHE, U3KJIIOYBAaHE, POMEHHU, MOIbpKaHe Ha peuMOypceH
CTaTyC W OIIEHKa Ha 3[paBHUTE TEXHOJOTMH Ha JIEKapCTBEHHUTE NPOAYKTH OT [lo3uTuBHUS
JIEKApCTBEH CIHCHK IO Ta3 TJIaBa, U3BBPIIBA MPOBEPKH U MPOYUBAHUS IO TSIX U CE€ MPOU3HACS C
MOTHBHUPAHU PELICHUS.

(5) CoBeTpT cHOMpa Takcu B pasmepu, ompeneneHn B Tapudara mo wi. 21, an. 2, 3a nogaBaHe Ha
3asIBIICHUS 3a:

1. yTBBpXJaBaHEe, PETHCTpUpaAHE WJIM TMPOMSHA B YTBBpJEHATa WJIM pErUCTpUpaHaTa IleHa Ha
JIEKapCTBEH MPOJIYKT;

2. (m3m. — JIB, 6p. 48 ot 2015 r.) BKJIIOYBaHE, MPOMSIHA WM TTOJIbP)KaHE HA PEUMOYPCHHUSI CTaTyC
Ha BKJIIOUYEH B CIIMUCBHKA IO WI. 262, an. 1 JIeKkapCTBEH NPOAYKT;

3. (HoBa — /IB, 6p. 102 o1 2018 1., B cuna ot 1.01.2019 r.) oLieHKa Ha 3paBHUTE TEXHOJIOTHH.

UYn. 2591, (Hos — JIB, 6p. 103 or 2020 r., B cuna ot 1.01.2021 r.) (1) Haumonanaust
HOMeEp 3a UACHTU(UKAIMS HA JeKapCTBEHUS MPOIYKT 1o ui. 259, an. 1, 1. 12:
1. ocurypsiBa €IHO3HAYHO MJCHTU(UIUpaHE HA BCEKU JIEKAPCTBEH MPOAYKT M OIlEpaTHBHA
ChbBMECTUMOCT Ha HH()OPMALIMOHHUTE CUCTEMU B 3]paBEONa3BAHETO;
2. ce W3MON3Ba OT BCHUYKHM JIMIA, BbB BCHUYKM PErHCTPU U Jpyrn Oa3u JOaHHMU, KAKTO U B
MeAUIMHCKaTa TOKyMEHTalUs, CBbp3aHa ¢ JIEKapCTBEHNUTE MPOAYKTH.
(2) I'enepupanero U BOUCBAHETO B perucTbpa mo 4i. 259, an. 2, T. 4 Ha HAIMOHAJIEH HOMEp 3a
UICHTU(UKAIUS Ha BCEKH JIEKAapCTBEH MPOJIYKT CE€ M3BBPIIBA MO PEJl, ONpe/ieieH B HapeabaTa 1o
yi1. 261a, an. 5.
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(3) UsnbauuTennaTa areHuys 1o JiekapcTBaTa npeaoctaBs Ha CbhBeTa B €NEKTpOHEH (opmar 1o
oOpasen, yTBBpJEH OT Hero, WHGOpMaIUs 3a pPa3peUICHUTE 3a YyIoTpeda W PErucTpUpaHUTE
JIEKapCTBEHU MPOJYKTHU Ha TepuTopusaTa Ha PenyGnuka bearapus u paspeuieHuTe 3a ynorpeda mno
[EHTpaTU3MpaHa MpoLeaypa JeKapcTBeHH MPOAyKTH 1o pena Ha Permament (EO) Ne 726/2004 Ha
EBpomneiickus napnament u Ha CbBera oT 31 mapt 2004 r. 3a ycTaHOBABaHE Ha MPOLEAYpPU Ha
OOmHOCTTa 32 paspeniaBaHe M KOHTPOJI Ha JIGKAPCTBEHU NMPOJYKTH 32 XyMaHHA M BETEpUHApHA
ynotpeba U 3a ch3gaBaHe Ha EBpomeiicka areHiusi mo JieKapcTBaTa, IO pel, ONpPENEIeH B
HapeznOata o wi. 261a, an. 5.

Y. 259a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 1., u3m., 6p. 102 ot 2012 1.,
B cuiia ot 21.12.2012 r.) (1) 3acenanusita Ha CbBETa Ca PEIOBHU, aKO HA TAX MPUCHCTBAT MTOBEYE OT
MOJIOBUHATA OT O0IIMs Opoii Ha YICHOBETE MY.
(2) CpBeThT B3eMa pelICHUSI C MHO3WHCTBO MMOBEYE OT MOJIOBHUHATA OT OOIMs Opoii HA YICHOBETE
CH.
(3) (Hoa — [IB, 6p. 102 ot 2018 r., B cuma or 1.01.2019 r.) Ha 3acemanusta Ha chBeTa
3aIBJDKUTEIHO TIPUCHhCTBAT TpeactaButes/mpenctaBurenn Ha H3OK, MunncrepctBoTo Ha
3npaBeonazBaneTo u MAJL, koraTo ce u3BbpIIBa OLIEHKA Ha 3JJPABHUTE TEXHOJIOTHUH.
(4) (ITpepumrna an. 3 — JIB, 6p. 102 ot 2018 r., B cruta ot 1.01.2019 r.) Ha 3acenanusra Ha chbBeTa
MOXe Ja ObJIaT KaHEHH JIa MPUCHCTBAT 3aUHTEPECOBAHUTE CTPaHHU, KOUTO CE YBEIOMSBAT 3a jaTaTa
Y Yaca Ha 3aCeIaHHeTO, B KOETO IIe Cce Pas3riiexk/ia HalPaBeHOTO UCKAHE.

Uit 2596. (Hos - 1B, 6p. 60 ot 2011 1., B cua ot 5.08.2011 r., u3m., 6p. 102 ot 2012 1.,
B cmita ot 21.12.2012 1.) (1) CrBeThT ce mpousHacs B CPOK JI0:
1. mecTaeceT IHU, KOraTo € MO0JaeHO 3asBJICHUE 3a YTBBp)KJAaBaHE Ha 1eHa 1mo wi. 261a, an. 1 u
BKJIIOUBAHE Ha JIEKAPCTBEHUS NPOAYKT B [103UTHBHUS JIeKapCTBEH CIHCHK;
2. TpUIECEeT IHU, KOraTo € TMOJAJCHO 3asBJIEHHWE 3a MPOMsSHA WM 3aJlMYaBaHe Ha BKIIOYEH B
[To3uTHUBHUS T€KAPCTBEH CIUCHK MPOAYKT;
3. TpuaeceT JHU, KOTaTo € IMOJAJICHO 3asBIECHUE 3a YTBBPKJaBaHE, MPOMSHA WM 3ajJU4YaBaHe Ha
meHa 1o 4. 261a, an. 2;
4. TpuaeceT AHHM, KOraTo € MOJAJCHO 3asBJICHHE 3a PErHCTpUpaHe, MPOMSHA WM 3ajJu4yaBaHe HA
IeHa 1o 4i. 261a, an. 3;
5. TpUIECET THM 3a YTBbPIKIaBaHE/PErUCTpUpaHe Ha 1I€HA Ha JIEKAPCTBEHU MPOAYKTH, 3a KOUTO €
MOJIy4EHO pa3pellieHre 3a napasieieH BHOC;
6. (HoBa — JIB, 6p. 48 ot 2015 r., u3Mm., 6p. 102 o1 2018 1., B cruta ot 1.01.2019 1.) cTo M ocemuecer
JHU, KOTaTo € TMOJAaJeHO 3asBICHHE 3a BKIOYBaHe B [lO3UTHBHMS JIEKapCTBEH CIUCHK Ha
JIEKApCTBEH MPOJYKT C HOBO MEXIYHAPOJHO HEMATEHTHO HAMMEHOBAHUE, TOJIJICKAIIO HA OIEHKa
Ha 3[JpaBHUTE TEXHOJOTHH;
7. (HoBa — JIB, Op. 48 ot 2015 r.) mecTaeceT qJHU, KOTAaTO € MOJAJACHO 3asBJICHUE 3a MOIIbPKaHE
Ha perMOYpCHUS CTaTyC Ha BKJIFOUEH JIEKapCTBEH MPOAYKT B [103MTHBHUS TeKapCTBEH CIUCHK;
8. (moBa — /IB, Op. 102 ot 2018 1., B cuna ot 1.01.2019 1., u3m., 6p. 67 ot 2020 r.) NEBETAECET THU,
KOraTo € TMOJaJeHO 3asBIEHHE 3a pa3lIMpsBaHE Ha MOKa3aHWs Ha BKIOYeH B [lo3uTuBHUSA
JIEKapCTBEH CIMHUCHK MPOIYKT, 32 KOUTO JI0 MOMEHTA HE € 3aIUIalllaHo;
9. (moBa — JIB, 6p. 102 ot 2018 r., B cuna ot 1.01.2019 r.) neBernecer AHU, KOraTo € MOJAJAECHO
3asBJICHUE 32 OIIEHKA Ha 3/IpPABHUTE TEXHOJIOTHH.
(2) 3a nekapcTBEHUTE NPOAYKTH MO Wi. 262, aji. 5 CbBETHT C€ MPOU3HACA B CPOK 10 TPUIECET JHH,
KOrato € MOJAJICHO 3asBJIEHUE 3a YTBBpXKJIAaBaHE HA IleHa Mo 4wi. 26la, ai. 1 U BKIIOYBAHE Ha
npoaykTa B [103UTHBHUSA T€KapCTBEH CITUCHK.
(3) Cpoxkosere 1o an. 1 u 2 3amouBar j1a TeKaT OT JaTaTa Ha MOJIaBaHE HA 3asBJICHUE IO pela Ha
HapenOara o wi. 261a, an. 5.
(4) (HoBa — 1B, 6p. 67 ot 2020 r.) Koraro 3a jexkapcTBeH MPOAYKT B OOJIHMYHA OMAKOBKA,
CBITIACHO Pa3pelIeHUETOo 3a YIoTpeda, € MoJaiIeHO 3asBIeHIE 3a U3BBPIIBAHE HA TIPOIEAYpa MO HJl.
259, an1. 4, cbBETHT ce MIPOU3HACA B CPOKOBE C €1HA BTOPA MTO-KPATKU OT ONPEACIICHUTE B all. 1 u 2.
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Y. 2598. (Hos - 1B, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., ot™., 6p. 102 oT 2012 1.,
B cwia ot 21.12.2012 1.).

Ui 259r. (Hos - JIB, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r., ot™m., 6p. 102 oT 2012 1.,
B cmwia ot 21.12.2012 1.).

Y. 260. (M3m. - [IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., 6p. 102 oT 2012 1., B cuiia
or 21.12.2012 r.) IppxaBHUTE OpraHH, IIBbKHOCTHUTE JHUIA M 3asABUTEIUTE MO Ta3M IjaBa ca
JUI'B)XKHU Jla OKa3BaT CBACHWCTBUE HAa CbBETAa U Ha CIYKUTEIUTE B HErO IpPU H3IIBJIHEHHE HA
BB3JI0’KEHUTE UM 3a/IbJDKEHUS.

Y. 261. (M3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1., 6p. 60 oT 2011 1., B cuiia
ot 5.08.2011 r., 6p. 102 ot 2012 ., B cuna ot 21.12.2012 r.) (1) UneHoBeTe Ha ChBETA M HETOBUTE
CITY’)KUTEITU ca JITB)KHU JIa He pas3riacsaBar 00CTOATENCTBA U (DaKTH, CTAHAIM UM U3BECTHH IPH HITU
10 TIOBOJI M3ITBITHEHHE HA CITYKEOHHUTE MM 3abJIKCHHSI 110 TO3M 3aKOH, OCBEH I10 MMCMEHO UCKaHe
Ha JIbPXKaBEH OpPIaH, KOTraTo TOBA € MPEIBUICHO ChC 3aKOH.

(2) BbB BpB3Ka ChC 3aIBJDKEHUSTA CH MO aj. | JuIara mMOANMUCBAT JeKiapanus Mo ooOpaser,
YTBBPJICH OT MPEJICeNaTelIsl Ha ChBETA.

Pa3znea 11
Perysiupane u perucTpupaHe Ha EeHUTE HA JIEKAPCTBEHUTE
NPOAYKTH.
AJITOPUTMH 32 JiedeHHe € JIEKAPCTBeHN NPOAYKTH. OlleHKAa Ha
3PABHUTE TEXHOJOTHH.
(3arJa. noso - /B, op. 102 or 2012 r., B cuia ot 21.12.2012 r., gom., 0p.
102 oT 2018 r., B cnu1a ot 1.01.2019 r.)

Y. 261a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 1., u3m., 6p. 102 ot 2012 1.,
B cuia ot 21.12.2012 r.) (1) CbBeThbT peryiupa LIEHUTE Ha JIEKApCTBEHUTE MPOAYKTH, BKIIOUBAHU B
[To3uTHBHUS JEKapCTBEH CHMCBHK Mo wi. 262, an. 1 M 3amjnamaHu ¢ myOJWYHHU CpelcTBa, B
CbOTBETCTBUE C Hall-HUCKUTE pehepeHTHH LIEHU OT AbPrKaBH YJICHKH.
(2) CwBerbT perynupa HpefelHUTE LIEHH Ha JIGKApCTBEHUTE MPOJYKTH, KOUTO €€ OTIIyCKaT II0
JIEKapCKO MpEeINUCcCaHe, U3BbH TE3U MO all. | B ChOTBETCTBHE C Hall-HUCKUTE peQEepEeHTHHU LIEHU OT
JbP>KaBU YJICHKH.
(3) CobBerhT perucTprpa MaKCUMaJIHU MPOJAXKHHU LEHU Ha JIpeOHO Ha JIEKapCTBEHUTE MPOAYKTH,
KOHUTO C€ OTITycKaT 0e3 JIEKapCKO MpeArrcaHue.
(4) Llenara, onpeneneHa no pena Ha ain. 1, € ¥ NpeesiHa LieHa Ha JIEeKapCTBEHUTE MPOAYKTU NpPU
npoaaxoara UM Ha JpeOHO.
(5) MuHuCTEpCKHUAT ChBET MO TNMPEAJIOKEHWE Ha MUHHUCTbpA Ha 3paBEONa3BaHETO OMPEeIs C
Hapezn0a ycloBHsTA U MpaBUiaTa 3a peryjJupaHe Ha LIEHUTE Ha JIEKApCTBEHUTE MPOJIYKTH 10 al. 1,
3a peryjupaHe Ha NpEeJesIHUTE LIEHW Ha OTIYCKaHWUTE MO JIEKapCKO MpeINnucaHHhe JIeKapCTBEHU
MPOAYKTH IO aJl. 2 pH MpoAaxodaTa UM Ha ApeOHO, KAKTO U YCIOBUATA U pelia 3a perucTpupaHe Ha
LIEHUTE Ha JIEKapCTBEHUTE MPOAYKTH, KOUTO CE€ OTIycKaT 0e3 JeKapCcKo MpearnrcaHue.
(6) (Hosa — JIB, 6p. 67 ot 2020 r.) HaumonanHara 3/jpaBHOOCUTYpUTEIHA Kaca U MHUHHUCTEPCTBOTO
Ha 3/paBeoNa3BaHETO IMPENOCTaBAT Ha ChBeTa HH(OpManMs 3a 3aljaTeHUTE JEeKapCTBEHU
IPOAYKTH 110 wiI. 262, ain. 6 1o pej, onpesiesieH B Hapeadara 1o ai. 5.

Y. 2616. (Hos — [IB, 6p. 67 ot 2020 r.) JlekapcTBeH MPOAYKT MOXE /1a c€ IMPoJiaBa Ha
TEPUTOPHATA HA CTPaHATa CaMO CIIe]] BIM3aHETO B CHUJIa Ha PEUICHHETO Ha ChBETA 32 YTBBPIK/IaBaHE
Ha T[eHa/TIpe/Ie)THA [IeHa WIIM PETUCTPHUpaAHE Ha IIeHA, ¢ U3KIIIOYSHUE Ha JICKAPCTBCHUTE MPOTYKTH
o 4i. 9 u 266a.
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Y. 2618. (HoB — JIB, 6p. 67 ot 2020 r.) (1) JIekapcTBeH MpOAYKT MOXKE J1a C€ MpojaBa
Ha IIeHa, He MO-BUCOKA OT yTBbpJEHATa LieHa 1o wi. 261a, an. 1, oT npegenHara 1eHa no 4wi. 261a,
aj. 2 WM OT perucTpupaHara 1eHa no 4i. 261a, an. 3.
(2) TwproBenmbT Ha ApPeOHO € UTBXKEH Jla TOCOYM MpOJaKHATa I[eHa BBPXY OIMAKOBKAaTa Ha
JIEKapCTBEHUSI MPOIYKT HA 0003HAYEHO OT MPOU3BOIUTEINS MACTO.
(3) Llenute Ha JEKApCTBEHUTE MPOJIYKTH, BKIIOYCHH B CTOWHOCTTA Ha OKa3aHaTa OT JiedeOHUTE
3aBe/leHUs] MEIUILIMHCKA MOMOII, HE MOXe Ja ObJaT MO-BUCOKU OT IIeHaTa, Ha KOATO JIeUeOHOTO
3aBe/ICHUE € 3aKYIMIO JIEKAPCTBEHUS MPOAYKT OT ThProBella Ha epo.
(4) JlexapcTBeH MPOJYKT HE MOXE Jla ce IMpojaBa Ha JiedeOHUTE 3aBEACHUS M0 Wi. 5 OT 3aKoHa 3a
JeuyeOHUTE 3aBE/ICHUS U HA JICYeOHHUTE 3aBEACHUS C IBPKABHO M/HIIM OOIIMHCKO y4acTue 1Mo 4i. 9 u
10 ot 3akoHa 3a jeueOHHUTE 3aBEACHUS Ha 1I€Ha, II0-BUCOKA OT CTOMHOCTTA, OIpe/ieieHa 10 pelia Ha
HapeznOata o wi. 261a, an. 5.
(5) 3a nekapcTBeHUTE MPOAYKTH, BKItoUeHU B [103UTUBHUS JIEKApCTBEH CIUCHK 1O 4iI. 262, ai. 6, T.
1 ¢ HuBo Ha 3amnamane 100 Ha cTo, HE ce HAayMCIsABAa HaxOaBKa 3a THPTOBEI HA JPeOHO IpHU
OTITyCKaHETO UM B anTeKa.

Ui 262. (Jom. - AB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., 6p. 88 oT 2009 1., B cuinia
ot 6.11.2009 1., u3m., 6p. 98 ot 2010 r., B cuna ot 1.01.2011 r., 6p. 60 ot 2011 r., B cuna ot
5.08.2011 r., 6p. 102 ot 2012 1., B cunma ot 21.12.2012 r.) (1) (U3m. - [AB, 6p. 15 ot 2013 r., B cuna
ot 1.01.2014 r.) [To3UTHBHUAT JIEKAPCTBEH CIUCHK CE€ U3TOTBS W MOJIbPKAa OT ChbBETa U BKJIFOYBA
JIEKApCTBEHH MPOJYKTH, OTIYCKAaHU MO JIEKAPCKO MPEANUCAHUE M 3alulalllaHd ChC CPEACTBA OT
oromkera Ha H3OK, or nbpxkaBHus OIOKeT H3BBH 00XBaTa Ha 3aJBJKUTEIHOTO 3PaBHO
OCUTYpsIBaHE, OT OI0JKETa Ha JIeYeOHUTE 3aBEACHHUS 0 WI. 5 OT 3aKOHA 3a JeuyeOHUTE 3aBeICHUS U
oT Oro/KeTa Ha Je4eOHUTE 3aBEACHUS C IbPKABHO W/WHM OOLIMHCKO ydactue mo wi. 9 u 10 ot
3akoHa 3a Je4eOHUTE 3aBEACHMUS.

(2) (M3m. — JIB, 6p. 102 ot 2018 1., B cruta ot 1.01.2019 1.) II03UTUBHUAT JIEKAPCTBEH CIUCHK
BKJIFOYBA JICKAPCTBEHU MPOAYKTH, Kiacupuiupanu mo (papMakoJIOTHYHU TPYIU CHIVIACHO KOJa I10
aHaTOMO-TEPaNeBTUYHO-XUMUYHATA KIacU(PHUKAIHS, ChC CHOTBETHUTE MEXAYHAPOAHU HEMATEHTHU
HAaWMEHOBAHWSI, TPUHAICKAIINTE KbM TSIX HAMMEHOBAHUS, ChC ChOTBETHATA Je(PUHMpAHA THEBHA
7103a/TepaneBTUYCH Kypc, LieHa mo wi. 26la, an. 1, mpenenHa 1eHa Ha JEKapCTBEHUTE MPOIYKTH
pu TpojiaxdaTa UM Ha ApeOHO, peepeHTHa CTOMHOCT 3a NepruHUpaHa THEBHA /103a/TeparneBTHUYCH
Kypc, CTOWHOCT Ha OTaKOBKaTa, U34KCIIeHa Ha 0a3aTa Ha pedepeHTHA CTONHOCT/TepaneBTHYeH Kype
3a neuHUpaHa JHEBHA 71032, HUBO HA 3aIUlalaHe, TEPANCBTUYHH TTOKA3aHMs U MEXTYHAPOJICH KOJT
Ha 3a0onsBanusaTa (MKB). 3a nexapcTBeHuTe mpoaykTu pedepeHTHaTa CTOMHOCT ce OMpe/ess Ha
0a3ara Ha omnpeseneHa AeuHUpaHa THEBHA 1032 WM TEPAreBTUYEH KYpC, WU KOHIIEHTpAIUs WIH
obem.

(3) (U3m. — 1B, 6p. 102 ot 2018 1., B cuna ot 1.01.2019 1., 6p. 67 ot 2020 1.) B Ilo3uTnBHUA
JIEKapCTBEH CIMHUCHK CE BKIIOYBAT JICKAPCTBEHU MPOIYKTH, HA KOUTO MEXIYHAPOJAHOTO HETIATEHTHO
HAaUMEHOBAaHHWE, KBbM KOETO TIPHHAJICKN JIGKAPCTBEHUAT MPOMYKT/KOMOWHANUATA — TIPH
KOMOMHHpAHU JIEKapCTBEHU MPOIYKTH, C U3KIIOYCHHE HAa TeHEPUYHHUTE JIEKAPCTBEHH MPOAYKTH U
JIEKAPCTBEHHUTE MPOJYKTH, KOUTO CHIBPKAT aKTUBHO BEIIECTBO WJIM aKTUBHH BEIIECTBA C J10OpE
ycTaHOBeHa ymoTpeba B MeAMWIIMHCKaTa MpakTHKa, Ce€ 3alama oOT  OOIIecTBEH
3IPaBHOOCUTYPHUTENICH (GOHI W/WIK C MyOJUYHH CPENICTBA MPH CHIIUTE TEPANIEBTUYHU MOKA3aHUS
MOHE B 5 Abp:KaBH, NMOCOYEHU B Hapemdara mo 4ia. 26la, am. 5. MexayHapoOHOTO HEMAaTEHTHO
HaWMEHOBAaHHE, KbM KOETO MPUHAIICKH JIEKAPCTBEH MPOAYKT, MPETHA3HAUCH 32 JICUCHUE HA PEIIKH
3a00IIBaHUs, C€ 3aljalia OT OOMIECTBEH 3APaBHOOCUTYpHUTENEH (HOHI U/ WU C TyOIMYHU CPECTBA
IIPH CBHIUTE TEPATEBTUYHU TIOKA3aHUS ITOHE B 5 OT BCHYKHU JbPKABH UICHKH.

(4) (Jom. — JIB, 6p. 48 ot 2015 r., u3m., 6p. 102 ot 2018 ., B cmma ot 1.01.2019 1.) JIekapcTBeHuTe
npoayktu B Ilo3UTHBHHMS JI€KapCcTBEH CHUCHK c€ MOA0MpaT CbhOOpa3HO [OKa3zaTelcTBa 3a
e(UKacCHOCT, TepaneBTUYHA €(PEKTUBHOCT, OE30MacHOCT M aHaIu3 Ha (PapMaKo-UKOHOMHYECKU
MOKa3aTeIM KaTo 3a JIEKAPCTBEHHUTE MPOJAYKTH ¢ HOBO MEXIYHAPOIHO HEMATCHTHO HAaWMMEHOBAHHE
Ce W3BBPIIBA U OICHKAa Ha 3JpaBHUTE TexHoyuoruu. OlleHKaTa Ha 3ApaBHUTE TEXHOJOTHH Ce
W3BBPIIBA NPU YCIOBUS U IO pell, ONpeesieHn ¢ Hapeadara no wi. 261a, ain. 5.
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(5) (U3m. — JIB, 6p. 102 ot 2018 r., B cuna ot 1.01.2019 r.) Koraro enun uinu noseue JeKapcTBEHU
MPOAYKTH CBhC CHIIOTO MEXAYHAPOJAHO HEMATCHTHO HAMMEHOBaHWE, JIeKapcTBeHa ¢dopMa u
KOHIIEHTpallMs Ha aKTUBHOTO BEIIECTBO, BEUYE Ca BKJIIOYEHU B ChOTBETHaTa 4acT Ha [lo3uTuBHUA
JIEKapCTBEH CITMCHK, HE CE€ U3BBPIIIBA OIICHKA 110 all. 4.

(6) (M3m. — B, Op. 67 ot 2020 r.) [TO3UTHBHUAT JEKAPCTBEH CIHUCHK CE€ CHCTOM OT YETHUPH
MIPUJIOKCHUS U BKITIOYBA!

1. nekapcTBEeHU MPOAYKTH, MpEAHA3HAUEHU 3a JieueHHe Ha 3a00JiABaHMsI, KOUTO Ce 3aIjaliar 1o
pena Ha 3aKOHa 3a 3IpaBHOTO OCUTYpPSIBaHE;

2. IeKapCcTBEHU MPOIYKTH, 3aIlIalllaHy OT OI0/KETa Ha JIeueOHHUTE 3aBeIeHU 0 Wi. 5 OT 3aKoHa 3a
neyeOHUTE 3aBEeCHUS M OT Oo/DKEeTa Ha JIeYeOHWTE 3aBelleHHs C IbpPKAaBHO W/WIM OOIIMHCKO
yuactre o wi. 9 u 10 ot 3akoHa 3a Ie4eOHUTE 3aBEICHNUS,

3. (mom. — 1B, 6p. 67 ot 2020 r.) JekapcTBEHH NPOAYKTH, NpeaHa3Hadenu 3a geuenue Ha CIINH,
Ha MHGEKIMO3HU 3a00isgBaHUs, Ha 3a00NABaHUA HU3BBH 0OXxBaTa Ha 3aKOHA 3a 3/PaBHOTO
OCHUTypsiBaHe, 3aIlIalllaHu 1o pefa Ha wi. 82, an. 1, T. 8 or 3akoHa 3a 37paBeTo, KAaKTO U BAKCHHU 32
3aIBJDKUTEIHA UMYHH3allUd W PEUMMYHHU3allid, BaKCUHU 110 CHEIUATHU [OKa3aHUi U IpHU
W3BBHPEIHH 00CTOSTENICTBA, CIEUPUIHH CEPYMH, UMYHOTTIOOYJIMHH, OTIpEIeNIeH! ¢ Hapeadara mno
yi1. 58, an. 2 oT 3aKoHa 3a 3/IpaBeTo;

4. mpenenHa 1eHa Ha JIEKAPCTBEHHUTE MPOAYKTH 1O Wi. 261a, ai. 4 mo exemMeHTH.

(7) MunuctepctBoTO Ha 3apaBeonazBanero 1 H30K morart ga npaBst npeuiokeHus 10 ChBeTa 1o
1. 258, an. 1 3a npepasriiexaaHe Ha BKIIOYEHH JIEKAPCTBEHU MPOAYKTH B [103uTHBHUS JieKapCcTBEH
CIUCHK MPH YCIOBUS U IO PeJl, OTpeiesieHu B Hapeadarta o wi. 261a, an. 5.

(8) Hanmonannara 3apaBHOOCUTYpPUTEIHA Kaca 3arJiaiia JeKapCTBEHUTE MPOIAYKTH 1o aji. 6, T. 1
IIPH YCIIOBUSATA U 110 pefa Ha HapenOaTa o wi. 45, an. 9 or 3akoHa 3a 3JpaBHOTO OCUTypsIBaHE.

(9) (Hosa — 1B, 6p. 18 ot 2014 1., mom., 6p. 48 ot 2015 1.) YcioBusiTa, mpaBuiaTa U KpUTSPUUTE 32
BKJIIOUBaHE, TPOMEHU W/WIM W3KJIIOYBAHE Ha JIEKApCTBEHU MPOAYKTH OT [103UTHBHUS JieKapCTBEH
CIHUCHK W 3a TMOJUIbpKaHe Ha PEUMOYPCHHSI CTaTyC Ha JICKAPCTBEHHUTE MPOJIYKTH CE OMPEACIST B
Hapezabara o wi. 261a, ai. 5.

(10) (Hosa — /1B, Op. 48 ot 2015 r., usm., 6p. 102 or 2018 r., B cuma or 1.01.2019 r.)
JlekapctBenute npoayktu mo wi. 45, an. 10, 13 u 21 or 3akoHa 3a 3ApaBHOTO OCUTYypsIBaHe, 3a
KOUTO HE ca JOTOBOPEHU OTCTHIIKH, HE Ce€ BKJIIOYBAT B [lO3WTHBHHS JICKQPCTBEH CITHCHK.
JloroBopuTe 3a MpeaoCTaBsiHE Ha OTCTHIIKH MOCTHIIBAT B ChBETA IO P, ONPe/IeieH B Hapea0aTa 1mo
yj1. 261a, an. 5.

(11) (HoBa — /B, 6p. 48 ot 2015 r., usm., 6p. 102 or 2018 r., B cuma ot 1.01.2019 r.)
JlekapcTBeHHTE TPOIYKTH, 3a KOWTO B mporenypara mo wi. 259, am. 1, T. 8 He ce mokaxe
MOJIOKUTETTHATA OICHKA MPU TAXHOTO BKIIIOYBAHE, C€ HM3KIOYBAT OT [lO3UTHBHUS IleKapCTBEH
CITUCBHK.

(12) (Hoea — 1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r., uzm., 6p. 102 ot 2018 1., B cuna ot
1.01.2019 r.) MuHuCTEpCTBOTO Ha 37paBEeONa3BaHETO 3aIljialla JEKapCTBEHUTE MPOAYKTH 110 al. 6,
T. 3 ¢ HOBO MEXKIYyHAPOJHO HEMATeHTHO HAMMEHOBAaHUE, aKO TMpeAd BKIOYBAHETO UM B
[To3uTHUBHUS JIEKAPCTBEH CHHUCHK € CKIFOUEHO IPEABAPUTEITHO PAMKOBO CIIOPa3yMEHHE MEXITY
MUHHUCTEpCTBOTO Ha 3/IpaBEOINAa3BaHETO W MPHUTEKATENs Ha pa3pelieHHueTo 3a ynoTpeOa/HeroB
VITBTHOMOIICH TPEACTABUTENl OTHOCHO MaKCHUMallHaTa CTOWHOCT, JI0 KOSTO CHOTBETHHST
JIEKapCTBEH MPOJYKT MOXE J1a e JOCTaBs Ha MHUHHCTEPCTBOTO Ha 3/IpaBEOINa3BaHETO MO peAa Ha
3akoHa 3a OOmECTBeHUTE MOpPBUKH. CIIOpa3yMEHHETO € 3aIBJDKUTEITHO 3a CTPAHWUTE IO HETO.
Crniopa3zyMeHusiTa IOCTHIIBAT B ChBETA 1O PeJl, ONpeelieH ¢ HapenOaTa mo 4. 261a, an. 5.

(13) (HoBa — [IB, 6p. 102 ot 2018 1., B cria ot 1.01.2019 1.) JlekapcTBeHUTE MPOIYKTH 110 all. 6, T.
3 ¢ HOBO MEXIYHapOIHO HEMAaTEeHTHO HAWMEHOBAaHHE, 32 KOMUTO HE € CKJIIOYEHO MPEABAPUTEIHO
PaMKOBO CIiopa3yMeHue 1o ai. 12, He ce BkitouBaT B [[03UTHBHUSA TE€KapCTBEH CIIUCHK.

(14) (Hosa — IB, 6p. 103 ot 2020 r., B cuna ot 1.01.2021 r.) 3a nekapcTBeHUTE TPOAYKTH IO ail. 6,
T. 3, 32 KOUTO CTOHHOCTTA, 3aIJjamana oT 0ro/pKkeTa Ha MUHICTEPCTBOTO Ha 3/[PAaBEOIIa3BaHETO, Ce
M3UHUCIISIBA Upe3 TPYIMUpaHe, B KOETO HE yJacTBaT JEKAPCTBEHH MPOIYKTH HA APYTH MPUTEKATEITU
Ha paspemieHne 3a ymorpeda, MUHHCTEPCTBOTO Ha 3/paBeONa3BaHETO M TPUTEKATETUTE Ha

ctp. 106 or 157



paspeiieHue 3a ymnoTpeda MWJIM TEXHU YIBIHOMOIIEHU MPEICTABUTENN €XKETrOJHO CKIIYBAT
PaMKOBH CIIOpa3yMEHHUsI OTHOCHO MaKCHMalHaTa CTOWHOCT, 0 KOSTO CHOTBETHHUSAT JIEKAPCTBEH
MPOJIYKT MOXE Jla ce OCTaBs Ha MUHHCTEPCTBOTO Ha 3/IpaBeolla3BaHETO MO peaa Ha 3aKoHa 3a
OOIIECTBEHUTE TOPBUYKH. YCIOBHUATA U PEABT 32 CKIIOYBAHE HAa PAMKOBHTE CIIOPa3yMEHHS CE
ompenensaT ¢ HapeadaTa mo wi. 82, an. 1, T. 8 oT 3akoHa 3a 37paBeTo.

(15) (HoBa — JIB, 6p. 103 or 2020 r., B cmia ot 1.01.2021 r.) Pasnopenbara na an. 14 He ce
npujiara 3a reHEepUYHU JIEKAPCTBEHU MPOAYKTH U 32 BAKCHHM 32 3aIbJDKUTEITHH UMYHU3ALUU U
pEeUMYHHU3allMA, BaKCHMHU [0 CICUUATHH T[OKa3aHWs W TPH U3BBHPEIHH OOCTOSTEIICTBA,
cHelu(pUYHA CePyMHU, UMYHOTJIOOYIMHHU U APYTU OUOMPOIYKTH, CBbP3aHU C MpOUIAKTHKATa Ha
3apa3HuTe 00JIEeCTH, ONPECTICHH ¢ HapexdaTa mo wi. 58, an. 2 ot 3akoHa 3a 3[[paBeTo.

(16) (Hosa — IB, 6p. 103 ot 2020 1., B cuia ot 1.01.2021 r.) 3a nekapcTBEHUTE MPOIYKTH O al.
12 mMakcumaiHaTa CTOMHOCT 1O ajll. 14 He MOXke J1a ObJie TO-BUCOKA OT CTOMHOCTTA, ONpe/IeieHa B
PaMKOBOTO CIIOpa3yMeHHe 1o ai. 12.

(17) (Hoea — B, 6p. 103 or 2020 r., B cuma or 1.01.2021 r.) MHUHHCTEPCTBOTO Ha
3/IpaBeolla3BaHETO HE MOXeE Ja 3aIljialla JIEKapcTBEHUTE NMPOAYKTU Mo aj. 14 Ha croifHoCTH, IO-
BUCOKM OT MaKCHMaJHaTa CTOMHOCT Ha CBOTBETHHS JIEKAPCTBEH MPOIYKT, ONpeAeieHa B
PaMKOBOTO CIIOpa3yMeHHe 110 al. 14.

(18) (Hosa — 1B, 6p. 103 ot 2020 r., B cuna ot 1.01.2021 r.) JIekapcTBeHUTE NPOIYKTH 1O ai. 14,
32 KOUTO HE € CKJIIF0YEHO PaMKOBO CIiopasyMeHue 1o ai. 14, He ce 3amnamar or MUHHCTEPCTBOTO
Ha 3/IpaBeona3BaHeTo.

(19) (Hosa — 1B, Op. 16 ot 2024 1., B cuna ot 23.02.2024 r.) JlekapcTBeHUTE MIPOIYKTH, 32 KOUTO B
omnpeneneHus: cpok He € npenocraBeHa Ha MAJI undopmanusata o wi. 68, an. 1, 1. 11 w . 217, 1.
6, He ce 3amamnar ¢ NyoJuYHH CPECTBA 32 CPOKA HA HEU3MBIHEHHE Ha 3a/IbJDKEHUATA 10 Wil 68,
an. 1, 7. 11 u un. 217, 1. 6. 3a uenuTe Ha 3amJallaHe Ha JIEKAPCTBEHU MPOAYKTU C IYOJIMYHU
cpenctBa MAJI execenmuuno npenoctaBs Ha H30K u MunHHCTEpCTBOTO Ha 3[IpaBeOIa3BaHETO
nH(pOpMaINKA 3a JIGKAPCTBEHUTE MPOAYKTH 110 H3PEUCHHUE ITHPBO.

(20) (HoBa - JIB, 6p. 16 ot 2024 r., B cuna ot 25.08.2024 r.) JlekapcTBeHUTE MPOAYKTU, HA KOUTO
HE € MPOBEpEHa aBTEHTHYHOCTTAa Ype3 IOoKa3aTeauTe 3a 0e30MacHOCT mo ui. 168, an. 8 u He e
N€3aKTUBUPAH WHIUBUIYATHUIT UICHTHU(PHUKAIIMOHEH Oeler B CHCTeMara OT perucTpu B
crotBeTcTBUE C Jlenerupan pernament (EC) 2016/161, He ce 3amnamar ¢ myOJIMYHA CPEACTBA. 3a
[[eUTe Ha 3alljalllaHe Ha JIEKApCTBEHU MPOAYKTH C MyOIMYHU CpelcTBa OOMEHBT Ha JaHHU 3a
JIEKApCTBEHHUTE TPOIYKTH IO U3PEUEHHE IIBPBO CE OCHIECTBSIBA 110 pe/ia Ha Wi, 272B.

Un. 262, (Hos — JIB, 6p. 67 ot 2020 r.) (1) (U3m. — JIB, 6p. 103 ot 2020 r., B cuna ot

1.01.2021 r.) B mpunoxxenusara Ha [103uTUBHUS J€KapCTBEH CIUCHK MO Wi. 262, an. 6 ce mocoysar:
KOA 10 aHaTOMO-TEpalneBTMYHO-XMMHUYHA  KJIACH(PHUKAIMSA, MEXIYHApOJHO  HEHNaTeHTHO
HaumeHoBaHue (INN), HammeHOBaHME Ha JIEKapCTBEHUS IMPOIYKT, JieKapcTBeHara (opma u
KOJIMYECTBOTO HAa aKTUBHOTO JIEKAPCTBEHO BEIIECTBO, OMAKOBKA, IIPUTEKATEN HA Pa3pEIICHUETO 3a
ynotpe0a, repuHMpaHa JHEBHA J]03a/TepalleBTUUEH Kypc/KOHIIEHTpalus/o0em, 1ieHara o wi. 261a,
an. 1, pedepeHTHa CTOHHOCT, CTOMHOCT 3a ONAKOBKA, M3YMCiIeHa Ha 0Oa3aTa Ha pedepeHTHa
CTOMHOCT, HMBO Ha 3allUlalllaHE Ha JIEKAPCTBEHUS MPOJIYKT, TEPANEBTUYHU IOKA3aHUS U
3abomnsBanug no MKB, npousBoauTen/mpon3BoauTeny, nHpopMalys 3a OrpaHU4YEeHUsATa B HAaUMHA
Ha NpPEINUCBaHE NpPU pa3IMYHU HWHIUKAIMM, HAlMOHAJIEH HOMep 3a WAEGHTU(UKalUsS Ha
JIeKapCTBEHHMS TIPOYKT 1o 4. 259%, an. 1 u nombiHuTeNHA HHPOPMALHUSL.
(2) Tlo3UTUBHMAT JIEKAPCTBEH CIUCHK CHhABPKAa HMH(GOpMalKs OTHOCHO BMJA Ha JIEKAPCTBEHHS
MIPOAYKT, OTIPENIeNIeH B MpoLeaAypaTa Mo pa3peliaBaHeTo My 3a ynorpeda. MadopmarusaTa 3a Buna
Ha JIEKapCTBEHUS MPOAYKT ce npenctanst oT MAJL B 7-gHEBEH CPOK OT MOCTHIIBAHE HA 3alIMTBAHE OT
cTpaHa Ha HanuoHamHus ChBET MO IIEHW U peuMOypcUpaHe Ha JIEKapCTBEHUTE MPOIYKTH 32 BCEKH
KOHKPETEH JIEKAPCTBEH MPOIYKT.

Un. 2622 (Hos — JIB, 6p. 67 or 2020 r.) MHHHCTEPCTBOTO Ha 3/paBEONa3BaHETO,
Hanuonannata 31paBHOOCUTYPUTENIHA Kaca U JIedeOHUTE 3aBe/IeHHs IPE0CTaBAT Ha ChBETA IIbJIHA
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nH(popMaIus 3a 3arIaTeHuTe JEKApCTBEHH MPOAYKTH 10 4. 262, an. 6, T. 1 — 3 1o pexn, onpeneicH
B HapenOaTa mo wi. 261a, an. 5.

Un. 2623 (Hos — JIB, 6p. 67 or 2020 r.) (1) IlpurexarensT Ha pa3pelIeHHETO 3a
ynotrpeba WIM HEroB YITBIHOMOIICH IPEICTAaBUTEN € IIBXKEH B CPOK JBa pabOTHU JHU OT
MoJy4yaBaHe Ha PEUICHUETO Ha ChBETA 3a MPOMsHA Ha 1ieHaTa no wi. 261a, an. 1 — 3 Ha nekapcTBeH
MPOJYKT Ja YBEJAOMH IO MOAXOMISNI HAauWH bbirapckus (hapMameBTHUEH ChI0O3 U THPrOBIUTE HA
€1po, a T€ ChOTBETHO J1a YBEJOMST ThPrOBIIMTE HA APEOHO C JICKAPCTBEHH MPOIYKTH.

(2) CeBerbT mo chyxebeH pen yBeaoMsBa MUHHCTEPCTBOTO Ha 3ApaBEONa3BaHETO U
HanmonanHaTa 31paBHOOCHTYpUTEIHA Kaca 3a PEIICHUATA, 32 KOUTO € JOIMYCHATO MPEeIBAPUTEITHO
H3ITBJIHCHHUE.

Y. 262a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., ot™., 6p. 102 oT 2012 1.,
B cuia ot 21.12.2012 r., HOB, Op. 102 ot 2018 ., B cuna ot 1.01.2019 r.) (1) Ouenka Ha 3apaBHUATE
TEXHOJIOTUM TO uwi. 262, an. 4 He ce M3BBPILIBA 3a T'€HEPUYHU JIEKAPCTBEHU IMPOJYKTH U 3a
JICKapCTBEHH TPOJIYKTH, KOUTO CBHABPKAT aAKTHBHO/aKTUBHHM BEIIECTBO/BEUIECTBA C J100pe
yCTaHOBEHA yrnoTpeda B MeIULMHCKATA TPAKTHKA.
(2) 3a nexapcTBeHMTE NPOAYKTH, BKIOUEHHM B IlO3UTHBHMS JE€KapCTBEH CHUCHK, C€ HM3BBPIIBA
OLICHKA Ha 3/IpaBHUTE TEXHOJOTUH, KOTaTO € 3asIBEHO Pa3IIHUpsiBaHEe Ha TePANeBTUUHUTE MTOKa3aHUs,
3a KOUTO JI0 MOMEHTA HE € 3aIUIalllaHo ¢ MyOJINMYHU CPECTBA, IPU YCIOBUS U IO pel, ONPEIEIICHU C
Hapezabara o wi. 261a, ai. 5.
(3) MunucrepctBoTo Ha 3apaBeona3Baneto 1 H30OK moxke MOTHBHpaHO Ja MOMCKAT M3BBPILIBAHE
Ha OIEHKAa Ha 3[pPaBHUTE TEXHOJIOTMU HA JIGKAPCTBEHU MPOJIYKTH, BKItOUueHU B [lo3uTHBHUSA
JIEKapCTBEH CIIUCHK, IIPU YCIOBUS U 110 Pell, ONIPEesIeHU ¢ Hapeabara no wi. 261a, ai. 5.

Ui, 2626. (Hos — JIB, 6p. 102 ot 2018 r., B cuna ot 1.01.2019 r.) (1) (M3m. — [IB, Op. 67
or 2020 r.) B Ilo3uTuBHHUS JEKapCTBEH CHHMCHK CE€ BKJIIOYBAT JIEKAPCTBEHU MPOAYKTH,
IPUHAAIEKAIM KbM HOBO MEXIYHAPOJHO HENATEHTHO HAaWMEHOBAaHHUE, 3a KOUTO € M3BbpIICHA
OLIEHKAa Ha 3/IpaBHUTE TexHoJoruu. OLeHKaTa Ha 3ApaBHUTE TEXHOJIOIHH € YacT OT MpoLeaypaTa 1o
BKJIIOYBAHE Ha JICKAapCTBEHHsI MPOAYKT B I[lO3UTUBHUS JI€KapCTBEH CIUCHK, KAaTO ChABPKA
KIMHAYHA U (hapMaKO-UKOHOMUYECKa OLIEHKAa M BKIJIIOYBA!

1. aHanu3 Ha 3/{paBHUS IPoOIEM;

2. cpaBHUTENIEH aHaJW3 Ha TeparneBTHYHaTa e(PUKACHOCT, €()EeKTUBHOCT U O€30MacHOCT Ha
JIEKapCTBEHUS TPOAYKT;

3. aHanu3 Ha (papMaKO-MKOHOMHYECKHUTE MTOKa3aTelH;

4. aHanmu3 Ha OIOPKETHOTO Bb3/EHCTBHE.

(2) Ouenkara Ha 3/IpaBHUTE TEXHOJIOTHH CE U3BBPIIIBA 110 CIECIHUTE KPUTEPUHU:

1. HamMYMe WK JTUIICA Ha aJTepHATUBHO JieUeHHe Ha 3a00JIIBaHETO;

2. HaJM4We WK JIUIICA Ha JIEKApCTBEHA aJITEpHATHBA 3a JIeUeHUe Ha 3a00IIIBaHETO;

3. euKacHOCT U TepaneBTUYHA €()EeKTUBHOCT Ha JIEUYCHHETO — OLIEHKA Ha TepaneBTHYHATa I0J13a,
yAbKaBaHE MPOJIBIKUTEIHOCTTAa HA KUBOTA U MOJ00psSBAaHE KaueCTBOTO Ha >KMBOT, HaMaJlsiBaHe
Ha YCJIO’)KHEHHSITa OT OCHOBHOTO 3a00JIsIBaHE;

4. Opoif Ha MOTEHIIUATHUTE TAIUEHTH;

5. 6e30MacHOCT Ha JIEKapCTBEHMs MPOJYKT — YECTOTa M CEPUO3HOCT HA HEXEIAHHUTE PEaKIUH,
HYX/Ja OT TpWilaraHe Ha JIONBJIHUTEIHUA NPOPWIAKTUYHA WM TEPareBTUYHH MEpKH 3a
NPeOTBpATsABaHE HAa HEXKEIaHU PeaKIui;

6. (apmMako-MKOHOMHUYECKH TOKa3aTeld — pPa3XOAW 3a Tepamus C JEKapCTBEHMs MPOAYKT U
CpaBHEHME Ha Pa3XOJUTe 3a TEPaIusl C HATMUYHUTE aJITePHATUBHU, COTHOILIEHUE Pa3Xxo — pe3yJTar,
MKOHOMMYECKA OIIEHKA Ha JOM'bJIHUTEIHUTE OJI3H;

7. MOA3U OT 37paBHATa TEXHOJOTHS, MPEACTaBEHU upe3 credeneHa roauHa xuBoT (LYG), ronuna
KHUBOT, choOpa3eHa ¢ kauectBoTo (QALY), miu mpu Jiurica Ha JaHHU 3a KpailHU pe3yiTaTtu — 4pes
NPEIOCTaBsIHE HA MEX/IUHHU TaKUBa;

8. aHanm3 Ha OI0/KETHOTO BBH3/ICUCTBHE Ha O0a3aTa Ha OYaKBaH OpO¥ MAIMEHTH;

9. olleHKa Ha pa3XxoUTe Ha MMyOJIMYHU CPE/ICTBA 3a 5S-TOUIIEH TepUO/;
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10. ananu3 Ha 37paBHATa MEPCHEKTHUBA 3a WHCTUTYIUATA, KOSTO 3aIulalla CbOTBETHOTO JIEYEHUE C
mMyOJIMYHU CPECTBA, I OOIIECTBEHATA TIEPCIIEKTHUBA;

11. MopasTHU ¥ €TUYHHU ChOOPaKEHHS (MpU CTICU(PUIHM TPYITH 3a00JIIBAHHS ).

(3) (Hosa — 1B, 6p. 67 ot 2020 r.) B choTBeTHOTO mpuiiokeHUEe Ha [103UTUBHUS JIEKAPCTBEH
CHUCBK C€ BKJIIOYBAT JICKAPCTBEHH IMPOJIYKTH, MPUHAMIEKAIM KbM HOBO MEXKIYHAPOIHO
HEMaTeHTHO HAaUMEHOBAHKE, 32 KOUTO € U3BBPIICHA OICHKA Ha 3[paBHUTE TEXHOJIOTUH MO pea Ha
an. 1 1 3a KOUTO UMa TMOHE €JHA TOJOXKUTEJIHA OLEHKAa Ha 3[paBHATAa TEXHOJOTUS OT IbpKaBHA
uHCTUTYLMS Ha BenukoOpuranus, @pannus, 'epmanus u [Benns.

