3AKOH 3a MeaMuMHCKUTE U3/1eJIUA

O6H., /IB, 6p. 46 ot 12.06.2007 1., B cuna ot 12.06.2007 r., m3m. u morm., 6p. 110 ot
30.12.2008 1., gom., 6p. 41 ot 2.06.2009 r., B cuna ot 2.06.2009 r., u3Mm., 6p. 82 ot 16.10.2009 1., B
cwia 16.10.2009 r., 6p. 98 ot 14.12.2010 r., B cuna ot 1.01.2011 r., u3m. u gom., O6p. 39 ot
20.05.2011 r., B cuna ot 1.01.2012 r., 6p. 60 ot 5.08.2011 1., B cuma ot 5.08.2011 r., 6p. 54 ot
17.07.2012 r., nom., 6p. 84 ot 2.11.2012 r., B cuna ot 2.01.2013 r., usm., 6p. 14 ot 20.02.2015 r.,
W3M. | JI0IL., Op. 38 oT 26.05.2015 r., B cuna ot 26.05.2015 r., u3Mm., 6p. 14 ot 19.02.2016 1., B cuna
ot 19.02.2016 t., 6p. 43 ot 7.06.2016 r., u3m. u gor., 6p. 84 ot 12.10.2018 r., B cuna ot 12.10.2018
r., u3Mm., op. 102 or 11.12.2018 r., B cuna ot 1.01.2020 r., 6p. 105 ot 18.12.2018 r., B cuna ot
1.01.2019 r., 6p. 17 ot 26.02.2019 r., u3m. u pom., 6p. 67 ot 28.07.2020 r., usm., 6p. 41 or
10.05.2024 r., B cuma ot 10.05.2024 r., nom., 6p. 13 ot 3.02.2026 1., B cuna ot 3.02.2026 1.

I'maBa nbpBa
OBIIHA ITOJIOXKEHUA

Pa3znen 1
OO0mu pasnopendu

UYn. 1. (1) To3u 3akoH ypexna:
1. ycnoBusiTa 1 pefa 3a ImycKaHe Ha Ma3apa u/Wid MyCcKaHe B ISHCTBUE Ha MEAUIIMHCKY H3/ICIHS;
2. 3aIBJKEHUATA HA TIPOU3BOIUTEINS, HA HETOBHSI YIIBIHOMOIIIEH MPEICTAaBUTEN M HAa BHOCUTENS Ha
MEIUIUHCKH U3]ICIHUS;
3. (u3m. — [IB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) ycnoBusaTa u pena 3a onpeneisHe u
HaOJr0IeHNEe Ha HOTU(UIIMPAHUTE OPTaHH;
4. ycroBusiTa M pe/ia 3a U3BBPIIBAHE HA KIMHUYHY U3MUTBAHUS Ha MEAUIIMHCKY U3/1ETIHS;
5. (u3m. - JIB, Op. 54 ot 2012 r.) ycrnoBusATa U pena 3a U3BbPIIBAHE HA THPTOBUSI C MEAUITMHCKU
U3JIeNus;
6. Ha/J30pa Ha Ma3apa Ha MEIULIMHCKU U3/IENHNS;
7. cucremara 3a yBeJJOMsBaHE M OLICHSIBaHE Ha MHIMJIEHTH/TIOTEHIMATHN UHIUJICHTH, CBbP3aHH C
MEIUIIUTHCKH H3IEIHS.
(2) (U3m. — 1B, 6p. 38 o1 2015 1., B cuia ot 26.05.2015 r.) 3akoHBT MMa 3a LeN:
1. ma rapaHTHpa IyCKaHETO Ha Ta3apa W/WIM B JCHCTBHE HA MEIUIIMHCKHA H3JEIHS, KOUTO HE
3acTpalaBar KMBOTA M 3[paBETO Ha MAallMEHTUTE, HA MEAUIUHCKUTE CICHIUATUCTA WU HA TPEeTU
JMIIa, KOTaTo M3JEHATA CE M3IOJI3BAT IO MpeJHa3HAuYeHHE M Ce ChXPAHsBAT, pa3lpOCTpaHsBAT,
WHCTaJIUpaT, UMIUTAHTUPAT U TOIbPKAT B ChOTBETCTBUE C MHCTPYKIIMUTE HA IPOU3BOJUTEIUTE;
2. na ocurypu npunaraHeto Ha Pernmament 3a usnbianenue (EC) Ne 920/2013 na Komucusita ot 24
centemBpu 2013 1. 3a ompenensHe M HaOMOJEHHE HA HOTHU(QHUIHMPAHUTE OPraHU ChIJTACHO
HupextuBa 90/385/EMO Ha ChBeTa OTHOCHO aKTUBHUTE MMILIAHTUPYEMH MEIUIIMHCKU U3ETHUS U
HupexktuBa 93/42/EMO nHa CbBera oTHOCHO MemuiuHckuTe wm3aenus (OB, L 253/8 ot 25
centemBpu 2013 r.), HapuyaH no-Haratrbk "Pernament 3a usnbianenue (EC) Ne 920/2013";
3. (moBa — /IB, 6p. 13 ot 2026 r., B cuna ot 3.02.2026 r.) 1a ocUTYpU NpHIIaraHeTo Ha PerimameHT
(EC) 2023/988 na Empometickust nmapnameHT u Ha CwBera ot 10 mait 2023 r. oTHOCHO o6Iara
Oe3omacHOCT Ha MpoaykTuTe, 3a m3MeHeHue Ha Permament (EC) Ne 1025/2012 na EBpomneiickus
napiameHT U Ha CobBera u Ha [upextuBa (EC) 2020/1828 na EBpomeiickus mapiamMeHT U Ha
CoBera u 3a orMsHa Ha J{upextuna 2001/95/EO na EBpomneiickus mapiament u Ha CbBeTa U Ha
Hupextusa 87/357/EMO na CoBera (OB, L 135/1 or 23 wmait 2023 r.), Hapu4yaH MO-HATaThK
"Pernament (EC) 2023/988".
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Un. 2. (1) B 3aBUCHMOCT OT MpPETHA3HAYCHOTO OT MPOU3BOJIUTENSI JICHCTBUE
MEIULUHCKUTE U3IEIHS Ce pa3IeysiT Ha:
1. UH BUTPO AMArHOCTUYHU METUIIMHCKU U3EIHUs;
2. aKTUBHU UMIUIAHTUPYEMH MEIUIIMHCKU U3/1EIHs;
3. MEIMLIUHCKY U3JI€Us, Pa3JIMYHUA OT HOCOYEHUTE B T. 1 1 2.
(2) MenuuuHckuTe u3nenus mno ai. 1, T. | B 3aBUCHMOCT OT NOTEHIIMAIHUS PUCK, CBBP3aH C TAX, C€
rpynupaTr B COUCHK A, COUCHK b W m3nmenus 3a camMoTecTyBaHe U JPYTH TPYIH, ONpEAeTeHH B
HapenouTe mo 4. 18.
(3) MenuuuHckutTe u3aenaus o aji. 1, T. 3 B 3aBUCUMOCT OT MOTEHIIMAIHUS PUCK, CBBP3aH C TSIX, Ce
paspensat Ha kimacose I, Ila, 116 m III cbriacHO Kiacu(UKAaMOHHUTE NpaBUiIa, ONPENEICHU B
Hapeabure mo wi. 18.
(4) (M3m. - 1B, 6p. 110 ot 2008 r., B cmia ot 21.03.2010 r.) Koraro npousBOIUTENSAT U
HOTU(QUIMPAHUSAT OpraH, ONpe/esieH 0 pella Ha IJlaBa YeTBbPTa, UMAT Pa3IMYHU CTAHOBUILA MPU
MPUJIAraHeTo Ha KIacH(UKANMOHHUTE TNpaBwia MO ai. 3, VI3ObIHUTENHATa areHus II0
nekapcrBara (MAJI) Bzema pemenue. Koraro mpenenu, ye € HE0OXOOUMO U MpU HAIWYUE Ha
yciioBusTa 1o wi. 6a, T. 1 wnu 2, MAJI u3rorssa MoTuBHpaHo nckaHe 10 EBponeiickata komucus 3a
npearnprueMane Ha HeOOXOAUMHUTE MEPKHU.
(5) (U3m. - [IB, 6p. 110 ot 2008 1.) IIp HEOOXOAMMOCT OT MPUBEKIAHE HA KIACH(PUKAITMOHHUTE
mpaBwia Mo aja. 3 B ChOTBETCTBHE C PAa3BUTHUETO HAa HOBU TEXHOJIOTMHM W/WIH B CHOTBETCTBUE C
uH(popManus, TOJIydeHa IO peaa Ha riaBa ceama, WAJl W3roTBS MOTHBHpPAHO HWCKaHE 3a
npearnprueMane Ha HeoOXOJUMHUTE MEPKHU, KOETO ce mpeaocTaBs Ha EBpomneiickaTa KoMUCHSI.

Un. 3. W3uckBaHusITa KbM MEIUIMHCKUTE HW3JIEIHS, OMPENEICHH 1O TO3H 3aKOH, Ce
npujiaraT u 3a:
1. HpI/IHaIIJIe)KHOCTI/I KBbM TE3U U3ACIIUA,
2. U3enusl, KOMTO BKJIIOUBAT KaTO HEpa3JeiiHa YacT BEUIECTBO, KOETO, U3IMOJ3BAHO OT/ICIIHO, MOXKE
na ObJe OIpeneleHO KaTo JIGKAPCTBEH NPOAYKT IO CMHUCHIA Ha 3aKoHA 3a JICKApPCTBCHUTE
MPOAYKTH B XyMaHHaTa MEIUIMHA M YHETO JEWCTBHE BBPXY OpraHu3Ma € CIOMAararejaHo o
OTHOIIIEHUE Ha OCHOBHOTO IPEHAa3HAYECHNUE HAa U3/IETIUETO;
3. u3aenus, KOMTO BKJIFOYBAT KAaTO HEpa3/esiHa 4acT BEIIECTBO, MOJIYYEHO OT YOBEIIKAa KPbB WIIU
ra3Ma, KOeTo, M3MOJ3BAaHO OTACIIHO, MOXE Ja OBbJe OmpenesieH0 KaTo ChCTaBKa Ha JIEKAPCTBEH
MPOAYKT WJIM KaTO JIEKAPCTBEH MPOJAYKT MO CMHUCHhJIA Ha 3aKOHA 3a JICKAPCTBEHUTE MPOJYKTU B
XYMaHHaTa MEAUIIMHA U YUCTO I[GI\/'ICTBI/IC Bpry opraHmMa € crmoMaraTeJIHO 110 OTHOIICHUEC Ha
OCHOBHOTO IIPEHAa3HAYEHNE HA U3/IETIUETO;
4. u3nenwsi, ¢ MOMOIITAa Ha KOUTO CE€ MpUJIaraT JISKapCTBEHH MPOIYKTH.

Un. 4. (1) Korato nmaaeH mpoayKT Momajaa B MPUIIOKHOTO TMOJIE HA TO3M 3aKOH U Ha
Hapeabara 1o wi. 7 oT 3aK0oHa 32 TEXHUYECKUTE U3MCKBAHUS KbM MPOJIYKTUTE, OTHOCHO JIMYHUTE
MpennasHu cpeAcTBa, BbBexaama Jupexktua 89/686/EMMO na ChBeTa, 3a HEro ce mpuiaraT U
CHOTBETHUTE OOIITH U3MCKBAHUA 3a O€30MMaCHOCT, ONpe/IelIeH! B Hapeaoara.

(2) (B cuma or 29.12.2009 r. - JIB, 6p. 46 ot 2007 r., u3m., 6p. 110 ot 2008 r., B cuna ot
21.03.2010 r.) Koraro MeaumHCKO MU3/eNue Momnaja u B IPUJIOKHOTO ToJIe Ha Hapeadara mo 4i. 7
OT 3aKoOHa 3a TEXHUYECKUTE MU3UCKBaHMS KbM MPOAYKTUTE, BbBexkAama Jupextuna 2006/42/EO Ha
EBpomneiickust napaamenT u Ha CbBeta ot 17 mait 2006 1. OTHOCHO MAalllMHUTE U 32 U3MEHEHUE Ha
HupexktuBa 95/16/EO, u chliecTByBa pHCK TpHU ymoTpedaTa My, 3a HEro ce mnpuiarat u
CHOTBETHUTE CHILIECTBEHH M3UCKBAaHUA 3a 0€30IaCHOCT, OINpENEJIeHH B Hes, B CIy4dauTe, KOraro
T€3H U3MCKBAHUS ca Mo-crenu(uyHu OT OCOUYCHUTE B Hapeabara mo 4. 18.

(3) (Hosa - IB, 6p. 84 ot 2012 r., B cuna ot 2.01.2013 r.) Korato MequuuHcKo u3enue mno 4ui. 2,
an. 1, 7. 1 u 3 nmonaga B mpuIOKHOTO TOJIE HA TJaBa nera "a" oT 3akoHa 3a 3aluTa OT BPEIHOTO
BB3/ICHCTBME Ha XWMHUYHUTE BEIIECTBA M CMECH, 3a HEro C€ NpwiaraT W HW3UCKBaHHUATA 3a
orpaHMyaBaHe yrmoTpebara Ha OMACHU BEIIECTBa, OMpeJeNieHn ¢ Hapenbara mo ui. 217, am. 1 ot
CBIIHS 3aKOH.
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(4) (Homa - /IB, 6p. 84 ot 2012 r., B cuna ot 2.01.2013 r.) M3uckBanusiTa Ha ai. 3 ce mpujiaraT 1 3a
Ka0enu WM pe3epBHH YacTU 3a PEMOHTa, 32 MOBTOpHATa ymoTpeba, 3a OCHBPEMEHSBAHETO Ha
XapaKTEPUCTHKHUTE WM 32 MIOBUIIIABAHE KAlalMTeTa Ha TOBA U3JIENINE.

Ui 5. (1) To3u 3akoH HE ce nmpuiiara 3a:
1. (mom. - IB, 6p. 110 ot 2008 r.) IekapcTBEHU MPOTYKTH IO CMHUCHJIa Ha 3aKOHA 32 JIEKAPCTBCHUTE
IIPOAYKTH B XyMaHHAaTa MEIULIMHA; MPELEHKaTa JalIu AaJIeH POAYKT I10Ia/1a B MPUIIOKHOTO I10JIe
Ha TO3M 3aKOH WIM B MPUJIIOKHOTO MoJie HAa 3aKOHA 3a JIEKAPCTBEHHUTE NMPOAYKTH B XyMaHHaTa
MEIMIIMHA C€ U3BBPIIBA Bb3 OCHOBA HA OCHOBHOTO IIPEIHA3HAUEHUE HA ITPOJYKTA;
2. MEIWIMHCKU W3JAeNHs, KOUTO ca Hepa3JelHa dYacT OT JIEKapCTBEHU TMPOIYKTH U ca
npegHa3sHauYeHH OT MIPOU3BOIUTEIIS 32 €IHOKpATHA yIIOTpeda eAMHCTBEHO B TO3U BUJI;
3. KO3METUYHH MPOJIYKTH 110 CMHUCHIIA Ha 3aKOHA 3a 3/paBeTo;
4. (mom. - B, 6p. 110 or 2008 r.) opranu, ThKaHH WIA KJIETKH OT YOBEIIKH HPOU3XOJ,
MpeHa3HAYeHH 3a TPAHCIUIAHTAIMS, KAKTO U MPOYKTH, BKIIFOUBAIIN WM OTYyYEHH OT ThbKaHU WU
KJIETKA OT YOBEUIKU MPOU3XOJ IO CMHUCHJIA Ha 3aKOHA 3a TPAHCIUIAHTALMsl HAa OpPraHu, TbKaHU U
KJIETKHU, C U3KJIIIOYEHHE HAa MEAULIMHCKY U31eus 1o 1. 3, T. 3;
5. opraHM, TbKaHU WJIM KJIETKH OT >KUBOTHMHCKHM MPOM3XOJ|, MPEJAHA3HAUEHU 32 TPAHCIUIAHTaLu,
OCBEH aKO MpHU MPOU3BOJCTBOTO HAa MEAMIIMHCKOTO M3JENUE € H3IO0JI3BaHa HEKHU3HECIOCOOHA
KUBOTHHCKA ThKaH WJIM HEXH3HECIIOCOOHU MTPOJYKTH, IIOJYyYEHU OT )KUBOTHMHCKA ThKaH;
6. KpbB, KpPBBHH CBCTaBKM OT 4YOBEIIKH IPOM3XOJ IO CMHUCHJIa Ha 3akoHa 3a KpBbBTa,
KPBbBOJAPSIBAHETO U KPbBOIIPEIMBAHETO, KAKTO U 3a M3/ENUs, KOUTO B MOMEHTa Ha IIyCKaHe Ha
nasapa ChIbpXKaT KPbBHU MPOAYKTH, IJIa3Ma WIH KPHBHU KJIETKH, C U3KIIOYCHUE HA MEAUIIMHCKH
HA3JEUs 110 4. 3, T. 3;
7. MEIULIMHCKH W3JeNHs 1Mo wi. 2, ain. 1, T. 1, KOUTO HE ca MpeAHa3HAuYeHU 3a MyCKaHe Ha Iasapa,
U3IMOJI3BAaT €€ Ha MSCTOTO Ha IPOU3BOJCTBO M aKO C€ M3IO0JI3BAaT B OOEKTH B HEMOCPEICTBEHA
OJIM30CT 10 HETO, COOCTBEHOCTTA BHPXY TAX HE C€ MPEXBBHPIIA HA IPYro IOPUINYECKO JIUIIE.
(2) B cnywaure no an. 1, T. 2 uzgenuero TpsOBa Ja OoTroBaps Ha M3MCKBaHHUATAa Ha 3aKoHa 3a
JIEKapCTBEHUTE MPOJYKTH B XyMaHHaTa MenuurHa. ChIIECTBEHUTE M3UCKBAHUS, OMPEICIICHU IO
pena Ha TO3M 3aKOH, Ce€ IpwiaraT caMO I10 OTHOIIEHHWE Ha XapaKTEpUCTHUKUTE, CBBP3aHU C
6e301macHOTO (PYHKIIMOHUPAHE HA U3JIETHETO.

Ui 6. B u3nbiaHeHne Ha MpaBoOMOIIUATA CH 110 To3U 3akoH MAJI:
1. (u3m. - IB, 6p. 110 ot 2008 r.) u3BbpIIBAa pErUCTpallUs MPU YCIOBHATA M MO peja Ha IJiaBa
BTOPA;
2. (moBa — /1B, Op. 38 or 2015 r., B cuna ot 26.05.2015 r.) u3naBa paspenieHus 3a OLIEHsBaHE Ha
CHOTBETCTBUETO HA MEIULIMHCKUTE U3JIENHSI 10 I1aBa YeTBbPTA;
3. (mpenumHa 1. 2 — JIB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) u3gasa paspemieHus 3a
MIPOBEXKAaHE Ha KIMHUYHU U3MNUTBAHUS ¢ MEIULIMHCKU HU3/1EIHS;
4. (u3m. - JIB, 6p. 54 ot 2012 r., npeaumina T. 3, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) uznasa
paspeleHus 3a ThproBUs Ha €ApO ¢ MEAUIIMHCKY U3eIus;
5. (mpegumHa 1. 4 — IB, Op. 38 ot 2015 r., B cuna ot 26.05.2015 r.) u3BbpIIBa HAaA30p Ha
IyCHATUTE Ha Ma3apa /WK B JeHCTBUE METUIIMHCKU U3EINs;
6. (m3m. - JIB, 6p. 54 ot 2012 r., mpeaumHa T. 5, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.)
OCBIIECTBSIBA KOHTPOJ BBPXY CBXPAHEHHUETO, THPrOBUATA, KIMHUYHUTE HW3MUTBAHUS U
0€30MacHOCTTa Ha MEAULIUHCKUTE U3IeITHUS;
7. (mpegumHa T. 6 — 1B, 6p. 38 or 2015 r., B cmma ot 26.05.2015 r.) momappka cucrema 3a
pPErUCTpUpaHEe W aHAIW3 Ha ChOOLICHMS 3a MHIMJCHTH C MEIUIMHCKUTE W3JIeNUs U MpearnpreMa
CbOTBETHU MEPKH;
8. (mpemqumna 1. 7 — JIB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 ., ot™., 6p. 84 ot 2018 r., B cuna
or 12.10.2018 r.);
9. (mpenumna 1. 8 — 1B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) npenocrass uHpopmanus B
EBporeiickara 6a3a naHHU BBbB Bpb3Ka C IMyCHATUTE Ha Ma3apa W/WIM MyCHATUTE B JEWUCTBUE
MEIAULMHCKU U3IENUs;
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10. (mpemumua 1. 9 — 1B, Op. 38 ot 2015 1., B cuma ot 26.05.2015 r.) yyacTBa B ACHHOCTH B
ob0nacTra Ha MEAWIIMHCKUTE W3JACTUs, CBBpP3aHH ¢ paboTaTa HA MEXKIYHAPOJHU OpraHH,
OpraHM3aliii W JOTOBOpU, MO Kouto Pemybnuka bwiarapus e crpaHa, ¢ peryjgaTopHUTE U
KOHTPOJIHHTE OpraHUu Ha JPYrd AbPKaBH WM C OpraHu3anuure, padorem B oOjactra Ha
peryianuara Ha MeIMIUHCKU U3/IeNHS;

11. (m3m. - IB, 6p. 110 ot 2008 r., npeaumna T. 10, gom., 6p. 38 ot 2015 ., B cmina ot 26.05.2015
I.) Ch3/1aBa | MOJAbPIKa peructpute mo wi. 31, am. 2, wi. 58, an. 1, un. 67, ain. 1 u un. 81;

12. (mpegmmnua 1. 11 — JIB, 6p. 38 ot 2015 r., B cuia ot 26.05.2015 r.) ochiiecTBsiBa Apyru
NEHHOCTH, IPEABUICHU B TO3H 3aKOH.

Un. 6a. (Hos - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) U3nbanurennara
areHIMs 10 JIeKapcTBaTa W3rOTBS MOTHBHpPAHO WCKaHe 10 EBpomeiickara komucus 3a
mpearprueMane Ha HeOOXOAMMHUTE MEPKH, KOTaTO MPEICHH, Ye:

1. mpuaraneTo Ha KJIacH(PUKAIMOHHUTE TPaBUIA MO Wi. 2, ajl. 3 U3MCKBA B3€MAHETO Ha PEIICHUE
3a KIacu(UKauAaTa Ha ONMPEIeICHO MEIUITMHCKO U3/IEINE W KaTeropys OT U3AETHs 0 9. 2, all.
1,T. 3;

2. MaJieHO MEIUIMHCKO HW3JIeJIMe WM Tpyna OT u3Aenus mo 4wi. 2, ain. 1, T. 3, He3aBHCHUMO OT
KJIacU(UKALMOHHUTE TpaBWiia Mo 4Wwi. 2, al. 3, MoXke Ja Oble KiIacupUIMpaHO KaTo JPYr Kiac
W3JICIINS,

3. CbOTBETCTBHETO Ha JaJICHO MEIUIIMHCKO U3JIENe WM Ha rpyna OT u3aenus mo ui. 2, an. 1, 1. 2
win 3 TpssOBa 1a ObJie OIICHEHO MPH NPHUJIaraHe camo Ha €JIHa OT MPEIABHICHUTE B HApEAOUTE IO UII.
18 mpouenypu;

4. ce Hayara B3eMaHE Ha PEIICHWE 3a TOBA, JAJM OMPEACNICH MPOAYKT WIH Ipyrna OT MPOAYKTH
rmonaja B IPHJIOKHOTO TI0JIe Ha TO3HU 3aKOH.

Un. 7. (1) 3a peructpanusi 1 u3/laBaHe HA YJAOCTOBEPEHUE 33 PETHCTpALlU, 3a U3JaBaHe
Ha pa3pelieHus U yIO0CTOBEPECHHUs 10 pejia Ha TO3HM 3aKOH, KAKTO U 3a BIIMCBAHE HA MPOMEHH B TIX,
ce 3aIIamar TakCu B pa3Mmep, onpeseseH B Tapuda, oqodpeHa or MUHUCTEPCKHS ChBET.
(2) (U3m. — [IB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) CpeacrBara oT Takcute mo ain. 1 u ot
TJIOOUTE ¥ UMYIIESCTBEHUTE CAHKIIWW, HAJaraHd Ha (U3MYECKU M IOPUAMYSCKH JIMIA 10 peaa Ha
TO3H 3aKOH, C€ BHACAT KaTo MpUxoJ no o0romkera Ha MAJL

Paszpen 11
IlyckaHe Ha ma3apa u/WiM IMyCKaHe B JeiicTBUE HA
MEAMIUHCKH U31eTUs

Yn. 8. (1) MeauuuHckuTe M3AEIMs ce MycKaT Ha Ia3zapa W/WJIM ce MycKaT B JIEHCTBHE,
KOTaTo OTIOBapsT Ha U3UCKBAHUATA HA TO3U 3aKOH M HAa aKTOBETE 110 IPUJIAraHETO MY.
(2) MeauuuHCKUTE U3AETHS, ¢ U3KIIOUEHHE Ha M3pabOTEHUTE 1O MOPbUKa, Ce MycKaT Ha Iasapa
W/UaM ce myckar B jeiicTBue, koraro umar HaHeceHa "CE" mapkupoBka mo wi. 15, kosdro
yJIOCTOBEPsIBA, Y€ ChOTBETCTBUETO HA M3/IEIHATA ChC CHIIECTBEHUTE U3UCKBAHUS € OUJIO OLIEHEHO
10 MPUIJIOKUMUTE MPOLIEAYPH 32 OLIEHSIBaHE HA ChOTBETCTBHUETO.

Un. 9. (1) Msnbauutennuar aupektop Ha WMAJl u3naBa 3amoBen 3a BpEeMEHHO

MPEyCTaHOBSIBAHE WJIM 3a 3a0paHa Ha IMyCKaHETO Ha Ia3apa W/WIM MyCKaHETO B JEHCTBHE W 3a
M3TETJIsSIHE OT Na3apa Ha MEeIUIMHCKH u3nienus ¢ HaneceHa "CE" MapkupoBka no ui. 15, kakTo u Ha
W3/1eNns, U3pa0OTeHH IO MOPBYKA, KOUTO MOTAT Ja 3acTpaiiar 3/IpaBeTo M O0e30MacHOCTTa Ha
MalUEeHTUTE, HAa MEAUIMHCKUTE CIEeUUATMCTA WIM Ha TPEeTH JIMIA, KOrarto ca MPaBUIHO
WHCTaJTUPaHH, MOJIbPKAHU U C€ M3IOI3BAT IO MIpeTHa3HAYCHUE.
(2) M3npnHUTENHATA areHIMs 10 JieKapcTBaTa He3abaBHO mHpopmupa EBponeiickata komucus 3a
3amoBeATa Mo aj. | U 3a mpeAnpueTuTe MEPKHU, KaTo MOCOYBA MPUUYMHHUTE 32 HECHhOTBETCTBUETO HA
W3/IeNIUATa ¢ U3UCKBAHUSATA HA TO3W 3aKOH U HA aKTOBETE MO MPUJIAraHETO MY, KOUTO MOrar Ja ce
IBIDKAT Ha:
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1. HeM3'BJIHEHHE HA CHIECTBEHUTE U3UCKBAHUS, ONIPECIICHH B HApeIOUTE 1o 4. 18;
2. HENpaBWJIHO NpUJIaraHe Ha CTaHAapTUTe 1o 4i. 13, an. 1;
3. HeAOCTaThIM B cTaHAapTUTe 1o wi. 13, am. 1.

Un. 10. (1) Jlumero, KOETO HOCHM OTrOBOPHOCT 3a IYCKAaHETO Ha IMaszapa W/Wid 3a
MyCKAaHETO B JICHCTBHE HA METUIIMHCKUTE W3/ICIHS, € POU3BOAUTEIIAT.
(2) (U3m. - [IB, 6p. 110 ot 2008 r.) KoraTto mpou3BOIUTENAT HE € YCTAHOBEH HAa TEPUTOPHATA HA
IbpKaBa YiICHKA WM Ha JbpkaBa OT EBpOINEHCKOTO MKOHOMUYECKO MPOCTPAHCTBO, TOW MHCMEHO
YI'BJIHOMOIIABA CBOM IPEACTABUTEN, HapuyaH IO-HATaThK "yIBJIHOMOUIEH mpenactaBuTen". 3a
MEIUIMHCKO M3JIENINE WU M3eTNe OT €IUH U ChII MOJEN, IyCHaTo/u Ha ma3apa Ha OOIIHOCTTA,
MIPOU3BOIUTEIAT YI'BIHOMOIIIABA CaMO €HO JIUIIE.

Y. 11. (1) (Hdom. - AB, 6p. 84 ot 2012 1., B cuna ot 2.01.2013 r.) IIpousBoguTenaT Ha
MEIUIUHCKHI U3ETH € [UThKEH J1a TH MPOEKTHpa, pa3padoTBa, MPOU3BEX/a, OAKOBA U €TUKETHPA
B ChOTBETCTBUE ChC CHIECTBCHUTE M3UCKBAHMSI, ONPEICIICHN B HapeAOuTe 1Mo wi. 18 oT To3u 3aKOH
u/unn Ha TiaBa nera "a" u Ha Hapenbarta mo wi. 21, anm. 1 or 3akoHa 3a 3amuUTa OT BPEAHOTO
BB3/ICHCTBE HA XMMUYHHUTE BEIIECTBA U CMECH, M Jla OCHUTYPH OICHSIBAaHE HAa ChOTBETCTBHETO MM
0 MPHUIIOKUMHUTE 32 TAX MPOLEAYPH.

(2) (U3m. - IB, 6p. 110 ot 2008 r.) OneHsiBaHETO HAa CHOTBETCTBHETO MO all. 1 ce M3BBPIIBA OT
MIPOU3BOIUTEIIS.

(3) (Hoa - /1B, 6p. 110 or 2008 r., mom., Op. 84 or 2012 r., B cuna or 2.01.2013 r.)
[Tpon3BOAUTENAT MOXKE 1@ BB3JIOKM HA YIBIHOMOIICHHS CH MPEICTABUTEN Ja TPHIOKHU
MPOIIEyPUTE IO OIICHSBAaHE Ha ChOTBETCTBUETO, ONPECIICHN B HApEIOUTE 1O Wi. 18 OT TO3M 3aKOH
u/wiy Ha TiaBa mera "a" u Ha Hapexbarta mo wi. 21, anm. 1 or 3akoHa 3a 3amuUTa OT BPEAHOTO
BB3/ICHCTBUEC HA XMMUYHHUTE BEIIECTBA U CMECH.

(4) (Ilpegumna an. 3, u3m. - [IB, 6p. 110 ot 2008 T., 6p. 38 ot 2015 r., B cuna ot 26.05.2015 1.)
Koraro mponenypute, onpenieneHn B HapeaOuTe mo wi. 18, u3ucKBaT Hamecara Ha HOTH(UIIUpPaH
oprad 1o uwi. 63, aj. 4, IpOU3BOJUTEINAT WINA YIITBIHOMOIIEHUAT MY IPEICTABUTEN B CIy4auTe 10
al. 3 BB37ara Ha M30paH OT HEro HOTHU(HIMPAH OPraH Ja M3IBJIHU MPUIOKHUMHUTE 332 BHJA Ha
U3JICNMETO TPOLIEYPH B PAMKHUTE Ha KOMIIETEHTHOCTTA MY.

(5) (Hom. - IB, 6p. 110 ot 2008 r.) B cmyyante Ha MpOU3BOACTBO HA METUIIMHCKU U3AETHS IO Il
2, am. 1, T. 3, mpU KOETO € WU3MOJI3BaHA HEXU3ZHECTIOCOOHA JKUBOTUHCKA TbBKaH WIH
HE)XU3HECIOCOOHU TMPOJYKTH, IIOJy4Ye€HHM OT O>KMUBOTMHCKM TBKaHHM, TNpPEAM OLIEHSABAaHE Ha
CBHOTBETCTBUETO UM TIO ajl. | MPOM3BOAMTENAT U3BHPINBA aHAIN3 HA PUCKA M yIIPaBJICHHE HA PHCKa
MIpH clia3BaHe Ha M3MCKBaHUATA, OTMPE/IeNIeHH B Hapeaoure mo 4. 18.

(6) (Ilpemummma an. 4, usm. - JIB, Op. 110 ot 2008 r.) IIpouM3BOAMTENST WU HETOBUST
YITBJTHOMOIIIEH MPEICTaBUTEN U HOTH(PHUIIMPAHUAT OPTaH Mo ajl. 4 CKII0YBAT JOTOBOP 3a YCIOBHUATA,
MIPH KOUTO C€ TPOBEXKA OIICHSBaHE ChOTBETCTBHETO HA METUIITHCKHUTE M3/ICIHSL.

Yn. 12. (1) (Hom. - [IB, 6p. 41 ot 2009 r., B cuna ot 2.06.2009 r., u3m., 6p. 98 ot 2010 1.,
B cuwia ot 1.01.2011 r., 6p. 38 or 2015 r., B cuma ot 26.05.2015 r.) B unTepec Ha 31paBeTo Ha
HACEJICHHETO M M0 MOTHBHMPAHO MCKaHE HA pervoHallHaTa 3/IpaBHA WMHCHEKIus, Ha Hanuonamuus
HEHTHP 1O OOIIECTBEHO 3[paBe W aHAIM3M WIM Ha Je4eOHO 3aBeJCHHE MUHHCTBPBHT Ha
3/IpaBEONAa3BaHETO MM ONPABOMOIIEH OT HEro 3aMECTHUK-MUHHCTBD IPHU IOJIOKUTEITHO
CTaHOBHIIE Ha M3MBIHUTEIHUS TupekTop Ha MAJI Moke che 3armoBes Mo U3KII0YCHNE Ja pa3penu
MyCKaHEeTO B JIEUCTBHE HA MEUIIMHCKO M3/1ei1e, 0e3 Ja ca HajIMlle YCIOBUATA 110 4. 8.
(2) YcnoBusiTa U peabT 3a IyckaHe B JIeHCTBUE Ha M3Zenus Mo aj. 1 ce ompenensT ¢ Hapenba Ha
MUHUCTBPA Ha 3/]paBEOMa3BaHETO.

Y. 13. (1) (Hom. - AB, Op. 84 o1 2012 r., B cuna ot 2.01.2013 r.) KoraTto menuumHCKHTE

W3JIeNHsl ca TPOCKTUPAHU M TPOU3BEACHH B CHOTBETCTBHE C HAIMOHAIHH CTaHAAPTH, KOUTO

BBBEXKIAT XapPMOHU3HPAHUTE EBPONCHCKU CTaHIApTH, IpHeMa ce, Y€ Te OTroBapsiT Ha

CHILIECTBEHUTE M3UCKBAHUS, ONpPEICICHN B HapeaOuTe mo 4wi. 18 OT TO3M 3aKOH W/MIU Ha TaBa
nyn

rmera "a" u Ha HapemOaTta mo wi. 21a, am. 1 oT 3akoHa 3a 3amuTa OT BPEAHOTO BB3JCHCTBHUE Ha
XUMHUYHUTE BEIIECTBA U CMECH.

ctp. 5 or 49



(2) (U3m. - IB, 6p. 110 ot 2008 1., B crta ot 21.03.2010 r.) Korato MeauImHCKUTE H3ACIHS 110 YII.
2,an 1, T. 2 1 3 ca MpOEKTUPAaHU U MPOU3BEACHU B CHOTBETCTBUE C opHIMaIHATa (papMaKores B
Peny6inka bwarapus, onpenenena B wi. 12 Ha 3akoHa 3a JIEKApPCTBEHHUTE MPOAYKTH B XyMaHHAaTa
MeIUIMHA, IpUeMa ce, Y€ T€ OTrOBapsAT Ha CHIIECTBEHUTE M3UCKBAHMUS, ONPENCIICHN B HapeaouTe
o uJi. 18.

(3) Koraro MmequnuHCcKuTe M3aenust o 4wi. 2, ai. 1, T. 1 oT ciucwbk A, a npu HeoOXOIUMOCT - U OT
cHUChK b, ca mpoekTupaHu U MPOU3BEACHU B ChOTBETCTBHE C OOILIM TEXHUYECKU CHElU(UKALNY,
npueMa ce, e Te OTrOBapsT Ha ChIIECTBEHUTE N3UCKBAHMS, OTIPE/ICIICHN B HapeaouTe mo 1i. 18.

(4) Koraro npon3BoAMTENISAT HE MOXKE Jla CIAa3d M3MCKBAaHUATA Ha al. 3, TOM mpueMa TeXHUYECKU
pEelLIeHNs], C KOUTO /1a IOCTUTHE EKBUBAJIEHTEH PE3YTaT.

(5) Koraro ycranoBu, ye cTaHAapTUTE MO all. 1 He MOKPUBAT HAITBJIHO ChIIECTBEHUTE U3UCKBAHUS,
ompeneneHu B Hapenoure no wi. 18, MAJI u3rorBs u cpriacyBa opuuuaiHa Jbp>KaBHA TMO3UIIMA,
KOSITO ce IpeJcTaBsl Ha EBpomneiickaTa koMucus.

Un. 14. (1) (Hom. - [AB, 6p. 84 ot 2012 1., B cuna ot 2.01.2013 r.) IIpousBoguTensT Ha
MEIULUHCKI W3/IeIHs CbCTaBs TEXHUYECKA JOKYMEHTAllUs, YUETO ChIbpPXKAHUE € ONPEACICHO B
CBHOTBETHUTE HApenOH 1Mo Wi. 18 OT TO3M 3aKOH W/WiK Ha HapenOara mo wi. 217, an. 1 ot 3akoHa 3a
3aluTa OT BPEJHOTO Bb3ACHCTBUE HA XUMUYHUTE BELIECTBA U CMECH.

(2) Cnen wu3NbJIHEHHWE HAa MPWIOKUMUTE TMPOLENYpU 3a OLEHABAHE HA ChOTBETCTBHETO
IPOU3BOJUTENIAT MM HETOBUAT YIBIHOMOUIEH NPEACTAaBUTENl CbCTaBs JEKJIapanus 3a
CHOTBETCTBUE HA MEIUIITHCKOTO U3/ICITHE.

(3) Ilpou3BoaMTENAT WIM HETOBHUAT YIBJIHOMOIIEH HpPEICTaBUTEN € ANbKEH Ja CbXpaHsBa
TEXHUYECKaTa JOKyMEHTalMs Mo ajd. 1| U JexnapainusTa 3a CbOTBETCTBHE IO al. 2 Hal-Majiko 5
TOAMHU OT JaraTa Ha NPEyCTAaHOBSBAaHE HA MPOU3BOJCTBOTO HAa MEIMLMHCKOTO W3JEJNe U Ja T'H
IIpe/icTaBs U MOMCKBAHE 3a IPOBEPKA Ha JIMIaTa 1o 4j. 86, an. 2.

Yn. 15. (1) "CE" mapkupoBkara ¢ rpagu4Ho M300pa)KeHHE ChITIACHO MPHIIOKEHUETO,
KOSITO C€ HaHACS BbPXY MEAMIMHCKOTO M3JENNe MPEIH MyCKaHeTO My Ha Iazapa W/Wid MyCKaHEeTO
My B JielicTBUE, TpAOBa J1a ce pa3unTa JIECHO U J]a He MOXe Jja ce 3aJIn4M 0e3 clieau.
(2) "CE" mapkupoBKaTa ce HaHacsi Ha BUAMMO MSCTO BbpPXY HM3JEIMETO, B MHCTPYKUMSITA 3a
yrnoTpeba W BbPXY HEroBaTa CTEpUJIHA OIAKOBKA, ako MMa TakaBa. Korato e Bb3MOXHO, TS ce
HaHacs ¥ BbpXY NOTpeOuTencKaTa OaKoBKa.
(3) "CE" mapkupoBKaTa MMa BUCOYMHA Hail-MaJKo 5 MM, ako ChbOTBETHaTa Hapeada mo wi. 18 He
npenswxaa apyro. Ilpu HamansBane wnm yBennuyaBaHe pasMmepa Ha "CE" wmapkupoBkara
IPONOPLMHUTE B rpauyHaTa Mpeka TpsioBa Jja Ob/1aT Clla3eHu.
(4) (Usm. - JIB, Op. 110 or 2008 r.) Ho "CE" wmapkupoBkara mo ai. | ce HaHacs
UACHTU(DUKAIIMOHHUAT HOMEpP Ha HOTU(UIMpaHMUsS OpraH B ciaydauTe mo wi. 11, am. 4, xorato
MIPOLEYPUTE, OTIpeiesieHN B HapeaouTe 1o wi. 18, U3UCKBAT HAaHACSIHETO MY.
(5) "CE" mapkupoBKaTa 1 HACHTU(DHUKAMOHHUIT HOMEP 10 all. 4 HE Ce HAHACST BBPXY H3ICIHETO
caMo KOrato pa3MepuTe U popmara Ha U3JeIUETO HE MTO3BOJISIBAT TOBA.
(6) Beska npyra MapkupoOBKa, KOSITO Ce HaHACsA BbPXY U3ZEIUETO, BbPXY OMAKOBKAaTa MY W/MJIH B
MHCTPYKLHUATA My 3a ynorpeOa, He TpsiOBa J1a MOABEX/1a NOTPEOUTENS - MEAUIIMHCKHU CIIEUAINCT
WIN TIallMeHT, OTHOCHO MapKHUpoOBKaTa 1o aji. 1| u He TpsOBa Aa HapyllaBa HeWHaTa BUAUMOCT U
YETIIUBOCT.
(7) B cnyuait Ha u3genus, KOUTO ce IyCKaT Ha Iazapa B cTepuiHa onakoBka, "CE" mapkupoBkaTa
ce HaHacs KaKTO BbPXY CTEpPHIIHATA, TaKa U BbPXY MOTpeOUTENICKaTa OMaKoOBKa Ha U3/IETUETO.
(8) IIpu 1sutocTHO MpepaboTBaHE HA M3/EIHETO, KOETO MOJKE JIa MOBJIMsAE Ha HETOBOTO 0€30MacHO
n3non3Bane, "CE" mapkupoBKara ce HaHacs Ciell MOBTOPHO OLEHSBAHE HA W3AECIUETO ChIIACHO
MPUIIOKUMHUTE TPOLIEAYPHU, ONIpEeNIEH! B HapeaouTe mo wi. 18.
(9) (Hon. - B, 6p. 84 ot 2012 r., B cuna ot 2.01.2013 r.) Korato MmeaMuMHCKOTO U3JeNUe € B
NPUIIOKHOTO T0JIE HAa HapeaOuTe Mo wi. 7 OT 3akoHa 3a TEXHUYECKUTE H3MCKBAHUS KbM
MPOJAYKTUTE W/WJM Ha I1aBa nera "a" m Ha Hapenbara mo wi. 217, an. 1 oT 3akoHa 3a 3amTa OT
BPEIHOTO BB3ACHCTBHE HAa XMMHMUYHHUTE BEIIECTBA M CMECH, NpEABMKIAIIM HaHacsiHe Ha "CE"
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MapKUpOBKa, MAapKUpPOBKaTa yJOCTOBEpsiBA CHOTBETCTBUETO Ha H3JEIMETO C HM3UCKBAHUATA Ha
BCsIKa OT HapeAOuTe, OCBEH ako B HapeAOUTe € MPeABUACHO JAPYTO.

