HAPEJIBA Ne 10 OT 2009 I. 3A YCJIOBMSITA, PEJIA, MEXAHU3MA U
KPUTEPUUTE 3A 3AILIAILAHE OT HAIIUOHAJTHATA
3IPABHOOCUT'YPUTEJIHA KACA HA JIEKAPCTBEHM POJYKTH,
MEJULUMHCKU U3AEJIUS U HA TUETUYHU XPAHU 3A COELIUAJTHU
MEJULIMHCKH LEJU U HA TIOMOILHU CPEJCTBA, IPUCIIOCOBJIEHUS,
CHOPBLIKEHMS U MEJULIMHCKY U3JEJUS 3A XOPATA C YBPEXKJIAHMS,
JIOTOBAPSTHE HA OTCTBIIKA Y Bb3CTAHOBSIBAHE HA IIPEBUIIEHUTE
CPEJCTBA IIPM IPMJIATAHE HA MEXAHU3BM, TAPAHTHPAIIL
MPEJBUIUMOCT U YCTOMUMBOCT HA BIOJTKETA HA H30K (3ATJL U3M. -
1B, BP. 67 OT 2011 I'., U3M. 1 JIOIL. - IB, BP. 48 OT 2014 I, 1OIL. - 1B, BP. 62 OT
2015 T., B CUJIA OT 14.08.2015 I., U3M. - JIB, BP. 17 OT 2019 I'., U3M. - JIB, BP. 19
OT 2020 I'., JOIL. - 1B, BP. 49 OT 2022 T., B CWJIA OT 01.07.2022 T.)

W3manena oT MUHHCTBPA Ha 3ApaBEONa3BaHETO

O6H. /IB. 6p.24 ot 31 Mapt 2009r., m3m. IIB. 06p.34 ot 8§ Maii 2009r., uam. /IB. 6p.38 ot 22 Mait
2009r., uzm. JIB. 6p.40 ot 29 Maii 2009r., uzm. JIB. 06p.9 ot 2 ®derpyapu 2010r., u3m. [IB. 6p.67 ot 30
Asryct 2011r., m3m. u gom. JIB. 6p.49 or 29 IOum 2012r., u3m. u momn. JIB. 6p.48 or 10 FOHHK
2014r., u3am. u pom. [IB. 6p.30 ot 24 Anpwun 2015r., usm. u gom. JIB. 6p.62 ot 14 Asryct 2015r., usm.
u pon. IIB. 6p.44 ot 10 Ouu 2016r., u3m. u pon. JIB. 6p.89 or 7 Hoemepu 2017r., u3m. u gom. [1B.
0p.95 ot 16 Hoemepu 2018r., u3m. u nomn. JIB. 6p.17 ot 26 deppyapu 2019r., uzm. u nom. JIB. 6p.47 ot
14 1Ouu 2019r., u3m. u gomn. JIB. 6p.19 ot 6 Mapt 2020r., u3m. JIB. 6p.104 ot 8 JIekemBpu 2020r., gor.
JB. 6p.106 ot 15 JlexkemBpu 2020r., m3m. u nom. [IB. 6p.73 ot 3 CenremBpu 2021r., uzm. JIB. 6p.109 ot
21 HexemBpu 2021r., m3m. u gon. JAB. 6p.26 ot 1 Anpun 2022r., usMm. u pom. [B. 6p.49 ot 30 Oun
2022r., uzm. JIB. 6p.100 ot 1 [JexemBpu 2023r., nom. JIB. 6p.43 ot 17 Maii 2024r.

I'naBa mbpBa.
ObILIH NOJIOKEHUSA

Ya. 1. (U3m. - [IB, 6p. 48 ot 2014 r., u3m. - JIB, 6p. 17 ot 2019 r.) C Ta3u Hapenba ce
OTIPEIeIIAT:

1. ycrmoBusTa, pemxpT, MEXaHU3MUTE U KpHUTEepHHTe, MO KoWto HammoHamHara
3apaBHoocuryputenna kaca (H30K) 3amnamma gexkapcTBeHr IpoayKTH mo wi. 262, an. 6, T. 1
oT 3aKOHa 3a JISKapCTBEHUTE MPOJYKTH B XyMaHHaTa MeaunuHa (3JIIIXM), npengHazHaueHu 3a
JIOMAIIIHO JICUEHHE;

2. ycnoBusTa, peabT, MEXaHW3MUTe M Kpurepuute, no kouto H3OK 3amama wu3BbH
CTOMHOCTTA Ha OKa3BaHUTE MEJUIIMHCKU YCIYTH JIEKAPCTBEHU MPOAYKTH 1O wi. 262, an. 6, T.
2 3JIITXM, BxJItOUEHHU B TIakeTa 1o 4. 45, aj. 2 ot 3akoHa 3a 3ipaBHOTO ocurypsisane (330) u
MPUIIOKUMH TIPH JICYCHUETO Ha 3JI0KAYeCTBEHHTE 3a00JIsiBaHUS B OOJHHYHATA METUIIMHCKA
MTOMOIII, KaKTO M JICKAPCTBEHH MPOAYKTH TP )KHUBOTO3ACTPAIIaBaIA KPHBOU3IUBH U CIICIITHA
OTIepaTUBHU M WHBA3WBHU MHTEPBEHIINH ITPH MAIIMEHTH C BPOACHU KOATYIIONATHH;

3. ycnoBuATa, peabT, MEXaHU3MUTEe U Kpurepuute, no kouto H30K 3amnama nekapcTBeHn
MPOAYKTH 3a 3/[paBHUTE IEHHOCTH 1Mo wi. 82, an. 2, T. 3 oT 3akoHa 3a 31paseto (33);

4. ycrnoBusTa, pelbT, MEXaHU3MUTE U Kputepuute, o kouto H30K 3armmamma meaunuHcku
m3nenuss (MUW), mnpeaHasHadeHHW 3a JOMAIIHO JieyeHHE Ha 3a00JsABaHMs, ONpEIeNICHH
coritacuo 330;

5. ycnoBusiTa, penbT, MEXaHU3MUTEe U Kputepuure, 1o kouro H3OK 3amnama
BHUCOKOCTICIIMATIU3UPAHH anapaTu/ypeau 3a MHAUBHIyalHa yrnoTpeda no wi. 82, an. 3 33;



6. ycloBUATa W peabT 3a 3aljlalllaHe M 3a CKII0YBAHE Ha WHAMBUAYaJTHU JOTOBOPU C
MPOU3BOJUTENIM WU C THPTOBIU HA €IpO C MEIUIIUHCKUA H3ACIUS/TEXHU YIIBIIHOMOIIECHU
MPEJICTAaBUTENM 3a JAOCTaBKa W 3aruiamaHe Ha MU, mpuiaranu B OOJTHMYHATA METUITMHCKA
IIOMOL;

7. ycnoBusATa, pebT, MEXaHU3MUTE U Kputepuute, o kouto H30K 3armaia guetnunun xpaHu
3a crnenuanad meauruHcku 1enu (AXCMII), npenHasHayeHW 3a JOMAIIIHO JICUEHHWE Ha
3a00151BaHUsI, ONIPEICIICHU B CIIUCHKa 1o 4. 45, an. 4 330;

8. ycnoBusTa U pPenbT 3a MPOBEXKJAHE HA 3aJBDKUTEIHO LEHTPAJIU3UPaHO JOrOBapsHE Ha
OTCTBIIKM M BUJIOBETE OTCTHIKHU B Ciiydaute mo 4i. 45, an. 10 u 21 330;

9. KputepuuTe U PEIbT 3a PA3MpEe/iIHE Ha JOTOBOPEHHUTE OTCTBHIKU 3a JIEKAPCTBEHUTE
MPOAYKTH 110 Wi. 262, ain. 6, T. 1 3JIIIXM mexny H30K u 3apaBHOOCUTYypEeHUTE HIIA;

10. ycnoBusara, kpurepuutre u peabT, no kouto H3OK mnpoBexna 3aabKUTENIHO
LEHTPAIU3UPAHO JOTOBapsiHE HAa OTCTHIKHK 3a JIEKAPCTBEHUTE MPOJYKTHU 32 3APABHUTE
neitHocTH mo 4. 82, aim. 2, 1. 3 33;

11. (u3m. u nmon. - 1B, Op. 19 ot 2020 r.) ycmoBusata u peabt 3a 3amiamane or H30K nHa
JeKapcTBeHH MpoAyKTH, 3a kouto H30K e noroBopuia 3amnamiane Bb3 OCHOBA Ha pe3yiTara
OT TepamnuaATa 3a JeKapCTBEHU MPOIYKTH, 32 KOUTO € OMpeesieHo MpocieasiBaHe Ha eeKTa OT
TepanusaTa cbriaacHo wi. 259, an. 1, 1. 10 3JIIIXM, kakTo 1 Bb3CTaHOBSIBAHE OT MIPUTEKATECIIUTE
Ha paspelieHus 3a ynorpeba WM TEeXHW yIbIHOMOIIeHH mpenactaButenu Ha H3O0K Ha
3aIUIaTEeHUTE CPEJCTBA IIPH JIUIICA HA PE3YIITAT;

12. (noBa - /1B, 6p. 19 ot 2020 r.) ycioBusiTa U peIbT 32 Bb3CTAHOBABAHE OT IPUTEKATEIUTE
Ha pa3pelleHusATa 3a yrnorpeda M TeXHU YITbIHOMOIICHH NPEICTaBUTENIN Ha MPEBUILICHUTE
CpeICTBa IMpH IpHJIaraHe Ha MEXaHW3bM, TapaHTUpAL] MPEABHIUMOCT U YCTOWYHBOCT HA
oromxkera Ha H30K;

13. (noBa - JIB, 6p. 49 ot 2022 r., B cuna ot 01.07.2022 r.) ycnoBusTa 4 peAbT 3a 3aIUiallaHe
ot H30K Ha nomo1uHu cpencTBa, NpucrnocoOIeH s, CbOPBKEHUS U MEIULMHCKN U3ETus 3a
xopara ¢ yBpexaanus ([ICTICMUXY), kakTo u 3a CKIIOYBaHE HA WHIWBUIYAITHU JIOTOBOPH
o wi. 45, an. 16 330 ¢ nunara, oChIIECTBABALIN JAEHHOCTH 10 MPEJOCTaBSIHE U PEMOHT Ha
MTOMOIIIHA CPEJICTBA, MPHUCTIOCOOJICHHS, CHOPBKEHUSI U MEAUIIMHCKH HU3JIeIUs 3a Xopara C
YBPEeXKIAHUS, PETUCTPUPAHU KAaTO THPIOBLUM U BIUCAaHM B pErucTbpa Ha JHIATa,
OCBILIECTBSIBAIIM JACMHOCTHM MO TMPEJOCTaBIHE M PEMOHT Ha IIOMOIIHU CpPEJCTBa,
MPUCTIOCOOICHHS, ChOPBHKEHUS U MEIUIIMHCKU U3JIENHS 32 X0paTa C YBPEKIaHHs.

Y. 2. HapenbaTa uma 3a 11e1 rapaHTUpaHe Ha:

1. mpuHIMnuTe no wi. 5 330;

2. myOIUYHOCT M MPO3PAvYHOCT Ha MPOIETYPUTE IO 3arjlallaHe Ha JEKapCTBEHUTE MPOIYKTH,
MEIUIIMHCKUTE U3EIHS U TUETUUYHUTE XPaHU, IOCOUYEHH B Wl 1;

3. ycioBus 3a e(heKTUBEH KOHTPOJI IPH U3Pa3X0ABAHETO Ha cpecTBa oT OrokxeTa Ha H30K.
Ya. 3. (U3m. - IB, 6p. 48 ot 2014 1.) (1) (Hom. - IB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015
r., m3Mm. - [IB, 6p. 17 ot 2019 r., m3m. - JIB, 6p. 49 ot 2022 r., B cumna ot 01.07.2022 r.)
HanmonannaTa 31paBHOOCHTYpUTEIHA Kaca 3amiama npoayktute no uwi. 1, 1. 1, 2,4, 6, 7 u
13 npu cna3BaHe Ha CIEAHUTE OOIIU YCIOBUS:

1. (u3m. - JIB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r., uzm. - IB, Op. 49 ot 2022 r., B cuna
or 01.07.2022 r.) nma ca mpeanucaHd M OTIyCHaTH IpH CIla3BaHe Ha pa3nopendute
Ha 330, 3JIIIXM, 3akona 3a meaunuHckute uznenus (3MU), 3akona 3a xpanure (3X), 3akoHa
3a xopara ¢ yBpexxaanus (3XVY) 1 mo/13aKOHOBUTE HOPMAaTUBHU aKTOBE 10 TAXHOTO MpUiIaraHe;
2. (mom. - 1B, Op. 49 ot 2022 r., B cuna ot 01.07.2022 r.) #a ca OTIycHAaTH Ha TEPUTOPHSTA Ha
CTpaHaTa 3a JIMlla C HEMPEKbCHATHU 3PAaBHOOCUTYPUTEHH MIPaBa, OCBEH B CIy4yauTe Mo 4i. 1,
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T. 13.

(2) (U3m. - OB, 6p. 17 ot 2019 r.) Hammonannara 3apaBHOOCHUTYpHTENTHA Kaca 3aruiamia
MPOAYKTHTE 10 Wi. 1, T. 3 mpH cra3BaHe Ha CIETHUTE OOIIN YCIOBHS:

1. na ca mpeIBUACHH 3a 3paBHUTE ACHHOCTH 1O wi. 82, an. 2, 1. 3 33;

2. (u3m. - JIB, 6p. 19 ot 2020 r.) 1a ca npeAnucaHu, OTIYCHATH U MPUJIOKEHU TPH CIIa3BaHE
Ha paznopenoute Ha 330, 3JIIIXM, Mmoa3aKOHOBUTE HOPMATHBHU AaKTOBE IO TAXHOTO
MpujiaraHe, KakTo W Ha CHOTBETHUTE HALMOHAJIHU, PETHOHATHH M OOLIMHCKU 3JIpaBHU
MIpOrpaMu;

3. ha ca OTHyCHATH Ha TEPUTOPHAITA HA CTpaHaTa 3a JHIA, MOCOYEHH B CHOTBETHUTE
HallMOHATHU, PETHOHAIIHUA U OOIMHCKY 3[IpaBHU MIPOTrpaMu U B CPOKA HA TAXHOTO JICHCTBHE.
(3) (Jom. - 1B, Op. 49 ot 2022 r., B cuina ot 01.07.2022 r.) 3annamnaHeTo Ha JEKAPCTBEHUTE
npoaykt, MU u IXCMLI, kakro u Ha [ICIICMUXY ce u3BbpiiBa Ipu cria3BaHe Ha 3aKOHA
3a 6ropxera Ha H30K 3a choTBeTHAaTa roguHa.

I'naBa BTOpA.

YCJIOBUA, PEJA, MEXAHU3BM U KPUTEPUU 3A 3AIIVIAIIAHE HA
JIEKAPCTBEHHU INPOAYKTHU (3AI'JI. U3M. - IB, BP. 17 OT 2019 1T.)
I'naBa BTOpA.

YCJOBUSA U PE/] 3A 3AIIVTAIIAHE HA JIEKAPCTBEHU ITPOAYKTH
Paszgea L.

YcaoBus, pea, MeXaHU3bM M KPUTEPHH 32 3aIlJIalllaHe HA JIeKAPCTBEHHU MPOAYKTH 3a
JAOMAIIHO JieYeHne Ha TepuTopusiTa Ha ctpaHaTa (Hos - JIB, Op. 48 ot 2014 r., 3ar.1.
usMm. - JIB, op. 17 ot 2019 1.)

Pa3gea 1.

YcaoBust 1 pe 3a 3amJialiaHe HA JJeKapCTBEHU MPOAYKTH MO 4. 262, aux. 6, T. 1
3JIIIXM (Hos - /IB, 6p. 48 or 2014 1.)

Y. 4. (Jomn. - AB, Op. 48 ot 2014 1., u3m. - JIB, 6p. 62 ot 2015 r., B cuia ot 14.08.2015 1.)
Hanmonannara 31paBHOOCUTYpUTEIIHA Kaca 3aruialia 3a JeKapCTBEHU NMPOIYKTH, BKIIIOUEHU B
no3utuBHUsA JekapcTBeH cnuchbk (IVIC) mo um. 262, an. 6, . 1 3JIIIXM u npeaHa3HadeHu 3a
JIOMalTHO JIeYeHHe Ha 3a00liABaHMs, ONpeAeNeHH B chuchbka mo ui. 45, amn. 4 330, cuen
MoJTyyaBaHe Ha IMMCMEHO 3asiBJICHUE OT MPUTEXkKATeN s Ha pa3pellieHHeTo 3a yrnoTpeda niu Heros
YITBJIHOMOIIIEH NPEJCTABUTE, Y€ KeJlae ChOTBETHHAT JEKapCTBEH MPOAYKT Ja Ce 3aruialia o
pena Ha Ta3u Hapenda ChriaacHo npuiiokeHue Ne 1.

Y. 4a. (Hos - 1B, 6p. 9 ot 2010 1., B cuna ot 02.02.2010 r., u3m. - JIB, Op. 48 ot 2014 1.(*))
(1) (Hom. - AB, 6p. 73 ot 2021 1., B cuna ot 03.09.2021 r., u3m. - JIB, 6p. 49 oT 2022 ., B cuna
ot 01.07.2022 r.) Hanmonannara 37paBHOOCUTYpUTETHA Kaca aHaIM3Upa 1 00001masa kpm 31
JIEKEMBpPH Ha TeKylaTa roauHa nadopmanusra 3a siarodenure B [UJIC no un. 262, an. 6, 1. 1
3JIIIXM mpe3 chliaTa roAMHA JIEKAPCTBEHU MPOAYKTH C HOBO MEXIYHApPOIAHO HEMATEHTHO
HaumeHoBanue (INN), koeto He e Omio BkIOYeHO B mocoueHara yact Ha IIJIC mpes
MpeIXoIHATa TOJINHA, ¥ 32 KOUTO JIEKAPCTBEHH MPOIYKTH ca MOAaeHH 3asBICHHUSI 10 4iI. 4 710
30 mexeMBpH Ha ChIllaTa TOAWHA, C M3KIIOYCHHE HA MHPOpMAIUATA 32 JIEKAPCTBEHU MPOAYKTH
¢ INN no an. la.

(la) (HoBa - B, O6p. 73 or 2021 r., B cuma ot 03.09.2021 r.) Hamuonamnara
3IpaBHOOCUTYPHUTEIIHA Kaca aHaIM3upa U 00001aBa KbM 1-Bo miu 16-0 4UCI0 HAa CHOTBETHUS
KaJleHJapeH Mecell MHpopMalusTa 3a jekapctBeHu npoayktu ¢ INN, BkimtoueHo B I1JIC no ut.
262, am. 6, 1. 1 3JIIIXM, 3a KoeTo 10 MOMEHTA HE € 3aIlialiana, i € HoAaAeHO 3asABICHUE 10 YJI.
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4 He O-KbCHO OT 24-TO YMCIIO Ha NpeAXoaHus WK 10-0 4nucao Ha CbOTBETHUS MECELL, KOraTo
JIEKapCTBEHHUTE MPOJIYKTH ca MpeTHA3HAYCHH 3a JICUCHHE Ha OCTPO MH(EKIIMO3HO 3a00JIsBaHe
no wi. 4 ot Hapen6a Ne 7 ot 2015 r. 3a kpuTepunTe 3a onpeaeisHe Ha 3a00/IBaHUsATA, 32 YUETO
noMamHo JsedyeHue HanuoHanHaTa 3ApaBHOOCUTIYpPHUTENHA Kaca 3alllallla HalbJIHO WIIHU
YaCTUYHO JIEKAPCTBEHHU MPOIYKTHU, MEIUIIUHCKUA U3ACTUS U TUETHYHU XPaHU 3a CHEIHATHU
MenunuHcku 1enu (B, 6p. 89 ot 2015 1.).

(2) (U3m. - OB, 6p. 73 ot 2021 r., B cuna ot 03.09.2021 r.) U3BbH ciydauTe mo ajn. la
Hanmonanuara 31paBHOOCUTYpUTEIHA Kaca aHAIM3Upa U 00o01aBa KbM 1-Bo uian 16-0 yucio
OT CBOTBETHHMS KaJleHAapeH Mecell MH(opMmanusTa 3a JeKapcTBeHH HpoAyktu c INN,
BxiroyeHo B ITJIC mo wi. 262, ai. 6, T. 1 3JIIIXM, 3a KoeTo 3aruiaia, 1 € NoJaacHo 3asBJIcHUE
10 Wi. 4 HE MO-KBCHO OT 24-TO 4uCIO Ha npeaxoaHus uian 10-o yMciao Ha CHOTBETHUS
KaJIEHJAapeH MECELL.

(3) Amunes 1 ce mpunara W 3a KOMOMHUpPAHHM JIGKAPCTBCHH NPOJIYKTH, MpPU KOHTO
koMmOuHammsTa chabpka INN, Bkitoueno B [JIC mo . 262, an. 6, 1. 1 3JIIIXM, 3a xoeTo 10
momenTa H30OK He e 3amuiamaina.

(3a) (Homa - JIB, Op. 73 ot 2021 r., B cria ot 03.09.2021 r.) Anunes la ce mpwiiara u 3a
KOMOMHHpaHU JIEKaPCTBEHU MPOJYKTH, MpeJHA3HAUCHU 3a JICYEHHE Ha OCTPO MH(MEKIIHMO3HO
3abonsBane mo wi. 4 ot Hapexnba Ne 7 or 2015 r. 3a KpuTepuuTe 3a ONpeACIsHE Ha
3a00JsIBaHMATA, 332 YHMETO JOMAIHO JiedeHWe HanmoHanHata 3apaBHOOCHTYpPHUTETHA Kaca
3aruiaia HaIrbJIHO WJIM YaCTHYHO JIEKAPCTBEHH MPOIYKTH, MEIUIIUHCKU U3ACTUA U JUCTUIHH
XpaHU 32 CIEUUAIIHU MEAULIMHCKY LIeU, IPYU KOUTO KoMOMHanusATa chabpka INN, BkiroueHo
B IJIC mmo ui. 262, an. 6, T. 1 3JIIIXM, 3a xoeto no momenta H30OK He e 3amamaina.

(4) Anunes 2 ce mpuiara U 3a KOMOMHUpAHM JIEKapCTBEHH MPOAYKTH, npu kouto H3OK
3arutama 3a Bcuuku INN, chabpxkaiiu ce B komOuHanusTa 1 Bkiroderu B [1JIC mo . 262, ain.
6, T. 1 3JIIIXM.

(5) (om. - IB, 6p. 73 o1 2021 r., B cruta ot 03.09.2021 1., u3m. - [IB, 6p. 49 ot 2022 r., B cuna
ot 01.07.2022 r.) Hanmonannara 3 paBHOOCUTYpUTETHA Kaca aHAIM3Upa 1 00001maBa ksm 31
JIEKEMBpPH Ha TEKyllaTa ToAuHa MHpOpMalusaTa 3a JIEKApCTBEHUTE MPOAYKTH, 3aIUIalllaHU
HarrbHO WK yactuyHo oT H3OK, npu xouto B TIJIC 1o wn. 262, an. 6, T. 1 3JIIIXM mpe3
chlllaTa FOJIMHA € BKIIIOUEHO pa3lIMpsBaHe Ha TEPANeBTHUHU MOKa3aHUS W/ MU 3a00IsIBaHUS
(MKB-xomoBe), mpu yciaoBHE Y€ 3a T€3M TePaNeBTUYHM TMOKa3aHUs W/WJIH 3a00sBaHUs HE Ce
3ariama/T Apyr/u neKkapcTBeH/u npoaykt/u, BkiatodeHu B [IJIC mo um. 262, an. 6, 1. 1 3JIIIXM,
npuHaaIexkamy KbM cbioTo INN, ¢ um3kimoueHwe Ha HHpOpMamusITa 3a IJIEKapCTBEHU
MIPOAYKTH 10 aJl. Sa.

(5a) (HoBa - B, op. 73 or 2021 r., B cuma ot 03.09.2021 r.) Hamumonamnara
3IpaBHOOCUTYPHUTEIIHA Kaca aHaIM3upa U 000011aBa KbM 1-Bo it 16-0 4UCI0 HAa CHOTBETHUS
KaJleHJapeH Mecell MH(popMalusTa 3a JIEKapCTBEHU NMPOTYKTH, 32 KouTO B [TJIC o un. 262, an.
6, T. 1 3JIIIXM unma BKIIOYEHH pa3mupeHu nokasanus u auaraosu (MKb-konose) 3a neuenue
Ha OCTpO MH(QEKIMO03HOo 3a0oisBane no wi. 4 o Hapenda Ne 7 ot 2015 r. 3a kxpurepuute 3a
ompeznensHe Ha 3aboisBaHMATAa, 3a YHETO JOMalIHO JieueHne HanwmoHanHata
3IpaBHOOCUTYpUTEIHA Kaca 3alilalla HAmbIHO WJIM YacTUYHO JIGKAPCTBEHU MPOIYKTH,
MEIUIIMHCKHU U3AENUs U TUeTUYHH XPaHU 3a CIECIHATHN MEAUIIUHCKH LIETIH.

(56) (HoBa - JIB, Op. 49 or 2022 1., B cwma ot 01.07.2022 r.) HanmonamHata
3IPaBHOOCUTYPHUTEIIHA Kaca aHAIM3upa U 00001aBa KbM 1-Bo mitu 16-0 4UCI0 HAa CHOTBETHUS
KaJleHJapeH Mecell MHpopMalusaTa 3a JeKapCTBEHUTE MPOAYKTH, 3alllalllaHd HAI'bJIHO WIIU
gactuyHo oT H3OK, mpu xouro B IUIC mounm. 262, an. 6, t. 1 3JIIIXM e BkiItoYeHO
pasuIpsBaHe Ha TepaneBTUYHU Moka3aHus u/wim 3abonsBanus (MKb-komose), mpu ycioBue
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Ye 3a Te3U TEPaneBTHYHHU MOKa3aHUs W/WIHM 3a00JABaHUs C€ 3aIJama/T APYyr/1 JeKapCTBeH/H
npoaykt/u, BkitoueHu B [1JIC mo wn. 262, an. 6, 1. 1 3JIIIXM, npuHamiexany KbM ChIIOTO
INN u nexapcrena opma.

(6) (Hom. - JIB, Op. 44 or 2016 r., B cuia or 10.06.2016 r.) Hamuonannara
3IpaBHOOCUTYPHUTEIIHA Kaca aHalu3upa M 0000IIaBa Ha JIBaHAJIECETMECEYHU IEPUOIN
nHdopmanusra 3a INN, 3a kouto B [IJIC mo un. 262, ain. 6, 1. 1 3JIIIXM uma noBumiaBaHe Ha
HUBOTO Ha 3aIljaliane, ¢ u3KiaodeHrue Ha nadopmarnusara 3a INN 1o an. 7.

(7) (Hosa - JIB, Op. 44 ot 2016 r., B cuma ot 10.06.2016 r.) Hamuonamnara
3IpaBHOOCUTYPHUTEIIHA Kaca aHAIM3Mpa U 00001aBa KbM 1-Bo uin 16-0 4KCIIO OT CHOTBETHUS
KaneHaapeH mecel nHpopmaruaTa 3a INN 3a neuenue Ha 3a0oisBaHe, Caianio KbM HSIKOU OT
kinacosete 6onectr ot I xirac no xirac XVII sxmrountenno mo MKB 10, kouTo 3aeMaT BOIEIO
MSACTO (ITBPBUTE LIECT MECTA) B CTPYKTypaTa Ha CMBPTHOCTTA MO IPUYMHU 32 YMUPAHUS WU B
CTPYKTypaTa Ha XOCIHUTAJIM3UpaHaTa 3a00JEBACMOCT, WJIU B CTPYKTypaTa Ha IbPBUYHO
WHBAJIUIM3UpaHNTE Juia B PeryOinka bwirapus 3a mocneaauTe Tpu roguHu, 3a kouto B [1JIC
mo wi. 262, an. 6, T. 1 3JIIIXM mMa mmoBuIIeHO HUBO Ha 3aIjaiiaHe.

Y. 5. (U3m. - IB, 6p. 67 ot 2011 1., u3m. - JIB, 6p. 49 ot 2012 r., u3m. - /1B, 6p. 48 ot 2014
r.) Kem 3asgBiaeHuero 1o wi. 4 ce mpwiara KOMHE OT BIISA3JIOTO B CHJIA DPCIICHHE Ha
Haunonannus chbBeT 10 LIEHU U peuMOypcrpaHe Ha JICKaPCTBEHUTE MPOIYKTH.

Y. 6. (1) IIpu nocrenBane Ha 3asBiaenueto no wi. 4 H30K ce 3agbimkaBa:

1. na nepunupa H30K koj 3a BCceku eKapCcTBEH MPOIYKT;

2. (ot™. - [1B, 6p. 67 o1 2011 1.)

3. (u3m. - 1B, 6p. 48 ot 2014 r.) 1a nane yka3aHus OTHOCHO peJia 3a MPEINKUCBaHe U OTITyCKaHE
HAa JIEKApCTBEHUS MPOAYKT, ChOOpa3eHH ¢ AeicTBalaTa HOpMaTUBHA ypenoa;

4. na M3roTBU CHOTBETHUTE EJICKTPOHHHU (POPMATH 33 M3II'BIHUTEIUTE HA METUIIMHCKA TTOMOIIT
1 3a JIMIaTa I1o 4. 7.

(2) (Jom. - IB, 6p. 9 ot 2010 r., B cra ot 02.02.2010 ., u3m. - IB, 6p. 67 ot 2011 ., u3Mm. -
B, 6p. 49 ot 2012 r., u3m. - JIB, Op. 48 ot 2014 1. (*)) UndopmanusrTa no an. 1 oTHOCHO
JIEKapCTBEHUTE MPOJIYKTH 110 4Jl. 4a, ai. 1, 3, 5 u 6 ce nmyOGnuKyBa Ha MHTEPHET CTpaHUIaTa Ha
H3O0K B cpok 10 25-0 ynciio Ha JBaHAAECETHS Mecell.

(3) (HoBa - JIB, 6p. 67 ot 2011 r., usm. - JIB, Op. 48 or 2014 r.) Hauuonamnara
3IpaBHOOCUTYpHUTETHA Kaca MyOauKyBa KbM 13-0 minu 27-0 4UCIIO OT CHOTBETHHS KaJleHJapeH
Mecel] HHpopMaIusaTa 1o ain. 1 OTHOCHO JeKapCTBEHUTE MPOAYKTHU Mo 4. 4a, an. 2 u 4.

Y. 6a. (Hos - JIB, 6p. 9 ot 2010 1., B cuma ot 02.02.2010 r., uzm. - JIB, 6p. 67 ot 2011 1.,
usMm. - JIB, 6p. 48 ot 2014 r.(*)) (1) (U3m. - [IB, 6p. 49 ot 2022 r., B cuna ot 01.07.2022 r.)
Hanmonannara 3 paBHOOCUTYpUTEIHA Kaca 3arialia 3a JEKapCTBEHUTE MPOIYKTH 10 Wi. 4a,
an. 1,3 1 5, KakTO ¥ MOBUIIIEHOTO HUBO HA 3aruTamiade mo 4. 4a, aja. 6, CA4uTaHo oT 1-BO YHCIIO
Ha Mecella, Ciie/IBalll M3THYaHEeTO Ha KaJleHJapHaTa roinHa.

(2) (U3m. u pom. - JIB, 6p. 44 ot 2016 1., B cuiia ot 10.06.2016 r., uzm. - IB, 6p. 73 ot 2021
r., B cuia ot 03.09.2021 r., m3m. - JIB, 6p. 49 ot 2022 r., B cuna ot 01.07.2022 r.)
HarmonanuaTa 31paBHOOCUTYpUTETHA Kaca 3aruiaiia 3a JEKapCTBEHUTE MPOAYKTH 1O 4. 4a,
an. la, 2, 3a, 4, 5a, 560 u 7, cautaso ot 1-Bo wiu 16-0 YUCII0 Ha CHOTBETHHS KaJleHAapEH Mecell,
B 3aBHCHMOCT OT JlaTaTa Ha I10/1aBaHe Ha 3asBICHUETO.

(3) (Hosa - 1B, 6p. 73 ot 2021 r., B cuia ot 03.09.2021 r.) JIekapcTBeHUTE TPOAYKTHU T10 YII.
4a, an. 1a, 3a u 5a - OTHOCHO HOBHTE MMOKa3aHUS U AUArHo3u, ce 3armiamar ot H30K 3a Bpemero
Ha OOSIBEHO WM3BBHPETHO IOJOKECHHE IMOPaJAM CMHIACMHYHO DPA3MPOCTpaHEHHWE Ha 3apa3Hu
6onectn moui. 61, an. 1 unm 3 or 3akoHa 3a 3paBETO WIM MpH OO0sIBEHAa H3BBHpPEIHA



enuIeMHYHa 0OCTaHOBKA MOPA/IN EMUAEMUYHO PA3NIPOCTPaHEHHE Ha 3apa3Ha 060JiecT 1o 4. 61,
an. 1 ot 3akoHa 3a 37paBeTo.

Y. 66. (Hos - /IB, 6p. 9 ot 2010 r., B cua ot 02.02.2010 1.) (1) (M3m. - IB, 6p. 67 ot 2011
r., u3Mm. - [IB, 6p. 49 ot 2012 r., uzm. - JIB, Op. 48 ot 2014 r.) JlekapcTBEHUTE MPOAYKTU CE
BKJIIOYBAT B 00001IeHaTa HHPOPMAIUS 110 4. 4a B pAMKUTE Ha CbOTBETHUS IEPUO/I, B KOWUTO €
M0/1aJICHO 3asIBIICHUETO.

(2) JlekapcTBeHHUTE MPOAYKTH 1O MpeaxoaHara anuHes ce 3arramar oT H30K o pexa Ha wit.
6a.

Yia. 7. (1) 3a ormyckane Ha npoaykrure mo wi. 1, T. 1 H30K ckirouBa 1oroBopu ¢ juia,
nony4yusu paspemienue mo wi. 229, an. 2 3JIIIXM 3a TeproBusi Ha ApeOHO C JIEKAPCTBEHH
HPOJIYKTH.

(2) B citydaure, KOraTo JUIETO, MOTYYHIIO Pa3pelIeHUE 32 THPTOBUS Ha APEOHO C JIGKAPCTBEHU
IIPOAYKTH, U PBKOBOAMUTENIAT HAa anTeKaTa HE CbBIAAAT, JOTOBOPBHT CE€ ChIJIaCyBa M OT
PBHKOBOJIUTEIS HA alTeKaTa.

(3) (U3m. - JIB, 6p. 67 ot 2011 1., u3m. - JIB, Op. 49 ot 2012 ., u3m. - 1B, 6p. 48 o1 2014 r.,
u3M. - [IB, 6p. 49 ot 2022 r., B cuna ot 01.07.2022 r.) JloroBopuTe 1o aji. 1 ce ckiarouBar upe3
nupektopa Ha P30K, Ha 4usATO TepUTOpHs € anTeKaTa, Py YCIOBUS U 1O pell, YCTAHOBEHH B
cbOTBETCTBHE C 4iL. 45, an. 17 330.

Y. 8. (M3m. - [IB, 6p. 67 or 2011 1.) (1) (U3m. - B, 6p. 49 ot 2012 1., u3m. - JIB, Op. 48 ot
2014 r., pom. - /1B, 6p. 17 ot 2019 r.) HaunonanuaTa 31paBHOOCUTYpUTEITHA Kaca 3aruiaiia Ha
Juuara mo 4wi. 7, aj. 1 CTOWHOCTTa Ha JIEKapCTBEHUSI MPOAYKT, ONPEEJIeHa ChIVIACHO WI. 55 OT
Hapenbara 3a ycnoBusiTa, mpaBujaTa M pea 3a perylidpaHe H periucTpupaHe Ha LIEHHUTE Ha
JIEKapCTBEHUTE NPOAYKTH, rpueta ¢ [locranoBnenue Ne 97 na Munucrepckus cbBet ot 2013
r. (B, 6p. 40 ot 2013 r.), KaKTO W pasmpeiesns CpeAcTBara, MOJyYeHHU IO JOTOBOPH 3a
MpelIoCTaBsiHE Ha OTCTHNKHU 1o wi. 21, anm. 1, T. 4 OT mpuTexaTenss Ha pa3pelieHueTo 3a
yIoTpeba/HeroBUs YIIBIHOMOIIIEH PEACTaBUTEI.

(2) (U3m. - IB, Op. 48 ot 2014 1., ot™. - JIB, 6p. 62 ot 2015 1., B cuita ot 14.08.2015 r., HOBa
- JIB, 6p. 17 ot 2019 1., 06siBeHa 3a Humoxua ¢ Pemenne Ne 9042 ot 08.07.2020 r. va BAC -
1B, 6p. 104 ot 2020 1., B cuna ot 08.12.2020 1.)

(3) Hammonannara 3apaBHOOCHTYpUTENIHA Kaca 3aljalla Ha jaudiara mo wi. 7, ai. 13a
OTIYCHATHU OT TSAX JIEKAPCTBEHU MPOJYKTH CJEJ MPEICTABIHE HAa €IEKTPOHEH OTYET, U3TOTBEH
CcbhOOpa3Ho eNneKTpoHHHS Popmar, myOIrKyBaH Ha HHTepHeET cTpanunara Ha H30K.

(4) OtnycHatuTe M OTYETEHU JeKapCTBEHU NMpoayKTu ce 3amnamar or H30K npu ycnoBus u
0 pell, ONpeeIeHH B Ta3u Hape10a U CKIIIOUEHHUTE TOTOBOPH 1o uil. 7, ai. 1.

(5) (B cuna ot 01.01.2012 r., gom. - AB, 6p. 106 ot 2020 r., B cuna ot 15.12.2020 r., uszm. -
B, 6p. 109 ot 2021 1., B cuna ot 01.01.2022 r., ot™m. - JIB, 6p. 100 ot 2023 r., B cuna oT
01.12.2023 r.)

(5a) (Homa - 1B, Op. 26 ot 2022 r., B cuna ot 01.04.2022 r., otm. - IB, 6p. 100 ot 2023 1., B
cuna ot 01.12.2023 r.)

(6) (M3m. - 1B, 6p. 48 ot 2014 1., u3m. - JIB, 6p. 26 ot 2022 1., B cuna ot 01.04.2022 r., u3m.
- 1B, 6p. 100 ot 2023 1., B cuna ot 01.12.2023 r.) HaunoHnanHara 3jpaBHOOCUTypUTETHA Kaca
3aruiaia cyMmute 1o ain. 1 B cpok A0 30 KaJleHlapHU JIHA CUMTAHO OT JaTaTa Ha MPEJCTaBIHE
Ha HEOOXOIMMUTE JTOKYMEHTH.

(7) (HoBa - 1B, 6p. 48 oT 2014 1., oT™. - IB, Op. 62 o1 2015 1., B cuna ot 14.08.2015 r.)

Ya. 8a. (Hos - JIB, 6p. 17 ot 2019 r.) (1) (M3m. - JIB, 6p. 19 ot 2020 r.) 3a nexapcTBeH
MIPOJYKT, 32 KOMTO € Ompe/esieHo MpociesBaHe Ha eeKkTa OT TepanusTa cbriacHo wi. 259,
an. 1, 1. 10 3JIIXM, H30K u mnpurexarensT Ha pa3pelIeHHeTO 3a yNoTpeOa/HeroB
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YITBITHOMOIIICH MPEACTaBUTEN MOTaT Ja OTOBOPSAT 3allialllaHe Bb3 OCHOBA Ha pe3yiTara OT
Tepanusra.

(2) (U3m. - [IB, 6p. 19 ot 2020 r.) [Ipu ckiroueH AOToBOp 3a 3aljallaHe Bb3 OCHOBA Ha
pe3yJitaTa OT TepanusTa 3a cpoka Ha npociensasanero H30K 3amnamia nexkapcTBeHHs TPOAYKT
P yCIOBUATA HA Wi 8, ail. 1 - 4.

(3) (U3m. - JIB, 6p. 19 ot 2020 r.) B moroBopa 1o aji. 2 ce 10roBapsAT KOHKPETHHU MOKa3aTeIIN
3a mpociensBaHe Ha edeKTa OT TepanusiTa B CbOTBETCTBHE C YCIOBHATA U KPUTEPUHUTE 3a
npociensBaHe Ha eeKkTa OT Tepamusita, onpeaeraeHu oT HauuoHalHus ChbBET MO LUEHU U
peumOypcrpaHe Ha JIeKapCTBEHUTE MIPOAYKTH.

(4) (Hom. - IB, 6p. 19 ot 2020 1.) JIeueOHHTE 3aBeieHNUs, B KOUTO C€ IPOCIesiBa eHeKThT OT
TepanusaTa CboOpPa3HO KPUTEPHUHTE 1O ajl. 3, MPEeJOCTaBsAT chOpaHaTa MH(pOpMAaLUs 32 BCEKH
JIeKapCTBEH MPOAYKT Ha HammoHamHus ChBET MO LEHH U peuMOypcHpaHe Ha JICKapCTBEHHUTE
MPOAYKTH, KOMTO OT CBOS CTpaHa st 00pab0TBa BBB BHI, TOJXOISII 32 aHATIN3, U HA BCEKU ILIECT
Mecena s npenoctaBs Ha H30K, npu ycnoBusiTa u 1o pena Ha Hapeadara mo wi. 261a, an. 5
3JIIIXM.