Y. 262B. (HoB — JIB, 6p. 102 ot 2018 1., B cruta ot 1.01.2019 r.) (1) (dom. — JIB, 6p. 67
ot 2020 r.) IIpocnensBanero Ha edekra OT TepanusaTa o wi. 259, an. 1, T. 10 ce u3BBpIIBA OT
nedyeOHU 3aBeleHMs, ompeneiaeHd OT HamuoHanHus cbBeT MO LIEHM U peuMOypcupaHe Ha
JIEKapCTBEHHUTE MPOYKTH, IO e, OTpeesieH B HapeabaTa mo wi. 261a, an. 5.

(2) (M3m. — JIB, Op. 67 ot 2020 r.) HamuoHaJHHMAT CHBET IO LIEHHM W peuMOypcHpaHe Ha
JIEKapCTBEHHUTE MPOIYKTH MU3BBPIIBA aHAIN3 Ha chOpaHaTta OT jJeuyeOHUTe 3aBeeHUs UHPOpMaLus
1o aJi. 1 mpu yclioBUs | 1O pell, onpeeseHu B Hapeabara mo 4i. 261a, an. 5.

(3) (HoBa — 1B, 6p. 67 ot 2020 r.) JIleueOHUTE 3aBeACHMS 110 al. | TIPEOCTaBAT HA ChBETA JOCTHIT
710 MEUIIMHCKATa TIOKYMEHTallUs, BOJCHA OT TAX, OTHOCHO IMIPUJIAaraHeTO Ha KOHKPETEH JIEKapCTBEH
IIPOJYKT, 32 KOWTO ce mpociesiBa eQeKThT OT TeparuATa.

Y. 263. (U3m. - JIB, 6p. 60 ot 2011 r., B cuma ot 5.08.2011 ., 6p. 15 oT 2013 1., B cruia
or 1.01.2014 r.) Cnc cpeacTBa OT AbpkKaBHUA OIOKET M3BBH O0XBaTa Ha 3aIBbJDKUTEITHOTO
3IpaBHO OCHUTYpsSIBAaHE MOraT Ja ce 3alllaliaT JIEKapCTBEHH MPOAYKTH, OTIIYCKaHU IO JIEKapCKO
npeAnucaHue, KOMTO He ca BKIIIOYEHHU B CIIUCHKA MO Wi. 262, an. 1, HeoOxoaumu 3a npouaakTuKa
WIM JICYeHUE TPU EMUAEMUYHH B3PHBOBE, €MUAEMUU, MAHAEMUHU, KAKTO U MPHU HAIUYUETO Ha
MpEeANoiaraeMo WK MOTBBPACHO Pa3NpPOCTPAHCHUE HA XMMHUUYECKH WM OMOJIOTMYHU areHTH WIH
SJIpeHa paauanusl.

Ui 264. (U3wm. - 1B, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r., 6p. 102 ot 2012 1., B cunia
ot 21.12.2012 r.) (1) (Jom. — AB, 6p. 18 ot 2014 r.) IIpu npeycraHoBsiBaHE Ha MPOAAKOUTE 1O YIL.
54, an. 3 Ha JIEKapCTBEH MPOAYKT, KOUTO € BKJIIOUEH B [103UTHBHUS JIEKapCTBEH CIUCHK, H KOTAaTO B
paMKHUTE Ha CbOTBETHOTO MEXKIAYHApOIHO HEMATEHTHO HAUMEHOBaHKE HsMA paspellieH 3a yrnorpeda
10 TO3M 3aKOH JIPYT JIEKAPCTBEH MPOIYKT, MPUTEKATEIAT HA Pa3pelIeHNeTo 3a yrnorpeda MucCMeHo
yBeoMsABa MMHHUCTEpCTBOTO Ha 3/ApaBeona3BaHeTo M HamnuvoHamHus CcbhBET 1O IEHH U
pernMOypcHpaHe Ha JIEKapCTBEHUTE MTPOTYKTH.

(2) (Hom. — 1B, Op. 18 ot 2014 r.) IlputexxkaTensT Ha pa3pelIeHHETO 3a YHoTpeba MUCMEHO
yBemoMsiBa MUHHCTEPCTBOTO Ha 37paBeolna3BaHeTo M HanuoHamHUS CBBET 1O LEHH U
peumOypcupaHe Ha JEeKapCTBEHHUTE MPOIYKTH U B CIydauTe Ha MPEyCTaHOBSIBaHE MPOJaXOuTe Ha
JIEKapCTBEH MPOJYKT, YHAATO IIEHA CITYXKH 3a OIpe/elsiHe Ha peepeHTHa CTOHHOCT B paMKUTE Ha
ChOTBETHOTO MEXAYHApPOIHO HEMATEHTHO HAMMEHOBAaHUE U JIEKapCTBEHA opma.

(3) Koraro mpoaykTsT mo an. 1 u 2 € mpeaHa3HayeH 3a JieueHHE Ha 3a00JiIBaHUs, KOUTO Ce
3amUiamar 1o pefa Ha 3akoHa 3a 3/PaBHOTO OCUTYpsIBaHE, MPUTEXKATENAT HA Pa3pelIeHHeTo 3a
ynotpeda nucmeHo yseaomsisa u H30K B cpokosete o ai. 4.

(4) IlpuTexxaTensaT Ha pa3pelIeHHeTo 3a ynoTpeda € JUTbXKEeH J1a U3BbPILIN YBEJOMIICHUETO 110 all. |
HE 110 KbCHO OT 18 Mecera mpenu 1aTaTta Ha MPEyCTAHOBSIBaHE Ha IPOIaXOUTeE, a B CIlydauTe 1O al.
2 - He I0-KBbCHO OT TPH Mecella NpeH JaTaTa Ha IpeyCcTaHOBSIBaHE Ha MPOAaXKOUTE.

(5) (Hom. — B, 6p. 18 ot 2014 r.) o mpeycraHoBsiBaHE€ Ha MpoJaaxouTe mo aix. 1 u 2
MPUTEXKATENAT HA pa3pelIeHHeTo 3a yrnorpeda e JIBKEH Ja OCUTYpPH JIOCTaThbUHU KOJIUYECTBA OT
CHOTBETHUS JICKAPCTBEH MPOJYKT 32 3370BOJISIBaHE Ha 3[paBHUTE MOTPEOHOCTH, OCBEH B CITy4YamWTe,
KOT'aTo MPEYCTaHOBSIBAHETO CE JIBJKH Ha HAKOE OT OCHOBAHUSATA 10 Wi. 276 Wi o 4. 277.

(6) Cnen 3TMYaHEe Ha CPOKOBETE MO all. 4 MPUTEKATEIAT HA Pa3pelIeHUeTo 3a yrnoTpebda moaaBa
3asBJICHHE U CHhOTBETHUTE JOKYMEHTHU 3a MU3KIIOUYBAHE Ha JIEKapCTBEHHs MPOAYKT oT Ilo3uTuBHUSA
JIEKapCTBEH CITUCHK.
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(7) Koraro cnen mpeycTaHOBABaHE MPOJAXOWTE Ha JIEKApPCTBEHUS MPOIYKT MpPUTEKATENAT Ha
pa3peleHreTo 3a yrnorpeda He € U3IMBIHIII 33bJKCHHETO CU 10 all. 6, ChbBETHT Mo wi. 258, ai. 1
ClIy>ke0HO ro U3KII0uBa OT [103UTHBHUS JIEKaPCTBEH CIUCHK.

Ui 265. (1) MuHHCcTEpCKUSAT CBBET ¢h3aBa KomMucHs no npo3pavyHocT.
(2) (Hom. - OB, o6p. 60 or 2011 r., B cuna ot 5.08.2011 r.) CoecraBpT Ha Komucusara mo
IIPO3payHOCT c€ ompenesss OT MUHHUCTEpCKHMsS CbBET MO MPEAJIOKEHHE Ha MUHUCTbpa Ha
3/IpaBeoria3BaHeTo. B Hes 3aIbKUTENHO ce BKIIIOUBAT IMPEJICTAaBUTENM Ha MUHHUCTEPCTBOTO Ha
3/1paBeoria3BaHeTo, Ha MUHUCTEPCTBOTO HA Tpyia U counanHara nonutuka, Ha MAJL, na H30OK, na
bearapckus nexkapcku cbto3, Ha bearapckus 3p00nekapcku cbio3, Ha bbirapckus dhapmaneBTHueH
CbHI03 M HA OPraHU3ally Ha MAIMEHTUTE U (papMalleBTUYHATA HHYCTPUSI.
(3) (U3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., 6p. 102 o 2012 1., B cuna ot 21.12.2012
r.) Jlune, xoeto e unen Ha Komucusara no npo3payHocT, He MoXe J1a ObJie 1 wieH Ha Hanmonanuus
CBBET I10 [IEHH U PeUMOypCUpPaHE Ha JIEKAPCTBEHUTE MPOIYKTH.
(4) MHUHHCTEPCKUAT CHBET OIPEEIis C MPABUIIHUK YCIOBUATAa U pena 3a padora Ha Komwucusara mo
MIPO3PAaYHOCT.

Ui 266. (U3wm. - 1B, 6p. 60 ot 2011 1., B caa ot 5.08.2011 r., 6p. 102 ot 2012 1., B cuna
ot 21.12.2012 1., 6p. 67 ot 2020 r.) (1) KomucusiTa 1o mpo3padyHoCT € opraH, Ipea KOHTO MOXKe Jia
ce 00’KaBaT 1Mo aJIMHHUCTPATHBEH PeJl PEIICHUATA HA ChBETA.

(2) Pemenunsta Ha KomucusiTa o mpo3payHoCT ce B3eMaT ¢ MHO3MHCTBO JIBE TPETH OT ChCTaBa i.
(3) Pemenusita Ha chBeTa MOXE Ja ce oOXanBaT MO ChAcOEH pen u 0e3 Ja e u3uepnaHa
BB3MOKHOCTTA 32 OCIIOPBAHETO MM IO aJMHUHUCTPATHBEH PE/I.

Ui 266a. (Hos - IB, 6p. 60 ot 2011 1., B cmra ot 5.08.2011 r.) (1) Koraro neuenuero Ha
CHhOTBETHO 3a00JsiBaHE € Oe3 alTepHaThBa B CTpaHaTa, 32 KOHKPETEH MaIlMeHT MOXe J1a ce Mpuiiara
JIEKapCTBEH MPOJYKT, KOUTO € pa3pelieH 3a ynorpeda B cTpaHa - WwieHKa Ha EBporeiickus chio3,
paspeliieH € 3a yrnorpebda 1o peaa Ha TO3U 3aKOH, HO HE c€ Pa3mpoCTpaHsaBa Ha ObITapcKus masap.
(2) (M3m. — JIB, 6p. 102 ot 2018 r., B cuma ot 1.01.2019 r.) Exeromno mo mpeiokeHHe Ha
nedeOHUTE 3aBeJIcHHs 32 OOTHUYHA MIOMOIIL U CJIE/I CTAHOBUIIIE HA ChOTBETHHSI €KCIIEPTEH CHBET IO
CHOTBETHATA MEIUIIMHCKA CIEUAITHOCT WJIM MEIMIIMHCKA JeHHOCT Ho 4. 6a, ain. 1, T. 1 ot 3akona
3a 3/[paBETO MUHUCTHPHT Ha 3[PABEONA3BAHETO YTBBPKIaBa CMHCHK HA JIEKAPCTBEHUTE MPOAYKTH
1o aj. 1, KoiTo chabpka cleaHaTa HHGOpMaLUs:

1. KoJ MO0 aHATOMO-TepaneBTHUYHO-XUMUYHATA KIIACH(PUKALIUS;

2. MeXTyHApOIHO HEMATCHTHO HAMMEHOBAHUE, KbM KOETO MPUHAJIICKH MTPOIYKTHT;

3. 3a0omsiBaHe IO MEXAYHAPOICH KO/ Ha 3200 IsIBAaHUTA,

4. nekapcTBeHa (popMa U KOJUYECTBO aKTUBHO BEIIECTBO;

5. AOBIHUTETHA UH(OpMALIHSL.

(3) CriucwvkbT O am. 2 ce myOJaMKyBa Ha CTpaHuIaTa Ha MUHUCTEPCTBOTO Ha 3/paBEOIa3BaHETO B
WHTEPHET.

(4) YcnoBusta M peabT 3a BKIIOYBAHE, IPOMEHHM WM W3KIIFOYBAHE HA JICKAPCTBEHU TPOAYKTH B
CIHCHKA IO aJl. 2 ce OMpeAeNsT ¢ HapenbaTa mo 4i. 9, an. 1.

(5) (Hom. — JIB, 6p. 88 ot 2023 r., B cuna ot 20.10.2023 r., 6p. 16 ot 2024 r., B cuna ot 23.02.2024
r.) JlekapcTBeHHST MPOAYKT 1O aji. 1 ce IOoCTaBs Mo CHelHalHa MOphYKa Ha JeueOHO 3aBeICHHE 32
OOJHMYHA TIOMOII MPH YCIIOBUS W TIO PEJ, ONpeaeieHW ¢ Hapemdara mo wi. 9, an. 1, kourto
BKJIFOUBAT Hali-MaJIKO €/IHA OT CJIECIHUTE BH3MOKHOCTH:

1. upe3 mporeaypa 1mo npsKko JoroBapsiHe 0e3 MpeABAPUTEIIHO OOSIBJICHHUE MPU MpUjIarane Ha 4i. 79,
an. 1, 1. 4 ot 3akoHa 3a 00LIECTBEHUTE MOPHUKH;

2. 9pe3 CKIIF0YBAaHE HAa PAMKOBH CITOPA3YMEHHS 3a JICKAPCTBEHHUTE MPOJYKTH B CIHCHKA 10 ajl. 2 OT
MUHUCTHpA Ha 3paBEONa3BaHETo;

3. 0e3 mpuiaraHe Ha 3aKOHA 3a OOMIECTBEHUTE IMOPBYKH, B CIAydail Ha JIMIICA HAa PaMKOBO
CHIOpa3yMeHHe 10 T. 2, KaTo OOSBIEHUETO 3a CKJIIOYEH JOTOBOp ce MyOJIMKYyBa MO pena Ha 4. 26,
an. 1, 1. 3 ot 3akoHa 3a 00IIECTBEHUTE TOPBHUKH.
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(6) PproBoguTENAT HA JEYEOHOTO 3aBEJCHUE MO ajl. 5 HOCH OTTOBOPHOCT 3a MPHJIAraHEeTO Ha
JIEYEHUETO 10 ai. 1.

Ui, 2666. (Hos — IB, 6p. 67 ot 2020 r.) (1) Ilo u3kmtodeHue, pu JIMICa Ha alTepHATHBA
3a JICYeHHE Ha KOHKPETCH MAIlMeHT M CaMO B MHTEPEC Ha HErOBOTO 3/IpaBe, pa3pelieH 3a yrnoTpeda
B CTpaHaTa JIEKapCTBEH NPOAYKT MOXE Ja ce Mpuiara U3BbH YCIOBHSATa Ha pa3pelIeHUETO 3a
yrnorpeba Ha JIeKapCTBEHUS MPOAYKT, MPU HATUYME HA HAYYHH JJOKA3aTeJICTBA 3a 0€30MacHOCTTa U
e(pUKaCHOCTTa HA TO3H MIPOJIYKT.

(2) JlekapcTBeHMAT MPOAYKT MO ajl. 1 ce mpeanucBa OT KOMHUCHS OT TpUMa JIeKapu OT JIe4eOHO
3aBe/ieHUE 3a OOJIHMYHA MOMOI C MPHU3HATA CIEHUATHOCT MO Mnpoduia Ha 3a00IsBaHETO, KOUTO
MOTHUBHpPAT MPEANUCAHUETO 32 BCEKW KOHKPETEH IMAalUeHT.

(3) Jleuenueto no an. 1 ce mpoBexkaa B Je4eOHO 3aBeieHIE 32 OOJHUYHA ITOMOIIL CJIe]I MoTy4YaBaHe
Ha TUCMEHO MHPOPMUPAHO CHIJIACKE OT MAI[UEHTA.

(4) Bceku eram OT JIeYEHHMETO HA MallMEHTa C€ MpocieAsBa M JOKYMEHTHpa OT JIEKapuTe OT
KOMHMCHSITA MO aJl. 2, KOUTO HOCAT OTTOBOPHOCT 3a MPOBEXJIaHE Ha JICYEHUETO 1o aj. 1.

(5) Komucusra no an. 2 yBemomsiBa M3nbiaHutenna arennus "Meaurnuacku Hamzop" u MAJI 3a
MIPOBEXKIAHOTO JIeUeHue 1o ai. 1.

(6) YcnoBusAta M penbT 3a MojdydaBaHe Ha WH(OPMHUpAHO ChIVIACHE OT MalWeHTa Mo ail. 3,
MPOCIICISIBAHETO U JOKYMEHTUPAHETO Ha JICYSHUETO 10 ajl. 4 ¥ Ha O€30MMaCHOCTTa B €(PUKACHOCTTA
HAa JIGKApCTBEHUS MPOAYKT Ce ONpeAensaT B Hapeadara mo wi. 9, an. 1.

(7) (Hom. — B, 6p. 62 ot 2022 r., B cuia ot 5.08.2022 r.) B cnywyaute no an. 1 jexkapcTBEHUSAT
MPOJYKT HE Ce 3ariama ¢ myOJIuYHU CPeACTBa, C U3KIIOUEHHUE Ha ciaydyauTe mo ui. 82, ai. 3 oT
3akoHa 3a 3/IpaBeToO, ONPEEICHU B Hapea0aTa mo wi. 82, ai. 6 oT 3akoHa 3a 3IpaBeTo.

I'naBa TpuHanecera
ABPKABEH KOHTPOJI BHbPXY JIEKAPCTBEHHUTE
HPOAYKTH

Y. 267. (1) (Hom. - JAB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) MHUHUCTEPCTBOTO
Ha 3/IpaBEONAa3BAaHETO PBHKOBOAW IbPXKABHHUSA KOHTPOJ BBPXY JIEKAPCTBEHUTE MPOIYKTH.
HenocpencTBeHOTO pBKOBOJCTBO C€ OCHILECTBSIBA OT IVIABHUS ABP)KAaBEH 3]JpaBEH UHCIEKTOpP, OT
npenceaarens Ha cbBeTa mo wi. 258, an. 1, or usmbnaHuUTenHHs aupektop Ha HAJL u or
aupextopute Ha P3M, kouTO ca ABp)KaBHU HHCIEKTOPU IO KOHTPOJAa BBPXY JIEKApCTBEHHUTE
TIPOIYKTH.
(2) (dom. - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Opranu 3a abp>kaBeH KOHTPOJI BbPXY
JIEKapCTBEHUTE MPOJYKTH ca ChbBETHT IO wil. 258, an. 1, MAJI u P3U.
(3) (HoBa — JIB, 6p. 67 ot 2020 r.) Pernonannute 31paBHU MHCHEKIMH B PAMKUTE Ha CBOATA
KOMIIETEHTHOCT chaeictBar Ha MAIJI mpu ocbhliecTBBaHE Ha JIEWHOCTUTE MO KOHTPOJA BBPXY
JIEKapCTBEHUTE MPOTYKTH.
(4) (dom. - AB, Op. 102 or 2012 r., B cuna ot 21.12.2012 r., npenumna an. 3, 6p. 67 ot 2020 r.)
HenocpencTBeHUAT KOHTPOJI €€ YHpaxHsBa OT JUTbKHOCTHHM JIMIIAa - MHCHEKTOPH U EKCHepTH,
OTIpe/IeNIEeHU ChC 3allOBEAM Ha Ipejacenaresns Ha cbBera mo wi. 258, an. 1, Ha nupexrtopa Ha UAJI
WM Ha JUpeKTopa Ha cboTBeTHaTa P3U.
(5) (ITpegumna an. 4 — JIB, 6p. 67 ot 2020 r.) IIpu ochiecTBsIBaHEe HA KOHTPOIHUTE CH (YHKIIHH
OpraHuTe mo ai. 1 Morar jga TOUCKaT ChACHCTBHETO Ha OpraHuTe Ha MHHHCTEpCTBOTO Ha
BBTPELIHUTE pabOTH.

Yn. 267a. (Hos - [IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., u3m., 6p. 102 ot 2012 1.,
B cwia ot 21.12.2012 r., 6p. 102 ot 2018 r., B cuna ot 1.01.2019 r.) (1) (Ilpeauiien TekcT Ha 4.
267a — 1B, 6p. 67 ot 2020 r.)M3mbiaHutenHa areHus "MeIUIIMHCKH HaA30p" OCHIIECTBSBA
KOHTPOJI 32 CTIa3BaHETO Ha YTBBPJICHUTE (DapMaKo-TepaneBTUUYHN PHKOBOJCTBA M M3BBPIIIBAHETO HA
OlIeHKa Ha e()eKTUBHOCTTA Ha TEPAIUATa B CHOTBETCTBUE C KPUTEPUUTE 10 Wwi. 259, an. 1, 1. 4.
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(2) (HoBa — 1IB, Op. 67 ot 2020 r.) M3nbeaauTenna areHnus "MenunuHCKHA Ham3op" MoOXe na
U3BBpIIBA IPOBEPKU B allTEKUTE 1O Wil. 222, aji. 4, KOUTO BKJIIOYBAT IPOBEPKA 32 CHOTBETCTBUETO
Ha BUJOBETE U KOJUYECTBATA JEKAPCTBEHH MPOAYKTH, KOUTO ca MPEIIUCAHN W/WIN MPUIOKEHH Ha
MAUEHTUTE, C BHMJIOBETE M KOJIMYECTBATa JIEKAPCTBEHU IPOJYKTH, KOMTO ca OTIIyCHaTH OT
anTeKara, Korato Te3M JIEKapCTBEHHU MPOJYKTH Ce 3aIliallaT ¢ MyOJInYHU CPeCTBa.

Ui 268. (1) U3mbanuTenHaTa areHuus o JeKapcTBaTa yIpakHsIBa KOHTPOJ BbPXY:
1. (mom. - IAB, 6p. 102 ot 2012 r., B cruta ot 2.01.2013 1.) CHOTBETCTBHETO Ha TMOMEIICHHSITA,
CbOPBIKEHUATA U YCIOBUSATA 32 IPOU3BOJICTBO, KOHTPOJI, CbXPAHEHUE U ThPrOBUS C JIEKAPCTBEHU
MPOAYKTH M aKTHBHM BEIECTBAa M 3a Clla3BaHe Ha M3McKkBaHUATa Ha [loOpara mpou3BOACTBEHA
MPaKTHUKA Ha JISKapCTBEHH MPOAYKTH 1 JloOpaTa qucTprOyTopcka MpakTHKa;
2. (m3m. - [IB, Op. 102 ot 2012 1., B cuma ot 2.01.2013 r.) mefiHOCTTa Ha MPUTEKATCIUTE HA
paspelieHue 3a ynorpeda, Ha IPOU3BOJUTEINTE, BHOCUTEIIUTE, THPIOBLUTE HA €IpO C JIEKAPCTBEHU
MPOJAYKTH U aKTUBHU BEILECTBA, Ha MOCPEIHUILIUTE B 0OJACTTa Ha JIEKAPCTBEHUTE MPOJIYKTH, Ha
anTEKUTE U IPOTECPUUTE;
3. Ka4ecTBOTO, 0€30MaCHOCTTa U €(PUKACHOCTTA Ha JIEKAPCTBEHUTE MPOAYKTH;
4. KIMHAYHUTE W3MUTBAHUS Ha JICKAPCTBEHUTE MPOJAYKTH U KOHTPOJ 3a Cla3BaHE Ha M3MCKBAHUSATA
Ha J[oOpaTa KIMHUYHA PAKTUKA;
5. nekapcTBeHaTa HH(GOpPMAIHS, CBbpP3aHa C Pa3pelIaBaHeTo UM 3a yIoTpeda u pekiamara;
6. (m3Mm. - JIB, Op. 102 or 2012 r., B cuia ot 21.12.2012 r.) cucremara 3a mnpociesBaHe Ha
JIeKapCcTBEHa O€30MacCHOCT Ha MPUTEKATEIUTE Ha pa3pelieHue 3a yrnoTpeda U 3a cla3BaHe
u3nckBaHuATa Ha JloOpara mpakTHKa 3a MpociiesiBaHe Ha JIeKapcTBeHa 0€30MacHOCT;
7. (moBa — [IB, 6p. 16 ot 2024 r., B cmia ot 23.02.2024 1.) U3NBIHCHAETO HA 3aBJHKCHHSITA 110 YL
68,am 1, 1. 11 mun. 217, 1. 6;
8. (moBa — JIB, Op. 16 ot 2024 1., B criia ot 23.02.2024 r.) U3MIBJIHEHUETO HA 3aIBDKCHUATA 110 YJI.
2726, an. 3 u 4.
(2) (U3m. — [IB, 6p. 102 ot 2018 r., B cuna ot 1.01.2019 r.) Pernonanuure 3a1paBHU MHCIEKIIUU
yIpaXHSIBAT KOHTPOIL:
1. BBpXy NMOMENICHUTA, CHOPBKEHUATA, YCIOBHUATA 33 ChbXpPAHEHHWE U THPTOBHS C JIEKAPCTBEHU
IPOJYKTH;
2. BbpXY JAEWHOCTTa Ha THPrOBLUMTE HA €IpO, ANTEKUTE M JIPOrepUUTE, PaA3MOJIOKEHH Ha
TEPUTOPHSATA Ha CHOTBETHATA 00JIACT;
3. 3a cHa3BaHETO Ha YTBBbPJACHUTE II€HH, MNPEICIHUTE LIEHU, PETUCTPUPAHUTE LIEHU Ha
JIEKapCTBEHUTE TMPOAYKTH TMpU TNpoAakdaTa UM Ha JApeOHO OT anTeKuTe W APOTEePHHTE,
Pa3IoyIoKEeHN Ha TEPUTOPUSATA HA ChOTBETHATA 00J1ACT;
4. (moBa — /IB, 6p. 67 ot 2020 r.) BpXY AEHHOCTUTE MO0 YHUIIOKABAHE Ha JICKAPCTBEHH MPOIAYKTH.
(3) (Hoea — 1B, 6p. 102 ot 2018 ., B cusia ot 1.01.2019 r.) ChBeTsT no wit. 258, an. 1 ynpaxHssa
KOHTPOIL:
1. 3a cna3BaHeTO Ha YTBBPJACHUTE LIEHU, NPEIEIHUTE LIEHW W PErucTpUpaHUTE LEHU Ha
JIEKapCTBEHHUTE MPOIYKTH MPH MPOAaOaTa UM OT ThPTOBIIMTE HA €/IPO C JIEKAPCTBEHU MPOAYKTH;
2. (mom. — 1B, 6p. 67 ot 2020 1.) BEpXY ACHHOCTTA HA MPUTEKATEITUTE HA pa3pelIeHU 3a yIoTpeda
Ha JICKAPCTBEHU MPOAYKTH U THPTOBIUTE Ha €APO C JIEKAPCTBEHHU MPOAYKTH OTHOCHO CIIa3BAHETO
Ha 3aIbJDKCHUSITA UM, OTIPEICNIeHH ¢ Hapeabara o wi. 261a, an. 5.
(4) (Ilpegumna an. 3 — JIB, 6p. 102 ot 2018 r., B cuna ot 1.01.2019 r.) C UAJI ce cpriacyBar
MHBECTUIIMOHHUTE TPOEKTH 3a CTPOUTEJCTBO HAa HOBH W/WIIM MPEYyCTPOMCTBO Ha CHIIECTBYBAIIU
00eKTH, CBBP3aHU C IPOM3BOACTBOTO Ha JIEKAPCTBEHH MPOAYKTH choOpa3Ho mpaBuiarta 3a JloOpara
IIPOM3BOJICTBEHA MPAKTHKA Ha JIEKApCTBEHU POAYKTH.

UYn. 268a. (Hos - /IB, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r.) (1) (M3m. — IB, 6p. 84 oT
2018 1., B cuma ot 12.10.2018 r.) Jlapenus Ha JeKapCTBEHUW MPOAYKTH OT MPHUTEKATEIN HA
paszpeieHue 3a ynorpebda, mpou3BOAUTENH, THPTOBLIU Ha eApo u ApedHOo U oT bearapckus Yepsen
KpPBCT MOraTr Ja C€ M3BBPIIBAT cCaMO CJeJ MoJlaBaHe Ha yBeaomieHue oT gaputens ao MAJL mo
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oOpasel, YTBbpPAEH OT MHUHHUCTBpPAa Ha 3JPAaBEONA3BAHETO IO MNPEJIOKEHHE Ha W3IIBJIHUTEITHHS
nupexrop Ha MAJL

(2) JapenusTa ce u3BBpLIBAT IIPH Clla3BaHE Ha NpaBwiaTta 3a JloOpa napuTesicka IMpaKTHKa Ha
CBeroBHaTa 37jpaBHa OpraHU3aLysl.

(3) (Otm. — 1B, 6p. 84 oT 2018 1., B crma ot 12.10.2018 1.).

(4) Jleuebnute 3aBenenus u brnrapckusat Yepsen kpbeT yBenomsiat MAJI 3a moiaydeHuTe qapeHust
HA JICKAPCTBEHU NPOAYKTHU B 7-ITHEBEH CPOK OT IIOJy4aBaHETO HM.

(5) B xpas na Bcsko tpumeceune WAJI wumsmpama wHpopmanus B MUHHCTEPCTBOTO Ha
3/IpaBeoIa3BaHETO 3a U3BBPILICHNUTE AAPEHUS 110 all. 4.

(6) 3a M3BBpPUIBAHETO HA JapeHUE HA JICKAPCTBEH NPOAYKT MO MOJ0a Ha Jie4eOHO 3aBeleHUE,
IIPEIHA3HAYEH 3a JICUCHUE HAa KOHKPETEH MAalMEHT B )KUBOTO3ACTPAIIaBall0 ChbCTOSHUE, JAPUTENIAT
yBenoMsiBa MAJI B 7-1HEBEH CPOK OT U3BBPILBAHETO MY.

(7) Hapenusta o ain. 6 He Morar Ja HaJIBUIIaBaT KOJIMYECTBOTO, HEOOXOAMMO 3a €IHOKPATEH KYypC
Ha JICYCHHUE.

Y. 269. (1) KontponsT mo wi. 267 ce WU3BBPIIBA Ype3 WHCIEKIMH MU J1abOpaTopHU
W3MHATBAHUS.
(2) Mucnexuute 1 1a00paTOPHUTE U3MUTBAHUS 1O all. | ce U3BBPIIBAT:
1. BBB BpB3Ka C M3JaBaHE Ha pa3pelIcHHs 3a ynorpeda, MPOU3BOJCTBO, BHOC M CEPTU(HUKATH TI0
pena Ha TO3H 3aKOH,;
2. BbB BPB3Ka C OCHIICCTBIBAHE HA/I30P HA 1a3apa Ha JICKAPCTBCHH MTPOTYKTH;
3. mpu 3asBsiBaHE OT cTpaHa Ha EBpomneiickaTa komucus, Ha EBponeiickaTa areHIus 1o JekapcTBara
WM OT CTpaHa Ha KOMIIETCHTHHSI OpPraH Ha JIpyra IbpKaBa WICHKA;
4. mpu 3asBsABaHE OT CTpaHa Ha MPOU3BOAUTEN, BHOCHUTEN WM MPUTEXKATE]I Ha pa3pelicHue 3a
ynotpe0a U3BbH CIIy4auTe 1o T. 1.
(3) (U3m. - IIB, Op. 102 ot 2012 1., B cmma ot 21.12.2012 r.) M3nbaHuTenHaTa areHIUs IO
JIEKapCcTBaTa N3BBPIITBA HHCIICKIIHH:
1. HAa TPOU3BOAMTENN HA JEKAPCTBEHU MPOJYKTH, PA3MOJIOKEHHM Ha TepuUTOpHsaTa Ha Pemybnuka
bearapus, Ha qbpKaBa YICHKA WM B TPETH JTbPIKABH;
2. Ha BHOCHUTEIH U THPTOBIHM HA €APO C JIEKAPCTBEHU MPOIYKTH;
3. Ha TIOMEUICHHSTA HAa TPOU3BOAWTEIUTE, BHOCHUTEIWTEC W THPrOBIUTE HA €Ip0 HAa AKTHBHU
BEIIECTBA, PA3MOJIOKEHU Ha TepuTopusita Ha Penybnuka brarapus;
4. Ha TIOMCIIEHHWATA HA TPOW3BOJWUTEIM WIA THPrOBIM HA €IpO0 Ha aKTUBHH BEIIECTBA,
pas3MoJIOKEHU B TPETH ABPKaBH, KaKTO M Ha TPOU3BOJUTENH WM BHOCHUTEIH Ha TOMOIIHU
BEIIECTBA;
5. Ha TIOMEIIEHUsATA HAa TIPUTEKATEIUTE HA Pa3pelleHHs 3a ynoTpeda Ha JeKapCTBEHU MPOAYKTH U
Ha TIOCPETHUIINTE B 00JIaCTTa HA JISKAPCTBCHHUTE MTPOYKTH, PETUCTPUPAHHU 110 peaa Ha wi. 212a;
6. Karo dYacT OT cepTU(dUKAIMOHHA MpOlEeAypa, KOATO € BBB Bpbh3ka C MOHOTpaduu Ha
EBporneiickara ¢papmaxornes;
7. Ha MPOM3BOAUTENN HA U3XOJHU MaTepUaly MO MUCMEHO UCKaHe Ha MPOU3BOAUTEIS.
(4) VM3nbiHWUTENHATA areHOWs IO JIEKApCTBaTa W3BBPIIBA HHCICKIIMM HAa MPOWU3BOJUTEIIM Ha
JIEKapCTBeHH MPOJYKTH, YCTAHOBEHH B TpeTa Ibp’KaBa, BbB BpPh3Ka C MOJAJCHO 3asBICHHUE 32
MoJTyyaBaHe Ha pa3pelieHne 3a ynorpeda uiv BHOC.
(5) (M3m. - IIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Mucneknuure mo an. 3 u 4 ce
M3BBPIIBAT B ChOTBETCTBHE C PHKOBOJCTBA, IpHeTH OT EBporielickara KOMUCHS.
(6) (U3m. - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) M3nbaHuTeNHATa areHIUs IO
JeKapcTBaTa ydacTBa IO HCKaHe OT EBpomelickata komucus, EBpomneiickara areHuus Io
JeKapcTBaTa WM Ibp)KaBa YiICHKa NPHU M3BBPIIBAHETO HAa MHCIEKIMH 1O al. 3 B EBponeiickus
CHIO3 WJIM B TPETH JIbPKABH.
(7) (U3m. - OB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) M3nbaHuTeNHATA areHIUs IO
JIeKapcTBaTa CH ChTPYAHUYU UM 0OOMeHs HH(popMaIus ¢ EBporneiickaTa areHIus 10 JeKapcTBaTa mpH
IUTAaHUPAHE W U3BBPIIBAHE HA MHCIEKIIUUTE TIO all. 3.
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(8) (HoBa - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) W3mbaauTenHaTa areHIUs IO
JeKapcTBaTa cu ChTpyaHUYM ¢ EBporieiickara areHIus mo JieKapcTBara Mpu KOOPAWHUPAHETO Ha
WHCIICKIIMY B TPETH JIbPKABH.

Ui 269a. (Hos - IB, 6p. 102 ot 2012 1., B cuia ot 21.12.2012 1.) (1) (U3m. — B, 6p. 67
or 2020 r.) [npxHOCTHHTE JiMIa 1O Wi. 267, an. 4 WM3TOTBAT JOKJIAa 3a BCSKA HW3BBPIICHA
MHCHEKIUs 1Mo wi. 269, an. 3 u 4 3a crna3BaHeTO Ha MPHUHIMIITE W PBKOBOjAcTBara 3a JloOpa
MIPOM3BOJICTBEHA MpakThka uiau 3a JoOpute nucTpuOYTOPCKM NPAaKTUKH, WM 3a Cla3BaHe
M3UCKBAHMATA Ha TJIaBa OCMAa, KAKTO U M3MCKBAHMSTA HA TO3H 3aKOH.

(2) HoxnansT mo an. 1 ce mpeaocTaBsi Ha MPOBEPSBAHOTO JIMIIE, KOETO MOKE J1a MIPE/ICTaBU OENekKKU
10 HETO.

(3) Ilpu nomyuaBane Ha o6ocHOBaHO MckaHe MAJI u3mpaiia mo eIeKTpOHEH IbT JOKJIAJAUTE O all.
1 Ha KOMIETEHTHHsS OpraH Ha JApyra JIbpKaBa WiICHKa WM Ha EBporeiickata areHIus Mo
JIeKapcTBara.

Ui 2696. (Hos - JIB, 6p. 102 ot 2012 1., B cuita ot 21.12.2012 r.) (1) Korato B pe3ynrar
Ha M3BBPIICHA HHCIIEKITUS 10 Wi. 269, ail. 3 ce ycTaHOBH ChOTBETCTBHE ¢ JJoOpara mpou3BOCTBEHA
MPaKTHKa, COTBETHO JloOpuTe TUCTprOyTOPCKH MPAKTUKH, KOTAaTO € mpuioxumo, MAJI n3nasa Ha
MIPOU3BOJIUTENIS, BHOCUTENS WM HAa ThpPromela Ha enpo ceprudukar 3a JloOpa mpou3BOJCTBEHA
MPAKTUKa, ChOTBETHO ceprudukar 3a J[oOpa muctpuOyropcka mpakThka B Cpok 1m0 90 mHU OT
W3BBPIIBAHE HA HHCIICKIUATA.
(2) Koraro B pe3yaTaT Ha M3BbpLIEHA HMHCHEKIUS O wi. 269, an. 3 ce yCTaHOBH, 4Ye
MIPOU3BOIUTEIISAT, BHOCUTEIISIT WIH ThPrOBEIIBT HA €IPO HA JICKAPCTBEHH MPOJYKTH HIIM HA aKTUBHU
BEIIECTBA HE CIa3Ba M3MCKBAHWATA HAa 3aKOHA W/WIM NPUHIHUIATE W pbKOBojacTBaTta 3a JloOpa
MPOU3BOJICTBEHA TMpakTHKa w/uiaun Ha JloOpute nuctpuOyropcku mnpaktuku, WAJl wu3nasa
CTaHOBHILIE 32 HECHOTBETCTBHUE.
(3) M3nbaHuTENHATA areHIUs 10 JIGKapCcTBaTa BhBEXKIA B 0azara JaHHU 1O Wi. 147 w3majncHUTE
ceprudukatu o ain. 1 u uadopmamys mo ai. 2.

Yn. 2698. (Hos - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Koraro B pe3ynrar
Ha U3BBPIICHA HCTEKIHs 1o wi. 270, an. 1, T. 5 ce ycTaHOBH, 4e MPUTEKATEIAT HA Pa3pEIICHUETO
3a ynoTpeba He cra3Ba U3UCKBaHUATA Ha IiaBa ocMa, MAJI naBa npeanucaHus 3a OTCTpaHsIBaHE Ha
HECBOTBETCTBHUATA.
(2) B cinyuaute no an. 1 UAJI yBemomsBa abpkaBUTE 4iIeHKH, EBpomelickata areHuus IO
JiekapcTBara u EBponeiickaTta KOMUCHS.

Yn. 270. (1) (U3m. — IAB, 6p. 67 ot 2020 r.) B pamkure Ha cBOSiITa KOMIETEHTHOCT
JUTHKHOCTHUTE JIMIIA 10 WI. 267, ai. 4 uMat npaBo:
1. (m3m. - 1B, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) Ha IOCTHI A0 BCUYKHU JTOKYMEHTH,
CBBP3aHU C MPEIMETa Ha WHCIEKIUATA, KAKTO U JI0 JOKYMEHTH, CBBP3aHU MPSKO MM KOCBEHO C
HapylIeHHe Ha TO3M 3aKOH WM Ha 3aKOHOJATEJICTBOTO Ha AbPKABUTE YIIEHKH, BBHBEXKIAIIU
m3uckBanusTa Ha Jupexkrusa 2001/83/EO, HezaBucumo ot hopmaTa Ha TOKYMEHTA;
2. [a pa3mopenaT Ha BCSAKO JUIE Ja MPEIOCTaBH CBEACHUS 3a HApYIIEHHUS Mo T. 1, KOUTO ca My
W3BECTHHU;
2a. (HoBa - /IB, Op. 102 ot 2012 r., B cuna ot 2.01.2013 r.) 1a HHCHIEKTUPAT MPOU3BOJCTBEHUTE U
THPTOBCKUTE OOEKTH Ha MPOM3BOIUTEINTE Ha JICKAPCTBEHU MPOJYKTH, aKTUBHU WJIM TTOMOIIHU
BEIIECTBa, KaKTO U IJla0OpaTOpHHTE, W3MOJI3BaHM OT TMPUTESKATEIUTE HAa pa3pelleHne 3a
MIPOM3BOJICTBO WJIM BHOC;
3. J1a MHCTIEKTUPAT 1O BCAKO BpeMe 0OCKTHUTE, MOAJIEKAIN Ha KOHTPOJ, U J]a U3UCKBAT, IPOBEPSIBAT
W TIPaBAT KOMUS OT BCHYKH JTOKYMEHTH, CBBpP3aHU C I[UIOCTHATA JEWHOCT HA KOHTPOJIUPAHUS
00€KT;
4. na B3emaT mpoOU OT JIEKAPCTBEHH MPOJIYKTH, aKTHBHU M TIOMOIIHU BEIECTBA 3a JTAOOpAaTOPHH
M3IUTBAHNS,
5. (m3m. - JIB, 6p. 102 ot 2012 r., B cmma ot 21.12.2012 r.) 1a WHCHEKTHPAT TMOMEIICHUSTA,
apXUBUTE, JOKYMEHTHUTE W OCHOBHATa JOKYMEHTAaIlMsi Ha CHCTeMara 3a IMpocleAsBaHe Ha
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JIeKapcTBeHaTa 0€30MacHOCT Ha MPUTEXKATeNs Ha pa3pelIeHUeTo 3a yrnoTpeda Wid Juia, Ha KOUTO €
BB3JIOKUJI U3BbPIIBAHE HA JICMHOCTUTE M0 TJIaBa OCMa;

6. (HoBa - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) na u3BBpHIBAT MPOBEPKA OTHOCHO
CMa3BaHETO Ha YTBBPJACHHUTE LIEHHU, IPEACITHUTE LIEHN WA PETUCTPUPAHUTE LICHU MPH IpoaaxodaTa
HA JIEKAPCTBEHU MPOAYKTH;

7. (mpemumna 1. 6 - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) 12 ChCTABAT aKTOBE 3a
YCTaHOBSIBaHE HA a/IMUHUCTPATUBHU HAPYLICHUSI.

(2) (Or™m. - 1B, 6p. 102 o1 2012 1., B cuma ot 21.12.2012 1.).

(3) Usmpnuutenuuar gupektop Ha MAJI wnm cboTBeTHHAT aupektop Ha P3U B 3aBucHMMOCT OT
[IOTMMHEHUETO Ha JUTHKHOCTHOTO JIMIIE, YCTAHOBWIIO HAPYLLIEHUETO, MM MPABO J1a:

1. paznopeau MUCMEHO Ha HAPYIIUTENS J1a MPEYCTaHOBH HApYUIEHUETOo 1o ail. 1, T. 1;

2. M3MCKBa OT HapyLIMTENS Jla IeKJIapupa, ye L€ PeyCTaHOBU HapyLIEHHETOo 1o aji. 1, T. 1 u npu
HE0OXOIMMOCT Jia IO 3a/IbJIKU Jia HallpaBu JIeKJIapalusTa 00ECTBEHO JOCTOSIHHE;

3. pa3mopenau nmpekpaTsBaHe WM 3a0paHa Ha BCSIKO HapylueHue 1o ai. 1, T. 1 u npu Heo6xoaumocT
Jla HalpaBU pasloOpeKIAHETO 3a MpeKpaTsBaHe WiIM 3a0paHa Ha HapyIIEHUETO OOIIECTBEHO
JOCTOSIHUE.

(4) (Homa - JIB, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 1.) [Ipeacenarensar Ha cbBeTa 10 4iI. 258,
an. 1 uMa mpaBo 1a pa3nopenyd NHUCMEHO Ha HapyLIUTENs Ja IPEyCTaHOBU HAPYLIEHUETO,
yCTaHOBEHO IPH MpoBepKara 1o ai. 1, 1. 6.

Un. 270a. (Hos — IB, 6p. 67 ot 2020 1.) (1) [Ipu ochmiecTBsIBaHe Ha KOHTPOJHUTE CU
GyHKIIUHM ChBETHT MO Wi. 258, ann. 1 uMa npaBo jaa:
1. nu3uckBa uHPoOpMmaIus 3a:
a) OCTaBEHUTE Ha Tepuropusara Ha PenyOnuka bbiarapust koaudecTBa Mo JIEKApCTBEHU MPOAYKTH,
KaKTO M [IEHUTE Ha TAXHOTO MPUA0OHUBaHE;
0) THProBIIUTE HA €IpO, HA KOUTO Ca JOCTAaBEHU KOJIMYECTBATa JIEKAPCTBEHU MPOAYKTU MO OyKBa
uan;
B) J1aTaTa, Ha KOSATO ca U3BBPIICHU JOCTaBKUTE 1Mo OykBu "a" u "0";
I') HAUIMYHUTE B CKJIAJIOBETE KOJUYECTBA, IOCOUYEHH IO JIEKAPCTBEHU NPOYKTH;
2. mpoBepsiBa THPrOBCKU WM JAPYrH KHIKA, JOKYMEHTH W HOCHTENW Ha HMH(OpMalus C Orjien
YCTaHOBSIBAHE Ha CIIa3BaHE HA YTBbPJCHUTE LI€HU, IPEJICTHUTE LIEHU WIK PETUCTPUPAHUTE LIEHU Ha
JIEKapCTBEHUTE MPOIYKTH;
3. u3uCKBa U CcbOMpa OpPUTMHAIIHU JIOKYMEHTHU, JITaHHHU, CBEJEHUS, KHIKA, CIPaBKU U JIPYrd
HOCUTENIM Ha MH(OpMAaLUs 32 YCTAHOBSIBAHETO Ha Cla3BaHE Ha YTBBPJAEHUTE LICHM, MpEACTHUTE
LIEHU WU PETUCTPUPAHUTE LEHU HA JIEKAPCTBEHUTE MPOJYKTH; M3UCKBAa 3aBEPEHM KONUS Ha
MUCMEHUTE TOKYMEHTH U 3aBEPEHH pa3NedyaTKy Ha JAHHU OT TEXHUUYECKH HOCUTEIH;
4. mony4u IOCTBII OT MPOBEPSABAHUTE JIUIIA 10 AaBTOMATU3UPAHUTE UM MH()OPMAILIMOHHU CHUCTEMH,
MPOJYKTH UM apXHMBH, KOTaTO ChOMPAHETO, ChbXpaHsABAaHETO U 00paboTkaTta Ha MHPOpMAIUATA Ce
U3BBPUIBA 110 TO3U HAYMH.
(2) Ilpu ochbliecTBsiBaHE Ha KOHTPOJHHUTE CH (YHKIHMU CBBETHT MMa MPaBO Ja H3UCKBA OT
IIPOBEPSIBAHUTE JIMIA MPEAOCTaBsiHE Ha MH(OPMALIUA U TIOKYMEHTH IO aj. | B ompesesieH OT Hero
CPOK.
(3) CobBerTbT MOXKE J1a CKJIIOYBA CIOPAa3yMEHHUsS 3a B3aUMOJEUCTBHE C JAPYT'M KOHTPOJHU OpraHH,
P U3MbIIHEHNE HAa QYHKIUUTE CH 110 ail. 1.