(10) Ha u3nox06u, maHaupu, AEMOHCTpPAllMU, MPOMOLUHU, HAYYHH U TEXHUYECKH KOH(EepeHIUU
MOTaT JIa Ce MPEACTaBAT MeIUIIMHCKH n3nenust 6e3 Hanecena "CE" mapkupoBka.

(11) B cniydaute no an. 10 mpou3BOIUTENAT HaHACS BHPXY U3AEIUATA BUIUMO 0003HAUYECHUE, KOETO
HEJBYCMHUCJICHO IMOKa3Ba, Y€ T¢ HE ca MpeJHA3HAUCHU 3a MyCKaHe Ha Ma3apa W/WIU 3a IyCKaHE B
JIEUCTBUE.

Un. 16. (1) [IpousBoguTensT Ha MEAUIIMHCKH U3JETUS € JUTbKEH Ja MOCOYU HMETO,
CelajMIlIeT0 M ajapeca CH Ha YIpaBICHHE BBPXY H3ICIUETO, BHPXY OIAKOBKaTa My U B
MHCTPYKIHUATA 32 yrnoTpeda. MHCTpyKIus 3a ynoTpeda He ce M3MCKBa 3a W3JeNus 1o wi. 2, ai. 1, T.
3 ot knac I u Ila, kouto Mo mpereHka Ha MPOU3BOAMUTENS MOTaT Ja ce M3MOJ3BaT Oe30macHo 6e3
MHCTPYKLHUSA 32 ynotpeoa.

(2) Bbpxy omakoBkaTa M B MHCTPYKLHMATA 3a yrnoTpeda Ha M3/eTusi, KOUTO C€ BHACAT OT TPETU
IbpP)KaBU Ha TEPUTOpHATA HA EBPONEHCKUSA CbIO3 WJIM Ha TepuUTOopuATra Ha EBpomnenckoro
MKOHOMHMYECKO MPOCTPAHCTBO, CE€ MOCOYBAT JOMBIHUTEIIHO UMETO U aAPEChT HA YII'BIHOMOIICHUS
IIPE/ICTaBUTEN U HA BHOCUTEJIS.

(3) UuactpyknusTa 3a ynorpeda TpsiOBa na Obe chCcTaBeHa U Ha OBITAPCKU €3UK.

Un. 17. TIpou3BOAMUTENAT WM HETOBUST YITBIIHOMOIIEH MPEICTABUTEN € JUThXKEH Ja
ocUrypu 0€30MacHOTO MHCTAJIMpaHe Ha METUIMHCKUTE HM3JeNus Ha Tepuropuara Ha PemyOnmka
bearapus, koraro crenudukara UM U3MCKBAa TOBA CHITIACHO MHCTPYKIHSTA 3a yrmorpeba, u na
rapaHTUpa MOAIPHKKATA HM.

Un. 18. (U3wm. - [IB, 6p. 82 ot 2009 r., B cuna ot 16.10.2009 r., 6p. 14 ot 2015 1., Op. 41
ot 2024 r., B cuina ot 10.05.2024 r.) MHUHHCTEPCKHUAT CHBET IO NPEIJIOKCHHE HA MUHHCTHpa Ha
3/IpaBeOIa3BaHETO MU HAa MUHUCThpPAa HAa MKOHOMHUKATa M HMHIYCTPUSTA OMpeAeis ¢ Hapenou 3a
MEIHUIIMHCKATE W3JIeNIUs 110 4. 2, air. 1:

1. ChIIECTBEHUTE U3NCKBAHUS;

2. TpoueAypuTe 3a OILIEHABaHE Ha CBHOTBETCTBHETO CBhC CBIIECTBEHUTE W3UCKBAHHUS U
CHABPKAHUETO HA TEXHUYECKATA JOKYMEHTAIIHUS;

3. mpaBuiaTa 3a KjacupuKanus Ha MeIUIIUHCKUTE U3AeNus o wi. 2, an. 1, T. 3;

4. ciuChIUTE, ONPENeIs 00XBaTa Ha TPYNMUTE UH BUTPO TUArHOCTHYHU METUIIMHCKU U3IEITHUS;

5. U3UCKBaHUSATA 32 MPOBEXKJAAHE HA aHAJIU3 HA PHCKA U 3a YIPaBJICHUE HA PHUCKA 32 MEIUIMHCKU
n3gemms mo wi. 11, aim. 5.

Paznged 111
Ilyckane Ha ma3apa u/uJiM MyCKaHe B JeliCTBUE HA
MEAULUUHCKH U3/1e/IUs, U3PA00TEeHHU 0 MOPbYKA

Un. 19. (1) (U3m. - JIB, Op. 110 ot 2008 1., B cuna ot 21.03.2010 r.) [IpousBoaurenst
WIM HETOBUAT YIIBIHOMOILIEH TMpEJCTaBUTEN, MpeAu Ja IMyCHEe Ha Ma3apa W/Wih B JeWCTBUE
MEJIUIIMHCKO U3JeHe 1o Wwi. 2, ai. 1, T. 2 unu 3, u3paboTeHOo Mo MOphYKa, ChCTaBs JTOKYMEHTAIIHS,
KOSITO ChAbpXKA:
1. MeTo 1 aapeca Ha MPOU3BOIUTEIIS,
2. uAEeHTH(PUKAIMOHHU JaHHU Ha U3/IEIINETO;
3. Jexnapamus, Ye MEAWIIMHCKOTO W3Jelue € MpeAHa3HAuYeHO 3a CIeNHaiHa yrmoTrpeda oT
KOHKPETEH IMallueHT, YUETO UME CE MOCOUBA;
4. UMeTO Ha JieKaps WIM Ha JIeKaps IO JSHTAJHA MEIUIIMHA, KOWTO € WM3TOTBWJI 3aJaHHETO 32
n3paboTBaHEe Ha U3/IETUETO, 1 HAMMEHOBAHUETO Ha JIeYeOHOTO 3aBEJICHIE, KOTaTo € Bb3MOXKHO;
5. cnerupUIHA XapaKTePUCTHKN Ha MEIUITMHCKOTO M3JIe]Iie ChIIIACHO 3aJaHHETO;
6. JeKmapaius, ye U3JeIMeTo ChOTBETCTBA Ha MPUTIOKUMUTE 32 HETO CHIIIECTBEHHU N3HCKBAHUSI.
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(2) (U3m. - JIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 1.) B cmyuauTe, Korato M37eIHEeTO HE
OTrOBapsi Ha HSKOE OT MPHJIOKUMUTE 32 HEro ChIIECTBEHH HM3UCKBAHUS, HECHOTBETCTBUETO C€
000CHOBaBa B JIeKJIapanusara o ai. 1, 1. 6.

(3) (Jom. - B, op. 110 or 2008 r., B cuia ot 21.03.2010 r.) Jokymenrauusita no an. 1 ce
ChXpaHsBa OT MPOU3BOIUTENS UJIM OT HETOBHS YIIBJIHOMOIIEH MPEACTABUTEN 32 CPOK HAM-MAJIKO 5
TOJIMHHU, a B CIIy4YauTe Ha UMIUTAHTUPYEMHU MEMIIMHCKU U3ACNUA MO 4. 2, ai. 1, T. 3 ¥ Ha u3aenus
no wi. 2, ain. 1, T. 2 - 3a cpok Hail-manko 15 rogunHmu.

(4) (Hoa - B, 6p. 110 or 2008 r., B cuna or 21.03.2010 r.) JlokymeHnrauusita mo ai. 1,
npuapykaBalia u3aeauara mo wi. 2, ai. 1, T. 2 u uzgenusara mo wi. 2, ain. 1, 1. 3 ot kiac Ila, 116 u
111, ce mpenocTaBs Ha KOHKPETHHS MAIMEHT, UACHTU(DUIIPAH ¢ UME, aKPOHUM WM HU(PPOB KO/I.

(5) (Ilpeaumina ain. 4, u3m. - JIB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) [IpousBoauTenar Ha
u3nenus mo wi. 2, ain. 1, T. 2 u 3, u3paboTeHu 1o MophYKa, MPEA0CTaBs MpH mouckBane ot MAJI
CIUCHK Ha U3JICNIUATA, TyCHATH B JICHCTBUE HAa TepuTopusaTa Ha PenyOnuka beirapus.

Ui 20. (1) (U3m. - AB, 6p. 110 ot 2008 r.) [Ipon3BOIUTENAT CHCTaBsI JOKYMEHTAIHS,
BKJIIOYBAIA ONMCAHUE Ha MPOCKTHPAHETO, HA MPOU3BOJACTBOTO M Ha JCHCTBUETO HA W3JIENIUETO,
BKJIFOUMTEITHO OYAKBAHOTO JEHCTBHE, KOATO TIO3BOJISBA OIICHSIBAHE CHOTBETCTBHETO HA M3/ICITHETO C
M3HCKBAaHUATA HA TO3M 3aKOH U Ha HapenoOute 1o 4wi. 18. B mokymeHTanusTa ce mocousa u apechT
Ha TIPOU3BOICTBECHOTO/TIPOU3BOICTBCHUTE TIOMEIICHHIE/ TIOMEIIICHHUS.

(2) IlpowsBomUTENAT € JUIBKEH Ja HpeAlpueMe HEOOXOJUMHTE MEPKH, 3a Ja OCUTYpU upe3
MIPOU3BOJICTBEHHUS MPOIIEC CHOTBETCTBUE HA M3ENMsTA 1O Wi. 19 ¢ mokymeHTanusra o ai. 1.

(3) (Hosa - JIB, 6p. 110 ot 2008 r.) [IpousBoautensT mpeaoctaBs AOKyMEHTalMsTa 1mo ai. 1 3a
IIPOBEpKa IIPU IMOMCKBaHE Ha JiMaTa 1o 4j. 86, ai. 2.

Paszpen IV
Ilyckane Ha ma3apa Ha CMCTEMH WJIM HA0OPH MeIUIIMHCKHA
H3/1eJIuA

Un. 21. (1) dusuyuecko WM IOPUIUYECKO JIMIIE, KOETO KOMIUIEKTYBA MEIUIIMHCKU
n3znenus no wi. 2, an. 1, 1. 3 ¢ Hanecena "CE" mapkupoBKa, NIpein Ja TH IIyCHE Ha Ia3apa KaTo
cUCTeMa WM Habop, ChCTaBs JAeKiIapalus, B KOSITO 3asBsBa, 4e:

1. e KOMIIJIEKTYBaJl cUCTeMara WiM Habopa B 3aBUCHUMOCT OT NpEIHA3HAYEHHUETO Ha OTACITHHUTE
W3JIeMs U OTPAaHNYEHUATA UM 3a YIOTpeOa, onpeiesieHu OT IPOU3BOIUTENNTE;

2. € pOBEPUIT CHbBMECTUMOCTTA HAa OTHEIHUTE MEAUIIMHCKHU U3IEIUS U € MPOBEN ONEPALUUTE TI0
KOMIUIEKTYBAHE B CbOTBETCTBUE C MHCTPYKIIMUTE HA IPOU3BOJUTEINTE;

3. e omakoBaj cucCTeMaTa WM Habopa M € NpeAocTaBMi HeoOxoaumara HHGOpMalus Ha
MOTPEOUTENUTE, KOATO BKIIOYBA ChOTBETHUTE MHCTPYKIIUU OT POU3BOAUTEIIUTE;

4. nefiHocTTa My € 00EKT Ha ChOTBETHM MPOLIETypPH 3a BHTPELIEH KOHTPOJ U POBEPKA.

(2) Korato HAKO€ OT M3UCKBaHMATA Ha all. | HE € U3IIBIHEHO, CUCTEMaTa Wi HaOOPBT MOJIeKAT HA
OLIEHSIBAaHE HAa ChOTBETCTBHETO ChC CHIECTBEHUTE M3MCKBAHUS, ONpPEJENIEHH B HapeAOuTe Mo il
18.

Yn. 22. (1) ®uzndecko WM IPUIMUECKO JHIIE, KOETO CTEPUIIM3HpA CUCTEMH WM Habopu
MEIUIMHCKY U3AENUA 10 Wwi. 21 W/uin MeIUIUHCKY U3ens Mo wi. 2, an. 1, T. 3 ¢ Hanecena "CE"
MapKHpOBKa, MpeAHAa3HaYeHN OT MPOU3BOAUTENS J1a ObJIaT CTEPUIIM3UPAHU Mpean ynorpeba, 3a Ja
M IMyCHE Ha TMa3apa, TpsAOBa Ja OLEHU CHOTBETCTBUETO WM IO MPOILENypH, OINpEAeTeHH B
ChOTBETHaTa Hape0a mo ui. 18.

(2) (Jom. - JIB, 6p. 110 ot 2008 r.) Ilpunaranero Ha mporeaypute mo ai. 1 u geicTBusTa Ha
HOTU(UIMPAHUsT OpraH ce OrpaHHyYaBaT JO IOCTUraHE Ha HM3UCKBAHMATA 3a CTEPUIIHOCT 0
MOMEHTa Ha HapylllaBaHe LEeJIOCTTa Ha OIaKOBKaTa Ha U3JIEIHETO.

(3) JIuuero mo an. 1 cbeTaBs Jekiapaius ChbIIaCHO M3MCKBAHUATA, MPEIBUIECHU B ChOTBETHATa
Hapen0a, 4ye CTepHIIN3alMsITa € U3BbPIlIEeHA B CbOTBETCTBUE C MHCTPYKLIUUTE HA MPOU3BOAUTEIHTE.
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Un. 23. (U3m. - JIB, 6p. 110 ot 2008 r.) Jlumara mo un. 21, am. 1 u un. 22, am. 1
ChXpaHsIBaT ACKJIApPAIlMUTE 32 CPOK 5 TOAMHH M TH MPEJOCTaBAT MPHU MOWCKBAHE 3a MPOBEpKa Ha
JIMIIaTa 1o 4i. 86, ai. 2.

Un. 24. Cucremure uian HAOOPUTE METUIIMHCKHM H3AETH 1O wi. 21, crepuinu3upaHuTe
CUCTEMU WJIU HaOOpU U MEIUIIMHCKUTE U3eNus 1Mo wi. 2, ain. 1, T. 3 ¢ Hanecena "CE" mapkupoBka,
MpeHAa3HAYEHU OT MPOU3BOAUTENS Ja OBJAT CTEPHIM3UPAHU TPEau yrmoTpebda, ce MMycKarT Ha
nazapa 6e3 mombianutenHa "CE" MapkupoBka, MPUAPYKEHU OT MHCTPYKIUA 32 yHmoTrpeda, KOSTO
BKJIFOYBA, KOTaro € HeoOxoaumo, WH(GOpMANUATa, MPEAOCTaBEHA OT MPOU3BOIUTEIUTE Ha
OTJENHUTE H3JeNus OT CHCTeMaTa WM Halbopa, M3HCKBAaHUSATA KbM KOSTO ca OMNpEIENIeHH B
ChOTBETHATA Hapeada mo 4. 18.

Paznea V
OuneHsiBaHe Ha JAelCTBMETO HA HMH BHUTPO JAHATHOCTUYHH
MEIUIHHCKHA U316/ INA

UYn. 25. (1) Ouenkata Ha ChOTBETCTBHETO HA WH BUTPO JUATHOCTUYHUTE MEIULIMHCKH
U3JIeNUsl ChC CHEU(PUYHOTO MM IIpeJHA3HAYeHHE IPU YCIOBHUA Ha ymnoTpeda, ONpeneseHH OT
MIPOU3BOIUTENIS, CE U3BBPIIBA C OLIEHKA HA JIEWCTBUETO Bb3 OCHOBA HA:
1. cOopHU MaHHU OT HAaydHATa JUTEPATypa, OTHACALIN C€ JIO MPEJAHA3HAYCHUETO Ha M3/IEIHUETO, U
KPUTHYEH aHAJIU3 HA TE3U JaHHU, U/UIH
2. PE3YIATATUTEC OT U3IKUTBAHUATA IIPHU OLICHKA Ha ﬂCﬁCTBHCTO WM APYTrd MOAXOAAIIHN TECTOBC.
(2) I[Ipou3BOIUTENSAT UIIM HETOBUST YII'BIHOMOIIEH MPEACTABUTEN, IPEIH JAa IPEI0CTaBU UH BUTPO
JIMAarHOCTHYHU MEAMIIMHCKYU M3JIENUs 32 OICHsSBaHE Ha JICHCTBHETO B aKpeIUTHPaHa JIabopaTopus,
CbCTaBsI TJOKYMEHTAIIUs, KOSTO ChABPXKA:
1. I/I[IeHTI/I(i)I/IKaIII/IOHHI/I JaHHU Ha U34CJIUCTO,
2. TIIaH 3a OIICHsSBaHe, KOWTO ChAbpKA IIeNiTa, HAYYHUTE, TEXHUYECKUTE WJIM MEIUIUHCKUTE
OCHOBaHUs1, 00XBaTa Ha OLICHSBAHETO U OPOs HA U3/IETUSATA;
3. CIIUCHK Ha aKPEAUTHPAHUTE JTAOOPATOPUU, KOUTO YUACTBAT B OIICHSBAHETO;
4. HauayHa JaTa U MJIaHUpaHa NPOJBJDKUTEITHOCT Ha OLIEHSABAHETO;
5. TIpu U3JENHs 3a CaMOTECTYBaHE - MSCTO M Opoil Ha juiata 0e3 MEeIUIIMHCKA KBaJU(UKaIus,
KOUTO I1I€ Y4acTBaT B OLICHSIBAHETO;
6. Jnekyapaius, Y€ MEAMIIMHCKOTO W3JeIHe ChOTBETCTBA HAa MPUIOKUMHUTE ChHIIECTBEHH
W3HUCKBaHUS, C M3KIIOYEHHE Ha TE€3M, KOUTO ca OOEKT Ha OLIEHsSBaHE Ha JEHCTBHETO M KOUTO ca
HU3PUYHO IMOCOYCHHU, U Y€ Ca NMPCANPHUCTH BCUYKHU IMPECAITIa3HU MCEPKHU, H€O6XOI[I/IMI/I 3a 3alyTra Ha
3/IpaBeTo U 06€30MacHOCTTa HA METUIIMHCKUTE CIIEIIMAMCTH, Ha MAI[UEHTUTE WK Ha TPETH JIUIIA.

Ui 26. (1) IlpousBoauTensiT ChbCTaBsi TEXHUUECKATa JOKyMEHTaus 1o wi. 14, an. 1 u s
IIpeICTaBs 3a IPOBEPKA IIPU IMOMCKBAaHE Ha JIMaTa 1o 4i. 86, ai. 2.
(2) [pousBonuTensar € JUIbXEH Ja MpearnpueMe HeoOXOJUMHUTE MEpKH, 3a Ja OCUTypU upe3
IIPOU3BOJICTBEHUS TIPOLIEC CHOTBETCTBUME HA MH BUTPO JMAarHOCTUYHHUTE MEIMLIMHCKH M3JENINA 3a
OLICHSBaHE Ha JEWCTBUETO C JOKYMEHTAIUsATa 1O ail. 1.

I'1aBa BTOpAa
PEI'NCTPAIUSA HA JIMLA, KOUTO ITYCKAT
MEJUIWHCKUA U3JAEJINSA HA ITA3APA
(3aru. u3m. - /IB, op. 110 ot 2008 r.)

Yn. 27. (1) (U3m. - B, 6p. 110 or 2008 ., B cuma ot 21.03.2010 r.) Koraro
MPOU3ZBOAUTENAT HA MEAUUMHCKA HM3JeAus 1mo 4wi. 2, ai. 1, T. 3 ot knac I, mpou3BOAUTENAT Ha
m3nenust mo wi. 2, am. 1, T. 2 m 3, u3paboTeHH MO MOpPbBYKA, KAKTO U (PUINYECKOTO WIH
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IOPUANYECKOTO Jule mo wi. 21, an. 1 u wi. 22, an. 1 ca peructpupanu no ThproBcKusi 3aKOH, T€
MO/IaBaT 3asiBJIICHUE 3a PEerucTpamnus 1mo oOpaszer A0 M3NbIHUTETHHsS nupektop Ha MAJl He mo-
KbCHO OT 14 nHU ciej myckaHe Ha W3JEJHEeTO Ha Ha3apa W/WiM B JIEHCTBUE HAa TEPUTOpUSTA Ha
Peny6nuka bbirapusi.

(2) KbM 3asBIeHreTO 3a perucTpanus 1o ai. 1 ce nmpumarar:

1. (m3m. - IIB, 6p. 60 ot 2011 r., B cuma ot 5.08.2011 r.) eaguHeH MACHTU(HUKAIIMOHEH KOJA Ha
JpY>KECTBOTO;

2. HAMMEHOBAaHME U ONMCAHUE HA U3JEIUETO;

3. JOKYMEHT 3a IIaTeHa TaKca B pa3Mep, Onpe/iesieH B Tapudara mo wi. 7, ai. 1.

(3) (U3m. - B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) Jlunara mo an. 1 ca mIexHU 12
YBEIOMAT B 14-7HEBEH CpOK M3IBIHUTENIHHS aupekTop Ha MAJI mpu nmpomsiHa Ha aapeca CH Ha
ynpasinenue. llpu mpomsnHa B uHpoOpMmanusaTa mo ai. 2, T. 2 ngumara mo ai. 1 1moaaBaTr 1o
M3MBIHUTENHUS Aupekrop Ha MAJI 3asBnenuero mo an. 1, KbM KOETO IpUJaraT CBbP3aHUTE C
npoMsiHaTa JTOKyMEHTH U JIOKYMEHT 3a IUIaTeHa Takca B pa3Mep, onpejerieH B Tapudara mo wi. 7,
an. 1.

(4) (Orm. - 1B, 6p. 110 ot 2008 1., B cuma ot 21.03.2010 1.).

UYn. 28. (1) KoraTto npou3BoauTensaT Ha U3Aenus mo wi. 2, ai. 1, 1. 1 mycka ot cBoe ume
Ha Ta3apa W/WiIM B JICHCTBUE Ha Tepuropusta Ha PemyOnmka bbiarapus Te3w wsgenus U e
peructpupan 1mo THProBCKUS 3aKOH, TOM IM0/aBa 3asBICHUE 3a PETUCTpalus Mo obdpasern o
M3IBJIHATENHUSA qupekTop Ha MAJL
(2) KbM 3asBieHHETO 32 peructpanus o ai. 1 ce mpuiarar:
1. (m3m. - IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) eauHeH uaeHTU(UKAMOHEH KOJ Ha
IPYXKECTBOTO;
2. uHopmamms 3a OOIIMUTE TEXHOJOTHMYHU W/WIM AHAIMTAYHH XapaKTCPUCTHUKH, CBBpP3aHA C
pPEaKTUBUTE, MPOAYKTUTE OT PEaKTUBHUTE, KATUOPATOPUTE U KOHTPOIHUTE MaTepUaIH;
3. B ciydail Ha u3aenus oT cnucbuu A, b u u3nenus 3a camorecTyBaHe - HAaMMEHOBAaHME, BUJ U
MOJIeTT Ha M3JEIHUETO, AHANUTUYHU M KOraTo € HeoOXOAMMO, IMArHOCTMYHU MapaMmeTpu IO
OTHOIIIEHHE Ha CbHILECTBEHUTE HM3UCKBAHMsS, IOCOYEHM B Hapeaodurte mo ui. 18, pesyaratu ot
OLICHKAaTa Ha JEHCTBUETO MO IJIaBa MbpBa, pazien V;
4. MHCTPYKIIUS 32 YyIOTpeba Ha OBJITapCKU €3UK;
5. JOKYMEHT 3a IIaTeHa TaKca B pa3Mep, OIpe/eNieH B Tapudara mo uwi. 7, ai. 1.
(3) (U3m. - [IB, 6p. 110 ot 2008 r.) [Ipou3BoauTensT, KOWTO OT CBOE UME ITyCKa HA mMa3apa W/Wuiu B
JeiicTBre Ha TepuTopusaTa Ha PemyOnuka bbiarapus HOBO MH BUTPO AMArHOCTUYHO MEIUIIMHCKO
W3/IeNie, KOraTo € peructpupan no TeproBckust 3akoH, nogasa 10 MAJI nokymeHTanusTa mo ai. 2,
KaKTO M YKa3aHue, 4e U3EIHUETO € HOBO.
(4) (U3m. - IB, 6p. 110 ot 2008 r.) 11 BUTpO JUArHOCTUYHO MEAUIIMHCKO U3JIEIHE € HOBO, aKO Ha
raszapa Ha JbprKaBa YjeHKa WM Ha IbpkaBa OT EBponeiickoTo MKOHOMHUYECKO MPOCTPAHCTBO MpPeE3
MOCJICTHUTE TP TOIUHU:
1. TakoBa u3Jenue He € OWJIO MOCTOSHHO HAIMYHO 3a aHaJIM3UPAHUTE BEUIECTBA WIM JAPYTH
napameTpH, Ui
2. He e OuJa HAJIMYHA aHATTUTHYHATA TEXHOJIOTHS, U3I0JI3BaHa 32 IaJICHUTE aHaJTU3UPaHH BelleCTBa
WM MTapaMeTpH.
(5) (Orm. - 1B, 6p. 110 ot 2008 1., B cuma ot 21.03.2010 1.).
(6) (U3m. - ]IB, 6p. 110 ot 2008 1., B crita ot 21.03.2010 r.) 3asBieHneTo 3a perucrparus mo ai. 1
u 3 ce nmojasa B 14-IHEBEH CpPOK OT JaraTa Ha IMyCKaHEe Ha Ma3apa W/WiM MyCKaHe B JeWCTBHUE Ha
n3AemaTa mo wi. 2, aim. 1, T. 1.
(7) (U3m. - JIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) Jlunata mo an. 1 u 3 ca ATBXHHA 12
YBEIOMST B 14-1HEBEH CPOK M3NbIHUATENHUSA qupekTop Ha MAJT pu:
1. mpomsiHa B ajpeca Ha ynpaBJeHUE;
2. 3HAUUTEJIHU TPOMEHU B HHpOpMaIusTa 1o ai. 2, T. 2 1 3;
3. (ot™m. - IB, 6p. 110 ot 2008 ., B cmma ot 21.03.2010 1.);
4. M3TErJgHe Ha U3JIEJIMETO OT masapa.
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Y. 29. (U3m. - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) (1) B cygaure mo ui.
10, ann. 2, koraro ynbJIHOMOILEHHUAT MIPEACTABUTEN € PETUCTPUPaAH MO ThProBCKUS 3aKOH, M10/1aBa
no MAJI 3asBiaeHue U npuapysKaBaiiara ro JOKyMEHTalus 3a U3eusaTa o wi. 27, an. 1 u/unm no
ui. 28, an. 1 wm 3.
(2) YopiHOMOIIEHUAT npeacTaBuTen mo an. 1 yBemomsisa MAJI npu Besika mpoMsiHa Ha ajpeca cu
Ha yNpaBJICHHE.

Y. 30. (U3m. - IB, 6p. 110 ot 2008 r., B cmma ot 21.03.2010 r.) 3a BcHuku U3aeIHs 110
. 2, an. 1, 7. 2 umo un. 2, an. 1, 1. 3 ot kiuac Ila, 116 wiu 111, mycHaT B aeiicTBHE HA TEPUTOPHUATA
Ha Peny6nuka bwarapusi, MAJI Moxe 1a moucka NaHHU, WISHTU(DHUIMPAITNA U3ACIUETO, ETUKET H
MHCTPYKLUS 3a ynoTpeoa.

Y. 30a. (Hos - /1B, 6p. 110 ot 2008 r., u3Mm., 6p. 82 ot 2009 r., B cua ot 16.10.2009 r.,
op. 39 ot 2011 r., B cuna ot 1.01.2012 1.) (1) (M3m. — [IB, 6p. 43 ot 2016 1., 6p. 102 oT 2018 1., B
cuna ot 1.01.2020 r.) MsmbaauTenHaTa areHIus IO JIeKapcTBaTa TOIIbP)Ka HAa HHTEPHET
CTpaHWIlaTa CU CHHCHK HAa MEIUIMHCKHUTE W3JCNHUs, KOMTO MOTaT jJa ObJaT 3aruialllaHd ChC
cpencTBa oT Orojkera Ha HanmoHanHata 37paBHOOCUTYPHUTENTHA Kaca, OT IbpXKaBHUS OIOJKET,
M3BBH 00XBaTa HA 33BJDKUTEITHOTO 3JI[PABHO OCHTYPsIBaHE, OT OFOJDKETa Ha JICYCOHUTE 3aBEIACHHUS
mo wi. 5 or 3aKkoHa 3a JeueOHHUTE 3aBEJCHHs, KAaKTO U ChC CPEACTBA Ha JICUCOHHUTE 3aBEACHHUS C
IBbP>KaBHO W/WiM OOIIMHCKO ydacTre 1o wi. 9 u 10 ot 3akoHa 3a eueOHUTE 3aBEICHHS.
(2) CriuchkbT 10 ai. 1 chabpxka:
1. o0 naeHTU(HUKANMOHHY JJAHHU M XapaKTCPUCTUKN HA METUITUHCKOTO U3JICIIHC;
2. cepTU(PUKAIMOHEH U PETHUCTPAIIMOHEH CTaTyC Ha METUIIMHCKOTO U3/IEINE;
3. ThproBcka nHMOPMAINS, BKIFOUUTEIHO MPOJAKHA IIeHa 32 MEIUITMHCKOTO HM3JIeNUe, KaKTO U 3a
MIPOU3BOIUTEINS/ YIIBIIHOMOILICHHS MPEACTaBUTEN HIIM ThProBelia Ha MeIMIIMHCKOTO U3/IETIHE;
4. crornoct 1o 4i. 300, ai. 1;
5. (moBa — JIB, 6p. 67 ot 2020 r.) ThproBcka wHGOpPMAIKS, BKIIOYUTECIHO NPOJaXKHA IleHA Ha
MEIUIIMHCKOTO U3JENINEe, YAOCTOBEPEHA C JIOKYMEHT, MPEJACTaBEH MpeJ] ChOTBETHOTO MUTHHUYECKO
yUpEeKIEHHE, KAKTO M 32 IPOU3BOJUTENS/YI'BIIHOMOLICHHUS TMPEIACTaBUTEN, BHOCHUTEIS WU
THProBella Ha MEIUIMHCKOTO H3JIeJNe, KOraTo MEIUIIMHCKOTO H3JeNIUe CE€ BHACs OT TpeTa
IbpKaBa;
6. (moBa — /IB, Op. 67 ot 2020 r.) cCTOWHOCTTA, HA KOSTO MEAUIIMHCKOTO MU3JCIIUE € 3aIJIaTeHO OT
Hammonanuata 3apaBHOOCHTYpHUTENHA Kaca, MUHUCTEPCTBOTO Ha 3/[paBEOIa3BaHETO, JieYeOHUTE
3aBeACHUS MO Wi. 5 OT 3aKkoHa 3a Je4eOHUTE 3aBEJCHUS M OT JICUCOHUTE 3aBEACHUS C TBP:KaBHO
u/unm o0ImuHCKO ydactue 1o wi. 9 u 10 ot 3akoHa 3a ne4eOHUTE 3aBEACHMUS.
(3) (HoBa — JIB, 6p. 67 ot 2020 r.) Uudopmamusara mo ai. 2, T. 5 u 6 € JOCThIIHA camo 3a
WHCTUTYIIMUTE U JHUIaTa, KOUTO 3allallaT ChbOTBETHOTO MEAMIIMHCKO m3aenue. MHcTurymuute u
JUIaTa mo ai. 2, T. 6 HaMaT MpaBo Ja MpeIoCTaBAT MoTydeHaTa HHGOopMaIus Ha TPETH JIUIIA.
(4) (U3m. — 1B, 6p. 102 ot 2018 1., B cuna ot 1.01.2020 r., mpeaumHa an. 3, usm., 6p. 67 ot 2020
r.) YcioBustTa W peapT 3a BKIOYBAHE HAa MEIMUIIMHCKHA W3NS B CHUCHhKa mo ain. 1, 3a
MPeIOCTaBsIHE U ChXpaHsBaHe Ha MHGOpMAIUATA 10 ajl. 2, KAaKTO | 3a MOJUIbPKAHETO U TOCTHIIA J0
CIUCBHKA 10 al. 1, ce ompenensT B Hapeaoa, u3AaieHa OT MUHUCThPA Ha 3/IpaBE0Ia3BaHETO.
(5) (ITpeaumna an. 4 — JIB, 6p. 67 ot 2020 r.) He ce 3amnamar cbc cpeacTBa Mo ai. 1 MeaUIIMHCKI
W34eIus U3BBH CHUCHKA 110 ail. 1.

Yn. 306. (Hos - JIB, 6p. 39 ot 2011 r., B cuna ot 1.01.2012 1.) (1) AbpkaBaTa €XXeroIHo
ompenensi CTOMHOCTTA, JI0 KOSTO CE 3arliallaT MEIUIIMHCKUATE W3JENHs, BKIIOYEHH B CIUCHKA IO
yi1. 30a, an. 1.

(2) (M3m. — IB, Op. 67 ot 2020 r.) YcnoBusATa W peabT 3a ONpeAeisHE Ha CTOMHOCTTAa Ha
MEAUIIMHCKUTE U3/IeTHs 1o al. | ce onpeaensT B Hapeabdara no wi. 30a, an. 4.

(3) (Homa — JIB, 6p. 67 ot 2020 r.) C Hapenbara mo wi. 30a, an. 4 ce onmpenensaT U yCIOBUATA U
peabT 3a OmpeleNsHe Ha CTOMHOCTTa, [0 KOSITO Ce€ 3aljamar [OMOIIHUTE CPEACTBa,
MIPUCIIOCOOJICHUATA U ChOPHKEHHATA 32 XOpaTa ¢ YBPEXKIaHUsI ChC CpeAcTBa mo wi. 23, am. 1, 1. 11
oT 3aKOHA 3a 3/IpaBHOTO OCUTYpSIBAHE.
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Y. 31. (1) (Orm. - [IB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 1.).
(2) (U3m. - OB, 6p. 110 or 2008 r., B cuna or 21.03.2010 r.) M3nbaHuTeNHATA areHIUs IO
JIeKapcTBaTa BOAU PETUCTHP, KOUTO ChABPKA:
1. HOMep U J1aTa Ha perucTpalms;
2. HaMMEHOBaHME, BUJ] U KJIaC HA METUIIUHCKOTO U3/IEIINE;
3. UMe€ U aJpec Ha ynpaBjieHue Ha 3asaBuTess no wi. 27, an. 1, un. 28, an. 1 u 3 u un. 29, an. 1;
4. naTta Ha 3aJMYaBaHe HA MEIULIMHCKOTO U3JIEJIHE OT PErUCThPa U OCHOBAHUETO 3a TOBA;
5. 3a0eNIekKKH MO BIUCAHUTE OOCTOSITEIICTRA.
(3) (U3m. - IIB, 6p. 110 ot 2008 1., B cmma ot 21.03.2010 r.) M3nbaHuTenHaTa areHIUs IO
JIeKapCTBaTa MPEIOCTaBs JAHHU 33 PETUCTpalusaTa Ha u3aenusTa mo wi. 27, ain. 1, wi. 28, an. 1 u 3
U 1o wi. 29, an. 1 mpu NMOMCKBaHE OT PEryjlaTOpHU OpPraHU Ha JPYrH IbPXKAaBU YJICHKU WM OT
pETyJIaTOpHU OpraHW Ha JbpPKaBH OT EBpOMEWCKOTO HMKOHOMHYECKO WPOCTPAHCTBO M OT
EBporneiickara koMucusi.

I'naBa Tpera
KINMHUYHU U3SIINTBAHUA HA MEJUIINHCKUA
N3AEJINSA

Pasznen 1
OO0mu pasnopendu

Ui 32. (U3m. - IB, 6p. 110 ot 2008 1., B cruta ot 21.03.2010 r.) Knuanvno u3nuTBaxe ¢
MEIMUITMHCKHU M3AeNHs 10 uil. 2, at. 1, T. 2 1 3 ce mpoBex/a ¢ 1ed:
1. moTBBpKIaBaHe, Y€ MPU HOPMAIIHU YCIOBUSA Ha ymnorpeda H3ACIUETO M3IBIHSABA €IHA WU
noBeye oT (PyHKUUUTE, ONPEIeTICHH OT MPOU3BOIUTEINS;
2. unaeHTUPUIIMPaHEe HA HEXKEJIaHU CTPAaHUYHU €(DEeKTH NPH HOPMAIHHM YCJIOBHS Ha yrnoTpeba Ha
W3/IeIINETO;
3. TOpeleHKa OKOJIKO HIACHTU(UIMPAHWUTE HEXKETaHW CTPAHUYHU €(PEeKTH ca B paMKUTE Ha
MPUEMIIMBHUS PUCK, IPELEHEH CIPSIMO MOJ3aTa OT NPEIBUICHOTO MPEIHA3HAYCHNUE HA U3/1EIHETO.

Un. 32a. (Hos - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) OnensiBanero Ha
KIMHUYHUTE JaHHU OT M3MUTBAHETO C€ M3BBLPILBA MPH YCIOBUS, ONpEAeTeH! B Hapeadara mo 4.
48, am. 2.

Un. 33. KnuHUYHO M3MHUTBAaHE Ce IPOBEXk/1a B IeUeOHHU 3aBEICHUS TI0 CMUCHJIa Ha 3aKOHA
3a Je4yeOHUTE 3aBEICHMUS.

Un. 34. (1) KnuHUYHOTO M3NUTBAaHE C M3AENUATA MO Wi. 32 ce MpOoBeXaa MpH Clia3BaHe
Ha OCHOBHHTE TPHUHIIMIM, KOUTO TapaHTUpAT MpaBaTa, O€30MaCHOCTTA, 3/PABETO M YOBEIIKOTO
JOCTOMHCTBO Ha YYACTHUIMTE B HW3MUTBAHETO, omnpeaeseHH B Jleknmapanusta or XeI3UHKH 3a
€TUYHUTE TPUHIIMITH TPY TPOBEXKIaHE HAa KIMHUYHU U3MUTBAHUS BBPXY X0pa.
(2) IpaBara, GezomacHOCTTa U 3/IpaBETO HA YYACTHUIIUTE B KIMHUYHOTO U3MUTBAHE C€ MOCTABST
HaJ UHTEpEeCcUTe Ha HayKaTa U 00IIeCTBOTO.
(3) KiiuHM4HOTO M3MUTBAaHE Ce MpeANprueMa U MPOBEKIA, IPU YCIOBUE Ye MPEABUIMMUTE MOJI3H 3a
y4acTHHUKA U 32 OOLIECTBOTO OIPaB/JaBaT PUCKOBETE.
(4) KnnuanyHOTO M3MHUTBaHE TPsAOBA Ja ce TUIaHWpa Taka, ye HeyloOCTBOTO, OOJKaTa, CTPaxXbT U
JIPYTUTE TPEIBUINMH PUCKOBE BBB BPh3Ka ChC 3a00JIIBAHETO JIa Ca CBEJICHH 10 MUHUMYM M TIParbT
Ha pHCKa M CTEMeHTa Ha ¢u3nyecka O0JKa Ja ca MPEeABAPUTEIHO ONPEAETeH! U J1a MOANeKaT Ha
MTOCTOSTHEH KOHTPOJI 0 BpeMe Ha U3MUTBAHETO.
(5) He ce nomycka mpenoctaBsiHe Ha (PMHAHCOBH WIIM JPYTU CTUMYJIU 32 BKIIFOUBAHE HA YYAaCTHUIU
B KJIMHUYHOTO M3MUTBAHE OCBEH KOMIICHCAINH (pa3X0/u 3a IbTHU, THEBHU U IPYTH).
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Y. 35. (Otm. - 1B, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 1.).