(5) (M3m. - B, 6p. 19 ot 2020 r.) Komucusra 3a u3BbpIIBaHE Ha €KCIIEPTU3HU MO 4. 78, T. 2
330 B nenrpannoto ynpasienue Ha H30K u3BbpiiBa aHanu3 Ha rnoixydeHata HHGOpMaIus 1no
alr. 4 3a nenure Ha e(PeKTUBHOTO M IEIeCh00pa3HO pa3xoJ[BaHE HA MYyOJWYHH CPEICTBA U
ChIJIACHO ITOKA3aTeINTe, YTOBOPEHHU B JIOrOBOpa Mo ain. 2. B aHanu3a ce mocoysa OposT Ha
MAIMeHTUTE, TPU KOWTO € HAIMIE JIICAa Ha PEe3yiaTar OT Tepamnusra CbC CHOTBETHHUS
JEKapCTBEH TIPOMYKT TIpe3 TMepHoAa, 3a KOWTO ce OTHacsi WH(GOpMAIHsTa, CHIIIACHO
MOKa3aTeInTe, yrOBOPEHH B IOTOBOpa 1o aj. 2.

(6) (MU3m. - IB, 6p. 19 o1 2020 r.) B3 ocHoBa Ha ananu3a o an. 5 H30K u3roTss u npenocTass
Ha TMPUTEKATENs] Ha pa3pelieHHEeTo 3a ymnoTpeda Ha JIEKapCTBEHUS MPOIYKT WIM HETOB
YITBJITHOMOIIIEH MpeJicTaBuTeN cripaBka 3a 3amnatenutre oT H30K cpenctBa 3a nekapcTBeHus
MPOAYKT MPe3 OTHOCUMHUSI TIEPUO/] 32 TTALMEHTUTE, IPH KOUTO € HAJIUIIE JIMIICA Ha PE3YTaT OT
TepanusTa, KOSATO ChIAbpKa:

1. maHHu 3a Opos MAIMEHTH, IPU KOUTO € YCTAaHOBEHA JIMIICAa HA pe3yNTaT OT JICYEHHUETO
CHIJIACHO TIOKA3aTeJINTE, YTOBOPEHH B JOTOBOPUTE M0 all. 2;

2. mepuoa, 3a KOMTO € yCTaHOBEHO, Ue € OMia HaIuIIe JIUTICA Ha Pe3yTaT, U ChOTBETHHS Opoit
OIAaKOBKH OT JIEKapcTBeHUs Mpoaykt, 3amnatenn oT H30K 3a mepuoja, 3a KOWTO ce OTHAcA
CIpaBKaTa.

(7) (Hosa - IB, 6p. 19 ot 2020 r.) [To uckane Ha npuTexaTess Ha pa3peleHHeTo 3a ynorpeda
H3O0OK mnpenocTtaBs aHOHUMH3UPAHU TAHHU OTHOCHO IMOKAa3aTeNuTe, Bb3 OCHOBA HAa KOWTO €
YCTaHOBEHA JIUTICaTa Ha PE3yNTaT OT JICYSHHETO 32 BCEKU OT CHOTBETHHTE MALMEHTH, TAaHHH
OTHOCHO JIEYEOHOTO 3aBEJIEHUE, B KOETO € MpocieleH €(QeKThT OT TepamusiTa, KOUTO He
ChJIBPIKAT JIAHHU, Ype3 KOUTO MOXKE Ja Ob/Ie UACHTH(DHUIIMPAH KOHKPETEH MAIMCHT.

(8) (Hosa - IB, 6p. 19 ot 2020 r.) B 7-n1HeBeH CpoK OT MOJy4yaBaHE Ha CIpaBKarTa Io ai. 6
MPUTEKATENAT Ha pa3pelieHueTo 3a ymorpeba Ha JEKapCTBEHHsI MPOIYKT WIJIMA HETOB
YITBITHOMOIIIEH MIPEICTaBUTEN NMa MPaBo Ha MUCMEHO Bh3paxenue, koeto H30K pasriexna B
CpPOK 110 2 THU W YBEAOMsBA MHCMEHO MpPUTEXATeNs Ha pa3pelieHHueTo 3a ymoTpeda WiH
HEroBHS YITBITHOMOIIIEH MPEACTABUTEN 32 CBOETO PEIICHHUE.

(9) (Homa - JIB, 6p. 19 ot 2020 r.) KoraTo He € MOCTHIIUIIO Bh3paKEHUE B CPOKA MO aJl. § WIH
KOrato TNOCTBHIUJIOTO BB3PAKEHHUE € OTXBBPJICHO U3II0 win 4YactuyHo, H30K wu
MPUTEKATENAT Ha pa3pelIeHUueTo 3a YHnoTpeda WM HEroB YI'BJIHOMOILIEH IpEeACTaBUTEN
MOJIMMCBAT MPOTOKON Mo oOpasen chriaacHo npuwiokenue Ne 2. B 10-mHeBeH cpok OT
MOJMKCBAHETO HA MPOTOKOJIA MPUTEKATEIAT HA PAa3pEIICHUETO 3a yoTpeOda Ha IeKapCTBEHUS
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MPOAYKT WJIM HEroB YI'BJIHOMOILEH IpelacTaBuTesl Bb3cTaHoBABa Ha H3OK 3ammarenure
CpeICTBa 3a MAIMEHTHUTE, MPU KOUTO € HAIMIIEe JIMIICA Ha pe3yirar OT Tepamusra C
JIEKapCTBEHUS TIPOIYKT.

Y. 9. (U3m. - [IB, 6p. 67 ot 2011 1.) (1) IIpuTexkarensaT Ha pa3peuieHHETO 3a yrnorpeda Ha
JaJIeH JIeKapCTBEH MPOJIYKT WM HETrOB YIIBJIHOMOILIEH MPEICTaBUTEN MHUCMEHO YBEIOMSBa
H3O0K mpu:

1. u3KIIIOUBaHE HA JIEKApCTBEHUS NIPOAYKT OT [103UTHBHUSA JE€KAPCTBEH CIIUCHK;

2. mpoMsiHa B HUBOTO Ha 3aIllalllaHe u/Wik CTOMHOCTTA Ha JIEKapCTBEHMsI ITPOYKT, 3arljamiaHa
ot H30K;

3. mpekparsBaHe/OTHEMaHEe Ha pa3pelIeHUeTo 3a ynorpeda Ha JeKapCTBEHUS TPOAYKT;

4. npyru 00CTOATENCTBA, CBbP3aHH C U3IBIHEHUETO Ha JOTOBOPHUTE 110 . 7, air. 1.

(2) Cpoksbrt 32 yBenomsiBaHe 1o ai. 1 € 10 5 1HHU OT:

1. (u3m. - IB, Op. 49 ot 2012 r., u3m. - [IB, Op. 48 ot 2014 r.) BIr3aHe B cujia Ha PEIICHUETO
Ha HanuonanHus chbBET MO IIEHU U peUMOypCUpaHe Ha JIEKAPCTBEHUTE MIPOIYKTH - B CIIyHauTe
moan 1, T.1mu2;

2. HaCThIIBaHE Ha CHOTBETHOTO OOCTOSITENICTBO - B CllydauTe 1o ai. 1, T. 3 u 4.

(3) MadopmanusTa no an. 1 ce mybnukyBa Ha UHTepHET cTpanunata na H30K.

(4) (M3wm. - [IB, 6p. 49 ot 2012 1., u3m. - JIB, Op. 48 ot 2014 r.) B cnyvante Ha ain. 1, 1. 1 m 2
MPUTEKATENAT Ha Pa3pelIeHUEeTo 3a YNoTpeda WM HEroB YII'BJIHOMOILEH IpPEACTaBUTEN
npeactaBs B H30K 3aBepeno komue Ha pemieHneTo Ha HanuoHamHUst CHBET MO IIEHU U
peumMOypcrpaHe Ha JIeKapCTBEHUTE IPOAYKTH.

(5) Ilpu wuszkarOYBaHE Ha JIeKApCTBEHUS MPOAYKT OT [lo3UTHMBHUS JEKapCTBEH CIHUCHK B
3aBHCHMOCT OT JaTara Ha MpeACTaBsHE Ha peuieHuero mo ai. 4 - go/cien 15-o yucno Ha
Mecena, H30K mpeycraHoBsiBa 3aIljIalllaHETO HA ChOTBETHHS JIEKAPCTBEH MPOAYKT OT 16-0
YHCIIO OT TeKYIIUS KaJeHIapeH Mecell WIM OT 1-BO YKCIIO Ha CIe/IBals KaJIeHIapeH Mecell.
Ya. 9a. (Hos - IB, 6p. 67 ot 2011 1.) (1) Ilputexkarenst Ha pa3pelieHUETO 3a ynoTpeda uiu
HEroB YI'BJIHOMOIIEH mpenactaButesnl Moxe aa nogaae B H3OK mnucmeHo 3asBineHue
chbrilacHO npuijokeHue Ne 3, dye jkemae Ja ce MPEKpaTH 3alljIalllaHeTO Ha ChOTBETHHS
JIEKapCTBEH MPOJYKT M0 pela Ha Ta3u Hapenoa.

(2) B 3aBucUMOCT OT Aarara Ha ToJlaBaHe Ha 3asBIEHUETO Mo ai. 1 - mo/cien 15-0 yucno Ha
kanengapuusi Mmecer, H30K mpeycTaHoBsiBa 3aruiamaHeToO Ha CHOTBETHHS JIEKApCTBEH
MpOAYKT OT 1-Bo miu oT 16-0 4yncio Ha cneaBanus KaJleHJapeH Mecell.

(3) (M3m. - B, 6p. 49 ot 2012 r., u3m. - IB, Op. 48 ot 2014 r.) B cayyaute no an. | H30K B
5-THEBEH CpPOK OT IMOJaBaHE Ha 3asBICHUETO OMOBECTSBa HHQOpMAIUATA, MMOCOYEHA B
3asBJICHUETO, HA MHTEPHET CTPAHMUIIATa CU U MPAaBH MOTHUBUPAHO MHUCMEHO MPEIJIOKEHHUE 10
Hannonanuus chbBET 10 1IEHU U PeUMOYypCcUpaHe Ha JICKaPCTBEHUTE MPOIYKTH 32 U3KIIIOUBAHE
Ha jekapcTBeHus npoaykT ot [1JIC.

Ya. 96. (Hos - JIB, Op. 62 ot 2015 r., B cuna ot 14.08.2015 r.) JlekapcTBeHUTE NPOAYKTU
o wi. 45, an. 10 330, 3a KouTo He ca JOTOBOPEHH OTCTHIIKU MO pefia Ha Ta3u Hapeada, He ce
3armtamat ot H30K.

Y. 10. (1) (U3m. - B, 6p. 9 ot 2010 ., B cuna ot 02.02.2010 1., m3m. - JIB, 6p. 67 o1 2011 1.,
ot™. - /IB, 6p. 48 oT 2014 1.)

(2) (HoBa - 1B, 6p. 9 ot 2010 1., B cuna ot 02.02.2010 r., ot™. - JIB, 6p. 48 or 2014 1.)

(3) (ITpeaumna an. 2 - JIB, 6p. 9 ot 2010 1., B cruta ot 02.02.2010 1., u3m. - IB, 6p. 67 ot 2011
r., m3M. - [IB, 6p. 49 ot 2012 1., oT™. - [IB, 6p. 48 oT 2014 1.)

(4) (ITlpegumna an. 3, uzMm. - IB, 6p. 9 ot 2010 r., B cuna ot 02.02.2010 r., gom. - B, 6p. 67
ot 2011 r., u3m. u gom. - IB, 6p. 48 ot 2014 r.) [Ipu u3kiItouBaHe Ha JEKAPCTBEH MPOAYKT OT
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IUIC nnmu ornanane Ha kox no MKD u B ciydaute no ui. 9a, an. 1 u3gageHuTe penenTu ce
M3OBJHSBAT OT Juuara no wi. 7 u ce 3amiamar or H30K B cpok no 15 nuu ot marara Ha
BIIM3aHE B CHJIa HA MPOMEHHUTE, CJe]l KOETO CIYKEeOHO ce aHynupar 1Mo peaa Ha Hapeabara
o wi. 221 3JIIIXM.

(5) (Ilpepumina an. 4, usm. - JIB, 6p. 9 ot 2010 r., B cuna ot 02.02.2010 1., u3m. - 1B, 6p. 48
ot 2014 r.) Ilpu mHactemmm npomenun H3OK yBemomsiBa M3MBIHUTENNTE HAa MEAUITMHCKA
MOMOLI U JIUIIATa MO0 Y. 7 MPHU YCIOBHS U IO pel, ONPEesIeHU B CKIOYEHHUTE JOTOBOPH.

Pazpgea I1.

YcioBus, pel, MEXaHU3bM U KPUTEPHUH 32 3aIUIANNAHE HA JIeKAPCTBEHU MPOAYKTH 32
3ApPaBHHU AeHHOCTH 1O 4Wi. 82, an. 2, T. 3 oT 3akoHa 3a 31paBeto (Hos - /1B, 6p. 48 ot
2014 r., 3ara. u3m. - /IB, 6p. 17 ot 2019 1.)

Pazgea II.

Yci0Bus M pel 3a 3alJIalaHe HA JIeKAPCTBEHHU NMPOAYKTH 32 3APABHHU JAeiHOCTH MO 4.1.
82, an. 2, 1. 3 or 3akona 3a 3apasero (Hos - /IB, 0p. 48 ot 2014 1.)

Y. 10a. (Hos - JIB, Op. 48 ot 2014 r.) (1) HammonanHarta 3apaBHOOCUTYpUTEIHA Kaca
3ariamia 3a JIKApCTBEHU NMPOAYKTH, HEOOXOUMH 3a M3IBIHCHUE HA 3JIPaBHU JCWHOCTH II0
HAI[MOHAJTHYU, PETHOHAHN WJIM OOIWHCKYU 3[paBHH Mporpamu mo wi. 82, an. 2, T. 3 33 cien
MOJIy4aBaHEe Ha 3asBIICHUE OT MPHUTEKATEIS Ha Pa3pelIieHUETO 3a yrnoTrpeda WM HEroB
VITBTHOMOIICH TMPEJICTABUTEN ChITIACHO mpriiokeHne Ne 3a, de jkelmae ChOTBETHHSAT
JIEKapCTBEH MPOJIYKT Jia Ce 3aIuialla 1o peja Ha Ta3u Hapeaoa.

(2) KbMm 3agBrneHueTo mo an. 1 3asBUTENAT mpuiara KOMUe OT BIS3JIO B CHIIA pEIICHHE Ha
Harnmonanuus cbBeT 10 LIEHU U peuMOypcUpaHe Ha JIEKaPCTBEHUTE MPOIYKTH 38 ChOTBETHUTE
JIEKapCTBEHH MPOAYKTH, TOKYMEHT, YAOCTOBEPSBAIL] IIPEICTABUTEIHATA MY BIIACT, U CIIUCHK Ha
MIPUTEKATSIIUTE HA pa3pelieHre 32 ThPrOBHS HA €IPO C JICKAPCTBEHU MPOIYKTH, KOUTO I
JOCTaBAT JICKAPCTBEHUTE TIPOTYKTH.

Y. 106. (Hos - /IB, 6p. 48 o1 2014 1.) (1) 3a Bceku JiekapCTBEH MPOAYKT, 32 KOWTO € MOIaZIeHO
3asBieHue mo uwi. 10a, an. 1, H30K ckirouBa 10roBop ¢ MpHUTEKATENsl HAa pa3pelieHUueTo 3a
yrnotpeba WM HEroBUs YIBIHOMOIIEH NPEACTaBUTENl MU C TIOCOYECHUTE B 3asSBICHHETO
MIPUTEKATENN Ha pa3pellieHre 3a THhPrOBUs Ha €Apo C JICKApCTBEHU MPOAYKTH, B KOWTO ce
MOCOYBAT:

1. moroBopeHara 1o pena Ha Ta3u Hapea0a OTCTHIIKA OT IIeHATa Ha JIEKAPCTBEHUS MPOIYKT (aKo
TakaBa € JIOTOBOpeHa) U cToHOCTTa, Kosito H30K m1e 3amnamia B pe3yiaTar Ha JOroBOpeHaTa
OTCTBITKA 332 CHOTBETHATA KAJICHIapHA T'OJIUHA;

2. yCIIOBUSATA M PEIBT 3a Pa3NpPOCTPAHCHHWE M JOCTAaBSHE Ha JICKAPCTBEHUS MPOIYKT JI0
JIeueOHUTE 3aBCICHM,

3. HAYMHBT HA OTYUTAHE HA IOCTABCHUTE KOJIMYECTBA OT JICKAPCTBEHUS TPOIYKT;

4. mpenocTaBsiHe Ha UH(OPMALIKS MEXKIY CTPAHUTE;

5. ycnoBusiTa 1 peasT 3a 3amiamane or H30K Ha nekapcTBEHUTE MPOIYKTH B CbOTBETCTBUE C
Ta3u Hapenoa,

6. Ipyru ycioBusl.

(2) HoroBopute 1o aii. 1 ce CKIFOYBAT 3a CPOK JIO €HA TOJIMHA M BJIM3aT B CHJIa OT JlaTaTa Ha
MTOJINMMMCBAHETO UM WJIHM OT JIpyTa OMpeJIeicHa OT CTPAHKTE JaTa.

(3) Ilpu mpomsiHa Ha MPUTEKATENS/UTE HA pa3pelIeHre 32 ThProBUs Ha €ApO C JIEKAPCTBEHH
MPOYKTH C€ TIOJIITMCBA JOIIBIHATEITHO CIIOPa3yMEHHE KbM JIOTOBOPA.



Y. 10B. (Hos - [IB, 6p. 48 ot 2014 r.) JIlekapcTBeHUTE MPOIYKTH 32 3[IPABHUTE JEHHOCTH
mo wi. 82, an. 2, T. 3 33, 32 KOUTO ca CKIIOYeHH jJoroBopu mo wi. 100, an. 1, ce ocurypsiBat u
JOCTaBAT JI0 JICUSOHUTE 3aBEJICHUS 32 U3BBHOOIHUYHA TIOMOII, cKirounin gorosop ¢ H30K,
ceriaacHo wi. 209a, an. 1, T. 5 3JIIIXM.

Ya. 10r. (Hos - /1B, 6p. 48 ot 2014 r.) (1) HannonanHaTa 3apaBHOOCHTYpPUTEIHA Kaca
MPeIOCTaBsl Ha BCEKU MPUTEXATe]I Ha pa3pelieHHe 3a ThProBUsS Ha €ApO C JIEKAPCTBEHU
MPOJIYKTH 000011IeHa CIpaBKa 3a JIOCTABEHUTE OT HEro, MPUJI0KEHU U OTUYETEHH OT JiedeOHUTE
3aBelleHUs] JIEKapCTBEHH NPOAYKTU Mpe3 MpeAaxoAHusl KajeHaapeH wmecen. CopaBkaTa ce
MpeiocTaBs B Cpok 110 20-0 YKCIIo Ha Mecella U ChAbpiKa: JIeueOHUTE 3aBEJCHHS 32 IbPBUYHA
M3BHHOOIHUYHA MEIUIIMHCKA IOMOIIl, Ha KOUTO Ca JOCTaBeHU JICKAPCTBEHUTE MPOJYKTH; IaTa
Ha MpUJIaraHe Ha JICKAPCTBEHUTE MPOJYKTH U HOMEp HAa aMOYJIaTOPHHUTE JINCTOBE, B KOUTO €
BIHCAHO MPUJIAraHeTo.

(2) [IpuTexaTensaT HA pa3pelIeHUE 32 THPTOBHUS HA €PO C JICKAPCTBEHU MPOIYKTHU MPECTABS
Ha H30K ¢axtypa u cnenudukanus 3a JOCTaBEHUTE OT HErO U MPHUIIOKEHU JIEKApCTBEHU
MIPOJIYKTH Mpe3 IPEIXOJHHS KaJeHAapeH Mecell B ChOTBETCTBHE C IIPEOCTaBeHATa My CIIPaBKa
1o aji. 1 B cpok 0 25-0 4Kciio Ha Mecelia.

(3) KpM mokymeHTHTE MO all. 2 ce mpujiarat U MpUeMaTeTHO-TIPeJaBaTeIIHUTE MPOTOKOIU
MEXIy Je4eOHUTE 3aBEACHUS M IMPUTEKATEIUTE HA Pa3pEIICHHUE 3a THPrOBUS Ha €ApPO C
JIEKApCTBEHH TPOJYKTH 3a JIOCTABEHUTE JIEKAPCTBEHH MPOJIYKTH, MPUIAPYKEHU CbC
cepruuKar 3a OCBOOOXKIaBaHE HA CHOTBETHHUTE MAPTHAM, M3MaJAcH OT V3mbaHUTETHATA
areHiysl Mo JekKapcTBaTa cbhbriiacHo wi. 69, am. 4 3JIIIXM, wim ¢ yBenomieHHE OT
W3mpaHuTENHATa areHuys 1o JIeKapcTBaTa, Y€ ChOTBETHATA MapTHUia MOXe Ja ObJlie MmycHaTa
Ha Ta3apa, u3J1aJeHo cbriacHo ui. 4, an. 2 ot Hapenba Ne 35 ot 2007 r. 3a ycioBusTa, pena u
M3HCKBAaHUATA KbM JIOKyMEHTAllMATa 3a W3/laBaHe Ha cepTU(UKAT 32 OCBOOOXKIAaBaHE Ha
napTujia JeKapcTBEeH MPOAYKT OT M3mbiiHUTEeNHATa areHuus mno jekapcrsarta (/B, 6p. 71 ot
2007 r.).

(4) HamumonamHaTta 3ApaBHOOCHUTYPUTEIHA Kaca 3arjialia MPUIIOKEHHUTE JIEKapCTBEHU
MPOAYKTU TO ajl. 1 Ha mpUTeXarens Ha pa3pelieHre 3a ThProBUs Ha €ApO C JIEKAPCTBEHH
MPOAYKTA B Cpok 10 30-0 YMCIO HA Mecela, CleaBai] OTYETHHUS Mecell, Mpe3 KOUTO ca
MPUIIOKEHHU JIEKaPCTBEHUTE MPOITYKTH.

Y. 10a. (Hos - JIB, Op. 62 ot 2015 r., B cuna ot 14.08.2015 r.) JlekapcTBeHUTE MPOTYKTH
o wi. 45, an. 13 330, 3a KouTo He ca JOTOBOPEHHU OTCTHIIKH MO pefia Ha Ta3u Hapeada, He ce
3armutamat ot H30K.

Paszgea II1.

YcaoBusi, pea, MeXaHU3bM M KPUTEPHH 32 3allJIalllaHe U3BbH CTOHHOCTTA HA OKA3aHUTE
MeIMUIMHCKHU YCJIYTH HA JIEKAPCTBEHH NMPOAYKTH, NPUJIOKUMH B O0JTHUYHATA
MeIMUIMHCKA MOMOIIl M BKJIIOYEHH B MIaKeTa, onpe/iesieH ¢ HapeadaTa mo 4. 45, ai. 2
330 (Hos - JIB, 0p. 62 ot 2015 r., B cuja ot 14.08.2015 r., 3arua. u3m. - /IB, 6p. 17 ot
2019 r.)

Pazgen I11.

YciaoBus U pej 3a 3anJialiaHe M3BbH CTOMHOCTTA HA MeIUIIUHCKHUTE YCJIYTH HA
JIEKapCTBEHU NMPOAYKTH MO 4Wi. 262, ai. 6, T. 2 3JIIIXM, npuii0KumMu Mpu Je4eHueTo Ha
3J10KaYecTBeHH 3a001ABaHUsA B 0o HUYHATA MeauunHcka nomoin (Hos - /1B, 6p. 62 ot
2015 r., B cuna ot 14.08.2015 r.)

Paszgea I11.
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Y. 10e. (Hos - IB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 1.) (1) (U3m. - IB, 6p. 17 o1 2019
r.) Hanmonannara 31paBHOOCUTYpUTETHA Kaca 3aljialla 1Mo pela Ha Ta3u Hapeada W3BBH
CTOMHOCTTA Ha OKa3BaHUTE MEIULIMHCKN YCIYTH JiekapcTBeHU npoaykTu oT ITJIC no umi. 262,
ai. 6, 1. 2 3JIIIXM, npuioxumMu B OOJTHUYHATA MEIUITMHCKA TIOMOIII U BKJIIOYCHH B TIAKETa,
ompeeseH ¢ Hapeaoata mo 4. 45, an. 2 330:

1. nexapcTBEHU MPOIYKTH, MTpeIHa3HAYCHH 32 JICUCHHE Ha 3JI0Ka4eCTBEHU 3a00JIsIBaHuUs;

2. JIeKapCTBEHU MPOJYKTH, MpUaraHu MpH KUBOTO3aCTpallIaBallll KPbBOU3JIMBU U CIEIIHU
OIlepaTHUBHU U UHBA3UBHU UHTEPBEHIMH NP MALIMEHTH C BPOJACHH KOAryJIONaTHH.

(2) JlekapcTBeHUTE MPOAYKTH 1O aji. 1 ce 3aruiamaT ciief nojixydyaBaHe Ha MUCMEHO 3asiBJICHHE
OT TIPUTEXKATEIISI HAa Pa3pEIICHUETO 3a YIoTpeda WM HETOB YITBITHOMOIICH MPEICTABUTE, Ue
Kellae CHOTBETHHST JICKAPCTBEH NPOAYKT Ja Ce 3aljaiia 1o pelJa Ha Ta3u Hapenda
cbIy1acHO npuioxxeHue Ne la.

(3) KpM 3asBneHuero mo aji. 2 ce mpujara KOMHE OT BIS3JIOTO B CHUJIa PEIICHHUE Ha
Harmonanuus cbBeT 10 LIEHU U peuMOypcHpaHe Ha JIEKAPCTBEHUTE MPOTYKTH.

(4) ITpu nmoctrBane Ha 3asBiaeHueTo no aji. 2 H30K ce 3agpmkana:

1. na nedunupa H30K kox 3a Bceku IeKapCTBEH MPOAYKT;

2. a naje ykasaHusl OTHOCHO MPEANHUCBAHETO M OTIYCKAHETO Ha JIEKAPCTBEHHUTE MPOAYKTH
ChOOPA3HO TEPANEBTHYHUTE CXEMH 32 JICUCHUE, YCTAHOBCHH B HAIIMOHAIHHS PAMKOB JIOTOBOP
3a MeIUIMHCKUTE AeiHocTH 1o wi. 53, ain. 1 330 u nelicTBamata HopMaTuBHA ypeaoa;

3. 1a U3rOTBU CHOTBETHUTE €JIEKTPOHHU (hOpMATH 3a JIMIaTa, Ha KOUTO 3arljalia.

(5) B cpok m0 enuH Mecer] OT M3roTBSIHE Ha WHQPOpMAIHATA M0 all. 4 chIaTa ce MyOInKyBa
Ha uHTepHeT cTpanunara Ha H30K.

(6) (Usm. - JIB, Op. 49 or 2022 r., B cmwma or 01.07.2022 r.) HanuonamaHara
3IpaBHOOCUTYpUTEIHA Kaca aHanu3upa u oOoOmaBa kbM 31 JekeMBpH Ha CHhOTBETHATa
KaJleHIapHa roauHa uHpopmarusara 3a BkawoudeHutre B [IJIC mo um. 262, am. 6, T. 2
3JIIIXM npe3 chllara KajJeHaapHa TouHa JeKapcTBeHu npoayktu ¢ HoBo INN, koeto He e
Owio BKIIOYEHO B mocoueHara vacT Ha [IJIC mpe3 mpemxomHara roguHa, U 3a KOUTO
JIEKApCTBEHH TPOJYKTH ca MOJaJeHu 3asBieHus mo ain. 2 no 30 mexkeMBpu Ha ChIlara
KaJICHJIapHa TOAMHA. 3aIljIallaHeTo 3a Te3W JIEKAPCTBEHM MPOAYKTH 3arlouBa OT HAYaJOTO Ha
cleqBaIiara KajueHaapHa roIuHa.

(6a) (Hoa - JIB, Op. 49 ot 2022 r, B cuma ot 01.07.2022 r.) Hamuonamnata
3IpaBHOOCUTYpPUTEIHA Kaca aHanu3upa u 00001masa ksM 1-Bo uiu 16-0 4ucio Ha CHOTBETHUS
KaJleHJAapeH Mecell HHpopmalusTa 3a iekapcTBeHu npoayktu ¢ INN, Bkmtoueno B [1JIC o u.
262, an. 6, 1. 2 3JIIIXM, 3a KoeTo 3aIljaia, ¥ ¢ IoJaJcHO 3asBICHUE I10 all. 2 HE M0-KBCHO OT
24-t0 uncno Ha npeaxonHus wim 10-o0 ncino Ha Mecera. 3aruialiaHeTo 3a Te3 JIEKapCTBEHU
MPOAYKTU 3amoyvBa OT 1-Bo 4Mciio WU 16-0 YMCIO Ha CHOTBETHHUS KAJICHIApEH Mecell, B
3aBHCHUMOCT OT JlaTaTa Ha MOJIaBaHE Ha 3asBJICHUETO.

(60) (Hoea - JIB, Op. 49 or 2022 r., B cwira ot 01.07.2022 r.) Hanwuonamnara
3[paBHOOCUTYpUTEIHA Kaca aHalIM3upa W o0o0maBa kbM 31 JekeMBpH Ha TeKyliaTa
KaJleHAapHa ToArHA MH(pOpMausTa 3a IEKapCTBEHUTE MPOAYKTH, 3aIUIAlAaHN HAITbIHO WU
gactuuHo oT H3OK, npu kouto B IVIC no un. 262, an. 6, 1. 2 3JIIIXM mnpe3 kaneHnapHara
roJHa € BKIIOUEHO paslIupsBaHe Ha TEPANEBTUYHM IMOKA3aHWs W/WIN 3a00JIBaHUS, TPU
YCJIOBHE Y€ 3a T€3W TEPANeBTHYHM MOKA3aHMs W/WUIW 3a00JsBaHMs HE C€ 3arvamia/T apyr/u
JeKapcTBeH/M TpoyKT/u, BKItoueHu B [1JIC mo um. 262, an. 6, 1. 2 3JIIIXM, npunannexamm
kbM cbmoTo INN. 3ammamanero 3a HOBUTE TOKa3aHUS W/WIM 3a00JsBaHUS Ha TE3U
JIEKapCTBEHH MPOAYKTH 3aMl04Ba OT HAYaJIOTO Ha CJIe/[BalllaTa KaJleHJapHa ToArnHa.
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(6B) (Homa - JIB, Op. 49 ot 2022 r., B cuma ot 01.07.2022 r.) Hamuonamnata
3IpaBHOOCUTYpPUTETHA Kaca aHanu3upa u 0000masa kM 1-Bo win 16-0 9UCIIO HA CHOTBETHUS
KaJleHAapeH Mecell MHpopMaIuaTa 3a JEKapCTBEHUTE MPOAYKTH, 3aIUIalllaHN HAIIBJIHO WU
gactuyHo oT H3OK, mpu kouro B IUJIC mo wn. 262, an. 6, 1. 2 3JIIIXM e BKIIIOYEHO
pasummMpsBaHe Ha TEPANEBTUYHM TOKa3aHHUS W/WiM 3a00JsBaHUS, NIPU YCJIOBHUE Y€ 3a TE3U
TepaneBTUYHU MMOKa3aHUs W/ WK 3a00JIIBaHUsI CE 3aIlIalla/T IPYyTr/u JEKapCTBEH/U IPOIYKT/H,
BriatoueHu B IUJIC mo um. 262, an. 6, 1. 2 3JIIIXM, npunamiexany KbM cbiioto INN.
3amanaHeTo 3a HOBUTE IMOKa3aHWUsS W/WIM 3a00JsBaHUS HAa TE3U JIEKAPCTBEHU MPOIYKTH
3arnoy4sa oT 1-Bo unu 16-0 4ncIo Ha CHbOTBETHUS KaJeHIapeH Mecell.

(7) CnuCBKBT € IEKapCTBEHUTE MPOYKTH 110 ajl. 1, 32 KOUTO ca MO/AaIeHH 3asiBJICHUS 110 ajl. 2,
ChIbPKaI MEXKIYHAPOJHU HEMATEHTHH HAMMCHOBAaHUsS, TBHPrOBCKM HAWMEHOBAHHS U
cboTBeTHaTa jaara, oT kosato H30K ru 3ammamia, ce nmy0iankyBa Ha oduIipaiHaTa HHTEPHET
ctpanuna Ha H30K.

Y. 10:x. (Hos - /IB, 6p. 62 ot 2015 1., B cuna ot 14.08.20151.) (1) (U3m. - [IB, 6p. 17 0T 2019
r., msMm. - JIB, Op. 19 or 2020 r.) HanmonanHaTa 3apaBHOOCHTYpUTENIHA Kaca 3aruialia
JeKapcTBeHUTE MPOAyKTH 1o wi. 10e, an. 1 Ha W3MbIHUTENUTE Ha OOJHUYHA MEIUIMHCKA
MIOMOII], OKa3aJli CbOTBETHUTE MEIUIIUHCKU YCIYTH.

(la) (Hoa- /IB, Op. 43 ot 2024 r., B cuna ot 17.05.2024 r.) Ha Bceku M3IBIHHUTEN Ha
OOJTHMYHA MEIUIIMHCKA TTOMOIII Ce 3aIllamaT OTYCTCHUTE U 0100peHu 3a 3artamane ot H30K
B CHOTBETCTBHE C HOPMATHBHO YCTAHOBEHUTEC W3HMCKBAHUS 3a TPEIINHCBAHE, OTIyCKaHE U
3aIJIallaHe JIEKApCTBEHU MPOAYKTH 1o an. 1. 3a Bceku jekapcrBed npoaykt H30K 3amnamia
Hal-HUCKaTa CTOWHOCT 3a €IUHUIA aKTUBHO BEIECTBO OT JIEKAPCTBEHUS MPOIYKT OT BCUUKHU
JOTOBOPEHH CTOMHOCTM B PAMKOBUTE CIOpa3yMEHHs, CKIIOYEHH OT MHUHHUCTHpA
Ha 3[[paBeONa3BaHEeTO B KauyecTBOTO My Ha lleHTpaneH opran 3a TOKYIKH B CEKTOP
"3npaBeona3Bane", ¥ CTOMHOCTTA 32 €IUHUIIA AKTUBHO BEILIECTBO OT JIEKAPCTBEHUS MPOIYKT,
Ha KOSATO TPOAYKTHT € JOCTABEH Ha W3ITBJIHUTENUTE Ha OOJHUYHA MEIMIIMHCKA TTOMOII,
HE3aBHCHUMO JIaJIM T€ Ca BB3JIOKUTENIN M0 3aKOHA 3a 00IECTBEHUTE MOPHUKH.

(16) (Hosa - IB, Op. 43 ot 2024 r., B cuna ot 17.05.2024 r.) JIlekapcTBEeH MPOAYKT 110 ail. 1 He
MOJKE J1a Ce 3aIulalla Ha CTOMHOCT, KOSITO € M0-BUCOKAa OT MaKCHMaJHaTa CTOMHOCT Mo 4. 45,
an. 30 ot 330.

(18) (Homa - 1B, 6p. 43 o1 2024 r., B cuna ot 17.05.2024 r.) B 14-1HeBeH CpOK OT CKIIOYBAHETO
Ha PAMKOBHUTE CIIOpPa3yMEHHs MO al. la MHHHCTHPBT Ha 3/[PaBEOIa3BaHETO YBEAOMSBA
ynpaButenss Ha H3OK wu nybnukyBa B EnexkTpoHHaTa cucTema 3a 3aKylyBaHe Ha
JeKapcTBeHUTE MpOoAykTu B Pemybnuka bbiarapus undopmanus B enekTpoHeH ¢opmaT 3a
MOCTUTHATATa Hali-HUCKA CTOMHOCT 3a €IMHUIIA aKTUBHO BEIIECTBO OT JIEKAPCTBEH MPOYKT B
PaMKOBHTE CIIOPa3yMEHHSI.

(1r) (Hosa - JIB, Op. 43 ot 2024 r., B cuiia ot 17.05.2024 r.) [Ipu npoMsiHa B yClI0BHUSITa U/UITH
o0XBaTa Ha CKIFOYCHHUTE PAMKOBHU CITIOpAa3yMEHUs IO al. la, B T.4. M MPH U3THYAHE CPOKa Ha
JEHCTBUETO UM U TIPU JIIICA Ha HOBU PAMKOBH CIIOpPa3yMEHHUS B HOPMATHBHO yCTAaHOBEHHS
CPOK, MUHUCTBPBT Ha 3JIpaBeolia3BaHeTo yBenomsiBa ynpasutens Ha H30K B 14-qHeBeH cpok
OT HACTHIIBaHE Ha CHOTBETHOTO OOCTOSATEJICTBO.

(1mx) (Homa - 1B, 6p. 43 ot 2024 1., B cuna ot 17.05.2024 r.) Ha ocHoBanue ui. 45, an. 29a ot
330 B ciyyauTe, KOraTo HsiMa JEHCTBAIO PAMKOBO CIIOPa3yMEHUE 3a KOHKPETEH JIEKAPCTBEH
npoaykt, H30K 3amnamia exemeceyHo Bcsika oTyeTeHa U 000peHa 3a 3amuianiane or H30K
OMaKOBKa OT JIEKAPCTBEH TPOMYKT MO ai. | Ha TMO-HUCKAaTa CTOMHOCT W3MEXIy
CpemHompeTeriienaTa cTolHocT, 3amiareHa ot H30K mpe3 mpeaxomnute 6 mecena 3a To3u
JIEKapCTBEH MPOIYKT, M CTOMHOCTTA, HA KOSTO CHIIMST € TOCTaBeH Ha ChOTBETHUS U3IIBJIHUTEIN
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Ha OOJIHMYHA MEIMIIMHCKA IOMOIL, HE3aBHCHMO JalM TOH € BB3JIOKUTEN Mo 3aKOHa 3a
OO0IIeCTBEHUTE OPBYKH, IIPH CIIa3BaHe Ha ail. 10.

(le) (Hosa - IB, 6p. 43 ot 2024 r., B cuna ot 17.05.2024 r.) 3a Bceku JIeKapcTBEH MPOJIYKT MO
an. 1 ce u3uMcnABa cpeHONpeTeriaeHa croiHocT, 3amiateHa ot H30K npes npeaxognure 6
Mecela, B ChOTBETCTBHE C IPyIarTa, KbM KOSITO ChIIUAT IPUHAJJICKU ChOOPA3HO TPYIHUPAHETO
Ha JiekapcTBeHuTe npoaykTH B [1JIC o wi. 262, an. 6, 1. 2 ot 3JIIIXM, no cieaHuTe KpUuTEpUu:
1. B CHOTBETCTBUE C pefia 3a OmpelessHe Ha pedepeHTHaTa CTOMHOCT Ha JIEKAPCTBEHHUTE
MIPOJYKTH BCSIKA IPyIia c€ ChbCTOU OT:

a) JIGKQpCTBEHUTE MPOIAYKTHU, ChIbpXKAIIK €IHO U ChIIO aKTUBHO BemecTBO mo INN wu
neKapcTBeHa (popma/TepaneBTUYHO TTOKa3aHUE, HITH

0) JeKapCTBEHUTE MPOAYKTH KbM KOHKPETHA XMMUYHA MOATPYIIa [0 aHATOMO-TEPareBTUYHO-
xummaHata knacudukamys (ATC);

2. cTOMHOCTTA HA O0IIOTO KOJIMYECTBO OT BCUYKH JICKAPCTBEHU MTPOAYKTH B ChOTBETHATA IPyTIa
1o T. 1, OTYETEHO OT BCUUKHU M3MBIHUTENU HA OOJHUYHA MEIUIIMHCKA ITOMOII U 0100peHo 3a
3amamane cien MecedeH koHTpodl oT H30K 3a choTBeTHOTO 1IecTMeceune, ce pas3jiens Ha
00II0TO KOJIMYECTBO €AMHULIN AKTUBHO BEIIECTBO OT CHILUTE MPOTYKTH, OTYETEHO U OJJOOPEHO
3a 3amialiaHe 3a ChIIMS IIeCTMECeUeH MEPUO; B pe3yiTar ce MojyyaBa CpelHOMpeTerieHa
CTOMHOCT 3a IIECTMECEYHETO Ha AMHUIA AKTHBHO BEIIECTBO OT JICKAPCTBEHUTE MPOAYKTH OT
rpymnara, KOsiTO CTOHHOCT € MEKIMHHA;

3. Ipu U3YKCIsBaHE HA CPEAHONPETETIICHAaTa CTOMHOCT IO T. 2 ¢€ BKIIOYBAT U OTYCTEHUTE HA
HyJIeBa CTOWHOCT KOJIMYECTBA OT JICKAPCTBEH MPOIYKT;

4. ompenens ce MOBEpPUTETICH HMHTEpBAJl 3a MEXJIWHHATA CPEAHOMpPETEryieHa CTOMHOCT Ha
€IMHMIIA aKTHBHO BEIIECTBO OT JIEKApCTBEHUTE MPOAYKTH OT CHOTBETHATa Tpyla 3a
[IECTMECEUYHETO, NPECTaBsAIl AMana3oHa OT CTOMHOCTH, B KOWTO Ce OYakBa ChIlara Ja
MoTmaJiHe B ompeiesieH npoueHt Mexay 90 u 99; mporeHThT 3a onpenensiHe Ha JOBEPUTETHUS
MHTEPBAJI C€ M3YMCIISABA CHOOPA3HO crienuduKara Ha JaHHUTE 32 CTOMHOCTHTE, KaTO Haii-
MaJjikaTa cTOMHOCT B uHTepBaia 90 - 99, 3a KoATO B JaHHUTE CHIIECTBYBA IIOHE €1HA CTOWHOCT,
M0-MaJIKa OT IPOM3BEACHUETO TI0 T. 5;

5. OKOHYaTeJHaTa CpEIHONPETErJIeHa CTOMHOCT Ha eJWHWIA AaKTHBHO BEMIECTBO OT
JIEKapCTBEHUTE NMPOJYKTH OT IpyliaTa 3a IecTMeceYreTo ce (hopMupa KaTo CpeIHONpeTeraeHa
CTOMHOCT Ha BCHYKUTE CTOMHOCTH, MONA/AIllY B JOBEPUTEIIHUS HHTEPBAJ 110 T. 4;

6. B cilydauTe, B KOUTO B JJMara3oHa OT CTOMHOCTH, ONpe/IeIeHN Ype3 JOBEPUTENIEH HHTEpBall
1o pela Ha T. 4, HE IOMaja HUTO e]lHa CTOMHOCT, OTYETeHA OT M3IBJIHUTEN Ha OOJHHUYHA
MEIMILMHCKA oMol 1 oa00peHa 3a 3amiamane oT H30K 3a cbhoTBETHOTO mIiecTMeceuue,
OKOHYaTeJIHaTa CPEAHOIIPETETIEHa CTOMHOCT c€ ONpeeNis [0 pea Ha T. 2;

7. 3a BCEKH JICKAPCTBEH MPOAYKT OT rpynata 1o T. 1 cbc chorBeTHUsI My H30K Ko, onpenenen
o pena Ha 4. 10e, an. 4, 1. 1, moiy4yeHaTa 1o T. 5 CTOMHOCT Ha €IMHUIIA AKTUBHO BEIIECTBO
ce yMHOXKaBa 1o Oposi €IUHHIA aKTHBHO BEIIECTBO B HETOBaTa OKOHYATEIIHA OINAKOBKA; B
pe3yaTar ce mojyyaBa CpeJHOIPETErIeHa CTOMHOCT Ha OMAaKOBKA OT JIEKAPCTBEHUS MIPOAYKT,
3amate”a oT H30K 3a mectmeceunero.