UYn. 271. (1) Pernonanuure 3ApaBHA MHCIEKLIMU UMAT MIPaBo Ja:
1. cnupar CTpOMTEICTBOTO M Ja M3JaBaT MPEANNCAHUSA, KOraTO YCTaHOBST HapyIIEHHs Ha
XUTUEHHUTE HOPMU M M3MCKBaHHUA B MpoOIleca Ha U3IBbJIHEHUE Ha CTPOUTEICTBOTO; MPU HE3AKOHHO
CTPOUTEJICTBO HAa OOEKTM M CBOPBHKEHHS 3a MPOU3BOJACTBO, ChXpaHEHHWE U Tmpoaaxda Ha
JIEKapCTBEHH NPOAYKTU yBenomsiBaT JlupekiusTa 3a HaIMOHAJIEH CTPOMUTENEH KOHTPOJI WU
TEeXHUYecKarTa ciyk0a Ha OOIMHATA;
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2. 3a0paHsABaT MyCKAHETO B €KCIUIOATalUs U J1a CIUPAT eKCIUIOATalUsATa Ha 0OEKTH U ChOPBKEHUS
IpU HapyllaBaHe Ha M3MCKBAHUATA U Ha XUTMEHHUTE HOPMH IPU MPOU3BOACTBOTO, ChXPAHEHUETO
U npojiaxx0aTa Ha JIEKapCTBEHH MPOAYKTH - 10 OTCTPAHSABaHE HA HApYIICHUATA,

3. (m3m. - [IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., 6p. 67 ot 2020 1.) GIIOKMPAT JIEKAPCTBEHU
IPOAYKTH CJle]] oJydaBaHe Ha MUcMeHo yBepomwiieHue oT MAJI 3a Hanuuue Ha JOKYMEHTHUpPaHa
uHpOpMaNKs 33: HECHOTBETCTBUE C M3MCKBAHUATA 32 KAUECTBO; JICKAPCTBEHH NMPOIYKTH, BHECEHU
WINA TPOM3BEIEHN B HapyLIEHWE HAa TO3M 3aKOH; JIEKAPCTBEHU MPOJYKTH, KOUTO C€ Ipelarar B
OTAaKOBKH C JIUCTOBKHU, KOUTO HE OTTOBAPAT HA M3MCKBAHUATA HA TO3U 3aKOH U M3MPAIIAT MOCTPHU OT
Tax B UAJI;

4. naBar 3aKJIIOYEHUS 32 CHOTBETCTBUETO Ha OOEKTUTE HA KOHTPOJIA C HOPMATHBHO OIPECIICHUTE
W3UCKBaHUS;

5. U37aBar pa3nopexaaHus, MPEeINIUCaHUs U YKa3aHUS B PAMKUTE Ha CBOATA KOMIIETEHTHOCT, KOUTO
ca 3aIbJDKUTEIIHU 32 BCUUKH JIMLA HA TEPUTOPHSITA HA ChbOTBETHATa 00JIacT;

6. (HoBa — /1B, 6p. 67 ot 2020 T.) OCBIIECTBABAT KOHTPOJ MO M3IBIHECHUETO HA PA3NOPEKIAHUATA
32 W3TErJsHE Ha JIEKAPCTBEHU INPOAYKTH OT OOEKTHUTE, pa3NOJOXKEHW Ha TEepUTOpuUsATa Ha
ChOTBETHAaTa 00JIacT.

(2) (Jom. — IB, 6p. 67 ot 2020 r.) [IpunyauTenHuTe aIMUHUCTPATUBHUA MEPKH MO aj. | WM 1Mo Il
270, an. 3 ce HamaraTt chc 3amoBea Ha aupektopa Ha P3W. Komue ot u3maaenara 3amoBen ce
u3npama Ha MAJL.

(3) 3anoBeguTe Mo an. 2 MoOJUIeKAT HAa OOKAJIIBaHE MO pela Ha AJMHHUCTPATHBHOIMPOIECYATHUS
KOJIEKC, KaTO 00KaJIBAHETO HE CIMPa U3IIbIIHEHUETO UM.

(4) (Hosa — /1B, 6p. 67 ot 2020 r.) Pernonanuute 31paBHu uHcnekuuu ysegomssar MAJI, koraro
YCTaHOBAT, Ye:

1. arTeka Ha TEpUTOpPUSITAa HA CHOTBETHATa 00sacT He paboTu noseye oT 30 THU B paMKUTE HA €HA
KaJIeHJapHa roJIuHa;

2. HsAMA anTeKka Ha ajpeca, 3a KOWTO € M3AaJCHO pa3pelleHHe 3a ThProBHs Ha JApeOHO ¢
JIEKapCTBEHU MPOAYKTH.

Uin. 272. (1) U3mbaHuTenHATa areHIus o JeKapcTBaTa:
1. (mom. - 1B, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) 3a0paHsiBa MycKaHETO B €KCILIOATAIUS U
CIMpa eKcIuloaTalusTa Ha OOEKTH U ChOPBKEHHS IpU HapyllaBaHe mpaBuiata Ha JloOpata
MIPOM3BOJICTBEHA MPAKTHKa Ha JIEKApCTBEHUW MPOJYKTH M HAa AKTUBHU BEIIECTBA, KAKTO U Ha
JoOpute AucTpuOyTOPCKH MPAKTUKHU O OTCTPAHSIBAaHE HA HAPYIICHUATA,
2. 3abpaHsiBa MPOU3BOJICTBOTO, BHOCA, M3HOCA U THPIOBHSTA HA JIEKAPCTBEHH IMPOJYKTH, KOUTO
MPSIKO MJIM KOCBEHO 3acTpallaBaT 3J[paBeTO Ha Xopara, U pas3lopekja Te Ja ObJaT YHHILOXKEHH,
nmpepabOTEeH! WM U3IOJI3BaHM 32 IPYTH LIETH;
2a. (aoBa - JIB, Op. 102 ot 2012 r., B cuna ot 2.01.2013 r.) 3anmMuaBa OT perucTbpa JUIATa,
W3BBPIIBAIIMA JCHHOCT MO TOCPEAHMYECTBO C JIEKAPCTBEHHW NPOAYKTH, TpPHU HECMa3BaHE Ha
3aabioKeHusATa 1o 1. 2120.
3. BpEMEHHO CIHpa eKCIUIoaTalusITa Ha 0OEKTH 3a ThProBHUS Ha €ApO U Ha JPeOHO C JIEKapCTBEHU
MPOJYKTH, KOTaToO HE C€ U3ITBIHABAT YCIOBUATA, IPU KOUTO € U3/a/IEHO ChOTBETHOTO pa3pelleHuUE;
4. Onokupa JEKapcTBEHM TNPOAYKTH TpU HaATU4YMe Ha JOKyMEHTHpaHa uHdopmanus 3a:
HECHOTBETCTBUE C M3UCKBAHUATA 3@ KAyecTBO, €(PEKTUBHOCT M OE30MaCHOCT; JEKapCTBEHU
MPOJAYKTH, BHECEHW WM MPOW3BEACHM B HApPYIICHHWE HA TO3M 3aKOH, KAKTO U JIEKApCTBEHU
MPOJIYKTH, KOUTO CE€ TpeJjIaraT B OMAKOBKH C JINCTOBKH, KOUTO HE OTTOBapsT HA M3WCKBAHUATA HA
TO3U 3aKOH; MPU HEOOXOJUMOCT HapekJa H3TETISHETO UM OT amlTeKUTe M JAPOTEPUHTE, OT
CKJIaJIOBETE 3a THPrOBUS Ha €ApO, OT MPOU3BOJUTENNTE U JIeUeOHUTE 3aBEJCHHUS U yBEIOMSBa 3a
TOBa MUHHCTEPCTBOTO HA 3JpaBEOIAa3BAHETO;
5. (m3m. — JIB, 6p. 84 ot 2018 r., B cuna 6 Mecemna cien myOJuKyBaHe Ha ChOOIIEHHUETO MO Wi. 82,
naparpad 3 ot Permament (EC) Ne 536/2014) oTHema M3MafeHOTO pa3pelIeHHE 3a KIMHUYHO
M3MUTBAHE, CIHpPa MPOBEKIAHETO HA KIMHUYHOTO M3MUTBAHE WIHM 3aIb/DKaBa BB3JIOKUTENS J1a
mojiajie 3asBICHHE 32 ChIIECTBEHA MPOMIHA B KJIMHHYHOTO U3MUTBAHE NIPU YCTAHOBEHU HApPYIIICHUS
Ha Pernament (EC) Ne 536/2014 npu ycinoBusiTa U 1o pea, NpeABUIEHU B HETO;
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Sa. (noBa - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m., 6p. 102 ot 2012 r., B cuna ot
2.01.2013 r., mom., Op. 67 ot 2020 r.) pasnopexaa OIOKHMpaHEe, MU3TETJIIHE M YHHIO)KaBaHE Ha
danmuduurpay JeKapcTBEHH MPOIYKTH U HA JIEKAPCTBEHHU MPOAYKTH C HEYCTAaHOBEH IPOU3XO]L,
KAaKTO M Ha JIEKapCTBEHU NPOAYKTH B ciaydyaute 1o wi. 24 u 30 or [enerupan perinament (EC)
2016/161;

56. (woBa - /IB, 6p. 60 ot 2011 r., B cuia ot 5.08.2011 r.) u3BBpIIBa MIPOBEPKH HA HANPABEHUTE
JnapeHus mo 4i. 268a, an. 1;

6. M3/1aBa Pa3MOPEkKAaHUS, IPEANUCAHNUS U YKa3aHUA B PAMKHUTE HA CBOSITAa KOMIETEHTHOCT, KOUTO
ca 3aIbJDKUTETHH 32 BCUUKHU JIUIIA,

7. (moBa - JIB, 6p. 60 ot 2011 r., B cmma ot 5.08.2011 r.) mocraBsi moa Bh30paHa JIEKAPCTBEHU
MIPOJYKTH U aKTHBHHU BEIIECTBA MPU CbMHEHHE B OTKJIOHEHUE Ha KaUeCTBOTO UM Upe3 NOCTAaBSIHE Ha
YIIOCTOBEPUTEIIHYU 3HALM B OOCKTHUTE 32 TIPOU3BOJCTBO.

(2) llpuHyauTEeTHUTE AIMHUHUCTPATUBHU MEPKHU 1Mo ai. | wmim mo wi. 270, an. 3 ce HajaraT CbC
3anoBej Ha qupekropa na MAJL

(3) 3amoBenuTe Mo an. 2 moAJeXarT Ha o0XKajBaHE IO pela Ha AJIMHUHUCTPATHBHONPOLECYATHUS
KOJIEKC, KaTO 00KaJIBAaHETO HE CIIHPA U3IIBIHEHUETO UM.

Y. 272a. (Hos - JIB, Op. 102 ot 2012 r., B cuna ot 2.01.2013 r.) (1) C nenerupanu
akToBe 1o wi. 520, maparpad 2 ot Hupektusa 2001/83/EO ce ycTaHOBSBAT HEOOXOIUMHUTE MEPKHU
3a TpenoTBpaTsBaHE IIyCKaHETO B OOpalleHHe Ha JIEKApCTBEHU TMPOAYKTH, BBBEICHU B
EBpornelickus cbio3, HO HENIpeAHA3HAUYEHH 3a ITyCKaHe Ha na3apa Ha EBpomneiickus cbro3, 3a KOUTO
MMa JIOCTaThbYHO OCHOBAHUS 32 ChbMHEHHE, 4e ca (anmudUuiupani.

(2) U3mpiHUTETHATA areHIUs 110 JIEKapcTBaTa MpeanprueMa HeoOX0AUMUTE MEPKU B ChOTBETCTBUE
C JIeJIETUPAaHUTE aKTOBE MO all. 1 3a MpenoTBpaTsBaHE IMYCKAaHETO B OOpallleHHue Ha JIEKApCTBEHU
IPOJAYKTH, BbBEAECHU B EBporelckusi Cbio3, HO HEIpeIHa3HAYeHW 3a IyCKaHEe Ha Ia3apa Ha
EBporneiickus ¢b103, 32 KOUTO UMa JOCTATHUHO OCHOBAHHMS 32 CbMHEHUE, ue ca (hammuduimpanu.
(3) MutHuueckure opranu ysenomsiBar MAJI 3a BbBexkzaHeTo Ha Teputopusirta Ha PenmyOnuka
bearapus Ha nekapcTBeHH MPOJYKTH 1O all. 1 ¢ oryien npeanprueManeTo Ha MEepKH 1o ai. 2.

Ui 2726. (Ho — 1B, Op. 67 or 2020 r.) (1) [Iputexxarenure Ha pa3pemicHUE 3a
MIPOM3BOJICTBO/BHOC, IPUTEXKATEINUTE Ha pa3pelieHne 3a ynoTpeda, NpUTeXaTelInTe Ha pa3perieHne
3a mapajeieH BHOC, NpUTEXKaTeIuTe Ha pa3pelieHHe 3a THProBUs Ha €ApO C JIEKapCTBEHU
MPOAYKTH, MPUTEKATEINTE HA pa3pelieHHe 3a ThProBUs Ha JApeOHO C JIEKapCTBEHU NMPOJYKTU B
anTeka u Je4eOHNUTE 3aBe/ICHUs U3BBPIIBAT IEUCTBUATA, onipeaesieHu B [lenerupan pernament (EC)
2016/161.

(2) bearapckara opranuzanus 3a BepuQuKalus Ha JeKapcTBara ch3/JaBa u ynpasisBa Hanuonanen
peructsbp no ui. 32, 1. 1, Oyksa "6)" ot enerupan pernament (EC) 2016/161, koiTo oOciyxBa
teputopusTa Ha PenyOnuka bbarapus.

(3) (Jom. — JIB, 6p. 16 ot 2024 r., B cuna ot 23.02.2024 r.) IIpaBo Ha 6e3BB3ME3/IEH U MPSK TOCTHIT
70 perucTbpa mo aji. 2 U 10 HHPOpMAIUsITa, KOATO CE€ ChAbpXKAa B HEro, MUMar CIeAHUTE
HaIlMOHAJTHU KOMIIETEHTHH opraHu cbriiacHo ui. 39 ot Jlenerupan pernament (EC) 2016/161:

1. M3mpnHuTENHATa areHuus MO JieKapcTBaTa — 3a IeJIMTE€ Ha YIPaKHSABAHE Ha HAA30p BBPXY
(YHKIIMOHMPAHETO HA PEruCTPUTE U pa3ciieiBaHe MPU CbMHEHME 3a cllydyau Ha ¢anmuduuupase,
KaKTO U 3a IeJIUTe Ha papMaKoJIoruyHaTa OJJUTEIHOCT WM (papMaKOenuAeMUOJIOTHTA;

2. MuHuCTEPCTBOTO Ha 31paBeona3BaHero, HannoHaniHaTa 31paBHOOCUTYPUTENIHA Kaca U ChbBETHT
mo wi. 258, an. 1 — 3a nenuTe Ha 3arJaliane Ha JEKapCTBEHU MPOAYKTH C IMyOJMYHU CPEICTBA.

(4) (HoBa — [IB, 6p. 16 ot 2024 r., B cuna ot 23.02.2024 r.) Uadopmarus oT peructbpa 1o ai. 2 ce
MPEIOCTaBs U MPH MOMCKBAaHE OT HAIlMOHAJHUTE KOMIETEHTHU OpPTaHM IO ajl. 3 B ChOTBETCTBUE C
Henerupan pernament (EC) 2016/161, BkarounTenHO 3a IENWTE Ha 3aIUlalllaHe Ha JIEKApCTBEHU
MPOJYKTH ¢ MyOJIMYHU CPENCTBA, KATO ChABbPKaHUETO U (hopmaTa HAa MHPOpPMAIHATA U CPOKBT 32
IIPEIOCTABSIHETO 1 CE ONPENENAT B CbOTBETHOTO UCKAHE.

Un. 2728. (HoB — JIB, Op. 16 ot 2024 1., B cuna ot 23.02.2024 r.) 3a menure Ha
3aljialiaHe Ha JICKapCTBEHM TMPOAYKTH C MyONWYHM cpeacTtBa MUHHCTEPCTBOTO  Ha
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3/IpaBeoria3BaHeTo, M3mbIHUTENIHATa areHIMs M0 JeKapcTBara, HalMoHaIHUAT ChBET MO LEHH U
peuMmOypcupaHe Ha JIEKapCTBEHHUTE TMPOAYKTH, HamuoHanHata 3ApaBHOOCHUTYpPHUTENHA Kaca,
bearapckara opranuzanus 3a Bepu(HKalus Ha JeKapcTBaTa, MPUTEKATEIUTE HA paspelieHue 3a
TBPrOBHUsI Ha €ApPO C JIEKAPCTBEHM MPOAYKTH, MPUTEKATEIUTE HA pa3pelieHue 3a ThProBUS Ha
IpeOHO C JIEKapCTBEHU MPOIYKTH, JIedeOHUTE 3aBeAcHUS Mo wi. 222, an. 4, T. 1 ¥ 2, IEHTpOBETE U
xocnucuTe mo 4wi. 222, an. 4, 1. 3 u 4 u nedyeOHUTE 3aBeAeHUs MO Wwi. 222, an. 6 ocurypsiBar
orepaTHBHA CbBMECTUMOCT M CBBP3aHOCT 32 aBTOMAaTU3HUpaH OOMEH Ha JaHHU B MAIlMHHO YETUM
dopMmart B pearHo BpeMe Ha Harmonannara 3apaBHOMH(pOPMAIIMOHHA cUcTeMa 1o Wi. 28T, air. 1 oT
3aKoHa 3a 37JpaBeTo, ClieUaIu3upaHara eJeKTpoHHa cuctema 1o ui. 2170, an. 1, perucrbpa 1o 4.
259, an. 2, 1. 4, uaopmanoHHaTa cucreMa o wi. 63, ai. 1 ot 3akoHa 3a 37paBHOTO OCUTYpsIBaHE,
cucTtemMara OT peructpu mno cmucbia Ha Jlenmerupan permament (EC) 2016/161 wu
WH()OPMALIMOHHUTE CHCTEMH Ha MPUTESKATEIUTE HAa pa3pelieHHe 3a TBProBUS Ha €Ipo C
JIEKapCTBEHHU MPOAYKTHU, MPUTEKATEIUTE Ha pa3pelieHre 3a ThbProBus Ha APeOHO C JeKapCTBEHU
IIPOJAYKTH U Ha JieyeOHUTE 3aBeAeHUs 1o wi. 222, an. 4, T. 1 ¥ 2, HEHTpOBETE U XOCHUCUTE IO YJI.
222, an. 4, 1.3 1 4 ¥ neyeOHUTE 3aBeneHUd 10 Wi. 222, aj. 6.

Ui 273. (1) YcnoBusra u peabT 3a B3eMaHe Ha NIPOOUTE, U3BBPILBAHE HA U3IUTBAHUATA
U 3aIlJIall[aHeTo UM C€ OIPEAeNT B Hapeada Ha MUHUCTBPA Ha 3/IpaBeOIa3BaHETo.
(2) IIpu ocriopBaHe Ha pe3yJITaTUTE OT U3BBPIIEHH J1A0OPATOPHU M3NUTBAHUS CE MPABAT TOBTOPHU
M3NUTBaHKs. Te ce M3BBPIIBAT IIPU MHCMEHO MCKaHEe OT 3aMHTEpeCcOBaHaTa CTpaHa, HalpaBeHo B 7-
JHEBEH CPOK OT JaTaTa Ha II0Jy4aBaHE Ha Pe3y/ITaTa OT IbPBOHAYATHOTO U3IIUTBAHE.
(3) [loBTOpHHUTE U3NUTBAHMS T10 aJl. 2 CE U3BBPIIBAT OT EKCIEPTH, ONPEICIICHH OT M3IIBIHUTEITHUS
mupextop Ha MAJI, KouTo He ca y4yacTBajdM B II'bPBOHAYAIHOTO W3MUTBAHE, B MPHUCHCTBHETO Ha
YII'BJTHOMOIIIEH NPEICTaBUTEN Ha 3aHHTEPECOBaHATa CTPaHa.

Ui 274. (1) YcnoBusita v pebT 3a OJIOKMpaHE U U3TETJISTHE Ha JIEKAPCTBEHU MPOJIYKTH,
MOKa3aJii HEChOTBETCTBHE C U3MCKBAHUATA 32 KAUECTBO, 0€30MACHOCT U €(PUKACHOCT, C€ ONPEICIISAT
B Hapen0a Ha MUHHCTBPA Ha 3/IPaBEONa3BaHETO.

(2) (U3m. — B, 6p. 67 ot 2020 r.) YcioBusita U peabT 3a YHHUIIOKABAHETO HA JIEKAPCTBEHUTE
MIPOAYKTH C€ OINPEEIISAT B Hapen0a Ha MUHHUCThpA Ha 3[JpaBEOIa3BaHETO.

Yn. 275. (1) IIpu ochiiectBsiBaHe Ha koHTposia MAJI npennpuema BCUYKU HEOOXOIUMU
MEpPKH, 32 J1a OCUTYpU MPaBUJIHO BaJIMJMpaHE Ha MPOILIECUTE HA MPOU3BOACTBO U IMPEUUCTBAHE HA
JIEKapCTBEHW MPOJAYKTH, IOJYyYEHU OT YOBEIIKa KPbB WJIM YOBEIIKA IUIa3Ma, IOCTOSHCTBO B
KauyecTBOTO Ha MapTUIUTE M TapaHTHpaHe, JOKOJIKOTO TEXHOJIOTUSTA M03BOJISIBA, OTCHCTBUETO Ha
crnienn(puYHa BUPYCHAa KOHTaMUHAIIHS.
(2) llpousBoaurenure ysenomsBat MAJI 3a Merosa, U3MoI3BaH 3a HaMaJIsIBaHE WM OTCTpaHsIBaHE
Ha MaTOT€HHU BUPYCH, KOUTO MOTaT Jia ObJIaT MPEHECEHU Upe3 JEeKapCTBEHH MPOIYKTH, MOTY4EeHU
OT YOBEIIKa KPbB WJIM YOBEUIKA IUIa3Ma.
(3) M3nbanuTenHaTa areHUMs MO JieKapcTBaTa M3MMTBA WIM H3Mpalia 3a U3NUTBaHE B Jpyra
oduimagHa J1abopatopusi 3a KOHTPOJ Ha JICKapCTBEHU MpOnyKTH B PemyOmmka bearapus unu B
Apyra JIbp)kaBa WIEHKa MOCTPU OT HACHIIEH/HEpasisAT MPOAYKT W/WIM JIEKapCTBEH MPOIYKT 3a
M3MUTBAaHE WM B X0J1a 3a OIlEHKa Ha 3asBJIEHUE 3a pa3peliaBaHe 3a ynorpebda mo ui. 46, an. 1, T. 2
WM CJIe]] U3/1aBaHe Ha pa3pelleHue 3a ynorpeoa.

Un. 276. U3nbaautennusat nupektop Ha MAJL cbe 3amoBes BpeMEHHO crHpa, OTHEMA,
IpeKpaTsBa UM MPOMEHs pa3pelIeHueTo 3a yrnoTpeda Ha JIEKapCTBEHUS MPOIYKT/perucTpanusra,
KOTaTo c€ YCTaHOBH, Ye€:

1. uMa HeTOIyCTHMa HEXKeJaHa JIEKapCTBEHA peakius MpH MpaBuiiHa yroTpeda, win

2. IMTICBa TepaneBTHYHA e(hUKacHOCT (TepaneBTUYHA e(PUKACHOCT JIUIICBA, KOraTo C€ YCTaHOBHU, Y€
HE Morar Ja ObJaT MOJydeHH OOSBEHUTE TEepaleBTUYHM PE3YIATATH MpPU pa3pelIaBaHeTo MY 3a
ynotpe0a), uiu

3. CbOTHOILIEHUETO I0J13a/PUCK € HEOIAronpusATHO MPH MpaBUIIHA yIIOTpeda, Win

4. KOJWYECTBEHMST M KAYECTBEHHUST CHCTaB HAa JIEKAPCTBEHMsI NPOAYKT HE OTrOBapsAT Ha
JeKJIapupaHus IIPU pa3peliaBaHeTo 3a yrnorpeda, nin
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5. TaHHUTE OT IOCUETO 1O Wi. 27 - 32 ca HEBEPHU, WIIH

6. (u3m. - /IB, 6p. 71 ot 2008 ., B cuna ot 12.08.2008 r.) manHmUTE OT HOCUETO MO 4. 27 - 32 He ca
JOIBIIHEHH WJIA HE ca IIPOMEHEHH ChITIACHO M3MCKBAHUSTA Ha TJIaBa TpeTa, pasaen VI, nim

6a. (HoBa - /IB, Op. 102 ot 2012 ., B cuna ot 21.12.2012 r.) He ce U3MBJIHABAT YCIOBHATA I10 YJI.
55a, 56 nnm 56a, wimn

606. (aoBa - JIB, O6p. 102 ot 2012 r., B cmia ot 21.12.2012 r.) Ipon3BOACTBOTO HA JIEKAPCTBEHUS
MPOAYKT HE € U3BBPIUICHO B ChOTBETCTBHE C OMKMCAHUS HAUYWH Ha MPOU3BOJCTBO Mo wi. 27, ai. 1, T.
7, nnn

7. (u3m. - 1B, 6p. 102 ot 2012 r., B cuima ot 21.12.2012 r.) He ca WU3BBPIICHH KOHTPOJHH
M3MUTBAHUS WM T€ HE CE€ U3BBPILIBAT B CHOTBETCTBUE C METOJAUTE, MOCOYEHU B wi. 27, an. 1, 1. §,
WIH

8. IaHHUTE BBHPXY OIAKOBKATa W/WIM B JINCTOBKATAa HE Ca B CHOTBETCTBHE C OJOOpEHUTE TpPHU
W3JIaBaHETO Ha Pa3pelIeHHETo 3a yIoTpeoa;

9. (noBa - /IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) mpurexxareiasT Ha pa3pelicHUE 3a

ynotpeba HE € M3IBIHWI 3aabDKeHudTa 1mo wieH 45, maparpad 1 ot Permament (EO) Ne
1901/2006.

Y. 277. (1) M3nbnautenausT qupekrop Ha MAJL, He3aBUCUMO OT MEpKUTE 1o wi. 276,
3a0paHsiBa ChC 3aMoBe]l CHAOASBAHETO C JICKAPCTBEHMS MPOAYKT M paslopexja OJOKHpPaHETO U
U3TETJISIHETO MY OT Ta3apa, Koraro:

1. (uam. - IIB, Op. 102 or 2012 r., B cmra ot 21.12.2012 r.) uma HemomycTHMa HEXellaHa
JIEKapCTBEHA peaKkus, Win

2. nUICcBa TepaneBTHYHA €PUKACHOCT, WU

3. (u3m. - IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 1.) CHOTHOIICHUETO IIOJ3a/PUCK €
HEeOJIaronpusITHO, WK

4. KOIWYECTBEHHST M KAYECTBEHHUST CHCTaB HA JICKAPCTBEHHUS] NPOAYKT HE OTrOBapsT Ha
JeKJIapupaHysi U pa3peliaBaHeTo 3a yrnorpeda, Uiu

5. KOHTPOJNBT HA JIEKAPCTBEHUS MPOAYKT W/WIM HAa CHCTABKUTE M HA MEXKIUHHHUTE €Tamlud OT
IIPOM3BOJICTBEHUS] IIPOLEC HE € M3BBPLICH, UM HE CE€ U3MBJHSABAT M3UCKBAHUATA, NIPU KOUTO €
U3JIaJICHO Pa3peUICHUETO 3a IPOU3BOICTBO.

(2) Uznpnautennust aupexrop Ha MAJI moke na Hayoxu 3abpaHa 1o ajt. 1| ¥ caMo 1o OTHOILIEHUE
Ha KOHKPETHH MAPTUIH OT JEKAPCTBEHUS MPOAYKT.

Un. 278. (1) U3neaaurennust aupektop Ha MAJI cbc 3amoBes BpEMEHHO CIHMpa WM
OTHEMa pa3pelIeHUEeTo 3a yrnoTpeda Ha Ipyna Uik Ha BCUYKHU JIEKapCTBEHH MPOIYKTH, 38 KOUTO 110
OTHOIIIEHHE MSICTOTO UM Ha TIPOM3BOJICTBO HE CE U3MIBJIHABAT U3UCKBAHUSATA, TPH KOUTO € U3/1aJICHO
pas3pelIeHneTo 3a MPOU3BOCTBO.
(2) U3nbauutennuar aupekrop Ha MAJI ocBeH Mepkute o 4ii. 276 MOXe ChC 3al0Be]l BpeMEHHO
Jla cTipe BHOCA Ha Tpyla WM Ha BCUYKH JIEKAPCTBEHU MPOIYKTH OT TPETH JbP’KaBH WU Jja OTHEME
M3J1aJICHOTO pa3pelieHre 3a BHOC Ha TPYIa WK Ha BCHYKH JIKAPCTBEHU MPOJYKTH, KOTaTo He ca B
CbOTBETCTBUE C U3UCKBAHUATA HA IJ1aBa MeTa.
(3) Usnbauutennust aupekrop Ha MAJI ocBeH mepkute mo wi. 276 MOXe ChC 3amoBe]] BPEMEHHO
Jla cIipe WIN Ja OTHEME pa3pelIeHHeTO 3a MPOU3BOJACTBO HA Ipyla WJIM HAa BCUYKH JIEKAPCTBEHU
MPOAYKTH, KOUTO HE Ca B ChOTBETCTBHE C M3MCKBAaHMATA Ha TJIaBa IeTa.

Yn. 279. (1) 3anoBenute no un. 276, 277 win 278 ce BpbpuBaT Ha IMPUTEKATENS] Ha
paspelieHneTo 3a ynorpeda, CbOTBETHO Ha IPOU3BOAUTEIS UIA BHOCUTEIIS.
(2) 3anoBenute mo an. 1 mojuexar Ha oOXKaJiBaHE MO pela Ha AJMHHUCTPATUBHOIPOIECYATHUS
KOJZIEKC, KaTO 00KaJIBAHETO HE CIMPa U3IIbIIHEHUETO UM.

Yn. 280. (1) Ilpu ycraHoBsIBaHE Ha HapylLIeHUs Ha pa3nopen0OUTe Ha IJlaBa eIMHaIeceTa,
CHOTBETHO Ha Hapeabara 1o wi. 249, m3neIHUTETHUAT nupektop Ha MAJI pasnopexaa cbe 3amoBesn
CIMpPaHe Pa3NpOCTPAHEHUETO HA peKilamara.
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(2) Coc 3anoBenra mo an. 1 aupektopbT Ha MAJI Moxke 1a 3aabJKU peKiiaMoIaTeNs 1a myOIruKyBa
WIM Ja pasnpocTpaHu cekriacyBaHo ¢ MAJl ompoBepkeHHE Ha TBBPJAEHUSATA B peKjamara 4dpe3
CBIIUTE CPEACTBA U B ChINUS GOopMaT U 00CM.

(3) 3anoBenra mo an. 2 moaNeKW Ha OOXKaJBaHE MO pela Ha AIMHHHUCTPATUBHOIIPOIECYATHUS
KOJICKC.

I'1aBa yeTupuHagecera
AMUHHUCTPATUBHOHAKA3ATEJIHU PA3SITIOPE/IBA

Y. 281. (1) (Hom. - JIB, 6p. 71 ot 2008 1., B cuyia ot 12.08.2008 r. u3Mm., 6p. 102 ot 2012
r., B cuia ot 2.01.2013 r.) Koifto npousBexaa, BHACs, MpoJiaBa, ChXpaHsiBa WM MPEIOCTaBs 3a
ynotpeba B Peny6nuka bbarapus nekapcTBeHU NPOAYKTH, KOUTO HE Ca pa3pelieHu 3a yrnoTpeoda,
M3BBH citydauTe no wi. 8, 9 u 10, KakTo ¥ TakMBa ¢ HEYCTAaHOBEH MPOU3XOJ], AKO HE MOJJICKH HA
IO-TEKKO HaKa3zaHue, ce Haka3Ba ¢ ri1oo6a ot 25 000 mo 50 000 ns.
(2) CpuioTo HakazaHWe Cce Hajlara W Ha JUIATa, KOUTO IPOU3BEXKIAT, BHACAT, IPOJABAT WIH
JOTycKaT fa ce ynotpedsBar B PenyOnuka bbiarapus nekapcTBeHH IPOAYKTH, KOUTO HE OTTOBApPAT
Ha M3WCKBaHUATAa Ha JeHcTBamiara QapMakories W Ha YCIOBHUSATA MPH pa3peliaBaHETO MM 3a
ynotpeoa.
(3) Korato Hapymenusita 1mo ain. 1 u 2 ca cBbp3aHu C HepaspellleHU 3a ynoTpeda JeKapCTBEHU
MPOJAYKTH, CBHIbPXKAIIK HAPKOTHMYHU BEUIECTBA, HWIJIM IPH MOBTOPHOTO MM H3BBHPILIBAaHE, aKO
JesTHUsITA HE ChCTaBJISIBAT NPECTHIICHUE, Pa3peleHUueTo, U3JaJeHO 10 pela Ha TO3M 3aKOH, ce
OTHEMa.
(4) MenuuuHCKY CHEIUATUCTH, KOUTO MPOU3BEKIAT, MPOAABAT WM MPEIOCTABIT HEpa3peIIeHH 3a
ynoTtpeda JieKapCTBEHU MPOAYKTH, CE JIMIIaBaT OT IPaBo Ja YIpaxKHsABaT mpodecusiTa Cu 3a CPOK OT
6 Mecena J10 JIB€ FOJIUHHU.
(5) Hakazanmero mo an. 4 ce Hamara ChC 3aloBe]] Ha MHUHHUCTBPA Ha 3APaBEOINa3BAHETO IO
MpeAJIOKEHUE Ha U3IMTBIHUTENHUS aupekTop Ha MAJTL.

Un. 282. (1) Koiito mpoxaBa NeKapcTBEHH MPOAYKTH B OMAKOBKU HIIM C JINCTOBKU 32
NanueHTa, KOUTO HE OTroBapsT Ha M3MCKBAaHUATA Ha TO3U 3aKOH, C€ Hakas3Ba ¢ rioba or 750 no
1500 nB., a Ipu MOBTOPHO U3BBPIIBAHE HA CBHIIOTO HapylleHue - ¢ riao6a ot 1500 go 3000 nB.

(2) KoiiTo nponiasa JiekapCcTBEHU MPOAYKTH O€3 JIMCTOBKM 3a MallMeHTa, ce Haka3Ba ¢ rio0a ot 750
1o 1500 nB., a mpu MOBTOPHO M3BBPIIBAHE HA CHIOTO HapYyIlIeHue - ¢ rio6a ot 1500 xo 3000 xs.

Ui 283. (1) Koiito BHacs, ThpryBa Wid MpeaocTaBs 3a ynoTpeda JIeKapCTBEHU MPOAYKTH
C M3TEKBJI CPOK HA TOJHOCT, ce Haka3Ba ¢ rioda ot 10 000 go 20 000 nB.
(2) Koiito HapymaBa I'bpBHYHA/BTOpUYHA ONAKOBKAa WM IPOJIaBa/NIPEIOCTaBs JIEKAPCTBEHU
NPOAYKTH C HapyllleHa MbpPBUYHA/BTOPUYHA OINAKOBKa, ce Haka3Ba ¢ rinoda ot 750 mo 1500 nB., a
IIpY MIOBTOPHO HapyuieHue - ¢ riaoda ot 1500 xo 3000 nB.

Yn. 284. (1) Koiito npoussexaa, BHacs WK ThpryBa Ha €ApoO C JIEKaPCTBEHU MPOJIYKTH
WM TIpoJaBa JIEKapCTBEHU MPOJYKTH, O€3 Ja MMa pa3pelieHne 3a ToBa, ce Haka3Ba ¢ rioda 50 000
JB.
(2) (Hom. - AB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m., 6p. 102 ot 2012 r., B cuna ot
2.01.2013 r.) Koiito mpousBexja, BHacs WINM ThPryBa Ha €IpO C JEKAapCTBEHH NPOAYKTH WU
MpoJiaBa JIEKAPCTBEHU MPOAYKTH B HapylIeHHE HaA H3JaJ€HOTO pa3pelieHHe WU TMpojaBa,
CbXpaHsBa WM TPEAOCTaBs JIGKAPCTBEHU INPOIYKTH, KOHUTO Ca C HEYCTAaHOBEH INPOM3XOJ, Ce
Haka3zBa ¢ rio6a ot 25 000 o 50 000 nB.
(3) (Hom. - [AB, 6p. 71 ot 2008 1., B cria ot 12.08.2008 r.) B cimyuaute no an. 1 u 2 opranute Ha
IbP>KaBHUS KOHTPOJI CIIUPAT ChC 3al0Be/1 eKCIUIoaTalusATa Ha 00eKTa.
(4) 3amoBenTa mo an. 3 MOMIEKH HAa OOXalBaHE MO pefa Ha AJIMHHHCTPATUBHOMPOIECYATHUS
KOJ/IEKC, KaTO 00’KaJIBAHETO HE CIHpPA U3ITBIHEHUETO M.
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Y. 284a. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 1.) (1) (Ilpenumen Texct
Ha wi. 284a — JIB, 6p. 67 ot 2020 r.) Koiito mpousBexaa, BHACS, U3HACA, ChXpaHsIBa, IPOJaBa WK
npenoctaBs (ammuUIMpaHd JIEKapCTBEHH MNPOAYKTH, KAKTO W IMOCPEIHUYH MPH MOKYIKO-
npoaaxoara Ha QanmudUIUpaHu JeKapCTBEHUTE MPOAYKTH, c€ Haka3Ba ¢ riaoda ot 25 000 mo 50
000 nB.
(2) (HoBa — 1B, 6p. 67 ot 2020 r.) Ha mputexaten Ha pa3pelieHne 3a MpOu3BOJCTBO HIIK 32 BHOC,
MIPUTEKATEJI Ha paspelleHue 3a ynorpeda WM MPUTEKaTeNl Ha paspelleHre 3a mapaiesieH BHOC,
KOHTO HE M3IBJIHU CBOE 3aJbJDKEHME OTHOCHO IOKa3aTeJIUTE 3a 0€30IaCHOCT Ha JIEKApCTBEHUTE
MPOJYKTH, OINpEACTICHO B To3W 3akoH wiu B Jenerupan permament (EC) 2016/161, ce nanara
umyniectBeHa caukius or 5000 go 10 000 nB., a mpu MOBTOPHO H3BBHPIIBAHE HA ChHIIOTO
HapyuieHue — umymiectsena cankuus ot 25 000 go 50 000 nB.

Ui, 2846. (Hos - JIB, Op. 102 ot 2012 r., B cuia ot 2.01.2013 r.) Ilpurexaren Ha
paspellieHre 3a MPOU3BOACTBO, KOWTO HE M3IIBJIHABA 3aAbJDKEHUSTA cH 1o wi. 160, ce Haka3Ba ¢
umyniectBeHa caukius or 5000 go 10 000 nB., a mpu MOBTOPHO H3BBHPIIBAHE HA ChHIIOTO
HapyuieHue - ¢ umymiecrBeHna cankuus ot 10 000 go 20 000 nB.

Uin. 2848. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) (1) (Ilpeaumien Texct
Ha ui. 2848, nom. - JIB, 6p. 84 ot 2018 ., B cruta ot 12.10.2018 1.) [IpuTexkaren Ha pa3penieHue 3a
THProBUs Ha €pO C JIEKAPCTBEHH MPOJYKTH, KOWTO HE M3MBIHABA 3aIbJDKEHUSTA cu 1o wi. 207, a.
I, .1—-3, 1. 4a— 14 u an. 2, ce Haka3Ba ¢ umymiectBeHa cankuusa ot 2000 no 5000 niB., a npu
IIOBTOPHO M3BBPIIBAHE HA CHIIOTO HapyllIeHue - ¢ uMmyinectseHa cankuus ot 5000 go 10 000 nB.
(2) (Hoa — JIB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Ilpurexxaren Ha paspelnieHue 3a
TBHPrOBHUS Ha €PO C JEKAPCTBEHH MPOIAYKTH, KOWTO Ce CHAOIsBa C JIEKAPCTBEHHU MPOIYKTH OT JIUIIA,
paznuyHu OT nocodyenute B wi. 207, an. 1, 1. 4, ce Haka3Ba ¢ uMmyniectBeHa cankuus ot 25 000 no
50 000 n1B., a Ipy MOBTOPHO M3BBPILIBAHE HA CBHIIOTO HApYyLIEHUE — C UMYILECTBEHA caHKLKA OT 50
000 mo 100 000 nB.
(3) (Hosa — JIB, 6p. 67 or 2020 r.) Ha mpurexxaren Ha pa3pelieHHe 3a THPrOBUS HA €IpO C
JIEKapCTBEHH MPOJYKTH, KONTO HE U3MBIHM CBOE 3aJBbJDKEHHE OTHOCHO IIOKa3aTeluTe 3a
0€30MacHOCT Ha JIEKapCTBEHUTE MPOAYKTH, ONPEICICHO B TO3HM 3aKOH, B MOJ3aKOHOB HOPMAaTHUBEH
aKT MO TpHJaraHeTo Ha To3Mu 3akoH uiau B Jlenerupan perinameHt (EC) 2016/161, ce namara
umytiectBeHa cankiuss or 5000 go 10 000 nB., a mMpM MOBTOPHO H3BBHPIIBAHE HA CHIIOTO
HapyuieHue — umyniectsena cankuus ot 10 000 no 20 000 nB.

Ui 284r. (Hos — IB, Op. 84 ot 2018 1., B cruta ot 12.10.2018 1., u3m., 6p. 103 ot 2020
r., B cuia ot 1.01.2021 r.) (1) (Ilpeaumien tekct Ha 4. 284r — JIB, Op. 16 ot 2024 r., B cuna ot
23.02.2024 r.) KoiiTo He U3MbJIHsABA 3aIbDKCHHUATA CU o Wi, 68, an. 1, T. 9, ce Haka3Ba ¢ 17100a B
pasmep ot 50 000 go 100 000 1B., a pH MOBTOPHO U3BBPIIBAHE HA CHILIOTO HAPYIIEHUE — C T100a B
pazmep ot 100 000 mo 150 000 nB.
(2) (HoBa — 1B, 6p. 16 ot 2024 1., B cuna ot 23.02.2024 r.) KoiiTo He u3mbiHsBa 3aAbHKCHUATA CU
mo wi. 68, ain. 1, T. 11 mwun. 217, T. 6, ce HaKa3Ba ¢ riaoba B pazmep ot 15 000 mo 25 000 nB., a pu
MOBTOPHO M3BBPILBAHE HA CHIIOTO HapylIeHHe — ¢ Ti106a B pazmep ot 25 000 ro 55 000 ns.

Ui 284n. (Hos — 1B, 6p. 84 ot 2018 r., B cuina ot 12.10.2018 r.) Koiito n3Bbpin n3Hoc
Ha JIEKapCTBEHHU NMPOJYKTH, BKIIOYEHU B CIIMCHKA Mo 4i. 2178, an. 1, ce Haka3Ba ¢ ry100a B pa3Mep

ot 50 000 1o 100 000 5B., a Mpy NOBTOPHO M3BBPIIBAHE HA CHILIOTO HAPYIIEHHUE — C T7I00a B pa3mep
ot 100 000 no 150 000 nB.

Y. 284e. (Hos — JIB, Op. 84 ot 2018 r., B cuma ot 12.10.2018 r., ot™., 6p. 67 ot 2020 1.,
HOB, Op. 103 ot 2020 r., B cuma ot 1.01.2021 r.) KoiTo He W3MBIHM WM HE WU3MBIHH B
OTIpe/IeJICHUTE B 3aKOHA CPOKOBE 3aBJDKEHUETO CH 3a IIpeIocTaBsHe Ha nHpopmarus mo 4. 2176,
an. 3, 1. 1, ce Haka3Ba c rinoba B pazmep ot 5000 mo 10 000 5B., a Mpu MOBTOPHO M3BBPILBAHE HA
CBHILOTO HapylleHue — ¢ rioda B pazmep ot 10 000 o 15 000 xaB.

UYn. 284x. (Ho — 1B, 6p. 84 or 2018 ., B cuna ot 12.10.2018 ., ot™., Op. 67 oT 2020 1.,
HOB, Op. 103 ot 2020 1., B cuna ot 1.01.2021 r.) Koiito npenoctaBu uadopmanus o wi. 2176, am.
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3, T. 1 ¢ HETBJIHO W/WJIM HETOYHO ChIBPKaHKE, C€ Haka3Ba ¢ 1y1o0a B pazmep ot 3000 xo 5000 nB., a
IIpU OBTOPHO M3BBPIIBAHE HA CHIIOTO HapyleHue — ¢ raoda B pazmep ot 5000 no 10 000 nB.

Ui 2843. (Hos — JIB, Op. 84 ot 2018 ., B cuna ot 12.10.2018 1., uszm., 6p. 67 ot 2020 1.)
3a HEeW3MIBJIHEHHE Ha 3abJDKeHHATa 1o wi. 21706, an. 10 Ha w3nbaHuTenHUS IupekTop Ha WAL,
CHOTBETHO Ha JIBXKHOCTHO Juiie o MAJI, ce Hanara rimob6a B pazmep ot 50 000 go 100 000 nB., a
IIPY MIOBTOPHO M3BBPIIBAHE HA CHIIOTO HapylieHue — riaoda B pasmep ot 100 000 go 150 000 ..

Y. 284u. (HoB — JIB, Op. 105 ot 2020 r., B cuma ot 11.12.2020 r.) Koiito u3Bbpim
M3HOC Ha JIEKapCTBEHU IPOJYKTH, BKIOYEHM B 3amoBeATa 1o wi. 217xa, ce Haka3Ba ¢ iiodba B

pasmep ot 50 000 go 100 000 nB., a mpU MOBTOPHO U3BBHPIIBAHE HA CHIIOTO HAPYIIICHHUE — C IJ100a B
pazmep ot 100 000 mo 150 000 nB.

Un. 285. (1) Koiito ThpryBa ¢ JEKapCTBEHH NPOAYKTH 0Oe3 cepTtudukar 3a
ocBoOOXKIaBaHe Ha mapTujaa, ce Haka3Ba ¢ rioba or 5000 mo 10 000 nB., a mpH MOBTOPHO
M3BBPIIBAHE HA CHIIOTO HapymieHue - ¢ riaobda ot 10 000 xo 20 000 nB.

(2) (U3m. - [IB, 6p. 60 ot 2011 r., B cua ot 5.08.2011 r.) Twproeen Ha eapo, KOWTO TOCTaBS Ha
JpOTepUH JIEKapCTBEHH MPOIYKTHU, KOMUTO CE€ OTIYCKAaT IO JIEKAPCKO MpEANHcaHue, ce Haka3Ba C
umytiectBeHa cankius ot 2500 o 5000 niB., a mpu MOBTOPHO HapyuieHue - ¢ roda ot 5000 go 10
000 nB.

(3) KBamudumupano muie, MOMYCHAJIIO HW3BBLPIIBAHE Ha MPOAax0a Ha TAPTUIU JIEKAPCTBEHU
npoaykTu 0e3 ceptudukar 3a ocBoOOK/1aBaHE Ha BCSKa OTENHA MapTHUJa, C€ HaKa3Ba C riioda oT
2500 mo 5000 1.

Y. 285a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 1., u3m., 6p. 102 ot 2012 1.,
B cuita ot 21.12.2012 r.) Ilpurexaren Ha pa3pelieHueTo 3a ynorpeda, KOMTO HE yBeAOMU
MHUHHCTBHPA Ha 3/IpaBeola3BaHETO 3a MPEyCTAaHOBSBaHE Ha MpoaaxOuTe mo wi. 264, ce Hakas3Ba
umyiecTBeHa cankius ot 25 000 go 50 000 nB.

Y. 2856. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Kolito mpoussexna,
BHACsI, U3HACS, TIPO/IaBa WU ChXPaHsIBA AKTUBHU BEIIECTBA B HAPYIICHUE HA N3UCKBAHUATA HA TO3U
3aKO0H, ce Haka3Ba ¢ rioda ot 10 000 mo 20 000 iB.

Ui. 2858. (HoB — JIB, 6p. 18 ot 2014 r., u3Mm., 6p. 84 ot 2018 r., B cuna ot 12.10.2018 1.)
KoiiTo n3Hece nekapcTBEHU NMPOLYKTH B KOJIMUYECTBA, TO-TOJIEMU OT KoJmdecTsara o 4. 207, an.
I, T. 15, 6ykBa "r", ce Haka3Ba c¢ rimo6a B pazmep ot 50 000 mo 100 000 nB., a MpU MOBTOPHO
M3BBPIIBAHE HAa CHIIOTO HapylleHue — ¢ riao6a B pazmep ot 100 000 zo 150 000 nB.

Un. 286. (1) (Hom. — JIB, 6p. 84 ot 2018 1., B cuia 6 mecena cien myOJIuKyBaHE Ha
cbobuiennero no wi. 82, naparpag 3 or Pernmament (EC) Ne 536/2014) 3a KIMHUYHU W3MUTBAHUS,
U3BBPIICHU B HapyllleHue Ha To3M 3akoH win Ha Permament (EC) Ne 536/2014, ako U3BBPIIEHOTO
HE ChCTaBJIsIBA NPECTHIJICHNE, HA BUHOBHUTE JIMIIA, JOMYCHAIN MM W3BBPILIMIM TOBA HapylIEHHUE,
ce Hanara rio6a ot 5000 mo 10 000 1B., a MpU MOBTOPHO JOMYCKAaHE WM U3BBPILIBAHE HA CHLIOTO
Hapyuenue - rnoda ot 10 000 o 20 000 nB.

(2) Ha MeauIuHCKU CHenHaIiucTy, JOMYCHAIN WK U3BBPIIMIN HapylIIeHHs 1o ai. 1, Moxe 1a ce
HAJIOKU M Haka3aHHe "NUIIaBaHE OT MPaBO Jla yrnpakHABAT npodecusita cu" oT 6 Meceua 10 ABe
TOJIMHU.