Yn. 36. (1) (U3m. — [IB, 6p. 17 ot 2019 r.) Usanata uadopmanms OT KIMHAYHO U3MUTBAHE

ce 3amucBa, o0Opa0OTBa W ChXpaHSABA II0 HAYUH, KOHTO OCHTypsBa TOYHOTO ¥ JIOKJIaJBaHE,
WHTEPIPETHPAHE U MOTBbPKIaBaHe. JINYHUTE NaHHU HA YYACTHUIINTE B KJIMHHYHOTO U3MUTBAHE CE
ChXpaHsIBaT ChIVIACHO M3UCKBAHUATA 32 TAXHATA 3aIlHTA.
(2) (U3m. — IB, Op. 84 ot 2018 1., B cunma ot 12.10.2018 r.) JdokymeHramusita mo an. 1 ce
ChXpaHsIBa OT TIJIABHUS WM KOOPJMHHUpAINWS HW3cienoBaTesl 3a cpok 20 TOAWHM OT jaTara Ha
MPUKJIIOYBAHE HA KIIMHUYHOTO M3MUTBAHE U CE MPEIOCTaBsl MPH MOWCKBaHE Ha ETuuHaTa KOMUCHS
3a KIIMHUYHKM M3nHTBaHus 1Mo wi. 103, an. 1 ot 3akoHa 3a JeKapCTBEHHUTE MPOAYKTH B XyMaHHATa
Mmenunuaa u ma MAJL

Y. 37. (1) KnuHuyHO M3MUTBAaHE HA U3ACIUATA 10 WI. 32 ce J0IyCKa caMO BbPXY JIHIIE:
1. Ha KOETO € MpeAOCTaBeHa MPEIBAPUTEIHO MUCMEHa MH(OpPMAIMs 33 CHIIHOCTTA, 3HAYEHUETO,
MOCJICACTBUATA U €BEHTYAIHUTE PUCKOBE HAa KIMHUYHOTO M3MUTBAHE M B PAa3roBOp C JEKap WM
JeKap MO JEHTaJllHAa MEAMIMHA - YICH Ha M3CIEeNOBATEICKHS €KHII, ca MY Pa3siCHEHH LEIUTE,
pHUCKOBETE, Hey100CcTBaTa Ha U3MUTBAHETO U YCIOBUSTA, IPU KOUTO LIE CE MIPOBEKA;
2. xoeTo € HH(OPMHUPAHO 3a MPABOTO CH Ja CE OTKAXKE IO BCAKO BpEME OT M3MUTBAHETO, O3 TOBa
Jla UMa OTPUIIATEIIHU TTOCTEACTBUS 32 HETO;
3. KO€To € JaJo JIMYHO MMCMEHO HH(POPMHUPAHO ChIIIACHE 33 yYacTHe.
(2) Koraro nuiiero e HecrnocoOHO J1a U3pa3u MUCMEHO ChITIaCUe, TO MOXKE Jia AajJie YCTHO ChIlacue
B INPHCHCTBHETO HAa HE3aBHCUM CBHUjeTesn. CBUACTENAT yIOCTOBEPSBA MUCMEHO, Y€ JIMLETO €
M3Pa3UIIo JUYHO HHPOPMHUPAHO ChIIIACKE 32 yYaCTHE B KIIMHUYHOTO U3MUTBAHE.
(3) Camo peeciocoOHO muIle, KOETO pa3dupa CHIIHOCTTA, 3HAYCHUETO, IOCJIEICTBHUITA W
€BEHTYaJHUTE PUCKOBE OT KIIMHUYHOTO M3MUTBaHE, MOXKeE Ja Jajae MHGOPMHUPAHO ChIIIacHe Mo ai.
I, . 3 u an. 2. UupopMupaHoTO ChIVIacHe 332 ydacTue B KIMHUYHO W3MHUTBAHE MOXE J1a ObJle
OTTETJICHO IO BCSKO BpeMe 0e3 OTpUIaTeNIHU MOCIEeICTBUS 3a JTUIIETO.
(4) KiimHUYHOTO W3NUTBaHE BBPXY OTPAHUYCHO JICECIIOCOOHO ITBJIHOJETHO JIMIE MOXE J1a Ce
MPOBEXKIa Cle]] MoTy4aBaHe Ha MUCMEHO MH(POPMUPAHO ChIIACHE OT JIULETO U OT 3aKOHHUS MY
npencraButen. Ha orpannyueHo 1eecriocoOHO ITBIHOIETHO JIMIE C€ MPeaocTaBsi HHQOpMaIHsTa 110
an. 1, T. 1 B ChOTBETCTBUE C HEroBaTa CIIOCOOHOCT 3a pa3zbupane. M3pHuHOTO My JKelaHue Ja ce
OTTETJM TIO BCSKO BpeME OT KIMHUYHOTO H3MUTBaHE TpsAOBa Aa ObAE B3ETO NPEIABHI OT
u3cie0BaTeNs, a Mpu He0OXOAUMOCT - OT IJIaBHUS M3CJIeA0BaTell.
(5) UndopmupaHno chriacue 3a HEIEeCIOCOOHO MBJIHOJIETHO JIMIE MOXKE J1a /aJie 3aKOHHHUAT MY
MIPEJCTaBUTEIL.
(6) B cayyaute mo wui. 162, am. 3 or 3akoHa 3a 3/apaBeTo HMH(OPMHpPAHO ChIVIacHMEe JaBa
HA3HA4YEHOTO OT ChAA JIMLIE.

Ui 38. (1) KnuHnyHOTO M3NMUTBAaHE BHPXY MAJIOJIETHO JIMIIE MOKE J1a C€ MPOBEXK/Ia CIIE]T
NojlyyaBaHe Ha NMHUCMEHO MH()OPMUPAHO ChITIaCHe OT 3aKOHHHUTE MY MpEACTAaBUTENH - OT JBamarta
POIMTENN WJIA OT HACTOMHHMKA HA JIMIETO, MPU Cla3BaHe M3UCKBaHMUATAa HAa 4. 37, an. 1, 7. 1 u 2 u
an. 3. Koraro eaMHUAT poauTen € HEU3BECTEH, MOYMHAN MJIU € JIMIIEH OT POJUTEIICKH MpaBa, WU
HE ca My IIPEOCTaBeHM TaKWBa IpaBa B CIy4yauTe Ha pa3Boj, MHCMEHO MH(OPMUPAHO ChIJIacue
JlaBa POAMTENST, KOMUTO yIpakHABA POAUTEIICKUTE IpaBa.

(2) KnuHMYHOTO M3NHUTBAaHE BHPXY HEMBIHOJETHO JIMIIE MOXE J1a C€ MPOBEXIa cliel ModyyaBaHe
Ha NMHUCMEHO MH(OPMHUPAHO CHIVIACHE OT JMILETO M OT 3aKOHHHUTE MY IPEJICTABUTENH - OT JBaMaTta
POIMTENN WM OT MONEYUTENS My, IIPU CHa3BaHe M3WCKBaHWATA HAa wi. 37, ai. 1, 1. 1 m 2 m an. 3.
Korato eauHusT poauTen € HeM3BECTEH, MOYMHAN WM € JIMIIEH OT POAUTENICKU MpaBa, WIK He ca
My MpelOoCTaBeHH TaKHBa IpaBa B CIy4yauTe Ha pa3BoJl, MMCMEHO MH(DOPMHUpAHO ChIJacHe JaBa
HEMbJIHOJIETHOTO JIMIIE U POJTUTENAT, KONTO YyIpaXXHsBa POJUTEICKUTE IPaBa.

(3) Ha manoneTHOTO WJIM HEMBJIHOJETHOTO JIMIIE CE€ MPeaocTaBs HWHQPOpManus 3a CHITHOCTTA,
3HAYEHUETO, MOCJE/CTBUATA, €BEHTYAIHUTE PUCKOBE U MOJI3UTE OT KIMHUYHOTO H3IUTBAHE II0
pa3bupaeM 3a HETO HAYUH OT JIEKap C MpU3HATa CHEIUAIHOCT MO JETCKH OOJEeCTH WM JETCKU
IICUXOJIOT.

ctp. 13 ot 49



(4) Copriacuero Ha pOJAMTEIUTE WM HACTOMHHKA TPsIOBa Ja MpeJCTaBiIsABa MperogaracMaTa Bojs
Ha MAaJOJETHOTO IMIE U MOXE Ja ObJe OTTErNIEHO IO BCSIKO BpPEME MpHU MPOBEKIAHE Ha
KIMHUYHOTO M3MHUTBAaHE 0€3 OTPUIATEIIHHU MOCICACTBUS 32 MaJIOJICTHOTO JIUIIC W/HJIH 3a TSIX.

(5) Corimacuero Ha HEMBIHOJETHOTO JIMIIE W HA POJUTEIIUTE WU HA MONEYHUTES MOXKE Ja Obae
OTTEIJICHO IT0 BCSAKO BPEME B IIpoIleca Ha MPOBEK/IaHE Ha KIMHUYHOTO U3IMMTBAHE O€3 OTPUIIATECITHU
MOCIICACTBHS 32 TSIX.

Y. 39. PemienneTo 3a BKJIIOYBAHE B KJIMHUYHO M3IIMTBAaHE HA MaJIOJICTCH, HEITBJIHOJICTCH,
HCZ[G@CHOCO6CH HJIK OIrpaHUYCHO ):[eecnoco6eH IO'BJIHOJICTCH IMAalMCHT, KOIraToO HEC MOXXEC 1a CC B3CMC
CIICIIHO I/IH(i)OpMI/IpaHO ChbIJ1aCcuc OoT pOI[I/ITeJ'II/ITe/pOI[I/ITeJ'Iﬂ HWJIM ChOTBETHO OT HACTOMHHKA HJIA OT
MOIMNCYHUTCIIA U KOIraTO HEIMOCPCACTBCHATA LCJI € CIIaCiABaHC HaA )XUBOTa MYy, CC B3CMa Hali-MaJlKo OT
ABaMa JICKapH, HE3aBUCUMU OT BB3JIOKUTEIIA U OT I'NIaBHUS WK KOOPpAWMHUPpaIIUA U3CJICA0BATCIL.

Y. 40. (1) Kinnauuno u3nutBaHe BbPXY OpeMEHHH MOXKE J1a C€ MPEANPHEME U IPOBEXK/Ia
IpU Cla3BaHe M3UCKBaHMATa Ha 4ia. 37 caMo B cIy4yauTe, KOraro HsAMa JOKa3aHU Jpyru
QJITEpHATUBHU METO/M 3a U3BBHPILIBAHE HA AMATHOCTUKA MJIU JICUEHUE U KOTaTO TOBA HE 3acTpallaBa
’KHMBOTA U 3[[paBeTO Ha OpeMeHHaTa 1 KU3HECIIOCOOHOCTTA Ha IJI0Ja.
(2) PemenueTo 3a BKIIIOUBAHE B KIMHUYHO M3MUTBAHE B CIIy4auTe 1O aj. 1 ce B3ema OT JIeKapcka
KOMHCHS, CbCTaBEHA OT CHELMAIMCTH, HE3aBUCUMH OT BB3JIOKUTENS U OT INIABHUS/KOOPANHUPAIINS
u3Ccie10BaTeNl.

Un. 41. (1) Ilo Bpeme Ha HU3NHUTBAHETO YYACTHUKBT MpPH IIOUCKBaHE IMOJydyaBa
JOMBJIHATENTHA UH(OPMAIIUS OT HE3aBUCUMO OT BB3JIOKUTEIIS JTHUIIE.
(2) Ilucmenara mHbOpMaIKs, TPEIOCTaBSIHA HA YYACTHHUIIMTE B KIMHUYHO U3IUTBaHE, ChIbpPKA
JAaHHM 32 KOHTAKT ¢ HE3aBUCUMOTO JIMLiEe 110 aj. 1.

Yn. 42. (1) Ilpm mnpoBexnaHe Ha €IHOLEHTPOBO WJIM MHOIOLEHTPOBO KIMHUYHO
M3MMTBaHE Ha TepuTopuaTa Ha PenmyOnmuka Bbiarapus, KOorato BB3JIOXKUTENSAT HE € YCTAHOBEH Ha
TeputopusiTa Ha EBpomeiickus cpl03 WIM Ha TEpUTOpUATa Ha JbpxkaBa oT EBpomeilickoTo
MKOHOMHYECKO TPOCTPAHCTBO, TOH YII'BIHOMOIIABa CBOW MPEICTABHTEN, YCTAaHOBEH Ha
teputopusaTa Ha PenyOnuka bearapus.

(2) (U3m. - AB, 6p. 110 ot 2008 1., B crma ot 21.03.2010 r.) IIpu npoBexaHe Ha MHOTOLIGHTPOBO
KJIMHUYHO W3MUTBaHE Ha Teputopusara Ha PemyGnuka bearapus m Ha TepuTopusta Ha Jpyra
IbpKaBa WICHKA/IbP)KaBU WICHKH, U/WIA HAa TEPUTOPHATA Ha IbpKaBa/IbpkaBu OoT EBponeiickoTo
MKOHOMHYECKO MPOCTPAHCTBO, W/WIIM HA TEPUTOPHUATA HA TPETa JbprKaBa, KOraTO BB3JIOKHUTEIAT HE
€ YCTaHOBEH Ha TEepUTOpHATA Ha EBpONENCKHs CBIO3, TOW YI'BIHOMOLIAaBAa CBOW MPEICTABUTEIL,
YCTAaHOBEH Ha TEPUTOpHUATA Ha Abp)KaBa WIEHKA WM Abp)kKaBa OT EBpOmnelcKOTO MKOHOMUYECKO
MIPOCTPAHCTBO.

(3) YObIHOMOIIEHUAT MpPEACTaBUTEN MO al. | WM 2 HOCH OTTOBOPHOCT 3@ IMPOBEXJAHETO Ha
KIMHAYHOTO W3MHUTBAaHE Ha TepUTOpHsATa Ha PemyOnwka bbiarapus chriiacHO AeWCTBAIIOTO
3aKOHOJIATEJICTBO.

(4) (Otm. - 1B, 6p. 110 o1 2008 1., B cuna ot 21.03.2010 1.).

(5) (Orm. - 1B, 6p. 110 ot 2008 1., B cuma ot 21.03.2010 1.).

(6) (Otm. - 1B, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 1.).

(7) (Ot™m. - 1B, 6p. 110 ot 2008 1., B cuma ot 21.03.2010 1.).

Un. 43. (U3m. - JIB, Op. 110 ot 2008 r., B cuna ot 21.03.2010 r.) (1) Knuauynoro
M3IUTBaHE C€ U3BBPIIBA O] PHKOBOJCTBOTO HA N3CIIEI0BATEIL.
(2) KoHTpoabT BBpPXYy KIMHHYHOTO W3NHUTBAaHE C€ W3BBPIIBA OT BB3JIOKHUTENS WIH OT
YI'BJIHOMOIIEHUSI MY TNpeacTaBUTeN 1Mo wi. 42, an. 1 uiau 2, wid OT Ha3HAYeHO OT HEero JuIe -
HaOroAaBall.
(3) Ilo Bpeme Ha KIMHHYHOTO H3MMUTBAHE JIEKap, CHOTBETHO JIeKap MO JEHTaJIHa MEIHIIMHA,
MpOCIIesiBa  3/IPaBOCIOBHOTO CBHCTOSTHME Ha YYacTHHKAa M TP HEOOXOTMMOCT MpeampueMa
CHOTBETHUTE MEUIIMHCKU MEPKHU.
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(4) W3uckBaHmsATa KBM BB3JIOKHUTENS, TJIaBHUS WM KOOPAWHUpAIIMS H3CIEA0BATel U KbM
HaO0II01aBalINs U TEXHUTE 3abJKCHHSI IPU TIPOBEXKIaHE HA KITMHUYHOTO U3MHUTBAHE C€ OMPEACIIST
¢ HapenOaTa 1o 4. 48, ai. 2.

Uin. 44. (1) Bb3710XUTENAT U TIABHUAT WIK KOOPAUHUPAIIUIT U3CIEAOBATENl CKIOYBAT
JIOTOBOP 3a 3aCTpaxoBKa, MOKpHBAllla OTTOBOPHOCTTa UM 3a NPUYMHEHUTE MPH WU IO IOBOJ
MPOBEXKIAHETO HA KIMHUYHOTO W3MUTBAHE HEUMYIICCTBEHH U WMYIISCTBEHH BpeId Ha
YYaCTHUIUTE.
(2) (U3m. — JIB, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.) BB3/10XKHTENAT HOCH OTTOBOPHOCT B
cllydail Ha YBpEeXJlaHE Ha 3/IpaBeTO WJIM HA CMBPT, IPUUMHEHH MPHU UJIH 10 MOBOJ MPOBEKIAHETO
Ha KIMHUYHOTO W3MUTBAHE, KOTAaTO M3IUTBAHETO € TPOBEXKJIAHO CHITACHO H3UCKBAaHUATA W
npoueaypure Ha onoopenust or ETruunata koMucus 3a KIMHUYHYA U3nUTBaHus o wi. 103, an. 1 ot
3akoHa 3a JIEKAPCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA TLJIaH.
(3) (U3m. — JIB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) ['MaBHUAT WM KOOPAMHHUPALIUSAT
M3CIIeI0BaTE] HOCHM OTTOBOPHOCT B CIy4yail Ha yBPEXKIAaHE Ha 3PaBETO WM HA CMBPT, IPUUUHEHH
IIPY WJIK TI0 MTOBO/JT TPOBEXKAAHETO HAa KIMHUYHOTO U3MUTBAHE, KOTAaTO HE ca CIa3eHU U3UCKBaHUITA
W TIPOIeypUTE Ha 000peHus oT ETruHaTa KOMHCHS 332 KIIMHUYHU U3MUTBaHus 1o wi. 103, am. 1
0T 3aKOHa 3a JIEKaPCTBEHHUTE MPOJYKTH B XyMaHHATa MEIUIIMHA TUIaH.

Paznea 11
Pa3penienue 3a npoBekaaHe HA KJIMHUYHO U3NUTBAHE

Y. 45. (1) (U3m. — JIB, 6p. 84 ot 2018 r., B cuia ot 12.10.2018 r.) Kiuauunure
M3NUTBAHUA HAa MEIUMUMHCKU u3nenus mo uwi. 2, ain. 1, 1. 3 or wkiac IIl, Ha ummmantupyemu
MEAUIMHCKH WU3JIEHs U Ha MHBA3WBHU MEIULIMHCKU M3JENs 3a MPOIBbDKUTENHA yIoTpeda Mo uil.
2, an 1, 1. 3 or xnac Ila nnm 116 u Ha u3genusra no 4. 2, an. 1, T. 2, KOUTO C€ MPOBEXKIAT HA
TeputopusaTa Ha PenyOnuka bbiarapus, morar Aa 3amodHar cliiel] MoJlydaBaHe Ha pa3pelieHHe OT
n3nbJHATENHUA aupektop Ha MAJI, m3maneHo cnex nocrenBaHe B MAJI Ha IOJIOXKUTETHO
cra”HoBuIe OT ETwmuyHara kKoMmcHs 3a KIMHMYHH u3nuTBaHusa 1o wi. 103, am. 1 ot 3akona 3a
JIEKapCTBEHHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA.

(2) (U3m. u mom. — JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Knunnynure nu3nutrBanus Ha
MEIUIIMHCKH W3NS, Pa3IndyHU OT TE3W MO al. |, KOMTO ce MPOBEXKIAT HA TEPUTOPHUATA Ha
PenyOnuka bobarapusi, MoraT na 3amodHar ciel YBEAOMSBAaHE Ha HM3MBJIHUTEIHHS JAUPEKTOpP Ha
HAJI, xorato KOMHCHATA 1O eTHKa 110 ajl. 1 ¢ gana Ha MMAJI monoXKuTeIIHO CTaHOBUIIIE.

(3) Pasmopenbute Ha an. 1 u 2 ce mpuiaraT ¥ 3a MeAMIMHCKH u3Aenus c¢ HaHeceHa "CE"
MapKHpPOBKa, KOTaTO KIMHUYHUTE M3MUTBAHMS CE TIPOBEXKIAT C LI€NT CMSHA Ha MPEIHA3HAYECHUETO
WM.

Un. 46. (U3m. — JIB, 6p. 84 ot 2018 r., B cuia ot 12.10.2018 r.) Bu3noxurenst wiu
[JIABHUAT WM KOOPAWMHUPAILIMAT H3CJIEN0BAaTEN T0/laBa 3asBJICHUE 3a YBEIOMSBAHE WU
paspeniaBaHe 3a MpoBeXJaHe Ha KIMHUYHO n3nuTBane 10 MAJL

UYn. 47. (Otm. — [IB, 6p. 84 ot 2018 1., B cuma ot 12.10.2018 1.).

Un. 48. (1) (U3m. u gon. — B, O6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.) 3a
MOJIy4aBaHe Ha CTAHOBUIIE OT KOMHUCHSATA MO Wi. 45, an. 1 rIaBHUSAT, ChOTBETHO KOOPAHMHUPAIIHST
W3CJIEA0BaTEN WU Bb3JIOKHUTENAT, mpeAacTaBs B MAJL:

1. agMUHHCTpATUBHA TOKYMEHTAIIHUS;

2. uaopMaIus 3a y4aCTHUK;

3. JOKyMEHTAIIH 32 TUIaHa Ha U3MUTBAHETO;

4. MOKyMEHTaIUs 3a U3MUTBAHOTO MEAUITMHCKO U3/ICITHE;

5. IOKyMEHTalus 32 TEXHUYECKUTE BH3MOXKHOCTH Ha JIeYeOHOTO 3aBe/ieHHe U MpodecruoHanmHaTa
KBaTM(UKAIMS HA U3CTEA0BATEIICKHUS €KHIT,

6. U3TOYHUK Ha (PMHAHCUPAHE U a[IMUHUCTPATUBHA OPTaHU3AIIS HAa U3IIUTBAHETO.
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(2) CoabpkaHueTO Ha JMOKYMEHTanusTa mo aji. 1 ce ompezaens B Hapenda Ha MHUHHCTBbpa Ha
3JIpaBEOIa3BaHETO.

(3) (U3m. — 1B, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Koraro xomucusara mo wi. 45, an. 1
YCTaHOBH, Y€ JIOKYMEHTAIMATA 10 ajl. | ¢ HembiHa, TS yBeIOMsIBa 3asSBUTENS B 14-THEBEH CPOK H
My JiaBa CpPOK 3a OTCTpaHsBaHE HA HEIIBJIHOTHTE.

(4) (U3m. — 1B, Op. 84 ot 2018 1., B cuna ot 12.10.2018 1.) Komucusita o wi. 45, an. 1 usrors
cranoBwile B 30-IHEBEH CPOK OT NPEACTABIHETO HA BAIMIHA IOKYMEHTAIUs, KOETO MPEIOCTaBs Ha
NAIJL

Y. 49. (Orm. — IB, 6p. 84 oT 2018 1., B crta ot 12.10.2018 1.).

Ui 50. (1) (M3wm. - [IB, 6p. 110 ot 2008 r., B cuita ot 21.03.2010 r., mom., 6p. 84 ot 2018
r., B cuwia or 12.10.2018 r.) 3a momyyaBaHe Ha pa3pelICHHE 3a MPOBEXKIAHE HA KIWHUYHO
U3NUTBAaHE MO wi. 45, aj. 1 eqHOBpEMEHHO ¢ JOKyMEHTalusaTa 1o 4i. 48, an. 1 Bb3IOKUTENIAT
nonasa 10 MAJI 3asBienue mo oopasell, NpuIpyKeHO ChC CeIHaTa JOKyMEHTALHS:
1. uapeHTHUKAITMOHHN JaHHU 32 MEAWIIMHCKOTO H3/CINe Ha XapTUEH U eNIEKTPOHEH HOCHUTEIT,
2. JIaH Ha KIIMHUYHOTO U3NHUTBAHE;
3. Oporrypa Ha U3CIIeIOBATEIIS;
4. noKyMeHTaIus 3a mojlyyaBaHe Ha UHPOPMHUPAHO ChIIIACUE;
5. mexjapanysi OT MPOW3BOAMUTENS Jall ChOTBETHOTO M3JENUE MOXKE Ja ObJe ONpeneneHo Karo
u3nenye no ui. 3, T. 2, 3 wim 4;
6. mexiapalys OT MPOU3BOAMUTENS JAJIH TIPH MPOU3BOJICTBOTO HA M3AEIUETO 1Mo wi. 2, ai. 1, T. 3 ¢
M3MO0JI3BaHa HEXKU3HECTIOCOOHA )KUBOTUHCKA ThKaH WM HEKU3HECTIOCOOHU MPOIYKTH, TOTYUYEHHU OT
KUBOTHHCKH THKAHU;
7. WMeHaTa Ha W3CJeNoBaTeNuTe, Ha TJABHUA WM T[JIABHUTE W3CJIEIOBATeNld WM Ha
KOOPJAMHUPAIIHS H3CIIEAOBATEN, KAKTO U HAaUMEHOBAaHHMETO M aJIpeca Ha JIeYeOHHUTE 3aBelICHUS, B
KOUTO C€ MPOBEX/1a KIMHUYHOTO U3MHUTBAHE;
8. HayayiHa, KpaiiHa JaTa u TpaduK Ha TPOBEKIAHUTE U3CIICIBAHMS;
9. (otm. — JIB, 6p. 84 ot 2018 ., B cuma ot 12.10.2018 1.);
10. nexnapamus, 4e MEAWLUWHCKOTO HW3JEIHE CHOTBETCTBA HA MPHIOKHUMHTE ChHIIECTBEHU
W3HUCKBaHUS, C M3KIIOUEHHE Ha Te3W, KOUTO ca OO0eKT Ha KJIMHUYHOTO HW3MHUTBAaHE, M 4Ye ca
MPEBUICHN BCUYKH IMpeINa3Hi MEPKH, HEOOXOIUMH 3a 3alllMTa Ha 3/IpaBeTo W 0e301macHOCTTa Ha
YYaCTHUIIUTE B U3MHUTBAHETO U HA U3CIIEOBATEIICKUS SKUII;
11. moroBop 3a 3acTpaxoBKa, MOKPHUBAIIa OTTOBOPHOCTTA HA M3CIIEJOBATEINS M HA BH3JIOKHUTEIS 32
MPUYMHEHUTE UMYIIIECTBEHU U HEUMYIIIECTBEHU BPEIU HA YYACTHUIIUTE B U3MHUTBAHETO MPHU WIIH 110
MTOBO/T IPOBEXK/IaHE HA KIIMHHYHOTO U3ITUTBAHE;
12. mpoeKT Ha TOTOBOP MEXKY BB3JIOKHUTENS U Ie4eOHOTO 3aBEJICHHE;
13. 1OKyMeHT 3a ITUIaTeHa Takca B pa3Mep, onpeseieH B Tapudara mo wi. 7, an. 1.
(2) (Ot™m. - 1B, 6p. 110 ot 2008 1., B cuma ot 21.03.2010 1.).
(3) (U3m. - B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r., otm., 6p. 84 ot 2018 r., B cuna ot
12.10.2018 1.).
(4) (U3m. - [IB, Op. 110 ot 2008 r., B cuna ot 21.03.2010 r., otm., Op. 84 ot 2018 r., B cuna ot
12.10.2018 1.).
(5) (Homa - /1B, Op. 110 ot 2008 r., B cmia ot 21.03.2010 r.) Cpabp:kaHueTo Ha JOKYMEHTAIUsATa
no an. 1 ce onpexaens ¢ Hapendata mo wi. 48, an. 2.

Un. 51. (1) WsneaauTenHaTa areHIus IO JieKapcTBaTa OIEHsBA IOJaJieHaTa
NoKyMeHTaus 1o wi. 50 B 60-1HEBEH CPOK OT JaTaTa Ha IIOJJaBaHETO U.
(2) (U3m. - AB, 6p. 110 ot 2008 r., B cuia ot 21.03.2010 r.) M3nbinuTenHaTa areHUus 1o
JieKapcTBaTa MOYKE J1a IIOMCKA OIbIHUTENHA HH(OpMAIHs, CBbp3aHa C JOKyMEeHTalusATa 1o wi. 50,
an. 1.
(3) B caywaure nmo an. 2 60-gHEBHUAT CpOK CIUpa Ja Teue A0 IPEACTaBIHETO HAa HCKAaHATa
JOKYMEHTAIHSI.
(4) M3nbnantennust qupekrop Ha MAJI B cpoka 1o ait. 1 yBenomsiBa TMCMEHO BB3JIOKUTEINS, YE:
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1. pa3pelraBa NpoBekAaHETO HA KIMHUYHOTO U3MUTBAHE, WIIN

2. U3MHATBAHETO HE MOXKe 1a ObJe MPOBEIEHO, KATO TTOCOYBA MOTHBHUTE 32 OTKAa3a.

(5) B cimygaute 110 an. 4, T. 2 BB3JIOKUTEIAT MOke B 30-THEBEH CPOK OT JlaTaTa Ha YBEIOMJICHUETO
na npencraBu B MAJl 3asBieHue, NpOMEHEHO B CBHOTBETCTBUE C H3JIOKEHUTE MOTHBU 3a
HenmpHeMaHe Ha MPOBEXIaHETO Ha KIMHUYHOTO U3IHUTBAHE.

(6) B 30-nmHeBeH cpok OT Jarata Ha MPEACTaBSIHE Ha MPOMEHEHOTO 3asBieHue no ai. 5 MAJI
YBEJOMSBA [MUCMEHO BB3JIOKUTETIS, Ye:

1. pa3pemiaBa mpoBEXAaHETO HA KIIMHUYHOTO U3MUTBAHE, WIH

2. U3MHUTBAHETO HE MOXKE J]a ObJie MPOBEIEHO, KaTO II0COYBA MOTHBUTE 32 OTKAa3a.

(7) Iperuc OT pa3perieHHeTo 3a MPOBEKIAHE HA KIIMHUYHOTO U3MUTBAHE CE M3Ipalla B Je4e0HOTO
3aBeJICHHE, TOCOYEHO B 3asBjeHUETO 1o wi. 50, ai. 1.

(8) IIpu HenpousHacsiHE B CPOKa MO ajl. 1 BB3JIOKUTEISAT MOKE Jla 3alI0YHE U3CJIeIBAaHETO BeIHAra.

Un. 52. (1) Usneaautenausat nupekrop Ha MAJI MOTMBHpaHO OTKa3Ba M3/IaBaHETO Ha
paspelieHue 3a NMpoBeXJaHe Ha KIMHUYHO M3MHUTBaHE HAa Teputopusita Ha Pemybnuka bovirapus,
KOraro:

1. HE ca mpeCcTaBeHU JOCTAThUHO JOKA3aTeJICTBA 32 OYaKBAHUTE HAYYHU M MEIUIIMHCKH MOJ3U OT
ynotpedaTa Ha METUIIUHCKOTO U3/IENNE;

2. He ca MpeACTaBeHM YyOeAMTENHU [oKa3zaTelcTBa 3a O€30lIacHOCTTa Ha YYacTHULIMTE B
W3MHUTBAHETO W/UIU HA U3CIIEAOBATEICKUS CKHUIT;

3. mpemocrtaBeHata WHQOpPMAIUS 3a OIEHsABaHE OE30MacHOCTTa Ha KIMHUYHOTO H3MHTBAHE €
HEJO0CTaThYHa;

4. NeWCTBUETO HAa U3/ICITUETO HE OTrOBaps Ha MPEeAHA3HAYECHUETO, ONPEACIICHO OT MPONU3BOIUTEIS;
5. (moBa — JIB, Op. 84 ot 2018 1., B cruma ot 12.10.2018 r.) HIMa MOJOKUTETHO CTAHOBHUIIE HA
KOMHCHATA 110 41iI. 45, ai. 1.

(2) OTka3zpT Mo an. 1 moanexu Ha oOXKajnBaHE MO pela Ha AJIMHUHUCTPATUBHOIPOLIECYATHHUS
KOJIEKC.

(3) (U3m. - [IB, Op. 110 or 2008 r.) M3nbiHuTenHaTa areHIMsS IO JIEKapcTBaTa YBEIOMsSIBA
peryjJaTOpHUTE OpraHd Ha APYTUTE IbPKaBH WICHKH, PEryJaTOPHUTE OPraHW Ha JbpPKABUTE OT
EBporeiickoTo MKOHOMHYECKO MpocTpaHcTBO M EBpomeiickata KoMucCHS 3a OTKa3a Mo ai. 1 u
MpeACTaBsi MOTUBUTE 32 TOBA.

Un. 53. (1) Bb3noxutensT Moxke MO BCSIKO BpeMe Ja MpaBU MPOMEHU B IJlaHa Ha
KIIMHUYHOTO U3MUTBAHE, PA3JIUYHU OT CHIIIECTBEHUTE TPOMEHH.
(2) (U3m. — [IB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) B ciny4yaute mo an. 1 BB3TOKUTENAT
ChXpaHsBa JIOKYMEHTAIIUATA, CBbpP3aHa ¢ MPOMEHUTE, U s mpeaocTans Ha MAJL.

Un. 54. (1) Bb310XKUTENAT MOXKE /1a IPUIIOKH INTAHUPAHU CHIIECTBEHU MTPOMEHU B TUIaHA
Ha KJIMHAYHOTO M3ITUTBAHE.
(2) (U3m. — [IB, Op. 84 ot 2018 1., B cuna ot 12.10.2018 r.) B cinyuaute mo an. 1 BB3IOKUTENAT
MoJ1aBa 3asiBIICHUE, IPUIPYKEHO C TOKYMEHTAIUs1, CBhp3aHa ¢ mpoMeHure, 10 MAJL.
(3) (M3m. — 1B, 6p. 84 ot 2018 r., B cmia ot 12.10.2018 r.) B cpok no tpu auu MAJI npenocrass
3asBIICHUETO W TPHJpY’KaBallarta ro JOKYMEHTAIUs Ha KoMHCHATa 1o wi. 45, an. 1, koaro B 15-
JTHEBEH CPOK OT MOJy4yaBaHETO UM U3TOTBs CTAHOBHIIE U TO mpefocTaBs Ha MAJL
(4) (U3m. — JIB, Op. 84 ot 2018 1., B cuna ot 12.10.2018 r.) B 15-1HeBen cpok or gatata Ha
MOJIy4aBaHe Ha CTAHOBUIIIETO MO al. 3 U3MBIHUTETHUAT qupekTop Ha MAJL:
1. u31aBa MOITBJIIHEHHE KBM DPa3pelIeHHeTo 3a MPOBEXIaHE HAa M3IUTBAHETO, C KOETO 0J00psBa
MpOMsIHATA Ha IJIaHa, WK
2. MOTUBUPAHO OTKa3Ba CHIIIECTBEHA MTPOMSHA 110 aj. 1.
(5) Otka3sT MO an. 4, T. 2 He MOJICKHU Ha OOXKaIBaHE.
(6) Ako B cpoka mo an. 4 3asBUTENAT He moxydn oTka3 ot MAIJL, Tol Moxe na mpoBexaa
KIIMHUYHOTO MU3MHUTBAHE CHIIIACHO IPOMEHEHHUS TIIaH.
(7) (HoBa - JIB, 6p. 110 ot 2008 r.) B cnydaute mo an. 4, T. 2 mpu MHOTOIIEHTPOBO H3IMHUTBAHE
HNAIJI yBemomsiBa perylaTOpHUTE OPTaHW Ha 3aCeTHATUTE AbP)KABH UYICHKH WU PETyIaTOPHUTE
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OpraHu Ha JAbpkaBUTe OT EBpomelckoTo HMKOHOMHYECKO MPOCTPAHCTBO, aKO y4yacTBaT B
M3MUTBAHETO, 32 OTKA3a U MPEACTaBs MOTUBUTE 32 TOBA.

Y. 55. (1) Ilpu BB3HMKBaHE Ha HOBHU OOCTOSITEJIICTBA, KOUTO MOTAT Ja 3acTpariar
0€30MacHOCTTa Ha YYAaCTHUIMTE B KIMHUYHOTO H3MUTBAHE MO BpPEME Ha IMPOBEKIAHETO MY,
BB3JIOKUTENAT U M3CIEeN0OBATENIAT IpeanpUeMar CHElIHM MEpPKH 3a 3alluTaTa UM OT BHE3aIHO
BBH3HUKHAJIUTE PUCKOBE.

(2) (U3m. - JIB, 6p. 110 ot 2008 r.) B cirygauTe 1o ajn. 1 BB3JIOKHUTEIAT MOXKE Ja:

1. U3BBpIIM MPOMEHH B TUTAHA HA KJIMHUYHOTO U3MUTBAHE;

2. mpeKpaTd KIMHUYHOTO HM3MUTBAHE IMpeau MNpPeABUACHUS B IJJaHA HAa KIMHUYHOTO W3IUTBaHE
CPOK.

(3) (M3m. - IB, 6p. 110 ot 2008 r., 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) Bu3noxurensar
He3zabaBHo uHopmupa MAJI 3a:

1. mpenrnpueTuTe MEpKH, MPUUUHUTE 32 HAJIATAHETO UM U IIPOMEHUTE B I1JIaHA;

2. mpekparsBaHe Ha KIMHUYHOTO HW3MUTBAHE NPEAM NPEIABUACHHUS B IUIAHA CPOK U TPEACTaBs
MOTHBHTE 3a TOBA.

(4) (Hosa - IB, op. 110 ot 2008 r.) B cnyuaute no an. 3, T. 1 MAJI yBenomsiBa perynaTopHuTe
OpraHM Ha 3aCerHaTUTE IbPXKABU WICHKH WIM PEryJaTOPHUTE OpPraHd Ha AbPKaBUTE OT
EBponeiickoTo MIKOHOMHYECKO MPOCTPAHCTBO, KOUTO y4acTBAaT B M3IMUTBAHETO, 3a MPEINPUETHTE
MEpPKH U 32 MPOMEHUTE B TJIaHA U TIPEJCTaBs MOTUBUTE 32 TOBA.

(5) (Hosa - 1B, 6p. 110 ot 2008 r.) B cnyuaute no an. 3, T. 2 MAJI yBenomsiBa perynaropHure
OpraHM Ha JOPYTUTE ObpPXKABU YICHKU, PETyJaTOPHUTE OpraHd Ha Abp)kaBUTe OT EBpomeiickoro
MKOHOMHYECKO MPOCTPAaHCTBO M EBpomeiickara KOMUCHS 3a MPEKACBPEMEHHOTO MPEKpaTsIBaHEe Ha
KIIMHUYHOTO M3MHUTBAHE U MPEJCTaBs MOTUBUTE 32 TOBA.

Ui 56. (1) (U3m. - [IB, 6p. 110 ot 2008 r., B cruta ot 21.03.2010 r.) Be3noxurenst Ha
KIIMHUYHOTO M3MUTBAHE € JUThKeH Jaa npenoctass Ha MAJl nmpu mouckBaHe JOKyMEHTAIUs, KOSITO
ChIIbpPIKA!

1. 006110 OMMCaHUE HA U3/ICIMETO U Ha HErOBOTO NPEIHa3HAYCHHE;

2. TPOCKTAHTCKH YEPTEXKH, TIPOU3BOJACTBCHH METOJM, BKJIIOYHTEIHO I10 OTHOIICHHE HAa
CTepUIIM3aIUATa, TUarpaMi Ha KOMIIOHEHTH U JAeTalIi, HAYMHHU Ha CBBP3BAHE U IPYTH;

3. omrcaHWe U OOSICHEHUS HAa YSPTEKUTE U JUATPAMHUTE U JICUCTBHETO HA MEAUIIMHCKOTO H3JICITHUE;
4. pe3ynTaTUTe OT aHATU3a HA PUCKA U CIUCHK Ha MPHJIOKEHUTE HAITBIIHO WJIM YACTHYHO CTaHJIapTH
mo wi. 13, ann. 1 u onMcaHne Ha IPUETUTE TEXHUUYSCKU PEIICHHS 32 OCUTYPSIBaHE Ha ChOTBETCTBUE
ChC CHIIECTBEHUTE N3NCKBAHUS, KOTaTO CTAHJAPTUTE HE ca MPHUIIOKEHU;

5. pe3ynTaTuTe OT M3MHUTBAHUATA, ITPOBEJICHU OT PETYIATOPEH OpraH Ha JbpKaBa WICHKA WU OT
EBporeiickata areHIys mo JiekapcTBaTa MPH OICHSIBAHETO Ha KadyeCTBOTO M 0Oe30MacHOCTTa Ha
BEIIECTBOTO 10 CMUCHJIA HAa WI. 3, T. 2, 3 win 4, KaKTO ¥ TIPH OICHSABAHETO HA IM0JI3aTa OT HETO BHB
BpPB3Ka C IpeTHA3HAYCHUETO Ha U3/IETUETO;

6. TPEANPUETHTe MEPKH 3a HaMallIBaHE HAa pUCKAa OT WH(EKIMH, BKIIOYCHH B CHCTEMaTa 3a
yIpaBJeHHE Ha PUCKA B CIIy4auTe Ha U3JENue Mo Wwi. 2, al. 1, T. 3, mpu MpOU3BOJCTBOTO HA KOETO €
M3I0JI3BaHa HEXKU3HECTIOCOOHA )KHBOTHHCKA ThKAH WIIM HEXKH3HECTIOCOOHH MTPOTYKTH, MTOJIYICHU OT
KUBOTHHCKH THKaHU;

7. pe3ynTaTUTe OT MPOCKTAHTCKUTE W3YHCICHUS W TPOBEICHUTE IPOBEPKH M TEXHUYCCKHU
W3MUTBAHUA.

(2) M3m. - B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) Bb3noxurensiT Ha KIMHUYHOTO
M3MHUTBAHE € JJIBKEH J1a ChbXpaHsBa JOKYMEHTAIUATA 0 all. 1 3a cpok 15 roAuHuU ciel 3aBbpIIBaHe
Ha KJIMHAYHOTO M3MUTBAHE - 33 M3JENIAATA 10 WI. 2, al. 1, T. 2 ¥ 3a HMIUIAaHTHUPYEMH W3JICTHS 110
yn. 2, an. 1, T. 3, u 5 roguHM - 32 U3ACAUATa 10 WiI. 2, ain. 1, T. 1.