(1x) (HoBa- JIB, 6p. 43 ot 2024 r., B cuna ot 17.05.2024 r.) Ilpu wusuucnsiBaHe Ha
CpeAHONpeTerieHaTa CTOMHOCT TO aj. le Ha JIeKapCTBEHUs MPOAYKT 3a MPEAXOJHO
iecTMece4yre ce CuMuTa NepUOABT OT IIECT Mecela, MPeAXoKIall ¢ eIUH Mecel Mecela, 3a
KOMTO ce 3aruiaiia JeKapCTBEHUSIT POIYKT.

(13) (Homa - /1B, 0p. 43 012024 r., B cuna ot 17.05.2024 r.) Exxemeceuno B cpok 710 25-0 4yuciio
Ha Mecella CpeJHoIpeTerjeHara croiHocT, 3amiarena oT H30K npes npenxoanure 6 mecena
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3a JIEKQpCTBEH MPOJYKT IO al. 1, W ONpeneseHusAT Mo pena Ha ain. le, T. 4 MPOLEHT 3a
OIIpeJIeNIsIHE Ha JIOBEPUTEIIHUS UHTEPBAJI ce MyOIMKyBaT Ha MHTEepHET cTpanunara Ha H30K.
(1u) (Homa - /1B, Op. 43 ot 2024 1., B cuna ot 17.05.2024 r.) Korato 3a KOHKpeTeH JIeKapCTBEH
MPOIYKT HE MOXKe Jia OBJe omnpenereHa cToiHoct, 3amianiana or H30K, mo pexa Ha an. 17 -
I>x, H30K ro 3amnania Ha CTOMHOCTTA, HA KOSITO € IOCTaBEH Ha ChOTBETHUS M3IIBIHUTEN Ha
OOJHMYHA MEIUIIMHCKA MTOMOII, aKO ChIllaTa € MO-HUCKAa OT MaKCHMajHaTa CTOMHOCT MO Yl
45, ann. 30 ot 330. B ciyyaii ye CTOMHOCTTA, Ha KOSITO JICKAPCTBEHUAT MPOJYKT € TOCTABEH Ha
CHOTBETHUS U3IIBJIHUTEN Ha OOJHUYHA MEIUIIMHCKA MOMOII, € MO-BUCOKa OT MaKCHMallHaTa
croriHocT 110 wi. 45, an. 30 ot 330, H30K 3amnamia JiekapcTBEeHUs MPOAYKT IO ITOCOYEeHaTa
MaKCUMasHa CTOWHOCT.

(1x) (Hosa - IB, 6p. 43 ot 2024 r., B cuna ot 17.05.2024 1.) B cnyuaii ye nekapcTBeH MPOIyKT
nMma otueteH pazxosa B H30K 3a eaun uim nosede Mecely OT NPEAXOAHOTO LIECTMECEUHE, 32
JIEKapCTBEHMsI IPOJYKT CE€ ONPEIEIss CPEIHOIPETErIeHa CTOMHOCT 3a €IMHUIA aKTHUBHO
BELIECTBO OT JICKAPCTBEH MPOJIYKT 3a TO3M/TE3M MECeL o pesa Ha ai. 17 - 13.

(1m) (HoBa - JIB, 6p. 43 ot 2024 r., B cuia ot 17.05.2024 r.) AxryanHa uHpopManus 3a
3aIIaTeHUTE CTOMHOCTH TMpe3 MIECTMECEYUETO ce NMyONMKyBa Ha WHTEPHET CTpaHMIIaTa Ha
H3O0K B cpok 10 25-0 yncno Ha Mecella, clie/iBall] IECTMECEUHUETO.

(2) JlekapcTBeHUTE MPOYKTH 1O . | ce 3ariamar B ciiyyai, ue ca NpeAnucany, IPUI0KeHU
Y OTYETEHH, KAKTO U MEIUIIMHCKUTE YCIYTY ca OKa3aH! M OTYETCHH MPHU YCIOBUSATA U 10 Pefa,
ycraHoBeHu B 330, Hapeabarta mo wi. 45, an. 2 330 u HauMOHANHUS PaMKOB JOrOBOp 3a
MEIUIMHCKUATE aerHocTy no wi. 53, an. 1 330.

Y. 103. (Hos - /IB, 6p. 62 ot 2015 1., B cruta ot 14.08.2015 1.) (1) (U3m. - JIB, 6p. 17 o1 2019
r.) Haumonannara 3apaBHOOCHMTYpHUTENTHA Kaca 3aljalla Ha M3MBJIHUTENNTE Ha OOJMHMYHA
MEIMIIMHCKA TOMOIIl 332 MPHWJIOKEHU OT TAX MPH HM3BBHPIIBAHE HA MEIUIIMHCKUTE YCIYTH
nexkapcTBeHu npoaykTu 1o wi. 10e, an. 1 cien mpencraBsHe Ha (akTypa WM €EKTPOHHA
dakTypa; cnenuduKanys 3a MPUIOKEHH JCKAPCTBEHW NPOAYKTH M CHOTBETHH OTYETH 3a
JICYEHHUE C JIEKAPCTBEHU MTPOIYKTH, IpUIaraHy B OOJTHUYHATA METUIIMTHCKA [TOMOILI] [10 00pa3Lu
CBIJIACHO HAIIMOHAIHMSI PAMKOB JIOTOBOP 32 MEAUIIMHCKUTE ieiHOCTH 1o wi. 53, an. 1 330.
(2) U3nbiauTenuTe Ha OOJIHMYHA MEIUIIMHCKA TTOMOIIL MPEJCTABAT OTYETHUTE JOKYMEHTH TIO
an. 1 exxeMeceuHo B ChOTBETHATa paiiOHHA 3/[paBHOOCUTYPUTEIHA Kaca Mo YTBBbPJEH rpaduk
710 ocMHsl pabOTEH JIeH Ha Mecella, CleABalll OTYETHHSI.

(3) Hamwmonannata 3ApaBHOOCHUTYpPHUTENTHA Kaca 3aljalla eXEMECEUHO JIEKapCTBEHUTE
npoayKTH 1o ui. 10e, an. 1 ciex mpoBepka Ha OTYETHUTE JOKYMEHTH 110 ail. 1.

(4) ITnamanusiTa Ha U3MBIHUTEINTE HA OOJIHUYHA MEIUIIMHCKA TTOMOIII ce u3BbpIBaT oT P3OK
1o 30-o0 uyKcao Ha Mecera, ciIeABalll OTUETHHS.

(5) IpwioxeHuTe U OTYETEHH JIEKApCTBEHW MpoAyKTH 1o wi. 10e, an. 1 ce 3armmamar npu
YCJIOBHS U TIO pe/l, OIIpeieTICHH B Ta3u Hapenoa u ckimtouenute Mmexxy H30K u m3nbinutenure
Ha OOJIHMYHA MEUITMHCKA TIOMOII] 10roBOpH 110 4. 59, ain. 1 330.

Y. 10u. (Hos - /1B, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 r., u3m. - JIB, 6p. 17 ot 2019 1.)
JlexapcTBeHute npoaykTH mo ui. 45, an. 21 330, 3a KOUTO HE ca JOTOBOPEHU OTCTBIKU IO
pena Ha Ta3u Hapenba, He ce 3amnamar ot H30K.

Y. 10k. (Hos - [IB, 6p. 17 ot 2019 1.) (1) (M3m. - [IB, 6p. 19 ot 2020 r.) 3a nexapcTBeH
MPOJYKT, 32 KOMTO € Ompe/esieHo MpociesBaHe Ha eeKTa OT TepanusTa cbriacHo wi. 259,
an. 1, 7. 10 3JIIIXM, H3OK u mnpurexarenasT Ha pa3pelieHHEeTO 3a ymoTpeda/Heron
YI'BJIHOMOIIEH MPEICTaBUTEN MOTaT Jia JOroBOPAT 3alulalllaHe Bb3 OCHOBA Ha pe3yJiTaTa OT
Tepanusara.
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(2) (U3m. - 1B, 6p. 19 ot 2020 r.) [Ipu ckiroueH HOroBOp 3a 3aljailaHe Bb3 OCHOBA Ha
pesylnraTta OT TepanusTa 3a cpoka Ha npociensBanero H30K 3amnaria ekapcTBeHUs TPOAYKT
IIpH yciioBusATa Ha wi. 10x.

(3) (M3wm. - JIB, 6p. 19 ot 2020 r.) B noroBopa 1o ai. 2 ce A0roBapsaT KOHKPETHH IMOKa3aTeIn
3a mpociensBaHe Ha edeKTa OT TepanusiTa B CbOTBETCTBHE C YCIOBHATA U KPUTEPUHUTE 3a
npociensBaHe Ha eeKkTa OT TepamusiTa, onpeaeiaeHu oT HanuoHanHus ChbBET MO ILEHU U
peumOypcrpaHe Ha JIeKapCTBEHUTE MPOAYKTH.

(4) (Hom. - JIB, 6p. 19 ot 2020 r.) JIeueOHUTE 3aBEACHUS, B KOUTO CE€ IIPOCIesiBa ePeKThT OT
TepanusiTa chboOpa3HO KPUTEPUUTE MO al. 3, MPeroCTaBsIT chOpaHaTa HHPOpPMAIUS 3a BCEKU
JIEKapCTBEH MPOAYKT Ha HammoHamHus ChBET MO LEHH U peuMOypcHpaHe Ha JICKapCTBEHHUTE
MPOAYKTH, KOMTO OT CBOSI CTpaHa st 00paboTBa BbB BUJI, MOAXO/IAII 32 aHAJIU3, U Ha BCEKH IIECT
Mecena s npenocrass Ha H30K, mpu ycnoBusita 1 o pena Ha Hapeaoara mo wi. 261a, am. 5
3JIIIXM.

(5) (U3m. - 1B, 6p. 19 ot 2020 r.) Komucus B nentpanHoro ynpasienue Ha H30OK uzpbpiiBa
aHaJIM3 Ha ToJlyuyeHaTa uH(opMmalus no ai. 4 3a ueiaute Ha eeKTUBHOTO U eNecho0pa3Ho
pasxoJiBaHe Ha MyOJIUYHU CpeaCcTBa. B aHanu3a ce mocoyBa OposIT HA MALIMEHTUTE, IPU KOUTO
€ HaJluIe JIICAa Ha pe3yiTar OT TepamusiTa CbC CHOTBETHHUS JICKAPCTBEH MPOIYKT Mpe3
Mepuo/ia, 3a KOMTO ce oTHacs HHpOpMaIUsTa.

(6) (M3m. - [IB, 6p. 19 o1 2020 1.) B3 ocHOBa Ha aHaym3a 1o ajn. S H30K u3roTs u npegocTaBs
Ha TPUTEXKATENsI Ha pa3pelIeHHeTO 3a ynorpeda Ha JIGKAPCTBEHUS MPOAYKT WIM HETOB
VITBTHOMOIUICH IpeCTaBUTEN crpaBka 3a 3armuatenute oT H30K cpenctBa 3a nexapcTBeHUs
MPOJYKT MPe3 OTHOCUMHUS NIEPUOJ 32 MALMEHTUTE, PU KOUTO € HAJIUIIE JIUICa Ha Pe3yaTaT OT
TepanusTa, KOsTO ChAbpKa:

1. nanHu 3a Oposl MAIMEHTH, IPU KOUTO € YCTAaHOBEHA JIMIICAa HA PE3yNTaT OT JICYEHUETO
CHIJIACHO MOKa3aTeNUTe, YTOBOPEHU B JOTOBOPHUTE I10 all. 2;

2. mepuoja, 3a KOWTO € YCTAHOBEHO, Y€ € OMiIa HaJIMIIE JINIICA Ha Pe3yJITaT, U ChOTBETHHS Opoi
OIIAKOBKM OT JIeKapcTBeHus npoaykr, 3amnatenu oT H30K 3a mepuona, 3a kolTo ce oTHacs
CTIpaBKaTa.

(7) (Homa - IB, 6p. 19 ot 2020 1.) 1o uckane Ha mpUTEKATENS HA Pa3pEIICHUETO 3a yroTpeda
H3O0OK mnpenocTtaBs aHOHUMH3UpPAHU JTAHHU OTHOCHO MOKAa3aTeNuTe, Bb3 OCHOBA HAa KOWUTO €
yCTaHOBEHA JIUTICaTa Ha Pe3yiTaT OT JICUEHUETO 332 BCEKH OT ChOTBETHUTE MAIIMEHTH, TaHHU
OTHOCHO JIe4eOHOTO 3aBEJEHHE, B KOETO € MpocieleH e(peKThT OT Tepanusara, KOUTO He
ChIIBPIKAT IaHHU, YpE3 KOUTO MOKe Ja O0b/1e UACHTU(PHUIIMPAH KOHKPETEH MaIHeHT.

(8) (Hosa - JIB, 6p. 19 or 2020 r.) B 7-nHeBeH cpok OT molydaBaHe Ha ClpaBKaTa Mo ai. 6
MPUTEKATENAT HA pa3pelIeHHeTo 3a ymoTrpeda Ha JIEKapCTBEHUS TPOIYKT WM HETOB
VITBTHOMOIIECH MPEJICTaBUTEN UMa MPaBO Ha MUCMEHO Bh3pakeHue, koero H30K pasrnexna B
CPOK 70 2 ITHU M YBEAOMSBA IMHCMEHO IMPHUTEXATesl Ha pa3pelieHHeTo 3a ymorpeba wiu
HETOBUS YITHJTHOMOIICH MTPEICTABUTEI 32 CBOETO PEIICHHE.

(9) (Hosa - /IB, 6p. 19 ot 2020 r.) Koraro He € MOCTHINIO Bb3pakeHHE B CPOKA IO all. 8 WU
KOTaTo TMOCTHIMJIOTO BB3pPAKEHHUE € OTXBBPJICHO u3lsuio wid yactuuHo, H30K wu
MPUTEKATENAT Ha pa3pelieHUueTo 3a ynoTrpeda WM HEroB YI'BIHOMOIIEH MpEACTaBUTEN
MOJIIMCBAT MPOTOKON Mo oOpasen; cbriacHo npuwiokeHue Ne 2. B 10-mHeBeH Cpok OT
MOJIMMCBAHETO HA MPOTOKOJIA MPUTEKATEIAT Ha pa3peIIeHNETo 3a ynorpeda Ha JIeKapCTBEHUS
MIPOAYKT WJIM HETOB YI'BJIHOMOLIEH MpeacTaBuTen Bb3cTaHoBsBa Ha H3OK 3amnarenure
CpeAcTBa 3a TAlNMEHTHTE, NPU KOWUTO € HalWIe JIMIIca Ha pe3yiTaT OT Tepamusara C
JIEKapCTBEHHSI TPOIYKT.
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I'naBa Tpera.

YCJIOBUSA, PEJl, MEXAHU3BM U KPUTEPUU 3A 3AIIVIAIIIAHE HA
MEJUIUHCKU U3AEJUA U JUETUNYHU XPAHU 3A CIIEHUAJTHU
MEJUIUWHCKU UEJHA 3ATJIL. U3M. - IB, BP. 17 OT 2019 T.)

I'naBa Tpera.

YCJIOBUSA U PEJ 3A SAIIVIAIIAHE HA MEJUIIUMHCKHA U3AEJIUA U
JUETUYHU XPAHU 3A CIIEHUAJIHU MEJULUHCKHA LEJIN
Paznea 1.

YciaoBus, pela, MeXaHU3bM U KPUTEPHUH 32 3alJIalaHe HA MeauUHCKU u3aenus (Hos -
B, op. 48 ot 2014 r., 3aru1. u3m. - JIB, 6p. 17 oT 2019 1.)

Paszgea L.

YcaoBus u pen 3a 3amiiamane Ha meguuuHcku usgenaus (Hos - /1B, op. 48 ot 2014 1.)

Y. 11. (U3m. - ]IB, 6p. 48 o1 2014 1.) (1) (U3M™m. - [IB, 6p. 49 o1 2022 1., B cuna ot 01.07.2022
r.) Hammonamnara 3apaBHOOCHTypHTENHa Kaca 3ariamia 3a MU, BKIIIOYEHH B CIIHCHKa
o Hapenba Ne 7 ot 2021 1. 3a ycioBusTa U pelia 32 ChbCTaBsSHE Ha CIIUCHK Ha METUIIUTHCKUTE
m3aenus 1o 4i. 30a ot 3aKoHa 3a MEAMITUHCKUTE U3JICTIUS U 3a OTIpe/IeITHE HAa CTOMHOCTTA, J10
kosito Te ce 3amamart (B, 6p. 20 or 2021 r.) (Hapemb6a Ne 7 ot 2021 r.), 32 KOUTO €
ompesiereHa CTOMHOCTTA, O KOSATO TE€ CE€ 3alvialiaT Mo pela Ha riaBa TpeTa, pazaen [ oT
Hapezbara.

(2) MeaunuHckuTe M3neaus Mo ai. 1 cimeaBa ga OTroBapsAT Ha u3uckBaHusATa Ha 3MU u
MMOA3aKOHOBUTE HOPMATUBHU aKTOBE 110 HETOBOTO IPHJIaraHe.

Y. 12. (U3m. - JIB, Op. 48 ot 2014 1.) (1) (M3™m. - [IB, Op. 62 ot 2015 1., B cuta ot 14.08.2015
r.) MenuuuHCKUTE W3JENHsl, MPUJIaraHu B YCJIOBUATA HAa HM3BHHOOIHMYHATA METUIIMHCKA
ITOMOIII, ca IIPEeTHa3HAYCHU 3a 3a00JIsIBaHUS, ONIPEICIICHU B CIIMCHKA 1Mo 4. 45, an. 4 330.

(2) (Jom. - 1B, 6p. 95 01 2018 1., B cuma ot 16.11.2018 r.) MenmunHCKUTE W3S, TPUIIaraHn
B yCJIOBHSATA Ha OOMHUYHATA MeAUIIMHCKA momorttl, ce 3amamar or H30K u3BbH 1ienute Ha
CHOTBETHUTE KIMHWUYHU TBTEKU, B M3M'BIHCHUE Ha JIOTOBOPUTE 3a OKa3BaHE HAa OOJHUYHA
MEJUIIMHCKA TTOMOIII, CKITIOUEHU MEXIY U3IIBJIHUTEIINTE Ha MEIUIIMHCKA TIOMOII] ¥ TUPEKTOpa
Ha ChOTBETHATa pailoHHa 3apaBHOOcUryputenta kaca (P30K), ¢ uzkmouenune na MU, kouto
H3O0K 3amnnamia Ha TpoU3BOAUTENN WM THPrOBLM Ha eApo ¢ MU uinm TeXHU ymbJIHOMOIIEHH
npencraButeny, ckimounin gorosopu ¢ H30K 3a mocraBka Ha MU mo pena Ha HapenOata
mo un. 11, axn. 1.

Y. 13. (U3m. - IB, 6p. 67 ot 2011 r., usm. - JIB, 6p. 48 ot 2014 r.) (1) Haunonannara
3IpaBHOOCUTYPHUTEIIHA Kaca B CHOTBETCTBHUE C TPEABUACHUTE CPEACTBA B OIO/DKETa CH 3a
ChOTBETHATa KaJeHJapHa rouHa €XEeroHo onpenens rpynure MU, kakTto u CTOMHOCTTA, 110
KOSITO T'M 3aIUlallia, Ipy YCIOBUATA U 1O pesia Ha Hapeabara o wi. 11, am. 1.

(2) Esxeromno, cnej TOpUKIIIOYBAHE Ha Mpolleaypara mo Hapemdbara mo wi. 11, am. 13a
onpenensHe Ha cToiHoCTTa, 10 KosAto H30K 3amnama MU, npunagnexaiiy KbM eHa rpymna,
H3O0K cnerass:

1. ciucek ¢ MU mo rpynu, kouto H3OK 3amnama B ycnoBusiTa Ha M3BBHOOTHHUYHATA
MEJUIIMHCKA TOMOIL, U CTOMHOCTTA, 10 Kosito H30K 3amnamia 3a Beska rpyna;

2. (u3m. - IB, 6p. 95 01 2018 1., Bcumma ot 16.11.2018 r.) ciucwsk ¢ MU no rpymu, kouro H30K
3aruiaiia B yCJIOBHATa Ha OOJHUYHATA MEAMIIMHCKA MOMOII, U CTOMHOCTTA, 10 Kosito H30K
3aruiaiia 3a BCsika Tpyrma Ha:
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a) JieueOHM 3aBeJICHUS B U3IIBIHCHHUE HAa JOTOBOPHUTE 32 OKAa3BaHE HA OONHUYHA MEIMIIMHCKA
MTOMOII], CKITFOYCHH MKy U3ITBIHUTEIN Ha MEIUIIMHCKA TIOMOIIl ¥ TUPEKTOpa Ha ChOTBETHATA
P30K;

0) MPOU3BOAUTENH WX THPrOBIH HA e1po ¢ MU uiu TeXHU YIIBIIHOMOIIEHU MPEICTAaBUTEIH,
cximouniu gorosopu ¢ H30K 3a nocraBka Ha MU o pena Ha Hapen6ata mo 4. 11, am. 1.

(3) (Jom. - AB, 6p. 17 ot 2019 r.) Cnuceuure mo ai. 2 ca ChOOpa3eHH C PE3YJITATUTE
OT mpolieaypaTa Mo ompeaessine Ha croMHoctTa, 10 Koato H3OK 3amnama meauiumHCKuTe
W3JeNus chrilacHo HapenoaTa mo wi. 11, an. 1 u ¢ wi. 30, an. 1 ot HapenOatamo wi. 11, an. 1 u
BIIM3aT B CWJIa OT | siHyapu Ha ciieqBaniara KajJeHaapHa roAuHa.

(4) (Hosa - /1B, 6p. 17 ot 2019 r.) Koraro cnuceiure He OBbIAaT ChbCTABEHU U YTBBPACHU B
CpOKOBeTe, onpezeneHu B Hapeadara mo wi. 11, ain. 1, H30K 3amnama MU ot ciuchiuTe u 10
CTOMHOCTTA, OIpeJesieHa MpU TMOoCHeaHaTa Mpoleaypa, HO HE MO-KbCHO OT 31 mapt Ha
TEKyIaTa ToAnHA.

(5) (Hosa - JIB, 6p. 17 ot 2019 r.) Koraro n0 1 ampui Ha TekymiaTa roarHa HIMa BIIC3JIH B
CHJIa HOBU CIHMCBHIIU IO all. 2, 110 U3KII0YEHHE, C LIeJI HeJIOMMyCKaHe OrpaHryaBaHe Ha JOCThIa
Ha 3/paBHOOCUTYpeHuTe nuia a0 MU, cnucbuure OT mociaeaHarTa mpoueaypa npoabiKaBaT
neiictuero cu u H30K mpogbmikaBa na 3ammama MU oT T4X, 10 CTOHHOCTUTE M TIPU
YCJIOBHSITA, ONPECIICHH MPHU MOCJIEIHATA MPOIIeaypa.

Y. 14. (U3wm. - /IB, 6p. 48 o1 2014 1.) (1) (M3M. 1 mom. - IB, O6p. 17 ot 2019 r.) Harmmonannara
3IpaBHOOCUTYpHUTENIHA Kaca 3amuiama MU or cnuceuure mo wi. 13, am. 2, 3a Kouto ca
CKJIFOUYEHH JIOTOBOPH 3a JocTtaBka Ha MU ¢ npousBoauTeny uiM TbproBuy Ha eapo ¢ MU nnmn
TE€XHH YIIBITHOMOIICHH MPEICTaBUTENN WIN ca MOAaJeHU MUCMEHU 3asBieHus no wi. 30, an.
4 ot HapenOata o ui. 11, an. 1, OT IPOU3BOIUTENNUTE WK THPTOBLUTE HA €IPO C MEIUITUTHCKU
W3JIeJHs U/UITU TEXHUTE YITBIIHOMOIICHH MPEICTABUTEIH.

(2) HamumonanHara 3apaBHOOCHTYpUTEIHa Kaca 3armama MU mo an. 1 g0 croiiHOCTHTE,
MMOCOYEHH B CIIMCBIMUTE 110 WwiI. 13, ain. 2.

(3) B cayuaute Ha goroBopenu orcthikun H3OK 3amnama g0 HamaiieHata ¢ pa3Mepa Ha
OTCTBIIKaTa ChOTBETHA CTOWHOCT 1O aJ. 2.

(4) HatimonannaTa 3/ipaBHOOCUTYpHUTENTHA Kaca 3amuiania MU 1o oTueTeHara CTOWHOCT, HO HE
MOBEYE OT CTOMHOCTTA M0 ai. 2 u 3.

(5) (Homa - [IB, 6p. 17 ot 2019 r.) B cnyuaute mo un. 21, an. 5 ot Hapeabara mo un. 11, am.
1 H30K 3amnama MU He mo-paHo OT IIecT Mecella ce/l BIu3aHe B CHJIa Ha CIIUCHIIUTE 1O YJl.
13, an. 2.

Y. 15. (U3m. - JIB, 6p. 48 ot 2014 r.) (1) HaumonanHara 3apaBHOOCHUTYpPHUTENIHA Kaca
IIpeyCTaHOBsBA 3amtanasero Ha MU B ciieqnuTe cinyvau:

1. mpu 3annyaBane Ha MU or cnucbka Ha MeAMIMHCKUTE n3aenus no wi. 30a ot 3akoHa 3a
MEIUIIMHCKUTE U3/IEIHs, H3BBPIICHO 0 pena Ha Hapeadarta mo ui. 11, an. 1;

2. mpu ToAaBaHe OT JuiaTa mo 4i. 14, an. 1 Ha 3asBiIeHue chriacHo npuioxeHue Ne 30, ue
JKENasT Ja ce MPeKpaT 3arlanlaHeTo Ha CbOTBETHOTO M.

(2) B 3asBnenuero mo ai. 1, T. 2 ce mMocouBa CPOKBT, 10 KOMTO IIe ObJAT OCUTYpSIBAHU
KOJIMYECTBa OT ChOTBETHUTE MM, KOITO HE MOXKe /1a ObJIe O-KPaThK OT TPU MeEcCeIla.

(3) B 3aBucumMocCT 0T AaraTa Ha IoJlaBaHe Ha 3asBieHuero no ai. 1, T. 2 H30K npeycranoBsia
3arUIanaHeTo Ha cboTBETHOTO MU oT 1-BO unciio Ha KaneHAapHUS MECell, CIeABaIll U3TUYaHE
Ha CpoKa 1o ai. 2.

Y. 16. (1) (U3m. - IB, 6p. 48 ot 2014 r.) 3a ormyckane Ha MU ot criuchbka mo ui. 13, an. 2,
T. 1 H30K cknrouBa moroBopu ¢ nuiia, MOdyduian paspemienue mo wi. 229, am. 2 3JIIIXM 3a
THProBHS HA JPEOHO C JIEKAPCTBEHU MPOTYKTH.
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(2) (Hosa - IB, 6p. 48 ot 2014 1.) Koraro nuiiero mo an. 1 u ppKOBOJUTEIAT HA alTeKaTa He
CHBIAJIAT, IOTOBOPHT CE ChIIIACYBA U OT PHKOBOJUTEISI HA alTeKaTa.

(3) (U3wm. - IIB, 6p. 67 ot 2011 r., npeaumHa an. 2, usm. - /B, 6p. 48 ot 2014 r., uzm. - /1B,
op. 49 ot 2022 r., B cmia ot 01.07.2022 r.) [JoroBopuTe 10 ajn. 1 ce CKIItoYBaT uype3 TUPEKTopa
Ha P3OK, Ha uusTO TepUTOpUS € anTeKara, Ipu yCIOBUS U 110 PeJl, YCTAHOBEHU B CbOTBETCTBUE
c ai. 45, aim. 17 330.

(4) (ITpegumina an. 3, u3m. - JIB, 6p. 48 ot 2014 r.) Hanronanuara 3jpaBHOOCUTYpUTEIHA Kaca
3ariana Ha Jinuara o ai. 1 3a ormycHartu ot Tx MU cren npencraBsHe Ha €1EKTPOHEH OTYET,
M3rOTBEH choOpa3HO eNeKTPOHHUs (hopMart, MyOJIMKyBaH Ha HHTepHeT crpanuiiara Ha H30K.

(5) (Ilpegumna an. 4, uzm. - /1B, 6p. 48 ot 2014 r.) OtnnycHatute u oruerenn MU ce 3amnamar
ot H30K npu ycioBus u 1o pej, onpeaesieHd B Ta3u Hapeada U CKII0UYEHUTE JOTOBOPH.

Y. 16a. (Hos - /IB, 6p. 48 ot 2014 r.) HantmonanHaTa 31paBHOOCUTYPUTEIIHA Kaca 3arjalia
3a MU 1o 4. 16, an. 1 Ha OTIyCHAIUTE T'M alITEKH B CPOKOBETE, OMPEACIICHH 3a 3aIljlalllaHe Ha
JIEKapCTBEHUTE MPOIYKTH 3a IOMAIIIHO JICYeHHEe ChITIACHO T1aBa BTopa, paszen L.

Y. 166. (Hos - /IB, 6p. 48 ot 2014 r.) (1) Hanmonanuara 31paBHOOCUTYpUTEITHA Kaca J1aBa
yKa3aHUs OTHOCHO pejia 3a MpeAnrcBane u otmyckane Ha MU ot criuchbka mo ui. 13, an. 2, 1.
1.

(2) Ykazanusra no an. 1 ce nyonukyBar Ha uHTepHeT cTpanunata Ha H30K.

Y. 168. (Hos - /IB, 6p. 48 or 2014 1.) (1) (dom. - AB, 6p. 95 ot 2018 ., B cuma ot 16.11.2018
r.) Hanmonannara 3apaBHOOCHTYpUTENIHA Kaca 3amtama MU ot cnuceka o wit. 13, an. 2, T. 2,
Oykeu "a" u "0" Ha JedeOHUTE 3aBelIeHUs, CKItOUIH JoroBopu mo wi. 20, an. 1, 1. 4 330 3a
OKa3BaHe Ha OOJIHMYHA MEAMIIMHCKA TTOMOIII ¥ Ha TPOU3BOIUTEINN WU THProBIH Ha eapo ¢ MU
WJIM TEXHU YII'BIHOMOILEHU MIpecTaBuTeNu, ckiarouninu norosopu ¢ H30K 3a noctaBka na MU
o pena Ha Hapeabara mo wi. 11, aim. 1.

(2) MenunuHcKkUTe U3enus 1o aji. | ce 3amnamnar npy HajJudue Ha CICAHUTE YCIOBHS:

1. BIOXKEHM ca MpU U3MNBIHEHHWE HA KJIMHWUYHA WbTEKAa CHIJACHO HW3UCKBAaHUSTA Ha
JTUArHOCTUYHO-JICYEOHUTE AJITOPUTMH 32 HU3IBJIHEHWE Ha CHOTBETHATa KIMHUYHA TBTEKA,
YCTAaHOBEHU B HAIIMOHAJHUTE PAMKOBH JOTOBOPH, IPUIIOKUMU TIPE3 CHOTBETHATA TOJUHA;

2. (mom. - 1B, Op. 17 ot 2019 r.) u3nbiaHeHH ca M3UCKBAHMSTA, CBBP3aHU C OKa3BaHE Ha
OOJTHMYHA MEIUIIMHCKA TIOMOIN, YCTAHOBEHM B HAI[MOHAJTHUTE pPaMKOBU JIOTOBOPH,
MIPUJIOKUMH TIpe3 ChbOTBETHATA FOJIMHA, KAKTO U YKa3aHUATA MO TAXHOTO MpHUIIaraHe;

3. (u3m. - [IB, 6p. 95 01 2018 1., Bcuma ot 16.11.2018 r.) oTueTeHu ca OT TeueOHUTE 3aBECHUS
mo an. 1| mo pema, ycTaHOBEH B HAI[MOHATHUTE PAMKOBHU JIOTOBOPHU, MPUIOKUMH IIpe3
ChOTBETHATA FOJINHA.

3) (Hom. - 1B, o6p. 95 or 2018 r., B cuma or 16.11.2018 r.) Hamumonamnara
3IpaBHOOCUTYpHUTENIHA Kaca 3arutama MU ot cnuchka mo wi. 13, an. 2, 1. 2, OykBa "a" Ha
nedeOHNTE 3aBe/eHUs MO all. | cieq mpencTaBsiHe Ha CIIEIHUTE MBPBUYHH MEIUIIMHCKUA U
(hMHAHCOBO-OTYETHU IOKYMEHTH:

1. ¢pakTypa uiaM eneKTpoHHa QaKTypa;

2. crienupUKanus 3a BIOKEHUTE MEIUIIMHCKH U3JIENHSI 10 ChOTBETHATA KIIMHUYHA ITHTEKA;

3. ex3eMIUsIp Ha (GOopMyIsip 32 BIOXKEHU MEAMIIMHCKH H3JENvs, CTOMHOCTTa Ha KOWUTO C€
3amama oT H30K u3BbH 1ileHaTa Ha KIMHUYHATA THTEKA.

(4) (U3m. - JIB, 6p. 95 ot 2018 1., B cumna ot 16.11.2018 r.) Jleuebuute 3aBenenus mo ai. 1
MPEACTABAT OTYETHUTE TOKyMeHTH exemecedHo B P3OK mo yrBbp/eH rpaduk, onpenesaeH mo
pena, yCTaHOBEH B HAIIMOHATHHUTE PAMKOBHU JIOTOBOPH, IIPUJIOKUMHU NPE3 ChOTBETHATA TOAMHA.
(5) ®opmarTbT Ha OTUETHUTE NOKYMEHTH CE€ JIOTOBAps B HAIIMOHATHUTE PAMKOBHU JIOTOBOPH,
MIPUJIOKUMH TIPe3 CbOTBETHATA TOJIUHA.
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(6) (Hosa - IB, 6p. 30 ot 2015 1., u3m. - JIB, 6p. 95 o1 2018 1., B cuma ot 16.11.2018 r.) Koraro
MpY M3MBIHCHHE HA KIMHUYHATA MBTEKA Ca BJIOXKEHU EIIEMEHTH OT MEIUIIMHCKU H3ICNus,
MIPUHAJIEKAIIN KbM IIOBEUE OT €HO I'PYNMPAHE ChIVIACHO COUCHLUMTE MO wi. 13, an. 2, T. 2,
oyksu "a" u "6", H30K 3ammnama ctoifHOCT, KOSTO € COOp OT LIEHUTE TI0 eIEMEHTH, OTPa3eHU
BbB (pakTypaTa, HO HE IO-BHCOKAa OT Hai-BUCOKaTa CTOWHOCT, MOCOYEHA B CIHCHKa 3a
CHOTBETHOTO TpYyIUpaHe, OT YUUTO EJIEMEHTH € ChbCTaBEHA BJIOKEHATa CUCTEMA.

(7) (Hoa - JIB, 6p. 95 or 2018 r., B cuma or 16.11.2018 r.) Hamuonamnara
3IpaBHOOCUTYpHUTENIHA Kaca 3arutama MU ot cnuchka mo win. 13, an. 2, T. 2, OykBa "0" Ha
MIPOU3BOJIUTENN WU THPrOBLU HA eIpo ¢ MU uin TeXHU YyI'bJIHOMOIIEHH IPEICTaBUTENN 110
an. 1 cien npencTaBsiHE Ha CIEAHUTE JOKYMEHTH:

1. bakTypa unm enexkTpoHHa (akTypa;

2. 00o01eHa crpaBKa 3a JOCTaBEHUTE M BioxeHHTe MU 1Mo ChOTBETHU KIMHUYHH ITHTEKH,
OTUYETCHH OT JICYCOHUTE 3aBEACHUS MIPe3 MPEIXOAHMS KalleHaapeH Mecell, moimydeHa ot H30K
B M3IIBJIHCHHE HA JIOTOBOPHUTE 3a AocTtaBka Ha MU o pena Ha HapenbaTa mo wi. 11, am. 1;

3. cnenudukanus 3a J0cTaBeHUTe U BioxeHuTe MU 1o chOTBETHH KIMHUYHU IIBTEKU MPE3
MIPEeIXOIHUS KaJeHIapeH Mecell, CbOTBETCTBAIlla Ha KOJIMYECTBATa IO ClipaBKarta 1o T. 2.

Y. 16r. (Hos - /IB, 6p. 48 oT 2014 r., nom. - JIB, 6p. 95 or 2018 1., B cruta ot 16.11.2018 1.)
HannonannaTa 31paBHOOCUTYPHUTEIIHA Kaca 3aruiaiia exxeMeceyHno Biaoxkenute MU mo . 13,
an. 2, T. 2 cie] mpoBepKa Ha JOKYMEHTHUTE 1o wi. 168, an. 3 u ain. 7 1o 30-0 yucio Ha Mecela,
clieJBalll OTYETHUS.

Ya. 17. (1) Ilpon3BoauTensiT WK HETOB YIIBJIHOMOIIEH MPEACTABUTEN € JUThXKEH J1a YBEJIOMHU
H3OK B cirydanre Ha:

1. (m3m. - JIB, 6p. 48 oT 2014 r.) npoMsiHa HA THPTOBITUTE HA €O, KOUTO Iie gJoctaBiT MU o
anTekuTe/neyebHuTe 3aBeeHus, ckiounin forosop ¢ H30K;

la. (moBa - /IB, Op. 48 ot 2014 r.) mpomsHa B mHpoOpManmsaTa Mo WwWi. 5, an. 1 m . 8 oT
Hapezabara o wi. 11, an. 1;

2. (mom. - /1B, 6p. 48 o 2014 r.) n1pyru 06CTOATENCTBA, CBBP3aHU C OCUTYPSIBAaHE U 3aIljialllaHe
Ha MU.

(2) YBenomiienuero 1o ai. 1 ce U3BbpILBA B 7-THEBEH CPOK OT HACTHIIBAHE HA IPOMEHUTE.

Paznmea II.

YcaoBus, pea, MeXaHU3bM M KPUTEPUHM 32 3aI1alAHE HA IUeTHUYHM XPaHH 32
cnenuaJHu meaunuHckn neau (Hos - 1B, 0p. 48 ot 2014 r., 3aru. u3m. - /IB, 0p. 17 or
2019 r.)

Paznea II.

YcioBus U pef 3a 3anJialane HA JUETUYHU XPaHM 32 CHENUATHU MeIUIIUHCKH LeJTH
(Hos - /IB, 0p. 48 o1 2014 1.)