(3) Mspkata mo an. 2 ce Hajara OT MHUHHUCTbpa Ha 3/paBeONa3BaHETO IO MPEAJIOKEHHE Ha
M3IBJIHATENHUA qupekrop Ha MAJL

Yn. 287. (1) (Hom. - [IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 1., u3zm., 6p. 60 ot 2011
r., B cuia ot 5.08.2011 r.) KoiiTo u3BbpIIBa THproBus Ha ApeOHO C JEKAPCTBEHU MPOAYKTH, O€3 Aa
MMa pa3pellieHne/yI0CTOBepEeHHe 3a TOBa, WM pPabOTH B HapylIeHHEe Ha U3JaJACHOTO MYy
paspernieHue/yaocToBepenue, ce Hakassa ¢ rioda ot 5000 mo 10 000 nB.
(2) (HoBa — JIB, 0p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Teprosen Ha ApeOHO, KOWTO JOCTaBU
JIEKApCTBEHM ITPOJYKTH OT COUCHKA MO WiI. 2178, an. | Ha Thprowel Ha eApo WX HA APYTH JULA B
HapyllleHWEe Ha W3HCKBAHMATA HA TO3M 3aKOH WJIM Ha IMOA3aKOHOBUTE AKTOBE IO HETOBOTO
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Mpujiarane, ce HakasBa ¢ TJI00a, ChOTBETHO MYy ce Hajara uMmyiiectBeHa cankius ot 10 000 mo 20
000 15B., a mpu noBTOopHO Hapymenue — ot 25 000 xo 35 000 nB.

(3) (Ilpenumna an. 2 - JIB, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) Hakazanuero no ai. 1 ce
Hajara ¥ Ha JUIaTa, KOUTO W3BBPIIBAT THProBHsI Ha APEOHO B amTeKa WM APOTEepUs CIe
MpeKpaTsBaHe JEICTBUETO Ha pa3pelIeHneTo/ya0CTOBEPEHUETO.

(4) (U3m. - B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., mom., 6p. 60 ot 2011 r., B cuna ot
5.08.2011 r., mpeaumna an. 3, 6p. 84 or 2018 r., B cmma ot 12.10.2018 r.) KoiiTo nponasa wim
ChXpaHsBa B IPOrepus JEKApPCTBEHU MPOIYKTH, KOUTO CE OTITYCKAT O JIEKAPCKO MPEANHCAHUE UITH
MPOJYKTH U CTOKM ChC 3HAUEHHUE 32 3/IpaBETO Ha YOBEKA U3BBH OIpe/elIeHUTE B HapenbaTa mo il
243, ce Haka3Ba c ryobarta mo aja. 1, a mMpu MOBTOPHO M3BBPILIBAHE HA CHIIOTO HAPYIICHHE CE
OTHEMa U3J1aJICHOTO YIOCTOBEPEHHE 3a pErucTpalus Ha Iporepusl.

(5) (ITpepumrna an. 4, uzm. - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) B ciiygaute 1o an. 1, 2
u 3 opraHuTe Ha IbpKaBHHUS KOHTPOJI BBPXY JICKAPCTBEHUTE MNPOAYKTU CIHUPAT ChC 3aroOBE]
eKCIUIoaTaIusATa Ha 00CKTa.

(6) (Ot™m. - IB, Op. 71 ot 2008 1., B cruta ot 12.08.2008 r., npenumHa ai. 5, u3m., 6p. 84 ot 2018
r., B cmia ot 12.10.2018 r.) 3amoBeara mo an. 5 mWOANEXH HA OOXKamBaHE IO peAa Ha
AJIMUHUCTPAaTUBHOMNPOIIECYATHUS KOJEKC, KaTO 00KaIBaHETO HE CIUpa U3IMIBIHEHUETO H.

Un. 287a. (Ho - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) (1) Memununacku
CIELUAINCT, KOHTO paboTH Npu JHIA, HU3BBPILIBALIM THProBUS Ha JApeOHO C JIEKapCTBEHU
NpOAYKTH, 0€3 1a MaT pa3penieHne/yI0CTOBEpEeHrE 3a TOBa, ce Haka3Ba ¢ rioba ot 2500 go 5000
JB.

(2) Hakazanuero o an. 1 ce Hanara v Ha JuIe 1o aj. 1, koeto paboTu B anTeka WK IPOrepust Cie
IpeKpaTsBaHe ASHCTBUETO HA Pa3pelIeHNeTo/y0CTOBEPEHUETO 1.

(3) Ilpu ycraHoBeHHU IOBEYE OT ABE HApyIIECHUS MO ajl. | U 2 MUHUCTBPBHT Ha 3PaBEONA3BAHETO
MOJKE J1a JIMIIN ChOTBETHUS MEIUIMHCKU CHELMAINCT OT MpaBo Ja yNpakHsBa npodecusrta cu 3a
CPOK 10 JIB€ TOJIMHH.

Y. 2876. (Hos - JIB, 6p. 102 ot 2012 1., B cuia ot 2.01.2013 r., u3Mm., 6p. 67 ot 2020 1.)
Koiito u3BbpIIBa THProBus € JIEGKAPCTBEHU MPOAYKTH MO UHTEPHET B HAPYIICHHE HA U3UCKBAHUSTA
Ha TO3M 3aKOH U Ha Hapeabata mo wi. 234, an. 6, ce Haka3Ba ¢ riao6a ot 5000 go 10 000 nB.

Un. 288. (1) TeproBern Ha apeOHO ¢ JEKAPCTBEHH MPOJIYKTH, KOWTO € JOMyCHAl
JeWHOCTUTE, MOCOYeHN B wi. 219, na ce M3BBPIIBAT OT HEMPABOCIOCOOHO JIHUIlE, C€ HaKa3Ba C
umytiectBeHa caukius oT 5000 mo 10 000 nB., a mpu MOBTOPHO HApYIIEHUE C€ OTHEMA M3/1aJIEHOTO
paspelieHre 3a ThbproBus Ha JIpeGHO.

(2) B ciyuaure 1o an. 1 opranute Ha JbpKaBHUS KOHTPOJI CIUPAT ChC 3aM0OBE]] EKCIIJIoaTalusATa Ha
o0eKTa.

Ui 288a. (Hos — JIB, 6p. 67 ot 2020 r.) Ha mputexaten Ha pa3pelieHue 3a ThbproBusi Ha
IpeOHO ¢ JIEKapCTBEHU MPOAYKTH B alTeKa, KOHTO HE HM3MBJIHM CBOE 3aJbJDKEHHE OTHOCHO
MOKa3aTeanTe 3a 0e30MacHOCT Ha JIEKapCTBEHUTE NPOAYKTH, ONpPENEIeHO B TO3U 3aKOH WU B
Henerupan pernament (EC) 2016/161, ce nanara umymiectBena cankius ot 1000 mo 3000 nB., a
IIpU MOBTOPHO M3BBHPILIBAHE HAa CHIIOTO HapylleHHe — umymiecrBeHa cankius ot 5000 qo 10 000
JB.

Y. 2886. (Hoe — JIB, Op. 16 ot 2024 1., B cmma ot 23.02.2024 1.) 3a HEU3NBJIHCHUE HA
3aIbIDKEHUsATA o Wi. 2720, an. 3 u 4 ce Hanara uMyliecTBeHa caHkmus B pasmep ot 5000 mo 10
000 15B., a IpH MOBTOPHO M3BBPIIBAHE HA CHIIOTO HAPYIIECHUE — UMYIIECTBEHA CAaHKIUSA B pasMep
ot 10 000 o 15 000 nB.

Y. 289. (1) (Ilpenumen Texer Ha wi. 289 - JIB, 6p. 60 ot 2012 r., B cuna ot 7.08.2012
r., u3M., op. 102 ot 2018 1., B cuia ot 1.01.2019 r.) Koiito mpogaBa nekapcTBEHU MPOAYKTH Oe3
oOpa3yBaHa WJIM perucTpUpaHa L€Ha WIM MO LIEHHU, Pa3IMyHU OT 00pa3yBaHUTE IO pela Ha TO3U
3aKoH, ce Haka3zBa ¢ rio6a ot 1500 mo 3000 7B., a MpH MOBTOPHO HM3BBLPIIBAHE HA CBHIIOTO
HapyuieHue — ¢ rioda ot 2500 no 4000 nB.
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(2) (Homa - JIB, 6p. 60 ot 2012 r., B cmna ot 7.08.2012 r., u3m., 6p. 102 ot 2012 r., B cuna ot
21.12.2012 r., gom., 6p. 67 ot 2020 r.) [IpuTekaTen Ha pa3pelieHue 3a ynorpeda uin Thprosel Ha
€IpO C JIEKapCTBEHU MPOJYKTHU, KOWTO HE M3IIBJIHU 33IbJDKEHUE, ONPEEICHO ¢ HapenbaTa 1o ui.
26la, an. 5, ce Haka3Ba ¢ umyuiectBeHa caHkuus ot 5000 mo 10 000 nB., a mpu HOBTOPHO
M3BBPIIBAHE HA CHIIOTO HApYyIIEHUE - ¢ UMylecTBeHa cankuus ot 10 000 go 20 000 nB.

(3) (Homa - IB, 6p. 102 ot 2012 r., B cmina ot 21.12.2012 r., ot™., 6p. 102 ot 2018 T., B cuia ot
1.01.2019 r., HOBa, Op. 67 ot 2020 r.) Ha Thprosem Ha enpo ¢ JEKAPCTBEHH MPOIAYKTH, KOHUTO
pojJaBa Ha JICYeOHO 3aBelICHUE JICKAPCTBEHU MPOJYKTH, BKIIOYCHH B [103UTHBHUS JIeKapCTBEH
CIIUCHK, HA II€HA, TT0-BUCOKA OT CTOMHOCTTA, 00pa3yBaHa I10 peaa Ha Hapeabara mo wi. 261a, an. 5,
ce Haynara umymiectBeHa cankuus ot 3000 go 5000 nB., a Mpu MOBTOPHO M3BBHPILIBAHE HA CHIIOTO
HapyuieHue — umyniectsena caukuus ot 6000 1o 10 000 ..

(4) (Homa — IB, Op. 67 ot 2020 r.) Ha neuebHo 3aBeacHme mo uwi. 262, an. 6, T. 2, KOETO 3aKyIu
JIEKapCTBEHU MPOAYKTH, BKItOUeHU B [103UTUBHUS JEKapCTBEH CIUCHK, HA I[€HA, IMO-BHCOKAa OT
CTOMHOCTTa, O0pa3yBaHa MO pelaa Ha Hapemdara mo wi. 26la, am. 5, ce Hajlara UMYIIECTBEHA
caukuust ot 3000 mo 5000 5B., a mMpU MOBTOPHO H3BBPIIBAHE HA CHIIOTO HAPYUIEHUE —
umyuectBeHa cankus ot 6000 go 10 000 xiB.

(5) (Hoa — [IB, 6p. 67 ot 2020 r.) HapymenusTa o an. 1 — 3 ce ycTaHOBSIBAaT C aKTOBE, ChCTAaBEHU
OT JUIbKHOCTHH JIMIIA, ONIPEACIICHH OT MpeaceaaTelis Ha chBeTa mo wi. 258, an. 1, a Haka3aTeHuTe
MIOCTAHOBJICHMSI C€ U3JIaBaT OT IpeJceaaTens Ha chBeTa mo wi. 258, an. 1.

(6) (HoBa — 1B, Op. 67 ot 2020 r.) Hapymenusita o ajn. 4 ce yCTaHOBSIBAT C aKTOBE, ChCTABCHH OT
JUTBKHOCTHU JIUIIA, OIpPEAeJeHH OT H3MBJIHUTEIHUS AUPEKTOp Ha V3mbIHUTENHA areHuus
"MenuuuHCKU Haa30p"", a HaKa3aTeTHUTE MTOCTAHOBJICHUS C€ M3/1aBaT OT U3IIBIHUTEIHUS JUPEKTOP
Ha M3nbiaHuTenHa aredius "MeauiuuHcKy Haa3op'.

Y. 289a. (Hos - 1B, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) (1) (M3m. - [IB, 6p. 102
or 2012 r., B cmma ot 21.12.2012 r., 6p. 102 ot 2018 r., B cuma ot 1.01.2019 r.) KoiiTo pabotu B
HapylIeHHEe Ha YTBBPACHUTE (PapMaKo-TEpaneBTHYHH PBHKOBOJCTBA WJIM HM3BBPIIBA OICHKA HA
pe3ynraTta OT TepanusTa B OTKIOHEHHE OT KpuTepuuTe mo 4i. 259, an. 1, T. 4, ce Haka3Ba ¢ rinoda
ot 1000 no 2000 nB., a Ipu MOBTOPHO M3BBPILIBAHE HA CHUIOTO HapylieHue - ¢ rio6a ot 2000 mo
3000 nB.
(2) (U3m. — 1B, 6p. 102 ot 2018 1., B cmma ot 1.01.2019 r.) Hapymenwusita o an. 1 ce yctaHoBsiBat
C aKTOBe, CBHCTaBEHU OT JUTHKHOCTHU JIMIA, ONPENENICHU OT H3MBIHUTETHUS TUPEKTOp Ha
W3nbaautenna areHuus "MenuuuMHCKY Hazi30p', a Haka3aTeJHUTE NOCTAHOBJICHUS CE€ M3/aBaT OT
W3MBIHUTENHUS AUpeKTop Ha M3nbaHuTenHa areHnus "MeauiuHCKy Haa3op”.
(3) (HoBa — JIB, 6p. 67 ot 2020 r.) Koraro mpu mpoBepkutTe 1o 4i. 267a, ajn. 2 ce yCTaHOBH
HECHOTBETCTBME HAa BHUAOBETE M KOJIWYECTBATa JIEKAPCTBEHH MPOJIYKTH, KOUTO Ca MPEANHCAHU
W/WIIM TIPUIOKEHU Ha TMAlMeHTUTE, C BHJIOBETE M KOJIMYECTBATA JICKAPCTBEHH MPOJYKTH, KOUTO Ca
OTIIyCHATH OT anTekara, M3mbiaHuTenHa areHius "MeauImHCKy Haa30p" yBEeAOMsBa OopraHa, KOHTo
3ariama ChOTBETHUS JIGKAPCTBEH MPOAYKT C ITYOJMYHU CPEJCTBA, a NMPU JTaHHU 33 W3BBPIICHO
NPECTHIJICHUE Ce3Mpa KOMIIETEHTHUTE OpraHu 3a HpelrpueMaHe Ha JeHCTBUS MO0 Haka3aTeITHO
npecieaBaHe.

Yn. 2896. (Hos — /1B, 6p. 67 ot 2020 r.) (1) Koiiro npoBexxaa JeueHue B HapyllIeHUE Ha

M3UCKBaHMATA 10 WI. 2660, ce Haka3a ¢ ri106a ot 1000 1o 3000 siB., a mpu TOBTOPHO U3BBPIIBAHE
Ha CBIIOTO HapyuieHue — ¢ rioda ot 2000 o 4000 ns.
(2) Hapymienusita o ai. 1 ce ycTaHOBSIBaT ¢ akTOBE, CbCTaBEHU OT JUThKHOCTHU JIMIIA, OTIpEAeTICHU
OT U3IIBJIHUTENTHUS TUpeKTop Ha M3nbaHuTenHa areHuus "MeauIuHCKy Ha30p", a HaKa3aTeIHUuTe
MOCTAHOBJICHUST CE€ W3/aBaT OT W3NBIHUTEIHUS JUPEKTOp Ha V3MBIHWUTENTHA areHIus
"MenuuuHcKu Haa30p".

Y. 290. (1) (U3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) KoiiTo pexnamupa
JIEKapCTBEHH MPOAYKTH, KOUTO HE ca pa3pelleHu 3a ynoTpeda mo peaa Ha TO3H 3aKOH, Ce HaKa3Ba ¢
rio6a ot 10 000 mo 20 000 mnB.
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(2) (HoBa - JIB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) Ko#iTo pekiiaMmupa IpOayKT, KAaTO MY
MIPUIKCBA W/WIIM HACOYBA KbM CBOMCTBA, CBBP3aHH C MPOPUIAKTHKA, TUATHOCTUKA WJIH JICYCHHE Ha
OoJiecTu IpH YOBEKa, ce Haka3Ba ¢ rioba ot 10 000 mo 20 000 nB.

(3) (Ilpenummua an. 2 - JAB, 6p. 71 or 2008 r., B cunma ot 12.08.2008 r.) Koiito peknamupa
JIEKapCTBEHM MPOAYKTH B HApYIIICHUE Ha TO3M 3aKOH, ce Haka3Ba ¢ rioba ot 10 000 mo 20 000 nB..
(4) (ITpepumina an. 3, uzm. - JAB, 6p. 71 ot 2008 r., B cuina ot 12.08.2008 r.) Hakazanusira mno an. 1
- 3 ce Hajarar ¥ Ha JUIaTa, JOMYCHAIU U3IbYBAHETO, MyOJIMKYBAaHETO U Pa3lpPOCTPAHEHUETO Ha
pekJiamara.

Y. 290a. (Hos - IB, 6p. 71 ot 2008 r., B cmia ot 12.08.2008 r.) MemuuuHCKH
CHETMAIIUCT WUJIH JIUIIE, TIPECTABSIIO CE 32 MEIUIIMHCKH CIEIHAIIMCT, KOETO U3BBPIIBA MPSKA HITH
KOCBEHA peKJiaMa Ha JICKQpCTBEHH MPOJYKTH B TICUATHUTE W/WIU B CIIEKTPOHHHUTE MEJIUHU, KAKTO U B

WHTEPHET, ce Haka3Ba ¢ rioda ot 1000 no 5000 nB., a mpu moBTOpHO HapymeHue - ot 3000 mxo 10
000 nB.

Un. 2906. (Hos - B, 6p. 60 ot 2011 r., B cuia ot 5.08.2011 r.) Ko#ito u3BbpIIN
JapeHHe Ha JICKapCTBEHU MPOIYKTH B HapylleHue Ha wi. 268a, an. 1, ce Haka3Ba ¢ rioba ot 1000
10 3000 51B., a Mpu MOBTOPHO M3BBPIIBAHE HA CHIIOTO HapyIieHue - ¢ rioda ot 3000 go 5000 nB.

Y. 290B. (Hoe - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Ilpurexaren Ha
paspeieHue 3a yrnorpeda, KOUTO MPOBEXKIa HEMHTEPBCHIIMOHAIHH TIPOYYBAaHUSI B HapyIICHUE Ha
TO3M 3aKOH, ce Haka3Ba ¢ ummyulectBeHa caHkuus or 5000 mo 10 000 nB., a mpu HOBTOPHO
U3BBPLIBAHE HA CHILOTO HapyllIeHue - ¢ umyiiectseHa cankuus ot 10 000 xo 20 000 .

Y. 290r. (Hos - IB, 6p. 102 ot 2012 r., B crua ot 21.12.2012 r.) Ilputexaren Ha
paspenieHue 3a ynorpeba, KOMTO HE M3MBJHSABA yCJIOBUsATA MO wi. 55a, 56a u 560, ce Haka3Ba C
nmymiectBeHa caHkiuss ot 5000 go 10 000 nB., a mpH MNOBTOPHO H3BBHPIIBAHE HAa CHILIOTO
HapylieHue - ¢ umyiecrserna cankuus ot 10 000 o 20 000 ..

Y. 290a. (Hos - JIB, Op. 102 ot 2012 1., B cuna ot 21.12.2012 r.) IIpurexaren Ha
paspernieHue 3a ynorpeda, KOMTO He M3MbJHABA 3aAb/bKeHUATa 10 wi. 190 - 192, 1946, 1948, 1943
u 194u, ce HakazBa ¢ umyiecrBeHa cankuusa ot 5000 go 10 000 nB., a mpyU NOBTOPHO M3BBPILBAHE
Ha ChIIOTO HapylleHue - ¢ umymiectseHa caukius ot 10 000 go 20 000 nB.

Yn. 290e. (Hos - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Ilputexaten Ha
paspenieHue 3a ynorpeda, KOMTO HE M3IIBIHSABA 3aIbDKeHHUATA Mo Wwi. 193 u 194, ce HakasBa c
umymectseHa cankuus ot 2000 1o 5000 nB., a Ipy MOBTOPHO U3BBPIIBAHE HA CHUIOTO HApPYLICHHE
- ¢ umymiectBena cankius ot 5000 go 10 000 nB.

Yn. 291. (1) (Jom. - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., 6p. 60 ot 2012 ., B
cuna ot 7.08.2012 r., u3m., 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r., nom., 6p. 84 ot 2018 1., B
cuia ot 12.10.2018 r., 6p. 67 ot 2020 r., u3m., 6p. 105 ot 2020 r., B cuna ot 11.12.2020 r.) Koraro
HapymeHusaTa mo ui. 281 - 284a, an. 1, wn. 284r — 284u, 285, 2856, ui. 286, an. 1, un. 287 u 2876,
uit. 289, an. 1, un. 289a, un. 290, . 29006, un. 292 u ui. 294 ca U3BBPILEHU OT IOPUIUIESCKH JIHIIA
WJIM €THOJIMYHU THhPTOBIIH, CE€ HAJIaraT MMYIIECTBCHU CAHKIIMH B pa3Mep, HE MMO-MaTbK OT TPOWHHS
pa3Mep Ha MpeIBUICHUTE MUHUMAIHU pa3MepU Ha ChOTBETHUTE IJI00M U HE MO-TOJSAM OT TPOHHUS
pa3Mep Ha MPEIBHICHUTE MAKCHMAITHU pa3MepH Ha ChOTBETHHUTE TIIO0H.
(2) (Jom. - AB, 6p. 60 or 2012 r., B cuna ot 7.08.2012 r.) 3a napymenus mo wi. 289, an. 1
MMYIIIECTBEHATa CAHKIWSA € B JIEBETOPEH pa3Mep Ha HaJaB3eTara cyMmMa, ako TS HaJIBHINABa
MaKCHMAaJHHS pa3Mep Ha CaHKIMITA T ai. 1.
(3) Hamaranero Ha MMYIIECTBEHA CAHKIMS HE HM3KJIOYBA HaJlaraHETO Ha TJI00a Ha BUHOBHHTE
JUTH)KHOCTHH JIMIIA.
(4) Hamaranero Ha MMYIIECTBEHH CAHKIIMM HE W3KIFOYBA HAJAraHETO HAa MEPKHTE, MPEIBHICHU
OTHOCHO MPaBOCIIOCOOHOCTTA HA MEUITMHCKUTE CTICIUATICTH U KBaTU(UITUPAHUTE JIULIA.
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Ui 292. (1) KoitTo He M3NBJIHM pa3nopexaane, MpeAnucaHue Wik yKazaHue Ha OpraHUuTe
Ha Jbp>KaBHUSI KOHTPOJI 110 TO3M 3aKOH, U3BBH ciaydaute 1o 4wi. 270, an. 1, T. 2 u an. 3, ce Haka3Ba ¢
rio6a ot 1500 mo 3000 iB.
(2) 3a HemsnBIHEHME HA pasnopexaane no wi. 270, an. 1, T. 2 1 aj. 3 BUHOBHUTE JIMIla CE HAKA3BaT
¢ ni1o6a ot 500 mo 1000 iB.

Ui 293. (1) (U3wm. - IIB, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 r., 6p. 84 o1 2018 1., B
cuta ot 12.10.2018 r.) Ilpm Hecma3BaHe Ha YCIOBHUATA, IPU KOUTO Cca H3AAJNCHU
pa3peleHusTa/yI0CTOBEPEHHUATa 3a MPOU3BOJICTBO, BHOC, MapajelieH BHOC, ThPrOBHS HA €ApO H
THProBUs Ha JpeOHO C JIGKAPCTBEHHU MPOJYKTHU B aNTeKa, KAKTO U B ciydaute 1o wi. 281, an. 1 - 3,
. 283, an. 1, wi. 2848, an. 2 u wi. 287, an. 2 u3nbaHuTeTHUAT qupektop Ha MAJI u3gasa 3anosen
3a TAXHOTO OTHEMaHe.

(2) (M3m. - [IB, 6p. 102 ot 2012 r., B cuiia ot 2.01.2013 1., 6p. 84 ot 2018 1., B cuma ot 12.10.2018
r.) [Ipu Hecma3BaHe Ha yclNOBUSITa, MPU KOUTO € M3AANEHO YJOCTOBEPEHHE 3a pEerucTpanus Ha
Jporepusi, KakTo U B ciiydauTe 1o wi. 287, ai. 4 qupekTopbT Ha choTBeTHaTa P3U n3gaa 3amnosen
32 OTHEMaHE Ha YJJOCTOBEPEHUETO.

(3) [Ipu HemsmbIHEHHE HA 3aABHKECHUETO 3a yBeaoMsBaHe 1o ui. 204, an. 3 3a mpekpaTsiBaHe Ha
JEMHOCTTa OT CTpaHa Ha ThProBella Ha €po C JIEKAPCTBEHU MPOAYKTH H3MBIHUTEIHUAT AUPEKTOP
Ha MAJI uznaBa 3anmoBe] 3a OTHEMaHe Ha U3/1aJICHOTO Pa3peIlIeHHE.

(4) (Hoa — JIB, 6p. 84 ot 2018 1., B cua ot 12.10.2018 r.) [Ipu Hen3nbIHEHUE HA M3UCKBAHUATA
32 M3HOC HA JIEKapCTBEHM IPOJYKTU IO IJIaBa JeBeTa "0" OT ThpProBell Ha €Ipo C JIEKAPCTBEHU
MPOAYKTH M3MBIHUTENHUAT nupektop Ha MAJI u3naBa 3amoBes 3a OTHEMaHE Ha pa3pelIeHUETO,
KOraro ThProBebT Ha €IpO W3BBPLIM MOBTOPHO HapyuleHue mo wi. 2841 u 285B uinm Korato
CHCTEMHO HE M3NIBJIHABA 3abJDKeHMATA cH 1o 4. 207, am. 1, 1. 15.

(5) (U3m. - AB, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 r., mpenuminaa an. 4, 6p. 84 ot 2018 r., B
cwia ot 12.10.2018 r.) IIpu HeusnbiIHEHHE HA 3aABHDKEHUETO 3a YBeZAOMsBaHe 1o wi. 235, an. 3 3a
MpeKpaTsBaHe Ha JEHHOCTTa OT CTpaHa Ha MPUTEXKATEJT HA pa3pelieHue 3a HU3BBbPIIBAHE HaA
THProBUsi Ha ApeOHO C JIEKapCTBEHH MPOIYKTH M3MBIHUTENHUAT aupektop Ha MAJI u3gasa
3aroBe/1 32 OTHEMaHEe Ha U3aICHOTO pa3peIlICHuUE.

(6) (ITpeaumna an. 5, u3m. - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) 3anoBenute 1o ai. 1 -
5 mommexaT Ha oOXajdBaHE IO peaa Ha AJMUHHUCTPATUBHOIPOILIECYATHHUS KOJEKC, KaTo
00>aJIBaHETO HE CIIUPA U3MBIHEHUETO UM.

Ui, 294. KoiiTo HapymM pa3nopeaOuTe Ha TO3M 3aKOH WM HapeAOWTe MO MPHUJIaraHeTo
My, U3BBH citydauTe mo wi. 281 - 293, ce Haka3Ba ¢ riao6a ot 1000 1o 3000 nB., a mpu MOBTOPHO
M3BBPIIBAHE HA CHITOTO HapyieHue - ¢ riaobda ot 3000 mo 5000 nB.

Yn. 295. (1) (U3m. — B, 6p. 102 ot 2018 r., B cuna ot 1.01.2019 ., 6p. 67 ot 2020 1.)
Hapymennsita o TO3W 3aKOH CE€ YCTaHOBSIBAT C aKTOBE, ChCTABCHH OT JUTHKHOCTHU JIMIIA TIO Y.
267, an. 4.

(2) (Hom. — JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r., ot™., 6p. 102 ot 2018 r., B cuna ot
1.01.2019 1.).

(3) (M3m. — IB, 6p. 102 ot 2018 r., B cmma ot 1.01.2019 r.) Haka3aTenHuTe mocTaHOBJICHUS CE
M3/laBaT OT MHMHHCTBHPA Ha 3JIpaBEOIa3BaHETO, OT TJIABHUS IBHP’KAaBEH 3JpaBeH HWHCIEKTOp, OT
npencenarens Ha cbBeTa mo wi. 258, ain. 1, orT um3nbiaHuTenHus aupexkrop Ha HMAJl u or
nupektopute Ha P3M B 3aBHCHUMOCT OT MOJYMHEHHUETO HA ATBKHOCTHOTO JIUIE, YCTaHOBUIIO
HapYIICHUETO.

(4) (HoBa — /JIB, 6p. 102 ot 2018 r., B cuna ot 1.01.2019 r.) HakazaTenHuTe MOCTaHOBICHUS MOXKE
Ja Cce W3/1aBaT W OT JPYTH JUTBXHOCTHH JIWIIA, ONMPABOMOIIEHH OT JIMIaTa MO aj. 3, KaTo
mpeiceaaTensT Ha ChBeTa Mo Wi. 258, ain. 1 Moxke J1a OrpaBOMOIIIH IPYT YWICH Ha KOMUCHSTA.

(5) (Hosa — JIB, 6p. 67 ot 2020 r.) Pernmonamuurte 3apaBHM WHcHeknuu yBegomsBaT MAJI 3a
ChCTAaBEHUTE AKTOBE 332 YCTAHOBSBAHE HAa aIMWUHUCTPATUBHU HApYIICHHs M 3a BJIE3JIUTE B CHJA
HaKa3aTeJH! MIOCTAaHOBIICHUS, H3/IaJICHU TI0 PeJia Ha TO3W 3aKOH.
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Un. 296. CbCcTaBIHETO Ha aKTOBETE, M3JaBaHETO, O0XKAJIBAHETO M H3IMBIHEHUETO Ha
HAKa3aTCIIHUTEC IIOCTAHOBJICHUSA CC I/I3B’prJ_IBaT 110 peJ:[a Ha 3aKOHa 3a aI[MI/IHI/ICTpaTI/IBHI/ITe
HapyIICHUS U HaKa3aHHUsI.

Ui 297. (U3m. — 1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) (1) B cnywyanrte Ha Ui
281, 282, 283, 284, 285 u 287 Haka3BalIMAT OpraH IOCTAHOBSIBA U OTHEMAaHE B M0J13a Ha AbprKaBaTa
Ha JICKAPCTBEHUTE MPOAYKTH — MPEIMET Ha U3BBPIICHOTO HapyIICHUE, MPHU YCIOBHUS U MO PEI,
ornpezeNeHd B 3aKkoHa 3a aJAMHHHCTPATUBHUTE HAPYIICHUS W HAKa3aHUS U B CHOTBETCTBUE C
Pernament (EC) Ne 952/2013 na EBponeiickust mapnamenT u Ha CbBeta oT 9 oktomBpu 2013 1. 32
ch3aBane Ha MutHnyecku kojaekc Ha Crrosza (OB, L 269/1 ot 10 oktomBpu 2013 1.) u Pernament
3a m3nwiaHeHue (EC) 2015/2447 na Komucusta or 24 moemBpu 2015 1. 3a ompenensHe Ha
MOAPOOHM TpaBWIa 3a MpUaraHeTo Ha Hsakou pasnopendu Ha Permament (EC) Ne 952/2013 Ha
EBponeiickust mapiamedT u Ha CbBeTa 3a ch3laBaHe Ha MutHuuecku kojekc Ha Cobroza (OB, L
343/558 ot 29 nekemBpu 2015 1.).
(2) JIekapcTBeHUTE IPOAYKTHU IO al. | C€ YHUIOKABAT MPH YCIOBHUATA U 10 pPella Ha Hapeadara 1mo
i1, 274, an. 2.

JOHN'BJIHUTEJIHU PA3IIOPE/IBH

§ 1. ITo cMuchaa Ha TO3M 3aKOH:
1. (U3m. - IB, 6p. 102 ot 2012 1., B cruta ot 2.01.2013 1.) "AKTHUBHO BeIIeCTBO" € BCAKO BEIICCTBO
WIA CMEC OT BELIeCTBA, NpPEAHAa3HAYeHM 3a H3II0J3BaHE 3a IPOM3BOJCTBOTO Ha JIEKapCTBEH
MPOAYKT, KOMTO TPU H3IOJ3BAHETO CH B HETOBOTO MPOM3BOJCTBO C€ IMPEBPBIIAT B aKTHBHA
ChCTaBKa Ha TO3M IPOAYKT, IpeAHA3HAYECHA 3a YIPaKHABaHE HAa (PapMaKoJOTHYHO, UMYHOJIOTHUYHO
WIA METa0OJUTHO JICHCTBUE C IeJT BH3CTAHOBSBAHE, KOPUTHPAHE WM TPOMSHA Ha (PU3HOIIOTUIHU
(GYHKLMU WM 32 IOCTaBSIHE Ha MEIULIMHCKA TUarHo3a.
2. "BuOeKBUBAJIEHTHOCT" € HalMIe, KOraTro JIEKapCTBEHHTE MPOAYKTH ca (dapMareBTHIHO
CKBUBAJIEHTHU WIN (apMaleBTUUYHU aJITEPHATUBU, U AKO TEXHUTE OWOHAJIMYHOCTH ClIE]
NPUJIOKEHWE B ChINaTa MOJApHA J03a ca IMOJAOOHM N0 TakaBa CTENEH, 4e ePEeKTUTe UM IO
OTHOIIEHHE Ha e(PUKACHOCT U OE30MaCHOCT ca ChLIECTBEHO NOJOOHH.
3. "buoHanMYHOCT" € CKOpPOCTTa M CTENEeHTa, ¢ KOUTO aKTHUBHOTO BEIECTBO WJIM TEPANEBTUYHO
aKTHMBHAaTa My 4acT ce abcopOupar OT JekapcTBeHaTa (¢opMa U CTaBa HAJIWYHO B MSICTOTO Ha
neiicteue. KoraTo InexkapcTBEHOTO BEIIECTBO € TPEAHA3HAYEHO Ja YIPaKHU CUCTEMEH
TepaneBTHYEH e(PeKT, OMOHAIMYHOCT O03HauaBa CKOPOCTTa M CTENEHTa, ¢ KOUTO JIEKapCTBEHOTO
BEIIECTBO WJIM TEPANeBTUYHO aKTHBHATA MY YacT ce OCBOOOKIaBa OT JieKapcTBeHaTa (popma u
IIpeMUHaBa B 0011aTa UPKYIAIHsL.
4. (M3m. — JIB, Op. 84 ot 2018 r., B cmuta 6 Mecena ciej myoJIMKyBaHe Ha ChOOIICHUETO MO WiI. 82,
naparpad 3 ot Permament (EC) Ne 536/2014) "Bbpomypa Ha u3cienosarend" e Opolrypa Ha
M3CIIeIoBaTENs IO CMHCHIIa Ha Wi. 2, maparpad 2, Touka 23 ot Permament (EC) Ne 536/2014.
5. "BanunHa poxkymeHTanus" € JTOKyMEHTalMs, KOSTO MO ChIbpXKaHWE U IBJIHOTa OTroBaps Ha
M3WCKBAHUSATA, IPEBUICHH B OTpEIeTIeHa POIIelypa IO TO3HU 3aKOH.
6. "BemecTtBo ¢ 100pe ycTaHOBeHa ynoTpeda B MEIUIIMHCKATa MPAKTHUKA" € BEIIeCTBO, 3a KOETO
MOTarT Jja ce MPUIIOXKAT CIICAHUTE KPUTEPUH:
a) IepuoIbT 3a JIOKa3BaHE Ha JI0Ope ycTaHOBEHaTa yrnoTpeda B MEJUIIMHCKATa MpakTHKa € He Io-
Kparbk OT 10 ToAMHW OT JaTaTta Ha IbpBaTa CHCTEMAaTH3WpaHa W JOKyMEHTHpaHa yrmoTpeda Ha
BEIIECTBOTO KaTO JIEKapCTBEH MPOAYKT B EBporneiickus c¢bio3 uian B EBponeiickoTo HNKOHOMUYECKO
MIPOCTPAHCTBO;
0) KOJMUYECTBEHU acIeKTH Ha yrmoTpedara Ha BEIIECTBOTO, KaTO CE€ B3eMe Ipe/BUI CTEIeHTa Ha
yrmoTpeda B MEAMIMHCKATa IPAaKTHKa, CTETICHTa Ha yIoTpeda Ha reorpad)CKu MPUHIIAIT U CTETIEHTA
Ha MpocieiBaHe upe3 CUcTeMaTa 3a 0€30MacHOCT, BKIIOUUTEHO MPOYYBaHMs, IPOBEICHHU Mpean
MyCKaHETO Ha Ta3apa W CieJ] TOBa W IyOJMKyBaHa Hay4Ha JIUTEpaTypa 3a eMUIeMHOJIIOTUIHU
NPOYYBAHUA U B YACTHOCT CPABHUTEIIHU €MUEMUOIOTUYHHU MPOYYBAHUS;
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B) BHCOKa CTEIIEH Ha Hay4YeH HHTEPEC KbM yrmoTpedara Ha BEIIeCTBOTO (Opoi HAYIHH MyOTMKAIINH )
Y €IMHCTBO B HAYYHHUTE CPEII B HAYYHUTE OICHKHU.

7. "Bropu4Ha ommakoBKa" € OIIAaKOBKAaTa, KOATO HE BJIM3a B HEIIOCPEACTBEH KOHTAKT C JICKAPCTBEHUS
MPOJIYKT.

8. (U3m. — IB, Op. 84 ot 2018 r., B cruta 6 mecena ciea nyoJuKyBaHe Ha ChOOIIEHHUETO 10 4. 82,
naparpad 3 or Permament (EC) Ne 536/2014) "Bw3noxuren" € CIOHCOp MO CMHUCHIIA HA 4. 2,
naparpad 2, touka 14 ot Permament (EC) Ne 536/2014.

9. "T'enepuueH JeKapCTBEH MNPOAYKT" € JEKAPCTBEH MPOJYKT, KOMTO MMa €IMH U ChII] KAaUeCTBEH U
KOJMYECTBEH ChCTaB [0 OTHOIIEHUE HAa aKTMBHHUTE BELIECTBA M ChIIATa JeKapcTBeHa (opMa KaTto
pedepeHTHUS JEKapCTBEH MPOIAYKT, W OMOEKBHBAJICHTHOCTTA MYy C pedepeHTHHs JIEKapCTBEH
MPOAYKT € JO0Ka3aHa C MOAXOMAIIM HW3MUTBAHUSA 3a OMOHAIMYHOCT. Pa3nuuHuTe mnepopaiHu
nekapcTBeHHn (GOpMHU ¢ He3a0aBHO OCBOOOKIaBaHE CE€ CMTAT 3a €HA U ChIIa JIeKapcTBeHa (popma.
Paznuynute comm, ectepu, eTepu, U30MEpPU, CMECH OT HM30MEPH, KOMIUIEKCH WM JCpUBATH Ha
aKTUBHO BEILIECTBO CE€ CMSTAT 3a ChHIIOTO AKTUBHO BELIECTBO, OCBEH aKO T€ CE€ pa3jinyaBar
3HAYUTEIIHO 110 CBOSITa 0€30MaCHOCT U/WN €(PUKACHOCT.

10. (M3m. — 1B, 6p. 84 ot 2018 r., B cuna 6 Mecena ciieq NyOIMKyBaHe Ha ChOOIEHUETO 10 Wwi. 82,
naparpad 3 ot Pernament (EC) Ne 536/2014) "['maBen uscnenoBaten" e riaBeH U3cleoBaTeN 1O
cMHCHIIa Ha Wi 2, maparpad 2, touka 16 ot Pernmament (EC) Ne 536/2014.

11. "ledbunupana gHeBHA ja03a" € cpeaHa JIHEBHA IOJbprKalia 03a OT JaJCH JIEKapCTBEH
MIPOJYKT, KOSATO CE MpHJIara Mpy Bb3PAacTHU TI0 OCHOBHOTO MTOKa3aHUE HA JICKAPCTBEHHMSI IIPOJTYKT.
12. (M3m. — 1B, 6p. 84 ot 2018 r., B cuna 6 Mecena cies NyOIMKyBaHe Ha ChOOIIEHUETO MO Wil 82,
naparpad 3 ot Permament (EC) Ne 536/2014) "JloOpa xnuHWYHA TmpakTuKa" € 1o0pa KIMHUYHA
MPaKTUKa 0 CMUCHIIA Ha Wil. 2, maparpad 2, Touka 30 ot Pernament (EC) Ne 536/2014.

13. "Jlobpa maGopaTopHa mpakTUKa' € CcHCTEeMa OT MEXIYHAPOAHO MPHU3HATH IMpaBUjia IO
OTHOIIIEHHE Ha YCJIOBHATa 3a IUIAHMpaHe, IMPOLIECUTE Ha OpraHu3MpaHe, H3BBHPILIBAHE,
MpoCyeIsIBaHe U JOKYMEHTUPAHE Ha JIA0OPATOPHUTE M3ITHUTBAHMS.

14. "1o6pa mpou3BOJCTBEHA MPAKTUKA" € CUCTEMa OT MEXIYyHapoJHO OM3HEC MpU3HATU MpaBHIIa,
KOSTO O0XBallla BCUYKH CTPAaHU HA IPOHM3BOJICTBOTO - TIEPCOHAI, TOMEUICHHS, ChOPBHKCHHS,
MaTepuaal, JOKYMEHTAallMs, KAa4eCTBEH KOHTPOJ, M UMa 3a Lel Ja OCUrypu Oe30IMacHOCT,
e(pUKACHOCT U ChOTBETCTBUE ChC CHCIIU(PUKAIUATA.

15. (dom. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) "IbprkaBa uieHKa" € IbprKaBa - YICHKA
Ha EBpormelickusi Ccb03 WM JabpkaBa - crpaHa mno Cnopazymenuero 3a EBpomeiickoro
MKOHOMHYECKO MPOCTPAHCTBO.

16. "Etuxetr" e umHpopmanus BbpXy NbpBHYHATAa WJIM BTOPUYHATA OINAKOBKA HAa JIEKAPCTBEHUS
MPOJYKT.

17. "IMyHONIOTHYEH JIeKapCTBEH MPOAYKT" € JIeKapCTBEH IMPOJAYKT, KONTO ChAbpika BaKCHUHH,
TOKCUHU, CEpYMH WM anepreHd. B o0xBaTa Ha BaKCMHUTE, TOKCUHUTE U CEPYMUTE BIIU3AT areHTH,
KOUTO C€ W3IOJI3BAT JIa Ch3JaJaT aKTUBCH UMYHHUTET WJIH JIa YCTAHOBST ChCTOSHUE HA UMYHHTET,
WIK Ja TMpeAu3BUKAT TMACHUBEH UMYHHUTET. AJIEpreHUTe ca JIEeKapCTBEHU MPOAYKTH, KOUTO ca
MpeIHA3HAYCHN Ja HICHTHUQPUIMPAT WU CTUMYJIUpAT CrenupudHa IeJIeHacoueHa IMPOMsHA B
MMYHOJIOTHYHHUS OTTOBOP KbM aJIepruyeH areHT.

18. "U3cnensane 3a OMOEKBUBAJIECHTHOCT" € KIMHUYHO M3IMUTBAHE, C KOETO CE€ LIEIN J1a CE JOKaXKE,
4e JIBa JIEKapCTBEHM MPOJyKTa ca OMOEKBUBAJICHTHH, aKo Te ca (papMaIieBTUYHO €KBUBAJICHTHU WIIH
(dapMaleBTHYHO AJITEPHATUBHHU, W KOTaTO OWOHAJMYHOCTUTE WM CJIeJ| TpHJIaraHe B ChIara
MOJIapHa J103a Ca CXOJHHU JO CTENEH, KOSTO € YCJIOBHE 3a EKBHUBAJICHTHU €QUKACHOCT U
0€301acHOCT.

19. "U3cnenBane 3a OMOHATMYHOCT" € KIMHUYHO M3MUTBAHE, C KOETO C€ IeNU Jla Ce TIOKaKe KaKBU
ca CKOpOCTTa W CTEIEHTa, TPH KOUTO aKTUBHOTO BEIISCTBO WIJIM TEPANIEBTUIHO 3HAYMMATA YaCT OT
W3MHUTBAHUSA JIEKQPCTBEH TPOAYKT JOCTHTaT OT JieKapcTBeHara ¢opMa B CHCTEMHOTO
KpBbBOOOpaIeHune.

ctp. 128 or 157



20. (U3m. — 1B, 6p. 84 ot 2018 ., B cruta 6 Mecena cieq myoJuKyBaHe Ha ChOOIIEHHUETO TI0 4. 82,
naparpad 3 ot Permament (EC) Ne 536/2014) "M3nuTBaH nekapCTBEH MNPOAYKT" € H3MUTBAH
JIEKapCTBEH MPOAYKT 10 CMUCHIA Ha Wwi. 2, maparpad 2, Touka 5 ot Permament (EC) Ne 536/2014.
21. (M3m. — 1B, 6p. 84 ot 2018 r., B cuina 6 Mecena cien myoauKyBaHe Ha ChOOIEHUETO O Wi 82,
naparpad 3 ot Permament (EC) Ne 536/2014) "U3cnenoBaren" e u3ciaeaoBares Mo CMUCHJIa Ha Y.
2, maparpad 2, rouka 15 ot Permament (EC) Ne 536/2014.

22. (U3m. — 1B, 6p. 84 ot 2018 ., B cruta 6 Mecena cieq myoJuKyBaHe Ha ChOOIIEHUETO 10 4. 82,
naparpad 3 ot Permament (EC) Ne 536/2014) "Uudopmmupano ceriacue" e uHGPOPMHUPAHO
ChIJIacHe M0 CMHUCHIIAa Ha WiI. 2, maparpad 2, Touka 21 ot Pernmament (EC) Ne 536/2014.

23. "Kut" e BCSIKO BEIIeCTBO, KOETO OOMKHOBEHO Mpeau ymorpeda ce pa3TBaps, CyCICHAUpA,
paspexxga Wi KOMOMHHpA C PaJAMOHYKIWIM, B PE3yJATaT Ha KOETO Ce IOoJydyaBa TOTOBHUST
PalMOAaKTUBEH JIGKAPCTBEH IPOIYKT.

24. (U3m. — 1B, 6p. 84 ot 2018 1., B cruta 6 Mecena ciej; myOJuKyBaHe Ha ChOOIIIEHUETO MO WiI. 82,
naparpad 3 ot Pernmament (EC) Ne 536/2014) "KnuHHYHO M3MUTBaHE HA JIGKAPCTBEH MPOAYKT" €
KJIMHAYHO M3MUTBAaHE MO CMUCHJIA Ha 4. 2, maparpad 2, Touka 2 ot Pernmament (EC) Ne 536/2014.
25. "KAMHUYHO IPEeIUMCTBO" € 3HAUYUTEIHO TEPaleBTHUYHO WIM JMAarHOCTUYHO IMPEAMMCTBO Ha
€IUH JIEKapCTBEH MPOAYKT B CpaBHEHHE C JIEKAPCTBEH MPOAYKT, KOWTO BEYE € MOJIY4UII
paspelleHue 3a yrnorpeoa.

25a. (HoBa — JIB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r., u3m., 6p. 84 ot 2023 1., B cuja ot
6.10.2023 r., 6p. 16 ot 2026 1.) "KoHuuKT Ha nHTEpecH" € KOH(MIMKT Ha HHTEPECH TI0 CMHUCHJIA Ha
rliaBa JBaHajecera, pasnen [ or 3akona 3a CmeTHara nanara.

26. (Orm. — JIB, 6p. 84 o1 2018 1., B crita 6 mecemna cien myoauKyBaHe Ha ChOOIIEHUETO 0 Wi 82,
naparpad 3 ot Pernament (EC) Ne 536/2014).

27. "JluctoBKa 3a malMeHTa" € JINCTOBKA, ChIbpXalla HMHpopManus 3a HOTpeOUTeNs, KOSATO
CBIIPOBOKA JIEKAPCTBEHUS MPOAYKT.

27a. (Homa - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., uzm., 6p. 102 ot 2012 r., B cuia or
21.12.2012 r.) "JlekapcTBeH MPOAYKT 3a MOJEpHA Tepamnus" € JeKapCTBeH MPOAYKT, ONpeaecH B
unied 2 ot Permament (EO) Ne 1394/2007 na EBporneiickust napiamenT u Ha ChBeTa oT 13 HOeMBpH
2007 T. OTHOCHO JIEKapCTBEHHUTE MPOAYKTH 3a MOJEpHA Tepamus U 3a U3MeHeHue Ha J(upexTuBa
2001/83/EO u na Pernmament (EO) Ne 726/2004.

276. (Hosa — JIB, 6p. 84 or 2018 r., B cuma or 12.10.2018 r.) "JlekapcTBeH HpPOAYKT 3a
ChCTpajaTeiaHa yrnoTpeba" e JekapcTBEH NMPOAYKT 3a NaJlnaTUBHA yHoTpeda 1Mo cMuchia Ha uil. 83,
naparpad 2 ot Pernament (EO) Ne 726/2004 na EBporneiickus napiament u Ha CbBeTa.

28. "JlekapcTBeH MPOIYKT, MOJYYeH OT YOBEIIKA IJIa3Ma WM OT YOBEIIKa KPBbB'" € JIeKapCTBEH
MPOAYKT, NMPOU3BENEH OT YOBEHIKHM KPBbBHU CBHCTAaBKM M 4YpPE3 METOJ, BKJIOYBAI MPOMMIILIEH
nporec. KbM TsX ce oTHAcAT alOyMuH, UMYHOTJIO0YIIMHH, KOArylIupany (GakTopu U aHTUIIPOTEa3H,
pa3TBOPH Ha IUIA3MEHH NMPOTEHHHU, APYTH TUIa3MEHU (paKLIUU UM KOMOMHALIUU OT TSIX.