(3) (U3m. - IB, 6p. 110 ot 2008 r., B cunma ot 21.03.2010 r.) IIpom3BoauTensT € IIBKEH na
OCUTYpPH TIPOM3BOACTBEH IIPOLIEC, MPU KONUTO MEAMIIMHCKHUTE W3JeNusl, MpeIHa3HauYeHH 3a
KIIMHUYHO M3MUTBAHE, CE€ TPOU3BEKIAT B ChOTBETCTBHE C JOKYMEHTAIIMATA 110 all. 1.
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Y. 57. (1) (U3m. — IB, 6p. 84 ot 2018 1., B cunma ot 12.10.2018 r.) B cpok 90 nuu cien
MPUKIIOYBAHE HA KIIMHUYHOTO M3MUTBAHE BB3IOKHUTEINAT npeactaBs B MAJl okoHuaTeneH nOKial,
KOWMTO CBIbp)KAa OIMCAHHE Ha METOJOJIOTHUATA W OpraHu3alMsTa, KPUTHYHA OICHKa |
CTAaTHCTUYECCKHU aHAJIN3 HA TIOTyYECHUTE JTaHHHU.

(2) JoxmanbT 1o ai. 1 ce MOAMKMCBA OT BB3JIOKUTENSI U OT BCUYKHU H3cienoBarenu. KoraTto Hakoi
OT U3CIIEOBATEINTE OTKAXKE J]a IO MOATHIIE, TON Mpujiara MMCMEHO MOTHBHTE CH.

(3) Hoxnmagpt 1o ain. 1 o6o0maBa 1aHHUTE, TIOJYYCHH OT BCUYKH JICUeOHU 3aBEICHUSI U OT BCUYKHU
YYaCTHUIM B U3MUTBAHETO.

(4) JlnunuTe NaHHW HA YYACTHUIIMTE B M3IMMTBAHETO, ChIABPIKAIIHM CE B JOKJIaa 1o aji. 1, TpsoBa ga
ObJaT KOJIMPAHH.

Y. 58. (1) M3mbiaHuTeIHATa areHIus 1Mo JICKapcTBaTa BOJAM PErHMCThp HA M3JAJCHUTE U
OTHETHUTE pa3pelIeHus 3a MPOBEXKAaHEe Ha KIMHUYHHU U3IUTBAHUSL.
(2) M3nbiHuTENHATA areHUUs MO JIeKapcTBaTa OpraHU3upa W Ch3JaBa CUCTEMa 3a perucrpanus,
aHammM3 W o0oOIaBaHe HAa HACTHIWIM WHIMICHTH C MEAWIMHCKH W3JCNIUs [0 BpeMe Ha
MIPOBEXKIAHETO HA KIMHUYHUTE U3NIUTBAHUA.
(3) Ipouenypara mo mpocieasiBaHe Ha O€30MACHOCTTAa HAa MEIUIIMHCKUTE W3JIETUs B XO0Ja Ha
KIIMHUYHOTO M3MHUTBAHE Ce Orpeieis B Hapeabara mo 4. 48, an. 2.

Uin. 59. (1) M3neaautenaust aupektop Ha MAJl Moxke cbhe 3amoBes BpEMEHHO Jia CIIpe
MIPOBEXIAHETO HAa U3MUTBAHETO WM Ja IO MPEKpaTH, Koraro:
1. M3NUTBAHETO Ce€ MPOBEXJAa IPU YCIOBUS, PA3IMUHU OT ONPEICIICHUTE IpPU H3/laBaHE Ha
pa3peLIeHneTo;
2. e HajwIIe HHPOPMALIKS 32 ONIOPOYABAHE HAYYHATA BAJIMIHOCT HAa M3IUTBAHETO;
3. chlIecTBYBa PUCK 3a 0€30M1aCHOCTTa HA YYaCTHUIIMTE.
(2) Ilpeau na npennpueme aeiicreusra o ai. 1, MAJI nucmeHo yBenomsiBa 3a HAMEPEHUSITA CU:
1. BB3IOXKUTENS U KOOPAMHUPALIMS U3CIEI0BATEN, OTTOBOPEH 33 IPOBEXKIAHE HA M3IUTBAHETO HA
BCUYKH JIEUEOHU 3aBE/ICHUs, WIN
2. BB3JIOKUTENS U TJIaBHUS U3CIIe10BaTeN, OTrOBapsl] 32 CbOTBETHOTO JIeYeOHO 3aBe/IeHUE, KbJETO
Tpsi0Ba J1a ce CIIpe U3IMUTBAHETO.
(3) B 7-mHeBeH cpoK OT YBEIOMJIEHHETO IO aj. 2 BB3JIOXKUTENAT WM TJIaBHUAT WU
KOOPJIMHUPALIUAT U3CIIEA0BATEN MOXKE J1a IPe0CcTaBU ucMeHu oosicHeHust 1o MAJL.
(4) Anunes 2 He ce mpuiara, ako ChIIECTBYBa HEMOCPEJICTBEH PUCK 3a 3/IpaBETO U 0€30MacHOCTTa
Ha YYaCTHMIIMTE B U3NHUTBAHETO.
(5) 3anosenra mo an. 1 moxe aa ObAe oOkajBaHa MO peAa Ha AIMHHHUCTPATUBHOIPOLECYATHUS
KOJIEKC, KaTO 00KalBaHETO HE CIIUpa U3IbIIHEHUETO.
(6) I'maBHUAT WIM KOOPAMHUPALIMAT H3CIEA0BATEeN YBEIOMSABA YYAaCTHUIMTE B KIMHUYHOTO
M3IUTBAHE 3a 3a10BeATAa 110 ail. 1.

Yn. 60. (U3m. - [JIB, 6p. 110 or 2008 r.) (1) Ilpu mpekparsiBaHe Ha KIMHUYHOTO

U3MUTBAHE M3MBIHUTETHUAT naupektop Ha MAJI yBenomsiBa He3a0aBHO peryinaTropHUTE OpraHH Ha
IObpPKABUTE YIECHKU WM PETYJATOPHUTE OPraHM Ha IbpKaBUTE OT EBpPONENCKOTO MKOHOMHYECKO
npoctpancTBo U EBpomnelickara komMucHs 3a 3amoBenTa 1o wi. 59, an. 1 u npencraBs MOTUBUTE 32
TOBA.
(2) B cnydaii Ha BpEMEHHO CHMpaHe Ha KIMHUYHOTO M3MUTBAHE WU3MBIHUTEIHUAT AUPEKTOpP Ha
HAJl yBenomsiBa He3a0aBHO perysiaTOPHUTE OpPraHM Ha 3aCerHaTUTE AbP)KAaBU WICHKH WM Ha
nbpxkaBuTe OT EBpOIENCcKOT0O MKOHOMHUYECKO MPOCTPAHCTBO, KOUTO y4acTBaT B M3MHUTBAHETO, 32
3anoBeATa 1o wi. 59, an. 1 u npencrass MOTUBUTE 3a TOBA.

Un. 60a. (HoB — JIB, 6p. 84 ot 2018 1., B cmma ot 12.10.2018 r.) U3nbaautennara
areHIMs TO JieKapcTBaTa M KomMucusta mo wi. 45, an. 1 oOmenst wuHbOpManus OTHOCHO
KIIMHUYHUTC U3IIUTBAHUA 110 cnyxce6eH IIBT.

ctp. 19 ot 49



I'naBa yerBbpTA
HOTUHOULIUPAHU OPI'AHHA

Un. 61. (U3m. - 1B, Op. 60 ot 2011 r., B cuna ot 5.08.2011 r., 6p. 38 oT 2015 1., B cuina
ot 26.05.2015 r.) (1) Pa3pemenue 3a oreHsBaHE Ha CHOTBETCTBHETO HA MEIAMIIMHCKH W3NS,
BKJIFOUMTEITHO OICHSIBAHE HA KJIMHUYHUTE JaHHH, C€ U3/1aBa Ha (PU3UYECKO HIIU FOPUINYSCKO JIHIIC,
peructpupano 1no ThproBckus 3aK0H, OT U3IMBIHUTENHUS AupekTop Ha MAJL
(2) M3mpiHATEIHATA areHITUS TI0 JIEKapCTBaTa € ONPEeEIIsI OpraH Mo CMUCHJIA Ha wi. 1, OykBa "x"
ot Pernament 3a m3nwinenne (EC) Ne 920/2013.

(3) JInuero, KOETO KaHAMAATCTBA 32 U3JaBAHE HA pa3pelICHUE 3a OLICHSIBAaHE Ha ChOTBETCTBUETO HA
MEAUIMHCKN u3aenus, nogana 10 MAJI Ha enexkTpoHeH HOCUTEN 3asiBI€HHE MO 0Opasel ChbIiIacHO
npunoxenue I Ha Pernament 3a m3mbanenue (EC) Ne 920/2013, B xoeTo mocouBa u3lenusaTa u
MPOLEAYPUTE, 32 KOUTO KaHIUAATCTBA, chepuTe HAa KOMIETEHTHOCT U IMOApA3JIEICHUITa Ha Te3U
cdepu — upe3 U3MoI3BaHEe HA KOJOBETE OT MH(OpMaMOHHATa cucTeMa Ha EBporneiickaTta KoMUCHS
NANDO (Horudunupanu u ompeneiaeHu opranu oT HoOB moaxoxa), U NPUTIOKEHUSATA KbM
3asiBJICHUETO, TToco4YeHH B npmiiokenue 11 Ha Pernmament 3a m3nbiiaenue (EC) Ne 920/2013 .

(4) BasBuUTENAT 3aruialla Takca 3a U3JaBaHE Ha paspelleHre 3a OICHSIBAaHE Ha ChOTBETCTBHETO Ha
MEIWIIMHCKY H3CTUs B pa3Mep, onpeiesicH B Tapudara mo wi. 7, ai. 1.

Un. 62. (M3m. — JIB, Op. 38 ot 2015 r., B cuna ot 26.05.2015 1.) (1) OuensiBanero Ha
JIUIETO, KOETO KaHJMJATCTBA 3a pa3pelieHHe 3a OLICHSIBAaHE HA ChOTBETCTBHETO HA MEIUIIMHCKH
W3JIeNHsl, C€ M3BBPIIBA OT EKCHEpTHA KOMHCHUSA, OMpeJesieHa ChC 3aloBe] Ha H3MBJIHUTEIHUS
mupekrop Ha MAJL Tlpum HEOOXOAMMOCT B KOMHCHSTA MOTar Ja ObJAT NPHUBICYCHH BHHIITHU
eKCIIepPTH, KOWTO MPHUTEKaBaT 3HAHHMS U TMPAKTUYECKH OMHUT B 0O0JAcTTa Ha CHOTBETHUTE
MEUIIMHCKHU U3/IEIHS.
(2) Koraro mnuiero, KoeTo KaHIUAATCTBA 3a H3JaBaHe Ha pa3pellieHHe 3a OLICHsABAaHE Ha
CHOTBETCTBUETO HA MEAUIIMHCKU U3CIINA, € TOCOYMIIO B 3a4BJICHUETO 110 Wi. 61, ai. 3 MeAUIIMHCKA
u3aenus mo wi. 2, an. 1, 1. 1, MAJI uzBbpiiBa orieHkaTa o peaa Ha 4j. 62a.
(3) Koraro nuuero, Koero KaHIWAATCTBAa 3a M3JaBaHe Ha pa3pelleHHE 3a OLICHABAHE Ha
CbOTBETCTBUETO HA MEIULMHCKH W3JEeNHs, € IOCOYMWIO B 3asdBiIeHHETO nmo wi. 61, am 3
MEIUIIMHCKUTE u3Aenust 1o wi. 2, an. 1, T. 2 unu 3, MAJI u3BbpiBa oreHkara mo pena Ha 4wi. 62a
OT TO3M 3aKOH ¥ Ha 4i. 3 oT Pernament 3a usnbanenue (EC) Ne 920/2013.
(4) U3npaHuTenHaTa areHUus Mo JeKapcTBara Mpuiara KpUTEpUUTE 3a OLEHSBAaHE Ha JIMLETO I10
an. 2 unu 3 B cbOTBETCTBUE ¢ npuiiokenue | ot Pernament 3a usnbnuenue (EC) Ne 920/2013.

Un. 62a. (Hos — /IB, 6p. 38 or 2015 r., B cuna ot 26.05.2015 r.) (1) ExcneprHara
KOMHCHS IO WiI. 62, ai. 1, a Korato € MpUI0KUMO — MAPAJIETHO, KOMUCHS OT IPEICTaBUTENIN Ha
OTIpe/IEIISIIM OpraHu Ha JPYTH JIBE AbpKaBU WICHKHU M IpeacTaBuTen Ha EBpomneiickara koMucus,
W3BBPUIBAT NPETIIE HAa OJaJCHATa JOKYMEHTALHS.
(2) Korato ce ycTaHOBAT HEMBJIHOTH M HECHOTBETCTBUS C M3MCKBaHUATA Ha JIOKYMEHTALMATA,
V3IBIHUTENHUAT Jnupektop Ha HMAJl yBenoMsBa NHUCMEHO 3asBUTENS 3a TOBA W OINpEAEis
JIByMECEUYEH CPOK 3a OTCTpaHsABaHETO UM. /o oTcTpaHsiBaHE HA HEMBJIHOTUTE U HECHOTBETCTBUATA
CPOKBT 1O Wi. 63, an. 1 win 2 criupa fa Teue.
(3) Koraro 3asBuTENST HE OTCTPaHH HEMBIHOTHUTE M HECHOTBETCTBUATA B CpOKa IO al. 2,
IpoLeaypara ce IpeKparsBa.
(4) B 75-nHeBeH cpok OT jJarara Ha TOJaBaHE Ha BaJuJHA JOKyMeHTauus mo uwi. 61, am. 3
KOMHUCHATA WU3BBpIIBA, CHOTBETHO KOMHCHUUTE IO ail. | M3BBpIIBAT MpPOBEpKAa Ha MACTO 3a
YCTAaHOBSIBAHE KOMIIETEHTHOCTTa Ha 3asBUTENs M BB3MOXKHOCTTa Ja U3IBJIHSIBA 3asBEHUTE
IpPOLEAYpPH 3a OLEHSABAaHE HAa CBOTBETCTBUETO, BKIIOUMUTEIHO IIPOBEpPKAa Ha MACTO Ha
MOJU3IIBJIHUTENS. 3a U3BBPIIBAHE HA IPOBEPKA HAa MACTO CE 3aIljallla Takca B pa3Mep, ONPENENeH B
tapucdara o wi. 7, an. 1.
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(5) Koraro mpu mpoBepkaTa Ha MSCTO C€ YCTaHOBAT HECHOTBETCTBHSI MEXIy IpelcTaBeHaTa
JOKYMEHTAIMs 1 U3UCKBAHUATA 32 OIICHSIBaHE Ha ChOTBETCTBHETO, ONPE/IEICHN B HApEAOUTE I10 YJI.
18, m3nbaHuTenHUIT qupektop Ha MAJl yBenoMsiBa MUCMEHO 3asBUTENS M OMpPEeNs TByMeceueH
CPOK 32 OTCTpaHsIBaHETO UM. J[0 oTCTpaHsBaHEe HA HECHOTBETCTBUATA CPOKBT 1O Wwi. 63, an. 1 wim 2
crpa Ja Teye.

(6) Koraro 3asgBuTeNAT HE OTCTPAHU YCTAHOBEHUTE HECHOTBETCTBUS B ONPEJEIICHUS 1O all. 5 CPOK,
M3MBIHUTENHUAT nupektop Ha MAJI ¢ MoTUBUpaHa 3ammoBe]] 0TKa3Ba U3aBaHETO Ha pa3pelleHue.
(7) B 45-nmHeBeH cpok OT MpoOBEpKaTa Ha MSACTO KOMHUCHUSTA HM3rOTBS, ChHOTBETHO KOMHUCHUHTE
M3TOTBST OKOHYATEJICH OLEHBYEH JOKJIaJ], KOWTO ce 00sBsiBa B Oa3aTa JaHHU Ha MH(POPMAIIMOHHATA
cucrema NANDO.

Y. 63. (U3m. — JIB, Op. 38 ot 2015 1., B cuma ot 26.05.2015 r.) (1) B cmygauTe mo .
62, an. 2 B 4-MeceueH CpOK OT IOJaBaHE Ha JOKyMEHTanusaTa 1o 4i. 61, ajn. 3 M3NbIHUTEITHUAT
mupekTop Ha MAJI B3 ocHOBa Ha J0KIIaa 1Mo 4. 62a, ajl. 7 yBeIoMsIBa 3asiBUTEIS, U€ € 0JI00pEH 3a
HOTU(UIMpaHEe, WK U37aBa MOTUBUPAHA 3aII0BE]] 32 OTKa3.
(2) B cmygaute mo wi. 62, an. 3 B 6-MecedeH CpPOK OT I0JIaBaHETO Ha JIOKYMEHTalusTa 1o 4i. 61,
an. 3 u3nbaHUTETHUAT qupektop Ha MAJI BB3 ocHOBa Ha Jokjiaaa mo wi. 62a, ain. 7 yBeaomsiBa
3asiBUTES, Y€ € 0JJOOpeH 3a HOTUUIUpPaHe, WK U3/]aBa MOTHBHUpAaHAa 3al0BE]] 33 OTKa3.
(3) B cpok o Tpu nHU OT yBenomieHuero no an. 1 uinu 2 MAJI oOsaBsiBa 0100peHUTE JIMIIA Ype3
cuctemata NANDO.
(4) UnenTndukammoHHUST HOMEp Ha ofoOpeHus W HOTH(HUUpaH npen EBpomeiickara xomwucus
OpraH 3a OLIEHsIBaHE Ha ChbOTBETCTBUETO, HAPHUAH MO-HATATHhK "HOTU(UIMPAH opraH", ce onpeness
ot EBponelickata KOMUCHS.
(5) U3nbnautennust nupektop Ha MAJI nznasa Ha HOTU(UIIMPAaHUS OpraH Mo ai. 4 pa3penieHue 3a
OLICHSBaHE Ha CbOTBETCTBUETO.
(6) PaspemieHneTo Mo ajia. 5 € ¢ MakCUMaJeH CPOK Ha BaIMIHOCT 5 rofuHu. [10oAHOBSIBaHETO Ha
pa3pelnieHneTo ce U3BBPIIBA MO0 peAa Ha wi. 62, an. 2 unu 3.

Y. 64. (U3m. — 1B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) (1) Koraro nwuiero,
KOETO KaHJUJIaTCTBA 3a MOJlydyaBaHe Ha pa3pelIeHre 3a OLEHsIBaHEe Ha ChbOTBETCTBUETO, MPEICTABU
cepTu(dUKaT 3a akpeAUTalus ChIIaCHO U3MCKBaHMs, TIOCOYEHH B ChOTBETHATa Hapeaba mo wi. 18,
ce mpruema, 4ye TO uMa (PYHKIMOHHpaIa CUCTEMa 10 Ka4eCTBOTO, OTroBaps Ha KPUTEPHHTE 3a
HE3aBHCUMOCT, OE3MPUCTPACTHOCT U KOH(PHIEHIMATHOCT M TpHUTEXkaBa HeoOXoaumara
KOMITETCHTHOCT.
(2) B cnyuaute mo an. | nuiero He TpeacTaBs Apyra JOKYMEHTAallWs, YAOCTOBepsiBalia
CHOTBETCTBUE C KPUTEPHUHTE TI0 a. 1.

Yn. 65. (U3m. — IB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) [Ipouenypute 3a
OIICHSIBAaHE Ha CHOTBETCTBUETO, TIOCOYEHU B Hapeaburte mo wi. 18, Morar na ce M3MBJIHSBAT OT
HOTHU(HIMPAHU OPTaHU OT APYTU AbPKABH UICHKH.

Un. 66. (M3m. — JIB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) Pa3zpemenuero 3a
OLIEHSIBaHE HA ChOTBETCTBHETO ChABPIKA!
1. (u3m. — IB, 6p. 38 o1 2015 1., B cuna ot 26.05.2015 r.) HaMUMEeHOBaHUE HA ONIPEACIISIINS OPTaH;
2. UMe/HauMEeHOBaHHe, CEeJaluIle, aJpec Ha yIpaBJiIeHUE U MPEACTAaBUTEICTBO Ha HOTH(QHULIMPAHUS
opraH;
3. METUIIMHCKUTE U3AETHS U IPOLIeJypUTe 32 OLICHSIBaHE Ha ChOTBETCTBUETO UM;
4. nata Ha U3JIaBaHE Ha Pa3pEUICHUETO;
5. (m3m. — JIB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) uaeHTHU(UKALMOHHUS HOMEp Ha
HOTHU(QUIMPAHUS OPTaH.

Yn. 67. (1) (U3m. — [IB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) Usneaaurennata
areHIysl 10 JICKapCTBaTa BOJU PETHCTHD, KOWTO ChAbpPIKA:
1. maHHHMTE MO WiI. 66;
2. AaraTa Ha OTHEMaHE Ha Pa3peIIeHHETO ¥ OCHOBAHMSTA 3a TOBA.
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(2) (M3m. — 1B, Op. 38 ot 2015 r., B cuna ot 26.05.2015 r.) Jlanaute 1o an. 1 ce oOsBsABaT Ha
ounmannata uaTepHeT cTpanuia Ha MAJIL.

Y. 67a. (HoB — [IB, Op. 38 ot 2015 1., B cmima ot 26.05.2015 r.) (1) PasmmpsiBane Ha
o0xBaTa Ha pa3pelICHHETO W TOJHOBSIBAaHE HAa pa3pelICHHUETO 3a pa3lIupsiBaHe Ha oOXBaTa Ha
pa3peleHneTo 3a OlleHsIBaHe Ha ChOTBETCTBUETO C€ U3BBPIIBAT 110 pea Ha wi. 62, an. 2 wiu 3.

(2) M3nbauutennusat gupektop Ha MAJI cbe 3amoBes n31aBa JOMBJIHEHUE KbM Pa3pelICHUETO 10
i1. 63, ai. 5.

Un. 68. (1) (U3m. — [IB, 6p. 38 ot 2015 r., B cuia ot 26.05.2015 r.) Hotudunupanusr
oprat e bxeH na yenomssa MAJI npu:
1. (m3am. — 1B, Op. 38 ot 2015 r., B cuna ot 26.05.2015 r.) mpoMeHu B IpaBHUS CTaTyT U
OpraHu3allioHHAaTa CTPYKTYpa;
2. (moBa — JIB, Op. 38 oT 2015 1., B cmuta ot 26.05.2015 r.) mpoMeHu B 00xBaTa Ha IEHHOCTTA U3BBH
cllydauTe 1o wi. 67a, an. 1 ¥ mpoMeHH B MPoOLIeypUTe 3a OLIEHsIBaHE HA ChOTBETCTBUETO;
3. (mpemumHa T. 2 — B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) npomMenu B cucremara o
KaueCTBOTO, PbKOBOJCTBOTO WJIM MEPCOHANA, KOUTO BIUSAAT BbPXY U3MBIHEHUETO HA MPOIETypUTE
3a OLICHSIBaHE Ha CbOTBETCTBUETO;
4. (mpemumua 1. 3 — JB, Op. 38 or 2015 r., B cmma ot 26.05.2015 r.) mpomsHa Ha
MOTU3IIBIIHUTEIINTE;
5. (npemumua 1. 4, wsm. — JIB, Op. 38 or 2015 r., B cuwia or 26.05.2015 r.) mpomeHu B
00CTOSITENICTBAaTA, CBHP3aHH ChC 3aCTPAXOBKATA.
(2) (U3m. — JIB, Op. 38 ot 2015 r., B cria ot 26.05.2015 r.) JIumara no an. 1 momaat qo MAJI
JOKYMEHTAIMATa, CBbp3aHa C IPOMEHHTE, U 3aIllalaT Takca B pa3Mep, orpeseseH B TapudaTa 1o
. 7, ai. 1.
(3) (M3m. — 1B, 6p. 38 ot 2015 1., B cmina ot 26.05.2015 1.) B cpok 10 eauH Mecel OT 1ojlaBaHe Ha
JOKYMEHTAIMATa 1o all. 2 eKClepTHaTa KOMUCUS Mo wi. 62, an. 1 U3roTBs OLEHBUYEH JOKIAJ 0
u3BIHUTENHS qupektop Ha MAJI 3a ogo0psiBaHe Ha IPOMEHUTE.
(4) (M3m. — 1B, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) B cnyyanre, koraTo mpoMeHHUTE IO aJl.
1 HamaraT mpoBepKa Ha MSCTO, KOMUCHSTA 1O Wi. 62, an. 1 B IByMecedeH CpOK OT MOoJaBaHE Ha
JOKYMEHTAIUATa MO ajl. 2 M3roTBA OIEHBYEH JOKJAJ 10 M3MbIHUTENHUs aupekrtop Ha MAJI 3a
0J100psiBaHE Ha MPOMEHUTE.
(5) (U3m. — 1B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) Bp3 ocHoBa Ha Jokiaja mo ai. 3,
CBHOTBETHO W MO al. 4 M3MIBJIHUTETHUAT qupektop Ha MAJL che 3amoBes n3gaBa JOMBIHEHUE KbM
paspeuieHueTo no wi. 63, an. S.
(6) Koraro mpu mpoBepkara Ha JOKYMEHTalusTa MO al. 2 WIM NpU MpoBEpKaTra Ha MSCTO ce
YCTaHOBST MPOIMYCKH WJIM HECHOTBETCTBHUS C M3UCKBAHUITA HA HapeaOuTe mo wi. 18, komucusTa mno
wi. 62, an. 1 ngaBa mpeanmucaHue ChC CPOK 3a OTCTpaHsBaHeTO WM. Jl0 M3MBJIHEHHE Ha
MpeNMCaHusTa CPOKOBETE MO0 all. 3 win 4 cupat Ja TeKar.
(7) (U3m. — 1B, Op. 38 ot 2015 r., B cuna ot 26.05.2015 r.) Koraro HoTudumpanure opranu He
V3MBIHAT NPEANUCaHUsITa MO aji. 6, U3MBbIHUTENHUAT Aupektop Ha MAJl che 3amoBen oTka3Ba
M3JIaBaHETO Ha JIOITBIIHEHUE KbM Pa3pelICHUETO.
(8) (Hoa — 1B, 6p. 38 ot 2015 r., B cuma ot 26.05.2015 r.) B cny4aute mo 4. 62, an. 2 ornieHkaTa
Ha IOKyMEHTAIUsATA 110 ajl. 2 ¥ MPOBEpKaTa Ha MSCTO TIO all. 4 Ce U3BBPIIBAT, KOTaTO € MPUII0KHIMO,
U OT MpPEICTAaBUTEINTE HA JAPYTUTe ABE TbpPXKABU WICHKH W OT MpelcTaBuTens Ha EBpormeiickara
KOMHMCHSI, KOUTO €a y4acTBAJIM B IPOIEAypaTa 1o OLEHABAHE 10 WI. 62a.

Yn. 69. (Otm. — [IB, 6p. 38 ot 2015 1., B cuima ot 26.05.2015 1.).

Y. 70. (1) (U3m. — IAB, 6p. 38 ot 2015 r., B cmma ot 26.05.2015 r.) Hotudunupanure
Opranu ca ATBXHH na npenactaBsaT B MAJl romuinen mokian 3a JEeHHOCTTA CH, KOWTO BKIIIOYBA
nH(OpMAIKS 332 U3BHPIICHUTE OICHKH 32 ChOTBETCTBHETO HA MEJMIIMHCKH W3JICIHS, PEKIIaMaIlnH,

KaJIOU U MpeANpUeTUTe JeMCTBUS 10 PEIIaBaHeTO UM B CPOK 10 31 sHyapu cienBaliara roJuHa.
(2) (Or™. — IB, 6p. 38 ot 2015 ., B cuna ot 26.05.2015 1.).
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Yn. 71. (U3m. — IAB, 6p. 38 or 2015 r., B cuna ot 26.05.2015 r.) (1) Komucun,
OIIpEICNIEHN CbhC 3alOBEJ Ha W3MBIHUTENHUS aupekrtop Ha MAJL, mHCnekTupar aelHOCTTa Ha
HOTU(UIMPAHUTE OPraHH, BKIIOUUTETHO HA TEXHWUTE IOAM3IIBIHUTENN, 4Ype3 M3BbPIIBAHE HA
IUTAHUPAHU TIPOBEPKHU 1O pena Ha wi. 5, maparpad 1, Oyksu "a" u "0" oT PernameHT 3a U3bIHEHNE
(EC) Ne 920/2013.

(2) Ilpu mosydyaBaHe Ha CUTHAJM, KaJIOW M PEeKIaMalluy 3a HEU3IIBJIHEHHE Ha 33 bJDKEHHUSATA Ha
HOTU(UIMPAHUTE OPraHU WM 332 OTKJIOHEHHE OT OOMYaliHUTE WM JOOpUTE NMPAKTUKH KOMUCHUTE
110 aj. 1 U3BBPIIBAT U3BBHPEIHU IPOBEPKU HA MSICTO.

(3) KoraTo npu nmpoBepkuTe ce YCTaHOBST MPOIYCKH B JE€HHOCTTa Ha HOTU(UIMPAHUTE OPraHH,
U3IBIHUTENHUAT nupekTop Ha MAJI u3znaBa npeanucanyue cbC CpoK 3a OTCTPAHSIBAHETO UM.

(4) 3npnautennusT aupektop Ha MAJI u3nasa 3amoBe] 3a orpaHM4YaBaHe WM BPEMEHHO CITUpaHe
Ha JIEWCTBUETO HA Pa3peLIEHUETO A0 OTCTPAHIBAHE B OIIPENIEICHMSI CPOK Ha MPOIYCKUTE 110 all. 3.

Y. 72. (1) (U3m. — IB, 6p. 38 ot 2015 r., B cuia ot 26.05.2015 r.) U3mbaHUTETHUAT
mupexktop Ha WAJI cbc 3amoBe] OTHEMa pa3pelIeHHeTO 3a W3BBPIIBAHE OICHSIBAaHE Ha
CBHOTBETCTBUETO, KOTaTO MPH MPOBEPKUTE CE YCTAHOBH, Ye HOTU(DUITUPAHUST OPTaH:

1. e mpecTanan 1a OTroBaps Ha HAKOE OT YCIIOBHSTA, TIPU KOUTO € U3AaACHO pPa3pelIeHHETO;

2. HE € B CBCTOSHHE Ja NPOMBIDKH HW3IBIHEHHETO HAa TMPOIEAYPUTE 3a OILCHSBAaHE Ha
CHOTBETCTBUETO;

3. He UBMBJIHSABA IMPOLEAYPUTE 32 OICHSIBAHE HAa CHOTBETCTBUETO ChOOPA3HO M3HUCKBAHUATA Ha
CbOTBETHUTE HapeaOu 1o wi. 18;

4. He e mpeANnpUes MEPKHU 3a OTCTPAHSIBAHE Ha MPOIYCKHUTE 10 Wi. 71, aj. 3 B onpeieieHUs: CPOK.
(2) (Orm. — 1B, 0Op. 38 oT 2015 1., B cuna ot 26.05.2015 r.).

Un. 73. (U3m. — JIB, Op. 38 ot 2015 r., B cuna ot 26.05.2015 r.) M3nbiaauTenHara
areHiysl 1O JieKapcTBaTa YyBenoMmsBa EBporieiickata KOMHUCHUS, JPYTUTe JIbpPXKABU UJICHKH,
ObpkaBuUTe — cTpaHu 1o Crnopa3yMeHHETO 3a EBpOnencKoTo MKOHOMHUYECKO MHPOCTPAHCTBO, U
Kondenepanus IlIBeitapus 3a OTHETUTE pa3pelIeHUs MO0 WI. 72 W 32 U3BBPIICHUTE MPOMEHH I10
yi1. 67a, an. 1 4. 68, ai. 1.

Ui 74. (1) (U3m. — IB, 6p. 38 ot 2015 1., B cmna ot 26.05.2015 r.) Jlumero, Ha KOETO €
O0TKa3aHO M3J]aBaHe Ha pa3pelieHue mo wi. 63, an. 2, MoXe Ja ToJajJe HOBO 3asBICHHE 3a
paspelieHre He mo-paHo oT 6 Mecela OT JjaTaTa Ha BpbYBaHETO Ha 3allOBE/Ta 3a OTKa3.
(2) Hotudunupan oprad, Ha KOMTO € OTHETO pa3pelieHHeTo mo 4. 72, an. 1 Moxke Aa mojaane
3asBIICHHE 32 HOBO pa3pelleHHWe HEe MO-paHo OT eJHa TOAWHA OT Jarara Ha BpPBYBAHETO Ha
3armoBe/ITa 3a OTHEMaHE Ha Pa3pelIeHHETO.

Un. 75. (U3m. — 1B, 6p. 38 ot 2015 1., B cuita ot 26.05.2015 r.) OTKa3bT 32 U3/1aBaHE Ha
paspeliieHue 3a OIeHsIBaHE HAa ChOTBETCTBHETO, KAKTO M 3allOBE/ATA 32 OTHEMAHE Ha pa3pelieHUueTo
MOJKe Ja OBbIaT 00XKaIBAHHM I10 peia Ha A TMUHUCTPATHBHOIIPOIIECYATHUS KOJCKC.

Yn. 76. (1) (Hom. — AB, Op. 38 ot 2015 r., B cuna ot 26.05.2015 r.) Hotudunupanusr
OpraH H3jaBa CEpTHU(UKAT, yIOCTOBEPSIBAIl CHOTBETCTBHETO CBhC ChHIIECTBEHUTE H3UCKBAHUSA,
IIPWIOKUMH 32 U3IEIUETO, C BAJIUIHOCT, IOCOYEHA B HETO, HO HE MOBEYE OT 5 FOJUHU WUJIM NpaBU
MOTHMBHpAH OTKa3.
(2) (U3m. - 1B, Op. 110 ot 2008 r.) KoraTto HOTH(UIIMPAHUAT OpraH YCTaHOBH, Y€ MPOU3BOAUTEIISAT
HE € U3ITBJIHUJI WK € MIpecTaHal J1a U3IbJIHABA U3UCKBAHUATA, ONIPEIEICHN B HapeaAOuTe 1o wi. 18,
WIN ca IPOMEHEHH YCJOBHATA, IPU KOUTO € OMJI M3/1aZieH CepTU(PUKATHT, U KaTO OTYETE CTEHEeHTa
Ha HEChOTBETCTBHE, OTHEMA CcepTU(UKATa UM BPEMEHHO CIHpa JAEWCTBUETO MY, MJIM OTpaHHYaBa
HEroBUsi 00XBaT, JIOKATO MPOU3BOJUTENAT MPEANpPHEME IMOIXOJIIM KOPUTHpAaIld JeHCTBUS U
OCUTYPH HEOOXOAMUMOTO ChOTBETCTBHE.
(3) (U3m. - [IB, 6p. 110 ot 2008 1., 6p. 38 oT 2015 1., B cuma ot 26.05.2015 r.) Hotudunupanusr
opran uHdopmupa HMAJI B ciydauTe Ha OTKa3 3a H3/aBaHe Ha cepTU(UKAT, HA BPEMEHHO
[IPEeyCTaHOBSIBAHE BAJMIHOCTTA Ha cepTH(]UKaTa, HA OTHEMaHE WM HajlaraHe Ha OrpaHUYEHUE WU
Ha MOIUGUIMPAHU WK JOIbIHEHH CEPTHU(PUKATH.
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(4) (Hosa — J/IB, 6p. 38 oT 2015 r., B cmuma ot 26.05.2015 r.) B cinyuante 1o an. 3 HOTHQUITUPAHUSAT
opran mnpenocrass npu nouckBane ot MAJl nomenaurtenna nHpopmanus u usnckanute ot MAJI
JOKYMEHTH.

(5) (M3wm. - JIB, 6p. 110 ot 2008 r., npenumina an. 4, u3m., 6p. 38 ot 2015 r., B cuna ot 26.05.2015
r.) M3nbiHuTenHaTta areHuus Mo JieKapcTBaTa MHGOpMUpaA PErylaTOPHUTE OpPraHu Ha APYTrUTe
IbpXKaBU UJIEHKU, DPETyJaTOPHUTE OpPraHu Ha Abp)kKaBUTE — cTpaHu o Cropa3yMeHHETO 3a
EBpomneiickoTo nkoHoMU4ecKko npoctpanctBo, u Ha Kondenepauus Ileeiinapus u EBporeiickara
KOMMCHS 32 CIIy4auTe 1o aj. 3.

Y. 76a. (Hos - IB, 6p. 110 ot 2008 r., u3m., 6p. 38 ot 2015 1., B cua ot 26.05.2015 1.)
Hotudunupanurte opranu ca JIHKHHA Ja MPEAOCTaBAT Ha HOTU(DUIIMPAHU OpTaHH, OMPEICIICHH OT
IpYTd Ibp)KaBU WICHKH, WH(OpMAIUs 3a OTKa3aHUTE cepThdukatu, 3a cepTudUKaTuTe, YUATO
BaJMJIHOCT BPEMEHHO € MPEYCTAHOBEHA, W 3a OTHETHTE CepTHU(HKATH, a TMPU TOUCKBAHE — 3a
U3JIAJICHUTE CEPTHUPHUKATH.

I'nmaBa nmera
THPI'OBUA C MEJUIIMHCKHA U31EJINSA
(3arJa. u3m. - JIB, op. 60 ot 2011 r., B cujia ot 5.08.2011 r.)

Ui 77. (U3m. - [IB, Op. 54 ot 2012 1.) (1) TeproBus Ha eqpo ¢ MEIUITUHCKU U3ICITHS HA
TeputopusaTa Ha PemyOnuka beiarapus morar ga u3BbpuIBaT (GU3MYECKU WM IOPUIMYECKU JIUIIA,
PEruCTpUpaHd KaTO THProBUM IO TBHProBCKMs 3aKOH WIM IO 3aKOHOJATEICTBOTO Ha JApyra
IbpXKaBa WIEHKAa WJIM Ha Jpyra appkaBa - crpaHa no CnopasymeHuero 3a EBpomnelickoTo
MKOHOMMYECKO mpocTpaHcTBO, uian Ha Koudenepanus [lBeilinapus, Ha KOUTO € HU3IaJACHO
paspellieHue 3a THProBus Ha €Apo ¢ MeAuuMHCKU usfenus ot MAJl wmm apyr OOKyMEHT,
YAOCTOBEPSBAILl IPABOTO UM J1a THPI'YBAT C MEAULMHCKY U3JIEIMs, U3/1aJICH OT KOMIIETEHTEH OpraH
Ha CbOTBETHATA JbpPKaBa.

(2) [IpousBoauTenuTe, yCTAaHOBEHU Ha TepuTopusaTa Ha PenyOiuka beirapus, Morar 1a u3BbpuiBaT
TBPrOBCKHU CAEIKU C IPOU3BEIECHUTE OT TAX U3/eins 0e3 JOKyMeHTa 110 ai. 1.

UYn. 78. (M3wm. - [IB, 6p. 110 ot 2008 r., 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r., 6p. 54
ot 2012 r.) (1) ®u3nyecku WK IOPUANYECKH JIMIA, PETUCTPUPAHU 1O pela Ha ThbproBCKHUs 3aKOH
WIM 10 3aKOHOAATEICTBOTO Ha JApyra Abp)KaBa WIEHKAa WM Ha JApyra Abp)KaBa - CTpaHa IIo
Crnopasymenuero 3a EBpOneickoTo HMKOHOMHUYECKO NpPOCTpaHCTBO, uiau Ha KoHdeneparus
[IBelinapys, KOUTO UCKAT Ja MOJydaT pa3pelleHne 3a ThbProBUs Ha €p0O C MEAUIIMHCKU U3AEIus,
nonasat B MAJI 3asBneHue mo obpasel, yIBbpPAECH OT M3NbIHUTENHUs aupexkrop Ha MAJL, xpMm
KOETO IpuJIarar:

1. mannm 3a EWK Ha smmmara, peructpupaHu 1o pena Ha THpProBCKus 3aKOH, a 3a JIMIATA,
PETUCTPUPAHU B JIpyra Jbp)kaBa WICHKAa WM B Jpyra Jbpxkasa - cTpaHa 1o CrnopaszyMeHHETO 3a
EBporelickoTo MKOHOMHYECKO mpocTpaHcTBO, uiau Ha Koudenepaums IIBeiinapust - naHHW,
yIIOCTOBEpSBAlM THPrOBCKAaTa UM PErucTparus;

2. CIUCHK Ha KaTeTOPUHUTE MEAUIIMHCKH U3JIeNus chrulacHo HoMeHknatypHa cuctema BJIC EN ISO
15225 3a kareropmsauus Ha MEJULMHCKUTE M3AEIUS U HAa CbOTBETHUTE UM IIPOM3BOJUTENN Ha
XapTUEH U MarHUTEH HOCHUTET;

3. IOKyMEHT 3a IJIaTeHa Takca B pa3Mep, orpejiesieH ¢ Tapudara mo wi. 7, an. 1.

(2) Koraro pasnonaraT ¢ momeIieHus 3a CbXpaHeHHe Ha MEAUIIMHCKU W3/IeHs Ha TEPUTOPUSITA Ha
Peny6nuka bbarapus, nunara rno aju. 1 mocoyBaT B 3asBIIEHHETO U ajapeca UM. B To3u ciyyail kbM
JOKYMEHTanuATa no aj. 1 ce mpunarar:

1. nexnapanus, ue:

a) IOMEUIEHUATa OTTOBAPAT HA YCIOBUSTA 33 ChbXPaHEHUE HAa METUIIMHCKUTE U3JIEIHsl, TIOCOYEHU B
cnuchka mo an. 1, T. 2, B 3aBUCHMMOCT OT cneuud@ukata UM U yKa3aHHMATAa Ha MPOM3BOJIUTEI,
olpesieNieH! B MHCTPYKIIUATA 3a ynoTpeba, u
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0) mpuTekaBaT WM pasmoyiaraT C TPAHCIOPTHU CPEACTBA, OCUTYpSBAIld TPABUIHOTO UM
ChbXpaHEHUE IIPU Pa3IPOCTPAHEHNE U TPAHCIIOPTUPAHE;

2. JaHHYU 32 UMETO, TIOCTOSIHHMSI aapec U aJpeca 3a KOPECIOHACHLHUS C JUIETO, OMpPEeAeeHO 3a
PBKOBOJIUTEIN HA IOMEILEHUATA 32 ChbXPAHEHUE U ThPIOBUSI C MEAULIMHCKU U3/IEIMS, KAKTO U KOIHE
Ha JIOrOBOPA, Bb3 OCHOBA HA KOMTO € Bb3HMKHAJIO MPABOOTHOIIEHUETO MY ChC 3asiBUTEIIS.