Y. 18. (U3m. - [IB, 6p. 48 o1 2014 1.) (1) (dom. - AB, 6p. 62 ot 2015 ., B cuma ot 14.08.2015
r., u3m. - JIB, Op. 17 ot 2019 r.) Hanmonannata 31paBHOOCUTYpUTENIHA Kaca 3arulaiia 3a
JAXCMI o u. 1, T. 7 mpeHa3HaueHH 3a 3a00JsIBaHMs, ONIPEICIIEHH B CIUCHKA 1O 4iI. 45, ail.
4 330, KOUTO OTroBapsAT Ha U3UCKBAaHUATA Ha 3X M MOJ3aKOHOBUTE HOPMATUBHHU AKTOBE I10
MIPUJIaraHeTo My.

(2) Haronanuara 3apaBHOOCHTYpHTENHA Kaca 3arviamma 3a JIXCMI] no cnuchk, onpesencH
or Hamzopuus ceBer Ha H3OK cbrmacHo un. 56, an. 2 330, 32 eauHMIA BEIMIECTBO HWIIH
orpeziesieHa MeceyHa CTOHHOCT.
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(3) Hatmonanuara 3npaBHOOCUTYpUTEIHA Kaca 3aruiama 3a JIXCMI] no an. 2, npu ycioBue ue
TE ce 3amiamaT oT OOIIeCTBEHH 3/IPaBHOOCUTYPUTENIHU (OHAOBE, MIPHU CHUIUTE 3a00JIBaAHUS
WJIM MHJIMKAlWH HAali-MaJIKO B TPU OT CIeAHUTE AbpkaBu: Pymbuus, Yexus, Ecronus, ['sprus,
VYHrapus, JIutsa, [lopryranus u Ucnanus.

Yia. 19. (Hos - JIB, 6p. 67 ot 2011 r., u3m. - JIB, 6p. 48 or 2014 r.) (1) Hanmonannara
3IpaBHOOCUTYpUTENHA Kaca 3aruiama 3a JIXCMI cinen nonyyaBaHe Ha MUCMEHO 3asIBJIEHUE OT
MIPOU3BOIUTEIIS UM HETOB YITBIHOMOIICH MPEACTABUTEI, Y€ JKeJlae ChOTBETHUST MPOAYKT Aa
ce 3aruiaiia 1o peja Ha Ta3u Hapenda cbhriiacHo npuioxenue Ne 4.

(2) B 3asBiiennero no an. 1 ce mocovBaT THProOBIMTE HA e1po0, KOUTO e goctaBiat JIXCMI] no
anTekure, ckirounin goroop ¢ H30K.

(3) KbpM 3asBneHMETO CE Npuiarar:

1. nexmapanus, ye crorBeTHaTa JIXCMI] otroBaps Ha ycioBuero no wi. 18, an. 2, karo ce
MMOCOYBAT KOHKPETHUTE O0IIEeCTBEHU ()OHIOBE B CHOTBETHATA IbPKABA;

2. nekjapanus 3a cbriaacue oT ThPrOBLUTE Ha €po, TOCOYEHH B 3asBJICHUETO, 32 JI0CTaBKa Ha
AXCMI;

3. Aexmapaius, ye ChOTBETHHAT 3asIBUTEIl MOKE J1a OCUTYpsiBa peryisipHo 3asasenute JXCMI]
3a MepHoJ He MO-MalbK OoT 12 KajneHaapHu Mecena;

4. TOKYMEHT, yJIOCTOBEpSIBAII] MPEICTABUTEIIHATA BJIACT Ha 3asBUTEIIS.

Y. 19a. (Hos - [IB, 6p. 48 or 2014 1.) (1) CiimcbkbT 110 wi. 18, ar. 2 chabpka:

1. Bug/monBua Ha JIXCMII;

2. Teprocko HaumeHoBanue Ha JIXCMII;

3. popma/koan4ecTBO;

4. cronnocT, 3amiamana oT H30K;

5. ycioBusl 3a IPEANKICBaHE U OTITYCKaHE;

6. H30OK kogn.

(2) CiucbkbT ce nyOnrKyBa Ha UHTEepHET cTpanuuiata Ha H30K.

(3) CiucbkbT MOKeE fa ObJIe AOMBIBAH BEIHBK TOIUIITHO.

Ya. 196. (Hos - JIB, Op. 48 ot 2014 1.) (1) 3a ornmyckane Ha JXCMI[ H30K ckiouBa
JIOTOBOPH C JIMIIA, MOJIYYMIIN paspenienue no wi. 229, an. 2 3JIIIXM 3a TeproBus Ha JpeOHO ¢
JIEKapCTBEHU MPOIYKTH.

(2) Koraro nunero mo an. 1 ¥ pbKOBOAUTENSAT Ha anTeKkara HE CHBMAJAaT, JOTOBOPHT Ce
ChIJIaCyBa U OT PbKOBOAMUTEIS HA allTeKaTa.

(3) (U3m. - 1B, 6p. 49 ot 2022 1., B cuna ot 01.07.2022 r.) JoroBopuTe 1o ain. 1 ce ckiaro4YBaT
ype3 qupekropa Ha P3OK, Ha unsiTO TEpuTOpHS € anTekaTa, IpH yCI0BUS U IO pell, yCTAHOBEHU
B CHOTBETCTBHE ¢ 4. 45, ain. 17 330.

(4) HanmonanmuaTa 3[paBHOOCUTYPHUTEIIHA Kaca 3aruiaiia Ha JIMIjaTa mo ai. 1 3a oTIycHaTu OT
tax JIXCMII cnen mpencraBsiHe Ha €JIEKTPOHEH OTYET, MU3TOTBEH CHOOPA3HO EJIEKTPOHEH
dbopwmar, koifTo ce myOIuKyBa Ha uHTepHET cTpanuiara Ha H30K.

(5) Ornycuartute u otuerenn JXCMI] ce 3amnamar or H30K npu ycioBus u mo pen,
OTIpesieNieHH B Ta3u Hapea0a U chboOpa3HO CKIFOUYEHUTE JOTOBOPH 10 an. 1.

Yua. 198. (HoB - /IB, 6p. 48 ot 2014 r.) (1) IIpon3BoAUTENSAT WM HETOB YIIBIHOMOIIEH
npeacTaButen € 1ubxeH na yseaomu H30K B cinyuaute Ha:

1. mpoMmsiHa Ha THProBUMTE Ha €1po, KouTo 1ie AoctaBatr JXCMI] no antekute, CKIOYNAIN
norosop ¢ H30K;

2. npyru 00CTOSATENCTBA, CBBP3aHU ¢ OCUTypsiBaHe U 3arutamane Ha JIXCMII.

(2) YBenomsBaneTo 1o aj. 1 ce u3BbpIIBa B 7-JHEBEH CPOK OT HACTHIIBAHE HA TIPOMEHUTE.
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(3) B cayuaute no an. 1 B 5-nHeBeH cpok ot yBenoMsasanero H30K onoBecTsiBa Ha HHTEpHET
CTpaHUIlaTa CH MoAaieHaTa HH()OPMALIHS.

Y. 19r. (Hos - /IB, 6p. 48 ot 2014 r.) (1) HanponannaTa 31paBHOOCUTYpUTENTHA Kaca JaBa
yKa3aHusl OTHOCHO pejia 3a npeanucsane u ornyckade Ha JIXCML, 3amnamanu ot H30K.

(2) Ykazanusra o ai. 1 ce myonukyBaT Ha HHTEpHET cTpanunara Ha H30K.

Yia. 19a. (Hos - JIB, 6p. 48 ot 2014 r.) (1) IIpou3BoauTENAT WU HETOB YII'BIHOMOIICH
npeactaButen Moxke jaa noaanae 1o H30K 3asBnenne cbhriacHo npuiokeHue Ne 36, de xenae
Jla ce MPeKpaTH 3arviamanero Ha cboTBeTHaTa JJXCMI] o pena Ha Ta3u Hapenoda.

(2) B 3asBnenuero no ai. 1 ce mocoyBa CpoKbT, 0 KOKTO Iie OBbJAAaT OCUTYPSIBAHU KOJIUYECTBA
ot crotBeTHaTa JJXCMII, karo Toi HE MOKe Ja OBJe MO-KpaThbK OT TPU Mecela.

(3) B 3aBucumoct or jgatara Ha nojaBaHe Ha 3assieHuero no an. | H30K npeycranossBa
3arutamanero Ha cboTBetHata JXCML[ ot 1-Bo ymcino Ha KajneHIapHHs Mecel, CIleBall]
M3TUYaHE HA CPOKa MO all. 2.

(4) B ciiywyante no an. 1 B 5-mHEeBeH cpok oT nogaBaHe Ha 3asBieHnero H30K omoBectsiBa
Ha MHTEPHET CTpaHuIaTa cu HHGoOpMaIusiTa, IOCOYEHa B 3asIBJICHUETO.

I'naBa yeTBBpTA.

YCJOBUSA, KPUTEPUU U PEJl 3A TOT'OBAPSIHE HA OTCTBIIKH 3A
JIEKAPCTBEHUTE INPOAYKTH (HOBA - JIB, bP. 67 OT 2011 I'., 3AI'JI. U3M. - /IB,
BP.48 OT 2014 I'., U3M. - /IB, BP. 62 OT 2015 T'., B CUJIA OT 14.08.2015T".)
I'naBa yerBbpTA.

YCJI0BUSA, KPUTEPUU U PEJl 3A TOT'OBAPAHE HA OTCTBIIKHU OT
CTOMHOCTTA HA JJEKAPCTBEHUTE NNPOAYKTHU U HA MEJJULIMHCKHUTE
HN3JAEJIUA (HOBA - /IB, BP. 67 OT 2011 I'., 3AI'JI. U3M. - IB, P. 48 OT 2014 T".)
Pa3gea 1.

YcioBus, KpUTEPHUH U Pell 32 MPOBEKIAHE HA 32IbJLKUTETHO IEHTPATU3UPAHO
JA0TOBapsiHe HA OTCTHIKH 32 JIEKAPCTBEHU NMPOAYKTH, BKJIIOYEHH WJIH 32 KOUTO €
nojajaeHo 3asiBjieHue 3a BkJawuBane B IIJIC mo wu. 262, an. 6, 1. 1 u 2 3JIIIXM (HoB -
B, op. 48 ot 2014 r., 3ara. u3m. - JIB, 6p. 62 ot 2015 r., B cujia ot 14.08.2015 r.)
Paznean L.

YcaoBusi, KpUTEpHUHU U pell 3a J0rOBapsiHe HA OTCTBIIKHM OT CTOMHOCTTA 32 ONAKOBKA,
HU34YMC/IeHa Ha 0a3a pedpepeHTHATA CTOMHOCT HA JIEKAPCTBEHUTE MPOAYKTH, BKJIKYEHH B
IJIC mo 4. 262, an. 6, 1. 1 3JIIIXM, 3a kouro H3OK 3anaama (Hos - /IB, Op. 48 ot
2014 r.)

Y. 20. (Hos - [IB, 6p. 67 ot 2011 r., u3m. - IB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.)
(1) (U3m. - B, 6p. 89 ot 2017 ., B cuna ot 07.11.2017 1., u3m. - IB, 6p. 17 or 2019 1.) Ha
ocHoBanue un. 45, am. 10 um 21 330 H30K exeronHo mnpoBexaa 3albIKUTEIHO
LEHTPAJIU3NPAHO AOIOBAPSHE HA OTCTHIIKU 3a:

1. (mom. - AB, 6p. 17 ot 2019 r.) nekapcrBenu npoayktu ot IJIC mo un. 262, an. 6, T. 1
3JIIIXM, 3a KouTO CTOMHOCTTA, 3aramana ot H30K, ce uzuucnsaBa upes rpynupase, B KOETO
HE y4JacTBarT JIEKAPCTBEHU MPOJIYKTU HA APYrH MPUTEXKATENIN Ha pa3pelieHue 3a ynorpeda, ¢
U3KJIIOUYEHNE Ha TeHepUYHHUTE JIEKapCTBEHU MPOAYKTH U Ha JEKapCTBEHUTE MPOAYKTH IO YII.
29 3JIIIXM;

2. (m3m. - 1B, Op. 17 ot 2019 r.) nexapctBenu npoayktu ot [IJIC mo un. 262, an. 6, 1. 2
3JITIXM, 3a KOuTO CTOMHOCTTA, 3ariamana ot H30K, ce uzuuncisaBsa upes rpynupane, B KOETO
HE y4JacTBarT JIGKAPCTBEHU MPOJYKTU Ha JAPYTH MPHUTEXKATENIN Ha pa3pelieHue 3a ynorpeoda, ¢
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U3KJIIOYEHNE Ha FEHEPUYHUTE JIEKAPCTBEHU MPOAYKTH M Ha JIEKApPCTBEHUTE MPOAYKTH IO UII.
29 3JIIIXM, BKJIIOUEHH ca B MMaKeTa, ONpeAesieH ¢ HapeabaTa mo wi. 45, an. 2 330, u KouTo:
a) ca rpeJHa3HAuCHH 3a JICUCHHE Ha 3JI0Ka4eCTBEHH 3a00JIIBaHMS;

0) ce mpuarar npu >KUBOTO3aCTpaIllaBaIlyd KPbBOM3JIMBYU U CIICIITHH ONEPATUBHU U MHBA3UBHU
MHTEPBEHIIMU MIPU MALMEHTH C BPOJICHU KOAryJonaThy;

3. JNeKapcTBEHU MPOAYKTH C HOBO MEXAYHAapOAHO HEMATEeHTHO HAaWMEHOBAaHHE, 33 KOUTO €
M0/1aJICHO 3asiBIICHUE 32 BKIIIOYBAHE BbB:

a) [IJIC mo un. 262, an. 6, . 1 3JI[IXM;

0) (mom. - JIB, 6p. 17 o1 2019 1.) IIJIC mo wi. 262, an. 6, T. 2 3JIIIXM, KoraTo Te3u JIeKapCTBEHH
IIPOJAYKTH Ca BKJIFOUYEHHU B IaKeTa, rapantupal ot Oromxera Ha H30K, npennaznauenu ca 3a
JIeueHHE Ha 3JI0KAYeCTBEHH 3200 sIBAaHUA U 32 KHBOTO3aCTPALIABAIIN KPHBOU3IUBY U CIICITHH
OIllepaTUBHU U MHBA3UBHU HHTEPBEHIIMU IIPU MTALIUEHTH C BPOJIEHU KOAryJONaTUH U MOJJIEkKAT
Ha 3ariamaHe B OONHUYHATA MEAMIMHCKA IIOMOIN HM3BBH CTOMHOCTTA Ha OKa3aHHUTE
MEIUIMHCKH YCITYTH.

(2) HoroBapsiHeTo 10 an. 1 ce mpoBex/1a ¢ MPUTEKATEIUTE Ha pa3pelIeHusITa 3a ynorpeda Ha
CHOTBETHUTE JIEKAPCTBEHH MPOJYKTH WM C TEXHU YII'BIHOMOIIECHU MPEJCTABUTEIH.

Y. 20a. (Hos - JIB, 6p. 49 ot 2012 ., u3m. - JIB, 6p. 30 ot 2015 ., oT™m. - JIB, 6p. 62 oT 2015
r., B cua ot 14.08.2015 1.)

Ya. 21. (Hos - [IB, 6p. 67 ot 2011 1., u3m. - JIB, 6p. 48 ot 2014 r. (*), uzm. - IB, Op. 62 ot
2015 r., B cuna ot 14.08.2015 r., m3m. - 1B, 6p. 89 ot 2017 ., B cmita ot 07.11.2017 1.) (1) 3a
nekapcTBeHuTe npoAayktH o 4ui. 20, an. 1 H30K norosaps cnegHuTe BUIOBE OTCTHIIKH:

1. (u3m. - [IB, 6p. 17 o1 2019 r.) OTCTBIIKA 32 BCUYKU JICKAPCTBEHU MPOAYKTH 10 Wil 45, an. 10
nu 21 330 Ha eauH mpuUTEX)aTell Ha paspelieHue 3a YHNOoTpeOda/HEroB YI'BIIHOMOIIEH
MPEJICTaBUTENl WIM Ha PAa3IMYHU TMPUTEKATENIM Ha pa3pelieHus 3a ymnorpeda, KOUTO ca
YITBIHOMOIIMIU €IUH OOIl MpeAcTaBUTeN, pasmperneneHa u3isuio B nomsa Ha H30K mox
dopMaTa Ha BB3CTAHOBSBAHE HAa PAa3XOAH, B 00H] pazMep HEe mo-manbk oT 10 Ha cTO OT
pasxonute Ha H30K 3a choTBETHO TpuMeceune 3a JIeKapCTBEHUTE MPOAYKTH;

2. (ot™. - 1B, 6p. 17 o1 2019 1.)

3. (m3m. - IB, 6p. 17 01 2019 1.) MEAUTIMHCKY YCIIYTH U3BBH MAKeTa MEAUITMHCKA ITOMOII] TIO HJI.
45, an. 2 330, ocurypsiBaHU 3a CMETKa Ha MpHUTEXaTels Ha pa3pellieHueTo 3a yrnoTpeoda,
CBBP3aHU C JMArHOCTHKATa U MPOCIIEIIBAHETO Ha JICUEHUETO Ha 3200 sIBaHe ChC ChOTBETHUTE
JIEKapCTBEHH MPOIYKTH, KaTO BUABT, CTOMHOCTTA U U3MBIHUTEIUTE Ha MEAUIIMHCKUTE YCITYyTH
ce onpeaenat or H30K, cbriacyBano ¢ mputexarens Ha pa3peleHUeTo 3a yrnoTpeoa;

4. oTcTBIKA OT CTOMHOCTTA 3a ONAKOBKA, M3UMCIIeHAa Ha 0a3a pedepeHTHaTa CTOHHOCT Ha
CHOTBETHUS JIEKAPCTBEH MPOJYKT 10 4. 45, an. 10 330, 3amnaman yactuuno ot H30K, kosito
ce pasIpeens U3LAJI0 B [10J13a Ha CbOTBETHOTO 3/JpaBHOOCUTYPEHO JIMIIE.

(1a) (Homa - JIB, 6p. 19 ot 2020 r.) 3a nexapctBeH mpoaykT mo 4ui. 20, an. 1, 1. 1 wim 2, 3a
KOWTO CTOMHOCTTA, 3aruiamana ot 6romkera Ha H30K (pedepenTHara cTOMHOCT), 32 4acT OT
TEPANEBTUYHUTE My IIOKa3aHUs CE U3YUCIIABA UPE3 TPYNHUPAHE, B KOETO Y4aCTBAT JIEKAPCTBEHU
MIPOAYKTH Ha IpYTH MIPUTEKATENN Ha pa3pellieHue 3a yrnoTpeoa, a 3a 0CTaHAJINTE TePareBTUYHN
[IOKA3aHUsl CE€ M3UMCIABA 4Ype3 IPYyNUpaHe, B KOETO HE ydyacTBaT JIEKapCTBEHM MPOAYKTH Ha
JpyTd TpUTEXKATETN Ha pas3pellieHue 3a ynorpeba, 3a MOCIEAHO MOCOYCHHUTE MOKa3aHUs
MPUTEKATENAT Ha pa3pelieHueTo 3a YINoTpeOda/HeroB yYIbIHOMOIIEH MpEeACTaBUTEN
npenocrass Ha H3OK orcrenka no ain. 1, T. 1 B TakbB pa3mep, KOWTO BOJH O U3PABHSABAHE HA
pedepeHTHaTa CTOHHOCT 32 BCUYKU MTOKa3aHUsl.

(2) 3a nexapcTBEeH MPOIYKT C HOBO MEXIYHAPOJIHO HEMAaTEeHTHO HAaUMEHOBAaHHE, 3a KOUTO €
momaacHo 3aspicHue 3a BkmouBaHe B IIJIC moum. 262, am. 6, 1. 1 mmm 2 3JIIXM,
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3aJIBJDKUTEITHO C€ JOTOBapsi OTCTHIIKA OT 3asBeHaTa 3a oOpa3yBaHE IeHa 1Mo Wi. §, al. 2 oT
Hapenbara 3a ycnoBusiTa, mpaBujiaTa M peja 3a perylidpaHe W PEerucTpUpaHe Ha IICHUTE Ha
JIEKapCTBEHUTE MPOIYKTH CboOpa3Ho mporHo3Hus Orwomker Ha H3OK 3a choTBeTHUSA
JIOTOBOpPEH IepuoA. Pa3mepbT Ha OTCTBIIKaTa ce JIOTOBapsi B ChOTBETCTBHME C JIOKJIAAa 3a
OLICHKa Ha 3JJpaBHUTE TEXHOJOTUH, U3TOTBEH U YTBBPJIEH MO pela Ha Hapeadara 1o wi. 262,
an. 4 3JIIIXM. JloroBapsiHeTO Ha OTCTBHIIKATa € YCJIOBHME 3a BKIIOYBAHE Ha JICKAPCTBEHMUS
npoaykT B IIJIC cbrimacuo ui. 262, an. 10 3JIIIXM u He ce cunTa 3a NPOBEICHO 3aAbJIKUTEITHO
JIOTOBapsiHE Ha OTCTBHIIKKM Karo yciaoBue 3a 3amamadHeTo My oT H3OK. Ilpouentst Ha
OTCTBIIKATA CE 3ara3Ba Cle]l YTBbPXK/AaBaHE Ha IIeHa Ha JIEKAPCTBEHUS MPOJIYKT, KAKTO U MPH
HEWHA NIPOMSHA.

(3) (M3m. - B, 6p. 17 ot 2019 r.) OrcThnkara mo an. 1, T. 1 moxe ga Obae JTOrOBOpEeHa B
pa3iauyeH pasMep 3a pa3IMuHU TEPalleBTUYHM [10KA3aHUS HA JIEKAPCTBEH MPOIYKT.

(4) IlputexarensT Ha pa3pelICHUETO 3a YIOTPeOa/HETOBUAT YII'BIHOMOIIEH HpPEICTaBUTEI
pasmpenens oOuys pa3Mep Ha KOMIICHCALMTa 10 CBOSI MPElEHKa BbPXY BCEKHU JIEKapCTBEH
MPOJYKT, KOeTo € yacT oT noroBopa My ¢ H30K u He ce onoBecTsiBa myOJIM4IHO.

(5) (U3m. - B, 6p. 17 ot 2019 r.) Beceku mputexaren Ha paspelieHue 3a yrnorpeda/HeroB
YITBITHOMOIIIEH MPEICTaBUTEN IOTrOBaps caMO OTCTHMKA Mo ai. 1, T. 1 uiam KoMOMHAIMs OT
orcThku o . 1, T. lu3mwmmnoan. 1, 1. 1,3 u4.

(6) (Ot™m. - 1B, 6p. 17 0T 2019 1.)

(7) (U3m. - 1B, 6p. 17 ot 2019 r.) 3a KOHKpETEH JIEKapCTBEH MPOIYKT, ChAbpIKAILl aKTUBHO
BEIIECTBO/BEIIECTBA C AOOpEe yCTaHOBEHa ynoTpebda B MEIUIIMHCKATa MPAKTHKA MO0 CMUCHIA
Ha 3JIIIXM, 3a koilTo € Hayiuile HEeBB3MOXKHOCT MO MPUYMHHU OT OOCKTUBEH XapakTep 3a
MPEeIOCTaBsiHE HAa OTCTHIIKA B MUHUMAJIHUS pa3Mep, yCTaHOBEH B all. 1, T. 1, mo u3KiIroYeHue u
clie]l TPeIOCTaBs iHe HAa MOTHBHPAHO NMHCMEHO CTAHOBHINE OT CHOTBETHHUS IMPUTEKATEd Ha
paspeiieHueTo 3a ymnorpeba/HeroB ymbeiaHoMmomeH npeacraButren H30K moxe na ckimoun
JIOTOBOP 32 OTCTHIIKA [I0J] MUHUMAJIHUS pa3Mep. To3u MeXaHu3bM ce Ipuiiara, KoraTo € HaJuue
JIUIICa Ha JIEKapCTBEHA aJTepHATHBA 3a JICUEHUE WM CHIIECTBYBAILUTE AITEPHATHBH Ca ChC
3HAQYMUTEIHO MI0-BUCOKA CTOWHOCT.

Y. 22. (Hos - [IB, 6p. 67 ot 2011 1., u3m. - [IB, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 .,
usMm. - IB, 6p. 89 ot 2017 r., B cuna ot 07.11.2017 r.) (1) (U3m. - IB, Op. 17 ot 2019 r.)
Orcrenkure no wi. 21, an. 1, 1. 1 ce Bp3cTanoBsBaT npsiko Ha H30K ot nmpurexarens Ha
paspelieHneTo 3a ynorpeda/HeroBus yrbJIHOMOIIEH MpeacTaBuTen ot u3pbpiienute or H30K
pa3xoaM 3a 3aIUlalllaHeTO UM Clie]] Kpas Ha I'bPBOTO, BTOPOTO M TPETOTO TPUMECEUYHE Ha
TeKylllaTa KaJeHJapHa rojiiHa, a 3a YeTBbPTOTO TPUMECEUHE CE 3aIulallaT aBaHCOBO A0 15
HOEMBpH Ha 06a3aTa Ha peanHus paszxoq Ha H30K 3a tpetoTo Tpumeceuune. /o kpas Ha mbpBOTO
TpUMECeUHne Ha cie/iBalllaTa KajleH1apHa FoIMHa Ce U3BbPIIBA CbOTBETHO N3PAaBHSBAHE.

(2) (Or™m. - 1B, 6p. 17 01 2019 1)

(3) (Ot™m. - 1B, 6p. 17 0T 2019 1.)

(4) (Ot™m. - 1B, 6p. 17 01 2019 1.)

(5) (Ot™m. - 1B, 6p. 17 01 2019 1.)

(6) (Ot™m. - 1B, 6p. 17 01 2019 1.)

(7) (Ot™m. - 1B, 6p. 17 01 2019 1.)

(8) (Otm. - 1B, 6p. 17 0T 2019 1.)

(9) (Otm. - 1B, 6p. 17 oT 2019 1.)

(10) HoroBopenara oTcTblika mo ui. 21, am. 1, T. 3 ce mpenocTtaBs OT HpuUTeXaTens Ha
paspenieHneTo Ha ynorpeda/HeroBus YI'bTHOMOIIEH MpeACTaBUTEN o1 hopMara Ha CPECTBa,
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¢ xouro H3OK 3amnam@a 3a CbOTBETHUTE MEIULMHCKU YCIYI'M Ha OIPENEICHUTE OT Hesl
V3IBIHUTENN Ha METUITMHCKA TToMoIll (pedepeHTHH ieueOHN 3aBeIeHN ).

(11) (HoBa - JIB, 6p. 17 ot 2019 r.) loroBopenara orcTbnka mo wi. 21, amn. 1, 1. 4 ce
MPEeJOCTaBsl aBAaHCOBO CHOOpPA3HO YCJIOBUATA W CPOKOBETE, MOCOYEHHM B Wil. 231, OT
MIPUTEKATEIS Ha pa3pelIeHrueTo 3a yroTpebda/HeroBus ymbiHomolleH npeacrasuren Ha H30K
Ha 0a3a Ha MPOTHO3HUTE KOJUYECTBA B NPEUIOKEHHETO 1o wi. 23, an. 3 3a ChOTBETHHUSA
JIEKapCTBEH MPOJIYKT, KATO JOTOBOPHT 32 OTCTHIIKATA 33 IbJKUTEIIHO ChIbpKA:

1. noxyMmeHTanusTa, JOKYMEHTOOOOpOTa M CpOKOBETE 3a OTYMTaHe M 3aIulalllaHe Ha
OTCTBIIKATA;

2. yCIOBHSTA W pela 3a MperocTaBsHe Ha Oe3yCIIOBHH M HEOTMEHseMH OaHKOBH TapaHLUH,
KOUTO oOe3rmeyaBaT BbB3CTAHOBSIBAHETO OT MPHUTEXATeldsl Ha  pPa3pelieHHeTo  3a
yrnotpeba/HeroBus ymbiaHoMolieH npenactaButen Ha H30K Ha cpemcrBarta, 3amiaTeHH Ha
nuuara mno 4i. 7, ai. 1 Haj aBaHCOBO IJIATEHUTE CYMHM 3a OTCThIIKaTa 1o wi. 21, an. 1, T. 4;

3. pena 3a mpoMsiHa Ha pa3Mepa Ha OTCTBIIKATa MPHU MPOMsHA Ha pedepeHTHaTa CTOWHOCT Ha
nekapcTBenus npoaykt B [JIC.

(12) (Ilpemummua an. 11, usm. - JIB, O6p. 17 or 2019 r.) /loroBOpeHUTE OTCTBIIKH WA
KOMOMHAIMSI OT OTCTBIIKM HE MOTaT /1a BOJAT J0 yBeJIMYaBaHE HA CTOMHOCTTA, 3aIlialaHa oT
H30K 3a nedunmpana qHeBHA 10332 WiIM 3a TepaneBTHYeH Kypc mo INN cbc ChOTBETHHS
JIEKapCTBEH NPOAYKT M Ha CpeJHaTa TOAMIIHA CTOMHOCT Ha JI€UEHUE Ha MALUEHT C TO3HU
JIEKapCTBEH MPOJYKT, CIIPSAMO MPEAXO0IHATA T'OANHA.

Y. 23. (Hos - IB, 6p. 49 ot 2012 r., u3m. - IB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.)
(1) HauuonanHara 3ApaBHOOCUTYpPHUTENIHA Kaca €KErogHo A0 1 OKTOMBpH MyOIuKyBa Ha
oduIMamTHaTa CU UHTEPHET CTPAHUIIA MIOKAaHA JI0 IPUTEXATEeIUTE Ha pa3pelleHus 3a ynorpeda
Ha JIeKapCTBEHUTE MPOAYKTH 1o wi. 20, an. 1/TeXHH YIBIHOMOIICHH MPEACTaBUTEIH 3a
MpEeICTaBsiHE HA MPEJIOKEHUS 32 OTCTHIIKY 1o wi. 21, an. 1, 1. 1,3 u 4.

(2) Ilokanara o an. 1 ceabpxa:

1. agpecatute Ha MOKaHaTa;

2. BUJIOBETE JIEKaPCTBEHU MPOYKTH, 0OEKT Ha JOTOBapSIHETO;

3. KpaeH CpOK 3a I10JlaBaHe Ha MPEeJI0KEHUATA;

4. MACTO U HAYMH 3a MOJaBaHe Ha MPEUIOKESHUSITA U JIUIIE 32 KOHTAKT - ciykuten Ha H30K.
(3) B enHomeceueH cpok OT MyONIMKyBaHE Ha MOKaHaTa MO al. | MPUTEKATENSIT Ha
paspelieHneTo 3a ynorpeba Ha JIeKapCTBEH MPOIYKT/HETOB YIIBIHOMOIIEH MPeICTaBUTEN
npencrass B H30K npennoxenue 3a oTcThIKa/u.

(4) (U3wm. - 1B, 6p. 49 ot 2022 r., B cuna ot 01.07.2022 r.) B cnyvaute mo uin. 4a, an. 1,3 u
S mpu ompeneneHo HUBO Ha 3amuiam@ane 100 Ha CTO, KakTO W B cliydyauTe 1o Wi. 4a, ai.
6 mpuTekaTenuTe Ha paspemieHHs 3a ynorpeba Ha JICKQpCTBEHH MPOAYKTH/TEXHHUTE
YI'BJIHOMOUIIEHH MPEICTaBUTENM I0/aBaT MPEJIOKEHHSI 3a OTCTBIIKM HE MO-KbCHO OT 20
paboOTHU IHM Tpeau W3TUYaHE Ha ChOTBETHATa KaJeHJapHa rojuHa 3a o0oOlaBaHE Ha
uHpopmanusara or H30K.

(5) (U3m. - [IB, 6p. 89 ot 2017 r., B cuma ot 01.01.2018 r.) KbM npemnoxenusta mno aiu. 3,
KaKTO M KbM MPEMJIOKEHHUATA 32 JOTOBapsHE HAa OTCTHIKH B cilydauTe mo uwi. 21, am. 2,
MPUTEeKATENIUTE HA pa3pelieHuss 3a yhnorpeda Ha JEKapCTBEHHUTE MPOIYKTH/TEXHU
YI'BJIHOMOIIEHH MPEICTaBUTEIH MpUIaraT CIeAHUTE JOKYMEHTH:

1. wHbOpMAMs OTHOCHO €IWHHHUS UACHTU(PUKAIIMOHEH KOJ Ha JPYKECTBOTO WIH
KOOTepaIusiTa OT ThPTrOBCKHSI PETUCTHP, a 32 APY)KECTBATA, PETUCTPUPAHHU B IHPKaBa - WICHKA
Ha EBpomelickus cbro3, WO B AbpxkaBa - crpaHa no CropazymeHuero 3a EBponelickoTo
MKOHOMHYECKO TPOCTPAHCTBO - KOMHE OT JOKYMEHT 3a aKTyajdHa perucTpamus 1o
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HAIlMOHAJTHOTO 3aKOHOAATEJICTBO, U34aJE€H OT KOMIIETEHTEH OpraH Ha ChbOTBETHATA IbpPKaBa,
HE MO-KBbCHO OT 6 Mecela Npeau NoJjaBaHe Ha 3asBICHHETO; MH(OopMaIHsITa ce MpeIocTaBs 3a
MIPUTEXKATEN Ha pa3pelIeHueTo 3a yrnorpeda, a B ciydyail ye IpeasioKEHUETO ce MoJaBa OT
YITBJITHOMOIIIEH IIPEICTABUTEIN - U 3@ YII'BJIHOMOILEHUS IIPEACTaBUTEIL;

2. TBJIHOMOUIHO 32 y4acTHUe B JOTOBAapsHETO, B T.4. M 3a IOJaBaHE Ha MPEUIOKEHHE 3a
OTCTBIIKA/U - B Clly4ail 4e MPEIOKEHHETO CE IMOJaBa OT YIbJIHOMOIIECH IpeACTaBUTEN Ha
MIPUTEKATEN HAa pa3pelIeHrueTo 3a yrnoTpeda; Koraro MbJIHOMOIIHOTO € W3/1aJeHO Ha YY1
€3UK, KbM HEro ce mpujara npeBoj Ha OBJIrapcku e3WK, U3BBPILICH OT MPeBoJayd, KOMTO uma
CKJIIOYEH OroBOp ¢ MUHHUCTEPCTBOTO HA BBHHIIHUTE pabOTH 3a M3BBPIIBAHE HA OPUIMATHU
IIPEBOJIY; B I'BJIHOMOIIHOTO CJIE/BA 1a Ob/1aT NOCOYEHU KOHKPETHUTE JIEKAPCTBEHU MPOILYKTH
mowi. 20, anm. 1c TexHUTE MEXIYHAPOJIHU HEMATEHTHU HAUMEHOBAaHUS M TbPrOBCKU
HAaUMEHOBAHMSI, 3a KOUTO MIPEICTABUTEIIST € YII'bIHOMOILIEH;

3. Ipyru OTHOCUMHU JIOKYMEHTH.

(6) IlpennoxxenusiTa ce moaaBaT B Je710BoACcTBOTO Ha LlenTpanmnoro ynpasinenue Ha H30K B
3arevyaTaH HeMmpo3paueH UMK C HeHapylleHa ISUI0CT, BbPXY KOWTO ce MOCOUYBAT MOAATENAT U
aJipec 3a KOPECIOHICHIIHSI.

Yia. 23a. (Hos - JIB, Op. 62 ot 2015 r., B cuna ot 14.08.2015 r.) (1) Pasrnexmanero Ha
MpeIIoKEHUsATa Mo Wi. 23 U JOroBapsSHETO Ha OTCTBIKU CE€ U3BBPIIBA OT IOCTOSIHHO
neiicrBama komucus ot ciyxurenu B H30K, ompenenena cbc 3amoBes; Ha yrpaBUTeNs Ha
H3OK. B 3anoBeara ce onpezens npeacenaTes Ha KOMUCHSATA, HETOB 3aMECTHUK U PE3EpBHU
YJIEHOBE.

(2) B cbcraBa Ha KOMHCHSATAa 3aIBJDKUTENIHO C€ BKIIOUBAT IPABOCIOCOOCH IOPUCT,
JeKap/MarucTbp-hapmaieBT U UKOHOMHUCT.

(3) UnenoBeTe Ha KOMHUCHSATA Ca ATBKHU Ja MAa3sT B TaiiHa 00CTOSITENCTBATA, KOUTO Ca Y3HAIU
BBB BPB3Ka ChC CBOATA pabOTa B KOMUCHUSATA, 33 KOETO MOIMUCBAT JIeKJIapalysl.

(4) (U3m. - [IB, 6p. 89 ot 2017 r., B cmta ot 07.11.2017 r.) Komucusita no ai. 1 u3pbpiiBa
MIpOBEpKa Ha TMOCTHIIMIUTE MPEAJIOKEHUsI 3a CHOTBETCTBHETO MM C HM3UCKBaHMSITA Ha
HapenOaTa, KaTo MMa IpaBo Jla IOUCKa OT YYaCTHUK B CPOK A0 3 pabOTHH THU J1a OTCTPAHU
YCTAaHOBEHUTE HEPEJOBHOCTH W/UJIU Ja MPEIOCTaBH JTOMbIHUTEIHA HHPOpMALIHS.

(5) B cnydaii 4ye y4acTHUK HE OTCTpaHH HEPEIOBHOCTHUTE W/WJIM HE MPEIOCTaBH M3HCKaHATa
JON'BJIHUTENTHA UH(OPMAIIHSI B ONIPEENICHHsI CPOK, CE CUUTA, Y€ 3a ChOTBETHUTE JI€KAPCTBEHU
IIPOJYKTH HE Ca JOTOBOPEHU OTCTBIIKU.

(6) IlpencemarensT WiM HETOBUSAT 3aMECTHHUK W JBaMa OT YJICHOBETE Ha KOMHCHUSATA CE
MOAMMCBAT BbPXY BCAKA CTPAHMIIA OT MPEAI0KEHUETO Ha KaH/IU/1aTa.

(7) Komucusita mo an. 1 u3rorBs rpaduk 3a gaTata ¥ 4aca 3a MPOBEXKIaHE HA MPETOBOPH C
nonycHatute ydacTHUIM. ['padukbT ce 00sBABa Ha oduIMaTHATA UHTEPHET CTpaHHIlA Ha
H30K ©He mo-kbcHO OT 5 pabOTHM [HU TIpeAW 3alo4YBaHE HA IPETOBOPHUTE, 3a KOETO
YYaCTHUIUTE CE CUUTAT 32 YBEIOMEHHU.

(8) IIpn HEOOXOMMOCT MM IO MpPEleHKa HAa KOMUCHUATA YYaCTHUK MOXe Ja Obje MOKaHEeH
BTOPH ITBT 3a MPOBEXK/IaHE HA MPETOBOPH I10 JIOMBIHUTEIHO ONpPEEIeH Ipaduk.

(9) (U3m. - [IB, 6p. 89 ot 2017 ., B cuna ot 07.11.2017 r.) Komucusita chcTaBsi IpOTOKOIH 32
cBofATa paboTa U ¢ pelieHue 00sBsBa pe3yaTaTUTE OT IPOBEJCHOTO JOTOBAPSHE, KATO ITOCOYBA:
1. 3a orcTenku mo wi. 21, an. 1, 1. 1 - pena 3a onpenensiHe Ha pa3Mepa Ha JOrOBOpEHATa
OTCTBIIKA U PA3NPECICHUETO Ha 00U pa3Mep Ha KOMIIEHCAIUITAa BbPXY BCEKU JIEKaPCTBEH
MPOJYKT, KAKTO U IMPOTHO3HUTE KOJIMYECTBA 3@ BCEKU JIEKAPCTBEH MPOAYKT;

2. 3a oTcThIKM 110 wiI. 21, am. 1, T. 3 - BUma, CTOMHOCTTA U M3NBIHUTEIINTE Ha 3allIall[aHUuTe
MEJULIUHCKHU YCIYTH;
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3. (noBa - IB, 6p. 17 o1 2019 r.) 32 oTcTBHIKH 110 Wi. 21, amn. 1, T. 4 - pa3Mepa Ha JJOTOBOPEHUTE
OTCTBIIKU U MPOTHO3HUTE KOJUYECTBA 32 BCEKH JIEKAPCTBEH MPOAYKT.

(10) (M3wm. - IB, 6p. 19 ot 2020 r.) B 20-1HEBEH CpoK OT YTBBpKIaBaHE HAa PEIICHUETO I10 all.
9 ot ynpaBurens Ha H30K xomucusiTa U3rorssi NpoeKTH Ha JOrOBOPH, KOUTO IPEJICTaBs Ha
MPUTEKATEIIUTE Ha pa3pelieHus 3a ynoTpeOa/TeXHUTE YIBIHOMOILEHU MPEICTaBUTENU 3a
MIOJITIHUC.

(11) (U3m. - IB, 6p. 19 ot 2020 r.) IIpoekTuTe Ha moroBopu 1o aia. 10 3aabDKATETHO
ChIIbPIKaT:

1. TOroBOpeHUTE OTCTHIIKM 1O ail. 9;

2. yCIOBHUATA U PEIBT, IO KOUTO C€ MPEAOCTaBs HH(OPMAIIHSI MEXKIy CTPAHUTE;

3. (uoBa - JIB, 6p. 89 ot 2017 ., B cmua ot 07.11.2017 1., ot™. - [IB, 6p. 19 o1 2020 1.)