29. "JlekapcTBeH MPOIYKT, MpEIHA3HAYEH 3a JIeueHue, Mpo(HIakKTHKa U JUArHOCTUKA Ha PEIKU
3a00Js1BaHUA" € IPOAYKT, KOHTO:

a) € MpenHa3HA4YeH 3a JUArHOCTHKA, NMPO(MIAKTHKA WM JIEYEHHWE Ha >KMBOTO3ACTpaIIaBaIlH
00JIECTH WIN MPOTPECUBHO MPOTHYAIIM XPOHUYHU 3a00JIIBaHMsI, KOUTO 3acsiraT He MoBeye OoT 5 Ha
10 000 yoBeka Ha TEPUTOPHSTA HA CTpaHaTa, LU

0) e mpeqHa3HauyeH 3a AMArHOCTHKA, NPOQHIAKTUKA WM JIEYCHHE Ha >KMBOTO3acTpallaBalld
00JIeCTH ¥ Ha CEPHO3HO YBPESKIAIIH 31PaBETO XPOHUYHH ChCTOSHUS (3a00JISIBaHUS C BUCOK [T Ha
00JIeCTHOCBBp3aHaTa HEPAOOTOCHOCOOHOCT M MHBAJIHMIHOCT) U Ca NMPUIOKEHHU JI0KAa3aTeicTBa, 4e
npogaxoata Ha TMPOAYKTAa HE OCHTYpPSBAa 3aI0OBOJHMTENIHA BB3BPBIIAEMOCT, KOSTO Ja OIpaBlae
HE0O0XOIMMUTE UHBECTHIIMHU 32 HAYYHOM3CIIE0BATENICKa U pa3BoOiiHa IEHHOCT, 03 1a uMa CTUM YU
3a Ch3/aTels Ha MPOJYKTa, U

B) KOraTo HsMa 3aJ0BOJIMTENIEH METOJA 3a [MarHoCTUKa, NpOQHIAKTUKA WIM JeYeHHE Ha
CBHOTBETHOTO CHCTOSIHHE, WJIH aKO WMa TaKbB METOJ, NMPEUIOKEHUST JIEKAPCTBEH IMPOIYKT HMMa
3HAYUTEITHO MOBEYE MPEAUMCTBA OT HETO M I10J13a 33 3aCeTHATUTE OT TOBA ChbCTOSIHUE.
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30. "JlekapcTtBeHa d¢opma" e moaxodflia 3a IpHEMaHE CTPYKTypa, ChIbp)Kalla aKTHBHOTO
BEIIECTBO (BEIECTBa), KOSTO MOXKE Ja BKIOYBA WM Ja HE BKJIIOYBA IIOMOIIHH BEIIECTBA,
MOJIyueHa Ype3 MpujaraHe Ha ONpEeesIeHH TEXHOJIOTUYHH OIEepalldd, OCUTYpsBallla >KeJlaHUus
neuebeH eeKT U CTaOMIIHOCT IPU ChXpaHEHHE B CPOKA HA TOJTHOCT.

31. (U3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) "JInie, ycTaHOBEHO HA TEPUTOPHUATA HA
Ibp)KaBa WIEHKA" € TMpaBeH CYOCeKT, pPErucTpupaH MO TPaKIAHCKOTO WM THPrOBCKOTO
3aKOHOJATEJICTBO Ha JbpiKaBa WIEHKAa WJIM Ch3AaJeH IO cujaTa Ha HOPMATHUBEH aKT, KOMTO MMa
celajMille U aJpec Ha YyIpaBiIcHUE B JAbpKaBa YICHKA WIM B Jbp)KaBa - CTpaHa IO
Crnopazymenueto 3a EBporneiickoTo HKOHOMHYECKO MPOCTPAHCTBO.

32. "MaructpanHa penentypa’ € npeanucaHue 3a JIEKapCTBEH IPOJIYKT, U3FOTBEH B alTeKa I10
MpeaNrucaHue Ha MEIUIMHCKU CIEeNMaIUCT WM IO YTBBbpPJIEHA pelenTypa, MpeaHa3HaueH 3a
OIpezieIeH MalueHT.

33. "MexayHapoJHO HENATEeHTHO HAaMMEHOBaHUE" € MPernopb4aHOTO HAUMEHOBAHHUE HAa aKTUBHOTO
BeIIeCcTBO, 0J100peHo u myosukyBano ot C30.

34. (U3m. — IB, 6p. 39 ot 2024 r., B cmita ot 1.05.2024 1.) "MeauIMHCKH CIIeHAIUCTH" ca JIeKapH,
JeKapu TO JCHTAJHAa MEIWIMHA, MarucTbp-(QpapMameBTH, MEIUIMHCKA CECTPH, aKyIIEePKH,
MEIUIMHCKH JIA0OpaHTH, JIEKAPCKH aCUCTEHTH U MMOMOITHHUK-(hapMaIrieBTH.

35. "MeaMuMHCKHA TBPrOBCKH IMPEICTaBUTEN" € JHIEe, MPEeMHHAIO CIEeHUAIHO OOydeHHe |
MPUTEKABAII0 HAyYHU TO3HAHUS 32 NPEJOCTaBIHE HA TOYHA M MbJIHA HWH(OpPMALHUS OTHOCHO
JIEKapCTBEHUSI IPOJIYKT, KOWTO peKsIaMupa.

35a. (Hoa — /IB, Op. 1 ot 2014 r., B cuna ot 3.01.2014 r.) "MenuuuHCKO mpeanucanue’” e
IpEeANMCaHue Ha JIEKAPCTBEH NMPOJIYKT WJIM HAa MEIULUHCKO H3JeNne, U3JaJeHO OT JIULE, KOETO
yIpaxkHsBa peryivpaHa MeAWIMHCKa mpodecus mo cMuchia Ha § 1, T. 1 OT AONBIHUTENHUTE
pasnopendu Ha 3akoHa 3a MPU3HaBaHEe Ha MPOo(ecHOHAHN KBATH(DHUKAIIMHA i KOSTO UMa 3aKOHHOTO
MPaBo Jia MPaBU TOBA B JbprKaBaTa YWICHKA, B KOATO CE M3/1aBa MEAUIIMHCKOTO MPEANICaHNUE.

36. (Ot™m. — [IB, 0p. 84 ot 2018 r., B crita 6 Mecena ciie NyOJIMKyBaHe Ha ChOOIIICHUETO 110 WI. 82,
naparpad 3 ot Pernament (EC) Ne 536/2014).

36a. (HoBa — JIB, Op. 84 ot 2018 r., B cuma ot 12.10.2018 r.) "MpexoBa u uHPOpPMaLHOHHA
CUTYpHOCT" € 3ammMrara Ha uHQOpMAaIHsITa OT HEMIPAaBOMEPEH WJIM CIIy4aeH JIOCTHII, U3MOJ3BaHe,
MpaBeHe JIOCTOSIHUE Ha TPETH JINIA, TPOMSHA WM YHUIIOKABaHE.

37. "HanmeHOBaHUE Ha JIEKAPCTBEH NPOAYKT" € UMETO, 1aJIeHO Ha MPOAYKTa, KOETO MOXe Jia ObJie:

a) cB0OOHO M30paHO UME (THPrOBCKO UME);

0) (u3m. - JIB, 6p. 12 ot 2011 1., B cuna ot 8.02.2011 r.) o61monpueTo 3aeHO ¢ ThProBCKaTa Mapka
WM UMETO Ha MIPUTEKATENs Ha pa3pelieHueTo 3a ynorpeoa;

B) (u3m. - IB, Op. 12 ot 2011 r., B cuna ot 8.02.2011 r.) Hay4HO MME 3a€HO C ThProBCKaTa Mapka
WM UMETO Ha MPUTEKATENs Ha pa3pelIeHueTo 3a ynorpeoa.

37a. (Hoa — IB, Op. 67 ot 2020 r.) "HayuyHu nokasareicTBa" ca KOHKPETHU MEIMIIMHCKH W/UIU
HAayYHHW JaHHHW, TOJIyY€HH OT W3BBPIICHH KIMHWUYHU W3NHUTBAHWS, W/WIM JaHHU, JTOKa3BaIld
0e3omacHOCTTa U e€(pUKACHOCTTAa Ha JIEKapCTBEHMs MPOJYKT, KOUTO ca MyOJUKYBaHM B HAy4YHH
W3/1aHusl, HAIlMOHAIHU WM MEXJYHApOJIHU IMPOTOKOJM 3a JICYEHHWE WIM JIOKJIaJM 3a OLEHKa Ha
3JIpaBHUTE TEXHOJIOTUH.

38. "Hayuna nuteparypa" € myOnukanus/myOauKaluyd Ha pe3yJiTaTd OT HAyYHU H3CJICIBAaHUS B
CreLUAIN3UPaH MEX/TyHApPOAHN HAYYHU U3AaHUS.

38a. (Hosa — /1B, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 1.) "Hemoctur Ha iekapCTBEH IPOIYKT" €
HEIOCTUT'BT Ha JIEKAPCTBEHU MPOIYKTH, BKIIOYEHU B [I03UTHBHUS JIEKapPCTBEH CIUCHK, YCTAHOBEH
ype3 clieuanu3upaHaTa eleKTpOHHA CUCTeMa Io peda Ha wi. 2176.

39. "HoBO akTHBHO BeUIECTBO" €:

a) XUMUYHO, OMOJIOTUYHO WK paanodapMalleBTUUHO BEIIECTBO, KOETO HE € OMIIO pa3pelieHo 3a
yroTpeba KaTo JieKapcTBeH NpoaAyKT B EBponeiickus cpio3;

0) u3omep, cMec OT U30MepH, KOMIUJIEKC WJIM JepUBaT, WM COJl Ha XMMHUYHO BEILIECTBO, KOETO €
OUJI0 pa3peleHo 3a yrnoTpeda KaTo JIEKapCTBEH NPOAYKT B EBporelickus cbio3, HO ce pa3inyana o
OTHOIIEHHE Ha 0€30MacHOCTTa M €(PUKACHOCTTA CH OT MPEAMIIHO Pa3pellieHoO BEeleCTBO;
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B) OMOJIOTHYHO BEMIECTBO, KOETO € OWJIO pasperieHo 3a ymorpeda KaTo JIEKapCTBEH MPOIYKT B
EBporeiickus cbi03, HO € C pa3inyHa MOJIEKYIIHA CTPYKTYpPa, C Pa3IUYCH MPOU3XO]] IO OTHOIICHUE
Ha U3XOJHUS MaTepuall WIH € MOJIyYeHO Ype3 pa3indeH MPOU3BOJICTBEH IPOIIEC;

r) paarnodapMaIieBTUYHO BEIIECTBO, YMUTO PAJAMOHYKIHUIU WM MOJEKYIHU BPB3KH (CHOTBETHO
JIUTaHJ1), KOUTO He ca OWJIM paspelleHd KaTo JIEKapCTBeH MPOAYKT B EBponeiickus cbro3, wiu
MEXaHH3MbBT 32 CBBP3BAHE B J[BOIKA Ha MOJCKYIUTE M PAAHMOHYKIHIUATE HE € OWJI pa3peiieH B
EBporneiickus cbio3.

40. (U3m. — 1B, 6p. 84 ot 2018 r., B ciita 6 Mecena cien myOIuKyBaHe Ha ChOOIIEHUETO O Wi 82,
naparpad 3 ot Permament (EC) Ne 536/2014) "Hexemano crOutme" € Bcska HeOJIaromnpusTHA
MPOMsIHA B 3[PaBHOTO CHCTOSHUE, HAOIIOJaBaHa TpPH MpUIaraHe Ha JICKApCTBEH IMPOJYKT Ha
MAIUEHT, KOATO HE € HeMPEMEHHO MPUYUHHO CBbp3aHa C TOBA JICYCHHE.

41. (M3m. - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r., 6p. 84 ot 2018 r., B cuna 6 mecena
cien myONMKyBaHe Ha cboOmmeHueTo mo wi. 82, maparpad 3 ot Permament (EC) Ne 536/2014)
"Hexxenana jexapcTBeHa peakius' € BCEKM HEXKEJIaH M HENpeIBUACH OTrOBOP KbM JIEKAPCTBEH
MpOoAYyKT. BumoBeTe Hexenanu JeKapCTBEHU PEaKIUH ca:

a) (u3m. — J1B, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r., B cuna 6 mecena ciea nmyoJuKyBaHe Ha
cbobmenuero o wi. 82, nmaparpad 3 ot Permament (EC) Ne 536/2014) "HeouakBaHa" - HeKenaHa
JICKapCTBCHA PEaKIHs, KOATO HE € MOCOYCHA B KpaTKaTa XapakTEPUCTHUKA Ha MPOIYKTa UIH YHHTO
XapakTep, TeXeCT WIM HM3XO0Jl HE OTroBapAT Ha IMOCOYCHHTE B KpaTKaTa XapaKTepUCTHKAa Ha
MIPOJIYKTA;

0) "momo3upana" - HexeyaHa JIEKapCTBEHA PEaKIysl, 32 KOATO ChOOIIMTENAT WK IMPUTEKATEIAT Ha
paspeleHrueTo 3a ymorpeda mpernoliara, 4¢ MMa BB3MOXKHA NMPUYUHHO-CIICACTBEHA BPB3KA C
MpUEeMaHUsl IEKaPCTBEH MPOJIYKT;

B) "cepuo3Ha" - Bceku HeOnaronpusaTreH €(QeKT BbPXY 3/PaBHOTO CHCTOSHUE, KOWTO € CTaHall
MpUYMHA 33 CMBPTEH H3XO0J, HEMOCPEACTBEHAa OMACHOCT 3a JKMUBOTA, XOCMIUTAIHM3AIUS WU
YIBDKaBaHE CPOKA HA XOCTHUTAIU3ANS, 3HAYUTEITHN WIH TPAHU YBPEKIAHWS, WHBATUIU3AIMS U
BpOJICHU aHOMAJIHH;

') KOMOMHAIMK MeX Ay peakuuu o Oyksu "a", "6" u "B".

42. "O6monpuero uMe" € MeXIyHapOJAHOTO HENATEHTHO HAMMEHOBAaHUE Ha JIEKAPCTBEHOTO MIIU
nomotHoTo BemectBo (INN), mpemopbuano ot C30; ako HsMa TakoBa, CE€ HM3IMOJ3Ba MMETO B
EBpormeiickata ¢apmakomnes, ako W TaMm IUICBa - APYro QapMakomnelHO HMe; KOoraTo HsiMa
(hapMakoIieiiHO UMe, C€ U3IMOI3Ba OOMYAIHOTO IPUETO UME.

42a. (Homa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) "OcHOBHa JOKyMEHTaIusl Ha
cUcTeMara 3a IpociesiBaHe Ha JIeKapcTBeHaTa 0e30macHoCT" € moApoOHO ONHCaHue Ha cucTeMaTa
3a TpoclesiBaHe Ha JieKapcTBeHaTa 0€30MacHOCT, U3MO3BaHa OT MPUTEXKATENS Ha pa3pelieHne 3a
yrnorpeda 1o OTHOIICHUE Ha eIMH WJIM IOBEYE pa3pellieHu 3a yroTpeda JISKapCTBEHU TPOTYKTH.
426. (HoBa — JIB, 6p. 48 ot 2015 r.) "Onenka Ha 3{paBHUTE TEXHOJIOTHUU" €:

a) (hoopMa Ha MONMTHUKA B 00JACTTa HA HAYYHUTE M3CIEABAHMS, KOSTO MPOYYBa KPATKOCPOUHUTE U
IBITOCPOYHUTE PE3yNTaTH, CBHP3aHU C MPHUJIATAaHETO Ha 3/IpaBHUTE TEXHOJIOTHH, U UMa 3a Leld Ja
MpeIoCTaBy HH(POPMAIIHSI OTHOCHO aJITSPHATUBHUTE 3]JPAaBHH CTPATCTHUH;

0) MyITUIUCIUIUIMHAPHA AEHHOCT, KOSTO CHCTEMAaTHYHO OICHSIBA TEXHUUYECKUTE XapaKTEPUCTUKH,
0€30IMacHOCTTa, KIIMHUYHATA e(DUKACHOCT U e()eKTHBHOCT, Pa3XOJAUTE, CTOMHOCTHATA €(PEKTUBHOCT,
OpraHM3aIlOHHUTE, COIMAHUTE, MPAaBHUTE U ETUYHUTE TOCIEAMIM OT TNpUaraHeTo Ha
JICKapCTBCHH TPOAYKTH B 37[paBeola3BaHEeTO W ce (POKycHpa BBPXY CTOMHOCTTAa — KIIMHUYHA W
MKOHOMHMYECKA, KaTO aHaJN3bT € CPABHUTENICH CHPSIMO ChHIIECTBYBAIllaTa WM Hal-moOpaTta KbM
MOMEHTA aJITepHATHBA.

42B. (HoBa — JIB, 6p. 67 ot 2020 r.) "Odunmanua nadbopaTopus 3a KOHTpoI" € 1adopaTopusi, KOSTO
W3BBPIIBA JJAOOPATOPHM M3MHMTBAHHS HA JICKQPCTBEHW MPOIYKTH OT MMETO HAa KOMITCTCHTHHTE
pETyJIaTOpHU OpPTaHU B M3MBJIHEHUE HA CHOTBETHH HAI[MOHATHH W3MCKBAHUS U € HE3aBHCHMAa OT
MIPOU3BOJIUTEIIUTE M MPUTEIKATEITMTE HA pa3pericHHs 3a ynoTpeda Ha JISKapCTBEHU TPOTYKTH.
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43. "[Taptuaa" e onpeneneHoTo KOJUYECTBO OT JIEKAPCTBOTO, MPOU3BEAEHO CHIVIACHO YCTAHOBEHA
BB3MPOU3BOIMMA TEXHOJIOTHMYHA CXEMa, OCHTypsBaila HEOOXOTUMUS MAPTUIECH XOMOTESHUTET II0
OTHOIIICHHE HA U3UCKBAHUTE KOHTPOJIHU MTOKA3aTEIH.

43a. (Homa - /IB, 6p. 102 ot 2012 r., B cmiia ot 21.12.2012 r.) "[1nan 3a ynpaBneHue Ha pucka' €
oipoOHO OMHUCaHKe Ha CUCTeMaTa 3a yIpaBJjeHHE Ha PUCKa.

44. "TlogmppkaHe Ha pa3pelICHHETO 3a ymoTpeda Ha JIEKAPCTBEH MPOAYKT' BKIIOYBA BCUYKHU
HEOOXOIUMHU JIEHHOCTH C OrJie] MOIIbpXKaHe Ha aKTyaJeH pEerucTpalloHeH CcTaTyc Ha
JIEKapCTBEHUS MTPOAYKT, BKIIOUUTEITHO U MPOCIIEIBAHETO HA JIGKApCTBEHATa O€301acHOCT.

44a. (Hoa — JIB, Op. 48 ot 2015 r.) "llomaepkane Ha peMMOYpCEeH cTaTyc" € OIIEHKa Ha
JICKapCTBEH MPOJYKT Bb3 OCHOBA HA JTOKA3aTEJCTBA 32 €(PHUKACHOCT, TEpaNeBTHYHA €PEKTHBHOCT,
0€301MMacHOCT U aHAJINU3 Ha (hapMaKO-UKOHOMHUYECKH ITOKa3aTelu.

45. "Tlonza" e MOJIOKUTENIEH pe3yaTar/TepaneBTU4YHa e(UKACHOCT Ha JICKApCTBEHHs MPOAYKT 3a
OTJENHUS TAIMeHT, Tpyla OT MNalMeHTH Wih 3a obuecTtBoTo. KonnyecTBeHara oOlieHKa Ha
OYaKBaHATa MOJ3a BKJIIOYBA MPUOIM3UTEIIHO M3UYMCICHUE HAa BEPOSTHOCTTA 33 TO3M IOJIOKUTEICH
pe3yirar.

46. (M3m. - B, 6p. 102 ot 2012 r., B cuna ot 2.01.2013 r.) "llomomHo BemecTBO" € Bcsika
ChCTaBKa Ha JIEKAPCTBEH MPOJIYKT, pa3iluiHa OT aKTUBHOTO BEIIECTBO U OMAKOBBYHUS MaTepHUAIL.
47. "llocTMapKeTHHTOBO TMpoydBaHe" € BCSAKO NpPOYyYBaHE, NPOBEKIAHO NpU YHoTpebda Ha
JIEKapCTBEHMsI MMPOAYKT B paMKUTE Ha 0Jl00peHaTa KpaTka XapakTepUCTUKa Ha MPOIYKTa B IeprUoaa
clies] pa3pelraBane 3a ynorpeoa.

47a. (Hosa - 1B, 6p. 102 ot 2012 1., B cuna ot 2.01.2013 r.) "[locpennuuectBo B o0yiacTTa Ha
JIEKaQpCTBEHUTE MPOIYKTU" ca BCUYKHU JICHHOCTH, KOMTO MMAT 3a ILIeJ CKJIIOYBAaHE Ha JIOTOBOP 32
MOKYTIKa WK TpoAak0a Ha JeKapCTBEHU MPOAYKTH, C U3KIIOYCHHE Ha ThPrOBUTA HA €APO, KOUTO
HE BKJIIOYBAT (PU3NYECKO AbPKaHEe M KOUTO C€ U3pa3siBaT B IOTOBAPSHE HE3aBHCUMO M OT HMETO Ha
JPYTo IOPUINYECKO UIH (PU3UIECKO JIHIIE.

48. (U3m. - 1B, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) "IlocTMapKeTHHIOBO MPOYYBaHE 32
Oe3omacHOCT" € BCSIKO MpOyuYBaHE, CBBP3aHO C pa3pelieH 3a yrnoTpeda JeKapCTBEH MPOAYKT,
MPOBEXKIAHO C I J1a ce HAeHTH(UIMpPa, XapaKTepu3upa WM ONpPEesid CTENeHTa Ha PHCKa MO
OTHOIIIEHHE Ha O0e30MacHOCTTa, Ja C€ MOTBBPAM MPOPHUIBT Ha OE30MaCHOCT Ha JIEKapCTBEHHS
MIPOAYKT I JIa c€ TIpelieH: e()eKTUBHOCTTAa HA MEPKHUTE 3a yIIPaBIIEHUE HA PUCKA.

49. "[loTeHLMaNEH CepHO3€H PHUCK 3a 3JpaBEeTO Ha HACEIEHUETO" ChIIECTBYBAa, KOTaTO € HAaJIMIIE
BHCOKA CTEIICH Ha BEPOSATHOCT yrmoTpedaTa Ha JEKapCTBEH MPOIYKT Ja MPEAU3BUKA HEOTCTPAaHUMHU,
HEMOMpaBUMU M HEOOpaTUMH HETaTHBHH mocieAcTBus. [IpoiiechT Ha oleHsBaHe WIACHTHHUIMPA
OMAaCHOCTTa OT TPHYMHSIBAHE HA BPEOW 3a 3[pPABETO HA HACEICHUETO M JICHCTBHTEIHOTO U
eKCIIOHHMpaHe TpU MIHpoKaTa yrnorpeda Ha mpoaykTa. Cepuo3HUAT PUCK 3a 3[paBETO B KOHTEKCTa
Ha ynoTtpeba Ha OIpe/IeieH JIEKapCTBEH MPOIYKT MOKe J1a Ob/ie IPEIeHEeH IPU CIICAHNUTE YCIIOBHSL:
a) e(pUKacHOCT - JaHHWTE, NPEICTaBEHH 3a TepamneBTHYHATa €(PUKACHOCT MO OTHOLICHHE Ha
MPEUIOKEHOTO TTOKa3aHUe/TIOKa3aHus, Ha TpeNjIoKeHaTa IieJieBa Tpyna/Tpynu THalueHTH W Ha
mpeaoKeHaTa JO3MPOBKA, MOCOYEHH B MPOEKTa Ha JUCTOBKAaTa 3a MAllMeHTa, HE 3allluTaBar
HAYYHO B ITBJIHA CTETICH MPETCHIIUUTE 33 €PUKACHOCT;

0) Oe3omacHOCT - OIIEHKAaTa Ha JaHHHUTE OT MPEAKIMHUYHATA TOKCUYHOCT/(apMaKoJIOTHYHATA
0€30MacHOCT U KIIMHUYHA 0€30MacHOCT HE MOXKeE J1a 3alUTH YOS UTEIIHO 3aKII0YEHHETO, Y€ BCUUKU
MOTEHIIMAIHU CTPaHH 3a 0€30IaCHOCT MO OTHOIIIEHHE Ha IIeJieBaTa rpymna/Tpynu MalueHTH ca TOYHO
Y W3YepraTesHO OTpa3eHH B NpeJIO’KeHATa JIMCTOBKA 3a MalMeHTa WM a0COJIOTHATA CTEIeH Ha
PHUCK € HeTIPUEMIIHBA;

B) Ka4eCTBO - NPEIIOKEHHUSIT HAYMH Ha TPOU3BOICTBO M KOHTPOJHUTE METOJM HE MoraT Ja
rapaHTUpAT JUTICA Ha CHIIECTBEH JAe(PEKT B KaueCTBOTO Ha MPOyKTa, KOMTO MOXKeE Jla C€ OTpa3u Ha
0e30macHOCTTa W/WiH e(PUKaCHOCTTa Ha MPOIYKTa;

I') ChOTHOIIEHHE TOJ3a/pUCK - OLIEHKaTa Ha CHOTHOIICHHETO II0JI3a/PUCK € HeOJIarompusiTHa,
MpeIBU XapakTepa Ha WICHTU(UIMPAHUS PHCK/PUCKOBE W Ha TIOTCHIMAJTHATa II0Ji3a 3a
MPEJIOKEHOTO TIOKa3aHNe/TIOKa3aHus | 1ieJieBaTa rpyna/Tpymnu nanueHTy.
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50. "IIpencraBuTeN HA JIUIIETO 10 WI. 26, al. 1 WK Ha IPUTEXKATEN HA pa3penieHue 3a yrnorpebda" e
JIMIIe, YCTAHOBEHO Ha TepuTopusaTa Ha PenyOnuka bearapus, onpeneneHo OT JULETO Mo Wwi. 26, al.
1 um oT mpuTeXaTess Ha pa3pelIeHHeTo 3a ynorpeda Ja ro MpeacTaBisBa Mpeja peryiaTopHUTe
opranu Ha TepuTopusara Ha Penybnuka bbarapust.

51. "[IpueMauBO HMBO Ha O€30MAaCHOCT" € HaJIMIIe, KOraTo MPEACTABEHUTE JaHHH Ce IIpUeMaT Mpu
CTaTUCTHYECKH JIOCTOBEpHA 0O€30MacHOCT CIOpeA KIMHUYHU W3MUTBAHUS, MPOBEICHU B
cboTBeTcTBUE ¢ [loOpara KIIMHUYHA TPAKTUKA.

52. "IIpou3BOJACTBO Ha JICKAPCTBEH MPOIYKT" ca BCHYKH OMNEPAlUU, CBBP3aHH ¢ HAO0ABIHETO Ha
MaTepuaInTe, TIXHOTO 00paboTBaHE MPH MPOU3BOJCTBEHUS MPOIIEC, BKIIOYUTEIHO ONaKOBaHE U
eTUKETHPaHe, KAUeCTBEHHUIT KOHTPOJI, 0CBOOOXKJaBAaHETO HA MApTUAATa, CbXpaHEHHUE, eKCIIeANpaHe
U CBBP3AHUAT C TE3U ONepaIiy KOHTPOII.

53. (U3m. — IB, 6p. 84 ot 2018 ., B cuia 6 mecena ciie] myOJIMKyBaHe Ha ChOOIIEHHETO 1O Wil 82,
naparpad 3 ot Permament (EC) Ne 536/2014) "[IpoToKos1 Ha KIMHUYHO U3MUTBaHE" € IPOTOKOJ IO
cMHCBIIa Ha wil. 2, maparpad 2, touka 22 ot Pernament (EC) Ne 536/2014.

54. "lIlyckane Ha ma3apa" € pa3npoCTPAHEHUETO Ha JIEKAPCTBEHHUS MPOJIYKT B ThPrOBCKAaTa Mpexka
Ha TepuTopHusaTa Ha PemyOnuka bearapus W3BBH AMPEKTHHS KOHTPOJI HA TPUTEXKATENs Ha
paspelieHueTo 3a ynorpeoa.

55. "IIbpBHUYHA ONAKOBKA" € OMaKOBKAaTa, KOSITO BJIM3a B HEMOCPEACTBEH KOHTAKT C JIEKAPCTBEHUS
MPOJYKT.

56. "PagnodapmaneBTUK" € JIGKAPCTBEH MPOJYKT, KOWTO, KOTaTO € TOTOB 3a ynorpebda, ChIbpikKa
€/IMH WJIM TOBeYe PaAUOHYKINIHU (PaAMOAaKTUBHU U30TOIHN ), BKIIOYEHH C MEUIIMHCKA LIeTI.

57. "PammonyknmIeH reHepaTop" € BCSKa CHCTEMa, KOSTO BKIOYBA (PUKCHpaH MaTepeH
PaAMOHYKIIU, OT KOHTO ce MoyyaBa AbIIEPEH PAAUOHYKIIU, KOUTO Ce OTIeNs Ype3 enyupaHe uin
Yype3 APYrH METOH U Ce M3IMONI3BA B paguodapManeBTHK.

58. "PamumonyknuaeH mpekypcop" € BCEeKH APYr PaJAUOHYKIUJ, MPOU3BEIEH 3a PaJAHMOaKTUBHO
MapKuUpaHe Ha JpYyro BEIIECTBO HEMOCPEACTBEHO MNpEeAM BBbBEXKIAHETO My B OpraHM3Ma Ha
ManueHTa.

59. "PacturteneH jgeKapcTBEH NPOAYKT' € JIEKApCTBEH MPOJIYKT, KOUTO ChIbpPKa KaTO JIEKAPCTBEHU
BEIIECTBA €HO UJIU MOBEYE PACTUTEIIHU BEIIECTBA, WM €AWH WM MOBEYE PACTUTEIHU Mperaparu,
WIM €JHO WJIM TIOBEYe PACTUTENHU BEIlleCTBA B KOMOMHAIMS C €IMH WIH IIOBEYE PACTUTEIHU
npernapary.

60. "Pacturennu BemiecTBa" ca OCHOBHO PACTEHMs WJIM YaCTU OT PACTEHHs, BOJOPACTH, I'bOH,
JIMILEN, KOUTO ca LeNH, HauyleH! WM Haps3aHW, U Ce H3IO0JI3BaT B HEOOPAaOOTEHO CBHCTOSHUE,
OOMKHOBEHO B M3CYILIEH BHJ, HO NOHsSKOra M mnpecHU. Hskom ekcynaatu, KOMTO He ca Oumu
MOJUIOKEHN Ha crnenuduyHa o0paboTKa, CHUIO €€ OTHACAT KbM pPACTUTEIHUTE BEIECTBA.
Pactutennure BemecTBa TpsOBa /Ja ca ¢ TOUHO OINpPENEIeHO OOTaHWYECKO HAYyYHO HAaMMEHOBAaHUE
Ha PaCTeHMATA, OT KOUTO MPOU3X0XK/IAT, ChIVIACHO OMHOMHMHAIHATA cUcTeMa (pOoJl, BUJ, BapHETET U
aBTOD).

61. "Pactutenen mpenapar" € HIpPOLYKTHT, KOMTO Ce IOJIydaBa CJel €KCTpaKUus, IECTHIIALus,
U3CTHUCKBaHe, (ppakliMOHUpaHe, IPEYUCTBAHE, KOHLEHTPALXS WU (EpPMEHTAlUsl HAa PACTUTEIHOTO
BellecTBO. PacTUTENHUAT npenapaT Moxe Ja ObAe ChIIO CTPUTU WM PA3NpallieHd PacTUTETHU
BELIECTBA, THHKTYPHU, EKCTPAKTH, €TEPUYHU Maciia, IpepaboTeHN PpaCTUTEIHH T€YHOCTH/COKOBE.

62. "Peaxm 3abonsBaHMA" ca 3a00isBaHUATA, KOMTO C€ XapaKTepu3UpaT C 4YeCcToTa Ha
pasnpocTpaHeHre He mo-Bucoka ot 5 Ha 10 000 mymm oT HaceIeHHUeTo.

63. "Pedepenten nexapcTBEH MPOAYKT' € JEKapCTBEH MPOAYKT, pa3pelleH Mo peaa Ha ui. 23 B
CHOTBETCTBUE C U3UCKBAHUATA HA WII. 27.

64. (U3m. — JIB, 6p. 67 ot 2020 r.) "PedepentHa croiHOCT 3a AeuHUpaHa JHEBHA J103a" € Haili-
HUCKaTa CTOMHOCT 3a JeduHUpaHa AHEBHA J03a, OIlpejaereHa Ha Oa3aTa Ha CTOWHOCTHTE 3a
nepuHUpaHa JHEBHa J03a Ha JIEKAPCTBEHUTE MPOAYKTH IO MEXIYHApOJHO HEMAaTeHTHO
HauMEHOBaHME ChC ChOTBETHATA JIeKapCcTBEHa (opMa.
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65. "PedepenTHa CTOMHOCT Ha TEpameBTHYCH Kypc' € Hali-HHCKaTa CTOMHOCT Ha TePareBTHYCH
Kypc, olpeiesieHa Ha 0a3a CTOWHOCTUTE Ha TepareBTHUEH KypC Ha JIeKapcTBaTa M0 MEXTyHapOIHO
HEeMaTeHTHO HAUMEHOBAaHUE ChC ChOTBETHATA JIEKAPCTBEHA (opMa.

66. "Puck npu ynorpebdara Ha JIeKapCTBEH MPOAYKT" €:

a) PUCK 3a 37paBeTO Ha MalMeHTa WM PUCK 3a 3/IpaBeTO HAa HACEJIEHHETO, KOHMTO € CBbP3aH C
Ka4eCcTBOTO, 0€30MacHOCTTa WK e()UKACHOCTTA Ha JICKAPCTBEH MPOIYKT;

0) pUCK OT HEXKeJIaHu e(PeKTH BbPXY OKOJIHATA Cpefa.

67. "Cepro3Ho HeXenaHo chOuTHE" € BCsKa HeOJarompusTHa MPOMSHA B 3[PAaBHOTO CHCTOSIHHE,
KOSITO € CTaHaja HpUYMHA 33 CMBPTEH U3XOJ, HENOCPEJCTBEHAa ONAacHOCT 3a JKUBOTA,
XOCHHUTAIM3AIMA WM yIbJDKaBaHE Ha CpOKa Ha XOCHHUTANIM3ALMWs, 3HAUYUTEIHU WIA TPalHU
YBpPEXIaHUs, UHBAIUU3ALMS U BPOACHU aHOMAJIUH.

68. "Ceprudukar 3a ocBoOOXKJaBaHE Ha mnapTuaa’ € JOKYMEHT, KOWTO ce u3JaBa OT
KBAJIM(HULUHUPAHOTO JIMLE Ha IMPOU3BOAMUTENS WIM Ha BHOCUTENS 3a BCSKAa OTAEIHA MapTuia u
BKJIIOYBA M3HCKBAHUATA B CHOTBETCTBHE CHC CHENM(UKALMATA, KAKTO U BCHUKU PE3YJITaTH OT
U3IIUTBaHMATA 32 OCBOOOKIABAHETO HA MapTUATA.

69. "Ceptudukar 3a JONBIHUTEIHA 3aKpwia" € JOKYMEHT, KOWTO MPEAOCTaBs IOMBIHUTEIHA
NaTeHTHA 3aKpHJla Ha JIGKApCTBEHUS MPOAYKT Hai-MHOro 5 roJMHHU cjell JaTraTa Ha M3THYaHE Ha
OCHOBHHS TIATCHT.

69a. (Hosa - /1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) "Cucrema 3a ynpaBieHue Ha pucka'
€ cucTeMa OT MEpPKHU U JIEHHOCTH 3a MpOocieisBaHe Ha JeKapCTBEHaTa 0€3011acCHOCT, MIpeIHa3HAuYEeHU
3a uAeHTUUIMpaAHE, XapaKTepU3UpaHe, MPEeAOTBpaTsBaHE WIM CBEXJaHE 10 MHUHMMYM Ha
PHUCKOBETE, CBBP3aHU C JICKAPCTBEH IMPOAYKT, BKIFOUUTEIHO OLEHKAa Ha e€(EeKTUBHOCTTA HA TE3U
JIE€MHOCTH U MEPKHU.

696. (Hosa - IB, 6p. 102 ot 2012 r., B cmna ot 21.12.2012 r.) "Cucrema 3a mpociensBaHe Ha
JeKapcTBeHaTa 0e30MacHOCT" € cucTeMa, U3I0JI3BaHa OT IPUTEXKATEIIs Ha pa3pelleHne 3a ynorpeda
n ot MAJI 3a u3IIbJIHEHHE HA 3aIaYUT€ U OTTOBOPHOCTUTE IO IjaBa OCMa, NpEeAHA3HadYeHa 3a
OCBILECTBsIBAaHE HAOJIOJeHHEe Ha Oe30IacHOCTTAa Ha paspelleHUTe 3a yNoTpeda JeKapCTBEHH
MPOAYKTH U 32 OTKPHUBAHE Ha BCSKA MPOMSHA B ChOTHOIIIEHUETO I0JI33/PHCK.

698. (HoBa — JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) "CucremHo" e HapyiieHHETO,
W3BBPIICHO TPHU WJIM TIOBEYE ITbTH B EAHOTOAMIICH CPOK OT BIHM3aHETO B CHJIA Ha IMBPBOTO
HAaKa3aTeJIHO MOCTaHOBJIEHHE, C KOETO Ha HapyIIUTelNs ce Hajlara Haka3aHHe 3a ChIIOTO MO BUJ
HapyIlIeHHE.

70. "CreurHu orpaHUYUTENTHN MEPKH 3a 0e30MacHOCT" ca BpeMEHHH NMPOMEHH B MH(popMarusTa 3a
MPOAYKTA 10 OTHOIIEHHWE Ha €/IHA WJIM MOBEYE YacTH OT KpaTKaTa XapaKTEePHUCTHKA Ha MPOIYKTa,
NOKa3aHMs, HAYWH Ha NPUJIOKEHUE, IPOTUBOINOKA3aHU U MIPEAYNPEKICHNS, KOUTO ca Pe3ynTaT oT
HOBa MH(OpMaIMs, cBbp3aHa ¢ Oe3omacHara ynorpeda Ha JIeKapCTBEHUS MPOIYKT.

71. "CnoHTanHO cbhoOLIeHHE" € JOOpPOBOJHO H3MPATeHO CHOOLIEHHME 3a IOJ03MpaHa HeXKellaHa
peaxuus Mpu ynorpedara Ha JeKapCTBEH MPOJIYKT A0 MPUTEKATEINs Ha pa3pellieHueTo 3a ynoTpeoa,
70 OpraHM 3a HaJA30p BbPXY JEKApCTBEHUTE NMPOAYKTU WM A0 APYTH OpraHU3aluu, KOETO He
IIPOM3JIN3a OT MPOYYBAHE WUJIH JIpyra OpraHu3MpaHa cucTteMa 3a cbOrupaHe Ha HH(popMalus.

72. "Cpok Ha TOJHOCT Ha JIEKAPCTBEH IPONYKT' € HHTEPBANBT OT BpPEME, B KOWTO, aKko ce
ChbXpaHsBa MPH MPEIIHCAHUTE YCIOBUS, JEKAPCTBEHUAT MPOIYKT OTroBaps Ha M3MCKBAaHUATA Ha
cnienu(puKanuaTa, pa3padoTeHa Bb3 OCHOBA Ha M3CIE/IBAaHUS 3a CTAOMJIHOCT HA HSKOJKO MAPTHUIH
oT rotoBara (opma.

73. (U3m. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) "ChoTBeTCTBAIL JIEKAPCTBEH MPOAYKT
Ha PacCTUTEJIEH JIEKaPCTBEH MPOIYKT'" € MPOAYKT, KOMTO ChIbp>Ka €IHU U ChIIIA AKTUBHU BEILIECTBA,
HE3aBUCHMO OT ChCTaBa Ha IMOMOIIHHMTE BEIIECTBa, MpeJHa3HaueH € 3a eIHa M Chlla Lel, C
€KBUBAJIEHTHO KOJIMYECTBO Ha JIEKAPCTBEHOTO BEIECTBO/BEIIECTBA, U C €/IHA U ChIIla J03UPOBKA, U
ChC CHUIMS WM MOI00EH ITHT HA BbBEXKAAHE KAaTO MPOIYKTa, 32 KOWTO € T0Jja/IeHO 3asiBJICHHUE.

74. "Cpob1ieHre 3a HeXKelaHa JIKapCcTBEHa peakius” € JoKyMeHTHpaHa HH(OopMalns 3a eHa WIU
MoBEeYEe IMOJI03UPAHU HEXKEJIaHW peaklMd, CBbp3aHH C ynorpebara Ha €AUMH WIM IIOBeYe
JIEKaQpCTBEHH TPOAYKTH OT €IWH IalWeHT. 3a 3a4hTaHe Ha BaJHMIHOCTTa Ha CHOOIICHHETO 3a
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He)KellaHa JIeKapCTBEHAa peaklMs ca HeoOXOJUMH MUHUMYM JaHHU 32 WIACHTHUQUIMpAHE Ha
cboOUMTENs (MHULMAIN WM aJipec, WM NpoQecus/CneraaIHocT), Ha MalueHTa (MHULHAIN I
BB3pACT, WIM JaTa Ha pakJaHe, WIM I0J1), Ha HeXellaHaTa Peakius/ChOuTHEe M Ha MOJO03UpaHUs
JIEKapCTBEH MPOJYKT.

75. (U3m. — IB, 6p. 84 ot 2018 1., B cuita 6 mecena cien myOIrMKyBaHe Ha ChOOIIEHUETO 110 WI. 82,
naparpad 3 ot Pernament (EC) Ne 536/2014) "CeoiecTBeHa mpoMsiHa B TPOTOKOJIA HA KITMHUIHOTO
M3NUTBaHE" € ChIEeCTBEHA MPOMsHA M0 CMHCHJa Ha Wi. 2, maparpad 2, Touka 13 ot Permament
(EC) Ne 536/2014.

75a. (Homa - JIB, 6p. 102 ot 2012 1., B cuyia ot 21.12.2012 r.) "ChIiecTBEHH IPOMEHHU B MPOTOKOIA
Ha HEWHTEPBEHIIMOHAIHO INOCTMApKETMHIOBO NpoydBaHE" ca MPOMEHH, KOWUTO MOBIHUSBAT Ha
Oe3omacHoCTTa, (U3MYECKaTa WJIM TCUXMYECKaTa HEMPUKOCHOBEHOCT Ha MAllMeHTUTE WM Ha
pe3yATaTuTe OT MPOYYBAHETO U TAXHATA UHTEPIIPETALIHSL.

76. (U3m. - JIB, 6p. 71 ot 2008 ., B cuna ot 12.08.2008 1.) "Tpera nbpkaBa" € abpxkaBa, KOSITO HE
€ JAbpKaBa - wieHKa Ha EBpomnelickus cbio3, WK HE € AbpkaBa - cTpaHa o Cropa3zyMeHHETO 3a
EBporeiickoTo HKOHOMHYECKO MPOCTPAHCTBO.

77. "TwproBust Ha enpo" ca BCUYKHU ACHHOCTH 1O MPUAOOMBAHE, ChXpaHsSBaHE, CHAOAsIBAaHE, BHOC
WIM H3HOC Ha JIEKapCTBEHH TMPOIYKTH, C HU3KIIOUEHUE Ha CJIydauTe Ha INpPeJOCTaBIHE Ha
JIEKapCTBEHU MPOJYKTH TUPEKTHO HA HACEJIEHHUETO.

78. (U3m. — 1B, Op. 84 ot 2018 ., B cuia 6 Mmecena cies myOIMKyBaHe Ha ChOOIIEHUETO MO Wil 82,
naparpad 3 or Permament (EC) Ne 536/2014) "VuacTHUK" € y4acTHUK IO CMHUCHJIA HA 9WI. 2,
naparpad 2, rouka 17 ot Pernament (EC) Ne 536/2014.

79. (Ot™m. — [IB, 0p. 84 ot 2018 r., B crita 6 Mecena ciie; MyOJIMKyBaHe Ha ChOOIIICHUETO 110 WI. 82,
naparpad 3 ot Pernament (EC) Ne 536/2014).

80. "dapmakories" ¢ COOPHUK C YTBBPACHH CrICIIH(PHUKAIINN U CHOTBETHU U3UCKBAHMS BBB BPH3Ka C
MIPOU3BOJICTBOTO, M3MUTBAHETO, CHXPaHIBAHETO W O0O3HAYABAHETO Ha AaKTHUBHU BEIIECTBA,
MIOMOIIIHM BEIIECTBA, JIGKAPCTBEHW (opMH, MaTephaly 3a ONAKOBKM M CHCTAaBHU YacTH Ha
JIEKapCTBEHHUSI MPOIYKT.

81. "®apmaxoneiiHa peuentypa" € mpeanucaHue 3a JIEKapCTBEH IMPOAYKT, U3rOTBEH B alTeKa IIo
penentypa oT AeiicTBaiia ¢papmakornes U MpeaHa3HAueH 3a MPEJAOCTaBsHE Ha MAIlEeHTUTE B ChIllaTa
anTeKa.

8la. (Hosa - /IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m., 6p. 102 ot 2012 r., B cuna ot
2.01.2013 r.) "®anmuduumpan JeKapcTBEH NPOAYKT" € BCEKH JIEKapCTBEH MPOJIYKT, IPU KOUTO ca
MIPEJCTaBEHU HEBSIPHO:

a) HeroBaTa WICHTHYHOCT, BKJIIOYUTEIHO JAHHWUTE BBPXY MHPBUYHATA WM BTOPHYHATA MY
OTIaKOBKa, MIMETO MY WJIHM ChIbP>KAaHUETO MO OTHOIIEHUE Ha KOSITO U /1a € OT HETOBUTE ChCTaBKH,
BKJTIOYMTETHO TIOMOIIHHATE BEIIECTBA, M KOJMYECTBOTO HA aKTUBHOTO BEIIECTBO B JI030BA €INHUIIA,
0) HEroBUAT W3TOYHMK, BKIFOUHTETHO MPOU3BOJIUTENAT MY, Ibp)KaBaTa, B KOSTO € MPOU3BEJIEH,
IbpXKaBaTa, B KOSITO € IyCHAaT Ha Ma3apa, Wid INPUTEXKATeNAT Ha pa3pelieHueTo My 3a ynorpeoa,
WIH

B) XPOHOJIOTHSATA, BKIFOUMTEITHO 3alMCUTE U JOKYMEHTHUTE, CBhP3aHH C M3IOJ3BaHATa BepUTra Ha
JOCTaBKa.

He ce cmsara 3a dammudunupan 1ekapcTBEH NPOIYKT TaKbB C HEMPETHAMEPEHO JOIYCHATH
OTKJIOHEHHS B KQ4eCTBOTO, KAKTO M JIEKAPCTBEH MPOJYKT, KOUTO € MyCHAT Ha Iaszapa B HapylleHue
Ha TpaBaTa Ha MHTEJIEKTyajaHaTa COOCTBEHOCT.

82. "XoMeomaTuueH JEKapCTBEH MPOAYKT"' € JEKapCTBEH IPOAYKT, IPUTOTBEH OT BELIECTBA,
HapWYaHW XOMEONATH4YeH W3TOYHHK, CHITIACHO NMPOM3BOJCTBEHHUTE Tpoleaypu Ha EBpomeiickara
dapmakories, a py JIMIICAa HA TAKKBA - ChITIACHO HAIMOHANTHATA (papMakomes Ha IbpKaBa YIeHKa.
83. "llena, n3unciena Ha 6a3za pedepeHTHa CTOMHOCT" € IleHaTa, 0Opa3yBaHa 3a BCEKHU JICKApCTBEH
MpOAyKT, BKitoueH B [lo3WTHMBHUS JEKapCTBEH CIUCHK, W3YUCICHAa Ha 0a3a ompeneneHara
pedepeHTHa CTOMHOCT 3a nepuHUpPaHa THEBHA /1032 WU TEPATIEBTHYCH KYypC.

84. (Otm. — 1B, Op. 84 ot 2018 r., B cuita 6 Mecena cien NyoJMKyBaHe Ha CbOOLIEHUETO Mo wWi. 82,
naparpad 3 ot Pernament (EC) Ne 536/2014).
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85. "3moymoTtpeba C JeKapcTBEHHW MPOAYKTH' € TOCTOSHHA WJIM CMU30JWYHa TpeIHaMepeHa
MpeKoMepHa yrmoTpeba Ha JEKapCTBEHH NPOAYKTH, MPUAPYKEHA C BpPeAHH (U3MYECKU WU
MICUXOJOTHYECKU e(heKTH.

86. (Homa - JIB, 6p. 41 ot 2009 r., B cuna ot 2.06.2009 r.) "Kbpmauera" ca nema mox 12 mecena.
87. (Hosa - JIB, Op. 41 ot 2009 r., B cuna ot 2.06.2009 r.) "Xpanu 3a Kbpmauera" ca XpaHH,
npeJHasHaueHH 3a creurn(uyHa XpaHUTeIHa ynorpeda OT KbpMayeTa B Iepuoja Ha IMbPBUTE UM
Mecel, KOUTO CaMU ca JOCTaThYHU Jia 33JJOBOJISAT XPAaHUTEIHUTE HYKIU Ha TE€3H KbpMaudera 0
MOMEHTA Ha BBbBEXKJAAaHE Ha MOIXOIIIIA TOMBIHUTEIIHA XPaHa.