Un. 78a. (Hos - IB, 6p. 54 ot 2012 r.) Korarto numara no wi. 77 mpuTexaBaT JOKyMEHT,
YIOCTOBEpSBAL MPABOTO WM 3a U3BBpIIBAHE HA THProOBUS HA €IpO C MEIUIMHCKU H3/eIHs,
W3/1aJIeH OT KOMIIETEHTEH OpraH Ha Jpyra JAbpskaBa WiICHKa WM Ha Jpyra JIbpkKaBa - CTpaHa IO
Cnopasymenuero 3a EBpOneickoTo HMKOHOMHUYECKO NpOCTpaHcTBO, uiaun Ha Kondeneparus
[IBeiinapus, U pasnonarar ¢ MOMEIIEHUS 33 ChbXPaHEHHE HAa MEJIMLIIMHCKHU U3/IeNUs Ha TEPUTOPUSITA
Ha PenyOniuka bwarapus, npeacrassat B MAJI:

1. dopma 3a yBenomsiBaHe 1o 00pasell, yTBbPACH OT U3IIBJIHUTEIHH qupekTop Ha MAJL;

2. KolKe OT JOKYMEHTa, YAOCTOBEpsABAalll IPABOTO MM 3a WM3BBPIIBAHE HAa THPTOBUS Ha €Jpo,
IIPUIPYXKEH C IIPEBOJI HA OBITapCKu €3UK;

3. CIIUCHK Ha KaTErOpUHUTE MEIUIIMHCKHU U3ENus chriacHo HoMeHkiarypHa cuctema bJIC EN ISO
15225 3a kareropuszanus Ha MEIUIIMHCKHUTE M3JEIUS U HA CHOTBETHUTE MM IPOU3BOAUTEIIN HA
XapTUEH U MarHUTEH HOCUTET;

4. noxyMeHTauusTa 1o wi. 78, ai. 2.

Yn. 79. (U3m. - JIB, Op. 54 ot 2012 r.) (1) (MUsm. — B, 6p. 67 ot 2020 1.)
W3mpnHUTETHATA areHIUS 10 JIeKapcTBaTa OICHSIBA JOKYMEHTANMATA MO Wi. 78 W MpoBepsBa
nokyMeHTanusaTa nmo wi. 78a. Ilpu KoHCTaTupaHe Ha HEMBIHOTH B JokyMmeHTanusta MAJI
YBEJIOMSIBA ITMCMEHO 3asIBUTEISI U J]aBa CPOK 33 OTCTPAHSIBAHETO WM.

(2) (M3m. — JIB, 6p. 67 ot 2020 r.) M3mbaautennusat aupekrop Ha MAJI B 30-1HEBEH CpOK OT
JaTraTa Ha MOJaBaHE HA JIOKyMEHTAIMATa M0 Wi. 78 W3aaBa paspelieHue 3a ThProBHUS HA €IpO C
MEAUIIMHCKHU U3AENus Ha TUaTa 1o 4i. 78, ai. 1, uiam npaBu MOTUBHPAH OTKa3.

(3) CpokbT o an. 2 cnupa aa Teue OT Jarara Ha YBEJOMJIGHHETO IO aj. | 7o oTcTpaHsBaHe Ha
HEI'BJIHOTUTE.

(4) V3nbiHuTenHATA areHIUs IO JIeKapcTBaTa B 7-JIHEBEH CPOK OT YBEIOMJICHHETO IO Wi. 78a
BIIMCBA B PETUCTHPa MO Wi. 81 TaHHUTE OT yBEIOMIICHUETO.

Un. 80. (Jom. - B, 6p. 110 ot 2008 r., u3m. u gom., 6p. 60 or 2011 r., B cuna or
5.08.2011 r., u3m., Op. 54 ot 2012 1.) (1) [Ipu mpomsiHa Ha azpeca Ha MOMEIIEHUATA 3a ChXpaHEHUE
U THProBUS ¢ MEIUIIMHCKU W3JeNHs Ha Tepuropuara Ha Pemybnuka bwiarapus nuumara no wi. 78
noznasat B MAJI 3asBneHue 3a npoMsiHa Ha paspelIeHUeTo 1o 4i. 79, an. 2, a nuuara no wi. 78a -
yBeIOMJIEHHE 3a npomsiHaTa. KbM 3asBIE€HHETO WIM YBEIOMIJIEHHETO C€ Ipuarar cBbp3aHaTa ¢
IIpOMsIHATa JOKYMEHTALMs ¥ JOKYMEHT 32 IIJIaTeHa Takca 3a JuIara 1o 4. 78 B pa3Mep, OlpeieicH
¢ Tapudarta mo wi. 7, ai. 1.

(2) 3asBIeHNETO UM YBEOMIIEHHETO 3a MPOMSHA CE 10J1aBa B 7-AHEBEH CPOK CIie/l U3BbPIIBAHE Ha
CbOTBETHUTE MPOMEHH.

(3) JIunara no an. 1 yBenomsiar MAJI B 7-1HeBeH CpoOK clie/l U3BBPILIBAHE HAa IPOMSHA HA IPAaBHUSA
CTaTycC, CeaIMILETO W/WIN aJpeca Ha yIpaBiIeHUE W/WIN MPU MPOMsHA Ha JIMLETO 1Mo wi. 78, an. 2,
T. 2, W/WIK TIpU IPOMSHA Ha CHHMCHKA HAa BUAOBETE MEIMIMHCKH M3JeNus, C KOUTO Thprysar. Kem
YBEJOMJIEHHETO C€ MpHJlara CBbp3aHaTa C IpoMsHaTa JOKYMEHTAIHsI.

(4) (Usm. — 1B, 6p. 67 ot 2020 r.) M3mbiHuTenHAaTa areHIMsS IO JieKapcTBaTa OICHSIBA
JNOKYMEHTalUsATa KbM 3asBIICHHETO 3a IIPOMSHA Ha pa3pelieHneTo no ui. 79, am 2.
M3neaautennusat aupexkrop Ha MAJI n3nasa paspelnieHue 3a NpoMsiHa Ha pa3pemeHneTo no wi. 79,
aj. 2 WM IpaBd MOTHUBHUpPAH OTKa3 B 14-THEBEH CPOK OT JaTara Ha MOJABAHE HA JTOKYMEHTAIMATa
o an. 1.

(5) UznbpnauTenHaTa areHIus IO JIeKapcTBaTa BIIMCBAa B perucrbpa mo uwi. 81 mpomeHuUTe B
obcrosiTencTBara Mo ajn. 1 u 3 B 7-THEBEH CPOK OT M3aBAaHETO Ha pa3pelICeHUEeTO 3a MPOMSHA,
CHOTBETHO OT YBEJOMJIEHUETO 32 MPOMSIHA.
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Y. 80a. (Hom - JIB, 6p. 54 ot 2012 r.) (1) JIumara mo wi. 78 u 78a B 10-1HEBEH CPOK
cliel MpEeKpaTsBaHE Ha JEWHOCTTa CH, CBBbp3aHA C THPrOBUS C MEAMIIMHCKA W3JENHs Ha
teputopusita Ha Pemybnmuka bearapus, ca IIbKHU Ja YBEAOMAT HUCMEHO U3IIBIHUTEIHUS
nupekrop Ha MAJL.

(2) B cinyuaute 1o an. 1 usmbiaHuTeaHUAT qupektop Ha MAJI che 3amoBen mpekpaTsiBa IeCTBHETO
Ha W3JaJ€HOTO paspeuieHue no wi. 79, an. 2. M3menHuTenHara areHuus IO JiekapcrBara B 7-
JTHEBEH CPOK OT M3/laBaHE Ha 3aIll0BeJITa 3a IPEKpaTsIBaHe Ha Pa3pelICHUETO BIIMCBA B PETUCTHPA IO
. 81 naTaTa Ha MpeKpaTsBaHe HA Pa3pEIICHUETO Ha Thproseua mo ui. 78.

(3) U3nmbnuuTennata areHuMs IO JieKapcTBaTa BIKMCBA B perucrbpa mo uwi. 81 parata Ha
IIpEKpaTsABaHe Ha AEWHOCTTA Ha JIMLaTa 1o wi. 78a.

Y. 81. (U3m. - JIB, Op. 54 ot 2012 r.) U3mbaHuTeIHATa areHIUs O JIEKapCTBaTa BOIAN
pErucThp Ha IMuara no wi. 78 u 78a, KOUTO ChAbpIKa:
1. (u3m. - JIB, Op. 54 or 2012 r.) HOMEp W Jara Ha pa3peIIeHHUETO 3a THPTOBHS Ha €IIPO C
MEIULMHCKY U3Eus 3a JIMlara 1o wi. 78;
2. (u3m. - 1B, 6p. 54 ot 2012 r.) ume, ceauine U apec Ha yIpaBJICHHE HA JUIATa 10 4wi. 78 |
78a;
3. (u3m. - IB, Op. 54 ot 2012 r.) naTa Ha MpeKpaTsIBaHe Ha Pa3pEIICHUETO o 4. 79, ai. 2;
4. (m3m. - [IB, 6p. 54 ot 2012 r.) agpec Ha TOMEUICHUATA 32 ChXPAHCHUE HA METUITUHCKH U3]ICIIHS;
5. (m3m. - IB, Op. 54 ot 2012 r.) uMe 1 aapec Ha aunaTta mo wi. 78, ain. 2, T. 2;
6. (mm. - 1B, Op. 54 ot 2012 r.) ciMCHhK Ha KaTETOPHHUTE MEIUIIMHCKH H3JCIHs, C KOUTO Ce
U3BBPIIIBA THPTOBUS;
7. (HoBa - JIB, Op. 54 ot 2012 1.) IpOMEHH 1O BITUCAHUTE OOCTOSTEIICTBA.

Y. 82. (1) (U3m. - JIB, Op. 54 ot 2012 r.) THproBuuTe ¢ MEAUIIUMHCKHA U3CIIHS, KOUTO
M3BBPIIBAT THProBUs Ha TepuTtopusta Ha PenybOiuka bbiarapus, ca JTbXKHH Ja ThPryBaT CaMo C
MEIUIIMHCKHU U3eINUsl, HA KOUTO CPOKBT HA TOAHOCT HE € U3TEKbJ H UMAT:

1. nanecena "CE" MapkupoBKa B CbOTBETCTBHUE C U3UCKBaHUATA Ha Wil. 15;

la. (HoBa - JIB, 6p. 54 ot 2012 r.) HaHeceH MapTUICH/CEpUeH HOMEP BBPXY OMAKOBKHUTE, KOTaTo €
MIPUIIOKHMO;

2. (m3m. - /IB, 6p. 110 ot 2008 r., 6p. 38 or 2015 r., B cuma ot 26.05.2015 r.) HaneceH
UJCHTU(QUKAIIMOHEH HOMEp Ha HOTU(HIMpaHUS opraH mo wi. 63, an. 4, xorato IpoueAypHTeE,
ornpejeNieHu B HapeaduTe mo 4. 18, U3UCKBAT HAHACSIHETO MY;

3. HaHeCEeHW HAaUMEHOBAaHME U aJIpeC Ha YIpPABJICHUE HA MPOU3BOAUTEINS W/UIW YIIBIHOMOIIECHUS
MPEJICTAaBUTEN U BHOCHUTETIS;

4. MHCTPYKIUS 3a ymnmoTpeda, ¢ M3KIIOYCHUE Ha U3JCNIMATA, 32 KOUTO TOBAa HE € MPEJIBHUJICHO B
3aKOHa.

(2) (U3m. - 1B, Op. 54 ot 2012 r.) Jlumara mo an. 1 ca IIBKHM 2 MOUTbPKAT MOMEIICHHAITA 32
CbXpaHEHHE Ha MEIUIMHCKM W3AENus, KOraro pasmojlaraT ¢ TaKHMBa B CHOTBETCTBHE C
M3UCKBAHUATA 32 ChXPAHEHUE 32 CbOTBETHHS BUJ] U3/IEIHE, OMPEACIICHN OT MPOU3BOIUTEIIS.

(3) (U3m. - JIB, 6p. 54 ot 2012 r.) TeproBunute Ha €APO C MEAUIIMHCKU HU3AETUS OCUTYpPSBAT U
MOAABPKAT JOKYMEHTHpPaHa CUCTEMa 3a MPOoCIIeIsiBaHe 0€30MacHOCTTa Ha MEIUIIMHCKUATE U3CIIHS,
MyCHATH Ha Ta3apa, ¥ 3a OJIOKMpaHe M U3TEIJIIHE OT Ma3apa Ha MEAUIMHCKUTE U3IeNus, oKa3alu
HECHOTBETCTBUE C M3UCKBAHMATA 32 O€30MACHOCT 10 CMUCHJIA Ha T1aBa ceaMa.

(4) (U3m. - IB, 6p. 54 ot 2012 r.) KM mokymeHTanusaTa Mo aji. 3 ce ChbXpaHsABaT MapTHIHUTE
cepTuUKATH HA MEIUIIMHCKUTE U3MIETUS 32 CPOK 5 TOJAWHH M C€ MPEAOCTABAT MPH MOUCKBAaHE Ha
JUTEKHOCTHHTE JIMIA 1O Wi. 86, aji. 2.

(5) (M3m. - IB, Op. 54 ot 2012 r.) Jlunara mo ai. 1 ca IIBKHH Ja CbXpaHSABAT MEIUITUHCKHUTE
W3JIEHs C U3TEKBJI CPOK HA TOJHOCT, OJIOKMPAHUTE W/UIW WU3TETJICHUTE MEAMIIMHCKHU M3JeNUs Ha
OTIpeNIe]ICHO 3a IIeJiTa MSICTO C TpallHO CHUTHAIHO O0O3HAYCHHE 10 MPEIOCTABIHETO MM Ha
MIPOU3BOIUTEIS UJIH JIO YHUIIIO)KABAHETO FIM.
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Y. 83. (dom. - 1B, 6p. 41 ot 2009 r., B cuna ot 2.06.2009 r., 6p. 110 ot 2008 1., U3M.,
Op. 54 or 2012 r.) (1) Jlumara mo 4i. 77 Morar Ja U3BHPIIBAT THPTOBCKU CACITKHA C MEAUIIMHCKI
W3JIeNHs TIPU ClIa3BaHe Ha M3MCKBAHUATA 3 TSIXHOTO ChbXPaHEHHUE U PA3MPOCTPAHEHHE ChC:
1. Ipyru THProBIM HA €APO MO CMUCHIIA HA TO3HU 3aKOH;
2. (m3m. — 1B, 6p. 14 ot 2016 r., B cuna ot 19.02.2016 r.) neueOHM 3aBeAcHHUS MO 3aKOHA 3a
JeyeOHUTE  3aBEICHUS M BETEPUHAPHOMEIMIMHCKM  3aBeleHHss 1Mo  3akoHa  3a
BETEPUHAPHOMEIUIIMHCKATA IEUHOCT;
3. 3apaBHM 3aBeqeHus 1o wi. 21, ain. 2, 1. 1, 3 u 4 u an. 3 or 3akoHa 3a 37paBeTo;
4. BeTepUHApPHOMEIULIUHCKUTE alITeKH;
5. nporepuu;
6. (mu3m. — JIB, Op. 105 ot 2018 1., B cuna ot 1.01.2019 r.) numa, KOUTO U3BBHPIIBAT JIEHHOCTH TIO
MPEIOCTaBsIHE HA TIOMOIIHY CPEJICTBA, PUCITOCOOJICHUS B ChOPBKEHUS U MEAUITMHCKU U3ICIHs 32
XopaTta ¢ yBpexAaHus 10 3aKOHa 3a XOpaTa ¢ YBPEXKJIaHUs;
7. nuua, IpUTEeXaBalll ThPrOBCKM OOEKTH, B KOUTO C€ Mpejjiarar OmpeaesieHd ChC 3aroBe]l Ha
MUHUCTBbpa Ha 3ApaBeola3BaHETO WM Ha ONPABOMOILIEH OT HEro 3aMECTHUK-MHHHUCTBD
MEULIUHCKU U3JICTUS;
8. oOlIMHM, OpraHu Ha Abp>KaBHATA BIACT U AbP>KaBHU HMHCTUTYIIMH, KOUTO MPOBEXKAT MPOLIETYyPU
3a Bb3JIaraHe Ha 0OIECTBEHU MOPBHYKH 3a IOCTABKA HA MEIUIIMHCKHU U3IEIIHS;
9. yueOHHM 3aBeICHUS,
10. nmma, KOUTO ca B MpoLEAypa MO M3rpaxaaHe W oO0OpyABaHE HA ObJeIIu Je4yeOHU U 3paBHU
3aBelieHus, CJie] OJy4YaBaHEeTO Ha pa3pellleHue 3a CTPOeX MO pela Ha 3aKoHa 3a YCTPOMCTBO Ha
TEPUTOPHUSITA.
(2) MuHUCTBPBT Ha 37paBEONa3BaHETO OMpPEAEIs ChC 3aMOBE] MEAUIMHCKUTE H3IENUS, KOUTO
Morar Jia ce MpojaBar B ThproBCKUTE 00eKTu 1o ai. 1, T. 7.

Y. 83a. (Hos - 1B, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) (1) JIeueOHUTE 3aBeaeHUS
3a OOJHMYHA MOMOII MOTAaT Jia M3BBPIIBAT THPTOBCKU CIEIKH C MEIUIIMHCKH H3JENHS Camo 3a
HY>KJUTE Ha CBOUTE MallMEHTH.

(2) MenuuuHCKUTE U3A€IUs, KOUTO MOrar Ja ObJaT mpeaIMeT Ha ThPrOBCKU CAEIKM 1o al. 1, ce
onpenensaT ¢ HapeaoaTa mo wi. 30a.

Un. 836. (Hoe - JIB, Op. 54 ot 2012 r.) (1) Jlunata nmo wi. 78 u 78a momabpkar
nH(OpMaIIUS U ChbXPaHIBAT JOKYMEHTAIUS 3a:
1. 3aKyneHo W MpOJaJeHO KOJIMYECTBO IO BUIOBE MEIUIIMHCKU HM3JENus, JAaTa Ha MOKYIKara U
npojax0aTa, CKJIaJoBa HATUYHOCT, MAPTHIEH HOMEP U CPOK Ha TOJHOCT;
2. IMETO U ajjpeca Ha yIpaBJIeHWE Ha JMIaTa, OT KOUTO Ca 3aKyNWJIHM M Ha KOUTO ca MpPOAAIU
MEIULUHCKUTE U3IETUS;
3. HOMep U JaTa Ha U3JjaBaHe Ha JOKyMEHTa, yJIOCTOBEpPsIBAIll [IPAaBOTO 32 U3BBPIIBAHE HA ThPTrOBUs
Ha e/Ipo Ha JIMIaTta 1o wi. 77, u JaHHH, WASHTUQUIIMPAIIN OpraHa, W3/1ajl TOKYMEHTa.
(2) Jlunata mo wi. 83, an. 1, .3 -5 u . 7 - 10 nomawpxar nadopmarnus 3a:
1. 3aKynmeHo KOJIMYECTBO MO BUIOBE MEIWIMHCKHU W3JETHs, JaTa Ha MOKyIMKaTta U mpojaxobara,
CKJIa/I0Ba HAJIMYHOCT, MapTUAEH HOMEP U CPOK Ha T'OJHOCT;
2. UMETO W ajJpeca Ha YNpaBJICHHE Ha JHULIETO MO 4. 77, OT KOETO ca 3aKyNWIH MEAUIMHCKU
W3NS, ¥ JaHHUTE 1o ai. 1, T. 3.
(3) JInnara mo . 83, an. 1, T. 2 1 6 noaABpKAT UH(POPMAIIHS 3a:
1. 3aKyneHo KOJIMYECTBO IO BHIOBE MEAMIIMHCKH HW3JENHs, JaTa Ha MOKYIKara, CKJIaJloBa
HaJUYHOCT, TAPTHIEH HOMEP U CPOK Ha TOJIHOCT;
2. IMETO W aJipeca Ha yIpaBJICHHE Ha JIUIETO MO 4Wi. 77, OT KOETO Ca 3aKyMWId MEIUIUHCKH
HU3JIeNUs, ¥ JaHHUTE 1o ajl. 1, T. 3;
3. nM11e, Ha KOETO ca MPeI0CTaBIIIN/TIPUIIOKIIIN MEIULIUHCKOTO U3/1eI1e/U3Aeusl.

Un. 84. (U3m. - IB, 6p. 54 ot 2012 r.) (1) JnbxHOCTHHUTE Numa Mo 4i. 86, am. 2
W3BBPIIBAT IUIAHUPAHW W BHE3AITHW MPOBEPKH B IOMEIICHUATA 32 ChXpPAaHEHUE M THPTOBUSA C
MEIUIIMHCKU U3CITHS.
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(2) JAnmpXHOCTHUTE JMIIa MO ajl. | MoraT Ja HW3UCKBAT, MPOBEPSBAT W TPaBAT KOMUS Ha
JOKYMEHTAIUATA 110 4wi. 82, an. 3 u mo wi. 830, KaKTO M /1a B3eMaT 00pa3ly U MPoOH OT U3AETHITA
MpHY ycJoBUATa 1o 4i. 93, an. 3.

(3) Koraro mnpu mnpoBepkara ce YCTAaHOBH, Y€ MEIUIMHCKUTE W3JCIHUS HE OTroBapsT Ha
M3UCKBaHMATa Ha wi. 82, an. 1, 1. 1, la, 2 unm 3 WM ca C U3TEKBI CPOK HaA TOJHOCT,
M3IBJIHUTENHUAT gupekrop Ha MAJL pasmopexna cbc 3amoBen OJOKMpaHe W HU3TETJSIHE HA
U3JIeHsTa OT Ma3apa U/WiK TAXHOTO YHHUILOKaBaHe.

(4) Ilpu ycraHOBsBaHE HECHOTBETCTBHS Ha IIOMEIIECHUATA 3a CBXPAHEHHE W TBHPIrOBUS C
M3HUCKBAHUATA, ONPEEICHU OT MPOU3BOAUTENS 32 CbOTBETHOTO M3JIENHE, JUIbKHOCTHUTE JIMIA IO
asl. | naBaT npeAnyucaHus U CPOK 3a OTCTPAHSABAHETO UM.

(5) Koraro npu npoBepkara ce yCTaHOBH, Y€ B CHCTeMara 1o Wi. 82, aj. 3 Wiu B JOKyMEHTAIUATA
1o 4wi. 830 ¥Ma HEMbJIHOTH WM HETOYHOCTH, JUTHKHOCTHUTE JIMLA 110 al. | JaBat mpeanucanus u
CPOK 3a OTCTPaHSIBAaHETO UM.

(6) Koraro HeChOTBETCTBUSTA, HEII'BIIHOTUTE UJIM HETOYHOCTUTE HE OBbAAT OTCTPAHEHU B CPOKOBETE
1o aji. 4 u 5, JUIbXKHOCTHUTE JIMIA MO all. 1 IPeaCTaBsAT CTAHOBUINE A0 M3MBIHUTEIHUS TUPEKTOP
Ha MAJI ¢ npeuioxkeHne 3a OTHEMaHE Ha pa3pelIeHUETO 3a ThProBUs Ha €po, a 3a JMLara 1o 4.
78a - 3amMyaBaHe OT perucTbpa Mo wi. 81 W 3aKkpuBaHE HA MOMEIIEHUSNTA UM 33 ChbXpPaHEHHE U
THPTrOBHSL.

(7) 3anoBeauTte Ha U3NBIHUTENHUA TupekTop Ha MAJI mo an. 3 u 6 morat aa ce o6anBaT 1o peaa
Ha AJIMMUHHUCTPaTUBHOIIPOLIECYAJTHUS KOJEKC, KaTO 00KaJIBAHETO HE CIIMPA U3ITBIHEHUETO UM.

Un. 85. (M3m. - IB, Op. 54 or 2012 r.) M3nbiaHUTENHATa arcHIUs IO JIEKapcTBaTa
nH(OpMHpa PEryIATOPHUS OpraH Ha JpyraTa IbpkaBa WieHKA WA Ha JIpyrara AbpKaBa - CTpaHa
no CropasymenueTro 3a EBpomneiickoTO MKOHOMHYECKO MpocTpaHcTBO, iu Ha Koudenepanus
[IBefiniapusi, u3nan JOKYMEHTa, YIOCTOBEPSBAIll MPABOTO 332 M3BBHPIIBAHE HA THPrOBUS HA €IPO C
MEIUIIMHCKN U3/IETHs, 32 YCTAHOBEHU HApYIIEHUS MPU ThProBUS HA €IPO C MEIUIIMHCKU H3AENus
Ha TeputopusTa Ha PenyOnuka brirapus u mpegoctas nHGOpMALUS TP MIOMCKBAHE 3a JIMIATA TI0
. 78.

I'masa mecra
HAJ/I30P HA IIA3APA

Yn. 86. (1) (dom. - /1B, 6p. 84 ot 2012 1., B cuna ot 2.01.2013 r.) Hag3opsT Ha mazapa ce
W3BBPINBA, 33 JIa CE OCUTYPH CHOTBETCTBHETO HAa MEIWIIMHCKHUTE M3JENHWs, MyCHATH Ha Ma3apa
W/WIIN TyCHATH B JEWUCTBHE, C U3UCKBAHMATA HAa 3aKOHA M Ha HapenouTe Mo 4. 18 oT To3M 3aKOH
yu/unv Ha riaBa neta "a" W Ha Hapenmbarta mo wi. 217, an. 1 ot 3akoHa 3a 3amMTa OT BPEIHOTO
BB3/ICHCTBHE HA XUMUYHUTE BEIIECTBA U CMECH.

(2) HamzopbT Ha mazapa Ha Teputopusara Ha PenyOnuka bearapus ce ocbiiectBsiBa ot MAJI upes

HHCIICKTOPH U CKCIICPTU, ONIPCACIICHU CHC 3aIIOBEA HA U3IIBJIHUTCIIHUA TUPCKTOP.

Uin. 87. (1) Han3opbT Ha ma3apa ce U3BbpIIBA Ype3:
1. mpoBepKkHU Ha U3ENUATA, TyCHATH Ha Mla3apa W/ Uiu MMyCHATH B JICHCTBUE;
2. B3eMaHe Ha 00pa3Iy WK IPOOH OT M3/CTUATA H U3ITUTBAHETO FIM.
(2) V3nuTBaHeTO Ha MEAMIIMHCKHUTE W3JEIHS HE MOXKE J1a Ce HM3BBHPIIBA OT HOTH(MUIUPAHUTE
OpraHu, y4aCTBaJIM B OLICHABAHCTO HAa CbOTBECTCTBUETO HA CHIIUTE U3CIIN .

Yn. 88. IIpoBepkuTe Ha MEAUIIMHCKUTE W3AEHs, MyCHATH HA Ma3apa W/WIM IyCHATH B
JEWCTBUE, CE€ U3BBPIIBAT I10:
1. mpeaBapUTENHO YTBBPACH MOJUILIEH IUIaH 33 HAJI30p Ha Mas3apa Mo IPyHu MEIUIMHCKU U3/ETUs
CHOTBETHO OT M3MBJIHUTENHUS JupekTop Ha UAJL, n
2. CUTHAJIM OT APYT'M KOHTPOJIHHU OPTaHU U 10 UJICHTU(DUIIUPAHU TUCMEHU CUTHAIM OT IPakJIaHH.
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Y. 89. (U3m. - JIB, 6p. 54 ot 2012 r.) JIumara mo 4. 86, an. 2 U3BBPIIBAT MMPOBEPKH B
obektute 1o wi. 83, ann. 1, T. 2 - 7, KaKTO ¥ B MPOU3BOJACTBCHUTE MMOMEIIIEHHUS U B TIOMEIICHHSITA 32
ChbXpaHEHUE U ThProBUsI HA MEIUIIMHCKH U3JIeTus 1Mo wi. 78, an. 2 u 4. 78a.

Ui 90. (1) (ITpeauiien tekct Ha wi. 90 - [IB, 6p. 110 ot 2008 r.) JInnara no 4. 86, an. 2
MpOBeEpsIBaT 3a:
1. nanuuue Ha "CE" MapkupoBKa 1 3a CbOTBETCTBHETO i C M3UCKBAaHUATA HA 3aKOHA;
2. (m3m. - JIB, 6p. 110 ot 2008 1., 6p. 38 o1 2015 1., B cuna ot 26.05.2015 r.) uaeHTudukanmoHeH
HOMEp Ha HOTH(HLMPAHUS OpraH mo wi. 63, ain. 4, Korato MpoIeIypUTe, ONPEICICHN B HapeIOUTe
1o wi. 18, u3MCcKBaT HAHACSIHETO MY;
3. HAIMYUE HA WHCTPYKIHUA 32 ynoTpeda U ChOTBETCTBUE HA CHABPIKAHUETO W C M3UCKBAHMSTA HA
Hapeaobure mo 4wi. 18, ¢ u3KIIIOUYeHHE Ha U3IeNusATa 1Mo wi. 2, ai. 1, T. 3, monagamnu B kiac I u kiac
ITa, ako morar fa ce u3moa3Bar 6e30macHo 0e3 MHCTPYKIHS 32 yrnoTpeoa;
4. (m3m. - IB, Op. 110 ot 2008 r.) HamM4YMEe HA €TUKET U CHOTBETCTBHUE Ha CHIBPKAHUETO MY C
M3UCKBAaHUSTA HA HapenIOuTe 1o 4wi. 18;
5. Hanu4Me BBPXY MEIUIMHCKOTO H3JeJNe Ha HAaMMEHOBAHHWE U aJ[pec Ha yIpaBieHHE Ha
MIPOU3BOIUTEIS HJIA YITHIHOMOIIICHHS TIPEJICTABUTEN U BHOCUTEIIS;
6. CPOK Ha TOAHOCT Ha METUITUHCKOTO U3/IEIINE;
7. (ot™. - IB, 6p. 110 ot 2008 1.).
(2) (HoBa - JIB, Op. 110 or 2008 r.) JIumara mo wi. 86, aj. 2 mpoBepsBaT 3a CIIa3BaHETO Ha
HM3KUCKBaHEeTO HA . 27, ain. 1 mw . 28, an. 1 u 6.

Yn. 91. (1) Korato mpu mpoBepkara numara mo 4i. 86, ajn. 2 yCTaHOBAT, 4e
MEIWIMHCKUTE H3ACTHs ca IyCHATH Ha masapa w/wim ca mycHatu B JeiictBue 06e3 "CE"
MapKUpOBKa WU C H3TEKBJ CPOK Ha TOAHOCT, T€ HW3TOTBAT CTAHOBUIIE 10 HW3IMBIHUTEIHUS
mupekrop Ha MAJl ¢ mpeanokeHne 3a u3gaBaHe Ha 3amoBej 3a OJIOKMpaHe M M3TErJIsiHE Ha
U3JIETNETO OT ma3apa.

(2) (M3wm. - JIB, 6p. 110 ot 2008 r.) Korato mpu nmpoBepkara jaumara mo wi. 86, aj. 2 yCTaHOBSIT, 4e
MEIUIIMHCKUTE U3/ENUs ca MyCHATH Ha Ta3apa W/WIW ca MyCHATH B JelcTBUE 0e3 MHCTPYKIMUS 3a
yrnoTtpeba u/mim 6e3 eTHKET WIN ChIbpP)KaHUETO Ha €TUKETa HE € B CHbOTBETCTBUE C M3UCKBAHUITA
Ha HapenouTe mo wi. 18, u/uiau BepXy U3AEIMETO HE Ca HAHECEHW HaUMEHOBAHUETO U aJIpechT Ha
yIpaBieHUEe Ha MPOU3BOJAUTENS WIM HA YI'BJIHOMOIIEHHUS MY MPEICTaBUTEN M Ha BHOCHUTENS, TE
JaBat MpeanucaHue Ha MPOU3BOANTEINS UM Ha HETOBUS YIIBJIHOMOIIEH MPEJCTABUTEN ChC CPOK 3a
OTCTpaHsIBaHE Ha KOHCTaTUPAHOTO HapyIlIEHUE.

(3) Koraro HapymieHuero 1o ai. 2 He ObJe OTCTPaHEHO B IIOCOYEHHUS CPOK, JIMLATa 110 4iI. 86, ai. 2
U3TOTBAT CTAHOBUIIE N0 W3MbIHUTENHUs aupekrop Ha MAJl ¢ mpemnoxeHue 3a u3gaBaHe Ha
3amoBe/] 3a OJIOKUpaHe U U3TETJIIHE Ha U3/IeNTUEeTO OT Masapa.

(4) (U3m. - ]IB, 6p. 110 ot 2008 r.) Korato u3uckBanero Ha wi. 90, ain. 1, T. 2 He € U3MIBIHEHO WX
HaHECEeHaTa MapKUpPOBKA HE ChOTBETCTBA HA M3UCKBaHUATA Ha 4wi. 15, uian uma ceMHenue, uye "CE"
MapKUpOBKaTa € HaHECEHa HENpaBOMEPHO, JUIaTa Mo 4. 86, al. 2 W3UCKBAT OT MPOU3BOJIUTEINS
WINA OT HETOBMSI YITBTHOMOILIEH MPEeACTAaBUTEN, WIIM OT BHOCUTENS Ja UM MpeacTaBu B cpok 10 1Hu
OT JlaTaTa Ha YBEJOMSIBAHETO:

1. nexnapanus 3a CbOTBETCTBUE;

2. TeXHMYECKaTa JOKyMEeHTalus 1o 4i. 14, an. 1.

Y. 92. (1) JInnata no un. 86, an. 2 U3roTBAT CTAHOBMILE 10 U3IBJIHUTEIHUS JUPEKTOP
Ha MAJI, xoiiTo m3naBa 3amoBes] 3a OJIOKHpaHe W 3a0paHa Ha Pa3MpOCTPAHEHUETO Ha W3JIEIUETO,
ako B cpoka mo wi. 91, an. 4 He OBJAT MNpenCTaBeHM JeKIapalusra 3a ChOTBETCTBHE H
TEXHUYECKaTa JOKYMEHTAIMsA, OCBEH B CIIy4auTe, KOraTo CPOKBT MO Wwi. 14, an. 3 € u3TeKsbI.
(2) B 30-nHeBeH cpok OT JaTaTa Ha BpbUBaHE Ha 3alOBENATa MO al. | MPOU3BOAUTENST, HETOBUAT
YITBJIHOMOIIEH MPEJICTaBUTE UM BHOCUTEIAT € JUIbKEeH J1a U3TETIN U3AEUEeTO OT rasapa.

Yn. 93. (1) (U3m. - [IB, 6p. 110 ot 2008 r., gom., 6p. 84 ot 2012 r., B cuna ot 2.01.2013
r.) Koraro npu npoBepkara Ha TexHHYecKaTa JOKyMeHTalus o wi. 14, an. 1 u Ha neknapanusra 3a
CbOTBETCTBUE MO wi. 91, an. 4, T. | Bb3HUKHAT CHMHEHMs, Y€ HU3JEINETO HE CHOTBETCTBA Ha
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CHIIIECTBEHUTE M3WCKBAHUs, OMPEIEICHN B HapeAOWTe Mo Wi. 18 OT TO3W 3aKOH W/WJIM Ha TJiaBa
neta "a" u Ha HapenmOaTa mo wi. 21x, an. 1 or 3akoHa 3a 3amKTa OT BPEAHOTO BBH3JIEHCTBUE Ha
XUMUYHUTE BEIIECTBA U CMECH, JIMIIaTa 1Mo wi. 86, ai. 2 B3eMar oOpa3iy Wik MPoOU OT U3ICTUETO
3a M3IHUTBAHE.

(2) M3nuTBaHETO c€ W3BBPIIBA B akpeauTuUpaHa saboparopus oT W3nmbiIHHWTENIHAa areHIus
"bearapcka cimyxk0a 3a akpeautanus’ Wid B J1a00opaTopus, aKpeIuTHpaHa OT OpraH Ha JAbp)KaBa
YICHKA WM IbpkaBa oT EBpOneiickoTo HKOHOMHYECKO MPOCTPAHCTBO.

(3) (U3wm. - 1B, 6p. 82 ot 2009 r., B cuna ot 16.10.2009 r., 6p. 14 ot 2015 1., 6p. 41 or 2024 1., B
cuna ot 10.05.2024 r.) YcnoBuaTra U peapT 3a B3eMaHe Ha 00pas3ly W MpoOH OT MEAMIIMHCKU
W3JIeNHs 32 U3MUTBAHE CE OMPENeNAT C Hapea0da Ha MUHHUCThPA Ha 3[paBeoNa3BaHETO U MUHUCTHPA
Ha UKOHOMHUKATa U UHIYCTPHUSITA.

(4) IIpu ocriopBaHe Ha PE3yJATaTUTE OT U3BBHPIICHUTE JIAOOPATOPHU M3IMMTBAHUS TPOU3BOIUTEIIST
WU YI'BITHOMOIIEHUAT MY TNpeacTaBuTen npeactas B MAJI mucMeHo vickaHe B 7-THEBEH CPOK OT
JaTaTa Ha MoJIy4aBaHE Ha pe3yirara OT MbPBOHAYAIIHOTO M3MUTBAHE 32 U3BBPIIBAHE HA MOBTOPHO
HM3MHUTBAHE.

(5) IloBropHOTO M3NMUTBaHE IO al. 4 ce M3BBPIIBA OT EKCIEPTH, KOMTO HE Ca ydyacTBaIM B
IIbPBOHAYAITHOTO U3ITUTBAHE.

. 94. (1) B ciygaute 1o wi. 93 usnbaautenHust aupektop Ha MAJI uznasa 3anosen 3a
BPEMEHHO CIIMPaHEe Ha Pa3lpPOCTPAHEHUETO WM yroTpedaTa Ha KOHKPETHOTO U3JIEIIHe.
(2) Komnue ot 3amoBeara mo ain. 1 ce BpbuBa Ha MPOU3BOAUTENSI WM Ha HETOBUS YI'BJIHOMOILIEH
IPEACTaBUTEI, UM HA BHOCUTEJIS.

Un. 95. Korato numnara no wi. 86, ajl. 2 yCTaHOBAT, Y€ HECHOTBETCTBUETO CbC
CBIIECTBEHUTE H3MCKBAHUS MOXE Ja CE€ OTCTPAHM, M3TOTBAT CTAHOBHUINE [0 W3IMBIHUTEIHHS
mupekrop Ha MAJI u gaBatr mpennucaHue CbC CPOK, ChIJIACYyBaH C IPOU3BOJMUTEINS WIM HETOBUS
YI'BITHOMOIIEH IPEJCTaBUTEN, 32 W3BBPIUIBAHE HAa HEOOXOJMMUTE KOPHTHpAIIY JICUCTBHS MU 3a
II'BJIHO OLICHABAHEC CHOTBECTCTBHUECTO HA U3JCIIMETO CbC CHhILICCTBECHUTC U3 CKBAaHUA.

Yn. 96. (1) Koraro nuuara mo uin. 86, ajg. 2 YCTaHOBST, Y€ HECHOTBETCTBHETO ChC
CBILECTBEHUTE M3UCKBAaHUS HE MOXKE Ja C€ OTCTPaHM, T€ U3TOTBAT CTAHOBUILE 10 U3ITBIHUTEIHUS
nupektop Ha MAJL
(2) U3nbanutennusar aupextop Ha MAJI Bb3 OCHOBa Ha CTaHOBMILETO IO aji. | m3/1aBa 3amoBesn 3a
OnokupaHe M 3abpaHa 3a pa3NpOCTPAaHEHHWETO MJIM yrnoTpebaTa Ha HM3JEIUETO U paslopexa
U3TETVISIHETO MY OT ma3apa B 30-JHEBEH CpOK OT JaraTa Ha BPbYBAHETO M HAa MPOU3BOIUTENS WIN
Ha YII'BJIHOMOILEHUS MY NIPEACTABUTEN U HA BHOCUTEJIS.

(3) UsnbianuTenHara areHIUs MO JIEKapcTBaTa yBEAOMSIBA PETyJIaTOPHUS OpraH Ha JIbpKaBaTa
YJIEHKA, B KOATO IPOU3BOAUTEIST WIH YI'BIHOMOIIEHUAT MYy IPEACTABUTE] U BHOCUTEIST €
YCTaHOBEH, 3a 3all0BEATA 10 aj. 2.

Un. 97. 3anmoBeaute mo wi. 92, an. 1, un. 94, um. 96, an. 2 u wi. 99, an. 1 moxxe ga ObaaT
oOkajmBaHM TIO peAa Ha AJMUHUCTPATUBHONPOIECYAIHHS KOJEKC, KaTo jkajdata He crupa
HU3IIBJIHCHHUETO.