4. (noBa - 1B, 6p. 89 ot 2017 r., B cuia ot 07.11.2017 r., momn. - 1IB, 6p. 19 ot 2020 r.)
IIPOrHO3HUTE KOJIMYECTBA 32 BCEKU JIEKAPCTBEH IIPOAYKT, 32 KOMTO €a JOrOBOPEHH OTCTBIIKH;

5. (moBa - JIB, 6p. 17 ot 2019 1., u3m. u mom. - JIB, 6p. 19 ot 2020 r.) 3anamiaHe Bb3 OCHOBa
Ha pe3yJiTara OT TepanusaTa, Koraro TakoBa € IOrOBOPEHO 3a JIEKapCTBEHU MPOAYKTHU, 32 KOUTO
€ OIpeJIeIeHo MpoclieisiBaHe Ha eheKkTa OT TepanusTa cbriaacHo wi. 259, an. 1, 1. 10 3JIIIXM,
KaKTO U BB3CTAHOBSBaHE OT MPUTEKATEIUTE HA pa3pelleHus 3a yHnorpeda WU TEeXHU
ymbiaHoMouleHu npeacrasureny Ha H30K Ha 3armuiateHuTe cpeacTBa MpH JIMIICa Ha Pe3yTaT;

6. (oBa - JIB, Op. 19 ot 2020 r., u3m. - 1B, Op. 49 ot 2022 r., B cuna ot 01.07.2022 r.)
3aJIbJKEHUS] Ha CTPAHWUTE MPU IpUJIAraHeTO Ha MEXaHW3Ma, TapaHTHpall MPeIBUIUMOCT U
yctoitunBocT Ha Oromkera Ha H30K mo wi. 45, an. 31 330, crnpsiMO BCUYKH JIEKapCTBEHU
MPOAYKTH Ha MPUTEXKATENs Ha pPa3pelIeHHeTO 3a ynoTpebda, 3amiallaHd HAmbIHO WIIU
yactuuHo oT H30K;

7. (mpemumHa T. 3 - JIB, 6p. 89 o1 2017 1., B cuna ot 07.11.2017 1., npeaumna 1. 5 - JIB, Op.
17 ot 2019 1., npequmna 1. 6 - /1B, 6p. 19 o1 2020 r.) 1pyr™ ycioBus.

(12) (U3m. - AB, 6p. 89 ot 2017 1., B cumma ot 07.11.2017 1., m3m. - /1B, 6p. 19 ot 2020 1., u3Mm.
- 1B, 6p. 49 ot 2022 r., B cuna ot 01.07.2022 r.) JoroBopuTe 3a OTCTHIKH 10 wi. 21, an. 1, T.
1 w/vnmm 3, w/unu 4 ce ckirovBaT 10 | anpui Ha cienBaiiara KajeHJapHa roJIiHa U BIU3aT B
cwiia oT | sitHyapu Ha oco4yeHara roffHa.

(13) (Hoea - JIB, 6p. 19 ot 2020 r., u3m. - JIB, 6p. 49 ot 2022 r., B cuna ot 01.07.2022 r.)
JlekapcTBeHH MPOJYKTH, MOMJEKANINM HA 3aJBDKUTENHO LEHTPAIM3UPAHO JOTOBApsHE Ha
OTCTBIIKM 10 uil. 21, an. 1, T. 1, 32 KOUTO HE ca CKIIIOUYEHH JIOTOBOPH B CpOKa Mo ai. 12, He ce
3amamar oT H30K or 1 ampuit Ha nocouenara ronuHa. 3a nepuona ot 1 ssHyapu no 1 anpuin
Ha IIOCOYEHATa TOAMHA JIEKapcTBeHHTe MNpoaykTh ce 3amnamar or H30K m 3a Tax
MPUTEKATEIIUTE HA Pa3pEIICHUsITa 3a YHNOTPeOa/TEXHUTE YIIBIHOMOILIEHU NPEACTaBUTEIN
nbikat Ha H30K oreThiku B MUHMMaIIHUS pa3Mmep, mocodeH B wi. 21, an. 1, 1. 1.

(14) (Homa - 1B, 6p. 19 ot 2020 r.) HoroBopure 3a OTCTBIIKM 1O wi. 21, an. 2 BIu3aT B cUiIa
IIpU YCIIOBUE, Y€ JIEKApCTBEHUTE MPOAYKTH, MPUHAJIEkKAIIX KbM HOBO MEXIYHApOJHO
HEMaTEHTHO HauMeHoBaHue, 0baaT BKIoueHu B [1JIC mo 4. 262, ai. 6, T. 1, CbOTBETHO 110 YII.
262, ain. 6, 1.2 ot 3JIIIXM 1 0T 1aTaTa Ha 3aIIallaHETO Ha JiekapcTBeHUTE poayktu oT H30K
IIpe3 clleBallaTa KajJeH/ apHa roIMHa.

(15) (Hosa - 1B, 6p. 19 ot 2020 r.) 3a nekapcTBEHUTE MPOAYKTH, IPUHAUIEKAIA KbM HOBO
MEXIYHapOJAHO HEMAaTeHTHO HAauMEHOBaHUE, BKIIOYEHU B I[103UTHBHMS JEKapCTBEH CIUCHK
mo 4. 262, an. 6, T. 1 mm 2 ot 3JIIIXM:

1. mo 30 cenTemMBpH Ha TEKyIlaTa TOJIMHA, 33 KOWTO 3a IIEPBU BT 1€ CE€ 3ariamia oT OI0KeTa
Ha H30K, nogaBaneTo Ha mpeioxKeHus, TAXHOTO pasriiekJaHe U JOTOBapsSHETO Ha OTCTBIIKU
nmo wi. 21, an. 1, 1. 1, 3 w/unu 4 ce n3BbpILBa NpH YCIOBUATA U 1O peaa Ha wi. 23 u 23a;
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2. cnen 30 cenTeMBpH HA TEKYIIaTa roIMHA, 32 KOUTO 32 TEPBU BT IIIE CE 3aIlialia OT OroKeTa
Ha H30K, nogaBaneTo Ha npeuioxkeHus, TAXHOTO Pa3rIeKIaHe U JOrOBapsSIHETO HAa OTCTHIIKU
mo wi. 21, an. 1, 1. 1, 3 u/unu 4 ce u3BBpIIBa OT HAYATIOTO HA CIIeABAIATa KaJICHJapHA TOIUHA.
(16) (U3m. - JIB, 6p. 89 ot 2017 r., B cuna ot 07.11.2017 1., npeaumna an. 13 - 1B, 6p. 19 ot
2020 r.) 3a nexapcTBeHHTE MPOAYKTH 1m0 Wwi. 20, ai. 1, T. 3 B JOroBopHTe ce ChIABPIKAT U:

1. (m3m. - IB, Op. 17 or 2019 r.) mporHo3eH Opoil MAIMEHTH, CHOTBETHU MPOTHO3HHU
KOJIMYECTBA JIEKAPCTBEH MPOAYKT U CbOTBETHU MIPOTHO3HU TOAMIIHU Pa3XOH 32 JIEKAPCTBEHUS
MIPOJYKT 3a TPUTOAMILIEH Nepro oT BKiIouBaHeTo My B I1JIC - 3a Bcsika OT rouHUTE;

2. KpUTEpHH 3a MPEANKUCBaHEe Ha JIEKAPCTBEHUS POAYKT;

3. IpyTH yCIOBUSI.

(17) (U3m. - [IB, 6p. 89 ot 2017 r., B cuna ot 07.11.2017 1., npenumina an. 14 - JIB, 6p. 19 ot
2020 r.) Ex3eMIuisip OT CKJIIOYEHHUTE JOTOBOPH 3@ OTCTHIIKM 110 Wi. 21, ajn. 2 ce npenocTass OT
H30K na HaumonamHusi ChbBET MO HEHH M peUMOypCHUpaHe Ha JIEKapCTBEHUTE MPOIYKTH
chriracHo wi. 262, an. 10 3JIIIXM.

(18) (Ilpegummua an. 15, mom. - JIB, Op. 19 or 2020 r.) JloroBopeHHTE OTCTBIIKH ca
3aIBJKUTENHU 32 CPOKa Ha JICHCTBUE HA JOTOBOPUTE M HE MOTaT Ja Ce M3MEHST [0 HAauuH,
KOWTO BO/M 110 yBenuvaBaHe Ha pa3xoaute Ha H30K. B ciiyuail ue 3a 1ekapcTBEH IPOIYKT, 3a
KOHTO € JJOroBOpeHa OTCThIIKA 1o wil. 21, an. 1, T. 1, oTnagHe yciaoBUETO NPU U3YUCIIIBAHE Ha
cToiiHocTTa, 3amnamada or H3OK, na He ydacTBar jekapcTBEHHM MPOAYKTH Ha JIPYTH
MPUTEKATEIM Ha paspelieHue 3a ynorpeba, MpUTeXaTelasT Ha pa3pelieHUueTo 3a
yrnotpeba/HeroB YIIBIIHOMOIICH TpeacTaBuTen yBeaoMssa nucMeHo H30K B aByceamudeH
CPOK OT oTpa3zsaBaHeTo Ha npomsiHata B [IJIC no wi. 262, an. 6, T. 1 unu 1. 2 3JIIIXM, ue xenae
Jla ce MPeKpaTu I0TOBOPHT MO OTHOIIEHUE Ha OTCTHIIKATA 3a TO3H MPOIYKT UITH 11I€ MPOIABIKU
na npepoctasst Ha H30K otcThnkara kato 100poBOSHA B CHIUIUS WK APYT pa3Mep.

(19) (ITpepumna an. 16 - /1B, 6p. 19 ot 2020 r.) B cpoka Ha jielicTBUE HA TIOTOBOPUTE MOTaT
Jla Ce CKJIF0YBAT JIOI'bJIHUTEIHU CIIOPa3yMEHUs 3a MO-BUCOKU pa3MepH Ha OTCTBHIIKUTE, KOUTO
BJIM3AaT B CHJIA OT JjaTaTa Ha CKIOYBAHETO UM.

(20) (HoBa - /1B, Op. 17 o1 2019 ., npenuuna an. 17 - AB, 6p. 19 ot 2020 r.) IIpu HOBa onieHKa
Ha 37paBHUTE TEXHOJOTUU 3a JIEKAPCTBEH MPOIYKT, U3BBPIICHA MO peaa Ha wi. 262a, an. 3
3JIIIXM, e HanuIe OCHOBAaHUE 3a MPEAOroBapsiHE Ha OTCTHIKATA 3a JIEKAPCTBEHUS MPOJIYKT,
KaKTO U 3a MPEAOroBapsiHE Ha OTCTBIKHU 33 APYTHU JIEKAPCTBEHH MPOAYKTH CHC CHUIUTE WU
CXOIHHM TEPaNeBTUYHU TMOKa3aHMs C OIJIe] CpAaBHUTEIHATA UM TepaneBTHUYHA €(PEKTUBHOCT
CBIIACHO YTBBPACHUS JOKIIAJ 3a OLEHKATa.

Y. 236. (Hos - 1B, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 1.) (1) (M3wm. - JIB, 6p. 49 ot 2022
r., B cmia ot 01.07.2022 r.) [loroBopeHUTe OTCTBHIKHU MOJA (opMaTa Ha BH3CTAaHOBSIBAHE Ha
pa3xolu ce MpeAoCTaBAT clied NMPUKIYBAHE HAa BCAKO TpUMECEUYHMe OT IMpUTEKaTess Ha
paspeleHueTo 3a ynorpeda Ha JeKapCTBEHUSI TPOTYKT/HETOBUS YIIBIHOMOILEH IPEICTaBUTEN
ype3 aupekTtHo Iuiam@aHe Ha H3OK cnex monmyuyaBaHe Ha crpaBKa 3a KOJMYECTBaTa OT
JIEKapCTBEHMSI TPOYKT IO €JIEKTPOHEH OTYET ChIVIacHO Wil. 8, ai. 3, 3amnarenu or H30K npe3
CchOTBETHUS mepuoi. B cmpaBkara ce mocouBat pasxoaute Ha H30K 3a Bceku nekapcTBeH
MPOAYKT B 3aBUCUMOCT OT OTUETEHUTE KOJIMYECTBA 32 TPUMECEUHETO, KAKTO U CTOMHOCTTA Ha
IBIDKUMAaTa OTCTHIIKA.

(2) (Hom. - OB, 6p. 89 or 2017 r, B cuma or 07.11.2017 r.) Hamumonamnara
3paBHOOCUTYpUTEIHA Kaca TMpeACcTaBs Ha MpUTEXaTeNs Ha  pa3pelieHHueTo  3a
ynoTpeOa/HeroBuUsl yITBTHOMOIICH MPEACTaBUTEN cripaBkaTta mo ai. | B 30-IHEBEH CpPOK OT
M3THYaHe Ha OTYETHHUS nepuoj]. B ciywaurte, Korato ca JOrOBOPEHHM OTCTHIIKM B pa3inyeH
pasMep 3a pa3TuYHH TePaNeBTUYHH MOKAa3aHUS Ha JIEKAPCTBEHUS MPOAYKT ChIIacHO 4. 21, ai.
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3, cpaBKaTa MOXKe€ Ja ChAbpkKa WH(MDOPMAIHS 32 3aIJIATCHUTE KOJIMYECTBA OT JIEKAPCTBEHUS
MPOAYKT MOOTETHO 32 BCAKO OT TEPANECBTUYHHUTE MOKA3aAHUS.

(3) (U3m. - 1B, 6p. 49 ot 2022 1., B cuna ot 01.07.2022 r.) [Ipurexarenst Ha pa3peIeHUETO
3a ynorpeOa/HETOBUAT YIIBIHOMOIIEH MPEICTABUTE MMa IMPABO Ja MPEACTaBH MHUCMEHO
Bb3paX€HWE B 7-JHEBEH CPOK OT IMoJydaBaHeTo Ha crhpaBkarta, karo H3OK pasriexna
He3a0aBHO BB3PAKEHUETO U M3IIPalla MUCMEH OTTOBOP IO HEro B 7-THEBEH CPOK OT JaTara Ha
noiy4yaBaneto my. Jlupextroro miamniane kbM H30K ce ochiiectBsBa B cpok ot 20 (aBageceT)
KaJleHJAapHU JHU cjel MOoJlyuaBaHe Ha CIpaBKaTa Mo aiu. | mpu juica Ha Bb3paKeHUS,
PECIIEKTUBHO CJIE]] MOJydYaBaHe Ha MUCMEHUSI OTroBop. 3a u3BbpiieHoTo miamane H30K u
MPUTESKATENIAT HA pa3pelieHueTo 3a yrnoTpeda Ha JEKapCTBEHUS MPOIYKT/HETOBUST
YITBJIHOMOIIICH MPECTABUTEI MTOAMKUCBAT MPOTOKOJI ChIIACHO MpuiioxkeHue Ne 8a.

(4) (Homa - 1B, 6p. 89 oT 2017 ., B cuma ot 07.11.2017 r., ot™. - [IB, 6p. 17 o1 2019 1.)

(5) (IIpepumna an. 4, gom. - 1B, 6p. 89 ot 2017 r., B cuna ot 07.11.2017 ., usm. - JIB, 6p. 17
ot 2019 r.) 3a o0e3neuyaBaHe Ha IUIANIAHUATA 11O ajl. 3 MPHUTEKATEISAT HA Pa3pelICHUETO 3a
ynotpeba/HEroB YI'BIHOMOILEH IpeacTaBuTen yupeasBa B nonza Ha H30K GesycrnoBHa u
HEOTMEHseMa TapaHIls ChC CPOK HE MO-MaJKo OT 15 Mecena u pazmep He mo-manko ot 120 Ha
CTO OT CTOMHOCTTa Ha JOTOBOpEHATa OTCTHIKA BHPXY MPOTHO3HUS TOJAMIIEH pPa3Xxoja 3a
JIEKApCTBEHUTE MPOAYKTH OT CbOTBETHATA Ipyna. [[porHO3HUSAT AsuT ce onpeess XKeroIHo 3a
BCEKH MPUTEKATEI HA pa3pelICHuE 32 YIOTpeOa/HeTOB YIThTHOMOIIEH MIPEICTABUTEIN. 3a Ta3u
4acT OT MPOTHO3aTa MOTraT Ja C€ M3MCKBAT M M3IOJI3BAT MPOTHO3M HAa MPUTEKATEIUTE Ha
pas3pelieHus 3a yroTpeda/TeXHH YIThTHOMOIICHH MTPEICTABUTEITH.

(6) (ITpegumina an. 5 - JIB, 6p. 89 ot 2017 ., B cuna ot 07.11.2017 r.) B eqHOMeceueH cpok
oT mnpukiroyBaHe Ha goroBapsHero H3OK mnyOnukyBa Ha odwuinuanHata CU UHTEPHET
cTpaHuIa o011a nHdopmalus 3a JOTOBOPEHUTE OTCTHIIKH, O€3 1a MOCOYBa pa3Mepa UM.

(7) (Ilpenumna an. 6 - JIB, 6p. 89 ot 2017 r., B cria ot 07.11.2017 1.) Beeku Thproser; Ha
eIpo MOXKE JIa TOJaJie YBEAOMIICHHE Ype3 MPUTESKATESI HA pa3pelieHueTo 3a yrmorpeda 1o
H3O0K, ue xenae na pa3npocTpaHsBa JIEKapCTBEHU MPOIYKTH C JIOTOBOPEHUTE OTCTHIIKH.

(8) (ITpenumna an. 7, uzm. - 1B, 6p. 89 ot 2017 r., B cuina ot 07.11.2017 1.) B 3-gHeBeH cpok
OT MocThIBaHe Ha yBegomiienueto 1o ai. 7 H30K nedunupa xox Ha Thprosell Ha epo.

Y. 23B. (Hos - /IB, Op. 62 ot 2015 ., B cuna ot 14.08.2015 r., uzm. - IB, 6p. 89 oT 2017 1.,
Bcuna ot 07.11.20171.) (1) OTCTHIKU MOTAT J1a C€ AOTOBAPST Mpe3 sAaTa KaleHJapHa roInHa
TI0 pela, yCTAHOBEH B TO3M pa3ziell, 3a JEKAPCTBEHH MPOAYKTH:

1. (mom. - IB, 6p. 19 ot 2020 r.) mo ui. 20, an. 1, T. 3 - 32 Te3u NPOAYKTH OTCTHIKUTE MO YII.
21, an. 2 ce 1oroBapsT B €AHOMECEUEH CPOK OT MOJaBaHE HA MPEIIOKEHUS 32 TAX;

2. (mom. - JIB, Op. 19 ot 2020 r.) 3arutamanu HamrbaHO UK yactuuHo ot H30K u kouto He
MOJIeKAT Ha 3aIBJKUTEIHO IIEHTPATM3UPAHO IOTOBAPSHE HA OTCTHITKH - 3a TE3U MPOAYKTH CE
JIOTOBAPSAT JOOPOBOJIHU OTCTHIIKU 1O (hopMaTa Ha BH3CTAHOBSIBAHE HA Pa3XOJU B OMpeeeH
oT ctpanuTe pazMep ot pazxoaute Ha H30K 3a Te3u nponykru;

3. (mom. - IB, Op. 19 ot 2020 r.) 3amnamanu HambaHO WK YactuyHo oT H3OK, xouto B
pesynrat Ha u3MeHeHus U jgonbiHeHus B I[IJIC ca craHanmu 0OEKT Ha 3aIBIKUTEIHO
LEHTPATU3UPAHO JOTOBApsIHE HA OTCTHIKU - 33 T€3U MPOAYKTH MOJABAHETO Ha MPEAJIOKEHUS
Y JIOTOBapSTHETO Ha OTCTHIKH 1Mo ui. 21, an. 1, 1. 1, 3 u/unu 4 ce u3BbpIIBa B €IHOMECEUCH
CPOK OT JaTaTa, Ha KOSITO MPOJYKTUTE ca CTaHAIM OOCKT Ha 3aIbJDKUTEITHO [IEHTPATH3UPAHO
JIOTOBApsiHE HA OTCTHIIKH.

(2) (U3m. - B, 6p. 19 ot 2020 r.) JloroBopute 3a OTCTHNKH MO an. 1, T. 1 BAM3aT B cuia
chritacHo wi. 23a, an. 14, mo am. 1, T. 2 - OT JaraTa Ha CKIIFOYBAHETO UM, a 1Mo ai. 1, T. 3 - oT
JaTara, oT KOSITO ca 00eKT Ha 3abJKUTEITHO IEHTPATU3UPAHO JOTOBAPSHE HA OTCTHIIKH.
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Yua. 23r. (Hos - /IB, 6p. 44 ot 2016 1., B cuma ot 10.06.2016 r.) (1) 3a nexapcTBeHuTe
MPOAYKTH ¢ HOBO MEXIYHApOIHO HEMATEHTHO HANMEHOBAHUE, MOIISKAIIM Ha JOTOBapsiHE Ha
OTCTBIIKH, WM KOMOMHALUsATA (IpH KOMOMHUpaHu JiekapcTBeHH npoaykTtn), H30K nposepsiBa
Jalii MEKyHApOJIHOTO HEMAaTEeHTHO HAMMEHOBAHKE, KbM KOETO MPUHAIE)KN JICKAPCTBECHHUST
MPOJIYKT WM KOMOMHAIMTA (P KOMOUHUPAHU JIEKapCTBEHU MPOAYKTH ), MOXKeE Jla Ce MOJI3Ba
OT TMAIlMeHTUTE B MOHE NeT AbPrKaBH - WICHKU Ha EBpomeiickus chio3, 4Ype3 ChbOTBETHUTE UM
CUCTEMH 3a 3aIliallaHe ¢ MyOJIMYHU CPeCTBa.

(2) He ce ckirouBaT JOTOBOPH 3a OTCTBHIIKHM 3a JIEKAPCTBEH MPOMYKT 1o wi. 21, am. 2, ako
MEXIYHapOJAHOTO HEMAaTeHTHO HAaWMEHOBAaHME, KbM KOETO TOW MPUHAIICKU WU
KoMOuHanmsTa (Ipu KOMOWHUpPAHU JIEKAPCTBEHU MPOAYKTH) HE MOXKE Ja Ce IOoJ3Ba OT
MAIMEHTUTE B MOHE NET JAbP’KaBU - WICHKU Ha EBpomelckus chio3, 4pe3 ChOTBETHUTE MM
CHCTEMH 3a 3aIamiate ¢ MyOJIUYHU CPEICTBA.

(3) 3a ymocroBepsiBaHe Ha OOCTOSATENCTBATA MO al. | MPHUTEXKATEIAT HA Pa3pelICHUETO 3a
ynoTpe0da/HeroBUAT yIbIHOMOIIEH npeactaButen npeacrass Ha H30K cnuchbk Ha abpxaBUTE
- yieHKu Ha EBponeiickus ¢bio3, B KOUTO MEKIYHAPOJHOTO HEMATEHTHO HAMMEHOBAHUE, KbM
KOETO NPHUHAJUICKU JIEKAPCTBEHHUAT MPOAYKT WIM KOMOMHauusATa (Ipu KOMOMHHpAHU
JIEKapCTBEHH MPOJYKTH), MOXKE Ja Ce MOJI3Ba OT MAallUeHTUTE Ype3 ChOTBETHUTE UM CUCTEMH 32
3alUlalaHe ¢ IMyOJMYHU CPEACTBA, W ITI0COYBA HM3TOYHHMIIMTE, HA KOUTO ce Oasupa
peocTaBeHaTa nHpOpMaIlus.

Ya. 23a. (Hos - [IB, 6p. 17 ot 2019 1.) (1) JoroBopenara orcTbnka mo uwi. 21, ain. 1, 1. 4 ce
npeaocTaBs aBaHCOBO 70 10-0 4KMco Ha TBPBUS Mecell OT TPUMECEUUETO OT MPHUTEXKATEIsI Ha
paspeleHueTo 3a ymnoTpeba/HeroBus ymbiaHoMmomleH npeacrasuren Ha H30K na 6aza Ha
MIPOTHO3HHUTE KOJIWYECTBA, MOCOUYEHU B CKJIIOYEHHS JOTOBOP 32 OTCTBHIIKM 32 ChOTBETHATA
TOJIMHA 33 CbOTBETHHS JIEKAPCTBEH MPOIYKT.

(2) M3paBHsABaHETO Ha CpeACTBAaTa 3a JOTOBOpPEHATa OTCTHIIKA, HAJBUIIIABAIM aBAHCOBOTO
MJIama”e mno an. 1, ce u3BbpIIBa Ha 0a3a MOANMUCAHUS TPOTOKOJ ChIIacHO npuiioskeHune Ne 80,
NPUAPYXKEH CbC clpaBkaTa mo wi. 230, an. 1, OT mpuUTexkaTens Ha pa3pelieHHeTo 3a
ynotpe0a/HEeroBHsl YI'bJIHOMOIIEH NMPEACTaBUTEN C IallaHe B cpoka mo ui. 230, an. 3. B
cllydail 4e Bb3HMKHE pasiiika 3a Bb3cTaHoBaBaHe oT H3OK, T8 moxe na ce mpuxBaHe OT
IbJDKAMaTa OTCTBIIKA 3a CIIEBAILO TPUMeceuune.

(3) 3a obe3neuaBaHe Ha MJAllaHUATA MO aj. 2 TPUTEKATENAT HaA pa3pelIeHHeTo 3a
yrnoTpe6a/HeroBUsT YI'IHOMOIIIEH MpecTaBuTeN yupeassa B noisa Ha H30K OesycnoBHa u
HEOTMEHsIeMa rapaHIus ChC CPOK He MO-MaJIKo OT 15 Mecena u pa3mep He no-majuko ot 120 Ha
CTO OT CTOMHOCTTa Ha JOroBOpeHaTa OTCThIIKAa Ha 0a3a Ha MPOTHO3HOTO KOJUYECTBO 3a
CHOTBETHUS JIEKAPCTBEH TPOIYKT.

Paznen II.

YcaoBusi, KpUTEPHUHU U pefl 32 3aIbJKUTETHO HEHTPAJIU3UPAHO JOTOBAPSIHE HA
OTCTBHIIKH OT CTOMHOCTTA HA JIEKAPCTBEHUTE MPOAYKT 32 3[{PABHUTE AeHHOCTH M0 4.1. 82,
al. 2, 1. 3 ot 3aKkoHa 3a 31paBeTo, 3a kouro H3OK 3annama (Hos - IB, 6p. 48 ot 2014
I., 3ar. goi. - JIB, 6p. 62 ot 2015 r., B cusa ot 14.08.2015 r.)

Paszgea I1.

YciaoBusi, KpUTEPHUHU U pejl 32 A0rOBapsiHe HA OTCTBIIKM OT CTOHMHOCTTA HA
JIEKapCTBEHHUTE MPOAYKT 3a 3ApaBHUTE JeiiHOCTH 1o 4wi1. 82, ai. 2, T. 3 o 3akoHa 3a
3apaBerto, 3a kouto H30K 3annama (Hos - /IB, 0p. 48 ot 2014 1.)
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Y. 24. (Hos - JIB, 6p. 48 or 2014 1.) (1) (U3m. u mom. - IB, 6p. 62 ot 2015 r., B cuna ot
14.08.2015 r.) Ha ocHoBanme wi. 45, an. 13 330 H30K mpoBexna 3aabHKUTEIHO
[EHTPATU3UPAHO JOTOBAPSHE C MIPUTEKATEIUTE HA pa3pelIeHHs 3a yroTpeda Ha JIKapCTBEHU
MPOAYKTH W/WIU C TEXHW YI'BIIHOMOIIEHU TPEACTABUTEIN HAa OTCTHIKM OT IICHAaTa Ha
JICKAPCTBEHUTE MPOAYKTH 3a 3APABHUTE ACHHOCTH 1o wi. 82, an. 2, T. 3 33 u 3amiama
CTOMHOCTTA, IMOJY4YeHa B pe3y/iTaT Ha HaMaleHaTa C JOTOBOPEHHMTE OTCTBIIKM II€HAa Ha
JIEKapCTBEHUTE MPOIYKTH.

(2) (Usm. - JIB, Op. 62 ot 2015 r., B cwia or 14.08.2015 r.) Hamuonannara
3IpaBHOOCUTYpUTEIHA Kaca IPOBEXJa JOTOBapsiHETO MO ai. | mpeau 3amoyBaHe Ha
ChOTBETHATA HAIIMOHAIIHA, PETHOHAHA WM OOIIMHCKA MTPOrpaMa, KaKTo | 3a BCSIKa ClieBaIia
KaJIeHJapHa TOIMHA OT MEePHOoJia Ha JEHCTBUETO H.

(3) (Hom. - AB, 6p. 62 ot 2015 r., B cuna ot 14.08.2015 r.) B cinyuyaute, Korato ce 10roBapsr
OTCTBIIKH 32 KaJICHJapHA TO/IMHA, IOTOBAPSIHETO CE U3BBPINBA B CPOK 110 31 ssHyapu Ha chIaTa
roauHa. JIoroBOpeHuTe OTCTHIKHU Ca 3aJbJDKUTENIHU 32 CPOKa Ha JIeHCTBUE HA JOTOBOPHUTE U
HE MOTaT Jia € U3MEHAT 10 HAaYMH, KOMTO BOJAM 110 yBenn4aBane Ha pazxoaute Ha H3OK. [1pe3
KaJleHJapHaTa roJMHA MOTaT Ja ObJaT JOTrOBapsHU AOMBJIHUTEIHO MO-BUCOKH pa3MepH Ha
OTCTBIIKHUTE.

Y. 25. (Hos - [IB, 6p. 48 ot 2014 r.) (1) 3a nmpoBexxaane Ha aoroapsitneto H30K otnpass
mokana 1o obpaser, yreepacH ot ynpasurelnss Ha H30K, 1o nputexarenure Ha pa3penicHus
32 ynorpeba Ha CBOTBETHHTE JICKAPCTBEHH MPOIYKTH/TEXHUTE  YII'BIHOMOIICHU
MIPEICTAaBUTEIIH.

(2) Ilokanara chabpIKa:

1. agpecaTtute Ha TOTOBapSHETO;

2. HAaMMEHOBAHKE Ha JICKAPCTBEHUS IPOAYKT, OOEKT Ha JI0rOBapSHETO;

3. CpPOK U MSCTO 3a M0/IaBaHEe Ha MPEUI0KCHUSITA;

4. anpec, TenedoH, (hakc, eICKTPOHEH aIpeC U JIMIIC 32 BPh3Ka.

(3) INokanara ce mybnuKyBa Ha MHTepHET cTpanuiata Ha H30K.

(4) KM nokanara ce npusara oopasel] Ha J10roBop, YTBbpJeH oT ynpasuteins Ha H30K.

Ya. 26. (Hos - JIB, O6p. 48 or 2014 r.) (1) B cpoka, mocoyeH B mokaHara, KaHAWJIATHTE
MpeICTaBAT B JAeNoBOJACTBOTO Ha lleHtpamnoto ympasnenue Ha H3OK B 3ameudatan
HEMpO3paveH MK C HEHapYIIeHa LSUTOCT CIeTHUTE TOKYMEHTH:

1. mpeanioXkeHue, MOAMUCAHO OT MPHUTEKATENS Ha pa3pelIeHHETo 3a YIoTpeda Ha ChbOTBETHHS
JIEKapCTBEH MPOJYKT UK OT HETOB YITBIIHOMOIICH MPEACTaBUTE;

2. (u3m. - IB, 6p. 89 ot 2017 r., B cuna ot 01.01.2018 r.) uHbop™MaIs OTHOCHO €TUHHUS
UICHTH(UKAITMOHEH KOJ Ha JIPY>KECTBOTO WJIM KOOIEpaIUsITa OT ThPTOBCKHS PETHCTHP, a 32
Jpy’KecTBara, PeTUCTPUPAHU B JbpiKaBa - WICHKa Ha EBpOMEcKus ChIO3, WIH B JbPIKaBa -
ctpana mo Cropa3zymMeHHeTo 3a EBpONEHCKOTO MKOHOMHYECKO MPOCTPAHCTBO - KOIHE OT
JOKYMEHT 3a aKTyaJlHa PETUCTpalHs 10 HAIWOHAIHOTO 3aKOHOJATENICTBO, H3JaJCH OT
KOMITETEHTEH OpPTraH Ha ChOTBETHATA JIbPKaBa, HE MO-KHCHO OT 6 Mecela mpeu molaBaHe Ha
3asiBIICHUETO; MHPOpPMAIIHTA ce TPEIOCTaBs 3a IPUTEKATEIS Ha pa3pelIeHHeTo 3a yrmoTpeoa,
a B cioyuyall ue TpeIOKEHHETO C€ TMOoJaBa OT VYIBIHOMOIIECH MPEICTaBUTEN - M 3a
YITBITHOMOIIICHUS TIPEICTABUTET,

3. (u3m. - 1B, 6p. 89 or 2017 r., B cuna or 01.01.2018 r.) mbIHOMOLIHO 3a y4yacTHE B
JIOTOBApSIHETO, B T.4. W 3a TOJaBaHE HA TMPEIJIOKEHUE 3a OTCTBIIKA/M - B ClIy4adl due
MPEIOKEHUETO C€ ToJaBa OT VYITBJIHOMOIICH TIPEJACTaBUTENl Ha TpUTEKATEIs Ha
paspenieHnueTo 3a yrnorpeda; Korato mMbIHOMOITHOTO € W3/1aJIeHO Ha 9y €3UK, KbM HEro Ce
MpuJiara mpeBoj Ha OBJITAPCKH €3UK, U3BBPIICH OT MPEBOIaY, KOMTO UMa CKIFOYEH JIOTOBOP C
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MUHUCTEpCTBOTO Ha BBHITHUTE padOTH 3a W3BBPIIBAHE HAa OQUIMAIHH TPEBOAH; B
II'BJIHOMOIIIHOTO CJIeBa Aa OBAAT MOCOYEHU KOHKPETHUTE JIEKAPCTBEHU NMPOIYKTU C TEXHHUTE
MEXIYHApOJAHH HENAaTCHTHH HAUMEHOBAHHMS W TBHPTOBCKM HAWMEHOBAaHUSA, 3a KOWTO
IIPEICTABUTEIIST € YITbIHOMOILIEH;

4. mpuTexaTell/u Ha pa3pellieHue 3a ThProBUs Ha PO C JIEKAPCTBEHU MPOIYKTH, KOUTO/KOUTO
pasnpocTpaHsBa/T CbOTBETHHS JIEKAPCTBEH MPOIYKT.

(2) Bppxy muimka cieiBa 1a € IoCoueH MOJATeNAT U aJpec 32 KOPECIOHICHIHUS.

(3) B nenooactBoto Ha LlentpanHoro ympasiaenue Ha H30K He ce mpuemar npejioxeHus,
KOUTO ca IMOJaJeHH CJe/l U3TUYaHEeTO Ha KpallHUs CPOK WJIM ca MpPEeJCTaBeHH B He3aleydara,
IIPO3pavyeH MUK WIH IJIMK C HapyLIeHa LsUI0CT.

(4) Tpurexarenure Ha paspelieHus 3a ynorpeba Ha JIEKAPCTBEHU NPOAYKTH/TEXHU
YITBIIHOMOIIEHHU TPEICTABUTEIN MOTaT Jia MOJaBaT MPEUIOKEHUs 3a OTCTBIKM M 0e3 Ja e
otnpaBeHa nokana or H30K, kakTo u u3BbH cpoka 1o 4i. 24, an. 3.

(5) Ilpennoxenusra 1o aji. 4 ce mojaBar 1o odpaser] CbriacHo NpuiIokeHue Ne 9, KbM KOUTO
ce mpuJaraT JOKyMEHTHTE 1o wi. 26, ain. 1, 1. 2 - 4.

Y. 27. (Hos - IB, 6p. 48 ot 2014 r.) (1) 3a npoBex1aHe Ha TOTOBapSIHETO YIPABUTEIAT Ha
H3O0K onpenens cbe 3anoBen komucus ot ciayxurenu Ha H3OK. B 3anosenra ce onpenenst
npejceaares Ha KOMUCHATA U CbOTBETHU PE3EPBHU UJICHOBE.

(2) B cpcTaBa Ha KOMUCHSATA 33 IBJKUTEIHO CE BKIIIOYBAT IIPABOCIIOCOOEH IOPUCT, MaruCThp-
(dhapmaleBT/u ¥ UKOHOMHUCT/H.

(3) 3anoBenra o ain. 1 ce u3gasa cien nMyoJUKyBaHEe HA TTOKaHaTa mo wi. 25, ai. 1.

Y. 28. (Hos - 1B, 6p. 48 ot 2014 1.) (1) Komucusta n3BbpiiBa npoBepka Ha MOJAACHUTE
JOKYMEHTH 110 4JI. 26, aJl. 1 3a CbOTBETCTBUETO UM C Ta3u Hapeada, KaTo uMa MpaBo Ja MOUCKa
OT y4YacTHMKa B 3-JHEBEH CPOK Ja OTCTpaHH HEPEJOBHOCTH W/MIU Jla MPEAOCTaBU
JOMBIHUTETHA UH(POPMALIHS KbM MO/IaJICHUTE TOKYMEHTH.

(2) Komucusta He pasriexia NpeIokKEHHs, KOUTO HE OTroBapsAT Ha W3MCKBaHUATA Ha
HapendaTa, KakTO U Ha YYaCTHHUIIMTE, KOUTO HE Ca OTCTPAHWJIM HEPEJOBHOCTUTE W/WIIM HE ca
MIPEIOCTaBUIIN AOIIBJIHUTENHATA UH(OPMALIUS B ONIPEAETIEHUS CPOK.

Ya. 29. (Hos - JIB, 6p. 48 ot 2014 r.) (1) Ilpu pasriexngaHe Ha NTPENJIOKECHHSATA Ha
YYaCTHUIUTE MIpe/ICeAATeNsIT U JBamMa OT WICHOBETE Ha KOMUCHSTA Ce MOAMICBAT BbPXY BCSIKa
CTpaHUIIa OT MPEIOKEHHUATA.

(2) Komucusra mo cBosi mpelieHKa MOKe J]a MOKaHU YYaCTHUK Ja M0/a/ie HOBH MPEATI0KEHUSI.
(3) Komucusta U3roTs NpOTOKOJIM 3a CBOSITa paboTa U ¢ pelieHue o0sBsIBa pPe3yNTaTUTE OT
IIPOBEJIEHOTO JI0TOBapsiHE, KaTO MIOCOYBA:

1. pa3mepa Ha 1IOrOBOPEHUTE OTCTHIIKU, aKO TaKHBa ca JOIrOBOPEHH;

2. croriHocTTa, Kosito H3OK mie 3ammamia, moigydyeHa B pe3yiaTaT Ha HamajeHaTa ¢
JIOTOBOpEHATa OTCTHIIKA LI€HA Ha JIEKAPCTBEHUTE MPOYKTH.

(4) Bp3 ocHOBa Ha pEMICHUETO MO ajl. 3 KOMHUCHATA M3TOTBS MPOEKTH HA JOTOBOPHU M TH
npenacrass Ha ynpasutens Ha H30K.

Y. 30. (Hos - /IB, 6p. 48 ot 2014 r.) HanmonanHaTa 3paBHOOCUTYpUTENIHA Kaca MyOIMKyBa
Ha MHTEpHET CTpaHHIaTa ci HWH(pOpMaIMs 3a CKIIOUEHHUTE JIOrOBOpH, 0e3 Ja ce MocoyBar
pa3MepuTe Ha IOTOBOPEHUTE OTCTHIIKHU, KAKTO U HHPOPMAIIHS 32 aJpecuTe Ha MPUTEIKATEITUTE
Ha paspelleHus 3a ynorpeda u/uian yirbJIHOMOIIEHUTE UM MIPeICTaBUTENH, TeeOHHH HOMepa
1 JIMLIA 32 KOHTAKT.
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Paznea II1.

YcaoBusi, KpUTEPHUHU U pefl 32 JOrOBapsiHe HA OTCTHIIKHM OT CTOMHOCTTA 32 CbOTBETHATA
rpyna MeIMUMHCKH U3/e/IMsl, BKIKYeHH B cNUCBhKa 0 wi. 30a ot 3akoHa 3a
MeanunHckure usaeaus (Hos - /IB, 0p. 48 ot 2014 r., oTm. - /IB, Op. 62 ot 2015 1., B
cuiia ot 14.08.2015 r.)

Pazpea I11.

YcaoBusi, KpUTEPUH U Pejl 32 I0r0BapsiHe HA OTCTBHIIKK OT CTOMHOCTTA 32 CbOTBETHATA
rpyna MeaIMIUHCKH U3/1eJIUsl, BKJIKYEHH B ciucbka mo 4. 30a ot 3akoHa 3a
MeaunuHckute uzaenaus (Hos - /1B, op. 48 or 2014 1.)

Y. 31. (Hos - /IB, 6p. 48 ot 2014 ., ot™. - JIB, 6p. 62 ot 2015 1., B cmuta ot 14.08.2015 1.)
Y. 32. (Hos - /IB, 6p. 48 ot 2014 ., ot™. - JIB, 6p. 62 ot 2015 1., B cmuta ot 14.08.2015 1.)
Y. 33. (Hos - /IB, 6p. 48 ot 2014 1., ot™. - /IB, 6p. 62 ot 2015 1., B cuiia ot 14.08.2015 1.)