88. (Homa - IB, 6p. 41 ot 2009 r., B cuna ot 2.06.2009 r.) "lIpexomnu XpaHu" ca XpaHH,
npeJHasHauYeHW 3a CHeruduyHa XpaHuTeTHa yHorpeda OT KbpMadeTa NpH BBBEXKAAHETO HA
MOAXO/IA1Ia TOMBbIHUTENIHA XpaHa U KOUTO MPEACTaBIsABaT OCHOBHATA T€YHA XpaHa OT MPOTPECUBHO
YBEJIMUYABAIIOTO CE€ Pa3HOOOpa3e Ha XPAaHUTE MIPH T€3U KbpMayeTa.

89. (Hosa - JIB, Op. 12 ot 2011 r., B cuna ot 8.02.2011 r.) "[Ipomsna tun IA" e mpomsHa ¢
MUHHMAJIHO BBb3JEHCTBUE WM 0e3 BB3JCHCTBHE BBPXY KauyecTBOTO, OE€30MAaCHOCTTa WU
e(UKaCHOCTTa HAa CbOTBETHUS JIEKAPCTBEH MPOAYKT.

90. (Hosa - /IB, 6p. 12 ot 2011 r., B cuna ot 8.02.2011 r.) "IIpomsina tun IB" e mpomsiHa, KOSTO HE
e Huro Tun A, Huto mpomsHa Tun II, HUTO pasmupsiBaHe Ha 0OXBaTa Ha pa3pelICHUETO 3a
ynotpeoa.

91. (Homa - /1B, Op. 12 ot 2011 r., B cuna ot 8.02.2011 r.) "[Ipomsna tum II" e nmpomsHa, KOATO HE
ce sBsABa paslIMpsBaHE Ha O0OXBaTa Ha pa3pelIeHHETO 3a YHoTpeda W KOATO MOXKE Ja HMMa
CBILECTBEHO BB3JICHCTBUE BBHPXY KadeCTBOTO, OE30MACHOCTTa WM e(UKAaCHOCTTAa Ha CHOTBETHUS
JIEKapCTBEH MPOIYKT.

92. (Hoga - /IB, 6p. 102 oT 2012 1., B cruta ot 21.12.2012 r.) "Jlenerupan akt" € akT 10 CMHCHJIAa Ha
qi1. 290 ot [loroBopa 3a ¢pyHKIMOHHpPAHETO HAa EBpoOIeicKust Chio3.

§ 2. HaumenoBanueto na MAJI ce n3nucea Ha naTUHUIA, KakTo cieasa: "Bulgarian Drug
Agency".

§ 3. MuHUCTEPCKUAT ChBET OMpEelis yCIOBHATa U pela 3a HaOaBsHE, ChbXPaHSIBaHE U
OOHOBSIBaHE Ha JICKAPCTBEHUTE MPOYKTH, ChbXpaHsBaHH OT JlbpkaBHa areHus "JIbpikaBeH pe3epB
Y BOGHHOBPEMEHHHU 3amacu'.

§ 4. (Hom. — JIB, 6p. 18 ot 2014 r.) To3u 3ak0oH BBbBEXkAa paznopeadoute Ha JlupextuBa
2001/83/EO na EBpomneiickus napiameHT 1 ChBeTa 3a yTBbpKAaBaHe Ha Kojaekc Ha OOIHoOCTTa 32
JIEKapCTBEHM NMPOJAYKTH 3a XyMaHHa ynoTpeba, nocienHo usMeHeHa ¢ Jupextusa 2004/27/EO Ha
EBponeiickus napiaamenT u CbBeta, u Ha [{upextuBa 2012/26/EC na EBponeiickus mapiaMeHT U Ha
CwBera ot 25 oxtomBpu 2012 r. 3a u3meHenue Ha JupextuBa 2001/83/EO mo oTHomieHue Ha
¢dapmakonornunata 6aurensoct (OB, L 299/1 ot 27 okromspu 2012 r.).

§ 5. CpokoBere 3a 3amMTa Ha JAaHHUTE 3a pPePEPEHTHU JIEKAPCTBEHU IMPOAYKTH CE
npuiaraT cbriaacHo pasmnopenoute Ha wi. 89 or Permament (EO) Ne 726/2004 na EBpomnelickus
napiamedT u ChBera u wi. 2 ot Hupextusa 2004/27/EO na EBponeiickus mapiameHT u CbBera.

§ 5a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 30.09.2011 r.) (1) (M3wm. - 1B, 6p. 102 ot
2012 r., B cunma ot 1.04.2013 r., 6p. 85 ot 2017 r.) MHUHHCTEpCTBOTO Ha 3ApPaBEOIa3BAHETO,
HarmoHanmHusT ChbBET MO IIEHH U peuMOypcHupaHe Ha JIEKapCTBEHUTE MPOIYKTH, M3mbIHUTENHATA
areHIMs 110 JICKapCTBaTa W PETHOHATHUTE 3JPaBHU HMHCIEKIIMA OCHUTYpPSIBAT BB3MOXKHOCT 3a
npenocTaBsiHe Ha WHGOpManusg M TpHEMaHe Ha 3asBIEHUS U JOKYMEHTH TO TO3H 3aKOH IO
SJICKTPOHEH BT TIPH YCJIOBHSATA U IO pejia Ha 3aKOHA 3a €JIEKTPOHHUS JOKYMEHT U €JICKTPOHHUTE
yIIOCTOBEPUTEIIHU YCIYTH U 3aKOHA 32 €NIEKTPOHHOTO YIIPaBJICHHUE.
(2) IpenocrapsiHeTo HAa MHMDOPMAIIHS W MPUEMAHETO HA 3aSBJIICHUS W JIOKYMCHTH I10 €JICKTPOHEH
BT C€ U3BBPIIBAT CJIE]l OCUTYpsSBaHE HAa CHOTBETHUTE TEXHHUYECKH M OPTaHHU3AI[MOHHU YCIOBUS,
KaKTO ¥ Ha ChOTBETHHUTE IIPOTPAMHHU TIPOAYKTH.

§ 56. (Hos — IB, Op. 67 ot 2020 r.) 3a HEypeACHUTE C TO3U 3aKOH CIy4au Ce Mpuiarat
pasnopenouTe Ha A IMHHHACTPATHBHOIIPOIICCYATHUS KOJIEKC.
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HPEXOAHU U 3AK/TIOYUTEJIHUA PA3ZITIOPEIBU

§ 6. 3aKOHBT 3a JIeKapcTBaTa M alNTEKUTE B XymMaHHata MeauiinHa (o6H., JIB, Op. 36 ot
1995 r.; 6p. 61 ot 1996 r. - Pemenue Ne 10 ma Koncturymuonnus cb1 ot 1996 r.; u3m., 6p. 38 ot
1998 r., 6p. 30 or 1999 r., 6p. 10 or 2000 r., 6p. 37 or 2000 r. - Pemenne No 3 Ha
Koncrurynmonsust ¢va ot 2000 r.; uzm., 6p. 59 ot 2000 r., 6p. 78 ot 2000 T. - Pernenne Ne 7 Ha
Koncturymmonnus cbn ot 2000 r.; u3m., 6p. 41 ot 2001 1., 6p. 107 u 120 ot 2002 r.; momp., Op. 2
ot 2003 r.; u3m., 6p. 56, 71 m 112 or 2003 r., 6p. 70 u 111 ot 2004 1., 6p. 37, 76, 85, 87, 99 u 105
ot 2005 r., 6p. 30, 31, 34, 75 u 105 ot 2006 T.) ce OTMEHs, C U3KIIOYCHUE Ha pa3nopeadara Ha 4.
10, an. 2, KosTO ce mpuiara 3a Cpok 70 €jHa roJIHa OT JACHs Ha BIM3aHETO B CHJIa HA TO3H 3aKOH.

§ 7. (1) Pa3pemienusita 3a ynorpeda Ha JIEKapCTBEHU MPOAYKTH, U3JIAJICHU JI0 BIU3aHETO
B CHJIa HA TO3U 33aKOH I10 HAI[MOHAJHA MPOLEAYpPa, KOUTO ca Pa3pelIeH! U B IbP>KABUTE UJICHKH I10
LEHTpaIN3MpaHa npoleaypa, ce mpekparsBar, cuutado ot 1 suyapu 2007 r.
(2) Pa3pemienusita 3a ynorpe0da Ha JIeKapCTBEHU MPOIYKTH, U3/1aJICHH JI0 BIM3aHETO B CUJIA HA TO3U
3aKOH 10 HAI[MOHATHA MPOLEAYypa, CE MPUBEKAAT B ChOTBETCTBUE C M3UCKBAHHUITA My KbM JIaTara
Ha TIOJTHOBSIBAHETO UM.
(3) Paspemenmsita 3a ymorpeba Ha JIEKAPCTBEHU MPOIYKTH, KOWTO IOmNajar B oOxBaTa Ha
Pernament (EO) Ne 726/2004 na EBporneiickus napiamenT u ChBeTa U ca pa3pelieHu 3a ynorpeda
10 pena Ha OTMEHEHHWs 3aKOH 3a JIeKapcTBaTa W aNTEeKUTe B XyMaHHATa MEAHWIIMHA KaTo
CBILIECTBEHO MOJOOHM MPOAYKTH, HO HE ca paspelieHd 3a ynorpeba B EBpomeiickusi cbio3 1o
[EHTpaAJIM3UPaHa IPOoIEeypa, Ce MPEKpaTsIBaT.
(4) JlexapcTBeHHTE MPOIYKTH, pa3pelieHu 3a ynorpeda B EBponeiickus chio3 1Mo HMeHTpalu3upaHa
nporeypa, YueTo HallMOHATHO pa3pelIeHue 3a ynorpeda € mpeKpaTeHo 1o peaa Ha ai. 1, morat na
ObJaT mpojaBaHM Ha Teputopusra Ha PemyOnuka bbarapus B ONakoBKM M C JIMCTOBKH B
CBHOTBETCTBUE C MPEKPATCHOTO HAIMOHAIHO pa3pelieHue 3a yrnoTrpeda, 3a CPOK HE MO-TBIBI OT
€/IHa TOJIMHA OT JIaTaTa Ha MPEKPaTSIBaHETO MY.

§ 8. (1) YTBBpAEHUTE NPEEIHU LIEHU U PETUCTPUPAHUTE LIEHU IO peJja Ha OTMEHEHUS
3aKoH 3a JIeKapcTBaTa U allTeKUTe B XyMaHHaTa MEAMIIMHA Ha JEKapCTBEHU NMPOAYKTH, pa3pelleHn
3a ynorpeba B EBponeilickus cbr3 O LEHTPaIM3MpaHa MpPOLeaypa, YUETO HALUOHAIHO
paspelnieHre 3a ynorpeba e MpekpaTeHo 1o pena Ha § 7, an. 1, octaBaT B cuja B CPOK JI0 €IHA
roJIMHa OT J1aTaTa Ha MPEeKpaTsBaHeTO My.

(2) YTBBpACHUTE MpEAeIHM LEHU W PErHMCTpUpaHHUTE IIEHW IO peJa Ha OTMEHEHHs 3aKOH 3a
JieKapcTBaTa M anTeKUTe B XyMaHHaTa MEAMIIMHA Ha JIEKapCTBEHU MPOAYKTH, U3BBH TE3U MO ai. 1,
ocraBar B cwia B cpok 10 31 nexemBpu 2007 r.

§ 9. (1) 3asBnenusTa 3a pazpenieHue 3a yrnorpeda, moAHOBSIBaHE, MPOMsHA Ha U3a/I€HO
paspellieHue, NoJaJAeHH 10 BIM3AaHETO B CHJIA HA TO3W 3aKOH, C€ Pa3riexkJaT U MPUKIIYBAT MPH
YCJIOBHSITA U TIO pefia, MPEABUIEHU B HETO.

(2) TlogamenuTe 3asBICHHS W AOKYMEHTAIMsl 3a pa3pellaBaHe 3a ymoTrpeba Ha JIeKapCTBEHU
MPOJAYKTH, KOUTO TomajarT B oOxBaTa Ha mpolenypara mo 4jia. 74, cbOTBETHO mo wi. 75, ce
MPUBEX/IAT B CHOTBETCTBUE C U3MCKBAHMITA HAa TO3U 3aKOH B CPOK JO TPHU Mecela OT BIU3aHETO MY
B CHJa.

(3) Korato B cpoka mo ai. 2 3asBJICHMETO W JOKYMEHTAlMsATa MO ajl. 2 HE ca NPUBEICHU B
CHOTBETCTBHE C M3UCKBAHUSTA HA TO3M 3aKOH, MPOIEAypaTa Mo pasriekIaHeTO UM Ce TIPEKpaTsBa.

§ 10. (1) KnuanuHUTEe M3NUTBAHUS, pa3pelIeHH /10 BIM3AaHETO B CUJIa HA TO3M 3aKOH, C€
JIOBBPIIBAT I10 JIOCETAITHUS pef.
(2) 3asBneHusTa 32 MPOBEXKIaHE HA KIIMHUYHO W3MHUTBAaHE HA TepuTopusiTa Ha Pemybnuka brarapus
ce MojaBaT, pa3riieXk/1aT U IPUKIIIOUBAT IIPU YCIOBUATA U 110 pejia Ha TO3U 3aKOH, CJIE]] BIM3aHETO B
cuijia Ha HapezaOaTa o wi. 82, ai. 3.
(3) 3asBneHusATa 32 IPOMEHH B pa3pelieHy KIMHUYHU W3MUTBAHMS, MOJAZCHH JI0 BIM3aHE B CUJIa
Ha TO3U 3aKOH, C€ Pa3riex/J1aT U MPUKIIOUBAT MIPU YCIOBUATA U IO peia, IPEIBUICHH B HETO.
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§ 11. 3asBieHus 3a u3gaBaHe Ha pa3pelieHus 3a MPOU3BOIACTBO U 3a THPrOBUS Ha €1IpoO C
JIEKAPCTBEHU MPOAYKTH, MOJAJACHU A0 BIM3aHETO B CHJIa HAa TO3W 3aKOH, CE€ pas3riexaar U
MIPUKJIIOYBAT MIPH YCIOBUATA U 10 PeJia, MPEABUACHU B HETO.

§ 12. (1) IIpousBoauTenuTe Ha JICKAPCTBA, MOJYUYUIIU pa3pelieHue 3a MPOU3BOACTBO 10
pena Ha OTMEHEHHus 3aKOHa 3a JeKapcTBaTa M alTeKUTe B XyMaHHaTa MEIWLMHA, MPUBEXKAAT
MIPOU3BOJICTBEHATA CU JACHHOCT B ChOTBETCTBHUE C M3MCKBAHUATA HA TO3M 3aKOH IO OTHOIICHHE HA
KBaJIM(ULIHPaHOTO JuIe 1o 4i. 148, T. 2 B cpoK TpU Mecela OT BIU3aHETO B CHJIa HA TO3U 3aKOH.
(2) 3aBapeHuTe KbM BJIM3aHETO B CUJIA HA TO3U 3aKOH MMPOU3BOJUTENH OCBIIECTBSABAT IEUHOCTTA CU
Bb3 OCHOBa Ha HW3JIaJICHUTE UM IO pela Ha OTMEHEHHUs 3aKOH 3a JieKapcTBaTa M anTeKuTe B
XyMaHHaTa MEIUIIMHA Pa3peIICHHUS.

§ 13. (1) JIumara, mony4riin pa3perieHue 3a ThproBus Ha €Apo C JEKapcTBa MO peaa Ha
OTMEHEHHUs 3aKOH 3a JICKapCTBaTa U aNTeKUTE B XyMaHHATa MEAULIMHA, IPUBEKAAT JEHHOCTTA CH B
CHOTBETCTBHUE C U3UCKBAHHUATA HA TO3U 3aKOH B CPOK 710 12 Mecela OT BIU3aHETO My B CHIIA.

(2) o m3naBaHe Ha pa3pelieHue 3a ThProBUs Ha €IpO C JIKAPCTBEHU MPOJIYKTH MO peAa Ha TO3U
3aKOH, HO HE MO-KbCHO OT M3THYaHE Ha CPOKa Mo aji. 1, nunaTa mo ai. 1 ochllecTBsABAT 1eHHOCTTa
CH BbB3 OCHOBAa Ha M3J3JICHOTO 1O peJa Ha OTMEHEHHMs 3aKOH 3a JIEKapcTBaTa M AanTeKUTe B
XyMaHHaTa MeJUIMHA pa3pelieHne 3a ThProBus Ha €po C JIEKapCTBa.

(3) C uzpaBaHeTO Ha pa3pelIeHUE 3a ThPrOBUS HA €IpO C JIEKApCTBEHU MPOAYKTH 110 pella Ha TO3U
3aKOH, CbOTBETHO C M3THYaHE Ha CPOKa Mo ai. 1, W3aJeHOTO MO pela Ha OTMEHEHHsS 3aKOH 3a
JIeKapcTBaTa U aNTeKUTE B XyMaHHAaTa MEJIMIIMHA pa3pellieHne 3a ThPTrOBHS Ha €O C JICKapCcTBa ce
MpeKpaTsBa.

§ 14. (1) Jlumara, mony4ryin pa3zperieHne 3a ThproBusl Ha €Ipo € JICKapCTBa MO peja Ha
OTMEHEHUsl 3aKOH 3a JIEKapCTBaTa M alTEeKUTE B XyMaHHATa MEJIMIIMHA, MOTaT Ja OCBILECTBIBAT
BHOC Ha JICKAPCTBEHU MPOJYKTH Ha Teputopusita Ha Pemybnuka bwiarapust ot TpeTu abpkKaBu Bb3
OCHOBA Ha TOBAa pa3pelleHre JI0 MOTy4aBaHe Ha pa3pellieHre 3a BHOC MO pejia Ha TO3U 3aKOH, HO He
MO-KBCHO OT 12 Mecena OT BIM3aHETO MY B CHJIA.

(2) B enHomecedeH cpok OT BIM3aHETO B CHJla Ha TO3M 3aKOH Jumara mo an. 1 mogasaT B MAJI
YBEJAOMJICHHE 32 JIUIETO, KOSTO 1€ M3ITBIHABA (QYHKIIMUTE HA KBATU(UIIUPAHO JIUIIE IO CMUCHIIA
Haul 161, an. 2, 1. 1.

§ 15. CpokbT Ha nelicTBME Ha pa3pellieHusATa 3a THhProBUsS Ha €ApO C MEAMIIMHCKHU
u3Jenus, U3JaJeHU 10 pela Ha OTMEHEHHs 3aKOH 3a JeKapcTBaTa M anTeKUTe B XyMaHHara
MEIUIIMHA, Ce yIbbKaBa ciryxkeoHo 1o 31 nexkemBpu 2007 r.

§ 16. (U3m. - [IB, 6p. 19 ot 2008 ., 0T™., Op. 71 oT 2008 1., B cuna ot 12.08.2008 r.).

§ 17. (1) 3aBapeHuTe A0 BIM3aHETO B CHJIa HAa TO3U 3aKOH JPOT€PUH OCBHIIECTBSIBAT
JeMHOCTTa CH BB3 OCHOBA HAa M3/A3JCHUTE MM YJIOCTOBEPEHMs IO pesla Ha OTMEHEHMs 3aKOoH 3a
JICKApCTBaTa U allTCKUTEC B XyMaHHAaTa MCIUIINHA.

(2) 3asBneHMs 3a M3/1aBaHE Ha YJIOCTOBEPEHMs 3a PEruCTpaldsl Ha JPOTepHUH, TMOAAJECHU JI0
BIIM3aHETO B CHJAa HA TO3M 3aKOH, C€ pas3IiIexJaT M MPUKIIYBAT MPU YCIOBUSATA M IO pena,
NPEBUIEHU B HETO.

§ 18. (1) (U3m. - [IB, 6p. 71 ot 2008 1., B cuiia ot 14.04.2008 ., 6p. 10 oT 2009 1., B cuna
ot 29.01.2009 r.) ITo3UTHUBHUAT JIEKAPCTBEH CIUCHK MO TO3M 3aKOH ce M3paboTBa MO pena,
MPEABUEH B HEro, ¥ Biau3a B cwiia Ha 31 mapt 2009 r.

(2) (U3m. - IB, 6p. 71 ot 2008 r., B cuna ot 14.04.2008 r.) Jlo BIM3aHETO B CHJIa HA CIIMCHKA IO all.
1 nevicrBany [lo3utnBeH nexkapcTBeH CHUCHK € [lO3UTUBHUAT JIEKAPCTBEH CHUCHK, MPUET C
Hapenbara 3a ompezensiHe Ha MO3UTUBEH JIEKapCTBEH crUChK B PemyOnuka bearapus (o6H., /B,
op. 113 ot 2003 r.; u3m., 6p. 18 o1 2004 1., O6p. 4 0T 2005 . 1 Op. 8, 107 m 112 oT 2007 T.).

(3) (Homa - /IB, 6p. 71 ot 2008 r., B cuna ot 14.04.2008 r., u3m., 6p. 23 ot 2009 r., B cuia oT
30.03.2009 r.) B aBymMecedeH CpoK Ciiel BIM3aHeTO B CHJIa HAa CIHCHKA IO al. | M3MBIHUTEIINTE HA
MeauuuHcka mnomonl npeanucBaT u H3OK 3amnama  jgekapcTBEHHTE MPOJIYKTH ChIJIACHO
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nekapctBenns cnuchbk Ha H3OK, npuer ¢ Pemenne Ne PJI-VC-04-127 ot 27 nexemBpu 2007 . 3a
OTIpe/ieTiTHe YCIOBUATA, HA KOUTO TPSOBa Ja OTrOBAPSAT M3MBIHUTEIUTE HAa MEIUIIMHCKA TTOMOIII,
pela 3a CKJIF0YBAaHE Ha JOTOBOPUTE C TSIX U APYrH YCIOBUA MO 4i. 55, an. 2, T. 2,4, 6 u 7 oT 3aKkoHa
3a 3/IpaBHOTO OCUTYPSIBAHE.

§ 19. (1) B cpox 1m0 Tpu Mecena oT BIM3aHe B CHJjla HA TO3H 3aKOH:
1. MUHHCTEPCKUAT CHBET M3MEHS M JOIbJIBA YCTPONCTBEHMS INMpaBWJIHUK Ha 3nbiHuTEeNnHara
areHuus I10 JIEKapCcTBaTa B CbOTBETCTBUE C TO3H 3aKOH;
2. MUHHCTBPBT Ha 37paBeolia3BaHeTo U3aBa HapeabdaTa mo wi. 82, ai. 3.
(2) B cpok 10 6 mecena OT BIM3aHE B CHJIA Ha TO3U 3aKOH MUHHCTEPCKUAT CHBET NpUEMa U
MUHUCTBPBT Ha 3paBEONa3BaHETO WH3/laBa JPYTrUTE HOPMATHBHU aKTOBE IO IPWJIAraHETO Ha
3aKOHA.

§ 20. Cnen u3TMyaHe Ha MBPBUTE JBE TOJWHU OT MaHJlaTa Ha YJCHOBETE HA KOMUCUUTE
o wr. 103, 107, 259 u 261 mo xpeduii ce onpeaessaT MojJoBHHATA OT WICHOBETE, YNHUTO MaHAAT Ce
MpeKpaTsiBa.

§ 21. (U3m. - JIB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) B cpok 10 1BE TOAUHU OT
BJIM3aHE B cujia Ha To3M 3akoH WAJI nmpennpuema HEOOXOAUMUTE NEHCTBHUS 33 aKpeIUTHpPaHE Ha
nabopaTopusTa CH 3a KOHTPOJ Ha JIEKapCTBEHHU MPOJIYKTH U aKTUBHHU BemiecTBa oT EBponeiickus
JUPEKTOpPAT 10 Ka4eCTBOTO Ha JIEKapCTBaTa U 3/1paBeola3BaHe.

§ 22. (B cuna ot 14.04.2008 r. - IB, 6p. 31 ot 2007 r.) B 3akona 3a 3a1paBHOTO
ocurypsiane (00H., JIB, 6p. 70 ot 1998 r.; uzm., 6p. 93 m 153 ot 1998 r., Op. 62, 65, 67, 69, 110
113 or 1999 1., 6p. 1, 31 u 64 ot 2000 r., 6p. 41 ot 2001 1., Op. 1, 54, 74, 107, 112, 119 u 120 ot
2002 r., 6p. 8, 50, 107 u 114 ot 2003 r., 6p. 28, 38, 49, 70, 85 u 111 ot 2004 r., Op. 39, 45, 76, 99,
102, 103 u 105 ot 2005 1., 6p. 17, 18, 30, 33, 34, 59, 95 u 105 ot 2006 1., O6p. 11 oT 2007 1., Op. 26
ot 2007 r. - Pemienne Ne 3 na Koncturyuuonnust cba ot 2007 r.) ce npaBsT CIEAHUTE U3MEHEHUS:
1. B u. 45:

a) anmuHeu 4, 5, 6 1 7 ce OTMEHSIT;

0) amuHes 8 ce U3MEHs TakKa:

"(8) YcnoBusTa M penbT 3a 3allalllaHe Ha JEKapCTBEHW NPOAYKTH, BKIOYEHH B Ilo3uTuBHUA
JIEKapCTBEH CIUCHK MO Wi. 262 0T 3aKOHAa 3a JIEKAPCTBEHUTE MPOIYKTH B XyMaHHATa MEIMIIMHA, Ha
MEIUIUHCKH W3JIENMs ¥ Ha JUETUYHH XPaHW 3a CIEIHaTHH MEJIWIUHCKH LENH CEe ypPEeKAar C
Hapea0a Ha MUHHCTBPA Ha 3/lpaBeona3BaHeTo."

2. Bu. 55, an. 2, T. 7 ce u3MeHs Taka:

"7. cOMChLUUTE ¢ MEAWLUUHCKU M3/eIMS U JMETUYHU XPaHU 33 CHEHMATHU MEAMLMHCKU LU U
nennre, 10 kouto H30K HambJIHO WM 9acTHYHO TH 3aIljialia; YCJIOBHSATA 3a MPEANMCBAHETO U
MOJTy4aBaHETO Ha JIeKapcTBaTa, MEJUIMHCKM W3JeNUs M JAUETHYHU XpaHU 3a CHElHaIHU
MEUIIUHCKY TIeNH. "

§ 23. B 3akona 3a neuebnure 3aBenenus (00H., B, 6p. 62 ot 1999 r.; uzm., 6p. 88 u 113
ot 1999 r.; momp., Op. 114 ot 1999 r.; u3zm., 6p. 36, 65 u 108 ot 2000 r.; 6p. 51 ot 2001 1. -
Pemenne Ne 11 na Koncturymmonnus cba ot 2001 .5 uzm., 6p. 28 u 62 ot 2002 r., 6p. 83, 102 u
114 ot 2003 r., 6p. 70 oT 2004 1., Op. 46, 76, 85, 88 u 105 ot 2005 r., Op. 30, 34, 59 u 105 ot 2006
T.) Ce MPaBAT CICTHUTE TOMbIHEHHUS:

1. Bun. 17 ce cb3aara ai. 4:

"(4) B AnarHoCTUYHO-KOHCYATATUBHUS LIEHTHP MOTaT Jia C€ MPOBEXKIAT KIMHUYHU U3MUTBAHUS Ha
JIEKapCTBEHH MPOAYKTH 1O pea Ha 3aKOHA 3a JIEKApCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIUHA. "
2. B um. 26 ce cp3maBa ai. 4:

"(4) B nucniancepa Morar jAa ce MpoBeX/JaT KIMHUYHU M3MUTBAHUS HA JEKApCTBEHH MPOJYKTH I10
pena Ha 3aKOHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa MeIMLIMHA. "

§ 24. B § 14 ot npexoHUTE U 3aKITIOUYUTEITHUTE pa3nope0n Ha 3aK0oHa 32 U3MEHEHHE Ha
3aKkoHa 3a ChCIOBHUTE OpraHU3allMM Ha Jiekapute u ctomatonosute (B, Op. 76 ot 2005 r.) ce
MPABAT CIICAHUTE U3MEHEHUS M JOTIBJIHEHHS:
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1. JloceramHusT TEKCT CTaBa aj. 1 U ce M3MEH TaKa:

"(1) UnauBuayanHuTe U rpynoBUTE MPAKTUKU 32 CTOMATOJIOIMYHA [TOMOIL, CTOMaTOJOTUYHUTE U
MEINKO-CTOMATOJIOTHYHUTE LIEHTPOBE, KOUTO Ca PErMCTPUpPaHU KaTO THPTOBUU MO THProBCKus
3aKOH WJIHM KaTo KOoIlepal 10 3aKOHA 3a KOOIEpallMMUTEe, NMPUBEXKJAT HAUMEHOBAaHUATA CU B
CHOTBETCTBUE C § 2 OT TO3W 3aKOH M BIIMCBAT MPOMSHATa B THPrOBCKHUS PETUCTHP, PETUCTHP
BYJICTAT u B chOTBETHHS pErMOHAJICH IIEHTHP MO 37paBeona3Bane B cpok 10 31 aexemspu 2007
r."

2. Cp3nmaBar ce an. 2, 3 u 4:

"(2) NnauBuayanHuTe MPaKTUKUA 32 CTOMATOJOTMYHA IOMOIL, KOUTO HE Ca PErMCTPUpPAHU KaTo
THProBUM N0 THProBCKUs 3aKOH, MPUBEXKIAT HAMMEHOBAHUATA CU B CHOTBETCTBUE C § 2 OT TO3H
3akOoH W BoucBar npomsHata B peructbp BYJICTAT u B ChOTBETHUA pEruoHa]CH LEHTBHP IO
3/lpaBeolla3BaHe B cpoka 1o ai. 1.

(3) BroucBanero Ha mpomsiHaTa Ha HaWMMEHOBAHHUETO 3a MPAKTUKUTE U IIEHTPOBETE Mo ai. 1 B
Thprockus peructbp U peructsp BYJICTAT ce u3BbpiBa, KakTo ClIeBa:

1. no 1 romu 2007 1. - mo pena Ha THProBCKUsS 3aKOH, 3aKOHA 3a KOOIEpalMUTe W 3aKOoHa 3a
peructsp BYJICTAT;

2.0t | ronu 2007 r. - o peaa Ha 3aKOHA 3a ThPIOBCKHUS PETUCTHP.

(4) dbpxaBHU Takcu 3a BIIMCBaHE Ha MPOMEHUTE 10 ai. 1 u 2 He ce AbKar."”

§ 25. B 3akoHa 3a MaTEeHTUTE U PETUCTpalUATa Ha ToJe3HuTe Moaenu (o6H., JIB, Op. 27
ot 1993 r.; u3m., 83 ot 1996 1., 6p. 11 oT 1998 1., 6p. 81 oT 1999 1., 6p. 45 1 66 ot 2002 1., Op. 17,
30 1 64 oT 2006 1.) B wi. 20 T. 7 ce OTMEHS.

§ 26. B 3akoHa 3a chClIOBHATa OpraHU3aIvs Ha MarucTbp-papmanestute (00H., B, Op.
75 ot 2006 1.; u3M., 6p. 105 o1 2006 1.) B 4. 5 T. 9 ce u3MeHs Taka:
"9, naBa CTaHOBMINA 32 OTKPHMBAHE HA anTeKu chrilacHo wi. 228, an. 1, 1. 9 or 3akoHa 3a
JIEKapCTBEHUTE MPOJYKTH B XyMaHHATa MeIULIMHA."

§ 27. B § 1, . 7 oT nombiaHUTETHATA pa3nopeada Ha 3aKoHa 3a MHTETpallys Ha Xopara C
yBpexaanus (00H., /1B, Op. 81 ot 2004 r.; usm., 6p. 28, 88, 94, 103 u 105 ot 2005 r., 6p. 18, 30,
33,37,63,95,97 u 108 ot 2006 r.) u3pedeHune BTOPO ce U3MEHs Taka: "MeauIMHCKUTE U3CIIUs HE
ca MOMOIIIHU CPEJICTBA, IPUCTIOCOOIECHUS U ChOPBKEHHS .

§ 28. B 3akona 3a akIu3uTe U JaHbYHUTE CKiazoBe (00H., JIB, Op. 91 ot 2005 r.; usm.,
op. 105 ot 2005 r., 6p. 30, 34, 63, 81, 105 u 108 ot 2006 r.) B un. 22, an. 3, T. 2 aAymute "3aKoHa 3a
JIeKapCcTBaTa W amnTeKWTe B XyMaHHATa MeAHIMHA" ce 3aMEHAT ChC "3aKOHa 3a JICKapCTBEHUTE
IIPOJYKTH B XyMaHHAaTa MEIULIAHA".

§ 29. B 3akona 3a reneTnyHO Moauduuupanu opranuzmu (06H., JIB, Op. 27 ot 2005 r.;
u3M., Op. 88 u 99 ot 2005 r., 6p. 30 ot 2006 1.) B uiI. 2, an. 2, T. 3 gymuTte "3aKoHa 3a JeKapcTBara
U anTeKuTe B XyMaHHAaTa MeAMIMHA" ce 3aMEHST ChC "3aKOHa 3a JIEKApCTBEHUTE NPOAYKTU B
XyMaHHaTa MeIUIHA".

§ 30. B 3akona 3a 3amuta Ha notpedutenure (06H., JIB, 6p. 99 ot 2005 r.; uzm., 6p. 30,
51, 53,59, 105 u 108 ot 2006 1.) B un. 186, an. 2, T. 4 nymurte "3akoHa 3a JeKapcTBaTa U alTEKUTE
B XyMaHHaTa MeAuIuHa" ce 3aMEHAT ChC "3akoHa 3a JIEKAPCTBEHUTE MPOAYKTH B XyMaHHaTa
MenumuHa".

§ 31. B 3akona 3a 3apaBeto (00H., JIB, 6p. 70 ot 2004 1.; u3m., 6p. 46, 76, 85, 88, 94 u
103 ot 2005 r., Op. 18, 30, 34, 59, 71, 75, 81, 95 u 102 ot 2006 r.) ce mpaBsT CIETHUTE U3MEHEHUS:
1. B un. 4 nymute "3akoHa 3a JekapcTBaTa W aNTEKUTE B XyMaHHAaTa MEIUIIMHA" C€ 3aMEHAT ChC
"3aKoHa 3a JIEKapCTBEHUTE IPOAYKTH B XyMaHHATa MEIULIMHA".
2. B un. 21, an. 3 gymute "3akoHa 3a Je€KapcTBaTa M alTEKUTE B XyMaHHATa MEAUIIMHA" CE 3aMEHST
cbC "3aKoHa 3a JIEKapCTBEHUTE NPOAYKTH B XyMaHHaTa MeIUIMHA".
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§ 32. B 3akoHa 3a KOHTPOJI BbPXY HAPKOTUYHHUTE BEIIECTBA U MpeKypcopute (00H., /1B,
op. 30 ot 1999 r.; u3m., 6p. 63 ot 2000 1., O6p. 74, 75 1 120 ot 2002 r., 6p. 56 oT 2003 1., O6p. 76, 79
u 103 ot 2005 1., 6p. 30, 75 1 82 o1 2006 T.) Cce MpaBAT CICTHUTE U3MEHEHUS:
1. B un. 32, an. 3 nymute "3akoHa 3a JiekapcTBaTa U aTEKUTE B XyMaHHATa MEIUIIMHA" C€ 3aMEHST
chbe ""3aKoHa 3a JICKapCTBEHUTE MPOAYKTH B XyMaHHATa MeIUIIMHA" .
2. B un. 33, an. 1, 7. 1 nymure "3akoHa 3a JiekapcTBaTa M anTEKUTE B XyMaHHAaTa MEAMIIMHA" ce
3aMEHSIT ChC "3aKOHa 3a JICKAPCTBEHUTE MPOAYKTH B XyMaHHAaTa MeIUIIMHA" .
3. B un. 34 cnen nymara "uznaBat" gymute "Ha MarucThp-gapMareBT’ ce 3aauvaBar.
4. B un. 39, an. 2 agymure "un. 55, T. 2 oT 3akoHa 3a JeKapcTBaTa M alTEKUTE B XyMaHHaTa
MeaunuHa'" ce 3ameHar ¢ "wi. 197, T. 2 or 3akoHa 3a JEKapCTBEHUTE NMPOJYKTH B XyMaHHaTa
MmequiuHa".
5. B ui. 44a an. 3 ce oTmeHs.
6. B un. 446 nymute "mMaructbp-dapmarenT,” ce 3aIMdaBar.
7. B § 1, 1. 14 or mombaHUTENHATa pasnopenda AymuTe "3aKoHa 3a JIEKapcTBaTa M alTEKUTE B
XyMaHHaTa MeauIMHA" ce 3aMeHST ChC "3aKoHa 3a JICKAPCTBEHUTE NPOJYKTH B XyMaHHAaTa
MeauiuHa'".

§ 33. B 3akona 3a kKpbBTa, KPbBOAAPSBAHETO U KpbBOIpenuBanero (06H., JIB, Op. 102 ot
2003 r.; u3m., 6p. 70 ot 2004 r., 6p. 30 m 65 or 2006 r.) B wi. 8, an. 4 gymute "3akoHa 3a
JeKapcTBaTa M anTeKUTe B XyMaHHaTa MEAMIMHA" ce 3aMEeHST ChC "3aKoHa 3a JIEKapCTBEHHTE
IIPOJAYKTH B XyMaHHAaTa MeIULIMHA".

§ 34. B 3akona 3a ona3BaHe Ha okoiHarta cpeaa (o6H., [IB, 6p. 91 ot 2002 r.; momp., Op.
98 ot 2002 r.; u3Mm., 6p. 86 ot 2003 1., O6p. 70 0T 2004 1., Op. 74, 77, 88, 95 U 105 oT 2005 1., Op. 30,
65, 82, 99, 102 u 105 ot 2006 r.) B uwi. 140 nymure "dapmaneBTUYHN TPOAYKTH U METUIIUHCKU
u3zenus no cmuchiaa Ha § 1, T. 40 OT AOMBIHUTEIHUTE pa3nopeOU Ha 3aKOHa 3a JeKapcTBara u
anTeKUTEe B XyMaHHaTa MEIUIIMHA" ce 3aMEHAT C "NeKapCTBEHU MPOJYKTH, [0 CMUCHJIA Ha 3aKOHA
3a JICKapCTBEHHUTE MPOJAYKTH B XyMaHHATa MEIUIIMHA U METUIIUHCKY U3eIns’" .

§ 35. B 3akona 3a xpanute (00H., [IB, 6p. 90 ot 1999 r.; u3m., 6p. 102 ot 2003 1., 6p. 70
ot 2004 r., 6p. 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 51, 55 1 96 or 2006 T.) B wi. 2, ann. 3 T. 4 ce
M3MEHS TaKa:

"4. nexapcTBEHUTE MPOAYKTU MO CMHCHIA Ha 3aKOHA 3a JIEKAPCTBEHUTE MPOJAYKTH B XyMaHHaTa
MeauiuHa'".

§ 36. Jlo Biu3aHeTO B Cwia Ha akToBeTe Mo § 19 W3gaeHUTE HOPMATHBHU aKTOBE IO
MpUJIaTaHeTO Ha OTMEHEHHsS 3aKOH 3a JieKapcTBaTa W aNTeKUTe B XyMaHHAaTa MEAMIIMHA Ce
MpuUJIarar, J0KOJKOTO He MPOTHBOPEYAT Ha TO3U 3aKOH.

§ 37. 3akoHbT BIM3a B CHJa OT JeHd Ha oOHapojBaHeTO My B "Jlbp)kaBeH BECTHHK', C
U3KJIIOUeHue Ha § 22, KOWTO BJIM3a B cUJjla €JHA FO/IMHA CJIE]] BJM3aHETO B CHJIa HA TO3H 3aKOH.

3akonbT € npuer oT 40-to Hapoano cwOpanue Ha 30 mapt 2007 r. u e moaneyaraH c
odunmanHus neyat Ha Hapoanoro crOpanue.

I[MPEXOHHA N 3AKJIFOYUTEJIHU PA3IIOPEABU
KbM 3aKOHA 3a U3MEHEHHE U JOITBJIHEHNE Ha 3aKOHa

3a JIEKAPCTBEHUTE MPOJYKTH B XyMaHHATa MeIUIIMHA
(B, 6p. 71 or 2008 1., B cmuta ot 12.08.2008 r.)

§ 65. (1) Uznanenute mo pega Ha OTMEHEHHs 3aKOH 3a JIEKapcTBaTa U amnTeKUTe B
XyMaHHaTa Meauiimaa (06H., JIB, 6p. 36 ot 1995 r.; uzm., 6p. 61 ot 1996 1., 6p. 38 or 1998 1., OP.
30 ot 1999 1., 6p. 10, 37, 59 u 78 ot 2000 1., 6p. 41 o1 2001 1., 6p. 107 1 120 oT 2002 1., OP. 2, 56,
71m 112 o1 2003 1., 6p. 70 m 111 ot 2004 1., 6p. 37, 76, 85, 87, 99 m 105 ot 2005 1., Op. 30, 31, 34,
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75 u 105 ot 2006 r.; oT™., O6p. 31 or 2007 1.) pa3pemienus 3a ynotpeda Ha JIEKapCTBEHHU MPOIYKTH,
KouTO ToranaT B ooxsarta Ha oTMeHeHus Pernament (EO) Ne 2309/93 na CoBeta ot 22 ronu 1993
r., ¢ KOWTO ce ycraHoBsiBa peabT B OOIIHOCTTAa 3a HM3JaBaHe pa3pelIUTENHU (JIULEH3U) U
yOpakHsIBaHE HAJ30p HAaJl JICKAPCTBEHU CPEJICTBA, M3IOJI3BAaHM B XyYMaHHAaTa U BETEpUHApHATa
MeAMIIMHA, U ce Ch3JaBa EBpomeiicka areHuus 3a OlIEHKa Ha JIEKApCTBEHH CPEACTBa, HO HE ca
paspelieHu 3a ynorpeba B IpyruTe IbpXKaBH WICHKHU 10 MPOLEAypaTa, yCTaHOBEHA C OTMEHEHAaTa
Jupextua 87/22/EMO na CbBeta ot 22 nekeMBpH 1986 T. OTHOCHO cOIMkaBaHEe HA HAITMOHATHHUTE
MEpPKH, CBBP3aHH C MMyCKAaHETO Ha Ma3apa Ha BUCOKOTEXHOJIOTHYHU JICUSOHH POAYKTH, CIICIIUATTHO
Te3H, MoJydyeHu upe3 onorexnonorus, wim ¢ Permament (EO) Ne 2309/93, ce npekparsiBar.

(2) Uznanenure cnen 20 noemBpu 2005 1. 110 pesia Ha OTMEHEHUsI 3aKOH 3a JIEKapCTBaTa U allTEKUTE
B XyMaHHaTa MEAMIIMHA pa3pelleHus 3a yrnoTpeda Ha JIEKapCTBEHU MPOAYKTH, KOUTO IMONaAaTr B
oboxBata Ha Permament (EO) Ne 726/2004 na EBpomeiickus mapiameHT U Ha CbBeTa, HO HE ca
pas3pelleHu 1o LHeHTpaIu3upaHa Mnpoueaypa, ce IpeKpaTsBar.

§ 66. (1) Maructep-papmaneBTd U TMOMOIIHUK-(DapMaleBTH, KOWTO Ca TOXYYHIH
paspelieHre 3a OTKPUBAHE Ha alTeKa KaTo €IHOJUYHU ThProBLH, JIeUeOHUTE 3aBelICHHs], KaKTO U
OOIIMHUTE, TOJYYWIA pa3pelieHne 3a OTKPHBAHE HA anTeka M0 pelJa Ha OTMEHEHHs 3aKOH 3a
JeKapcTBaTa U anTeKUTEe B XyMaHHAaTa MEAMIIMHA, OCBLIECTBABAT JEHMHOCTTa CH Bb3 OCHOBA Ha
U3JIaJICHUTE UM Pa3pELICHHUS.

(2) Iloganenute 10 BIM3aHETO B CUJIA HAa TO3U 3aKOH 3asBJICHMS 3a U3JaBaHE Ha pa3pellieHHue 3a
THProBUsi Ha JpeOHO C JIEKApCTBEHM IPOAYKTH C€ pasriiexkiaT IMpU YCIOBUATa W IO peaa,
IPEBUICHHU B HETO.

(3) U3BbH ciywaute 1o an. 1 3aBapeHUTE KbM BIM3AHETO B CHJIa HA TO3U 3aKOH JIMIIA, MOJIYYUIIU
paspelieHre 3a OTKPUBAHE Ha anTeka, MPUBEXIAT JEHHOCTTa CH B ChOTBETCTBHE C M3UCKBAHUATA
My B CPOK JI0 €/1Ha TOAMHA OT BJIM3aHETO MY B CHIJIA.

(4) Jlumara mo an. 3 moxaBaT B MUHHMCTEPCTBOTO Ha 3/paBEONa3BaHETO 3asBICHUE 3a
IpeperucTpanusi, KbM KOETO Ipuiarar:

1. 3asBieHUE 3a M3JaBaHE Ha pa3pellieHHe 3a ThProBUs HA JAPEOHO C JEKAPCTBEHU MPOJIYKTHU OT
nuuara mo 4i. 222, an. 1, mo obpasen, yrBbpAeH OT MUHUCThPa Ha 3/IpaBeONa3BaHETO;

2. aKTyaJlHO YAOCTOBEPEHHE 3a BIIMCBAaHE B TBHPIOBCKUSA DPErHCTBpP, ChOTBETHO IOKYMEHT 3a
aKTyaJlHa pErUCTpAIMs Ha JIUIETO Mo Wwi. 222, an. 1;

3. KoIue OT M3LANEHOTO IO pela Ha OTMEHEHUs 3aKOH 3a JIEKapCcTBaTa M aNTEKUTE B XyMaHHaTa
MeAMIIMHA pa3pellieHue 3a OTKPUBaHE Ha alTeKa;

4. 3aBepeHO KONHME OT TPYAOBHsS JOrOBOP WM JOTOBOpP 3a Bb3JIaraHE Ha YIPAaBIEHUE Ha
PBHKOBOJIUTEIS Ha aliTeKaTa - B CIIy4auTe, KOraTo ce U3UCKBA TaKbB;

5. Jekyapauus OT JMuara mo wi. 222, an. 1, 4e ca 3ama3eHu yclIOBUATA, IPU KOUTO € U3JaJEHO
pa3peleHueTo 3a ThpProBus Ha JpeOHO ¢ JIeKapCTBEHU MPOAYKTH Ha JIMLATa 110 al. 2;

6. JOKYMEHT 3a €IHOKpaTHO IulaTeHa Takca B pazmep 100 iB.

§ 67. JIunara, nojanu A0 BIM3aHETO B CUJIA HA TO3U 3aKOH 3asIBJICHUS 3a IPEPETUCTPaLIHs]
[0 peAa Ha OTMEHEeHus § 16 OoT mHpexoJHWTe U 3aKIIOYUTENTHUTE pa3nopendu, KOWTO Iie
OCBIIECTBSIBAT IEHHOCTTA CU ChOOPA3HO U3UCKBAHUATA HAa TO3U 3aKOH, I0JjaBaT B MUHHUCTEPCTBOTO
Ha 3]JpaBEONa3BaHETO B CPOK JI0 TPU MECELA OT BIM3AHETO MY B CHJIA CIIEJHUTE TOKYMEHTHU:
1. 3asiBieHUE 10 00pa3el, YTBbPJIEH OT MUHUCThpA Ha 3/1paBEONa3BaHETO;
2. aKTyaJlHO YJOCTOBEPEHME 3a BIIMCBAHE B TBHPrOBCKUS DPETUCTHP, CHOTBETHO JOKYMEHT 3a
aKTyajlHa pErucTpaunus WIM 3aBepeH Npenuc OT CXOAeH JOKYMEHT [0 HalMOHAJIHOTO
3aKOHOJATEICTBO Ha Jbp)KaBa - WICHKa Ha EBpOmNENMCKUs ChbrO3, WIKM 10 3aKOHOJATEJIICTBOTO Ha
Jpyra abppkasa - crpaHa no Crnopazymenuero 3a EBponeinckoTo NKOHOMAYECKO MPOCTPAHCTBO, 11O
yn. 222, a. 1;
3. TpyAOB JOTOBOP WJIM AOTOBOP 3a YIpaBJIEHUE Ha alTeKaTa, CKII0YEH ¢ MarucTbp-(hapManeBT Win
MIOMOIIIHUK-(apMarIieBT.
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§ 68. (1) Maructbp-apManeBT Wik MOMOIIHUK-()apMaIeBT, MOTYYHT pa3pelieHrue 3a
OTKpHUBAaHE Ha anTeKa 1o peJa Ha OTMEHEHHs § 16 OT MpexoIHUTE U 3aKIIOYUTEIHUTE Pa3opeoHn,
MOY€E J1a TPEXBBPIIU U3IaICHOTO MY pa3pellieHUe Ha JIule 1o wi. 222, ai. 1.