Ui 98. (1) Koraro cien u3nuTBaHeTo 1O Wi. 93 ce yCTaHOBH, Y€ MEIUIIMHCKUTE U3JICTHUS
HE ChOTBETCTBAT Ha CHIIECTBEHUTE M3MCKBAHMS, Pa3XOJUTE 32 B3eMaHe Ha 00pa3lu Win mpoodu 3a
M3MUTBAHE Ca 32 CMETKa Ha MPOU3BOIUTEIS, HA YITHTHOMOIICHUSI IPEICTABUTEI WJIH Ha BHOCHUTEJIS.
(2) Koraro cien uanutBaHeTo no 4wi. 93 ce ycTaHOBU, Y€ MEIUIIMHCKUTE U3/ENIUsI ChOTBETCTBAT Ha
CHIIIECTBEHUTE M3MCKBAHUSI, PA3XOJUTE 3a B3€MaHe Ha OOpa3lu WIM MpOOW 3a M3MHUTBAHE ca 3a
cMmetka Ha MAJLL

Yn. 99. (1) (U3m. - B, 6p. 110 ot 2008 r., gom., 6p. 41 ot 2009 r., B cuna ot 2.06.2009
r.) MUHHUCTBPBT Ha 3[PAaBEONA3BAHETO WU OINPABOMOIIEH OT HEr0 3aMEeCTHUK-MHUHHUCTBD, MO
MOTHBUPAHO TPEUIOKEHNE Ha W3MBIHUTETHHS AupekTop Ha MAJIL, koraro ToBa € B MHTEpeC Ha
OO0IIIECTBEHOTO 3/[paBe W/WIIM Ce Hajara 3a U3IbJIHEHUE Ha HAI[MOHAJIHATA 3/[paBHA MOJIUTHUKA, MOXKE
CBC 3aIoBe]] BPEMEHHO Ja:
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1. 3a0paHu MyCKaHETO Ha Ma3apa W/Wiu MyCKaHETO B JICUCTBUE, HIIH

2. 3a0paHu pa3npoOCTPAHCHUETO, UITH

3. orpannuu 00XBaTa Ha JEHCTBUE, WU

4. HaNOXKU JOMBIHUTEITHN M3UCKBAHMS 32 MyCKAHETO Ha Ta3apa W/WIM MyCKaHEeTO B JICHCTBUE Ha
Ta7eH BUJ U3JIEHNE WK TpyIia U31eusl.

(2) (Jom. - IB, 6p. 110 ot 2008 r.) B ciiygaute no an. 1 MAJI undopmupa EBpornetickara KoMucus
W PEryJaTOPHUTE OPraHd Ha IbP)KABUTE WICHKH W PETYJIATOPHUTE OpPraHW Ha JIbPKaBUTE OT
EBpormeiickoTo MKOHOMHUYECKO TPOCTPAHCTBO 3a 3alOBEATAa, MOTUBHUTE 32 HEs M MPEANPUETHTE
MEpPKH.

Ui 100. (1) JIunara mo 4n. 86, anm. 2 ce 3acTpaxoBar 3a cMeTKa Ha Oromxkera Ha MAJI
Cpelly 3JI0M0JTyKa, KOSTO MOXKE Jla HACTBIM NPU WM IO TOBOJ M3ITBJIHEHUE Ha CIY)KEOHUTE MM
3a]IbJDKEHUSI.
(2) (U3m. - JIB, 6p. 98 ot 2010 1., B cuma ot 1.01.2011 r.) ITpu u3BBpIIBaHE HA TPOBEPKH JIMIIATA
10 4i1. 86, aj. 2 Morar /1a IOMCKaT ChACUCTBUE OT PeTHOHAJIHATA 3/IpaBHA MHCIEKIMS, OT OpraHUTe
Ha MMHHUCTEPCTBOTO Ha BBTPEIIHUTE pPa0OTH M OT KOMIIETCHTHHUTE OpraHd Ha MECTHOTO
caMOyIIpaBIICHHE.

Yn. 101. M3mbiHuTenHata areHUus O JIeKapcTBaTa NMyOJIMKyBa Ha CTpaHUIATAa CU B
MHTEpHET nH(pOpMaLKs 3a U3ENINATA, 32 KOUTO UMa U3/JajieHa 3anoseq o wi. 91, an. 1, wi. 92, an.
1, 9n. 94 u 1. 96, an. 2.

Y. 102. JInuaTa no wi. 86, an. 2 ca IIBKHH 1a:
1. He pasmpocTpaHsABaT OOCTOSATENICTBA M (haKTH, CTAHAIM MM HM3BECTHH 110 BPEME Ha WM BbB
Bmea C UBIIBJIHCHUC HA CJ'Iy}K€6HI/ITe UM 3aaBbJIZKCHU A,
2. U3MOJI3BAT MOTYYECHUTE JOKYMEHTH U HH(MOpMAIIHs caMo 3a IIeJTUTE Ha HaJ30pa Ha 1a3apa;
3. ce IeruTUMHpAT MPU U3BBPILBAHE HA IPOBEPKUTE.

I'naBa mecra "a"
(Homa — J/IB, 0p. 13 o1 2026 r., B cnia ot 3.02.2026 r.)
MEPKMU 110 ITPUJIATAHE HA PET'VIAMEHT (EC)
2023/988

UYn. 102a. (Hos — IB, 6p. 13 ot 2026 r., B cuna ot 3.02.2026 r.) (1) U3nbaHurenHaTa
areHuus 1o JeKapcTBara pruemMa 1 pasriek/ia xKajiou cbr-iacHo 4i. 33, naparpad 4 ot Pernmament
(EC) 2023/988 oTHOCHO:

1. 6ezomacHOCTTa Ha MPOJYKTH, BKIFOYCHN B CITUCHKA HAa 3aKOHOJATEICTBOTO Ha ChI03a CHIVIACHO
[Tpunoxenue I Ha Pernament (EC) 2019/1020 na EBponeiickus napnament u Ha CbBeta oT 20 10HH
2019 r. OoTHOCHO HaJg30pa Ha Ma3apa U CHOTBETCTBHETO HA MPOJAYKTHUTE M 3a W3MEHEHHE Ha
Hupextusa 2004/42/EO u pernamentu (EO) Ne 765/2008 u (EC) Ne 305/2011 (OB, L 169/1 ot 25
toHH 2019 T1.), KOUTO ca OT HEelHATa KOMIIETEHTHOCT, M JICHHOCTUTE 3a KOHTPOJI U HAJ30p Ha mas3apa,
CBBP3aHU C TE3U NMPOIYKTH;

2. ciyvad, B KOUTO MPEJOCTAaBEHUTE CPEACTBA 3a MpaBHA 3allUTa MPH M33€MBaHE HA MPOJYKT HE
OTroBapsT Ha u3uckBaHusATa Ha wi. 37 ot Permament (EC) 2023/988.

(2) V3npnHAUTENHATA areHIMs 10 JIeKapcTBaTa yBEIOMsBA IMHCMEHO JKAJIOOMOMATeNsl 32 BCUYKH
IpeanpueTH AeicTBuUs 10 xanbaTa.

Yn. 1026. (HoB — JIB, 6p. 13 ot 2026 r., B cuna ot 3.02.2026 r.) IIpu u33zemBane Ha
OTIaCHU MPOJYKTH OT MOTPEOUTEIUTE, MHUITUUPAHO OT UKOHOMHUYEC-KH OIEepaTop WU Pa3NopeeHO
OT M3MBJIHUTEIHUS qupekTop Ha MAJI, moTpeOuTennTe NMaT paBo Ha CPEJICTBA 3a MPaBHA 3alTUTa
cbraacHo 4wi. 37 ot Pernament (EC) 2023/988.
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I'naBa ceama
CUCTEMA 3A YBEJIOMSIBAHE U OLIEHSIBAHE HA
HMHINUWIAEHTHAU

Y. 103. (1) IIpousBoauTenaAT € JUTHKEH Ja Ch3Ja[e M Jla MOAAbpKa JTOKYMEHTHpaHa
cucTeMa 3a mpocieasBaHe O€30MacHOCTTa Ha MPOU3BEACHUTE OT HEr0 MEAUIMHCKH HW3JeIus,
IyCHATH Ha Masapa W/WUJM MyCHATU B JIEWCTBUE HA TEPUTOPHUATA HA AbPIKABH WICHKH, HA JbpPKABU
or EBpomneickoTo MKOHOMHYECKO MPOCTPAHCTBO W Ha TPETU AbpPXKABU, W Ja pasmojara ¢
MEXaHHM3MHU 3a MpujlaraHe Ha HeOOXOAUMHUTE KOPUTHPAIIH JIEHCTBUSI.

(2) Cucremara no ain. 1 ce npusara 3a MEAUIIUHCKH U3CIIUS:

1. c nanecena "CE" mapkupoBKa;

2. xouro Hamat HaHeceHa "CE" MapkupoBKa, KOraTo MHIMJIEHTHT UM NOTEHIUAIHUAT HHIUACHT C
TSX MO0 cMUChaa Ha wi. 106, an. 1 u 2 Hanarat u3BbpIIBaHE HA KOPUTUPAIIU JEHCTBUS, IPUIIOKUMU
3a M3enUA Mo T. 1.

(3) Cucremara He ce mpuiiara 3a U3Jeius, NpeAHa3HAYeHU 32 KIMHUYHU U3MUTBAHUS, U U3IENUS 32
OLICHSIBAaHE HA JEHUCTBUETO.

(4) Cucremara no an. 1 BkItOYBa MpoyuBaHe O€30MACHOCTTA HA M3AENUATA MO al. 2, MyCHaTH Ha
nasapa 1/ WM B JJSMCTBUE Upe3:

1. chOupaHe, JOKYMEHTHUPAaHE U aHATU3 Ha CHOOLIEHHS 3a chOUTHUS MO wi. 105 OT METUIIMHCKU
CHEIUATUCTH, OT TMAaIlMeHTH, OT JIMIAa, KOUTO W3BBPIIBAT HWHCTAJUPAHE, MOIIPHKKA WIH
KaymOpupane Ha u3aenusara, u ot MAJI,

2. aHajgu3 HaA pe3yNTaTHUTe OT JOMBJIHUTEIHU W3MUTBAHMUS HA W3JACIUATA, W3BBPIICHA OT
MIPOU3BOIUTEIS;

3. crOupaHe v TOKyMEHTHpaHE U aHAJIM3 Ha JJAHHHW OT Hay4dHaTa JUTeparypa.

Y. 104. (1) (ITpeaumren Teket Ha wi. 104, u3m. - IIB, 6p. 110 ot 2008 1., 6p. 54 ot 2012
r.) Jlekapute, nekapute Mo AeHTalHA MEIULMHA W JPYTHM MEAUIMHCKHU CIELUATNCTH, U JHUIATa,
KOUTO OCBIIECTBABAT MHCTAIMPAHE, MOIIPHKKA WM KAIMOpUpaHEe HA MEIMIIMHCKUTE U3JEHs, ca
IIHKHE He3a0aBHO na chobmasaT Ha MAJI 3a ceoutus nmo wi. 105 B o06extutre mo wi. 83, am. 1, 1. 2
OTHOCHO JIeueOHUTE 3aBeICHUS 110 3aKOHa 3a JIEYCOHUTE 3aBE/ICHUS.
(2) (Homa - JIB, 6p. 110 ot 2008 r.) M3nbaHuTEeNHATa areHIus MO JeKapcTBaTa MpeAocTaBs Ha
MIPOU3BOIUTEISI MJIM HA HETOBHUS YIIBITHOMOIIEH MpeCcTaBuTeN HH(pOopMaIusaTa 1mo aji. 1 B Cpok Tpu
JTHU CJIe]1 TTOJTy4aBaHEeTo M.

Uin. 105. (1) [poussogutenst yBegomsia MAJI 3a Bcsika HEU3MPABHOCT WJIM BJIOIIIABAHE
Ha XapaKTEepUCTHKHUTE Ha HM3JeJHe, MPOU3BEJIEHO OT HEero, W/Win Ha JIeHCTBHETO My, KaKTO U 3a
HEel'bJIHA WJIM HETOYHA MH(pOpMallus BbPXY €THKETa WM B MHCTPYKLHUATA 3a ynorpeda, KOeTo €
NPUYMHUIIO CMBPT WM CEPUO3HO YBPEXKAAHE HA 3][PaBETO WM OM MOIJIO J1a MPUYUHU CMBPT WU
CEepHO3HO YBpPEXJaHE Ha 3/paBeTO Ha MalMeHT, MEAMIMHCKH CHEUUAINCT WU TPETH JMIla Ha
TeputopusaTa Ha PenyOnuka bearapus.
(2) IlpousBoautensat yBegomsiBa MAJI u 3a Bcsika TeXHUUECKA WIM METUIIMHCKA IPUYNHA, CBbpP3aHa
C XapaKTepUCTUKUTE WM JIEHCTBHETO Ha U3EIUETO, KOSITO MOopaau NMPUUYUHHUTE, TOCOUYEHH B ai. 1,
BOJM JI0 CUCTEMHO M3TEIJISIHE OT a3apa Ha U3AeNus OT €ANH U ChILU THII.

Yn. 106. (1) IpousBogutensart nonasa B MAJI mppBoHauaneH nokian mo odbpasen B 10-
JHEBEH CPOK OT ITOCTHIIBaHEe HAa WHQOpMAIHSA 3a chOUTHE 1o Wi. 105, MPUYMHUIO CMBPT WIN
CEpUO3HO YBPEXKIaHE HA 3/IpaBETO, HAPUUYAHO MO-HATATHK WHIUICHT.
(2) TIpomseoaurenst nmomaBa B MAJI mbppBoHavaneH mokiaan mo obpaser; B 30-THEBEH CPOK OT
nocThliBaHe Ha uHpopmanus 3a croutre mo wi. 105, koeTo € MoXkeno Aa MPUYUHU CMBPT WU
CEpPHO3HO YBPEXJaHE Ha 3]IPaBETO, MPEJOTBPATCHH IMOPAJM OJarompusTHO OOCTOATENICTBO WIIH
JIeKapcKa HaMmeca, HapU4aHo MO-HAaTaThK MOTCHIIMAICH UHIIUICHT.
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(3) (Usm. — B, op. 38 or 2015 r., B cuma ot 26.05.2015 r.) Korato WHIUAEHTHT WIH
MOTCHIIMATHUAT WHIMACHT 3acsira m3aenuss oT knac Ila, 116 wm wmac I, wim wH BUTpO
JUArHOCTUYHU MEAMIIMHCKU U3/ OT CIUCBHK A WIM CIUCHK b, WM m3nenus 3a camoTeCTyBaHe
U € Bb3HUKHaJ B TpPETa IbprXKaBa, IPOU3BOAUTEIAT MoAaBa B cpoka mo ain. 1 wim 2 B UAJI
II'bpPBOHAYAJNICH JOKJIaJ B CIy4YaWTe, KOraro HOTH(QUIMpPAH OopraH mo wi. 63, an. 4 e U3BbPUIMI
OILICHSIBAHE HAa ChOTBETCTBUETO HA U3JIEIUETO, C KOETO € CTAHAJl MHLIUJICHTBT.

(4) Koraro MHIMAEGHTHT WIM MOTCHUUATHUAT UHIMICHT 3acAra U3Jeius OT Kiac | uium uH BUTPO
JUArHOCTUYHU MEIUIMHCKU U3JIEIusl, KOUTO HE ca OT CHUChK A U crnuchk b W He ca 3a
CaMOTECTYBaHE, U € Bb3HUKHAJ B TPETA AbpPXKaBa, IPOU3BOJUTEIAT 110/1aBa B CpoKa 1o an. | wim 2
B MAJI mbpBOHauyaneH AOKJIAA B CIy4auTe, KOraTo MPOU3BOJIUTENIAT WM YITBIHOMOILECHUSIT MY
npeacrasuten € perucrpupad B MAJI no pena Ha riasa BTopa.

Ui 107. Korato MHIIMACHTHT WU MOTEHIIUATHUAT HHIIUICHT C€ IBKA Ha KOMOMHHUpaHA
yrnoTpeda Ha JBE WJIM TOBEYE OTJACITHH H3ACTHS W/WIM Ha NPUHAUICKHOCTH, TPOU3BEICHH OT
pa3IMyHU TPOU3BOAMUTEIN, BCEKHU NpousBoauten npeacrass B UAJI otaenen goknan mo wi. 106.

Un. 108. IlpousBoauTensT YBEAOMSBAa HEMOCPEACTBEHO CJiel IoJydyaBaHe Ha
nH(OpMANKS 32 UHIIUACHT WU MOTCHIIMAJICH WHITUACHT YITBIHOMOIICHHS CH TIPEICTABUTEI 110 YII.
10, an. 2, ThproBena Ha €apo U HOTU(DHUIIMPAHUS OPraH, U3BBPIIUII OIICHIBaHE HA ChOTBETCTBHETO
Ha U3EIMETO ChC ChIECTBEHUTE U3UCKBAHMS.

Yn. 109. (1) UznbnHuTenHata areHuus IO JeKapcTBaTa MOAIbpXKA CHCTEMa 3a
peructpupane, aHajau3 ¥ 0000IIaBaHe HAa WHIUACHTH U MOTEHIMAIHU WHIUACHTH C MEIUIIMHCKU
U3JIENHSL.

(2) UzmpnHWTEeNHATa areHIUsA IO JIeKapcTBaTa NyOJMKyBa Ha CTpaHHWIATA CH B HMHTEPHET
PBKOBOJICTBATAa 3a MpoOcCie/sBaHe Ha O0€30IacHOCTTa HA MEAMLIMHCKUTE W3JeNus, U3AAaJCHU OT
EBponeiickara komucus u oT EBponeiickara areHIus o JIeKapcTBara.

Yn. 110. (1) M3nbaHuTenHaTa areHIus 1o JeKapcTBaTa perucTpyupa B cucremara 1o 4.
109, an. 1 naHHUTE OT MbpPBOHAUYAIHMS JOKJIAJ HAa MPOU3BOAMTENS U OLICHSBA IPEJOCTaBEHATa
nHpopmarus.
(2) W3nbanuTenHara areHIUs IO JIeKapcTBaTa OCBUIECTBSIBA HAJI30p BBPXY JeHCTBUSATA Ha
IIPOU3BOJUTEIIS IO NMPOYYBAHETO HA MHIMJEHTA WU MOTEHIUAIHUSA UHIUACHT U MOXE J1a U3J1aBa
MIPEeNNUCaHus U YKa3aHHUSL.
(3) Ilo BpeMe Ha mpoy4YBaHETO HAa WHIMJAEHTA WM MoTeHuuanHus uHiuaeHt MAJL cpaeiicTBa Ha
MIPOU3BOJIUTENIS, TPU HEOOXOIUMOCT, 32 OCBIIECTBSIBAHE HAa BPb3Ka ChC:
1. HoTUUIMpPaHUs OpTaH, U3BBPIINI OLICHIBAHE HA ChbOTBETCTBUETO;
2. peryiaTopHU OpraHH Ha JPYTH 3aceTHATH JIbp’KaBU WICHKH WU Abp)KaBU oT EBpomneiickoro
MKOHOMMYECKO MPOCTPAHCTBO;
3. peryinaTopHU OpraHM Ha AbpXKaBU YJICHKU WIH IbpXKaBu OT EBpOINENHCKOTO HMKOHOMHYECKO
IIPOCTPAHCTBO 34 JIEKAPCTBEHH MPOAYKTH B CIydyauTe Ha MHIMIECHTH WINA IOTCHIIMAIHU UHIIUIAECHTU
cusenusa mo ui. 3, T1.2,3u4;
4. npyru Npou3BOAUTENH B cirydauTe o wi. 107;
5. moJyI3BaTeNnyu Ha U3/1€JTUETO WIH C TPETH JIMILIA.

Yn. 111. Korato B mppBoHavanHus Joknax no wi. 106 ca mocoyeHW KOpUTHpalIH
JEUCTBUS WIM CE ChABPKA 3aKIIIOYEHHE, Y€ MHLIMACHTHT 3acTpallaBa 0e30MacHOCTTa Ha MallUeHTa,
Ha MEIMIMHCKMS CIIELUAINCT WM Ha TPETH JIMIA, HO BCE OIIE HE Ca ONpPENEICHH KOPUTHUPALIUTE
neiicrusi, MAJI uznpaia nokmnan A0 peryaTOpHUTE OpraHU Ha IbpKABUTE YICHKH, Ha IbP)KaBUTE
oT EBpoIeiickoTo NKOHOMHUYECKO MPOCTPAHCTBO U A0 EBponeiickata KOMHUCHS.

Y. 112. (1) B cpok no Tpu Mecemna ot mmojaBaHe Ha Jokjaaaa mo @wi. 106 mpou3BoauTesT
u3rotBs U mpezactaBsi B MAJl okoHuaTeneH MOKiaa Mo oOpaser, YTBHPAEH OT HM3MBIHUTEIHUS
TTUPEKTOP.

(2) HoknansT mo an. 1 Moxe 1a ChabprKa €HO OT CIEIHUTE 3aKIIOUCHHUS:
1. He ce Hanara Ja ce npearnpueMar MepKH;
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2. (m3m. - JIB, Op. 54 ot 2012 r.) AOIBIHUTEIHO MPOCIEAIBAHE HA W3JCIUETO WIM MapTHaTa
W3JIeNsl, TyCHATH B JelicTBUE B o0ekTuTe 1mo wi. 83, an. 1, T. 2 OTHOCHO JIe4eOHUTE 3aBEICHUS 110
3akoHa 3a JIeYCOHUTE 3aBEICHHMS;

3. pasmpocTpaHeHHe Ha WH(OpPMANHS 10 MEAUIMHCKHUTE CICHUAINCTA B OOCKTUTE 1O T. 2 U B
anTEKUTE U IPOTEPUUTE KATO MUCMEHA MPEIOPbKa, U3TOTBEHA OT MPOU3BOIUTEIS;

4. KOpUTHpAIX ACHCTBHS MIPHU MPOU3BOJICTBOTO HA ObJeIa IPOAYKIIHS,

5. KOpUTHpaIy JeHCTBUS Ha U3ACIIUETO, ITyCHATO B ACHCTBHE B OOCKTUTE T10 T. 2;

6. U3TETUISIHE Ha W3/CIIMETO WM Ha TapTUaaTa U3/Ieyus, TyCHATH Ha Ma3apa u/Wiv B ACHCTBHE.

Un. 113. (1) B caydaure mo un. 112, an. 2, T. 2 MAJI u3BbpmiBa KOHTPOI BBHPXY
JeWCTBUSATA HA TIPOU3BOJUTENSI HAa TepUTOpUsATa HAa PemyOnuka boarapust.
(2) B cayuaute mo wi. 112, an. 2, 1. 3 MAJI oneHsBa ChIbpKaHUETO HA ITMUCMEHATa MPEnopbKa 1
00CBHXkK/1a C MPOU3BOJAUTEINS apecaTuTe Ha NPEnopbKaTa U HAYMHA Ha Pa3NpOCTPAHEHUETO M.
(3) B cnyuaute o wi. 112, an. 2, 1. 5 MAJI Mmoke 1a U3BBPIIU MTPOBEPKA HA MSCTO.
(4) WMsnbnautenuusar npupexkrop Ha WAJl wu3maBa 3amoBen 3a OJIOKMpaHe M M3TEIVISIHE OT
MIPOM3BOJIUTEII HA U3AEIUETO WIHM Ha MapTUAaTa U3JeNus, C KOUTO CE € CIyYWI MHUUICHTHT WU
MOTEHLMATHUAT UHLIUCHT, KOraTo C€ YCTAHOBH, Y€ IPOU3BOJUTEIIAT HE €:
1. U3BBPIINMI KOPUTHPALIH IEHCTBUS B TOCOUYEHHUS OT HErO CPOK B JOKJIaAa mo wi. 112;
2. W3TETJIWII U3JEIUETO UM NapTUAaTa U3/1eaus OT a3apa B [IOCOUEHUs OT HEro CPOK B JIOKIJIAJA IO
. 112.
(5) YcnoBusta u penbT 3a OJOKHMpaHe, U3TETIITHE W/WIIW YHHIIO)KABaHE Ha W3JICNHSITA, KOUTO HE
OTrOBapsAT Ha W3HCKBAaHUATA HA TO3M 3aKOH, CE OMNpeNeNiaT ¢ Hapeada Ha MHUHHCTBbpa Ha
3/lpaBeoIIa3BaHEeTo.

Un. 114. (1) U3npaauTenHaTa areHIys 1o JiekapcTBaTa MyOJMKyBa Ha CTpPaHUIIATA CH B
MHTEPHET CIMCHK HA U3JIENMITA, BKJIIOUEHH B 3anoBenra no wi. 113, ain. 4.
(2) Koraro m3nenusara mo an. 1 ce mpomaBat B obOekrtutre mo ui. 83, an. 2, MAJl yBemomsiBa
obmiectBeHocTTa upe3 bTA u cpencrBara 3a MacoBO OCBEIOMSIBAHE.
(3) Msnbanutennuar aupektop Ha WAJl u3roTBs HOKIaa 3a BB3HUKHANUS HMHIMICHT WIU
MOTEHIIMAJICH MHLIUJEHT B ciaydaute mo wi. 112 m u3mpama komue ot Hero 1o EBpomnelickara
KOMHCHS M PETYJTATOPHUTE OPTaHU HA JIbPIKABUTE UICHKHU.

Un. 115. (1) Besko aupexktHo chobOmienue a0 MAJL 3a MHIUACHT WM TOTEHIMAJICH
MHIUJIEHT C MEAMLUHCKO H3JleNue Ha Tepuropusita Ha PemyOnuka bwiarapusi, momajneHo ot
UJCHTU(QUIMPAHO JIUIIE B IMCMEH BUJ, C€ JOKYMEHTHpa B cuctemara mo wi. 109.

(2) B cpok 10 Tpu JHM OT MOJIydyaBaHe Ha ChOOIIEHUE 32 MHLMCHTA WM NOTEHIMAIeH UHIUICHT
no ain. 1 UAJI unpopmupa npous3BoauTens, 3a Aa NpeanprueMe aeicTBusTa, npeasuaeHu B wi. 106
- 108 mun. 112.

Un. 116. M3mbaHuTenHaTa areHOMsl MO JIEKapcTBaTa MOXKE Ja ObjJe KOOPAHMHHUPAILL
peryJiaTopeH Opras:
1. B cmydanTe Ha MHIMACHT WJIM MMOTEHIMAIIEH MHIUJICHT, Bb3HUKHAJI HA TEPUTOPHUSITA HA TTIOBEYE OT
€[lHa Jbp>KaBa WICHKA WIM JbprKaBa OT EBPONENCKOTO HKOHOMUYECKO IPOCTPAHCTBO, U
2. KOraro HWHIMACHTHT WU TOTEHIMATHUAT HWHIMUJCHT € PErucTpupaH 3a IbPBU BT HA
TeputopusTa Ha PenyOonuka bwirapus, nim
3. KOraTo OpraHbT, M3BBPIIUI OIEHABAHE HA CHOTBETCTBUETO HA W3JCIHETO ChC CHIIECCTBEHUTE
W3UCKBAaHMS, € MOJYYWJ paspelieHue 10 peAa Ha IjlaBa 4YeTBbPTa, KOraT0 MHUMIACHTHT WIIU
MOTEHITMATHUAT WHIMACHT € cTaHan ¢ usnenus ot kiac Ila, 116 wim kmac I, wnm wH BHTpO
JUArHOCTUYHU MEIUIMHCKU U3ENUs OT COIUCHK A WM CIUCHK b, Uin u3genus 3a caMoTecTyBaHe,
12817
4. KOorato IMpOU3BOAMTEINAT WU YIIBIHOMOILEHUAT MY IpeactaButen e perucrpupad B MAJI mo
pela Ha riaBa BTOpa, KOraTO MHIMACHTHT WM MOTEHIHATHUAT UHIIUAEHT € CTaHaj C U3AEIHUS OT
KJ1ac | iam uH BUTPO AMArHOCTUYHU MEIUIIMHCKH U3]I€IUs, KOUTO HE ca OT CIUCHhK A U cUChK b u
HE Ca 3a CaMOTECTYyBaHe.
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Y. 117. (U3m. — [IB, 6p. 17 ot 2019 r.) JInuauTe naHHM HAa U3TOYHHKA HA CHOOIIEHUETO
CC CbXpaHABaT OT NAJI IIpU CI1a3BaHC U3HMCKBAHUsATA 34 3alllUTA HA JIMYHUTC JAHHU.

I'naBa ocMma
EBPOIIEMCKA BA3A JIAHHHA

U 118. M3mpaHuTeNHATA areHIMs 0 JIeKapcTBara mpeaoctaBs B EBpomeiickara 6a3a
JaHHYU He3a0aBHO clie/] OJIy4aBaHeTo i ciaeaHara nHbopMalus B CTaHAapTU3UpaH (hopmar:
1. (m3m. - /1B, 6p. 110 ot 2008 r.) 1aHHU, CBBP3aHU C PETHCTPALMATA HA POU3BOJAUTEINTE WIIA HA
YI'BIHOMOIICHUTE MPEACTaBUTENH M0 Wi. 29 U Ha U3JeNusiTa MO0 IJaBa BTOpa, C U3KIIOYEHHE Ha
U3JeNuATa, U3paboTeHH 10 MOPHYIKa;
2. NaHHM, MOJYYEHU MPU KIMHUYHUTE M3MUTBAHUS HA MEIUIMHCKU W3JENUS 10 peJa Ha TiaBa
Tpera;
3. IaHHU, MOJYYEHU MU Mpociie[siBaHe 0€30IMacHOCTTa HAa MEIULMHCKUTE U3/eNusl, MyCHATU Ha
nasapa u/Wiv IMyCHATH B ICHCTBHE Ha TepuTopusaTa Ha PenyOnuka bearapus mo riasa ceqma;
4. naHHU, CBBbP3aHU C U3JaBaHE, IPOMSHA, JOMbIHEHHE, BPEMEHHO CIIUpaHe, U3TErIIsIHE UK OTKa3
Ha CepTH(PUKATH OT HOTHPHUIIMPAHUTE OPTaHH, CHIIIACHO MPOIIEyPUTE, TIOCOYCHH B HAPEIAOUTE 10
. 18.

I'naBa ocma "a"
(Homa - /IB, 0p. 110 o1 2008 r., B cuaa ot 21.03.2010 r.)
KOH®UIAEHIINAJTHOCT

Y. 118a. (Hos - JIB, Op. 110 ot 2008 1., B cruta ot 21.03.2010 1.) (1) JrbxxHOCTHHTE
JUIIa W JIUIATa, KOWTO TpWiIaraT TO3WM 3aKOH M TIOJ3aKOHOBUTE HOPMATHBHH AaKTOBE IIO
MpUJIAraHeTo My, ca JUTBXXHH Jia HE pa3npocCTpaHsBaT WHGOpMAIHUs, MMOJyuyeHa MPH U 10 TOBOJ
U3ITBJIHEHHUE Ha 3a/IbJDKCHUSATA HM.
(2) Pasnopenbara Ha ajn. 1 He ce mpuiiara npH:
1. oOMeH Ha wWHpOpMaNU MEXIY UIHKHOCTHHU JIMIA, MEXAY HOTH(QHUIMPAHU OPTaHU M MEXKIY
JUTHKHOCTHHU JIUIA M HOTU(DUITUPAHU OPTaHH;
2. pasmpocTpaHeHHe Ha WHGOpMalus, KOATO MU Jla OCHTYpH Oe30MacHOCTTa W 3/paBeTo Ha
Xopara;
3. mpexocTaBsiHe Ha WH(OpPMAIHS B CITy9anTe Ha HaKa3aTeITHO POU3BOJICTBO.
(3) He e kondpuaennuanya napopmanusra:
1. 3a peructpanmsTa Ha JUATa, KOUTO MyCKAaT MEIUIIMHCKY W3/CIHs Ha Ma3apa 1o peja Ha TiaBa
BTOPA;
2. KOSTO C€ TPEAOCTaBs Ha MOTPEOMTENUTE OT IMPOUZBOAMTENS, OT HETOBHUS YIIBIIHOMOIIEH
IPEJCTaBUTENl UM OT ThpProBella Ha epo BbB Bpb3Ka C MpEIIpUeTHTEe MEPKH IO pesa Ha riaBa
cenMa;
3. chabpKalia ce B U3AaJCHUTE, MOTUDHUIMPAHUTE, JOBIHEHUTE U OTHETUTE CepTH(UKATU U B
CepTH(UKATHTE, YUATO BATUIHOCT BPEMEHHO € TIPEyCTaHOBEHA.

I'naBa neBera
AIIMUHUCTPATUBHOHAKA3ATEJIHU PA3IIOPE/IBA

Y. 119. KoiiTo mycka Ha mazapa u/Win IycKa B IeHCTBHE MEIUITMHCKH W3enus, 0e3 na
€ OIICHEHO CBHOTBETCTBHETO MM ChIJTIACHO M3MCKBAHHMATA Ha TO3M 3aKOH M Ha aKTOBETE II0
MpUJIaraHeTo My, ce Hakaszsa ¢ 1iio6a ot 10 000 go 20 000 nB.
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Ui, 120. KoliTo chCTaBU W/WIJIM U3M0JI3BA JIEKJIapalus 3a ChOTBETCTBUE ChC ChABPIKAHUE,
KOETO HE CHOTBETCTBA Ha CHIBPKAHUETO, OMPEICICHO B HapeaOuTe mo 4i. 18, ako AesTHHEeTO He
ChCTaBJIsIBA MIPECTHILVICHHE, ce Haka3Ba ¢ 1y100a ot 3000 mo 8000 mB.

Un. 121. Koiito mycka Ha masapa W/WiId MyCKa B JCHCTBUE MEAMIMHCKU H3JEIHS ChC
"CE" MapkupoBKa B HapylIeHUE Ha M3MCKBaHUATA Ha Wi. 15, ce Haka3Ba ¢ riobda ot 500 go 1000
JB.

Y. 122. KoiiTo mycka Ha maszapa W/WiaM MycKa B JEUCTBHE MEIMIIMHCKU W3JEIHUS ChC
"CE" wmapkupoBka, 0€3 Ja € OLIEHEHO CHOTBETCTBHETO MM CbhC CBIIECTBEHUTE HW3UCKBAHUA,
ompeseraeHu B HapeaouTe 1o 4wi. 18, ce HakasBa ¢ rio6a ot 10 000 xo 20 000 JB.

Ui 123. Jlumara, KOWTO MPEACTABAT MEAUIMHCKH W3NS Ha W3JI0KOW, TaHaWpH,
JEMOHCTPAIIMH, POMOIIMH, HAYYHH M TEXHUYECKH KOH(PEPEHIIMU B HapylieHue Ha wi. 15, an. 11,
ce Haka3Bar ¢ rio06a ot 500 o 1000 iB.

Y. 124. Koiito mycka Ha maszapa W/WIM NycKa B JCUCTBHE MEIMIIMHCKUA HW3JICTUS B
HapylIeHne Ha pa3nopendara Ha wi. 16, ce Haka3Ba ¢ 1700a ot 5000 10 10 000 nB.

Yn. 125. Koiito mycka Ha ma3apa W/WIM IycKa B JICHCTBUE MEIUIMHCKH W3JETHs 0e3
MHCTPYKIHUSA 32 yroTpeda, ¢ M3KII0UeHHe Ha U3AeHsTa 1Mo wi. 2, an. 1, 1. 3, nonagamm B kiac [ u
kiac Ila, ako MoraT ia ce u3non3Bar 6e3onacHo 0e3 MHCTPYKIHS 3a ynoTpeda, ce Hakas3Ba ¢ rioda
ot 3000 no 5000 8.

Un. 126. KoiiTo mycka Ha ma3apa W/WiM MycKa B JEHCTBUE CHCTEMHU W/WIM HAOOpU WU
MEAULMHCKU H3J€Nus, IpeJHa3HauYeHu OT MPOMU3BOAUTENS Ja ObAaT CTEpUIM3UPAHU Ipeau
yrnoTrpeba, B HapyllleHHe Ha W3MCKBAHUATA HA TO3M 3aKOH M HA aKTOBETE IO MPHUJIAraHeTO My, Ce
Haka3za ¢ r1o6a ot 10 000 o 15 000 nB.

UYn. 127. KoiiTo mycka Ha ma3apa W/Wid B JAEWCTBHE MEAMIIMHCKO U3JIENHe, U3paboTeHO
10 TIOPBUKA, B HAPYILLIEHUE Ha U3MCKBAHUSTA HAa TO3U 3aKOH, ce Haka3Ba c riaoba ot 5000 xo 10 000
JIB.

Uin. 127a. (Hos — [IB, Op. 67 ot 2020 r.) Koiito Hapymu paznopeadara Ha 4. 30a, an. 3,
ce HakasBa ¢ r1106a B pazmep ot 2000 1o 6000 nB.

Ui, 128. KoliTo u3BbpIIBa ThProBUs Ha €Ip0 ¢ MEAUIIMHCKHY n3aenus 0e3 Hanecena "CE"
MapKHpOBKa, ce Haka3Ba ¢ r106a B pazmep 10 000 nB.

Un. 129. (1) PwroBoguTen Ha Jne4eOHO WM 3ApaBHO 3aBeJEHHE, KOWTO JIOIMyCKa
U3IOJI3BAHETO HAa METUIMHCKU M3aenus Oe3 HaHeceHa "CE" mapkupoBka, C HM3KIIOYEHHE Ha
U3JeNusITa, W3padOTEeHUW MO TMOpbUYKA, HA M3JENIMATA, KOUTO ca IyCHATH B JIEHCTBUE Npeau
BIIM3aHETO B CHJIa HAa TO3M 3aKOH, M Ha M3JelusdTa 1mo wi. 12, an. 1, ce Haka3Ba ¢ riaobda ot 2000 o
10 000 nB.

(2) CpioTo Haka3zaHUe ce Hajara M Ha PbKOBOJIUTEN Ha JieyeOHO WIIM 3[IpaBHO 3aBelIeHHE, KOMTO
JIOTTYCKa M3I0JI3BAHETO Ha U3/eusl 0€3 MHCTPYKIMS 3a yHOTpeOa Wil ¢ U3TEKbJI CPOK Ha TOJHOCT.

(3) (HoBa - JIB, Op. 54 ot 2012 r.) PpkoBoauTen Ha ne4eOHO WM 3[IpaBHO 3aBelieHUE, KONTO
KyIyBa MEIUIMHCKU U3JeNINs OT Juia 0e3 pa3pelieHue uin 0e3 Jpyr T0KyMEHT, YI0CTOBEpsBal]
MIPaBOTO 33 U3BBPILIBAHE HA THPrOBUS C MEAUIIMHCKU U3JI€NUs, U3a/I€H OT KOMIIETEHTEH OpraH Ha
Ibp’KaBa WIEHKa WM Ha Jpyra JappxkaBa - cTpaHa no CnopasyMeHueTro 3a EBponeickoro
MKOHOMHYECKO MPOCTpaHCTBO, uiK Ha Kondenepanus LlBelinapus, ce Haka3Ba ¢ rioda 10 000 nB.

Yi1. 130. Koiito u3BbpIIBa THProBUs HA €APO ¢ MEIUIMHCKN U3ENIHS C U3TEKBJI CPOK Ha
TOJHOCT, Ce Haka3Ba ¢ rioba B pazmep 10 000 nB.

U 131. (U3m. - JIB, Op. 54 ot 2012 r.) TeproBen ¢ MEAUIIMHCKHA HW3JEIHS, KOWUTO
HapylllaBa U3MCKBaHUATA HA Wi. 82, all. 2, ce HaKa3Ba C UMYLIECTBEeHA caHKus B pazmep 5000 nB.
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Un. 132. (U3m. - JIB, Op. 54 ot 2012 r.) TeproBen ¢ MEAUIIMHCKHA HW3JEIHS, KOWUTO
HapylllaBa W3UCKBaHUATA Ha wi. 82, ai. 3, 4 unm 5, ce HaKa3Ba ¢ UMYILECTBEHA CAaHKIUS B pa3Mep
1000 8.

Ui, 133. Teprosen Ha €Ip0o ¢ MEAULIMHCKH M3JIENHsI, KOMTO HapylllaBa U3UCKBAHUATA HA
yi. 82, an. 1, 1. 2, 3 unu 4, ce Haka3Ba ¢ UMYIlIeCTBeHa caHKius B pazmep 5000 iB.

Un. 134. (U3m. - [IB, 6p. 54 ot 2012 r.) Koiito u3BBpIIBa THProBUS HA €APO C
MEIUIMHCKY M3JIeNusi, 0e3 J1a MpUTekaBa JOKYMEHT, YIAOCTOBEpSIBAIl MPABOTO MY Ja WU3BBHPIIBA
Ta3M JIGMHOCT, C€ HaKa3Ba ¢ uMyIlecTBeHa cankuus B pazmep 10 000 nB.

Y. 134a. (HoB - IB, Op. 54 ot 2012 r.) Twsprosem Ha eapo ¢ MEAUIIMHCKH HU3ACIIHUSA,
KOWTO HE M3IIBJIHM 33J/bJDKEHHUETO 1Mo wi. 78a, ce Haka3Ba C MMYIIECTBEHA CaHKIus B pazmep 10
000 1B.

Un. 135. (Hom. - AB, Op. 54 ot 2012 r.) TeproBen Ha enpo, KOHNTO HE cmas3Ba
pasnopendara Ha wi. 80, an. 1 wim 3, ce Haka3Ba ¢ uMyIIecTBeHa caHkius B pazmep 3000 nB.

U 136. (U3m. - IB, 6p. 60 ot 2011 r., B cmia ot 5.08.2011 r., 6p. 54 ot 2012 r.)
Teproeen Ha eqpo, KOHTO HE cra3Ba pasnopendara Ha wi. 80a, an. 1, ce Haka3Ba ¢ UMyIIECTBEHA
cankuus B pazmep 1000 niB.

Yn. 137. Koiito u3BBpIIBa THProBUsS HA IPEOHO C MEIUIIMHCKH W3/eius 0e3 HaHeCeHa
"CE" MapkupoBKa WJIH ¢ U3TEKbJI CPOK Ha TOJIHOCT, c€ Haka3Ba ¢ rioba B pazmep 10 000 niB.

Y. 138. (U3m. - JIB, 6p. 54 ot 2012 r.) Koiito u3BbpiuIBa ThProBusi Ha IPeOHO C
MEIUIIMHCKU W3JeNMS M3BBbH 3[paBHU 3aBeleHus nmo wi. 21, am. 2, T. 4 u an. 3 ot 3akoHa 3a
3[[PaBETO W/WIIM W3BBH OOCKTUTE 1O wi. 83, ain. 1, T. 4 - 7, ce HaKa3Ba C 1J100a WM UMYIIECCTBEHA
cankuus B pazmep 10 000 nB.

Y. 138a. (Hos - JIB, Op. 54 or 2012 r.) Twproser ¢ MEAUIIMHCKH HW3JEIUS, KOWTO
HapylllaBa U3MCKBaHUATA HA WI. 830, ce HaKa3Ba C UMYIECTBeHA caHKIus B pazmep 1000 nB.

Yn. 139. (U3m. - JIB, 6p. 110 ot 2008 r.) Koiito mycka Ha ma3apa u/uiu mycka B
JCHCTBIEC METUITMHCKY U3JIeNNs Ha TepuTopusTa Ha Permybnuka brirapus, 6e3 1a ce e peructpupan
B OTIpeJIeNieHus B 3aKOHA CPOK, ce Haka3Ba ¢ rioda B pazmep 5000 nB.

Un. 140. (U3m. - B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) Koiito HapymaBa
pasnopenourte Ha wi. 27, an. 3, un. 28, an. 7, wi. 29, an. 2 u un. 30, ce HaKa3Ba c rioda B pazmep
3000 nB.

Yn. 141. (1) KoiiTo HapymaBa U3MCKBaHUATA 32 U3BBPIIBAHE HA KIMHUYHU W3MUTBAHUSA,
aKo M3BBPIICHOTO HE CHCTABIIsIBA MPECThIUIEHUE, ce Haka3Ba ¢ riioda ot 5000 go 10 000 nB., a npu
MOBTOPHO M3BBPILBAHE HA CHIIOTO HapyueHue - ¢ riobda ot 10 000 go 20 000 nB.

(2) Ha mMeaMUMHCKM CHELMAIUCT, JOMYCHAN WM W3BBPLIMJ HapylleHus mo ajia. 1, Moxke Ja ce
HAJIOKU M HaKa3zaHUe JMIIaBaHe OT MPaBo Ja yNpaxHsBa npodecusiTa cu 3a Cpok oT 6 Mecena J1o
JIBE€ TOJIMHU.

(3) Hakazanuero mo an. 2 ce Hajara OT MMHUCTbpa Ha 37paBEOIa3BaHETO IO MNPEAJIOKEHHE Ha
M3IBJIHATENHUA qupekrop Ha MAJL

Yn. 142. Ha Hotuduumpan opra, KOWTO HE Cra3Ba M3UCKBaHETO Ha wi. 68, am. 1, ce
HaJjlara uMmyniectseHa cankuus B pazmep ot 2000 qo 5000 ..

Yn. 143. Ha Hotuduumpan opra, KOWTO He cras3Ba M3UCKBaHeTo Ha wi. 70, am. 1, ce
HaJjlara UMyliecTBeHa cankuus B pazmep 10 5000 iB.

UYn. 143a. (Hos - IB, 6p. 110 ot 2008 r., u3m., 6p. 38 ot 2015 r., B cuna ot 26.05.2015
r.) Ha HoTudumpan opraH, KolTo He cma3Ba M3UCKBaHETO Ha wi. 76, an. 3 u 4, ce Hanara
UMyILECTBEHA caHKIus B pa3mep a0 5000 nB.
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Un. 144. Koiito npeun Ha jumara mno wi. 86, aja. 2 Ja OCBIIECTBSABAT CIY)KEOHUTE CH
3aJJbJDKEHUS. B CHOTBETCTBHE C pa3NopenOuTe Ha TiaBa IIecTa, ce Hakas3Ba ¢ rioda ot 6000 go 10
000 nB.

Ui 145. [IpousBoauTesl Ha MEIUIIMHCKA U3JIENHs, KOUTO HapyIH pa3nopenadara Ha 4.
103, an. 1, ce Haka3Ba ¢ umyiectBeHa cankius ot 5000 go 10 000 ns.

Ui 146. [IpousBoauTesl HA MEIUIIMHCKA W3JIENHs, KOUTO HapyIIH pa3nopenadara Ha 4.
107, ce naka3Ba ¢ umyiectBeHa cankuus ot 10 000 go 20 000 nB.

Y. 147. Koiito He cbOOIM 3a MHIIMIECHT WX 3a ITOTEHIIMAIEH HHI[UACHT C MEIUIIMHCKO
u3genre cbriacHo 4wi. 104, ce Hakassa ¢ riio6a ot 1000 go 2000 1B.

Ui 148. Kolito He u3nbiaHU 3anoBeq 1o wi. 113, an. 4 Ha U3NBJIHUTENHNSA AUPEKTOP Ha
HAJIL, ce nakasBa c¢ rizo6a ot 10 000 mo 20 000 .

Ui, 149. KoiiTo Hapymm pa3nopeaduTe Ha TO3U 3aKOH WJIM Ha aKTOBETE 0 MPHJIAraHeTO
My, U3BBH ciaydaute mo wi. 119 - 148, ce Haka3Ba ¢ rimo6a ot 1000 1o 3000 nB., a Ipy MOBTOPHO
M3BBPILIBAHE Ha CHIIOTO HapyieHue - ¢ riaobda ot 3000 qo 5000 ns.

Y. 150. Koiito He M3NBJIHM pa3nopexaaHe, npeanucanue uiau ykazanue Ha UAJL, ce
Haka3Ba c ri1o6a ot 1000 o 3000 nB.

Y. 150a. (HoB — 1B, Op. 13 ot 2026 r., B cuma ot 3.02.2026 r.) MxoHOMHYECKH
oreparop, KONTO HE W3IBJIHU 3aabiDKeHusTa cu no wi. 19 or Per-mament (EC) 2023/988, ce
Haka3Ba ¢ r1o6a ot 500 go 2000 nB. unu ¢ umymectsena cankius ot 1000 go 5000 miB.

Ui 1506. (Hos — [IB, 6p. 13 or 2026 r., B cuma ot 3.02.2026 r.) MIKoHOMUYECKH
orepaTop, KOWTO He M3MbIHHU 3aabiukeHusta cu no wi. 20, 35, 36 umu 37 ot Pernament (EC)
2023/988, ce naka3ga c¢ rioda or 1000 mo 5000 nB. unu ¢ umymmecrBera cankmus ot 3000 go 10
000 nB.

Ui 150B. (HoB — JIB, 6p. 13 ot 2026 r., B cria ot 3.02.2026 r.) JlocTaBYrMK HA OHJIANH
MSICTO 32 THPTOBHSI, KOUTO HE U3MIBJIHM 33AbJDKEHUATA cu 110 wi. 22, 35 unu 36 ot Pernament (EC)

2023/988, ce nakasBa c¢ rio6a ot 1000 go 5000 nB. wnu ¢ umymecrtBera cankuus ot 3000 go 10
000 nB.

. 150r. (Hos — JIB, 6p. 13 ot 2026 r., B cuna ot 3.02.2026 r.) Koiito He WM3MBIHU
pasnopexaaHe WIH 33JbIDKUTENHO MpeANnucaHne Ha W3MBIHUTETHUS nupektop Ha MAJl unm Ha
OTIPaBOMOIIIEHH OT HEro JUTHKHOCTHH JIMIa 3a TMpeanpueMaHe Ha MEpPKH 3a OCUTYpsBaHE
6e3omacHoctTa Ha npoayktute o Pernament (EC) 2023/988, ce nakassa ¢ rmoda ot 1000 mo 5000
JB. WK ¢ umymiectseHa cankuus ot 5000 o 30 000 sB.

Yn. 151. (1) Korato Hapymenusita mo wi. 119 - 150 ca u3BbpiieHn OT IOPUAUYECKH JIULA
WIM €IHOJMYHU THProBIM, CE€ HajaraT MMYIIECTBEHM CaHKIMHU. Pa3mMepbT Ha HMMyIllecTBEHaTa
CaHKIIMsI HE MOXKE€ J1a ObJe MO-HUCHK OT JBOWHUS pa3Mep Ha MpEeIBUACHUTE MUHUMAIHHU pa3Mepu
Ha CHbOTBETHUTE IJIOOM M HE MOXe Ja ObJe MO-BUCOK OT JBOMHUS pa3Mep Ha IpPEIBUICHUTE
MaKCUMaJIHU pa3Mepu Ha CbOTBETHUTE TII00M.
(2) Hanaranero Ha MMYIIECTBEHa CaHKIMS HE W3K/IIOYBA HAJaraHeTo Ha Ijo0a Ha BUHOBHUTE
JUTbKHOCTHHU JINLA.

Y. 152. (Jom. - B, 6p. 110 ot 2008 1., u3m., 6p. 38 ot 2015 ., B cuma ot 26.05.2015 .)
(1) Hapymenusra 1o To3u 3aKOH C€ YCTaHOBSABAT C aKTOBE, CbCTABEHU OT UHCIIEKTOPHU U EKCIIEPTH,
ONPEJIETIEHU ChC 3aII0BE]] Ha U3IIBIHUTEIHUS tupekTop Ha MAJL.
(2) Haka3zaTenHuTEe NOCTAaHOBJIEHMSI C€ W3/aBaT OT M3NbBIHUTENHUA nupektop Ha MAJI mmm ot
ONPAaBOMOUIEHU OT HETO IIBXHOCTHH JIUIIA.

Un. 153. CheraBgHeTo Ha AKTOBCTC, U3JaBaHCTO H 00’kaJIBAHETO M W3IIBIHEHUETO Ha
HAKa3aTCJIHUTEC IIOCTAHOBJIICHHA CC HU3BHPIIBAT IIO pE€aa Ha 3akoHa 3a AIMUHUCTPATUBHUTE
HapyIICHUA U HaKa3aHU.
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JOII'BJIHUTEJIHU PA3IIOPE/IBHN

§ 1. Ilo cMuchia Ha TO3M 3aKOH:
1. "AKTUBHO MMIUIAHTUPYEMO MEIMUIIMHCKO HM3/eNre" € aKTMBHO MEIMUIIMHCKO H3JIeTue, KOETO €
npeAHa3HayeHo Ja ObJe YaCTHUYHO WJIM HU3IUI0 MMIUIAHTUPAHO 4Ype3 XUpYypruuecka WiIH upes
MEAUIIMHCKA MHTEPBEHIUS B YOBEIIKOTO TSJIO WM Ype3 MEIUIIMHCKA HHTEPBEHIIUS B €CTECTBEHUTE
OTBEPCTHSI HA YOBEUIKOTO TSUIO U JIa OCTAHE B TSJIOTO CJIE] UHTEPBEHIIUSATA.
2. "AKTUBHO MEIMIIMHCKO H3Jeiaue" € METUIIMHCKO M3JeNne, YMETO (DYHKIIMOHMpPAHE 3aBUCH OT
M3TOYHUK Ha €JIEKTPUYECKa WM JPyra eHeprus, pa3jiudyHa OT €HeprusiTa, FTeHepupaHa B YOBEIIKOTO
TAJIO, WK OT 3€MHOTO MPUTETJISHE.
3. "BanunHa gokyMeHTauus" € JOKyMEHTalus, KOSATO MO ChABPKAHME U II'BJIHOTA OTIOBapsl Ha
M3HUCKBaHUSATA, IPEIBUICHHU B OIpe/ieNieHa Mpolielypa Mo TO3U 3aKOH.
4. "Buocuten" e (U3NYECKO WIM IOPUAMYECKO JIUIE, KOETO € YCTAaHOBEHO Ha TepUTOpHsTA Ha
IbpKaBa WICHKa WM Ha JbpikaBa 0T EBpOneiickoTo MKOHOMHYECKO MPOCTPAHCTBO M KOETO BHACS
MEJIUILIUHCKHU U3/IeIHsl OT TPETHU AbpKaBU Ha naszapa Ha EBpomneiickus cbio3.
5. "Bb3noxuTten Ha KIMHAYHO HU3MUTBaHE" € MPOU3BOJUTENSAT HIIM HETOBUST YI'BJIHOMOIIEH
MIPEJICTAaBUTEN, KOWTO OTroBaps 3a 3all0YBAHETO, YIPABICHUETO W/WIU (PUHAHCUPAHETO HA €HO
KIIMHUYHO U3MUTBAHE.
6. "['maBeH u3cnenoBaren” € JIMLETO, O] YUETO PHKOBOJCTBO MU3CIEA0BATEICKUAT EKUIT IPOBEXK A
KIIMHUYHOTO WU3MHUTBAHE.
7. "JloOpa KIMHUYHA MpaKTUKA" € CHBKYITHOCTTA OT MEXKIYHApPOIHO NMPU3HATH €THYHH M HAYyYHH
M3HUCKBAaHUS 32 KAayecTBO, KOMTO CE€ CMa3BaT MpHU IUIAHUPAHETO, MPOBEKIAHETO, OTYMTAHETO U
JTOKJIaIBAHETO HA KIIMHUYHU W3MUTBAHUS.
8. "IIbpkaBa wieHka" e abprkaBa - wieHka Ha EBponeickus cho3.
9. "UnenTnUKAIMOHHY TaHHU HA U3JIeTHeTo" ca:
a) JaHHMU 33 TPOU3BOJUTENS, MOJAENT M TUIIOB HOMEpP Ha M3AEIUETO, BKIIOYUTENTHO COPTyep U
MIPUHA/IJICKHOCTH;
0) mpeTHa3HAYeHO JCHCTBHE, OMPEICIICHO OT MPOU3BOIUTENIS, BKIIOYUTEITHO KIMHUIHA HHIUKAIIUU
U KOHTPaWHAMKAIMU MpH ynoTrpedara M HACHTU(UIMpAHE Ha TPYNUTE MAIMEHTH, 32 KOUTO €
MpeaHa3HaAYEHO;
B) OMHCAHKE HA U3/ICTUETO - ONMCAHNE Ha MaTepHalld, KOUTO BIMU3AT B KOHTAKT C YOBEUIKU ThKaHU
WU TEYHOCTH, BKIIFOYBA JIM U3JIETTUETO JICKAPCTBEH MPOAYKT, YOBEIIKH W/UIN )KUBOTUHCKU THKAHH
WJIM TEXHH MPOU3BOJIHU, UM OMOJOTHYHO aKTHBHH BEIIECTBA;
I') MHCTPYKIIMU 32 WHCTAJIMPAHE W M3IOJI3BAHE HA U3JIETUETO, BKJIIOYUTEIIHO aKO Ca HaJHIE
CHeIMalHU YCJIOBHUS 3a CbXpaHEHHE M M3MCKBaHUS 3a paboTa - mpeaBapuTeNHa MOATOTOBKA Mpean
ynoTtpeba - cTepuiu3alis B Clydad Ha MOBTOPHA ymoTpeOa, ImpoBepka 3a 0€30MacHOCT, MEPKH,
KOUTO TpsOBa J1a ce MpeanpuemMar cies ynorpeoa;
1) MPETIOPBbUNUTETTHO 00yUEHHEe U OTTUT, HEOOXO0IUM 3a yrnotrpeba Ha U3/IEITHETO;
€) OMHCaHWe Ha HEOOXOJAWMHUTE MEIULMHCKA U XUPYPTUYECKH TMPOILEIypH, CHIPOBOKIAIIN
ynotpebara Ha U3/1EITUETO.
10. "U3nenue 3a camoTecTyBaHe" € MH BUTPO JUArHOCTHYHO MEIUIIMHCKO W3/eNne, MPeIHa3HAuEeHO
OT MPOMU3BOUTEJIS Ja CE MOJI3BA OT JIMIIA 0€3 MEIUIIMHCKA KBATM(PUKAIIMS B JOMaITHAa 00CTaHOBKA.
11. "MlHBa3MBHO MEAMIIMHCKO U3JENNE 3a MPOABDKUTENHA yroTpeba" e u3jenre, KOeTo ISUIOCTHO
WM YaCTUYHO TIPOHMKBA B YOBEIMIKOTO TSJIO TIPe3 ECTECTBEHUTE MY OTBOPU WM IIPe3
MOBBPXHOCTTA MY U MPOABIKUTEITHOCTTA HA IPECTOS. MY B YOBEIIKOTO Ts10 € Haja 30 qHU.
12. "H BUTPO AMArHOCTUYHO MEAMIIMHCKO HU3Jeiue" € MEIUIIMHCKO H3AENIHNE, KOETO € PEaKTHUB,
MPOAYKT OT PEaKTHB, KaluOpaTop, KOHTPOJEH Marepwal, KUT (Habop), MHCTPYMEHT, amapar,
o0Opy/JBaHE WJIM CHUCTEMA, M3MOJI3BAHO CAMOCTOSITEIIHO WJIM B KOMOWHAIMS, TPEIHA3HAYCHO OT
MPOM3BOJUTENS 3a HW3MOJ3BaHE WH BHUTPO TNPU H3CIEABAHE HA MPOOM OT YOBEHIKOTO THJIO,
BKJTFOYMTETHO KPBB U ThKaH, €WHCTBEHO WM TJIABHO C I1eJI ToTydaBaHe Ha nH(opmarus 3a:
a) (U3MONOTUYHO WM MATOJIOTUYHO CHCTOSHUE, UITH
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0) BpOJCHU aHOMAJIUH, WU

B) onpeiensiHe Ha 6€30MacHOCTTa M ChbBMECTUMOCTTA C OTEHIMAIHHE PELUITUCHTH, HITH

') KOHTPOJIMpPaHE Ha TePareBTUYHU JAEHCTBUA.

WH BUTPO JMArHOCTMYHU MEIUIMHCKU M3JEIUS ca U U3JENUITAa 32 CAaMOTECTYBaHE, ChJOBETE 32
CbXpaHEeHHE Ha MPOOM OT YOBEUIKOTO TsUIO, C M3KJIIOYEHHE Ha M3JeiusTa 3a o0Iua jlabopaTopHa
ynorpeba, OCBEH aKO M3/EJIMETO II0 OTHOIIEHHWE Ha XapaKTEpPUCTUKUTE MY € CIIELHAIHO
MpeIHa3HaYeHO OT MPOU3BOIUTEIS 382 UH BUTPO AUATHOCTUYHH H3CJICBAHUS.

13. "UH BUTpPO NMAarHOCTUYHO MEAMIIMHCKO H3JEJIME 3a OLIEHKa Ha JEHCTBUETO" € MH BUTPO
JUArHOCTUYHO METUIIMHCKO W3JeJIHe, MpeHa3HaYeHO OT MPOU3BOIUTEINS 3a MPOBEXKIAHE HA €IHO
WIM [I0BEYE M3CIIEABAHMS 3a OLIEHKA Ha JEHCTBUETO, MPOBEXKIAHU B JJAOOPATOPUS 3a MEIULIMHCKU
W3CIeBaHMs WK B ApYyTra MOIXOSIIa Cpe/la U3BbH MSCTOTO Ha MIPOU3BOJICTBO.

14. "WudopmupaHo cbwriacue" € BOJICU3ABICHHE Ha JEeCOCOOHO JHUIle WM Ha 3aKOHEH
MIPEJICTaBUTENI Ha HEJEeecocoOHO JIMIE, C KOETO € M3Pa3eHO ChIVIacHe 3a ydacThue B KIMHUYHO
U3IUTBaHE, CJe]l KaTo JIMLIETO € MoApOoOHO HH(OPMUPAHO 32 CHITHOCTTA, 3HAYCHUETO M PUCKOBETE
OT u3nuTBaHeTo. MHpopMUpaHOTO chriiacue € B mucMeHa (opMa U ChAbPKa MOJIIMUC Ha JIULETO U
nara. Ilpu HEBB3MOKHOCT Ha JIMIIETO J1a U3Pa3H ChITIACHETO CU B MUCMeHa (hopMa HHPOPMHUPAHOTO
chriacue Moxe Aa ObJe JaJeHO YCTHO B MPUCHCTBUETO Ha-MaJIKO Ha €JUH CBHUJICTEL.

15. "Kanubparop u KOHTpOJIEH MaTepuai’ € BeIIeCTBO, MaTepral Wik u3Jieiue, MpeaHa3HauyeHo OT
MIPOM3BOIUTENIS 32 YCTAHOBSIBAaHE HAa M3MEPBATEeNIHU CHOTHOLICHUS WJIM 32 IPOBEpPKa Ha PabOTHUTE
XapaKTepUCTUKU Ha MH BHUTPO JUArHOCTUYHO MEIULMHCKO U3JeIUe B CBHOTBETCTBUE C
MpeHa3HAYEHUETO MY.

15a. (Hoea - JIB, Op. 110 or 2008 r., B cuma ot 21.03.2010 r.) "Knuuuynu nanau" e
uHpopmanuara, crOpaHa Mpu ymnorpebaTa HAa M3AEIUETO OTHOCHO O€30MacHOCTTa W/HIN
nercTBrueTo My. KIIMHUYHUTE JaHHU Ce MOJIy4aBat OT:

a) pe3yiTaTtuTe, MOJNYYEHU IMPU MPOBESKIAHETO HA KIMHUYHO H3MHTBAHE HA H3MUTBAHOTO
MEIUIIMHCKO U3/IEHE, WIH

0) MaHHU OT KJIMHUYHO/KIMHUYHHU W3NUTBAHE/W3NUTBAHUA WU JaHHH OT JPYTH MPOYyYBAHUS,
nyOJIMKyBaHM B HayyHaTa JHTEpaTypa, BBPXY MOJOOHO MEAHMIMHCKO H3JeNHe, 3a KOETO
€KBUBAJICHTHOCTTA C U3MUTBAHOTO U3JIE]HE MOXKE JIa C€ JOKaxKe, WU

B) NyOIMKYBaHU W/UIU HEMYOJMKYBaHU JOKJIAAN OT APYT KJIMHUYEH ONMUT HA U3MUTBAHOTO U3JENIne
WIN Ha NOJOOHO MEAMLIMHCKO U3/IENHE, 32 KOETO €KBUBAJIEHTHOCTTA C U3MUTBAHOTO M3/IE€TUE MOXKE
Jla ce JOKaxe.

16. "Koopaunupam wuscienoBaTen" € JIMLETO, KOETO KOOPAMHUpA H3CIENOBAaTENNTE IpU
MIPOBEXKJaHE Ha MHOTOLIEHTPOBO KJIMHUYHO U3IUTBAHE.

17. "Kopurupamu neicTBua" MoraT 1a BKIIOYBAT: U3TEIVISIHE HA U3/IEITUETO, IyCHATO B JACHCTBUE;
U3/laBaHEe Ha MMCMEHA MPEenopbKa, B KOSITO C€ OMUCBAT MEPKUTE, KOUTO TPsIOBA /1a ce MpeapuemMar;
JONBJIHUTEITHO MpOCieAsBaHe WIM MOAM(DUKALMS Ha W3/EIMETO, MyCHATO B JEHCTBHE, C el
10/100psiIBaHE Ha XapaKTEPUCTUKUTE U JIEUCTBUETO MY; NMPOMsHA B MPOEKTa, IPOMSHA HA OTAEIIHU
KOMIIOHEHTH Ha M3/EIMEeTO WIM MpoMsSHa B MPOU3BOJACTBEHHs IMpOLEC MpH ObAEHIOTO
MIPOM3BOJICTBO Ha MOJOOHM W3JAENus; W3MEHEHHWE Ha ChABPKAHUETO Ha €TUKeTa WIM Ha
MHCTPYKILIHUATA 32 YIOTpeda U APYTH.

18. "Kputnuen ananus" e:

a) KpaTKo ONMCaHHe Ha MEAMLIMHCKOTO U3/IeIHe - TPeIHa3HaueHo JefCTBUE, TUII, XapaKTePUCTHKH;
0) aHayIM3 Ha noj0paHaTa JIUTepaTypa U Ha BCHUKH HAJIMYHU JaHHH,

B) KpUTHUYEH aHAU3 HAa UICHTU(UIIUPAHUTE BPEIH IpHU yoTpedaTa Ha U3/IIUETO, Ha CBhP3aHUTe
C TAX PUCKOBE U MOIXOMASIIN MEpPKHU 3a 0€30MacHOCT MO OTHOIIEHHE Ha MallueHTH, MEAUIUHCKU
NEPCOHAN U TPETH JINIIA;

I') METOJU 3a MOJ0Op Ha W3MOJ3BAHUTE JIMTEPATYpPHU U3TOUHUIM, NMPUIOKEHUTE CTATUCTUYECKU
METOIM 3a aHaliu3, METOAWUTE 3a OLEHKA, TUIIA M NPOABIDKUTEIHOCTTA Ha IPOYYBAHETO,
XETepOreHHOCT Ha BKJIIOYEHATa B IPOYYBAHETO MOMYJIalHs;

1) KpailHa OIIEHKa Ha Toji3aTa OT ymoTpedara Ha HM3AEIMETO CHPSMO pPUCKA, KATO €€ OTYUTAT
MOCTH)KEHUSATA Ha ChBPEMEHHATa HayKa U MEAMIIMHCKA MPAKTUKA;
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€) 3aKJIF0YCHHE, B KOETO CE€ MTOCOYBA Al ca M3ITBIHEHU IEIUTE Ha 3aIaHUETO, UIACHTU(UKAITUS Ha
MPa3HOTH B OIIGHKAaTa Ha CHOTBETCTBHETO HA H3JICIHETO ChC CHIIECTBEHUTE H3UCKBAHUS TIO
OTHOIIIEHWE Ha OE€30MacHOCT M MPEJIHA3HAYCHO KIWHUYHO JEHCTBHE M, NMPH HEOOXOIUMOCT -
apryMeHTaIl1s 33 TPOBEKIAHE Ha KIMHUYHU U3MUTBAHUS - TIeJIU U IUIaH Ha U3TUTBAHETO.

19. "Jluie, ycTaHOBEHO Ha TEPUTOpHUSTA HA AbprKaBa YJICHKA WIM Ha JbpKaBa OT EBpomeiickoTo
MKOHOMHYECKO TIPOCTPAHCTBO" € MpaBeH CyOEeKT, PETUCTPUPAH MO TPaXTAHCKOTO WIIA ThPTOBCKOTO
3aKOHOJIATEJICTBO Ha JbpKaBa WICHKAa WJIM JbpkKaBa OT EBpPONEHCKOTO HKOHOMHYECKO
MIPOCTPAHCTBO WJIM Ch3/aJICH MO CUjaTa Ha HOPMATHUBEH aKT, KOWTO MMa Celajulle W aJpec Ha
YIpaBJICHUE B IbprKaBa WICHKA WM B AbpKaBa OT EBpOIerickoTo MKOHOMHUYECKO MPOCTPAHCTRO.
20. "JIuuHO mpeAma3zHO CPEACTBO" € BCAKO YCTPOMCTBO WM CPEICTBO, MpEAHA3HAYEHO /A Ce
M3M0JI3Ba OT JIMIIE, 3a Ja 0 IpeaAna3Ba OT €Ha WM MOBEYEe BH3MOKHU OMACHOCTH, 3aIljIalBaIlf
HEroBOTO 3/IpaBe u 0e30macHOCT. KaTo inuHu npeana3Hu CpecTBa ce OMPEAeIIsAT ChIIO H:

a) CBHBKYITHOCT OT YCTPOWCTBAa WJIM CPEACTBA, B3aMMHO CBBP3aHU OT MPOU3BOJUTENS, C IIEN Jia
npeAna3Bar €AHO JIMIE OT €JHAa WIM MHOXECTBO ONAacHOCTH, KOUTO MOraT Ja ce€ MpOosiBIBAT
€IHOBPEMEHHO;

0) mpeana3Ho yCTPOMCTBO WIIM CPEJCTBO, CBHP3aHO HEIEIMMO WIIH JCITUMO C JTUYHO CPEACTBO Oe3
3amuTHa QYHKIIMS, U3MOI3BAHO OT JIMIETO 33 U3BBPIIBAHE HA ONpeeNieHa IeHHOCT;

B) 3aMEHSIEMH CHCTaBHU YaCTH HA €JIHO JIMYHO TMPEANa3HO CPEACTBO, KOUTO Ca OCHOBHH 3a
HEroBOTO MPaBUWJIHO (QYHKIIMOHUPAHE M KOUTO CE€ U3IOJI3BAT €IMHCTBEHO 32 TOBA JTUYHO MPEINa3HO
CpPEIICTBO.

21. (U3m. - JIB, Op. 110 ot 2008 r., B cuma ot 21.03.2010 r.) "MeaunuHcko wu3aenue” e
WHCTPYMEHT, amapar, ypena, codryep, MaTepuan WU JAPYro W3IEIHe, U3I0JI3BAH CAMOCTOSTEITHO
WM B KOMOWHAIMS, BKIIFOYUTEIHO COPTYep, MpeHa3HAYECH OT MPOU3BOAUTENS Aa ObJe U3MOI3BaH
CHeIM(PUIHO 32 TUATHOCTHYHU W/WIIM TEPANCBTUYHH IEIM W HEOOXOJMM 3a TpaBHIHATA MY
yrnotpeda, KOMTO HE IMOCTHra OCHOBHOTO CH JIEHCTBHME MO IMpelHa3HaYeHUE BHB WIU BBPXY
YOBEIIKOTO TsUIO O (hapMaKOJOTUYCH, WMYHOJIOTUYCH WM METa0OJIMTEH BT, HO MOXE Ja ce
rmojArioMara IMpy CBOETO JCHCTBHE OT CPEACTBA C TaKbB €(PEKT, U KOUTO € NpeIHa3HA4YeH OT
MIPOM3BOIUTEIIS J1a C€ TIpUJIara mpu xopa ¢ 1ed:

a) TMarHOCTHKa, MPo(HIaKTHKA, HAOIIOACHNUE, JICUCHUE WM O0JIeKYaBaHe Ha 3a00IsIBaHNs,

0) IuarHocTvka, HaOJIOJEHHE, JICYCHHE, OOJIeKYaBaHE WJIM KOMIICHCHpaHE Ha TPaBMH WU
WHBAJIUIHOCT;

B) M3CJI€/IBaHE, 3aMsHA WM KOPEKIUs Ha aHATOMUYHA YacT WM (PU3UOJIOTHYEH TMPOIIEC;

') KOHTPOJ BBPXY MpoIieca Ha 3a0peMeHsIBaHe.

22. (U3m. - JIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) MeauuuHcKko u3aenue 3a KIMHUYHO
M3NUTBaHE" € MEAUIIMHCKOTO M3Jenue no wi. 2, an. 1, T. 2 u 3, npeaHa3HayeHo Ja ce U3IMO0I3Ba OT
MEIUIIMHCKU CHEIUATNCT WA OT JAPYT CHENUaTUuCT, KOUTO MPUTEKABAT MOIXO/IAINA 33 [EeTUTE Ha
M3MHUTBAHETO KBaNU(UKALIKA, IPU MPOBEKAAHE HA KIMHUYHU U3MHUTBAHUS B JIeUeOHO 3aBEACHHE 32
IIOCTHUTaHE Ha I[eJITa 110 WI. 32.

23. (U3m. - JIB, 6p. 110 ot 2008 r.) "MeauuumHCKO wu3Jenue, U3pabOTEHO MO Mopbuka' e
MEIUIIMHCKO W3Aenue mo wi. 2, an. 1, T. 2 uium 3, mpou3BEIEHO IO MHUCMEHO 3aJaHue Ha
KBaIM(UIIMPAaH METUIIMHCKK CIENHUaINCT WIM Ha JIMIe C MoAXondma mnpodecroHanHa
KBaJIM(DHUKAIHSI, C KOCTO C€ OMPEIESISIT CISIUPUIHATE MPOCKTHU XapaKTEPUCTHKU Ha U3JCIIUETO U
MpeIHa3HauYeHUETO MY 3a yoTpeda OT KOHKPETEH MAlUeHT, U 32 KOETO TOI HOCH OTTOBOPHOCT.

CepuifHO TPOM3BEICHUTE H3JENHS, aJanTHPAHU C 1] Ja OTTOBOPAT Ha CIeIUPUIHI

M3MCKBAaHUS HAa MEIUIIMHCKU CIEUUATNCT WIM Ha Jpyr oOydeH MOTpeOuTeN, He ca W3JeNus,
13paboTEeH! 10 MOPbUKA.
24. "MHOroLEeHTPOBO KIIMHUYHO U3MUTBaHE" € KIMHUYHO U3MHUTBAHE, KOETO Ce MPOBEXKA M0 €IUH
IJIaH, HO B MOBEYE OT €AWH M3CJIEIOBATEIICKHA IEHTHP/IEUeOHO 3aBEACHUE U OT TMOBEYE OT €JIUH
uscnenoBaren. M3ciaenoBaTenckuTe EHTPOBE MoraT Ja ObJaT pasloiOXKEHH Ha TepUTOpHUSATA Ha
eIHa JbpXKaBa 4JICHKa, B TMOBEYE OT €HA JbpKaBa UICHKA WA B JAbPKABU YICHKA U B TPETH
TbpKaABH.
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25. "HabmrogaBamy" e nuile, Ha3HAYEHO OT BB3JOXKUTENSI, KOETO HAOJIIoJaBa Nald KIMHUYHOTO
M3NUTBAaHE HAa BCEKM €Tal Cce€ MPOBEXJa, 3alMCBa M JOKJIaJBa B ChOTBETCTBUE C IUIaHA, CbHC
CTaHJIAPTHUTE OIEpaTUBHMU mpoueaypu, ¢ JlobOpata KIMHUYHA NOpPAaKTHKA U C IPUIOKUMUTE
KOHTPOJIHA U3UCKBAHUSI.

26. "HeszaBucuMo OT BB3IOXKUTENA Juie" € (U3MYECKO JHIE, KOETO € 3alo3HaTo C
XapaKTEPUCTUKUTE U JEHCTBUETO HA MEAUIIMHCKOTO U3/eNIne, OOEKT Ha KIMHUYHOTO U3MUTBAHE, U
C METOJOJIOTHSTa Ha MPOBEXKJaHE HA KIMHUYHO HU3MUTBAaHE M € (PUHAHCOBO HE3aBHCHUMO OT
BB3JIOKUTEIS.

27. "Ilnan Ha KJIMHUYHOTO M3MHUTBaHE" € JOKYMEHT, OMMCBAIIl LEIUTE, JU3aiiHa, METOJ0JIOTHATA,
CTATUCTUYECKUTE METOAM U OPTaHU3AUATA HA €HO KIMHUYHO U3IHUTBAHE.

28. "llpenna3nadyenue" e ymorpebaTa, 3a KOATO € MPEIHA3HAUYCHO MEAMIIMHCKOTO W3/CIINE
CBIJIACHO MPEJAOCTABCHUTE OT IIPOU3BOAUTENS IaHHU BHPXY €TUKETA, B UHCTPYKIUATA 32 ynoTpeda
W/WIH B pEKJIAMHHU MaTepHalIu.

29. "llpunamiexxHoct" € wu3Aelne, KOETO HE € MEIUIMHCKO H3Je/Iue, HO € CIEHHAIHO
MpeHa3HAYeHO OT MPOM3BOAMTENS MY 3a M3IOJ3BaHE 3a€IHO C MEIUIMHCKO H3JeNue, C el
MEJIUIIMHCKOTO U3JIETUE /1a C€ U3MOJI3Ba M0 OMPEAEICHOTO OT MPOU3BOAUTENS MY MPEIHAZHAUYCHUE.
29a. (Hosa - JIB, 6p. 39 ot 2011 1., B cua ot 1.01.2012 r.) "[Iponakna 1nieHa" e nieHara 3a Opoiika
WU 32 OMNpPEJCICHO KOJIMYECTBO, BKIIIOYBAIIA JAaHBK BBPXY J00aBeHATa CTOMHOCT W BCHUYKH
JOMBIHUTETTHH TaHBIM U TAKCH, Ha KOATO MEIUIIMHCKOTO U3/IENHE Ce Mpeiara Ha MoTpeOuTersl.
30. "IIpousBoauTen" € BCSIKO PU3UIESCKO WITH FOPUINIECKO JIUIE, KOCTO:

a) OTroBaps 3a MPOEKTUPAHETO, MPOU3BOICTBOTO, OMIAKOBAHETO M €TUKETUPAHETO HAa MEIULIMHCKO
u3/enre, IpeIn J1a To MyCcHE Ha Mazapa OT HErOBO MME MJIM C HETOBa ThPTrOBCKa MapKa, HE3aBUCHUMO
Jlalld TE3W OIepaliy ce U3BBPIIBAT OT CaMOTO JIMIIE, MIIM C€ U3BBPILBAT 32 HErO OT TPETO JIUILIE;

0) (m3m. - 1B, 6p. 110 ot 2008 r.) KOMIJIEKTYBa, OITAKOBa, 00pabOTBa, HAITBJIHO MPEPaOdOTBA U/HITH
€THUKETUPa €JHO WM TOBEeYEe TOTOBH MEIUIIMHCKU HW3JENHs W/HWIM € OTTOBOPHO [a ONpeAenu
TSAXHOTO MpEeJHA3HAUCHHUE C 1e]1 TyCKaHe Ha Mma3apa 3a IbPBU BT OT HETOBO UME.

Ou3nYecKn WU IOPUIUYECKH JIHIA, KOUTO KOMIUIEKTYBAaT WJIM aJalTUpaT MyCHATH Ha Masapa
MEJUIIMHCKU W3/ENUs 32 KOHKPETeH MAIllMeHT B CHOTBETCTBUE C TSAXHOTO IMpeAHA3HAYCHUE, HE ca
MIPOU3BOIUTENN IO CMUCHJIA HA TO3H 3aKOH.

31. "Ilyckane B neicTBUe" € eTambT, NPU KOHWTO TOTOBO 3a ymoTpeda IO NpeaHa3HAuYEeHHE
MEIUILMHCKO W3JIeNIe Ce MPEeJOCTaBs 3a IbPBU MbT B JAbpXKaBa WIEHKa WM B JAbpXkKaBa oOT
EBporneiickoTo HKOHOMHYECKO MPOCTPAaHCTBO Ha KpaiHus norpedurten. Ilyckane B jeiicTBue Ha
aKTUBHO HMIUJIAHTHUPYEMO MEIUIIMHCKO U3JeNHe € TMPEeAOCTaBIHETO My Ha KBaIU(HUIMpaH
MEJUIIMHCKH CTIEIUATHCT 32 UMITJIAaHTUPAHE.

32. "Ilyckane Ha mazapa" € I'BPBOTO NPEAOCTAaBSIHE 3a Pa3NpOCTpaHEHHE W/WIM yrnoTpeda Ha
TepuTopusaTa Ha EBpomeickus CbO3 M Ha TepUTOpUATa Ha EBpPONENCKOTO MKOHOMHYECKO
MPOCTPAHCTBO CpEIly 3aruialiaHe Wiu Oe3MIaTHO Ha HOBO WJIM HAIBbJIHO OOHOBEHO MEIMIIMHCKO
W3/eNe, C WM3KIIYEHHE Ha MEIUIIMHCKO W3JeNMe 3a KJIMHWUYHO M3MUTBAaHE W HAa WH BUTPO
JUArHOCTUYHO MEAUIIMHCKO U3JIEJUE 3a OIIEHKA Ha JEHCTBUETO.

33. "Cepuo3Ho yBpexaaHe Ha 37paBeTo" €:

1. xuBOTO3aCTpaIIaBaIio ChCTOSHUE WIK 3a00IIIBaHe, WM HApaHSIBAHE,

2. TpalfHO yBpeXJaHe Ha )KM3HEeHA (DYHKIIUS WM Ha YOBEIIKW OpraH WM Ha ThKaH;

3. CBbCTOSIHME, KOETO Hajara MEIUIMHCKA IOMOIl WM XUpyprudyecka Hameca, 3a Ja ce
MPEAOTBPATAT YBPEKIAHUITA 11O T. 2.

34. "CpmoBe 3a CchXpaHeHHE Ha MPOOM OT YOBEIIKOTO TsJIO" ca MH BUTPO TUATHOCTHYHHU
METUIIMHCKH W3CNINsI, HE3aBUCUMO JIaTM ca BaKyyMEH THI WX HE, CIICIUATHO MpeIHa3HAuYeHU OT
MIPOM3BOIUTENS 32 MbPBOHAYAIIHO CHOMpPAHE U ChXPaHEHHWE Ha MPOOU OT YOBEMIKOTO TSJIO 32 WH
BHUTPO TMATHOCTUYHH U3CJICIBAHMUS.

35. "CorecTBeHa IpoMsiHA B MJIaHA HA KJIMHUYHOTO M3MUTBaHE" € BCSAKA MPOMSHA B TUIaHA W/UJH B
nH(popMaIuaTa B ChIIFTCTBAIIATA JOKYMEHTAIIHS, KOSITO ITOBJIMSBA:

a) 6e30macHOCTTa WU pU3NYecKaTa U MCUXUUECKaTa HEMPUKOCHOBEHOCT HAa YUAaCTHUIIUTE;

0) HayyHaTa CTOMHOCT Ha U3MUTBAHETO;
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B) IIPOBEXK/IAHETO UM OpPTraHU3alKuATa Ha U3MUTBAHETO.

35a. (Hosa — JIB, Op. 38 ot 2015 1., B cuna ot 26.05.2015 r.) "Tpera nbpxkaBa" e Bcsika JbpikaBa,
KOSATO He e ujeH Ha EBpomeiickus cbhlo3 WM He € IbpkaBa — cTpaHa no Cropa3yMeHHETO 3a
EBpomneiickoTo HKOHOMHYECKO MTpOocTpaHcTBO, nin Kondenepauus LIeitmapus.

36. (M3m. - IB, Op. 54 ot 2012 r.) "T'sproBust Ha ApeOHO" ca BCUYKHU JACHWHOCTH 10 MPUI0OMBAHE,
ChbXpaHsBaHE U Mpojax0a Ha MEIUIIMHCKH U3/IeNINs Ha HACEIICHUETO.

37. (U3m. - 1B, Op. 54 ot 2012 r.) "TeproBust Ha eApo" ca BCHYKW JEWHOCTH IO MPUI0OUBAHE,
CbXpaHsiBaHEe, CHa0/asBaHE, BHOC MM HM3HOC HAa MEAMLIMHCKM HU3JENUs € Len mponxaxda, c
M3KJIIOUEHHUE Ha CITyyauTe Ha MPeIOCTaBsiHE Ha MEAUIIMHCKH U3/1eTTUsl AUPEKTHO Ha HACEIICHUETO.
38. (U3m. - IB, 6p. 110 ot 2008 r.) "YbaHOMOIIIEH NpeACTaBUTEN" € PU3NIECKO HITH IOPUAUYECKO
JUIE, YCTAaHOBEHO Ha TEPUTOPHATA Ha Jbp)KaBa WIEHKa WIM JObpkaBa oT EBpormeiickoTo
MKOHOMHYECKO MPOCTPAHCTBO, U3PUYHO YITBIHOMOILICHO OT MPOU3BOIUTENS Ja ACHCTBA OT HETOBO
MME ¥ 32 HeroBa CMETKa IpeJ PEryJaTOpPHUTE OPraHU Ha JAbP)KABUTE YICHKU WU PEryIaTOPHHUTE
OpraHd Ha JIbpXKaBUTE€ OT EBpOINEHCKOTO WKOHOMHYECKO IPOCTPAHCTBO INPH H3IBIHEHHE Ha
3a]IbJKEHUS Ha IPOU3BOIUTEIS 110 TO3H 3aKOH.

§ la. (HoB — JIB, Op. 13 ot 2026 r., B cmia ot 3.02.2026 r.) 3a menuTe Ha riaBa mecTa
"a" ce mpunarar onpezenenusta no 4wi. 3 u 4 or Permament (EC) 2023/988.

§ 2. (M3m. - JIB, 6p. 110 ot 2008 r., B crua ot 21.03.2010 r.) To3u 3ak0H BBBEKIA
pasnopenoure Ha upexkrusa 90/385/EMO na CobBera ot 20 romau 1990 r. oTHOCHO cOnmkaBaHe Ha
3aKOHOJATEJICTBOTO HA JbP/KABUTE WIEHKH, CBbP3aHO C AKTUBHUTE MUMILIAHTUPYEMH MEIULMHCKU
uznenus, nocienno usmenena ¢ Jupextusa 2007/47/EO na EBponelickust mapiament u Ha CbBeTa
or 5 cenremBpu 2007 1. 3a um3menHenme Ha JupekruBa 90/385/EMMO Ha CbBeTa OTHOCHO
cOnmmkaBaHe Ha 3aKOHOJATEJICTBOTO Ha AbpPKABUTE UJIEHKHU, CBBP3aHO C AaKTUBHUTE
UMIUIAHTHPYEeMH MeIWIMHCKUA w3aenus, Ha JwupextuBa 93/42/EMMIO na CbBeTra OTHOCHO
MeauIuHCKuTe u3aenus u Ha Jupextuna 98/8/EO oTHOCHO myckaHeTo Ha ma3apa Ha ouoruau (OB,
L 247/21 ot 21 centemBpu 2007 1.), Ha HupextuBa 93/42/EMIO na CwBera ot 14 ronm 1993 r.
OTHOCHO MEIUIIMHCKUTE M3/, ocienno u3menena ¢ Jlupekrusa 2007/47/EO na EBponeiickus
napiameHT 1 Ha CbBeta, u Ha JupektuBa 98/79/EO na EBpomnelickus mapiamenT U Ha ChBeTa OT
27 okromBpHu 1998 . OTHOCHO TMAarHOCTUYHUTE METULIMHCKU U3IENUs 1n Vitro, MocaeHO U3MEHEHa
¢ Pernmament (EO) Ne 1882/2003 na EBpomnelickus napiament u Ha CbBera ot 29 centemBpu 2003
r. 3a agantupade kbM Pemenue 1999/468/EO nHa CbBera Ha pa3nopeaOUTe OTHOCHO KOMHUTETHTE,
kouto mnoxanomaraT Komucusita mpu ynpaxHSIBaHETO Ha W3NBJIHUTEIHUTE I MPaBOMOIIMS,
OIIpEZIENIEHU B aKTOBETE, KOMTO IMOAJEXKAT Ha IpolieaypaTa, nmocoueHa B wi. 251 ot Jlorosopa 3a
EBporneiickara oOIIHOCT.

§ 3. (1) HaumeHoBaHMATa W pPETHUCTPAlUOHHUTE HOMEpa HA XaPMOHHU3UPAHUTE
€BPOIEICKN CcTaHAapTu W Ha MoHorpaduute Ha EBpomeiickara (apmakones 3a MEAUIIUHCKHUTE
uznenus ce myonukysat B "Oduunanen BecTHUK" Ha EBpornelickus cbro3.

(2) XapMOHM3MpAaHUTE €BPONENWCKH CTaHAAPTH C€ BBBEXKIAT HIACHTHUYHO 4pe3 MyONMKyBaHE Ha
TEKCTa Ha CTaHJapTa B MPEBOJ Ha OBIrapCKU €3WK WM 4Ype3 MOTBbp)KJaBaHE 3a MpHJaraHe Karo
OBJTrapcKy CTaHAAPT 0 pea Ha 3aKOHA 3a HallMOHAJIHATA CTaHAapTU3ALUS.

(3) HaumeHoBaHMsATa M pETUCTPAllMOHHUTE HOMEpa Ha OBJIrapCKUTE CTAaHAAPTH, BbBEKAALIH
XapMOHU3UpPAHUTE EBPOIEHCKU CTaHAApTH, ce nyOonukyBar B oduuuanHus OIOJETHH Ha
JIbp>kaBHATa areHuus 3a METPOJIOTHS M TEXHWYECKM HaJ30p, KaTo MpHU MyOIMKYBaHETO
3aJIBJKUTENHO CE ITOCOYBa Bpb3KaTa ChC ChOTBETHATa Hapeada mo wi. 18.

§ 4. (1) C oOmmTe TeXHUYECKU CIeU(UKAINUA Ce OMPEAeAT U3UCKBAHUS 3a OICHKA U
MPEOIICHKAa Ha JICWCTBHETO, MYyCKAHETO Ha Ia3apa W/WM TMYCKAaHETO B JICMCTBHE HA TapTHIH,
pedepeHTHH MeToIu U pedepeHTHH MaTepraIy 3a UH BUTPO JUATHOCTHYHU MEIULIUHCKH U3IEIHSL.
(2) ObuuTe TEXHUYECKH crienuuKanuy ce myoaukysat B "OduimaneH BecTHUK" Ha EBponeiickus
ChI03.
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§ 4a. (Hos — JIB, Op. 38 ot 2015 1., B cuna ot 26.05.2015 1.) U3nBbJIHATETHUAT TUPEKTOP
Ha MAJI moxe na Bb3jIara CBOM MPABOMOIIUS IO TO3U 3aKOH HA 3aMECTHUK-U3IBIHUTEITHHS
nupekTop Ha MAJL

§ 46. (HoB — 1B, 6p. 84 ot 2018 1., B cma ot 12.10.2018 r.) (1) IbpkaBHUTE OpraHH 110
TO3U 3aKOH OCHTypsIBaT BB3MOXKHOCT 3a MpPEAOoCTaBsiHE Ha HMH(OpManMs M 3a MpuUeMaHe Ha
3asiBJICHUS W JIOKYMEHTH 10 TO3M 3aKOH MO EJNIEKTPOHEH IThT IMPH YCIOBHATAa M IO pela Ha
Pernament (EC) Ne 910/2014 na EBponeiickus mapiameHT v Ha ChBera oT 23 1071 2014 r. OTHOCHO
CJIICKTPOHHATA HICHTU(UKAUS M yIOCTOBEPUTEIHUTE YCIYTH TPU EIEKTPOHHU TPAHCAKIIUU Ha
BBTPEIIHUS Ma3ap U 3a oTMsaHa Ha JupextuBa 1999/93/EO (OB, L 257/73 ot 28 aBrycr 2014 1.)
Ha 3aKOHA 3a EJCKTPOHHUS JOKYMEHT M CIIEKTPOHHHUTE YJAOCTOBEPUTEIIHH YCIYTH M 3aKOHa 3a
€JIEKTPOHHOTO YIpaBIICHUE.
(2) lpenocrapsiHeTo Ha WH(DOPMALIHMS W MPUEMAHETO HA 3aSBICHUS W JIOKYMEHTH IO €JICKTPOHEH
BT C€ U3BBPUIBAT CJIE]l OCUTYpsSBaHEe HAa ChOTBETHUTE TEXHHMYECKH M OPraHU3al[MOHHU YCIIOBUS,
KaKTO ¥ Ha ChOTBETHHUTE MIPOTPAMHU IPOAYKTH.

INPEXOJHU U 3AKTIOYUTEJHU PA3ITIOPE/IBA

§ 5. (1) ToproBuuTe, MOMYYUIIM paspeliecHUE 3a THProBUS HaA €IpO C JIEKapCTBa -
MEIUIIMHCKU u3aenus, uznaaeHo cien 29 nekemBpu 2002 r. mo peiaa Ha OTMEHEHHMS 3aKOH 3a
JIeKapcTBaTa M anTeKUTEe B XyMaHHata menuiuHa (00H., JIB, Op. 36 ot 1995 r.; 6p. 61 ot 1996 1. -
Pemenne Ne 10 na Koncrutynuonnus cba ot 1996 r.; usm., 6p. 38 ot 1998 r., 6p. 30 ot 1999 1.,
op. 10 ot 2000 1., 6p. 37 oT 2000 1. - Pemmenue Ne 3 ma Koncrurynmonaus cs ot 2000 1.5 u3Mm., Op.
59 ot 2000 r., 6p. 78 ot 2000 r. - Pemenune Ne 7 na Koncruryuuonnus cba ot 2000 r.; uzm., op. 41
ot 2001 r., 6p. 107 u 120 ot 2002 r.; monp., 6p. 2 ot 2003 r.; u3m., 6p. 56, 71 u 112 ot 2003 1., Op.
70 u 111 ot 2004 r., 6p. 37, 76, 85, 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 75 u 105 ot 2006 r.;
ot™., JIB, 6p. 31 ot 2007 r.), mogaBaT B CPOK O TPH Mecella OT BJIM3aHETO B CHJIa HA 3aKOHA
3asiBIeHHE TO oOpasel] 3a clyKeOHO BIIMCBaHE B perucrbpa mo uwi. 81, KbM KOETO mpujarat
nokymeHTuTe mo wi. 78, an. 1, 1. 1 u 2, ann. 2, 1. 3 u 4, u nexiapanus, 4e He € HaJMIe TPOMSHA B
ajJipeca Ha MOMEIIIEHUATA 32 CbXPAaHEHHUE U ThPrOBHUSL.

(2) B cpok g0 30 nuHu OT moAaBaHE HA JOKYMEHTAIMATA MO al. | M3MBIHUTEIHUST AUPEKTOP Ha
NAJI uznaBa pa3pelieHue 3a TbproBUs Ha €p0 ¢ MEAUIIMHCKU H3ACTHs.

(3) C uznaBane Ha pa3pelICHHETO IO al. 2 Ce MPEKpaTsBa W3aJEeHOTO IO pella Ha OTMEHEHUSs
3aKkoH 3a IeKapcTBaTa U aNTEeKUTE B XyMaHHATa MEAUIIMHA pa3pellieHue 3a ThProBUs Ha €/Ipo.

§ 6. TrproBuute, MOy 0€3CPOYHO pa3pelIeHHE 3a ThPTOBUS HAa €IpPO C JIEKapCTBa,
u3nanero ciuen 29 nekempu 2002 r. mo peaa Ha OTMEHEHHMs 3aKOH 3a JIEKapcTBaTa M alnTEKUTE B
XyMaHHaTa MEAMWIIMHA, KOWUTO TBHPryBaT W C MEIUIIMHCKHA W3JCNHUs, TI0JaBaT 3asBJICHUE W
JOKYMEHTAIMS 32 pa3pelieHre 3a ThPrOBHs Ha €Ip0 C MEIULIMHCKHU U3JIEIHs 10 pela Ha TO3HU 3aKOH
B cpok 110 31 nexemBpu 2007 r.

§ 7. TeproBuute, MOTYYHIN OE3CPOUHO pazpelIeHre 3a ThPrOBUS Ha €IpO C JIEKapCTBa,
m3naneHo npenu 29 nexkemBpu 2002 r. Mo pena Ha OTMEHEHHS 3aKOH 3a JICKapCTBATa U alTEKUTE B
XyMaHHaTa MeEJUIIMHA, KOUTO TBHPryBaT C MEAMIMHCKH W3JeNHs, TOoJaBaT 3asBICHHE U
JIOKYMEHTAITUS 32 pa3pelieHre 3a ThPTOBHsI Ha €IpO ¢ MEIUIIMHCKU U3JIeTHUs 10 peia Ha TO3U 3aKOH
B cpok 110 31 nexemBpu 2007 .

§ 8. 3asBneHus 3a M3JaBaHE Ha pa3pelieHus 3a THPrOBHUsS Ha €ApO C MEIWIMHCKH
U3Jenusl, TOJAJCHU 10 BJIM3aHETO B CHJIa HAa TO3M 3aKOH, CE€ Pa3rIeXIaT U IPUKIIOUBAT NpU
YCIIOBHSATA U 110 Pela, IPEABUICHN B HETO.
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§ 9. (1) Uznagenute mo pema Ha OTMEHEHHS 3aKOH 3a JIGKapCcTBaTa W alTEKUTE B
XyMaHHaTa MEIWIIMHA pa3pelieHus 3a ynorpebda Ha MEAWIIMHCKH H3JETHs Ce MpeKpaTsBaT OT
JaTaTa Ha BIM3aHE B CHJIA HA 3aKOHA.

(2) [pouzBogurenute nmo 4. 29, an. 1 u 2 Ha MEAUIIMHCKUA M3JCIHSI, HA KOUTO € MpPEeKpaTeHO
paspeleHreTo 1o peaa Ha ai. 1, mojaBar yBeIOMIIEHHE 10 00pasell A0 U3MBJIHUTEIHUS AUPEKTOP
Ha 1AJI B cpok 10 Tpu Mecela OT BIM3aHETO B CUJla HA 3aKOHA.

§ 10. HajpuuauTe KoIMYECTBA MEAUIIMHCKA H3ACIHSA, KOWTO HSAMAT OLICHEHO
CHOTBETCTBUE ChC CHIECTBEHUTE M3UCKBaHWs MO peaa Ha aupektuBu 90/385/EMO, 93/42/EO u
98/79/EO B ckiiaioBe 3a THPTOBHS Ha €IPO, aITEKH, APOTCPUU, ONTHUKU U JPYTH THPTrOBCKU OOCKTH,
MOTar Jia Ce MpojiaBaT A0 U3YEPIBAHETO UM, HO HE MO-KBbCHO OT €/1HA TOJMHA OT BJIM3aHETO B CUJIA
Ha 3aKOHa.

§ 11. MeauuMHCKA HW3JENUsl CE Ch3/aBaT, ChXPAaHSIBAT M OOHOBSBAT KAaTO JAbpXKABHU
pe3epBH U BOCHHOBPEMEHHH 3allacy MMPH YCJIOBHUATA M 10 pejia Ha 3aKOHaA 3a JbP)KaBHUTE PE3EPBU
Y BOGHHOBPEMEHHUTE 3aracu U Ha aKTOBETE M0 HErOBOTO MpHUJIaraHe.

§ 12. MuHHCTEPCKUAT CHBET M3BBPIIBA IIPOMEHU B YCTPOWCTBEHUTE IMPaBUIHULM Ha
HNAIJI n Ha [IppkaBHaTa areHUMs 3a METPOJIOTHYEH M TEXHUYECKU HAN30p B TPUMECEYEH CPOK OT
JieHs1 Ha 0OHapoABaHETO HA 3aKoHa B "J[bpikaBeH BECTHHK'.

§ 13. [log3zakoHOBHUTE aKTOBE MO MPHUJIATAHETO HA 3aKOHA CE€ U3JaBaT B 6-MeceyeH CPOK
OT JieHs Ha 0OHapo1BaHeTo My B "JIbprkaBeH BECTHUK'.

§ 14. B 3akona 3a uHTerpanusi Ha xopara ¢ yBpexaanus (o0H., JIB, 6p. 81 ot 2004 r.;
u3Mm., op. 28, 88, 94, 103 u 105 ot 2005 r., 6p. 18, 30, 33, 37, 63, 95, 97 u 108 ot 2006 1., 6p. 31 oT
2007 r.) ce mpaBsIT CICTHUTE U3MEHEHUS U JOITBIHEHUS:

1. Bun. 8 1.1 ce u3mens taka:

"1. peructpupa Jauia, KOUTO OCBIIECTBSIBAT JEHHOCTH IO MPEAOCTaBSIHE HAa MOMOIIHU CPE/CTBa,
MPUCTIOCOOJICHHS] U ChOPBKEHHS 32 XOpaTa ¢ YBPEeKIaHUS U MEAMIIMHCKHU U3JENHsl, TOCOYCHU B
cnucbuure nmo wi. 35a, an. 1, U KOHTpPOJMpa CHA3BaHETO Ha YTBBPJAECHUTE KPUTEpUHU 32
MPEIOCTaBSIHETO UM;'".

2. Bu. 15, an. 2 T. 8 ce u3MeHs Taka:

"8. Ha3HayaBaHe HAa MEIUILIMHCKHU U3/ENHs, IOMOIIHU CPEJICTBA U ChOPBKEHUS. "

3. Unen 35 ce u3MeHs Taka:

"Un. 35. (1) 3a mpenocraBsHE Ha MOMOUIHM CPEJCTBA, MPHUCIIOCOOJIEHUS U CHOPBKEHUS U
MEIUIIMHCKU u3aenus no wi. 44, an. 3 AreHuusTa 3a Xopara ¢ yBPEXKIaHUS BOJIW PETUCTHP HA
JM1aTa, OCHLIECTBSIBAIIN TE€3H JIEHHOCTH.

(2) [JeitHocTuTe MO NPENOCTAaBSIHE HAa MOMOIIHU CPEACTBA, MPUCIIOCOOJIEHUS U CHOPBKEHUS U
MEIUILUHCKU U3JENUsl C€ M3BBPIIBAT OT JIUILA, PETUCTPUPAHU KATO THProBUU MO HAIIMOHAIHOTO
3aKOHOAATEJCTBO Ha JbpKaBa WIEHKA WIM JbpkKaBa OT EBpoONeickoTo HMKOHOMHYECKO
MIPOCTPAHCTBO.

(3) 3a BnHcBaHe B perucThpa Mo aj. | JuraTta moaaBaT 3asiBICHHUE 10 U3IIBIHUTEIHUS JUPEKTOP Ha
AreHLusATa 3a XOpara ¢ yBpeXJaHMs, KaTo MpuiIaraT 1 HeoOXOAUMHUTE JOKYMEHTH, ONpPEEICHH B
HapenOara 1o ai. 5.

(4) B cpok 1o eaMH Mecell OT AaraTa Ha MOJaBaHE Ha 3asBICHHETO MO aj. 3 M3MbIHUTEIHUAT
TUPEKTOp Ha AreHIusTa 3a XopaTa ¢ YBpPEeKJaHHUS M3/laBa yIOCTOBEPEHUS Ha JIMIlaTa, BIIUCAHU B
pErucTHpA.

(5) MuHucThpbT Ha Tpylda U COLMAlHATa MOJWTHKA H3/aBa Hapeaba 3a M3UCKBaHUATA 3a
OCBILECTBSIBAHE HAa JIEHHOCTUTE MO MpPEJOCTaBSHE Ha TOMOIIHHM CPEJCTBA, MPUCIOCOOTICHUS U
ChOPBIKEHUS 33 XOpaTa C YBPEXKIaHUA U METUIIMHCKU W3JIEIHsl, IOCOYEHHU B CIIUCHIUTE MO 4WiI. 35a,
am 1."

4. Ce3maBa ce wi. 35a:

"Un. 35a. (1) MuHHMCTEPBT Ha TpyJa M COLMAJHATA IOJUTHKA CHIVIACYBAHO C MUHHUCTbpa Ha
3/IpaBeoIa3BaHETO YTBBPK/1aBa €XKEr0IHO CIUCHLM Ha!
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1. MOMOUTHUTE Cpe/ICTBA, MPUCIIOCOOJICHNS U ChbOPBKEHHS 3a XOpaTa C YBPEKIaHUS;

2. MEIUITMHCKUTE U3/IETHs, IPEAHA3HAUCHH 3a XOpaTa C YBPEKIaHUSI.

(2) B cnyuail Ha chbMHEHUE Al €UH MPOAYKT € MEIUIIMHCKO M3/EeTUE UM MOMOIIHO CPEACTBO,
MPUCTIOCOOICHNE WM CHOPHKEHHE 3a XOpa C YBPEXKTAHHS, MEXKIYBEIOMCTBEHA CKCIIEpTHA
KOMHUCHS, Cb3JaJiecHa ChC 3aloBe] Ha MUHUCTBPAa Ha Tpyda M COLUAlIHATa MOJUTUKA U Ha
MUHHUCTHpA Ha 3/[paBEOMa3BaHETO, 1aBa OKOHYATEITHO CTAHOBHIIIE.

(3) VYcioBusita u penbT 3a paboTa Ha KOMHCHUATA MO al. 2 ce ONpenesisT B MpaBHJIHUKA 3a
IIpUjlaraHe Ha 3akoHa."

5. B ui. 44 an. 3 ce u3MeHs Taka:

"(3) Xopara ¢ yBpexmaaHus CbOOPa3HO CBOUTE MOTPEOHOCTH MOTAT J1a MOTyYaBaT IEJICBH TOMOIIH
u oOJeKYeHHs 3a MOKYNKa M PEMOHT Ha MOMOIIHU CPEICTBA, MPUCIOCOOJICHUS, CHOPBKEHUS U
MEIUIIMHCKHU U3JIENHsI, TTOCOYEHU B CHUCHIMTE MO Wi. 35a, all. 1, ¢ U3KIIF0UYeHNEe Ha METUIIUHCKUTE
U3JIeusl, KOUTO Ce 3aIulaliaT HallbJIHO WM YacTH4YHO oT HanumoHanmHaTa 37paBHOOCHUTYpPHUTEIIHA
kaca."

6. B § 1 or gombaHuTeIHATA pasnopenda T. 7 ce U3MEHs Taka:

"7. "lloMOmHN CpeAcTBa, MPHUCIOCOONCHHUS W CHOPBKEHHS'' ca TMocoOus, NMpenHa3HaueHH OT
MIPOM3BOJUTENSA Ja KOMIIEHCHpAT 3aryOeHa Wiu yBpeleHa (PYHKIMS Ha YOBELIKM OpraH, C Iel
yBEJIMYaBaHE BB3MOKHOCTUTE 332 CaMOOOCIY)KBaHE, 32 M3BBPIIBAHE HA TPYAOBA U JIpyra IEHHOCT
Ha Xxoparta ¢ yBpexaaHus."

§ 15. B 3akona 3a 3xnpaseto (00H., JIB, 6p. 70 ot 2004 r.; usm., 6p. 46, 76, 85, 88, 94 u
103 ot 2005 r., Op. 18, 30, 34, 59, 71, 75, 81, 95 u 102 ot 2006 r., 6p. 31 oT 2007 1.) B § 1 oT

JOMBbJIHATENTHATA pa3nopenda B T. 9, OykBa "3" mymara "nmekapctBa" ce 3ameHs ¢ "JIEKapCTBEHH
MPOAYKTH U MEIUIIUHCKH U31enus".

§ 16. 3akoHBT BIIM3a B CWJIa OT JICHS Ha OoOHapoaBaHeTo My B "JIbp’kaBeH BECTHUK', C
M3KJIIOUEHWE Ha pa3nopendaTa Ha 4. 4, ai. 2, KosATo Bim3a B cuia oT 29 nekemBpu 2009 1.

3akoHbT € npuetr oT 40-ro Haponno cwvOpanue Ha 29 mait 2007 r. u e noameyaTaH ¢
otunmanaus neyat Ha HapoaHoro crOpanue.

3AKIIIOYNUTEJIHU PA3ITOPEJIBA
KbM 3aKOHA 32 U3MEHEHUE U IOI'bJIHEHUE

Ha 3aKoHA 3a MEIUIIMHCKATE U3IEITH
(B, 6p. 110 ot 2008 1.)

§ 51. MuHHCTEPCKUAT CBBET B CPOK 10 6 Mecela OT BJIM3aHETO B CHUJIA HA TO3U 3aKOH
npuema Hapeno6ara o ui. 30a, an. 2.

§ 52. MUHHMCTBPBT Ha 3/1paBEONAa3BAHETO B CPOK JI0 JABAa Mecela OT BIM3aHETO B CUJIA HA
TO3H 3aKOH IpueMa Hapejbara 1o wi. 32a.

§ 54. Paznopenoure va § 1, 1. 1, § 2,5, 8,10, 15, § 16, 1. 3,4u 5, § 17, 18, 20, 21, 22,
23,24, 25,26,27,31,45,47 u § 50, 1. 1, 6ykBu "a", "6", "B" u T. 2 Bnm3ar B cuia ot 21 mapt 2010
T.

3AKJIIOYNUTEJIHU PA3ITOPEIBUA
KbM 3aKOHA 32 U3MEHEHUE U I0I'bIIHEHUE

Ha 3aKOoHa 3a MEIUIIMHCKUTE U31EIIHS
(B, 6p. 39 ot 2011 1., B cuna ot 1.01.2012 1.)

§ 4. B cpok 10 ABa Mecena OT BIM3AHETO B CUJIA HA TO3M 3aKOH MUHHUCTEPCKHUAT ChBET
npuema Hapeno6ara o ui. 30a, ain. 3.
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I[MPEXOAHHM N 3AKJIFOYUTEJIHA PA3ITIOPEIBA
KbM 3aKOHA 32 U3MEHEHUE U I0I'bJIHEHUE

Ha 3aKOHA 32 MEAULIMHCKUTE U3IEIHs
(B, 6p. 54 or 2012 1.)

§ 28. 3asBieHusATa 3a M3/1aBaHE HA pa3pelICHUS WIM YAOCTOBEPEHHUS 3a THProBHUS Ha
€1pO ¢ MEIULIMHCKH U3JIENHNs, NOJAJEHU O BIM3AaHETO B CHJIa Ha TO3M 3aKOH, CE€ pasriexaar Ipu
YCIIOBUSATA U 110 peia, MPEABUICHU B HETO.

I[MPEXOAHU U 3AKJIFOYUTEJIHU PA3ITIOPEABA
KbM 3aKOHA 32 U3MCHECHUE U IONbJIHEHUE Ha 3aKOHA 32 3aIluTa
OT BPEIHOTO BB3JICHCTBHE HA XUMUYHHUTE BEIICCTBA U CMECH
(B, 6p. 84 ot 2012 r., B cuna ot 2.01.2013 1.)

§ 12. Pasznopenbara Ha un. 21e, an. 1 He ce mpuiara 3a:
. MEIMLIMHCKH U3Je11s, IyCHATH Ha na3zapa npeau 22 ronau 2014 r.;
. IpuOOpH 3a KOHTPOJ U yIpaBIeHHE, ITyCHATH Ha na3apa npeau 22 1oim 2014 r.;
. MIH BUTPO IMArHOCTUYHHU MEIULIMHCKU U3JIeNus, IyCHATH Ha na3apa npeau 22 woiau 2016 r.;
. IPOMUIIEHU IpUOOpH 3a KOHTPOJI U yIIpaBJIeHUE, IIyCHATH Ha nasapa npeau 22 ronu 2017 r.;
5. kabenu WM pe3epBHUM YACTH 3a PEMOHTA, MOBTOpPHATa YHoTpeba, OCHbBPEMEHSBAHETO Ha
(YHKIIMOHATTHUTE XapaKTEPUCTHKHU WJIA TTOBHUIIIABAHETO HA KaIlallUTeTa Ha:
a) eJIEKTPUUYECKO U €JICKTPOHHO 000py/IBaHe, MycHATO Ha ma3apa npenu 1 romu 2006 r.;
0) MEAMIIMHCKY W3/eIHs, ITyCHATH Ha naszapa npeau 22 o 2014 1.;
B) IpuOOpH 3a KOHTPOJI U yIIpaBJIeHUe, ITyCHATH Ha na3apa npeau 22 onu 2014 r.;
') UH BUTPO AUArHOCTUYHHU METUIIMHCKY U3Jeus, IyCHAaTH Ha na3zapa npeau 22 ronu 2016 r.;
1) IPOMUIIUIEHU TPUOOPH 32 KOHTPOJI U yIIpaBJIeHHE, TyCHATH Ha ma3apa npenu 22 tomu 2017 r.;
€) EJIEKTPUUECKO U €JIEKTPOHHO 00OpyJIBaHE, 32 KOETO € I0JI3BAaHO IPABOTO HAa OCBOOOXK/aBaHE U
KOeTo € OWJIO MyCHAaTO Ha Ma3zapa Mpeayd M3THUYaHETO Ha CPOoKa Ha OCBOOOXKIABAHETO, JOKOJIKOTO
TOBA CE€ OTHACS 10 ChOTBETHOTO OCBOO0K/1aBaHE;
6. MOBTOPHO M3MOJI3BAaHU PE3epBHU YacTH, Bb3cTaHOoBeHH OT EEO, mycHaT Ha naszapa npeau 1 1omau
2006 r. u u3noOa3BaHMU B 00OpyJBaHe, MycHATO Ha naszapa npeau 1 romm 2016 r., npu ycinoBue ue
MOBTOpHATa yrmoTpebda ce OCHILIEeCTBABA B KOHTPOIMPYEMa 3aTBOPEHA CUCTEMA 3a BPBIIAHE MEXKIY
CTOIAHCKU CYOEKTH U OTPEOUTENAT € YBEIOMEH 3a Ta3u MOBTOPHA yIoTpeba Ha YacTH.

A WN =

§ 13. EnexkTpu4eckoTo M €IeKTPOHHOTO 00Opy/ABaHE, KOETO He Momajaa B oOxBaTa Ha
npunoxkenus Ne 1 u 2 xpbMm HapenOara 3a u3nckBaHUATA 32 TyCKaHE Ha Ta3apa Ha €NEeKTPUYECKO U
€IIEKTPOHHO OOOpYy/IBaHE W TpETHpaHEe M TPAHCHOPTHpPaHE HAa OTMAIbIM OT ENEeKTPHUYECKO U
€JeKTPOHHO oOopyaBane (00H., JIB, 6p. 36 ot 2006 r.; u3m., 6p. 57 ot 2006 T., 6p. 53 oT 2008 T.,
op. 5 ot 2009 . u 6p. 29 ot 2011 1.), HO HE CHOTBETCTBA Ha M3WCKBAHMATA Ha TiaBa mera "a" u
Hapeabara mo wi. 21, an. 1, MoXe J1a MpOIBJDKU J1a ce TIpeAocTaBs Ha ma3apa 10 22 tonu 2019 r.,

aKo ToBa € B choTBeTCcTBHE € § 12, T. 1 - 5.

§ 14. MuHucTepcKUsT ChBET NpueMa Hapezadara o ui. 211, an. 1 B TpuMecedeH Cpok OT
00HapOJIBAaHETO HA TO3M 3aKOH B "JIbp)kaBeH BECTHUK'.

IMTPEXO/IHU N 3AKJIFOUUTEJIHU PA3TIOPEJIBU
KbM 3aKOHa 32 M3MECHEHHE Ha 3aKOHA 3a 3a0paHa Ha XMMUYECKOTO OPBKHE

Y 32 KOHTPOJI HAa TOKCUYHUTE XMMUYECKH BEIIECTBA U TEXHUTE MPEKYPCOPH
(B, 6p. 14 oT 2015 1.)

§ 20. B 3akona 3a menunuHCKUTEe W3aenus (06H., 1B, 6p. 46 ot 2007 r.; uzm., 6p. 110 ot
2008 r., 6p. 41 u 82 ot 2009 1., 6p. 98 ot 2010 1., O6p. 39 m 60 ot 2011 1., 6p. 54 1 84 ot 2012 1.)

ctp. 47 ot 49



HaBCSAKBAEC JIyMUTE "'MUHHUCThpAa Ha HMKOHOMHKATA, €HEpPreTuKara W Typu3Ma' ce 3aMeHST ¢
"MUHUCTbpa HAa UKOHOMUKaTa".

I[MPEXO/JIHU N 3AKJIFOUUTEJIHU PA3TIOPEJIBU
KbM 3akoHa 3a Oropkera Ha HanmonanHaTa 3apaBHOOCHTypUTeTHA Kaca 3a 2019 1.
(IB, 6p. 102 oT 2018 r., B cruta ot 1.01.2019 1.)

§ 43. 3akonsT Bnu3a B cuiia ot 1 ssayapu 2019 r., ¢ u3KIto4eHue Ha:

1. maparpad 29, T. 13, 6ykBa "0", 1. 14 u 15, § 30 u § 42, T. 2, KOUTO BAM3AT B CHJA OT JICHA Ha
oOHapoBaHETO HA 3aKOHA B "J[bprkaBeH BECTHHK";

2. maparpad 28, 1. 6 — 12 uT. 14 — 19, § 35, T. 3, c U3KIIIOYCHHE HA WI. 7a, al. 4 v 4. 7B, al. 4, T. 5
no6,1.8—22urt. 36-40,§41,1.2—-8, 1.9, 6ykBu "a" u "B" u T. 10, xouTo BiM3ar B cuia ot 1
anpuin 2019 r.;

3. maparpad 29, 1. 5, OykBa "a" oTHOCHO AymwuTe "W uUpe3 OroKeTa Ha MUHHCTEPCTBOTO Ha
3/lpaBeoOIa3BaHETO 3a 3allUlalllaHe Ha MEAUIMHCKUTE U3JENHs, I[OMOIIHUTE CPEACTBA,
MPUCIIOCOOJICHHATa U ChOPHKEHUATA 32 XopaTa ¢ yBpexaanus", T. 9, OykBa "a" OTHOCHO qyMuTe
"KaKTO U MEAUIIMHCKH W3JIeTHUs1, TTIOMOIIHU CPECTBA, MPUCIIOCOOIEHUS U ChOPBKEHHUS 3a XopaTa ¢
yBpexaanus", T. 9, OykBa "r" OTHOCHO AymMuUTe "M MOMOIIHUTE CPEACTBA, MPUCIOCOOICHUATA U
CHOPBKEHUSATA 32 XOpaTa ¢ YBPEXKIaHUs" U OTHOCHO JTyMHUTE "KaKTO U C JIMIaTa, OCHIIECTBIBAIIN
JCHHOCTH MO TPEAOCTaBSHE W PEMOHT Ha MEAULIMUHCKH W3AENus, IOMOIIHHU CPEACTBa,
MIPUCTIOCOOJICHUSI 1 CHOPBHIKEHUS 32 X0pa C YBPEXKIAHHS, PETUCTPUPAHU KATO THPrOBIY U BIIMCAHU
B pErucTbpa Ha JUIaTa, OCBHIIECTBSBAILM JEWHOCTH MO MPEJOCTAaBIHE M PEMOHT Ha TOMOIIHU
CpEICTBA, IPUCIIOCOOICHUS, CbOPBKEHUS U MEAULIMHCKH U3/EuUs 3a XopaTa ¢ yBpeKIaHus" U T. 9,
OykBa "n" oTHocHO ai. 15, T. 3 u an. 16 oTHOCHO nymHTe "KakTO W C JIMIIATa, OCHIIECTBABAIIU
JNEHHOCTH IO MPEIOCTaBIHE U PEMOHT Ha MOMOIIHM CPEACTBA, MPUCIOCOOTICHUS, ChbOPHKECHUSI U
MEIUIIMHCKN M3JeNIUsA 32 XOpa C YBPEXKIAHHs, PErMCTPUPAHU KAaTO THPrOBLUM W BIHCAaHU B
perucTbpa Ha JMIaTa, OCBHIICCTBABAINM JCHHOCTH IO MPEIOCTaBSIHE W PEMOHT Ha IMOMOIIHHU
CpeICTBa, MPUCIIOCOOICHUS, ChOPBKEHHSI U MEAWIIMHCKU U3JENUS 32 XopaTa C yBpeXJAaHud — 3a
3aruianiaHe Ha MEIUIIMHCKU H3JENHs, MMOMOIIHU CPEACTBA, MPUCIIOCOOICHUS U ChOPHKEHHS 3a
xopa ¢ yBpexxnaanusa", T. 25, OykBa "a" — anm. 1, T. 13 oTHOCHO AymHTe "TIOMOIIHHM CpEACTBa,
MpUCIIOCOOIEHHUST U ChOPBKEHUS 3a Xopara ¢ yBpexxaaHuss' u 1. 25, OykBa "0" oTHocHO an. 4
OTHOCHO JAyMuUTe "W JHIaTa, OCBHILNECTBSIBALM JEWHOCTH MO TMPEJOCTaBSIHE M PEMOHT Ha
MEIUIIMHCKU W3JENUsI, TIOMOIIHU CPEJCTBA, MPUCIIOCOOJICHUSI W CHOPBHKEHHS 3a Xopa C
YBPEXIaHUSI, PETUCTPUPAHU KAaTO THPrOBLUM U BIOUCAHU B PETUCTHPA Ha JIMIATa, OCHUIECTBABAIIN
JNEHHOCTH T0 TPETOCTaBIHE U PEMOHT Ha MOMOIIHHU CPEACTBA, MPUCIIOCOOJICHHS, ChOPBKEHUS U
MEIUIIMHCKN U3JENUs 32 XOopara ¢ yBpeXIaHus" U "M MOMOIIHHM CpPEACTBA, MPUCIOCOOIEHUS U
ChOPBIKEHUS 3a XxopaTa ¢ yBpexxaanus'", § 36 u § 37 orHocHo un. 14, an. 8§, 1. 2, OykBa "0", KouTo
Biu3ar B cwia ot 1 stayapu 2020 r.

IMPEXO/IHU U 3AKJIFOUUTEJIHU PA3TIOPEJIBU
KbM 3aKOHA 3a W3MCEHEHHE M JONBJIHCHHE Ha 3aKOHA 3a JICKApPCTBEHHWTE MPOJIYKTH B XyMaHHATa
MEIUIINHA
(B, 6p. 67 oT 2020 1.)
§ 78. (1) Ilom3akoHOBHTE HOPMATHBHHM AaKTOBE IO TMPUJIATAaHETO HA TO3W 3aKOH, 3aKOHa 3a
3IPaBHOTO OCHTYpsIBaHE, 3aKOHA 3a MEIUIIMHCKHUTE U3/CNINs U Ha 3aKOHA 3a XopaTa C YBPEKIaHUs
ce mpreMaT, ChOTBETHO M3/1aBaT M MPUBEKIAT B CbOTBETCTBHUE, B CPOK JIO TPH MECEIIa OT BIM3AHETO
B CHJIa Ha TO3M 3aKOH.
(2) Mo npuemaHeTo, CbOTBETHO M3JIaBAaHETO, U MPUBEKIAHETO B CHOTBETCTBUE HA MOJ3aKOHOBUTE
HOpPMAaTUBHHU AKTOBC I10 all. 1 ce npujiarat I{eﬁCTBaIHHTe IMOA3aKOHOBYM HOPMATHBHH AKTOBC,
JOKOJIKOTO HE MPOTHUBOPEUAT Ha ChOTBETHUS 3aKOH.
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[MPEXO/IHU U 3AKJIFOYUTEJIHU PA3IIOPE/IBU
KBM 3aKOHA 3a U3MEHEHHUE U JOIIBJIHCHUEC Ha
3akoHa 3a eKCIIOPTHHUS KOHTPOJI Ha MPOAYKTH,
CBBp3aHM ¢ OTOpaHaTa, U Ha U3JICTHUS U

TEXHOJIOTHH C JIBOHA yroTpeda
(B, 6p. 41 ot 2024 r., B cuna ot 10.05.2024 r.)

§ 39. B 3akona 3a meaunuHckuTe uznenus (06H., 1B, 6p. 46 ot 2007 r.; uzm., 6p. 110 ot
2008 r., O6p. 41 u 82 ot 2009 r., 6p. 98 ot 2010 1., 6p. 39 U 60 oT 2011 1., Op. 54 1 84 o1 2012 1.,
op. 14 u 38 ot 2015 1., 6p. 14 m 43 ot 2016 1., 6p. 84, 102 1 105 ot 2018 1., 6p. 17 0T 2019 1. U Op.
67 ot 2020 r.) HaBCAKBAE NyMUTE "MHHUCThPAa HAa MKOHOMHKATa" ce€ 3aMEHAT ¢ "MUHUCTBpPA Ha
MKOHOMMKATa U UHIYyCTpUsTa".

[Ipunoxenue
KbM . 15, an. 1
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