I'naBa nera.

YCJIOBUS A PEJL 3A Bb3CTAHOBSIBAHE OT IIPUTEXATEJIUTE HA
PASPEHIEHUSATA 3A YIIOTPEBA WIHN TEXHU YIITBJIHOMOIIIEHA
NPEJICTABUTEJIN HA ITIPEBUIHIEHUTE BIO/KETHU CPEACTBA I1PU
NPUJIAT'AHE HA MEXAHU3BM, TAPAHTUPAIL ITIPEJIBUANMOCT U
YCTOMYNUBOCT HA BIOJ)KETA HA H30K (HOBA - JIB, BP. 17 OT 2019 T .,
3ATIJI. U3M. - IB, BP. 19 OT 2020T".)

I'maBa mera.

MEXAHM3BM, TAPAHTUPAI NPEJABUJIUMOCT U YCTOMUYUBOCT HA
BIOJKETA HA H30K (HOBA - IB, P. 17 OT 2019T.)

Y. 34. (Hos - 1B, 6p. 17 ot 2019 1.) (1) (U3Mm. - B, 6p. 19 ot 2020 r., m3m. - [IB, Op. 49 ot
2022 r., B cuna ot 01.07.2022 r.) 3a rapaHTUpaHe NPEeIBUIUMOCT U YCTOMUNMBOCT Ha O10JKeTa
Ha H30K 3a 31paBHOOCUTYpUTENTHY IJIAIAHUS 32 JIEKAPCTBEHU MIPOAYKTH CHIJIACHO 3aKOHA 32
oromxera Ha H30K 3a crorBeTHara roguna Hagzopuusr csBer Ha H30K exeronno npuema c
pelIeHne MeXaHu3bM 1o wi. 45, an. 31 330.

(2) Mexanu3MsbT 1o ai. 1:

1. e mpuJI0’)KUM 3a BCUYKH JIEKapCTBEHU NPOAYKTH, BKItodeHH B [IJIC no un. 262, an. 6, 1. 1
3JIIIXM, 3armianiany HarrbaHO WK yacTuyHO oT H30K, 1 3a BCHUKM JIEKapCTBEHU NPOAYKTH,
BkatoueHH B ITJIC mo wn. 262, am. 6, T. 2 3JIIIXM u 3amnamanu or H30K B GonHuyHara
MEIHUIIMHCKA IIOMOIIl U3BbH CTOMHOCTTA HAa OKa3BaHUTE MEIULIMHCKU YCIIYTH;

2. uMa JieicTBHE CIPSMO BCUUKHU NPUTEKATEIN Ha pa3pelIeHHe 3a yoTpeda Ha JIeKapCTBEHUTE
MPOJYKTH MO T. 1 ¥ TEXHUTE YIIBIHOMOIIEHH NPEICTAaBUTEIHN MPU HAIWYUE Ha OCHOBAHUATA U
YCIIOBUSATA, YCTAHOBEHU B HETO;

3. (u3m. - 1B, 6p. 19 ot 2020 r.) ce npuiara 3a KaJeHIapHaTa FoJJMHa, 32 KOSTO € IPUET.

(3) (M3m. - [IB, 6p. 19 ot 2020 r., u3m. - IB, 6p. 49 ot 2022 r., B cuna ot 01.07.2022 r.)
HanuonannaTa 31paBHOOCUTYpUTENHA Kaca, B CPOK 10 5 paOOTHU JHU OT OOHAapOJBaHE B
"JIbp>)kaBeH BECTHHMK" Ha peleHuero mo an. 1, myOnMKyBa Ha MHTEpHET CTpaHMLaTa Cu
ChOOILIEHNE /10 TPUTEKATEIUTE Ha pa3pelieHus 3a ynorpeda WM TEXHU YI'BJIHOMOIIEHU
MPEICTAaBUTENN 3a CKJIIOYBAaHE HA JOTOBOPH 3a MpUJaraHe Ha MexaHusma 1o wi. 45, an. 31
330 3a ronuHata, 3a KosiTo € mpuer. JloroBopure ce CKIOYBaT Mo obOpasel, MyOIuKyBaH
Ha uHTepHeT crpanunara Ha H30K.
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(4) (M3m. - [IB, 6p. 19 ot 2020 r., u3m. - IB, 6p. 49 ot 2022 r., B cuna ot 01.07.2022 r.)
JloroBopure 1o aj. 3 ce CKIOYBaT 10 1 MapT Ha roguHaTa, 3a KOSTO € IPUET ChbOTBETHUAT
MexaHu3bM 1o ui. 45, an. 31 330, u Biu3ar B cuna oT | sHyapu Ha chbLlaTa roJWHA.
JlexapcTBeHHUTE IPOAYKTH, 32 KOUTO HE Ca CKJIFOUEHU JIOTOBOPHU 710 | MapT Ha chlllaTa roOAMHA,
He ce 3amamar ot H30K.

(5) Ilpu noroBopeHu OTCTHIIKY 3a ClIeJBaIlaTa TOMHA 32 JIEKaPCTBEHUTE MPOAYKTH IO 4. 45,
an. 10 w/mmm an. 21 330 karo ycnosue 3a 3amamanero uM ot H30K, 3a mpunaranero Ha
MEXaHHM3Ma U 32 OTCTHIIKUTE C€ CKJIF0UBA 001l JOrOBOP.

(6) B ciyuaute Ha ymbiHOMOIIaBaHe MO aj. 4 ce mpujara MbJIHOMOIIHO MPHU Cla3BaHE Ha
HM3UCKBaHMATA 110 WiI. 23, an. 5, T. 2.

Y. 35. (Hos - 1B, 6p. 17 ot 2019 1., m3m. - JIB, 6p. 19 o1 2020 1.) (1) (U3M™. - [IB, Op. 49 ot
2022 r., B cuna ot 01.07.2022 r.) 3a npusiarane Ha Mexanusma 1o uwi. 45, an. 31 330 H30K
nyOJIMKyBa Ha MHTEpHET CTpaHMIaTa ci WH(pOpMamMs 3a BCSKa OT OCHOBHHUTE TpPYIH
JIEKapCTBEHH MPOJIYKTH, OIIPEIeJIeHN B 3akoHa 3a O0romkera Ha H3OK 3a croTBeTHaTa roguna.
(2) B 30-mHeBeH CpOK OT M3THYaHE Ha BCAKO TpuMeceune Ha Tekymiata rogmHa H30K
myOIuKyBa:

1. 6pytHu pazxoau Ha H30K 3a TpumeceuneTo 3a OTIyCHATUTE, PECIL. IPUIOKEHU U OTYETCHH
KOJIMYECTBA JIEKApPCTBEHU MPOAYKTHU 3a BCSIKA OT OCHOBHUTE TPYIU JIEKAPCTBEHU MIPOIYKTH 10
an. 1, mo MexayHapoJaHU HETaTEeHTHU HAUMEHOBAHUS U ThPrOBCKM HAUMEHOBAHUS;

2. o0 HeTeH pa3xox (Ciiel MPHUCMAJaHe Ha JOTOBOPEHUTE 3aBJDKUTEIHH U JOOPOBOIHU
orctbikn) Ha H30K 3a TpumeceuneTo 3a BCsika OT OCHOBHUTE I'PYNH JIEKAPCTBEHU IPOAYKTU
mo an. 1;

3. CTOHHOCT Ha MPEBUIICHUETO UM HEJJOCTUTAHETO Ha YCIOBHHUSI OI0/KET 32 TPUMECEUHETO 3a
BCSAKa OT OCHOBHUTE IPYIH MO al. 1, ompeseneH cbriiacHO MexaHu3ma 1o ui. 34, an. 1.

(3) B 30-gueBen cpok ot u3tHuaHe Ha Besiko TpuMeceurie H3OK mpepocTtaBst Ha ChOTBETHUTE
MPUTEKATENM Ha pa3pelieHus] 3a ymorpeda WM TEXHHU YII'BIHOMOIIEHH MPEICTABUTEIN
cienHara uHQpopManus:

1. wernu pasxoaum Ha H3OK (cnex mnpucmanane Ha JIOTOBOPEHUTE 3aIBDKUTEIHU U
NOOPOBOJIHM OTCTBIIKK) 3@ TOBA TPUMECEUHUE 3a OTIYCHATUTE, PECI. MPUIIOKEHU U OTUYETEHU
KOJIMYECTBA JIEKAPCTBEHU MPOAYKTH Ha MPUTEKATEIN Ha pa3pelIeHUeTo 3a ynoTpeda, 3a Besika
OT OCHOBHMTE TPYNH JEKApCTBEHU MPOAYKTH MO ai. 1, MO MEXIyHapOJHU HEMATEHTHU
HAaUMEHOBAHMSI U ThPTOBCKU HAMMEHOBAHUS;

2. MOATPYNHUTE JEKApCTBEHHU MPOJYKTH Ha MPHUTEXaTessl Ha pa3pelieHueTo 3a ynorpeda ot
BCSIKA OCHOBHA Ipyla, MpU KOUTO MOJArPYNU € YCTAaHOBEHO HAJBUIIECHUE HAa pPa3XOIUTE Ha
H3O0K cwriacHo Mmexanuszma 1o 4. 34, an. 1; CTOWHOCT Ha HAJABUIIICHUETO 3a BCSAKA MOArpymna
U pa3Mepa Ha KOHKPETHUTE CyMHU, MOIeXkalliy Ha Bb3cTaHoBsiBaHe Ha H30K.

(4) B TpumecedeH cpok OT u3THuYaHe Ha KaineHaapHaTa roguHa H3OK wu3BbpiiBa roguiiHo
M3paBHSABAHE HA Bb3CTAHOBEHUTE MO TPUMECEUUS IIPEBUILEHU CPEACTBA OT MPUTEKATEIUTE Ha
paspelieHusTa 3a yrnorpeda WIM TEXHH YITBIHOMOIIEHU NPEACTaBUTEIN CHPSIMO OOILIOTO
TOMIITHO NIPEBUIIIEHNE Ha OTIpeIeIeHUTe 1IeJIeBU CPECTBA B 3aKoHa 3a Orokera Ha H30K 3a
ChOTBETHATa rOAMHA MPU YCIOBHS U MO pell, YCTAHOBEHU B MeXaHu3Ma no wi. 34, an. 1.

Y. 36. (Hos - [IB, 6p. 17 o1 2019 1.) (1) (M3M™. - [IB, 6p. 19 ot 2020 1.) B 7-1HEBEH cpok OT
nojiyuaBaHe Ha uHopMmanusaTa 1o wi. 35, an. 3 mpUTeXaTeNsT Ha pa3peleHHeTo 3a
ynotpeOa/HEroB  YI'BIHOMOILEH MPEICTaBUTE]l HMMa IpPaBO Ha MHUCMEHO Bb3paXKEHHE.
HanmonannaTa 31paBHOOCUTYpUTENIHA Kaca pa3riek/a He3a0aBHO MOCTHIMIOTO Bb3paKEHUE
Y YBEJOMsSIBA IMHCMEHO MPUTEXKATENI Ha pa3pelieHneTo 3a ynorpeda/HeroBust yIrbJIHOMOIIEH
IIPEICTABUTEI 34 CBOETO PEILICHUE.
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(2) (U3wm. - 1B, 6p. 49 ot 2022 1., B cuna ot 01.07.2022 r.) B cnygante, koraTto Bb3paKeHUE
HE € NOCTBIINJIO B CPOKA M0 aJl. 1 MM KOraTo NOCTHIIUIIOTO BB3PaXKEHHUE € OTXBBPIIEHO U3IISUI0
WIA YacTUYHO, MPUTEKATENAT Ha pPa3pelIeHHeTo 3a YMNoTpeOa/HEeroB YIIbIHOMOIICH
IIpeICTaBUTEN U3BbPLIBA AUPEKTHO Mamane kbM H30K.

(3) (U3m. - JIB, Op. 49 ot 2022 r., B cmma ot 01.07.2022 r.) IBIKUMOTO AUPEKTHO TUIAIIAHE
kbM H3OK 3a choTBETHOTO TprMeceure Ha TeKyllaTra roJIMHa ce U3BBPILBA OT MPUTEXKATEIS
Ha Pa3pelIeHUEeTO 3a yHnoTpeOa/HEeroB YI'BIHOMOIIEH IpeAcTaBUTeNl B cpok A0 20 qHH OT
MoJTydaBaHe Ha CIpaBKaTa, pPecIl. Ha oTroBopa 1o ai. 1, mo o6sBena or H30K Ha uHTEpHET
cTpaHuIlaTa 1 OaHKOBa cMeTka. 3a u3BbpmieHoTo MmanmaHe H30K wu mnpurtexarensaT Ha
paspemieHneTo 3a ynorpeba Ha  JIEKAPCTBEHUS MPOIYKT/HETOBUST  YITBJIHOMOIICH
IIpeICTaBUTEIN MTOANKUCBAT IPOTOKOJI ChIVIacHO IpuioxkeHue Ne 11.

(4) B cpok o kpast Ha TbPBOTO TPUMECEUHE HA CII€JBAIllaTa KaJeHapHa ro/InHa Ce U3BbpIIBA
CbOTBETHO U3PaBHSBAHE.

Y. 37. (Hos - IB, 6p. 17 ot 2019 1.) (1) (U3Mm. - IB, 6p. 19 ot 2020 r.) [Ipurexarenure Ha
paspelleHusTa 3a yrnorpeda Ha JIEKapCTBEHUTE MPOAYKTH OT OCHOBHUTE IPYIH Mo 4i. 35, ai.
1 Bp3CcTaHOBSIBAT MPEBUIICHUTE CPEACTBA, YCTAHOBEHH IpPH MpUJIaraHe Ha MeXaHHW3Ma.
Bb3craHoBsiBaHeTO € B IIbJIeH pa3Mep Ha pazxoaute Ha H30K 3a nekapcTBeHM NPOAYKTH HaJ
oTpeJIeJICHUTE 1IEJIEBH CPECTBa B 3akoHa 3a Oropkera Ha H30K 3a choTBeTHATA rOuHa, KaTo
ce OTYMTA M JCIBT Ha pe3epBa npu pemenue Ha Hagzopuus cpBer Ha H30K 1o wi. 15, ain. 1,
1. 7 330.

(2) HenbT Ha pe3epBa 3a HENPEABUJICHN U HEOTIOXKHHU Pa3XxoAM Mo ajl. 1 e He moBeye oT jena
Ha CpeJICTBAaTA 3a pa3XO0/1 3a JIEKapCTBEHU MPOAYKTH 32 OCHOBHA Ipyma o 4i. 35, 1. 1 B o0mus
pa3Mep Ha pasxoaute u Tpanchepurte mno Oromkera Ha H30K 3a choTBeTHaTa rouHa.

(3) Pazxoaute 3a iekapCTBEHU MPOAYKTH ca OOBBP3aHU C TapaMeTPUTE Ha 3aKOHA 3a Oro/IKeTa
Ha H3OK 3a choTBeTHaTa roauHa, IJIAHUPAT CE€ B CHOTBETCTBHE C IapaMeTpUTE Ha
cpeaHocpouyHaTta OO/DKETHA MPOTHO3a, C PBhCTa Ha Pa3sXOAWUTE 3a 3APAaBHOOCUTYPHUTEIHU
IUIAllaHUs U B paMKUTE Ha TEMIIOBETE HA U3MEHEHUE Ha Pa3XO0JUTe 3a 3/ipaBHOOCUTYPUTEITHU
IUIallaHus 32 ChOTBETHATA FOJIMHA CIPAMO MPEIXOAHATA.

I'maBa mecra.

YCJIOBUSA U PE] 3A 3AIIVTAIAHE HA JIEKAPCTBEHHU ITPOAYKTU,
MEJIUIWHCKHU U3AEJUSA, IMETUYHU XPAHU 3A CIIEHUAJIHU
MEJIUINWHCKH HEJIU 1 BUCOKOCIIEIIUAJIU3UPAHU ATTAPATHU/YPE/IU 3A
NHANBUIYAJIHA YIIOTPEBA OT OBXBATA HA HAPEJIBATA 110 4. 82, AJI.
6 OT 3AKOHA 3A 3JIPABETO (HOBA - /IB, bP. 17 OT 2019T.)

Y. 38. (Hos - IB, 6p. 17 o1 2019 1.) (1) HattmonannaTa 3ApaBHOOCUTYpPHUTETHA Kaca 3aruiaiia
3a siekapctBeHu mnponayktd, MU, AXCMI] u Bucokocnenuanu3upaHu amnapatu/ypenu 3a
WHIUBUAYyaJIHAa ynoTpeba oT o0xBara Ha HapenOaTa Mo wi. 82, an. 6 oT 3akoHa 3a 3paBeTo U
MIpU yCJIOBUSATA U Pe/ia, yCTAHOBEHU B Hesl.

(2) 3a nexapcrBenute npoaykta, MU, JIXCMI] u BuCOKOCTIEIIMAIM3UPAHUTE arlapaTH/ypean
3a HHIWBUyaTHa ynorpeba mo ain. 1, 3a KouTo ca moaaaeHu 3asBiaeHus 3a 3amamane, H30OK
CKJIIOYBA CHOTBETHH JIOTOBOPH C TMPOW3BOAUTENIM WJIH THPrOBIM HA €APO/TEXHHU
YI'BJIHOMOIICHH TIPEJCTABUTENN W/WIHK C JIeueOHU 3aBeleHUs. B JoroBopuTe ce ypexaar
YCJIOBHSATA M PEIBT 3a IOCTaBKa, OTYMTAHE, KAKTO U JPYTH CHEIU(UIHN YCIOBUS, CBBP3aHU C
MTOAA/ICHOTO 3asIBJICHHE 3a 3aIUIalllaHe.
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(3) B ciiyuaunre no an. 1 H30K 3amaria cToifHOCTH He MO-BUCOKH OT 3aIUIAIlaHUTE ChOTBETHU
CTOMHOCTH TIpe3 TMpeAXOJHaTa TOJWHA, ChC CPEACTBa, MOIYyYeHH OT TpaHchep OT
MuUHHUCTEPCTBOTO HA 37PaBEOIa3BAHETO.

Ya. 39. (Hos - IB, 6p. 17 ot 2019 r.) Haumonannara 3paBHOOCUTYpUTEIHA Kaca 3aruiaiia
clie[l TMpeACTaBsiHEe Ha CHOTBETHA OTYETHA (PUHAHCOBA M MEIUIMHCKA JOKYMEHTAlUs B
M3ITBJIHEHHUE Ha CKIIFOYEHUTE JOTOBOPH Mo 4. 38, ai. 2.

Y. 40. (Hos - [IB, 6p. 17 o1 2019 1.) (1) 3a MU u BuCOKOCTIEITMATN3UPAHU anlapaT/ypeau 3a
WHauBHAyaHa ynotpeba mo wi. 38, an. 1 H30K nmoroBapst oTCThIIKM 1O pefia Ha HapemdaTa
o wi. 30a, ai. 3 or 3MU.

(2) 3a nexapcrBenu npoayktd u JAXCMI nmo uwin. 38, an. 1 H30K moxe na norosaps ¢
THPrOBIIUTE HA €IPO/TEXHUTE YIIBIIHOMOIICHH NPEICTABUTEIIM OTCTHIIKA B pa3Mep HE TO-
ManbK OT 10 Ha CTO OT JOCTaBHATA IIEHA.

(3) Hamumonannarta 3ApaBHOOCHMTYpUTEIHA Kaca 3amlialia J0 HaMajeHaTa C pa3Mmepa Ha
OTCTBIIKaTa ChOTBETHA CTOMHOCT MO ajl. 1 u 2.

Y. 41. (Hos - IB, 6p. 17 ot 2019 r.) Harmonayinata 31paBHOOCUTYPHUTEIHA Kaca MyOJInKyBa
Ha ouIMaTHaTa CM UHTEPHET CTpaHHIlA €KEroJeH OTYeT 3a JIEKapCTBEHUTE Mpoayktu, MU,
JOAXCML] u BHCOKOCHEIHATW3UpPAHUTE amapatu/ypeau 3a HHIUBUAyaldHa yrnorpeba u
3aIUIATEHUTE 3a TSIX CPEACTBA, KOMTO MEPUOJANYHO CE€ aKTyalIu3upa.

I'naBa cenma.

YCJIOBUSA U PEJ 3A 3AIIVIAINAHE HA IIOMOIIIHUA CPEJICTBA,
NPUCIHOCOBJIEHUS, CbOPBKEHUA U MEJIUIITMHCKHN U3 J1EJINSA,
INPEJHA3HAYEHMU 3A XOPATA C YBPEXJIAHUS U 3A CKJIIIOUBAHE HA
JOT'OBOPH 110 YJI. 45, AJIL. 16 OT 330 (HOBA - /IB, BP. 49 OT 2022 T'., B CUJIA
OT 01.07.2022T".)

Yn., 42.(Hos - 1B, 6p. 49 or 2022 r., B cuma ot 01.07.2022 r.) Hamumonamnara
3apaBHOOCcUTypHTeNHa Kaca 3arutama [ICTICMUXY, B T. 4. peMOHTHH JEHHOCTH, BKIIOYEHU B
cnenudukanuara - cnuchbk 1o wi. 63, an. 1 or Hapen6a Ne 7 o1 2021 r., ipu cleAHUTE yCIOBUSA:
1. na ca ompenesneHd MHIMBUAYAIHO 3a JIMLETO C YBPEXKAAHUSA C MEIUIMHCKH JOKYMEHT,
W3JIaJIeH OT JieKapcka KOHCYITaTHBHA KOMUCHS, TEPUTOpUATTHA €KCIIEPTHA JIeKapcka KOMHUCHS
win HanmoHanHata ekcrepTHa JeKapcka KOMHCHS MPU ChOOpa3siBaHE HA METUIIMHCKUTE
YCJIOBHS, €KCIUIOATAllMOHHUTE CPOKOBE M HEOOXOJUMMTE MEAMLMHCKH JOKYMEHTH 3a
IIPEIOCTABSIHETO UM;

2. TIpH OIpPENENTHETO MM OT KOMHCHUTE 1o T. 1 ma ObJe TMOCOYeH KOHKPETHHST BHI
[ICTICMHUXYVY/choTBeTHaTa pEMOHTHA JEMHOCT, MHAMBUYaIu3upanu cbe cboTBeTHUS H30K
KOJI, TocoyeH B crienudukanusra mno 4i. 56 or Hapen6a Ne 7 ot 2021 r.;

3. na e omobpeno ot aupekrtopa Ha P30OK, croTBeTHO OT ynpaButens Ha H30K, 3asBnenuero
3a npegocrassHe Ha [ICIICMUXY Ha nmuueTo ¢ yBpexaaHus, Ha YI'bJIHOMOILEHO OT HETO JINLE
WM Ha nunero mo wi. 21, an. 2, 1. 2 - 4 3XYVY;

4. na oTroBapsAT Ha M3UCKBaHUATa Ha 3MU 1 MOA3aKOHOBUTE HOPMATUBHH aKTOBE 110 HETOBOTO
MpUJIaraHe;

5. MEIUIIMHCKATE U3eJINA Ja ca BKIOYEHH B cnuchKa 1mo . 30a, aim. 1 3MU;

6. 1a ©UMaT CTOMHOCT, JIO KOSITO C€ 3aruiaiiaT, onpezaesiena mo peaa Ha Hapenba Ne 7 ot 2021 r.
Y. 43. (Hos - IB, 6p. 49 ot 2022 r., B cuna ot 01.07.2022 r.) (1) 3a npenocraBsiHe Ha
[ICTICMUXY mo wn. 42 H30K ckmouBa moroBopu mo wi. 45, an. 16 330 ¢ nunara,
OCBUIECTBSIBAIIA  JEHHOCTH IO TMPEAOCTaBIHE M PEMOHT Ha IIOMOIIHU CpEICTBa,
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MPUCTIOCOOICHHS, CHOPHKEHUS M MEIUIIMHCKH W3JEIHsS 3a XopaTa C YBpEeXKIaHUS,
pPErucTpUpaHy KaToO ThPrOBIM U BIIUCAHU B PETHCThPa Ha JIUIATa, OCHIIECTBIBAIIN ACHHOCTH
M0 TMPEAOCTaBSHE W PEMOHT Ha IOMOIIHU CPEICTBA, MPUCIOCOOJICHUS, CHOPBKEHUS U
MEJUIIMHCKHU U3/IeHS 32 X0paTa C YBPEKIaHUs.

(2) B noroBopute mo an. 1 ce ypexaar ycioBUS M pell 3a W3BbPUIBAHE HA NEHHOCTUTE IO
npenoctapsiHe U peMoHT Ha [ICTICMUXY, npaBa u 3a1bIKEHUS HA CTPAaHUTE, JOKYMEHTAIUs
U OTUETHOCT, YCJIOBHS M peJ 32 KOHTPOJ M CAHKIMM NpHU Heu3mbjiHeHue. JloroBopure ce
CKJIFOUBAT 110 o0Opasell, yTBbpaeH oT ynpaBureis Ha H3OK.

(3) JIuero mo an. 1 ckmouBa gorosopa ¢ H30K upe3 aupekropa Ha cboTrBeTHaTta P30OK, Ha
YUATO TEPUTOPHUS € Pa3KPUT CHOTBETHUAT THPTOBCKU OOCKT 3a MPEJOCTABSIHE M PEMOHT Ha
I[ICTICMHUXY. 3a BCeKH OTJEIECH ThPTrOBCKH OOEKT CE€ CKIIFOUBA OTIEJIICH JIOTOBOP.

(4) B noroBopute ce nmoco4BaT ¥ MOJU3IBIHUTEIUTE, B CIIy4ail ue uMa TaK1Ba.

(5) HoroBopuTe 1o ajn. 1 ce CKiIIOYBAT 3a CPOK JIO €HA FOJMHA U BIIU3aT B CHJIA OT JaTara Ha
BJIM3aHE B CUJIa Ha crielu(UKalUATa - COUCHK 1O Wi. 42, KaTo Morar Jia ObJaT yab/KaBaHU B
ciydaute 1o wi. 63, an. 6 ot Hapen6a Ne 7 ot 2021 1.

Y. 44. (Hos - IB, 6p. 49 ot 2022 r., B cuna ot 01.07.2022 r.) (1) 3a ckirouBaHe Ha JOTOBOP
o wi. 43, an. 1 KaHIUJATHT CleBa 1a OTTOBAps Ha CIETHUTE YCIOBHUS:

1. na e BriMcaH B peructbpa mo wi. 88, ain. 1 ot 3XVY;

2. la HAMa MyOJINYHU 3aIbJKCHUS;

3. 00EKThT, B KOHTO IIe C€ M3BBPIIBA JACHHOCTTA, JIa € BKIIOUEH B CIUCHKA C OOCKTHUTE, IO
OTHOIIIEHHE Ha KOUTO € M3/1aJIeHa 3aI10BE/TAa 3a BIIMCBAHE B PETUCTHPA 110 T. 1, ¢ MOCOYEH azpec,
TenedoH, eJIeKTPOHHA I0IIa U JIUIE - OTTOBOPHUK Ha 00EKTa;

4. na ©Ma ocUrypeHa TeXHHUYecKa Bh3MOXKHOCT 3a IMOoJI3BaHe Ha codTyep, upe3 KOUTO 1a uMa
BpB3Ka che crnennanmsupan copryep Ha H30K 3a geitHocTuTe 10 nmpeaocTaBsiHe, OTYUTAHE,
koHTpou 1 3amtamane Ha [ICTICMUXY/peMoHTHH NeHHOCTH;

5. la IMa OCHUTYpPEeH MEPCOHAICH WA MPOPECHOHAICH KBATU(UIIUPAH CIIEKTPOHEH TIOJIITHNC
(KEII) Ha oTroBOpHUKA Ha OOEKTa WJIM Ha YIPABUTES/TbITHOMOIIHUKA HA ThProBeLa.

(2) 3a cxmrouBaHe Ha JoroBop Mo wi. 43, an. 1 kanaunatsT nogana 1o P3OK 3asBnenue no
oOpazen;, yrBepAeH ot ympasutens Ha H3OK, B koero BmmucBa NaHHM 3a €IWHHUA
UICHTU(QUKAIIMOHEH KOJ Ha THProBella OT ThPTOBCKUS PETUCTbp. KbM 3asBiieHHETO Ce
npujiarar CiaeIHUTE TOKYMEHTH:

1. TOKYMEHT 3a aKkTyaJlHa PErucTpanus MO HAIMOHAIHOTO 3aKOHOJATEICTBO, U3AAJE€H OT
KOMITETEHTeH OpraH Ha ChOTBETHATa Jpyra abprkaBa Ha KaHAMATa - caMo 3a JpyKecTBara,
pErUcCTpHUpaHu B Apyra Abpiana - WieHKa Ha EBponeiickus chio3, WK B IbpKaBa - CTpaHa 1o
Crnopasymenueto 3a EBpornelickoTo NKOHOMHYECKO MPOCTPAHCTBO;

2. yIOCTOBEpEHHE 3a BIUCBAHE B perucTopa no 4ui. 88, an. 1 3XV;

3. gexnapanus/aeKnapanuu Ot JIMLe, NPeACTaBIsABaLI0 KaHIuaTa, 3a:

a) HAJTMYHETO Ha TPaKJAHCKHU JOTOBOP 3a YIPaBJICHUE WIH TPYIOB JOTOBOP HAa OTTOBOPHUKA
Ha 00eKTa;

0) HAIMYMETO Ha JOTOBOP C peMOHTHA 0a3a, B cily4ail ye nuieto no wi. 88, an. 1 He pasmonara
ChC COOCTBEHA TaKaBa;

B) OCHUTYpeHa TeXHUYECKa Bb3MOXKHOCT 32 MOoJI3BaHe Ha codpryepa mo ui. 44, an. 1, 1. 4,

r) ocurypex KEII o ui. 44, an. 1, 1. 5.

(3) Ilpm koHcTaTMpaHE Ha HEMBJIHOTH WM HECHOTBETCTBUS B MOJAJACHUTE JOKYMEHTH
nupextopbT Ha P3OK nmucmeno yBegoMsiBa KaHaMIaTa 32 TOBA M ONpenens 3-THEBEH CPOK 3a
OTCTpaHSBAaHETO WM, KaTo My yKa3Ba, Y€ NPH HEOTCTPaHSIBAHE IMPOU3BOJCTBOTO IO
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3asgBIICHHETO 1Ie ObJe MpeKkpaTeHo. B Te3n ciiyyan CpOKBT 3a MPOU3HACSIHE MO 3asBICHUETO
3aroysa J1a Teue OT AaTrara Ha OTCTPaHsSBAHE HA HECHOTBETCTBUATA.

(4) dupextopsT Ha P3OK B 14-1HEBeH cpok OT IoJaBaHE Ha 3asBJICHHUETO CKIIIOYBA JOTOBOP
no ooOpazen, yrBepaeH ot ynpaButens Ha H3OK, wnm wu3maBa MoTHBHpaH oOTKa3 3a
CKJIIOYBAHETO Ha JIOTOBOP, B Clydyail 4e KaHIUJAThT HE OTrOBaps Ha YCIOBUATA MO all. 1.

(5) Otka3sT no an. 4 noanexu Ha o0XaJiBaHe Ha peJa Ha AJIMUHUCTPATUBHOIPOLECYaTHHS
KOJICKC.

Y. 45. (Hos - [IB, 6p. 49 ot 2022 r., B cuna ot 01.07.2022 r.) (1) JIumara cbe CKIFOYCHU
oTroBOpH 10 Wi 43, an. 1 orpassaBar B cnenmanusupanus copryep Ha H30K o . 44, an. 1,
T. 4 neitHoctute mo npenocraBsHe Ha [ICIICMUXY wunu u3BbpLIBaHE HA PEMOHT
HETMOCPEJCTBEHO ClIe] M3BBPIIBAHETO UM. JIOCTBIIBT 0 ciennanuzupanus codpryep na H30K
ce ochiectBsaBa ¢ KEII cerimacuo wi. 44, an. 1, T. 5.

(2) Ilpenocrasnero Ha IICIICMUXY u peMOHTHUTE AEWHOCTH CE€ U3BBPIIBAT CHIVIACHO
cnenudukanuara - CnuchbK 1mo wi. 63, ain. 1 or Hapen6a Ne 7 ot 2021 1.

(3) IIpenocrapsinero Ha [ICIICMUXY u peMOHTHUTE ACHHOCTH CE U3BBPIIBAT B ChOTBETCTBHE
¢ ogobpenoTo ot ynpasutens Ha H30OK, cboTBeTHO 0T Aupekropa Ha P3OK, 3asBnenue mo .
69, an. 1 or IIpaBunHuka 3a mpuiaraHe Ha 3aKoHa 3a XopaTa C YBPEXKIAHUS, MPHUET C
[ToctanoBnenue Ne 65 na Munucrepckus cpBet ot 2019 1. (IB, 6p. 27 o 2019 1.).

Y. 46.(Hos - B, 6p. 49 or 2022 r., B cuma ot 01.07.2022 r.) (1) Hamumonamnara
3/]paBHOOCUTYpUTEIHA Kaca 3aIulalia Ha JUIaTa CbC CKIYEHU J0roBopu 1o wi. 43, ain. 1 3a
npenocraBeHure oT TxX [ICIICMUXY u u3BbpiieHuTe peMOHTHH JIEHHOCTH IIPU Cl1a3BaHe Ha
yCIOBUSITA MO 4iI. 45.

(2) Cnen u3THuaHe Ha KajeHIapHUs Mecell upe3 cnenuanuzupanus codpryep na H30K mo ui.
44, an. 1, 1. 4 ce popmMupa MeCceYHO U3BECTHE, CHABPIKAIIO 0J00peHaTa U OTXBBHpIIEHATa OT
3ariamiane AeMHOCT, KaKTO U MIPUYMHATA 32 OTXBBPIISIHETO.

(3) CroitHocTHTE 32 3aIUTalllaHe B MECEYHOTO U3BECTHE Ca CHIVIACHO CTICIU(UKAIUATA - CITUCHK
o wi. 63, ain. 1 or Hapen6a Ne 7 ot 2021 r.

(4) MeceyHoTo uU3BeCTHE TIO all. 2 C€ MPEJOCTaBs Ha JIMIIATa MO aj. | Mo eJeKTPOHEH BT Ype3
cnernuanuzupanus copryep Ha H30K mo un. 44, an. 1, 1. 4.

(5) HeitHoCcT ce OTXBBpis OT 3amuiamade, B ciay4ail ye mpepoctaBeHoro IICIICMUXY,
CbOTBETHO OTUYETEHATa PEMOHTHA JIEHTHOCT, HE OTroBapsl Ha rpymnara/moArpynaTa/rpynara mno
texuuueckn usnuckBanus Ha [ICIICMHMXY, cboTBeTHO Ha pEMOHTHAaTa JAEWHOCT, IIO
0J100peHOTO 3asiBICHHE 110 4. 45, ai. 3.

(6) Ha Oazata Ha MOJy4E€HOTO MECEYHO H3BECTHE JMLETO MO ai. | mpexncrtaBs upe3
cnenuanuzupanus copryep Ha H30OK mo win. 44, an. 1, 1. 4 enekrpoHeH PUHAHCOBO-OTYETEH
JOKYMEHT, ChAbPKAlll KOJUYECTBA M CTOMHOCTH, WIACHTHUYHU C OJOOPEHHUTE CTOMHOCTU B
MECEYHOTO U3BECTHE 110 a. 2.

(7) HauwmonanmHata 3ApaBHOOCHUTYpPHUTENHA Kaca U3IUIAIlA 3asgBEHUTE CpEACTBA 3a
npenocraenure [ICIICMUXY/u3BbpiieHuTe PpPEMOHTHH JEHHOCTH Bb3 OCHOBA Ha
(UHAHCOBO-OTYETHUS TOKYMEHT 110 aj. 6.

(8) Haumonanuara 3/jpaBHOOCUTYpUTENTHA Kaca 3aIuialla B CPOKOBETE, IOCOYEHHU B JIOTOBOPA,
ClIe]] IPEJCTAaBsHE Ha JOKYMEHTHUTE 110 all. 6.

Yn. 47.(Hos - 1B, 6p. 49 or 2022 1., B cuna or 01.07.2022 r.) Hammonamnara
3IpaBHOOCUTYPHUTENIHA Kaca TmpeycraHoBsiBa 3amtamanero Ha [ICIICMUXY/pemonTHH
JEHHOCTH MPH 3aTUYaBAHETO UM OT CrienruKaIusITa - CIUCHK 1Mo Wi. 63, ant. 1 ot Hapenba Ne
7 ot 2021 r.
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JlombJIHHUTEIHN pa3nopendu

§ 1. (Hos - JIB, 6p. 43 ot 2024 r., B cuna ot 17.05.2024 r.) ITo cmuchna Ha Ta3u Hapenda
"TOBEpUTEIIEH MHTEPBAJl OT CTOMHOCTU" € MHTEpBall, B KOUTO c€ Hamupa JeiCTBUTEIHATA
CTOMHOCT Ha OIICHSIBaHUSA MapaMeTbp ''CpeAHOMpPETEryieHa CTOMHOCT" OT CBBKYIHOCT OT
CTOMHOCTH Ha JIEKAPCTBEHHUTE MPOAYKTH. JJOBEpUTETHUSAT MHTEpBalI MOXe Aa Oble u3paseH
KaTo Juamna3oH OT CToMHOcTU B ciefHara ¢opma: OueHsiBaHe + MapXUH Ha TpelikaTta.
O6muTe HEBa Ha poBepue ca 90 %, 95 % u 99 %.

IIpexoanu u 3akIIOYHUTETHU pa3nopeadn

§ 2. (Mpenumen § 1 - [IB, 6p. 43 ot 2024 1., B cuna ot 17.05.2024 r.) B aBymMeceueH cpok cien
BJIM3aHE B CHJIA HA IO3UTUBHUS JiekapcTBeH cnuchbk H30K 3amaia gsexapcTBeHUTE MPOAYKTH,
OTITYCHATHU ChIIIacHO JiekapcTBeHus cnuchk Ha H30K, npuer ¢ pemenue Ne PJI-YC-04-127 ot
27 nexemBpu 2007 T. 3a ompenensHE YCIOBHITa, Ha KOWUTO TpsOBAa Ja OTrOBapsT
U3MBIHUTENUTE Ha MEIUIIMHCKA MTOMOII, pe/ia 3a CKJII0YBAHE Ha JOTOBOPHUTE C TIX U APYrd
ycnoBus 1o wi. 55, an. 2, 1. 2,4, 6 u 7 330 (06H., [IB, 6p. 5 ot 2008 r.; u3m., 6p. 45 ot 2008
r.).

§ 3. (lIpenumen § 2 - [IB, Op. 43 ot 2024 1., B cwia ot 17.05.2024 r.) (1) (U3m. - B, 6p. 40
ot 2009 r., B cuna ot 03.04.2009 r.) B cpok no 30 mait 2009 r. mputexkareauTe Ha pa3perieHue
3a yrnotpeda WM TeXHU YIIBIHOMOIIEHH npencTaButenn nmoxasat 1o H30K 3asBnenus mo 4.
4 3a 3amuianjaHe Ha CHOTBETHUTE JIGKAPCTBEHU MPOAYKTH 3a€QHO C MPUIIOKEHUTE KbM TAX
JOKYMEHTH CBIVIACHO 4YJI. 5 OT Ta3u Hapenoa.

(2) (U3m. - 1B, Op. 49 ot 2012 r.) B cnyyauTte mo ain. 1 KbM 3asiBICHUETO HE CE MpHIiara Komnue
OT BIISI3NIOTO B cuiia pemieHre Ha Komucusita o neau u peuMOypcupase.

§ 4. (Ilpequmen § 3 - IB, Op. 43 ot 2024 r., B cuna ot 17.05.2024 r.) B cpok a0 15 nuu ot
BJIM3aHE B CHUJIa HA NO3UTUBHUSA JekapcTBeH cnuchbk H30K 3amouBa ckiitouBaHe Ha JOTOBOPU
C Juua, MOJIy4uau paspemieHue mo wi. 229, an. 2 3JIIIXM 3a TeproBuss Ha ApeGHO C
JIEKapCTBEHM MPOAYKTH W IOJAJHM 3asBJIEHUE O pela Ha Ta3u Hapeada 3a OTIyCKaHEe Ha
MPOJIYKTUTE 1O 4. 1.

§ 5. (IIpenumen § 4 - 1B, 6p. 43 ot 2024 r., B cuna ot 17.05.2024 r.) B cpok no nBa mecena
OT BJIM3AHETO B CHJIa HAa MO3UTUBHUS JIEKAPCTBEH CIUCHK MPUTEKATEIUTE HA PA3pEUICHUS 3a
THProBUSl Ha JAPEOHO C JEKApCTBEHU MPOIYKTH, ckirounnu aoroBop ¢ H3OK, mpusexnar
coryepa cu B CbOTBETCTBUE C HOBUTE M3nckBanus Ha H30K.

§ 6. (Ilpenumien § 5 - JIB, 6p. 43 ot 2024 r., B cuia ot 17.05.2024 r.) [lo BIM3aHe B cuja Ha
Hapezabara o wi. 30a ot 3akoHa 3a MmeauiuHckute uznenus H30K 3amnamia npeanucanure u
OTITYCHATH MEIUIIMHCKH W3JENHS MO ICHH W TPH YCIOBUS CHIIACHO mpuioxeHue Nel5
kbM Pemenne Ha YrpaBurennusi csBeT Ha H30K Ne PJI-YC-04-127 ot 27.12.2007 r. (06H.,
JIB, 6p. 5 ot 2008 1.; u3m., 6p. 45 ot 2008 1.).