(2) 3a u3BBpUIBAaHE Ha NPEXBBPIASHETO JMLaTa Mo aix. | momaBar B MMHHMCTEPCTBOTO Ha
3/IpaBeoIla3BaHeTO 3asBJICHUE, KbM KOETO Mpuiarar:

1. 3asBiIEHUE 3a M3/laBaHE HA Pa3pelEHHUE 3a ThPrOBHUS Ha APEOHO C JEKApPCTBEHU MIPOAYKTHU OT
munarta mno 4i. 222, an. 1, mo oGpasell, yrBbpAeH OT MUHUCTHPA Ha 3/[paBeOIa3BaHEeTo;

2. aKTyaJlHO YJOCTOBEPEHME 3a BIIMCBAHE B TBHPrOBCKUS PETUCTHP, CHOTBETHO JOKYMEHT 3a
aKTyaJlHa pErucTpalms Ha JULETOo 1Mo wi. 222, an. 1;

3. Komue OT M3/aJeHOTO MO pela Ha OTMEHEHHUs 3aKOH 3a JIEKapCTBaTa M alTEeKUTe B XyMaHHATa
MEAMIIMHA pa3pellieHue 3a OTKPUBAaHE Ha alTeKa WU pa3pelieHre 3a IpeperucTpauus mno peaa Ha
OoTMeHEHHUs § 16 OT MpexoAHUTE U 3aKITIOUUTEIIHUTE PA3IOPeaOu;

4. 3aBepeHO KOMHE OT TPYAOBUS JOTOBOP WJIM JOTOBOP 3a YIpaBiICHHUE HA PHKOBOJIUTENS Ha
anTeKara,

5. pexnapauus OT jauuara no ui. 222, an. 1, ye ca 3ama3eHu yCJIOBUSATA, IPU KOUTO € U3AAaJECHO
pa3pelIeHneTo 3a ThProBHs Ha IPeOHO C JIEKapCTBEHH MPOJYKTH Ha JHIAaTa 1o aj. 1.

(3) IlpexBwpasHeTo MO an. 1 MOXke J1a ce U3BBPIIN B CPOK JI0 €HA TOJIMHA OT BIM3AHETO B CHJIA HA
TO3U 3aKOH.

§ 69. 3aBapeHuTe mpu BIU3aHETO B CWJa Ha TO3M 3aKOH JIPOTepUU MPOIBIDKABAT Aa
OCBILECTBSBAT ICMHOCTTA CH Bb3 OCHOBA HAa U3/IaJICHUTE UM yJIOCTOBEPEHUS 32 PETHCTPALIUS.

§ 70. Onpenenenara 10 BIM3aHETO B cuia Ha To3u 3akoH Komwucus no Ilo3utuBHUS
JIEKAPCTBEH CHHCHK OCBHIIECTBSIBA JEHHOCTTa CH JO ONPEAENSHETO Ha HOBUS W CBhCTaB B
CHOTBETCTBHE C 4. 261, ai. 6.

§ 71. Ilpogykrure, KOUTO MomajzaT B oOxBaTa Ha wi. 37 - TPaJAULIMOHHU PACTUTEIHU
JIeKapCTBEHM MIPOAYKTH, U ca IyCHATH Ha Ma3apa B CTpaHaTa KbM JaraTa Ha BIM3aHE B CUJIa HA TO3U
3aKOH, C€ MPUBEXAAT B CbOTBETCTBUE C U3UCKBAHUATA MY HE MO-KbCHO OT 30 anpuin 2011 r.

§ 72. (1) Ho 31 mexemBpu 2008 r. gocueTo mo 4. 27 3a pa3peliaBaHe 3a yrnoTpeda Ha
JIEKapCTBEH NPOAYKT IO Mpoleaypa I0 B3aUMHO IpPU3HABAHE WM 10 JELEHTpaIu3upaHa
Ipolie/lypa MOXKe /1a ce 1ojiaBa BbB (popmat "OO1] TEXHUUECKH TOKYMEHT".

(2) o 31 mexemBpu 2009 . mocmero mo ui. 27 3a pasperiaBaHe 3a ymnorpeda Ha JIEKapCTBEH
IPOAYKT MO HAalMOHAJHA IMpolLEeAypa MOXe Ja ce mojaBa BbB ¢opmar "OOL[ TEeXHUYECKU
JOKYMEHT".

§ 75. 3akoHBT BIIM3a B CHJIa OT JIeHA Ha OOHapo/BaHeTO My B "/IbpxaBeH BECTHUK', C
M3KJIIOUeHrEe Ha pa3nopendarta Ha § 64, T. 2, kosto Bnu3a B cuna ot 14 ampun 2008 r., U Ha
pasnopenoure Ha § 9, T. 4, § 41, 42 u 43, xouto BiIU3aT B criia ot 26 romu 2008 T.

I[MPEXOHHU N 3AKJIXOYUTEJIHN PA3ITOPEIBA
KbM 3aKOHA 3a U3MEHEHHE U I0I'bJIHEHUE Ha 3aKOHa

3a JIeKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA
(B, 6p. 23 ot 2009 r., B cuna ot 30.03.2009 r.)

§ 4. JInnaTa, moJIy4uiv 10 BIM3aHETO B CHJIa HA TO3M 3aKOH paspelieHue mno wi. 229, an.
2, BKJIIOYBAIIO W3BBPIIBAHE HA THPTOBUS C XPAHUTEIIHUA TOOABKH, MOTAT J1a H3BBPIIBAT U THPTOBUS
Ha JIpeOHO C NTUEeTUYHH XPaHU 3a CIEIHATHU MEIUIIUHCKH [IEJIH.

§ 5. B nBymeceueH CpOK OT BJIM3AHETO B CHJIA HA TO3M 3aKOH MHHHUCTEPCTBOTO Ha
3lIpaBeora3BaHeTo CiaykebHo wusmpama B cbhoTBeTHaTa PMOKO3 mo wmecToHaxoxaeHue Ha
anTEeKUTE 3a BIMCBAHE B pErUCThpa Mo Wi. 14, an. 1 ot 3akoHa 3a XpaHUTE KOMUE OT Pa3pelICHUATA
o ui. 229, an. 2, u3aJieHu 0 BIM3aHETO B CHJIA HA TO3U 3aKOH.

[MPEXOAHU U 3AKJIFOYUTEJIHU PA3ITIOPEABA
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KbM 3aKOHA 32 U3MEHEHHE U JIOMbJIHEHUE Ha 3aKOHA 3a 3/IPABETO
(1B, 6p. 41 or 2009 1., B cuia ot 2.06.2009 r.)

§ 92. (1) JInnaTa, moay4uu A0 BIM3aHETO B CUJIA HA TO3W 3aKOH pa3pellieHue mno ui. 229,

ann. 2 ot 3aKkoHa 3a JIEKapCTBEHUTE MPOIYKTH B XyMaHHATa MEAMIIMHA, BKIIOYBAIIO U3BHPILIBAHE HA
TBPrOBUSl C XPaHUTEIHU M00aBKH, MOTaT Jia W3BBPIIBAT U THProBHS HAa JpeOHO C XpaHU 3a
KbpMaueTa 1 MPeXOIHH XPaHU.
(2) B cpox nBa Mecelia OT BIM3aHETO B CHJIA HA TO3M 3aKOH MUHUCTEPCTBOTO HA 3/]pABEONA3BAHETO
cnyxeOHo wm3npama B cborBeTHata PMOKO3 1o MecToHaxoXJIeHHWe Ha alTeKUTe, KOHUTO
W3BBPIIBAT U THPTOBUS Ha JAPEOHO C XpaHU 3a KbpMaueTa ¥ MPEXOJHU XpaHH 1o al. 1, 3a BIUCBaHE
B peructbpa no 4i. 14, an. 1 or 3akoHa 3a XpaHUTE KOIMKE OT pa3pelieHusTa no 4wi. 229, an. 2 ot
3akoHa 3a JICKapCTBEHUTE MPOAYKTU B XyMaHHATa MEAMIIMHA, U3/IaJICHU JI0 BIM3aHETO B CHUJIa Ha
TO3HU 3aKOH.

I[MPEXOHU N 3AKJIXOYUTEJIHA PA3ITOPEIBA
KbM 3aKOHA 3a U3MEHEHUE U JI0I'bJIHEHUE Ha 3aKOHA

3a JICKAPCTBEHUTE MPOJYKTH B XyMaHHATa MEIUIITHA
(B, 6p. 102 ot 2009 r., B cruta ot 22.12.2009 r.)

§ 4. (1) 3aBapeHure A0 BIM3aHETO B CHJIAa HA TO3U 3aKOH Maructbp-(hapManeBTd U
MTOMOIIHUK-(apMaIleBTH, KOUTO Ca MOJIyYWIN pa3pelieHre 3a OTKPUBAHE Ha alTeKa B HACEICHHUTE
MecTa 1o uwi. 228, an. 4 mo pena Ha OTMEHEHHsI 3aKOH 3a JIeKapcTBaTa U anTeKUTE B XyMaHHAaTa
MeaunuHa (00H., [IB, 6p. 36 ot 1995 r.; Pemienne Ne 10 Ha Korcrurynuonuus c¢ba ot 1996 r. - 6p.
61 or 1996 r.; u3m., 6p. 38 ot 1998 r., 6p. 30 or 1999 r., 6p. 10 ot 2000 1.; Pemenue Ne 3 Ha
Koncturymmonnus cwa ot 2000 1. - 6p. 37 ot 2000 r.; u3m., 6p. 59 ot 2000 r.; Pemenue Ne 7 Ha
Kouncrurynmonnus ¢pa ot 2000 r. - 6p. 78 ot 2000 r.; u3m., 6p. 41 ot 2001 r., 6p. 107 u 120 ot
2002 r., momp., 6p. 2 ot 2003 r.; u3m., 6p. 56, 71 u 112 or 2003 1., 6p. 70 1 111 o1 2004 1., Op. 37,
76, 85, 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 75, 80 u 105 ot 2006 r., oM., O6p. 31 oT 2007 1.) 1
KOUTO HE ca MOJJIU 3asBJICHUE 3a MPeperucTpanus B cpoka mo § 66, ai. 3 ot 3akoHa 3a H3MEHEHUE
U JOIbJIHEHHE Ha 3aKOHA 3a JIEKApCTBEHUTE MPOAYKTH B XymaHHata meaununa (B, Op. 71 ot
2008 r.), mpuBeXaT IEHHOCTTAa CU B CHOTBETCTBUE C M3UCKBAHMATA HA TO3M 3aKOH B CpoK A0 31
aryapu 2010 r.

(2) Jlumata mo an. 1 momaBar B MUHHCTEPCTBOTO Ha 3/paBEOIa3BaHETO 3asBJICHHE 3a
IpeperucTpanms, KbM KOETO Ipuiarar:

1. 3asBieHUE 3a M3JaBaHE Ha pa3pelieHHe 3a THPrOBUS Ha JIPeOHO C JIGKAPCTBEHU MPOIYKTH OT
naunara o wi. 222, an. 1 mo odpaszen, yrBbp/ieH OT MUHUCTbpa Ha 3/]paBEOIa3BaHeTo;

2. aKTyaJHO YAOCTOBEPEHHE 3a BIIMCBAaHE B TBHPIOBCKHUS DPETHCTBP, CHOTBETHO IOKYMEHT 3a
aKTyaJlHa perucTpanus Ha JULETO 1o wi. 222, an. 1;

3. Komme OT M3/IaJCHOTO MO pella Ha OTMEHEHHWs 3aKOH 3a JIEKapCTBaTa M alTeKUTe B XyMaHHATa
ME/IMIIMHA pa3pelleHre 3a OTKPUBaHE Ha aNTeka;

4. 3aBepeHO KOMWE OT TPYIOBHS JOTOBOpP WM JOTOBOP 3a BB3JIaraHe Ha YIpaBJICHHE Ha
PHKOBOJIUTEINS Ha afniTeKaTa - B CIIy4auTe, KOraTo ce U3UCKBA TaKbB;

5. nekjapauus oT Juuarta mo wi. 222, an. 1, ye ca 3ama3eHu yclIOBUSTA, IIPH KOUTO € W3/aJ€HO
pa3pelIeHneTo 3a ThProBHsl Ha IpeOHO ¢ JIEKapCTBEHU NMPOIYKTH Ha JIUIaTa 1o aj. 1;

6. TOKYMEHT, M3/aJIeH OT KMeTa Ha ChOTBETHATa OOIIMHA, yJOCTOBEPSBAIl OpOsl Ha KUTEIUTE Ha
CBhOTBETHOTO HACEJIEHO MSCTO;

7. TOKYMEHT 3a €JHOKpATHO Iu1aTeHa Takca B pazmep 100 mnB.

§ 5. B cpok g0 Tpu Mecena OT BJIM3aHETO B CUJIa HAa TO3M 3aKOH MHUHUCTBPBHT Ha
3/IpaBeoIa3BaHETO U3MEHS U JIOMBJIBAa Hapeaoara mo wi. 219, am. 2.

[MPEXOAHU U 3AKJIFOYUTEJIHU PA3ITIOPEABA
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KbM 3aKOHA 32 U3MEHEHHE U JIOMbJIHEHUE Ha 3aKOHA 3a 3/IPABETO
(B, 6p. 98 o 2010 1., B cuna ot 1.01.2011 1.)

§ 106. B 3akoHa 3a JekapCTBEHHUTE MPOAYKTH B XyMaHHaTa MeauiuHaa (06H., /1B, 6p. 31
ot 2007 r.; u3m., 6p. 19 ot 2008 r.; Pemenue Ne 5 nHa Koncturynuonnus cba ot 2008 1. - Op. 65 oT
2008 r.; u3m., Op. 71 ot 2008 T., 6p. 10, 23, 41, 88 u 102 ot 2009 1. U 6p. 59 ot 2010 r.) HaBCcAKBIE
OyMUTEe "pETMOHAHUTE HWHCIEKIUU 3a/T0 OMa3BaHe M KOHTPOJ Ha OOLIECTBEHOTO 3Jpase’,
"pernoHaHaTa WHCIEKIUS 10 OMa3BaHe W KOHTPON Ha obmectBeHoTO 3apaBe” u "PMOKO3" ce

3aMCHAT CbOTBETHO C "pel"I/IOHaJ'IHI/ITe 3ApaBHU UHCIICKIUK ', PEruoHaliHaTa 3JpaBHa I/IHCHCKHI/IH" u
"P3U".

§ 121. 3akonsT Bin3a B cuiia ot 1 suyapu 2011 r. ¢ u3kIItoUYeHUE Ha:
1. maparpadu 1, 16, 20, 29, 30, 32, 33, 34, 35,42, 44, § 56, 1. 1 u 2, § 65, 68, 70, 76, 80, 81, 90, 92,
96,8102, 1.3,4,5,7u8,§ 105, 7. 1,3u5,§ 107, 1.1, 2, 3,4, 6,0ykBa "a", 1. 7, 10, 11, 13 u 15,
oyksa "a", § 109, 110, 112, 113, § 115, 1. 5, § 116, 1.4u 6, § 117, 7. 5u 7 u § 118, 1. 1, xouto
BJIM3AT B CHJIA OT JICHs Ha OOHAPOIBaHETO Ha 3akoHa B "JIbpKaBeH BECTHUK'";

[MPEXOAHU U 3AKJIFOYUTEJIHU PA3ITIOPEABU
KbM 3aKOHA 32 U3MEHEHUE U IOIbJIHEHUE Ha 3aKOHA
3a JICKapCTBEHHUTE MPOAYKTH B XyMaHHATa MEIUIINHA
(IB, 6p. 12 ot 2011 r., B cuna ot 8.02.2011 1.)

§ 24. IlomanenuTte BamuIHU 3asBJICHUS U YBEOMJICHHS 32 IIPOMEHU B pa3pelieHusITa 3a
ynoTtpeda mpeu BIM3aHEeTO B CHJIa HA TO3M 3aKOH CE€ PasriIeKIaT Mo JOCeTalrHus pe/l.

§ 25. MuUHHCTBPBT Ha 3/1paBEONA3BAHETO IPHUBEXKAA B CHOTBETCTBUE C TO3U 3aKOH
HapezOaTa 1o wi. 42 B CpOK 710 TPU Mecela OT BIU3aHETO MYy B CUJIA.

I[MPEXOHU N 3AKJIXOYUTEJIHN PA3ITOPEIBA
KbM 3aKOHA 3a U3MEHEHHE U JI0I'bJIHEHUE Ha 3aKOHa

3a JIeKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA
(B, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.)

§ 66. (1) IlpomsBogutenute mo § 12, am. 2 OT MPEXOJHUTE M 3aAKIIOYUTEIHUTE
pasmopendu ce MPUBEKIAT B CHOTBETCTBHME C M3HMCKBaHMsATa Ha wi. 148 u Ha JloOpara
IIPOU3BOJICTBEHA MPAKTHKA, ONPEIEIIEHN N0 peaa Ha wi. 152 B cpok 10 6 Mecena OT BIM3aHETO B
CHJIa Ha TO3H 3aKOH.

(2) Cnen ustnuanero Ha cpoka nmo ai. 1 MAJI u3BbpuiBa mpoBepka OTHOCHO NPHUBEKIAHETO B
CHOTBETCTBUE C M3MCKBaHMATA Ha wi. 148 u Ha JloOpaTa mpou3BOACTBEHA MIPAKTHKA, OMPEACICHH
o pena Ha wi. 152.

(3) Koraro cnex u3BbpuiBaHeTo Ha mpoBepkata mo an. 2 MAJl ycraHoBu, 4e yclioBUSATa 3a
IIPOU3BOJICTBO, KOHTPOJI U ChbXPAaHEHUE HA U3XOAHUTE MATEpUANIM 3a IPOU3BOACTBO M HA TOTOBUTE
JIEKapCTBEHM TMPOJYKTH HE OTroBapsAT Ha M3UCKBAHMATA Ha TO3M 3akoH M Ha [loOpara
IIPOM3BOJICTBEHA NIPAKTHKA, TS YBEJOMsBA MHUCMEHO CHOTBETHOTO JIMIIE MO ajl. 1 M JaBa MUCMEHH
YKa3aHHUS.

(4) B ciyyaii ue B cpok 0 60 THM OT JaTaTa Ha YBEJOMSIBAHETO CHOTBETHOTO JIMIIE MO al. 1 He
OTCTpaHM KOHCTATHPAHUTE HEChOTBETCTBUS, W3MBIHUTEIHUAT aupekrop Ha WMAJl orHema
U3Ja/ICHOTO MO pella Ha OTMEHEeHMs 3aKOH 3a JieKapcTBaTa M alnTeKUTe B XyMaHHaTa MeIUIMHA
(o6H., JIB, 6p. 36 ot 1995 r.; Pemierne Ne 10 va Koncturyunonnus cba ot 1996 1. - 6p. 61 ot 1996
r.; mm., Op. 38 or 1998 r., 6p. 30 or 1999 r., 6p. 10 or 2000 r.; Pemenue Ne 3 Ha
Kounctutynmonnust ¢va ot 2000 r. - Op. 37 ot 2000 r.; uzm., 6p. 59 ot 2000 r.; Pemenne Ne 7 Ha
Kouncrurynmonnust ¢cpa oT 2000 r. - 6p. 78 ot 2000 r.; u3m., 6p. 41 ot 2001 r., 6p. 107 u 120 ot
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2002 r.; momp., 6p. 2 ot 2003 r.; u3m., O6p. 56, 71 u 112 ot 2003 ., 6p. 70 m 111 oT 2004 1., Op. 37,
76, 85, 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 75, 80 u 105 ot 2006 r.; oT™M., Op. 31 oT 2007 T.)
paspelnieHue 3a MPOU3BOJICTBO MPH yCIOBHATa Ha 4. 160a.

(5) Korato cien u3BbpIIBaHETO Ha MPOBEPKATA M0 ajl. 2 C€ YCTAaHOBH, Y€ ChbOTBETHOTO JIUIIE IO aJl.
1 He ce e MpUBENO B ChOTBETCTBHE C M3WCKBaHMATA Ha wi. 148 m Ha JloOpaTa mpou3BOJICTBEHA
npaktuka o wi. 152, MAJI otHema u3iaieHo pa3pelieHre 3a TPOU3BOACTBO MPU YCIOBUATA HA WII.
160a.

(6) Korato cien u3BbpIIBaHETO Ha MPOBEPKATA M0 ajl. 2 C€ YCTAaHOBH, Y€ ChbOTBETHOTO JIUIIE IO aJl.
1 ce e mpuBeIO B CHOTBETCTBHE C M3UCKBaHWATA Ha 4wi. 148 m Ha JloOpaTa mMpoW3BOJCTBEHA
npaktuka 1no 4i. 152, MAJI uznaBa HOBO paspelieHue 3a MPOU3BOJCTBO MO pella Ha TO3U 3aKOH
cien:

1. monaBaHe Ha 3asBiIeHUE U JOKyMeHTanus o wi. 150 u 151, n

2. mpeACTaBsSHE Ha JOKYMEHT 3a IlareHa Takca B pazmep 1500 ..

(7) Koraro B eqHOMECEUEH CPOK OT MPUKIIOYBAHETO HA MPOBEpKaTa o aj. 2 JUIETO Mo al. 6 He €
MOJIaJI0 3asBJICHUE U JoKyMeHTauus nmo 4wi. 150 u 151, uzgageHoro paspemieHue 3a mporu3BOJACTBO
0 pej/la Ha OTMEHEHUS 3aKOH 3a JICKapCTBaTa M alTEKUTE B XyMaHHATa MEIUIIMHA CE TIPEKpaTsBa.

§ 67. (1) OTkpuTUTE W HENPUKIIOYUIN 10 BIM3aHETO B CHJa HAa TO3H 3aKOH
MIPOM3BOJICTBA 32 M3J[aBaHE WJIM ITPOMEHHU Ha pa3pelICHUs 32 ThPTrOBUS Ha JPEOHO C JIEKAPCTBEHU
MPOJYKTH CE pas3riiexkaaT U JOBBPIIBAT MO JOCETraliHus pel 0e3 MmpeacTaBsHe Ha MPEIOKEHHE OT
Bucmms ceBet 1o gapmariusi.

(2) B cpok mo maBa Mecema OT BJIM3aHETO B CHJa Ha TO3M 3aKOH MUHHCTEPCTBOTO Ha
3[IpaBEOINa3BaHETO TPEAOCTaBs Ha V3mbIHUTENHATa areHuus IO JIeKapcTBaTta C IMPHEMHO-
Mpe/iaBaTesIeH MPOTOKOJI apX1Ba Ha MPUKIIOYMINTE TPOU3BO/ICTBA.

(3) B cpok mo nBa Mecema OT BIM3aHETO B CHJa Ha TO3M 3aKOH MHHHCTEPCTBOTO Ha
3/IpaBeoIa3BaHEeTO MpeAocTaBs Ha M3mbiaHWTENHATa areHuus IO JIeKapcTBaTa C IMPUEMHO-
MpelaBaTeIcH IMPOTOKON BOJEHUS OT MUHHCTEPCTBOTO Ha 3JIpaBEOINAa3BAaHETO PETUCTBD Ha
W3JIaJICHUTE pa3pelleHus 3a ThProBus Ha APeOHO C JIEKAPCTBEHH MPOJYKTH B amlTeKa.

(4) Cnen uzmaBaHe Ha paspelnieHue Mo peaa Ha an. | MHUHHCTEPCTBOTO Ha 3/IpaBEONa3BaHETO
U3Mpania B TPUAHEBEH CPOK CIykeOHO 10 M3mbIHUTENHATa areHius Mo JeKapcTBara KOMUE OT
HETO 3a BITMCBAHE B PETHCTHPA HA U3/a/ICHUTE Pa3pelIeHUs 3a ThPTOBUsS Ha IPeOHO C JICKapCTBEHU
MIPOJYKTH.

(5) Cnen 3aBbppmiBaHe Ha TPOU3BOJACTBaTa 1Mo ajid. | MUHHUCTEPCTBOTO Ha 3/paBEONa3BaHETO
npenocTaBs Ha V3mbJIHUTENHATa areHIMs IO JeKapcTBaTa ¢ MPUEMHO-TIpeJaBaTeNieH MPOTOKOI
TEXHUS apXUB.

§ 68. (1) 3asBneHusTa 32 U3/1aBaHe WM IPOMEHH Ha yJIOCTOBEPEHHUS 3a PErHCTpalus Ha
JpOrepuy, MOJaJeHN 0 BIM3aHETO B CHJIa HA TO3M 3aKOH, C€ pa3IJieXkJaT MpU YCIOBUITA U IO
pena, npeIBUIEHH B HETO.

(2) B cpok nmo emuH Mecell OT BIM3aHETO B CHJIA Ha TO3W 3aKOH M3mbIHUTENTHATa areHIMs MO
JeKapcTBaTa IPElOCTaBs Ha CbOTBETHAaTa PpErMOHAJHA 3/4paBHA HWHCHEKUUS C IPUEMHO-
Ipe/laBaTesIeH MPOTOKOJI 3asiBJICHUATA U JOKYMEHTHUTE, MOJA/IeHN 3a IIPOU3BOJICTBATA 3a W3/laBaHE
Ha YJOCTOBEPEHHs 3a pErucTpauus Ha JpOrepuu, KakTO W apXWBa Ha NPUKIIOYHIUTE
IIPOU3BO/JICTBA.

(3) B cpok nmo enMH Mecel OT BIM3aHETO B CHJIA HA TO3M 3aKOH M3mbiHWTENHAaTa areHuus Io
JeKapcTBaTta mpenocTaBs Ha MUHHCTEPCTBOTO Ha 3paBEONa3BaHETO C IMPHUEMHO-IIpe/laBaTesIeH
IpoTokos BojaeHuss or MAJI perucrep Ha H3AaJEHUTE YAOCTOBEPEHHUs 3a pErucrpanus Ha
Jporepusl.

(4) B cpox mo emMH Mecel] OT NPEJOCTAaBIHETO HA PETUCTBbpa MO aid. 3 MMHHCTEPCTBOTO Ha
3/IpaBeoIla3BaHEeTO U3rOTBS U MyOJUKYyBa HA CTPAHUIIATa CH HALlMOHAJIHUS PETUCTBP Ha U3a/IeHUTE
710 BIM3aHETO B CUJIA HA TO3M 3aKOH YAOCTOBEPEHUS 3a PETUCTPALIUS HA APOTEPHH.
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§ 69. (1) B cpok 1o Tpu Mecena OT BJIM3AaHETO B CHJIa HA TO3M 3aKOH MPOILEIYpUTE 3a
YIBBPKAABAHETO UM PETHUCTPUPAHETO HA IEHU HA JIEKAPCTBEHUTE IPOAYKTH CE€ H3BBLPIIBAT IIO
noceramHus pen o KoMmucusita no HeHUTe Ha JIEKapCTBEHUTE MPOIYKTH.

(2) Cnen mstuuaneTo Ha cpoka mo an. 1 Komwucusara mo ICHHTE Ha JIGKAPCTBEHUTE MPOJYKTH
npenoctaBs Ha Komucusara mo meHu M peumMOypcupaHe C MPUEMHO-TIPEAABATENICH MPOTOKOI
3ad4BJICHUATA W HJOKYMCHTHUTC, IMMOJAaACHU 3a IMPOUCAYPHUTC II0 all. 1, KaKTO H apxuBa Ha
MPUKIIOUUIIUTE TPOLEAYpPH 3a YTBBbpXKIaBaHE WM PETUCTPUpAHE Ha IIEHH Ha JIEKapCTBEHUTE
MPOIYKTH.

(3) Cnen ustuuaneto Ha cpoka mo an. 1 Komucusta mo neHuTe Ha JEKapCTBEHUTE MPOIYKTH
npeaocraBs Ha Komucuara mo neHd U peuMOypcupaHe C MNPUEMHO-TPENaBaTeNieH MPOTOKOJ
BOJICHUTE OT KOMHCHSTA PErHCTPH Ha U3a/ICHUTE PELICHHS 32 YTBbPXKAaBaHE UM PETUCTpallvs Ha
LIEHU Ha JICKAPCTBEHUTE MPOIYKTH.

§ 70. (1) B cpok mo Tpu Mecena OT BIW3aHETO B CHJIA HA TO3M 3aKOH MPOILEIYPUTE IO

BKJIIOYBAHE, U3KJIIOYBAHE W/MJIM MPOMEHU HA JICKAPCTBEHU MPOAYKTH OT I103UTHBHUS JeKapCTBEH
CIHUCHK CE M3BBPUIBAT 10 JoceranHus pea oT Komucusra o no3uTuBHUS JIEKapCTBEH CIUCHK.
(2) Cnen wustmuanero Ha cpoka nmo ain. | Komucusta mo NO3UTUBHUS JIEKAPCTBEH CIHMCBHK
npenoctaBs Ha Komucusara mo meHu M peumOypcupaHe ¢ MPUEMHO-TIPEAABATENICH MPOTOKOI
3asBJICHUATA W JOKYMEHTUTE, MOJAJACHU 3a NpoLeAypure Mo aji. |, KakTo U apxuBa Ha
MPUKITIOYUIUTE MPOLIETYypPH 32 BKIIIOUBAaHE, N3KIIOYBAHE W/WIKM IPOMEHHU Ha JIEKAPCTBEHH MPOIYKTH
oT [103uTHUBHUS 1€KapCTBEH CIUCHK.

§ 71. IppkaBHUTE TakcH, BHECEHU MO npoueaypute mo § 69, an. 1 u § 70, an. 1, ce
pazxoiBaT 3a o0e3lneuaBaHe Ha CHOTBETHUTE AIMUHHUCTPATUBHHM IPOM3BOJCTBA, KAaKTO M 3a
neitHocTTa Ha KoMucusita mo mpo3padHocT.

§ 72. (1) Lienute, onpexaeneHu no pena Ha wi. 258, an. 1, Ha JeKapCTBEHUTE MPOAYKTH,
KOUTO KbM BJIIM3aHETO B CHJIA HAa TO3M 3aKOH ca BKJIIOYEHU B [I03UTHBHMSA JIEKAPCTBEH CIMCBK, CE
CMSITAT ¥ 3a TEXHU MPEACTHU [IEHH IPU Tpojak0aTa UM Ha ApeOHO chriacHo wi. 258, an. 3.
(2) B cpok o Tpu Mecena OT BIM3aHETO B CHja Ha TO3M 3akoH KomucusTa 1o LEeHUTE Ha
JIEKapCTBEHUTE MPOIYKTH CIYXKEeOHO 3ainudaBa OT PETHCTbpa Ha NPEAETHUTE LEHH 00pa3yBaHUTE
IIPEJIeSTHY [IE€HU Ha JIEKApCTBEHUTE MPOYKTH 110 ai. 1.
(3) Jo 31 nexemBpu 2012 r. mputexkaTenure Ha pa3pelieHus 3a yrnorpeda He MoraT Jia MIPOMEHST
[IeHaTa Ha JIEKAPCTBEH MPOJYKT C W3KIIOYEHHWE Ha HaMaJIBaHETO i 3a MPOAYKTH, KOMTO KbM
BJIM33aHETO B CHJIa HAa TO3M 3aKOH ca MMM ONpe/eieHa IIeHa, HO He ca BKIoYeHU B Ilo3nTuBHUS
JIEKapCTBEH CIUCBHK.

§ 73. (1) C BnuzaHeTo B CHWJIa Ha TO3W 3aKOH OOpa3yBaHWUTE NPEACTHU IIEHU Ha
JIEKapCTBEHUTE NPOAYKTH, OTIYCKAaHU IO JIEKAPCKO MNPEANHMCAHUE, U PETHCTPUPAHUTE LIEHU Ha
JIEKapCTBEHUTE TMPOAYKTH, OTIYCKaHUM O0€3 JIeKapcKo NpeanucaHue, ce€ CMITaT 3a TEeXHU
pETUCTPUpPaHU LIEHU 110 4. 258, ai. 2.

(2) U3BBH cydaute 1o ai. 1, ¢ BMU3aHETO B CUJjla HA TO3U 3aKOH 00pa3yBaHUTE MPECITHH IIEHU Ha
JIEKapCTBEHUTE MPOAYKTH, KOUTO MPUHAMIEKAT KbM MEXIYHAPOJHO HENATEHTHO HaMEHOBAaHHUE,
KOETO € BKJII0UEHO B [103UTHBHUS JI€KapPCTBEH CIUCHK, C U3KIIOUEHUE HA IPOAYKTUTE, BKIIOUEHH B
npunoxenne Ne 2 Ha CIUCHKa, ce CMATAT W 3a TEXHHM MpPEJeNIHU LIEHU NMpH Mpojaxxbara UM Ha
npeOHO U He MoraT Aa ObJaT MPOMEHSHH 10 TPUEMaHeTO Ha Hapeabara 1mo 4. 258, an. 5.

(3) B cpok nmo Tpu Mecema OT BIM3aHETO B CHJla Ha TO3M 3akoH Komwucusara mo ueHUTe Ha
JIEKAPCTBEHUTE MPOAYKTH U3TOTBS perucThpa no wi. 261, ain. 3, B KOMTO BIMCBA IEHUTE 11O all. 1.

§ 74. B cpox no Tpu Mecena OT BJIM3aHETO B cujia Ha TOo3W 3akoH Komwucusrta mo
MMO3UTUBHUS JIEKAPCTBEH CHHUCHK MpuBekaa [[03UTHBHUA JIEKapCTBEH CIMUCHK B CHOTBETCTBUE C
M3UCKBAaHMATA IO wiI. 262, aim. 5, 1. 1 - 3.

§ 75. B cpok 10 Tpu Mecela OT BIM3aHETO B CHJIa HA TO3M 3aKOH MUHHCTEPCKHUSAT CHBET
ompenens cbcTaBa Ha KomucusTa o ey u peuMOypcupaHe.
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§ 76. B cpok 10 Tpu Mecela OT BIM3aHETO B CHJIa HA TO3U 3aKOH:
1. MEHHCTBPBT Ha 3/IpaBeona3BaHETO U3MEHS U JOMbJIBa Hapeaoure mo ui. 82, an. 3, wi. 219, an. 2
1 Wi. 243 B CbOTBETCTBUE C TO3U 3aKOH.
2. MUHHCTEpCKHAT ChBET MpreMa HapeadaTa mo wi. 258, an. 5 u uzmens tapudara no wi. 21, an. 2
U YCTpONUCTBEHMs MPaBHIHUK Ha MHHUCTEPCTBOTO HA 3paBEONa3BaHETO B ChOTBETCTBHE C TO3U
3aKOH.

§ 84. 3akoHBT BIM3a B CHJIa OT JeHS Ha OOHapojBaHeTO My B "J[bpikaBeH BECTHHK' C
M3KIII0YeHue Ha § 65, koilTo Biu3a B cuia ot 30 centemBpu 2011 1.

IMPEXOIHU 1 3AKJIFOUWMTEJIHA PA3ITOPE/IBM1
KbM 3aKOHA 32 U3MCHEHHE U JIOIIBJIHCHNE Ha 3aKOHA 3a JIbPIKaBHUS CITYKUTEI
(B, 6p. 38 o1 2012 ., B cuna ot 1.07.2012 1.)

§ 84. (B cuna ot 18.05.2012 r. - IB, 6p. 38 ot 2012 r.) B cpok 10 enuH mMecelr OT 0OHAPOIBAHETO
Ha TO3M 3aKOH B "JIbp>kaBeH BECTHUK:

1. MunucrepckusT chbBeT npuBekga Kiacudukaropa Ha UTBKHOCTHTE B aJMUHHCTpAIUsATA B
CHOTBETCTBUE C TO3U 3aKOH;

2. KOMIIETCHTHUTE OPTaHH MPHUBEKIAT YCTPONCTBEHUTE aKTOBE Ha CHOTBETHATA aJIMHHHUCTPAIIHS B
CHOTBETCTBHUE C TO3U 3aKOH.

§ 85. (1) IIpaBooTHOLIEHUATA C JULATa OT AAMUHUCTPALIMUTE 10 3aKOHA 3a PaguoTO U
TeJIEBU3MATA, 3aKOHA 3a He3aBUCUMHUS (UHAHCOB OAMT, 3aKOHA 3a EJEKTPOHHHUTE CHOOLIEHMS,
3akonHa 3a Komucusra 3a ¢puHaHCOB Haa30p, 3aKOHA 3a JOCTHII U Pa3KpHUBaHE Ha TOKYMEHTHTE U 32
00sBABaHE Ha NPUHALICIKHOCT Ha OBJIrapcKd TpaXkAaHu KbM JIbpKaBHa CHUTYpHOCT H
pa3y3HaBaTeJHUTE cly:kOu Ha bparapckata HapogHa apmusi, 3akOHa 3a OTHEMaHe B I0JI3a Ha
Ibp)KaBaTa Ha MMYILECTBO, MPHIOOMTO OT MpecThlHA AEWHOCT, 3aKOHA 3a NpeloTBpaTsIBaHE U
yCTaHOBsIBAHE Ha KOH(MIMKT Ha uWHTepecH, Kopekca 3a COUMAIHO OCUTYpsIBaHE, 3aKoHA 3a
3JIpaBHOTO OCHUTYpsIBaHE, 3aKOHA 3a MOJIIOMAaraHe Ha 3eMeJIeJICKUTE MTPOM3BOAUTENN U 3aKoHa 3a
II'BTUILATA CE YpEeXJaT MPHU YCIOBHATA U MO peAa Ha § 36 OT MPEXOAHUTE U 3aKIHOUUTEITHUTE
pasnope6M Ha 3aKOHA 3a U3MEHEHHUE U JION'bJIHEHHE Ha 3aKoHa 3a IbpxkaBHUS ciyxuren (B, op.
24 o1 2006 T.).

(2) C akra 3a Ha3HAYaBaHETO HA JIbPKABHUS CIIY>KUTEI Ce:

1. mpucwxna onpenenenust B Knacudukatopa Ha JIBKHOCTUTE B aAMHHUCTpALUSTA MUHUMAJIECH
paHr 3a 3aeMaHaTa JJIbKHOCT, OCBEH aKO CIYXXUTEIAT IPUTEkKaBa M0-BUCOK PAHT;

2. onpenesns HHAUBUAYaIHa OCHOBHA MECEYHa 3arjaTa.

(3) HombaHHUTENHO HEOOXOAMMHUTE CPEACTBA 32 OCUTYPUTEIHM BHOCKHM Ha JIMIaTa MO al. 2 ce
OCHUTYpSIBaT B paMKHUTE Ha Pa3XxoJUTe 3a 3aIllaTH, Bb3HArpaKJCHUS U OCUTYPUTEIIHU BHOCKH I10
O10JKETUTE Ha CbOTBETHUTE Pa3NOPETUTENH ¢ OIOKETHU KPEIUTH.

(4) MuHUCTEPCKUST CHBET J1a U3BBPILIN HEOOXOIMMHUTE IPOMEHH 110 U3BBHOIOKETHATA CMETKa Ha
IbpxaBed Goup "3emenenue", MpoU3TUYAIIN OT TO3HU 3aKOH.

(5) Opranute Ha ynpapinenwe Ha HanmoHamHus ocurypuTelieH MHCTUTYT M Ha Hamwmonamnara
3/IpaBHOOCUTYpHUTENIHA Kaca Jla M3BBpIIAT HEOOXOJMMHUTE MPOMEHH MO ChOTBETHUTE OIOKETH,
MPOM3TUYAIIN OT TO3HU 3aKOH.

(6) Hensmnos3BaHUTE OTIIYCKH IO TPYJOBHUTE MPABOOTHOIIEHHUS CE€ 3alla3BaT U HE €€ KOMIIEHCUPAT C
MapuIHU 00e3IMEeTeHNUS.

§ 86. (1) B enHoMeceueH CpoK OT BJIM3aHETO B CHJIa Ha TO3M 3aKOH MHAMBHUIYyajHATa
OCHOBHA MECEYHa 3aIilaTa Ha CIY)KHTEJs ce ONpeNess Taka, 4e ChIlara, HaMaJeHa C JIBJIKHMHES
JaHbK U 3aJBDKUTEITHUTE OCUTYPUTEITHU BHOCKU 32 CMETKAa Ha OCHTYPEHOTO JIHUIlE, aKo ca Omiu
JTBIDKUMH, JIa HEe € TT0-HUCKA OT MOJTy9aBaHaTa J0 TO3W MOMEHT OpyTHa MeCeUHa 3arriaTa, HaMaJieHa
C IBIDKUMHUTE 3aIBJKATEIHA OCUTYPUTEITHH BHOCKH 32 CMETKA Ha OCUTYPEHOTO JIUIIE, aKO ca Ouiu
JBJDKAMHM, U JBIDKAMUS JaHBK.
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(2) B 6pyTHara 3aruiara o ai. 1 ce BKITIOYBaT:

1. ocHOBHATa MeceuHa 3ariara Wikl OCHOBHOTO MECEYHO Bh3HATPAXKICHUE;

2. IOUBIHUTEIHH BB3HATPAKICHUS, KOMTO C€ M3IUIAINAT IOCTOSHHO 3aeIHO C Tlojaramiara ce
OCHOBHA MECeYHa 3aIuliaTa WM OCHOBHO MECEYHO BB3HArPAXKJCHHUE U Ca B 3aBUCUMOCT €JMHCTBEHO
OT 0TpabOTEHOTO BpEME.

§ 87. 3akonsT Biamu3a B cuia ot 1 roium 2012 r. ¢ u3kitoueHue Ha § 84, KOMTO BiiKM3a B CHIIa
OT JIeHs Ha 0OHApOBaHETO Ha 3aKoHA B "JIbp>KaBeH BECTHHK".

3AKOH 3a usmeHenne 1 JOOBIHEHHE HA
3aKoHa 3a JICKapCTBEHHUTE MPOAYKTH B XyMaHHATa MEIHUIIMHA
(B, 6p. 102 o1 2012 1., B cuma ot 21.12.2012 1.)

JlonbHATETHA pasnopenda

§ 118. To3u 3akoH BBBexAa u3nuckBanusaTa Ha J(upektusa 2010/84/EC na EBponeiickus
napasamMmeHT M Ha CwBera or 15 gexemBpu 2010 r. 3a uU3MEHEHHE IO OTHOIIEHHE Ha
dapmakonornynara Oxutennoct Ha JupextuBa 2001/83/EO 3a yTBBpKIaBaHe Ha KOJEKC Ha
OOUIHOCTTa OTHOCHO JICKApPCTBEHH MPOAYKTH 3a XymMaHHa ynorpeba (OB, L 348/74 ot 31 nexemBpu
2010 r.) u dupextusa 2011/62/EC na EBponeiickus napaameHT u Ha CbBeta oT 8 ronu 2011 1. 32
n3meHenne Ha JlupexktuBa 2001/83/EO 3a yTBBpKAaBaHe Ha KoJekc Ha OOIIHOCTTa OTHOCHO
JIEKapCTBEHH NPOAYKTH 3a XyMaHHAa yrnoTpeba MO OTHOUICHHE Ha MPEeAOoTBpATIBAHETO Ha
HaBJIM3aHETO Ha (hanmmumdumpann JeKapcTBEHN MPOIYKTH B 3aKOHHATa Bepura Ha goctaBka (OB,
L 174/74 ot 1 romu 2011 r.).

[TpexomHU U 3aKITIOYUTEITHN PA3IOPeI0n

§ 119. (1) Cnen 2 ssayapu 2013 r. npou3BOAUTENUTE, BHOCUTEINUTE U THPTOBIUTE HA €PO
¢ aktuBHU BemiecTBa mojaBat B MAJI B cpok go 2 mapt 2013 r. 3asBieHHEe W JTOKYMEHTH 3a
BIKICBaHE 10 peja Ha 4. 1670.

(2) [IponzBoguTENNTE U BHOCUTEIUTE, KOUTO Ca MPOM3BEKIATN WM BHACSIIA AKTUBHH BEIIECTBA
Bb3 OCHOBAa Ha M3AaneHuTe uM 10 2 sHyapu 2013 r. paspeuieHus 3a MPOU3BOJCTBO/BHOC, HE
3arJyamnar Takca 3a BIIMCBAHETO UM B PETUCTbpa Mo wi. 167T.

(3) o 2 mapt 2013 r. aumara mo an. 2 OCBIIECTBSIBAT JEHHOCTH MO MPOU3BOJACTBO M BHOC Ha
aKTUBHU BEIIECTBA Bh3 OCHOBA HAa M3/IaJICHUTE UM Pa3pelIeHHs 3a TPOU3BOJACTBO/BHOC.

§ 120. JIunaTta, KOHTO OCBILECTBSIBAT MOCPEAHUYECTBO B O0JIACTTAa HA JIEKAPCTBEHUTE
MPOAYKTH W Ca 3allOYHalIM cBosita JeiHocT mpeau 2 sHyapu 2013 r., ce perucrtpupar mnpu
yCIIOBUSATA U 110 pefa Ha wi. 212a B cpok 1o 2 mapt 2013 1.

§ 121. 3amoyHanuTe 70 BIU3aHETO B CHUJIA HA TO3W 3aKOH MPOILIEIYPHU 32 pa3pelliaBaHe 3a
yrnoTtpeda ce TOBBPIIBAT MPHU YCIOBHITA U MO PEa, IPEIBUICHH B HETO.

§ 122. (1) Ilputexarenure Ha paspenieHus 3a yrnorpeba HE Mpujarat cucTeMa 3a
yIpaBlIeHHE Ha pucka mo wi. 192, an. 1, T. 2 3a ne€KapcTBEHU NPOJAYKTH, HA KOUTO Ca W3AA/ICHU
paspenienus 3a ynorpeba npeau 21 ronu 2012 1., OCBEH B ciiydauTe 1o ai. 2.

(2) 3nbiHUTENHATA areHIMs MO JIEKapcTBaTa MOXKE Ja HaJOXKHU 3aJbJKCHHE Ha TpUTeXaTels Ha
paspelieHue 3a ynorpeda Ja cb3Aaje M JAa Mpuiara CUCTeMa 3a YIpaBJIeHHE Ha pHUCKa, KOraTo
MpELEHH, Y€ 3a JaJIeH JEKapCTBEH MPOAYKT MMa OMACEHHUs, KOUTO MOraT Jla OKaXkaT BIUSHUE Ha
CBHOTHOIIIEHUETO MoJ3a/puck. B To3m cimydaii MAJI u3nckBa OT mpUTekKaTesss Ha pa3pelieHueTo 3a
yrnotpebda Aa MpeACTaBH M MOAPOOHO OMHMCAHHWE HA CHUCTeMara 3a YIpaBJICHHE Ha PHCKa, KOSITO
Bb3HaAMeEpsBa Jia BbBE/IE 32 ChOTBETHUS JIEKAPCTBEH MPOAYKT.

(3) B ciiyuaute no an. 2 MAJI nucMeHO yBeAoMsIBa MPHUTEXATeNsl Ha pa3pelieHueTo 3a ynorpeoa,
KaTo M0COYBa MOTHUBHTE 32 HAJIAraHETO Ha 33JbJDKEHUETO M CPOKa 3a MPECTaBsHE Ha MOJAPOOHOTO
OMHCaHUE Ha CUCTeMaTa 3a yIpaBJIEHUE Ha PUCKA.
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(4) B 30-mHeBeH CpoK OT MOTydaBaHEe Ha YBEJOMIICHHETO T10 all. 3 IPUTEKATEIAT Ha Pa3pEIICHUETO
3a ymorpeba moxe ga moucka or MAJI mpemocrtaBsHe Ha BB3MOXKHOCT 3a IpEJICTaBsIHE Ha
nHGpOpMalLKs OTHOCHO HAJIO)KEHOTO 3a/IbJKEHHE 10 all. 2.

(5) Cnen mnonywyaBane Ha wuckaHero no ai. 4 WAJI ompenens cpok 3a IpencTaBIHE Ha
uHpopMaluATa OT IPUTEXKATENS] Ha Pa3pellIeHUETO 3a yoTpeoa.

(6) Bp3 ocHoBa Ha mpexacraBeHara wuHpopmaius MAJI Moxe 1ga MOTBBPIM HAJIOKEHOTO
3aJJbJDKEHUE 110 aJl. 2 UM Ja TO OTMEHH.

(7) M3nbsiHKTENHATA areHLIKs 110 JIEKapcTBaTa YBEOMsBA IPUTEKATENS 3@ B3€TOTO PELICHUE T10 all.
6.

(8) Koraro MAJI moTBbpAM 3aIBJKEHUETO, U3MBIHUTEIHUAT AUPEKTOP CIIY’)KEOHO U3/aBa MpoMsiHa

B paspCiI€HUECTO 3a yHOTpe6a, KaTO BKJIFOYBA B HET'O KATO YCJIOBUEC HAJIOKCHOTO 3aAbJPKCHHUC I10 all.
2.

§ 123. Ilpurexarenute Ha pa3pelicHHs 3a yrnoTpeba Ha JIEKApPCTBEHU MPOAYKTH,
m3nanenu npeau 21 romu 2012 r., u3nbJIHIABAT 3aabbKeHUeTo no wi. 192, an. 1, T. 1 cuurano ot 21
tonu 2015 r. wim oT Aarara Ha NMOAHOBSIBAaHE HA Pa3peUICHHETO 3a YMoTpeda Ha CHOTBETHUS
JIEKApCTBEH MPOAYKT B 3aBUCUMOCT OT TOBA, KOSl OT JIBETE JaTH I1I€ HACTHIIN MO-PAHO.

§ 124. 3amoyHanmute 10 BJIM3aHETO B CHJAa Ha TO3M 3aKOH HEWMHTEPBEHIIMOHAIHU
MPOYYBAHUSA C€ JOBBPILIBAT 10 JOCETAITHUS PEI.

§ 125. (1) Mo HacThmBaHe Ha YCJIOBHSTa M cpoka mo wi. 2, T. 3 ot [dupektuBa
2010/84/EC mpuTexaTtenuTe Ha pa3peuieHus 3a ynorpeda u3mpariar ChOOIICHHATa 33 CEPHO3HU
HEeKeJlaHU JIeKapCTBEHU PEaKkIuu, HACTBIIWIN Ha TepuTopuaTa Ha Penmyonuka boiarapus, no MAJI u
no EBporielickara areHIys mo JeKapcTBara B CpoK 10 15 THU OT IoJTy4aBaHETO M.

(2) U3nbaHuTeNnHaTa areHIus 1o JIeKapcTBaTa MpoBepsiBa U3IIBJIIHEHUETO Ha 3aIbIKEHUETO TI0 all.
1.

(3) Koraro cro0mieHreTo ce oTHACS 3a CEpUO3HA HEeKellaHa JIEKApCTBEHA peakilvsl, HaCThIINIA Ha
TEPUTOPHUATA HA TPETA JbpKaBa, MPUTESKATSIUTE HA pa3pelieHus 3a ynorpeda B cpoka mo ai. 1
yBenomsiBaT EBporneiickara areHius mo JeKapcrnara.

§ 126. (1) Ilpurexxarenure Ha paspewieHus 3a ynorpeda nonasatr B MAJI nepuoanunu
aKTyalu3UpaHH JTOKJIAIH 3a 0€30IacHOCT B ChOTBETCTBHE C BpEMEBUTE MHTEpBaIU Mo wi. 194k, an.
3 3a JleKapCTBEHUTE MPOAYKTH, Ha KOMTO Ca U3JaJECHU pa3pelieHus 3a ynorpeda npeau 21 ronum
2012 r. ¥ 3a KOMTO YeCTOTaTa U JAaTUTE Ha MOJlaBaHe Ha NePUOIUYHUTE aKTyaJTU3UPaHU JOKIaIH 32
0€301acHOCT He ca BIIMCAHU KaTo YCIOBUS B Pa3pelICHUETO 3a yrnoTpeoda.

(2) Pasnopenbara Ha an. 1 ce mpuiara 70 omnpejaeisHe Ha Jpyra 4ecToTa WM Ha IPYrd JaTu Ha
MoJlaBaHe Ha JOKJIAJWUTE B pa3pelIeHHeTo 3a ynorpeda WM 0 ONPEAeIsTHETO Ha JaTH U 4eCcToTa
ChIVIacHO 4il. 194 - 194H.

§ 127. (1) Ilpurexarenure Ha paspelieHUs 3a ynoTpebda MperoCTaBsIT NEPUOAUYHU
aKTyalu3upaHH JOKJIaau 3a O6e3omacHocT mo wi. 1943, an. 1 B peructbpa no wi. 1943, an. 3 cuen
u3THYaHe Ha 12 mecena oT jgarata, Ha Kosto EBporeiickaTa areHIus 1o JieKapcTBaTa OMOBECTU
(GYHKIIMOHUPAHETO MY.

(2) do nHacTbpliBaHE Ha CpOKa MO aj. | mpuTexaTeauTe Ha pas3pelieHus 3a ynorpeda MpeicTaBsT
NEPUOIMYHUTE aKTyaJU3UpaHu JTOKIaau 3a 6e3onacHocT Ha AJL u Ha peryiaTopHUTE OpraHu Ha
JpPYTUTE AbP>KaBH YWIEHKH, B KOUTO ChOTBETHMSIT JIEKApPCTBEH MPOYKT € pa3pelleH 3a yrnorpeoa.

§ 128. Ilputexarenure Ha pa3pelIeHHEe/yTOCTOBEpEHHE 3a THProBUS Ha ApeOHO ¢
JIEKAPCTBEHW NPOJIYKTH B alTeKa WM Jporepus no 4i. 234, an. 5 moMecTBaT Ha WHTEPHET
CTpaHMIIaTa JIOTOTO 1o Wwi. 234, ann. 6 B CPOK JI0 €/JHa FOJJMHA OT JjaTaTa Ha MyOJUKyBaHE Ha aKTa Mo
1. 858, maparpad 3 ot Jupextusa 2001/83/EO.

§ 129. U3nbaHuTeNnHaTa areH1ys 1o JIEKapcTBaTa U3BbpIlIBa I'bPBUs OJUT HA CHCTEMaTa
o wi. 183, an. 1 u n3npama Ha EBponelickara KOMUCHS TOKJIAJ] C pE3YATATUTE OT HErO HA-KbCHO
1o 21 cenremBpu 2013 r.
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§ 130. (1) Ho 20 mapt 2013 r. 3amoyHaNWTe W HEMPHUKIIOUWIN MPOIEAYPH TP
Komucusra no nenu 1 peuMOypcupane ce JOBbPIIBAT OT Hesl [0 JOCETalIHUS pel.
(2) Cnen 1 ampun 2013 r. HempukIouUWauTe mnporeAypu mnpen Komucuara mo meHH u
peuMOypcupane ce JOBbpIIBaT OT HanmoHanHMS CBHBET NO IEHHM W peuMOypcHpaHe Ha
JIEKapCTBEHUTE MPOIYKTH MPHU YCIOBUATA U MO Pella Ha TO3U 3aKOH.
(3) B cpox mo 31 wmapt 2013 r. Komucuara mo meHM U peuMOypcHUpaHe IpenocTaBs Ha
Hanuonanuusi c¢hbBeT NO LIEHW U peuMOypcHupaHe Ha JIEKApCTBEHUTE NPOAYKTH C IMPUEMHO-
IIpelaBaTesIeH IPOTOKOJI 3asBICHUSTA U IOKYMEHTHUTE, [IOAAJIEHH 3a MPOLEAYpPUTE 1O al. 1, KakTo
Y apXuBa Ha MPUKIIOYUINTE MPOLEIYPH.
(4) B cpox mo 31 wmapt 2013 r. Kommcuara mo meHH U peuMOypcHUpaHe MpeaocTaBs Ha
Harnuonanuust c¢hbBeT MO LIEHW U peuMOypcHupaHe Ha JIEKApCTBEHUTE NPOAYKTH C IMPUEMHO-
IIpelaBaTesIeH IPOTOKOJI BOJACHUTE OT KOMUCHUSATA PETUCTPH.

§ 131. (1) do 20 mapt 2013 r. TakcuTe 3a MoJaBaHe Ha 3asBJICHUS 32 YTBBP)KIaBaHE HA
LEHHU/TIPEIeIHA  [IEHW, PETUCTPUpaHe Ha LEHW Ha JIEKapCTBEHH MPOJYKTH, 3a BKIIOYBAHE,
M3KJIIOYBAHE WM TPOMEHHM Ha JIEKApCTBEHU NPOAYKTH B [lO3UTHBHHS JIeKapCTBEH CHUCHK Ce
cbOupaT oT MUHHCTEPCTBOTO Ha 3ApABEOIA3BaHETO B pa3MepuTe, ONPEACICHN B Tapudara 1mo 4.
21, an. 2.

(2) Cobpanute 1o 20 mapt 2013 r. ¢punaHcoBH cpencTBa Mo ai. 1 ce pa3xoaBar 3a JAEHHOCTTa Ha
Komucusita no nenn u peumOypcupane u Ha Komucusra no npo3payHocrt.

§ 132. B cpok 10 Tpu Mecera OT BJIM3aHETO B CHJIa HA TO3M 3aKOH MUHUCTEPCKUST ChBET
10 MIPEUI0KEHUE Ha MUHUCTBPA Ha 3/JpaBEOIa3BaHETO:
1. onpenens mpezacenartens U uieHoBeTe Ha HanuoHanHus ¢hbBET MO LIEHUW M peuMOypcupaHe Ha
JIEKapCTBEHUTE MPOYKTH;
2. mpueMa YCTpONCTBEH MNpaBWIHMK Ha HanuoHanHus cbBeT HO LEHM U peuMOypcupaHe Ha
JIEKapCTBEHUTE MPOTYKTH.

§ 133. (1) B cpok nBa Mecena OT BIU3aHETO B CUJIA HA TO3W 3aKOH MUHUCTEPCKUSAT CHBET
n3MeHs Tapudara o wi. 21, an. 2.
(2) B cpox g0 1 ampuit 2013 r. MUHUCTEPCKUST ChBET NprueMa Hapeaodara no wi. 261a, an. 5.

§ 134. 3agpmxenusra o wi. 159, an. 4, 4n. 168, an. 8, un. 168a u 1686 3amousar aa ce
M3ITBJIHSABAT TPHU TOJMHM CIIEJ JaraTa Ha NMyOJIMKyBaHe Ha JEJEeTHpaHUTE aKkTOBE MO Wi. 54a oT
Hupextusa 2001/83/EO B "O¢unnanen BecTHuk" Ha EBporneiickust cbro3.

§ 138. 3akoHbT BIM3a B CUJIa OT JeHA Ha OOHapoJBaHeTO My B "JIbp)kaBeH BECTHUK' ¢
U3KJIIOUYEHUE Ha!
1. maparpad 9, 1. 1, 6ykBa "a", § 29 - 36, § 38 - 43, § 44 otHOCHO . 167a, 1676, 1678, 167T, 1671,
. 167e,an. lwan. 2, 1. l mun. 1673, § 65-76,§ 98, 1.1 u2, § 101, 1. 1, 6ykBu "a" u "6", § 102,
103, 106 - 108, 111, 116, § 117, 1. 1, O6ykBu "a", "e", "x" u "n1", KOUTO BIAM3AT B cCUJa OT 2 SHyapH
2013 r.;
2. maparpadu 20 u 117, 1. 2, xourto Biau3at B cuia ot 1 anpun 2013 r.;
3. maparpad 44 otHocHo ui. 167e, an. 2, T. 2 1 an. 3 u wi. 167k, KOWTO BiIKM3a B CUjia OT 2 I0JU
2013 .

[MPEXOHU U 3AKJIFOYUTEJIHU PA3TIOPEIBA
KBbM 3aKOHa 32 U3MEHEHHE U JIOMTbJIIHEHNE Ha 3aKOHA 32 3]]paBETO
(B, 6p. 1 or 2014 1., B cuna ot 3.01.2014 1.)

§ 17. B cpok m0 enwH Mecel OT BJIM3aHETO B CHJIa HAa TO3U 3aKOH MUHHUCTBPBHT Ha
3/IpaBEOINa3BaHETO M3/1aBa HApEIOUTE MO:
1. gnen 37, an. 8, un. 52 mwun. 114a, an. 2;
2. uneH 80e, ain. 4 oT 3aKOHa 3a 3JpaBHOTO OCUTYPSIBAHE.
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§ 18. B cpok mo emwH Mecel OT BJIM3aHETO B CHJIa HAa TO3M 3aKOH MUHHUCTBPBT Ha
3/IpaBeoIIa3BaHETO MPUBEXKAA B CHOTBETCTBUE ¢ HEro Hapembara mo ui. 221, am. 1 ot 3akonHa 3a
JIEKapCTBEHUTE MPOJYKTH B XyMaHHATa MEIULIMHA.

[MPEXOJHU U 3AKJIFOYUTEJIHU PA3IIOPEIBU
KbM 3aKOHa 32 U3MEHEHHE U JTOMTbJIHEHNE HA 3aKOHA 3a 3[JpaBHOTO OCUTypsIBaHE
(IB, 6p. 48 ot 2015 1.)

§ 40. (1) MuUHHCTBPBT Ha 37PABEOIA3BAHETO ONpPEaEs KPUTEPUHUTE 10 Wi. 45, ai. 3 B
CPOK JI0 TP M€cela OT BIM3AaHETO B CUJIA HA TO3H 3aKOH.
(2) Hamzopuusr ceBet Ha H30K yTBBpKIaBa crinchka 1o 4i. 45, an. 4 B CpoOK 70 TPpU Mecera Clie]t
olpesieiIsiHE Ha KpUTEPUUTE 110 aj. 1.
(3) B cpok 10 equH Mecell OT BJIM3aHETO B CHJIA HAa CIIMCHKA 10 Wi. 45, ann. 4 HannoHaTHUAT ChBET
Mo IIEHW M PEeuMOypCUpaHe Ha JIEKAPCTBEHHUTE MPOAYKTH CIYXKeOHO u3KiouBa OT [lo3uTuBHUS
JIEKapCTBEH CIHCHK JIEKApCTBEHUTE MPOAYKTH, NIPEIHA3HAUCHU 3a JIEYeHHE Ha 3a00JIsIBaHuUsl, KOUTO
HE Ca BKJIIOYECHH B CIIUCHKA.
(4) HarmonanHata 3paBHOOCUTYpHUTEINIHA Kaca 3aIuialia JIEKapCTBEHUTE MPOAYKTH, METUITUHCKUTE
W3JIeHs ¥ IUCTUYHUTE XPAHU 32 CIICIHATHN MEIUIMHCKH [ETH 3a 3a00JIIBaHMATA 10 Hapenadara
0 JToceramHus wi. 45, an. 3, KOUTO ca NpeAnrcany 10 U3THYaHe Ha CpoKa 1o aj. 3.
(5) OGxanBaneTo Ha aKTOBETE M JieiicTBUATA Ha HarmoHaHus ChBET 1O IIEHW U peuMOypcupaHe
HAa JICKAPCTBEHUTE MPOAYKTH MO al. 3 HE CUPA UIIBIHECHUETO UM.

§ 41. Jlo ompenernsiHe HA OCHOBEH W JOMBJIHUTENEH MAKeT MO peaa Ha wi. 45, an. 2 ce
Mpuiara OCHOBHHUSIT MAKET, ACUCTBAI] KbM BJIM3aHETO B CUJIAa HA TO3U 3aKOH.

§ 42. (1) 3a nekapctBeHuTe npoaykt no uia. 45, an. 10, 13 u 19, BkiItoueHu B
[To3uTHBHUS JIEKapPCTBEH CITUCHK, 32 KOUTO HE Ca JJOTOBOPEHU OTCTBHIIKH, C€ JIOTOBAPSAT OTCTHIIKU B
CPOK 710 6 Mecela OT BIM3aHETO B CHJIa Ha TO3H 3aKOH.

(2) B cpok 10 equH Mecen OT M3THYAHETO HA cpoka mmo an. | HamuoHamHMAT ChBET MO IIEHU U
perMOypcHupaHe Ha JIEKAPCTBEHUTE MPOIYKTH CIIy)KEOHO HM3KI0uBa OT [103MTHBHHUS JIEeKapCTBEH
CIHMCBHK JIEKAPCTBEHUTE MPOJYKTH, 38 KOUTO HE €A IOTOBOPEHU OTCTBIIKH.

(3) OGxanBaHeTo Ha akToBeTe U JeicTBUsATa Ha HalmoHalHus ChbBET MO LEHU U peuMOypcupaHe
Ha JIEKapCTBEHUTE MPOAYKTH IO al. 2 HE CIIUPa U3II'BJIHEHUETO UM.

§ 43. Ilo poroBopu MeXay Je4eOHUTE 3aBEICHMS] M JIOCTABUMIIM HA JICKAPCTBEHU
IPOAYKTH 32 JEYEHHE Ha 3JI0KAaUYeCTBEHU 3a00JsBaHMS B YCIOBHUSATA Ha OOJHUYHATA MEIUIIMHCKA
nomou H30K 3amnama cToHOCTTa Ha JIEKapCTBEHUTE IMPOJYKTH, HE3aBUCHUMO JAJIM 3a TIX ca
JIOTOBOPEHU OTCTBIIKM, A0 W3THUYAHETO HA YTOBOPEHHUS B JIOTOBOPUTE CPOK KbM MOMEHTa Ha
BJIM3aHETO B CHJIa Ha TO3M 3aKOH, HO HE [TOBeYe OT 6 Mecela.

§ 44. (1) Hantmonanuute paMKOBH JOTOBOPH, 00EMUTE U IIEHUTE Ha MEAUIIMHCKHUTE U Ha
JICHTAJTHHUTE NEHHOCTH, METOJUKHTE 32 OCTOMHOCTIBAHE U 3arllalllaHe Ha MEIHUIIMHCKATa ITOMOII U
penieHusTa mno wi. 54, an. 8 u/unm 9, KOUTO NEeHCTBAT KbM MOMEHTA Ha BJIM3aHETO B CHJIa HA TO3U
3aKOH, C€ MpUJjIarar 10 MPUEeMaHeTO Ha HOBU HAIlMOHAIHU PAaMKOBH JIOTOBOPH.

(2) o nmpuemaHeTo Ha HOBU HauMOHaIHM paMkoBH noroBopu H3OK 3amnama meaunuHckara
moMoII mo 4i. 55, an. 2, T. 2 B paMKUTe Ha o0eMHTe, NEeWCTBAIlM KbM MOMEHTA Ha BJIM3aHETO B
CHJIa Ha TO3H 3aKOH.

§ 45. (1) Jo mpuemaHeTO Ha HOBHM HAIIMOHAIHU PAMKOBU JOTOBOPH mo wi. 53, am. 1
MPOBEPKUTE OT (PMHAHCOBHUTE HWHCIEKTOPH, JIEKAPUTE-KOHTPOIHOPU M JIEKapUTE IO JICHTAJIHA
MEIUIIMHA — KOHTPOJBOPH, HAJaraHeTO Ha CAaHKIMM M TIXHOTO OOXaJBaHE CE€ HM3BBPIIBAT IO
JIOCETalIHUs pel.
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(2) TlpoBepkuTe 10 ain. 1, HalaraHETO HA CAHKIIMM U TSIXHOTO 00KaJiBaHE, KOUTO ca 3all0YHAIN 0
IIPUEMAHE HAa HOBM HAIMOHAIHU PAaMKOBU JOrOBOpH Mo wi. 53, ai. 1, ce NpukiIoyBaT Mo
JOCETaIIHUS Pe/l.

§ 46. (1) B cpok 10 Tpu Mecelna OT BJIM3aHETO B CHJIAa HA TO3U 3aKOH MEIUIIMHCKUTE
HAay4yHU JIpy>KECTBa MpeACTaBIT Ha HanuoHamHus CbBET NO LEHM M peuMOypcupaHe Ha
JIEKapCTBEHUTE MPOAYKTH PBKOBOJACTBATAa M anropurmure no wi. 259, an. 1, 1. 4 or 3akoHa 3a
JIEKapCTBEHUTE MPOJYKTH B XyMaHHATa MEIULIMHA.
(2) Korato B cpoka no ajn. 1 MEIMIMHCKUTE HAyYHU JIPY>KECTBA HE MPEICTaBAT PbKOBOJICTBATA U
anroputMuTe no wi. 259, am. 1, T. 4 oT 3akoHa 3a JIEKAPCTBEHUTE MPOAYKTH B XyMaHHaTa
MeaunvHa, HanuoHanHUAT CbBET IO IIEHM M peuMOypcupaHe Ha JIEKapCTBEHUTE INPOAYKTH
OpraHu3upa TSIXHOTO HU3rOTBSIHE OT HAIMOHAJIHUTE KOHCYATAaHTH WM OT JPYTH MEIULUHCKU
CIELIMAJIMCTH, KOUTO UMaT OIUT B CbOTBETHATa 00JIacT.
(3) HaunonanHUAT CHBET MO IEHH U PeUMOYypCUpaHe Ha JIEKAPCTBEHUTE MPOIYKTH YTBBPXKAaBa
PBKOBOJICTBATa U anroputmute no uwi. 259, an. 1, 1. 4 or 3akoHa 3a JEKapCTBEHUTE MPOIYKTH B
XyMaHHaTa MEJUIMHA B CPOK J0 TPU Mecella OT U3TUYAHETO Ha CpPoKa 1o ai. 1.

§ 47. (1) B cpok g0 Tpu Mecena OT BIM3aHETO B CHJIa Ha TO3M 3aKOH MUHHCTHPHT Ha
3/IpaBeolla3BaHeTO M3JaBa Hapendara mo 4i. 262, an. 4 ot 3akoHa 3a JIEKAPCTBEHUTE MPOIYKTH B
XyMaHHaTa MCIHULINHA.

(2) B cpok m0 6 Mecena OT BIM3aHETO B CHJIa HA TO3H 3aKOH B [103UTHBHUS JICKAPCTBEH CIUCHK
Morar Jia €€ BKJIIOYBAT JICKAPCTBCHU MMPOAYKTHU C HOBU MCKAYHAPOJIHU HCIIATCHTHHU HAMMCHOBAHUS,
0e3 J1a € U3BBPIICHA OLICHKA Ha 3JIPABHUTE TEXHOJIOTHH.

I[MPEXOHU N 3AKJIXOYUTEJIHN PA3ITOPEIBA
KbM 3aKOHA 3a U3MEHEHUE U JI0I'bJIHEHUE Ha 3aKOHA

3a JICKAPCTBEHUTE MPOJYKTH B XyMaHHATa MEIUIITHA
(B, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 1.)

§ 70. PaspemenuTte A0 BJIM3aHETO B CHJIa HAa TO3W 3aKOH KIMHAYHU HW3MUTBAHUA C
JIEKapCTBEHH TMPOJIYKTH, CBHAbPKAIM HAPKOTUYHHM BEIIECTBA, C€ IMPOBEXKIAT B JeUeOHUTE
3aBeJICHUsS, 32 KOUTO Ca TIOJMY4YSHHW pas3pelieHHus 3a IMPOBEXKJIAHE HAa CHOTBETHHUTE KIMHWYHU
W3MUTBAHUSA 10 TOCETAIIHUS PEI.

§ 71. (1) MuUHHCTBPBT Ha 3ApaBEONA3BAHETO ONpPENENs ChbCTaBa HA KOMHMCHUATA MO YJl.
103, an. 1 B cpok 10 Tpu Mecela OT BIM3aHETO B CUJla Ha TO3H 3aKOH.
(2) Komucusra no wi. 103, an. 1 e npaBonpueMHuk Ha Komucusra mno eruka 3a MHOTOLUEHTPOBU
W3MUTBAHUS.
(3) Komucusita mo wi. 103, an. 1 mgaBa cTaHOBHUIIA M MO HENPUKIIOUYWINTE MPOU3BOICTBA TIPE
KOMHUCHUTE 10 €THKA, Ch3[IaJICHU KbM JICUeOHHUTE 3aBEICHHUS, TIO JOCETAIIHUS PEel.
(4) o ompenensHe Ha chcTaBa Ha KomucusaTa mo 4wi. 103, am. 1 Komwmcusta mo erwka 3a
MHOT'OLIEHTPOBHU M3MHUTBAHUs MTPOIBIKABA /1a OCHIIECTBSABA JEHHOCTTA CH MO JOCETALIHUS PE.

§ 72. (1) llenTtpamnata KOMHCHS TIO €THKa TIpEeKpaTsiBa JIEHHOCTTa CH CJeJ
MPUKIIIOYBAHETO HA BCUUKU MPOU3BOJICTBA, 00Opa3yBaHM Mpe]] Hesl.
(2) Ilpencenarenst Ha LlenTpanHaTa KOMHCHS 1O €THKa IpegaBa C MpUeMaTelHO-TpeaaBaTelieH
IIPOTOKOJI apxuBa Ha LleHTpanHaTa KOMHCHS IO €THKA Ha OINPEAETIEHO ChC 3all0OBE/ HA MUHUCTBPA
Ha 37paBEOIa3BaHETO [IBKHOCTHO JHIE OT MUHHCTEPCTBOTO Ha 3/paBEONa3BaHETO B CPOK IO
€IMH Mecel] OT IPEKPaTsABAaHETO Ha JAeiHocTTa Ha LleHTpanHaTa KoMHCHS IO €THKA.

§ 73. (1) PrroBoguTEeNMTE HA JIEYCOHUTE 3aBE/ICHUS, B KOUTO CE€ M3BBPIIBAT KIMHUYHU
M3NUTBaHUA 0 peJia Ha TO3U 3aKOH, OMPEAEIIAT JIUIE 32 KOHTAKT B ChbOTBETCTBUE C M3MCKBAHMATA
Ha wi. 107a B cpok 10 TpU Mecela OT BIIM3aHETO B cuia Ha wi. 107a.
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(2) Kommcuure mo eTWka, CB3MaJCHH KbM JICYCOHWTE 3aBEACHHUS 110 JIOCETAIHUS pe,
MPOIBIDKABAT J1a OCHIECTBABAT JEHHOCTTA CH JI0 OMPEEIISTHE Ha JIUIIE 32 KOHTAKT 1o wi. 107a, an.
1.

(3) Cnen ompenensiHe Ha JUIE 32 KOHTAKT 1o wi. 107a, an. 1 ¢pyHKUIMKUTE HA KOMUCUUTE TIO €THKA,
Ch3IaJICHU KbM JICYCOHUTE 3aBEACHUS IO JIOCETAIIHMS PE/l, CE OCBIIECTBABAT OT JIMIIETO 3a KOHTAKT
no wi. 107a, an. 1, ¢ u3KiI0YeHUE HA JaBAHETO HA CTAHOBUIIE MO 4. 83, KOETO C€ U3BBPIIBA OT
komucwHsaTa 1mo wi. 103, an. 1.

(4) ApxuBHTE Ha KOMUCUUTE TI0 €TUKA, Ch3JaJICHU KbM JICUCOHUTE 3aBEIICHUS MO JOCETAITHUS PEll,
Ce MpelaBaT U ChbXPaHIBAT B ChOTBETHOTO JICUEOHO 3aBE/ICHHUE.

§ 74. B cpok 10 6 Mecena OT myOJIMKyBaHETO Ha ChOOILIEHHETO 1Mo wi. 82, maparpad 3 ot
Pernament (EC) Ne 536/2014 kJIMHWYHHATE W3MHWTBAaHUS CE€ pa3peliaBaT W TPOBEKIAT NPH
JOCETAIIHUTE YCIOBHS U Pell, OCBEH B ciydante 1o wi. 98 ot Permament (EC) Ne 536/2014.

§ 75. (1) V3mpaHuTenHaTa areHIUs 10 JIeKapCcTBaTa Ch3JaBa CICHHAIM3UpaHaTa
€JIEKTpPOHHA cucTeMa 1o wi. 2170, ain. 1 B cbOTBETCTBHE ¢ U3UCKBAHUATA HAa TO3U 3aKOH B CPOK 110 4
Mecela OT BIM3aHEeTO MY B CHJIA.

(2) I'spBusaT Cnuchk Ha JEKAPCTBEHUTE MPOAYKTH, BKIIOUEHU B [103UTHBHUS JIEKApCTBEH CIIUCHK,
3a KOWTO € YCTaHOBEH HEIOCTUT Ha Teputopusta Ha PemyOnuka bbarapus, ce W3roTBs mnpu
Cra3BaHe Ha W3MCKBaHUATA Ha wWi. 217B, KaTo HEJOCTUI'BT Ha JIEKAPCTBEHHU HPOJYKTH Ce
yCTaHOBSIBA BH3 OCHOBAa Ha HEOOXOJUMHUTE KOJIMYECTBA 3a 3aJ0BOJISIBAHE Ha 3JpPaBHUTE
noTpeOHOCTH Ha HACEICHHWETO 3a TEepUOoJ OT E€IWH MeCel, HM3YMCICHH BB3 OCHOBAa Ha
CpPEeTHOMECEYHOTO MOTpeOsieHne Ha CHOTBETHHUSA JIEKAPCTBEH MPOAYKT 3a MPEIXOIHHUTE 6 Mecela
ype3 clieluanu3upaHaTa eJIeKTpOHHA CUCTEMa I10 peda Ha wi. 2176.

(3) 3a u3roTBAHE HAa MBPBUS CIUCHK MO wi. 2178, an. 1 undopmarusara mo wi. 2176, an. 3, 7. 1 — 3
ce IpeNocTaBs 3a MpeaxoJHuUTe 6 Mecela OT JEHS Ha Cbh3JaBaHETO Ha CIelualu3hpaHaTa
€JIEKTPOHHA CHCTEeMa 10 aj. 1, KOMTO MyOJIMYHO ce OMOBECTsABAa Ha MHTEpHET cTpanunara Ha MAJL
Wudopmanusara ce mpemocTaBs B CPOK 0 JIBa Mecella OT Ch3JaBaHETO Ha CIeIHau3upaHaTa
€JIGKTPOHHA CHUCTEMA T10 all. 1.

(4) ConcbkbT o an. 2 ce usnpaimia ot MAJI u va Arennus "Mutauim" 1o ciry:xe0eH pe.

(5) MuHHCTEpCTBOTO Ha 3/paBeolna3BaHETO OKa3Ba chieiictBue Ha WAJl mpu cb3naBaHeTo Ha
creluagu3upaHaTa eJeKTpoHHa cucTeMa 1o wi. 2176, an. 1.

§ 76. HO,[[38.KOHOBI/IT€ HOPMATUBHU AKTOBC 11O MPUJIAraHETO HA TO3W 3aKOH CC IpUeMar,
CbOTBCTHO M3JaBaT U MPUBCKAAT B CbOTBECTCTBHUEC C M3MCKBAHHATA HAa TO3W 3aKOH B CPOK I0 TpHU
MeEcCClia OT BJIM3aHETO MY B CHJIA.

§ 77. llomamenutre o0 BIM3aHETO B CHWJIa HA TO3M 3aKOH YBEJAOMJICHHS 3a M3HOC Ha
JIEKApCTBEHU MPOAYKTH, BKIOUE€HU B [IO3UTHMBHHA NE€KApCTBEH CNMCHK MO 4. 262, am. 1, oT
TeputopusTa Ha Peny6nuka bbirapus ce pasriexxaaT U JOBbPIIBAT 110 JOCETAIHUS pej.

§ 78. 3akoHBT BIM3a B CUJa OT JIeHs Ha OoOHapojBaHeTO My B "/IbpKaBeH BeCTHUK'" C
u3kiroueHne Ha § 5,§ 712,814 -21,827-30,§31,1.2,§32,§39-41,§56,§ 60 u § 66, T. 1
-8, 10, 12, 15 - 17, 19 — 22, xouTo BIU3aT B cuja 6 Mecela ciell MyOoJnKyBaHe Ha ChOOIIEHUETO
no wi. 82, maparpa¢ 3 ot Pernament (EC) Ne 536/2014.

[MPEXOAHU U 3AKJIFOYUTEJIHU PA3ITIOPEABU
KbM 3aKOHa 32 U3MEHEHHE M JOMMbJIHEHHWE Ha 3aKOHa 3a JIEKapCTBEHUTE MPOJIYKTH B XyMaHHaTa
MeIUIHA
(B, 6p. 67 or 2020 1.)

§ 68. B cpok no Tpum Mecena OT BIM3aHETO B CHJa Ha TO3M 3aKoH M3mbiaHuUTEnHaTa
areHIIUs 10 JIEKapCTBaTa BIHMCBA B PETUCTHpa 1Mo 4. 19, an. 1, T. 3 pa3pemenure 3a ynorpeda mo
LEHTpaJIM3MpaHa Mpoleaypa JEKapcTBeHU NPoayKTH mo pena Ha Permament (EO) Ne 726/2004 na
EBporneiickus napnameHT u Ha CbBera.
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§ 69. (1) B cpok 10 Tpu Mecela OT BIM3aHETO B CHJIa Ha TO3MW 3aKOH M3mbiaHUTENHATA
areHIysl 1o JIeKapCTBaTa BIIMCBA HALIMOHAIEH HOMED 3a UACHTHU(HUKAIM 1o wi. 19, an. 3 Ha BCHUKH
JICKapCTBEHU MPOYKTH, BIIUCAHU B peructhpa mo wi. 19, an. 1, 1. 3.

(2) 3a nexkapcTBEHUTE NPOAYKTH, KOUTO ca BKJIIOUEHU B [lO3UTHMBHHSA JIEKapCTBEH CIIUCHK, B
perucTbpa Ha TMpeleidHUTe IEHM W B PErucTbpa Ha MAaKCUMaJHUTE NPOJAKHU IIEHH
WM3nbanutennara areHIus MO JieKapcTBaTa BOMCBA B perucrbpa mo wi. 19, am. 1, 1. 3 kato
HAI[MOHAJICH HOMEP 3a WACHTU(UKALMS Ha JIEKAPCTBEHUS MPOAYKT HICHTU(UKALMOHHUS HOMED,
MIOCOYEH B CHOTBETHHUS PETUCTHP, BOJACH OT HanmoHamHMs CHBET MO IIEHM M peUMOypcupaHe Ha
JIEKapCTBEHUTE MPOIYKTH.

(3) B cpok g0 18 Mecena oT M3TMYAHETO HA CPOKA MO ajl. | MPUTEXKATENUTE HA Pa3pelICHUs 3a
ynotpeba OcUTypsiBaT BbBEXKJIAHETO HAa YHUKAJIHUS HallMOHAJIEH HOMEp 3a WACHTHU(PHUKAIUS 10 YJl.
19, an. 3 3a BcekH CBOil JIeKapcTBEH MPOAYKT KaTO YacT OT MHIAMBHUAYATHHS HICHTU()UKAMOHEH
oener o uwi. 68a.

§ 70. (1) 3aBapenuTe 10 BIM3aHETO B CHJa HA TO3W 3aKOH JIMIIA, KOUTO MPUTEkKABAT
€IHOBPEMEHHO pa3peIICHHE 3a THhProBUsS HA €IpO W pa3pelieHHe 3a THhProBUsS Ha JPeOHO C
JIEKApCTBEHH MPOAYKTH B anTeKa, MPUBEXK/AT JCHHOCTTa CH B ChOTBETCTBUE C M3UCKBAHUSITA HA YJI.
195a u 222a B cpok 10 6 Mecena OT BIU3aHETO B CUJIA HA TO3U 3aKOH.

(2) Koraro B cpoka 1o ai. 1 jauuero He € IpUBeo AEHHOCTTA CU B CbOTBETCTBUE, U3IBJIHUTEITHUST
mupekTop Ha MAJI oTHeMa pa3pelieHueTo, KOETo € U3/1aJIeHO ¢ Mo-KbCcHa jJara. Koraro Bropara o
BHJI JICHHOCT € THPrOBUs Ha IPEOHO C JIEKAPCTBEHU MPOAYKTH, U3IIBIIHUTSIHAAT qupekTop Ha MAJL
OTHEMa pa3pelIeHUsATa, U3/1aJICHA Ha JIUIETO, 32 BCUYKH allTCKH.

(3) UsuckBanusta Ha wi. 195a u 222a ce npunarat u 3a MOAAJACHUTE J0 BIM3AaHETO B CHJIa HA TO3U
3aKOH 3asIBJIICHUS 33 THPTOBHsI HA €ApO W/WIIK Ha IPeOHO C JIEeKAPCTBEHU MPOTYKTH.

§ 71. (1) B cpok mo 12 mecena oT BIM3aHETO B CHJIa HA TO3M 3aKOH HalmoHamHusT chBET
10 1IeHH ¥ peuMOypcHpaHe Ha JeKapcTBEHUTE MPOAYKTH BIMCBA MH(OpMaIusTa 110 ui. 2621, an. 2
3a JICKapCTBEHHUTE MPOAYKTH, KOUTO ca BKIIOYCHH B [103UTHBHUS JIEKapCTBEH CITUCHK.
(2) HW3mbiHuTenHATa areHIMs MO JIeKapcTBaTa IMpenocTaBs HeoOxoaumara uH(opManus Ha
Harmonamaust ChbBET 1O IIEHW B peUMOYpCHpaHe Ha JICKApCTBEHUTE MPOIYKTH 10 ajl. 1 B CpoK 70 6
Mecella OT BIM3aHEeTO B CHJIa Ha TO3H 3aKOH.

§ 72. (1) Meronukata mo 4ui. 2270, an. 5 ce uznaBa B CpoK 70 6 Mecela OT BIM3aHETO B
CHJIa HA TO3H 3aKOH.
(2) Hammonannara anteyHa kapta mo 4i. 227a, ain. 1 ce mpuema B CpPOK JI0 €HAa TOAWHA OT
BIIM3aHETO B CHJIa HA TO3U 3aKOH.

§ 73. B cpok 10 Tpu Mecela OT BIM3aHETO B CHJIa HA TO3U 3aKOH YNPABUTEIST Ha
Hanuonannata 31paBHOOCUTYpUTENIHA Kaca MOXKE €IHOKPAaTHO Ja ONpejAeid HOB pa3Mep Ha
HHAWBUAYATHUTEC OCHOBHH MECCUYHU 3ariaTu Ha AUPCKTOPUTE Ha paﬁOHHHTe
3/IpaBHOOCUTYPUTENTHN KacH, 0e3 Ja HaAXBbpJs MaKCHUMaJHUSA pa3Mep Ha OCHOBHaTa MecedHa
3arulaTa 3a ChOTBETHOTO HHMBO M CTEMNEH, B PAMKHTE Ha pa3XOAUTE 3a MEpPCOHAN Mo Olo/pKeTa Ha
H3O0K 3a cphoTBeTHaTa rojnMHa, HE3aBUCUMO OT M3BBPUICHUTE WJIM IMPEJICTOSAIIM yBETUYEHUS Ha
MECEUHHTE 3aIUIaTH MpPe3 ChOTBETHATA T'OJMHA.

§ 78. (1) IlonzakoHOBHUTE HOPMATUBHU aKTOBE MO MPHJIAraHETO Ha TO3M 3aKOH, 3aKOHA 3a
3/IpaBHOTO OCHUTI'ypsIBaHE, 3aKOHA 32 MEIULMHCKUTE M3/IEIMs U Ha 3aKOHa 3a XopaTa ¢ yBpeKIaHHUs
ce nmpuemar, ChOTBETHO M3/1aBaT U MPUBEXK/IAT B CbOTBETCTBUE, B CPOK JI0 TPU MECella OT BIU3aHETO
B CHJIa HA TO3M 3aKOH.

(2) 1o nmpuemaHeTo, ChOTBETHO M3/1aBaHETO, U MPUBEKIAHETO B CHOTBETCTBHE HA IOJ[3aKOHOBUTE
HOpPMAaTUMBHU AaKTOBE IO al. 1 ce mpuiaraT OEHCTBAIIWTE IMOA3aKOHOBHM HOPMAaTHMBHHU AaKTOBE,
JOKOJIKOTO HE MPOTUBOPEYAT HAa ChOTBETHHS 3aKOH.

[MPEXOIHU 1 3AKJIFOUWUTEJIHA PA3ITOPE/IbM1
KbM 3akoHa 3a O0ropkera Ha HanmonamnaTa 31paBHOOCHTypUTeTHA Kaca 3a 2021 T.
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(IB, 6p. 103 ot 2020 1., B cruta ot 1.01.2021 1.)

§ 20. (1) B cpok no Tpu Mecena OT BIM3aHETO B CHJIA HA TO3W 3aKOH M3IIbIHUTEIHATA areHIUs 110
JIeKapcTBaTa MpeaocTaBs Ha HanmuoHaMHUS CHBET MO LIEHW M PEeHUMOypCHUpaHe Ha JICKAPCTBCHHTE
MIPOJYKTH B €IEKTPOHEH dopMaT, o oOpasell, yTBbPJAEH OT Hero, UH(popmanus 3a pa3peieHuTe 3a
yrnorpeda U perucTpupaHuTe JEKAPCTBEHH MIPOIYKTH HA TepuTopusTa Ha PenyOnuka beirapus u 3a
paspelieHuTe 3a ynorpeda Mo HEHTpalu3upaHa Ipoleaypa JIEKApCTBEHU MPOJYKTH MO pela Ha
Permament (EO) Ne 726/2004 na EBpomeiickusi mapiameHT u Ha CobBera ot 31 mapt 2004 r. 3a
yCTaHOBsIBaHE Ha mporienypu Ha Cbro3a 3a paszpellaBaHe U KOHTPOJ Ha JEKapCTBEHU MPOAYKTHU 3a
XyMaHHa 1 BETepUHapHa yrnoTpeda U 3a ch3/laBaHe Ha EBporneiicka areHus 1o jekapcrpara.

(2) HaunoHanHUAT CHBET MO IIEHH U PeUMOypCUpaHe Ha JIEKAPCTBEHUTE MPOIYKTH YTBBPXKAaBa
obpasena no an. 1 B 7-1HEBEH CPOK OT BIM3AHETO B CHJIA HA TO3H 3aKOH.

§ 21. (1) NpenTudukanmoHHUTE HOMEpa Ha JIGKAPCTBEHUTE NPOIYKTH, BIUCAHU B
[To3UTHBHHUS JIEKapCTBEH CIHUCBHK, B PETUCThpa Ha IMpPENEJHUTE IIHM M B pErHCThpa Ha
MaKCHMaJHHUTE MPOJAXHU IEHU, C€ CMIATAaT 3a HAIMOHAJleH HOMEp 3a HUIACHTHU(HKAIUS Ha
JIeKapCTBEHMs TIPOAYKT TI0 CMHCHIA Ha uil. 2591, am. 1 or 3akoHa 3a nekapcTBEHHTE NIPOIYKTH B
XyMaHHaTa MEIUIHA.

(2) B cpoxk 0 6 mecena oT npeaocraBsHeTo Ha uHGopmanusTa rno § 20, an. 1 Haunonanuuar cpBet
M0 IIEHU U peuMOypCcUpaHe Ha JIEKaPCTBEHUTE MPOJIYKTH MyOJMKyBa HA MHTEPHET CTpaHUIlATa CU
perucTbpa 1o 4ui. 259, an. 2, T. 4 or 3aKoHa 3a JIEKAPCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIUHA.
(3) B cpok g0 Tpu Mecelia OT BIM3aHETO B CHJIa Ha TO3HM 3aKOH MPUTEXKATEIUTE HA pa3pellieHus 3a
yrmoTpeda/yIoCTOBEpeHHEe 3a pErucTpanus Ha JIGKAPCTBEH MPOAYKT MPEJOCTaBAT Ha
W3nmbnHuTenHaTa areHIus IO JIeKapcTBaTa 3a BCHYKH JIEKAPCTBEHH MPOAYKTH, TOIYUHIN
paspemieHre 3a ymnotpeba/yIoCTOBEpEHHE 3a PEruCTpalis Ha TEPUTOpUATAa Ha CTpaHara dupes
crelranu3upaHara eIeKTpoHHa cuctema 1o wi. 21706, an. 1 ot 3akoHa 3a IeKapCTBEHUTE MPOIAYKTH
B XyMaHHaTa MeJHIIMHA, MHPOpPMAalHUs 3a KOJa Ha MPOAYKTa MO CMHUCHIAa Ha wi. 4, OykBa 0),
noarouka 1) ot Jlenerupan perinament (EC) 2016/161 na Komucusara ot 2 oxtomspu 2015 r. 3a
nomeiaBane Ha [upektmBa 2001/83/EO na EBpomneiickusi mnapnamenr u Ha CbBera upes
yCTAaHOBSIBAHE Ha MOJPOOHM NpaBUiIa 3a IOKa3aTelauTe 3a Oe30MacHOCT, IMOCTABEHU BBPXY
OTaKoOBKaTa Ha JICKapCTBEHUTE MPOIYKTH 3a XyMaHHa yrnotpeda (OB, L 32/1 ot 9 despyapu 2016
r.), HapuyaH no-Hatarek "/lenerupan pernmament (EC) 2016/161", 3a nexapcTBEHUTE HPOAYKTH,
onpenenenu B Jlenerupan perinament (EC) 2016/161.

(4) B cpok 10 Tpu Mecelia OT BIM3aHETO B CHJIa HA TO3U 3aKOH NMPUTEXATEIUTE Ha pa3peleHns 3a
nmapajeJeH BHOC Ha JIEKapCTBEH TMPOJYKT TPEAOCTaBIT Ha VI3MbIHWTENHAaTa areHmus o
JieKapcTBaTa 3a BCUYKHM JIEKAPCTBEHU MPOAYKTH, MOJYYHJIM pa3pelieHue 3a MapajielieH BHOC Ha
TEPUTOPHSTA HAa CTpaHaTa 4pe3 cleluaIu3upaHaTa €JeKTpOHHa cucreMa mo wi. 2176, an. 1 or
3aKkoHa 3a JIEKApCTBEHUTE MPOJYKTH B XyMaHHaTa MEIUIIMHA, MH(OpMAIs 3a KOJa Ha MPOJyKTa
mo cmuchia Ha 4wi. 4, OykBa 0), moarouka i) or [enerupan pernmament (EC) 2016/161 3a
JIEKapCTBEHUTE MPOJIYKTH, ONIPEICIIEHH B HETO.

3AKJIFOYUTEJIHU PA3ITIOPE/IbU
KbM 3aKOHa 32 U3MEHEHHE U JIOMIbJIHEHNE Ha 3aKOHA
3a JIEKAPCTBEHUTE MPOJYKTH B XyMaHHATa MeIUIIMHA
(B, 6p. 16 or 2024 1., B cmuta ot 23.02.2024 1.)

§ 14. Ilputexarenure Ha paspelieHHe 3a ynoTrpeda Ha JIEKapCTBEH MPOAYKT H
MPUTEKATEIUTE HA Pa3pelICHHE 3a MapajeieH BHOC, KOUTO JO BJIW3aHETO B CHJIA HA TO3U 3aKOH HE
ca mpeaocTaBuiau Ha M3mbiHUTETHATA areHIs 1o JIeKapcTBaTa HHpopMmalusaTa o 4i. 68, an. 1, T.
11 m un. 217, 1. 6, ca ITBXXKHHA Ja TPENOCTaBAT Ta3u MHQPOpPMaNUs B CPOK 10 €IUH MECeIl OT
BJIN3aHETO B CHJIa HA TO3M 3aKOH.
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§ 15. bearapckara opranu3aiys 3a BepuuKaius Ha JIeKapcTBaTa OCUTYpsiBa JOCTHITA 110
yy1. 2720, an. 3 Ha HAIMOHAJIHHUTE KOMIIETEHTHU OpPTraHu 1o wi. 2720, an. 3 B CPOK J0 €IUH Mecell
OT BJIM3aHETO B CHJIa HA TO3U 3aKOH.

§ 16. MUHHCTBPBT Ha 3JIpaBeola3BaHETO NpHUBEXIA Hapexabdara mo wi. 2176, an. 9 u
HapenOara mo wi. 28T, aji. 6 oT 3aKOHa 3a 3[PaBETO B ChOTBETCTBUE C M3UCKBAHUATA HA TO3U 3aKOH
B CPOK JI0 TPH Mecella OT BIIM3aHETO B CHJIA HA TO3H 3aKOH.

§ 17. MUHUCTBPBT Ha 3/1paBeONa3BaHETO MPUBEX 1A Hanwmonannara
3npaBHOMH(OpPMAIMOHHA cucTeMa 1Mo wi. 28r, ai. 1 or 3akoHa 3a 3/paBETO B CHOTBETCTBUE C
M3UCKBAHMATA HA TO3M 3aKOH B CPOK 70 6 Mecella OT BIM3aHETO B CHJIA HA TO3HU 3aKOH.

§ 18. M3nbaHutenHuAT aupekrop Ha M3mbnHuTenHarta areHnus 10 JIeKapcTBaTa
NpUBEX/Aa CIeUalu3upaHaTa eJNeKTpOHHAa cucrtemMa mno wi. 2170, an. 1 B ChOTBETCTBUE C
W3HCKBAHUATA HA TO3M 3aKOH U Ha 3aKOHA 3a €JIEKTPOHHOTO YIPABICHHE B CPOK 1O 6 Mecena OT
BJIM3aHETO B CHJIa HA TO3H 3aKOH.

§ 19. Ilpencemarenar Ha HammoHamHHWS CBHBET MO I[EHH W peUMOypCHUpaHe Ha
JICKQpCTBCHUTE TPOJIYKTH MPUBEXKAA perucrbpa mo wi. 259, am. 2, T. 4 B ChOTBETCTBUE C
M3MCKBAHUATA HA TO3U 3aKOH B CPOK 10 6 Mecela OT BIIM3aHETO B CHJIA HA TO3M 3aKOH.

§ 20. VYmopasurenstT Ha HamumonanHata 31paBHOOCHUTYpUTENIHA Kaca MPUBEKIA
nH(pOpMaMOHHATA cucTeMa 1o Wwi. 63, an. 1 ot 3akoHa 3a 3[PaBHOTO OCUTYpPSIBAHE B CHOTBETCTBHE
C U3MCKBAHMATA HA TO3M 3aKOH B CPOK JI0 6 Mecella OT BJIM3aHETO B CHJIA HA TO3M 3aKOH.

§ 21. B 6-meceueH CpoK OT BIM3AHETO B CHJIa HAa TO3W 3aKOH MUHHCTEPCTBOTO Ha
3/paBeona3BaHeTo, VM3MbJIHUTEIHATA areHIMS 110 JIeKapcTBaTa, HallMOHATHUAT CHBET IO IICHU H
peuMOypcupaHe Ha JIEKapCTBEHUTE NpOoAykTH, Hammonamnata 3apaBHOOCHMTYpUTEIHA Kaca,
boearapckara opraHuzanus 3a BepHQHUKAIMs Ha JEKapCTBaTa, MPHUTEKATEIUTE Ha pa3pelIeHue 3a
TBPTOBHS Ha €ApO C JICKAPCTBEHHW MPOAYKTH, MPUTESKATEIUTE HA pas3pellieHue 3a ThProBUs Ha
IpeOHO C JeKapCTBEHU MPOAYKTH, JeueOHUTE 3aBelleHus mo wi. 222, an. 4, 1. 1 u 2, ueHTpoBeTe u
xocnucuTe mo uwi. 222, an. 4, 1. 3 u 4 u nedyeOHUTE 3aBeACHUS MO Wi. 222, an. 6 ocurypsiBar
ornepaTuBHaTa ChbBMECTHMMOCT M CBBP3aHOCTTA 32 aBTOMATHU3MpaH OOMEH Ha JaHHW B MAIIMHHO
yeTuM (hopmar B peasHo BpeMme 1o . 272B.

§ 23. 3akoHBT BJIM3a B CHJa OT JICHS Ha OOHapoaBaHETO My B "Jlbp)KaBeH BECTHHUK', C
M3KJIIOYEHUE Ha § 7 OTHOCHO wil. 262, an. 20 u § 22, KOUTO BIU3AT B cuiia 6 Mecena ciie/l BIU3aHEeTO
B CHJIa HA TO3M 3aKOH.
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