§ 7. (Ilpegumen § 6 - JIB, 6p. 43 ot 2024 r., B cuna ot 17.05.2024 r.) [Jo ckirouBaHe Ha
norosopute 1o wi. 16, an. 1 H30K 3amnama npeanucannTe u OTIyCHATH JUETHUYHU XPaHU 3a
CHeIHMalHA MEIUIMHCKUA IeId 10 IEHH W TPU YCIOBHUS ChIIacHO mpuioxkeHue Ne 15
kbM Pemenne Ha Yrpasurennusi ceBetT Ha H30K Ne PJI-YC-04-127 ot 27.12.2007 r. (06H.,
1B, 6p. 5 ot 2008 r.; u3m., 6p. 45 ot 2008 T.).

§ 7a. (Hos - JIB, 6p. 40 ot 2009 r., B cuna ot 03.04.2009 r., npeaumen § 6a - JIB, Op. 43 ot
2024 r., B cuna ot 17.05.2024 r.) [IespBusT TpuMeceueH nepuoa no wi. 10, an. 1 3anousa na
Tede oT 1 roHu 2009 r.
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§ 8. (IIpenumien § 7 - IB, 6p. 43 o1 2024 1., B cuna ot 17.05.2024 r.) Yka3aHus 1o npujaraHeTo
Ha HapenbOara gaBa YnpaButeaHusar chbBeT Ha H30K.

§ 9. (U3wm. - /1B, 6p. 49 o1 2012 r., mpenutiex § 8 - [IB, O6p. 43 ot 2024 r., B cuna ot 17.05.2024
r.) Hapenbara ce uzgasa Ha ocHoBanue wi. 45, an. 9 330.

3ak/II0YNTEeHHU Pa3nopeadu

KbM HAPEJIBA 3A U3MEHEHUE HA HAPEJIBA Ne 10 OT 2009 I. 3A
YCJIIOBUSATA U PEJA 3A 3AIUVIAIMAHE HA JIEKAPCTBEHHU NPOAYKTHU 11O
YJI. 262, AJl. 4, T. 1 OT 3AKOHA 3A JIEKAPCTBEHUTE IIPOAYKTHU B
XYMAHHATA MEJULUHA, HA MEJUIIUHCKHA U3JAEJUA U HA TUETUYHHU
XPAHU 3A CHELNUAJIHU ME/IMIIUHCKU L EJIN

(OBH. - IB, BP. 40 OT 2009 T".)
§ 4. [Taparpadu 2 u 3 Bimu3at B cuia ot 3 ampui 2009 r.

IIpexoaHu U 3aKIIOYUTESHH pa3nopeadn

KBbM HAPEJIBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPE/IBA Ne 10 OT 2009
I'. 3A YCJIOBUSATA U PEJA 3A 3AIIVIAIHIAHE HA JIEKAPCTBEHU ITPOAYKTH
o 4JI. 262, AJI. 4, T. 1 OT 3AKOHA 3A JIEKAPCTBEHUTE INPOAYKTHU B
XYMAHHATA MEJULUHA, HA MEIULIUHCKU U3JAEJNUA U HA JUETUYHHA
XPAHU 3A CHHEHUAJIHU ME/IMIIUHCKU L EJIN

(OBH. - 1B, BP. 9 OT 2010 T"., B CHUJIA OT 02.02.2010T".)

§ 6. 3aBapeHHTE JIEKAPCTBEHU NMPOAYKTH, BKIIOUCHU B [103UTHBHUS JIeKapCTBEH CIUCHK, 32
KOUTO € TIOJ]aJICHO 3asBJICHUE 10 Wi. 4 WIK YBEAOMIICHHUE IO WI. 9 KbM JaTata Ha BJIM3aHE B
cuia Ha Hapeabara, Mo KouTo He e 3anouHano miamane ot H30K, ce 3ammamar cuutaHo ot

01.02.2010 .

§ 7. IIepBUST NByMeceueH nepuo mo 4i. 4a, an. 2 3arnoysa aa teue cuutano ot 01.01.2010 r.

§ 8. Hapenbara Bnu3a B cuiia oT JieHs Ha 0OHapoiBaHeTo U B "JIbpikaBeH BECTHUK' .

IIpexonnu 1 3aKJII0YHMTETHE Pa3nopeaAdH

KBbM HAPEJIBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPE/IGA Ne 10 OT 2009
I'. 3A YCJIIOBUMSTA U PEJA 3A 3AIIVTAINAHE HA JIEKAPCTBEHMU ITPOAYKTHU
IO 4JI. 262, AJI. 4, T. 1 OT 3AKOHA 3A JIEKAPCTBEHUTE IIPOAYKTHU B
XYMAHHATA MEJMIIUHA, HA MEJUIIUHCKHA U3AEJIUA U HA JUETUYHHA
XPAHU 3A CIIEHUAJIHU MEJULIUHCKU LEJIN

(OBH. - 1B, BP. 67 OT 2011 TI'.)

§ 25. IIppBUAT TpUMECEUEH NTEPUOL 11O WJl. 4a, an. 2 3anoysa ga teye cuutado ot 01.07.2011 r.
§ 26. (1) HammonanmuaTta 31paBHOOCHUTYpHUTENTHA Kaca OTIIpaBsi MOKAaHA 3a JIOTOBapsiHE 0
MPUTEKATEIIUTE Ha paspelieHne 3a ynoTpeda/TeXeH YIBbJIHOMOIIEH TMpeACcTaBUTEN 3a
MIPEACTABSAHE HA IMPEMIOKEHHUS 32 OTCTBHOKU IO 4. 20, ai. | 3a JexkapCcTBEHUTE MPOJIYKTH,
BKJTIOYEHU B [103UTHBHUS JIEKapCTBEH CIUCHK 1o wi. 262, an. 5, 1. 1 3JIIIXM kbm nataTta Ha
BIIM3aHE B CHJIa Ha Hapeabara, HO He mo-KbcHO oT 01.10.2011 r.

(2) JoroBapsiHeTo 1o ai. | ce U3BbpIIBA IO peJia Ha I7IaBa YeTBbPTA.
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§ 27. MeauuuHCKUTEe M3JEAUS U JAUETUYHUTE XPaHU 3a CIEUHATHA MEIULMHCKU LeJH,
3amamady HarbiHO WK yactuuHo oT H3OK mpes 2011 r., ca onpeaenenu or HanzopHus
cbBeT Ha H30K B mpunoxenue Ne 7 "Crnuchk Ha MEIMUMHCKY u3zenus, 3amnanadu ot H30K"
u npuioxenue Ne 8 "Crnucbk Ha queTudHU Xpanu, 3amiamanu ot H30K" kbm Haunonanuus
pPaMKOB JOTOBOp 3a MEAUIIMHCKUTE JeHHOCTH MexXAy HanumonamHaTta 31paBHOOCUTYpUTEIIHA
kaca u beirapckus nexkapceku cbro3 3a 2011 1. (JIB, 6p. 3 ot 2011 1.).

§ 28. (1) B 15-naeBeH cpok oT Biu3aHe B cuiia Ha Hapenoata H30K nedunupa xoa Ha Thprosen
Ha €JIpO Ha BCHYKHU THPTrOBIH Ha €/IpO, MOJIYYHIIN pa3pelleHre 3a ThProBus Ha e1po 1o wi. 195
oT 3akoHa 3a JIEKAPCTBEHUTE NPOAYKTH B XyMaHHATa MEIUIIMHA, U U3TOTBSI CHOTBETHUTE
SIIEKTPOHHY (POpPMATH 32 U3MBIHUTEIUTE HA MEAUIIMHCKA ITOMOII] U 32 JIMIATa 10 4WI. 7.

(2) B egnomecedeH cpok oT m3ThyaHe Ha cpoka no an. | H30K npuBexna B cbOTBETCTBUE
yKa3aHUATa, MyOJIMKYBaHU HA UHTEPHET CTPAHUIIATA U U JJOTOBOPHUTE 110 Wi. 7, a. 1.

§ 29. (1) Pasnopenbara na § 8 oTHoCHO ui. 8, at. 5 Biu3a B cuia ot 1 ssayapu 2012 .

(2) o 31.12.2011 r. H3OK 3amnama Ha naunara mo wi. 7, ain. 1 mo 1,00 nB. 3a oT4yeTeHa
perentypHa OnaHka 3a 00pabOTBaHETO Ha PEIENTH 3a JIEKAPCTBEHU MPOAYKTH C HHUBO Ha
sarutamage 100 Ha cro.

HAPEJIBA 3A U3MEHEHME M JTOITBJIHEHUE HA HAPEJBA Ne 10 OT 2009 T. 3A
YCJIOBUSITA U PEJA 3A 3AIUVIAIIAHE HA JEKAPCTBEHHU MNPOAYKTHU MO
Yjl. 262, AJ. 5, T. 1 OT 3AKOHA 3A JIEKAPCTBEHMUTE IIPOJYKTHU B
XYMAHHATA MEJUILIUHA, HA MEJULAHCKY U3AEJIUS U HA TUETUYHU
XPAHU 3A CIIENUAJIHA MEJIULIWHCKHA LEJA

IIpexoanu pasnopendu

KbM HAPEJIBA 3A UBMEHEHHUE U J1OITbJIHEHUE HA HAPEJIBA Ne 10 OT 2009
I'. 3A YCJIOBUSATA U PEJA 3A 3AIIVIALHIAHE HA JIEKAPCTBEHU ITPOAYKTHU
o 4JI. 262, AJI. 5, T. 1 OT 3AKOHA 3A JIEKAPCTBEHUTE MNPOAYKTHU B
XYMAHHATA MEJULIUHA, HA MEIUIUHCKU U3JAEJINUA U HA JTUETUYHHA
XPAHH 3A CIIEHUAJIHU ME/IMIIMHCKU L EJIN

(OBH. - IB, BP. 49 OT 2012 T".)

§ 13. (1) 3a cpok enHa roaMHa OT BIU3aHE B CHJIA HA HapendaTa JeKapCTBEHUTE MPOAYKTH 3a
JIOMAITHO JIeUeHUE Ha 3JI0Ka4eCTBEHU 3a00JIIBaHUS C€ 3aIljlallaT Mo pesia ¥ Mpu YCIOBUATA Ha
Ta3u Hapea0a Ha CTOMHOCT, HaMaJieHa C JIOTOBOPEHUTE OTCTHIIKU MO pejia Ha MPpUiIokeHne Ne
10 ot Hapenba Ne 40 ot 2004 r. 3a ompenensiHe Ha OCHOBHUS TMAaKeT OT 3/IpaBHU JIEWHOCTH,
rapaHTupad ot 6roxera Ha H30K.

(2) HamaneHuTe ¢ OTCTHIIKM CTOMHOCTH Ha JIEKAPCTBEHUTE MIPOJIYKTH TI0 ajl. 1 ce 3aramiar Ha
nuuara no ui. 7, an. 1 Ha ocHoBaHue J0roBop, ckitoueH Mexay H30K u npurexarenute Ha
paszpelieHue 3a yrnorpeda i TEXHUTE YIIBIIHOMOIIEHH MPEACTaBUTEIH.

§ 14. [IppBuUAT MmIECTMECEUEH MEPUOJ 0 Wi. 4a, aj. 2 3amoyBa Ja Teye OT BJIM3aHE B CUJIa Ha
Ta3u HapenoOa.

IIpexoxnu pasnopendu

KbM HAPEJIBA 3A UBSMEHEHHUE U JOITbJIHEHUE HA HAPEJIBA Ne 10 OT 2009
I'. 3A YCJIOBUSATA U PEJA 3A 3AIIVIAITAHE HA JIEKAPCTBEHU ITPOAYKTHU
o 4J. 262, AJI. 5, T. 1 OT 3AKOHA 3A JIEKAPCTBEHUTE HNPOJAYKTHU B
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XYMAHHATA MEJJUIIMHA, HA MEJUIIMHCKHX U3AEJIUA U HA JUETUYHHU
XPAHMU 3A CIIEHUAJIHU MEJJUITUMHCKHA IEJIN

(OBH. - ]IB, BP. 48 OT 2014 T".)
§ 44. IanagecerMeceynute nepuoau o § 6, § 8, 1. 2, § 9 u § 33 3amouBar j1a TekaT, CYUMTaHO
oT 1 sayapu 2014 r.

IIpexoxnu pasnopendu

KBbM HAPEJIGA 3A U3MEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 10 OT 2009
I'. 3A YCJIOBUSATA U PEJA 3A 3AIIVIAITAHE HA JIEKAPCTBEHU INPOAYKTH
o 4J. 262, AJLl. 6, T. 1 OT 3AKOHA 3A JIEKAPCTBEHUTE HNPOAYKTHU B
XYMAHHATA MEJULUHA, HA MEJUIIUHCKHA U3JAEJIUA U HA JTUETUYHHU
XPAHU 3A CHIEHUAJTHA MEIUIIUHCKU HEJIU, KAKTO U HA JIEKAPCTBEHH
MPOJAYKTH 3A 3IPABHU JEMHOCTH IO Y.JI. 82, AJL 2, T. 3 OT 3AKOHA 3A
3APABETO

(OBH. - 1B, BP. 30 OT 2015 T".)

§ 5. B cpok 5o enuH mecen oT Biu3aHe B cwia Ha Hapendata H30K ortmpaBsi mokanu 10
NPUTEKATEIUTE Ha paspemieHus 3a ynorpeba Ha JIEKapCTBEHH IMPOIYKTH/TEXHU
YI'BJIHOMOIIEHH IPEICTaBUTENN 3a JOroBapsiHE Ha OTCTHIKHU IO ui. 20a, aj. 3 HE3aBUCUMO
JIaJi 32 T€3U JIGKAPCTBEHU MPOJIYKTH Ca JOTOBOPEHHU OTCTHIIKH.

IIpexoaHu U 3aKIHOYUTESHU pa3nopeadn

KBbM HAPEJIBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPE/IBA Ne 10 OT 2009
I'. 3A YCJIOBUSATA U PEJIA 3A 3AIIVTIAITAHE HA JIEKAPCTBEHU ITPOAYKTHU
o 4J. 262, AJI. 6, T. 1 OT 3AKOHA 3A JIEKAPCTBEHUTE NPOAYKTU B
XYMAHHATA MEJULIUHA, HA MEJIUIIUHCKU U3JAEJINUA U HA JTUETUYHHA
XPAHU 3A CIHEIUAJIHU MEJUIIUHCKH LHEJIU, KAKTO U HA JIEKAPCTBEHHA
IMPOJYKTH 3A 3JIPABHA JEMHOCTH IO YJI. 82, AJL. 2, T. 3 OT 3AKOHA 3A
3APABETO

(OBH. - 1B, BP. 62 OT 2015 T"., B CWJIA OT 14.08.2015T.)

§ 15. (1) IIspBOTO HOroBapsiHEe MO pela Ha Ta3M Hapeada Ha OTCTBHIKHU 3a JIEKAPCTBEHUTE
npoaykTH 1o wi. 45, an. 10 u 19 330 3anouBa B cpok 10 paGOTHHM THH OT BIM3aHETO U B CHUJIA,
karo H30K oTnpaBst mokaHu 3a JoroBapsiHe 10 IPUTEKATEINTE HA pa3pelieHne 3a ynorpeda
3a NpPEACTaBsSHE Ha IpPENJOKEHUs 3a OTCThIKM M MyOJIMKyBa Ha MHTEPHET CTpaHUIaTa CU
CIOPa3yMEHHETO 10 Wi. 22, ai. 2.

(2) B cpok g0 10 paboTHU 1HU OT MyOIMKyBaHE HA IOKAHUTE U CIOPA3yMEHHUETO 110 Wi. 22, al.
2 IpUTEXKATEIIUTE Ha pas3pelieHust 3a YNoTpeOa/TeXHU YITBIHOMOIICHU MPEICTaBUTENN
3asiBSIBAT KOS OT OTCTHIKUTE 10 Wwi. 21, an. 1, T. 1 unm 2 n3bupar ga 10roBapsar U He MoraT Jia
MIPOMEHSAT CBOS U300p.

(3) doroBapsiero 1o ain. | ce U3BbpILIBA [0 peJla Ha IJlaBa YeTBbPTA.

(4) CxuroueHuTe B pe3ysTaT Ha TOTOBapsSIHETO 10 all. | JOroBOpH BIM3AT B CUJIA:

1. ot marara, ot kosito H30K 3anouBa na 3amiamnia JeKapCTBEHUs] TPOAYKT IIPH YCIOBUSTA HA
rJIaBa BTOpa, pazaen I, ceorBeTHO pasnen III, B cimydail 4e JeKapCTBEHUST MPOIYKT ObIe
BkimoueH B [IJIC - 3a nexkapcTBeHM NOPOAYKTH C HOBO MEXKIYHAPOJHO HEMNATEHTHO
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HalMEHOBAaHHeE, 32 KOUTO € MoaajeHo 3asgBiienne 3a BkiatouBane B I1JIC mo un. 262, an. 6, 1. 1
u 2 3JIIIXM;

2. OT JaTaTa Ha BJIM3aHE B CHJIa Ha Hapen0aTa - 3a BCHYKH OCTaHAIM JIEKAPCTBEHU MPOIYKTH, a
3a CIIOpa3yMEHHUETO Mo 4i. 22, aj. 2 - OT JOTOBOPEHUS B HETO MEPUOI.

(5) HoroBopute 1o an. 3, T. 1 12 ca cbe cpok Ha aeicteue 10 31.12.2016 1., a ciopazyMeHUETO
1o wi. 22, a. 2 - 3a JOrOBOPEHMS B HETO NIEPUO/] Ha ACHCTBHUE.

§ 16. (1) [Ipu mbpBOTO JOTOBApSHE C MPUTESKATEINUTE HA pa3pelIeHus 3a ynoTpeda Uil TEXHH
yITbJIHOMOIIIEHU TPEACTaBUTEIN Ha OTCTBHOKHU Mo ui. 21, am. 1, 1. 1 pasmepbT Ha olmiara
OTCTBIIKA € He no-Mayko oT 20 Ha cTo oT pazxoaute Ha H30K 3a nepuonaa ot Biau3aHe B cuia
Ha HapenOara 10 kpas Ha 2015 1.

(2) B ciiydante no an. 1 He ce npunara wi. 22, an. 10.

§ 17. Hanmonanuara 3/[paBHOOCUTYpUTEITHA Kaca CIIMpa Ja 3aIuiaiiia 3a JEKapCTBEHU IIPOYKTH
o wi. 45, an. 10, 13 u 19 330, 3a KOUTO HE ca JOTOBOPEHHU OTCTHITKH.

§ 18. [IpuTexaTenure Ha pa3penieHus 3a yrnoTpeda Ha JeKapCTBeHH MPOAYKTH 1o wi. 10e, ai.
1, KOUTO KbM MOMEHTA Ha BJIM3aHE B CHJja Ha HapenOaTa ca BkirodeHu B [1JIC mo 4. 262, a.
6, 1. 2 3JITIXM, B 30-1HEBEH CPOK OT BIM3aHETO W B CHJIA MOJABAT 3asBJICHUE IO oOpasell
chritacHO npwiokenue Ne la kpMm ui. 10e, ain. 2.

§ 19. HapenOaTa Bnm3a B cujia OT JaTrata Ha OOHapoBaHETO U B "/[bpKaBeH BECTHHK' .

3ak/I09uTeIHM pa3nopendu

KBbM HAPE/JIGA 3A USMEHEHUE U JTOITbJIHEHUE HA HAPEJIGA Ne 10 OT 2009
I'. 3A YCJIOBUSATA U PEJIA 3A 3AIIVIAINAHE HA JIEKAPCTBEHU ITPOAYKTHU
IO 4JI. 262, AJI. 6, T.1 U T. 2 OT 3AKOHA 3A JIEKAPCTBEHUTE ITPOJAYKTHU B
XYMAHHATA MEJUIIUHA, HA MEJUIIMHCKHU U3JAEJUA U HA JTMETUYHU
XPAHU 3A CIIEHUAJITHU MEJUIIUHCKHU LHEJIN, KAKTO U HA IEKAPCTBEHHA
MPOAYKTH 3A 3IPABHU JEMHOCTH IO UJI. 82, AJL 2, T. 3 OT 3AKOHA 3A
3APABETO

(OBH. - IB, bP. 44 OT 2016 T"., B CUJIA OT 10.06.2016T".)
§ 4. Hapen6ara Bnmu3a B cuiia OT JieHs Ha 0OHapoiBaHeTo U B "J[bpikaBeH BECTHUK .

IIpexonnu 1 3aKJII0YHMTETHE Pa3nopeadH

KBbM HAPEJIBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPE/IGA Ne 10 OT 2009
I'. 3A YCJIOBUSATA U PEJA 3A 3AIVTAINAHE HA JIEKAPCTBEHMU ITPOAYKTHU
1O 4JI. 262, AJI1. 6, T.1 U T. 2 OT 3AKOHA 3A JIEKAPCTBEHUTE INPOAYKTU B
XYMAHHATA MEJUMIIUHA, HA MEJUIUHCKHA U3AEJIUA U HA JUETUYHHA
XPAHU 3A CITIEHUAJIHU MEJUTIINHCKH LHEJIN, KAKTO U HA IEKAPCTBEHH
MPOAYKTH 3A 3IPABHU JEMHOCTH 1O UJI. 82, AJL 2, T. 3 OT 3AKOHA 3A
3APABETO

(OBH. - 1B, BP. 89 OT 2017 T'., B CWJIA OT 07.11.2017 T".)

9. loroBopeHute oTcThIKU 1o wi. 21, an. 1, 1. 1, OykBa "a" 3a 4eTBBPTOTO TpUMeceune Ha
2017 r. ce 3arutamiat aBancoBo 10 15 HoemBpu 2017 r. Ha 6a3aTta Ha peaineH pazxon Ha H30K
3a TperoTo TpuMeceune Ha 2017 r. Jlo kpas Ha mepBOTO TpuMeceune Ha 2018 r. ce u3pbpuiBa
CHOTBETHO M3PaBHsSIBaHE ChOOPA3HO peaHMs pa3Xoj 3a YeTBBPTOTO Tpumeceune Ha 2017 r.

(pu HaABMILIEH WJIM O-MaTbK pa3Mep Ha KOMIIEHCAIUATA).
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§ 10. (1) Ilpu 0Ou1 peeT Ha mporHo3HUTE pa3xoau Ha H30K 3a Bcuuku JiekapcTBEHU MPOAYKTH,
3aruiamany HabJHO Uiy yacTuaHo oT H30K, mo-Brcok ot 3 nporeHTa 3a nepuo/ia Ot BIU3aHe
B cuuia Ha HapenOarta 10 31 nekemBpu 2017 r. cripsMO U3BBPLICHHS Pa3Xo/ 3a ChIIUS MEPUOJT
Ha 2016 r., U34KCIICH cie/ MPUCIIajaHe Ha IOTOBOPEHUTE OTCTHIKYU o wi. 21, an. 1, 1. 1 u an.
2 3a mepuoja, MpPUTEXKATETUTe HA Pa3pelIeHUETO 3a YHOTpeOa/TeXHUTE YIbIHOMOIICHH
MpeCTaBUTeNH, (POpMHUpAIN TO3H PBHCT 3a JEKAPCTBEHUTE CHU MPOAYKTH 1o wi. 20, am. 1,
MPEIOCTaBAT OTCTHIIKA 1O Wi. 21, at. 6 B pazmep 40 npoiieHTa OT CbOTBETHUSI pa3Mep Ha pbhCTa
CH 3a nocouyeHusi nepuojl. [IporHo3HUAT pa3mep Ha AbJDKUMATa OTCTBHIIKA CE OMpPENeNs OT
H30K wu ce 3ammama aBaHCOBO OT CHOTBETHUTE MPUTEXKATEIH Ha pa3pelieHue 3a
yrnmoTpe0a/TeXHUTE YITbTHOMOIICH! MPEICTaBUTENN B CpoK j0 15.11.2017 1.

(2) CxirodueHuTe KBbM JIaTaTa Ha BIM3aHE B CHJIA HA Hapeadara JOroBOPH 32 OTCTHIIKH 110 YII.
21, an. 1, 1. 1 ocraBar B cuna a0 31.12.2017 r., KaTo ¢ JOMBJIHUTEIHU CIOPA3YMEHHUS KbM TAX
ce ypexa aBaHCOBOTO MPEAOCTaBsIHE HA OTCTHIIKM MO aj. 1.

§ 11. Hapenbara Bnmu3a B cuia OT JeHsS Ha oOHapoaBaHeTo W B "JIbpkaBeH BECTHHK' C
M3KIII0YeHUe Ha § 4 u 8, KouTo Biau3aT B cuia oT 1 sHyapu 2018 r.

3akJII0YNTeIHU pa3nopeadon

KbM HAPEJIBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPE/JIBA Ne 10 OT 2009
I'. 3A YCJIOBUASATA U PEJA 3A 3AIIVIAIHIAHE HA JIEKAPCTBEHU ITPOAYKTHU
IO 4JI. 262, AJ1. 6, T.1 U T. 2 OT 3AKOHA 3A JTJEKAPCTBEHUTE INPOAYKTHU B
XYMAHHATA MEJULUHA, HA MEJIUIUHCKU U3JAEJINUA U HA JUETUYHHA
XPAHU 3A CHEIIUAJTHU MEJUIITUHCKH LHEJIN, KAKTO U HA JIEKAPCTBEHHA
MPOAYKTH 3A 3IPABHU JEMHOCTH IO 4YJI. 82, AJL 2, T. 3 OT 3AKOHA 3A
3APABETO

(OBH. - 1B, BP. 95 OT 2018 T'., B CWUJIA OT 16.11.2018T".)
§ 5. Hapenbara Biu3a B cuia ot JieHs1 Ha 0OHapoaBaHeTO U B "JIbpaBeH BECTHUK'.

IMpexoanu u 3aKII0OYUTETHH Pa3nopeaon

KbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJBA Ne 10 OT 2009
I'. 3A YCJIOBUSITA U PEJIA 3A 3AIIVIAITAHE HA JIEKAPCTBEHU ITPOAYKTH
IO 4JI. 262, AJI. 6, T.1 1 2 OT 3AKOHA 3A JIEKAPCTBEHUTE NNPOAYKTHU B
XYMAHHATA MEJUIIUHA, HA MEAUIIUHCKU U3JEJUA U HA JTUETUYHU
XPAHMU 3A CIIEHUAJTHU MEAUIHCKH HEJIU, KAKTO U HA JIEKAPCTBEHHU
MPOJAYKTH 3A 3IPABHU JEMHOCTH IO 4JI. 82, AJL. 2, T. 3 OT 3AKOHA 3A
3APABETO

(OBH. - IB, BP. 17 OT 2019 T'., U3M. 1 JIOIL. - /IB, BP. 47 OT 2019T.)

§ 33. B eqHoMecedeH CpOK OT BIIM3aHE B CHJIA HAa Hapea0aTa MPUTEKATEIUTE Ha pa3pelicHue
3a ynmotpeba/TeXHH YITbIHOMOIICHH MPEICTaBUTENH Mo1aBatT 3asBieHus no wi. 10e, an. 2 3a
samamane ot H30K Ha nekapcTBeHUTE MPOAYKTH MPU KUBOTO3aCTpAIIaBAIld KPHBOU3INBU
Y CIICUTHY OTEPATUBHHU U WHBA3MBHU WHTEPBEHIIUU MPH MALMEHTH C BPOJICHU KOAryJonaTuH,
3allIalllaHu B OoJIHMYHATa MCEOUIIMHCKA ITOMOII] U3BBH CTOMHOCTTA Ha OKa3aHUTE MCOUIINHCKU
YCITYTH.

§ 34. B nBymeceueH cpok oT Biau3aHe B cuia Ha Hapendoata H30K u mpurexarenute Ha
paspelieHnst 3a yrnoTpeda/TeXH!W YITBIHOMOIICHH TPEJACTABUTENN CKIIIOYBAT JOTOBOPH 32
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OTCTBIIKH U 3a MpUJIaraHe Ha Mexanusma o 4i. 34, an. 1 3a 2019 r., kouTo BKJIIOYBAT EPHOJIA
ot 1 ssuyapu o 31 nexemBpu 2019 r.

§ 35. B naBymeceueH CpoK OT BIM3aHE B CHJIa Ha Hapendara ce MPOBEXKAA 3aIBIIKHTEITHO
LEHTPAJIU3UPaHO JOoroBapsiHe Ha OTCTHIOKHU 3a 2019 r. 3a jexkapcTBEHUTE NPOAYKTU IPHU
YKUBOTO3aCTpalllaBallyl KPbBOU3JIUBY U CIEIIHN ONEPAaTUBHU U MHBAa3UBHU WHTEPBEHIIUU MPU
MAlUEHTH C BPOJAECHU KOAaryJsonaTuu, 3aljallaHd B OOJHUYHATA MEIUIIMHCKA TTOMOI U3BbH
CTOMHOCTTA Ha OKa3aHUTE MEIULIMHCKH YCIYTH, 32 KOUTO CTOMHOCTTA, 3aIulaliana oT Ot KeTa
Ha H30K, ce u3uucnsgBa ype3 rpynupaHe, B KOETO HE y4acTBaT JIGKAPCTBEHU MPOIYKTH Ha
JpYTU MPUTEKATENIN Ha pa3pelieHre 3a ynorpeoa.

§ 36. B 1BymecedeH cpok OT BJIM3aHE B CUJla Ha Hapea0aTa MpUTeKaTeInuTe Ha pa3pelicHue 3a
yrnoTpe6a/TeXHU YITbJIHOMOLICHHM TPEACTAaBUTEIM MOTaT Jia MOoJaBaT MPEAJIOKEHHS U Ja
norosapAt ¢ H30K orcTenku no wi. 21, an. 1, T. 4, npe1ocTaBsiHY ¥ 3aIU1alllaHy IIPU YCIIOBUATA
U 10 penia, perylaMeHTUPaHy ¢ Hapeaoara.

§ 37. (1) (Hom. - JIB, 6p. 47 ot 2019 r.) MexaHu3mMbT, rapaHTHpaIl HOPEIABUIANMOCT U
yctoiunBocT Ha Oropkera Ha H30K 1o rnaBa nera u npusnoxkenne kbM Ne 10 kbMm wi. 34, ain.
1, 3a 2019 r. ce mpunara 3a BCHUYKM JIEKAPCTBEHH HPOJIYKTH, OTIYCHATH, CHOTBETHO
MPUJIOKEHHU, OTYETEHH U 3aIUIaTeH HanbJIHO win yactTuyHo oT H30K npe3 nepuona 1.01.2019
- 31.12.2019 r., ¢ u3KIIOYEHUE HA JIEKAPCTBEHUTE MPOIYKTH MPU >KUBOTO3ACTpAalllaBallH
KPBBOM3JIMBY ¥ CIICITHU ONEPATHBHU ¥ MHBA3WBHU WHTEPBEHIIMH NPH TAIIMCHTH C BPOJCHU
KOaryJionaTuu, BKJIIOYEHH B IMaKeTa, omnpesereH ¢ Hapeabara mo wi. 45, ai. 2 oT 3akoHa 3a
31paBHOTO ocurypssane, kouto H30K 3amnaia Ha u3nbIHUTENNTE HA OOJTHUYHA METUIIMTHCKA
MIOMOI] U3BBH CTOMHOCTTA Ha OKAa3BAaHUTE MEIUIIMHCKHU YCIYTH.

(2) (HoBa - JIB, Op. 47 ot 2019 r.) [Ipu npunarane Ha mexanusma pasxoaute Ha H30K 3a
JIEKapCTBEHUTE MPOYKTH MPU KUBOTO3ACTPAIlIABAIN KPHbBOU3IUBU U CIEIIHUA ONEPAaTUBHU U
WHBa3WBHU UHTEPBEHIIMH NP MAIIMEHTHU C BPOJACHU KOAryJIONaTHH HE Ce BKIIIOYBAT BbB:

1. rogumans 6roxeT 3a 2019 1. 3a OcHOBHA rpymna JiekapcTBeHu npoayktu "B, mocodena
B ui. 35, an. 1, 6yksa "B";

2. Ipy U3YMCISIBaHE Ha TPUMECEUHUTE U FOJUIITHOTO HAJBUIIECHUS 32 OCHOBHATA rpyna Io T.
1;

3. mpu U3YMCISBaHE Ha CyMUTE 3a HA/IBHILIEHUS, yCTAHOBEHU IPH MpHUJIaraHe Ha MEXaHU3Ma,
MOJJIEXKAIY HA AUPEKTHU IJIAIIaHus, 32 IEKApCTBEHUTE MPOAYKTH OT OCHOBHATA Tpyma 1o T.
1.

(3) (Ilpeaumna an. 2 - IAB, Op. 47 ot 2019 r.) B nBymeceueH Cpok OT BIIM3aHE B CHJIA
Ha Hapen6ata H30K u nmputexxatenure Ha pa3pelieHusTa 3a ynorpeda/TeXHu YIbIHOMOIIEH!
MIPEICTaBUTENN Ha JIEKapCTBEHUTE MPOJYKTH, 3aljlalllaHy HambIHO uiu yactuyHo oT H30K,
KOUTO HE MOJUIekKaT Ha 3abJKUTENHO [IEHTPAIU3UPAHO JA0rOBapsiHE HA OTCTBHIKHU, CKIIIOYBAT
JOTOBOPH 1O 4il. 34, an. 3 3a npuiaraxe 3a 2019 r. Ha MexaHu3Ma 110 aj. 1 3a Te3u NPOAYKTH.

3akiII0uNTeIHU pa3nopeadon

KbM HAPEJBA 3A UI3SMEHEHUE U JOITbJIHEHUE HA HAPE/JIBA Ne 10 OT 2009
I'.3A YCJIOBUSATA, PEJA, MEXAHU3MA U KPUTEPUUTE 3A 3AIIVIAIHIAHE OT
HAIIUOHAJIHATA 3JIPABHOOCUI'YPUTEJIHA KACA HA JIEKAPCTBEHU
MNMPOAYKTU, MEJUUUHCKNW WU3JAEJUA WU HA JUETHUYHU XPAHU 3A
CIENUAJIHU MEJUIIMHCKU MLEJU, JOTOBAPSHE HA OTCTBIIKHU U
MMPUJIATAHE HA MEXAHU3MHU, TAPAHTHUPAILIN TIPEJABUANMMOCT H
YCTOMUYHUBOCT HA BIOJ)KETA HA H30K
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3aKJII0uYNTEeTHN pa3nopenou

(OBH. - IB, BP. 19 OT 2020 T".)

§ 19. Horosopure 3a 2020 r. Mexay Hanuonamnata 3apaBHOOCUTYpUTENIHA Kaca U
MpPUTEeKATEJIUTE Ha paspelleHus 3a yrnorpeba Ha JIEKApCTBEHU MPOIYKTH/TEXHU
YI'BJIHOMOIIICHU MPECTaBUTEIN, KOUTO BIM3aT B cuia oT 1 stuyapu 2020 1., ce CKIrouBaT npu
yCIIOBUSITA U 110 Pelia Ha Ta3u Hapealda U ChIIaCHO MEXaHU3Ma, FapaHTUpPaL] MPEABUAUMOCT U
yctoiunBocT Ha O0ropketa Ha H30K 3a 2020 r.

3aKJII0YNTEeTHU pa3nopenoun

KbM HAPEJABA 3A JAOIBJHEHUME HA HAPEJIBA Ne 10 OT 2009 I. 3A
YCJIOBUSATA, PEJA, MEXAHU3MA U KPUTEPUUTE 3A 3AIIVIAHIAHE OT
HAIIUOHAJIHATA 3JIPABHOOCUI'YPUTEJIHA KACA HA JIEKAPCTBEHHU
NPOAYKTHU, MEJUMUUHCKHU WU3AEJIUA U HA JUETHUYHU XPAHU 3A
CIHEHNUAJIHU MEJUIUHCKHU LEJIU, AOTOBAPSAHE HA OTCTBIIKU H
Bb3CTAHOBSABAHE HA INPEBULIEHUTE CPEJICTBA IIPU IIPUJIATAHE HA
MEXAHM3BbM, TAPAHTHPAILl NMPEJABUIMMOCT U YCTOMYUBOCT HA
BIOJXETA HA H30K

(OBH. - IB, BP. 106 OT 2020 T"., B CHJIA OT 15.12.2020T".)
§ 2. Hapenbara Bnu3a B cuiia OT JieHsl Ha 00OHapoABaHeTo U B "JbpikaBeH BECTHHUK'.

3akJII0uNTeIHU pa3nopeadon

KBbM HAPEJIBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPE/IBA Ne 10 OT 2009
I'. 3A YCJIOBUSTA, PEIA, MEXAHU3MA U KPUTEPUUTE 3A 3AIIVIALIAHE OT
HAIOUOHAJIHATA 3JIPABHOOCUI'YPUTEJIHA KACA HA JIEKAPCTBEHU
NPOAYKTHU, MEAULOUHCKU WU3JAEJUA U HA AUETHUYHU XPAHU 3A
CIHEIUAJIHU MEJUIIUHCKHU LHEJU, AOTI'OBAPAHE HA OTCTBIIKU U
BBb3CTAHOBSABAHE HA TINPEBUIIEHUTE CPEIACTBA IIPU INPUJIATAHE HA
MEXAHU3BbM, TAPAHTHUPAIL[ NPEJABUJIUMOCT U YCTOMYUBOCT HA
BIOJ’KETA HA H30K

(OBH. - 1B, BP. 73 OT 2021 T"., B CWJIA OT 03.09.2021T.)
§ 3. Hapen6ara Biu3a B cuiia OT JieHsl Ha 00HapoABaHETO U B "J[bpiaBeH BECTHHK .

3ak/09uTeTHM pa3nopeadu

KbM HAPEJIBA 3A HU3MEHEHHUE HA HAPEJIBA Ne 10 OT 2009 I'. 3A
YCJIOBUSATA, PEJA, MEXAHU3MA U KPUTEPUUTE 3A 3AIUIAIIAHE OT
HAIIMOHAJIHATA 3JIPABHOOCHUI'YPUTEJIHA KACA HA JIEKAPCTBEHHU
MNPOAYKTH, MEJIUMLHUHCKU WU3JAEJIUA U HA JUETUYHU XPAHU 3A
CIIEIMAJIHU MEJUIMUHCKHU HEJH, JOTI'OBAPAHE HA OTCTBIIKH H
Bb3CTAHOBSIBAHE HA ITPEBUHIEHUTE CPEACTBA IIPU INTPUJIATAHE HA
MEXAHM3BbM, TAPAHTHPAIIl MPEJABUIAMMOCT U YCTOMYUBOCT HA
BIOJ’)KETA HA H30K

(OBH. - 1B, BP. 109 OT 2021 T'., B CHUJIA OT 01.01.2022T".)
§ 2. Hapen6ara Bnu3a B cuiia ot 1 ssuyapu 2022 r.

45



3aKJII0uYNTEeTHN pa3nopenou

KBbM HAPEJIGA 3A UIBSMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 10 OT 2009
I'.3A YCJIOBUSATA, PEJA, MEXAHU3MA U KPUTEPUUTE 3A 3AIIVIALIAHE OT
HAIIUOHAJIHATA 3JIPABHOOCUI'YPUTEJHA KACA HA JIEKAPCTBEHHU
NPOAYKTHU, MEAULHUHCKU WU3JAEJUSA U HA JUETUYHU XPAHU 3A
CIIEMAJIHU MEJULHUHCKU HEJU, JOIOBAPSAHE HA OTCTBIIKU U
BbH3CTAHOBSIBAHE HA ITPEBULHIEHUTE CPEACTBA IIPU INPUJIATAHE HA
MEXAHM3BbM, TAPAHTHPAILl NPEJABUIMMOCT U YCTOMYUBOCT HA
BIOJ’)KETA HA H30K

(OBH. - IB, BP. 26 OT 2022 T"., B CUJIA OT 01.04.2022T".)
§ 2. Hapenbara Bnm3a B cWiia OT JieHs Ha 0OHapo1BaHeTo U B "JbpikaBeH BeCTHUK'.

3ak/II0YNTEeHH Pa3nopeadu

KBbM HAPEJIBA 3A U3MEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 10 OT 2009
I'. 3A YCJIOBUSTA, PEJA, MEXAHU3MA U KPUTEPUNUTE 3A 3AIIVIAIIAHE OT
HAIMOHAJIHATA 3JIPABHOOCUI'YPUTEJIHA KACA HA JIEKAPCTBEHU
NPOAYKTU, MEAULOUHCKHU WU3JAEJIUA U HA AUETUYHU XPAHU 3A
CIHEUAJIHU MEJUIIUHCKHU LOEJHU, JOTI'OBAPAHE HA OTCTBIIKU U
BBb3CTAHOBSABAHE HA INPEBUIIEHUTE CPEIACTBA IIPU INPUJIATAHE HA
MEXAHUW3BM, TAPAHTHPAILl NPEJIBUIAMOCT W YCTOMYHUBOCT HA
BIO/’KETA HA H30K

(OBH. - JIB, BP. 49 OT 2022 I"., B CUJIA OT 01.07.2022T".)
§ 20. Hapenbara Biu3a B cuita ot 1 rosm 2022 1.

3ak/I09uTeTHM pa3nopeadu

KbM HAPEJIBA 3A HU3MEHEHHUE HA HAPEJIBA Ne 10 OT 2009 I'. 3A
YCJIOBUSATA, PEJA, MEXAHU3MA U KPUTEPUUTE 3A 3AIIVIALIAHE OT
HAIIMOHAJIHATA 3JIPABHOOCHUI'YPUTEJIHA KACA HA JIEKAPCTBEHHU
MNPOAYKTHU, MEIULHUHCKHU WU3JAEJIUA U HA JUETHUYHU XPAHU 3A
CIIEIMAJIHU MEJUIUMHCKHU IEJIX WU HA I[IOMOIIHU CPEJICTBA,
MNPUCIIOCOBJIEHUSA, CBOPBXEHUA WU MEIMINUHCKU WU3AEJUA 3A
XOPATA C VYBPEXJAHUS, JOI'OBAPSAHE HA OTCTBIIKU H
Bb3CTAHOBSIBAHE HA ITPEBULHIEHUTE CPEACTBA IIPU INPUJIATAHE HA
MEXAHM3BbM, TAPAHTHUPAIIl MPEABUIMMOCT U YCTOMYUBOCT HA
BIOJ’)KETA HA H30K

(OBH. - 1B, BP. 100 OT 2023 I'., B CMJIA OT 01.12.2023 T".)
§ 2. Hapen6ara Biu3a B cuiia OT JieHsl Ha 00HapoABaHETO U B "JbpkaBeH BECTHHK'.
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IIpexoanu u 3aKIIOYUTESTHU pa3nopeadn

KbM HAPEJABA 3A JAOINBJIHEHUE HA HAPEJIBA Ne 10 OT 2009 I. 3A
YCIOBUATA, PEJA, MEXAHU3MA U KPUTEPUUTE 3A 3AIIVIAHIAHE OT
HAIOUOHAJIHATA 3JIPABHOOCUI'YPUTEJIHA KACA HA JIEKAPCTBEHU
NPOAYKTHU, MEJUMUUHCKHU WU3AEJIUA U HA AUETUYHHU XPAHU 3A
CIEONUAJIHU MEJIUIOUHCKHU HEJIUXU U HA I[IOMOHOIHHU CPEJICTBA,
INPUCIHOCOBJIEHUSA, CBHBOPBXEHHUSA W MEJIUIOUHCKU WU3JAEJUA 3A
XOPATA C VYBPEXJIAHUSA, JAOTI'OBAPSAHE HA OTCTBIIKHU U
BB3CTAHOBSABAHE HA NNPEBUIIEHUTE CPEJICTBA IIPU IIPUJIATAHE HA
MEXAHUW3BM, TAPAHTHUPAILl NPEJIBUJIAMOCT U YCTOMYHUBOCT HA
BIOJ/KETA HA H30K

(OBH. - IB, bP. 43 OT 2024 T"., B CUJIA OT 17.05.2024 T".)

§ 4. B cinyyaii ye kbpM 1 tonu 2024 1. HsIMa CKJIIOYEHH OT MUHUCTBpA Ha 3PaBEONa3BaHETO B
Ka4yecTBOTO MY Ha LleHTpasneH opran 3a NOKyIKHU B cekTop "3apaBeona3Bane” U BIIE€3JIU B CUJIA
PaMKOBH CIIOpa3yMeHUs, OT Ta3u JaTa A0 CKJIIOYBAHE M BIM3aHE B CHJIAa HA HOBU PaMKOBHU
cnopasyMmenus ce npuiara 4i. 10x, an. Ir - 1.

§ 5. IIepBOTO MIECTMECEUHE, 332 KOSTO CE OIPE SIS CPEAHOIPETETIICHA CTOMHOCT 110 pe/ia Ha HIl.
10k, an. le m an. 15k, ob6xBamia nmepuosa ot 1 nexkemBpu 2023 r. 1o 31 maii 2024 r.

§ 6. IIbpBOTO HIECTMECEUHE, 32 KOETO ce MyOnuKyBa uHpopmarus o wi. 10k, an. 11, o6xBaria
nepuoja ot 1 romum 2024 1. 1o 31 nekemBpu 2024 r.

§ 7. Hapenbara Bim3a B cuia OT JeHs Ha 0OHapoaBaHeTo U B "JIbpKaBeH BECTHHK".

47



Mpuno:xenne Ne 1 kM . 4
(A3wm. - 1B, 6p. 67 ot 2011 1., 6p. 49 o1 2012 1., u3M. ¥ 1o1., Op. 48 oT 2014 1.)

3AIABIEHHNE
O T att ittt ittt st E R e e AR E e e
(nvano HaumeHo8aHUe Ha npumesicamensi Ha paspeuienuemo 3a ynompeba)
CBhC CCAAIHMILE N aAPEC HA YIIPABIICHHUEC! ... s
TPCACTABIIABAHO OT . .ottt e s s et e et

(3a ropudusecko auye - NbIHO HAUMEHOBAHUE HA NPeOCmasumens, ceoanuue u
aopec Ha ynpasnenue; 3a usuuecko auye - mpume umena, EI'H,
nocmosHen aopec)

B KQ4€CTBOTO MY Ha: MPUTEKATEN HA pa3pelIeHre 3a ynoTpeoda/ yIrbIHOMOIIEH PEICTaBUTEN
(HessipHOmoO ce 3auepmasa)
C HOKYMCHT, YAOCTOBEPABAIL IIPECACTABUTCIITHATA BIIACT ....vviuiniiiiiiiiiiiiiinn e

3a cpoOIIeHUS U KOHTAKTU:

F 1 (01T PO PPRRP PP
L (<
TemeDOH ..o, DaKC ... EFmail

YBAXAEMU I'OCITOAWH/T OCITIOXO YIIPABUTEJ,

Ha ocHoBanme wi. 4 BB Bpb3ka ¢ wi. 5 or Hapemba Ne 10 or 2009 r. 3a
yCJIOBHSITA M pela 3a 3alvlalfaHe Ha JIGKQpCTBEHM MPOAYKTH Mo wi. 262, am. 6, 1. 1
OoT 3aKOHa 3a JIEKAPCTBECHUTE MPOIYKTH B XyMaHHATa MEAWIIMHA, HA MEAWIIMHCKH W3JICITHS
Y Ha JUCTHYHU XPAHU 34 CIICIHATHU METUITMHCKH IIeTTH, KAKTO M Ha JICKAPCTBEHH MPOTYKTH
3a 3/JpaBHUTE JEHHOCTH 1O 4wi. 82, am. 2, T. 3 oT 3akoHa 3a 3/paBEeTO 3asBsBaM, 4e

xemas na  ce 3ammamar ot H3OK  cimegnute  nekapcTBEHM — MPOAYKTH:
T TS TSRO PP PP PR PP

(HaumeHosanue Ha TeKapCcmeenust npoOyKMm, JeKapCmeena hopma u OKOHYAmenIHa OnaKkoera)

KbM HacToAII0TO 3asiBJIeHNE TIpHJIaraM CJICIHUTE IOKYMEHTH:
1. Konne ot BIsi3710 B cuiia penieHue Ha HarmoHamHus ChbBET MO LIEHU U pEUMOypcupaHe Ha
JIEKapCTBEHUTE MPOIYKTH

(npunazam ce pewieHUAMa 3a 6cexy eOur Om nocoYeHume no-cope 8 3aA61eHUemo nPooyKmi)

(moamuc u nevar Ha 3asBUTEJIS)
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Mpuno:xenne Ne 1a xbm un. 10e, an. 2
(Hoo — 1B, 6p. 62 ot 2015 1., B cuna ot 14.08.2015 1.)

3AJABJIEHUWNE

(NAHO HAUMEHOBAHUE HA NPUMENCAMENs. Ha pa3peuieHuemo 3a ynompeoa)
CBhC CCAAIHNILE N aAPEC HA YIIPABIICHHUEC! ....oneniniii s s

(3a ropuduuecko uye — NbIHO HAUMEHO8AHUE HA Npedcmasumes, ceoaiuwe u aopec
Ha ynpasienue; 3a ¢usuuecko auye — mpume umena, ELH, nocmosnen adpec)

B Ka4EeCTBOTO MY Ha: IPUTEKATEI HA pa3pelieHre 3a yoTpeda/yIrbIHOMOIIEH PEICTaBUTEI
(HessipHOMO Ce 3auepmasa)
C IOKYMEHT, YJIOCTOBEPSIBAILL TPECICTABUTEITHATA BITACT: ..vevveveerveesresseesuesssesseessesseessesssessnessesssens

3a cpOOIIIEHNS U KOHTAKTH:

YBAXAEMMU I'OCITOAWH/ 'OCIIOXO YIIPABUTEJI,

Ha ocnoBanue un. 10e, an. 2 ot Hapenba Ne 10 or 2009 r. 3a ycnoBusitTa M pena 3a
3aljlalllaHe Ha JIEKapCTBEHM HNPOAYKTH Ho wi. 262, an. 6, T. 1 m 2 or 3akoHa 3a
JIEKApCTBEHHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA, Ha MEAUITMHCKHU U3/CNUSA U HA TUETUYHU
XpaHH 3a CHEeIUaTHU MEIUIMHCKHU 1N, KaKTO W Ha JIEKapCTBEHU MPOIYKTH 3a 3PABHUTE
nedHocTH 1o ui. 82, am. 2, T. 3 oT 3akoHa 3a 37paBeTO, 3asBsBaM, Y€ XKejias Ja ce
3amamar or H30K crnennuTe nekapcTBEHH NPOITYKTH:
L

(HCZMMEHOBaHue Ha 1eKkapcmeeHus npodykm, JlekapcmeeHna qbopMa U OKOHYameilna OnaKOG'K'Cl)

KbM HacToAII0TO 3asiBJIeHNE TIpUJIaraM CJICIHUTE TIOKYMEHTH:
1. Konne ot BIsi3710 B cuiia penieHue Ha HarmoHamHus ChbBET MO LIEHU U pEUMOypCcUpaHe Ha
JIEKapCTBEHUTE MPOIYKTH

(npunazam ce pewieHUAMa 3a 8CeKy eOuH om nOCoOYeHume no-cope 8 3aA81eHUemo NPoOyKmi)

(moamuc u nevar Ha 3asiBUTEIIS)
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Mpuno:kenune Ne 2 kbM wi. 8a, an. 9 u uwi. 10k, aux. 9
(Hoso - /IB, op. 19 o1 2020 1.)

[TPOTOKOJI

No
000000000...

/laTa: OPUTTHAJI

[Iputexxaten  Ha
[pazpernienne 33
yrotpeba/Heros
VITBITHOMOIIICH
MpEICTAaBUTEI

A nipec:

MH no 3J1/1C/1H|
[0 HAIMOHAIHOTO
3aKOHOJATENCTBO

3a JIJIC:

EUK/BYJICTAT:

M.O.JL

[lomyuaten:

Hanmnona/Ha 3ApaBHOOCHTYPUTEIHA Kaca

A nipec:

['p. Codus, yn. Kpuamm Ne 1

EVK/BYJICTAT:

121858220

M.O.JL

Or: Ho:

3a nepuon;

Ha pe3yiITaT OT TepalusTa, Bb3JI13a Ha:

3a mocoueHus Nepuo AbJKUMAaTa 3a Bb3cTaHoBsiBaHe cyMa Ha H30K ot npurexarensy|
Ha pa3pelieHue 3a YINOTPeOa/HEeroB YITbJIHOMOIIEH MPEACTABUTEN HA 3aIUIaTeHH OT|
H3O0OK cpencrtia 3a IekapCTBEHU NPOAYKTH 3a HMALUEHTH, IPU KOUTO € HAJIMIIE JIUICY

Komanuec

[Py
na [lekapct
IN{(A, BeH

TBO
b, [mpoaykT
B)

BaraTena cyma 3a equHUIIA
ot H3OK, mnomnmexama Ha
BH3CTaHOBSIBAHE

IMOJICKala
Bb3CTAHOBABAHC O6H_IO

Barmmarena cyma ot H3OK,

Ha|

3MecHeHNE HA JaHb4dHaTa OCHOBa O6IJ.IOI

CpoK 3a IIaliane:

J1/IC craBka:
M3menenue Ha J1JIC:
Cyma 3a
[JIallaHe:

50



[To cmeTka Ha H30K:

BIC: BNBGBGSD, IBAN: BG46 BNBG 9661 3100 1100 01

OcHOBaHue 33
M31aBaHe:

Unen 8a, an. 9 m wi. 10k, an. 9 ot Hapem6a Ne 10 ot 2009 r. 33
yCIIOBHSTA, pella, MEXaHH3Ma M KPUTEPUUTE 3a 3arlialiaHe oOT
HarronanHata 31paBHOOCHTYPHUTEIHA Kaca Ha JICKapCTBEHU
[MPOIYKTH, MEAWIMHCKUA H3JICNUS W HAa JUCTUYHU XpaHH 32
CHCIIMATHY MEIUIIMHCKH LEIH, JOrOBapsHE Ha OTCTBIKU U
BH3CTAaHOBSBAHE Ha MPEBHUIICHUTE CPEACTBA IIPH MpHIAraHe Ha
MEXaHU3bM, TapaHTUPAI] MPEABHIAMOCT U YCTOWYMBOCT Ha
oroxera Ha H30K

/laTa Ha BH3HHKBaHE
Ha JIaHBYHOTO
CHOUTHE:

[Ipunoxenue:

CripaBka 3a KONMYECTBaTa Ha JIEKApCTBEHH TIPOIYKTH 33
MAI[MCHTH, NPU KOUTO € HaJuIle JIMIca Ha pe3ynrar oT|
repanusita, U cpencrrara, 3amnateHu or H30K 3a tax

3a mpuTexaTens Ha

Pa3peIICHUETO 3|
yrorpeba/ HETOB
YITBJIHOMOIIIEH
Npe/ICTABUTEI:

Ba HarmonanHara 31paBHOOCHTYPUTEIIHA Kaca:
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[punoxxenune Ne 3 xkbM 4. 9a, an. 1

(Uzwm. - [IB, 6p. 34 ot 2009 1., mpenuImHoO
[Ipunoxenue Ne 3 kM wi. 7, an. 3 u ui. 16, an. 2,
M. - [IB, 6p. 67 or 2011 1.,

m3M. | Jo1. - JIB, Op. 48 or 2014 1.)

J0
YIIPABUTEJISI HA H30K

3ASABJIEHUE

(NbIHO HAUMEHOBAHUE HA NPUMEdNCameNs Ha paspeuenuemo 3a ynompeoa)
ChC CEJANUIIE U aJipec Ha YIIPaBIeHUE:

(3a 1OPUOULECKO TUYe - NBIHO HAUMEHOBAHUE HA NPeOCmAasumelis, ceoaiuue u aopec Ha Ynpaesienue,
3a ¢usuuecxo auye - mpume umena, EI'H, nocmosinen adpec)

B KQUECTBOTO My Ha: IIPUTEXKATEI HA pa3pellIeHue 3a yIoTpeOda/yIIbIHOMOIIIEH [IPeICTaBUTEN
(He8APHOMO ce 3auepmasa)
C TOKYMEHT, YIOCTOBEPSBAIl] ITPEACTABUTEIHATA BIIACT:

3a chOOIIEHNS Y KOHTAKTH:
Anpec:

YBAXAEMMU I'OCITOJWH/ TOCITOXO
YIIPABUTEIJI,

Ha ocnoBanwme uin. 9a, an. 1 or Hapen6a Ne 10 ot 2009 r. 32 ycrmoBusTa M pena 3a 3aruialiaHe Ha
JIEKapCTBEHU TMPOAYKTH 10 ui. 262, ain. 6, T. 1 oT 3akoHa 3a JeKapCTBEHUTE MPOAYKTH B XyMaHHaTa
MEINIINHA, Ha MEUIIMHCKY U3/IeNNS U Ha TUeTHYHU XPaHH 3a CIIEUAIHU MEIULUHCKH 1IeNH, KaKTo U
Ha JIEKapCTBEHH TPONYKTH 3a 3[paBHATE AeWHOcTH Mo wi. 82, an. 2, T. 3 oT 3akoHa 3a
3[paBeTo 3asABsiBaM, Y€ Kejas Ja ce mpekpaTu 3amamaneto or H30K mo pena na Hapenbara Ha
CJIETHUTE JIEKapCTBEHU MPOTYKTH:

(noonuc u nevam Ha 3aseumerns)
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[Ipunoxxenue Ne 3a xpM 4. 10a, an. 1
(Hogo - JIB, 0Op. 48 or 2014 1.)

3ASBJIEHUE

(NMbIHO  HAUMEHOBAHUE HA NPUMENCAmelss HA — paspeweruemo 3a  Ynompeoa/ynviHOMOUeH
npedcmasumen)

ChC CCAATUIIC U AAPCC HA YIPABIICHHUC: .ouvuuiiiiiiiiiirtiirs s s st a s

(3a ropuduyecko auye - NbIHO HAUMEHO8AHUe Ha npedcmasumens, ceoaiuue U aopec Ha ynpasieHue,
3a ¢usunecko nuye - mpume umena, EI'H, nocmosinen adpec)

B KaYECTBOTO MY Ha: IPUTEKATE] HA Pa3pelICHUE 32 YIIOTPeOa/yIIbIHOMOIICH PECTaBUTEN
(HeBAPHOMO ce 3auepmasa)

C IOKYMEHT, YJJOCTOBEPSBALL MPEACTABUTEITHATA BIIACT: ...uveeuverueerurernreenrerureeseeseesueenseesseessesssessreessessnees

3a chOOIIEHNS Y KOHTAKTH:

YBAXAEMU I'OCIIOAWH/TOCITOXKO
YIIPABUTEIJL,

Ha ocnoBanme un. 10a, an. 1 or Hapenba Ne 10 ot 2009 r. 3a ycrmoBusTa U peAa 3a 3amiamaHe Ha
JIEKAPCTBEHU MPOAYKTHU MO wi. 262, an. 6, T. 1 oT 3akoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa
MEIUIMHA, HAa MCANIWHCKA U3ACJINA U Ha JUCTUYHU XpaHU 3a CIICHUAIIHU MECOAUIMHCKHU LCJIU, KaKTO U
Ha JICKapCTBEHU MPOAYKTH 3a 3ApPAaBHUTE AEHHOCTH mo wi. 82, an. 2, T. 3 oT 3akoHa 3a 3[paBeTo
3adBsBaM, 4€ Kejasd CICAHUTC JICKAPCTBCHU IPOAYKTH, HeO6XO):[I/IMI/I 3a U3IIbJIHCHUEC Ha JJ;eI\/'IHOCTI/ITe 10
3IIPABHA TIPOTPAMEAL ..vuvveueereesreseasressessesseesreaseaseasseareasessesse e rease e e e ar e ar e es e e nr e aR e s Re e s e e aR e e st ar e e e e aneaneenneareereennenrean

(HauMeHOBaHUE HA CLOMBEMHAMA NPOSPAMA)
na ce 3amnamart ot H30K:
TP

(HaumeHOBaHUe HA IeKAPCMEEHUSI NPOOYKM, IeKAPCMBEHA (PopMa U OKOHYAMENHA ONAKOBKA)

KoM HACTOAMLIOTO 3asABJICHUEC NpHJIaraM CICAHUTE JOKYMCHTU:

1. Kommme ot Bnsizno B cuia pelneHne Ha HaryoHanmHWs ChBET MO IEHHM M peuMOypcHpaHe Ha
JIEKApCTBEHUTE TPOAYKTH (MpHiIaraT ce perieHusTa 3a BCEKH €IWH OT IOCOYCHHUTE IO-TOPE B
3asIBJICHUETO TIPOIAYKTH).

2. Cuchk Ha IMPUTCIKATCIINTE HA PA3PCHICHUC 34 ThPIrOBHA HA €APO C JICKAPCTBCHU IMTPOAYKTH.

(noonuc u neyam Ha 3as18umens).
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[punoxxenne Ne 36 kM ui. 15, an. 1, 1. 2 mwin. 197, an. 1
(Hogo - 1B, 6p. 48 o1 2014 1.)

Ji(o
VITPABUTEJISI HA H30K

3ASBJIEHUE

(nvano HaumeHosarue Ha npoussodumensa Ha MU (na JJIXCML])/ynvanomousen
npedcmasumen/mvpeoseya Ha eopo ¢ MU/ynvinomowen npedcmagumen)
ChC CelJANIUILE U a/Ipec Ha yIpaBleHHE:

(3a 1opuouYecKo nuye - NbJIHO HAUMEHOBAHUe HA NpedCmasumens, ceoanruue u aopec
Ha ynpaenenue; 3a gusuuecko auye - mpume umena, EI'H, nocmosuen adpec)
B Ka4ecTBOTO cH Ha: mnpousBoauren Ha MU (Ha [AXCMIL)/ynbiHoMolneH
npeacTaBuTel/ Thprosena Ha eapo ¢ MU/ymbIHOMOIIEH peACcTaBUTEN
(HessipHOMO ce 3auepmasa)

C IOKYMEHT, YIOCTOBEPSBAIIl TPEACTABUTEITHATA BITACT: ..veevverververerenrersessennnessesseeseeeenes
ITocouBam cieqHus aapec 3a ChOOIICHHUS U KOHTAKTH:
Y1 o 1< OO P P PPPPTRPPO

YBAXAEMU I'OCITOAWH/T'OCITOXXO
YIIPABUTEIJI,

Ha ocuoBanme wr. 15, an. 1, 1. 2/un. 19x, an. 1 or Hapexba Ne 10 or 2009 r. 3a
YCIIOBHATA M Pelia 3a 3aIulailaHe Ha JICKapCTBEHHU MPOIYKTH 1Mo wWi. 262, an. 6, T. 1 oT
3akoHa 3a JIEKapCTBEHUTE MPOJYKTH B XyMaHHATa MEJHUIINHA, HA METUITUHCKH U3]IEITHS
Y Ha JWETUYHU XpaHW 3a CIEIUAIHA MEIWIUHCKHU IIeNTH, KaKTO W Ha JIEKapCTBEHU
MPOAYKTH 3a 3JpaBHUTE JeHHocTH Mo wi. 82, am. 2, 1. 3 oT 3akoHa 3a
3IpaBETO 3asBsIBAM, Y€ JKeiasi na ce mpekparu 3amuiamianeTro oT H30K mo pema Ha
Hapen0ara Ha CIETHUTE MPOTYKTH:

T TP PR PURUPRTOURTRPRRPTRN

(Haumenosanue na MU, JIXCMI], euo, onaxosxa)

TP P TR UUSRPRUPTRPRPPRN
KOOSO P PP R RUSTPRURRPRPPRN

Cpok, 1o koiito mie 6baat ocurypssann MU/JIXCMI]

(noonuc u newam Ha 3as6uUmens).

[punoxenne Ne 4 xpm 4. 19, an. 1
(M3m. - [IB, 6p. 67 ot 2011 1., mpeaumHo [Tpnnoxenune Ne 4 xpm
. 14, u3m. - [IB, 6p. 48 o1 2014 1.)
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3ASBJIEHUE

(NbIHO HAUMEHOBAHUE HA NPOU3BOOUMENA/YNBIHOMOWEH NPeOCmasumen)
CBhC CCAATUIIC U aAPCC HA YIPABIICHHUC! ...cuininiiiiiniiiiiiiiiiii i reereeea e e es
TPCACTABIIABAH OT . .eneiuntiniiininiitititttteten ettt st s s s st E e s s s r s st a e s e s et s s s na e

(3a pUOUHECKo auYye - NbIHO HAUMEHOBAHUEe HA NPedCcmasumens, cedanuwe u aopec Ha ynpaesieHue; 3d
@usuuecko auye - mpume umerna, EI'H, nocmosanen adpec)

B Ka4eCTBOTO MY Ha: IPOU3BOAUTEN/YIIBIIHOMOIICH MTPECTaBUTET

(HesapHOmMO ce 3auepmasa)
C JOKYMEHT, YAOCTOBEPSBALL MIPEACTABUTEITHATA BIIACT: ...evveeeureeeenurreeenmreeeenmreessnmeessssirsnessnsnns
ITocouBam cneHUs aapec 3a CHOOIICHNS M KOHTAKTH:
N1 1T« TP
FAME: <o
TenedoH ............. , PaKC ..o, L€ MAIL Lo

YBAXAEMU I'OCITOJVH/T'OCITIOXKO YIIPABUTEJIL,

Ha ocHoBanue un. 19, an. 1 or Hapeaba Ne 10 ot 2009 r. 3a yciioBusiTa W pela 3a 3arvialllaHe Ha
JIEKApCTBEHU MPOAYKTH MO wi. 262, an. 6, T. 1 oT 3aKkoHa 3a JEKapCTBEHUTE NPOAYKTH B XyMaHHATa
MEIUIMHA, HAa MCANIHWHCKA U3ACJINA U HAa JUCTUYHU XpaHU 3a CIICHUAIIHU MEAUIMHCKU LCJIU, KaKTO U
Ha JIEKApCTBEHU MPOAYKTH 32 3APaBHU ACHHOCTH MO Wi. 82, an. 2, T. 3 oT 3aKOHa 3a 3[IpaBeTo 3asBIBaM,
ye xenas Aa ce 3ammtamat or H30K cnegnure JJXCMILI:
TR P T TP P UROPRP

(HaumeHoBaHUe HA OUEMUYHAMNA XPAHA 30 CREYUATHU MEOUYUHCKU Yeau, U0, ONAKOBKA)

JveTnyHuTE XpaHU 3a CIICIUATHE METUITMHCKH TSN IIIe C€ Pa3IpOCTPaHIBAT JI0 allTeKUTE, CKITFOUMITH
norosop ¢ H30K, oT cnegnute ThproBuu Ha eApo:
R

(HaumeHoBaHUe HA TUYEMO, NPUMENCABAU0 YOOCTNOBEPEHUE 3a PecUCMPAayusi Ha 0OEKM 3a MbP2OBUsL C XPAHU,
u30adeHno no peda Ha 3axoua 3a xpanume)

PO RTRPRPRUPROPRPTN
[Tpunaram cieqHUTE TOKYMEHTH:
1. Jexnapanus, ue crorBetHaTa JXCML] oTroBaps Ha ycimoBueTo no wi. 18, an. 3, kaTo ce moco4ysaT
KOHKPETHHUTE O0IEeCTBEHU (DOHIOBE B CHOTBETHATA JIbPIKABA.
2. Jleknmaparus 3a chriiacue OoT MOCOYEHUTE THPTOBILM Ha €po 3a JOCTaBKa HAa TUETUYHUTE XPaHH 3a
CTIEIMATHU METUITMHCKY LIEH (Hpuideam ce 0eKaapayuu 0m 6CUKU HOCOYEHU MbP2O8YU HA e0po).
3. Jleknmapanus 3a peryisipHO OCUTYPSIBAaHE Ha 3asBEHUTE TUETHYHHU XPaHU 32 CIICIIUAITHA MEIUIITHCKU
IEJTH 32 TIEPHUOJ] HE TO-MATBK OT 12 KaJeHaapHu Mecera.
4. Komnmie OT JOKYMEHTH, yIOCTOBEPSBAIIN U3UCKBAHUATA 110 Wwi. 18, an. 1 (mpuiarar ce JOKyMEHTH 3a
BCsIKa TUETHYHA XPaHa 3a CIEeIUaTHA MEAUIIMHCKH TIEIIN ).

Jata: oooee.

(noonuc u neyam Ha 3as18umenst).

[punoxxenne No 5 xpM 4. 16, ain. 2
(Hogo - /IB, 6p. 67 ot 2011 r., ot™. - /IB, Op. 48 oT 2014 1.)

[punoxenue No 6 xpM 4. 16, ai. 2
(Hogo - JIB, 6p. 67 ot 2011 1., oT™. - IB, Op. 48 o1 2014 1.)

[punoxenune No 7 xpM 4. 19, an. 1
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(Hogo - /IB, 6p. 67 ot 2011 r., oT™. - /IB, Op. 48 oT 2014 1.)

[Ipunoxenue Ne 8 kM 4. 21, an. 3 u 4
(Hogo - AB, 6p. 67 ot 2011 r., npenumno [punoxenue Ne 8 kpm ui. 21, an. 2, usm. - /1B, 0p. 48 ot
2014 r., ot™m. - [IB, 6p. 62 ot 2015 1., B cmma ot 14.08.2015 1.)
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[punoxenue Ne 8a kbm wit. 236, an. 3

(Hogo - JIB, 6p. 30 ot 2015 r., mpeawao [Ipumoskenne Ne 8a kM wi. 22, ai. 11,

M. - [IB, 6p. 62 ot 2015 ., B cuna ot 14.08.2015 1., m3m. - JIB, 6p. 19 ot 2020 .,

npenuniao [punoxenne Ne 8a kbpMm wi. 230, an. 1 - B,

op. 49 ot 2022 1., B cmra ot 01.07.2022 1.)

IMTPOTOKOJI

Ne 000000000...

Jara:

OPUI'MHAIJI

IIpurexaren Ha pa3peleHue 3a ynoTpe6a/HeroB yITbIHOMOIIEH

NPEACTaBUTEIL

Anpec:

MH no 3[1/IC/MH no HanpoHanHOTO 3akoHoaaTencTso 3a JJJIC:

EUK/BYJICTAT:
M.O.JL
Tomyuaren: HanmnoHa/iHa 3APaBHOOCHTYPHTEIHA Kaca
Anpec: I'p. Codust, yn. Kprramm Ne 1
EUK/BVJICTAT: 121858220
M.O.JL
Or: Jo:
3a nepuon:

3a mocovyeHus NEpUOJ IbJDKMMaTa KOMIICHCAIUs 3a CMETKa Ha IIPUTEKATEIS HA pa3pelICHUE 3a yl'lOTpeGa/HeFOB YI'BJIHOMOIIEH IIPEACTABUTE] 3a 3allJIalllaHe
Ha OTITYCHAaTH U OTYETEHU KbM H30K JICKapCTBECHU IIPOAYKTH BB3JIU3a Ha:

I'pyna (A, b Orcrhika 32
Ne > | JIekapcTBeH MPOAYKT Konunuectro Otcrhlika 00110
B) P POAYK eIMHUIA 1
M3MeHeHHe Ha TaHbYHATA OCHOBA OOIIO:
JJIC craBka:
Wsmenenune Ha JJIC:
Cpok 3a
CyMa 3a manjase:
uianafe:

o cmerka Ha H30K: BIC: BNBGBGSD, IBAN: BG46 BNBG 9661 3100 1100 01

OcHOBaHUE 3a U31aBaHE:

Yaen 2306, an. 1 or Hapenba Ne 10 ot 2009 r. 3a ycnoBusita, pena,
MeXaHH3Ma 1 KpUTepHUTe 32 3aIuamane ot Harponannara
3[PaBHOOCHUTYPHTENIHA Kaca Ha JIEKAPCTBEHU MPOILYKTH, MCAUIIHHCKH
W3/eNHUs ¥ Ha AMCTHYHH XPaHHU 3 CIICLUATHE MEIUIUHCKH LIEIIH,
JIOTOBapsiHE Ha OTCTBIIKK U BH3CTAHOBSIBAHE HA NPEBHIIICHATE CPEIICTBA
[IPH MPHUJIaraHe Ha MEXaHU3bM, FapaHTHPAIL TIPEIBUIIMOCT H
ycToiuuBOCT Ha Oropketa Ha H30K
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IlaTa Ha Bh3HMKBaHE Ha JIAHBYHOTO ChOUTHE:

IIpunoxenue:

CripaBka 3a KOJIMYeCcTBaTa OT JEKapCTBEHUTE MPOAYKTH MO EICKTPOHEH
OTYeT chIIacHO Wi. 8, ain. 3, 3aruarenn ot H30K mpe3 croTBeTHHS
TePUOL

3a mpuTexartens Ha pa3pelIeHHeTo 3a yIOTpeda/HeroB yIIbIHOMOIIEH
NPEACTaBUTEN:

3a Hammonamuara 3APaBHOOCUT'YPUTEIIHA Kaca:
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ITpunoxxenne Ne 86 kbpMm wit. 237, an. 2
(Hoso - /1B, 6p. 17 o1 2019 1., m3m. - IB, 6p. 19 o1 2020 1.)

Usrorsen oT TIPY e JA2 U TR Ha

10

IMPOTOKOJI

NO e, Hata:................ OPUTMHAJI

IIpurexaren Ha
paspenieHue 3a
ynotpeba/Heros
YITBITHOMOILIEH
MpeICTaBUTEl

Anpec:

WH 1o 3JJIC/MH no
HAIIMOHATHOTO
3aKOHOIATCJICTBO 3a

JIC:

EUK/BYJICTAT:
M.O.JL
[Tonyuaren: Hanmonanna 31paBHOOCUTYpUTENTHA Kaca
Anpec: I'p. Codus, yn. Kpuuum Ne 1
EUK/BYJICTAT: 121858220
M.O.JL

Or: Ho:
3a nmepuon;

3a mocodyeHusl MEepUoj AbHKHUMAaTa KOMIEHCALMS 32 CMETKAa Ha MPUTEXATeNs Ha pa3pellcHue 3a
yrnoTpeba/HeroB yIbIHOMOIIEH MTPEACTABUTE 3a 3aIlialllane Ha OTIycHaTH u otdeTeHn kbM H30K
JIEKapCTBEHH MPOIYKTU BH3IIN3a Ha:

I'pyna ABaHCOBO
Ry Jlexapctee |KommuectB |OtcThnKa 3a| OTCcTBIKA Cyma 3a
Ne  [(A, B, TJIaTeHU
H IIPOAYKT |0 eMHNIIA o010 M3paBHIBaHE
B) cpencrTsa
W3meHeHne Ha JaHbYHATa OCHOBA O0IIO: 0 0 0
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JJC craBka: 20 % 20 % 20 %

Wzmenenue Ha JIJIC: 0 0 0
Cyma nia 0,00 0,00 0,00
OTCTBIIKA!

Cyma 3 Cywma 3a miamase: Cpo 32

H3paBHSBAHE: [JIalaHe:

ITo cmerxa Ha H30K: BIC BNBGBGSD/IBAN BG46 BNBG 9661 3100
1100 01

OcHoBanue 3a u3aaBane: | Yaen 237, an. 2 ot Hapenoa Ne 10 (mapenbara mo ui. 45, an. 9 ot 330)

I[aTa Ha BB3HHUKBAHC HaA JAHDBYHOTO [ .ieiuiiuiiniiiiiiiiiiisiitiiiisiiss s

cnLouTHE:

[Ipunoxenue: oTdeT chrimacHo wi. 8, am. 3, 3ammarern ot H30OK mpe3 choTBeTHHSA

epuo.a

CrpaBka 3a KOMM4YecTBaTa OT JEKapCTBEHUTE MPOIYKTH IO €IEKTPOHEH

3a mpuTexarens Ha pa3pereHneTo 3a

ynorpe6a/Heros yIrbIHOMOIIeH | 3a HarponanHaTa 31paBHOOCUTYpUTENIHA Kaca:

MPpEACTAaBUTEL:
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[punoxxenune Ne 9 kM 4. 26, an. 5
(Hogo - JIB, 0Op. 48 or 2014 1.)

[MPEJIJIOXXEHUE

(NbIHO  HAUMEHOBAHUE HA NPUMENCAMeENsi HA PA3PEweHuemo 3a Ynompeoa/ynviHoOMOueH
npedcmasumen)

CHC CEHAIHUILE U ATIPEC HA YIIPABIICHHUE: ...e.veuvereereeneseteneeseeseesessessesseseesessessenseseeseesesseneassassssesseasensensens
TPEIICTABIIIBAHO OT: ..vveuveutentertesessesensesteseeseesessesseneeseesensaneesesseasessenseneeseeseesensensenseseestssessassasessessesseneas

(3a topuduuecko auye - NBIHO HAUMEHOB8AHUe HA Npedcmasumens, cedaiuuje u aopec Ha
ynpasnenue, 3a Qusuuecko auye - mpume umena, EI'H, nocmosinen adpec)

B KQUeCTBOTO CH HA: MPUTEKATEI HAa pa3pelicHHe 3a yIOTpe0a/yIIbIHOMOIICH MPEACTABUTE
(HEeBAPHOMO Ce 3auepmasa)

C TOKYMEHT, YAOCTOBEPSBAIIL PEACTABUTEITHATA BIACT: ..cuvevveereereerreereereersesseessessessessesseessessenssessessens
3a chOOIIeHNS M KOHTAKTH:

A TIPEC. ettt ettt ettt ettt e h ettt e a bt et e Rt e R et R R AR R e oA R e e Re e R e e Rt aR e e R e e e neennne s
TAME: .ttt ettt ettt e e b e e h bt et e e e a bt e e bte s bt e e ehbe s e e e R e E e nnre s
TenedoH ............. , GAKC oo 5 € MAI Lo

YBAXAEMU I'OCITOANH/TOCITOXO YITPABUTEJL

Ha ocHoBanue uin. 45, an. 13 330 npemiaraMm OTCThIIKA OT CTOMHOCTTA Ha CIIETHUTE JEKAPCTBEHU
MPOJIYKTH 3a 3ApaBHUTE ACHHOCTU mO wi. 82, an. 2, T. 3 oT 3aKkoHa 3a 3IpaBeTo, IpUJIaraHu B

U3ITBITHEHNE HA TIPOTPAMA ....ovrnirititenrentesteuesteneentestesestenteseesesseasensestesessestenseseeseeseseseeseesensens
(Haumenosanue Ha npoepamama)

Lo, m e

(HaumMeHOB8aHUe Ha (pazmep Ha (cmotnocm, nonyueHa 8

Jlekapcmeenus npeonodicenama Dpe3yImam Ha npeonodiceHama

npoOyKm) omcmuvnka 6 %) omcmvnKa)

2.

KbM HACTOSIIOTO 3aSIBICHHE TIPHITATAM: .....veeueerueeieneereeseeeneensesseeneensenseenseseesesneensensesesseensesseessessens

JIATA: .coeeees e —————

(noonuc u neuam Ha 3as6umenst).
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[punoxenune Ne 10 kpMm uit. 34, an. 1
(Homo - JIB, 6p. 17 or 2019 1., oT™. - IB, 6p. 19 o1 2020 T.)

[Ipunoxenune Ne 11 kpm 1. 36, an. 3
(Hogo - JIB, 6p. 17 ot 2019 1., mpeauirHO
[punoxenune Ne 11 xpm un. 36, an. 2 - 1B, Op. 49 ot 2022 ., B cuna ot 01.07.2022 1.)

Haromew ot HIPY . WL wallIPY ... HE
GazaTa MA pazXD] MO JeKIPCTEEHHE TPOJYKTH, JaNnTallald HANTIHO HIK YacThaso oT H3OK

NrOTORONA

OPHIMHAL

Harta..

[lpuTesaTen na paspeiieiiie 3a
VIO Tpeda/ HeroB VITLIIIOMOLIET

upe1cTaBiTE]

(Agpec:

HH mo 31C/HH no HanHoHATHOTO
3axoHozaTencTeo 3a L0

EUK/BYJICTAT:

M.AOJL

[oayuaren: HauuoHaTHa 3IpasHO0CHIY PHTRIHE Kaca
(Adpec: I'p. Codma, v Kpusu® Ne |
EUK/EVIICTAT: 121

M.OUL

o do:

3a nepuon:

3a nocovenns MepHed JLTHHMATA KOMEHCALUHA 33 CMETHA HA NPHTEXATENR HA PAIPelleHHe 33 }TI-DTpEﬁJ- HETOB ¥YMLIHOMOLI2H HETOR
NMPEICTAEHTEN 33 3AMTAMAHE HA OTNYCHATH H OTHETEHH KEM H3IOK TEKAPCTEEHH NDOJYETH BLITH33 HaX

[oarpyna Pazvep na Paaviep na Pazvep na Pazvep na
HATBHIIEHHETO Hax T0  |na HHETO NAIBHILENHETO 38
rpvia A rpvna b rpyviia B rpyinn A+b+B

Hoarpyna CaMocTOATENITH JERAPCTBENN MPO1YRTH -
Hauvienopanue na e RAPCTERE I NPOIVET

[oarpyna Chopiu JekapcTBENH NPOIVETH -
HauMvenonaiie 1a e KapcThe n NpoavKT

Mamenenue Ha JAWLYHAT 0cHORA oflo:

JUIC cramka: 2084 2045 el 2044

Hameneune Ha 11C:

Cyma 3a nnawane:

Cpox 3a muamaune:

Ilo cuvetka na HIOK: BIC BNBGBGSDY IBAN BCH6 BNBG 9661 3100 1100 01

(JcHOBZHHE 33 HITABAHE: 41136, an.2 oT Hapeada Nel)

[laTa M2 BLINHKBANE HA JANTLYHOTO CLOMTHE:

lIpHnomenne: Cnpaska 3a HaJRHIIEHKETO Mo 4n.33, 7.2 o1 Hapeaba Neld

32 NPHTEXATENR HA PAIPELIEHHETD 33 ‘.\TIDTpEﬁEl- HETOB YMLAHOMOLIEH 3a HauwoHanuara FIPABHOOCHTYPHTENHE Kaca!
MpeIcTaRHTEN:




