3AKOH 3A JIEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA MEJIULIUHA

B cuna om 13.04.2007 2.

O6wn. JIB. 6p.31 om 13 anpun 2007e., usm. JAB. 6p.19 om 22 ¢hespyapu 20082., uzm. /{B. 6p.65
om 22 wau 20082., uszm. JAB. 6p.71 om 12 aseycm 20082., uszm. /IB. 6p.10 om 6 gpespyapu 20092., usm. /[B.
op.23 om 27 mapm 2009e2., usm. /[B. 6p.41 om 2 wonu 20092., usm. /IB. 6p.88 om 6 noemspu 2009e., usm. /{B.
op.102 om 22 oexemspu 2009z., usm. J{B. 6p.59 om 31 roau 2010e., usm. /IB. 6p.98 om 14 oexemepu 2010e.,
usm. AB. 6p.9 om 28 anyapu 2011e., usm. /[B. op.12 om 8 gpespyapu 201 12., usm. [B. 6p.60 om 5 aseycm
2011z., usm. [{B. 6p.61 om 9 aseycm 201 12., usm. [[B. 6p.38 om 18 maii 20122., usm. u don. /[B. 6p.60 om 7
aszycm 20122., usm. u oon. /IB. op.102 om 21 oexemspu 2012e., uzm. /[B. 6p.15 om 15 ¢espyapu 201 3e.,
oon. /[B. op.1 om 3 sanyapu 2014e., usm. u don. /[B. op.18 om 4 mapm 2014e., usm. /[B. op.12 om 13
gespyapu 2015e., usm. u oon. /IB. 6p.48 om 27 wnu 2015e., uszm. /[B. 6p.43 om 7 wonu 2016e., uzm. /[B.
op.85 om 24 oxmomepu 2017e., don. /IB. 6p.103 om 28 oexemapu 2017e2., usm. u oon. /[B. 6p.84 om 12
oxmomepu 2018e., oon. /IB. 6p.91 om 2 noemspu 2018e., uzm. u oon. /{B. 6p.102 om 11 dexemspu 2018e.,
usm. /[B. 6p.17 om 26 gpespyapu 2019z., uzm. u oon. /B. 6p.64 om 13 aseycm 2019e2., usm. /[B. 6p.17 om 25
gespyapu 2020e., usm. JB. 6p.52 om 9 ronu 2020e., usm. u don. /[B. 6p.67 om 28 roau 2020e.

ITpoekT: 602-01-67/27.07.2006 T.

I'naBa nbpBa.
ObIIH IMOJIOKEHUSA

Paznean I.
O601mm pasnopendu

Un. 1. To3u 3aK0H ypexaa yCIOBUATA U pefa 3a:

1. paspemaBaHe ynorpebara WM pErucTpalusATa Ha MPOMUIUICHO TPOU3BEICHH WU
MIPOM3BENECHN IO METOJ, BKJIIOYBAIL MPOMUIJIEH MIPOLEC, JIEKApCTBEHU IPOIYKTH, MpeIHAa3HAYeHH 3a
XyMaHHaTa MEJHUIINHA;

2. (m3m. - 1B, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) pa3zpemaBaHe Mpou3BOACTBOTO U
BHOCA Ha JICKapCTBEHU MIPOAYKTH;

2a. (moBa - JIB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) mpou3BOACTBOTO, BHOCA U
TBHPrOBUsATA HA €/IpO C aKTUBHU BEILECTBA;

3. pa3pelaBaHe U IPOBEKJAHE HAa KIIMHUYHU U3IIUTBAHUS;

4. TpproBusiTa Ha €PO U Ha APEOHO C JIEKAPCTBEHU MPOIYKTH;

5. mapajiesieH BHOC Ha JIEKapCTBEHU MIPOAYKTH;

5a. (moBa - JIB, 6p. 102 or 2012 r., B cuma ot 21.12.2012 r.) mocpeaHuyecTBO B 00JIaCTTa Ha
JIEKapCTBEHUTE MPOIYKTH;

56. (noBa - /IB, 6p. 18 ot 2014 r.) u3HOC Ha JEKapCTBEHU MPOJYKTH IO peia Ha IJiaBa JieBeTa
"6";

6. pexilaMara Ha JIEKapCTBEHU IIPOIYKTH;

7. mpocneasBaHe 0e30MacHOCTTa Ha MyCHATUTE Ha Na3apa JIEKapCTBEHU MPOTyKTH;

8. KiIacu(uKanyaTa 3a HA4YMHA Ha MPeJIICBaHEe U OTITyCKaHE Ha JIEKAPCTBEHUTE MPOAYKTH;

9. KOHTpOJa Ha MIPOU3BOJCTBOTO U BHOCA, HA THProBUATAa Ha €ApO U IpeOHO, MPOBEXKIAHETO HA
KJIMHUYHY M3MMTBAHMS, HA peKjamMara U Ha CUCTeMaTa 3a MpocielsiBaHe 0€30MacHOCTTa Ha IyCHaTUTE Ha



nasapa JIEKapCTBEHH MPOTYKTH;
10. meHooOpa3yBaHETO Ha JICKAPCTBEHUTE TIPOTYKTH;
11. M3roTBSHETO HA TO3UTHBEH JIEKAPCTBEH CIHCHK;
12. (moBa - JIB, Op. 67 ot 2020 r.) mpocieasiBaHe Ha edexTa OT TepamusTa C JIEKApCTBECHU
MPOIYKTH.

Yn. 2. To3u 3aKOH MMa 3a IIeJl 1a Ch3/aJie YCIOBHs, KOUTO OCUTYpsIBaT IyCKaHe Ha Mas3apa Ha
JIEKapCTBEHH MPOAYKTH, KOUTO OTIOBApAT Ha M3UCKBAHUATA 32 KAYECTBO, 0€30MaCHOCT U €(PUKACHOCT.

Yn. 3. (1) (M3m. - B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) JlekapcTBeH MPOIYKT B
XyMaHHaTa MeJIMI1HA €:

1. BCSIKO BEIIECTBO MM KOMOWHAIMS OT BEILIECTBA, IPEJICTABEHN KaTO MPUTEXKABALIM CBOWCTBA
3a JIeYeHHE WM MpouIaKTHKa Ha 3a00JIIBaHUS TIPU XOpa, WIH

2. BCSIKO BELIECTBO MJIM KOMOMHAIMsI OT BELIECTBA, KOUTO Morar Aa ObJaT W3IMOJ3BaHU WU
IpUjIaraHu Ha Xopa C Le:

a) BbB3CTAHOBSBAHE, KOPUTHpPAaHE WIM TNpoMsSHA Ha (U3HOIOTHMYHU (QYHKIUH Ype3
(bapMakoJIOTHYHO, UMYHOJIOTUYHO UM METa0OJIUTHO IeHCTBHE, T

0) mocraBsiHE Ha MEAMIIMHCKA TUArHO3a.

(2) BemiectBo € Bcsika MaTepHst, YMHTO MIPOU3XO MOKE /1a Obje:

1. yoBemky (4OBEIIKA KPbB, YOBEIIKU KPBBHU MPOAYKTH U IPYTH);

2. )KMBOTHHCKH (MUKPOOPraHU3MH, )KMBOTHHCKH OPT'aHHU, €KCTPAKTH, CEKPETH, TOKCUHU, KPbBHU
MPOAYKTH U JAPYTH);

3. pactuteneH (MUKPOOPraHU3MH, PACTEHUS, YAaCTU OT pPACTEHUS, PACTUTEIIHU EKCTPaKTH,
CEKpPEeTH U APYTH);

4. XuUMHAYecKH (eIEMEHTH, IPUPOTHU XUMHUHU MaTEpUAIN, CHHTETHYHH WIH MOJTYCUHTETUYHU
BEILIECTBA U JIPYTH).

Ui 4. Korato equH NpoOAyKT OTroBapsi €IHOBPEMEHHO HAa XapaKTEPUCTUKHUTE Ha JIEKAPCTBEH
IIPOAYKT U Ha IIPOILYKT, YPEIAEH C APYT 3aKOH, CE IIpUIaraT U3MCKBaHUATA HA TO3H 3aKOH.

Yn. 5. JlekapcTBeHUTE MPOIYKTH C€ KIACH(PHUIIUPAT CHIITACHO aHATOMO-TEPANIEBTHYHO-XMMUIHA
KiacuuKanus B ChOTBETCTBUE C M3UCKBaHUsATa Ha CBeToBHATa 3paBHa opranuzanus (C30).

Y. 6. To3u 3aKoH He ce npuiara 3a:

1. XepMeTHYECKH 3aTBOPEHH PaAHOHYKINUIH;

2. KpBB, IJ1a3Ma WIK KPbBHU KJIETKH OT YOBEIIKH MPOU3XO0J, C U3KIIOYEHHE HA IIa3Ma, KOATO €
[IOJIy4YE€Ha 10 METOJ, BKIII0YBALL [IPOMHUILIEH IIPOLEC.

Un. 7. (1) Pa3pemaar ce mpou3BOACTBOTO, BHOCHT, ThPIrOBUATA HA €O U IpeOHO, peKaMara 1
JICUEHHETO, NPOPUIAKTUKATa W JUArHOCTHUKaTa CaMO C JIEKAPCTBEHU IPOJLYKTH, KOUTO Ca IOIYUHIN
paspelieHue 3a ynorpeba 1o peja Ha:

1. TO3u 3aKOH, WU

2. Pernament (EO) Ne 726/2004 na EBponeiickus napiament u ChBerta.

(2) 3abpansBaT ce BHOCHT, THPrOBHATA, JICYCHHETO, MPO(MIAKTHKATA W TUATHOCTUKATA C
JIEKapCTBEHU MIPOAYKTH C U3TEKBJI CPOK HA TOAHOCT.



(3) IIpurexaBaHeTo Ha pa3pelICHHE WM YAOCTOBEpEHHE 3a YNoTpebda, MPOU3BOACTBO H
KIMHAYHYA M3MMTBAaHUS HA JICKAPCTBEHH MPOIYKTH, U3AAJCHH 10 pela Ha TO3HM 3aKOH, HE € OCHOBAHHE 3a
0CBOOOKIaBaHE OT OTTOBOPHOCT CHIVIACHO JIEHCTBAIIIOTO 3aKOHOAATENCTBO.

Un. 8. He ce u3nckBa paspelnieHue 3a ynorpeda 1o peia Ha TO3M 3aKOH 3a:

1. nekapcTBEH MPOAYKT, IPUTOTBEH 110 MAarucTpajiHa pelenTypa B anTeka;

2. JeKapcTBEH MPOIYKT, IPUTOTBEH MO apMaKoreiiHa pelenTypa B anTeka,

3. MEXIUHHU TPOAYKTH, MPETHA3HAYCHU 33 MPOU3BOJCTBEHA 00pabOTKa OT JHUIIE, MOIYYHIIO
paszpelilieHue 3a IPOU3BOACTBO MO Pe/ia Ha TO3H 3aKOH;

4. aKTHUBHH U TTIOMOIIHH BEI[ECTBA;

5. JeKapCTBEHHU MPOAYKTH B MPOIIEC HA pa3pabOTBaHEe W/UITU UNIUTBAHE;

6. TIeKapCTBEHU NPOAYKTH, IPEeTHA3HAYCHH 32 U3HOC;

7. (HoBa - 1B, 6p. 71 ot 2008 r., B cmma ot 12.08.2008 1., u3m. - JIB, 6p. 102 ot 2012 1., B crina
ot 21.12.2012 r.) nexkapcTBEH MPOAYKT 3a MOJIEpHA TepaIusi, KOUTO C€ U3TOTBS 3a KOHKPETEH MAIMEeHT 0
WHAVBUAYATHO JIEKAPCKO MpEANnucaHue choOpa3Ho crenu(UYHN CTAaHAAPTH 32 KaueCTBO W CE MpHiara B
ne4e0HO 3aBe/IeHHEe Ha U3KIII0YUTENHATa MpodecroHalHa OTTOBOPHOCT Ha JIeKapsl.

Y. 8a. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) [Ipu npousBoacTBoTO Ha
JIEKapCTBEHH NPOIYKTH, NpEeIHA3HAYCHW EJUHCTBEHO 3a W3HOC, HAa MEXIHMHHU MPOMYKTH, AaKTHBHU
BEILECTBA M Ha IOMOII[HU BEILlECTBA CE IPUIaraT CbOTBETHUTE pa3nope0u Ha I1aBa IeTa.

Un. 9. (1) JleueHne Ha KOHKPETEH MAIIMEHT MOXKe Ja Ce MpHiiara ¢ JeKapcTBeH MPOAYKT, KOUTO
HE € pa3pelIeH 10 pe/ia Ha TJIaBa TPEeTa, 10 CIIeHaiHa MOphUKa Ha JIeYeOHO 3aBeICHUE 32 OOTHIMYHA TTOMOII
MIPH YCIIOBUS U TI0 PEll, ONpeIeJICHH ¢ Hapea0da Ha MUHUCTbpa Ha 3/IpaBeoMa3BaHETO.

(2) PproBoaMTENAT HA JI€UEOHOTO 3aBEACHUE HOCU OTTOBOPHOCT 33 MPHJIAraHETO Ha JICYEHUETO
o ai. 1.

(3) (Homa - IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) JIeuenuero ¢ gekapcTBEH MPOILYKT
3a ChCTpajaTenHa ynorpeda ceriacHo wi. 83 ot Permament (EO) Ne 726/2004 na EBponetickusi mapiaMeHT
u Ha CpBeTa ce U3BbPILIBA [IPU YCIOBUS U 110 pejl, ONpeiesieH ¢ HapeabaTa mo ai. 1.

Y. 10. (1) MuUHUCTBPBT Ha 37paBEONa3BaHETO MO MOTHBHPAHO NPEIJIOKCHHE Ha TIIABHUS
JTbP>KAaBEH 3/IPABEH MHCIIEKTOP, ChIVIACYBAHO C M3M'BJIHUTEIHUS JUPEKTOp Ha V3MbIHUTENHATA areHIs 110
nekapctBara (MAJI), Mmoke cbhe 3amoBes J1a pa3pelnu JICUSHHUE 3a ONPEJEICH CPOK C JIEKAPCTBEH MPOAYKT,
KOWTO HE € pa3pellieH Mo peja Ha TiaBa TpeTa, KoraTo B CTpaHaTa MMa OOsSBEHA €MHIEeMUsl, MPUINHEHA OT
MMaTOTC€HHU MUKPOOPTAHU3MHU WU TOKCUHH, WIM UMa MPE/I0JIaraeMo WIH MOTBBPACHO Pa3pPOCTPAHCHHUE HA
XUMHYECKH areHTH WK ApeHa paJualiys U HsMa MOAXOIAII pa3pelieH 3a ynorpeda JeKapcTBeH MPOIYKT.

(2) B caydante mo an. 1 mpuTexaTeNWTe Ha pa3pelleHue 3a YrnoTpeda, MPOU3BOIUTEIUTE U
MEIUIMHCKUTE CIIEUUAINCTH HE HOCAT TpakJaHCKa WM aJMUHUCTPATHBHOHAKa3aTeIHa OTTOBOPHOCT 3a
MOCJIEACTBUATA NIPU YIOTpeda Ha HEpa3pelleHO MOKAa3aHWE Ha JIEKAPCTBEH MPOAYKT WM Ha JIEKapCTBEH
MPOJYKT, KOWTO HE € pa3pellleH Mo pe/ia Ha IiaBa TperTa.

(3) Paznopenbara Ha an. 2 He M3KJIIOYBA OTTOBOPHOCTTA 3a Ne(EKTHU CTOKH CHITIACHO 3aKOHA
3a 3aluTa Ha IOTPEOUTETUTE.

Un. 11. (1) MuHHCTBPBT Ha 37paBEONa3BAHETO MOXKE I10 NMPUYMHM, CBBP3aHU CBhC 3aIIMUTa
3JIpaBETO Ha HACEJIIEHUETO, ChC 3a0BE] a pa3lopein Ha U3IbIHUTENHUS qupekrop Ha MAJI na paspein 3a
ynoTtpeba JIeKapcTBEH MPOJYKT, KOHTO HE € paspemieH 3a ynorpeba Ha Teputopuara Ha PemyOnmka



bearapus u 3a KOWTO HsAMa TMOJAJCHO 3asBICHUE 3a M3/IaBaHE HA pas3pelieHHue, HO € pas3pelieH B Apyra
JTbprKaBa YJICHKA.

(2) B cnyvaurte no an. 1 u3nbIHUTETHUAT AupekTop Ha WAJI uinu ymbIHOMOIIEHO OT HETO
hi0700 (e

1. uabopMupa MpUTEKATENs] Ha Pa3peUICHHETO 3a YNoTpebda Ha JEKapCTBEHUS MPOAYKT 3a
3ar0YBaHe Ha IMpoIleaypa Mo pa3perniaBaHeTo Ha MPOAYyKTa 3a ynorpeoa;

2. BIUCBA KAaTO MPUTEKATEI B U3/1aJICHOTO pa3pelieHue JIMIETO Mo T. 1;

3. M3UCKBa OT PETYJIATOPHUS OPTaH Ha JbpiKaBaTa YieHKa, U3Jlaia pa3pelieHneTo 3a yrnoTpeoa,
KOITHE OT OLICHBbYHUS JOKJIA/ U KOIHE OT Pa3pelIeHueTo 3a ynorpeoa.

(3) (dom. - IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) U3mbaHUTENHATA areHIHS IO
JIEKapCcTBaTa € JIThKHA JIa OCHTYPH CHOTBETCTBUE HA STHKETA, JTMCTOBKATA 32 MAIMCHTA, KIacH(PUKAIUAITA,
pekiamara u MmpocieasBaHeTo Ha 0e30MacHOCTTa Ha MyCHATHs Ha Ma3apa JIGKapCTBEH MPOAYKT Mo ai. 1 c
M3HUCKBaHUATA Ha TO3U 3akoH. MH(popmammsara BBHPXY OINAKOBKaTa W B JIMCTOBKATa HAa JICKAPCTBEHHUS
MIPOJIYKT IO aJI. 1 HE € 3aABJKUTETHO Ja Ob/Ie Ha OBJITApPCKU €3UK.

(4) Uznbauutennuar nupekrop Ha MAJl undopmupa EBponeiickara KOMUCHS 32 M3/1aJCHUTE
pasperieHus Mo ain. 1, 3a UMETO W ajpeca Ha TMPUTEXKATENs Ha Pa3pelIeHHEeTO, KaKTO M 3a jJarara Ha
MPEeKpaTSBaHE HA BATUIHOCTTA UM.

Ui 12. (1) Odpunmanna papmaxomnes B Permyonuka beirapus e EBpomneiickara dapmakories.

(2) Odunuannara dapmakornes Moxe na ObJe JOMbIBaHA ¢ M3MCKBaHMATA Ha bbirapckarta
(dhapmakories.

(3) MUHUCTBPBT Ha 3/IpaBeONa3BAaHETO ONpPENENsl ChC 3aloBe] JAaTUTE Ha BIM3aHE B CHUJa Ha
aKTYaJTHOTO M3/aHue Ha oduimanHaTa hapMakones 1 Ha JOIIBIIHEHHUSITAa KbM HETO.

(4) 3anoBeara no ain. 3 ce oOHaponBa B "JIbprkaBeH BECTHUK' U ce MyOJIMKYyBa Ha CTpaHUIATa Ha
NAJI B uHTEpHET.

Yn. 13. (1) Monorpadpuute Ha EBpomeiickara Qapmakomnes ca 3aAbDKUTETHH 33 BCHYKU
BEIIECTBA, MpenapaTu U JIeKapcTBEHU (OpMHU, KOUTO CE€ ChIbpKaT B Hed. B ciydaurte, 3a KOMTO HAMa
MoHorpadguu B EBpomelickata (apmakomnesi, ce mnpwiararT H3UCKBAaHHMATa Ha aKTyaJHUTE HU3JaHUs Ha
dapmakornente Ha abpkaBute wieHkH, CAI] u fAnoHwus, ako ca B ChOTBETCTBHE C OOIIMTE MpaBUiIa Ha
EBponeiickara papmaxomnes.

(2) Koraro cnenudukanusra, ChabpKaiia ce B MoHorpadust Ha EBporelickaTta (apmaxones: uiu
B Jipyra HallMOHajHa (apmakories, € HEJOCTaThb4YHAa 3a OCHUIYpsIBaHE KAauyeCTBOTO Ha BEILECTBOTO WM
nexapctBeHara Gopma, MAJI Moxe ja M3MCKa JIOMBJIBAHE HA CIEUU(UKALMATA OT 3asiBUTENSI/ TIPUTEkKATEISA
Ha pa3penIeHueTo 3a yrnorpeoa.

I'naBa BTOpA.
OPI'AHU HA YIIPABJIEHUE U ®PUHAHCUPAHE

Paznean L.
Opranm Ha ynpasJjieHHne

Yn. 14. (1) JlekapcTBeHaTa MOJUTHKA € YacT OT IbpKaBHATa 37paBHA MOJHUTHKA B PenyOinka
bearapus u ce ochIIeCTBIBAa OT MUHUCTBPA HA 3/IpaBEOITa3BAHETO.
(2) MuHUCTBPBT Ha 3/IpaBEOIa3BaHETO:



1. e HaLMOHAJIEH KOOPAUHATOP 110 NPOOJIEMUTE HA JIEKAPCTBEHNUTE IPOAYKTH;

2. ydacTBa B MEXIYHapOJHU OPIaHU U OpPraHU3alMH, OCBIIECTBABAIIM JIEHHOCTH B 00JIaCTTa Ha
JIEKapCTBEHUTE IPOAYKTH;

3. (ot™. - JIB, 6p. 60 ot 2011 r., B cria ot 05.08.2011 1., HOBa - [IB, Op. 102 o1 2012 1., B cria
ot 21.12.2012 r.) opranu3upa NpeaoCcTaBIHETO Ha MyOnnyHa WH(OPMAILIKMS HA MAMEHTCKUTE OpraHu3alun
Y Ha OpraHM3alMuTe Ha MOTPEOUTETNTEe OTHOCHO JEHCTBHATA, MPEANPHETH cpelly anmuduiupaHeTo Ha
JIeKapCTBEHU MPOAYKTH;

4. ochIIECTBSABA JPYTH JEHHOCTH, IOCOUEHU B 3aKOH.

(3) (Otm. - B, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.)

. 15. (1) KeM MuHHCTBpa Ha 37paBeoria3BaHeTO ce ch3naBa dDapmakorneeH KOMUTET KaTo
KOHCYJITaTUBEH OpPIaH IO BBIIPOCUTE Ha AelcTBalaTa hapmMakomnes.

(2) MUHHMCTBPBT Ha 3[IpaBEOIIa3BaHETO O NMPEAJIOKEHNE HA U3IIBJIHUTEIHMS aupekTop Ha AJI
omnpeJiesia ChC 3amoBe]] cbhcTaBa Ha (dapMakonelHUs KOMHUTET M Ha EKCIEPTHUTE TPYNU KbM HEro U
YTBBPK/1aBa [IPaBUJIHKKA 3a IEHHOCTTA UM.

(3) Hetinoctra Ha ®@apMakoneiHusl KOMUTET ce (puHaHCcUpa OT OroakeTa Ha MHHHUCTEPCTBOTO
Ha 3]]paBeOIa3BaHETO.

Y. 16. (1) (dom. - IB, 6p. 91 ot 2018 r., u3m. - JIB, 6p. 67 ot 2020 r.) KM MUHHCTBpa Ha
3[IpaBEONAa3BaHETO C€ Ch3laBa Bucm cbBeT Mo ¢apMamnusi, KOHTO BKJIIOYBAa METHMa MPEACTABUTEIH,
OIpEeJIeJIEHN OT MMUHUCTBpA Ha 3[paBeoNa3BaHETo, IeTUMa NpeACcTaBUTeNN Ha bearapckus gpapmaleBTHYEH
CbI03, €IMH TpelacTaBUTeN Ha bearapckara acouuaiyss Ha OMOIIHHUK-(papMaleBTUTe, JABaMa
npeactaButeny Ha Hanwmonamnarta 3apaBHoocuryputenHa kaca (H30K) m mo egumn mpencraButen Ha
¢bapMmaneBTHUHHUTE (aKyJITETH Ha BUCLIMTE YUMIUIIA. MUHUCTBPBT Ha 3/[paBEeONa3BaHETO € MpeJceaaTes Ha
chBeTa 0e3 MmpaBo Ha riac.

(2) BucmusaT cpBet 1o dapManus € KOHCYJITaTUBEH OpraH, KOWTO 00ChXk/1a U JlaBa CTaHOBMIIA
10:

1. OCHOBHHTE HACOKH U IPUOPUTETHU B 001acTTa Ha papMalusTa;

2. eTUYHM IPOOJIEMH Ha apMaluATa;

3. MpOEKTH Ha HOPMATHBHHU aKTOBE, CBBP3aHU C (hapMaIlusTa;

4. HayyHMTE PUOPHUTETH B 00JacTTa Ha hapMaIuiTa;

5. mporpamu 3a OpraHM3MpaHe Ha OOIIEeCTBEHHM OOpa30BaTENIHM KaMIlaHMM B o0iacTTa Ha
JIEKapCTBEHUTE MPOTYKTH.

(3) (Otm. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.)

(4) Opranuzanusara u AeiiHocTTa Ha Bucmus cbBer mo ¢dapmanus ce ypexaar ¢ MpaBUIHUK,
U3/JaJIeH OT MUHUCTBpPA Ha 3/1paBeolia3BaHeTo Mo NpeaioxkeHue Ha Bucims cbBet o apmanus.

UYn. 17. (1) U3nbaHuTenHaTa areHus Mo JeKkapcTBarta € Crielualn3upal oprad KbM MUHUCTBpA
Ha 3/IpaBeola3BaHeTo 3a HAJ30p BbPXY KaueCTBOTO, 0€30IacHOCTTa M e(h)UKACHOCTTA Ha JIEKapCTBaTa.

(2) (U3m. - B, 6p. 15 ot 2013 1., B crma ot 01.01.2014 r.) M3mbaHuTenHATA areHIUS IO
JIeKapcTBaTa € IPUIANYECKO JTUIE Ha O0KETHA U3MIPBKKA che cepanuiie B rp. Codus KbM MUHUCTHpA HA
3/IpaBEOIa3BaHETO.

(3) U3nbnHuTenHaTa areHIys Mo JIeKapcTBaTa ce€ PhbKOBOJAU M MPEACTaBIsABA OT U3IIBJIHUTEICH
IUPEKTOP, KOMTO ce Ha3HavaBa 10 pefia Ha 3aKOHA 33 aJIMUHUCTPAIIHATA.

(4) Crpykrypata, (yHKOMHTE W oOpraHu3anusTa Ha pabora Ha HMAJl ce ompenenst B
YCTPOUCTBEH MPABWIHUK, IIPUET OT MUHUCTEPCKUS CHBET.



(5) U3mbaHuTeHATA areHuus 1o JeKapcTBara:

1. n3aaBa pa3perieHus 3a NPOU3BOACTBO HA JIEKAPCTBEHU NPOIYKTH;

2. u3gaBa paspelieHus 3a ynorpeda M yAOCTOBEPEHHUS 3a pPErucTpalus Ha JIeKapCTBEHU
MIPOIYKTH;

3. (mom. - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) n3naBa pa3peuieHus: U yI0CTOBEPEHUS
3a THPrOBHS HA PO C JEKAPCTBEHH MIPOIYKTH;

4. n3naBa pa3pelleHus 3a napajieleH BHOC Ha JIEKapCTBEHH MTPOAYKTH;

5. (mwm. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) u3naBa, oTKa3Ba WK MpeKpaTsIBa
paspelieHus 3a ThproBys Ha IpeOHO C JIEKapCTBEHH MPOAYKTH;

5a. (moBa - /IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) BOucBa NPOU3BOAUTEIUTE,
BHOCHUTEIIUTE U ThPTOBIUTE HAa €/IpO C aKTUBHU BEIIECTBA;

56. (moBa - JIB, Op. 102 ot 2012 r., B cmia ot 21.12.2012 r.) BOau perucTbp Ha JHIATA,
OCBILECTBSIBAILIHU TTOCPETHUYECTBO B 00JIACTTA HA JIEKAPCTBEHUTE MPOTYKTH;

6. U3/1aBa pa3pelIeHus 3a MPOBEXk1aHe Ha KIMHUYHU U3IMUTBAHUS Ha JIEKapCTBEHU MTPOAYKTH;

7. W3BBpIIBA OIICHKA HA KadyeCTBOTO, €(pHUKACHOCTTa M O€30MacHOCTTa Ha JIEKAPCTBEHUTE
MIPOJYKTH BbB Bph3Ka C pa3pelIaBaHETO UM 3a yNoTpeoa;

8. U37aBa pa3pelleHns 3a PEKIaMa Ha JIEKapCTBEHU IPOAYKTH;

9. ochlecTBsABa KOHTPOJ BbPXY MPOU3BOACTBOTO, BHOCA, CbXPAHEHUETO, THPrOBUATAa Ha €IpO U
IpeOHO, KITMHUYHUTE U3MUTBAaHUs, 0€30IaCHOCTTA U peKlamaTa Ha JeKapCTBEHUTE MPOIYKTH;

10. u3BbpIIBa JaOOpPATOPEH aHATU3 IPU CHMHEHHUE 32 OTKJIOHEHHE B KAYECTBOTO, €PHUKACHOCTTA
1 0€30MacHOCTTa Ha JIEKAPCTBEHUTE NMPOAYKTHU U MpeaIpruemMa NpeIBUACHNUTE B 3aKOHA MEPKHU;

10a. (noBa - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) ochliuecTBsiBa (HyHKIMUTE HA
KOMIIETEHTEH OpraH 3a Mpociie/siBaHe Ha JIeKapCTBeHaTa Oe30MacHOCT;

11. (m3m. - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) opranuzupa u noaabppxa cCUCTeMa
3a poclie/IIBaHe Ha JeKapcTBeHaTa 0€30MacHOCT;

12. uznaBa ceptudukaTu cbriacHo ceprudukarnara cxema Ha C30;

12a. (HoBa - 1B, 6p. 18 ot 2014 r.) u3naBa ceptudukaru 3a JJoOpa quctpudyTopcka NpaKkTHKA;

13. uznaBa ceptudukatu 3a JloOpa mpor3BOACTBEHA IPAKTUKA,

14. (u3m. - IB, Op. 18 o1 2014 r.) KOHCYNTHpPAa UHBECTULIMOHHUTE MPOEKTHU 32 CTPOUTEICTBO HA
HOBH W/WJIM TIPEyCTPOMCTBO Ha CBHINECTBYBAIlM OOEKTH, CBBP3aHH C TPOU3BOICTBOTO HA JICKAPCTBEHH
IIPOAYKTH, B CbOTBETCTBHUE C ITpaBUiaTa Ha [loOpaTa npou3BOACTBEHA NIPAKTHKA;

15. m3mbaHABa PyHKIIMHUTE HA KOOPIUHATOP U KOHCYJITATHUBEH OPIaH MO MpOoOJIeMHUTEe, CBbP3aHU
C KauecTBOTO, €(PUKACHOCTTA M O€30M1aCHOCTTA Ha JIEKaPCTBEHUTE POIYKTH;

16. ochIiecTBsIBa KOHCYJITAHTCKA, HAyYHa, MH()OPMAIIMOHHA U U3JaTeJICKa JeHHOCT B obiacTra
Ha JIEKapCTBEHUS CEKTOP;

17. xoopavHHpa W ydwacTBa B JeWHOCTH, CBbp3aHM c EBpormeiickata ¢dapmakones U ¢
paspaboTrBaHeTo Ha brirapckara dapmaxores;

18. ydacTBa B IE€HHOCTH B 00JacTTa Ha JIEKapCTBEHUTE HPOAYKTH, CBBP3aHU C paboTaTra Ha
EBpomneiickara areHuus 1o JieKapcTBaTa, EBpoONEWCKUs IHUpPEKTOpaT IO KayeCTBOTO Ha JIEKapCTBaTa H
3[IpaBeona3BaHe, Ha MEXIyHAPOJHU OPraHM U OpraHu3allly, KaKTO U C M3IBJIHEHUETO Ha MEXIyHapOJHU
JI0TOBOpH, 10 kouTo Peny6nuka bbirapus e ctpana;

18a. (noBa - JIB, Op. 102 ot 2012 r., B cuia ot 21.12.2012 r.) yyacTBa B MeXIyHapoaHaTa
XapMOHU3alMsl M CTaHJApTU3alMsl HAa TEXHUYECKUTE MEpPKH, OTHACSIM ce A0 IMpOCie/lsBaHETO Ha
JIeKapcTBEHaTa 0e30MacHOCT, 110/l KoopAuHalMsITa Ha EBponeiickaTa areHus 1o JeKkapcTBara;

186. (voBa - [IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 1.) ch3maBa v MOAbpIKa HAIMOHATICH
MHTEPHET NOpTaJl 32 JIEKapCTBEHU MIPOLYKTH;

19. ocpuiecTBsiBa IpyTH IE€MHOCTH, TOCOUYECHH B 3aKOH.

(6) (M3m. - IB, 6p. 98 ot 2010 r., B cuna ot 01.01.2011 r., u3m. - IB, Op. 67 ot 2020 r.)



W3meaHUTENHATA areHIus IO JIeKapcTBaTa KOOPIAMHHpA JEHHOCTUTE B 00JacTTa Ha KOHTPOJIA BBPXY
JIEKApPCTBEHHUTE MPOAYKTH CHbBMECTHO C PETHOHAITHUTE 3/IpaBHU MHCcTekuu (P31).

(7) (Hosa - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) M3mbHEHHETO HA MEPKUTE IO
TO3M 3aKOH, CBBP3aHU C MPEIOTBpaATSIBaHE HA HABIM3AHETO M PA3MPOCTPAHEHUETO Ha GammupuIupaHu
JIEKapCTBEHH MPOYKTH, C€ OCBHIIECTBIBA B CHbTPYAHUYECTBO Mex 1y MAJl 1 MUTHUYECKUTE OpraHu.

(8) (Homa - IB, Op. 84 ot 2018 r., B cuma ot 12.10.2018 r.) M3nbIHUTENHATA areHIUS IO
JIeKapcTBaTa MOXKE Jia U3BbPIIBA CbBMECTHU MpoBepku ¢ HanmoHanHaTa areHIus 3a NpUXoauTe, ATeHINS
"MutHuiu", HanumoHanmHaTa 34paBHOOCUTYpUTENIHA Kaca, MMHHUCTEPCTBOTO Ha 3paBEONa3BaHETO U
Hanmonanuust chBeT Mo LieHW U peuMOypcupaHe Ha JIEKapCTBEHUTE IMPOIYKTH IMPH OCHLIECTBSIBAHE Ha
cBonTe (DYHKIMHU B 001aCTTa HA KOHTPOJIA BHPXY JEKAPCTBEHUTE MPOAYKTH.

Un. 17a. (Hoe - IIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) Pernonamnure 3apaBHU
WHCTICKIIMY U3aBaT YIOCTOBEPEHUS 32 PETUCTPALIUS HA JPOTEPHH.

Yn. 176. (HoB - 1B, 6p. 18 ot 2014 r.) (1) (U3m. u mom. - JIB, 6p. 67 ot 2020 r.) KeMm
m3nbiaHUTENHUS Aupektop Ha MAJI ce cp3gaBa ExcniepreH chbBET MO THProBUs Ha APEOHO C JIEKApCTBEHU
NPOAYKTH, KOWTO BKJIIOYBA TpUMa TpeAcTaBUTeNd Ha bearapckus QapmaneBTH4YeH CblO3, €IUH
npejacTaBuTesl Ha bparapckara aconuanus Ha IMOMOLIHHMK-(apMalleBTUTE, MO €AMH IPEeJCTaBUTEN Ha
¢dapManieBTHUHUTE (DaKyJITETH HAa BUCHUIMTE y4WIMIIa M yeTupuma npeacraButenu Ha MAJL. CbcraBbT Ha
ChBETA CE€ OIpPEAENs ChC 3al0BEJ Ha U3NBIHUTEIHMS aupekTop Ha WAJI, chrimacyBaHa ¢ MUHHCTBpa Ha
3/IpaBeoIa3BaHeTo.

(2) CoBeThT 1O al. 1 € KOHCYJNITaTUBHO 3BEHO, KOETO:

1. n3roTBsa cranoBuma o noaaaeHute B MAJI 3asBienus u 10KyMeHTH 1o wi. 228, ain. 1 u 5,
KOUTO MPENCTaBs Ha U3IBJIHUTENHMS JupekTop Ha UAJT;

2. IpaBU MOTHUBHMPAHU NPEUIOKEHHS 10 MUHUCThPa Ha 3ApaBE0Na3BaHETO UYPe3 U3IIbIHUTEITHUS
mupexTop Ha MAJI 3a mogoOpsiBaHe Ha 10CThIIA HA HACEIEHUETO /10 JICKApCTBEHH MTPOAYKTH.

(3) Opranuzanusara ¥ ACHMHOCTTa HAa E€KCHEPTHUS CHBET MO aj. 1 ce ypexaar ¢ NpaBUIHUK,
W3/1aJIeH OT U3IIBJIHUTENHUS tupekTop Ha MAJI o npennokeHne Ha CbBeTa.

(4) YneHoBeTe Ha €KCIIEPTHUS ChBET MO aji. | He MoylyyaBaT Bb3HArpaXJICHMs 3a y4yacTue B
3ace/laHys Ha ChBETA.

(5) 3a cBosiTa IEMHOCT €KCHEPTHUAT CBHBET IO ajl. | ce OTYMTa €XKEroAHO Mpea MUHHCTBbpPA Ha
3/1paBEOIIa3BaHETO.

Yn. 178. (Hos - 1B, 6p. 18 oT 2014 r.) He Morar aa 0baT 4ieHOBE Ha €KCIIEPTHUS CHBET 1O YIL.
176, an. 1 numa, KOUTO ca:

1. coOCTBeHHIIM, YJICHOBE HAa YNPABUTEIHUA U KOHTPOJIHU OPTaHd Ha ThPTOBCKU JAPY>KECTBA UITU
€IHOJMYHU THPrOBIM C NPEIMET Ha JEHHOCT MPOM3BOJICTBO, BHOC, THPrOBUS Ha €ApO WIH JIPEOHO ¢
JIEKapCTBEHH MPOTYKTH;

2. ChIPYKHUIIM WA aKIMOHEPU, KOUTO MPUTEXKABAT HAJ 5 HA CTO OT KaluTaja Ha ThPrOBCKHU
JpyKecTBa ¢ MpeaMeT Ha JEHHOCT MPOM3BOACTBO, BHOC, THPrOBUS Ha €ApO WM JIPeOHO C JIEKapCTBEHU
MPOIYKTH UM paOOTAT Ha TPYIOB IOTOBOP B TE3U APYKECTBA.

Pa3nean 11.
Perucrpu



Ui 18. (Otw™. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.)

Yn. 19. (1) U3nenauTenHaTa areHIys 1o JIeKapcTBaTa oA bp/Ka U BOJIU PETUCTPU Ha:

1. (u3m. - [IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) npon3BOAUTEIUTE U BHOCUTEINTE HA
JIEKapCTBEHH MPOAYKTH Ha Teputopusara Ha PemybOnuka bearapus u Ha kBanudunupanure auma mno 4i. 148,
T.2unowr 161, an. 2, 1. 1;

2. (m3m. - JIB, 6p. 102 ot 2012 r., B cunma ot 21.12.2012 r.) Npon3BOAUTETUTE, BHOCUTEIIUTE U
THProBIUTE HA €1PO C AKTUBHHU BEUIECTBA,

3. (mom. - JIB, Op. 67 ot 2020 r.) pa3pemeHnure 3a ynorpeda U perucTpUpaHUTe JIEKAPCTBEHU
NPOAYKTH Ha TepuTopusta Ha PemyOnmuka beiarapus u paspemeHute 3a ynorpeda MO LEHTpalu3HpaHa
mporieypa JiekapcTBeHH MpoayKTu 1o pena Ha Permament (EO) Ne 726/2004 na EBponeiickust mapiaMeHT U
Ha CbBeTa;

4. THProBUUTE Ha €APO C JEKAPCTBEHU MPOAYKTH Ha TepuTopusita Ha Penyonuka bearapus;

4a. (moBa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) mocpeaHuiute B o0iacTra Ha
JIEKapCTBEHUTE MPOYKTH;

5. (m3m. - ]IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) u3ganeHure pa3peuieHust 3a TbproBus
Ha JIpeOHO C JIEKapCTBEHH MPOAYKTH;

6. pa3pelIeHUTE KIMHUYHU U3IUTBAHNUS;

7. 3MaICHUTE pa3pelieHs 3a mapaneieH BHOC.

8. (noBa - [IB, 6p. 18 oT 2014 1., oT™. - IB, Op. 84 o1 2018 1., B cuma ot 12.10.2018 1.)

(2) (U3m. - ]IB, 6p. 84 ot 2018 1., B cuma ot 12.10.2018 r.) JlaHHUTE OT perucTpure 1o ai. 1, T.
1 - 7 ce myOnukyBat B 14-1HEBEH CpOK OT M3/]aBaHE HAa ChOTBETHOTO pa3pelleHne Ha cTpaHunaTa Ha MAJL B
HUHTEPHET.

(3) (HoBa - IB, 6p. 67 ot 2020 r.) M3nbiHUTENHAaTa areHUus MO JEKapcTBaTa TeHepupa
YHHUKaJEH HallMOHAJIEH HOMEp 3a UACHTH(UKALMSI HAa BCEKH JIEKApCTBEH MPOAYKT U TO BIIMCBA B PErHCTHPA
mo an. 1, T. 3.

(4) (HoBa - JIB, 6p. 67 ot 2020 r.) HamumoHnanHusT HOMEp 3a HISHTU(UKAIMSA MO al. 3 €
HAI[MOHAJHUAT HOMEpP MO CMHUCHJIa Ha uwi. 4, OykBa 0), moarouka iii) ot [enerupan pernament (EC)
2016/161 na Komucusita ot 2 oktomBpu 2015 r. 3a nonbiBane Ha {upextusa 2001/83/EO na EBponeiickus
napaamMeHT U Ha CpBera ype3 yCTaHOBABAHE Ha MOJPOOHU IpaBWiIa 3a MOKa3aTeauTe 3a OE30MacHOCT,
MMOCTaBEHW BBPXY OINMAKOBKaTa Ha JICKAPCTBEHHUTE MPOMYKTH 3a XyMaHHa ymotpeba (OB, L 32/1 ot 9
deBpyapu 2016 r.), Hapuuan no-aaratbk "Jlemerupan permament (EC) 2016/161", 3a nexapcTBeHHTE
npoayktu, onpeneneHu B Jlenerupan pernmament (EC) 2016/161.

(5) (Hoga - JIB, 6p. 67 ot 2020 r.) HaunonanHuAT HOMEp 32 WACHTU(UKALMS HA JIEKaPCTBEHUS
MIPOJYKT IO aJl. 3:

1. ocurypsiBa €JHO3HAYHO MJCHTU(UIMpPAHE HAa BCEKU JIEKAPCTBEH MPOJIYKT MU OlEepaTHBHA
CHBMECTHUMOCT Ha MH(POPMAITMOHHUTE CUCTEMH B 3/IpaBEOIa3BaHETO;

2. ce UW3MOoJI3Ba OT BCHUYKHU JIMIIA, BbB BCHYKU PETUCTPU U JAPYru 0a3u NaHHU, KAKTO U B
MEIUIMHCKAaTa JOKYMEHTAIUs, CBbpP3aHa C JIEKAPCTBEHUTE MPOTyKTH.

(6) (Homa - IB, 6p. 67 ot 2020 r.) Peructpure no an. 1 moaabpkar ornepaTuBHa CbBMECTUMOCT
U aBTOMAaTU3MpaH UHTepdeiic, npenocrapan] nHPoOpMaIMATAa B MAIIMHHOYETUM (opMart, ype3 KOUTO MOXKe
na ObAAT U3MON3BAHU OT APYTY MHPOPMAITMOHHU CUCTEMH.

(7) (Ilpegumaa am. 3 - JIB, 6p. 67 ot 2020 r.) M3mbaHuTenHaTa arcHIUS IO JieKapcTBaTa
MOIbPXKa CUCTEMU 32 €JIEKTPOHEH OOMEH Ha JJaHHU C PETYJIATOPHUTE OPTaHU Ha IPYTUTE IbP’KaBU WIECHKH,
EBponeiickara komucus u EBpornielickaTta areHuus 1o JeKapcTBara.

Yn. 19a. (Hos - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) CrorBeTHuTe P3U BOAAT 1



MOIBbPXKAT MyOIMIHHU PETUCTPH 32 U3I3ICHUTE OT TSIX YIOCTOBEPCHHSI 32 PETHCTPAIlHsl Ha JPOTCPUH.

(2) B 7-mHeBeH CpPOK OT H3IaBaHETO Ha YJOCTOBEPEHHE 3a PErucTpalusi Ha JIpOTrepHst
cpoTBeTHaTa P3U usnpaima 10 MUHHCTEPCTBOTO HA 3/IpaBeona3BaHeTO HHGOPMAITUS 3a U3AICHUS aKT.

(3) MuHHCTEpCTBOTO Ha 3pAaBEONMAa3BAHETO BOJAU M TMOJAbPKAa HA MHTEPHET CTPAHUIIATa CH
myOIMYeH HAIlMOHAJICH PETUCThP Ha U3aICHUTE YIOCTOBEPEHHUS 32 PETUCTPALIHSI Ha JPOTEPHsl.

Paspeu III.
duHaHCHpaHe

Y. 20. (1) Heiinoctra Ha MAJI ce punancupa oT OI0/PKETHH CpPEICTBA U IPUXOAU OT COOCTBEHA
JCHHOCT.

(2) (U3m. - 1B, 6p. 15 or 2013 r., B cmma ot 01.01.2014 r.) BromkeTHUTE CpencTBa ce
OCUTYpSBaT OT CyOCHIUsi OT JAbpKaBHHUS OropkeT upe3 Orokera Ha MUHUCTEPCTBOTO Ha
37paBEONa3BaHETO.

UYn. 21. (1) V3nbaHuTenHata areHIysl MO JIeKapcTBaTa € aJMUHHUCTPATOp Ha NMPUXOAUTE OT
coOCTBEHA JIeHHOCT, KOUTO ce (hopMHUpAaT OT:

1. xuMHKO-(hapMalleBTUUHU €KCIIEPTU3H;

2. 1a00OpaTOpHU aHAIIM3H U U3MUTBAHUS;

3. omeHKa Ha JOKyMEHTAllMsl W M3/1aBaHE Ha pa3pelleHus, cepTU(UKaTH, yTOCTOBEPEHHS M
IpYTU JOKYMEHTH, [IOCOYEHU B TO3H 3aKOH;

4. olleHKa TpU TOJHOBSABAaHE, MPOMSHA M 3aJMyYaBaHe HA pa3pelIeHHEeTO 3a ynoTpeda u
YAOCTOBEPEHUE 3a PErUCTpaLUs Ha JIEKaPCTBEH MPOJIYKT;

5. moagbpKaHE Ha pa3pelleHHsITa 3a ymnoTpeba WIM YyAOCTOBEPEHHUSTAa 3a PErucTpamnus Ha
JIEKapCTBEH MPOJIYKT;

6. 100U W UMYIIECTBEHU CAHKIMH, HAJOXXEHH C HaKa3aTeJIHW MOCTAHOBJICHUSA, U3JAJCHU 3a
HapyILIEHUs 110 TO3HU 3aKOH;

7. KOHCYNTaHTCKa, W3Jareicka M Hay4YHOU3CJIeAOoBaTelcka JeWHOCT B oOiacTra Ha
JIEKapCTBEHMSI CEKTOD;

8. chrilacyBaHe HAa UHBECTUIIMOHHUTE MPOEKTH 3a CTPOUTEICTBO HA HOBU W/WIIN MPEYCTPOUCTBO
Ha CHIIECTBYBAIIM O0EKTH, CBBP3aHU C IPOU3BOJICTBOTO HA JIEKAPCTBEHU MPOIYKTH;

9. U3BBpILIBAHE HA MHCIEKIMHM BbB BPb3Ka C OLEHKA 332 CHOTBETCTBUETO Ha YCIIOBUATA Ha
MIPOM3BOJICTBO C M3HUCKBaHUATa Ha JloOpaTa MpOU3BOACTBEHA MTPAKTUKA;

10. (voBa - IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) u3BbpIIBaHE HA WHCIEKIIUUA HA
pa3pelleHu 3a IPOBeX/1aHe KIMHUYHU U3IIUTBAHUS;

11. (woBa - JIB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) u3BBpIIBAaHE HAa WHCHEKIIUH,
CBBp3aHU C M3/1aBaHe Ha cepTudukar 3a JJoOpa mpousBoacTBeHA MpakTHKa Wi 3a Jloopa nquctpulOyTopcka
MPAKTHKA M0 UCKaHE Ha MHCIIEKTUPAHOTO JIUIIE;

12. (mpenumrHa 1. 10 - /1B, 6p. 84 o1 2018 1., B cuma ot 12.10.2018 r.) 1pyru H3TOYHUIIH.

(2) (U3m. - B, 6p. 84 ot 2018 1., B crta ot 12.10.2018 1.) [Ipu ockiecTBsiBaHEe HA ACHHOCTHUTE
moan 1, 7. 1-5u7-11 UAJI ce0upa Takcu B pazmep, orpeneseH B Tapuda, npuera oT MUHUCTEPCKUS
ChBET.

(3) (Homa - JIB, 6p. 71 ot 2008 1., B cuia ot 12.08.2008 r.) B Tapudara no ai. 2 ce onpenenst
MO-HUCKH ¥ PA3JIMYHU 10 pa3Mep TaKCH 3a OCBHIIECTBABAHE Ha MPOIEIYpPUTE IO pa3pelIaBaHe 3a ynorpeoa,
MIPOM3BOJICTBO U BHOC HA JIEKAPCTBEHM MPOIYKTH 32 MAJIKH U 33 CPEIHU MPEINPUITUS BbB (PapMalieBTUUHUS
CEKTOp 10 CMUCHJIA HA 3aKOHA 32 MAJIKUTE M CPETHUTE IPEATPHUSITHS.



Y. 22. (1) ®unancoBuTe cpeacTsa mo wi. 21 ce pa3xoaBar 3a:

1. kontponnara aeiinoct Ha MAJI;

2. 3amamase Ha AeWHocTH nmo wi. 21, an. 1, 1. 1 u 2, B cily4yaure, KOraTo U3BbPILIBAHETO UM €
BB3N0keHO oT MAJI o moroBop Ha IpyrH IUIa;

3. (orm. - IB, 6p. 38 o1 2012 1., B cuna ot 01.07.2012 1.)

4. ch3naBaHe, MOAAbPKAHE M BOJACHE HA PErUCTpUTE Mo wi. 19, ain. 1;

5. mogabpKaHe Ha CHUCTEMHU 3a €JEKTPOHEH OOMEH Ha JIaHHU C PETyJIaTOPHUTE OpraHd Ha
JIPYTUTE IbPXKABU WICHKH, ¢ EBpornelickara komucus v ¢ EBponelickaTa areHuus o JIeKapcTBara;

6. (mom. - IB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) undopmanioHHa M u3gaTesickKa
JNEWHOCT, CBBp3aHa C Ka4eCTBOTO, €(PEKTHBHOCTTA M OE€30MACHOCTTAa Ha JIEKAPCTBEHUTE MPOIYKTH HU
Mpocie/iIBaHe Ha JIeKapCcTBEeHaTa 0€30MacHOCT;

7. (mom. - JIB, 6p. 84 ot 2018 1. (*)) oOe3neuaBane NEWHOCTTA HA CIICIIHATU3UPAHUTE KOMUCHH
mo ui. 47, an. 1 u 2, komucusara 1mo wi. 103, an. 1 1 Ha ceBera 1Mo wir. 251, an. 3;

8. (ot™. - /IB, 6p. 38 oT 2012 1., B cuma ot 01.07.2012 1.)

9. ydacTus B MEKIyHAPOIHU M HAIIMOHATHN MEXKTyJIa00paTOPHHU H3ITUTBAHMS;

10. (u3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., ot™m. - IB, 6p. 38 ot 2012 r., B cuna
or 01.07.2012r.)

(2) (Hdom. - 1B, 6p. 71 ot 2008 1., B cruta ot 12.08.2008 ., u3Mm. u mom. - JIB, O6p. 12 ot 2011 1.,
B cwia ot 08.02.2011 r., uzm. - JIB, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 r., uzm. - IB, 6p. 102 ot 2012
r., B cua oT 21.12.2012 r., u3m. - JIB, Op. 84 ot 2018 r. (*)) ®unancoBute cpeacTsa mo wi. 259, an. 5 ce
pa3xojBar 3a:

1. (otm. - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 1.)

2. nerinocty Ha DapMakoneitHUs KOMUTET;

3. (m3m. - JIB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., u3m. - [IB, 6p. 102 ot 2012 r., B cuna
or 21.12.2012 1., u3m. - [IB, 6p. 84 ot 2018 r. (*)) netinoctn Ha Komucusita 1mo mpo3padyHocT.

4. (otm. - /IB, 6p. 38 o1 2012 1., B cmta ot 01.07.2012 1.)

5. (mom. - /1B, 6p. 71 ot 2008 T., B cria ot 12.08.2008 1., m3m. - JIB, 6p. 12 ot 2011 r., B cuna
ot 08.02.2011 r., u3m. - /IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., ot™m. - [IB, 6p. 38 ot 2012 1., B cuiia
ot 01.07.2012r.)

I'naBa Tpera.
ITIYCKAHE HA ITA3APA HA JIEKAPCTBEHHU ITPOAYKTU

Pazpen 1.
O01IM MOJI0KEeHU A

Y. 23. (1) (U3m. - 1B, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) [IpoMunuieHo npousBeacH
JIEKAPCTBEH MPOAYKT WIH JIEKAPCTBEH MPOIYKT, MOJYUYEH MO METOJ, KOMTO BKJIIOYBA MPOMUIILIEH MPOIIEC,
MO3Ke J1a ObJie MycHAT Ha Ma3apa caMo cjiejl [oJIy4aBaHe Ha pa3pelleHue 3a yrnoTpeda win ciell MojlydaBaHe
Ha YJOCTOBEPEHHUE 3a perucTpaius, u3ajgeHo Mo peaa Ha TO3M 3aKOoH wiH mo peaa Ha Permament (EO) Ne
726/2004 na EBponeiickus napaameHT U Ha ChBeTa, ¥ IIpU cnia3BaHe U3UcKBaHusATa Ha Pernament (EO) Ne
1901/2006 na EBpomeiickusa nmapiameHT u Ha CbBera oT 12 nexemBpu 2006 T. OTHOCHO JE€KapCTBEHUTE
MPOAYKTH 3a TeauarpuuHa ymotpeba u 3a m3meHenue Ha Permament (EMO) Ne 1768/92, JlupextuBa
2001/20/EO, HupextuBa 2001/83/EO u Permament (EO) Ne 726/2004, napuyaH mo-HaTaThk "Periament



(EO) Ne 1901/2006", u na Permament (EO) Ne 1394/2007 na EBpomneiickus napnamenT u Ha CbBera ot 13
HoeMBpHu 2007 T. OTHOCHO JICKAPCTBEHUTE MPOAYKTH 33 MOJIEpHA Tepamnusl U 3a U3MEHEHUE Ha J(upekTuBa
2001/83/EO u na Pernament (EO) Ne 726/2004 (OB, L 324/121 ot 10 nexemBpu 2007 T.).

(2) Pa3penienue 3a ynorpeba 1o cMUCHJIa Ha aji. 1 ce U3UCKBaA U 3a PaJlMOHYKIIUJEH TeHepaTop,
PaAMOHYKIIUJIEH MPEKYPCOp U 32 KHUT.

(3) Bunosere mpotietypu 1o cMuchia Ha ai. 1 ca:

1. ueHTpanu3upana;

2. mporieaypa 1o B3aMMHO IPU3HABaHE/IeIEHTPATU3HpaHa;

3. HallMOHAJIHA.

(4) (Homa - /1B, 6p. 71 ot 2008 r., B cumna ot 12.08.2008 r.) Ha tepuropusita Ha PemyOnuka
Beirapuss mMorat na Obgar myckaHM Ha Maszapa caMo JISKapCTBEHH TMPOIYKTH, YHWTO TMPHUTEXKATeld Ha
paspelleHneTo 3a ynorpeda/yaoCcTOBepeHUE 3a PETUCTpalls € YCTAaHOBEH Ha TEPUTOpUATa Ha AbprKaBa
YJICHKA.

Un. 24. (1) (U3m. - IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) Pazpemienue 3a ynorpeda He
ce M3UCKBA 3a paano(apMaIeBTUIH, IPUTOTBEHN HEMOCPEICTBEHO MpEIH yrmoTpedaTa UM OT pa3pelieHu 3a
ynorpeba paJIuOHYKIUIAHH TEHEPATOpH, PATUOHYKIUAHHU MPEKYpCOPU HWIM KUTOBE B CHOTBETCTBHE C
YKa3aHusATa Ha IPOU3BOAUTCIIA UM.

(2) Mponykrture mo an. 1 ce NPUTOTBAT OT KBATU(PHUIMPAHU JIMIA B JIA0OPATOPUU WU
MHCTUTYTH, TOJTYYHIIN pa3pelieHre 3a M3BbPIIBAHE HA TakaBa JEHHOCT MO pena Ha 3akoHa 3a 0e30IacHO
U3II0JI3BaHE HA siZ[peHaTa CHEPTHs.

(3) [puroTBsiHETO, M3MOI3BAaHETO W MPHJIATAaHETO HA MPOAYKTUTE MO ai. | ce u3BBpIIBa
ChI'IaCHO MECAUIMWHCKHA CTaHAAPT IO HyKJICapHa MCIUIIHA.

Un. 25. (1) Kpurepunte 3a onpejesisiHe Ha JICKAPCTBEH MPOAYKT, MpEJHA3HAYEH 3a JICUCHUE,
MpoMITaKTHKA WM TUArHOCTHKA Ha PeaKu 3adoisaBaHus, ce ypexaaTr B Permament (EO) Nel41/2000 na
EBpomnelickusa napaameHT u CbBera.

(2) YcnoBusTa u peabT 3a M37aBaHe Ha pa3pelieHne 3a yrnorpeda Ha JIEKapCTBEHUTE MPOAYKTH
mo an. 1 ce onpenenst B Permament (EO) Ne 726/2004 na EBponeiickus mapiament u ChBerta.

Y. 26. (1) (U3m. - JIB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) Pa3pemenue 3a ynorpeda Ha
JIEKapCTBEH NPOAYKT, YIOCTOBEPEHHUE 3a PErHCTpalMsi Ha XOMEONATHUYEH JIEKapCTBEH MPOJYKT Mo wil. 35
WU YJOCTOBEPEHME 3a PErucTpalys Ha TPAJAMIMOHEH PACTUTENIEH JIEKAPCTBEH MPOAYKT IO 4. 37 Ha
teputopusTa Ha PemyOiuka bbiarapus ce u3gasa oT u3nbiaHUTENHUA 1upekTop Ha UAJL Ha dusnuecko uimm
FOPUINYECKO JIMIIE, KOETO € YCTAaHOBEHO Ha TEPUTOPUSATA Ha IbpKaBa WICHKA.

(2) Koraro nuuero no an. 1 He e ycTaHOBEHO Ha TepuropusTa Ha PemyOnuka bwarapus, To
onpeJens CBOM NPeICTaBUTEIL.

(3) IlpuTexarensaT Ha pa3pelIeHUeTo 3a ynorpeda HOCH OTTOBOPHOCT 3a IyCHAaTHTE Ha Ma3apa
JIeKapCTBEHH MPOAYKTU. ONpeenssHeTO Ha JIMIE 0 all. 2 He OCBOOOKAaBa MPUTEkKATENsl Ha pa3pelIeHHEeTo
3a yroTpebda OT OTTOBOPHOCT ChITIACHO JielcTBamoTo B Penybnuka beirapus 3akoHO1aTENCTBO.

Pazngea 11.
HN3uckBaHus KbM JOKYMEHTALMSATA 32 U3JaBaHe HA pa3pelleHne 3a ynorpeda

Un. 27. (1) (U3m. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) 3a u3gaBaHe Ha pa3pericHue



3a ynorpeba Ha JEKapCTBEH MPOJYKT JHIeTo mo wi. 26, an. 1 momaBa B MAJI 3asBrnenue mo obOpaserr,
MPUAPYKEHO ¢ Jocue BbB hopmat "EnexkTpoHEeH 0011 TEXHUYECKHA JOKYMEHT', KOETO ChIbpKa:

1. uMe U ajgpec Ha ynpaBJIeHHUE/TIOCTOSIHEH aJ[pec Ha 3asBUTENS M Ha MPEJCTaBUTENS 10 4il. 26,
aJl. 2; KOTaTo 3asBUTENAT € JIUIIE, PA3INYHO OT MPOU3BOAMTEINS WU MPOU3BOIUTEIUTE - aJpec Ha OOEKTHUTE
3a MPOU3BOJICTBO;

2. HaMMEHOBAHWE Ha JIEKAPCTBEHUS TPOJIYKT;

3. TaHHM 32 KAYECTBEHUS M KOJIMYECTBEHHS ChCTAB HA JIEKAPCTBEHHS MPOAYKT, KaTO Ce IOCOYBa
MEXIYHApOJAHOTO HEMAaTeHTHO HauMeHoBaHue, mpernopbuaHo oT C30, mpu HaluuMe Ha TaKOBa, WIH
ChOTBETHOTO XHMUYECKO HAUMEHOBAHHUE;

4. TepaneBTHYHU TOKAa3aHUS, MPOTUBOIIOKA3aHUS U HEXKEIaHH JIEKAPCTBEHH PEaKIUY;

5. (u3m. - JIB, 6p. 71 ot 2008 1., B cuia ot 12.08.2008 r.) m03upoBKa, JeKkapcTBeHa Gopma,
HAYMH Ha IPUIIOKEHUE U ITHT HAa BbBEXKJaHE U MPEIJIOKEH CPOK Ha TOJIHOCT;

6. Ipe/na3Hu MEPKU ¥ MEPKH 3a 0e30MacHOCT NMPH ChXpaHsIBaHE Ha MPOAYKTA, IPH MPUIIAraHEeTo
My Ha TAlUEHTUTEe U MpPU YHUIIOKABaHE Ha OTMAJbLUTE OT MPOAYKTa, MPUAPYKEHU C YKazaHHUS 3a
MOTEHIIMAJTHUTE PUCKOBE OT JICKAPCTBEHMS MIPOAYKT 32 OKOJIHATA CPefa;

7. onMcaHue Ha HAYWHA HA IPOU3BOJICTBO;

8. omycaHue Ha KOHTPOJIHUTE METO/IU, U3MOJI3BAaHU OT IPOU3BOIUTEIIS;

8a. (HoBa - /IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) nexnapanusi, ye pe3yiaTaTuTe oT
onuta mo wi. 160, an. 2, mpoBeneH OT NMPOU3BOAUTENSI HA JIEKAPCTBEHHS MPOIYKT, MOTBBPIKIABaT, 4ye
aKTUBHOTO BEIIECTBO € IPOM3BEICHO B CHOTBETCTBHE C NPUHIUIHNTE M pPBKOBoJACTBara 3a JloOpa
MIPOM3BOJICTBEHA MPAKTHKA; B IEKJIapallusiTa ce I0CoYBa JAaTara, Ha KOSATO € MPOBEIEH OJUTHT;

9. OlleHKAa Ha MOTEHLUMAIHUS PHUCK OT JIEKApCTBEHHs MPOJIYKT 3a OKOJHATa cpella 3a BCEKH
OTJEJICH CITy4Yail U MEPKH, NIPEIBUACHHU 32 OTPaHHYABAHETO MY;

10. pe3ynraru oT:

a) papmarieBTHIHNUTE ((PUINKO-XUMUYHH, OUOJIOTUIHH UM MUKPOOWOIOTUYHH ) H3MTUTBAHUS;

0) MpeaKIMHUYHUTE (TOKCUKOJIOTUYHH B (papMaKOJIOTMYHH ) U3TTUTBAHNS,

B) KJIMHUYHU U3IUTBAHUS;

11. nmexmaparmsi, 4e TNpH KIMHUYHUTE W3MHUTBAaHUS, TPOBEICHH W3BBH TEPUTOPHSTA Ha
IbpKABUTE YWICHKH, Ca CIIa3€HU €TUYHUTE NPUHIMNH Ha J[oOpaTa KIMHUYHA MPAKTHUKA,

12. (m3m. - JIB, Op. 102 or 2012 r., B cmma ot 21.12.2012 r.) pe3toMe Ha cucremara 3a
MpocJieisBaHe Ha JieKapcTBeHaTa 0€30MacHOCT, KOETO BKIIIOYBA CIIETHUTE €JIEMEHTHU:

a) uMe Ha KBanuduuupanoro juue mno wi. 191, aBrobuorpadus - obOpazoBaHHe, MPUIOOUT
po¢)eCHOHAJICH OMHUT B 00JIacTTa Ha MPOCIENsIBaHE HA JEKapCTBEHaTa 0E€30MacHOCT W KBalU(HKaIUg 3a
W3MBIHCHHUE Ha 33bJDKCHHSITa MY 110 pe/ia Ha IJIaBa 0CMa;

0) BCsiKa elHa IbpKaBa WICHKA, B KOSATO KBATM(HUIIMPAHOTO JIUIE H3ITBIHSABA 33 IbJDKCHUATA CH;

B) aapec, TenedoH, akc, agpec Ha eJIeKTpOHHATA Mol Ha JIIETO 1o Oyksa "a";

I') ajgpec, Ha KOHTO C€ ChbXpaHsABAa OCHOBHMAT JIOKYMEHT Ha CHCTEMara 3a IMpOCiesBaHe Ha
JIeKapcTBeHaTa 0e30MacHOCT;

12a. (aoBa - JIB, Op. 102 ot 2012 1., B cuna ot 21.12.2012 r.) mexnapanusi OoT 3asBUTEINS, Ye
pasrmosiara ¢ HeOOXOJUMUTE CPEACTBA J]a U3IIBJIHABA 33/ IbJDKEHUSTA 110 TJIaBa OCMa;

13. (m3m. - JIB, 6p. 102 ot 2012 r., B cmia ot 21.12.2012 r.) muian 3a ynpaBjeHHE Ha PUCKA C
OIMCaHMEe Ha CHCTEMaTa 3a YIPaBICHHE Ha PUCKA, KOSTO 3assBUTEIAT e BHBE/E 32 CHOTBETHHUS JIEKAPCTBEH
MPOIYKT, 3a€THO C PE3IOME Ha IJIaHa;

14. xpaTka XapaKTepUCTHKa Ha MPOJIYyKTa ChIVIACHO 4Jl. 34;

15. MmakeT Ha MbPBUYHATA U BTOPUYHATA OMAKOBKA Ha MPOJIYKTA U MPEAJIOKEHHUE 3a JINCTOBKA B
CHOTBETCTBHUE C M3UCKBAHUATA HA IJIaBa IIECTa,

16. Komme OT pa3pelieHHeTo 3a MPOHM3BOJCTBO, HW3IANEHO OT pEryJaTOpHHsS OpraH Ha
Ibp)KaBaTa, B KOSTO C€ M3BBPIIBA MPOU3BOJACTBOTO, MpPUIAPYKEHO CbC ceprudukar 3a JlobOpa



MPOM3BOJICTBEHA MpPAKTHKA MM CEPTU(HKAT, YAOCTOBEpPSABAIl, Y€ MPOHM3BOJICTBOTO HA JICKAPCTBEHHS
MPOJYKT U Ha aKTUBHUTE BELIECTBA, BIM3AIIM B CbCTaBa MY, € U3BHPIIECHO B ChOTBETCTBHE CHC CTaHIAPTH,
Hal-MaJlko €eKBUBAJICHTHHU Ha CTaHAapTUTE Ha JloOpaTa Mpon3BOACTBEHA MTPAKTHKA;

17. xomue OT JOKYMEHT, C KOMTO JEKAPCTBEHUSAT MPOAYKT € ONPEACNICH 3a JEeYEHHUe,
npodUIakTUKa WIM AUArHOCTHKA Ha pPEOKU 3a00JsBaHUSA, MPUIPYNKEH C KOMHEe OT CTAHOBHILETO Ha
EBpomneiickara areHus 1o JieKapcTBara;

18. xomust OT BCUUKH pa3pelleHus 3a ynorpeda, u3qaieHu B Ipyra IbprkaBa 4ieHKa WIH B TpETa
IbprKaBa, 3a JIEKapCTBEHHS MPOAYKT, 32 KOWTO Ce UCKa pa3pellieHue 3a ynoTpeoa;

18a. (moma - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) kKomue ot 006001IeHIE HA JAHHUTE
3a 0€30IacHOCT, BKJIIOUUTENHO JAaHHUTE, ChIAbPXKAIIM C€ B MEPUOJUUYHHUTE aKTyalU3HpaHU AOKIAIu 3a
0€3011acHOCT, U KOTraTo TaKhBa ca HaJIMIIE, ChbOOIEHUATA 32 TIOJO3UPAHN HEKEJIaHU JIEKAPCTBEHHU PEaKLnu;

19. cnuchbk Ha ABPIKABUTE YWICHKH, B KOUTO € MO/aICHO 3asBJICHHE 32 U3JaBaHE Ha pa3pelicHue
3a yrnorpeba Ha JeKapCTBEH MPOAYKT;

20. (u3m. - JIB, 6p. 71 ot 2008 r., B cruta ot 12.08.2008 r.) KOmue OT KpaTkaTa XapaKTepUCTUKA
Ha NPOAYKTa, MPEIJIOKEHAa OT JIMLETO Mo 4i. 26, an. 1, win Konmue OT KpaTkara XapaKTepUCTHKa Ha
MpOAyKTa, OJ00peHa OT peryjaTopeH OpraH Ha Jbp)KaBa WIEHKA/Ibp)KaBU UIEHKH, BedYe U3JAIU
paspelieHue 3a ynorpeoa;

21. konwe OT OTKa3a 3a W3JaBaHE Ha pa3pelieHue 3a yrnorpeda B IbpikaBa WICHKA WM B TpeTa
IbpKaBa, MPUAPYKEHO C MOTUBHU; HH(OPMAIIKA 32 BPEMEHHO CIIMpaHE WX 3a MPEeKpaTsIBaHe Ha IEHCTBUETO
Ha pa3pelIeHneTo 3a yrnorpeoda;

22. Komue OT TMpeUIoKeHaTa JMCTOBKA 3a TMAalMeHTa, NPUIPYXKEHO OT o0000iieHne Ha
pe3yaTaTuTe OT OIlEHKAaTa Ha HUBOTO Ha Pa30MpaeMOCT Ha ChABPKAHMETO HA JIMCTOBKATa OT M30paHa OT
3asBUTENs 1leJieBa Ipyna OT NAallMeHTH, WM KOMHE OT JINCTOBKA, OJ0OpEHa OT pEeryjaTopeH opraH Ha
IbprKaBa YiIeHKa, Beue U3/all pa3pelieHue 3a ynorpeoa;

23. IOKyMEHT 3a IJIaTeHa Takca B pa3Mmep, onpezeieH B Tapudara mo wi. 21, an. 2;

24. (voBa - [IB, 6p. 71 ot 2008 r., B cmna ot 26.07.2008 r.) 1o0KyMeHTHTE 110 Wi. 7 OT PermameHT
(EO) Ne 1901/2006.

(2) (Jom. - JIB, 6p. 18 ot 2014 r.) JJoxymenture no ai. 1, T. 18 u 18a mo oTHoleHue Ha
IbpPKaBUTE YICHKU, ChOTBETHO 10 T. 19, ce mogaBat camo B npoueaypure o pazzgen VIL

(3) 3a paaMOHYKJIMIHM TE€HEPATOpPU KbM JAHHUTE MO an. | ce MpeACTaBIT IOMbIHUTEIHO
CIIETHUTE TOKYMEHTH:

1. onmcanue Ha cucTeMara 3aelHO C MOAPOOHO OMMCAHUE HAa KOMIIOHEHTUTE UM, KOUTO MOTaT Jia
MOBJIUSAST HA ChCTABA WIIM HAa KAYECTBOTO HA JBIIEPHUTE PATUOHYKIUIM;

2. Ka4eCTBEHH U KOJIMYECTBEHH OCOOCHOCTH Ha ellyaTa WiId cyOiumara.

(4) JoxymeHTHTe W JaHHUTE OT (apMaleBTHYHUTE, NPCAKIMHUYHATE W KIMHUIHATE
M3IUTBaHMSA Ce MPUIPYXKaBaT ¢ 000OIIEHH JOKIAA1, U3TOTBEHU OT €KCIEPTH ¢ He0OXo1uMaTa TeEXHUUECKa 1
npodecroHanHa kKBanudukanuia. KeM nokmagure ce mpuiiara aBroonorpaguyHa crpaBka Ha €KCIEPTHTE,
M3TOTBUJIN JAOKJIAJA.

(5) Hocuero Ha nexkapcTBEHHSI MPOYKT CE MPEICTaBs HA OBITapCKU W/WIINA HA QHTJIIHICKH €3UK.

(6) (Hosa - JIB, 6p. 102 ot 2012 r., B cmima ot 21.12.2012 r.) Cucremara 3a ynpaBiieHHE Ha
pucka no ain. 1, T. 13 TpsiOBa 1a € mponopLUMOHaIHa Ha UISHTU(PULUPAHUTE U HA MOTCHLUUAIHUTE PUCKOBE
OT JIEKapCTBEHMsI MPOJAYKT M Ha HEOOXOAMMOCTTa OT ChOMpaHe Ha JaHHU 3a 0€30MacHOCT OT
MMOCTMAPKETUHTOBU MTPOYYBAHHUS.

(7) (Homa - IB, Op. 102 ot 2012 1., B cuna ot 21.12.2012 r.) IIputexkaTensT Ha pa3pemieHHETO
3a ynotpebda akTyanu3upa JaHHUTE OT AOCHETO 1o ai. 1. 3a Bcska mpomsiHa B JOCHETO ce Mpuiiara peabT Ha
IJIaBa Tpera, pasfen VI, korato e npuiokuMo.



Uin. 28. (1) (U3m. - [AB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) JIuuero no wi. 26, an. 1,
JOKOJIKOTO HE HapyllaBa IpaBaTa Ha MHAyCTpHalHAa U THPrOBCKa cOOCTBEHOCT, He mpeactaBs B WAJI
nanarTe 1Mo un. 27, am. 1, T. 10, OykBu "6" u "B", ako MOXe Ja JTOKaXke, 4e JIEKAPCTBEHUST MPOAYKT,
MIOCOYEH B 3asIBIICHUETO, € T€HEPUUYEH HAa peEepeHTEH JIEKAPCTBEH MPOIYKT, KOUTO € pa3pelleH Wiu € Oui
paspelieH 3a yrnorpeda B IbpKaBa WIEHKa, IPeid He MO-MaJIKO OT 8 TOANHHU.

(2) IlpuTexarensaT Ha pa3pelICeHUETO 3a YIIoTpeda Ha FTeHepUYHUS MPOAYKT 10 ajl. 1 He MoXke Aa
ro MycHe Ha rnasapa, npeau Aa u3rekaT 10 roamHu OT JaTraTta Ha MBPBOTO Pa3pelIeHue 3a ymnoTpeda Ha
pedepeHTHNUS JIEKapCTBEH MPOIYKT.

(3) JIuuero mo 4. 26, an. 1 mpu cma3BaHe Ha yciaoBusaTa 1Mo ai. 1 u 2 moxe aa noxane B MAJI
3asBJICHME 3a pa3pellieHHe 3a ynoTpebda Ha IeHepHueH Ha pedepeHTEH JIEKapCTBEH MPOIYKT M KOraro
pedepeHTHUAT NPOAYKT HE € MMajl M3Ja/JIeHO pa3pellieHHe 3a ynoTpeda Ha TepuTopusTa Ha PemyOinka
bbarapus.

(4) B cioyyaute no an. 3 nuuero no wi. 26, an. 1 mocouBa B 3asfBIEHHETO MO 4i. 27, ail. 1
Ibp)KaBaTa WIEHKa, B KOATO pe(epeHTHUAT NPOAYKT € pa3pelleH WK € Oul pa3pelieH 3a ynorpeoa.

(5) B cayuaunte nmo ain. 3 MAJI u3nuckBa OT peryjaTopHMsi OpraH Ha Jbp)KaBaTa YJICHKa,
MMOCOYCHA B 3asBJICHHUETO MO wWwi. 27, an. 1, moTBBpKIeHUEe Ha MHPOpMaNHITa 10 al. 4, KOJTUISCTBEHUS U
Ka4eCTBEHUS ChCTaB Ha peepeHTHHS MPOAYKT U aKO € HE00X0IMMO, TOIIbIHUTEIHA JOKYMEHTAIHS.

(6) M3npaHuTenHaTa areHuus MO JieKapcTBaTa IPENOCTaBsl IPU MOUCKBAHE OT pEryjiaaTopeH
OpraH Ha JIbpXKaBa 4YJ€HKa, B KOATO € IOJaJIeHO 3asBJICHUETO 3a TeHEepUUYeH Ha pedepeHTeH JeKapCTBEeH
MPOAYKT, KOWTO € pa3pelleH win € Oui paspelieH 3a ynorpeda Ha Teputopusara Ha PenyOnuka bbirapus,
HeoOxoauMaTa HH(pOpMaLus 1o all. 5 B CPOK 10 €AMH MECEL OT J1aTaTa Ha IOMCKBaHE.

(7) JeceTrogMIHUAT MEpPUO MO aj. 2 MOXke Ja ObAe yIABIDKEH Hall-MHOTO C €JHa TOJUHA I10
HCKaHE Ha MPUTEKaTeNsl Ha pa3pelIeHueTo 3a ynorpeda Ha pedepeHTHUs JIEKAPCTBEH MPOIYKT, aKo Ipe3
ObpBUTE 8 TOJUMHM OT U3JAaBaHE HA PA3pEIICHUETO 3a ynoTpebda Ha pedepeHTHHs JIEKapCTBEH MPOIYKT
MIPUTEXKATENAT My TOJY4YH 3a ChUIUS NPOAYKT pa3pelieHHE 3a HOBO TEPANEBTUYHO IOKAa3aHUE, YUUTO
3HAYUTENIHU KJIMHUYHU IPEAUMCTBA MpeJl ChIIECTBYBAIIUTE JICUEOHH Bb3MOKHOCTH ca HAYYHO 0OOCHOBAHH.

(8) (HoBa - /IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) Korarto 3a nexkapcTBeH NMPOIYKT €
U3JIaZIeHO0 TbpPBOHAYAIHO pa3pelieHre 3a ynorpedba B CHOTBETCTBHE ¢ Wi. 23, 3a BcAKa NPOMSIHA B
KOJINYECTBOTO HAa aKTUBHOTO BEILIECTBO, B JIEKapcTBeHaTa (hopMa, B KOJIMYECTBOTO B OMAKOBKA, B IbTA Ha
BBBEXAHE HA JIEKAPCTBEHUS MPOAYKT, KAKTO U 3@ BCUUKH JIpYT'H IPOMEHU WM pa3lIMpsBaHe HAa o0XBaTa Ha
paspelieHneTo 3a ynorpeda ChIIO CE€ M3/1aBa pa3pelleHHe ChITIACHO M3UCKBAaHMATAa HA TO3M 3aKOH WU
IbPBOHAYAIIHOTO pa3pelieHrue 3a ynorpebda ce JombiBa. BCHYKHM Te3u paspemieHus ce cMATaT Karo
HNPUHAAISKAIIM KbM €HO IJI00aTHO pa3pellieHure 3a yrnorpeda Ha JIEKapCTBEHUS MPOIYKT 3a IIeJUTE Ha
IIPUJIaraHe Ha TO3H YWIEH.

Yn. 29. (1) Jlunero mo wn. 26, an. 1 mpeacraBs B MAJl pesyaratute oT HEOOXOJUMMHTE
NPEIKIMHUYHA W/WIM KJIMHWYHM W3MUTBAHUS B CIlyYawTe, KOTaTo JIEKAPCTBEHHAT IMPOIYKT, IMOCOYEH B
3asBJICHUETO:

1. He MOXe z1a ce onpeneny KaTo TeHepUYEeH, WiIn

2. U3NUTBAHUATA 32 OMOHAIIMYHOCT HE JI0Ka3BaT OMOEKBUBAJICHTHOCT, WU

3. (mom. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) nma mpomsiHa B aKTUBHOTO BEIIECTBO
WIM BEIIeCTBA B KOJMYECTBOTO HAa AaKTUBHOTO BEIIECTBO WJIM BelIeCTBA B J030Ba €AMHUIA, Ha
TepareBTUYHUTE MMOKa3aHMs, Ha JIEKapcTBeHaTa (opMa, Ha HayMHA HAa MPUIIOKEHHUE CIPSIMO pedepeHTHUs
JIEKapCTBEH MPOIYKT.

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

(2) Koraro OuomormueH JEKapCTBEH MPOAYKT, IOCOYEH B 3asBICHUETO, I0J00eH Ha
pedepeHTeH OHOIOrMyYeH JIEKapCTBEH NMPOJYKT, HE OTroBaps Ha YCJIOBHUATA, 3a Jla ObJe ONpelesieH KaTo



IFCHCPUYCH JICKAPCTBCH IMPOAYKT IOpaad pas3sjiMudCH HAYMH Ha IMMPOU3BOACTBO HIIM PpPa3IM4YHU HU3XOIHH
MaTepuaal B CpaBHEHHE C pedepeHTHHs WIM TO JAPYrd MNPUYMHHU, 3asBUTENAT mnpenctass B HMAJI
pe3yNTaTUTe OT HEOOXOAUMHUTE IPEIAKITUHUYHN W/WIH KIMHUYHYA U3MUTBAHUS, CBBP3aHU C TE€3U yCIOBUSI.

(3) B coyuaute mo an. 1 u 2 ce npeAcTaBsi U JOKYMEHTAIMATA, OTpeiejieHa B Hapea0aTa 1mo 4.
42.

Y. 30. (1) Jlunero mo wi. 26, an. 1, TOKOJKOTO HE HapyllaBa IpaBaTa Ha MHAYCTPHAIHA U
TBProBcKa coOCTBEHOCT, He mpeacTtas B MAJI mannute mo wi. 27, an. 1, 1. 10, 6ykBu "0" wmu "B", ako
MOJKE Ja JOKaXke, IIPU yCIIOBHS, ONPECIICHH B Hapeadara no wi. 42, ye akTUBHOTO BEILIECTBO, BIM3alI0 B
CchCTaBa Ha IMpe/UlaraHus 3a paspelieHue 3a ynorpeda JeKapCcTBEH NPOIYKT, € C Jo0pe yCTaHOBEHa
ynorpeba B MEAMIIMHCKATa MPAKTUKA, UMa MpU3HaTa €(UKaCHOCT M NMPUEMIIMBO HMBO Ha Oe3omacHocT. B
TE3U CIIy4au pe3yJATaTuTe OT M3MUTBAHHATA U TECTOBETE MOTraT Jia ce 3aMEHST ChC CHOTBETHHUTE HAYYHH
nelingie

(2) Jlunero mo an. 1 mpenacrassi pe3yiATaTUTe OT HEOOXOAUMUTE MPEAKIMHUYHU U KIMHUYHU
M3IUTBAaHMUA B CIIydyall Ha JIGKAPCTBEH MPOAYKT, ChIbpXKAll AaKTUBHU BEIIECTBAa, C J00pe yCTaHOBEHa
ynotpeba, KOUTO He ca OMIM M3MOJ3BaHMU B IpeJlaraHaTa KOMOMHAIMS 3a TeparneBTHYHU Ienu. B to3u
Clly4ail He ce NPEACTaBs JOKYMEHTAIMs 110 OTHOIIEHUE Ha BCSKO OTAEIIHO AKTUBHO BELIECTBO.

(3) Koraro akTMBHO BeIECTBO IO CMHCHJIa Ha ajl. | MMa JOKa3aHO HOBO TEpareBTHYHO
MoKa3aHWe Ha 0a3zaTa Ha 3HAUYMMU MPEAKIMHUYHHU WIM KIMHUYHU JaHHHU, CBbP3aHU C HOBOTO MOKa3aHHE,
€HOKPATHO 3a CPOK OT €]lHa TOJMHA CIleABalll 3asBUTE]l HE MOXKE Jla C€ II030BaBa Ha JIaHHUTE 32 HOBOTO
MOKa3aHHE Ha aKTUBHOTO BEILIECTBO.

Un. 31. B cioydaii, korato JieKapcTBEH NPOIYKT ChAbpXKA aKTUBHHU BEIIECTBA, M3IMOJI3BAHU B
CbCTaBa Ha paspelieHd 3a ymoTrpeda JeKapCTBEHHW MPOAYKTH, HO HEU3NOJ3BaHM B MpeisiaraHara
KOMOWHAIIMS 32 TEPANEBTUYHH 1I€JIH, JIUIETO 10 4. 26, ail. 1 nmpeactaBs pe3yATaTUTE OT MPEAKIUHUIHUTE U
OT KIMHUYHHUTE W3MUTBaHUS, CBHP3aHU C Ta3u KoMOuHauus. B To3u ciydail 3asBUTENSAT HE MpENCTaBs
JOKYMEHTAIUSI OTHOCHO 0€301acHOCTTa U €(PUKACHOCTTA HA BCSIKO OT/ICTHO aKTUBHO BEIIECTBO.

Un. 32. [IputexaTenar Ha pa3pelieHre 3a yrnoTpeda Ha JIeKapCTBEH MPOIYKT MOXKE J1a pa3peiu
HU3II0JI3BAHCTO Ha q)apMaHeBTI/I‘-IHaTa, NPpCAKIIMHUYHATA U KIWMHWYHATa OOKYMCHTalIUs, CbAbpiKalla CC B
JOCUETO Ha JICKAPCTBEHHUS MPOYKT, MPH OICHIBAHE HA ITOCIICABAIIM 3asBJICHUS Ha JICKAPCTBEHH TPOIYyKTH
ChC ChIIHUA KAa4YECTBECH MU KOJIHUYCCTBCEH CBHCTAaB IO OTHOIICHUME HaA AKTHUBHUTE BCUICCTBA MW CHC ChIlaTa
JeKkapcTBeHa opma.

Un. 33. IlpoBexaaHeTo HAa HEOOXOIWMHTE MPOYYBAHWS W HM3MUTBAHMS C 1€ WM3TOTBSIHE HA
JOKYMEHTAIMsl 32 paspellieHre 3a ymoTpeda W TMOcieBallUTe MPaKTUYECKH H3HCKBAaHUS BBHB BpPB3Ka C
paspeniaBaHeTo 3a yrnorpeda Ha JIeKapCTBEHU MIPOIYKTH IO Wi. 28 u 29 He e HapyllIeHHe Ha aTeHTa WK Ha
cepTu(uUKaTa 3a JOMbIHUTETHA 3aKpHJIa Ha JIEKAPCTBEH MPOAYKT.

Ui 34. (1) KpaTkara xapakTepucTHKa Ha MPOJIYKTa ChIAbPIKa CeHaTa HHPOpMAIIHS:

1. HauMeHOBaHUE Ha JICKAPCTBEHUS MPOJYKT, KOJIMYECTBO HA aKTUBHOTO BEIIECTBO 3a JJ030Ba
eIMHUIIA, JIeKapcTBeHa GhopMma;

2. KOJIMYECTBEH W KA4YeCTBEH CHCTaB 110 OTHOIICHHE HAa AKTUBHUTE BEUICCTBA W HA TE3H OT
MIOMOIIIHUTE BEIECTBa, MH(OPMAIMITA 32 KOUTO € CHIIECTBEHA 3a MPABWIIHOTO IMpHUJaraHe Ha MpPOIYKTa;
M3II0JI3Ba CE€ OOLIONPHETOTO UME HITH XUMHUYHOTO OTIHCaHUE,

3. nexapcTBeHa Gopma;



4. KIMHUYHY TaHHU:

a) TeparneBTUYHU NTOKa3aHUs;

0) 103MPOBKA U HAYMH Ha NMPUIIOKEHHE MTPU Bb3PACTHHU U NIPU JIELa;

B) IPOTUBOIIOKA3aHHUS;

I) CHElHallHU MPEAYNPEeKICHHUS U TMPEANa3sHH MEPKH MpH ymoTpeda; 3a UMYHOJIOTHYHUTE
JIEKapCTBEHM MPOJYKTH - MPEANa3sHU MEPKHU 3a JINLATa, KOUTO paboTAT ¢ TAX U TW IpUJIaraT Ha MalueHTH,
KaKTO U TMpena3Hu MepKH, KOUTO TpsiOBa Ja ce MmpearnpuemMar oT MalyueHTa;

1) B3aUMOJICHCTBHS C IPYTH JIEKApCTBEHU MPOAYKTH WIH JPYTy GOPMH Ha B3aUMOACHUCTBUS;

) yrnotpeba rnpu OpeMEeHHOCT WJIH KbPMEHE;

) BB3/IelCTBUE BBPXY CIIOCOOHOCTTA 3a Iodupane U paboTa ¢ MALINHU;

3) HeXeJlaHU JIEKAPCTBEHU PEaKIInu;

1) peao3upaHe (CUMIITOMH, aHTHIO0TH, CIICIITHH MEPKH);

5. hapMaKoJIOTUYHH JJAaHHU:

a) ¢papMakogMHAMUYHHU CBOMCTBA;

0) hapMaKOKWHETHUYHU CBOWCTBA,

B) NPEIKIMHUYHU JaHHU 32 0€30MacHOCT;

6. hapMalleBTUYHU JTaHHU:

a) CIIMCHK HA MIOMOILHUTE BEIIECTBA;

0) OCHOBHU HECHBMECTHUMOCTH;

B) CPOK Ha TOAHOCT; CPOK Ha TOJHOCT CJI€J| Pa3TBapsiHE Ha JIEKAPCTBEHHUS HPOAYKT (IIpU
He0OXOUMOCT) WJIK CJIe]] OTBAapsiHE HA IbPBUYHATA OMAKOBKA 3a IbPBU ITbT;

I') CHeMaIHU YKa3aHUA 32 CbXpaHEHHE;

1) BUJl U CbCTaB Ha ONAKOBKUTE;

€) CIeUUaTHM YyKa3aHWsd 3a HU3XBBPISHE Ha OCTaTbKa OT JIEKAPCTBEHHUS MPOAYKT WIH Ha
OTIAabUHUTE MaTEPUAIIN OT HETO;

7. mpuTexaTell Ha pa3pelIeHueTo 3a yrnorpeoa;

8. perucTpanoHeH HOMEp;

9. mata Ha MWHPBO pazpelleHue 3a yrnoTpeda WM Ha MOJHOBSBAaHE Ha pa3pelIeHHuEeTo 3a
ynoTpeoa;

10. nara, Ha KOSITO € M3BBpIIEHA MPOMSHA B ChIbPKAHUETO HA KpaTKaTa XapaKTEpUCTHUKA Ha
MPOIYKTa;

11. 3a pammodapmaneBTUI - H3YeprarenHa WHPoOpMAIMA 3a BBTpPEIIHATA pPagHAlMOHHA
JO3UMETPUS;

12. 3a paguodapmManeBTUIM - TMOAPOOHM HMHCTPYKIUH 32 EKCTEMIIOPAJIHO MPUTOTBAHE U
KauecTBEH KOHTPOJ M KOraTo € MPWIOKHUMO, MaKCUMajJHOTO BpeME€ Ha CbXpaHEHHE, Mpe3 KOETO
CHOTBETHHUAT MEXIMHEH MPOAYKT KaTo elyaT WIM TOTOB 3a ymnoTpeda (apmaneBTUK ChOTBETCTBA Ha
cnenuduKanusaTa cu.

(2) B kparkaTa xapakTepUCTHKa Ha JIEKAPCTBEHHUTE MPOJIYKTH MO 4. 28 - 33 Morar Ja He ce
BKJIIOYBAT YACTUTE OT KpaTKaTa XapaKTEpPUCTHKA Ha pedepeHTHHs JIEKapCTBEH MPOAYKT, OTHACSIIHU CE JI0
MOKAa3aHUs U JeKapCTBEHU (POpPMH, KOUTO ca OWJIM MOJ MaTeHTHA 3aKpujia 10 BpEMETO, KOraTro TeHepUYHUAT
IPOAYKT € OMJI Ha mazapa.

(3) M3uckBanudaTra kpM (popMaTta ¥ ChIAbPKAHUETO Ha KpAaTKaTa XapaKTepUCTHKA Ha MPOJIyKTa Ce
ompeenaT B HapeaoaTa mo ui. 42.

(4) (Homa - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Kparkara xapakTepucTuka Ha
JIEKAPCTBEHUTE TPOAYKTH, BKIIOYEHH B chuchbka mo wi. 23 ot Permament (EO) Ne 726/2004 nHa
EBponeiickus napiaameHnT 1 CbBeTa, Chbpika HHPOpPMALUs ChC CIeTHUs TeKCT: "To3M IeKapcTBEH MPOIYKT
MO/JICKH Ha MOMBJIHUTENTHO HaOmoaenue". [Ipeq Tekcra ce mocTaBs 3HAaK B YEPEH IBSAT CHIVIACHO WiI. 23,
naparpad 5 ot Permament (EO) Ne 726/2004 na EBpomneiickus mapiameHT M CbBeTa, NPUAPYXKEH OT



00siCHUTEITHA OeTeKKa.

(5) (Hosa - 1B, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) KpaTkara xapakTepucThKa Ha
JIEKapCTBEHUTE MPOAYKTU ChIbpPXKA CTAHAAPTEH TEKCT, KOWTO MOOIIPSBA MEAMIIMHCKHUTE CICIMATUCTH Aa
JOKJIa/IBaT BCSKA MMOI03MpaHa HeXKeJlaHa JISKapCTBEHA Peakiysl ChriiacHO oOpasiuTe mo wi. 185, an. 2, 1. 4.

Pazpea I11.
CneungyyHy U3MCKBAHMS 32 XOMEONATUYHH JIEKAPCTBEHH NMPOAYKTH

Un. 35. (1) YmocToBepeHue 3a perucTpaiys Ha XOMEOIaTHUCH JIEKaPCTBEH MPOIYKT CE M37aBa
10 ONPOCTEHA MPOLEAYpa, aKO OTTOBApPs Ha CICTHUTE YCIOBUA:

1. mpunara ce nepopagHO WM BBHIIHO;

2. BBpPXYy OINIAaKOBKaTa My WM B Jpyra uHdbopMaiusi, CBbp3aHa C HEro, He ca IMOCOYCHH
CHeM(pUIHN TEPATEBTUIHH ITOKA3AHHSI,

3. pa3peleH € B JocTaThbuHa CTENEH, 3a Ja rapaHtupa 0e30MacHOCTTa Ha MPOAYKTa, U He
ChIIbPKa TIOBEUE OT €/IHA JACCETOXUISAHA YacT OT TUHKTypara Maiika WM IoBeuYe OT €JHa CTOTHA YacT OT
Hali-MajKara /1032, W3MOJ3BaHa B aJOMaTHUsTa, HA AKTUBHHUTE BEIIECTBA, YHETO HAJIWYUE B aJOMATHYCH
JIEKapCTBEH MPOIYKT BOJU J0 3abJIKUTEITHO JIEKAPCKO MPEANUCaHue.

(2) 3a w3maBaHe HAa YJOCTOBEPEHHUE 3a PETUCTpAIUsl HA XOMEOINATUYEH JIEKAPCTBEH MPOIYKT
nuneTo mo 4. 26, an. 1 mogasa B MAJI 3asBiieHne mo oOpasel, B KOETO MOTar J1a ObJaT OCOYEHU CEPHS OT
JIEKapCTBCHH NPOAYKTH, TOIYYEHH OT €AMH M CBII XOMEOMATHYCH HW3TOYHUK WM OT €IHH U CHIIH
M3TOYHHUIIH.

(3) 3a mokaszBaHe Ha (papMalEeBTUIHO KAU€CTBO M XOMOTEHHOCT Ha MAPTUANUTE HA JICKAPCTBEHUS
MPOIYKT KbM 3asBJIICHUETO TI0 aJl. 2 ce MpuIara cjieHaTa JOKyMEHTaIl1s:

1. (m3m. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) HayyHO HAUMEHOBAHHUE WIIH
dapmakoneiiHO HAMMEHOBAaHHWE HA XOMEOMATHYHHUS W3TOYHWUK WM HW3TOYHUIM 33a€THO C Pa3TUIHHUTE
I'BTHILA HA BbBEXKIAHE, IEKaPCTBEHHU (POPMHU U CTEIICH Ha pa3pekIaHe;

2. mocue, B KOETO CE€ OINMCBAa HAYMHBT HA MOJTy4YaBaHE M Ha KOHTPOJ HAa XOMEOMATUIHHS
W3TOYHUK WM W3TOYHHWIIM, JOKAa3Ballo XOMEOoNaTWYHaTa ymnoTrpeda Ha 0Oa3aTta Ha MOAXOMASAIIA
oubsnmorpadus;

3. 1ocWe Ha METOJUTE Ha MPOM3BOJICTBO W KOHTPOJI 32 BCsIKa JIEKapCTBEHA (popma M ONMHCaHHE
Ha METOJUTE Ha pa3pekaaHe U MOTEHIMPAHE;

4. paspemieHue 3a TPOU3BOACTBO, MPHUAPYKEHO ChC ceprudurar 3a J[oOpa mpous3BOICTBEHA
MPaKTHKa UM ChC cepTU(UKAT, TOKA3Balll, Y€ MPOAYKTHT € MPOU3BEACH MPHU YCIOBUS, EKBUBAJICHTHU Ha
n3KCcKBaHUATA 32 JJoOpa mpon3BOACTBEHA IPAKTHKA;

5. KOmHsl OT PETHCTPAllMU WM Pa3pelieHus 3a yrnorpeda, MOJyYeHU 3a ChIIUTE MPOIYKTH B
JOPYTU IbpPKABU YICHKU;

6. MakeT Ha MbPBUYHATA W/WJIA BTOPUYHATA OTIAKOBKA Ha IMPOJTYKTA;

7. AaHHU 3a CTAOMITHOCTTA Ha MPOJIYKTa.

(4) N3uckBanusTa KbM JAHHUTE MO ajl. 3 ce ompeaensaT B HapeadaTa mo ui. 42.

Y. 36. (1) 3a XoMeonaTUyHM JIEKAPCTBEHU NPOAYKTH, PA3IMYHHU OT IIOCOYEHUTE B wi. 35, an. 1,
ce mpuiiaraT panopeaouTe Ha ui. 27 - 32.

(2) 3a xoMeomaTUYHM JIEKAPCTBEHHU MPOAYKTH MO ai. | nuuero mo 4. 26, an. 1 He mpeacraBs
pe3yaATaTd OT MPEIKIMHUYHHA ¥ KIMHUYHHU W3MUTBaHMSA, KOTaTO MOXKE J1a JIOKake ¢ oubnuorpadcku JaHHU
OT HayyHaTa JIMTEpaTypa, 4e XoMeonaruyHaTa ynorpeda Ha JIeKapCTBEHUS MPOAYKT UM XOMEONaTUYHUTE
M3TOYHHIIM, KOUTO BIU3aT B ChCTABA MY, Ca C YCTAHOBEHA OE30I1aCHOCT.



(3) B cirydaunte o an. 2 ot Oubimorpadckute JaHHU TpsiOBa Ja ca yCTAHOBEHU:

1. XOMEOMaTHYHHAT XapaKTep Ha M3MOJI3BAHUTE CYPOBHHU M TSAXHATA TPAIUIIMOHHA YIMoTpeda
MIPU 3asBEHOTO MMOKAa3aHKE;

2. 0e3BpeHOCTTa Ha XOMEOINATUYHMS JIEKApCTBEH MPOAYKT IO OTHOLIEHHE Ha CTENeHTa Ha
pa3pexaHe Ha BCSIKa OT ChCTaBKUTE.

Paznen IV.
Crnenu(nyHH M3NCKBAHMS 32 TPAAMLINOHHU PACTUTEIHH JEKAPCTBEHH NMPOAYKTH

Un. 37. (1) YnocToBepeHHe 3a perucTpanus Ha TPAAUIIMOHEH PACTUTEJICH JIEKApPCTBEH MPOIYKT
ce M3/1aBa I10 OIPOCTEHa MPOIIelypa, ako OTIOBaps Ha CIEIHUTE YCIOBHUSL:

l. uMa TepameBTHYHHU IMOKa3aHUA, MPUCHIIM Ha ynorpebaTa HAa TPAJUIUOHHHUTE PACTHTEITHHU
JIEKapCTBEHH MPOAYKTH, M CIIOPEN ChCTaBa U IIEJTA 3a yNOoTpeda e mpeaHa3HaueH 3a ynorpeba 0e3 Jekapcko
npeAnrcaHue U HabJt0ICHHE;

2. mpuyara ce eIMHCTBEHO B OIPE/EJICHO KOJIWYECTBO HA JIGKAPCTBEHOTO BEIIESCTBO B J1030Ba
¢IMHUIIA ¥ TIPU OTIpeieieHa JIO3UPOBKa;

3. mpuiara ce MepopaiHo, upe3 BIAWIIBaHE (MHXalalus) WIA € TpelHa3HaueH 3a BBHHIIHA
ynoTpeoa;

4. mepuoabT HAa TPAAUITMOHHA YITOTpeOa chriacHo wi. 38, ai. 1, T. 5 € U3TEKbI;

5. JaHHWTE 3a TPAIUIMOHHATA yIMOTpeOa Ha JIEKapCTBEHHsI MPOIYKT JOKa3BaT, ue HE € BPEACH
IIPH OTIPEJICIICHUTE YCIOBHUS Ha ynoTrpeda u (apMakoJOTUIHUAT e(HEeKT Wi ePUKaCHOCTTA Ha JICKAPCTBEHUS
MPOJYKT Ca yCTAHOBEHU Upe3 ABITOTOAMIIHATA MY yIIOTpeOa U HATPYIIaHUs OIIHT.

(2) U3mpHuTEIHATA areHIMs 10 JIEKapCTBaTa MOXKeE /1a MPUJIOKH TIpolieiypara 1mo aji. 1 copsmo
pacTHTENeH JIEKapCTBEH NPOAYKT, KOHWTO ChAbpKA BUTAMHHHU WM MHHEPAIH, YHUSATO OE30MacHOCT €
JI0Ka3aHa JIOKyMEHTAJTHO U YHETO JIEHCTBUE CIPSMO PACTUTEITHUTE JICKAPCTBCHH BEIECTBA B MPOJIYKTA TIO
OTHOIIIEHHE Ha crieun(UIHUTE My TIOKa3aHUs € CIIOMAraTesHo.

Un. 38. (1) 3a m3maBaHe Ha yAOCTOBEpPEHHE 3a PETHCTpalMs HA TPATUIIMOHEH pPACTUTENICH
JIEKapCTBEH NPOAYKT JuLeTo mo wi. 26, an. 1 momaBa B MAJI 3asBieHue, npuapyk eHo CbC ClieAHATa
JTOKYMEHTAITHSL:

1. nanHuTe, mocoyeHu B wi. 27, an. 1, . 1 -9 u 1. 10, OykBa "a";

2. (u3m. - JIB, 6p. 71 ot 2008 1., B cmuta ot 12.08.2008 r.) kpaTka XapaKTepUCTHKA Ha MPOAYKTa,
C M3KJIIOYCHUE Ha JaHHUTE 1o 4. 34, ai. 1, 1. 5;

3. B cioy4ail Ha pacTUTENIeH JIEKAPCTBEH MPOJYKT IO CMHCBHIa Ha wi. 37, an. 2 Wiud Ha
KOMOMHMpAH PAacTUTENEH JIEKapCTBEH MPOAYKT - uHpopMauusaTa mo wi. 37, an. 1, T. 5 3a KoMOMHALUATA;
KOraTo OTAETHUTE AaKTUBHU BEIIECTBA HAa KOMOWHUpPAaHUA NPOAYKT HE ca JOCTAThbYHO TIO3HATH, C€
MPECTABAT JaHHU 32 TPATUIIMOHHATA YIIOTpeOa Ha BCAKO OT THX;

4. xomue OT pa3pelleHue 3a ynorpeda WM YIOCTOBEPEHHE 3a PETUCTpallus Ha pacTUTETHUS
JIEKapCTBEH MPOAYKT, M3AAJCHH OT Jbp)kaBa WICHKAa WM OT TpeTa AbpiKaBa, W/MIM KOMHE OT OTKa3,
MPUJIPYKEHO C MOTUBUTE 32 PELLICHUETO;

5. (u3m. - B, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) 6ubnuorpadcku AaHHU HIU
eKCTIEpTHH CTAaHOBHIIA, KOWUTO JIOKAa3BaT, Y€ PACTUTEIHHST JIEKAPCTBEH NPOAYKT, 32 KOMTO € MOoJaJeHO
3asiBJICHUE 32 PErucTpalys, Wil ChOTBETCTBAI HA HErO MPOAYKT MMa Hai-manko 30-roauiinHa ynorpeda B
CBETOBHATa MEJHMIIMHCKA IMPAKTHKA, OT KOWTO TMOHE 15 roamHu ymoTpeba Ha TEpUTOPHAITa HA TbprKaBa
YJIeHKa JI0 JaTaTa Ha MoJjaBaHe Ha 3asBJICHUETO 3a pEerucTpalus;

6. 6ubnMorpadcku JaHHM OTHOCHO O€30MacHOCTTa Ha MPOJIYKTa, MPHUIPYKEHU C EKCIepTeH



JIOKJIaJ;

7. Komue OT pa3pelleHHeTO 3a IPOM3BOJCTBO, MPHIPYKEHO Cbc cepTUdukar 3a JoOpa
MIPOM3BOJICTBEHA MPAKTHKA WM ChC CepTH(UKAT, TOKa3Balll, Y€ MPOIYKTHT € MPOU3BEICH NpPU YCIOBUS,
eKBHUBAJICHTHH Ha M3UCKBaHMATA 32 JJoOpa mMpon3BOICTBEHA MTPAKTHKA.

(2) U3nbaHuTEnHATA areHuus Mo JeKapcTBaTa MOXKE Ja M3MCKa OT 3asBUTENS JOIbJIHUTETHA
uHpOpManus 3a OlleHKa Ha 0€30MacHOCTTa Ha JIEKapCTBEHUS IPOIYKT 110 aj. 1.

(3) U3nbaHuTenHATA areHuus 10 JIeKapcTBaTa MOXKE Ja moucka craHoBuule or Komutera mno
pacTUTENTHH JIEKAPCTBEHU MPOAYKTH KbM EBporieiickaTa areHuus o JiekapcTBaTa OTHOCHO JIOCTOBEPHOCTTA
Ha JaHHUTE o al. 1, T. 5, KaTo My IperocTaBU HEOOXOAMMUTE YacTU OT JOCHUETO Ha JICKapCTBEHMS
MIPOAYKT.

(4) IlpencraBenure gaHHU Mo ai. 1, T. 5 ca BaIMAHU U B CllydyauTe, Korato B nepuoja Ha 30-
roAMIIHaTa yrnorpeda B MEIUIIMHCKATA IPaKTHKa:

1. CHOTBETCTBAIMAT JIEKAPCTBEH MPOLYKT Ha MPOAYKTA, 32 KOMTO € MOJAaJCHO 3asBJICHHE 3a
perucTpanusi, € Oui Ha mazapa 0e3 pa3penieHrue Uik perucTpamus 3a ynorpeda, Win

2. Korato OposIT Ha ChCTABKUTE B JIEKAPCTBEHMS MPOAYKT, 32 KOWTO € MOAAJCHO 3asiBJICHUE 32
perucrpanusi, € HamaJleH WIK € HaMaJIeHO KOJIMYECTBOTO UM B J1030Ba €IMHUIIA.

Ui 39. (1) Koraro pacTuTeaHUST JIeKapCTBEH MPOAYKT € Ol Ha mazapa Ha OOmHOCTTa 10-
MaJIKO OT 15 roguHu, HO OTroBaps Ha ycioBusita Ha wi. 37, an. 1, MAJI mpenocTaBs 3a CTaHOBUIIE
nokyMmeHTanusTa no 4i. 38, ai. 1 na Komurera no pactutenHu JeKapCTBEHH MPOAYKTH KbM EBponeiickara
areHuus 1o JeKapcTpara.

(2) W3nbaHuTeNnHAaTAa AareHnus IO JIeKapcTBaTa B3eMa OKOHYATENIHO pEIICHHE CIej
myOJIMKyBaHETO Ha MOHOTrpadus OT KOMHUTETA MO aj. | 3a ChOTBETCTBHETO HA MPOAYKTA C KPUTEPUHUTE 3a
perucTpanus 3a TpaAullMOHHA ynoTpeoda.

(3) B cinyuaute o ain. 1 cpoksT 1o 4. 44 cnivpa 1a Tede.

Yn. 40. HsobiaurenHara arcHius IO JICKapCTBATa MOXKC Jda H3UCKa OT 3adBUTCIIA Ha
PACTHUTEJIEH JICKAPCTBEH MPOAYKT Jia MO1a/ie TOKYMEeHTalus 1o 4i. 27 - 32 wiu no 4. 35.

Un. 41. (1) (U3m. - B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) M3mbaHuTenHaTa areHIus
0 JieKapcTBaTa MyOJIMKyBa Ha CTpaHMIIATA CH B MHTEPHET CIIMCHK HA PACTUTEIHHUTE BEIIECTBA, MpenapaTu
WM KOMOWHAIIMA OT TSIX, M3TMOJI3BaHU B TPAJAUIIMOHHUTE PACTUTEIHU JICKAPCTBEHU MPOJIYKTH, U3TOTBEH OT
Komurera o pactutenHu JiekapcTBEHU NPOAYKTH KbM EBpomnelickata areHius 1o Jiekapcrsara. CUChKBT
ChIIbPIKa 32 BCAKO PACTUTEITHO BEIIECTBO TEPANICBTUYHU MMOKA3aHUS, ChIbPKAHNE HA aKTUBHATA ChCTABKA B
7030Ba €IMHUIIA U JTO3MPOBKA, MHT HA BBBEXKIAHE W Jpyra nH(opmaius, HeoOXoauMma 3a 0e30macHOTO
W3MOJI3BaHE HAa PACTUTEITHOTO BEIIECTBO KAaTO TPAIUIIMOHEH JIE€KAPCTBEH MPOIYKT.

(2) Koraro npejioskeHUsT B 3asiBICHUETO MPOIYKT 3a PETUCTpaIus 3a TPaIUIMOHHA YIIOTpeda
ChIIbP’Ka PACTUTENHO BEIIECTBO, MpemaparT WIM KOMOMHAIMS OT TAX, BKIIOYEHH B CHUCHKA MO ail. 1,
3asIBUTENIAT HE MPEJICTABs TaHHUTE, TOCOYEHH B wil. 38, an. 1, T. 4 - 6.

(3) Korato pacTUTEIIHOTO BEIIECTBO, MPENapaTbT WIA KOMOMHAIUATA OT TAX OBAAT U3KIIOYCHHU
OT CIUCHKA MO al. |, MpUTEKATENAT HA YIOCTOBEPEHHETO 3a PETUCTpAIUs Ha PACTUTEIHUS JIEKApCTBEH
MPOAYKT TpsioBa ma mpencraBu B MAJI meiaHara gokyMeHTarus mo wi. 38 B CPOK JO TpHU Mecema OT
MpOMsIHATA.

(4) B ciuywaii ue mnpuTexarensAT Ha YJAOCTOBEPEHUETO 3a PETUCTpalMsi HAa PaCTUTEITHHS
JIEKapCTBEH MPOAYKT HE H3MbIHU 3aabiDkeHuero mo an. 3, MAJl mpekparsBa yIOCTOBEPEHHETO 3a
perucTpanus Ha IpoAyKTa.



Pazgen V.
IIpouenypa 3a u3gaBaHe Ha pa3pelIeHHe 32 yIOTpeda Ha JIEKAPCTBEHU MPOAYKTH U
perucTpanusi Ha XOMeONATUYHM U TPAAUINOHHM PACTHTETHU MPOAYKTH

Uin. 42. I3uckBaHUATAa KbM JAHHUTE U JTOKYMEHTUTE OT JOCHETO 1o ui. 27 - 32, un. 35, an. 3,
1. 36, an. 2 1 mo wi. 38 ce ompeAesnsaT B Hapea0a Ha MUHUCTHPA Ha 3[IpaBeoOIa3BaHETo.

Un. 43. (1) (U3m. - [IB, 6p. 67 ot 2020 r.) B cpok mo 15 mHu oT natara Ha mojaBaHe Ha
JOKyMeHTauuara no wi. 27 - 32, un. 35, an. 3 win no wi. 38 MAJI npoBepsiBa MbJIHOTaTa HA YAaCTUTE Ha
JIOCUETO, TPUAPYXKaBallld 3asBIECHUETO, M CBOTBETCTBUETO WM C M3HUCKBAaHUATA 3a H3JaBaHE Ha
pa3penieHueTo 3a ynorpeda wiv Ha yI0CTOBEPEHUETO 3a PETUCTPALIHS TI0 TO3U 3aKOH.

(2) KoraTo He ycTaHOBM HEITBJIHOTH MJIM HECHOTBETCTBUS B MojajeHaTa AokymeHTarus, ATl
yYBEJIOMSIBA TUCMEHO 3asiBUTENS, B CpOKa MO aji. 1, ye JOKyMeHTauusTa € BaiujHa. B yBemomieHHeTo ce
MOCOYBa JIaTaTa, OT KOSITO 3all04YBa J1a TeYe CPOKBT M0 Wi. 44.

(3) Korato ycTaHOBHM HEMBJIHOTH W/MIU HECHOTBETCTBHS B JOKyMeHTamusTa mo an. 1, MAJI
YBEJIOMSIBA TUCMEHO 3asiBUTENIS J1a MPEACTaBU TOMBJIHUTEIHA HHPOPMALIHSI /WU JIa IPEACTaBU YCTHO WITH
MUCMEHO OOSICHEHHE MO KOHCTAaTHpPAaHUTE HEMBIHOTH M HECHOTBETCTBHUS B CPOK A0 14 gHHM OT marara Ha
YBEJIOMJICHHUETO.

(4) Koraro m3uckBaHHATa MO aj. 3 HE ca M3IBIHEHU B ycTaHOBeHHs cpok, MAJI mucmeHno
yBEIIOMSIBA 3asiBUTEJIsA, Y€ 3asdBJICHHETO He € BanuaHo. B To3m cayuwait MAJI Bpbmia noganeHara
JNOKyMeHTauus B 14-THEBEH CPOK M BB3CTAHOBSBA 75 Ha CTO OT IUIaTEHATa OT 3asiBUTEIS TAKCa.

(5) Korato wm3mckBaHusiTa Mo aiu. 3 ca U3MNBIHEHH B ycTaHOBeHUs cpok, MAJl yBemomsBa
MACMEHO 3asiBUTENS, Y€ JOKyMEHTAIUsATa € BaJuJHa, KaTO B YBEIOMJICHHETO IMOCOYBA JlaTara, OT KOSITO
3amo4Ba Jia Te4e CPOKBT MO Wil 44.

Un. 44. Tlpomeaypata Mo H3JaBaHEe HaA pa3pelieHHe 3a YMmoTpeda WM perucTpanus Ha
JIEKapCTBEH IPOJYKT 3all0uBa OT JlaTaTa, I0COYEHA B YBEJOMJIEHUETO 1O Wi. 43, ajl. 2, CbOTBETHO MO WiI. 43,
aj. 5, ¥ NpUKIOYBa B CPoK A0 210 mHwM.

Un. 45. (1) Koraro B MAJI e momaneHo 3asiBI€HHE 3a pa3pelleHHe 3a YNoTpeda wid 3a
perucTpanus Ha JICKapCTBEH MPOJYKT, 3a KOUTO B CHOTBETCTBHE C JaHHUTE Mo ui. 27, an. 1, 1. 18 uma
uHpopMalus, Y€ B Jbp)KaBa WICHKAa MMa HM3JaJIeHO pa3pelleHue 3a yrnorpeba Ha ChIIMS JEKapCTBEH
npoaykt, MAJI yBenoMsiBa MUCMEHO 3asBUTEIIS 3a NIPpUJIaraHe Ha Mmpoueaypara no wi. 74.

(2) Korato B MAJI e nmonazeHo 3asBIeHUE 3a pa3pelleHHe 3a ynoTpeda WU 3a perucTpaus Ha
JIEKapCTBEH MPOAYKT, 32 KOUTO B CHOTBETCTBHE C JaHHWUTE 1Mo wi. 27, ai. 1, T. 19 uma unpopmarus, 4e B
IbprKaBa YJICHKA JOCHUETO Ha CHINUA JIEKapCTBEH MPOIYKT € B mpolec Ha oueHsiBane, MAJl He pasrmexna
JOKyMeHTarusaTa 1o wi. 27 - 32 unu uwi. 35, an. 3, wiu no wi. 38 1 yBeIoMsiBa MUCMEHO 3asBUTENS 3a
MpujaraHe Ha npoueaypara mo ui. 75.

(3) 3a npunarane Ha pa3nopeaoute Ha an. 1 u 2 1eKapcTBEH MPOAYKT CE OINpesiesis KaTo euH U
ChIII, pa3pelleH B JIpyra JIbp>kaBa WIEHKA, WIM KaTo IPOAYKT, KOHNTO € B IIPOILIEC Ha OL[EHSIBaHE Ha JIOCHETO B
Jpyra AbpKaBa 4IeHKa, KOraTo JBaTa JIEKapCTBEHU IPOIYKTa:

l. umaT enHaKbB KayeCTBEH W KOJMYECTBEH CBCTaB 10 OTHOIIEHHWE Ha aKTHBHOTO
BEIIECTBO/BEIIECTBA U C€ MpeajiaraT B €lHa M Chlla JeKapcTBeHa (popma, KaTo ca JOMYCTUMHU Pa3vKU B
MIOMOIIIHUTE BEIIECTBA, aKO TOBA HE BJIMsE Ha 0€30MacHOCTTa U €(PUKACHOCTTA, U KOTaTO



2. IMpuHAAJICIKaT Ha €OAHO APYKCCTBO, WM 3asABJICHUC 3a JICKAPCTBCHHUTC IMPOAYKTHU I1O0JaBaT
Jyna, nmpuHamjiekalmn KbM €IHO KW ChINO APYXKECTBO HIIU O6€,I[I/IHCHI/I${ Ha OPY>KECTBA, WM KOrato 3a
JICKAPpCTBCHUTC NPOAYKTH IIOJAABAT 3asBJICHUC JIMIIA, KOUTO Ca CKIIFOYUWIIN JIMICH3UOHCH WJIM APYyT JOTOBOP
HJIW U3BBPIIBAT CBBMCCTHU I[CI\/IICTBI/H[, CBbpP3aHHU C IIYCKAHEC Ha IMa3dapa Ha CbOTBCTHUA JICKAPCTBCH IPOAYKT
B PA3JIMYHUTC AbPKABU YJICHKH.

Ui 46. (1) I1pu ouensiBane Ha fokymeHTarnusaTa MAJI:

1. MOoXe Ja W3BBPIIN W3MHUTBAHE HA KPAaWHUS MPOIYKT, HA MEXKIWHHHUS MPOIYKT WIH Ha
U3XOJIHUTE MaTepHaly 3a JIEKapCTBEHUsI MIPOJIYKT, KaKTO U Ja T'M M3NpaTH 3a U3NUTBaHE B JabopaTtopus ot
cuctemMara Ha O(UIMATHUTE KOHTPOJHHU JICKAPCTBEHU JIA0OpAaTOPUU B Ibp’KaBa WIEHKA, 3a Ja yCTAaHOBU
JalTi KOHTPOJTHUTE METOM 32 aHAJIU3, U3IOJI3BaHU OT MPOU3BOAMTEINS M OMUCAHU B JIOCHETO, OTTOBAPSAT HA
W3HUCKBAHUSATA;

2. TOTBBpPXKAaBa CleJ] MPOBEpPKAa HA MSICTO HJIM 1O JOKYMEHTH Nald MPOM3BOIUTEIUTE Ha
JIEKapCTBEHH MPOJAYKTH OT TPETU AbP)KaBH H3BBPIIBAT IPOU3BOJCTBOTO B CHOTBETCTBHE C JIaHHUTE,
omucanu B wi. 27, an. 1, T. 7, W/Win U3BHPIIBAT KOHTPOJIA B CHOTBETCTBHE C METOJUTE, OMUCAHU B Ui. 27,
aim. 1, 1. §;

3. mpoBepsBa TOCOYEHHS B  3asdBJICHHETO OOEKT HA  TMPOM3BOACTBO,  KOTaro
MIPOU3BOTUTEIISAT/IIPOU3BOIUTEIINTE HA JICKAPCTBCHW NPOAYKTH OT TPETH IBPKAaBHU IO H3KIIOYCHHE ca
BB3JIOKUIN Ha IPYT MPOU3BOIUTEN J1a U3BBPIIBA OMPENEICHH €Talu OT MPOU3BOACTBOTO MIIM KOHTPOJIA Ha
JIEKaPCTBEHHUSI IPOJTYKT.

(2) Korato MAJI u3BbpiiBa mpoBepka Ha MSCTO Ha OOCKT 3a MPOM3BOJCTBO, CPOKBT 1O 4. 44
crpa Ja Tede 10 U3TOTBSHE Ha JOKJIAJ C PE3yJITaTUTE OT MPOBEpKATa.

(3) B cinyuaute mo an. 1, T. 2 ¥ 3 MpOM3BOAUTENNTE 3arlianiaT Takca B pa3Mep, ONpeeicH B
tapudara mo ui. 21, an. 2.

Ui 47. (1) KeM usmbanutensus aupektop Ha MAJI kaTo KOHCYJATAaTUBHU OPraHU C€ Ch3JaBar
CJIEIHUTE CTIEHHAIU3UPAHN KOMUCHUU:

1. Komucus 3a nekapCTBEHH IPOIYKTH;

2. Komucus 3a UMyHOJIOTHYHH JIEKAPCTBEHHU MPOAYKTH;

3. Komucus 3a XoMeonaTu4Hy JE€KapCTBEHU MPOIYKTH;

4. Komucus 3a pacTUTEIHH JIEKaPCTBEHH MPOTYKTH;

5. Komucus 3a paanodapmareBTuiy;

6. (HoBa - /IB, 6p. 71 ot 2008 1., B cuyna ot 12.08.2008 r.) Komucus 3a nekapcTBeHH MPOAYKTH C
MIPUJIOKEHHUE B NIEUATPUITA;

7. (moBa - 1B, 6p. 71 ot 2008 r., B cumna ot 12.08.2008 r., uzm. - /IB, 6p. 102 ot 2012 1., B cuna
ot 21.12.2012 r.) Komucus 3a nekapcTBeHU NPOIYKTH 32 MOJIEPHU TEPAIny;

8. (noBa - 1B, 6p. 102 ot 2012 r., B cua ot 21.12.2012 r.) Komucus 3a olieHKa Ha prcKa Mpu
IpociesBaHe Ha JieKapcTBeHaTa 0€30MacHOCT.

(2) Ipu HE0OXOIUMOCT WBMBIHUTETHHUAT Aupektop Ha MAJI moxe nma cw3maBa W Jpyru
cCrHelHagIn3upaHil KOMUCHUU U3BbH ITOCOYEHUTE B all. 1.

(3) B cmenumanu3upaHuTe KOMHUCHHM C€ BKJIIOYBAT CIEIHMATUCTH, KOUTO HMAT HAyYHH
MOCTHKEHUS ¥ TIPAKTUYECKU OMUT B CHOTBETHUTE CPEpH HA MPUIIOKEHUE HA JICKAPCTBEHUTE MPOTYKTH.

(4) KbM mOCTOSTHHUS CHCTaB HA KOMUCHHUTE MOTAT Jla C€ MPUBINYAT U BBHIIHU CIEHIUATHUCTHU C
HAYYHH MTO3HAHUS M IPAKTHYECKH OTHT B 00JIACTTA HA CIICIU(HYHATA JIEKAPCTBEHA TPYyIIA.

(5) M3nbnautennusar aupektop Ha MAJI onpenens ¢be 3amoBe1 ChcTaBa HA KOMHUCHUTE 32 CPOK
TpU TOJIMHU, pa3Mepa Ha BB3HATPAKIECHUETO UM W YTBBPKJaBa MPABWIHHMK 3a YCIOBHUSATA U pela Ha
paboTtara um.



(6) o 30 ssHyapu BcsAka roguHa U3NbIHUTENHUAT qupekTop Ha MAJl yTBbpkIaBa cniuchbly Ha
eKCIEPTUTE U3BBH ChCTaBa HA KOMUCHMTE 10 ajl. 1 cien 0100peHne OT MUHUCTBPA Ha 3/1paBeona3BaHETo.

(7) Wsnpauutennusatr aupexktop Ha MAJlI moxe nma ocBoOOAM TPEACPOYHO UWiIEH Ha
crelagu3upaHa KOMUCHS [0 HEroBa Moi0a Mpu HEU3NbIHEHHE Ha 3aJbJDKEHHUSTa My 3a IOBEYe OT TpU
Mecella Win MpU HeJOOPOCHBECTHO OCHILECTBSIBAHE HA (DYHKIIUHUTE MY.

(8) CbhCcTaBbT HAa KOMUCUUTE U CIIUCHKBT HA EKCIEPTUTE MO al. 6 ce 00sABsABAT HA CTpaHUIATa HA
HAJI B unTEpHET.

Ui 48. (1) YUneHnoBere Ha ClieNUATU3UPAHUTE KOMHUCHH 110 Wi. 47, an. 1 u ekcepture 1o wi. 47,
an. 4 moanucBaT IeKJIapanus, ¢ KOsATO ce 3abJKaBaT Ja He:

1. pasrnmacsBaT JaHHU U OOCTOATENCTBA, CTAHAIW UM W3BECTHH TMPU WIH TO TOBOJ
OCBIIIECTBSIBAHE HA JIEHHOCTTA UM,

2. ydacTBaT B JIEMHOCTH, CBbP3aHU C MPOU3BOJCTBOTO WJIM THPrOBHUSATA HA €IpO U Ha JIPEOHO C
JIEKapCTBEHU MPOTYKTH.

(2) B cnydaii ye numarta no an. 1 ca ydacTBaliM B HSKOM OT €TalMTE HA IMOJArOTOBKA Ha
JTOKyMEHTAIMATa, HEOOX0IMMa 3a pa3pelnaBaHe 3a ynoTpeOa Ha JIEKapCTBEHMs MPOAYKT, T€ HE MOTaT aa
y4acTBaT B 3aCE€JaHUATA Ha ChOTBETHATA CIEUAIN3UpaHa KOMUCHS 110 1. 47.

(3) Jlumara mo an. 1 He riacyBaT IpH B3€MaHE HA PEHICHUS MO BBIPOCH, IO KOUTO T€ WIH
YJICHOBETE Ha CEMENCTBOTO UM UMAT ThPrOBCKH, (DMHAHCOBH UJTU IPYTU UHTEPECH.

Y. 49. (1) (U3m. - [IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 1.) B cpok go 200 nuu ot
JaTtaTa Ha MOCTbhIIBaHE Ha BaluaHa AokyMeHTanus MAJI chbBMECTHO ChC CHOTBETHATA KOMHUCHS 1O 4. 47,
an. 1 olleHsIBa Ka4eCTBOTO, O€30MaCHOCTTAa U €(PUKACHOCTTA Ha JIEKAPCTBEHUS MTPOIYKT M U3TOTBS OLEHBUYEH
JIOKJIaJ] ¢ KOMEHTapu Ha pe3yiTaTtuTe OT (papMaleBTUYHUTE W MPEIKIMHHUYHUTE TECTOBE, KIMHUYHHUTE
M3IUTBaHMA, HA CHCTEMara 3a yIpaBlieHHEe Ha PUCKa W Ha CHCTeMara 3a MpociensBaHe 0e30macHOCTTa Ha
CHOTBETHHUS JIEKAPCTBEH NPOAYKT. M3roTBEeHMAT OIEHBYEH J[OKJIad C€ MPEACTaBs Ha H3MbIHUTEIHUS
nupexrop Ha MAJL

(2) (HoBa - /1B, 6p. 102 o1 2012 r., B cunta ot 21.12.2012 r.) [loknaasT no ai. 1 ce akTyanusupa
IpY HAJIMYKME HA HOBa MH(OpMaLKs, BaXKHA 32 OLIEHKATa Ha KaueCTBOTO, O€30MaCHOCTTA U e(PUKACHOCTTA Ha
JIEKapCTBEHHS TPOAYKT.

(3) (ITpeaumna an. 2 - JIB, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 r.) Koraro nexkapcTBeHUST
NPOAYKT ChIbpXKa TeHEeTHYHO Monubunupanu opranmsmu, WMAJI mpemocraBs Ha MUHHCTEPCTBOTO Ha
OKOJIHaTa cpejla U BOJUTE HeoOXoauMaTa JOKYMEHTAIUsl OT JOCUETO Ha JIEKapCTBEHMs MPOAYKT U U3HCKBA
CTaHOBHILE B CPOK 60 JHU MO OTHOIIEHUE HA MOTCHIIMATHUS PUCK 3a OKoJHaTa cpena. LllectaeceTnHEeBHUAT
CPOK € B paMKHTE Ha CpoKa 1o ai. 1.

(4) (Ilpegumna an. 3 - 1IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) B cnyuyaute Ha
pamnodapmanestuiin MMAJl mpenocraBs HeoOXoauMaTa ITOKYMEHTAalMs OT JOCHETO Ha JIEKapCTBEHUS
MPOJYKT U M3MCKBA CTaHOBHIE B cpok 60 AHM OT AreHuusTa 3a SAPEHO PErylupaHe MO OTHOIIEHHE Ha
Ka4ecTBOTO M 0e30MacHOCTTa Ha NMpoykKTa. lllecTaeceTAHEBHUAT CPOK € B paMKHUTE Ha CpoKa 1o ai. 1.

(5) (IIpenumna an. 4, w3m. - JAB, 6p. 102 ot 2012 r., B cunma ot 21.12.2012 r.) Korato
MUHHCTEPCTBOTO HAa OKOJIHATA Cpela M BOJAUTE W ATEHIUATA 3a SIPEHO peryjvpaHe He ce NMpOou3HecaT B
YCTaHOBEHHUTE 110 ajl. 3 U 4 CPOKOBE, CE MPUEMA, Y€ CTAHOBHIIETO MM € TIOJIOKUTEITHO.

. 50. (1) Koraro MAJI ycTraHOBH HECHOTBETCTBHUS B IOCHETO C M3UCKBAHUSATA 3a W3/1aBaHE Ha
paspenieHre 3a ynorpeba WM YJOCTOBEPCHHE 3a PErHCTpalus [0 TO3H 3aKOH, YBEJAOMSBA MUCMEHO
3asiBUTENS J1a MPEACTaBH JOMBIHUTEIHA HH(POPMAIIUs, CBbpP3aHa ¢ JOKYMEHTAIMITa 1o Wwi. 27 - 32 wiu 1o



1. 35, an. 3, wiu mo wi. 38, W/KIM Aa MPeaoCTaBU YCTHO WIIM MHUCMEHO OOSCHEHUE MO KOHCTATUPAHHTE
HEMBJIHOTH U HECHOTBETCTBUS B CpOoK 180 AHUM OT maraTta Ha yBEOMSBAHETO.

(2) B cnyuyaure no an. 1 cpoxbT mo ui. 44 cnupa ja Tede OT JaTara Ha YBEJOMSBAHETO JI0
MpeA0CTaBsIHE HA MCKaHaTa WH(OpMaIIUs.

(3) Usnbnautennust gupektop Ha MAJI mpekpatsBa mpoiieypata o U3/iaBaHe Ha pa3peuicHue
3a ynorpeba Win yJI0CTOBEpEHHUE 3a PErHCTPAIls Ha JICKAPCTBEH MPOIYKT, KOraTo:

1. 3aABUTENAT HE MPEAOCTaBU HHPOPMAIHUATA 110 all. | B TOCOYEHHUS CPOK;

2. nuuara mo 4i. 26, an. 1 mouckatr nucMeHO MPEKPaTIBAHETO H.

Ui 51. B cpok 10 gHM OT U3rOTBSIHETO HA OLIEHBYHUS JOKJIaA MO 4wi. 49, an. | u3mbIHUTETHUAT
mupektop Ha MAJI u3naBa paspeiieHue 3a ynotpe0a/y10CTOBEpEHHE 3a perucrpanus Ha JeKapCTBEHUs
MPOJYKT WU MIPaBU MOTUBHPAH OTKa3.

Y. 52. (1) (U3m. - B, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 1.) B cpok 5 nam oT matata Ha
M3JlaBaHEe Ha Pa3pelICHUETO 3a ynoTpeda/yI0CTOBEPEHUETO 3a PErUCTpallysl B perucTbpa o wi. 19, an. 1, 1.
3 ce BITUCBAT CIICTHUTE JaHHH 32 pa3pelICHUETO/YI0CTOBEPCHHUETO:

1. perucTpalinoHeH HOMEp;

2. HOMEp W JaTa Ha pa3pelICHHETO 3a yHoTpeda/yIOCTOBEPEHHUETO 3a PETUCTpanus Ha
JIEKapCTBEHHUSI IPOTYKT;

3. HaMMEHOBAHUE Ha JIEKAPCTBEHUS MPOAYKT;

4. MeXIyHapOJHO HEMATEHTHO HAMMEHOBAHUE Ha BCSIKO aKTUBHO BEIIECTBO;

5. UMe W aApec Ha TpUTEXKATeNs Ha pPa3pelIeHHEeTO 3a yHoTpeda/ya0CTOBEpEHUETO 3a
perucTpanus;

5a. (HoBa - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) ycnoBusara no 4. 55a, 56 u 56a,
BIIMCaHU B Pa3pelICHUETO 3a YIOTpeda/ yA0CTOBEPEHUETO 32 PETUCTPAIIHS,

6. aTta Ha W3BbpPUICHA NPOMSHA B Pa3peUICHHETO 3a YNoTpeOda/yI0CTOBEPEHHETO 3a
pETUCTpAIIHSITA;

7. nata Ha TpeKpaTsABaHEe Ha pa3pelICHUETO 3a yIoTpeda/yA0CTOBEPEHUETO 32 PETUCTPAIIHATA;

8. Apyru IaHHU.

(2) Pa3pemenuero 3a ynorpeba/yJ0CTOBEPEHHETO 332 PETUCTPALNS Ha JIEKAPCTBEHUS IPOIYKT CE
BpPBUBA HA JIMIETO MO Wi. 26, aji. 1 U BIK3a B CUJIa OT JaTaTa Ha BIMCBAHETO MYy B PErucTbpa o ui. 19, an.
1, T 3.

UYn. 53. (U3wm. - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) U3neaHuTEeTHATA areHIus
IO JIEKapcTBaTa MyOauKyBa Ha MHTEPHET CTPaHHUIaTa CH B CPOK 0 14 THU OT M3]aBaHETO HA PA3pEIICHHETO
3a ynotpeba/yA0CTOBEpEHHUE 3a PeTUCTpallus JaHHUTE 0 Wwi. 52, an. 1, omoOpeHaTa KpaTka XapakTepuCTHKa
Ha MPOJIyKTa U JAaHHUTE OT JUCTOBKATA.

(2) WMsmpaauTenHaTa areHIWs IO JIeKapcTBaTa MyOJMKyBa Ha HMHTEPHET CTpaHUIATA CH
OLIEHbUHUS AoKIaa mno wi. 49, an. 1 ¢ MOTHBHTE 3a B3€TOTO pEUIEHUE, KaTo 3ajuyaBa JIaHHUTE,
MPEACTABIISIBAIIM THPrOBCKA TalHA.

(3) HoxmansT mo an. 2 ce mpuapykaBa OT pe3loMe Ha pa3bupaeMm 3a OOIIECTBEHOCTTa €3HK.
PestomeTo chabprka paszeln, CBbpP3aH ¢ yCIOBHITA 3a yOTpeba Ha IEKApCTBEHUS TPOIYKT.

Un. 54. (1) (U3m. - B, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) Ilpurexarenar Ha
paspelieHneTo 3a ynoTpeda/yAOCTOBEPEHUETO 3a pEerucTpalys Ha JIEKapCTBEH MPOAYKT IMHUCMEHO
yBenomsiBa MAJI 3a nataTta Ha AEWCTBUTEIHOTO MTyCKaHEe Ha Ma3apa Ha JIEKapCTBEHHs MPOAYyKT B PermyOnnka



boarapus.

(2) (Mam. - B, ©Op. 18 or 2014 r1.) IlpurexarensiT Ha pa3pelieHHETO 3a
ynoTpe6a/y10CTOBEPEHUETO 3a PErHCTPallns Ha JIEKAPCTBEH NPOAYKT yBeaoMsiBa mucMeHno MAJI Haii-manko
7IBA Mecella Ipelud NpeyCTaHOBSBaHE Ha NPOAAKOMTE Ha JIEKApCTBEH NPOAYKT, HE3aBUCHMO Al €
BPEMEHHO, I TIOCTOSHHO.

3) (Mam. - B, Op. 18 or 2014 r1.) IlpurexarensiT Ha pa3peHIeHUETO 3a
ynoTpeba/yA0CTOBEPEHUETO 3a PpErucTpalys Ha JIEKapCTBEH MPOAYKT II0COYBAa IPHUYMHHUTE 34
NPEyCTaHOBSIBAHE HA MPOAAXOUTE B CHOTBETCTBUE C WiI. 68, ain. 1, T. 6 U AekIapupa Jaiu NpeanpueTuTe oT
HEro IEHUCTBUI IO all. 2 c€ ABJDKAT Ha HIKOE OT OCHOBAHMUATA IO Wi. 276 win 1o wi. 277.

(4) (M3m. - 1B, 6p. 18 ot 2014 r.) Ilpu mpeycTaHoBsiBaHE HA MPOJAXKOUTE HA JICKAPCTBEHHS
NPOAYKT B pe3ydTrarT Ha HENpeABUAMMU OOCTOATENCTBA MPUTEXKATENAT Ha pa3pelieHueTo 3a
ynoTpe6a/y10CTOBEPEHUETO 3a PErUCTpaLlus Ha JISKapCTBEH MPOAYKT yBeaomsBa nucmeno MAJL B cpok 110
7 AHU OT yCTAaHOBSBaHE HAa OOCTOSATEIICTBATA.

Un. 54a. (Hos - 1B, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 1.) (1) (U3m. - B, 6p. 18 ot 2014
r.) Ilpu mnomyuaBane Ha curHaia B l3nbiHuTENHaTa areHIMs MO JIEKapCTBaTa 3a IMPEyCTAHOBSBAHE
NpoAaXOUTe Ha JIEKApCTBEH MPOAYKT, ¢ M3KIIOYEHHE Ha CiaydyauTe mo uwi. 54, an. 2 u 4, areHuusita
U3BBpIIIBA NPOBepKa B cpok 30 THU OT NOJyyaBaHETO HA CUTHAJA.

(2) Ilpm w3BbpmBaHe Ha mpoBepkata mo an. 1 HMAJI moxe na usucka wHbopmaius OT
NpUTEXKATENI Ha pa3peuieHueTo 3a ymorpeba W/WiaM OT JUIeTo Mo wWi. 26, aix. 2 OTHOCHO
MIPEYCTAaHOBSIBAHETO Ha MPOJIaXXOUTe Ha KOHKPETHHUS JIEKAPCTBEH MPOIYKT, KAKTO U OT ThPrOBIMTE HA €/IPO
C JIEKAPCTBEHU MPOAYKTU OTHOCHO HAJIMYHUTE KOJIMYECTBA OT MIPOLYKTA.

(3) UsnpanurenHaTa areHuus Mo JeKapcTBara MyOJIMKyBa HAa CTpaHUIATa CH B HMHTEPHET
pe3ynTaTuTe OT U3BBPILIEHATA MPOBEPKA.

Un. 55. (1) Paspemenunero 3a ymoTpe0a/yaOoCTOBEPEHHUETO 3a PETUCTpAIUs Ha JICKapCTBEH
IIPOAYKT C€ U3JaBa OT U3NIBIHUTENHUS nupekTop Ha MAJI 3a cpok 5 ronuHu.

(2) (Hom. - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) Cnen u3tHyaHe Ha cpoka mo ai. 1
pa3pelieHrueTo 3a yrnoTpeda/yJ0CTOBEPEHHETO 3a PETUCTpallvs Ha JEKapCTBEHUS MPOAYKT MOXe Ja Obie
nogHOoBeHO OT MAJI Ha 6a3ara Ha OlleHKa Ha ChOTHOIICHHUETO TI0JI3a/PHCK 10 pena Ha wi. 59a.

(3) (Usm. - JIB, 6p. 71 ot 2008 1., B cuma or 12.08.2008 r.) Pazpemenuero 3a
ynoTpeda/yA0CTOBEPEHUETO 32 PETUCTPALHSI MOXKE J1a ObJe MPEKPATEHO U MPeau U3THYaHEe Ha CPOKa I10 all.
I, ako mpuTeXKaTEIAT My MOMCKA MHUCMEHO TOBAa OT M3MBIHUTENHHUS Aupektop Ha MAJL, xaro mocoum
MIPUYMHUTE.

(4) (Hom. - OB, 6p. 71 ot 2008 r., B cuma or 12.08.2008 r.) Pazpemenuero 3a
ynotpe0a/y10CTOBEPEHUETO 3a PETUCTpAIUsl CTaBa 0€3CPOYHO CIIe]l TIOJHOBSIBAHETO MY, OCBEH B CIy4yauTe
10 alL. 5.

(5) (U3m. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 1., u3m. - JIB, 6p. 102 ot 2012 r., B cuna
or 21.12.2012 r.) Ilpu Hanuuue Ha OCHOBATEIHHM NMPUYMHM, CBBP3aHU C NPOCIEAsBaHE Ha JEKapCTBEHATa
0€301MacHOCT, BKJIIOYMTEIHO MOPaau €KCIO3ULMs Ha JIEKAapCTBEHHsS MPOAYKT BbPXY HENOCTaThbueH Opoit
narueHTH, MAJl Moxe 1a u3nucka OT MpUTEXKATENs Ha pa3pelIeHueTo 3a yrnorpeda aa mojajae 3asBlcHUE 3a
MMOJHOBSIBAHETO MY 3a Ollle 5 TOJAWHM 0 peja Ha wi. 59a.

(6) (M3m. - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) IIpm m3THMYaHEe HA CpoKa Ha
pas3pelIeHneTo 3a yrnorpeda/y10CTOBEpEHHETO 3a PETUCTPAIHS WIH MTPU MPEKPATSIBAHETO UM JIEKAPCTBEHUST
MPOJYKT MOKE Ja ObJie MpoJaBaH 10 W3UeplBaHe HAa HAJMYHUTE KOJUYECTBA B CTpaHaTa, HO HE MOBEYE OT
eHa TOJIMHA, CUMTAHO OT JaTaTa Ha M3TUYAHETO, CHOTBETHO Ha MPEKPATABAHETO, C HU3KIIOYEHHUE Ha
clly4auTe, KOraTo MPUYUHUTE 32 MPEKPaTABAHETO ca CBbP3aHH ¢ 0€30MacCHOCTTA Ha JIEKApCTBEHUS IPOIYKT.



(7) Wsnbaautennust aupektop Ha MAJl oTHemMa cbc 3amoBel pa3peUICHUETO 3a
ynotpeba/ya0CTOBEpPEHUETO 32 PETUCTPALIMA Ha JIEKAPCTBEH MPOAYKT, KOTaTo:

1. mpuTexaTensaT My He € IyCHas JIEKapCTBEHHsI MPOIYKT HA Ma3zapa 10 TPHU TOJUHU OT JaTaTa
Ha M3/1aBaHe Ha pa3pelIeHNeTo 3a ynorpeda, wim

2. mpomaxxOWTe Ha JEKApCTBEHUS TMPOIYKT ca TMPEYyCTAaHOBEHH 3a TMEpUoI OT TpH
MOCJIeIOBATETHN TOAMHY CIIe/l TyCKaHeTO My Ha Iasapa.

(8) BamoBenra mo ajn. 7 MOJUIekKHU Ha OOKajBaHE MO pelaa Ha AMUHUCTPATUBHOMPOIECYATHHUS
KOJIEKC.

(9) Ilo u3kmmroYeHNe U B MHTEPEC HA OOIIECTBEHOTO 3/IpaBe pa3mopendaTa Ha al. 7 MOXKE Ja He
ce mpujara, ako MNPUTEXKATENAT Ha pa3pelIieHUETO 3a YIoTpeda Ha JIeKapCTBEHUS MPOAYKT TMOCOYU
OCHOBATEJIHU IPUUYUHU. B Te3u ciyyau u3nbJHUTENHUAT AupekTop Ha MAJI MOTHBHUpa pelIeHueTo cu.

(10) IIputexatenar Ha paspelieHHe 3a YINoTpeda eXerogHo 3arviamia Takca B pasMep,
ompeerneH B Tapudara mo wi. 21, an. 2, 3a mogabpkaHe Ha U31aICHOTO pa3perieHne 3a ynorpeoa.

Yn. 55a. (HoB - 1B, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) U3nbaHUTEIHUAT
mupekrop Ha HMAJI moxe na u3naze paspeuieHre 3a ynoTrpeda/yAoCTOBEpEeHHE 3a pEerucTpanusi Ha
JIEKapCTBEH MPOAYKT, B KOETO Ja ObJaT BKIIOYEHU €IHO WM MTOBEYE OT CIETHUTE yCIOBHUS:

l. ma ce mpenmpuemar ONpeACTICHH MEpKH 3a TapaHTupaHe Oe3omacHaTa ymoTpeba Ha
JIEKapCTBEHUSI MPOIYKT, KOUTO J1a ObJaT BKIIOYEHU B CUCTEMATa 3a YIPaBIeHUE HA PUCKA;

2. 1a ce MpOBeXIaT MOCTMAPKETUHTOBU MPOYYBAaHUS 32 0€30MaCHOCT;

3. &a ce cmas3BaT MO-CTPOTH OT MOCOYEHHUTE B TJlaBa OCMa 3abJDKEHUS 32 PETUCTpUpaHE WU
JIOKJIa/IBaHE HA NIOJJO3UPAHNUTE HEXKEJIAaHH JICKApCTBEHH PEAKIINH;

4. na ce cra3BaTr BCSAKAKBHU APYTH yCIOBHS WM OTPAaHUYCHUS ¢ Orjien Oe3omacHaTa U epuKacHa
ynotpe0a Ha IeKapCTBEHHsI MPOTYKT;

5. HaJIMYMe Ha aJieKBaTHA CHUCTEMA 3a IIPOCIIE/IIBaHE Ha JIEKapCTBEHAaTa 0€30IacHOCT;

6. 1a ce U3BBHPIIBAT MMOCTMAPKETUHTOBU MPOYUYBAHUA 32 €(UKACHOCT, KOraTO MMa OIaceHus,
CBBp3aHU C e(hUKACHOCTTA HA JIEKAPCTBEHMS MPOAYKT, KOUTO MOXKE Ja OBJAT pa3pelieHd caMo cjell KaTo
JIEKapCTBEHHUAT MPOAYKT OBJIe MMyCHAT Ha rasapa.

(2) B paspemenuero 3a ynorpeba/y0CTOBEPEHUETO 3a PEruCTpalUs ce MOCOYBAaT CPOKOBE 3a
M3ITBJIHEHHUE Ha YCIIOBHSTA 1O aJl. 1, KOTaTo € MPHUII0KHMO.

(3) OcHoBaHusATa 3a HajaraHe Ha YCJIOBHMETO MO al. 1, T. 6 ce ompenensT ¢ JAeJerupaH akT Mo
yiieH 226 ot Jupextusa 2001/83/EO, kaTo ce oTYNTAT HAYYHUTE HACOKH, pa3pabOTeHH B PHKOBOJICTBOTO TIO
. 194a.

(4) W3uckBanusATa 3a NPOBEXkJAaHE HA IOCTMAPKETHHIOBU IPOYYBAaHUS 3a €(PUKACHOCT ce
OTIpPEIeNIAT B PHKOBOCTBO, M3/1aIcHO OT EBpomeiickara areHIus 1o JeKapcTpara.

Un. 56. (U3m. - [IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) [lo u3kimrouenue cien
KOHCYNTALlUsI ChC 3asBUTENS W3NBIHUTETHHAT aupektop Ha WAJlL mMoxe na wm3mazme paspemieHue 3a
ynotpeba/ yI0CTOBEpEeHHE 3a PETHUCTpalus MOJ YCJIOBHE, KOTaTO 3asBUTENAT MOXeE Ja JOKaXe, Ye He e
IpeACTaBUI U3UEPIIATEIHN JAHHH OTHOCHO e(h)MKACHOCTTa M OE3011aCHOCTTA HA JIGKAPCTBEHUS MPOIYKT MIPH
HOpMaJTHH YCIIOBHSI Ha yroTpeOa mopaju eHa OT CICAHUTE PUUNHU:

1. mokazaHmsATa, 32 KOUTO € TpPEAHA3HAYCH JIEKApPCTBEHHST IPOIYKT, Ca TOJKOBA PSIKO
CpelllaHH, Ye 3asBUTEIAT He MOXKE J1a IPE/ICTaBH ITBJICH JI0KAa3aTeJICTBEH MaTepuall, Win

2. CbCTOSIHUETO HAa HayYHUTE MO3HAHUS KbM MOMEHTA € TaKOBa, Y€ HE MOXKE J1a CE€ MPEACTaBAT
BCCOOXBATHU JaHHU, WU

3. cpOupaHeTo Ha MoJOOHU JaHHHU NMPOTUBOPEYN Ha OOLIONPHETUTE MPHHLUIHN Ha JeKapcKaTa
eTHKA.



(2) Paspemenuero 3a ynorpeba/y10CTOBEPEHUETO 32 perucTpaIus mo ai. | ce u3gasa mpu eIHO
OT CIICJIHUTE YCIIOBUSI:

1. 3agBUTENAT/IIPUTEKATEIAT J1a U3MIBIHIBA MPOrpamMa OT MPOYUBAHUS 3a CPOKa MO al. 3, Karo
pe3yaATaTUTE OT TE3W MPOYUBAHUS CITy’KaT 3a MPEOICHKAa HAa ChOTHOMIEHHETO IOJI3a-PUCK;

2. JIGKapCTBEHUSAT MPOIYKT € C PEKHUM Ha OTITyCKaHE caMo IO JICKApCKO MPEANUCaHne, KaTo B
OTIpEJICJIEHH CIIy4au MOXKE Jla ce YIOTpeOsiBa caMo MO/ CTPUKTEH JIEKAPCKH KOHTPOJ B JICUEOHO 3aBE/ICHHE
3a OOJIHWYHA TIOMOIIL, a B CITy4ail Ha paauodapMaleBTHK - CaMo 10/ KOHTPOJIa Ha OIPaBOMOIICHO JIUIIC,

3. B IMCTOBKaTa, KAaKTO ¥ BHB BCSIKA MEIMIMHCKA MH(OpMAIHs, TpUApY>KaBalla JIeKapCTBEHUs
MPOJYKT, CJIE/IBA JIa € TIPEABUICH TEKCT, C KOWTO ce 0OpbhIa BHUMAaHUE HA MEJUIIMHCKUTE CIICIUAINCTH, Ye
HSKOW OT HAIMYHUTE TAHHU 32 JIEKAPCTBEHUS MPOAYKT MOJJISKAT Ha MOCIEBAIIH TPOYIBAHHSL.

(3) Pa3pemenuero 3a ynorpe0a/y0CTOBEPEHUETO 3a PETUCTpaIus 1Mo an. | ce m3maBa 3a CpoK
elHAa TOJIMHA M 3a BCSKA Cle/Balla TOJMHA MOXe Ja ObJe YIb/DKaBaHO Ha Oa3aTa Ha OLICHKA Ha
U3IIBJIHEHUETO HA YCIIOBUSATA 1O all. 2.

Un. 56a. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Cnen uznaBaHe Ha
paspenieHueTo 3a ynoTrpeda/yaoctoBepennero 3a peructpamus MAJI Moxke na 3aabp/DKd TPUTEKATENs Ha
pa3pelIeHneTo/y I0CTOBEPEHHETO J1a TPOBE/IE:

l. DOCTMapKeTMHIOBO Ipoy4BaHe 3a O€30IaCHOCT, aKO ca HajJHulle OIaceHus 3a
uAeHTU(GUIIMPAHU WIM TOTEHIMATHU PUCKOBE WM JUICBA MH(OpMalMs, CBbp3aHa C MpOCIesBaHe Ha
JeKapCcTBEHaTa 0e30MacHOCT 32 ChOTBETHHS JIEKAPCTBEH MPOAYKT; KOTaTO CHIIUTE PUCKOBE CE OTHACAT U 3a
JpyTU JIEKApCTBEHU MPOAYKTH, ciief KoHcyntanmuu ¢ Komurera 3a olleHka Ha pucka B oOnacTra Ha
¢dapmakosniornyHaTa OAMTENIHOCT, Ch3/aJeH MO pela Ha ujeH 56, maparpad 1, Oyksa "aa" or Persmament
(EO) Ne 726/2004 na EBporneiickus napiamenT u Ha ChBeta, MAJI mpenopbhyBa Ha CHOTBETHUS ITPUTEKATEI
Ha paspelleHue 3a ymnorpeda Ja MpoBele ChbBMECTHO MPOy4YBaHE 3a O€30MacHOCT C JAPYTUTE 3acerHaTH
IIPUTEXKATENN Ha pa3peIIeHUE;

2. TOCTMapKeTHMHTOBO IPOyuYBaHE 3a e(HUKacHOCT, KOrato IO3HaHHWETO 3a OosiecTTa WU
M3II0JI3BaHaTa KJIMHUYHA METOJIOJOTHs JlaBa OCHOBaHME 3a PEBU3MpPAHE HA OLEHKUTE 3a e(UKACHOCT,
M3BOJUTE 3a KOUTO Ca HAIIPaBEHH KbM JlaTaTa Ha U3/jaBaHE HA Pa3peleHUeTo.

(2) WM3nbianurenHaTa areHUus MO JeKapcTBaTa IHMCMEHO YBEIOMsBa IpHUTEXaTels Ha
pa3pelIeHneTo 3a ynoTpeda/y10CTOBEPEHUETO 32 PErHCTPaIUs 32 33AbDKEHUETO 110 all. 1, KaTo 000CHOBaBa
MPUYMHUTE U ITOCOYBA IIEJIUTE HA MPOYUYBAHETO M CPOKOBETE 32 MPOBEKIAHETO MY.

(3) B 30-mHeBeH cpoK OT TOJydyaBaHE Ha YBEAOMJICHHETO MO all. 2 TPUTEKATEISAT Ha
paspeleHneTo 3a yrnoTpeda/yJoCTOBEpEHUETO 3a perucTpanus Moxe f1a noucka ot MAJI npegocraBsne Ha
BBH3MOKHOCT 32 Ipe/ICTaBsiHe Ha MH(OPMAIHs OTHOCHO 33AbJDKEHHSTA 110 all. 1.

(4) Cnen momywyaBane Ha wuckaHeto mo ain. 3 MAJl ompenenst cpok 3a MpeACTaBsSHE Ha
uHpOpMaLUATa OT MPUTEKATENSI HA pa3pelICHUETO 3a YIOTpeOa/y10CTOBEPEHUETO 3a PETUCTPALIHSL.

(5) UsmrpHMTETHATA areHIMS 110 JISKapCTBaTa CiIe]] aHaIu3 Ha HHpOpMaIuITa 1o ai. 3 MOXKe:

1. na MOTBBPAU 3aABIHKEHUETO 10 all. 1, uin

2. 1a TO OTMEHH.

(6) M3bsiHMTEIHATA areHIIUs 110 JIEKapCTBaTa YBEIOMsIBa IIPUTEKATENs 32 B3€TOTO PEIICHUE I10
an. S.

(7) B cnydaunte mo an. 5, T. 1 wmsmbnHurenHusAT aupektop Ha WAJl cimyxeOHO H3MeHd
U3JIAZICHOTO pa3pelieHne 3a yrnoTpeda/yIoCTOBEpeHHe 3a PErucTpalus Ha JIEKApCTBEHUS MPOIYKT, KaTo
BKJIIOUBA B HETO KaTO YCJIOBUE 3aIbJKEHUETO 10 all. 1.

(8) OcHoBaHusITa 32 HAJIaraHe Ha 3aJIbJDKEHUSITA 10 al. 1, T. 2 ce ONpenessaT ¢ JeJIeTUpaH akT Mo
ui1. 226 ot Jdupexrusa 2001/83/EO.



Un. 566. (Hoe - JIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) Ilpurexarenst Ha
paspelieHneTo 3a yrnorpeda/y10CTOBEpEHHETO 32 PETHCTPalrs BKIIOYBA B CBOATA CHCTEMA 3a yIpaBJICHUE
Ha pUCKa BCUYKHU yCJIOBHS 1O Wi. 55a, 56 u 56a.

(2) B cayuaute mo an. 1 mpuUTEXaTeNsAT Ha Pa3pelICeHUETO 3a yrnoTpeda/yI0CTOBEPEHHUETO 3a
peructparus noxasa 10 MAJI yBenomiieHre 3a IPOMSIHA B CHCTEMATa 3a YIIPABICHHE Ha PUCKA.

Y. 568. (Hos - /IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) U3nbaauTenHaTa areHIus mo
nekapcTBara unpariia napopmanwms 10 EBponeiickaTa areHIus 1o JeKapcTBara 3a u31aIcHUTe pa3pelieHus
mo 4i1. 55a, 56 u S6a.

Ui 57. (1) Usnbnaurennust nupextop Ha MAJI oTkazBa u3gaBaHe Ha pa3pellieHue 3a ynorpeda

WIN YIOCTOBEPEHHUE 3a PErHCTpalis Ha JIEKAPCTBEH MPOIYKT, KOraTo Clie]] OlleHKa Ha J0CHeTOo 1o wi. 27 -
32 ce ycTaHOBH, 4e€:

1. ChOTHOIIIEHUETO TOJI3a/PUCK € HEOJArONPHUATHO, WIIH

2. eKaCHOCTTA Ha JEKAPCTBEHUS MPOAYKT HE € 3allUTeHa YOS AUTEIIHO OT 3asABUTEIIS, UIIU

3. KOJMMYECTBCHMAT W KAYECTBEHHUSAT CHCTaB Ha JICKAPCTBEHHS MPOAYKT HE OTrOBapsT Ha
OIUCaHUA B JOCHETO.

(2) (Hom. - IB, 6p. 71 ot 2008 1., B cunia ot 12.08.2008 r.) U3npaautennusT aupexkrop Ha MAJL
OTKa3Ba M3/JaBaHE Ha pas3pelleHue 3a ynoTrpeda WIM YIAOCTOBEPEHHE 3a PErucTpalusi Ha JEeKapCTBEH
MPOAYKT, KOTaTo HSAKOW OT JAHHHUTE B JOCHETO HE ChOTBETCTBAT HA M3UCKBAaHHSATA HA Wi. 27 - 32 uiu Ha
Hapezabara 1o wi. 42.

(3) Usnbnuutennusat aupexkrop Ha MAJI oTka3Ba peructpanys Ha TPaJWIMOHEH pacTUTENIeH
JIEKapCTBEH MPOIYKT, KOTaTO CJIe/ OIICHKA Ha JOKYMEHTAIMsTa C€ yCTaHOBH, Y€ MPOAYKTHT HE OTTOBAPS Ha
ycnoBusATa 1o wi. 37, ai. 1, JaHHUTE B JOCUETO HE ChbOTBETCTBAT Ha 4iI. 38 wiu:

1. KOMUYECTBEHHUAT ¥ KAUECTBEHUST ChCTAB HE OTTOBAPAT Ha OMHMCAHUTE B JIOCHETO;

2. IEKapCTBEHUAT MPOJLYKT MOKe J1a Ob/ie BpEeJeH IIPU IPaBUIHA yIIOTpeda;

3. maHHHTE 32 TPAAULMOHHATA YIOTpeda ca HeAOCTAThYHU, 0COOEHO KOTraTo (hapMaKOJIOTUYHUTE
CBOWCTBA MJIHM €()MKACHOCTTA HE ca JOKa3aHU Bb3 OCHOBA HA ABJTOTOIUIIIHA YIIoTpeOa U HATPYTIaH OITUT;,

4. (hapMaLeBTUYHOTO KaYECTBO HA JIEKAPCTBEHUS IPOIYKT HE € JOCTAThYHO OOOCHOBAHO.

Un. 58. IlpurexarensT Ha pa3pelIeHHETO 3a ynoTrpeba HOCH OTTOBOPHOCT 3a IMBJIHOTaTa U
JIOCTOBEPHOCTTA HA JAHHUTE B JOCUETO.

Yn. 59. (1) Otka3pt Ha w3nbJIHUTENHUS qupekTop Ha MAJI 3a u3gaBaHe Ha paspelieHUe 3a
ynotpe0a/ya0CTOBEpEHUE 3a PETUCTpallsl Ha JIEKApCTBEH MPOAYKT MOXe Ja Oblie oOkajBaH IO pela Ha
A IMUHUCTPAaTUBHOINPOLIECYAITHHS KOJEKC.

(2) Orka3pT Ha M3NbAHUTENHUS AupekTop Ha MAJI u MoTHBUTE 3a HEro ce IyOJIMKyBaT Ha
CTpaHMIIaTa Ha areHIHsITa B UHTEPHET.

Ui 59a. (Hos - JIB, 6p. 71 ot 2008 1., B cruta ot 12.08.2008 r.) (1) (M3m. - IB, 6p. 102 ot 2012
r., B cuia ot 21.12.2012 r.) B ciaywyaute mo un. 55, an. 2 u 5, HO HE MO-KbCHO OT 9 Meceua mpenu
M3THUYAHETO HAa CPOKa Ha Pa3pelIeHUETO 3a YIoTpeOa/yJ0CTOBEPEHUETO 3a PETUCTPALIUS, TPUTESKATEIAT My
nonasa B MAJI 3asBneHue 3a NOJHOBSIBAHE, MPUAPYKEHO C 000OIIEHO T0CHE 110 OTHOIICHHE HA Ka4eCTBOTO,
0e30MmacHOCTTa W €(PUKACHOCTTA, BKIIFOUMTEIIHO OIICHKA HAa JAHHUTE, ChIbPXKAIIH CE€ B JOKJIATUTE 32
MOJ03UPAHK HEXKEJIaH! JIEKAPCTBEHH PEAKIMU M MEPUOJUYHUTE aKTyaIM3UpaHu JOKJIaau 3a Oe301acHOCT,
M0JIaBaHU B CHOTBETCTBUE C TJlaBa OCMa, U BCUUKH OJJOOPSHH MPOMEHH CIe] U3JaBaHe Ha pa3pelieHHeTo 3a



ynoTtpeda/yaA0CTOBEPEHUETO 32 PEruCTpaLusl.

(2) U3uckBaHusATa KbM JAaHHUTE U JOKYMEHTUTE OT JIOCHETO IO aj. 1 ce omnpenensr B HapeaodaTa
o ui. 42.

(3) B cpok no 120 gHu OT MOCTBHIIBaHE Ha 3asBICHUETO M JOKyMeHTamusTta mo ain. 1 MAJI
OLIEHSIBA KAayeCTBOTO, 0€30MacHOCTTa M €(UKACHOCTTa Ha JIEKAPCTBEHMsS NMPOAYKT M H3TOTBS OLEHBYEH
JIOKJIaJ], KOWTO MpeACTaBs Ha U3IIBIHUTEIHUS nupekTop Ha MAJL.

(4) Koraro ycTaHOBM HEMbJIHOTH W/WJIM HECHOTBETCTBHS B IIPECTaBEHATa JOKYMEHTALUA 110 aJl.
1, MAJl yBemoMmsBa MUCMEHO TpHUTEXKATENIs Ha pa3pelIeHueTo 3a YIoTpeda/yIoCTOBEpEHHETO 3a
perucrtpanys M JaBa YKa3aHUs 3a OTCTpaHsBaHeTo uM. IlpuTexarenaT Ha paspelieHueTo 3a
ynoTpe6a/y10CTOBEPEHUETO 3a pPErucTpalus OTCTPaHsSBAa HEMbIHOTHUTE W/WIM HEChOTBETCTBUSTA B
JOKYMEHTausTa B cpok /10 30 1HU OT JaTara Ha MoJIy4yaBaHE Ha yBEJAOMIIEHHUETO.

(5) B cpox 10 guu ot monydaBaHe Ha OLUEHBYHMS AOKJIAA MO ajl. 3 W3IMBJIHUTETHUAT AUPEKTOP
Ha MAJI um3naBa paspemieHue 3a TOAHOBSIBAHE HA pa3pelIeHUETO 3a YHoTpeda/yJOoCTOBEPEHHETO 3a
perucTpanys Ha JIEKapCTBEHUs MPOAYKT WM MOTUBUPAH OTKa3.

Yn. 596. (Hos - /1B, 6p. 71 ot 2008 1., B cmina ot 12.08.2008 1.) (1) U30bIHUTETHUSIT TUPEKTOP
Ha MAJl oTka3Ba MOJHOBSIBaHE Ha pa3pelICHHETO 3a YNOTpeOa/ylI0CTOBEPEHUETO 3a PErucTpanus Ha
JIEKapCTBEHMSI IPOJTYKT, KOTaTO CJIE]] OLIEHKA Ha AocueTo o wi. 59a, ain. 1 ce yctaHOBH, Ye:

1. nexapcTBEHUAT MPOAYKT € BpeJieH pU MpaBHIIHA YyIIOTpeda, UiIn

2. TATICBA TE€paneBTUYHA €(PUKACHOCT, MU

3. ChOTHOIIIEHUETO TOJI3a/pUCK € HEOJAroNnpHUsATHO TIPH NMPaBUIIHA yHOTpeda, Win

4. KONWYECTBEHUST W KAUYECTBEHMAT CHCTaB Ha JIGKAPCTBEHUS NPOJIYKT HE OTroBapsAT Ha
OIMCaHUs B JOCUETO, WIH

5. naHHWTE B AOCHETO Mo 4wi. 59a, an. 1 ca HeBepHU, UK

6. KOHTPOJBT Ha JICKAPCTBEHHS MPOAYKT W/HIM HAa CHCTAaBKUTE M HAa MEXKIUHHUTE €Talmd OT
MIPOU3BOJICTBEHUS MPOIIEC HE € U3BBPIIBAH WM HE € U3IIBJIHABAHO JAPYrO U3UCKBAHE, IPU KOETO € U3/1aJICHO
pa3peleHneTo 3a MPOU3BOJCTBO, UIH

7. HSIKOU OT JAHHUTE B JOCHETO HE OTTOBAPAT HAa M3MCKBaHUATA Ha WI. 59a, ai. 1 u 2.

(2) Orka3zbT Ha wu3mBAHMUTENHUS JIupekrop Ha MAJl 3a momHOBsiBaHe Ha paspelleHue 3a
ynoTtpeba/yI0CTOBEpEHUE 332 PETUCTPAIMsl Ha JICKAPCTBEH MPOIYKT MOXKE Ja ObJIe oO)kallBaH Mo pela Ha
AJMUHUCTPATUBHOIIPOIIECYATHUS KOJEKC.

(3) Otka3bpT Ha M3BIHUTENHUS TUpekTop Ha MAJL 1 MOTUBUTE ce MyOJMKyBaT Ha CTpaHULIATa
Ha MAJI B unTEpHET.

Y. 598. (Hos - 1B, 6p. 60 ot 2011 1., B cumma ot 05.08.2011 r., u3m. - IB, 6p. 102 ot 2012 1., B
cuna ot 01.04.2013 r.) M3nbaHUTENHATA areHIus 110 JIeKapcTBaTa yBeoMsiBa HalioHamHus cbBeT MO LEHH
u penMOypcHpaHe Ha JICKQpCTBEHHTE MPOIYKTH 3a MPEKPATEHUTE W OTHETHTE pa3pelieHHs 3a ynorpeoda,
KaKTO M 3a HallpaBEHUTE OTKa3W 3a IOJHOBABAaHE HA M3JaJCHU pa3pelleHus 3a ynorpeda Ha JeKapCTBEHU
IIPOAYKTH B 7-IHEBEH CPOK OT U3/1aBAHETO HA CHOTBETHUS aKT.

Pa3znea VI.
IIpoMenn B U31aJeHO pa3penieHne 3a ynorpeda

Un. 60. (1) (U3m. - B, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) Ilpurexarenar Ha
paspenieHue 3a ynorpeba Ha JIGKapCTBEH MPOAYKT € JakxkeH na yBemomu MAJI 3a Bcska mpoMsHa B
YCIIOBUSITA, IPU KOUTO € U3AaJICHO Pa3pEILICHUETO.



(2) (U3m. - IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) [Ipomenute morar aa 6bpaatT oT TUT |
A, tun Ib, Tun II, pasmmpsBane Ha oOXBaTa Ha pa3pelICHUETO 3a YMOTpeda W CIENTHU OTPaHUYUTEITHU
MEpKH 32 O€301aCHOCT.

(3) (M3m. - [IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) YcioBusatra U KpuTepuure 3a
kinacuduKalys Ha MPOMEHHUTE Ce ONPEeTAT ¢ HapendaTa mo ui. 42.

(4) (U3m. - B, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) [IpomsiHa, KOSITO HE cE SIBSIBA
pasmmpsBaHe Ha o0XBaTa M YUATO KiIacu(UKAlMg OCTaBa HEOMpEeeieHa ciell MpUiarane Ha yCIOBUATa U
KpUTEpHUHTE 10 Hapendarta mo wi. 42, ce cMmsaTa 3a npomsiHa ot Tum Ib o noapazoupane.

(5) (HoBa - JIB, 6p. 12 ot 2011 r., B cria ot 08.02.2011 r.) Kato umskmroyenue ot an. 4
NIPOMsIHA, KOSTO HE C€ sIBsIBa PAa3IIMpPsABaHE HA 00XBaTa M YMATO KJIACHU(PHUKAIM OCTaBa HEONpeeneHa cles
IpUJlaraHe Ha yclIOBHUsTa U KpUTEpUUTE Ha Hapeaoarta mo wi. 42, ce cMsta 3a npomsiHa ot tun Il B ciiegnure
CIIy4au:

1. mo WCcKaHe Ha TPUTEXATeNs Ha pa3pelIeHHEeTO 3a ynoTpeda, OTPa3eHO B 3asBICHHETO 3a
MIPOMSIHA;

2. xoraro MAJI crnen oueHka Ha BaNuAHOCTTAa HAa YBEIOMIIEHHETO IO wi. 63 mpeneHu, de
MIPOMSIHATa MOXeE J]a UMa ChILECTBEHO BB3JIEHCTBUE BbpPXY Ka4eCTBOTO, O€30MAaCHOCTTa WK €(hUKACHOCTTA
Ha JIEKapCTBEHUs MPOIYKT.

Y. 61. (U3m. - JIB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) (1) 3a Bcsika mpomsiHa OoT T [
A, tun Ib, T Il wnu pasmmpsBaHe Ha oOXBaTa MPUTEKATENSAT HA pa3pelIeHHeTo 3a ymorpeda Ha
JIEKapCTBEHUS MPOAYKT noaaBa B MAJI oTnenHo yBe1OMIIEHHE, CbOTBETHO 3asIBJICHHUE.

(2) Koraro naneHa mpomsiHa BOJIM JO MPOMSHA B JIAaHHUTE OT KpaTKara XapaKTepUCTHKa Ha
MPOJIyKTa, Ha OMAKOBKAaTa W/WJIU B TUCTOBKATA, TE3W MPOMEHHU C€ NMPUEMAT KaTo YacT OT 3asBeHaTa MPOMSIHA
U 3a TSX HE Ce MojaBa OTACIHO 3asBJICHHUE.

(3) IIputexarenar Ha pa3pelIeHUETO 3a YIOoTpeda MOXKe J1a rpyInupa IPOMEHUTE, KOraTo:

1. yBegoMsBa €IHOBPEMEHHO 3a €IHH M ChUIM MPOMEHH THUll [A B ycClOBUATAa HAa €AHO WIH
MOBEYe pa3pelIeHus 3a yrnoTpeoa,

2. 3asBSBa €IHOBPEMEHHO HSKOJKO TPOMEHHM B YCJIOBHSTAa Ha paspelieHus 3a ynoTpeoa,
MPUHAJISKAIN KbM TTI00aTHOTO pa3pelieHre 3a ynorpebda mo wi. 28, an. 8 Ha J1eKapCTBeHHs MPOAYKT, IPH
YCJIOBHE Y€ ChOTBETHUTE MIPOMEHH TMOMNAJaT B €AMH OT CJICIHUTE CITyYau:

a) eHa OT MPOMEHUTE B IrpymnaTa € pa3lpsiBaHe Ha 00XBaTa Ha pa3pelIeHUeTo 3a yrnoTpeoa;

0) eaHa OT MPOMEHUTE B TpynaTa € npomsina tum II, a Bcuuku octaHaiu MpOMEHH B rpymara ca
MPOMEHH, KOUTO ca CJIEeACTBUE OT npomsiHata Tui II;

B) €/lHa OT IPOMEHUTE B rpynara € npomsiHa tun Ib, a Bcuuku ocrananu npomMeHu B rpymnara ca
MPOMEHH, KOUTO ca CJIEACTBUE OT npomsiHata Tul Ib;

I') BCUYKU MPOMEHH B Tpymara ce OTHACIT caMO A0 MPOMEHH OT aJMHUHHCTPATUBEH XapaKTep B
KpaTKaTa XapaKTepUCTUKA Ha MPOAYKTa, JUCTOBKATA 3a MAIlMEHTa WJIK ONTaKOBKAaTa;

) BCHUUKH TNPOMEHHM B TpylaTa ca NPOMEHH B OCHOBHATa JOKYMEHTAIUsi Ha AaKTUBHOTO
BEILIECTBO, OCHOBHATA JIOKYMEHTAlIUS HA BAKCUHHUS aHTUTEH WJIM OCHOBHATA JJOKyMEHTAIUs 3a IJ1a3MaTa;

€) BCHUKM IPOMEHHU B rpylara ca BbB Bpb3Ka C IPOEKT, MpeJHa3HayeH Ja YChbBBHPILICHCTBA
MPOU3BOJCTBEHUS TPOIEC M KAYeCTBOTO HA CHOTBETHHUS JIEKAPCTBEH MPOIYKT WM HErOBOTO/HETOBHTE
AKTUBHO/aKTHBHH BEIIECTBO/BEIIECTRA;

’K) BCUYKM IMPOMEHU B TpyHara ca MPOMEHHU, KOUTO 3acsiraT KayecTBOTO Ha MaHAEMHUYHA
MIPOTUBOTPUITHA BAKCHHA;

3) BCUUKH IPOMEHH B rpyliaTa ca MIpOMEHU B CUCTEMaTa 3a JIeKapcTBeHa Oe30MacHOCT 1O riaBa
ocMma;

1) BCUYKU MPOMEHH B TpyrmaTa ca CIeACTBHE OT OMpeesieHa CIeNTHa MspKa 3a 0€30MacHOCT U



ca oJaJIeHH B CbOTBETCTBUE C WII. 606;

K) BCUUKH IPOMEHU B TpyrmaTa ca CBbP3aHM C BKJIIOYBaHE Ha MH(pOpMaIHs 3a najeH dapMako-
TepaneBTHYEH KJac;

J) BCHYKM TPOMEHH B Tpylnara ca CJEICTBHE OT OIEHKaTa Ha TEpPHOJMYEH JJOKIal 3a
0€301IaCHOCT;

M) BCUYKH IIPOMEHH B IpyIara ca cjeJICTBHE OT IPOyYBaHe cjell MoTyYaBaHe Ha pa3pelieHue 3a
ynotpeba, IpoBeJeHO MO/ Ha/I30pa Ha MPUTEKATEINs Ha pa3pelIeHHeTo 3a YyIoTpeoa;

H) BCHYKHU MIPOMEHU B TpylaTa ca CJIEJICTBUE OT M3MBJIIHEHHUETO HA YCJIOBHUE B pa3pellcHHe 3a
yroTpeba 1o 4. 56;

3. 3asiBEHUTE MPOMEHM B YCIOBHSTA HA €IHO M CHIIO pa3pelieHre 3a yrnorpeda He momaaar B
ciydaute 1o 1. 2, mpu yciosue e MAJL ce chriacu na NMPUIOKH KbM TE€3M NMPOMEHH €llHAa W ChIIa
npoueaypa.

(4) llpu rpynupane Ha IPOMEHH 110 ajl. 3, T. 2 ¥ 3 MPUTEKATEIAT HA pa3pelIeHHETO 3a yrnoTpeda
nonxasa B MAJI:

1. emMHHO yBEIOMIIEHHE, KOTaTo MOHE €IHA OT MpoMeHuTe € Tul Ib 1 BCHYKM ocTaHamu ca TUI
IA nimm tan 1B;

2. eAMHHO 3asBIIEHUE, KOTaTO OCHOBHATA MpoMsiHa € Tul Il u HUTO efHa OT ApyruTe MPOMEHU He
€ pa3mMpsBaHe Ha 00XBaTa Ha Pa3pEIICHUETO 3a yrnoTpeda;

3. enuWHHO 3asiBI€HHE, KOraTO OCHOBHATa IMPOMsSHAa € paslMpsBaHe Ha o0XBaTra Ha
paspelieHrueTo 3a yrnorpeoa.

(5) 3aemHO ChC 3aABICHHETO, CHOTBETHO YBEIOMJICHHETO MO aji. | wiam 4, mpuTexaTesnsaT Ha
paspelieHrueTo 3a yrnorpeda noaasa:

1. moxymeHTaIus1, CBbp3aHa ¢ MPOMEHHTE, OIpeiesieHa ¢ HapeaoaTa mo ui. 42;

2. TOKYMEHT 3a IUIaTeHa Takca B pa3Mep, onpeeneH ¢ Tapudara mo 4. 21, am. 2.

(6) Msnbauutennusar nupektop Ha MAJI yrBBpakAaBa oOpa3uuTe Ha 3asBJIEHHE, CHOTBETHO
yBeZloMJICHHE 110 aj. 1 u 4, KOUTO ce myOJIMKyBaT Ha MHTEPHET cTpanuiara Ha MAJIL.

Yn. 62. (U3m. - B, Op. 12 ot 2011 r., B cuia ot 08.02.2011 r.) (1) IIpurexarenar Ha
paspelIeHneTo 3a yrnorpedba Moxke J1a mojajae yBeaomieHue 3a npoMeHu Tvm IA B cpok 12 mecena cien
MIPUWJIAraHeToO UM C U3KJIIOUEHUE Ha IPOMEHUTE, KOUTO U3UCKBAT HE3a0aBHO YBEAOMIICHHE.

(2) IIpomenure Tun IA, KOUTO M3NUCKBAT HE3a0AaBHO yBEIOMIICHHE, C€ ONPEAEIAT ¢ HapeadaTa
o 4. 42.

(3) B cimyuauTe 110 aj1. 2 mpUTEKATEIAT HA pa3pelIeHueTo 3a yrnoTpeda mojaaBa yBeIoMIICHUE 3a
npomsiHata Tur [A He3abaBHO ciel IpUIaraHeTo .

(4) B 30-nHeBeH CpoK OT Mojly4yaBaHe Ha yBEJAOMIJIEHHETO 1O al. 1, choTBeTHO no ain. 3, MAJI
yBeJIOMsIBa IIPUTEKATEIS HA pa3peleHueTo 3a yrnorpeoa:

1. manm mpomsHaTa/MPOMEHHUTE ce TpUeMa/IpueMar MM He; KOraTo MPOMSHATa/IPOMEHUTE HE
ce IpueMa/npuemar, ce moco4BaT MOTUBUTE 32 TOBA, U

2. nanu NpoMsiHaTa/TIPOMEHUTE BOAM/BOSAT 10 MIPOMSIHA HAa TAaHHUTE B U3aJICHOTO pa3pelieHne
3a ynoTpe0a; KoraTo ce Hajara IIpoMsiHa B U3JJa/ICHOTO pa3pelleHue 3a ynorpeda, ce npuiara ui. 64a.

(5) IpurexarensaT Ha pa3pelIeHHETO 3a ynorpeba MpeycTaHoBsBa He3a0aBHO MpHJIAraHETO Ha
ChOTBETHATa/ChOTBETHUTE MpOMsHa/mpoMeHu Tull [A cien nmoiayyaBaHe Ha yBenomiieHue 1o ai. 4, T. 1 3a
HEeTpUEMaHe.

Y. 63. (U3m. - [IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) (1) KoraTo yBegomiieHuero 3a
npomsiHa tun Ib oTroBapst Ha u3nuckBanusATa Ha wi. 61, MAJI yBenomsiBa mpuTexartenst Ha pa3pelIeHUETOo 3a
ynotpeba, ue yBeIOMJICHHETO € BAJIMAHO U MIOCOYBA JlaTaTa, OT KOSTO CPOKBT IO ajl. 2 3a1oyBa Ja Teye.



(2) B 30-gueBen cpok oT mnosyyaBaHe Ha BanuaHo yBenomuienue MAJL onensiBa mopaaeHara
JOKYMEHTAIUs ¥ YBEIOMsBaA MMPUTEKATENsI Ha pa3pelIeHHeTo 3a yrnoTpeoda:

1. manmu onmoOpsiBa mpoMsiHaTa WJIM HE; KOraro NpOMsHaTa He ce 0J00psBa, ce MOCOYBaT
MOTHBUTE 3a TOBa, U

2. manyd mpoMsHaTa BOAU IO MPOMSHA Ha JaHHUTE B U3JAJCHOTO pa3pelleHue 3a ymnoTpeoda;
KOraTo C€ Hajiara nmpoMsiHa B U3/1aJICHOTO pa3pelieHune 3a ynorpeda, ce npuiara 4j. 64a.

(3) Koraro B cpoka mo an. 2 MAJI ycTaHOBH HECHOTBETCTBHUS B IOJaJIeHATA JTOKYMEHTAIUS C
M3MCKBAaHUATA Ha 3aKOHAa M HapeabaTta mo 4i. 42, TS yBeIOMsBa INPHUTEXATels Ha pa3pelieHueTo 3a
yroTpeoa.

(4) B 30-mHeBeH CpOK OT MOJy4yaBaHE Ha YBEJOMJICHHETO MO al. 3 TNpUTEKATEeNAT Ha
pa3pelieHneTo 3a ynorpeda Moxe JAa MPOMEHHU WIN JOITbIHU JOKYMEHTAIUATA.

(5) Koraro B cpoka mo an. 4 mpuTexaTelaT Ha pa3pelieHHeTO 3a yrnoTpeda He MpeAcTaBU
NpPOMEHEHAa WM JONbIHEeHa nokyMmeHTanus, WMAJl mpekparsBa mporenypara M yBEIOMsSBa 3a TOBa
MIPUTEXKATEII Ha pa3pelieHueTo 3a yrnoTpeoa.

(6) B 30-gHeBeH Cpok OT IOJy4yaBaHE Ha IpOMEHEeHaTa JoKyMmeHTauus no ain. 4 HAIJI
yBeZOMsBa MPUTEKATEINSI HAa Pa3peLICHUETO 3a yroTpeoda:

1. manmu onoOpsiBa mpoMsiHaTa WJIM HE; KOraro IpoMsHaTa He ce 0J00psBa, ce MOCOYBaT
MOTHBUTE 3a TOBA, U

2. manyd mpoMsHaTa BOAU J0 MPOMSHA Ha JaHHUTE B U3JaJCHOTO pa3pellieHue 3a ynoTpeoda;
KOraTo C€ Hajiara nmpoMmsiHa B U3/1aJICHOTO pa3pelieHue 3a ynorpeda, ce npuiara 4. 64a.

(7) IlpuTexxatenar Ha pa3penieHueTo 3a ynorpeda npuiiara ogoopenara npomsina tun Ib cren
NoJIyyaBaHe Ha yBEJIOMIIEHHE 110 al. 2, T. 1, CbOTBETHO 1o ai. 6, T. 1 3a 0100psiBaHe HA MPOMSHATA.

Un. 64. (U3m. - IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) (1) Koraro 3asBrnenueto 3a
npomsHa tul Il otroBapst Ha n3nckBanusaTa Ha Wwi. 61, MAJI yBegoMsBa npurexaresns Ha pa3pelieHueTo 3a
ynotpeba, e 3asiBICHHUETO € BaJHIHO, KaTO I0COYBA JlaTaTa, OT KOATO CPOKBT I10 ajl. 2 3alloyBa Ja Teye.

(2) B 60-nHeBeH cpok OT moJiydaBaHe Ha BalnuaAHO 3asiBieHue MAJI U3roTBs oueHbYEH TOKIaL]
3a MpoMsTHATA.

(3) CpoksbT 1o an. 2 Mmoxe n1a ob1e:

1. HaMaJIeH MPU CTCIIHU CITyYan, KOUTO ca CBhP3aHu ¢ Oe30ImacHaTa yrnoTpeda Ha JISKapCTBEHUS
MPOIYKT, WIH

2. ynemkeH A0 90 1HU pu MPOMSIHA, C KOSITO CE U3MEHS WM 100aBsi TEpAalleBTUYHO MOKAa3aHHE.

(4) Korato MAJI ycTaHOBM HECHOTBETCTBHUS B IOJIaJIeHATa JOKYMEHTAIMs C M3WCKBAHUATA HA
3aKOHa M HapembaTa mo wi. 42, TS yBEAOMsBA IpPUTEXKATeNs HAa Pa3pelIeHUEeTo 3a ynorpeda u ompenens
CPOK 3a IIPEIOCTaBSIHE HA TOMBJIHUTETHATA HH(OPMAITUS U JOKYMECHTAIHS.

(5) B cnyuauTe 1o an. 4 cpokbT 10 ajl. 2 ciupa Ja Teue 0 MPeJCTaBsIHETO Ha JOMbIHUTETHATA
uH(pOpMaIU U JTOKyMEHTAIHS.

(6) B cpok 10 15 1HU OT M3TOTBSIHE HA OLIEHBYHUS JOKJIAl U3MBJIHUTECITHUAT qupekTop Ha MAJT:

1. omoOpsiBa MpoOMsIHATA WM TIPaBM MOTHBHPAH OTKAa3 M yBEJOMSBA 3a TOBA MPHUTEKATENs HA
paszpeleHueTo 3a ynorpeoa;

2. yBeoMsIBa TIPUTEXKATENSI HA Pa3pelIeHUETo 3a yrnoTpeda Aanu ogo0peHaTa mpoMsiHa BOAU 10
MpOMsIHA Ha JIAaHHWTE B M3JaJICHOTO paspelieHue 3a ynorpeda; KoraTo ce Hajara MpoMsiHa B U3JIaJI€HOTO
paspelleHue 3a ynorpeda, ce mpuiara 4i. 64a.

(7) TpurexatensT Ha pa3pelICHUETO 3a yIoTpeda MOXKe J1a MPHUIIOKU 0I00peHaTa IMPOMSHA THIT
Il camo cnen n3aBaHeTo Ha pa3pelleHHE 3a MPOMsHA 110 4Jjl. 64a.

UYn. 64a. (Hos - /IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) M30bJIHUTETHUSIT TUPEKTOP HA



NAJI u3naBa pa3peieHue 3a IpoMsiHa B pa3peIieHueTo 3a yrnorpeda B CpoK:

1. Tpuagecer THU OT W3[IaBaHE HA YBEIOMJIEHHUETO MO wi. 62, an. 4, T. 2, wi. 63, an. 2, T. 2,
CBOTBETHO 4. 63, an. 6, T. 2 win ui. 64, an. 6, T. 2, KOraTo ChbOTBETHATa MPOMsIHA BOAM 0 YAbJKaBaHE C 6
Mecela Ha CpoKa, mocodeH B wieH 13, maparpadu 1 u 2 ot Pernmament Ne 1768/92 na Cwveera (EMO) ot 18
1oHU 1992 . OTHOCHO CH3aBAHETO Ha JAOMBIHUTENCH CepTU(HKAT 32 3aKpUiia Ha JIEKAPCTBEHUTE MPOIYKTH,
B choTBeTCTBUE C Wi. 36 0T Permament (EO) Ne 1901/2006;

2. MECTAECET IHU OT U3/laBaHE HAa YBEJOMJICHUETO MO 4Wi. 62, ai. 4, T. 2 - Ipu IpoMeHu Tt [A,
KOUTO HE U3UCKBAT HE3a0aBHO YBEJOMSBAHE;

3. IeCTAECET AHU OT U3J]aBaHe Ha YBEIOMIICHHETO 1o wi. 64, an. 6, T. 2 - 3a npomenu tur [I;

4. CTO ¥ OCEMJIECET JIHU - BbB BCUUKH OCTaHAJU CIIly4au.

Ui. 646. (Hos - /IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) (1) [Ipu npomeHu, OTHACAIIN Ce
70 TIPOMEHM B AKTUBHOTO BEIIECTBO 3a LIEJIMTE HAa E€XKETOAHATA aKTyajdu3alus Ha IPOTUBOTPUIIHUTE
BAaKCHHU, TPHUTESKATEIAT Ha paspenieHueTo 3a ymorpeda mojmaBa B MAJI 3asBieHue, NMpUAPYKEHO C
JOKyMEHTaIus, onpezeneHa ¢ Hapendara mo wi. 42. B 7-nueBen cpokx MAJI mpoBepsiBa mbiHOTaTa Ha
nojiazieHaTa JOKyMEHTaIHsl.

(2) Koraro 3asBieHHeTO OTroBaps Ha U3UCKBaHMsATa Ha ai. 1, IAJI yBegomsiBa mpuTexaTens Ha
paspeleHueTo 3a ynorpebda, 4e 3asBICHHETO € BaJIMJHO, KaTo IIO0COYBA JaTara, OT KOATO CPOKBT MO ail. 3
3aroysa Jia Teye.

(3) B 45-gneBen cpok OT moliyyaBaHe Ha BayuIHO 3asBiaeHue MAJI onieHsiBa foKyMeHTauusTa 1
U3TOTBSI OLIEHBYEH JOKIAJ.

(4) MzmbnHuTenHaTa areHUMs IO JIeKapcTBaTa MOXE Ja HW3MCKa OT MpUTeXarens Ha
paspelieHueTo 3a ynorpeda Ja MpelicTaBd KIMHUYHUTE JAHHU M JaHHUTE 3a CTAaOMJIHOCTTAa Ha
JeKkapcTBeHusl MpoAyKT. llpurexarenstT Ha paspemieHueTo 3a ymnoTpeba mpenctaBs B MAJl usuckanute
JTAaHHU B CPOK 12 AHM OT MU3THUYAHETO Ha CPOKa M0 ai. 3.

(5) U3npaauTenHaTa areHuus Mo jekapcTBara OleHsIBa JOKYMEHTAIUsATa U B3eMa OKOHYATEIIHO
peuieHre B cpok 10 qHM OT NoJyyaBaHETO HAa AAHHUTE IO aj. 4, KaTo U3aBa pa3pelieHUE 3a MPOMsIHA WIH
OTKa3.

Ui 65. (1) Koraro npurexxarensT Ha pa3pelieHHEeTo 3a YnoTpeda yCTaHOBU PHCK 3a 3APaBETO
npH ynoTpebaTa Ha JeKapCTBEHUS MPOAYKT, TOW MpeanprueMa CrielH OTPaHUYUTEIHE MEPKU U He3a0aBHO
yBenoMmsBa nucmeHo MAJL

(2) UznmpaHuTENHATA areHIUs 10 JEKapcTBaTa Ce MPOM3HACS M0 MEPKUTE B CPOK 24 daca OT
YBEJIOMJICHHUETO.

(3) Korato MAJI He ce mpou3Hece B CpoKa 1o aj. 2, cMsTa Ce, 4e MEPKHUTE ca O00PECHH.

(4) Korato MAJI ycraHoBM, ue KMMa pHCK 3a 3[paBeTO Ha XopaTa OT ymorpebaTa Ha
JICKapCTBEHHUS TPOAYKT, Pa3loOpekaa Ha MPHUTEKATeNs Ha pa3pelieHueTo 3a ynorpeba ga mpeanpueme
He3a0aBHO OrpPaHUYUTETHH MEPKHU.

(5) B ciiyuaute o an. 1 u 4 npuTexkaTensT Ha pa3pelIeHHETo 3a ynorpeda Ha JIeKapCTBEHUs
NnpoAykT chriiacyBa ¢ MAJI HaurHa U CPOKOBETE 32 BbBEXKAAHE HA MPEINPUECTUTE MEPKH.

(6) IlpuTtexxaTenaT Ha pa3pelIeHHeTO 3a yNoTpeda Ha JIEKapCTBEHUS MPOAYKT I0JAaBa [0
U3NbIHUTENHUS qupektop Ha MAJI 3agBrneHue 3a mpomsiHa o pena Ha 4wi. 64 He Mo-KbCHO OT 15 nHu cnen
JaTtara Ha MpeArnprueMaHe Ha MEPKUTE.

Un. 66. (1) (U3m. - JIB, 6p. 12 or 2011 r., B cuna ot 08.02.2011 r.) Ilputexarenar Ha
paspelieHue 3a ymnorpeda Ha JIEKapCTBEHUS MPOAYKT MOJaBa 3asBICHHE 3a pa3lIMpsBaHe Ha oOXBara Ha



M371aJICHOTO pa3pelIeHue 3a ynorpeda mpu:

1. mpoMsiHa Ha aKTUBHOTO/aKTUBHUTE BEILIECTBO/BEIIECTBA:

a) 3aMsHa HA XUMHUYECKH AaKTHBHO BEIIECTBO C pAa3JIMYeH KOMIUIEKC/JEpPUBAT, BKIIIOYBAII]
coJi/ectep, ChC ChIATa TEPANIEBTHYHA YACT, IPH KOETO XapaKTEPUCTUKHUTE Ha e(hUKACHOCTTA/0€30MacHOCTTa
HE Ce pa3jnyaBaTr ChIECTBEHO;

0) 3aMsHa ¢ pa3UYeH U30Mep, pa3IndHa CMEC OT U30MEPH, 3aMsHa Ha CMEC C H30JIUPAH HU30Mep
(Hampumep Ha paleMar ¢ ©QUHUYEH EHAaHTHOMEp), IMpPH  KOETO  XapaKTepPUCTUKHUTE  Ha
e(eKTUBHOCTTA/0€30MaCHOCTTa HE CE PAa3INYaBaT ChIIECTBEHO;

B) 3aMsiHa Ha OWOJIOTMYHO AKTHBHO BEIECTBO C TaKOBa, KOETO MMa MAaJIKO IO-pa3jinyHa
MOJIEKYJISIPHA CTPYKTypa, MPU KOETO XapaKTEePUCTUKUTE Ha e(EeKTHBHOCTTA/0€30MacHOCTTa HE Ce
pa3ryYaBatr ChIIECTBEHO, C M3KIIOYCHIE HA IPOMEHH B aKTUBHOTO BEIIECTBO HA CE30HHA, MPENaHIeMUIHA
WM MaHJeMUYHA TPOTUBOTPUITHA BAKCHHA 32 YOBEILIKa yrnoTpeda;

') IPOMsIHA Ha BEKTOpPA, U3IOJI3BAH 3a MPOU3BOJICTBOTO HA aHTUTCHA WIIM MU3XOHUS MaTepHal,
BKJIFOUMTEIHO HOBAa OCHOBHA KJ€ThbuHa OaHKa OT JPYr HM3TOYHUK, NPU KOETO XapaKTePUCTHKUTE Ha
e(peKTUBHOCTTA/0E3BPETHOCTTA HE CE Pa3INyuaBaT ChIIECTBEHO;

J) HOB JIMTaH/I MJIM CBBP3BaIll MEXaHU3bM 32 panodapMaIleBTHK, PH KOUTO XapaKTECPUCTUKHATE
Ha e()eKTUBHOCTTA/0€30IaCHOCTTA HE C€ pa3inyaBaT ChIIECTBEHO;

€) TpoMsHA B CKCTPAXUpANIUs Pa3TBOPUTET WJIA B CHOTHOIICHUETO PACTUTEITHO
BEIIECTBO/PACTUTENIEH Mpenapar, NP KOETO XapaKTePUCTHKUTE Ha ePUKACHOCTTa/0e3BPEIHOCTTa HE ce
pa3ianyaBat ChIECTBEHO;

2. mpoMsiHa B KOJHMYECTBOTO HAa AKTUBHOTO BEIIECTBO, JEKapcTBeHaTa ¢opmMa U IbTI Ha
BBBEKIAHE:

a) MpoMsiHa B OMOHAJIMYHOCTTA;

0) mpoMsHa BB (hapMaKOKHHETHKATa, HAlIpUMEp MPOMsHA B CKOPOCTTa Ha OCBOOOK/1aBaHE;

B) IIPOMSTHA HJTK JT00AaBSTHE HA HOBO KOJIMYECTBO HA aKTUBHOTO BEIIECTBO/aKTHBHOCT;

') MpOMSsIHA WJIU T00aBsSIHE Ha HOBA JIEKapCcTBeHA (popma;

1) TpoMsiHa WM J100aBsiHE Ha HOB T Ha BBBEXKIAHE - MPU MAPCHTEPAIHO TPUIOKEHUE €
HEOoOXOUMO Ja ce TpaBH pasTpaHWUYCHHE MEXIAy HWHTpaapTepUaICH, HWHTPABEHO3EH, WHTPAMYCKYIICH,
MOJIKOXEH U JPYTH IIBTHINA HA BHBEXKIAHE.

(2) 3asBnenuero o ain. 1 ce mogaBa 3aeAHO ¢ JOKyMeHTalusaATa o wi. 27, an. 1, 1. 10, cBbp3ana
C MPOMEHHUTE 110 ai. 1.

(3) UsuckBaHusATa KbM JOKYMEHTAIMSTA IO aJI. 2 CE OMPEACIAT B HapeadaTa 1mo 4. 42.

(4) HanmeHOBaHMETO HA JIEKAPCTBEHMSI MMPOAYKT B U3/1aJICHOTO pa3pellieHne 3a pa3lupsiBaHe Ha
o0XBaTa Ha MbPBOHAYAIHOTO pa3pelieHne 3a ynorpeda He ce MPOMEHSI.

(5) 3maBaHeTo Ha pa3pelicHHWE 3a pa3IIUPsBaHE 00XBaTa Ha BeUue HM3/AJCHO Pa3pelicHUE 3a
ynotpeba Ha JIeKapCTBEH MPOAYKT Ce U3BBPIIBA MPU YCIOBUATA U IO peAa Ha 4. 49 - 51.

Y. 67. (1) IlpurexarensT Ha pa3pelIeHHETO 3a yrnoTpeOda Ha JICKapCTBEHHUS MPOIYKT IOJaBa
3asBJICHUE 3a U3J]aBaHE HAa HOBO pa3pelleHue 3a yrnoTpeda npu:

1. ngobaBsHEe WM TNpeMaxBaHE Ha €IHO WWJIM IIOBeYe AaKTUBHU BEIIECTBA, BKIIOYUTEIIHO
AHTUTC€HHU KOMIIOHEHTH 33 BAKCUHUTE;

2. MpoMsiHa B KA4eCTBOTO HA AKTHBHOTO BEIECTBO, MOCOYEHA B JOCHETO, KOATO IMPOMEHS
CBHILIECTBEHO XapaKTEPUCTUKUTE 32 0€30MaCHOCT U €PUKACHOCT HA JIEKAPCTBEHUS MPOIYKT, U IPOMEHEHOTO
BELIECTBO CE OIPEIENs KaTO HOBO;

3. no0aBsiHE HAa HOBO WJIM IPOMSIHA Ha CHILECTBYBAIIOTO [MOKAa3aHUE 3a JIeYeHHE, MpoduiakTuka
WM TUATHOCTHKA B IPyTa TepaneBTUYHA 00JacT.

(2) (Homa - JIB, 6p. 71 ot 2008 r., B cumna ot 12.08.2008 r.) [IputexaTensT Ha pa3pelIeHUETo 3a



ynoTtpeba Ha JIEKapCTBEHHUsI MPOIYKT IOJaBa 3asBJICHUE 3a M3JaBaHEe Ha HOBO pa3pelIeHue 3a yrnorpeoa,
KOraTo 3asBJICHUETO 3a MOJHOBSIBAaHE Ha pa3pelIeHHeTo 3a ynorpeda He e MoIaZeHo B cpoka o 4. 59a, ain.
1.

(3) (Ilpegumna an. 2 - IIB, 6p. 71 ot 2008 r., B cria ot 12.08.2008 r.) 3asBieHueTo ce
MpHUIpYKaBa OT JOKYMEHTAIlHs, OIpe/esieHa B Hapeaoara mo ui. 42.

(4) (ITpepumina an. 3, gom. - JAB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) B cnyuyaute mo ai.
1 u 2 ce npuiiara npoueaypara mo 4i. 49 - 51.

Un. 68. (U3m. - [IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) Ilpurexarenar Ha
pasperieHue 3a ynorpe6a/yJoCTOBEPEHUETO 3a PErHCTpaLiusl Ha JEKapCTBEH MPOAYKT € JUIbKEH J1a:

1. oTYMTa MOCTHMKEHUATA HA HAYYHO-TEXHUYECKHUS MPOrpec U Ja BbBEXk/1a BCUUKH HEOOXOIUMHU
MIPOMEHHU B JJOKYMEHTaIusTa 1o wi. 27, an. 1, . 7 u 8 ¢ 1en JeKapcTBEHUIT NIPOAYKT Ja C€ MPOU3BEXKIA U
KOHTPOJIMPA ChITIACHO OOIIONPUETUTE HAYYHU METO/IU; IIPOMEHUTE C€ M3BBPIIBAT IO Pea Ha TJIaBH TPeTa U
nerTa;

2. nogaBa He3abaBHO B MAJI Bcsika HOBa MH(OpMAIUA, KOATO MOXE Ja HAJIO0XU IPOMSHA B
JAHHHUTE U JOKYMEHTHTE MO 4. 27 - 32 U B KpaTKaTa XapaKTepUCTHKA HA MPOIYKTa;

3. uadopmupa Begnara MAJI 3a Bcska 3a0paHa MM OrpaHMYEHHE, HAJIOKEHO OT PEryJIaTOpHH
OpraHu Ha JAPYTU AbP>KaBH, B KOUTO JIEKAPCTBEHMST MPOJYKT € IyCHAT Ha Ia3apa, 3a MPUYMUHUTE, 10paTu
KOUTO Ca HAJIOKEHU TE3U MEPKH, KaKTO U 3a BCAKa JIpyra HOBa MHGOpMaIus, KOSITO MOXKE Ja MOBJIHsIE Ha
OLIEHKAaTa Ha TOJI3UTE U PUCKOBETE HA CHOTBETHHUS JICKAPCTBEH MPOAYKT; MH(POpPMALUATA BKIIOYBA KAKTO
MOJIOKUTETHUTE, TaKa U OTPULIATETHUTE PE3YJITaTH OT KIMHUYHUTE U3MUTBAHUS WIH IPYTH IPOYYBaHUs Ha
BCUYKH MMOKa3aHUs U MOIYJIAIUK, HE3aBUCHMO JIajIM Ca BKJIIOUYEHHU B pa3pelIeHHETo 3a ynorpeda, KakTo H
JaHHM 3a ynorpebara Ha JIEKAPCTBEHUS MPOAYKT, KOTaTo Ta3u ynorpeba € H3BbH YCIOBHATa Ha
paspeleHueTo 3a ynorpeoa;

4. cpXxpaHsiBa M aKkTyaJdu3upa MHGOpMAIMITA 32 JIEKAPCTBEHHS MPOAYKT C TEKYIIUTE HAYYHU
MO3HAHUS, BKIIOYUTEIHO 3aKIIOYCHHATa OT OICHSIBAHETO U MPEenopbKuTe, MmyoiukyBanu Ha EBporelickus
MHTEPHET NOpTaJl 3a JIEKAPCTBEHU NPOAYKTH, Ch3JaJEH B ChOTBETCTBHE ¢ wieH 26 oT Pernament (EO) Ne
726/2004 na EBponeiickust nmapiaMeHT U Ha CbBeTa;

5. pa3npocTpaHsBa JEeKapCTBEHHs MPOIYKT C MOCIEAHO 0JJ00peHaTa KpaTka XapaKTepUCTHKa Ha
MPOJYKTa U JIUCTOBKA 3a MallUeHTa;

6. (HoBa - JIB, Op. 18 ot 2014 r.) uadopmupa MAJI 3a BcIko mMpeanprueTo OT HEro NEHCTBHE,
CBBP3aHO C BPEMEHHO CIIMPAHE MPEAJAaraHeTo Ha [a3apa Ha ONPE/EIICH JIEKapCTBEH NPOAYKT, U3TETIISIHE OT
raszapa Ha OIpeJeseH JIEKapCTBeH MPOAYKT, UCKaHE 3a MpeKpaTsBaHe Ha pa3pelleHue 3a yrnorpeda wiu
3asBEHO HaMEpEHHE 3a HEIMOJHOBSIBAHE Ha Pa3peIICHUETO 3a ynoTpeda, KakTo M Jla MOCOYM HMPUYHHHUTE,
Mopajy KOUTO € MPEANPUETO TOBA JACUCTBUE; B T€3H CIIydad MPUTEXKATENAT HAa pa3pelIeHHETo 3a ynorpeda
JeKJIapupa Jajau NpeArpreTuTe OT Hero ASUCTBUS ce AbKAT Ha HAKOE OT OCHOBAHMATA MO Wi. 276 WK 10
. 277,

7. (HoBa - JIB, Op. 18 ot 2014 r.) nuadopmupa MAJI, ako aeicTBusATa 1o T. 6 ca MPEANPUECTH B
TpeTa IbpXKaBa U ce AbJDKAT Ha HAKOE OT OCHOBAHUATA 110 4iI. 276 v 1o ui. 277,

8. (moBa - JIB, Op. 18 ot 2014 r.) uadopmupa EBporelickaTa areHIus 1o JeKkapcTBara, Korato
JEeNCTBUATA IO T. 6 U 7 ca IpeaIpUeTH Ha OCHOBaHue wi. 276 u 277,

9. (moma - /IB, 6p. 18 oT 2014 r.) ocurypsiBa 10CTaTHYHHU KOJIMYECTBA OT JICKAPCTBEHHUS MPOIYKT
3a 3aJI0BOJIsSIBaHE Ha 3[jpaBHUTE MOTPeOHOCTH Ha HacelneHueTo Ha PemyOnuka boiarapus;

10. (noBa - IB, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 1.) mpexoctasst na UAJL, exxeceAMUIHO
WIM TpU IPOMsHA Ha OOCTOSITENICTBATa, Ype3 CIelUalli3hpaHaTa eJIeKTpOHHA cucTema mo ui. 2176, an. 1
uHpopManus 3a:

a) JocTaBeHMTe Ha TepuTopusita Ha PenyOnmuka beiarapus konumdecTBa, MOCOYEHH I1O



JIEKapCTBCHH MPOIYKTH, BKItOueHU B [lO3UTHMBHHUS JIEKAPCTBEH CHHCHK, HA KOWTO € TpPHUTEXaTel Ha
paspeleHueTo 3a ynorpeoa;

0) THPrOBIMTE HA €IPO, HA KOWTO Ca JOCTABEHU KOJIMUYECTBATA JIEKAPCTBEHH MPOIYKTH MO OYKBa
uan;

B) JlaTaTa, Ha KOSTO ca U3BBPIICHHU JOCTaBKUTE 1o OykBu "a" u "0";

I') HAJIAYHUTE B CKIIAJJOBETEC KOJHMYECTBA, IMOCOUYCHH IO JIEKAPCTBEHH IMPOIYKTH, BKIIOUCHU B
[To3uTUBHUS JIEKapCTBEH CIHUCHK, HA KOUTO € MpUTEeXKaTel Ha pa3pelieHneTo 3a ynorpeoa.

(2) Iputexatenar Ha pa3peuIeHUETO 3a yIoTpeOa/yT0CTOBEPEHUETO 32 PETUCTPALIUS € JIIbKECH
nipu nouckBane ot MAJI ga npeacrasu:

1. JaHHM B MOJKpeETa Ha MOJOXKUTEITHOTO CHOTHOIIEHHE MOJI3a/PUCK 32 IEKAPCTBEHHUSI IPOTYKT;

2. (u3m. - JIB, 6p. 18 ot 2014 r.) nanHu 3a obema Ha MpoJaXOUTEe Ha JIEKAPCTBEHUS IPOAYKT U
BCAKaKBa Apyra uHGOpMalus, C KOSITO MPUTEKATENAT Ha pa3pelieHrueTo 3a ynorpeda pasmoiara, OTHOCHO
obOeMa Ha JIEKapCKUTE MPEANMCAHUS 33 TPOIYKTa,

3. Komue OT OCHOBHATa JOKYMEHTAaIlusi Ha CHCTeMara 3a MpociesBaHE Ha JieKapcTBEHaTa
0€30IacHOCT.

(3) [IpuTexaTenar Ha pa3pemieHneTo 3a yrnorpeda npenocrasst Ha MAJI mokymeHTanusra mo ai.
2, T. 3 B 7-THEBEH CPOK OT MOJyuyaBaHEe Ha UCKAHETO.

Y. 68a. (Hos - JIB, 6p. 67 ot 2020 r.) [IpuTexaTensaT Ha pa3pelieHue 3a yrnorpeda ocurypsna
BBBE)KJAHETO Ha MHAWBUAYAIHUS UACHTH(PHUKAIUOHEH Oener mo wi. 168, an. §, T. 1 Ha Bcska OmakoBKa B
cUCTeMaTa OT perucTpu B cboTBeTcTBHE ¢ [lenerupan pernament (EC) 2016/161.

Yn. 69. (1) (U3m. - B, 6p. 67 ot 2020 r.) IlputexkaTensT Ha paspelieHHe 3a ynorpeda Ha
BaKCHHA WJIM HAa UMYHOJIOTUYCH JICKApPCTBEH MPOAYKT, MPEHA3HAYCH 32 UMYHU3AIMs, TIPEIN ITyCKAaHETO Ha
BCsKa MapTHAa OT MPOAYKTa Ha Masapa € JuIbkeH Ja npeactasu B MAJIL:

1. 3agBieHue no oOpaszen, yTBbpP/IEH OT U3IBIHUTEIHMS JupekTop Ha NAJT;

2. MOCTpPH OT KpalHUS MPOAYKT W/HIK MOCTPH OT MPOAYKTa B HACHUIIHO ChCTOSIHHE/HEPa3JSAT
MPOIYKT, W/UIIK MOCTPH OT MEKIMHHH U U3XOJHU MPOIYKTH B KOJIMYECTBA, TOCOYCHU B PHKOBOACTBOTO 32
O0CBOOOXKIaBaHEe Ha TMapTHIa JIEKApCTBEH IMPOAYKT OT O(QHIMalieH KOHTPOJIEH OpraH, H3JaJeHO OT
EBporneiickus qupeKkTopar mo KauecTBOTO Ha JIEKAPCTBEHUTE MPOIYKTH U 3/IpaBEOINa3BaHE;

3. TpPOTOKOJIM 3a TPOM3BOJICTBOTO M KAueCTBEHWS KOHTPOJ Ha MapTuiara, M3AaJCHH OT
MPOU3BOJUTENSA, KOUTO ca ChOOpa3eHW Karo MHHUMYM C JIlaHHUTE, [OCOYeHH B oOpasena or
aJIMUHHUCTpaTHBHATa TMpoueaypa Ha EBpomeilckust TupekropaT IO KadecTBOTO Ha JieKapcTBaTa H
3/IpaBeoria3BaHe 3a 0CBOOOXK/IaBaHe Ha MapTUAa OT O(UIlMaIeH KOHTPOJIEH OpraH.

(2) IIpurexarenar Ha pa3pelICeHUETO 3a yNOTpeda Ha HOBH HMYHOJIOTMYHHU JIEKAPCTBEHU
MPOAYKTH WM HAa WMYHOJOTHYHH JICKAPCTBCHHW IPOIYKTH, INPOW3BEIACHH C HOBH WM IPOMCHCHH
TEXHOJIOTUM WJIM C TEXHOJOTHH, HOBU 3a OTJAENECH MPOU3BOAUTEN, M3IIBJIHABA 3aIbJDKEHUATA MO an. 1 3a
KOHKPETHHSI IEPHO/I, TIOCOYCH B PAa3pEIICHUETO 32 yrnoTpeoda.

(3) (Hom. - B, 6p. 67 ot 2020 1.) B cpox 60 gHM OT AaTaTa HA MPEAOCTABSHE HA ITBJIHUS
KOMIUIEKT JMoKymMeHTH WAJl u3BBpIIBA OILIEHKA Ha MPOTOKOJIUTE OT IMPOU3BOJICTBOTO U KAaYECTBEHHUS
KOHTPOJI Ha UBU BaKCUHU, UMYHOJIOTMYHU M HOBU UMYHOJIOTHYHHU JIEKaPCTBEHU MPOIYKTH U U3MHUTBAHE Ha
MPEIOCTABeHUTE MOCTPHU B aKpeAUTHpaHa JIabopaTopus WK Apyra oduiuaiHa 1aboparopus 3a KOHTPOII, 3a
Jla YCTaHOBH JAJIM JIEKAPCTBEHUTE MPOAYKTH 10 ajl. 1 ¥ 2 ca MpOM3BEACHN B CHOTBETCTBUE C OJIOOPEHUTE
cnenuduKaIum.

(4) (U3m. - IB, 6p. 67 ot 2020 r.) [Ipu monoxxuTesaeH pe3yarar OT OlleHKaTa U U3MUTBAHETO MO
an. 3 UAJI u3naBa ceptudukar 3a ocBOOOXK/1aBaHe Ha MapTUATA.

(5) (M3m. - IIB, Op. 67 ot 2020 r.) Cepruduxar 3a ocBOOOKAaBaHE HA MapPTHAA CE U3aBa OT
M3ITBJIHUTETHIS AupekTop Ha MAJI ninm oT onpaBOMOIIEHO OT HETO JTHKHOCTHO JIMIIE W TIPEIN ITyCKAaHETO



Ha TMapTUAaTa OT JICKAPCTBEHUsS MPOAYKT Ha IMa3apa B JPYTH IbPKaBU - M0 MCKAHE HA MPUTEKATEIS Ha
paspelleHneTo 3a ynorpeda Ha jgekapcTBeHUs NpoAyKT. KbM 3asBiieHneTo ce mpeacTaBsiT MOCTpPH 1o ai. 1,
T. 2 ¥ IPOTOKOJIH 32 MPOU3BOJICTBOTO U KAUECTBEHUS KOHTPOJ Ha MapTUaaTa, U3AaIeHU OT MPOU3BOAUTEIS,
KOUTO ca ChOOpa3eHHW KaTo MUHHUMYM C JIaHHUTE, IMOcoueHU B PrkoBoacTBOTO Ha CBeTOBHATa 37paBHA
OpraHm3arys 3a 0CBOOOXk/1aBaHe HA MAPTUAM OT HAIIMOHAJIEH PETYJIATOPEH OpraH.

(6) (U3m. - IB, 6p. 67 ot 2020 r.) Koraro orieHkara ¥ M3MUTBAHETO MO ajl. 3 3a ChbOTBETHATA
MapTUja JIEKapCTBEHU MPOAYKTH ca M3BBPIICHH OT oduiMamHa 1abopaTopus 32 KOHTPOJ Ha JIEKapCTBEHU
MPOJYKTH B ApyTa AbpiKaBa WiIeHKa Mpeau IMyCKaHeTO Ha MapTHAaTa Ha Ma3apa B CTpaHaTa, MPUTEKATEIST
Ha pazpemieHueTo 3a ynorpeba mnpexacraBs B WMAJl cepruduxata 3a ocBoOOXkIaBaHe Ha MapTUAATA
JIEKapCTBEHH MPOAYKTH, U3/IaJICH OT PEeryJaTOPHUS OpraH Ha JbprKaBaTa WIEHKa, KaKTO U WH(POPMAIMOHEH
dbopmyIsip 3a mpojiaxoa mo oopaser], yTBbpACH OT U3IMbIHUTETHUS AupekTop Ha MAJL.

(7) B ciydaute no an. 6 MAJI He u3BbpuIBa AeHOCTUTE 11O ai. 3 u 4.

Y. 70. (1) (U3m. - JIB, Op. 67 ot 2020 r.) IlpurexxarenstT Ha pa3pemieHue 3a ynorpeda Ha
JIEKapCTBEH MPOJAYKT, MOJNy4YeH OT YOBENIKAa KPBHB WM UYOBEIIKA IU1a3Ma, Mpeau IMYCKaHEeTO Ha BCsKa
IapTUAa OT IPOAyKTa Ha na3zapa € JUIbXkeH aa npenacrasu B MAJL:

1. 3asBrenue o oOpasen, yTBbp/EH OT U3MBIHUTETHHS qupekTop Ha UAJL;

2. MOCTpPH OT KpalHHUs MPOIYKT W/HIU MOCTPH OT NMPOAYKTa B HACHITHO CHCTOSHHE/HEPA3ISAT
MPOIYKT, U/WIK MOCTPU OT MEKIUHHHU U U3XOJIHU MPOIYKTH B KOJIMYECTBA, TOCOUYEHU B PHKOBOACTBOTO 32
O0CBOOOXKJaBaHEe Ha MapTUJa JIEKApCTBEH MPOAYKT OT oO(uIMaleH KOHTPOJIEH OpraH, H3[aJeHO OT
EBporneiickus qupekTopar rmo KauecTBOTO Ha JIeKapcTBaTa U 3/IpaBeola3BaHe;

3. MPOTOKONM 3a TPOU3BOACTBOTO M KadeCTBEHHsS KOHTPOJ Ha MapTUjaTa, HW3AaJeHU OT
MPOM3BOJUTENS, KOMUTO Ca ChoOpa3eHHM Karo MHUHHMYM C JaHHUTE, IIOCOYeHH B oOpasema oT
aJIMMHHUCTpaTUBHATa TMpoleaypa Ha EBpomeiickusi AMpeKkTopaT MO KadyecTBOTO Ha JeKapcTBata u
3[IpaBeoIa3BaHe 32 0CBOOOXKIaBaHe Ha MapTHIA OT O(pHUIIMATICH KOHTPOJICH OpPTaH.

(2) (Hom. - B, 6p. 67 ot 2020 1.) B cpox 60 gHM OT gaTaTa HA MPEAOCTABSHE HA ITBJIHUS
KOMIUIEKT IOoKyMmMeHTH WAJl u3BBpIIBAa OLIEHKA Ha MPOTOKOJIUTE OT IMPOU3BOJICTBOTO U KAYECTBEHUS
KOHTPOJI Ha JIEKapCTBEHUS IMPOIYKT, IMOJyYeH OT YOBEIIKAa KPBHB WMJIM YOBEIIKA TUIa3Ma, W W3IUTBaHE Ha
MPEIOCTABEHUTE MOCTPHU B aKpeAUTHpaHa JIabopaTopus WK Apyra oduiuaiHa 1aboparopus 3a KOHTPOII, 3a
Jla YCTAaHOBU M JIGKAPCTBEHUST MPOAYKT MO aid. | € TpPOM3BEACH B CHOTBETCTBHE C OJOOPEHHUTE
cnienuduKaImm.

(3) (U3m. - IB, 6p. 67 ot 2020 r.) [Ipu nonokuTeaeH pe3ynrar OT OleHKaTa U U3MUTBAHETO MO
an. 2 UAJI u3naBa ceptudukar 3a ocBOOOXK/1aBaHe Ha MapTUATA.

(4) (Ot™m. - 1B, 6p. 67 o1 2020 1.)

(5) (U3m. - IB, 6p. 67 ot 2020 r.) Koraro orieHkata ¥ M3MUTBAHETO MO ajl. 2 3a ChOTBETHATA
MapTUja JEKapCTBEHU MPOAYKTH ca U3BBPIICHH OT oduiMamHa 1abopaTopus 3a KOHTPOJI Ha JIEKaPCTBEHU
MPOAYKTH B JIpyra AbpKaBa WICHKA MPEeAN MyCKAaHETO Ha MapTHaTa Ha ma3apa B CTpaHaTa, MPUTEKATEIST
Ha pazpemieHueTo 3a ymnorpeba mpeactaBs B WMAJl cepruduxata 3a ocBoOOkIaBaHe Ha MapTUAATA
JIEKapCTBEHH MPOAYKTH, U3/IaJICH OT PEeryJaTOPHUS OpraH Ha JbpKaBaTa WIEHKA, KAaKTO M WH(POPMAIMOHECH
dhopmyIisip 3a mpoiaxkoa mo oopaser], yTBbpACH OT U3IMbJIHUTETHUS AupexTop Ha MAJL.

(6) B cimyuaunTe no an. 5 MAJI He u3BbpIBa AeiHOCTUTE 110 al. 2 U 3.

Y. 70a. (Hos - JIB, Op. 67 ot 2020 r.) M3nbeaHuTenHaTa areHIMs MO JICKapcTBaTa MOXE Ja
V3BBPIIN JOMBIHUTEIIH U3MUTBAHUS HA MOCTPU OT JIEKAPCTBEH MPOAYKT 1o wi. 69 u 70 B ciennure
CIIy4au:

1. 3HayWTEeNHA MPOMSIHA B TpOIEca Ha MPOU3BOACTBO, Kiacu(uimpaHa mo peja, onpeaeicH B
Hapeabara 1o . 42;



2. IpOMsIHA Ha MSICTOTO Ha IPOU3BO/ICTBO;

3. HexenaHo crouTHe 1o § 1, T. 40 OT TOMBJIIHUTEITHUTE PA3MOPEIOH;

4. 3HAUUTEHA OTKJIOHEHUS B MPOU3BOACTBEHHUS MTPOLIEC;

5. IPOMEHM B MPOLEAYPUTE 3a U3MUTBAHE HA IPOU3BOAUTEINS;

6. HeOUaKBaHa MPOMEHIUBOCT B PE3YyJITATUTE OT M3MHMTBAHUATA MO KOHTPOJA HAa Ka4eCTBOTO,
I/I3B’I)pIHeHI/I oT HpOI/I3BOIII/ITCJI$I nJiIn OoT O(l)I/HII/IaJIHI/ISI KOHTpOJIeH opraH;

7. KpUTHYECH JOKJIa] OT H3BbPIICHA HHCIICKIIMS Ha TIPOU3BOIUTEIIS.

Ui 706. (Hos - JIB, 6p. 67 ot 2020 r.) (1) 3a u3naBane Ha cepTudukar 3a 0CBOOOKJaBaHE Ha
napTu/a MpUTEXKATeNAT Ha paspelieHue 3a ynorpeda mpenctast B MMAJl noxkyMeHT 3a milaTeHa Takca B
pasmep, onpezeneH B Tapudata mo wi. 21, an. 2.

(2) Pa3zxoauTe 3a M3BBpIIBaHE HAa M3MNMTBaHMATA MO 4i. 69 u 70, KakTO M pa3XxoauTe 3a
JOI'BJIHUTEIHH U3MUTBaHUA 1o wi. 70a ca 3a cMeTKa Ha 3asBUTEIIS.

(3) Cepruduxarbt 32 0CBOOOKIaBaHE HA MAPTHIA CE M3aBa Ha OBJTAPCKH €3WK HAa MMETO Ha
NIPUTEXKATENI] HAa Pa3pelleHHeTo 3a yrnoTpeda Ha JIEKapCTBEHUS MPOAYKT, a 0 HErOBO HCKAaHE - U Ha
AHIIMKACKU €3HK.

(4) Koraro B cirygaute 1o wi. 69 u 70 mapTuaata Ha JEKapCTBEH MPOIYKT HE € B CbOTBETCTBUE
c opoOpeHHTe crneuu(UKAUKN, H3MBIHUTETHUAT aupektop Ha MAJl winm ompaBOMOIIEHO OT HEro
JUTBKHOCTHO JIMIIE TIPAaBU MOTHBHPAH OTKA3 3a M3/1aBaHEe HAa CEPTU(HKAT 32 0OCBOOOKIaBaHE HA MMAPTHIATA.

(5) U3nbaHuTENHATA areHuus 0 JIeKapcTBaTa U3Npalla JaHHU 3a 0TKa3a o ajl. 4 B cucTeMara
Ha O(UIMATHUTE KOHTPOJIHU JIGKAPCTBEHHU J1abopaTtopuu Ha abpxkaBuTe wieHkn W Ha Kondeneparms
[IIBetiapusi.

(6) OTka3bT Mo an. 4 moaNexxu Ha o0XKajBaHE MO pefa Ha AJMHHUCTPATUBHOIPOLECYaTHUS
KOJIEKC.

Yn. 71. (1) IpuTtexaTenaT Ha pa3pelieHHe 3a yrnoTrpeda € JTbXKEeH Ja MOAIbpXKa cHcTeMa 3a
ONoKHMpaHe W M3TETJIsIHE OT Ma3apa Ha JISKapCTBEHH MPOIYKTH, KOUTO HE OTrOBapsAT Ha M3MCKBAHUATA 32
Ka4yecTBO, 0€3011aCHOCT U €(PUKACHOCT.

(2) IlpurexarensT Ha paspelieHue 3a ymnorpeba € JUIbXeH Ja OJoKupa M HU3Teriu
JIEKapCTBEHUTE MPOJIYKTH, IOKa3aJd HEChOTBETCTBHE C H3HCKBAaHUATAa 3a KayecTBO, €(UKACHOCT H
6e3omacHoCT, 10 pefia Ha HapenOarta no ui. 274, an. 1.

Y. 72. (Otm. - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.)

Y. 73. (1) [IpuTexaTensaT Ha pa3pelIeHHETO 3a yIoTpeda MOXKeE J1a IPEXBBPIIN MpaBaTa BEPXY
pas3pelIeHneTo 3a ynoTpeda Ha JEKapCTBEHUs MPOAYKT Ha JIPYro IOPHIUYECKO JIMIE WM Ha 0O0eJUHEHUS,
KOHUTO HE Ca FOPUINYCCKH JINIA, YCTAHOBEHH HA TEPUTOPHUSATA HA IBPKABUTE WICHKH.

(2) TlpurexarensaT Ha paspemeHueTo 3a ynorpeba mogasa B MAJI 3asBieHHe, KbM KOETO
npujiara JOKyMEHTalMsl, olpejaeieHa B Hapeabara mo wi. 42, KaTo IocouBa HPEUIOKEHHE 3a JlaTa Ha
IPEXBBPIISHETO.

(3) Ilpu ycraHoBsiBaHE Ha HEMBIHOTH B JOKyMeHTauus no ai. 2 MAJl yBegomsiBa mucMeHO
IIPUTEXKATEII HA pa3pelleHUETo 3a ynoTpeda Ja MpeicTaBu HeoOXoAuMaTa JOIbJIHUTENIHA UH(OpMaIys B
cpok 30 nuau. CpokbT 1O aj. 5 cnMpa Aa Teye OT JaTaTa Ha yBEJIOMIIEHHETO J0 MpeloCTaBsHe Ha MCKaHaTa
uH(popManus.

(4) Ako B cpoka Mo ajl. 3 MpUTeXATeNAT Ha pa3pelieHHeTo 3a ynorpeda He JONbJIHU
JOKYMEHTAIMATa, IPoIielypaTa 1o MPEeXBbPIISIHE HA Pa3peIICHUETO 3a YIOoTpeda Ha JeKapCTBEHHS MPOTYKT
ce IpeKpaTsBa.

(5) B cpok 30 nHu oT naTaTa Ha IOJAaBaHE HA 3asBJICHUETO IO aj. 2 U3MbIHUTEIHUAT JUPEKTOP



Ha MAJI u3naBa paspelieHue 3a INpOMsHA, C KOETO ce 0J00psiBa MPEeXBBbPIIAHETO. B paspemienuero 3a
IIPOMSIHA C€ M0COYBA U JaTaTa Ha MPEXBBPJISTHE HA pa3peleHUETo 3a ynoTpeoa.

(6) HoBusar mnpurexaren Ha paspelleHHeTo 3a ymoTpeba IoemMa M3IBSUIO TpaBaTa |
3aJ/bJDKEHUATA HA NPEAUIIHNAS IPUTEKATEI HA Pa3pelIeHneTo 3a yrnorpeoa.

(7) Tlpn npexBBPISHETO Ha pa3pelIeHUETo 3a yroTpeda Ha JIEKapcTBEH MPOAYKT IO pelia Ha ail.
1 - 6 CPOKBT My HE CE POMEHSI.

Pasznea VII.
IIpouenypa no B3anMHO NPU3HABAHE U JIeEHTPAJTU3UPAHA NPoIeAyPa

Uin. 74. (1) Koraro nuuero no wi. 26, an. 1 uma u3ganeHo paspelieHue 3a ynorpeda B Apyra
IbprKaBa YJICHKA 3a ChIIUA JEKaPCTBEH MPOIYKT MO CMUCHIA Ha Wil. 45, ai. 3, 3a KOUTO € 1M0/ajo 3asBIeHHE
3a paspermrenue 3a ynorpeba 1o MAJL, To mogaBa MCKaHe 10 PETyJIATOPHHUS OpraH Ha IMOCOYEHA OT HETo B
3asBJICHUETO Ihp’KaBa WICHKA, HapWyaHa IO-HATAaTHK 'pedepeHTHa IbpkaBa', Jda W3TOTBU OICHBUYCH
JIOKJIaJl WM J1a aKTyalIu3upa ChIIECTBYBAILMs.

(2) Coc 3asBnenuero Jjmmero mo air. 1 momaBa B UMAJI mocuwe, KOETO € HIEHTUYHO Ha
MOJIaJICHOTO B pehepeHTHATA IbpKaBa U B IPYTUTE IbPKABU WICHKH, TIOCOUCHHU B 3asiBICHUETO, HAPUIAHU
MO-HATaThK "3acCerHaT JbpkaBu'.

(3) UznbanuTenHaTa areHus Mo JeKapcTBaTa U 3asBUTENST MOJIy4yaBaT MO CIIy)XKeOeH MBbT OT
peryinaTopHusi oprad Ha pedepeHTHaTa IbpxkKaBa 1Mo aj. 1 OleHbYHHUS JTOKJIAJ 3aeHO ¢ 0J00peHara KpaTka
XapaKTepUCTHKA Ha MIPOJIYKTa U ¢ 0JOOPEHUTE MAaKET Ha OMAKOBKATa M Ha JIMCTOBKATA 3a MMallleHTa.

(4) 3mbnHUTENHATA areHIMs MO JIEKapcTBaTa pas3riek/a JOKYMEHTHTE MO al. 3 ¥ MHUCMEHO
nHpopMupa pedepeHTHATA IbpXKaBa 3a B3ETOTO pelieHne B cpok 90 THU OT maTara Ha MOTYyYaBaHETO WM.

(5) B cpok 30 gHHM OT MoJly4aBaHETO Ha yBEIOMIICHHE 3a MPUKIIOYBAHE HA MpPOIEAypara oT
pedepeHTHaTa IbpKaBa H3MBJIHUTETHHUAT aupekrop Ha WAJl wm3maBa paspemieHue 3a ymnorpeba Ha
JIEKapCTBEHMsI MPOAYKT Ha Teputopusira Ha Penybnuka bbarapus ¢ omo0peHuTe KpaTka XapakTepucTUKa Ha
MPOYKTa, MAaKeT Ha OMAKOBKATa W JINCTOBKATA 32 MAIHEHTA.

Yn. 75. (1) Korato nauuero no wi. 26, an. 1 nonasa eqnopemenHo B MAJI u B apyru appxkaBu
YIEHKHU 3asBJICHUE 3a pa3pellieHue 3a ynoTpebda Ha JIEKapCTBEH NPOAYKT, 3a KOMTO HsIMa H31aJeHO
paspelieHne 3a ynorpeda Ha TEPUTOPHATA Ha JbpKaBa WIEHKA, TO MIOCOYBA B 3asBJIECHUETO PEryJIaTOPHUS
OpraH Ha JIbpKaBaTa YWiICHKa, HApHUaHa MO-HATaThK "pedepeHTHa abprkaBa’, KOMTO Jja M3TOTBU MPOEKT Ha
OLIEHBYEH JIOKJIaJ], IPOEKT Ha KpaTKa XapaKTEepUCTHKA Ha MPOAYKTa M NMPOEKT Ha MAKET Ha ONAKOBKaTa U
JMCTOBKATA 3a MallUEHTa.

(2) Coc 3asgBienuero auneto no an. 1 momasa B MAJI mocue, MACHTUYHO Ha MOJAJACHOTO BBHB
BCUYKH JIPYTHU JIbPKaBH YWIEHKHU, [IOCOYCHHU B 3asBJICHUETO, HAPUYAHU [10-HATATHK "3aCerHaTH IbpKaBH'".

(3) U3npanurenHaTa areHuus IO JeKapcTBaTa U 3asBUTENST MOJIy4yaBaT IO CIIy)KeO€H I'bT OT
peryiaTopHusi opraH Ha pedepeHTHaTa abpkaBa NpPOEKTa Ha OLEHBbUYEH JOKJaJ, MPOeKTa Ha KpaTka
XapaKTepUCTHKA Ha ITPOJYKTa U IIPOEKTa HAa MaKeT Ha ONIaKOBKAaTa M Ha JIMCTOBKATA 32 MAIlUEHTA.

(4) M3nbiaHuTenHaTa areHuys MO JIeKapcTBaTa pasriiexkaa JOKYMEHTHTE 1O aj. 3 ¥ HMUCMEHO
uHpopMHpa pedepeHTHATa IbpKaBa 3a B3€TOTO pelieHue B cpok 90 1HU OT JaTara Ha MOJYyYaBaHETO UM.

(5) B cpok 30 mHM OT MOJTy4YaBaHETO HA YBEJIOMJICHHE 3a MPHUKIIOYBAHE Ha TMpoLEeaypaTra OT
pedepeHTHaTa AbpiKaBa M3MBIHUTENHUAT aupektop Ha WAJlL u3gaBa paspemieHue 3a ynorpeba Ha
JIEKapCTBEHHS MPOJYKT HA TepuTOpUATa Ha PermmyOnuka bbiarapus ¢ ogoOpeHnTe KpaTka XapakTepuCTHKa Ha
IIPOAYKTa, MAaKeT Ha ONAaKOBKAaTa M JINCTOBKATA 3a MALUEHTA.



Ui 76. (1) Koraro Peny6nuka bwirapus e pedepentHa npprxkana no wi. 74, MAJIL:

I. B cpok 90 nHM OT J[arara Ha TOJAABAaHE Ha BajlWJHA JAOKYMEHTAIMsl M3Mpaila Ha
peryiaTOpHUTE OpraHdM Ha 3aceTHATHTE IbpPKAaBU M Ha 3asBUTENS OLEHBYHHS JOKIAJ, HPUAPYNKEH C
oJlo0peHaTa KpaTKa XapakTepHUCTUKa Ha MPOJYKTa U C OJOOPEHHUTE MAaKeT Ha OMAaKOBKaTa M Ha JIMCTOBKATa
3a NalMEeHTa,

2. 3aKkpuBa IpolLeAypaTa M YBEIOMSIBAa 3asBUTEN M 3aCETHATUTE AbpIKABH, aKO BCHUYKHU
3aCerHaT IbpKaBH ca sl 0100pHIIH.

(2) B cpoxk 30 nuM OT 3aKpHBaHETO Ha MpoLeIypaTa Mo al. 1, T. 2 U3MIBIHUTETHUAT JUPEKTOP HA
MNAJI n3naBa pazpemnienne 3a ynorpeda Ha JICKapCTBEHHUS MPOAYKT Ha TeputopusaTa Ha PeryOimka bearapus
C 0100peHHTE KpaTKa XapaKTepUCTHKA Ha MPOJYKTa, MAKEeT Ha OMAKOBKATa M Ha JINCTOBKATA 3a MMallMEHTA.

(3) Koraro Penry6onuka bearapus e pedepentHa appxana mo ui. 75, MAJL:

1. B cpok 120 pHmM OT Jjatata Ha NOJaBaHEe HA BalMJHA JOKyMEHTAlMs H3Ipala Ha
pEryIaTOpHUTE OpPraHu Ha 3aCErHATUTE IbP’KABU M Ha 3asBUTEINS IPOEKTA Ha OLIEHBYHUS JTOKIAJ, IPOEKTa
Ha KpaTKa XapaKTepHCTUKA Ha IPOAYKTa U MPOEKTa HAa MAKET Ha OIIAKOBKATa M Ha JINCTOBKATA 3a MALUEHTA;

2. 3akpuBa HpoleaypaTa MU yBeIOMsBa 3asBUTEIS M 3aCeTHATUTE AbP)KAaBU, aKO BCHUYKH
3acerHaTH JbpXKaBu ca s 0J00pUIIH.

(4) B cpok 30 qHM OT 3aKpHBaHe Ha MpoleaypaTa 1o ai. 3, T. 2 U3IBJIHUTEIHUAT AUPEKTOP Ha
NAJI nznaBa paspenierne 3a ynorpeda Ha JIEKapcTBEHUS MPOIYKT Ha TepuTopusira Ha PermyOnmka benrapus
C 0100peHHTE KpaTKa XapaKTepUCTHKA Ha MPOJYKTa, MaKeT Ha OMIAKOBKATa M Ha JINCTOBKATA 3a MalMEHTA.

Un. 77. (1) Koraro MAJI He omoOpu mpencraBeHaTa JOKYMEHTAIMS M0 Wwi. 74, ai. 3 WM 1o 9.
75, an. 3 mo choOpaXkeHUs 3a MOTEHIIMATICH CEPUO3EH PUCK 3a 37PaBeTO Ha HACETIEHUETO, U3TOTBS MOoApoOeH
JIOKJIa]] C MOTHBH JI0 pehepeHTHATA Jbp)KaBa WICHKA, 10 JPYTHTE 3aCETHATH JBbPKABHU H JI0 3asIBUTECIIS.

(2) Cnopaure BbIpocu 1o ai. 1 ce pasrexxaar ot KoopauHanmoHHaTta rpymna Ha AbpiKaBUTE
YJIEHKH. 3asIBUTEIIST MOXKE Ada OpeacTaBy CBOATA NO3HUIMA 110 PASITICKIAHUTE BBIIPOCH MMCMEHO WX YCTHO.

(3) UsnbiHuTeNHATA areHIUsl 110 JiekapcTBara yuyacTBa B KoopauHaionnaTa rpymna o ai. 2 110
3aKpHUBaHE Ha MPOIleaypaTa OT peepeHTHATA IbPKaBa.

(4) B cpox 30 maHM OT moJy4aBaHE Ha YBEIOMJICHHE 3a 3aKpHBaHE Ha TpOIEaypara OT
pedepeHTHaTa Ibp)KaBa H3NBJIHUTETHUAT aupekTop Ha WMAJl u3maBa paszpemieHue 3a ymnorpeba Ha
JICKApCTBCHUA HNPOAYKT C 0Il06peHI/ITC KpaTKa XapaKTCpUCTUKA Ha MPOAYKTA, MAKCT Ha OIMaKOBKAaTa W Ha
JUCTOBKATA 3a MallieHTa.

Y. 78. (1) Korato B mponieaypa npen Koopauaanuonnara rpymna mo 4i. 77, ajl. 2 Ibp)KaBUTE
YJICHKU HE [TOCTUTHAT ChIJIacHe, CHOPHUTE BBIIPOCH ce pasriexaar or Komurera 3a JIeKapcTBEHU IPOILYKTH
3a XyMaHHa ynorpeba KbM EBporelickaTa areHus 1o jexapcTBaTa mo apOuTpaxkHa mnpoueaypa. Komme ot
JOKYMEHTAIUATA Ce U3Mpallla Ha 3asBUTEIIS.

(2) 3asButensat npexacrassa B EBponeiickaTa areHuuys 1o jJekapcrBara JOCUETO Ha JIEKapCTBEHUS
IPOAYKT U KpaTKaTa XapaKTepUCTHUKa Ha MPOAYKTa.

(3) B cayuaure mo an. 1, ako MAJI e omoOpuia OLEeHBYHHS JTOKJAJ, MPOEKTa Ha KpaTKaTa
XapaKTepUCTHKA Ha MPOJYKTa U MaKeTa Ha ONAKOBKaTa M Ha JIMCTOBKATa 3a MAlMEeHTa, IPEJOCTABEHU OT
pedepeHTHaTa IbpKaBa, U3MBIHUTETHUAT aAupekTop Ha MAJl mo monba Ha 3asBUTENS MOXE Ja M3/aje
paspelieHre 3a ynorpeda Ha JIEKapCTBEHHUS MIPOAYKT, IPEIH J1a € 3aBbpIIniIa apOUTpaKHATa MPOLEaypa 1Mo
an. 1.

(4) Cnen mpukimouBaHe Ha apOWTpa)kHAaTa MPOLEAYypa HM3MBIHUTEIHUAT aupekrtop Ha MAJL
IPUBEX/Ia U31aJ€HOTO pa3pelleHre 3a yrnorpeda 1o aji. 3 B CbOTBETCTBUE € pelleHueTo Ha EBpomnelickaTta
KOMHCHSL.



Un. 79. (1) Koraro peryinaTopHuTe OpraHdM Ha €JlHA WIM Ha HSKOJKO Ibp)KaBU YJIECHKH ca
MPUETH PA3IMYHU PEIICHUS 10 OTHOIICHHE Ha pa3pelIeHHETO 3a ynoTpeda Ha €IUH W ChII JEKapCTBEH
MPOAYKT WU TO OTHOIICHHWE Ha HETOBOTO BPEMEHHO clHpaHe WU Ha oTHemaHeto My, MAJl oTHacs
BBIIpoca 10 KoMuTeTa 3a JiekapCcTBEHW MPOMYKTH 3a XyMaHHa yrnorpeda kbM EBpormeiickata areHIus 1o
JIeKapcTBarTa 3a MpuiiaraHe Ha apOuTpaXKHa MpoIieiypa. 3asBUTEIAT WK MPUTEKATEISAT Ha pa3pelieHrueTo 3a
ynoTtpeba MoXxe Ja oTHece BbIpoca 10 KomuTera 3a jekapCTBEHM NMPOJYKTH 3a XyMaHHa ynorpeba KbM
EBpomneiickara areHmums 1o JiekapcTBara 3a mpuiiarane Ha apOuTpakHa IpoIieIypa 1mo CBOs MPEIeHKa.

(2) (Or™m. - B, 6p. 102 o1 2012 1., B cmma ot 21.12.2012 1.)

(3) (U3m. - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) B cayuyaute no an. 1 UAJI nnm
3asIBUTEISAT/TIPUTEKATENAT HA pa3pelIeHUueTo 3a ymnoTpeda Ha JIEKapCTBEHUs NPOAYKT MPEIOCTaBs Ha
EBporieiickara areHIys 1o jJekapcTBara Isiara HarndHa HHQOPMAIIHS 110 ChOTBETHUS BBIIPOC.

(4) (Otm. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.)

(5) (Or™m. - B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.)

Yn. 79a. (HoB - JIB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) (1) B 3aBucumoct or
pemenrero Ha EBporelickata koMucus ciiel] NpukitouBaHe Ha apoutpaxHa npouenypa MAJL B cpok 30 auu
OT I0JIy4aBaHE Ha YBEJIOMJIEHUETO:

1. u3naBa, BpEMEHHO CIIMpa WK IPEeKpaTsBa pa3pelieHue 3a yrnorpeda, win

2. I3MCKBA Ja C€ U3BbpLIAT IPOMEHHU B U3/1aJJICHOTO Pa3peIICHNE 3a IOCTUTaHE HA CbOTBETCTBUE
C peleHneTo Ha EBpornelickaTta KOMUCHSL.

(2) WsnmeaHuTeNHATA areHIUsA 1O JIEKapcTBaTa yBeAOMsiBa EBporielickaTa KOMHCHS |
EBpornelickara areHuus 1o JeKapcTBara 3a U31aJeHus akT 1o ai. 1.

Yn. 796. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) B cnyuauTte, korato ca
3acerHaTv MHTepecuTe Ha EBponeiickus chio3 U peu B3EMAaHE Ha PELICHHUE 3a U3aBaHe Ha pa3pelleHue 3a
ynotpeba Ha JIeKapCTBEH MPOIYKT, 32 BpEMEHHOTO MYy CIIMpaHe, 3a MPEKpaTsIBaHETO WU 3a IPOMSHATA MY,
NAJI, 3aBUTENST WU TIPUTEKATEISAT HA pa3pelieHue 3a yrmoTpeda MoraT Ja OTHECAT BBIIPOca 10 KOMHUTETa
mo wi. 79, an. 1 3a mpuarane Ha apOUTpakHa MpoIeaypa.

(2) B cnydaute mo an. 1, Koraro ce3upaHeToO € B pe3ylTaT Ha OICHKA HA JaHHH, CBBbP3aHU C
npoclieAsiBaHe Ha JIEKapcTBEHaTa 0e30MacHOCT Ha pa3pelleH 3a yrnoTpeda JeKapCTBeH MPOAYKT, BBIIPOCHT
ce OTHacA J10 KOMHUTETA o Wi. 56a, ain. 1, T. 1 1 ce npunara nponeaypara no 4i. 1949 wiu 194m.

(3) (M3m. - 1B, 6p. 18 ot 2014 r.) V3nbiHuTenHaTa areHIMs MO JIEKapcTBaTa IMpujara
npoueaypara 1Mo riaBa ocma, pasfen IV, xorato e HeoOXOAMMO MpUIIATaHETO Ha €IHAa OT MEpPKHTE,
noco4yeHu B wi. 194y, an. 2 u 3.

(4) (Hosa - 1B, 6p. 18 ot 2014 r.) He3zaBucumo ot an. 1 - 3, korato € HEOOXOIUMO CHEIIHO
JIeicTBHE 3a 3all[uTa Ha OOIIECTBEHOTO 3/IpaBe Ha HSAKOM eTaml oT apouTpakHara mpouenypa, MAJI moxe na
CIpe JNEeUCTBUETO Ha pa3pelieHueTo 3a yrnorpeda u na 3abpaHu ynorpebaTa Ha CHOTBETHHS JICKAPCTBEH
MPOJYKT Ha TepuTopusaTa Ha PemyOnrka bbarapus 10 nprueMaHeTo Ha OKOHYATETHOTO pelIeHHeE.

(5) (Hosa - JIB, Op. 18 or 2014 r.) B cnyuaute mo an. 4 MAJI unpopmupa EBpomneiickata
koMmucusi, EBponeiickaTa areHuusi Mo JiekapcTBaTa M APYTrUTE AbprKaBH YJICHKUM 32 MOTHUBUTE 3a CBOETO
peleHre He MO-KbCHO OT ClIeBaIus paboTeH JeH.

Yn. 80. (M3m. - JIB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) YcioBusita u peaspT 3a
U3BBpIIBAaHE HA NMPOMEHU B M3/AJICHUTE pa3pellieHus Mo To3u pasznen ce ypexaar ¢ Permament (EO) Ne
1234/2008 na EBpomneiickata komucus ot 24 HoemBpu 2008 r. OTHOCHO pa3riiekAaHETO Ha MPOMEHHUTE B
YCIIOBHUSATA HA PA3PEUICHUATA 32 ThPTOBHsI C JIGKAPCTBEHU MPOJYKTH 32 XyMaHHA YIOTpeda U BETEpUHAPHU



nexapctBeru npoaykta (OB, L 334/7 ot 12 nexempu 2008 r.).

I'naBa yerBBpTA.
KJINMHNUYHU U3IINTBAHUSA

Paznean I.
OO01mm pasnopendu

Yn. 81. (U3m. - 1B, 6p. 84 or 2018 r. (*)) (1) KiuHnyHo u3nuTBaHe Ha TEpUTOpHUATA Ha
Penybnuka bbarapust Moxke J1a ce MpoBeka Clie]] MoJlydaBaHe Ha pa3pelleHue, U3aJeHO P YCIOBUATA U
o pena Ha Permament (EC) Ne 536/2014 na EBpomnefickus napiamenT u Ha ChBeta oT 16 anpun 2014 1.
OTHOCHO KJIMHWYHHWTE HM3MHTBAaHUS Ha JIEKAPCTBEHW MMPOAYKTH 3a XyMaHHa ymnorpeba, W 3a OTMsSHa Ha
Hupektua 2001/20/EO (OB, L 158/1 ot 27 maii 2014 r.), napuuan mo-HataTek "Permament (EC) Ne
536/2014", 1 Ha TO3H 3aKOH.

(2) W3nbiHuTeNHATa areHIus IO JIeKapcTBaTa W3MBIHSABA JEHHOCTUTE Ha JIOKJIaJBaIla,
CHOTBETHO Ha 3aCerHaTa JIbpKaBa M JOMBIHUTEIIHO 3aCerHaTa JIbpkaBa 1o cMuchiia Ha Perimament (EC) Ne
536/2014, u e HaMOHAITHOTO 3BeHO 3a KOHTAKT 10 Wwi. 83 ot Permament (EC) Ne 536/2014.

Ui 82. (U3wm. - JIB, Op. 84 ot 2018 1. (*)) (1) 3a u3xaBane Ha pa3pelieHUe 3a MPOBEKIAHE HA
KIMHAYHO W3MUTBAHE W 33 W3JlaBaHE Ha pa3pelIeHUE 3a ChIICCTBEHA MPOMSHA B Pa3peIICHO KIMHUYHO
M3MHUTBAHE BB3JIOKUTEIAT TOaBa 3asBJICHUE U Jocue chriaacHo raasa [V ot Permament (EC) Ne 536/2014
upe3 [loprana na EBponetickust cpto3 (EC) mo ui. 80 ot Pernmament (EC) Ne 536/2014.

(2) 3a moaBaHe Ha 3asBJICHHE IO aj1. | U 3a OIICHKA Ha JIOKYMEHTAIIMATA, PUJIOKEHA KbM HETO,
BB3JIOKUTEIST 3a11ala Takca B pa3mep, onpeiesieH ¢ Tapudara o wi. 21, an. 2.

Y. 83. (M3m. - IB, 6p. 84 ot 2018 1. (*)) Komucusara mo wi. 103, ai. 1 u3BbpiiBa oreHKa Ha
E€TUYHHUTE aCHEeKTH Ha KIMHUYHOTO U3MUTBAHE U HA CHIIECTBEHATA MPOMSHA HA KIMHUYHOTO U3MUTBAHE MPHU
ycnosusTa u o peaa Ha Permament (EC) Ne 536/2014 v u3roTBs MOTUBHPAHO CTAHOBHIIIE, KOETO TIPEICTABS
Ha MAJL

Un. 84. (U3m. - JIB, 6p. 84 ot 2018 r. (*)) (1) 3nbaHuTEeTHATA areHITMS 110 JIeKapCcTBaTa U3aBa
paspenieHue 3a KIMHUYHO M3MUTBAaHE, Pa3pelieHHue 3a KIMHUYHO W3MHUTBAHE MPHU ONpPEIETICHU YCIOBHS,
paspelnieHne 3a ChIIECTBEHA MPOMSHA Ha KJIMHUYHO M3MUTBAHE, pa3peIICHUE 3a ChIECTBEHA MPOMSHA Ha
KJIIMHUYHO M3MHUTBAHE MPU ONPEIETICHU YCIOBHS MM OTKa3Ba M3/1aBaHETO HA Pa3pellieHHe PU YCIOBUATA U
o pena Ha Permament (EC) Ne 536/2014.

(2) Otka3pT Mo an. 1 moasexu Ha oOXkallBaHe MO pelna Ha AIMUHUCTPATUBHOMPOIIECYATHUS
KOJEKC.

Ui 85. (M3m. - IB, Op. 84 ot 2018 1. (*)) C Hapenda Ha MUHHCTHPA Ha 3]JpaBeONa3BaHETO Ce
OTIpEeCIIAT:

1. ycioBusiTa ¥ pensT 3a mojaaBaHe Ha JaHHU U uHpopMmanus ot MAJI u ot ETnunara komucus
3a knmuHIYHA m3nuTBanus B [loprana Ha EC mo wi. 80 ot Permament (EC) Ne 536/2014;

2. nocteibT Ha MAJI u Ha ETuHaTa KoMHCHA 3a KIMHUYHHM M3NUTBaHus 10 ba3zata manHu Ha
EC 1o un. 81 ot Pernament (EC) Ne 536/2014;

3. ycloBHSTa M PEABT 3a MPEACTABSIHE Ha CTAHOBMINATA MO 4Wi. 83 M PeIbT 3a B3aUMO/ICHCTBHE
Mexay MAJI u ETnunaTta koMucust 3a KIIMHUYHYA U3MTUTBAHUS,



4. noxymentutre u paHHute oT Ilpmnoxenue | u Ilpunoxenue I ot Pernament (EC) Ne
536/2014, xouto ce oneugsar oT MAJI u ot ETnyHaTa KOMHCHSA 32 KIMHUYHH M3MUTBAHUS, KAKTO U €3UKEBT,
Ha KOWTO C€ MPEJICTaBST.

Un. 86. (1) (Hom. - B, 6p. 84 ot 2018 r. (*)) Bcuuku nuna, mpoBexAaly KIMHUYHO
U3MUTBaHe, TPsSOBa Ja MMAT CHOTBETHaTa MpodecroHalHa KBanuuKaus, oOydyeHHe M OIHT, 3a Ja
U3ITBJIHSABAT CBBP3aHUTE C U3IUTBAHETO 3a/1a4H B ChOTBETCTBHE C MpaBuiara 3a Jlo0pa KIMHUYHA MTPaKTHKA
coriacao Permament (EC) Ne 536/2014.

(2) KnnuauyHO M3NMTBAaHE HA JIGKAPCTBEH MPOIYKT C€ M3BBPIIBA O] PHKOBOACTBOTO Ha JIEKap
WIN JIEKap IO JeHTaJIHa MeIUIMHA C NMpU3HAaTa MEIUIIMHCKA CIIELUAIHOCT B ChOTBETHATA 00JIAaCT, KOUTO €
3aro3HaT ¢ HAJMYHUTE MPEIKIMHUYHA /WA KIMHUYHA JaHHU 33 TPOJYKTa M PHCKOBETE M MPOIEIypUTe
0 TIPOYYBAHETO.

(3) o Bpeme Ha KIIMHUYHO M3MHUTBAHE 32 MEUIIMHCKUTE TPUKH, IPEJOCTABSIHA HA YYaCTHHUKA B
M3IUTBAHETO, W 32 B3EMAaHETO HA MEIHMIIMHCKU pEIIeHUS HOCH OTTOBOPHOCT JIEKap C TMOJIXOJsIIa
KBaJTM(HUKAIMA WIK JIEKAp 10 IeHTaJIHa MEAULIMHA.

Yn. 87. (1) (U3m. - IB, 6p. 59 ot 2010 r., B cuna ot 31.07.2010 r., usm. - JIB, 6p. 60 ot 2011 r.,
B cwia ot 05.08.2011 r., gom. - IB, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) KinunuyHo u3nuTBaHe Moxe
Jla ce TIPOBEXKa B JCUeOHU 3aBEICHUS 3a OOJIHUYHA TIOMOII, IIEHTPOBE 3a MCUXUYHO 37paBe, IIEHTPOBE 3a
KOXKHO-BEHEPHUYECKU  3a00JsBaHUs, KOMIUIGKCHH OHKOJIOTUYHH I[EHTPOBE, JHAIM3HU IIEHTPOBE,
JIMAarHOCTHYHO-KOHCYJITATHBHU [IEHTPOBE, MEIUIIUHCKH IIEHTPOBE, ICHTATHNA [IEHTPOBE U MEIUKO-IICHTATHH
[IEHTPOBE, KAKTO M B MHJWBUIYaTHU W TPYMOBH MPAKTHUKU 32 MbPBUYHA U CIICNUATN3UPaHA MEIUIMHCKA
MTOMOIII, TOJIYYHJIM pa3pelicHre 3a JEeHHOCT/yJIOCTOBEpEHUE 3a pErucTpanus 1o peaa Ha 3akoHa 3a
JICUeOHUTE 3aBEICHUS.

(2) (HoBa - IIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) KnuHuMYHO H3NHUTBaHE C
JICKApCTBEHH TPOAYKTH, ChABP)KAIIM HAPKOTHYHHM BEUIECTBA, MOXKE Ja C€ MPOBEKIA caMO B JiedeOHU
3aBelleHUsT 3a OOJIHMYHA TIOMOI, IIEHTPOBE 3a TCHUXWYHO 3/paBe, IICHTPOBE 3a KOXKHO-BEHEPHUECKH
3a00JIIBaHUS W KOMIUICKCHH OHKOJIOTHYHHU IICHTPOBE, B CTPYKTypaTa Ha KOUTO € pa3KpUTa aITeka,
MpHUTEXaBalla JTUIeH3us chraacHo wi. 33, an. 1 oT 3akoHa 3a KOHTPOJ BBPXY HAPKOTHUHUTE BEIIECTBA U
MIPEKYPCOPUTE, MU KOWTO Ca CKIIFOUMIIM JIOTOBOP C JPYTro JICUeOHO 3aBE/ICHUE, B CTPYKTypaTa Ha KOETO €
pasKpuTa amnTeKa, NPUTEXKaBalla JHMIEH3Us ChrlacHo wi. 33, an. 1 or 3akoHa 3a KOHTPOJ BBPXY
HApPKOTHUYHUTE BEIIECTBA U MPEKYPCOPHUTE.

(3) (Ilpegumaa an. 2, u3m. - JIB, 6p. 84 ot 2018 r., B cunma ot 12.10.2018 r.) Knunuuno
M3MHUTBAaHE MOXE Jla c€ MPOBEkKa caMo B JICUEOHO 3aBEJICHUE, B KOETO MMa OMPE/IEIICHO JIUIE 32 KOHTAKT IO
1. 107a, an. 1.

(4) (ITpenumna an. 3 - 1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) PrroBoguTenar Ha
Ne4eOHOTO 3aBEJCHHE, B KOETO IIe C€ MPOBESXKIa KIMHHYHO W3IHUTBAHE HA JICKAPCTBEH NPOAYKT, JaBa
CBIVIACUETO CH 3a YYaCTHUETO Ha TJIABHUS M3CIIEIOBATEN U 33 IPOBEKIAHETO HA H3ITUTBAHETO.

Ui 88. (1) KnuHuyHO M3MUTBAaHE BHPXY XOpa CE U3BBPIIBA ChC:

1. HepaspemieHu 3a ynorpeda B Penybnuka bearapus nekapcTBeHU MPOAYKTH;

2. pa3peienu 3a ynotpebda B Penmybnuka brarapus nekapcTBeHH MPOAYKTH, KOTaTO C€ U3MHUTBAT
3a HepaspelIeHO MOoKa3zaHue, 3a JieKapcTBeHa ¢opMa, pa3iuyHa OT pa3pelieHara, B HEH3ClieBaHa 0
MOMEHTA IpyTa NalMeHTH WK 3a MoJyyaBaHe Ha JIOMbJIHUTEIHA HH()OPMAITHSL.

(2) Pazpemenu 3a ynorpeba B PenmyGiuka briarapus mo cmuchia Ha ai. 1, T. 2 ca JIeKapCTBEHH
MPOAYKTH, TOJIYYMIH pa3pelieHne 3a ynorpeda mo pejaa Ha TO3U 3aKoH Wi 1o peaa Ha Permament (EO) Ne



726/2004 na EBponeiickus napiaament u CpBeTa.

Yn. 89. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Y. 90. (Otm. - 1B, 6p. 84 ot 2018 1. (*), m3m. - [IB, 6p. 17 ot 2019 1. (*))

Un. 91. BB3JI0OXKHTENSAT W TJIABHHAT H3CJICAOBATECI CKIKOYBAT 3aCTpaxOBKad, ITOKpHBalla
OTTOBOPHOCTTAa MM 3a HNPUYUHCHUTC NPHU WKW IO IMOBOJ MHNPOBCKIAHCTO HA KIWMHUYHOTO H3IHUTBAHC
HCUMYIICCTBCHU N UMYIICCTBCHH BPCIU HA YHACTHHULIUTC.

Y. 92. (1) (U3m. - [IB, 6p. 84 ot 2018 1. (*)) BB3/10KUTEIAT HOCH OTTOBOPHOCT B CiIydyail Ha
YBpEXJIAHUs Ha 37paBeTO WM Ha CMBPT, MPUUYMHEHU NPH WIK IO MOBOJ MPOBEXKAAHETO HAa KIMHHUYHOTO
HU3IHUTBAHE, KOraTO M3MUTBAHCTO € IMPOBCKAAHO CHITIACHO HM3UCKBAHHUATA W IMPOLCAYPUTC HaA OI[O6pCHI/I$I
IIPOTOKOJL.

(2) (U3m. - 1B, Op. 84 ot 2018 r. (*)) I'maBHMAT M3cae10BaTEN HOCH OTTOBOPHOCT B CIy4ail Ha
YBpPEX/IaHUs Ha 3]]paBeTO WM Ha CMBPT, IPUUMHEHU IIPU UJIH 110 MOBOJ] HA MPOBEKAAHETO HA KIIMHUYHOTO
U3IUTBaHE, KOraTo HE ca CMa3eHU M3UCKBAHMUATA U MIPOLEAYPUTE HA OJJOOPEHHs IPOTOKOM.

Un. 93. (U3m. - JIB, 6p. 84 ot 2018 r. (*)) (1) Koraro KIMHHYHOTO M3MHUTBAHE CE MPOBEXK]A
caMo Ha Tepuropusata Ha PemyOnmka bbiarapus wim Ha tepuropusita Ha PemyOnmka bviarapus m Ha
TEPUTOPUSITA HA TPETA IbpXKaBa, BH3IOXKUTEIAT OMpEeis MpeICcTaBUTeNl Ha TepuTopusTa Ha PemyOnuka
bbarapus 3a KOHKPETHOTO KIIMHUYHO U3IHUTBAHE.

(2) Jlunero mo an. 1 e axpecaT Ha KOMYHHUKAIUATA C BB3JIOKUTENS, TIpe/IBUICHa B PerimameHT
(EC) Ne 536/2014.

Yn. 94. Bp310XKUTENAT OCUTypsiBa 0€3Bb3ME3/IHO U3MUTBAHUS JIEKAPCTBEH MPOLYKT/TIPOIYKTH U
BCSIKO M3/Ie/1H€e, HEOOXOUMO 3a MPUIIATaHETO MYy.

Yn. 95. (Otm. - [IB, 6p. 84 ot 2018 1. (*))

Y. 96. (1) (U3m. - JIB, 6p. 84 ot 2018 r. (*)) KnuanuHo m3nuTBaHe HA JTEKAPCTBEHH MPOIYKTH
ce JIoIycKa caMo BbPXY JIULE, KOETO € JJAJI0 CBOETO MMCMEHO HHPOPMHUPAHO ChITIACHE.

(2) (Ot™m. - 1B, 6p. 84 ot 2018 1. (*))

(3) (U3m. - IB, 6p. 84 ot 2018 1. (*)) Undpopmupano cwriacue mo rinasa V ot Pernmament (EC)
Ne 536/2014 moxe nma maBa camo JIEECIIOCOOHO JIHIIE, KOETO pa3dupa CHITHOCTTA, 3HAYCHHETO, 00XBaTa H
€BEHTYaJHUTE PUCKOBE OT KIMHUYHOTO M3nuTBaHe. H(OpMHpaHOTO chIylacue 3a ydyacThe B KIMHUYHO
U3IUTBaHE MOXE J1a Ob/Ie OTTETJICHO 10 BCSIKO BPEME.

(4) (U3m. - IB, 6p. 84 ot 2018 1. (*)) Undopmupano cwriacue no rinasa V ot Pernament (EC)
Ne 536/2014 3a HexeecrnocoOHO MBIHOJIETHO JIMLE C€ J1aBa OT 3aKOHHMS My mpejactaBuTen. Chriacuero Ha
3aKOHHHS TPEICTaBUTEN TPSOBA Ja MpeACTaBIsABa MpeanojaracMara BoJisi Ha YYacTHUKA U MOXe J1a Obie
OTTETrJICHO IO BCSAKO BpeMe 0e3 OTpHUIATEeTHH MOCIEICTBUS 32 yUaCTHHUKA.

(5) B cayuyanre mo un. 162, am. 3 or 3akoHa 3a 3/ApaBeTo MH()OPMUPAHO ChITIACHE JaBa
HA3HA4YeHOTO OT Ch/a JIUIIE.

(6) Ha HeneecmocoOHOTO MBJIHOJETHO JIUIE C€ NpefocTaBs MH(OpMAIMs 3a HM3MUTBAHETO,
€BEHTYaJIHUTE PUCKOBE U MOJI3UTE B ChOTBETCTBUE C HETOBaTa CIIOCOOHOCT 3a pa3dupaHe.

(7) U3pu4HOTO >KeIaHue Ha HEeIeeCIOCOOHOTO MBIHOJIETHO JIUIIE Aa OTKaXKE J]a yJyacTBa WM J1a
ce OTTETJIM 10 BCAKO BpeMe OT KIMHUYHOTO M3MUTBaHE TpsiOBa Aa ObJie B3€TO MPEABUI OT M3CIEI0BaTENs, a



npu HCO6XOI[I/IMOCT - OT I''TaBHHUA U3CJIICA0BATCII.

Yn. 97. (1) (U3wm. - IB, 6p. 84 ot 2018 1. (*)) KnuHnyHO M3NUTBaHE BHPXY MAJOJIETHO JUIE CE
MPOBEXKIa CJea IoJlydaBaHe Ha IMMHCMEHO HH()OPMHPAHO ChIVIACHE HA JBaMaTa POJUTEIH WM Ha
HACTOWHUIIMTE HA JUIETO Npu cnazBane Ha raaBa V oT Permament (EC) Ne 536/2014 u ui. 96, an. 3.

(2) Cprimacuero Ha POIUTENNTE U HACTOMHUIIMTE TpsiOBa Ja MpeACTaBisiBAa Mpearnosaraemara
BOJISI HA MAJIOJIETHOTO JIMLIE U MOKE J1a Ob/Ie OTTETJICHO MO BCSKO BpeMe 0e3 OTpHUILIaTeTHH MOCIEACTBUS 32
MaJIOJIETHOTO JIUIIE.

(3) U3puuHOTO KenaHWe Ha MajOJETHOTO JIMIE Ja OTKaXKe Ja ydacTBa WM Jia C€ OTTErJU IO
BCAKO BpeMe OT KIMHUYHOTO H3MUTBaHE TpsiOBa 1ga OBJE B3E€TO MPEABHUI OT H3CIENOBaTeNs, a MpH
HEO0OXOIMMOCT - OT TJIaBHUS U3CJIeI0BATE.

(4) (U3m. - [IB, 6p. 84 ot 2018 r. (*)) Knuau4yHo u3nuTBaHe BHPXY HEMBIHOJETHO JIUIIE CE
MPOBEXKA CJe/ MoJydyaBaHe Ha MUCMEHO WH(OPMUPAHO ChIIIACHE OT JIMIIETO W OT JBaMaTa POJIUTEIIH WIIH
OT ToreunTens npu cra3Bane Ha riaBa V ot Permament (EC) Ne 536/2014 u un. 96, an. 3. Koraro equHust
POIIUTEN € HeU3BECTEH, IOYMHAI WM € JIMIIEH OT POAUTEICKHU MpaBa, UM HE ca My MPEJIOCTaBEHH TaKUBa
IpaBa B CIy4auTe Ha Pa3BoJl, MMCMEHOTO MH(POPMHUPAHO CHIVIACHE CE JIaBa OT HEIMBIHOJETHOTO JIUIE U OT
POIUTENS, KOUTO yIpa)xKHsIBA POAUTEIICKUTE MpaBa.

(5) CeriacueTo Ha HEMIBIHOJIETHOTO JIUIE, HA POAUTEIINTE WX HA TOMEUUTENST MOXKE /1a Obje
OTTETJICHO IO BCSAKO BpeMe 0e3 OTPHUIATeTHH MOCIEICTBUS 32 HEMBJIHOJIETHOTO JIUIIE.

(6) M3puuHOTO »XENaHWE HA HEMBJIHOJETHOTO JHIE Ja C€ OTTErJId IO BCAKO BpEME OT
KIMHUYHOTO HM3MUTBaHe TpsOBa Na ObJe B3€TO MpEeABUA OT H3CIEIOBaTeNs, a MPU HEOOXOAMMOCT - OT
TJIaBHUS U3CIIE0BATEN.

(7) Ha masioneTHOTO WM HEMbIHOJIETHOTO JIMIIE C€ MPEAOCTaBs HHPOPMAIHs 3a U3NUTBAHETO,
3a €BEHTYyallHUTE PUCKOBE M 3a MOJ3HUTE MO pa3dupaeM 3a HETO0 HAYMH OT JieKap, KOWTO MMa OMUT C
MaJIOJICTHH U HETbJTHOJIETHH JIUTIA.

Y. 98. (OTm. - JIB, 6p. 84 ot 2018 1. (*))
Y. 99. (Otm. - JIB, 6p. 84 ot 2018 1. (*))

Paszgea II.
Kiannuyno u3nurBaHe ¢ ya3BuMu rpynu nauuentu (Orm. - IB, 6p. 84 ot 2018 r. (*))

Y. 100. (Otm. - 1B, 6p. 84 o1 2018 1. (*))
Yn. 101. (O1m. - JIB, 6p. 84 ot 2018 1. (*))
Yn. 102. (Otm. - [IB, 6p. 84 ot 2018 1. (*))

Pazpea I11.
ETnyna komucus 3a KJIMHUYHHA W3NUTBaHuA (3ari. usm. - JIB, op. 84 ot 2018 r., B cuiia ot
12.10.2018 r.)

U 103. (M3m. - IB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) (1) KeM MuHHCTBpa Ha
3/IpaBeoIa3BaHeTO ce Ch3AaBa ETMUHA KoMuCHS 32 KIMHUYHU M3MUTBAHUS, YMITO CHCTaB CE OMPEACIs ChC
3aloBe]l HA MUHUCTHPA Ha 3ApPABEOINA3BaHETO W BKIOYBA PEJOBHM M PE3EPBHHU WICHOBE. Pe3epBHHUTE
YJICHOBE y4acTBaT B 3acElaHUsATa HA KOMHCHUATA M UMAT MPaBO HA IJIac MPU OTCHCTBHETO HAa PEJOBHHUTE
YJICHOBE.



(2) Komucusita o ain. 1 ce cberoun ot 7 A0 12 peloBHU YI€HOBE, BKIIOUUTEIIHO MpEAceaaTes u
3aMECTHUK-IIpe/iceaTesl, KOUTO HUMaT KBaIU(UKAIMs W ONUT Ja pasriiefaT M OLEHAT Hay4dHHTE,
MEIUIMHCKUTE WM €TUYHUTE acleKTH Ha TMPEeAJoKEHOTO KIMHUYHO U3MUTBaHe. V3uckBaHMATa KbM
KBUTM(DHUKAMSITA HA WICHOBETC Ha KOMHUCHSATA 1O al. |, KAKTO W yCIIOBHUATA M PEABT 32 ONPEACIITHETO Ha
MOMMEHHHUS ChCTaB HA KOMHUCHSATA CE YPEXKAaT ¢ mpaBuiHuKa o wi. 106, an. 1.

(3) Komucusra no an. 1 BkiIrouBa HE MO-MaJIKO OT JABama PEJOBHM YJIEHOBE C HEMEIUIIMHCKO
o0Opa3oBaHUe - MPEJCTABUTENU Ha BaTa MoJja.

(4) 3a myxauTe Ha cBosita paboTa KOMHUCHATa TO al. | MoOXe Ja TpHUBIMYA BBHHIIHU
CHELMATTUCTH.

(5) Camo uneHoBeTe Ha KOMHCHSTA MO aj. 1, KOUTO HE ca B KOH(MIUKT HA WHTEpECH, HE
y4acTBaT B KOHKPETHO HM3MUTBAHE W Ca HE3aBUCHUMH OT BB3JIOKHTENS, JICYCOHOTO 3aBEJCHHE, KBICTO CE
MPOBEXKa KIMHUYHOTO U3MUTBAHE, U OT TJIABHUS M3CJIE0BATEN, MOTaT Jla y4acTBaT B OI[EHKAaTa Mo 4i. 83,
KaKTO U JIa TJIACyBaT U J]a y9acTBaT B 00CHKIAHETO.

(6) 3a BBHIIHM CIENHUAIMCTH MO ai. 4 Morar jJa ObJaT NPHUBJIMYAHU JIMIA, KOUTO HE ca B
KOH(MJIMKT HAa HMHTEPECH, HE ydYacTBAT B KOHKPETHO H3IUTBAHE U Ca HE3aBUCUMH OT BB3JIOKHUTEIS,
Je4e0HOTO 3aBEJICHHE, KBICTO CE MPOBEXK 1A KIMHUYHOTO U3IUTBAHE, M OT TIIaBHUS H3CJICI0BATE].

(7) UneHoBeTe Ha KOMHCHATA MO all. | ¥ BHHITHUTE CIEUUAINCTU MO al. 4 He MOTaT Ja uMar
JaCTeH MHTEPEC WIN 00Jiara, KOUTO OMXa MOTJIM JIa TOBJIHSST Ha TSIXHATA OS3MPUCTPACTHOCT MIPH OIEHKATa
o wi. 83.

(8) 3a ymoctoBepsiBaHe Ha 00CTOSATEICTBATA MO all. 5 - 7 WICHOBETE HA KOMHUCHSATA MO all. 1 u
BBHIIHUTE CIIEHUATNCTH 10 al. 4 MOAMUCBAT JeKIapalus mo pea u odpasel, onpeaeaeH! B IPaBUIIHUKA 110
yi1. 106, an. 1.

Yn. 104. (Om. - [IB, 6p. 84 or 2018 ., B cuna ot 12.10.2018 1.)

. 105. (1) (U3m. - IB, 6p. 84 ot 2018 1., B cuita ot 12.10.2018 r.) ManaarsT Ha 4iEHOBETE Ha
komucudara no 4wi. 103, an. 1 e ¢ npoAbJKUTEIHOCT 4 TOIUHM.

(2) (U3m. - IB, 6p. 84 ot 2018 1., B cmma ot 12.10.2018 r.) Ha Bceku 1Be rouHM €1Ha BTOpPA OT
cbcTaBa Ha koMucusTa Mo 4i. 103, an. 1 ce oOHOBsBA.

(3) (M3wm. - JIB, Op. 84 ot 2018 ., B cuna ot 12.10.2018 r.) Unen Ha komucusita o wi. 103, an.
1 He Moxe na ObJie Ha3HAYaBaH B ChIIaTa KOMUCHS 3a TIOBEYE OT JBa TOCJICIOBATSIIHA MaH/IaTa.

Un. 106. (U3m. - [IB, Op. 84 or 2018 r., B cuna ot 12.10.2018 r.) (1) MuHuCTHpBT Ha
3/IpaBeOIa3BaHETO YTBBPK/IaBa MPABIIIHKK 32 YCIOBHATA M pefa 3a pabora Ha komucusarta mo wi. 103, am. 1.

(2) Komucusita mo 4. 103, an. 1 u3paboTBa M mpueMa NMUCMEHH CTaHIAPTHH ONEPATUBHU
MpoLEeAYpPH B ChOTBETCTBHE € IIpaBuiiaTa 3a JloOpa KIMHUYHA MpaKTHKA.

(3) Bacenanudara Ha komucusTa o wi. 103, an. 1 ca 3akpuru.

Y. 107. (Orm. - IB, Op. 84 o1 2018 1. (*))

Un. 107a. (Hos - IB, 6p. 84 ot 2018 1. (*)) (1) PpkoBoAguTENUTE HA JeUeOHUTE 3aBEACHUS, B
KOHUTO C€ U3BbPIIBAT KIMHUYHHU U3IIUTBAHUSL, ONIPENEIIAT JIMLE WIIHU JIULA 32 KOHTAKT.

(2) JIuueto unam nMuaTa 3a KOHTAKT MO ajl. | MMaT KBaJU(HKALMS M OMNUT Ja OCHIIECTBSIBAT
MOHHUTOPHUHT BBPXY MPOBEXKIAHUTE B JIEUEOHOTO 3aBEJCHME KIMHUYHM M3MUTBAHUS 3a CIa3BaHE Ha
npasuiara Ha JloOpaTa KIMHUYHA [TPAKTHKA.

(3) UsuckBanusTa KbM KBadM(UKALMATAa Ha JIMLATAa 3a KOHTAKT MO al. 1 ce ypexnaar B
npaBwiHUKA o 4i. 106, ain. 1.

(4) Ilpu KOHCTaTUpaHU OTKJIOHEHHS OT OJ0OpPEHMs MPOTOKOJ W/WIM HEKEJNaHU JIEKapCTBEHU



peakiuy B XOJla Ha KIMHUYHOTO M3MUTBAHE, KOUTO HE ca JokiaaBaHu no pena Ha Permament (EC) Ne
536/2014, nuniero 3a KOHTaKT 110 ain. 1 yBenomsasa MAJI u komucusta o wi. 103, am. 1.

Yn. 108. (Otm. - [IB, 6p. 84 ot 2018 1. (*))

Pazgea IV.
Pa3pemenue 3a npoBekIaHe HA KIMHAUYHO N3NINTBAHE

Un
Un
Un
Un
YUn
Un

. 109. (O1Mm. - IB, Op. 84 o1 2018 1. (*))
. 110. (O1m™. - [IB, 6p. 84 o 2018 1. (*))
. 111. (Ot™m. - IB, 6p. 84 o1 2018 1. (*))
. 112. (Otm. - IB, 6p. 84 ot 2018 1. (*))
. 113. (O1m™. - [IB, 6p. 84 o1 2018 1. (*))

. 114. (1) (U3m. - 1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) 3a momydaBaHe Ha
CTaHOBHIIIE T10 WI. 83 BB3IOKUATEIIAT I101aBa 3asiBJICHUE 10 Komucusara mo wi. 103, an. 1.

(2) (OT™m. - 1B, 6p. 84 oT 2018 1. (*))
(3) (Ot™m. - IB, 6p. 84 ot 2018 1. (*))

(4) (Homa - 1B, 6p. 12 ot 2011 r., B cruta ot 08.02.2011 r., oT™. - JIB, Op. 84 o1 2018 1. (*))
.- B, op.
.- JIB, op.
.- JIB, op.
.- B, op.
.- JIB, op.
.- B, op.
.- JIB, op.
.- B, op.
.- JIB, op.
.- JIB, op.
.- B, op.

Y.
.
Y.
Yo
Y.
Y.
Y.
Y.
.
Y.
Y.

Y.
Yo
Y.
Y.
Y.
Y.

115. (O™
116. (O™
117. (O™
118. (O™
119. (O™
120. (O™
121. (O™
122. (O™
123. (O™
124. (O™
125. (O™

126. (O™
127. (O™
128. (O™
129. (O™
130. (O™
131. (O™

.- JIB, op.
.- B, op.
.- JIB, op.
.- B, op.
.- JIB, op.
.- B, op.

84 ot 2018 1. (*))
84 o1 2018 1. (*))
84 ot 2018 1. (*))
84 01 2018 1. (*))
84 o1 2018 1. (*))
84 ot 2018 1. (*))
84 o1 2018 1. (*))
84 ot 2018 1. (*))
84 o1 2018 1. (*))
84 ot 2018 1. (*))
84 o1 2018 1. (*))

Paznea V.
IIpomenu (O1m. - IB, Op. 84 o1 2018 1. (*))

84 ot 2018 1. (*))
84 01 2018 1. (*))
84 o1 2018 1. (*))
84 o1 2018 . (*))
84 ot 2018 1. (*))
84 ot 2018 1. (*))



Paznen VI
Cnupane Ha KIMHUYHOTO M3nuTBane (OTm. - IB, 0p. 84 ot 2018 1. (*))

Y. 132. (Otm. - IB, 6p. 84 ot 2018 1. (*))
UYn. 133. (O1m. - [IB, 6p. 84 ot 2018 1. (*))
Un. 134. (Ot™m. - 1B, 6p. 84 ot 2018 1. (*))

Pasznen VII.
IIpocaensiBane Ha 6e3onacHoctTa (OT™. - /1B, Op. 84 o1 2018 1. (*))

Yn. 135. (O1m. - [IB, 6p. 84 ot 2018 1. (*))
Y. 136. (O1w™. - [IB, 6p. 84 o1 2018 1. (*))
Y. 137. (Orm. - IB, Op. 84 o1 2018 1. (*))
Y. 138. (O1m. - [IB, 6p. 84 o1 2018 . (*))
Y. 139. (O1wm. - [IB, 6p. 84 o1 2018 1. (*))
UYn. 140. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Y. 141. (Otm. - IB, 6p. 84 oT 2018 1. (*))

Paszpnea VIII
YBenomjieHue 32 NPUKJIKYBAHE HA KIMHUYHOTO u3nutBane (OTm. - /1B, 6p. 84 ot 2018 r. (*))

Yn. 142. (O1wm. - /IB, 6p. 84 ot 2018 1. (*))
Yn. 143. (O1m. - /IB, 6p. 84 ot 2018 1. (*))
UYn. 144. (Otm. - [IB, 6p. 84 ot 2018 1. (*))

I'naBa yerBbpTa "a'".
HEUHTEPBEHLHUOHAJIHU ITPOYYBAHUSA (HOBA, IPEJAUIIEH PA3BJAEJ IX "
HEUHTEPBEHIIMOHAJIHO ITPOYYBAHE" - /IB, bP. 12 OT 2011 I'., B CWJIA OT
08.02.2011T".)

Yn. 145. (1) (Hom. - AB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) HennrepBeHMOHAIHO
IpoyYBaHe ce MPOBEX/a C pa3peleHn 3a ynorpeba B Pemybnuka bbirapus nekapcTBeHU NPOAYKTH, KOraTo
ce M3MUTBAT 3a MOJYYaBaHE HA JOMBJIHUTEIHA WH(POpMAIMs 32 MPOAYKTA, MPEANUCBAH MO OOMYANHHS
HauMH B CBHOTBETCTBHE C YCIOBMATA, OINpPEIECIIEHHM B pa3pellieHueTo 3a ynorpeda. Ha yuacTHuuute B
HEMHTEPBEHLIMOHATHNA TIPOYYBAaHUS HE C€ MpujaraT IHAarHOCTHYHU WIM TPOCIEASBALIN MPOLEIypH,
pasnuyHM OT oOMuaiiHaTa MpaKTHKA, KaTo 3a AaHaJuW3 Ha IMOJIy4YEHUTe JaHHU Cc€ M3M0I3BaT
eMUIEMHOIOTUYHH METOIH.

(2) U3m. - 1B, 6p. 12 o1 2011 1., B cuna ot 08.02.2011 r., ot™. - /IB, 6p. 102 oT 2012 1., B cuna
or 21.12.2012r.)

(3) (U3m. - [IB, 6p. 12 ot 2011 1., B cmura ot 08.02.2011 r., ot™. - [IB, 6p. 102 ot 2012 1., B cuna
or 21.12.2012r.)

(4) (Homa - 1B, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r., ot™m. - /IB, 6p. 102 ot 2012 1., B



cwia ot 21.12.2012 1.)

(5) (Homa - /IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r., ot™m. - IIB, 6p. 102 ot 2012 1., B
cuna ot 21.12.2012 r.)

(6) (Homa - [IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r., ot™m. - [IB, 6p. 102 ot 2012 1., B
cuna ot 21.12.2012 r.)

Y. 145a. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) HennrepBeHnmoHnaanu
IIOCTMApKETUHIOBU TPOYyYBaHUs 3a O€30IIaCHOCT C€ MNPOBEXAAT IO WHUIMATHBA HA IPUTEXKATENs Ha
paspenieHueTo 3a ynorpeda win B M3IIBIHCHUE HAa YCIOBUATA 110 Wi. 55a 1 56a 1 ca CBbP3aHH ChC CHOUpPAHE
Ha JJAHHM 10 JIEKapCTBeHa 0€30MacHOCT OT MAIlMeHTH U MEIUIIUHCKH CIIEIIHAIHCTH.

(2) (M3m. - 1B, Op. 17 ot 2019 r.) Koraro npu npoy4BaHeTo ce IIlaHupa CbOMpaHeTo Ha JaHHU
OT MallMeHTH, clie[Ba Aa ObJe MOITYYeHO TAXHOTO chryiacue. JINYHUTE NaHHU Ha MAIMEHTHTE ce 00paboTBaT
IIpY Clla3BaHe M3MCKBAHUATA 3a 3aIUTA HA JINYHUTE JaHHHU.

(3) MeaunuHCKUTE CrIENUAINCTH HE TOdy4YaBaT (MHAHCOBU WJIM JPYTH CTUMYJIU 32 y4acTHE B
HEMHTEPBEHLMOHAIHUTE MPOYYBAHUS 32 O€30MaCHOCT OCBEH KOMIICHCAIIMH 32 M3Pa3XOJBAaHOTO BpeME H
CpEeICTBa.

Ui 1456. (Hos - /IB, 6p. 102 ot 2012 1., B cumma ot 21.12.2012 1.) (1) [To Bpeme Ha ipoBexaaHe
Ha Tpoy4BaHeTo MO wi. 1458, am. 1 m unm. 145e, an. 1 mpuTekaTenaT Ha pa3pelIeHUETO 3a YIoTpeda
OCBUIECTBSIBA MOHUTOPMHI' HAa IIOJIy4YEHUTE JAHHU W OTYWUTA BIUSHUETO MM BBPXY CHOTHOLICHHETO
T0JI3a/pUCK 3a JIEKAPCTBEHUSI TPOTYKT.

(2) IpurexarensT Ha pa3pelieHneTo 3a ynorpeda cbobmana Ha MAJI Bcsika HoBa mHpOpMAIIs,
KOsITO OM MOIJIa Ja TOBJIMsI€ Ha ChOTHOILIEHUETO I10J13a/pUCK 3a JIEKAPCTBEHUSI IPOTYKT.

(3) 3agbmkeHneTo Mo an. 2 He 0CBOOOXK/IaBa MPUTEKATENsI Ha pa3pelIeHueTo 3a yrnorpeda ot
M3MCKBaHETO Ha wi. 1943 3a mpenocraBsHe Ha wuHGpoOpMANMATa TO Al 2 W 4Ype3 NEPUOTUYHUTE
aKTyaJlu3UpaHH JIOKJIaIu 3a O€30MacHOCT.

Un. 1458. (Hos - JIB, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) (1) (U3m. - [IB, Op. 84 ot
2018 r., B cuna ot 12.10.2018 r.) Korato npoyuBaHeTo ce mpoBekaa camMo Ha Tepuropusita Ha PermyOinka
bearapus B u3NbJIHEHUE Ha 3aIbJDKEHUE MO 4. 56a, IMpUTEXATeNsAT Ha pa3pelieHueTo 3a ymorpeda
npenctass B MAJI mpoekT Ha MpOTOKOIa Ha MPOy4BaHeTo. [[poeKTHT Ha MPOTOKOJA, MPUAPYKEH C TUCMEHO
chriacue mo 4wi. 145a, an. 2, ce npencrass v B komucusita o wi. 103, an. 1.

(2) Uznbaautenaust aupekrop Ha MAJI B cpok mo 60 mHM OT nmarata Ha TOJydaBaHe Ha
JOKyMEHTalMsATa Mo aj. | u3mpaina Ha NpUTekaTels Ha pa3pelieHHeTo 3a yrnoTpeda yBEeJOMIJICHHE 3a
oJ100psiBaHE Ha MPOYYBAHETO WJIK IPABH MOTHUBUPAH OTKa3.

(3) UsnenautennusaT nupekrop Ha MAJI oTka3zBa mpoBeXJaHe Ha MPOYYBAHETO C €IUH WIIU
IIOBEYE OT MOTUBHTE 110 ui. 145¢, an. 2, 1. 2.

(4) (U3m. - [1B, Op. 84 ot 2018 r., B cua ot 12.10.2018 r.) Komucusra mo 4n. 103, an. 1 B cpok
no 60 nHM OT maraTa Ha IOJy4yaBaHE Ha JOKyMEHTalusATa Mo aj. | mu3mpama Ha MpuUTexarens Ha
pa3peleHueTo 3a ynorpeda nojoKUTEIHO WK OTPULIATETHO CTAHOBHILIE.

(5) (U3m. - [IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) IlpoBexaaHeTo Ha MPOYYBAHETO
MOXKeE J1a 3al0vHe clie]] mojgydaBane Ha onoopenne oT MAJI u momoXUTEIHO CTAaHOBHIIE OT KOMHUCHSITA TI0
1. 103, aim. 1.

(6) 3a omenka Ha nokymeHrtamusaTa mo an. 1 MAJI cebupa Takca B pa3mep, OmpeneseH B
tapudara mo ui. 21, ai. 2.



Ui 145r. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) (U3m. - [IB, 6p. 84 ot
2018 r., B cmma ot 12.10.2018 r.) IIpuTexkatenar Ha pas3pelieHHETO 3a ymoTpeda mMpuiara IUTaHHUpPaHH
CBIIECTBEHU MTPOMEHM B MPOTOKOJIA B CilydauTe Mo wi. 1458, an. 1 cien nmpeaBapuTeIHOTO UM 0100psiBaHe
ot MAJI u ot komucusra o wi. 103, an. 1.

(2) (M3m. - 1B, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) [IputexkaTenar Ha pa3pemeHUueTo 3a
ynotpeba npencrasst B UAJI u B komucusta no wi. 103, an. 1 nokymeHTanusTa, CBbp3aHa ¢ IPOMEHUTE, U
MOTHBHTE 3a TOBA.

(3) Uzneanurennusat aupexkrop Ha MAJI B cpok 10 30 aHM OT mosy4aBaHe Ha JOKyMEHTaLUsATa
no ajn. 2 onodpsiBa MpOMEHEHHs MPOTOKOJ WM H3JaBa MOTHUBUpPAH OTKa3 M yBeJOMSBAa MpUTEXKATENs Ha
pas3pelIeHrneTo 3a yrnorpeoa.

(4) (M3m. - 1B, 6p. 84 ot 2018 r., B cuia ot 12.10.2018 r.) Komucusra o un. 103, an. 1 B cpok
no 30 nHM OT fgaraTa Ha TOJy4YyaBaHE HAa JOKyMEHTAIMsATa MO aj. 2 Hu3Mpalla Ha MpUTEeKarens Ha
pa3perieHrneTo 3a yrnorpeda MmoNoKUTEIHO WIH OTPUIIATEIIHO CTAHOBUIIIE.

(5) M3nbpnautennuar nupektop Ha MAJI oTka3zBa mpoMeHuTe 1Mo aji. | ¢ eauH WU MoBeYe OT
MOTHBHUTE, IOCOYEHH B wi. 145¢, ain. 2, 1. 2.

(6) (U3m. - [IB, Op. 84 ot 2018 1., B cuna ot 12.10.2018 1.) [IpuTekaTensT Ha pa3pemieHUETo 3a
ynoTpeda Moke J1a IpUJIoKH IPOMEHHTE 1o all. 1 cien nonydaBane Ha onoOpenue ot MAJI u monoxurenHo
CTaHOBHIIIE OT KoMucHsiTa Mo 4i. 103, ai. 1.

(7) 3a omenka Ha nmokyMeHTtammsTa mo aia. 1 MAJI cwOmpa Takca B pa3mep, ONpEAcliCH B
tapucdara o ui. 21, am. 2.

UYn. 145a. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Ilpurexarensar Ha
paspenieHueTo 3a ynorpeda npeacTaBs OKOHYATeNeH Jokiaa oT mpoyuBanero Ha MAJI B cpok 1o 12 mecena
cleq MPHUKIIOYBaHE ChOMpaHeTo Ha AaHHU. KbM [OKiana ce mpuiara ¥ pe3loMe Ha pe3ylTaTUTe OT
IIPOYYBAHETO.

(2) IlpuTexarensaT Ha pa3pelieHUueTo 3a ynorpeda MoKe Ja Mojaje MOTHBHUPAHO HCKaHE [0
HNAJI 3a omnaraHe Ha cpoka mo aji. | Hali-Malko TpU Mecela Ipeau JaTrara 3a IpeacTaBsHE Ha
OKOHYATEeNHUS JOKJIa, TOCOYeHa B MPOTOKOJIA.

(3) M3nbenHuTenHaTa areHuus MO JeKapcTBaTta oJo0psiBa WM IMpaBM MOTHBHpaH OTKa3 Ha
MCKaHETO I10 aJl. 2 ¥ YBEJIOMsIBa MPUTEXKATEN Ha pa3pelieHneTo 3a ynorpeoa.

(4) Korato mpuTexaTeisT Ha pa3pelieHHueTo 3a ynorpeda Bb3 OCHOBA Ha JOKjiaaa mo an. 1
IpeLeHy, Ye € HeoOXoauma MpoMsiHa B pa3peleHneTo 3a ynorpeba, Toi momasa no MAJIL 3asBieHue 3a
MpOMsHA MO peJla Ha IJ1aBa TpeTa, paszaen VI.

(5) Usnbanurennuar gupekrop Ha MAJL cbe 3amoBen cnuvpa ACMCTBHETO WIM IIPEKpATsSBa
paspemienueTo 3a ymoTpeba, korato MAJI BB3 ocHOBa Ha AoKiana mo ail. | W cieda KOHCYJTalus C
NPUTEXKATEN Ha pa3pelIeHueTo 3a ynorpeda MpereHu, 4e € HeoOXoAUMO CIMpaHe WM MpeKpaTsBaHe Ha
pa3pelieHnueTo 3a ynorpeoa.

Ui 145e. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Koraro npoyuBanero ce
MPOBEXKa KaKTO Ha TepuTopusta Ha PenmyOnuka bbarapus, Taka U Ha TEPUTOPHUITA U HA IPYTH IbP:KaBU
YJIEHKH, 32 JICKaPCTBEHH MPOAYKTH, pa3peiieHu no peaa Ha Permament (EO) Ne 726/2004 na EBpomneiickus
napiaMeHT 1 Ha ChBeTa WM 1O peja Ha IJiaBa Tpeta, pazznen VII B u3nbiHeHHe Ha 3abJKEHUSTA M0 YIl.
55a wiu no ui. 56a, mpuUTekaTeNAT Ha pa3pelIeHueTo 3a yrnoTpeda mojasa 10 KOMHUTETa 1Mo wi. 56a, an. 1, T.
| mpoexra Ha MPOTOKOI.

(2) B cpok no 60 mHM OT naTaTa Ha MOJIy4aBaHE HA IOKYMEHTAIMATA 1O ajl. | KOMUTETHT 1O YJl.
56a, an. 1, 1. | U3TOTBS CTAHOBUIIE U U3MpAIlla HA TIPUTEKATEIS HA pa3pPEIICHUETO 3a yrnoTpebda:

1. yBenomiieHue 3a 0100peHue, Uiu



2. MOTHBHpaH OTKa3, KOraTo:

a) KOHCTaTupa, 4e MPOBEXKIAHETO HAa IMPOYUYBAHETO HachpuaBa ymnoTpedaTa Ha JIEKapCTBEHHS
NPOAYKT, W/WIH

0) mpereHy, Ye IM3aiiHbT Ha MPOYYBAHETO HAMA JIa TIOCTHTHE 3aJI0KEHUTE B MPOTOKOJIA IEJH,
u/unu

B) MMPOYYBAHETO UM XapaKTep Ha KIMHHYHO U3ITUTBAHE.

(3) (M3m. - JIB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) B cmywyaute mo am. 2, 1. 1
MIPUTEXKATENAT HA Pa3pelIeHUETOo 3a ynorpeda npeacrass yegomiienuero na MAJL

(4) (U3m. - [1B, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.) Komucusara mo 4wi. 103, an. 1 B cpok
no 15 mHM oT garara Ha TOMydyaBaHE Ha YBEIOMIIGHHETO MO al. 3 W3Mpalia Ha MPUTEXKaTeNls Ha
pa3peleHneTo 3a ynorpeda nojoKUTEIHO WK OTPULIATETHO CTAHOBHILIE.

(5) (M3wm. - [IB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) [IpoBexxaaHeTo Ha MPOYUBAHETO
MOJKE Jia 3aIll0YHE CJIE [T0JIy4aBaHEe Ha MOJIOKUTEIIHO CTAHOBUINE OT KoMucusATa o wi. 103, an. 1.

(6) CpabpkanueTo u ¢opMara Ha TPOTOKONa mo ain. 1 ce ompenenst ¢ Permament 3a
m3neiaHeHue (EC) Ne 520/2012 na Komucusta ot 19 ronu 2012 r. 0THOCHO H3BBPIIBAHETO HA IEHHOCTUTE B
obnmactra Ha dapmakoioruyHara OautenHocT, mnpeaBuacHu B Permament (EO) Ne 726/2004 Ha
EBponeiickus mapnamedT U Ha CbBera u B [lupexktuBa 2001/83/EO na EBpomeiickus mapiaMeHT M Ha
CsBera (OB, L 159/5 ot 20 ronm 2012 r.), Hapuvan mo-HaTaThk "Pernmament 3a mambinenue (EC) Ne
520/2012".

Un. 145x. (Hos - IB, O6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) (1) Ilpurexarenst Ha
pasperieHueTo 3a ynorpeba B ciydaurte mo wi. 145e, an. 1 mpuiara rutaHupaHW CHIIECTBEHU MPOMEHU B
IIPOTOKOJIA HA MPOYYBAHETO CJIC]] MPEABAPUTEITHOTO UM 0JI00pSBaHE OT KOMUTETA IO Wi. 56a, ai. 1, T. 1.

(2) [IputexkaTenar Ha pa3pelIeHHETOo 3a YIoTpeda MpecTaBsi Ha KOMHUTETa 1Mo 4Wi. 56a, an. 1, T.
1 moxyMmeHTanusTa, CBbp3aHa C MPOMEHHUTE, 1 MOTUBH 3a TOBA.

(3) (U3m. - JIB, Op. 84 ot 2018 1., B crta ot 12.10.2018 r.) Koraro komuteTsT 110 4. 56a, ai. 1,
T. 1 0100pu mMpoMeHHUTe B MPOTOKOJIA, MIPUTEKATEIAT HA pa3pelieHneTo 3a ynotpeba yBempomssa MAJL u
kommcHsaTa mo 4. 103, am. 1.

(4) (M3m. - 1B, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) [IputexxaTenar Ha pa3pemieHUueTo 3a
ynotrpeba MoXKe N1a TPUIIOKH MPOMEHHUTE MO ajl. | clieJ TMmojlydaBaHe Ha IMOJIOKHUTETHO CTAHOBHUIIEC OT
komucHsaTa mo 4. 103, am. 1.

U 1453. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) [Ipurexarensr Ha
pa3penieHreTo 3a yrnorpeda nmpeacTaBs 1Mo eJIEKTPOHEH BT Ha KOMUTETA 10 4. 56a, a. 1, T. 1 okoH4aTeneH
JOKJIaJl, IPUIIPYKEH C pe3toMe Ha pe3yTaTuTe OT IMPOYUBAHETO, B CPOK 10 12 Mecena ciel MPUKIIOYBaHEe
CHOMpaHeTO Ha TaHHH.

(2) [purexarenar Ha pa3peLIeHHETO 3a YrnoTpeda MoXe Ja IM0jaZe MOTHBHUPAHO HMCKaHE JI0
KOMHTETA 1Mo wWi. 56a, an. 1, T. 1 3a oTyiarane Ha cpoka 1o ain. | Hal-MalKo TpU Mecela Mpeau aaTaTta 3a
Mpe/ICTaBsSHE HAa OKOHYATETHH JT0KJIa/l, TOCOUYeHa B IPOTOKOJIA.

(3) Komurerst 1o . 56a, an. 1, T. 1 ogoOpsiBa Uiy MpaBu MOTUBUPAH OTKAa3 Ha MCKAHETO IO
an. 2 U yBeJIoMsiBa IpUTEXKaTells Ha pa3pelIeHUeTo 3a yrnorpeoa.

(4) Cpappxanueto u ¢popmaTa Ha JOKJIana Mo ai. 1 ce omnpeaensaT ¢ PerimameHT 3a u3mbIHEHHE
(EC) Ne 520/2012.

Ui 145u. (Hos - JIB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) (1) KomurersT 10 wiI. 564,
an. 1, 1. 1 B3 OCHOBa Ha JIoKJIaa 1o ui. 1453, an. 1 u ciex KOHCyATalUsl C IPUTEkKATEI Ha Pa3pelICHUETO
3a ymoTtpeba M3/1aBa MOTHBHpAHA MPEMOpPbKa OTHOCHO pAa3pelieHHEeTO 3a ymoTrpeda Ha JIeKapCTBEHUS



IIPOAYKT U 5 U3Ipalla ao:

1. Komurera 1o jiekapcTBEHUTE MPOIYKTH 32 XyMaHHa yroTtpeba mo 4. 5 ot Permament (EO)
Ne 726/2004 na EBporneiickus mapiameHT u Ha CpBeTa, WK

2. KOOpIMHAIIMOHHATA rpyna no wi. 77, ai. 2.

(2) B cayyaure mo ain. 1, T. 2, koraTo KOMUTETHT 1O 4. 56a, an. 1, T. 1 e mpenopbuan npomsHa,
CIMpaHe WM NpeKpaTsABaHE Ha pa3pelleHueTo 3a ynoTpeda, KOOpAUHALMOHHATA TPy, IPEICTaBIsiBaHa OT
IbP)KaBUTE UYIEHKH, B KOUTO € IMPOBEICHO NPOYYBAHETO, M3[aBa CTAHOBMIIE OTHOCHO HEOOXOAUMUTE
JeUCTBUS, KOUTO CJIEJ[Ba Ja CE MpEANpHeMaT Mo OTHOLICHHE Ha Pa3pelIeHUuETO 3a yrnoTpeda, BKIIOYUTEIHO
rpaduK 3a U3IBIHEHUETO My.

(3) Koraro npencraBeHuTe Abp>KaBU WICHKU B KOOPAMHAIIMOHHATA I'PYyTa HOCTUTHAT KOHCEHCYC
OTHOCHO CTAHOBHIIETO IO al. 2, TO ce MyOJuKyBa Ha EBpomneiickusi MHTEpHET MopTall 3a JEKapCTBEHUTE
IPOAYKTH 10 wi. 68, an. 1, T. 4 1 ce u3npaia Ha IpUTEKATENs Ha pa3pelIeHueTo 3a ynorpeoa.

(4) Uznbnaurennust pupektop Ha MAJI B chOTBETCTBHE CHC CTAaHOBHUULIETO MO ajl. 2 CIUpa
JeWCTBUETO WM NPEKPaTABa pa3pelIeHUETO 3a ynoTpeoa.

(5) Koraro B cTaHOBHIIETO 10 all. 2 ca NPENOPbUYAHU IIPOMEHU B U3JAJCHOTO pa3pelleHue 3a
ynoTpeba, TPUTESXKATEIAT Ha pa3pelieHueTo 3a ymoTpeda B paMKUTE Ha OMpeneieHus rpaduk 3a
n3nbiaHeHue noxasa 1o MAJI 3asBieHne 3a mpoMsiHa IO pela Ha IjaBa TpeTa, pasnen VI, Bkirousamio
aKkTyaJlu3upaHa KpaTKa XapaKTepUCTHKA Ha MPOJIyKTa U JUCTOBKA.

(6) Koraro He Moxe na Ob/ie MOCTUTHATO ChIJIACHE B PAMKHMTE Ha KOOpJIMHALIMOHHATA IpyIa,
MO3UIMATA HA MHO3MHCTBOTO OT JIbP’KaBUTE WIEHKH C€ IpenocTaBss Ha EBponeiickaTa KOMUCHS, KOSITO
IpUeMa pelIeHHe 3a NPOMsIHA, CIIUpaHEe WIK MPEKpaTsBaHE Ha Pa3pelleHUeTo 3a ynorpeba, U3AaJCHO OT
CBHOTBETHUTE PETYJIATOPHUA OpraHH Ha AbP>KABUTE WIECHKH.

(7) Pemennero mo an. 6 ce mybnukyBa Ha EBpomneickusi HHTEPHET MOPTA 3a JIEKAPCTBECHUTE
IPOAYKTH 10 Wi 68, an. 1, T. 4 1 ce u3npaila Ha IpUTEKATEN Ha pa3pelIeHneTo 3a yrnorpeoa.

(8) UsmbnHuTEeNHATAa areHIMs IO JeKapcTBaTa Npuiara BPEMEHHUTE W/WIM OKOHYATEIHUTE
MEpKH OT peleHuero no aia. 6 m uHdopmupa EBponeiickara areHius o jekapctBata u EBpomnelickaTta
KOMUCHS.

(9) B ciiydaute 1o an. 1, T. 1 KoMuTeThT o gexkapcTBeHUTE MPOAYKTH 3a XyMaHHa ynoTpeda B
CBhOTBETCTBUE C IIPENIOPBKATA HA KOMUTETA 1O WiI. 56a, an. 1, T. | u3naBa CTaHOBUILE OTHOCHO 3ala3BaHETO,
M3MEHEHHETO, CIMPAHETO WM MPEKpaTsIBAaHETO HA BAJIMAHOCTTA HA pa3pelIeHHueTo 3a ymorpeoda,
BKJIIOYMTEIHO TpaUK 3a M3MbJIHEHHE Ha craHoBMIeTo. CTaHoBuUIIETO ce NMyOinkyBa Ha EBponeifckus
MHTEPHET MOPTaj 3a JIEKapCTBEHUTE MPOAYKTH IO wi. 68, an. 1, T. 4 u ce u3mpalla Ha NpUTEXKaTeNIs Ha
pa3pelIeHneTo 3a yrnorpeoa.

(10) Korato B craHoBMILETO 1O al. 9 € U3pa3eHa MMO3ULHUA 3a NPEANPUEMAHE HA PEryIaTOpPHU
JeMCTBHSL N0 OTHOLIEHHE Ha paspelieHusTa 3a ynorpeda, EBpomelickata koMucus npuema pelieHue 3a
NIPOMsIHA, CIIMpaHe WM IMpeKpaTsBaHe Ha pa3pelleHusTa 3a ynorpela, W3gajeHu Mo pena Ha Peryament
(EO) Ne 726/2004 na EBponetickust mapiameHT U Ha ChBeTa.

Un. 145k. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) (U3m. - [IB, 6p. 84 ot
2018 r., B cuma ot 12.10.2018 r.) HewmnTepBeHIIMOHAIHM MPOYYBaHMUS Ha TepUTOpHUsATa Ha PemyOmuka
bearapus ce mnpoBexmar Npu YCIOBUS W 1O pel, OINpeaeleHH C Hapeada Ha MHUHUCTBpa Ha
3/lpaBeoIla3BaHeTo.

(2) Ilpu mpoBexaHe Ha HEUHTEPBEHIIMOHAIHU MPOYYBAHMS MO an. 1 ce mocouBa U3TOYHUKBT
Ha (pMHAHCHpaHe.



I'nraBa nera.
MMPONU3BOACTBO U BHOC HA JIEKAPCTBEHHU ITPOAYKTU U AKTUBHUAU
BEHIECTBA (3AI'JI. U3M. - JIB, bP. 102 OT 2012 I'., B CWJIA OT 02.01.2013T.)

Paznean I.
IIpousBoacreo

Y. 146. (1) (U3m. - [IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) [Ipou3BoacTBOTO Ha
BCUYKM BHUJIOBE JIEKAPCTBEHH MPOMYKTH IO CMHUCHJIA HA TO3M 3aKOH, MU Ha JICKAPCTBEHU NPOIYKTH,
MpeTHAa3HAYeHH 33 KIIMHUYIHO M3MHUTBAHE, MOTAT Jia M3BBPIIBAT HA TepUTOpHUATa Ha PemyOimka Bwirapus
camMo (hM3MYECKH WIHM IOPUAMYECKU JIMIIA, PETUCTPUPAHM KAaTO THPrOBIM HA TEPUTOpUATA Ha IIbpKaBa
9JICHKA, KOUTO Ca MO Pa3pelieHue 3a MPOU3BOCTBO, U3IAJCHO OT IUPEeKTOopa Ha M3mbiHUTEHATA
areHuus 1o JeKapcTBara.

(2) Pazpemienue 3a IpoOU3BOJACTBO C€ M3UCKBA U B CIy4yauTe, KOTaTO MPOJIYyKTUTE Mo ai. 1 ca
MpeIHa3HaYeHN CaMo 3a U3HOC.

(3) (U3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Pa3pemienue 3a mpou3BOACTBO Ce
M3HCKBA U 32 JIMIA, KOUTO U3BHPIIBAT STHOBPEMEHHO HJIU IMOOT/CITHO €{HA OT CJICIHUTE JCHHOCTH: ITHITHO
WIM YacTUYHO TPOM3BOJACTBO, pA3IMYHU IMpollecH Ha paszdacoBaHe, OMAaKOBaHE, IMPEOMAKOBAHE,
ETUKETUPaHEe, KAaueCTBEH KOHTPOJ M OCBOOOXK/IaBaHE HA MApTHUIHU JICKAPCTBEHH TMPOJYKTU W JICKApPCTBEHU
MPOJYKTH, IIPeIHA3HAYCHH 32 KIMHUYHO U3IUTBAHE.

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

(5) He ce n3uckBa paspenieHue 3a Npou3BOACTBO, KOTaTo MPOLIeCUTe Ha paz(acoBaHe, CMECBaHE
WJIM OMIAaKOBAHE CE M3BBPIIBAT [0 MAarucTpaiHa win ¢apMakornelHa perenTtypa B anTexa.

Un. 147. (U3m. - [IB, 6p. 102 ot 2012 1., B cruta ot 02.01.2013 r1.) M3nbiHATETHATA areHITUS 110
JeKapcTBaTa BBbBEXIa HHPOpPMALUs 3a HW3JAJCHUTE pa3pelieHus 3a TPOM3BOJCTBO HA JIEKAPCTBEHHU
MPOAYKTH U cepTudukaTu 3a JloOpa npon3BoACTBEHA NMPAKTHKA B Oa3aTa JaHHU Ha EBpomeiickus Chio3.

Un. 148. 3a mosyyaBaHe Ha pa3pelieHHE 3a MPOM3BOJACTBO JHUIETO 1Mo wWwi. 146 TpsOBa na
pasmounara:

1. ¢ mepcoHal ¢ moaXoAsIIa KBaTu(UKALKS B 3aBUCHMOCT OT CHeIM(PUKATa HAa TPOU3BEKIAHUTE
BUJIOBE JIEKAPCTBEHH MPOIYKTH U JIEKapCTBEHU (HOpMH;

2. TI0 BCSIKO BpeMe Hal-MaJIKO C €HO KBATH(HUIIMPAHO JIUIIE, KOETO OTTOBAps HA yCIOBUSATA IO
1. 159;

3. ¢ moMemieHus 3a MPOU3BOJCTBO, KOHTPON U ChXPaHEHUE HAa JICKAPCTBEHUTE MPOIYKTH,
CHAO/ICHH C HEOOXOUMOTO TEXHUYECKO 000pyIBaHe U C JJabOpaTOpUH 32 KOHTPOIL.

Un. 149. PbproBoauTENINTE HA MPOU3BOACTBO M KOHTPOJ BBHPXY KauyeCTBOTO Ha JIEKAPCTBEHU
IIPOAYKTH B NIPEANIPUATHUATA 3@ IPOU3BOACTBO Ca JIULA:

1. KouTo MpuUTEKABAT 0OPA30BATEIHO-KBANU(UKALMOHHA CTENEH "MarucTbp" Mo CrenuarTHoCT
"hapmarus", "xumus" uam "6uonorus" U Hall-MaJKo BE FOJMHU MPAKTUYECKU ONUT BB (hapMalleBTUHUHOTO
IIPOU3BOJICTBO;

2. KOUTO OTrOBapAT Ha M3MCKBAaHUATA IO T. | ¥ UMAT AON'BJIIHUTEIHO IIPU3HATA CIIELUATHOCT 110
pannoOUOIIOTHs UM PaJUOXUMHUS - 33 paano(apManeBTUIN UITH 3a JIEKAPCTBEHU IPOILYKTH, MOJUI0KEHU Ha
MOHU3HPAIIY JIBYCHNS,



3. ¢ Inpu3Hata CHCHHUAJIHOCT II0 KJIMHHYHA XCMATOJOrusA, MCAWIIMHCKA MI/IKpO6I/IOJIOI‘I/ISI,
BUPYCOJIOTHUA WX UMYHOJIOTHSA - 34 MPOU3BOJACTBOTO HA UMYHOJIOTUYHHU JICKAPCTBCHU IIPOAYKTH - BAKCHHU,
TOKCHHH, CCPYMH, 34 OMOTEXHOJIOTHYHU MNPOAYKTHU U 3a JICKAPCTBCHU NPOAYKTH, HOJYUYCHU OT YOBCIIKA
I1a3Ma Ujin OT YOBCIIIKA KPHB.

Un. 150. (1) Jluuero nmo un. 146 mpencras B MAJIl 3asBneHue mo obOpasel, YTBBPIEH OT
JIUPEKTOpa Ha areHIHUsATA.

(2) 3aenHO ChC 3asBJICHUETO MO ajl. | 3asIBUTENAT MPE/ICTABS U:

1. (mom. - B, 6p. 103 ot 2017 r., B cuna ot 01.01.2018 r., u3m. - [IB, 6p. 67 ot 2020 r.)
JMIJIOMa 3a BHCIIE 0Opa3oBaHUE, JTOKYMEHT 3a MPUI00HMTa CHEIMAIHOCT, JOKYMEHT 3a TPYJIOB CTaX H
TPYJOB JIOTOBOP 3a junara mo wi. 148, 1. 2 u umn. 149;

2. xomusi OT JIOTOBOPHW 3a Bb3JaraHe Ha MPOM3BOJACTBOTO W/WIIM KOHTPOJa Ha 3asBEHHUTE 3a
MIPOU3BOICTBO MPOAYKTH - B ClTydauTe 1o wi. 151;

3. (m3m. - JIB, 6p. 71 ot 2008 r., B cria ot 12.08.2008 1., u3Mm. - JIB, 6p. 60 ot 2011 r., B cuma
or 05.08.2011 r.) nanuu 3a EnunHMS uneHTH(UKALMOHEH KOJA HAa THProBeLA WJIM KOOIepauusara OT
TBProBCKUs PETHCTHP, a 3a IPYKecTBaTa, pETUCTPUPAHU B AbpKaBa - WieHKa Ha EBporeiickus Cbr03, HiIH B
abpkaBa - crpaHa no CropazymeHueTo 3a EBpomneickoTo MKOHOMHYECKO MPOCTPAHCTBO - JIOKYMEHT 3a
aKkTyaJlHa pEerucTpanusi IO HAIMOHAJHOTO 3aKOHOJATEJICTBO, M3/4aJ€H OT KOMIIETEHTEH OpraH Ha
ChOTBETHATA JIbPKaBa;

4. (m3m. - 1B, 6p. 60 ot 2011 1., B cuma ot 05.08.2011 r., u3m. - JIB, 6p. 102 ot 2012 1., B cuna
or 02.01.2013 r.) cnuchbK HaA MPOU3BOJCTBEHHUTE JACHHOCTH W JIEKAPCTBEHHUTE (HOPMH, KOUTO IIIE
MIPOM3BEX/IAT;

5. cxemMM Ha TIOMEUICHMSTa 3a IPOU3BOJCTBO, KOHTPOJI M CbXpaHEHME M JIOCHE Ha
MIPOM3BOJICTBEHATA MOIIIHOCT;

6. OlLEHKa 3a BB3JCHCTBHE BBPXY OKOJHATa Cpela NpU MPOU3BOACTBOTO Ha JIEKAPCTBEHU
MPOJYKTH B MPEABUICHUTE B 3aKOHA 32 Ola3BaHE HAa OKOJIHATA Cpefia CIyvau;

7. paspemieHue OT ATEHIMATA 3a SOPEHO perylupaHe, KOraTto 3asBJICHHUETO C€ OTHACsS [0
MPOM3BOJICTBO Ha paano(apMareBTUIM WIM Ha JIEKAPCTBEHHW MPOIYKTH, TMOJUIOKEHU Ha HOHU3MpPAIIH
TBUCHUS TIPU TPOU3BOJICTBOTO HM;

8. (ot™m. - JIB, Op. 67 ot 2020 1.)

9. (m3m. - JIB, 6p. 98 oT 2010 1., B cruma ot 01.01.2011 1., ot™. - JIB, 6p. 60 ot 2011 r., B cuna
ot 05.08.2011 r.)

10. 1OKyMeHT 3a TUTaTeHa Takca B pa3Mep, onpezesieH B Tapudara mo wi. 21, ai. 2.

(3) Ilpu mpou3BOACTBOTO Ha HAPKOTUYHM BEILIECTBA U JIEKAPCTBEHH (OPMH, KOUTO ChABPIKAT
TaKMBa BEIECTBA, CE CIIA3BaT M M3MCKBAaHHWATA Ha 3aKOHA 3a KOHTPOJ BHPXY HAPKOTHYHHTE BEIIECTBA M
IIPEKYPCOPUTE.

(4) (HoBa - JIB, 6p. 103 ot 2017 r., B cuia ot 01.01.2018 r., u3m. - JIB, Op. 67 ot 2020 r.)
W3nbaHuTenHaTa areHuus 1o JeKapcTBaTa YCTAHOBsSIBA CIYKEOHO 0OCTOSITENICTBaTa OTHOCHO ChIMMOCTTA
Ha JianeTo 1o wi. 148, 1. 2 u Ha nmunata mo wi. 149, xorato ca ObITapCKU TpaxJIaHu. 3a JIUIaTa, KOUTO He ca
OBJArapcKu Tpa)KIaHU, ChC 3aABICHUETO CE€ IMPEJCTaBs CBUIETEIICTBO 3a CBHAMMOCT WJIH aHaJIOTHYeH
JOKYMEHT, U3/1aJIeH OT KOMIIETCHTEH OpraH Ha ChOTBETHATA IbPKaBa.

(5) (Hosa - JIB, Op. 67 ot 2020 r.) M3nmbaHuTeNHATA areHIUs MO JIEKApCTBATa CIIY>KEOHO
YCTaHOBSIBA OOCTOATEICTBaTa OTHOCHO HAJMYMETO Ha pa3pelieHHe 3a IMOJ3BaHe WJIM yJIOCTOBEpPEHHE 3a
BBBEXJAHE B EKCIUIOATALMsI HAa MIOMEIICHUATA 3a IPOU3BOJICTBO, KOHTPOJI U ChbXpaHEHHE, U3/1aJICHH 110 penia
Ha 3aKoHa 3a YCTPOWCTBO HA TEPUTOPUSATA, WIM Ha APYr BaIMJEH JOKYMEHT [0 CMHCHhJIa Ha 3aKoHa 3a
YCTPOUCTBO HA TEPUTOPUSATA.



Ui, 151. Korato HsKOM OT €TamuTe Ha MNPOU3BOACTBOTO WM KOHTPOJIHUTE W3IUTBAaHUS B
IIPOM3BOJICTBEHHs IPOLIEC CE€ M3BBPIIBAT [0 JOrOBOP B JpPyr OOEKT Ha TepuTopuara Ha PemyOnuka
Bbearapus unu u3BbH Hes, nunara mno wi. 146 ca JUIbXHU JJa TOCOYaT MECTOHAX0XKICHUETO Ha TO3H O0EKT U
KOIIUE OT JIOrOBOpPAa, B KOMTO c€ ONpenessaT OTTOBOPHOCTHTE HAa BCSIKa OT CTPAHUTE IO OTHOIIEHHE Ha
Crma3BaHe M3MCKBaHMATAa Ha JloOpata mpPOM3BOJACTBEHA TMpakTHKa Ha JIEKAPCTBEHH NPOAYKTH H
3aIbJDKEHUATA Ha KBATM(DUIIMPAHOTO JuLie 1o ui. 148, T. 2.

Un. 152. (U3m. - [IB, 6p. 102 ot 2012 r., B cunma ot 02.01.2013 r.) (1) Ilpunnunure u
u3uckBaHusATa 3a JloOpa MpOM3BOJCTBEHA MpaKTHUKa 3a BCUYKM BHJIOBE JIEKAPCTBEHM NPOAYKTH, Ha
JIEKapCTBEHH MPOAYKTH 32 KIMHUYHO W3MHMTBAHE M HAa aKTUBHU BEIIECTBA C€ OMpPENENST C Hapeada Ha
MUHHCTBHpPA Ha 3JJpaBEONa3BaHETO U C aKTOBE U PHKOBOJICTBA, NpueTH oT EBponeiickara KoMucHs.

(2) IIpuHuunuTe W MU3UCKBaHUATA 3a O(HUIMATHA OLIEHKA HAa PUCKA C IIeJ YCTAHOBABAHE Ha
JloOpa TpOM3BOJCTBEHA IMpaKTHKa 3a IMOMOIIHM BEUIECTBA C€ OMpEAesAT ¢ Hapenbara mo ai. | u c
PBKOBOJICTBA, ITpueTH OT EBporneiickara koMucus.

Yn. 153. (1) Ilpu nocrenBane Ha 3asgBieHue no wi. 150 MAJl ouensiBa mojaneHata
JOKYMEHTAIMs] U W3BBPILIBA MPOBEPKA HAa MACTO Ha OOEKTUTE 3a MPOM3BOJCTBO, KOHTPOJ U ChXpaHEHUE,
BKJIIOUUTEJIIHO U B ciayyauTe 1o wi. 151, 3a ycTaHoBsiBaHE Ha CHOTBETCTBHUETO MEXJ]y IpeACcTaBeHaTa
JOKyMEHTAlsl ¥ YCJIOBUATA 3a IMPOU3BOACTBO, KOHTPOJ M ChXpAaHEHHE HA H3XOJHHUTE MaTepuald 3a
MIPOM3BOJICTBO U HA TOTOBUTE JIEKAPCTBEHU MPOJIYKTH U CHOTBETCTBHETO MM C M3MCKBaHUATa Ha JloOpaTa
IIPOM3BOJICTBEHA IIPAKTUKA.

(2) Pazxoaute o u3BBpIIBaHE HA MPOBEPKA HA MSCTO MO ajl. 1 ca 3a CMETKa Ha 3asiBUTEJS.

(3) 3a u3BBpILIBaHE Ha MPOBEPKA Ha MICTO MO aji. | 3asBUTENAT 3aruialia Takca B pa3Mep,
ompezeneH B Tapudara mo wi. 21, amn. 2.

Un. 154. (1) Koraro MAJI ycTaHOBM HENBIHOTH B TpEJICTaBEHATa TOKYMEHTAIlUs W/WId
HECHOTBETCTBUE MEXKJY ChABPKAHHETO Ha MpEJCTaBEHATa JIOKYMEHTAllMs M ChCTOSHUETO HAa OOEKTa WM
M3MCKBaHUATA 3a KBalu(UKalMATa Ha IEpcoHalla, yBEIOMSBAa MUCMEHO 3asBUTENd U JaBa HHUCMEHH
yKa3aHMsL.

(2) B cnyyaure no ain. 1 cpoxsT no wi. 155, an. 1 cnupa na Teue 10 npuBexaHe Ha 00eKTa WK
Ha JIOKyMEHTAIUSITa B ChOTBETCTBUE C M3UCKBAHUATA.

Y. 155. (1) (U3wm. - JIB, 6p. 84 ot 2018 1., B cuma ot 12.10.2018 r.) U3mbaIHUTETHUAT TUPEKTOP
Ha MAJI B cpok 60 nuM OT AaTaTa HA MOJaBaHe Ha 3asiBICHUETO 1o 4wi. 150:

1. u3maBa pa3peiieHue 3a MpoOU3BOJICTBO, WIH

2. MpaBM MOTUBUPAH OTKA3.

(2) (U3m. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - IB, 6p. 102 ot 2012 1., B cuna
or 02.01.2013 r.) Paspemenue 3a TPOW3BOACTBO CE€ H3JaBa CaMO 3a IIOCOYCHHUTE B 3asSBJICHHETO
MIPOU3BOJICTBEHH JICWHOCTH U JIEKAPCTBEHH (POPMHU, U JIEKAPCTBEHH MPOIYKTH, MPEIHAZHAYCHU 32 KIIMHUIHO
U3NUTBAHE, U 32 IOMEICHUATA, KbAETO I11€ C€ U3BBPILIBAT MPOU3BOACTBOTO, KOHTPOIBT U CbXPAHEHUETO.

(3) AkToBete 10 an. 1 ce BpbUBaT Ha 3asBUTEIIS.

(4) PazperienueTo 3a mpou3BOJCTBO € OE3CPOUHO.

(5) Ortkazpr mo am. 1, T. 2 mnmomiexu Ha o0xaliBaHe WO pera Ha
AJIMMUHHCTPATUBHOIIPOIIECYATHUS KOJIEKC.

Yn. 156. (1) Ilpurexarensat Ha pa3pelieHHE 3a IPOM3BOACTBO M0JaBa 3asBJICHUE IIPU IPOMSIHA



Ha:

1. munero no . 148, T. 2;

2. aunara 1o 4. 149;

3. (orm. - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 1.)

4. MECTOHaXOXKICHUETO WJIM MPEYCTPONUCTBO HA HAKOW OT OOEKTUTE 3a MPOU3BOJCTBO, KOHTPOI
WIN CbXPaHEHHE;

5. (m3m. - JIB, 6p. 60 ot 2011 1., B cuma ot 05.08.2011 1.) mpou3BOACTBEHUTE ACHHOCTH;

6. (m3m. - JIB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., u3m. - [IB, 6p. 102 ot 2012 r., B cuna
ot 02.01.2013 r.) mpou3BeKIAHUTE JICKAPCTBEHU (HOPMH;

7. (u3m. - 1B, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) ThproBeckara perucrpanusi.

(2) (U3m. - OB, 6p. 67 ot 2020 r.) KpM 3asBnenuero mo an. 1 ce mpuiaraT JOKYMEHTH,
CBBpP3aHH C IMPOMSHATa, KOMTO ca OIpeaeleHH B 4. 156a u JOKyMEHT 3a IUIaTeHa Takca B pa3mep,
ompeneneH B Tapudara mo wi. 21, an. 2.

(3) (Hosa - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) B 14-1HeBeH CpOK OT HACTHIIBaHE
Ha IpOMsiHa Ha OOOpYJBAaHETO MPUTEKATENIAT HA PA3PEIICHUETO 3a MPOU3BOJACTBO YBEJIOMSBA MUCMEHO
NAIJL

(4) (Homa - /1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) IlpuTtexxaTensaT Ha pa3pelieHue 3a
npou3BoCTBO Monasa B MAJI yBegomiieHne mpu 3amovyBaHe Ha MPOW3BOACTBO 32 BCEKH HOB pa3pelicH 3a
ynotpeba JeKkapCcTBEH MPOIYKT.

(5) (IIpemumna an. 3 - JIB, 6p. 60 or 2011 r., B cuna ot 05.08.2011 r.) Pa3pemenuero 3a
MIPOU3BOJICTBO CE MPEKpaTsBa, B Clydyail ue MPUTEKATEIAT My MPEKPATH AEUHOCTTA CH, 32 KOETO € JIBKEH
nucMeHo na ysegomu MAJL

UYn. 156a. (Hos - IB, Op. 67 ot 2020 1.) (1) IIpu mpomsna no ui. 156, an. 1, 1. 1 u 2 3asgBUTEnAT
MpEeACTaBs:

1. qumioma 3a 3aBBPILICHO BUCIIE 00pa30BaHuUE;

2. TpyZIOB JOTOBOD;

3. TOKyMEHTH, YIOCTOBEPSBAIIH IOIIBIHATEIHA KBATH(PUKAIIHS;

4. IOKYMEHT 3a TPY/IOB CTax.

(2) UsreiHMTETHATA aTeHITUS 110 JIEKApCTBATa YCTAHOBSIBA CIYKEOHO OOCTOSATEIICTBATa OTHOCHO
CBHAMMOCTTA Ha JuIeTo mo wi. 148, T. 2 u Ha jgunarta mo 4wi. 149, korato ca OBATapCKH TpaxKaaHW. 3a
JUIaTa, KOUTO He ca OBITapCKU TPAKIAHH, ChC 3asIBICHUETO CE TPECTaBs CBUIACTEICTBO 3a ChANMOCT WIIH
aHAJIOTUYEH JIOKYMEHT, U3/1aIcH OT KOMIIETEHTEH OpraH Ha ChOTBETHATa AbpiKaBa.

(3) Ilpu npomsna no wi. 156, an. 1, T. 4 3asgBUTENAT MpEACTaBs ClE€IHATA JOKYMEHTAaIIMs,
CBBP3aHa ChC CHOTBETHATA MPOMSIHA:

1. cxema 3a M3rpakgaHe WM MPEYCTPOMCTBO HA MOMEILIECHUATA 33 MPOU3BOACTBO, KOHTPOI U
ChXpaHEHUE;

2. OLIEHKAa Ha BB3JCHCTBHETO BBPXY OKOJIHATA Cpela MPHU IMPOU3BOJCTBOTO Ha JIEKAPCTBEHH
MIPOJIYKTH - B IPEABUACHUTE B 3aKOHA 3a OMAa3BaHE HAa OKOJIHATA Cpefia cilyvau;

3. OCHOBEH IlIaH 3a BaJKAMpaHe, BKJIIOYBAI IOMEIICHUSITA, 3aIBEHU 33 IPOMSHA;

4. xomue OT JIOrOoBOpa 3a Bb3JIaraHe, KOraTo HSIKOM OT JEHHOCTUTE MO MPOU3BOJCTBO, KOHTPOI U
ChbXpaHEHHE Ha JIEKAPCTBEHUTE MPOIYKTH CE€ U3BBPIIBAT B JIPYr OOEKT Ha TepuTopusara Ha PemyOnmka
bearapus uim u3BbH Hesl.

(4) IIpu mpomsina o wi. 156, an. 1, 1. 4 MAJI ciykeOHO yCTaHOBSIBA OOCTOSITENICTBATa OTHOCHO
HAJIMYMETO Ha paspellieHHe 3a IOJ3BaHE€ WM YJOCTOBEpEHHE 3a BBBEXKIaHE B EKCIUIOATalus Ha
MMOMENICHUATA 32 MPOU3BOJICTBO, KOHTPOJ U ChbXpPaHEHHUE, U3/IaJICHU 10 pella Ha 3aKOHa 3a YCTPOMCTBO Ha
TEPUTOPUSTA, WU HA JAPYT BAIUJIEH JOKYMEHT IO CMUCHJIA Ha 3aKOHA 32 YCTPOMCTBO HA TEPUTOPHUSITA.



(5) Ipu npomsina o ui. 156, an. 1, T. 5 3asBUTENAT NpeICTaBs ClieHATA JOKYMEHTALIHS:

1. cnuChK Ha CTaHAAPTHUTE ONEPATUBHU MPOLEAYPH 3a MPOU3BOICTBO, KOHTPOJ U MTOYUCTBAHE;

2. OCHOBEH IIJIaH 3a BaJMJMpaHE, BKIIIOYBAI MPOLECUTE, 3asiBEHU B MPOMSHATA U MOAJICKAIIN
Ha BaJIUUPAHE.

(6) Ilpu mpomsiHa mo ui. 156, an. 1, T. 6 3aBUTENAT NPEACTaBs CIeAHATA JOKYMEHTAIIHS:

1. cUCBHK ¢ MEXAYHApOJHHUTE HEMATEeHTHU HAWMMEHOBAHMS U THPrOBCKUTE HAMMEHOBAHUS Ha
JIEKapCTBEHUTE MPOJYKTH, JIEKapcTBeHaTa UM (opma, ChAbpKaHWE Ha aKTUBHOTO BEIIECTBO B J030Ba
€MHUIA U KOJIMYECTBO B KpallHaTa OMaKOBKa;

2. CHNHCHK Ha MPOLEIYpUTE 3a MPOU3BOACTBO, KOHTPOJI U CbXPAHEHHWE HA JIEKAPCTBEHUTE
MPOIYKTH.

(7) Ipu mpomsiHa o 4. 156, an. 1, . 7 UAJI ycraHoBsiBa ciy>ke0HO OOCTOSITEICTBATa MO
3asiBEHUTE TPOMEHU B ThPrOBCKATa PETUCTPALIUSL.

Un. 157. (1) (U3m. - JIB, 6p. 67 ot 2020 r.) [Ipm m3maBane Ha pa3pelIeHHETO, C KOETO Ce
JIOITyCKa MpoMsiHATa, Ce Ipujiarat pa3nopeaouTe Ha 4. 155, KaTo CPOKbBT 3a U3/1aBAHETO MY € JI0:

1. 14 guu - B coyvante o wi. 156, an. 1, 1. 1,2 u7;

2. (m3m. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) 30 aum - B cmyvaute mo uwi. 156, an. 1,
T.4 - 6.

(2) (U3m. - [IB, 6p. 60 ot 2011 r., B crma ot 05.08.2011 r.) Koraro nmpomenute mo 4ui. 156, an.
I, T. 4 - 6 He moraT na ce oueHAT o JokymeHTH, MAJl u3BbpiiBa mpoBepka Ha MscTo. B Te3u cinydan
CPOKBT 10 al. 1, T. 2 ciupa Aa Tede 10 3aBbPIIBAHE HAa TPOBEpKATA.

(3) Pa3zxoauTte mo u3BBpIIBaHE HAa MPOBEPKA HA MSCTO IO ajl. 2 ca 3a CMETKA Ha 3asBUTETIS.

(4) 3a u3BBpIIBaHE Ha MPOBEPKA HAa MSICTO MO ajl. 2 3asBUTENAT 3alulalla Takca B pa3Mep,
ompezeneH B Tapudara mo wi. 21, amn. 2.

Ui, 158. (1) M3mbaHuTeIHATA areHIMs 10 JIeKapcTBaTa BOJAM PerucThp mo wi. 19, ain. 1, 1. 1 Ha
W3/1aJICHUTE pa3pelieHus 3a MPOU3BOACTBO, KOUTO ChAbpXKA:

1. HOMep U J1aTa Ha pa3peleHUueTo 3a MPOU3BOJICTBO;

2. UMe, ceJJalIMILIE U aJIpec Ha YIIpaBJICHUE Ha JIULIETO, OJYUYHIIO pa3pelIeHUue 3a MPOU3BOJICTBO;

3. aapec Ha MOMEILEHUATA 32 IPOU3BOACTBO, KOHTPOJI U ChbXPAaHEHHUE Ha JIEKapCTBaTa;

4. (m3m. - JIB, 6p. 102 ot 2012 1., B cuma ot 02.01.2013 r.) nexkapcTBEHHTE MPOIYKTH H
¢bopmuTe, 32 KOUTO € TMOIYYEHO Pa3peIICHUETO;

5. ume Ha auneTo mo 4. 148, T. 2;

6. MeHa Ha junara no ui. 149;

7. nata Ha 3aJIMYaBaHe OT PETUCTHpa Ha pa3pelIeHneTo 3a MPOU3BOJICTBO U OCHOBAHUE 32 TOBA.

(2) JanHuTE OT perucThbpa Ha M3AAJECHUTE pa3pelleHus 3a MPOU3BOACTBO Ce€ MyOIWKyBaT Ha
ctpanunaTta Ha MAJI B UHTEpHET.

(3) IIpu nouckBane ot EBpomneiickata KOMUCHS WJIA OT PETyJIaTOPEH OpraH Ha JbprKaBa WICHKA
NAJI npenocTasst nuHpopMaIys 3a U3aJIeHO pa3pelieHne 3a MpoOr3BOJICTBO.

Un. 159. (1) IlpuTtexarensT Ha pa3pelieHue 3a MPOU3BOACTBO HaeMa IO TPYAOB JOTOBOP Haii-
MaJIKO €HO KBaTU(UIIUPAHO JIUIIE 110 Wi. 148, T. 2, KOETO € TOCTOSTHHO Ha HETOBO Pa3IoJIOKEHNUE.

(2) KpanmudummpanoTo smiie 1o aji. 1 TpsOBa ga oTroBapsi Ha CICIHUTE U3UCKBAHUS:

1. 1a e MarucThHp MO MeAUIIMHA, papMalvs, XUMHUsL, OMOTEXHOJIOTHSI UJTU OUOJIOTHS,

2. 1a ¥Ma HaW-MaJIKO JIBE€ TOJWHU TPAKTUYECKH ONMUT BBB (PapMaleBTUYHOTO MPOU3BOJICTBO
I/I/I/IJII/I B HU3BBPHIBAHCTO HA KAYCCTBCH KW KOJIMYCCTBCH aHAJIM3 Ha JICKAPCTBCHUTC IMPOAYKTU W AKTHBHH



BEIIIECTBA.

(3) Koraro mnputexareiasT Ha pa3pelIeHHeTO 3a IPOU3BOJACTBO Ha JIEKAPCTBEH NPOAYKT
OTroBaps Ha U3UCKBaHMATA 10 aJl. 2, TOM MOKe J1a M3ITBJIHBA 33 IbJDKCHUETO Ha KBATU(HUIIMPAHO JIUIIE.

(4) (HoBa - JIB, Op. 102 ot 2012 r., B cuiia ot 21.12.2012 r.) KBanuduuupanoto suie oTroBaps
3a TOBA, Y€ BHPXY OMAKOBKATa Ha JICKAPCTBEHUS MPOAYKT ca HAHECEHH MOKa3aTeauTe 3a 0€30MacHOCT MO Y.
168, an. 8.

(5) (Ilpegumna an. 4 - /1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) KBanudummupanoro
JMIIe U3JaBa cepTH(UKAT 32 0CBOOOXKTaBaHEe Ha BCSKa MapTHIA, YAOCTOBEPSBALL], Y€ MapTHIaTa JIEKapCTBEH
MPOJYKT € MpOU3Be/ieHa M KOHTPOJIUPAaHa B ChOTBETCTBUE C M3UCKBAHUATA HAa pa3pelleHueTo 3a ynorpeda
0 peJla Ha TO3M 3aKOH.

(6) (ITlpenumna an. 5 - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r., u3m. - [IB, 6p. 84 ot
2018 r. (*)) Kammdunupanoro nuie wu3gaBa cepTUdHUKAT 3a OCBOOOXKIaBaHE Ha BCsIKa IapTUA,
YIOCTOBEpSABAIl, Y€ TMapTHIATa JICKApCTBEH TMPOIYKT, MpeaHasHaueH 3a KIMHUYHO M3NHUTBAaHE, €
MpPOM3Be/IeHa U KOHTPOJIMpaHa B ChOTBETCTBHE C M3HMCKBaHUATA Ha [[oOpara mpous3BOJCTBEHA MPAKTHKA, C
MPOM3BOJICTBEHOTO JJOCHE HA MPOAYKTA U C JIOKYMEHTALMATA 32 U3MUTBAHUS JEKAPCTBEH NMPOJYKT CHIIACHO
Pernament (EC) Ne 536/2014.

(7) (IIpepumna an. 6 - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) KBanupumupanoro
JIMIIe BOJU PETUCTHP HAa M3/AJCHUTE CepTU(UKATH 32 OCBOOOKIaBaHE HAa BCAKA MApTUAA OT JIEKAPCTBEHUS
MPOIYKT.

(8) (Ilpequmna an. 7, usm. - [AB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Jlanaure ot
perucTbpa mno aji. 7 ce chbXpaHsABaT Hail-MajaKo 5 TOJUHM Clie]] MOCIEIHOTO BIIMCBAHE U CE€ MPEICTAaBAT HA
KOHTPOJIHUTE OPTaHu MPH IMOUCKBAHE.

(9) (IIpepumna an. 8 - JIB, 6p. 102 ot 2012 r., B cwima ot 21.12.2012 r.) [Ipu oOpazyBane Ha
aJIMMHHUCTPATUBHOHAKA3aTETHO TPOM3BOACTBO 32 HAPYIICHWS, W3BBPIICHH TMpPH U3IMBIHEHHE Ha
3ab/DKeHUsITa Ha KBanuduimpanoro aune, MAJI pasmopexna Ha mpuTexaTess Ha pa3pelIeHUETO 3a
MIPOU3BOJICTBO J1a OTCTPAHU BPEMEHHO OT JUIBKHOCT KBaJTU(UIIUPAHOTO JIHILIE.

(10) (Ilpepumna an. 9 - B, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) Kpurepuure u
M3HUCKBaHUATA KbM KBalu(UKaluaTa 1 00y4eHHeTo Ha JuiaTa rno wi. 148, T. 2 ce onpenenst B Hapendbara
o ui. 152.

Y. 160. (1) IIpurexxatensat Ha pa3pelieHne 3a MPOU3BOJICTBO:

1. (m3m. - [IB, Op. 84 ot 2018 1. (*)) ocurypsiBa U3BBPIIBAHETO HA TIPOU3BOJACTBCHUTE OTICPAITUN
B CHOTBETCTBHE C M3HCKBaHUATa Ha JloOpaTa Mpon3BOACTBEHA NMPAKTUKA U B CHOTBETCTBHE C 000peHaTa oT
NAJl unpopmanus mo uwi. 27, an. 1, . 7 u §, a B ciaydauTe Ha JIEKapCTBEHH NMPOIYKTH 3a KIMHUYHO
U3MUTBAHE - B CHOTBETCTBHUE C TIOKyMEHTALUATA 33 U3MUTBAHUs JEKapCTBEH NPOAYKT ChIilacHO Perinament
(EC) Ne 536/2014;

2. (m3wm. - JIB, 6p. 102 ot 2012 r., B crma ot 02.01.2013 r.) u3mos3Ba caMo aKTUBHU BEIIIECTBA,
KOUTO ca MPOU3BEACHU B CbOTBETCTBHE C M3UCKBaHUATA HA JloOpaTa Mpou3BOICTBEHA IPAKTHKA 32 aKTUBHU
BEIIECTBA;

2a. (moBa - JIB, Op. 102 ot 2012 r., B cuma ot 02.01.2013 1.) ce yBepsiBa, Y€ MOMOITHUTE
BEIIECTBA, BJIAraHU B JIEKAPCTBEHUTE MPOAYKTHU, Ca MPOU3BEACHU B CHOTBETCTBUE C MOAXOMASIIUTE JOOpH
IIPOM3BOJICTBEHH MPAKTUKH 32 IOMOIIHH BEILIECTBA, ONpeAeeH! Ha 0a3aTta Ha oUIMaliHa OlIEHKa Ha pUCKa
B CHOTBETCTBHUE C MPUIOKUMHUTE PHKOBOJICTBA, MPUETH OT EBpomeiickata KoMucus;

3. ocurypsiBa NOCTOSHHO KBaJU(UIUPAH IEPCOHAN 3a MPOU3BOACTBO U KOHTPOJ CHIJVIACHO
M3UCKBaHMATA Ha HapeaOaTa mo wi. 152;

4. (m3m. - 1B, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) pasmonara camo ¢ JIEKapCTBEHU
MPOJYKTH, KOUTO UMAT pa3pelieHne 3a ynorpeda, Npy crna3BaHe Ha U3UCKBAHUATA HA TO3U 3aKOH;



5. (oM. - IB, 6p. 12 o1 2011 1., B cuna ot 08.02.2011 r.)

6. yBeoMsiBa He3a0aBHO KOHTPOJHHUTE OPraHM B ClIydail Ha CMsHA Ha KBAJIM(DULIHUPAHOTO JIHIIE
mo ui. 148, 1. 2;

7. ocwWrypsiBa TO BCSIKO BpeMe JOCTBII Ha KOHTPOJIHUTE OpraHd /0 TOMEHICHUATa |
JOKYMEHTAIUATA,

8. ocurypsiBa Ha KBaH(HUIMPAaHOTO Jmle MO 4Wi. 148, T. 2 HEOOXOIUMHUTE YCIOBHUS 32
U3MIBJIHEHHE HA 3abJDKCHUSTA MY;

9. (moBa - /1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) undopmupa nezadasno MAJl u
MpUTEXKaTeNId Ha pa3pelieHueTo 3a ynorpeda, ako Moiay4yd HH(OpManus, ye JIEKApCTBEHUTE MPOIYKTH,
KOUTO TOMajzaT B o0XBaTa Ha HETOBOTO pa3pelieHHe 3a MPOU3BOJCTBO, ca (ammupUIUpaHd WIH
CBIIECTBYBaT CbMHEHHS 3a (hanmuduimupane, HE3aBUCUMO OT TOBa JAJIM TE3W JICKAPCTBEHH MPOIYKTH Ca
Ounu pa3mpoCTpaHsSBaHM B paMKUTE Ha 3aKOHHATa BEpUra Ha JOCTaBKa MU IO HE3aKOHEH HaYMH,
BKJTIOYHMTEITHO ITOCPEACTBOM HE3aKOHHA Mpoax0a upe3 ycIyrure Ha HHPOPMAIMOHHOTO 00IIECTBO;

10. (HoBa - /1B, 6p. 102 o1 2012 1., B crma ot 02.01.2013 r.) mpoBepsiBa Jainu MpOU3BOIUTEITUTE,
BHOCHUTEIIUTE WM THPTOBIUTE, OT KOUTO MOJy4yaBa aKTHBHU BEIIECTBA, Ca PETHCTPUPAHU OT KOMIETCHTHUS
OpraH Ha JbpKaBaTa WICHKA, B KOSATO Ca YCTAHOBCHH;

11. (voBa - 1B, 6p. 102 or 2012 r., B cuna ot 02.01.2013 r.) npoBepsiBa aBTEHTUYHOCTTa U
Ka4eCTBOTO HAa aKTUBHHUTE M HA TIOMOIITHUTE BEIIECTBA.

(2) (HoBa - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) [IpuTexkatenar Ha pa3pernieHUETo
3a TMPOU3BOJCTBO W3BBHPIIBA OJAUTH B OOCKTHTE 3a MPOHM3BOJICTBO M THPTOBHUS C aKTUBHU BELIECTBA 3a
cnazBaHeTo Ha JloOpata mpousBoacTBeHa npaktuka u JloOpara auctpubyropcka npakrtuka. [Ipurexarensar
Ha Pa3pelIeHueTo 3a MPOU3BOJICTBO MOKE J]a CKIIIOUM JIOTOBOP C TPETO JIMIIE JIa U3BBPIIU OJUTa OT HErOBO
MMe U 332 HETOBA CMETKA.

(3) (Hosa - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) [Ipurexatensat Ha pa3pelIeHUETO
3a MPOU3BOJICTBO JOKYMEHTHPA MPEANPUETUTE 110 al. 1, T. 2 1 2a MEpPKHU.

(4) (Ilpepumna ain. 2 - JIB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r., u3m. - [IB, Op. 84 ot
2018 1. (*)) [Ipurexxarenar Ha pa3pelIeHne 3a MPOU3BOJCTBO ChXPaHsABA MOCTPUTE M JOKYMEHTALUATA 3a
MPOU3BEACHUTE OT HETO JICKAPCTBEHU MPOJAYKTH M aKTUBHU BEIIECTBA ITPH YCIOBHSI U TIO PEIl, ONIPEICIICHH B
HapenOara mo wi. 152, an. 1.

(5) (Ilpepumna an. 3 - JIB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 1., ot™. - IB, Op. 84 ot
2018 r. (*))

(6) (IlpemumHa an. 4 - JIB, 6p. 102 ot 2012 r., B cuia ot 02.01.2013 r.) JlokymMeHTanusTa 3a
BCAKAa CKJIIOYEHA ClielKa Ce ChXpaHsABa 5 TOAMHM M ChAbp)Ka JaTa, HAMMEHOBAaHUE Ha JIEKapCTBEHUS
IPOAYKT, TOCTAaBEHO KOJUYECTBO, UIME U aJIpec Ha MOJy4yaTess U NapTUAEeH HOMED.

(7) (Ilpegumna an. 5 - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) Ilpurexarenst Ha
paspelieHre 3a MPOU3BOACTBO OCUTYpsIBa U MOJIbPKA CUCTEMA 3a OJIOKMpaHe M U3TErJIsIHE OT Mas3apa Ha
JIEKapCTBEHH MTPOAYKTH, ITOKA3aJId HEChOTBETCTBHE C M3UCKBAHHSTA 32 KAYECTBO.

(8) (ITpequmna an. 6 - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) Ilpurexarensar Ha
paspelieHre 3a MpPOU3BOJICTBO € JUIHKEH Jla OJIOKMpa M Ja M3TETJIH JIGKAPCTBEHUTE MPOAYKTH, MOKa3alu
HECHOTBETCTBUE C M3MCKBAHMATA 3a KayecTBO, €(h)UKACHOCT M Oe30IacHOCT, M0 pefa Ha Hapeadara Mo ui.
274, an. 1.

(9) (Ilpequmna an. 7 - JAB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) Ilpurexarenst Ha
paspelleHre 3a IPOU3BOJICTBO € JIBKEH /1a OChbBPEMEHSBA MPOU3BOJCTBEHUTE METOAN B CHOTBETCTBHE C
Pa3BUTHETO HA HOBUTE TEXHOJIOTUH U Pa3pabOTBAHETO HA JIEKAPCTBEHU MPOIYKTHU 32 U3IUTBAHE.

(10) (Hosa - JIB, 6p. 12 ot 2011 r., B cruta ot 08.02.2011 r., npeaumna an. 8, usm. - JIB, Op.
102 ot 2012 1., B cuna ot 02.01.2013 r.) Bb3 ocHOBa Ha pa3pelIeHUETO 3a MPOU3BOICTBO, U3aJCHO IO peia
Ha TO3W pas3fell, MPUTESKATEIAT My MOXKE J]a OCHIIECTBSIBA BHOC HA MOMOIIHHU BEIIECTBA, HEOOXOIMMH 32
IIPOM3BOJICTBOTO HA JIEKAPCTBEHUTE MIPOAYKTH, IOCOUEHH B Pa3pelIeHUEeTO 3a MPOU3BO/ICTBO.



(11) (Hosa - [IB, 6p. 67 ot 2020 r.) [IpuTexkarensaT Ha pa3pelicHre 3a MPOU3BOJCTBO MOCTABS
BBPXY BTOpPHYHATa OIAKOBKA, a aKO HsIMa TakaBa - BBbpPXY ITbPBHYHATa OINAKOBKAa Ha JICKApCTBEHUTE
npoayktH, onpenenenu B Jlenerupan pernament (EC) 2016/161, noka3zarenure 3a 6e3omacHocCT 1o 4i. 168,
ai. 8.

Un. 160a. (Hos - JIB, Op. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) Usnbanurenuusr
mupextop Ha MAJI cbe 3amoBes oTHEMa M3/1aICHOTO pa3pellieHre 3a MPOU3BOJCTBO, KOraTo HE ca HalluIe
ycnoBusTa 1o 4i. 148 u He ca cma3eHu U3MCKBaHUATA Ha JloOpara MpoM3BOACTBEHA MPAKTHKA, ONPEIEICHU
1o peaa Ha wi. 152.

(2) Wsnennutennusat qupekrop Ha HWMAJl cbc 3amoBe; MpekpaTsBa pa3pelieHHeTo 3a
MIPOU3BOJICTBO:

1. IO NMCMEHO UCKaHEe Ha MPUTEXKATEI My;

2. pu TIpeKpaTsABaHe Ha ACWHOCTUTE, 32 KOUTO € U3/aJICHO;

3. npu 3aJIM4aBaHe PErUCTPALUATA HAa ThProBeLa;

4. mpu CMBPT HA PU3UUECKOTO JIUIIE - €THOIMYECH ThProOBeL.

(3) 3amoBeara mo an. 1 Moxe na ce oOkanBa Mo peAa Ha AJIMUHUCTPATUBHONPOLIECYATHUS
KOJIEKC, KaTO 00’KaJIBaHETO HE CIIUPA U3IIBJIIHEHHETO.

Paszpneu I1.
Bnoc Ha sexkapcTBenn npoaykTu (3ari. usm. - /IB, op. 102 ot 2012 r., B cuiia ot 02.01.2013 r.)

Yn. 161. (1) (U3m. - AB, Op. 102 ot 2012 r., B cuna ot 02.01.2013 r.) BHOC Ha TeputopusiTa Ha
Penybnuka bearapus ot Tpera abpikaBa Ha BCUYKM BHUJOBE JIEKAPCTBEHHU MPOAYKTH, U HA JIEKAPCTBEHU
NPOAYKTH, MpeIHa3HAYEeHU 3a KIMHUYHO W3MUTBaHE, MOraT Ja W3BBPIIBAT caMO (U3NYECKH WIH
IOPUAMYECKU JIMLA, PETUCTPUPAHU KaTO THPTOBLM 110 3aKOHOJATEJICTBOTO HA Abp)KaBa WIEHKA, KOUTO ca
MOJIyYHMJIM pa3pelleHue 3a BHOC, U3/1aZIeHO OT U3IIbIHUTENIHUS nupekTop Ha MAJL

(2) 3a ma momryuu pazpeiieHue 3a BHOC, JIMIIETO 1Mo al. 1 TpsiOBa 1a pasmosara:

1. (m3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) Mo BCAKO BpeMe HAW-MAJIKO C €THO
KBAJIM(HULIHUPAHO JIUIIE, KOETO OTroBapsl Ha M3UCKBaHUATa HA Wwi. 159, an. 2 u 10;

2. (m3m. - JIB, O6p. 102 ot 2012 1., B cuna ot 02.01.2013 1.) ¢ maboparopus 3a KOHTPOJ Ha
KayecTBOTO B ChOTBETCTBUE C M3MCKBAaHUATA Ha HapeabaTa mo wi. 152 W momenieHus 3a CbXpaHEHUE Ha
JICKapCTBEHUTE TMPOAYKTH, M HaA JICKAPCTBEHUTE MPOAYKTH 3a KIMHUYHO W3IUTBaHE, CHAOJIEHH C
HE00X0IMMOTO TEXHUYECKO 000pyBaHe, B ChOTBETCTBUE C M3UCKBAHUATA Ha HapeaOara mo wi. 198.

Ui 162. (1) 3a mosyyaBaHe Ha pa3pelieHue 3a BHOC JuieTo nmo wi. 161, an. 1 mogaBa B UAJI
3asiBJIeHHE TI0 00pa3ell, YTBBPAEH OT U3MBIHUTEITHUS TUPEKTOP Ha areHIUATA.

(2) KbM 3asBnenueTo no ai. 1 ce mpumnarar:

1. (m3m. - JIB, 6p. 71 ot 2008 r., B cuma ot 12.08.2008 r., u3m. - JIB, 6p. 60 ot 2011 r., B cuna
or 05.08.2011 r.) nanuu 3a EnunHUS uneHTH(UKAIMOHEH KOJA HAa THProBela WJIM KOONepauusra OT
THpProBeKust peTUCThP, a 3a APY>KEeCTBaTa, PETUCTPUPAHU B IbpKaBa - WieHka Ha EBpornelickus cbio3, WK B
abpkaBa - crpaHa no CropazymeHueTo 3a EBpomeickoTo MKOHOMHYECKO MPOCTPAHCTBO - JIOKYMEHT 3a
aKTyaJlHa PErHCTpalus 10 HAIMOHATHOTO 3aKOHOJATEIICTBO, H3MaJeH OT KOMIIETEHTEH OpraH Ha
ChOTBETHATA IbPKaBa;

2. (mwm. - /1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., m3m. - [IB, 6p. 67 ot 2020 r.) criuchbk
C MEXAYHapOIHHTE HEMAaTeHTHW HAUMEHOBAaHUS M THPIOBCKUTE HAMMEHOBAHHSA Ha JIEKapCTBEHUTE
NPOAYKTH, JIEKapcTBeHaTa UM (opMa, ChIbP)KAHUETO HA AKTHBHOTO BELIECTBO B JI030BAa €IUHHIA H



KOJIMYECTBO B KpaliHaTa OMAaKOBKa;

3. (mom. - JIB, Op. 71 ot 2008 r., B cuma ot 12.08.2008 r.) xomme OT pa3pelICHHETO 3a
MIPOU3BOJICTBO, U3/IaJICHO OT PEryJaTOPHUs OpPTaH Ha JbpKaBaTa H3HOCUTEN U CEPTUPUKAT, YIOCTOBEPSIBAII
CHOTBETCTBHUETO HA YCJOBHSTA 3a IMPOU3BOJCTBO, KOHTPOJ M CBHXPAaHCHHE ChC CTaHIAPTH, HaH-Mallko
€KBHMBAJICHTHHU Ha cTaHAapTUTE Ha JloOpaTa MpOn3BOACTBEHA MTPAKTUKA;

4. HOKYMEHTH, C KOUTO C€ YJIOCTOBEpsiBaT oOctosTencTBara mo wi. 159, anm. 1 u 2 3a
KBIU(ULIUPAHOTO JUIIE;

5. maHHU 3a ajapeca Ha npaboparopus Ha TepuTopusaTa Ha PenyOnuka Bwiarapus 3a uzBbpliBaHe
Ha MbJEH KOJMYECTBEH U KAueCTBEH aHallu3 Hal-Mallko Ha aKTHBHHMTE BELIECTBA W HAa BCUYKU APYTHU
TECTOBE W MPOBEPKH 3a JIOKa3BaHE HAa KAueCTBO HA BCSIKAa BHECEHA MapTHAA JICKAPCTBEH IMPOIYKT B
CHOTBETCTBHE C W3WCKBAHMITA HAa pa3pelIeHHETO 3a yrmoTpeba MO pelaa Ha TO3W 3aKOH M aJpec Ha
MTOMEIILIEHUSATA 32 CbXPAHECHUE;

6. IOTOBOP, B KOWTO ca ONPEICIICHH OTTOBOPHOCTUTE HAa BCSKA OT CTPAHHUTE MO OTHOIICHHE
Cria3BaHeTo Ha NMpuHIMNUTe Ha JoOpaTa MpoM3BOACTBEHA MPAKTUKA OT U3MBIHUTENS, U HAUUHBT, IO KOUTO
KBUTM(UIUPAHOTO JUIe 1o 4wi. 161, am. 2, T. 1 me u3mbiaHsIBA 3aqBJDKCHUSITA CH, B CIy4yauTe, KOraTo
muneto no wi. 161, an. 1 He pa3nosnara cbc coOcTBeHa Jab0paTopus;

7. DIOKyMEHT 3a MJIaTeHa Takca B pa3Mep, onpeseneH B Tapudara mo ui. 21, amn. 2.

(3) (Hosa - IB, Op. 71 ot 2008 1., B cuna ot 12.08.2008 r.) IIpu nocrenBaHe Ha 3asBJIICHHUE TIO
an. 1 UAJI ouensiBa monazeHara JOKYMEHTAIMsl M W3BBPIIBA MPOBEpKa Ha MACTO Ha jabopaTopusita 3a
KOHTPOJI M TOMEIICHUATA 33 ChXpPAaHEHUE Ha JIEKAPCTBEHH TMPOAYKTH W HA JIGKAPCTBEHU NPOIYKTH,
MpelHa3HauYeHN 3a KIMHUYHO HM3MUTBAHE, 32 YCTAHOBSABAHE HAa CHOTBETCTBUETO MM C M3UCKBAaHUATA Ha
JloGparta mpou3BOCTBEHA NMpakTUka U Ha J[oOpaTa mucTpubyTopcka mpakTUKa.

(4) (IMpepumna an. 3 - AB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) Koraro nmomenieHusita 3a
MPOM3BOJICTBO Ca PA3MOJIOKEHU B TpeTa IbpiaBa, ¢ KoATo EBporeiickara oOIHOCT MMa MOJMUCAHO
CIiOpa3yMeHHe 3a B3aUMHO MPU3HaBaHe Ha cepTudukatu 3a JloOpa mpou3BOACTBEHA MPAKTHKA, JTUIATA 110
1. 161, an. 1 npunaraT KbM 3asBIEHHETO aJipeca Ha BCSAKO IMOMEIICHHE 3a MPOU3BOACTBO HA JIEKApCTBEHU
MPOJIYKTH, aKTHUBHHU BEIIECTBA WM JIEKAPCTBEHH MPOAYKTH, MpEIHA3HAYCHH 3a KIMHUYHO W3MHUTBAHE,
HAaUMEHOBaHHE, CEJAININE W aJpec Ha YNpaBiICHHWE Ha JIMIIETO, MOJYYHIIO pa3pelIeHrue 3a MPOU3BOJICTBO,
cepTu(dUKat, yI0oCTOBEPSBAILl ChOTBETCTBHETO HA YCJIOBHUATA 32 MPOU3BOJCTBO, KOHTPOI U ChbXPAHEHUE ChC
CTaH/IapPTH, CKBUBAJICHTHH HA CTAaHIAPTUTE, YTBBPACHH C HW3UCKBaHWATA Ha [loOpara mpowW3BOICTBEHA
MPAKTUKA, 1 UIMETO Ha KBATU(UIIUPAHOTO JIHIIE.

(5) (Ilpenumua an. 4, usm. - IIB, 6p. 71 or 2008 r., B cuma ot 12.08.2008 r.) B cmyuaure,
pasnmuuau oT ain. 4, MAJI u3BbpmiBa mpu HEOOXOAMMOCT TPOBEPKA HA MSICTO 3a YCTAaHOBSIBAHE Ha
ChOTBETCTBHME HA JOKYMEHTAIMsATa C YCJIOBHSTa 3a MPOU3BOJCTBO, KOHTPOJI M CBhXpaHEHHE Ha
JICKapCTBCHUTE TPOAYKTH B JbpiKaBaTa W3HOCUTEN. [Ipym ycraHoBsiBaHe Ha choTBeTcTBHE C JloOpara
npousBojcTBeHa npakTtuka MAJI u3gaBa cepTudukar.

(6) (Ilpegumna an. 5, usm. - JIB, Op. 71 ot 2008 r., B cuia ot 12.08.2008 r.) Pazxoaute 3a
U3BBPIIIBaHE Ha MIPOBEPKaTa Ha MACTO IO all. 5 ca 3a CMETKa Ha BHOCUTEIIS.

(7) (Ilpeaumna an. 6, u3m. - JIB, 6p. 71 ot 2008 ., B cuna ot 12.08.2008 r.) 3a u3BbpIIBaHe HA
MIPOBEpPKa HA MSCTO MO ajl. 3 WK MO ajl. 5 3asiBUTEJAT 3arlialla Takca B pa3Mmep, OnpeesieH B Tapudara mno
yn. 21, an. 2.

Un. 163. (1) Kpamdumupanoro aune mo wi. 161, am 2, T. 1 u3maBa ceprudukar 3a
0cBOOOKIaBaHE Ha BCSAKA MAapTHIIA, yIOCTOBEPSBAIll, Y€ BHECEHATA MapTHA JIEKAPCTBEH MPOAYKT OT TpeTa
IbpKaBa, HE3aBUCHMO JIaJIM MPOAYKTHT € MPOU3BEICH WU HE B Ipyra IbpKaBa WICHKA, IPEIH J1a Ce IyCHE
Ha Mma3apa Ha Tepuropusta Ha PemyOnmuka bwiarapus, € MoaiiokeHa Ha MBJICH Ka4eCTBEH UM KOJIUYECTBEH
aHaJIN3, Hal-MaJIKO Ha AKTHBHHUTE BEIIECTBA, W Ca W3BBPIICHH BCHYKH HEOOXOJIWMH W3IUTBAHUS W



IPOBEPKH B CHOTBETCTBHE C M3MCKBAHUATA 3a M3JlaBaHE Ha pas3pelieHue 3a ynorpeda Mo peaa Ha TO3M
3aKOH.

(2) Korato mapTupaTa JeKapCTBEH NPOJYKT, BHECEHA OT TpeTa Ibp)kaBa, € MOAJIOXKeHa Ha
aHaJIM3UTE MO ajl. 1 B Japyra JIbp’kaBa WiIEHKAa U c€ IpUIpyXkaBa OT cepTU(]UKAT 3a OCBOOOXkJaBaHE Ha
napTujara, MOANUCAH OT Jpyro KBaIM(UUUpPaHO JHUIE, HE CE€ H3UCKBA IPOBEXJAaHE Ha KOHTPOJIHU
W3MUTBAHUA Ha TepuTopusTa Ha Penybnuka bearapus.

(3) Korato mnaptunaTa JeKapCTBEH INPOIYKT € BHECEHa OT TpeTa ObpiKaBa, C KOATO
EBpomneiickata o0IIHOCT MMa MOANKCAHO CHIOpa3yMeHHe 3a B3aUMHO IpU3HaBaHe Ha cepTudukara 3a JJobpa
IIPOM3BOJICTBEHA IPAKTUKA, KBATM(PHUIMPAHOTO JIMIE U3JaBa cepTUPHUKAT 32 0OCBOOOKIaBaHE HA MapTHIATa
Bb3 OCHOBA Ha MpUJpY’KaBallaTa rnapTujara JOKyMeHTauus, 0e3 Ja ce Hajlara Ja M3BbpIIBa KOHTPOJIHH
W3NUTBAaHUA Ha TepuTopusiTa Ha Penyonuka bearapus.

(4) (Otw™m. - 1B, 6p. 84 ot 2018 1. (*))

(5) (Ot™m. - 1B, 6p. 84 ot 2018 1. (*))

(6) (U3m. - JIB, 6p. 71 ot 2008 1., B cuya ot 12.08.2008 r., ot™. - [IB, 6p. 84 oT 2018 1. (*))

(7) Kpanmmgunupanoro auime mo an. 1 cbxpaHsiBa JOKyMEHTAIMATA 32 BCSKAa BHECEHA MapTuia
JIEKapCTBEH MPOIYKT Hal-MaJKO 5 TOJAMHU U S IPEACTAaBsl IPU MOMCKBaHE HA KOHTPOJIHUTE OPTaHU.

(8) IlpuTexxaTensaT Ha pa3pelieHHe 3a BHOC OCUTYpsiBa M HOJJIbpKa cHcTeMa 3a OJIOKUpaHe U
U3TEIJIHE OT I1a3apa Ha JIEKapCTBEHU MPOIYKTH, 10Ka3aJI1 HEChOTBETCTBUE C M3UCKBAHUATA 3a KAUECTBO.

(9) IlpuTexxaTensaT Ha pa3pelleHUe 3a BHOC € JIbXKEeH Ja OJOKUpa U J1a U3TErJIU JIEKapCTBEHUTE
MPOAYKTH, TIOKa3aJl HEChOTBETCTBHE C M3UCKBAHMATA 32 O€30MACHOCT M €(PUKACHOCT, ChITIACHO HapeabaTa
mo wi. 274, an. 1.

(10) (U3m. - AB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) Paznopendute Ha un. 160, an. 1, T.
4 u 7 ce mpuiarar U o OTHOLIEHHE HA IIPUTEXKATEIUTE Ha pa3pelleHue 3a BHOC.

(11) ITpuTexxarensT Ha pa3pelIieHre 32 BHOC OCUTYPsIBa Ha KBATH(PHUIIMPAHOTO JHIIE MO wi. 161,
an. 2, T. 1 HeoOXOoAMMHTE YCIIOBHS 3a W3IBIHEHHE Ha 3aIbJDKCHUSATA My W YBEJIOMsBa He3a0aBHO
KOHTPOJIHUTE OpPraHH IIPU HEroBaTa MpOMsHA.

(12) Tlpu oOpa3yBaHe Ha aJAMHUHUCTPATHMBHOHAKA3aTEIHO IPOM3BOJACTBO 3a HapYyIICHUS,
V3BBPIICHU TPHU HU3IMBIHEHWETO Ha 3abJDKEHUATa Ha KBanudunupanoto ywmie, MAJl pasmopexna Ha
IPUTEXKATEIIS Ha Pa3pelIeHueTo 3a BHOC /1a OTCTPAHU BPEMEHHO KBaJIM(UIIMPAHOTO JIULE OT ATBXKHOCTTA.

Y. 163a. (Hos - 1B, 6p. 12 ot 2011 r., B cuma ot 08.02.2011 r.) (1) Korato MAJI ycTtanoBu
HEMBJIHOTH M HEJOCTATBIM B MpEJCTaBeHATa JOKYMEHTAIUs, TS yBEIOMSBAa MUCMEHO 3asBUTEIS U JaBa
MUCMEHH YKa3aHHUSL.

(2) B cayuaute no an. 1 cpoxsT mo un. 164, an. 1 cnupa ga Teue 10 NpUBEXKIAAHE HaA
JOKYMEHTAIMSTa B CbOTBETCTBUE C M3NCKBAHUITA.

Ui 164. (1) Uzneaaurennust nupextop Ha MAJI uznasa paspeuienue 3a BHOC B ¢pok 30 1HU OT
JlaTaTa Ha TOiaBaHe Ha 3asBJICHUETO MO Wi. 162 WM MOTUBMPAHO OTKa3Ba.

(2) Otka3pT Mo an. 1 moayiexu Ha oOXallBaHe TO pelna Ha ATMUHUCTPATUBHOIPOIIECYATHUS
KOJIEKC.

(3) Paspemiennero 3a BHOC ce M3/aBa caMO 3a IIOCOYCHHUTE B 3asBJICHUETO JIEKAPCTBEHU
MPOJYKTH, TEXHU (OPMH aKTUBHH BEIIECTBA U 32 IMMOCOYCHUTE JICKAPCTBEHH MPOAYKTH, NMPETHAZHAUCHH 3a
KJIMHUYHO U3IUTBAHE, U 32 IOMEIIEHUATA, KbAETO LIe C€ U3BbPIIBAT KOHTPOIBT U ChXPAHEHHUETO.

(4) Pazpemenuero 3a BHOC € 6€3CpOYHO.

Yn. 164a. (HoB - /IB, 6p. 67 ot 2020 r.) [Ipurexarensr Ha pa3pelieHHE 3a BHOC OCHTypsiBa



MOCTABSIHETO BBPXY BTOpPHYHATA OINAKOBKA, a aKo HsAMAa TakaBa - BBPXY IIbPBUYHATA OIAKOBKa, Ha
JIeKapCTBeHUTE TpOoayKTH, ompenenenn B Jlemerupan permament (EC) 2016/161, mokasarenure 3a
6e3omacHoOCT 1o 4. 168, ann. 8 u ocurypsiBa BbBEKJaHETO HA MHAUBHIyallHUS UACHTU(DUKAIIMOHEH Oerer Ha
BCsIKa OTIaKOBKA B CUCTEMaTa OT PerucTpu B choTBeTcTBUE ¢ Jlenerupan perinament (EC) 2016/161.

Yn. 165. (U3m. - [IB, 6p. 67 ot 2020 r.) (1) [Iputexxatenst Ha pa3pelieHUe 3a BHOC OT TpeTa
nbprkaBa nmojgasa B MAJI 3asiBieHue npu npomsiHa Ha:

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

2. CIIMCBHKA ¢ MEXAYHApOJAHUTE HENATEHTHH HAUMEHOBAHUS U ThPIOBCKUTE HAUMEHOBAaHUS Ha
JIEKapCTBEHUTE MPOIYKTH, JIEKapcTBeHaTa UM (opma, ChAbp)KaHWE HAa aKTUBHOTO BEIIECTBO B J030Ba
€AMHUIA U KOJIMYECTBO B KpallHaTa ONaKOBKa;

3. agpeca Ha mabopartopusta o wi. 161, an. 2, 1. 2;

4. THpProBCcKaTa perucTpanusi.

(2) KbM 3asBnenuero 1o aji. 1 ce mpunaratr 10KyMEHTUTE, CBbP3aHU C POMSHATA, ONPEICICHH
B wi. 165a,  JOKYMEHT 3a TUIaTeHa Takca B pa3Mep, onpezesieH B Tapudara mo wi. 21, ai. 2.

Y. 165a. (Hos - IB, 6p. 67 ot 2020 1.) (1) IIpu npomsira mo wi. 165, an. 1, 1. 1 3asBurensr
MIPEJICTaBs ClIeHATa TIOKyMEHTAIINS:

1. uIIOoMa 3a 3aBBPIIEHO BUCIIE 00pa30BaHHE;

2. TpyZOB JOTOBOP;

3. JOKYMEHTH, YAOCTOBEPSBAIIY JOMBIIHUTEIIHA KBATU(DUKAIIHS,

4. JIOKyMEHT 3a TPY/JIOB CTaX.

(2) M3biiHUTEIHATA areHIIUs IO JIEKapCTBaTa YCTAHOBSABA CIY)KEOHO 0OCTOSTENICTBAaTa OTHOCHO
CBHAMMOCTTA HA JIUIETO 1o wi. 161, an. 2, T. 1, koraro e OBJIrapcKku rpakJaaHuH. 3a JUIaTa, KOUTO HE ca
OBIATapCcKu Tpa)KAaHHU, CHhC 3aABICHUETO C€ MPEJCTaBs CBUICTEICTBO 3a CHAMMOCT WM aHaJIOTHYeH
JOKYMEHT, U3/1aJIeH OT KOMIIETEHTEH OpraH Ha ChbOTBETHATA JIbPKaBa.

(3) ITpu mpomsiHa 1o wit. 165, an. 1, T. 2 3asBUTENAT IPEICTaBs ClieHATa JOKYMCHTAIHS:

l. cOIUCHK ¢ MEXIYyHAPOIHUTE HEMATEHTHH HAUMEHOBAHMS W THPTOBCKUTE HAMMEHOBAaHUS HA
JIEKapCTBEHUTE MPOJYKTH, JIEKapcTBeHaTa UM (opma, ChAbp)KaHWE Ha aKTUBHOTO BEIIECTBO B J030Ba
€IMHUIIA U KOJIMYECTBO B KpaiiHaTa OMaKOBKa;

2. CHOMCBK Ha MPOLENYPUTE 3a MPOU3BOJACTBO, KOHTPOJI U CHXPAHEHHWE HA JIEKAPCTBEHUTE
MPOJIYKTH.

(4) Ilpu npomsiHa o wi. 165, an. 1, 1. 3 3asgBuTENAT NpeacTaBs JaHHUTE 1o wi. 162, an. 2, 1. 51
KOIHE OT I0roBOpa B ciaydauTe mo wi. 162, an. 2, T. 6.

(5) lpu mpomsina mo wi. 165, an. 1, . 4 UAJI ycranosiBa ciayxeOHO 0oOCTOsATENCTBATa IO
3asiBEHUTE TPOMEHU B ThPrOBCKATa PETUCTPaLIUs.

Un. 166. (1) Ilpu u3gaBaHe Ha pa3pelieHUETO, C KOETO Cce AOIMyCKa MPOMsHATA, ce€ Mpujarar
pasnopeadure Ha wi. 164, KaTo CPOKBT 3a U3JABAHETO MY €:

1. B cmyvaute mo wi. 165, an. 1, 1. 1,2 u 4 - no 14 nuu;

2. B ciyvaute 1o wi. 165, an. 1, 1. 3 - go 30 nHu.

(2) Korato mpomsiHata mo 4. 165, an. 1, T. 3 HE MOXe Ja ce OleHH Mo AokymeHTH, MAJI
M3BBPIIBA MPOBEPKAa Ha MACTO. B Te3m ciayyam cpokbT mo an. 1, T. 2 chnupa Aa Tede A0 3aBbpIIBaHE Ha
MpOBEpKaTa.

(3) Pa3zxoauTe 1o u3BbpIIBaHE Ha MPOBEPKA HA MSCTO IO ajl. 2 ca 3a CMETKA Ha 3asBUTEIIS.

(4) 3a u3BBpIIBaHE Ha MPOBEPKA HA MSCTO MO ajl. 2 3asBUTENAT 3alulalia Takca B pa3Mep,
ompeneseH B Tapudarta mo wi. 21, amn. 2.



Un. 167. (1) U3nbiaHuTenHaTa areHIus 1o JiekapcTBara BOAM perucThbp mo wi. 19, an. 1, 1. 2 Ha
U3JIaJICHUTE Pa3pelIeHHs 3a BHOC, KOMTO ChIbpIKa:

1. HOMep U J1aTa Ha pa3pelIeHHeTo 3a BHOC;

2. HaMMEHOBaHUe, CeAalUIIe U aJpec Ha YNPaBICHUETO Ha JIMLETO, NOJYyUMIO pa3pelieHue 3a
BHOC;

3. azmpec Ha MOMEUICHUATA 32 KOHTPOJI M ChXpPaHEHUE Ha JIEKAPCTBEHUTE MPOAYKTH;

4. (m3m. - JIB, 6p. 102 ot 2012 1., B cuima ot 02.01.2013 r.) nexkapcTBEHHTE MPOIYKTH M
¢dopmuTe, 32 KOUTO € TMOIYYEHO Pa3pelIeHUETO;

5. ume Ha nunero nmo 4. 161, an. 2, 1. 1;

6. maTa Ha 3aTMYaBaHe OT PETUCTHPA Ha Pa3pEIICHUETO 3a BHOC M OCHOBAHHE 3a TOBA.

(2) Hdannu ot peructbpa ce myOaukyBaT Ha cTpanuuara Ha MAJI B uHTEpHET.

Paspneu I11.
IIpou3BoacTBo, BHOC U THProBUsA HA epo ¢ akTuBHH BewmecrBa (Hos - /IB, 0p. 102 ot 2012 1.,
B cuiia ot 02.01.2013 r.)

Yn. 167a. (Hos - 1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) IIpousBoacTBo, BHOC Win
THPTOBHS Ha €IpO C aKTUBHH BEIIECTBA MOTAT Ja M3BBPIIBAT caMO (DM3MYECKH WIIM FOPUIUYECKH JIHIA,

PEruCTprpaHn KaTo THProBUOH IO 3aKOHOAATCICTBOTO HA AbprKaBa YICHKA W BIIMCAHU B PETUCTHpA IO 4JI.
167T.

Yn. 1676. (Hos - IB, Op. 102 ot 2012 r., B cuia ot 02.01.2013 r.) (1) 3a BoucBaHe B perucTbpa
o 4. 167r 3asBurensat noaasa B MAJI 3asBnenue mo oOpasell, yITBbPACH OT U3MBIHUTEIHUS TUPEKTOP Ha
HNAIJI, xoeTo cbabpxa:

1. nme, ceganuuie u agpec Ha ynpaBieHUe Ha JIUIETO no 4wi. 167a;

2. CIUCHK Ha aKTUBHUTE BEIIECTBA, KOUTO 1€ CE BHACAT, MPOU3BEKAAT WU ThPryBaT;

3. IEeMHOCTUTE, KOUTO JUIETO 10 Wi. 167a 111e u3BbpIIBa;

4. ajpec Ha TIOMEIIEHUSATA W JaHHM 3a TEXHHUYECKOTO OOOpyJBaHE 3a OCHIICCTBSIBAHE Ha
JNENHOCTTA Ha JuuaTa no wi. 167a.

(2) Kbm 3asBnenuero mo ain. 1 ce mpumiarar:

1. naHHU 3a eIMHHUS HICHTU(PUKANMOHCH KO/ Ha THProBela, a 3a APYyKecTBara, peruCTpUpaHu
B JIbpKaBa WICHKA - JOKYMEHT 3a aKTyajlHa PErUCTpaLMs 110 HAIMOHAIIHOTO 3aKOHOJATEJICTBO, U3AA/I€H OT
KOMIIETEHTEH OpPraH Ha ChOTBETHATA AbPKaBa;

2. IOKYMEHT 3a IulaTeHa Takca mo wi. 21, ain. 2.

(3) B cpok 60 gHM OT MOCTHIIBaHE Ha 3asBICHUETO U JOKyMeHTamusTa mo ain. 1 u 2 MAJI BB3
OCHOBA Ha OIIeHKa Ha pUCKa:

1. BnucBa nuiero 1o 4. 167a B peructspa 1o wi. 167, 3a KOETO o yBeIOMsBa, WU

2. yBe[OMsIBa 3a JjaTaTa Ha U3BBHPIIBAHE HA MHCIEKIMS 32 YCTAHOBSIBAHE Ha ChOTBETCTBUETO HA
yCIIOBUSITA 32 WU3BBPLIBAHE Ha JAelHOcTHTEe NO Wi. 167a ¢ m3uckBanusTa Ha JloOpara mpou3BOACTBEHA
npakTuka no wi. 152, an. 1 u va Jlo6pute quctpuOyTOpCKU MPAaKTUKU Ha aKTUBHH BelecTBa Mo 4. 198.

(4) Koraro B pesynrar Ha wmHCHekuusara mo ai. 3, T. 2 MAJl ycTaHOBH CBHOTBETCTBHE C
u3uckBaHuATa Ha JloOpara mpou3BOACTBEHA MpakTUKa Mo 4wi. 152, an. 1 u Ha J{oOpute auctpubyTopcku
MPaKTUKU HA aKTHBHU BEIIECTBA MO wWi. 198, Ta BOUCBa 3asBUTENS B PErUCThpa Mo wWwi. 167T, 3a KOETO TO
YBEJIOMSIBA.

(5) PazxoauTe 3a u3BbpIIBAHE HA MHCIIEKIUATA IO all. 3, T. 2 ca 32 CMETKa Ha 3asBUTEIIA.

(6) 3a u3BBpIIBaHE HAa WHCIEKIUATA MO aj. 3, T. 2 3asABHUTENAT 3aljialia Takca B pa3Mmep,



ompeneneH B Tapudara mo wi. 21, an. 2.
(7) B cayuaute mo ain. 3, T. 1 1 an. 4 3a9BUTEIAT MOYXKE JIa 3aII0OYHE J1a OCBHIIECTBABA JEHHOCTTA
CH CJIe]l BIUCBAHETO B PETUCTHPA 10 Wi. 167T.

Yn. 1678. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) Koraro B cpoka mo ui. 1670,
an. 3 HUAJI we yBegomu, ue 1ie ObJie H3BBPIICHA WHCICKIUSA, 3asABUTEISAT MOXE J1a 3aloyHe
OCBIIICCTBSIBAHETO HA ICHHOCTTA.

Y. 167r. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 1.) (1) U3nbiHuTEIHATA areHITUS
Mo JIeKapcTBaTa BOAM MyOIWYEH PETUCTHP HA BHOCHUTEIHUTE, MPOU3BOJUTEIUTE M THPTrOBIUTE HA €APO C
AKTUBHH BELIECTBA, KOUTO ChABPIKA:

1. ume, cemanuile U aapec Ha yIpaBiIeHHUE Ha JIULETO 1Mo wi. 167a;
. CIIUCHK Ha aKTUBHUTE BEILIECTBA, KOUTO C€ BHACAT, IPOU3BEKIAT WK THPIyBaT;
. IGMHOCTUTE, KOWUTO JUIETO 10 Wi. 167a 111e U3BbpIIBa;
. aJipec Ha MOMEIIEHUATA, B KOUTO CE U3BbPIIAT IEUHOCTUTE;

D oW N

. 3a0€JIEKKH 110 BITMCAHUTE 0OCTOSTEIICTBA.
(2) WsnpnanutenHaTa areHIus IO JieKapcTBaTa BBBEXKJa B 0Oazara JgaHHM 1o 4. 147
I/IH(l)OpMaIII/Iﬂ 3a peFI/ICTpI/IpaHI/ITC BHOCHUTCIIN, HpOI/I?,BO[[I/ITeJH/I nu T”I)pFOBIII/I Ha ez[po C aKTUBHHU BCIIICCTBA.

Un. 167xa. (Hos - 1B, 6p. 102 ot 2012 r., B cuma ot 02.01.2013 r.) (1) Jlumero no un. 167a
noxasa B MAJI exxeronno o 31 ssHyapu yBeIOMJICHUE 32 HACTHITMIIM MPOMEHU B MH(POpMaIIUTA, BIUCAHA B
peructbpa no uwi. 167r.

(2) Ilpu HacThIBaHe HA MPOMEHH, KOUTO MOTAaT Ja TMOBJHMIAT HA KA4eCTBOTO WM Ha
0€30MacHOCTTa Ha aKTUBHUTE BEIECTBA, KOUTO CE€ MPOU3BEKIAT, BHACAT WIH PAa3MpPOCTPAHSABAT, JTUIIETO 11O
qi1. 167a yBenomsia MAJI HezabaBHO.

Yn. 167e. (Ho - [IB, 6p. 102 ot 2012 r.) (1) (B cuna ot 02.01.2013 r.) IIpousBoacTroTo,
BHOCBT M TBHPIOBUATA Ha €IpO C aKTUBHHM BEIECTBA HA TepHTOpHATa Ha PemyOimka bwirapus,
BKJIFOUMTEJIHO HA aKTHBHU BEIIECTBA, MPEIHA3HAYCHH 3a M3HOC, CE M3BBPIIBA B ChOTBETCTBUE ¢ JloOpara
MIPOM3BOJICTBEHA MPaKTHUKA U JloOpuTe TUCTPHUOYTOPCKU MPAKTHKY 32 AKTUBHU BEIICCTBA.

(2) BHocurenute Morat 1a BHacAT akTUBHU BEIIECTBA CaMO aKO €a CMa3eHH CICAHUTE YCIOBUS:

1. (B cuna ot 02.01.2013 r.) akTUBHUTE BelleCTBa ca OUIIM MPOU3BEJIEHU B ChOTBETCTBHUE ChC
crannaptu 3a [JoOpa nmpousBoACTBEHA MPAKTHKA, KOUTO Ca HAal-MaJIkO €KBUBAJIEHTHH HA YCTAHOBEHUTE OT
EBponeiickus cbro3, 1

2. (B cuna ot 02.07.2013 r.) akTUBHUTE BEIIECTBA C€ MPHUAPYKaBaT OT MMUCMEHO NOTBBPXKIEHUE
OT KOMIIETEHTHUS OpraH Ha JbpKaBaTa U3HOCUTE, Ye:

a) cramgaptute 3a JloOpa mpOW3BOJACTBEHA TMPAKTHKA, NPUIOKHUMH KbM OOCKTa 3a
MIPOM3BOJICTBO HA W3HECEHUTE AKTHBHU BEIIECTBA, Ca HAal-MaJKO EKBHUBAJICHTHH Ha YCTAaHOBEHUTE OT
EBpomneickus cpro3;

0) CHOTBETHHUAT OOCKT 3a MPOM3BOJICTBO IMOJUICKU Ha PEAOBEH KOHTPOJ M B HETO C€ Mpuiiara
edextuBHO JloOpaTa MpoM3BOACTBEHA MPAKTHKA, KATO TOBA BKJIFOUBA MHOTOKPATHH U BHE3AITHU MHCIICKIINH,
C LIeT rapaHTHpaHE 3aKpuiia Ha OOIECTBEHOTO 3/IpaBe, Hail-MaJIko paBHOCTOWHA Ha Ta3W B EBporenckus
ChI03,

B) B clydyall Ha KOHCTaTHpPAaHO HECMA3BaHE HAa W3MCKBAHMSTA JIbp)KaBaTa W3HOCUTEN I
nHpopmupa Hezabasuo MAJL.

(3) (B cuma or 02.07.2013 r.) U3uckBanero Ha an. 2, T. 2 He ce Mpuiara, ako JIbpKaBara



M3HOCHUTEI € BKJII0YeHA B criuchka 1o wi. 1116 ot Hupekrusa 2001/83/EO.

UYn. 167x. (Hos - JIB, 6p. 102 ot 2012 1., B cuna ot 02.07.2013 r.) (1) Ilo uzknrouenue, koraro
€ HEoOXOAMMO Ja C€ OCUTYPH HAJMYMETO Ha JICKAPCTBCHH IPOIYKTH, BHOCHUTEIAT MOXKE Jla BHACS
AKTUBHOTO BELIECTBO 0€3 MUCMEHOTO MOTBBPKIACHUE 0 Wwi. 167¢, an. 2, T. 2 3a CPOK HE MO-IBJIBI OT CPOKA
Ha BaJIMIHOCT Ha cepTudukara 3a /[oOpa mpou3BOACTBEHA MPAKTHKA, KOTaTO OOEKTHT 3a MPOU3BOJICTBO HA
AKTHBHO BEIIECTBO B IbpKaBaTa U3HOCUTEII € OMJI MHCIIEKTUPAH OT PETYJIaTOPEH OpraH Ha IbpXKaBa YIeHKa
U € YCTAaHOBEHO, Ue Cla3Ba MPUHIIUIIUTE ¥ PHKOBOJICTBATA 3a JJoOpa mpon3BOACTBEHA MTPAKTHKA.

(2) B cnyuaute mo ann. 1 MAJI yBenomsia EBponelickara KOMHCHS.

Un. 1673. (Hos - B, Op. 102 or 2012 r., B cuna ot 02.01.2013 r.) Ilpurexarenure Ha
paspelieHus 3a MPOU3BOJCTBO, BKIFOUUTEITHO TE3U, KOUTO M3IBIHIBAT JeHHOCTUTE 1Mo wi. 1680, an. 2, ce
CMSITAT 3a MPOU3BOUTEIN 110 CMUCHIIA Ha § 13, T. 3 OT JOIBIHUTETHUTE pa3ope 0N Ha 3aKOHA 3a 3aIUTa
Ha MOTPEOUTENIUTE U HOCAT OTTOBOPHOCT 32 BPE/IN, MPUUMHEHH OT Ae(PEKT Ha CTOKUTE, TIPEABHICHA B HETO.

I'1aBa mecra.
OIMAKOBKH U JINCTOBKH HA JIEKAPCTBEHU ITPOAYKTH

Y. 168. (1) OmakoBkaTta Ha JIEKAPCTBEH MPOAYKT C€ ChCTOM OT IIbPBHYHA W/WJIM BTOPHYHA
OIIaKOBKa Y OT JINCTOBKA 32 MalEHTA.

(2) (U3m. - 1B, 6p. 61 ot 2011 r., B cunma ot 10.11.2011 r.) Bropuuynara omakoBka Ha
JIEKApCTBEHH MPOJIYKTH, ChIbPKAIM BELIECTBA, MOCOYEHH B CIUCHKA MO Wi. 3, ai. 2, T. 2 oT 3aKkoHa 3a
KOHTPOJI BbpXY HapKOTUYHHUTE BEILIECTBA U MPEKYPCOPUTE, C€ MAapKUpa JUArOHAJIHO C JIB€ YEPBEHU JICHTH, a
BTOpHUYHATA OMAKOBKA Ha JIEKApPCTBEHU MPOAYKTH, ChABPIKAIIM BEIIECTBA OT CMHUCHKA IO Wi. 3, al. 2, T. 3 oT
3akoHa 3a KOHTPOJ BBPXY HAPKOTHYHUTE BELIECTBA M NPEKYPCOPUTE - C JIBE CHHU JeHTH. OnakoBkara
3aIBIKUTEIIHO ChIbpPKA yYKa3zaHUE, Ye JIEKAPCTBEHUAT MPOAYKT C€ OTIIyCKa camo MO CIEUUATHO JeKapCKo
npeAnrcaHue.

(3) (U3m. - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) JIucroBkaTa Ha JEKAPCTBEHHUTE
MPOJYKTH, BKIIOYEHH B criuchbKa 1o 4. 23 oT Permament (EO) Ne 726/2004 na EBponeiickus mapiamMeHT u
Ha CeBera, chabpka uHpOpMamus cbC ciaemHuss TekcT: "To3W JEKapCTBEH MPOAYKT TOMISKHA Ha
TOMBJIHUTETHO HaOmoaeHue". [Ipea TekcTa ce mocTaBs 3HaK B YEPEH IBAT CBHIVIACHO WieH 23, maparpad 5
ot Pernament (EO) Ne 726/2004 na EBpomneiickus napnamenT u Ha CbBeTa, MPUAPYKEH OT OOSCHHUTEIHA
Oenexka.

(4) (U3m. - B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) B nucToBKaTa Ha JEeKapCTBEHUTE
MPOAYKTH C€ BKJIIOYBA CTAaHIApTEH TEKCT, C KOWTO MAallMeHTUTE C€ IpPUKAHBAT Ja JOKJIaJABaT Ha
MEIUIMHCKUTE CIeNHUaTUCTH Ui qupekTHo Ha MAJI Bcska mogo3upaHa HexelnaHa JIEKapCTBeHA PeaKius
CBIIIAaCHO oOpa3muTe mo wi. 185, an. 2, 1. 4.

(5) Koraro nexapcTBeHHUT IPOAYKT ce pa3pelnaBa 3a ynorpeda Ha Teputopusita Ha PemyOnuka
Bwarapusi, BbpXy BTOpHUHATA MYy ONAKOBKa CE TOCTAaBsI MAPKUPOBKA 3a pa3fesHO ChOUpaHe U PeLUKINpaHe
ChIJIACHO 3aKOHA 3a yNpaBJieHHE Ha OTHAAbLIUTE U AKTOBETE MO MPUIIAraHEeTO My.

(6) Korato nekapcTBEHUST MPOAYKT CE€ pa3pelaBa 3a yrnorpeda, HAMMEHOBAHHETO MY BBPXY
BTOpHUYHATAa OINAKOBKa, JIEKapCcTBEHaTa (opMa U ChAbPKAHUETO HA AKTUBHOTO BEILIECTBO B J1030Ba €AMHUIIA
ce u3nucea u ¢ bpaitnosa az0yka.

(7) UznuckBanusiTa Ha an. 6 He ce MpWiIarat 3a BAaKCUHH U JICKAPCTBEHH MPOAYKTH B OOJTHHYHH
OTIaKOBKH.

(8) (Hosa - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Bepxy BropuuHaTa OMaKOBKa, a



ako HsMa TakaBa - BbPXY IIbPBUYHATA OINAKOBKA Ha JICKAPCTBEHUTE NPOJIYKTH, C HU3KIIOYEHHE Ha
paanodapMaleBTHIIN, CE HAHACAT:

1. uHIMBHIyalleH UISHTU(UKAIMOHEH OeNer 3a TokKa3aTeluTe 3a 0e30MacHOCT, KOWTO JaBa
BB3MOXHOCT ThPIOBLIUTE Ha €IpO U IPEOHO J1a:

a) MpOBepsABAT aBTEHTUYHOCTTA Ha JICKAPCTBEHUS IPOAYKT;

0) uaeHTHPUIIPAT OTACITHN OMMAKOBKH;

2. cpeAcTBO, C KOETO Jia ce U3BBPIIBA MPOBEPKA HAa OMAKOBKATa Ha JIEKAPCTBEHUS MPOIYKT Aau
e Ousia mojAnpaBeHa.

Yn. 168a. (Hos - 1B, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) (1) Bbpxy omakoBkaTa Ha
JIEKapCTBEH MPOAYKT, KOWTO CE€ OTITyCKa TI0 JIEKAPCKO MPEANMCaHIe, Ce HAaHACIT MOKa3aTeln 32 0€30MacHOCT
no wi. 168, an. §, ¢ U3K/IIOUEHHE HA CIy4yauTe, B KOUTO JICKAPCTBEHUAT NMPOAYKT € BKJIIOYEH B CIIUCHKa,
orpeneneH oT EBporeiickaTa KOMUCHS C IeerHpaH akT mo 4wi. 1680.

(2) Bppxy onmakoBkaTa Ha JIEKQpPCTBEH MPOJIYKT, KOMTO Ce OTIycKa 0e3 JIKapCKO MPeANnrcaHue,
HE CE HaHACAT MOKa3arenu 3a Oe3omacHOCT mo wi. 168, am. 8, ¢ M3KIIOYEHHE Ha CIy4auTe, B KOUTO
JICKapCTBEHHAT MPOAYKT € BKJIIOYECH B CIHCHKA, ONpeNeieH oT EBporeiickaTa KOMUCHS C AETETUPaH aKT 110
yi1. 1680, ciie KaTo € OLeHeH, e € U3JI0’KeH Ha pUCK OT danmuduuupase.

(3) M3nbiHuTENHATA areHuus 1o JeKkapcTara yBeaoMssa EBpornelickara KoMUCHS:

1. 3a jekapcTBEHM MPOIYKTH, KOUTO C€ OTIYCKaT Oe3 JIeKapcKOo MpeAlucaHue, 3a KOUTO €
YCTaHOBHUJIA, Y€ CHIIECTBYBA PUCK OT (anmuduiimpane;

2. 3a JIEKapCTBEHM IMPOAYKTH, 3a KOUTO € YCTAaHOBWIA, Y€ HE CBIIECTBYBa PHUCK OT
¢anmmmduuupane, Npu OTYUTAHE HA CIETHUTE KPUTEPUU:

a) 1IeHa ¥ 00eM Ha MpoJaXxOuTe Ha JEKapCTBEHUS IIPOIYKT;

0) Opoiif u yectoTa Ha ciayyau Ha QanmUPHUIMPAHU JTEKAPCTBEHH MPOAYKTH, PETHCTPUPAHU B
pamkuTe Ha EBpomneiickust cbio3 U B TPETH Ibp)KaBH, M MPOMSHA B OpOsl M YecTOTa Ha MOJ00OHU CITydau B
UCTOPUYECKH IUIAH;

B) CrieU(UYHU XapaKTEPUCTHUKU Ha CbOTBETHUTE JICKAPCTBEHH MPOAYKTH;

T') TeKECT Ha 3a00JISIBAHUATA, YHETO JICUCHHUE CE LIEIIH;

1) IpYTH MOTEHLMAIIHU PUCKOBE 3a O0IIIECTBEHOTO 3/IPaBeE.

Y. 1686. (Hos - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) IlpaBunara oTHOCHO
IoKazarenure 3a 0e3omnacHocT no wi. 168, an. 8 ce onpenensat ot EBponelickara KOMUCHS € I€TIETUPAHUTE
akToBe 110 wieH 54a, maparpad 2 ot Jupextusa 2001/83/EO.

(2) IoxkazaTenure 3a 6€30MaCHOCT HE C€ MPEMaxBaT, HUTO C€ 3aKPHBAT YaCTUYHO WM U3IIIO,
OCBEH aKO Ca M3ITBJIHEHU CIICTHUTE YCIOBHS:

1. mpurexarenasT Ha pa3pelIeHHEeTO 3a MPOU3BOACTBO, NPEAM YAaCTUUYHO MM HAIbBIHO Ja
peMaxHe WIH 3aKpHe MOKa3aTeIuTe 3a 0€30IacHOCT, MIPOBEPSBA T ChOTBETHHAT JICKAPCTBEH MPOIYKT €
aBTEHTUYEH M JaJIM He € OWJI MOAIPABEH;

2. IpUTEXKATEIAT Ha pa3pellieHne 3a IPOU3BOCTBO NPHU CIIa3BaHE M3MCKBaHUATA Ha wi. 168, an.
8 MOXKe J1a 3aMEHU IToKa3aTeauTe 3a Oe30MaCHOCT C PABHOCTOMHM Ha TSX 110 OTHOLIEHHE HAa Bb3MOXKHOCTTA
3a rapaHTHpaHe Ha AaBTEHTUYHOCTTA, HACHTHU(QHKAIMATA W OCUTYpSBAHETO Ha JIOKa3aTelcTBa 3a
MOJIIPaBSHETO Ha JICKAPCTBEHHS MTPOIYKT.

(3) oxa3zaTenute 3a 6€30MaCHOCT C€ CMATAT 32 PABHOCTONHM, aKo:

1. oTroBapsT Ha U3UCKBAHUSATA, ONPECIICHU B JeJeTUPAHUTE aKTOBE Mo wieH S4a, maparpad 2
ot Jupextusa 2001/83/EO, u

2. ca cbUOIO TOJKOBa €(EeKTHBHHM, KAaTO MO3BOJSBAT IPOBEpPKaTa Ha AaBTEHTUYHOCTTA U
UICHTU(PUKAIMATA Ha JIEKAPCTBEHUTE MPOTYKTH U OCUTYPSIBAHETO Ha JOKA3aTEJICTBA 32 IMOANPABSIHETO UM.



(4) 3amsHara mo an. 2, T. 2 ce HW3BBpIIBAa, 0€3 Ja ce OTBaps IbpPBHYHATA ONAKOBKa Ha
JIEKapCTBEHHS NPOIYKT M B ChOTBETCTBHUE ¢ J[oOpaTa mpou3BOACTBEHA MMPAKTHKA 32 JICKAPCTBEHH MPOTYKTH.

(5) UsnbenHuTenHaTa areHUMs MO JIEKapCTBaTa OCBILECTBSIBA HAJ30p BbpPXY 3aMsHaTa Ha
MIOKa3aTenuTe 3a 0e30MacHOCT.

Ui 169. (1) Madopmanusta BbpXy ONMAKOBKUTE U B JINCTOBKATA HA JIEKAPCTBEH MPOIYKT TPOBa
Jla € B IMBJIHO CHOTBETCTBUE C JIAHHUTE B KpaTKaTa XapaKTepUCTHKa Ha Mpoaykra, ogoopena ot MAJI mpu
M3J]aBaHe Ha Pa3pelleHueTo 3a yrnorpeda, U 1a OTroBaps Ha M3MCKBAHUATA, ONPE/ICIICHN B HapeadaTa 1o uil.
170.

(2) Uudopmarusata BbpXy ONAKOBKUTE M B JIMCTOBKaTa MOXKE Ja ObJe Ha HAKOJIKO €3MKa, HO
3aIBJKUTEIIHO €AMHUAT TpsiOBa Aa € Obiarapcku e3uk. ChAbpikaHMeTO Ha MH(OpMAalMsITa Ha pa3IudyHU
€3ulu TpsAOBa Ja € UACHTUYHO.

(3) HaumeHoBaHKMETO HA JIEKAPCTBEHUS MPOAYKT 33 IBJKUTEITHO CE U3MKUCBA Ha OBIATApCKH €3UK,
a MEXIYHapOJHOTO HEMaTEeHTHO HAaMMEHOBAaHUE Ha JIEKQpCTBEHOTO BEIIECTBO C€ H3IHCBAa CHhOOpPA3HO
AHaToMo-TepaneBTHYHO-XuMUUHaTa kinacuukamus Ha C30. Mmero M agpechT Ha NpuUTEkaTeNns Ha
paspelleHneTo 3a ynorpeda Moke Ja ce U3MUIIaT Ha JIAaTHHULA.

(4) Uadopmarusata BbpXy ONMAKOBKUTE U B JIUCTOBKHUTE TPsiOBa Jja € Ha pa3dupaeM 3a NalueHTa
€3UK, J]a € YETJIMBA U J1a € He3aIuyuMa.

(5) (Homa - IB, 6p. 18 ot 2014 r.) JIucroBkaTa TpsiOBa ga € opopMeHa MO TaKbB HAYWH, Y€ /1A €
scHa W pasz0dupaema, KaTO TII03BOJIIBA HA TAalMEHTa Ja TNpeArpHeMe IOAXOIAIIN JIEHCTBHS, TNpHU
HE00XOIUMOCT, C IIOMOILITAa HA METUIIUHCKU CIIEIIUATTUCTH.

Y. 170. (1) (Ilpegumen tekct Ha wi. 170 - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.)
W3uckBaHusTa KbM ONAKOBKHUTE M JHCTOBKHUTE HA JIEKAPCTBEHUTE MPOIYKTH C€ OMpENeNsT B Hapeada Ha
MUHHCTBPA Ha 3/[PaBEONa3BaHETO.

(2) (Homa - JIB, 6p. 102 ot 2012 r., B cmwia ot 21.12.2012 1., mon. - JIB, 6p. 18 ot 2014 r.)
Korato nekapcTBeH MpoOAyKT, paspelieH 3a ynmorpeda Mo pega Ha TO3M 3aKOH, HE € IMpeIHa3HaueH 3a
JTUPEKTHA JOCTaBKa Ha TAIMEHTa WIM HE € HaJdu4eH Ha mazapa B PemyOnuka bwiarapus, MAJI moxe ma
pazpemn ynorpedara My, KOraTo HSKOM OT JaHHHUTE, ONpeJelieHHu B HapeabaTa mo an. 1, He ca HAaHECeHH
BBPXY OIAaKOBKATa MJIH B JIMCTOBKATA.

(3) (HoBa - JIB, 6p. 102 or 2012 r., B cunma ot 21.12.2012 r.) B cuywautre mo am. 2
uHpOpMaLUsATa BbPXY OMAKOBKHTE U B JIMCTOBKATa MOJKE J1a HE ObJie pelocTaBeHa U Ha OBJITAPCKH €3HK.

(4) (Homa - /1B, 6p. 102 o1 2012 1., B crma ot 21.12.2012 1.) YcnoBusiTta 1 peabT 3a TOCTaBKa Ha
JICKapCTBEHHUTE MPOJYKTH IO all. 2 ce ONpeAesaT ¢ HapeadaTa mo wi. 198.

T'1aBa ceqma.
KIJACUO®UKALIUA HA JIEKAPCTBEHUTE ITPOAYKTH

Un. 171. (1) B 3aBucMMOCT OT HayMHAa Ha OTIYCKaHE JIEKAPCTBEHUTE IMPOAYKTH C€
KJIacu(puIpar KaTo:

1. nexapcTBEHU MPOAYKTH, OTITYCKAHU TI0 JIEKApCKO MPEIMUCaHIE;

2. 1eKapCTBEHU MPOIYKTH, OTITyCKaHU O€3 JIEKApCKO MpeAICaHue.

(2) (Hom. - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) PexumbT Ha OTmycKkaHe Ha
JIeKapCTBEH NMPOAYKT ce omnpenens ot MAJI B pa3perieHneTo 3a ynorpeda/y10CTOBEPEHHETO 32 PErUCTPaIUs
WIM pa3pelieHueTo 3a MapayieJieH BHOC Ha JIGKapCTBEHUS MPOAYKT Ha TepuTopusita Ha PemyOnuka
boiarapus.



(3) JIuuero mo un. 26, an. 1 mocouBa pekuMma Ha OTIyCKaHE Ha JIEKApCTBEHUS MPOAYKT B
3asBJIICHUETO 32 pa3peleHne 3a yIoTpeda/yJOCTOBEPEHHETO 3a PErUCTpanys, 3a MPOMsiHa Ha Pa3peIeHUETO
3a ynorpeda WM MpH MOJAHOBIBAHETO MY.

Un. 172. JlekapcTBeHuTe NpoAykT no wi. 171, an. 1, 1. 1 ce pa3nenst B caeAHUTE KaTErOPUU:

1. nexapcTBEHU MPOAYKTU C OIPAaHMUYEHO JIEKAPCKO MPEANUCAHKE, IPeIHA3HAUEHH 3a yroTpeOa
caMo B HAKOU CIIEUAIN3UPAHU 00JIacTH;

2. JeKapCTBEHU IIPOAYKTH - OOEKT Ha CIIELUATHO JIEKapCKO IPEIIUCaHMNE;

3. JIeKapCTBEHM MPOIYKTH 33 MHOTOKPAaTHO WJIM €IHOKPAaTHO OTIIyCKaHE IO €AHO M ChILO
JIEKApCKO MPEANNCAHUE.

Y. 173. Tlo nekapcko mpeArucanue ce OTIyCKaT JIEKapCTBEHH MPOIYKTH, KOUTO OTTOBApAT Ha
CIICZIHUTE MU3UCKBAHUS:

1. Morar ma mpeacTaBiIABAT MpsSKa MM KOCBEHA OMACHOCT 3a 3[paBETO HA XOpaTa JOpU IMpH
IpaBUJIHA yNIOTpeda, ako ce mpuiaraT 0e3 MeIUIIMHCKO HaOII0IeHHE;

2. 4ecT0O W MHOTO INUPOKO C€ TpWiIaraT HENpaBWIHO M B pe3yjiTaT Ha TOBa MoraT Ja
NPEJCTaBIABAT OMACHOCT 32 37PaBETO Ha XOpaTa;

3. ChIBpXKAT BEUIECTBA, YMATO AKTUBHOCT W/WIIM HEKEJIAaHU JIGKAPCTBEHU DPEAKIUU M3UCKBAT
MIOCJIE/IBAIIIO JIOMIBIHUTEIIHO IPOYYBAHE;

4. 0OOMKHOBEHO e MPENNUCBAT OT JIEKap 3a MapEHTEPATIHO NPUI0KEHHE.

Un. 174. JlekapcTBEHUTE MPOIYKTH MOJJEKAT HA CHEIHMAITHO JICKAPCKO MPEANHUCcaHue, KoraTto
OTrOBApSAT Ha HAKOE OT CJICJTHUTE YCIIOBHSI:

l. chABpKAT HAPKOTUYHU BEIIECTBA MO CMHUCHIA Ha 3aKOHA 32 KOHTPOJI BbPXY HAPKOTHUYHUTE
BEIIECTBA U MMPEKYPCOPUTE B KOJIMIECTBA, JOIMYCTHUMH 32 YIOTpeoa;

2. IpH HEMpaBWJIHA yIOTpeOa MOTarT Jia Ch3/1aaT 3HAYUTEIICH PUCK OT 3JI0yIoTpeda, J1a 10BeaaT
710 JICKapCTBEHA 3aBHCHMOCT HJIU JIa C€ M3IOJI3BAT 32 HE3aKOHHH LIEIIH;

3. ChABPIKAT HOBH JICKAPCTBCHH BEIIECTBA, YHUTO XAPAKTEPUCTUKH HE Ca JIOCTATHYHO M3BECTHH
Y TIOpaJIM Ta3M MPUYMHA C MPEBAHTUBHA IIeJI MOTaT Ja Ob/IaT OTHECEHU KbM IpyIiaTa JICKapCTBEHU MPOAYKTU
mo T. 2.

Ui 175. JlekapcTBeHUTE NPOAYKTH MOAJIEKAT HA OTPAHUUYEHO JIEKAPCKO IMPEANNUCAHUE, KOTaTo
OTrOBapsT Ha HAKOE OT CIEIHUTE yCIOBHS:

1. OrpaHU4CHU Ca 3a IPUIIOKCHUEC CaMO B OOJITHUYHH yCJI0BUd IMOpaayd OTrpaHHUYCH OIIUT 3a
ynoTtpeda WM B UHTEPEC Ha OOLIECTBEHOTO 3/1PaBE;

2. mpedHa3HaYeHM ca 3a JieueHUWe Ha OOJIECTHM CBCTOSIHMSA, KOUTO MoraT ja Objaar
ANArHoCTUIIMPAHU CaMO B JIEYEeOHUTE 3aBCACHU, HC3aBUCHUMO Y€ IMPUIAraHeTO MM H MPOCIACAABAHCTO Ha
XOZla Ha JICYEHUETO MOXKE Ja C€ OCBILIECTBSBAT U B IPYTHU 3[]paBHU 3aBE/ICHUS;

3. mpeaHa3HaueHM ca 3a JieueHHe Ha aMOyJaTopHO OOJHH, HO ymoTpebaTa MM MOXKE Ja
IPEJU3BUKA CEPUO3HH HEXKEJIAaHW JIEKAPCTBEHU pEaKLMU, Hajaramy M[pealucaHue OT CHEeUUATUCT U
HaOJII0ICHUE 110 BpEME Ha JICYEHUETO.

Un. 176. (1) U3npaHuTenHaTa areHIus MO JieKapcTBaTa MOXKeE Jia He 0J00pU MOUCKAHUS OT
3asiBUTENS 1O WI. 26, an. 1 pe’kuM Ha OTIyCKaHE Ha JIEKapCTBEH NPOAYKT Bb3 OCHOBA Ha MPELIEHKA Ha!

l. makcuManmHaTa €JWHMYHA J03a, MAaKCHUMaJHAaTa JHEBHA J03a, KOJIMYECTBOTO AKTHBHO
BEIIECTBO B €JHA JI030Ba €IMHUIIA, JIEKapCTBEHATa Gopma, crienndruyeH BUI HA IbPBUYHATA OMAKOBKA Ha



MIPOAYKTA, W/WIH

2. mpyru cnienUIHA yCIOBHSI Ha yIIoTpeoa.

(2) U3nbaHuTENHATA areHUus MO JieKapcTBaTa MOXeE Ja He IMOCOYM TOYHaTa KaTeropHus Ha
JIEKapCTBEHUsI MPOAYKT 1o wi. 172, HO chriacHo kputepuute mno wi. 174 u 175 onpegens nanu
JIEKapCTBEHUAT MPOAYKT ce KiIacu(uIpa KaTo NpoIyKT, OTIYCKAaH caMmo I10 JIEKapCKO MpeAnrcaHue.

Un. 177. JlekapcTBEHUTE TMPOAYKTH, KOUTO HE OTrOBapsT HAa M3UCKBaHUATA 1o wi. 173, 174 u
175 u Ha KpuTEpHHTE, ONpEIeTICHN B HapeadaTa mo wi. 178, ce oTmyckat 0e3 JIeKapcKo MpeancaHue.

Yn. 178. Kpurepuute 3a kinacudukanus Ha JEKapCTBEHUTE MPOAYKTH M M3UCKBAHHATA KbM
JOKYMEHTAIMATa 3a U3BBPILIBAHE HA MPOMSHA B KiIacHPHUKaIUsATa c€ ONPENENiT B Hapenda Ha MUHUCTBPA
Ha 3/IpaBeona3BaHeTo.

Y. 179. (1) M3mpaHuTeIHATA areHIMs 110 JIEKapCcTBaTa U3roTBs M MyOJIMKyBa Ha CTpaHUIIATa CH
B MHTEPHET CHHUCHK Ha JIEKAPCTBEHUTE MPOIYKTH, KOUTO C€ OTIIyCKaT IO JIEKAPCKO MPEANUCaHUE Ha
teputopusita Ha PenyOnuka bbarapus.

(2) CriuchKbT 10 an. 1 ce akTyanu3upa exeroaHo.

Un. 180. Ilpm Hanuuume HA HOBU JAHHMU 32 JIEKQPCTBEH MPOJYKT, 32 KOWTO MMa HW3AaJCHO
paspelieHue 3a ymnorpeba WM yaocToBepeHue 3a peructpauusi, WAJl mpepasriexnia, a Korato e
HE0O0XOAMMO, TIPOMEHS Kiacu(HUKanuaTa ChIriIacHO M3UCKBAHHATA HAa Wi. 173 W KpUTEepUUTE, MMOCOYCHH B
HapezaOaTa o wi. 178.

Yn. 181. B ciyuauTte, korato € pa3pelieHa NpoMsHa B Kilacu(UKaUsATa Ha J1aJIeH JIEKapCTBEH
MPOAYKT Bb3 OCHOBA HAa 3HAYUTEIHU NPEIKIMHUYHUA WM KIMHUYHM W3NUTBAHUS, CJIEJBAIL 3asBUTET WIH
IPUTEXKATENl Ha paspellieHre 3a ynorpeda He MOXKe Jla ce 1030BaBa B CPOK €HAa IOJMHA OT JaTara Ha
pa3peleHneTo 3a MPOMsSHA, M31aJE€HO OT PEryjaTopeH OpraH Ha [Ibp)KaBa WIECHKA, NPU MOJaBaHE Ha
3asBJICHME 3a IIPOMSIHA Ha KJIaCU(UKALKATA HAa CBIIOTO BELIECTBO.

Un. 182. M3mbaHuTenHaTa areHIMs 1O JIeKapcTBaTa €XKEroJHO yBedomsiBa EBpomeiickara

KOMHUCHA U PETYJIATOPHUTEC OPraHr Ha APYTUTC AbpPiKAaBHU YJICHKH 3a HACTBIIMIINA IIPOMCHH B CIIMCBHKA I10 YJI.
179.

I'naBa ocma.
MNPOCJIEISABAHE HA JIEKAPCTBEHATA BE3OINIACHOCT

Paznea 1.
O6mm nmosnoxenusi (Hos - /IB, 6p. 102 ot 2012 r., B cuaia ot 21.12.2012 r.)

Yn. 183. (U3m. - /1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) U3nbaauTenHaTa areHuus
[0 JIeKapCcTBaTa OpraHM3Mpa M MOJIbp)Ka CHCTEMa 3a Mpocie/sBaHe Ha JeKapCTBEHaTa Oe30MacHOCT 3a
M3ITBIIHEHHE Ha 3aIBJDKCHHATA 110 Ta3H TJIaBa.

(2) Cuctemara mo an. 1 ce u3mossBa 3a chOMpaHe Ha MH(GOPMALUS OTHOCHO PUCKOBETE OT



JIEKapCTBCHUTE MPOJIYKTH 3a 3JIPaBETO Ha MAIMEHTHTE W 3a OOINEeCTBEHOTO 31paBe. MudopmarmsaTa
oOxBalla ChOOIIEHUS 3a HEKEJIaHHW JIEKapCTBEHUW peaklMu NpHU ymnoTpeba Ha JIEKapCTBEH MNPOAYKT B
CHOTBETCTBUE C YTBBPJEHATA KpaTKa XapaKTePUCTHUKA, KAKTO U MHQpOpMAIHS 3a 3710ynoTpeda u ynorpeda,
KOATO HE € B CHOTBETCTBHE C YTBBPJICHATa KpaTKa XapaKTEpPUCTHKA Ha MPOAYKTa, BKIIOYUTEITHO
uH(popMalvs 3a HEeKEJIaHHW JEKapCTBEHU peakiu, HaOII0JaBaHU MPHU HU3MbIHEHHE Ha MPOQPECHOHATHU
3aIbJHKCHHUS.

(3) WM3nbaaMTenHaTa areHOMs IO JIEKapcTBaTa Baluaupa, oOpaboTBa W Kiacuduimpa
nH(pOpMaIMATa 1O ajl. 2, MpaBu HAy4YeH aHAIIM3 HAa CHOPAaHUTE JAHHU C OTJIE/ OlEHKA Ha Bh3MOXHOCTHUTE 32
HaMaJlsiBaHEe W MPEAOTBpaTsIBaHe HAa PUCKAa M IpelanpueMa HeoOXOAMMMTE JEWCTBUS MO OTHOILIEHHE Ha
paspelieHneTo 3a ynorpeda Ha JIeKapCTBEHUS MPOAYKT.

(4) U3npaHuTenHaTa areHuus Mo JieKapcTBaTa U3BBPIIBA OJUTH HA cucTeMaTa o ai. 1 u Ha
BCEKH JIBE TOAMHHU M3Mparia Ha EBponeiickaTta KoMHCHS JOKIJIA]] C PE3yJITaTUTE OT TSIX.

(5) M3npnHuTENHATA areHIUs 10 JIeKapcTBaTa Mpuiara aJekBaTHa U e()eKTHBHA CUCTEMa IO
KauecTBO, 3a Ja OCHTypU CBOTBETCTBHE Ha CHUCTeMara MO ajl. | ¢ H3HCKBaHUATA HAa TO3U 3aKOH.
MuHUMaTHUTE U3UCKBAHUS 32 CUCTEMAaTa MO KavyecTBO ce omnpeaenar ¢ Pernament 3a usnbinenue (EC) Ne
520/2012.

Un 184. (U3m. - JIB, Op. 102 ot 2012 r., B cwra ot 21.12.2012 r.) (1) Meauuunckure
CHEIHAUCTH ca JIHKHU J1a ChoOIIaBaT He3a0aBHO Ha MPUTEXKATEN Ha Pa3pelIeHHETo 3a YIoTpeda Hin Ha
NAIJI 3a BcAka OAO3UpaHa CEPUO3HA HEXKEJIAHA JICKApCTBEHA Peaklys U Ja IPENOCTaBAT IPHU MOUCKBaHE
JOITBIHUTETHA UH(OPMALIMS OT MPOCIEAsIBAHETO Ha CITyyasl.

(2) IamuentuTe Morar jAa choOLIABAT HEXEJTAHM JIEKApCTBEHM PEAaKIMU MO BCSKO BpeMe Ha
MEIUIMHCKUTE crienuanucty min Ha MAJIL.

(3) B cnyuaute mo an. 1 u 2, korato ChOOIIEHHETO C€ OTHACA 3a OMOJOTHYEH JIEKapCTBEH
MPOAYKT, IPEANKCaH, pa3lpoCTpaHeH WU Npo/iaBaH Ha TepuTopusiTa Ha PenyOnuka bearapus, Toil TpsioBa
SCHO Ja Obae uaeHTu(UIUpaH OT CHOOLIUTENS C THPrOBCKOTO MY HME€ M MAPTUAHUS HOMEP WIH Ta3H
uHpopManus 1a 6bJe MpeaocTaBeHa MU AOMBIHUTEIHOTO IPOCIE/IIBaHE.

UYn. 185. (U3wm. - [IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) U3nbaHuTenHATA areHIUSA
[0 JIeKapcTBaTa MOAIbpPYKAa HAIMOHAJIEH HWHTEPHET MOpTal 3a JIEKapCTBEHH NPOAYKTH, CBBpP3aH C
EBporneiickust ”HTEpHET MOPTaJ 3a JIEKapCTBEHUTE MPOAYKTH 10 Wil 68, an. 1, 1. 4.

(2) M3nbiHMTENIHATA areHUUs MO JieKapcTBaTa MPeaoCcTaBs ype3 moprajia mno aji. | Hal-manko
cnenHara nH(GopMaIus:

1. myOaMYHUTE OLIEHBYHU JOKIIAIH 10 4. 53, ai. 2 ¥ TEXHUTE PE3IOMETa;

2. KpaTKUTE XapaKTePUCTUKHU Ha TIPOIYKTUTE U JINCTOBKUTE;

3. pe3roMe Ha MJIAHOBETE 3a YNPaBJICHWE HA PUCKA HA JIGKAPCTBEHUTE MPOAYKTH, PA3pEIICHH 3a
ynotpeba Ha TepuTopusita Ha Perybnmuka beiarapus;

4. oOpa3uu Ha cTaHAapTU3UpaHu GOpMyISIpH 3a JOKJIa/JBaHE HA TMOJO3MPAHU HEXEJIaH!
JIEKAPCTBEHH pEaKIMU OT MEIULUHCKU CHEIUAINCTH M TMAalMeHTH, H3TOTBEHHM B CHOTBETCTBHE C
n3ucKkBaHuATa Ha 4ieH 25 ot Pernmament (EO) Ne 726/2004 na EBpornetickust mapsiiameHT u Ha ChbBeTa;

5. aKkTyanu3upaH CIUCHK Ha JeKapcTBeHHUTE NMpoaykTu mo uieH 23 ot Permament (EO) Ne
726/2004 na EBponelickust mapiaMeHT U Ha CbBeTa;

6. chOOIICHHMSI, TPEAOCTABAIIN HHPOPMAIIMS Ha IIUPOKaTa OOIIECTBEHOCT 3a OMACEHUsI OTHOCHO
0e3omacHOCTTa OT ynorpedaTa Ha JIaJIeH JIEKapCTBEH MPOJIYKT;

7. yKazaHud 3a BCHYKM HauuHU W (opMu 3a CboOIaBaHEe Ha IMOJO3UPAHH HEKEIaHU
JIEKaPCTBEHH PEAKIIUU OT MEAUIIMHCKH CIICIIUANTHNCTH U MAIIUCHTH.



Ui 186. (U3m. - IB, 6p. 102 ot 2012 1., B cua ot 21.12.2012 r.) 3neaHATETHATA ar€HITUS TI0
JIeKapcTBaTa U3BBPIIBA CIEAHUTE JEHHOCTH 3a JIEKAPCTBEHUTE NMPOJYKTH, IyCHATH HA Na3zapa Ha PenyOminka
boarapus:

1. MOHUTOPHHT Ha pe3yJiTara OT MEPKUTE 3a HaMasiBaHE HAa PUCKa 3a JICKApCTBEH MPOAYKT,
ChIBbPIKALIM CE€ B IJIaHA 32 yIpaBJIEHUE HA PUCKA,;

2. MOHUTOPHHT Ha pe3yJiTaTa OT U3IIBIHEHUETO Ha yCIOBUS, IOCOUEHU B Uil. 55a, 56 win 56a;

3. oLeHsBaHE aKTyaJIM3alMATa Ha CUCTeMaTa 3a yIpaBlIeHUE Ha PUCKa;

4. monuTopuHr Ha Oasara nanau "EudraVigilance", cp3maneHa B ChOTBETCTBUE ¢ uieH 24
ot Pernament (EO) Ne 726/2004 na Epomneiickus mapiameHT u Ha ChbBera, 3a HOBHM PHUCKOBE WJIM 3a
IIPOMsIHA BbB BeU€ YCTAHOBEHH U 32 POMSIHA B CbOTHOILIEHUETO 10JI13a/PUCK.

Y. 187. (U3wm. - IB, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 1.) (1) 3mbaHuTEIHATA areHIUSA
no sekapcrBara uH(opmupa EBporelickaTa areHIus 1o JeKapcTBaTa M MPHUTEXATeNs Ha pa3pelieHue 3a
ynotpeba npu uaeHTuGUIUpaHe Ha CUTHAIN 32 HOBH PHCKOBE WJIM 3a MPOMsHA HA YCTAaHOBEHUTE PUCKOBE,
WX TIPY IPOMSIHA Ha ChOTHOUICHHUETO MOJ3a/PUCK Ha JICKApCTBEH MPOIYKT.

(2) KomurersT 110 wi. 56a, an. 1, T. 1 ananm3upa u NpUOPUTH3NUPA BATUIUPAHUTE CUTHAIU 32
HOBM PHCKOBE MJIH 3a IPOMSHA BbB B€U€ YCTAHOBEHUTE U 3 MPOMSHA HAa ChOTHOIIEHUETO M0JI3a/pUCK.

(3) Koraro KomurersT mo un. 56a, an. 1, 1. 1 mnpemopbuBa mocieaBally JeMcCTBUS,
KOOPJMHALIMOHHATA rpymna mo 4i. 77, ai. 2 uinm chOoTBETHO KOMHUTETHT MO JIEKapCTBEHUTE MPOIYKTH 3a
XyMaHHa ymnoTpeda M3roTBs CTAHOBMILE 32 PEryJaTOPHH JCHCTBUS MO OTHOIICHHE HA Pa3pelICHHETO 3a
ynotpeba B paMKuTe Ha rpaduK, ChbCTaBeH B ChOTBETCTBHE ChC CEPUO3HOCTTA U CTEIIEHTAa HA OMACHOCT.

(4) M3nbaHUTENHATA areHUUs IO JIeKapCcTBaTa Ipujara Mpernopb4aHUTe B CTAHOBHUIIETO Ha
KOOpJMHAIIMOHHATa rpyna rno wi. 77, ai. 2 wiu B pemieHueTo Ha EBponeiickaTta kKoMucHs BpEMEHHU W/WIIH
OKOHYATEJIHU MEPKH.

Y. 188. (M3wm. - IB, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 r.) (1) 3mbaHuTEIHATA areHITUS
no nekapcrBata uHGopmupa EBponeiickara areHus mo JeKapcTBara, peryjlaTOpHUTE OpraHu Ha JPYTUTE
TbpKaBH WICHKHM W EBpormeiickata koMucus Hal-manko 24 daca mpeau MyOJMYHOTO ChOOIaBaHE Ha
uH(pOpMalKs OTHOCHO OINACEHMs, CBbP3aHM C MPOCIE/SIBAHETO HA 0€30MacCHOCTTa Ha JEKapCTBEH MPOAYKT,
OCBEH B CJIy4yauTe, KOraTO OIa3BaHETO Ha OOILECTBEHOTO 3/paBe M3MCKBa HE3a0aBHO ONOBECTSBaHE Ha
nHpopmarusTa.

(2) M3npaHUTENHATA areHIUs MO JieKapcTBaTa MyOiMKyBa MHPOpMaLus, CBbp3aHa C aKTUBHU
BEIIECTBA, ChIbPKAIIM CE B JIEKAPCTBEHU MPOJYKTH, Pa3pellieHH 3a yrnoTpeda U B IpYrH AbprKaBH WICHKH,
KaTo W3I0J3Ba XapMOHM3HMpAH MPOEKT Ha CHOOIIEHHETO U Tpaduk Ha MyOIMKalMATa, MPEUIOKEHH OT
EBporeiickara areHius o JekapcrBara.

(3) B ciyuaure no an. 1 u 2 undopmarusiTa, chIbpiKaila JUYHU JaHHU WIH TpeICcTaBisBaIla
THPrOBCKa TaifHa, ce 3aJIM4aBa, OCBEH aKO IMyOJIMKYBaHETO HA TE3W JaHHU € HeOOXOIMMO 3a ONa3BaHETO Ha
OOIIECTBEHOTO 3/IpaBe.

Ui 189. (M3wm. - IB, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 r.) (1) V3mbaHuTeTHATA areHITUS
[0 JIeKapcTBaTa MOXKE Ja JeJieTupa HSIKOM OT MpaBaTa U 3aJbJDKEHUSATA MO Ta3W TIJlaBa HA peryJjaTOpeH
OpraH Ha JIpyTa IbpKaBa 4J€HKA Ype3 CKIIOUBAHE HA CIIOpa3yMEHUE.

(2) B ciiydaute no an. 1 MAJI uncdopmupa EBponeiickara komucusi, EBpornelickara areHIus mo
JIEKapCTBATA U PETYJIATOPHUTE OPraHU Ha JPYTUTE JIbPKABU YICHKH 32 JCJIIETUPAHETO HA MPABOMOLIUATA U
myOaMKyBa ChOOIIEHUE HA HHTEPHET mopTasia o wi. 185, an. 1 uiu Ha UHTEpPHET CTPAaHULIATA CH.



Ui 190. (U3m. - B, 6p. 102 or 2012 r., B cuma ot 21.12.2012 r.) (1) [Ipurexarenar Ha
paspelieHue 3a ymnoTpeba € UIbKEeH Ja pasloyiara ChbC CHUCTEMa 3a IpOocielsBaHe Ha JiIeKapcTBEHaTa
0€30MMacHOCT 3a U3MbIHEHHE Ha 33IbJDKEHHATA CH TI0 Ta3HU TJIaBa.

(2) Ilputexatensat Ha pa3pelleHue 3a ynorpeda ype3 cucTemara o aji. 1 mpaBu HayyHa OLIEHKa
Ha cbOpaHata wuHGOpMaIMsi OTHOCHO O€30MAaCHOCTTa Ha JIEKQpPCTBEHUTE TMPOAYKTH, TpeleHsBa
BB3MOXKHOCTUTE 332 MUHUMAJIU3MpaHE WIM MPEAOTBpaTIBAaHE HA PHUCKA W TMpearpueMa HEOoOXOIUMHTE
MEpKH.

(3) IlpurexarensT Ha pa3pelieHHe 3a ynorpeda mpuiara ajJiekBaTHa U e(PeKTHBHA CHCTEMa 10
KauecTBO, 3a Ja OCHIypU CBOTBETCTBHE Ha CHUCTeMara Mo ajl. | ¢ H3HCKBaHUATA HAa TO3U 3aKOH.
MuHUMaTHUTE U3UCKBAHUS 32 CUCTEMAaTa MO KavyecTBO ce omnpeaenar ¢ Pernament 3a usnbinenue (EC) Ne
520/2012.

(4) IlpuTexarensaT Ha pa3pelieHue 3a yrnorpeda U3BbPIIBA PEJOBEH OJUT Ha CUCTEMaTa Io aj.
1. Madopmanmsi 3a OCHOBHHUTE KOHCTATAllMM OT OJUTa C€ OTOENsI3Ba B OCHOBHATA JOKyMEHTAIlUs Ha
CUCTeMaTa W CIYyXH 3a M3TOTBSIHE HA IJIaH 3a MpHJIaraHe Ha MOAXOJSALIM KOpUTHpaiy neuctBus. Tasu
uH(popMaIrs MOke Aa Ob/ie 3aTUUeHa CIIe] ISUIOCTHO U3ITBIHCHNUE HA KOPUTHPAIIUTE JCHCTBHSL.

Yn. 191. (U3m. - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Ilpurexarenst Ha
paspenieHre 3a ymnoTpeda ompeaens KBaTH(DUIMPAHO JUIE C MOAXOASMA KBadu(HUKalWsi, OTTOBOPHO 3a
npociieisiBaHe Ha JeKapCcTBeHaTa 0€30MacHOCT.

(2) JIuuero mo an. 1 € ycTaHOBEHO Ha TEpUTOpHUATA Ha Abp)KaBa UICHKA M € IOCTOSHHO U
HEMpPEeKbCHATO Ha Pa3IOIOKEHUE Ha MIPUTEXKATENsI HAa pa3pellIeHUETO 3a ynoTpeoa.

(3) 3a moanomarane AeMHOCTTa Ha KBATU(UIIUPAHOTO JIUIIE MIPUTEXKATENAT HA pa3pelICHUETO 3a
ynotpeba onpezens Julle, yCTAHOBEHO Ha Teputopusara Ha PenyOnuka bwirapus. HaznauaBaneTo Ha TakoBa
JMIEe He 0CBOOOYk/1aBa KBATM(PULIMPAHOTO JIUIIE 0 al. | OT OTTOBOPHOCTUTE MY I10 Ta3H IJIaBa.

(4) IlpurexarensaT Ha pa3pelieHueTo 3a ynorpeda npeacrass Ha MAJI nannure no uin. 27, an. 1,
T. 12, 6ykBu "a" - "B" 3a nmunara mo ai. 1 u 3.

(5) IlputexatenaT Ha paspelieHneTo 3a ynorpeda yBemomsiBa MAJI mpu Bcska HpoMsiHA B
JNaHHUTE 110 al. 4.

(6) IlputexarensaT Ha pa3pelleHHeTO 3a ynorpeda NpeAocTaBss JAaHHUTE Mo ain. 4 3a
kBasinuLrpaHoTo jaulle Ha EBpornelickara areHuus 1o jJekapcTpara.

Un 192. (U3m. - B, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) [Ipurexarenar Ha
paspelIeHneTo 3a ynorpeda e JUIbKeH Ja:

1. mopabpka m npenocrasst npu nouckBaHe oT MAJI ocHOBHUS JOKYMEHT Ha CHUCTEMAara 3a
Ipocie/iIBaHe Ha JIeKapcTBeHaTa 0€30IacHOCT;

2. mpuJlara cucTeMa 3a yIpaBJICHHE Ha PUCKA 32 BCEKH JIEKAPCTBEH NPOIYKT;

3. ochlIECTBSIBA MOHUTOPHUHT Ha pe3yJiTaTa OT MEPKUTE, ChbpIKAIllK CE B IIJIaHA 32 yIpPaBICHHUE
Ha pUCKa, WK

4. ocpliecTBsIBA MOHUTOPUHT Ha pe3yJiTaTa OT U3IBJIHEHUETO Ha YCIOBUATA 10 WiI. 55a, 56 unu
56a;

5. akTyanu3upa cUcTeMara 3a yIpaBJICHHE Ha PUCKa;

6. OCBHIIECTBSBA MOHUTOPUHT Ha JaHHUTE OT cuctemara no wi. 190, an. 1, 3a qa uaentuduumpa
HOBM PUCKOBE WJIM NPOMSIHA Ha YCTAHOBEHUTE PUCKOBE, KAKTO U J]a OIPEeNs Aajdu ca HaCThIIWIA IPOMEHH
B CHOTHOIICHUETO TTOJI3a/PUCK 32 HAOIOJaBaHHS JICKAPCTBEH MPOAYKT.

(2) CpabpxkaHueTO U peAbT 3a NOJAbP)KAaHE Ha OCHOBHATA JOKYMEHTAlMsl Ha cUcTeMaTa 3a

npoclieAsiBaHe Ha JieKapcTBeHaTa Oe3omacHOCT ce ompenensit ¢ Permament 3a umsnbiHeHue (EC) Ne
520/2012.



Un. 193.(M3m. - 1B, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) Ilpurexarensr Ha
paspemenue 3a ymnoTpeba uHbopmupa MAJI u EBpomneiickaTa areHuus Mo JekapcTBara B CIIy4aidl Ha
I/I}ICHTI/I(l)I/IIII/IpaHC Ha CUTrHaJli 3a HOBM PUCKOBC WM 3a IMPOMAHA HA YCTAHOBCHUTC PHCKOBE, WM IIPU
MPOMSIHA Ha ChOTHOIIEHHETO I0JI13a/PHUCK HA JIEKAPCTBEH MPOIYKT.

Un. 194. (U3m. - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) Ilpurexarenst Ha
paspelieHue 3a yrnorpeda eIHOBpEMEHHO WU TPEIN Jia MPeI0CTaBu Ha 00IIeCTBEHOCTTa HOBA HH(OpMaIus
3a ONaceHus, CBbP3aHU C IpocieasBaHe 0e30IacHOCTTa Ha JaJIeH JIEKapCTBEH IMPOJYKT, paspellieH 3a
ynotpeba Ha Tepuropusta Ha PemyOnuka bwiarapus, ysenomsasa WMAJI, Espomneiickara areHuust 1o
JiekapcTBara u EBponeiickata KOMHCHSI.

(2) Uadopmarusra o ain. 1 Tpss6Ba na Ob/1e 00CKTUBHA U J]a HE € IMOIBEKIalla.

(3) Ilpemn ma pasmpoctpanu uHGMOpMAIHS, CBBpP3aHA C TMPOCIEASBAHE Ha JIEKApCTBEHATA
0e30macHOCT, TPUTEXKATEISAT Ha paspelnieHue 3a ynorpeba s cwriacyBa npenapurenHo ¢ HMAJL ¢
U3KJIIOUEHHUE Ha CIy4yauTe 1o ai. 1.

(4) 3a uW3BBPHIBAHETO Ha OICHKA HAa WH(pOpPMAIMATA MO aj. 3 ce 3aruiama Takca B pa3Mmep,
orpeneneH B Tapudara mo wi. 21, an. 2.

Un. 194a. (Ho - JIB, Op. 102 ot 2012 r., B cuma ot 21.12.2012 r.) (1) Ilpuniunure u
n3nckBaHuATa Ha JloOpaTa mpakTHKa 3a MpociensBaHe Ha JIeKapCcTBEHaTa Oe30MacHOCT CE OMpEeAeysT B
PBKOBOJICTBO, M3/1a1cHO OT EBponeiickaTa areHuus 1o JeKapcTBara.

(2) IIpu ocwiiecTBsBaHE Ha JEHHOCTHTE MO MPOCIENsBaHE Ha JIEKapcTBEHaTa 0e30MacHOCT
MIPUTEXKATEIIAT Ha pa3pelleHre 3a ynorpeda cra3pa Jo0para npakTHka 1o ai. 1.

Paszgea II.
CbOupane n cbo01IaBaHe HA MHPOPMAaLKS 32 MOA03MPAHM HEXKEJIAHH JIEKAPCTBEHH PeaKkuum
(Hos - IB, 6p. 102 o1 2012 1., B cuj1a ot 21.12.2012 1.)

Yn. 1946. (Hos - IB, 6p. 102 or 2012 r., B cuma ot 21.12.2012 r.) Ilpurexarenst Ha
paspelIeHneTo 3a ynoTpeda B M3MBJIHEHUE Ha 3aJbJDKEHUATa cu 1o wi. 190 e JurbkeH a JTOKyMeHTHpa
BCHUYKH CHOOIICHHS 3a MOJO03UPAHU HEXEJAaHW JICKAPCTBEHU pEaKkiH, HaOII0laBaHU HA TEPUTOPHUATA HA
EBporeiickust cbi03 WM B TPETH ABPXKABH, TOKIAIBAHH MY CIIOHTAaHHO OT MEIUIMHCKH CIEIUATNCTH WIN
OT MAlMEHTH WK Bh3HUKHAIIM B Mpolieca Ha POBEKIaHEe Ha MOCTMAPKETUHTOBH MPOYYBAHUSI.

UYn. 194B. (HoB - [IB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) (1) Ilpurexarenst Ha
paspenieHueTo 3a ymnorpeba momaBa Mo eleKTpoHeH mbT B Oaszara ganHu "EudraVigilance" mo un. 24
ot Pernmament (EO) Ne 726/2004 na EBpomeiickus mapnameHT U Ha CbBeTa ChOOIICHHS 3a CEpUO3HU
MOJIO3MPAHH HEXKEJIaHW JIGKAPCTBEHU PEaKIMM, HACTBIMIM Ha TepuUTOpHuATa Ha EBpomelickus cbhio3 U B
TPETH IbPXKaBH, B CPOK /10 15 IHU OT JaTara Ha MOJIy4yaBaHE Ha ChOOLICHHUETO.

(2) IlputexarensT Ha pa3pelIEHUETO 3a YIOTpeda MmoiaBa Mo eJIeKTPOHEH IbT B Oa3aTa JaHHU "
EudraVigilance" cboOlieHns 3a BCHYKM TOJO3UpPAHU HEXKEJTaHW JIEKapCTBEHH PEaKIUH, pa3jIudyHd OT
MIOCOYEHUTE B aji. |, HACTBIWIM Ha TepuTopusaTa Ha EBponeiickus cpio3, B cpok 10 90 aHM OT naTtara Ha
M10JTy4aBaHE Ha ChOOILIEHUETO.

(3) IIpurexatenar Ha paspelieHHeTo 3a ymorpeba cieau MyOJMKAIMUTE B CHElHMaTu3upaHa
MEIMIMHCKA JUTepaTypa u JokiaaBa B 6azara nanau "EudraVigilance" Bcsika onucana B Hest 0oJI03MpaHa



HE)KEJIaHa JICKapCTBEHA peakUus C W3KIIOYEHUE Ha INOJO3MPAHM HEXKEIIAHW JIEKAPCTBEHU PEAKLHMU OT
JIEKapCTBCHU TPOAYKTH, KOUTO CBIbPXKAT AKTUBHU BEIIECTBA, IIOCOYEHM B CIHMCBKA MO wieH 27
ot Pernament (EO) Ne 726/2004 na EBpomeiickusi nmapiaMeHT 1 Ha CbhBeTa M ONHMCAaHU B JIUTEPATYPHH
W3TOYHUILM, IPOCIEASIBAaHN OT EBporelickaTa areHIus 1o JeKapcTBarTa.

(4) IlputexatensaT Ha pa3peLIeHUeTo 3a ynorpeba cbh3/laBa NpoLeaypH 3a CbOMpaHe Ha TOUYHU U
JIOCTOBEPHHU JJaHHM, [103BOJISIBAIIM Hay4yHa OIIEHKA Ha ChOOIIEHUATA 3a [10103UPaHH HEXKEJIaHU JIEKapCTBEHU
peakiuu. [Tpurexxarenar Ha pa3pelieHHeTo 3a ynorpeda chOupa mocieasama HHPOpPMaLUs BbB Bpb3Ka C
Te3u ChOOIIeHUs U TIpeiocTaBs oOHoBeHuTe NanHu B "EudraVigilance".

(5) d®opmata U ChIBP)KAHMETO Ha JOKIAAUTEe Mo ain. 1 - 3 ce ompexaenar ¢ PerimameHnrt 3a
msneiaHeHue (EC) Ne 520/2012.

Ui, 194r. (Hos - JIB, 6p. 102 ot 2012 1., B cua ot 21.12.2012 1.) (1) U3nbiHUTEIHATA areHITUS
M0 JIeKapcTBaTa perucTpupa B cucteMara mo 4wi. 183 BCUYKHM CHOOIICHUS 3a TMOJAO3UPAHM HEXKEIIaHU
JICKapCTBEHH PEAKIINH, HACTHIIMIIN Ha TepuTOpusATa Ha PermyOnuka Bbarapus, OT MEIUIIMHCKY CTICIIHATHCTH
U OT MAalUeHTH, M HM3UCKBA, MPH HEOOXOAMMOCT, MOMBIHUTENIHA WH(GOpMAILUsS OT MPOCIEAIBAHETO Ha
cirydast.

(2) Korato cnoOmieHusTa 3a MOJO3UPAHH HEXKENAaHU JIEKAPCTBEHW DPEAKIMH, HACTHIIMIU Ha
TeputopusiTa Ha PenyOnvka bwirapus, ca mogaJieHu OT MPHUTEKATENS HA Pa3pelIeHHETo 3a YroTpeda, TOu
MIPEIOCTaBs IOMBIHATEIIHA HHDOPMAIIHSI OT MPOCIICSIBAHETO HA cTydasi pu nmoucksane ot MAJL

Un. 194n. (Hos - JIB, 6p. 102 ot 2012 r., B cwa ot 21.12.2012 r.) (1) U3nbaauTennara
areHIys 1o JIeKapcTBaTa MojaBa MO eJNeKTpoHeH MbT B Oazarta nanuu "EudraVigilance" cpoOmienus 3a
BCHYKH CEPUO3HHM TIOJO3MPAHM HEKEJIAaHU JICKAPCTBEHH pEaKIWH, HACTBIMIN Ha TEPUTOpPHUATA Ha
Peny6nuka bbearapus, B cpok 10 15 1HM OT JaTaTa Ha MOJTY4YaBaHETO UM.

(2) M3mpnHUTENTHATA areHIMS 10 JIEKapCTBaTa IMojaBa Mo eJICKTPOHEH IIbT B Oa3aTa MaHHH
EudraVigilance" cpoOmieHuss 3a BCHYKHM IOJO3MPAHM HEXEJTAHW JIEKAPCTBEHU pEaKLHUM, Pa3IUYHU OT
MOCOUEHUTE B al. 1, HACTBIIWIN Ha TepuTopusaTa Ha PenyGnuka bwarapus, B cpok 10 90 nHu OT jaraTta Ha
M0JTy4aBaHe Ha ChOOIIEHUETO.

(3) U3nbaHuTenHaTa areHuus Mo JeKapcTBaTa I10jaBa 10 €JIeKTPOHEH MbT B 0a3aTa jaHHU "
EudraVigilance" noknanu 3a momo3upanu HeKENaHU JICKAPCTBEHN PEAKIIMU, HACTBIIIN Ha TEPUTOPUATA HA
Peny6nuka bearapus, BcieAacTBHE Ha HENMpaBUIIHA yNOTpeda Ha JIEKApCTBEH HPOAYKT. M3mbiaHuTenHaTa
areHIusi 1o JekapcTBata MH(OpMHUpa 3a TOBa MUHHCTEPCTBOTO Ha 3/PaBEONa3BAHETO M CHCIOBHUTE
OpraHu3alM Ha METUIIMHCKUTE CIIEUATUCTH.

(4) Bceku opran wiim HHCTUTYILUS, B KOSITO € MOCThIIMIIA HH(OPMAIUS 3a 110103UpaHa HexellaHa
JIEKapCTBEHA pEeaKIlys, HACThITIIIA Ha TepuTopusiTa Ha PermyOnuka brarapus, undopmupa MAJI 3a Tosa.

(5) Ceabpxanuero u (opmaTa Ha ChOOIIEHUATA W JAOKIagUTe Mo an. 1 - 3 ce ompenenair c
Pernament 3a usnbianenue (EC) Ne 520/2012.

Ui 194e. (Hos - /IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) M3nbaauTeIHATA areHIus
[0 JIeKapcTBaTa IMoJjlyyaBa IMoJajieHaTa OT MPHUTEXaTelld Ha pa3pelieHueTo 3a ynorpeda mHbopmanus 3a
CEpUO3HU TMOJO03MPAaHU HEKEIAHU JIGKAPCTBEHU PEaKlMU, HACTBHIMIN HAa TepuTopusata Ha EBponeiickus
CHIO3 WJIM B TPETA AbpiKaBa, upe3 0azata nannu "EudraVigilance".

(2) UsuckBanusTa 3a MoHUTOpUpaHe Ha mHpopManusaTa B 6a3ara nannu "EudraVigilance" ce
onpenensat ¢ Permament 3a usneiaaerne (EC) Ne 520/2012.

Yn. 194x. (Hos - 1B, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) B mporieca Ha oOMeH Ha



unpopmanus MAJL, nputexxatenuTe Ha pa3pelienue 3a ynorpeda u EBpomnelickata areHIus o jekapcrBaTta
CH CBTPYJIHMYAT 3a OTKPUBAHE Ha AyOJUpPaHU ChOOIIEHUS 3a [10103UPAaHU HEXEJIaHH JIEKapCTBEHH PEaKILIUU.

Pasznean III.
IlepuoguyuHu akTyaausupanu 1okjaaau 3a 6ezonacuoct (Hos - IB, op. 102 ot 2012 r., B cnJia
or 21.12.2012 r.)

Y. 1943. (Hos - JIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 1.) (1) Ilpurexarenst Ha
paspelieHneTo 3a ynorpeda € JUIbKeH Ja MpeAoCcTaBs MO eJIeKTpOHEH IbT Ha EBpormeiickara areHuus 1o
JIeKapcTBaTa MEPUOJUYHN aKTyaJIu3UpaHu T0KJIaau 3a 0€30MacHOCT, KOUTO ChAbPIKAT:

1. 00001meHst Ha TaHHUTE OTHOCHO CHOTHOIIEHUETO I0JI33a/PUCK Ha JIEKAPCTBEHUS MPOAYKT,
BKJIIOUUTEJIHO PE3YJATaTUTE OT BCHUYKM MPOYYBAHUS, C OIVIEJ NOTEHUUAIHOTO UM OTPaXXCHHUE BBPXY
paspelIeHneTo 3a ynorpeoa;

2. HayyHa OLIEHKAa Ha CHOTHOLICHUETO IOJI3a/PHCK Ha JIGKAPCTBEHHUS MPOAYKT; OIIEHKaTa ce
OCHOBABa Ha BCUYKHM HAJIWYHU JaHHU, BKIIOYUTEIHO HA JAHHU OT KJIMHUYHU M3MMTBAHUS 32 HEpa3pelIeHU
MOKa3aHMA U 3a LI€JIEBH I'PYNH, KOUTO HE Ca BKIIOYEHU B KpaTKaTa XapaKTepPUCTHKA Ha POIYKTa;

3. BCHYKM JaHHU 32 0OeMa Ha NpoAaKOMTE Ha JIEKapCTBEHUS MPOAYKT M BCSKaKBa Jpyra
uHpOpMalLKs, C KOATO MPHUTEXATEIAT Ha pa3pelieHHeTo 3a ymnoTpeda pasmojiara, OTHOCHO o0Oema Ha
MPEINUCaHUATa, BKIIOYUTETHO MPUOIM3NUTENEH Opoil Ha JHIara, YnoTpeOsBaiu JIEKapCTBEHUS MPOIYKT
WIN U3J10)KEHU Ha BB3JHCTBUETO My IO Apyra pHUYUHA.

(2) Ceappxkanuero u ¢opmara Ha €JIEKTPOHHUTE NEPUOTUYHU AKTyaJIM3UPaHU JOKIATU 3a
6e3omacHocT ce onpeaensat ¢ Pernament 3a nznbianenue (EC) Ne 520/2012.

(3) Undopmanusara no an. 1 ce cbOupa 1 chbXpaHsBa B peTUCTBP, Ch3/AaJICH 10 pesia Ha wieH 25a
ot Permament (EO) Ne 726/2004 na EBporneiickus mapnament u Ha CbhBeTa, U € gocTbiHa 3a MAJL.

Un. 194u. (HoB - JIB, 6p. 102 or 2012 r., B cuma ot 21.12.2012 r.) Ilpurexarenure Ha
paspernieHus 3a yrnorpeda/y10cTOBEpeHUS 3a PETUCTPAIUs Ha JIEKApCTBEHH MPOAYKTH 1o 1. 28, 30, 35 u 37
M0/1aBaT MEPUOANYHU aKTyaTU3UPaHH TOKJIAIU 32 O€30MacCHOCT CaMO B CITy4au, KOraTo:

l. momaBaHeTO Ha MAOKJIAQA € YCIOBHME MO WI. 55a Wil 56, BOMCAHO B Pa3pEIICHUETO 3a
ynotpe0a/y10CTOBEPEHUETO 3a PETUCTPaLIUs, NN

2. W3mbnHuTenHaTa areHIUs IO JIEKapCTBAaTa WIIM PETyJIATOPEH OpraH Ha Jpyra IbpikaBa
YJIeHKa W3MCKBa TOBAa BH3 OCHOBA Ha CHOOpaKEHHUs 3a O€30MacHOCTTa Ha JIGKAPCTBEHUS MPOAYKT WU
nopajgy JUIca Ha TMEPUOJUYHHM aKTyallM3MpaHU [OKJIAaaud 3a Oe30MacHOCT 3a aKTHBHOTO BEIIECTBO,
ChJIBPIKAIIO CE B JICKAPCTBEHUS MIPOIYKT, Ha KOMTO € U3Ja/IeHO pa3pelieHne 3a ynorpeda/y0cToBepeHue 3a
perucTpanusi.

Y. 194k. (Hos - IB, 6p. 102 ot 2012 r., B cwia ot 21.12.2012 r.) (1) B pa3pemennero 3a
ynotpe6a/ya0CTOBEpEHUETO 3a PETUCTpalHs C€ OMpeieiiss YecToTa Ha IM0JIaBaHe Ha TCPUOJIUYHUTE
aKTyaJu3UpaHH JIOKIaIu 3a 6€30MacHOCT.

(2) Jature Ha mojlaBaHe Ha JOKJIAJUTE B 3aBUCUMOCT OT YeCTOTaTa Mo ai. 1 ce u3uucnsBar oT
JaTaTa Ha M3JaBaHe Ha pa3pelIeHNeTo 3a ynoTpeda/y10CTOBEPEHUETO 3a PErUCTpaIusl.

(3) llepuoanuHuTe aKTyanu3WpaHH [OKIaAMd 3a 0€30MacHOCT ce MOoJaBaT Mpe3 CIETHUTE
BPEMEBH MHTEPBAJH, C U3KIIIOUCHHE Ha CIIy4auTe, KOraTo 4eCTOTaTa Ha MO/IaBaHe Ha JOKJIAIUTE € yCIOBUE
3a W3JaBaHE Ha pa3pelIeHHeTO 3a yNoTpe0a/yJA0CTOBEPEHUETO 3a pEerucTpainus Wil € OlpelaeieHa B
cbOTBEeTCTBHE C WiI. 19471, 194M u 194n:

1. Ha Bceku 6 Mecella OT JaraTa Ha M3JaBaHe Ha pa3pelleHueTo 3a yrnoTpeda/yJ0CTOBEPEHUETO



3a perucTpanys Ha JeKapCTBEH MPOAYKT JI0 JaTaTa Ha MyCKaHETO My Ha Iasapa;

2. Ha BCeKH 6 Mecela mpe3 ITbPBUTE JIBE TOJWHHM OT JaTara Ha IyCKaHe Ha Ia3apa Ha
JIEKapCTBEHHUSI IPOTYKT;

3. BCAHDBK 'OAUIIHO ITPE3 CIICABAIIUTE IBC 'OANHU,

4. BeIHbXX HA TPHW TOIWHHU CIie] YETBbpTaTa TOJAMHA OT JlaTaTa Ha IyCKaHE Ha Ta3apa Ha
JIEKapCTBEHUSA IPOIYKT.

(4) V3BbH ciyvauTe Mo all. 3, MEPUOJUYHUTE aKTya M3HpaHH JOKIAId 3a OE30MacHOCT Ce
mojiaBat HezabaBHO pH mouckBane o MAJI unu perynaTopeH opraH Ha IbpKaBa 4iCeHKA.

(5) Anunen 3 u 4 ce mpwiIaraT M 3a JICSKaPCTBEHU IPOIYKTH, pa3pellIeHn 3a ynoTpeda camo Ha
Teputopusta Ha PenyOnuka brirapus, kouto He nonagar B ooxsara Ha wi. 1941

Un. 194n. (Hos - JIB, 6p. 102 ot 2012 1., B cuia ot 21.12.2012 r.) KoraTto ekapcTBeHH
MPOIYKTH, KOUTO CHABPKAT €IHO U CHIIO aKTUBHO BEIIECTBO WJIM KOMOWHAIHS OT €HU M CHIIH aKTHBHH
BEIIIECTBA, Ca MOJIyYWJIH OTIIEIHU Pa3pelIeHus 3a ynoTpeda/yA0CTOBEpEHUE 3a PETHCTPAINs, YeCTOTaTa |
JaTUTEe Ha I[O/JaBaHE HA MEPUOJUYHHUTE AaKTyalu3UpaHW JOKJIaau 3a Oe30IMacHOCT MOXe 1a Obaar
MIPOMEHEHH ¥ XapMOHU3HPAHHM C OTJIe]l U3BBPIIBAHE HA CIMHHA OIICHKA HA TE3W JOKIIAIH.

. 194m. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) JaTture Ha monaBaHe Ha
MEePUOANYHUTE aKTyaJU3UpaHU JOKJIaau 3a 0e30MacHOCT 3a JIEKQpCTBEHUTE MPOAYKTH Mo wi. 1941 ce
M3YUCIISIBAT ChoOpa3Ho pedepeHTHaTa nara Ha EBpormeiickust chio3.

(2) Pedepentnara nata Ha EBponeiickus cbio3 1o ain. 1 e:

1. marata Ha THPBOTO paspelieHue 3a ynorpeda B EBpomeiickus chi03 Ha JEKapCTBEHHS
MPOIYKT, CHIbPXKAIl CHOTBETHOTO AaKTUBHO BEIIECTBO WM CHOTBETHATA KOMOWHAIWS OT aKTHBHH
BEIIECTBA, WIH

2. Haif-paHHATa OT MU3BECTHUTE JIATH HA pa3pelICHHUsTa 3a yrnoTrpeda Ha JIEKapCTBEHUS MPOIYKT,
ChIIbpKalll ChOTBETHOTO AaKTUBHO BEIIECTBO WJIM ChOTBETHATa KOMOWHAIUS OT AaKTUBHU BEILECTBA, aKO
naTara, Ioco4eHa B T. 1, He Moxe Ja Ob/ie yCTaHOBEHA.

Yn. 194n. (Hos - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) [Ipurexarenar Ha
pa3pelreHneTo 3a ynorpeda Ha JEeKapCTBEHH MPOIYKTH Mo wi. 19411 Moke 1a mojaje MOTUBUPAHO MCKaHE
no Komurera mo jiekapcTBEHUTE NPOAYKTH 32 XyMaHHa yrnoTpeda, CbOTBETHO /10 KOOPAMHAIIMOHHATA TpyIia
o wi. 77, an. 2 3a onpezensHe Ha pedepeHTHA naTa Ha EBpomneickus Chr03 WU 32 TPOMSHA HA YeCTOTaTa
Ha T0JJaBaHe Ha MEePUOJUYHU aKTyalln3UpaHu TOKJIaa1 32 0€30MacHOCT Ha €JHO OT CJIEeIHUTE OCHOBAHMUS:

1. mpuuuHYU, CBBP3aHU C OOIIECTBEHOTO 3PABE;

2. 3a na ce uzberne AyOIMpaHe HA OIEHKA,

3. 3a J1a ce MOCTUTHE MEKIyHApOAHA XapMOHHU3ALIUS.

(2) KomurerbT 1O JEKapCTBEHWTE MPOAYKTH 3a XyMaHHa YNoTpebda, CBHOTBETHO
KOOPJAMHAIIMOHHATA TpyMa Mo Wi. 77, ai. 2 ciex KOHCYJTallud ¢ KOMUTEeTa 1o 4. 56a, ain. 1, T. 1 ogoOpsBa
HCKaHEeTO WJIM IIPaBU MOTHUBHUPAH OTKa3.

(3) Yecrorara Ha momaBaHe W pedepeHTHaTa AaTa Ha EBpomencKus Chio3 ce OmpenessaT Clel
KOHCYJTAIMs C KOMUTETa 1o wi. 56a, an. 1, T. 1 oT:

1. Komutera mo JieKkapCTBEHUTE MPOIYKTH 3a XyMaHHa yYINoTpeba - KoraTto TMOHE €IHO OT
paspelleHusTa 3a ynorpeda 3a JeKapCTBEHHU IMPOIYKTH, ChIAbpXKAIIW CHOTBETHOTO AKTUBHO BEIIECTBO, €
MPEAOCTaBEeHO B CHOTBETCTBUE C IEHTpalM3upaHaTa mpouenypa, npeasuaeHa B nsan I, rmaBa 1 ot
Pernament (EO) Ne 726/2004 na EBpomnetickus napiameHnT 1 Ha CbBeTa, UK

2. KOOpAMHAIIMOHHATA TPyIa 10 Wi. 77, all. 2 - 3a clly4au, pa3In4Hu OT MOCOYEHUTE B T. 1.



(4) CucbkbT ¢ pedepeHTHUTE NaTH HAa EBponelickus Chio3 Ha JIEKaPCTBEHUTE MPOAYKTH 110 YJI.
19471 m xapMOHM3MpaHaTa 4YeCcTOTa 3a IOJaBaHE Ha IEPUOJUYHUTE KM aKTyaJu3HpaHH JOKJIagu 3a
6e3omacHocT ce myoauKyBat Ha EBponeiickus nHTepHeT nopTtai rno wi. 68, an. 1, 1. 4.

(5) IpuTexaTensaT Ha pa3penieHUETO 3a yrnoTpeda cien MmyOJIMKyBaHETO HA JaHHUTE 1Mo aj. 4
npencrass B MAJI 3asBieHue 3a NMpOMsiHA Ha pPa3pelleHUeTo 3a yrnoTpeba Ha ChOTBETHUS JIEKapCTBEH
npoaykT. Beska mpoMsHa Ha naTHUTE Ha TOJaBaHe M HAa YECTOTaTa Ha MOJaBaHE Ha MEPUOTUYHUTE
aKTyaJIM3upaHU JOKJIaau 3a OE30IaCHOCT, OINpPENENIEHH B paspelleHHsTa 3a ynorpeda, Biu3a B cuia 6
Mecella Clie/l JaTata Ha MyOJIMKyBaHETO UM.

Yn. 1940. (HoB - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) M3nbauutennara
areHuus IO JIeKapCTBaTa OILIEHABA [EPUOJUYHHUTE aKTyaJIM3UpaHU [JOKJIaau 3a 0e30lacHOCT 3a
JIEKapCTBEHHUTE MPOJIYKTH, 3a Jla ONpEeAeNu Jalli ca HAUIEe HOBU PUCKOBE, UIU MPOMSHA B YCTAHOBEHHUTE
PHCKOBE, HJTU POMSIHA Ha CHOTHOIIEHUETO 10133/ PUCK.

(2) U3npnHuTENHATA areHIMs MO JIeKapcTBaTa M3BBHPILIBA €IMHHA OLIEHKA Ha MEepUOJUYHUTE
aKTyallu3upaHu JOKJIaTu 3a OE30MaCHOCT 3a JIKAPCTBEHUTE MPOIYKTH, 32 KouTo PemyOnuka bwarapus e
U3MbJIHSABaNA (yHKIMUTE Ha pedepeHTHa abpkaBa IO CMHCHIAa Ha wi. 76, U € oImpejelieHa OT
KOOpJMHAIIMOHHATA rpyna no 4i. 77, an. 2.

(3) Hoxnmamuuk ot PenyOnmka bbarapus ydactBa B €AMHHAaTa OLIEHKA Ha NEPUOJAUYHUTE
aKkTyallu3upaHH JOKIaJH 3a OE30MaCHOCT 3a JIEKApPCTBEHU MPOIYKTH, KOTATO MOHE €AUH OT MPOAYKTUTE €
paspeiieH 3a ynorpebda mo pena Ha Permament (EO) Ne 726/2004 na EBponeiickust napiameHT u Ha ChBeTa,
U € ONpEJIENIeH 3a TAKbB OT KOMUTETA 10 Wi. 56a, an. 1, T. 1.

Ui 194n. (Hos - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) (1) B cnydaure mo 4i. 1940,
an. 2 u 3 UAJI, cborBeTHO NOKIaAuuKkbT OT PenmyOnuka bwiarapus B cpok mo 60 gHM OT nataTa Ha
MOJTyyaBaHe Ha TEPHOAWYHMS aKTyalU3UpaH JOKIa] 3a Oe30MacHOCT HM3rOTBSl OLEHBYEH JOKIAa U TO
M3Mpalla 1o ejIeKTpoHeH NbT Ha EBpomeiickara areHuus Mo JieKapcTBaTa M Ha PEryJaTOPHUTE OpPraHd Ha
IbpKABUTE WICHKH. [IpuTekarensT Ha pa3pelieHHueTo 3a ymoTrpeda MoiydaBa OLEHBYHHUS JOKIAa OT
EBporeiickara areHius 1o JekapcTBara.

(2) B cpok mo 30 gau OT mody4yaBaHE Ha JIOKJIAJa MO aj. | mpuTexaTensT Ha pa3perieHHeTo 3a
ynotpe0da Wi peryjlaTopHUTE OpraHU Ha AbP)KABUTE WIEHKH MOTaT Ja MPEACTaBIT CBOUTE KOMEHTapH JI0
EBporneiickara arenius o jgekapcrata u 10 MAJL

(3) B cpok g0 15 auu oT natata Ha moJjiydaBaHe Ha KomeHTapute no ain. 2 MAJI aktyanusupa
OLICHBYHHUS JIOKJIAJl, KaTO B3€Ma MPEABUJ BCUUKH NPEICTAaBEHU Bb3PAaXKEHUs, U I'0 U3Ipalnia Ha KOMHUTETA 10
ui1. 56a, an. 1, T. 1 3a ogoOpeHue u npenopbKa.

(4) Espomeiickata areHuuss IO JIEKapcTBaTa BKJIIOYBA IMPHETHUS OLEHBYEH JOKJIAJ W
IpernopbpKara Ha KomMurera no wi. 56a, an. 1, T. 1 B perucrspa no wi. 1943, an. 3 u ro umsnpama Ha
IIPUTEXKATEIIS HA Pa3pelIeHUETO 3a YIoTpeoa.

Ui 194p. (Hos - /IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Koraro Peny6ninka bearapus
HE € JIOKJIAUMK B npoueaypara no wi. 1940, an. 2, MAJI moxe na npencraBu KOMEHTApy B CpoOKa MO YJl.
194n, an. 2 no EBporneiickaTta areHius mo JiekapcrBaTa U J0 peryJIaTOpHHsI OpraH Ha JbprKaBaTa 4JCHKa,
W3TOTBUJI OLICHBYHUS JTOKJIAI.

Un. 194c. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) B cnyuyait Ha enunHa
OLICHKA Ha TICPUOJUYHU aKTyaIH3UpaHH JOKIAIN 33 OE30MaCHOCT Ha JICKAPCTBEHH MPOIYKTH 10 Wi. 1941 u
KOTaTo HUTO €IHO OT pa3pelleHusTa 3a ynorpeda Ha Te3W MPOIYKTH HE € M3a/IeHO 1o pena Ha Permament



(EO) Ne 726/2004 na EBpomneiickus mapiameHT u Ha ChBeTa, KOOpAMHAIIMOHHATA TpyMa 1o Wi. 77, ain. 2 B
cpok a0 30 gHM OT JaTara Ha MOJIydyaBaHE Ha MpernopbKaTa OT KOMHUTETa mo wi. S56a, an. 1, 1. 1 u3gasa
CTAHOBUIIIE OTHOCHO 3ala3BaHETO, IPOMSHATA, COUPAHETO WM NPEKPaTIBAHETO Ha ChOTBETHUTE
paszpelleHus 3a ynorpeda, BKIOUUTETHO IpadyK 3a U3bJIHEHUE Ha CTAHOBUILIETO.

(2) Koraro mpencraBeHUTE ObpKAaBU WICHKH B KOOPIWHAIMOHHATA rpymna mo wi. 77, am. 2
MOCTUTHAT ChIJIaCME€ OTHOCHO JICMCTBUSATA, KOUTO TpsiOBa na ce npeanpuemat, MAJl u3mbiaHsBa NPUETOTO
pelieHue.

(3) Koraro cranoBumieTo mno ai. 1 e 3a cnupaHe WU NpeKpaTsiBaHEe Ha Pa3pelICHHETO 3a
ynoTpe0a, u3MbIHUTETHUAT aupekTop Ha MAJI u3znasa 3anose.

(4) Koraro B cTaHOBHIIETO 1O al. | ca mpenopbuaHu MPOMEHU B M3JAJCHOTO pa3pelieHue 3a
ynoTpeba, MpUTEXKATEeNAT Ha pa3pelieHueTo 3a ynorpeba momaBa g0 MAJl 3asBieHue 3a mpomsiHa,
BKJIIOUBAIIO aKTyalu3UpaHa KpaTKa XapaKTepUCTHKA Ha MPOJYKTa U JTUCTOBKA, B PAMKUTE Ha OMpPEEICHUS
rpaduK 3a U3ITbIHEHHUE.

(5) Korato He Moke ga ObJie MOCTUTHATO ChIJIaCHE B pAMKUTE Ha KOOPAWHAIIMOHHATA TPyTa IO
wi. 77, an. 2, mo3uuusATa Ha MHO3MHCTBOTO OT JIbP’KAaBUTE WIEHKU ce IpenocraBs Ha EBpomelickara
KOMHUCHSI, KOSITO TIpUEMa PEeLIeHUe 3a MTPOMSHA, CIUPAHE UM NPEKpaTsABaHE Ha pa3pellieHusITa 3a ynorpeoa,
W3/1aJIEHU OT CbOTBETHUTE PETYJIATOPHU OPraHU Ha AbPKABUTE YICHKHU.

(6) VM3nbiHUTENHATA areHIMS IO JIEKapcTBaTa IMpHiara BPEMEHHUTE W/HIU OKOHYATCITHUTE
MEpPKH OT PELIEHUETO 1o aj. 5.

Y. 194t1. (HoB - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) B ciyyait Ha equHHa
OIICHKA Ha TIEPUOJUYHU aKTyalu3upaHu JOKIAAH 32 0€30MaCHOCT Ha JIEKApCTBEHU MPOIYKTH 1o 4. 1941 u
KOraTo MOHE €THO OT pa3pelnieHusTa 3a ynorpeda e m3gaaeno no pena Ha Permament (EO) Ne 726/2004 na
EBpomneiickusa mapnameHT u Ha ChBera, KOMUTETHT 1O JIEKapCTBEHUTE MPOIYKTH 32 XyMaHHa ymnoTpeda B
cpok 110 30 qHU OT MOJy4aBaHETO Ha MpernopbKara OT KoMUTeTa mo wi. 56a, an. 1, 1. 1 u3gaBa craHoBwUIle
OTHOCHO 3ara3BaHeTO, U3MEHEHHUETO, CIIMPAHETO WJIM MPEKpaTsSBaHETO Ha BAJIMJIHOCTTa HAa CHOTBETHUTE
paszpeleHus 3a ynorpeda, BKIIOYHTETHO IpaduK 3a H3MBbIHEHUE HA CTAHOBHILIETO.

(2) Koraro B craHoBuieTo Mo aj. | € m3pa3eHa MO3WIMS 3a MpEeANpUeMaHe Ha PeryJaTOpHU
JICMCTBHSI 110 OTHOILIGHUE Ha pa3pelleHusTa 3a ynorpeda, EBpomnelickara KoMucusi:

1. mpuema pemieHne 3a MPOMsIHA, CIIMpPAHE WM TPEKpaTsBaHe Ha pa3pelieHHusATa 3a yrnoTpeoa,
n3nanenu no pena Ha Permament (EO) Ne 726/2004 na EBponeiickus mapiameHT u Ha ChBeTa;

2. mpueMa pelIeHue C MpernopbKa 3a MpoMsiHa, CIUpPaHe WU MPEKpaTsBaHe Ha pa3peuieHusTa 3a
ynotpeba, u3/1aJIeHd 0T ChOTBETHUTE PEryJIaTOPHU OPraHu Ha IbPKABUTE UJICHKH.

(3) M3nbiHuTeNHAaTa areHIMs MO JEKapcTBaTra Mpuiara BPEMEHHUTE W/MIU OKOHYATEITHUTE
MEpKH OT PEIIEHUETO 1O al. 2, T. 2.

Pazgen IV.
Cnemna npoueaypa Ha HuBo EBponeiickus ¢br03 (Hos - /IB, Op. 102 o1 2012 r., B cia ot
21.12.2012r.)

Y. 194y. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Cnemrna nporieaypa Ha
HUBO EBpormeiickus cbio3 Moxe na Oble umHMIMUpaHa oT EBpomeiickata komucus, ot EBpomnelickaTta
areHIMs 10 JIEKAPCTBATA UIIM OT JIbPKaBa YJICHKA.

(2) (U3m. - JIB, 6p. 18 ot 2014 r.) M3mbaHuTenHaTa areHIUs IO JIeKapcTBaTa WHHUIIMHPA
CIelIHa Ipoueaypa M0 pela Ha TO3M pas3ziell Ype3 yBEAOMsSIBAaHE HAa PEryJaTOPHUTE OPraHU Ha JPYTuTe
IbpKaBU WIeHKH, EBponelickara areHuus IO JiekapcTBara W EBponelickata KOMHCHS, KOraTo IO



CbOOpakeHUs, CBBP3aHM C NPOCIEAIBaHE Ha JIEKapcTBEHaTa Oe30MacHOCT, MPEleHH, 4Ye 3a JaJeH
JIEKapCTBEH MPOAYKT, IyCHAT Ha OBJrapcKus nasap, € HeOOXOAMMO MpeAlpUEMaHe Ha HKOS OT CICAHUTE
MEpKH:

1. ciupane WM npekpaTsBaHe Ha Pa3pelIeHueTo 3a yrnorpeoa;

2. 3abpaHa Ha pa3NpPOCTPAHEHUETO Ha JIEKAPCTBEH MPOJYKT;

3. U3/1aBaHe HA OTKA3 3a MMOHOBSIBAHE Ha Pa3pelIeHUETo 3a yrnorpeoda.

(3) (U3m. - JIB, 6p. 18 ot 2014 r.) M3mbaHuTenHaTa areHIUs I10 JIeKapcTBaTa WHHUIIMHPA
nporenypaTa mo aji. 2, KoraTo € yBeJIOMEHa OT NpUTEeKaTeNls Ha pa3pelleHueTo 3a ymorpeba, ye o
CbOOpa)keHMs, CBBpP3aHM C [pOCJIEIABAaHE Ha JIeKapcTBeHaTa 0€30MacHOCT, IPeyCTaHOBsBA
Pa3snpOCTPAHEHUETO Ha JIEKAPCTBEHUS MPOAYKT WIM € Mpeanpuen, WiIM Bb3HAMepsBa Ja Mpeanpueme
JEWCTBUSL 32 M3TETVITHETO My OT Tasapa, WM HsAMa Jia TpeArpHeMe JACHCTBHs 3a IMOJHOBSBaHE Ha
U3J1aJIEHOTO pa3pelIeHue 3a ynorpeoa.

(4) (U3m. - [IB, Op. 18 ot 2014 r.) M3mbaHuTenHaTa areHIUsl MO JIEKapCTBaTa MOXE Ja
MHHUIMKpPA TpoleaypaTa Mo ajl. 2 U B CIy4auTe, KOraro NpeleHH, Y€ MO ChOOpaXKeHHs, CBBbP3aHU C
npocliesiBaHe Ha JieKapCcTBEHaTa 0€30IacHOCT, 32 JIaJIeH JIEKapCTBEH MPOAYKT TpsiOBa Ja ObIaT Jo0aBeHH
HOBH TIPOTHBOIIOKA3aHUS WM Ja ObJe HaMaleHa NIpernopbuBaHaTa 033, WM TOKa3aHUATa Ja ObaaT
OrpaHUYEHH.

(5) (U3m. - 1B, Op. 18 ot 2014 r.) U3mbauuTenHaTa areHuus Mo JieKapcTBaTa MpelocTaBs Ha
EBpomneiickara areHuus 1o jeKkapcTBaTa U Ha peryJaTOpHUTE OpraHu Ha JPyTruTe Abp)KaBU WICHKH IjsuiaTa
Hay4yHa MH(OpMaIuUs, ¢ KOSATO paslojiara, KakTo W HM3BBpIICHATa OLIEHKAa Ha JTAHHUTE, U MOTHBHTE 3a
MHHUIMMPAHE Ha MIpolelypaTa o pesia Ha TO3M pas3zed.

(6) (U3m. - IB, Op. 18 ot 2014 r.) B caywyaure mo an. 2 - 4 EBpomneiickata areHmus Mo
nekapcrBara ysenomsaBa WAJI 3a 3amouBaHe Ha Ipoleaypara, KOTraro OIIACEHHATa BBB BPB3KA C
0e30macHOCTTa Ce OTHACAT U /0 JIPYT'H JIEKAPCTBEHU MPOJYKTH, KOMTO MPHUHAIJIEKAT KbM €IHA U ChIlA
TepaneBTHYHA TpyNa WM CHIBPKAT €THO M CHIIO AaKTUBHO BEIIECTBO C TPOJYKTA, IOCOYEH B
uHpOpMaLUATa [0 all. 5, WIM KOraTo TO3HU JISKapCTBEH MPOAYKT € pa3pelleH 3a yrnoTpeda u B ipyra Wiu B
JPYTH IbPKABH YICHKH.

(7) (U3m. - IB, 6p. 18 ot 2014 1.) B ciayuaure mo an. 4, KOoraro He ce Hajara ja ce
npeanpuemar cnemrnu Mepku, MAJI npunara nponenypata o wi. 77 niu 796.

(8) (Hosa - JIB, Op. 18 ot 2014 r.) M3mbiaHuTeNHATA areHNOWs MO JeKapcTBata MHPOpMHpa
IIPUTEXKATEII Ha pa3pelIeHneTo 3a yrnorpeda 3a 3aro4yBaHe Ha MpoleaypaTa 1o pesia Ha TO3H pas3zed.

Y. 194¢. (Hos - [IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) (1) B cnyuante mo un. 194y,
aJl. 2, KOrato MpereHH, 4e € HeoOXOAUMO Jia Ce MPEANpUeMaT CIEIIHA MEPKH 32 3allliTa Ha OOIIEeCTBEHOTO
3npaBe, MAJI Moxe BpeMEHHO Ja CHOpe paspenieHueTo 3a ymorpeba u ga 3abpaHu ymoTpedbara Ha
JIEKapCTBEHMsI MPOJYKT Ha TepuTtopusTa Ha PemyOnuka bbiarapus g0 mpueMaHne Ha OKOHYATEIHO PELICHHUE
1o wi. 1944 unu 194m.

(2) UzmbpnHuTenHaTa areHIMs IO JieKapcTBaTa yBedoMsBa EBpomeiickaTa areHuus 1o
nekapcrBara, EBpormeiickata KOMHCHS ¥ PETyJaTOPHUTE OpPTaHW Ha JPYTUTe AbPKAaBH UJICHKU 3a
MpeaNpUeTUTe MEPKHU Mo ai. 1 B CpOK 0 eauH paboTeH JEeH OT MpujlaraHeTo UM U MOoCcOYBa MOTUBHUTE 3a
TOBA.

(3) Koraro 3nbiHuTENHATA areHIMs 110 JIKapCcTBaTa y4acTBa B IpoLieypaTa Mo TO3M pasfied,
no uckane Ha EBpormelickara komucus MAJI npeanpuema npenopbyaHUTEe BPEMEHHU MEPKHU 110 OTHOIICHHE
Ha pa3pelnieHneTo 3a yrnoTpeda Ha JEKapCTBEH MPOAYKT, UM KOraTo JEKAPCTBEHUSIT MPOAYKT € pa3pelieH 3a
ynoTpe6a o peaa Ha Permament (EO) Ne 726/2004 na EBpomnetickus napiameHT U CbBeTa - IO OTHOIIICHUE
Ha camusl MPOJIYKT, 10 MPUKITIOYBAHE HA MPOLIeypaTa.



Ui 194x. (Hos - JIB, 6p. 102 ot 2012 1., B cmma ot 21.12.2012 r.) U3meaHUTENTHATA areHIUS TI0
JieKapcTBaTa MyOJMKyBa ChOOIICHHE HA HAIIMOHAJIHHUS MHTEPHET mopTtan mo wi. 185, an. 1 3a HaumHa, 10
KOWTO 3aMHTEPECOBAHUTE CTPAHU MOTAT Ja MPEeAOoCTaBAT WHpopMalus Ha EBporneiickus WHTEpHET mopTal
mo wi. 68, an. 1, T. 4 3a JeKapCcTBEHUs MPOAYKT - MPEAMET Ha Ipoleaypara mo wi. 194y, u 3a Bb3MOKHOCTTA
7la y4acTBatT B 00IIECTBEHO 00CHKIaHE, aKO TAKOBA € O0SBEHO.

Ui 194u. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 1.) (1) KomuTeTbT 110 ui1. 564,
ain. 1, T. 1 B cpok n0 60 nHM OT naTara Ha OOsBsSBaHE Ha MpoleAypara Ha EBponelickus HHTEpPHET mopTal
M3rOTBsl MOTUBHPAHA MIPENOPHKA.

(2) IlpuTexxaTenaT Ha pa3pelIeHUeTo 3a ymorpeba Moke B cpoka Ho aj. 1 na mpenoctaBu
MMCMEHU KOMEHTapH.

(3) IIpenopwkara no an. 1 ce mybnukyBa Ha EBpornelickus HHTepHET mopTai mo 4i. 68, an. 1, T.
4 ¥ chABPKA €HO WIH [TOBEYE OT CIEIHUTE 3aKIIOUCHUS:

1. He € He0OX0IMMO JOIIBJIHUTEIHO IPOYYBaHE WX NPEANpPUEMaHe Ha JeHCTBUS Ha OOLHOCTHO
HUBO;

2. IpUTEKATENIAT Ha Pa3peUICHUETO 3a YyIoTpeda TpsOBa Aa U3BBPIIH JOMBIHUTEIHO MPOYyUYBaHE
Y aHaJIM3 Ha JIaHHUTE;

3. mpuTek)aTeNAT Ha pa3pelIeHHETO 3a ymoTpeda TpsbdBa 1a MPOBENE MOCTMAPKETHHTOBO
IIpoyYBaHe 3a Oe30MaCHOCT ¢ MOCIeBAIlA OLEHKA Ha PEe3yITaTUTE OT HEro;

4. mppKaBaTa WICHKA WIX MPUTEKATEIAT HA Pa3pEICHUETO 3a yHIOoTpeda 1a MPUI0KH MEPKH 32
HaMaJlsiBaHE Ha PUCKa;

5. pa3pemieHueTo 3a ynorpeda TpsiOBa 1a Objie CupsHO, MPEKPATEHO W J1a ObJie U3/1aIeH OTKa3
3a [OJIHOBSIBAHETO MY;

6. pa3peleHneTo 3a ynorpeda TpsaoBa J1a Ob1e IPOMEHEHO.

(4) KonkpeTHute Mepku 1o ai. 3, T. 4, KaKTO ¥ yCJIOBUATA U OIPaHUYEHMSITA, KOUTO CJE/IBa Aa
OBbJaT BKIOYEHHU B pa3pellieHUETO 3a yoTpeda, ce HocouBaT B IIPENopbKaTa.

(5) B ciygaute no ain. 3, T. 6, KOraro MPOMEHHUTE ca CBbP3aHU C U3MEHEHUE WM A00aBsHEe Ha
nH(popMalns B KpaTKaTa XapakTepUCTUKa, BbPXY OIaKOBKaTa WM B JIMCTOBKATa HA JIEKAPCTBEHUS MIPOIYKT,
B MpenopbKara ce BKIIOUBAT (popMyIupoBKaTa Ha MPOMEHEHaTa WK Jo0aBeHaTa HHPOPMALUSA U MSCTOTO,
KBJIETO CJIe/[Ba TS /1a ObJie HAaHECEHA.

U 1944. (Hos - 1B, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) (1) KoraTo B o6xBara Ha
nmpornenypara mo wi. 194y He € BKIIOYEH JICKapCTBEH MPOAYKT, pa3pelieH 3a ymnoTpeba mo pena Ha
Pernament (EO) Ne 726/2004 na EBponeiickus napnamedT u Ha ChBeTa, KOOpAUHAIIMOHHATA TPyMa MO Y.
77, an. 2 Bb3 OCHOBa Ha Tpenopbkara mo wi. 1941 B cpok 10 30 7HU OT JaTaTa HA TOJyYaBaHETO M M3/aBa
CTAHOBUIIIE OTHOCHO 3alla3BaHETO, MPOMSHATA, CIHUPAHETO, MPEKPATSIBAHETO Ha BAJIMAHOCTTA Ha
CHOTBETHUTE pa3pelieHus 3a ynorpeba WM OTKa3 3a IOJHOBSBAHETO WM, BKIIOYUTEIHO Tpaduk 3a
U3MBIHEHUE HA CTAHOBUIIIETO.

(2) KoraTo B cTaHOBHILIETO € MPENOpbYaAHO MpEANpUeMane Ha MepKuTe 1o wi. 194w, an. 3, T. 5,
W3IBIHUTETHUAT aupektop Ha MAJL cbe 3amoBen cnuvpa AEMCTBUETO WM MPEKpaTsiBa pa3peuieHUETo 3a
ynotpeba, Uik 0TKa3Ba MOTHOBSBAHETO MY.

(3) Koraro B cranoBuIieTo mo aji. 1 ca mpenopb4aHd MPOMEHU B U3JAJCHOTO pa3perieHue 3a
ynotpeba, mpuUTeXaTelsiT Ha pa3peleHueTo 3a ymnorpeba momaBa Ao WAJl 3asBrneHue 3a mpomsiHa,
BKJTIOYBAII[O aKTyaJH3MpaHa KpaTka XapakTepUCTHKA Ha MPOJYyKTa U JUCTOBKA, B PAMKHUTE Ha OIMpPEIeTICHUS
rpaduk 3a U3IbIHEHHE.

(4) Koraro B cTaHOBHUILETO 10 ajl. 1 € mpenopb4yaHo NpearnpueMane Ha Mepku o wi. 194, an.
3, T. 2 - 4, mpuUTeXKATEIAT HA pa3pelIeHUeTO 3a ymoTpeda mpeanpueMa HEOOXOIUMHTE ICHCTBUS U



unpopmupa MAJI u peryinaropHUTE OpraHu Ha APYTUTE JIbpP>KaBU YICHKH.

(5) Korato B pamkuTe Ha KOOpAHMHAIIMOHHATA Tpyma mo 4wi. 77, al. 2 HEe MOXe na Obie
MOCTUTHATO ChIJIACHE, MO3MIMATA HAa MHO3MHCTBOTO OT [Jbp)KaBUTE UWIEHKH C€ NPeAoCTaBs Ha
EBpomneiickaTta KOMHCHs, KOSTO ITpHEMa PEIIeHHE ¢ MPerophKa 3a MPOMsHA, CIIUPAHEe WIH MPEKpaTsIBaHe Ha
paspeleHneTo 3a ynorpeda, u3aieH0 OT CbOTBETHUTE PETYJIaTOPHU OPTaHU Ha ABPIKABUTE YICHKH.

(6) M3nbaHuTENHATA areHIMs 110 JIEKapcTBaTa Mpuiara MpernopbyaHUTe B PEIICHUETO MO al. 5
BPEMEHHH U/UITU OKOHYATEITHU MEPKH.

Ui 194m. (Hos - IB, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 r.) (1) Korato B o6xBaTa Ha
npoueaypara mo wi. 194y e BKJIIOYEH JIEKapCTBEH MPOIYKT, pa3pelieH 3a ynorpeda mo pena Ha Permament
(EO) Ne 726/2004 na EBpomelickus napiaameHT U Ha CbBeTa, KOMUTETHT MO JIeKapCTBEHU NPOAYKTH 3a
XyMaHHa ynotpeba Bb3 OCHOBAa Ha mpemnopbkara mo wi. 194m, an. 3 B cpok no 30 mHM OT garara Ha
[I0JIy4aBaHETO M HU3/jaBa CTAaHOBMILE OTHOCHO 3ala3BaHETO, NPOMSIHATA, CIUPAHETO, NMPEKPATIBAHETO Ha
BaJIMIHOCTTAa Ha CHOTBETHUTE pa3pellieHusi 3a ynorpeda WM OTKa3 3a MOAHOBSIBAHETO UM, BKIFOUMTEITHO
rpaduk 3a H3MBIIHEHUE HA CTAHOBUILETO.

(2) Koraro B craHoBuIeTo Mo aj. | € m3pa3eHa MO3WIMS 3a MPEANpUEeMaHe Ha PEryJIaTOpHU
JIEMCTBHS 110 OTHOILIEHUE Ha pa3pellieHusTa 3a ynotpeba, EBpomnelickara KoMucusi:

1. mpuemMa perieHue 3a NpoMsiHa, CIUpaHe WIKM MPEeKpaTsIBaHe BAMIHOCTTA HA pa3pelIeHUATa 3a
ynoTpe0a, uznanaeHu no peaa Ha Permament (EO) Ne 726/2004 na EBpornetickust mapyiaMeHT u Ha ChbBeTa;

2. mpueMa pelIeHue ¢ MpenopbKa 3a MPoMsiHa, CIIMPaHe WIH MPEKpaTsABaHe HA BAJIUJAHOCTTA Ha
paspelleHusTa 3a yrnorpeda, u3iaJjleHu OT CbOTBETHUTE PETYJIATOPHU OPTaHU Ha IbP)KaBUTE WICHKU.

(3) M3nbnHuTenHaTa areHIMS IO JieKapcTBaTa MpHiara MPenopbyaHUTE B PEIICHHUETO Ha
EBporneiickata koMucHs 10 ajl. 2, T. 2 Bp€MEHHU U/WJIM OKOHYATEIHU MEPKHU.

Ui, 194m. (Hos - JIB, 6p. 102 ot 2012 1., B cmma ot 21.12.2012 r.) [Ipenopbkara no wi. 1941,
an. 1, cranoBuiero o wi. 194m, an. 1 u pemenuero Ha EBponelickara komucus no wi. 194y, an. 5 u un.
194, an. 2 ce myonukysat Ha EBponeiickus nHTepHET nopTai mo wi. 68, an. 1, T. 4.

I'naBa neBera.
TBHPI'OBUSA HA EAPO C JIEKAPCTBEHU NPOAYKTU U TIOCPEJHUYECTBO B
OBJIACTTA HA JIEKAPCTBEHUTE INPOAYKTH (BAI'JI. U3M. - IB, BP. 71 OT 2008 I'.,
B CHJIA OT 12.08.2008 I'., U3M. - JIB, bP. 102 OT 2012 I'., BCWJIA OT 02.01.2013T.)

(3arn. "Paznen 1. TrproBust Ha enpo ¢ JiekapcTBeHU mpoayktu" 3ail. - JIB, 6p. 71 ot 2008 r., B
cwia ot 12.08.2008 r.)

Un. 195. (1) TwproBus Ha eApo ¢ JIEKAPCTBEHU MPOIYKTU MOTAT Ja U3BBHPIIBAT (HU3UUYECKU U
IOPUAMYECKU JIMIIA, TPUTEXKABAIld pa3pelieHre 3a Ta3u JAEWHOCT, U3JaJeHO OT peryjaTopeH opraH Ha
CbOTBETHATA JbP)KaBa WICHKA.

(2) Koraro numero mo ai. 1 mMa CKIaZOBH TOMEIICHUS Ha TepuTopuara Ha PemyOmuka
bearapus, To MoXe Ja HW3BBPIIBA THPrOBHS HA €IpO C JICKAPCTBEHW NPOAYKTH CJE[ IOJy4aBaHE Ha
paspenieHue oT U3NbJIHATENHUA qupekrop Ha NAJL

Ui 195a. (Hos - [IB, 6p. 67 ot 2020 r.) Jluue, nomyuusio paspelieHue 3a ThproBusi Ha €Ipo ¢
JICKApCTBEHH MPOAYKTH, HE MOXE Ja ObJe TPUTESKATeN Ha pas3pelleHHe 3a THProBHs Ha JPeOHO C



JICKApCTBCHU IIPOAYKTH B allTCKA, U3AAaJJCHU 110 p€aa Ha TO3U 3aKOH.

Y. 196. (1) IlpousBoauTen Ha JIEKApPCTBEHH MPOAYKTH IO CMHCHJA Ha TO3M 3aKOH MOXKE Jia
M3BBPILIBA THPrOBUS HA €APO CAMO C JIEKAPCTBEHUTE MPOAYKTH, 33 KOUTO MMa HU3AAJICHO pa3pellieHue 3a
IIPOU3BOJICTBO.

(2) Buocuten Ha JeKapCTBEHHM MPOAYKTH IO CMHCHIA Ha TO3M 3aKOH MOXKE Jla M3BBHPILIBA
THProBUs Ha €PO CaMo C JIEKAPCTBEHUTE MPOJYKTH, 32 KOUTO UMa U3/1aJICHO pa3pelleHHe 3a BHOC.

Y. 197. JIuara no wi. 195 TpsiOBa na pasnonarar che:

1. mogxonsmy moMemeHus, o0oOpyaBaHe U ChOPHKEHHUS M HOAXOISIIN TPAHCIOPTHU CPE/ICTBA,
OCUTYPSBAIIH NIPABHIHOTO ChXPaHEHUE, Pa3POCTPAHEHUE U TPAHCIIOPTUPAHE Ha JIEKAPCTBEHUTE MPOIYKTH,
B CHOTBETCTBHE C M3UCKBaHUATA Ha JloOpara qucTpruOyTopcKa MpaKTUKa,

2. xBanmu(UIMPaH NEPCOHAT M OTTOBOPEH MarucThp-(apManeBT C HalH-MalKO JBE TOAWHH
TPYAOB CTaX I10 CIIEIUATHOCTTA, YUUTO 33bJDKEHUS Ce ONpeNeNaT B HapenOara mo wi. 198.

Un. 198. (U3wm. - 1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) [IpuHIMIIUTE ¥ U3UCKBAHUATA
3a JloOpuTte AUCTPUOYTOPCKH MPAKTHKU HA JICKAPCTBCHH MPOIYKTH W HA aKTUBHU BEIIECTBA CE MPUEMAT C
Hapen0a Ha MUHUCTbBpA Ha 3/IpaBEONa3BaHETO U C PHKOBOJICTBA, MPUETH OT EBponeiickaTa KOMUCHS.

Y. 199. (1) JIumara o wi. 195, an. 2 mogasat B MAJI:

1. 3asiBIeHHE, KOCTO CHABPKAa HANMEHOBAHHE, CEAAIUIIE U apec Ha YIPaBICHUE HAa ThProBeIla;
aJipec W ONMCAaHNE Ha TOMEIICHUATA U ChOPHKCHUSATA 32 ChXPaHEHUE Ha JIEKAPCTBEHUTE MPOAYKTH;

2. (mm. - JIB, 6p. 60 or 2011 r., B cuma or 05.08.2011 r.) nmanHm 3a EnunHUS
UACHTH(HUKAIIMOHEH KOJI Ha THhProBela WM KoorleparusaTa OT ThProBCKUS PETHCTBp, a 3a JIPYKECTBaTa,
perucTpupaHu B AbpikaBa - WwieHka Ha EBpormelickust chio3, WK B AbpkKaBa - cTpaHa no Cropa3yMeHHeTo 3a
EBpormeiickoTo MKOHOMHYECKO MPOCTPAHCTBO - JOKYMEHT 3a aKTyaJlHa PETHCTpaIus M0 HAIMOHAIHOTO
3aKOHOJIATEJICTBO, U3/I/ICH OT KOMIIETCHTEH OpraH Ha ChOTBETHATA JbP)KaBa;

3. (mom. - IB, 6p. 103 ot 2017 r., B cuna ot 01.01.2018 r.) nme, CBUAETENCTBO 32 CHAUMOCT WITH
aHAJIOTHYECH JIOKYMEHT Ha JIMIETO, aKO He € OBIrapcKu TpakJIaHWH, JUIUIOMA 3a BHCIIE 0Opa3oBaHHE W
JOKYMEHT 3a TPYJOB CTaX Ha OTTOBOPHUS MarucTbp-papManent mno wi. 197, 1. 2 u Konue oT TPyAOBUA MY
JIOTOBOP;

4. (ot™. - ]IB, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.)

5. (oM. - IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.)

6. IOKyMEHT, yI0CTOBEPsIBaIl TPABHOTO OCHOBAHHE 3a MOJI3BaHE HA MOMEIICHHUSATA,;

7. (u3m. - JIB, 6p. 98 ot 2010 r., B cuna ot 01.01.2011 r., ot™m. - IB, 6p. 84 ot 2018 1., B cuiia
or 12.10.2018 r.)

8. IOKyMEHT 3a MiaTeHa Takca B pa3Mmep, onpezeneH B Tapudara mo wi. 21, an. 2.

(2) JIunara no un. 195, an. 1 nonasar 3asBnenue B MAJI 3aeqHo cbe:

1. KomMe OT pa3pelICHUETO 32 THPTrOBHS HA €PO, U3A3CHO OT PEryJIATOPEH OpraH Ha JAbpKaBa
YJICHKA,

2. M€ | aJipec Ha JIMIIETO 32 KOHTAKTH Ha TepuTopusiTa Ha PenyOnuka beiarapus;

3. agpec Ha MOMEIIEHUATA 32 ChbXPAHCHHE Ha JICKAPCTBEHHTE MPOIYKTH HAa TEPUTOPHUATA HA
JTBPKABUTE YICHKH.

(3) Ilpu TBproBus Ha €IpoO C HAPKOTHYHHM BEIECTBA, KAKTO W C JIGKAPCTBEHU (opMmH,
ChJIbPIKAIM TaKWBa BEIIECTBA, CE MPUIAraT M M3UCKBAaHUATA Ha 3aKOHA 33 KOHTPOJI BbPXY HAPKOTUYHHUTE
BEIIECTBA U MIPEKYPCOPUTE.

(4) (Or™m. - 1B, 6p. 17 o1 2020 T1.)



(5) (Homa - 1B, 6p. 103 ot 2017 r., B cuna ot 01.01.2018 r.) M3nbaHuTeHATA areHIMS 110
JIeKapCcTBaTa yCTAHOBSIBA CITy’KEOHO OOCTOATENICTBATa OTHOCHO ChAMMOCTTA Ha JIMLETO 1o ai. 1, T. 3, koraro
€ OBJITapCKH IPpaXkTaHUH.

(6) (Homa - IB, 6p. 67 ot 2020 r.) B nenst Ha mocTbnBaHe Ha 3asBiaeHUEeTO 1o at. | mimm 2 UAJL
u3Ipala Mo ciykebeH pea MCKaHe 10 YNpaBUTEIHMS CbBET Ha bbarapckus ¢apmaneBTHUEH ChIO3 3a
U3/laBaHE Ha YJOCTOBEPEHHE 3a BNHCBaHE B HallMOHANHUS EJIEKTPOHEH PETUCThP HA YIEHOBETE Ha
bearapckus dapManeBTUUYEH ChIO3 - 32 MarucTbp-apmanenta 1no wi. 197, T. 2, KakTo M 3a NPeJOCTaBsHE
Ha MH(QOpMaLUs OTHOCHO HAJIOKEHM HaKa3aHWs IO pela Ha 3aKoHa 3a ChCIOBHATA OpraHU3aIllUs Ha
MarucTbp-(apmaneBTuTe U Ha 3aKOHA 3a 3PaBETO.

(7) (Homa - IB, Op. 67 ot 2020 r.) YpaBUTEIHUAT ChBET MPEIOCTaBs JOKYMEHTUTE MO ajl. 6 B
CpOK 5 paOOTHU JIHU OT MOCTHIIBAaHE HA UCKAHETO.

Yn. 200. M3nbaHuTENHATa arcHIUs MO JIEKapCcTBaTa OLCHSIBA JOKYMEHTAIMSITa W HM3BBPIIBA
MPOBEpKa Ha MSCTO Ha OOEKTHUTE, TIOCOYCHU B 3asBICHUETO, 32 YCTAHOBSBAaHE HA CHOTBETCTBUETO MM C
n3ucKkBaHuATa 3a JloOpaTa nUCcTpUOyTOpPCKA MPaKTHKA.

UYn. 201. (1) M3nbiHuTeNHATA areHIys 0 JeKapcTBaTa yBeJOMsIBa IUCMEHO 3asiBUTENS, KOraTo
YCTaHOBU HEMBJIHOTHU B IIPEJICTaBEHATa JOKYMEHTALIUS.
(2) B ciiydaunte o an. 1 cpoxst 1o wi. 202, an. 1 cnupa aa teye.

U 202. (1) (U3m. - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) B cpok g0 60 gum ot
JaTtata Ha TMOJaBaHE Ha 3asBiIeHUETO 1o wi. 199, an. 1 wsmbanutenHusT nupekrtop Ha WAJI uznasa
paszpelieHue 3a ThProBUs Ha €IpO WJIHM MPaBU MOTUBHUPAH OTKA3.

(2) OtkazpT Mo an. 1 mojyexxu Ha oOKalmBaHE MO peaa Ha AJMHUHUCTPATHBHOMPOIECYATHHS
KOJICKC.

Un. 203. B cpok o 15 nHuM oT nmarata Ha MojaBaHe Ha JOKyMEHTanusATa mo 4wi. 199, an. 2
M3ObJIHATENHUAT AupekTop Ha MAJL u3naBa yJocToBepeHHE 3a peructpanus 3a ThProBUs Ha €Ap0 Ha
teputopusTta Ha PenyOnuka bbarapus Ha nuuero no 4. 195, an. 1.

Ui 204. (1) PaspemnienneTo 3a ThproBus Ha €ApO C JICKAPCTBEHHU MPOIYKTH € O€3CPOUHO.

(2) Pazpemenumero mo un. 202 wam ymoctoBepeHwero mo wi. 203 ce mpekpartsBa, ako
IIPUTEKATENAT My [TOMCKA IMCMEHO TOBA OT U3MbJIHUTENHUS AupekTop Ha MAJL

(3) JIuneto mo wir. 195 e mrexHO 1a yBemomu nucMeno MAJI B 7-nHEBEH CpOK OT MpeKpaTsBaHe
Ha JIEWHOCTTAa CHU N0 THPrOBUS Ha €IpO C JICKAPCTBEHUM MNPOAYKTH. B Te3u ciyyam HU3NBIHUTEITHUAT
mupektop Ha MAJl mnpekparsiBa H3AaJleHUTE pPAa3pelICHUs/YIOCTOBEPEHHsI 3a TBProOBUS Ha €IpO C
JIEKapCTBEHU MPOAYKTH.

Un. 205. (1) U3nbaHuTenHaTa areHIMs 1O JIGKapcTBaTa BOJIW PETHCThD HAa HW3AJCHUTE
pa3peleHus 3a TbproBUsl Ha €ApO € JIEKapCTBEHU NPOAYKTH 1o wi. 202, an. 1, KOUTO chabpxka:

1. HOMep U J1aTa Ha pa3peleHUeTo;

2. HAMMEHOBAaHME, CENAIUIIIE U a/IPEC HA YIPABIECHUE HA JULETO, MOITYYHIO Pa3pEIICHUETO;

3. aapec Ha MOMEIIECHHUATA 32 ChbXPAaHEHNUE Ha JIEKAPCTBEHUTE NMPOTYKTH;

4. MaHHWTE 3a OTTOBOPHUS MAarucThp-hapmarent mo wi. 197, 1. 2;

5. coMCchK Ha JIEKapCTBaTa, ChHIbPXKAIIM HAPKOTUYHU BEIIECTBA, paanoQapMareBTUIIH,
MMYHOJIOTHYHU JIEKAPCTBEHU NPOAYKTH U JIEKAPCTBEHHU MPOJIYKTH, IMOJYYEHH OT YOBEIIKA IUla3Ma U



YOBEIIIKA KPbB;
6. 1aTa Ha 3aJMYaBaHE Ha Pa3pEIICHUETO OT PETUCThpPa U OCHOBAHHE 32 TOBA;
7. 3a0€ICKKH 110 BIUCAHUTE 00CTOSATEIICTBA.
(2) M3npyiHATENIHATA areHIUA 10 JIeKapcTBaTa BOAM PETUCTHP HA M3AAJICHUTE YIOCTOBEPECHHS
o wi. 203 3a THProBuUs Ha €JIPO C JIEKAPCTBEHU MPOAYKTH, KOUTO ChIBpIKA:
1. HOMep U J1aTa Ha yI0CTOBEPEHUETO;
2. HOMEp Ha pa3peIICeHUETO 32 ThPTOBUS HA €1IpO C JICKAPCTBEHM MPOAYKTH M OpPTraHa, KOWTO TO €
u3aan;
. HAUMEHOBaHME, CEJIATUIIE U aJIpeC Ha YIIPaBJICHUE Ha JIMIIETO, TOJYYHIIO YIOCTOBEPEHHUETO;
. JaHHHU 3a JUNeTo mo wi. 199, am. 2, T. 2;
. JlaTa Ha 3aJU4YaBaHe Ha YJIOCTOBEPEHHETO OT PETUCThpPa U OCHOBAHUE 32 TOBA;

AN L B~ W

. 3a0€JIeKKH 0 BIUCAHUTE OOCTOSITENICTRA.

(3) JlanHu oT perucTpute ce myoIuKyBaT Ha cTpanuiara Ha MAJI B uHTepHET.

(4) (Hosa - [IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) M3mbaHuTeIHATa areHIUs IO
JIeKapcTBaTa BbBEXK/a B 0a3zata JaHHM 1Mo Wi. 147 uHpopMaius 3a U3AaJeHUTE pa3pelieHus 3a ThProBHs HA
€/IpO C JICKApCTBEHH MPOAYKTH.

(5) (Homa - /IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) I[Ipu nouckBane ot EBpomneiickaTta
KOMUCHS WIH OT JAbpkaBa wieHka MAJI mpemoctass nHpopMaIus 3a U3aJCHO pa3pelieHUe 3a ThProBUs Ha
€1pO C JIeKapCTBEHU MPOIYKTH.

Un. 206. (1) Ilpu mpomsiHa Ha OOCTOSATENCTBATa, CBBP3aHU C HW3AAJICHOTO pa3pelleHHE 3a
TBHPrOBUS Ha €JIpo, MPUTEXKATENAT My MojiaBa 3assiueHue 10 MAJl o pena Ha 4. 199, kbM KoeTo mpuiiara
CBBbp3aHaTa C MPOMSHATA JOKYMEHTAIIHSI.

(2) Paszpemienunero 3a mpoMsiHa ce M3/AaBa MpH ycloBusATa u mo pena Ha wi. 200 - 202. I[pu
IIPOMSIHA Ha MMOMEILEHUATA 32 ChbXPaHEHUE CE€ IpuiIara cpoksT 1o wi. 202, a B OCTaHAJIUTE CIIy4yau CPOKBT €
14 nuu.

Un. 207. (1) Ilpurexatensat Ha pa3pelieHue 3a ThProBHs Ha €p0, KOMTO U3BBPIIBA JIEHHOCTTA
CH Ha TeputopusaTa Ha PenmyOmnuka bbiarapus, e nubxkeH aa:

1. ocurypsiBa JOCTBII IO BCIKO BpeMe Ha KOHTPOJHUTE OPTaHH JI0 TOMEIICHUSTA 32 ChXpaHEHNE
HA JIEKAPCTBEHUTE MPOTYKTH;

2. ThpryBa caMo C pa3pelleHu 10 pesla Ha TO3U 3aKOH JIEKapCTBEHU MPOAYKTH;

3. ThpryBa C JIEKApPCTBEHU NPOAYKTHU, YMUTO OMAKOBKM U JIMCTOBKH Ca B CHOTBETCTBHE C
U3MIAZICHOTO pa3pelieHre 3a ynorpeda, mpu yCIOBUATA U 110 Pelia Ha TO3U 3aKOH U CPOKBT UM Ha TOJAHOCT HE
€ U3TEKbT,

4. ce cHaOAsIBa C IEKAPCTBEHH MPOAYKTH CaMO OT MPOU3BOAUTENHN, BHOCUTENN WU THPTOBIU Ha
€/1pO C JIEKapCTBEHU MPOAYKTH, MOJYUYMIM pa3pellieHUue 3a U3BbPIIBAaHE Ha Ta3M JEHHOCT MO pella Ha TO3U
3aKOH;

4a. (moBa - /IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., u3m. - IB, O6p. 67 ot 2020 r.)
MpOBEpsiBa JaJIM IOJIYYCHUTE JIEKApCTBEHU IMPOJIYKTH OT jumara mno T. 4 He ca (ammmduuupanu, xaTo
MpoBepsiBa aBTEHTUYHOCTTa HAa JIEKAPCTBEHHWTE MPOAYKTH, ompeneneHu B Jlemerupan pernament (EC)
2016/161, upe3 mokazatenure 3a Oe3omacHOCT 1o 4wi. 168, an. 8§ B ciayuaute, onpeseneHu B Jlenerupan
pernament (EC) 2016/161;

46. (noma - [IB, 6p. 67 ot 2020 r.) mpoBepsBa MOKa3aTEJIUTE 32 OE30MaCHOCT U JI€3aKTUBHpPA
WHAVBUAYAIHUS HIEHTU(UKALMOHEH OeJier Ha JIeKapCTBeH MPOAYKT, Mpeau J1a JOCTaBU TO3U JIEKapCTBEH
NPOAYKT B CIy4yauTe, onpeesieH B HapeadaTa mo wi. 198;

5. cHaOpsiBa ¢ JIEKapCTBEHM MPOAYKTH JIPYTH MPHUTEKATEIH HAa pa3pelieHre 3a ThProBUS Ha



€/1p0, alITEKU U IPOTePUU, OTKPUTH 110 PeJla Ha TO3U 3aKOH;

Sa. (noBa - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1., u3m. - JIB, 6p. 84 ot 2018 1., B cuna
ot 12.10.2018 r.) cHabsBa ¢ JeKapCTBEHU MPOAYKTH 3a 33J0BOJISIBAHE HA COOCTBEHUTE UM HYKIU:

a) JIeueOHU 3aBE/ICHMS;

0) BHCIIM yUYWJIHINA, KOUTO OCBHIIECTBSIBAT JieueOHA NEHHOCT CBhITIACHO 4Wi. 2a OT 3aKoHa 3a
JIeueOHUTE 3aBEICHUS,

B) MHCTUTYIIMUTE 1O WI. 26, an. 1, 7. 1 m 3 or 3akoHa 3a 31paBeTO 3a CH3AAJCHHUTE B TAX
3/IpaBHU KaOWHETH;

r') KOpaOoIpuTeKaTelId 3a LEIUTE Ha OCUTYPsIBaHE Ha JICKAPCTBEHU MPOAYKTH Ha Oopja Ha
Kopabure cbriiacHo Kosekca Ha TBproBCKOTO KopaloIiaBaHe;

6. cHabxsiBa C JIEKapCTBEHU MPOIYKTH JE€Kapu M JIeKapu IO JEHTaJHa MEAMIIMHA, KOraTo B
HACEJICHOTO MACTO HsMa anTeka, MpU YCIOBUS W MO pel, ONpeleleHd B Hapeada Ha MHUHUCTBbpPa Ha
3/IpaBEOIa3BaHETO;

6a. (moma - /IB, 6p. 102 ot 2012 r., B crita ot 02.01.2013 r., nom. - /IB, 6p. 84 ot 2018 r., B cuna
or 12.10.2018 r.) BIMCBa B JOKYMEHTHUTE 3a JOCTaBKa NapTUIHUS HOMEp HAa JOCTAaBEHUTE JIEKApCTBEHU
MPOJYKTH, KAKTO U aJipeca Ha JOCTaBKa Ha JIEKApPCTBEHUTE MPOAYKTH;

60. (moBa - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) uma mnaH 3a aeiicTBUE B
M3BBHPEIHH CUTYAIlUH, KOUTO ChABPKA €PEKTHBHA MEPKH 32 U3TETIISIHE HA JICKAPCTBEH MPOAYKT OT Ia3apa
no paznopexaane Ha MAJ] nin mo MHUIIMATHBA HA TPOU3BOAUTENS WIHM MPUTEXKATENs Ha pa3pelIeHueTo 3a
ynoTtpeda Ha ChOTBETHUS JICKAPCTBEH MPOIYKT;

6B. (HoBa - /IB, O6p. 18 ot 2014 1.) ocurypsiBa cHaOASBaHETO Ha JOCTAThYHU KOJIMYECTBA
JICKapCTBEHHM TPOJYKTU 3a 3aJ0BOJIIBaHE Ha 3/ApaBHUTE MOTPeOHOCTHM Ha HaceleHHeTo Ha PemyOnmka
bearapus;

7. (m3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) cbxpaHsiBa JaHHU 3a BCSKA CIENKA C
MOJIyYeHH, TOCTABEHH WIIM pEaTU3UpaHu 4upe3 MOCPETHHUYECTBO JICKAPCTBEHH MPOAYKTH NoJ (opMaTa Ha
(bakTypH 3a MOKYNKO-MPoJak0a WK B €IEKTPOHEH BH/I, MJIM MOJI HIKaKBa Jipyra opma, KakTo cje/iBa:

a) JlaTa Ha MOJyYaBaHe U MPEOCTaBSIHE;

0) HauMEHOBaHKE Ha JIEKAPCTBEHUS IPOAYKT;

B) MOJIy4€HO, JIOCTAaBEHO WM PEATU3UPAHO Ype3 MOCPETHUUYECTBO KOJIUUECTBO;

I) UME€ U aJpec Ha JULETO, OT KOETO € MOJy4YeH WJIM Ha KOETO € JIOCTaBEH JIEKApCTBEHUST
TPOTYKT;

1) TapTHIIEH HOMEp M HOMEp Ha cepTHU(HKaTa 3a OCBOOOXKIaBaHE Ha MapTHAaTa, U3HAAEH OT
KBATU(HUIIUPAHOTO JinIe 110 Wwi. 148, T. 2, ChOTBETHO OT KBaTU(UIIUPAHOTO JHIle 1Mo 4wi. 161, am. 2, 1. 1, u
HOMeEp Ha cepTH(duKaTa 3a 0cBOOOKAaBaHe Ha mapTuaara, uznajaeH ot MAJI - B ciiyuaure no wi. 69 u 70;

8. (mom. - [IB, 6p. 67 ot 2020 1.) chXpaHsIBa HJOKYMEHTAIM 32 TIOKYIKATE W/WIU TPOJaKOuTe
Ha BCHUYKHM JICKApPCTBEHH NPOAYKTH, BKIIOUUTENIHO U (aKTypuTe 3a IMOKYIKO-NpoJakda, B KOUTO ce
[I0COYBAT MEXAYHAapOAHOTO HENAaTEHTHO HAaWMEHOBAaHHE, ThPrOBCKOTO HAaMMEHOBAHME Ha JIEKAPCTBEHUS
MPOIYKT, JeKapcTBeHara ¢popMa, KOTMYECTBO Ha aKTUBHOTO BEILIECTBO M OMAKOBKA;

9. ca3Ba m3uckBaHusATa Ha JloOpara qucTpuOyTOpCKa MPAKTHKA, ONpeAeSieHH B HapeadaTa 1o
1. 198;

10. (uoBa - /IB, Op. 102 ot 2012 r., B cuna ot 02.01.2013 r.) nogabpka cuctema 3a KauecTBo,
orpesensia OTTOBOPHOCTUTE, IIPOLIECUTE U MEPKUTE 3a YIPaBJIE€HUE HA PUCKA, CBbP3aHHU C IEHHOCTTa MY;

11. (moBa - IB, 6p. 102 ot 2012 1., B cruta ot 02.01.2013 r.) mapopmupa HezadbaHo MAJL u
IIPUTEXKATEII HA Pa3pelIeHUETO 3a YNoTpeda, KoraTo € yCTaHOBHWJI WM MMa CbMHEHHE, Y€ JIEKapCTBEHUAT
MPOJYKT, KOWTO € MOJy4Yrs UK MY ce mpeziara, € ¢panuuduuupan;

12. (moBa - /1B, 6p. 102 ot 2012 r., B cuia ot 02.01.2013 r.) mpoBepsiBa Aaau ThProBeUbT HA
€1po, OT KOrOTO € MOJYYHJI JIEKapCTBEHUs MPOAYKT, Cla3Ba MPUHIMIUTE U pbKOBoAcTBaTa 3a JoOpu
IUCTPUOYTOPCKU MPAKTUKH 10 Wi. 198, KaKTO U 1any NpUTEXaBa pa3pelieHre 3a ThproBusl Ha e/1po;



13. (noBa - /IB, Op. 102 ot 2012 1., B cuna ot 02.01.2013 r.) mpoBepsiBa Aaju IPOU3BOIUTEISAT
WIA BHOCHUTEIAT, OT KOTOTO € TIOJIy4Wsl JIEKapCTBEHUS MpPOAYKT, IPUTEKaBa pa3pelieHHe 3a
MIPOM3BOJICTBO/BHOC;

14. (uoBa - JIB, 6p. 102 or 2012 r., B cuna ot 02.01.2013 r.) nmpoBepsiBa Jajii MOCPETHUKBT,
Yype3 KOroTo € MOJTYYHJI JIEKAPCTBEHUS MPOJYKT, OTTOBaps Ha U3MCKBAHUATA HA Ta3M IJ1aBa;

15. (voBa - JIB, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 r.) mpenocrass vHa UAJl exeqHeBHO
ype3 cuctemata 1o wi. 2176, an. 1 uadopmanms 3a:

a) JI0CTaBeHUTE Ha (U3NYECKUTE U IOPUANYECKHUTE JIUIA 10 T. 5, 5a U 6 KOJIMYEeCTBa, MOCOYECHU
I10 JIEKapCTBEHU IIPOLYKTH, BKIIOYEHU B I103UTUBHMS JIEKapCTBEH CIIUCHK;

0) ¢pu3mueckuTe U IOPUAMYECKUTE JIMIA 10 T. 5, 5a ¥ 6, HA KOUTO ca JIOCTaBEHU KOJIMYECTBATa
JIEKapCTBEHM MPOIYKTH 1o OykBa "a";

B) HAJIMYHUTE B CKJIAJ0BETE UM KOJIMYECTBA, [IOCOYEHHU 110 JICKAPCTBEHH NMPOJYKTH, BKIOUYEHHU B
[To3uTUBHUS EKapCTBEH CIUCHK;

I') KOJIMYeCTBaTa, IOCOUEHH IO JICKAPCTBEHH NMPOAYKTH, BKIOUEHH B [103UTHBHUSA JIeKapCTBEH
CIHCBHK, 32 KOUTO Ce€ IUIAaHMpA M3BBPIIBAHE HA M3HOC, U AbP)KAaBUTE, B KOUTO CE IUIAHWPA W3BBPIIBAHE HA
M3HOCA;

1) KOJIMYeCTBaTa, NOCOYEHH IO JIEKAPCTBEHU MPOIYKTH, BKIOUEeHU B [103UTHBHUS JIeKapCTBEH
CIMCBHK, Ha KOUTO € U3BBPILEH U3HOC, U AbP)KaBaTa, B KOSITO € U3BbPILEH U3HOCHT.

(2) HoxymenTanusara mo ai. 1, T. 7 u 8 ce cbxpaHsiBa 3a CPOK HAW-MaJIKO 5 TOIWHU U CE
IIPEIOCTABs NIPU IIOUCKBAHE HAa KOHTPOJIHUTE OPTaHU.

Yn. 208. (dom. - B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., uzm. - IB, 6p. 102 ot 2012 r.,
B cuia ot 02.01.2013 r., u3m. - [IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Paznopendure Ha wi. 207,
an. 1, 7. 2 - 15 nwan. 2 u un. 209a ce npunarar u 3a TProBUMTE HA €1po 1o Wi. 203, KaKTO U 32 BHOCUTEIIUTE
Y TIPOU3BOJAUTEIIUTE, KOUTO THPryBaT C POU3BEIECHUTE OT TIX JEKAPCTBEHU MPOIYKTH.

Y. 209. 3a THproBus Ha €ApO C JIEKAPCTBEHU NMPOLYKTH, ChAbPKAIIM HAPKOTUYHU BELECTBA
WIM TIOJTyY€HHU OT KPbB, C UMYHOJIOTUYHH MPOAYKTU U C paanodapMalleBTULIM c€ MpujlaraT U CleluaIHuTe
M3HUCKBaHUS HA JPYTH 3aKOHHU.

Y. 209a. (Hos - JIB, 6p. 71 ot 2008 1., B crua ot 12.08.2008 1.) (1) Teproeuure Ha eapo c
JIEKapCTBEHM MPOTYKTH MOraT Jja CHaOAsIBaT C JIEKAPCTBEHU MPOYKTH:

1. ApyrH THProBLU HA €APO C JIEKAPCTBEHU NMPOTYKTH;

2. anTeKU U IpOTepUH;

3. MuHucrepcTBOTO Ha 0TOpaHata ¥ MHHHMCTEPCTBOTO Ha BHTPELIHUTE pabOTH 32 COOCTBEHU
HYXKIM, C HU3KIIOYEHHE Ha BEJAOMCTBEHUTE MM JIe4eOHM 3aBe/leHUs, KakTo M JIbp)kaBHaTa areHIus
"JIbpxKaBeH pe3epB U BOCHHOBPEMEHHH 3anacu';

4. MUHHMCTEPCTBOTO Ha 37paBEOIa3BAHETO ChC:

a) BaKCHHHU, TOKCUHHU M CEpyMH, HEOOXOIMMH 32 U3MbJIHEHHETO Ha VIMyHH3allMOHHUS KaleHaap
Ha PenyOnuka bearapus, KakTo U Ipu U3BBHPEIHU €NUAECMUYHH CUTYaLUH;

0) JekapcTBeHU MPOAYKTH, MPEHA3HAYCHH 32 JICUCHHE Ha 3a00JIsIBaHUs, KOMTO C€ 3aIJamaTr 1o
pena Ha 3aKOHa 3a 3/IpaBeTO, KAKTO M 32 OCUTYPsIBaHE M3IBJIHEHHETO HAa HAllMOHAJIHU MPOrpaMHu B chepaTa
Ha 3/IpaBeona3BaHeTo.

5. (moBa - JIB, op. 60 or 2012 r., B cuma or 07.08.2012 r.) nedyeOHM 3aBelneHUs 3a
M3BBHOOJIHNYHA ITOMOLI, CKJIIOUMIN J1oroBop ¢ HamuonanHaTa 34paBHOOCUTYpUTENIHA Kaca, ¢ JIEKapCTBEHU
NPOAYKTH, HEOOXOIUMH 32 W3IIBJIHEHHE Ha 3IpaBHUTE JEHHOCTH mo wi. 82, an. 2, T. 3 or 3akoHa 3a



3/IPaBETO.

(2) Jlexkapute u JekapuTe MO JACHTAIHA MEAMIIMHA B HACEIEHUTE MECTa, KbICTO HsAMA arTeKa,
MorarT Jia ce CHaOIBaT C JICKApCTBEHH MPOAYKTH OT THPTOBIIUTE HA €JIPO O pela Ha Hapeaoara mo wi. 207,
aim 1, 1. 6.

Ui 2096. (Hos - [IB, Op. 102 ot 2012 r., B cuiia ot 02.01.2013 r.) (1) [Ipu TeproBust Ha eapo ¢
JIGKapCTBEHU MPOAYKTH B TPETH JAbPrKaBU HE C€ Mpuiiarat u3uckBanusAta Ha wi. 207, an. 1, 1. 2, 5 u 6, kakto
Y U3MCKBAaHMITA Ha TJ1aBa aesera "a'.

(2) (U3m. - IB, 6p. 67 ot 2020 r.) Koraro siekapcTBEH MPOIYKT Ce€ MOJIydaBa JUPEKTHO OT TPeTa
IbpKaBa, HO HE € BHECEH Ha TepuTopusiTa Ha PenyOnuka bwirapus, He ce mpuiarat M3MCKBaHHUATA HA Y.
207, an. 1, 1. 4,4a u 40.

(3) (HoBa - /IB, 6p. 18 ot 2014 r.) B cnyyawnte o an. 1 TbproBuute Ha eIpo yAOCTOBEPSBAT ChC
CHOTBETHUTE JOKYMEHTH, Y€ JIEKAPCTBCHUTE MPOIYKTH Ca MOJTYUYEHHU OT JIMIA, KOUTO UMAT pa3pellieHue Win
MPaBoO JIa JOCTaBAT JIEKAPCTBEHU MPOJYKTH B CHOTBETCTBHE C MPUIIOKUMOTO HAIIMOHATHO 3aKOHOAATEJICTBO
Ha TpeTaTa IbpKaBa.

(4) (HoBa - /IB, 6p. 18 ot 2014 r.) Koraro TbproBeubT Ha €1po AOCTaBs JIEKapCTBEHU MPOAYKTH
Ha JIMIAa B TPETH IBPXKABU, TOH YIOCTOBEPSBA ChC CHOTBETHHUTE JOKYMEHTH, Y€ JOCTABKUTE Ca camo 3a
JuIa, KOUTO MMAT pa3pellieHHue WIM IpaBo Ja ModydyaBaT JIEKAPCTBEHH MPOAYKTH, NPEJHA3HAUECHU 3a
THPrOBUS Ha €IpO WIM 3a JOCTaBKa Ha HACEJIEHHWETO B CHOTBETCTBUE C MPUIIOKUMOTO HAIMOHAIIHO
3aKOHOJATEJICTBO Ha TpeTaTa IbpKaBa.

(5) (Ilpegumna an. 3 - JIB, 6p. 18 ot 2014 r.) Teprosen Ha e1po, KOWTO JOCTaBs JIEKAPCTBECHU
MPOJYKTH JI0 JUIA OT TPETH IBbPiKABU, KOUTO UMAT MPABO MO CHOTBETHOTO HAIMOHATHO 3aKOHOAATEJIICTBO
Jla TOCTaBST JIEKAPCTBEHU MTPOYKTH HA MOTPEOUTENTUTE, N3/1aBa JOKYMEHT, KOWTO YJ0CTOBEpSBa:

. IaTa Ha TIPEIOCTaBSIHE;

. HAaUMEHOBaHMe U (hopMa Ha JIEKAPCTBEHUS TPOIYKT;

. IOCTaBEHO KOJIMYECTBO;

. M€ ¥ aJipec Ha JINIIETO, Ha KOETO € JIOCTaBEH JIEKAPCTBEHUSAT MPOIYKT;

DN AW N -

. TIAPTUJICH HOMED.

Un. 210. (U3m. - B, Op. 60 ot 2011 r., B cuna or 05.08.2011 r.) (1) Ilpurexarenst Ha
pas3pelIeHneTo 3a ynoTpeda /Uiy JULeTo Mo wi. 26, an. 2 MoXke Ja NpeAoCTaBsi MOCTPU OT pa3pelleHH 3a
yrnotpeda JeKapCTBEHH MPOAYKTH Ha:

1. iekapu 1 JieKapH 1o JeHTalIHa MEeIUINHA;

2. BUCIIM METUIMHCKU YYWINIIA U METUIIMHCKU KOJICKH.

(2) B cmyuute no an. 1 BBpXy ONMaKkoBKaTa Ha JIEKAPCTBEHUTE MPOAYKTH CE€ IOCTABS HAJITUC
"MocTtpa".

(3) Ha nunara no an. 1, T. 1 Moxe aa ce JOCTaBAT HE MOBEYE OT ABa Oposi MOCTPU OT €JHA U
Chllla JIeKapcTBeHa (opMa Ha JIEKapCTBEHMs NMPOAYKT Ipe3 €1Ha KaJeHJapHa ToAMHA B Haii-Mankara
ChIIECTBYBAIlla OMAKOBKA Ha MPOM3BOAMTEN, a Ha BUCIIUTE MEIUIIMHCKU YYWIWIIA U Ha MEAMLIUHCKUTE
KOJIEXKH - CaMO B KOJINYECTBA, HEOOXOMMH 32 LIEJIUTE Ha 00y4YEHUETO.

(4) [Ipurexarenar Ha pa3pelIeHUETO 3a yoTpeda W/WiK JIMIETOo 1Mo 4. 26, ajl. 2 BOJAT OTUET 3a
BCHYKH JIMIA, HA KOUTO Ca JIOCTaBSJIM MOCTpH, 32 BHJA, KOJIMYECTBOTO M BPEMETO HA JIOCTAaBKHUTE U TIPH
MIOUCKBAHE MPEJOCTABAT T€3U JaHHU Ha KOHTPOJIHUTE OPTraHu.

Ui 211. (1) TeproeiuTe Ha enpo TpsOBaA J1a MPUTEKABAT CUCTEMa 3a OJIOKMPAHE U U3TETJITHE Ha
JIEKapCTBCHUTE NPOAYKTH, TMOKA3aJd HECHOTBETCTBHE C HM3UCKBAHMUATA 32 KA4YE€CTBO, OE30MACHOCT H



e(UKacHOCT.

(2) IIpuTexaTensaT Ha pa3pelIcHUE 32 THPTOBUS Ha €IpO € JUThXKEH J1a OJOKUpa M Ja U3TETIN
JIEKapCTBEHUTE TPOAYKTH, TMOKa3ad HECHhOTBETCTBHE C HM3UCKBAHMUATA 32 KA4YE€CTBO, OE30MACHOCT H
e(UKacHOCT IO pena, onpeeeH B Hapeaoara mo uwi. 274, an. 1.

Un. 212. (1) W3nbanutennuar aupexkrop Ha MAJl yBemomsiBa EBponeiickaTta KoMHCHA,
peryjJaTOpHUTE OpPraHd Ha JpPYTUTE IbpKaBU WiIeHKH W EBpomneiickara areHuus Mo JeKapcTBara 3a
U3JIaJICHUTE PAa3pELICHMs 3a ThProBHs Ha €ApO0, 33 BPEMEHHO CIPEHUTE WM OTHETUTE Pa3peUICHMs U 3a
MIPUYMHUTE 32 TOBA.

(2) (U3m. - AB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) Koraro u3nbJIHUTEIHUAT JTUPEKTOP
Ha UAJI ycranoBu, de nuieto mo wi. 195, an. 1 He u3mbiaHsABa 3aabmkeHusTa mo wi. 207, an. 1, 1. 2 - 14,
TOHM yBEJIOMSIBA PETYJIATOPHUS OPraH Ha AbprKaBaTa 4ieHKa, u3jajia pa3pelieHueTo 3a ThProBUs Ha e1po, U
EBpomneiickara komucus.

(3) Koraro perymatopHUST Oprad Mo aj. 2 BPEMEHHO CIpPE WU OTHEME pa3perieHHEeTo 3a
THProBUs Ha €IpO Ha JMueTo no 4i. 195, an. 1, Toil yBenoMsaBa u3mbiaHUTENHUs Aupekrop Ha MAJL u
EBponeiickara komucus.

Un. 212a. (Hos - [IB, 6p. 102 ot 2012 r., B cuia ot 02.01.2013 r.) (1) (M3m. - [IB, Op. 18 ot
2014 r.) [HocpennuuectBo B 00JacTTa Ha JIEKApCTBEHHUTE MPOAYKTH MOTAT Ja M3BBHPIIBAT (DU3HUECKHU U
IOPUAMYECKH JIMLA, PETUCTPUPAHU KaTO THPrOBCKM NOCPEAHMILIM IO CMUCHIA Ha THProBCKHs 3aKOH Ha
PenyGnuka bearapus, KOUTO ca perucTpUpaHy 3a U3BBPIIBAHETO HA Ta3u aAeHocT oT MAJL.

(2) Jlvmara mo an. 1, KOUTO WCKAT Ja C€ PETUCTpUpAT KaTO MOCpenHui, mojmaBat B MAJI
yBEZOMJICHHE 110 00pasell, yTBbPACH OT U3IbJIHUTENHUS JupekTop Ha MAJIL, koeTo chabpxka:

1. ume, ceganuile u aapec Ha YIPaBICHUE;

2. TaHHU 32 KOHTAKT.

(3) KbM yBemoMIIEHHETO 110 aJl. 2 c€ MpHujarar:

1. naHHM 32 eMUHHMS UICHTU(PUKAIIMOHEH KOJI;

2. TOKyMEHT 3a IIJIaTeHa TaKkca B pa3Mep, omnpeseseH B Tapudarta mo wi. 21, an. 2.

(4) UsmpnHuTenHaTa areHIMs IO JIEKapCTBaTa BMHCBAa B MyOJHMYEH pPETUCTBD JIMIATA,
OCBILECTBSIBAIIY TTOCPEIHIUYECTBO B 00JIACTTA HA JIEKAPCTBEHU TPOTYKTH.

(5) Jlunara nmo an. 1 Morar Ja OChIIECTBSBAT MOCPETHUYECTBO B 00JIACTTa Ha JIEKAPCTBEHU
IIPOJYKTH CJIEJ M0/IaBaHe Ha yBeIomiieHueTo 1o ai. 2 B MAJL

(6) JIumata mo an. 1 yBenomsiatr UAJI B 7-gHEBEH CPOK OT HACTHIIBAHE HA MIPOMSIHA B HIKOE OT
oOcTosTeNcTBaTa 10 ai. 2.

UYn. 2126. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) (1) JIumara mo ui. 212a, an. 1
ca JUIb)KHU:

1. 1a ochIIeCTBSBAT ISHHOCTTA CH CaMO C pa3pelieHt 3a yroTpeOa JIEKapcTBEHHU MPOTYKTH;

2. ma uMarT TUIaH 3a JEHCTBUE B U3BBHPEIHU CUTYallUd, KOUTO ChABPkKA €(PEKTUBHU MEPKH 3a
W3TETJISTHE Ha JICKApCTBEH MPOAYKT OT Ta3apa mo pasnopexxiaane Ha WAJl wim mo wHMIMATHBa Ha
MIPOU3BOIUTEIIS WK MIPUTEKATENSI Ha Pa3pelIeHUETO 3a yoTpeda Ha ChOTBETHUS JICKAPCTBEH MPOIYKT;

3. a ceXpaHsABaT JaHHU, BKIIIOYBAIIM CIIeHATa HH(OpMAIHs 3a BCAKA CHETKA C peaTn3upaHH
Ype3 NOCPETHUYECTBO JICKAPCTBEHHU MPOTYKTH:

a) J1aTa Ha CJeNKaTa;

0) HaMMEHOBAaHUE HA JICKAPCTBCHUS MIPOIYKT;

B) peaJM3upPaHOTO Ype3 MOCPETHUIECTBO KOJIIUIECTBO;



I') IM€ U aJIpeC Ha JIMLATA, IOJYYUIN U JOCTABUIM JIEKAPCTBEHUSI IPOTYKT;

1) TApTUJICH HOMED;

4. na cma3BaT u3nckBaHUATa Ha J[oOpata AuCTpuOyTOpCKa MpakTUKaA, MPUETa C Hapeadara 1o
1. 198;

5. la moaabpKaT CUCTEMA 3a KaYECTBO, ONPEEsIIa OTTOBOPHOCTUTE, IPOLIECUTE U MEPKUTE 3a
yIpaBJeHUE Ha PUCKa, CBbP3aHU C IEMHOCTTA MY;

6. HezabaBHo na unpopmupat MAJl u nputexarens Ha pa3pelIeHUeTo 3a yrnorpeda, KOrato €
YCTaHOBUJI HJIM HMa CBMHCHHUC, UYC JICKAPCTBCHUAT IMPOAYKT - MPEAMCT Ha MHTOCPECAHHUYCCTBOTO, €
bammmdunmpa;

7. na mpoBepsABAT Aald TBHPrOBELBT MPUTEKABA PA3PEIICHHE 3a THPIOBHS HA €IpO C
JIEKapCTBEHU IIPOLYKTH;

8. 1a mpoBepsBaT JAaid IPOU3BOAMUTENAT WM BHOCHUTENAT IPUTEXKaBa pa3pelieHHue 3a
MIPOM3BOJICTBO/BHOC;

9. na cbxpaHsABaT JAHHUTE MO T. 3 32 CPOK HAW-MAJKO S5 TOJWHM M Ja T'U MPEIOCTaBAT MpHU
MMOMCKBAaHE HAa KOHTPOJIHUTE OPTaHH.

(2) UBuckBaHusATa KbM JEHHOCTUTE IO IOCPEIHUYECTBO B 00JIACTTAa HA JIEKAPCTBEHUTE
MIPOJYKTH Ce OMpeAeIsAT ¢ HapeabaTa mo 4wi. 198 u B ppkoBoAcTBa Ha EBponeiickaTa KoMUCHS.

T'1aBa nesera "a'.
INAPAJIEJIEH BHOC HA JIEKAPCTBEHMU ITPOAYKTHU (ITPEJULIEH PA3AEJI 11 - B,
BP.71 OT 2008 I'., B CUJIA OT 12.08.2008 I'.)

Yn. 213. (U3m. - [IB, 6p. 71 or 2008 r., B cuma ot 12.08.2008 r.) IlapaneneH BHOC Ha
JICKapCTBEHHU TIPOJIYKTH Ha TepuTopusAta Ha PemyOmmka Bbiarapus moxke na wW3BbpIIBa (PU3MUYECKO HITH
IOPUJINYECKO JIMLE, PETUCTPUPAHO N0 ThProBCKUS 3aKOH, MO 3aKOHOJATEJICTBOTO HA JAbpKaBa WIEHKA, ClIe
NOJIy4YaBaHEe Ha pa3pelIeHUe 3a MapajlesieH BHOC, U3aIeHO OT U3IIbJIHUTENHMS qupektop Ha MAJL

Yn. 214. (1) JlekapcTBeH MPOAYKT, pa3pelieH 3a ynorpeda B apyra JbpKaBa WiEHKa, MOXeE J1a
ce BHAcs MapajleqHO Ha TepuTopusita Ha PemyOnuka bbarapus, xorato € e€AHAaKbB WIM HOJ00€H Ha
JIeKapCTBEH MPOAYKT, pa3pelleH 3a ynotpeda B Peny6iuka bbiarapus no peaa Ha TO3U 3aKOH.

(2) (M3m. - 1B, 6p. 71 o1 2008 1., B cuna ot 12.08.2008 r., u3m. - 1B, 6p. 12 ot 2011 r., B cuna
or 08.02.2011 r.) Ilo cmuckma Ha an. 1 egHAKBB WM MOJO00CH JICKAPCTBEH MPOAYKT € TO3U, KOHUTO MMa
€/IHAaKbB KA4EeCTBEH M KOJMYECTBEH CHCTAB MO OTHOILIEHHE HA aKTUBHOTO BEIIECTBO/AaKTHBHUTE BEILECTBA,
mpejjiara ce B €IHa U Chbllla JeKapcTBeHa (opma, mpeasiara ce B €lIHa U Chlla MbPBUYHA OIMAKOBKA, C
noo0eH rpaduueH AU3aiH Ha OIIaKOBKATa.

Yn. 215. (1) (U3m. u gom. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) 3a mony4yaBaHe Ha
paspelieHure 3a napajeicH BHOC Ha JIEKapCTBEH MPOAYKT Ha TepuTopusTa Ha Permybnuka brirapus nuiero
no 4. 213 nmoxasa 3asiBI€HUE 10 U3NBJIHUTEIHUA AUpeKkTop Ha MAJIL, B K0oeTo mocoyBa JabprkaBaTa YJICHKA,
OT KOSITO 1€ W3BBPIIBA MAPAJIEIICH BHOC HA JICKAPCTBEH MPOIYKT.

(2) KbM 3asBIE€HHETO C€ MpUjarar CaeaHUTe TaHHA U TJOKYMEHTH:

1. HauMeHOBaHMe, JeKapcTBeHa (popMa, KOJTMUECTBO Ha aKTUBHOTO BEIIECTBO B J030Ba €IUHUIIA
Ha paspenicHus 3a ynorpeda B Permybnuka beiarapus ekapcTBeH MpoOayKT;

2. HauMEeHOBaHHe, JIeKapcTBeHa (opma, KOTUIECTBO HAa aKTUBHOTO BEIIECTBO B JI030Ba €IMHUIIA
Ha JICKapCTBEHUS MPOAYKT, MPeAHA3HAYEH 32 MapajiesieH BHOC;

3. (mom. - 1B, Op. 12 ot 2011 r., B cuma ot 08.02.2011 r.) mmMe Ha mpuTek)aTelsl Ha



pa3pelIeHneTo 3a ynoTpeda U Ha MPOU3BOJUTENS, aKO € JIUIE, Pa3INYHO OT MPUTEKATEIIS HA Pa3peIICHHETO
3a ynorpe0a, Ha JIeKapCTBEHUsI IPOIYKT, MPEAHA3HAUEH 3a MapajelieH BHOC;

4. HOMep Ha pa3pelIeHUeTo 3a ynorpeda Ha JiekapCcTBEeHUsI MpOoAyKT B PemyOnuka bearapus u
HOMEp Ha pa3pelleHHeTo 3a ynorpeda Ha JIEKApCTBEHUS NPOAYKT B IbprKaBaTa 4YJIEHKA, OT KOSATO ce
W3BBPIIIBA MMapayeleH BHOC;

5. Aexmapanus 3a yCTaHOBsIBaHE Ha oOcTosiTesnicTBara mo wi. 217, T. 1;

6. KomKe OT JUCTOBKA 3a MallMeHTa U MOCTpa OT JIEKAPCTBEHUS MPOAYKT BHB BUAA, B KOMTO ce
IIpoJiaBa B JAbp)KaBaTa YJIEHKA, OT KOSTO CE M3BBPILIBA MapajelieH BHOC, MPEBOJ Ha ChABbPXKAHUETO Ha
JUCTOBKaTa Ha OBJIrapcKu €3UK, MPUAPYKEH C JeKJIapalus, ye MpeBoIbT € B ChOTBETCTBUE C OPUTMHANIA HA
JTUCTOBKATA,

7. mpelyIoKEeHWe 3a JINCTOBKA 3a MallMeHTa Ha MapajieTHO BHACAHUSA JIEKAPCTBEH IMPOJIYKT,
OPUIPYKEHO C JAeKiapalus, 4e ChIbPKAHMETO Ha JIMCTOBKATa € HJACHTUYHO ChC CHABPKAHUETO Ha
JUCTOBKaTa Ha MPOAYKTa, paspelieH 3a ynorpeba B PemyOnuka bbiarapus, ¢ M3KIIOYEHHE Ha CIICAHUTE
JaHHU:

a) HAaMMEHOBAHUE U a/IpeC Ha YIPABJICHUE HA JTULETO, U3BHPILBAIIO MTapasiesieH BHOC;

0) HaMMEHOBAHMETO HA MTPOU3BOJUTEIIS, KOTaTO € pa3jIMyeH 3a JABaTa MPOIyKTa;

B) MIEpUOJI HA CTAOMITHOCT, KOTaTo € pa3lInyeH 3a JBaTa MPOAYKTa;

I') IOMOII[HY BEILECTBA, KOTaTo ca Pa3IMYHU B JIBaTa MIPOJYKTa;

8. B cllyyaii Ha MPeoIaKkoBaHe:

a) (m3m. - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., uzm. - JIB, 6p. 67 ot 2020 r.) MmakeT
Ha JIEKapCTBEHUS NPOAYKT BbB BUJIa, B KOWTO III€ Ce IMyCcKa Ha ma3apa B beiarapus;

0) Komue OT JI0rOBOpa MEXKJY JUIETO, U3BBPINBAIIO MapaleleH BHOC, U JIMIAaTa, H3BHPIIBAIII
JacTUYHA MPOU3BOJICTBEHA JEMHOCT - OIAKOBAHE, ETUKETUPAHE;

B) ceptudukat 3a J[oOpa mpous3BOACTBEHA MPAKTUKA, KOTATO MPOIECUTE HA MPEONaKoBaHE Ce
W3BBPILIBAT U3BBH TEpUTOpUsTA Ha Pemybnuka brarapus;

I') KOraTo ce M3BBPIIBA OT JIMLETO MO 4i. 213 - Komue OT pa3peleHUeTo 3a MPOU3BOACTBO,
W3/1aJICHO OT PETyJaTOPHUS OpPraH Ha AbpKaBaTa YICHKA, KbJETO CE€ U3BBPILBA MPEONAKOBAHETO;

9. TOKYyMEHT 3a TJIaTeHa Takca B pa3Mep, onpeserneH B Tapudara mo wi. 21, ai. 2.

(3) (U3m. - B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Koraro mexnay jaexkapcTBEHHS
MPOJYKT 3a MapajielieH BHOC U MPOJIyKTa, pa3pelleH 3a ynorpeda Ha Tepuropusta Ha PenyOnuka bbirapus,
CHILIECTBYBAT pPa3lUKH (B ChCTaBa HAa IOMOIIHWUTE BEIIECTBA W APYTH), JHUIETO Mo aji. | mpeacrtass
JI0Ka3aTeJICTBA, Y€ T€ HE CE€ OTpas3siBaT Ha TEpaleBTUUHUTE KAauyeCcTBa Ha JIEKAPCTBEHUS MPOAYKT 3a
napa’sesieH BHOC.

(4) B caydaute nmo ain. 3 auuero mo aja. 1 mocoysa BBPXY OINAKOBKaTa M B JIMCTOBKAaTa 3a
MalUeHTa Ha apajiesIHO BHACSHUS JIEKAPCTBEH MPOIYKT Pa3IuKUTE.

(5) Korato nuuero mo un. 213 u3BbpIIBa MPEONAKOBAHE /WM €THUKETHPAHE HA JICKAPCTBEHUS
NPOAYKT Ha OBIrapcku €3WK Ha Tepuropusita Ha PemyOnmka bwirapus, To TpsOBa aa mpuTex aBa
paszpelleHue 3a IpOU3BOACTBO, U3aICHO OT U3MBJIHUTENHUS qupekTop Ha MAJL.

(6) [TapanenHo BHECEHUSAT MPOAYKT CE€ MU3IMOI3BA MPU YCIOBUATA HA U3JAJACHOTO pa3pelieHue 3a
ynotpeba Ha JIeKapCTBEHUS MPOAYKT Ha TepuTopusita Ha PermyOnuka brirapus.

Ui 216. (1) Pa3pemenuero 3a u3BbpIlIBaHe Ha NapajelieH BHOC Ha TepuTopusiTa Ha PemyOnuka
bearapus ce nuznaBa B cpok 45 1HU OT aTaTa Ha [oJlaBaHe Ha JJoKyMeHTauusara B MTAJL.

(2) Korato MAJI u3ucka oT 3a4BUTEIS TOMBJIHUTENIHA JOKYMEHTAIUs, CPOKBT 110 ajl. 1 crupa aa
Tedye J0 MoJlydyaBaHe Ha UCKaHaTa MH(popMaLus.

(3) Koraro MAJI u3ucka oT peryjJaTopHUs OpraH Ha Abp)KaBaTa 4leHKa, OT KOATO CE U3BbpIIBA
napajeneH BHOC, MHGoOpMalus, CBbp3aHa C H3JaBaHe Ha pa3pelIeHHeTO 3a ynoTrpeba Ha BHACSIHUA



JIEKapCTBEH MPOAYKT, CPOKBT 10 ajl. 1 ce yabimkasa ¢ 45 qHu.

(4) Axo B cpoka mo ain. 3 MAJI He monyun WcKaHaTa JOKyMEHTAIWs, MpoIeaypaTa 1o u31aBaHe
Ha pa3pelieHne 3a napajiejieH BHOC Ha TepuTopusTa Ha PenyOmuka brirapus ce mpekparsisa.

(5) Uznanenurte paspelieHUs 3a H3BbPUIBAHE Ha MapajiesieH BHOC Ha TEpUTOpUsTa Ha
Peny6nuka brarapus ce myOaukyBaT Ha ctpanuiiata Ha MAJI B uHTEpHET.

(6) Pazpemiennero 3a U3BBPIIBAHE HA MapayiesieH BHOC € ChC CPOoK 5 roaunu. HoBo pazperienue
ce u3/aBa 1o peaa Ha wi. 215.

(7) Pa3pemiennero 3a u3BbpIIBaHE Ha Mapajie]IeH BHOC HE C€ MpeKpaTsBa aBTOMaTHYHO, KOTaTo
MPUTEXKATENIAT Ha pa3pelleHueTo 3a ynorpeba Ha JEeKapcTBEHMs MPOAYKT, IIyCHAT Ha IMa3apa Ha
Teputopusita Ha Penybnuka bbiarapusi, To OTTernv Mo MPUYMHMU, KOUTO HE Ca CBBP3aHU C OMACHOCT 3a
3/IpaBETO Ha HACEJIEHUETO.

Ui 217. Ilputexarensar Ha pa3pelIeHUETO 3a MapajesieH BHOC € JUThKEH Ja:

1. yBeIOMH MPUTEKATENS HA Pa3pEIICHUETO 33 yIOoTpeOa Ha JIEKAPCTBEHUS MPOAYKT, IyCHAT Ha
nasapa Ha TeputopusTa Ha Permybnuka bbarapus, 3a HaMepeHHUETO CH Jia U3BBPIIBA MapajiesieH BHOC U TIPU
MMOMCKBaHE MY TIPEIOCTaBs MOCTpPA OT Mapaie;THO BHACSHUS JICKApPCTBEH NPOAYKT;

2. chXpaHsBa 32 CPOK 5 TOAMHHU ClIeTHATa JOKYMEHTAIUs: UME U aJIpecC Ha JIMIIETO, Ha KOETO €
JIOCTAaBEH TMapajieIHO BHACSHUST JICKAPCTBEH MPOJYKT, JaTaTa Ha MPEJOCTaBSIHE, JOCTAaBEHO KOJIMYECTBO H
MapTHJECH HOMED;

3. mpexacrass B UAJT:

a) aKTyaJu3WpaHa JIMCTOBKA 3a IMalMeHTa Ha TMapajelIH0 BHACSHHUS MPOAYKT B CHOTBETCTBHUE C
HACTHIIMIIU TPOMEHH B M3AJICHOTO pa3pelieHne 3a ymnoTpeba Ha paspemieHus B Pemybnuka bbarapus
JICKapPCTBEH MPOIYKT;

0) (u3m. - /1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Aexmapaius, ye ChIbPKaHUETO HA

nyn

JUCTOBKaTa 1Mo OykBa "a" € WAEHTHYHO ChC CHIBPKAHMETO Ha JINCTOBKATa HAa TMPOIYKTa, paspelieH 3a
ynoTtpeba B PermyOnuka bearapus, ¢ n3kioueHue Ha JaHHUTE o wi. 215, an. 2, 1. 7, OykBu "a" - "r'"';

4. moKyMeHTHpa U JOKJIaJBa Ha MPUTEKATENS Ha pa3pelnieHneTo 3a ynorpeda n Ha MAJI Bcuuku
CHOOILIEHHUS 32 MTOJI03UPAHH HEXEJIaH! JIEKApCTBEHU PeaKIMK Ha BHACSHUS JIEKAPCTBEH MPOAYKT;

5. (noBa - /IB, Op. 84 ot 2018 r., B cuia ot 12.10.2018 r.) npenoctasst Ha MAJI exxeceMU4HO
WIM TpU NMpoMsiHa Ha OoOCTOSITENICTBATa 4pe3 ClielHaIn3upaHara eJeKTpoHHa cuctema mo 4. 2170, an. 1
nHpopmanus 3a:

a) mapajiellH0 BHECEHHTE Ha TepuTopusATa Ha PemyOnmka bbiarapust xkoiauuecTBa, MOCOYEHH 110
JIEKapCTBEHH MPOJYKTH, BKItoueHH B [lO3UTHMBHHSA JIeKapCTBEH CHHCHK, HA KOWTO € MpUTexaTesl Ha
pa3pelieHueTo 3a napajieiaeH BHOC;

0) nmoctaBeHHWTe Ha (HU3MYECKUTE W Iopuauwdeckute aumna mo wi. 207, an. 1, 1. 5, 5a u 6
KOJIMYECTBA, IOCOUEHHU TI0 JIEKApPCTBEHU MPOAYKTH, BKIItOUeHH B [[03UTUBHUS IEKaPCTBEH CIIUCHK;

B) u3uueckuTe U opuandeckutTe mna mo wi. 207, ain. 1, T. 5, 5a u 6, Ha KOUTO ca JIOCTaBCHH
KOJIMYeCTBaTA JICKAPCTBEHU IIPOIYKTH 10 OykBa "a'";

T) JaTara, Ha KOSITO € M3BBPIIEH BHOCHT/J0CTaBKaTa mo Oyksu "a" u "0";

J1) HAJIUYHUTE B CKJIAJOBETE KOJWYECTBA, IIOCOUYEHHU IO JIEKAPCTBEHU MPOJIYKTH, BKIIOUYEHU B
[To3uTHBHUS JIEKApCTBEH CIUCHK, HA KOUTO € TPUTEKATEN Ha pa3pelieHueTo 3a MapaieieH BHOC;

6. (HoBa - JIB, Op. 67 ot 2020 r.) ocurypsiBa 3aMsiHaTa Ha TIOKA3aTeIUTE 3a 0€30MaCHOCT BBPXY
BTOpHUYHATA OMAKOBKA, a aKO HsIMa TaKaBa - BbPXY I'bpPBHYHATA OMAKOBKA, HA JIEKAPCTBEHUTE MPOIYKTH,
onpenenenu B [lenerupan perinament (EC) 2016/161, ¢ paBHOCTOWHU Ha TAX MO CMUCHIJIA HA Wwi. 16806, ai. 3
U OCUTYpsIBa BbBEXKJIAHETO HA UJCHTU(PHUKAMOHHUS Oeller Ha BCSKa OMAaKOBKAa B CHCTEMaTa OT PETUCTPH B

cpoTBeTcTBUE ¢ [lenerupan pernament (EC) 2016/161.



I'naBa neBera "o".

HN3HOC HA JIEKAPCTBEHMU ITPOAYKTHU. CIIEHHUAJIUSUPAHA EJIEKTPOHHA
CUCTEMA 3A ITPOCJIEASABAHE U AHAJIN3 HA JIEKAPCTBEHUTE ITPOAYKTH
(HOBA - JIB, BP. 18 OT 2014 I'., 3AI'JI. U3M. - JIB, BP. 84 OT 2018 I'., B CUJIA OT
12.10.2018T".)

Ui 217a. (Hos - 1B, 6p. 18 ot 2014 r.) (1) M3HOC Ha nekapCcTBEHU MPOIYKTH OT TEPUTOPUSATA
Ha PenyOnuka bbarapus Moxe na u3BbpIIBA (U3MUECKO WIM IOPUAMYECKO JIMIE, MpUTEXaTenl Ha
paspelieHre 3a TBProBUS Ha €IpO C JIGKAPCTBEHM MPOAYKTH WIIM TPHUTEXKATel Ha pas3pelieHue 3a
IIPOU3BOJICTBO.

(2) Ilputexaren Ha paspelieHHE 3a IMPOU3BOACTBO MOXKE Ja M3BBpIIBA M3HOC CaMoO Ha
MIPOM3BEACHUTE OT HETO JIEKAPCTBEHH MPOIYKTH.

(3) Ilo cMucbia Ha Ta3u IJlaBa WM3HOC € U BBTPEOOIIHOCTHA JOCTaBKa B paMKUTE Ha
EBpomneickus cpro3.

(4) (U3m. - JIB, 6p. 84 ot 2018 1., B cmma ot 12.10.2018 r.) JlekapcTBeHH MPOIYKTH, BKIFOYCHH
B [IO3UTUBHUS JIEKAPCTBEH CIUCHK, 32 KOUTO € YCTAaHOBEH HEIOCTHI IO pena Ha wi. 2170, He moraT aa
ObJaT U3HACSIHU 3a CPOKa, 3a KOWTO c€ ChABPXKAT B CIUCHKA 1O 4. 2178, an. 1.

Ui 2176. (Hos - 1B, 6p. 18 ot 2014 1., u3m. - /IB, 6p. 84 ot 2018 1., B cwta ot 12.10.2018 r.)
(1) Cw3naBa ce CnenmanusupaHa eJEKTPOHHA CHCTEMa 3a MPOCJeAsBaHE U aHAIU3 Ha JIEKAPCTBEHUTE
MPOJYKTH, BKItOUeHU B [lO3UTHBHHS JEKapCTBEH CHUCHK, KOATO C€ AJAMHHHCTPHpPA W TMOAABPKA OT
W3nbaHuTenHaTa areHIus 1o JekapcTpara.

(2) Cwp3maBaneTo u MOJABPKAHETO Ha CHENMATU3MpaHaTa eIeKTPOHHA CHUcTema To an. 1 ce
M3BBPIIBA Bh3 OCHOBA HA CJICHUTE TPUHIIUIIH:

1. rapanTHpaHe Ha aKTYaJIHOCT M TOYHOCT Ha MPEIOCTABEHUTE U ChbXPAHIBAHUTE JaHHU;

2. ocurypsiBaHe Ha TIOJXOIAIIA cpelia 32 0OMEH Ha JIaHHWU;

3. rapaHTupaHe Ha perJlaMEHTHUpPaH JIOCTBhIl 10 JAaHHUTE B eJIEKTpOHHaTa WH(OpMalMOHHA
CUCTeMa TIpH Clia3BaHe M3UCKBAHUATA HA 3aKOHA;

4. ocurypsiBaHe Ha orepaTHBHA ChBMECTUMOCT U WH(GOPMAITMOHHA CUTYPHOCT.

(3) Cnenmanu3upaHaTa eIeKTPOHHA cHcTeMa 1o aji. | chabpxa:

1. undopmanusra no wi. 54, wi. 54a, wi. 68, an. 1, 1. 10, un. 207, an. 1, 1. 15, un. 217, 1. 5 v u.
232a, npenocTaBeHa OT CbOTBETHUTE JIUIIA;

2. (m3am. - JIB, Op. 67 or 2020 r.) wundopmamms, mupemocraBeHa OT HanmoHamHaTta
3/IpaBHOOCUTYpPUTEIHA Kaca, 3a KOJMYECTBaTa, KOUTO ca MOCOYEHH MO OTYETEHH U 3aIUIaTeHH JIEKapCTBEHU
MPOJYKTH, BKIIIOUEHHU B [103UTHBHUS IEKaPCTBEH CIHUCHK 3a MPEAXOIHUS €AHMH MECeIl;

3. uHdoOpMaIms, mperocTaBeHa 0T MUHHCTEPCTBOTO HA 3[IpaBEOIa3BaHETO, 32 KOJIMYSCTBATA,
KOUTO ca MOCOYEHH I10 3aIUIaTeHHU JIeKapCTBEHU MPOIYKTH, BKIIOUEeHU B [103UTUBHUS JT€KapCTBEH CIUCHK 32
MIPEIXOTHUS SIUH MECEII.

(4) Bb3 ocHOBa Ha UH(pOpMaNMTa O ajl. 3 upe3 crelralu3upaHaTa eJIeKTpOHHA CHcTeMa Mo ajl.
1 ce u3BBpIIBA aHATN3 32 YCTAHOBSIBAHE HAa HEJOCTHT Ha JICKAPCTBEHU MPOIYKTH, BKItoUeHH B [103uTHBHUS
JIEKapCTBEH CHUCHK, Ha TepuTopusTa Ha PemybOnuka bbarapus mpu ycinoBUs U MO pell, ONpeiesieHU B
HapezbaTa 1o a. 8.

(5) (Hom. - IB, 6p. 67 ot 2020 r.) HegocTursT 1o ait. 4 Ha IeKapCTBEHU MPOIYKTH, BKIIOUCHH B
[To3uTuBHUS NIEKapCTBEH CHUCHK, CE YCTAHOBSBA, KOTaTO MPU M3BBPIIBAHE HA aHaiu3a mo aid. 4 ce
YCTaHOBH, Y€ HATMYHUTE HA TepUTOpUATa HA PemyOnmka briarapusi KonmdecTBa OT ChOTBETHUS JICKAPCTBEH
MPOJAYKT ca IMO-MaJKo OT 65 Ha CTO OT HEOOXOIMMHUTE KOJIMYECTBA 3a 3a/0BOJIIBAHE HA 3PAaBHUTE



MOTPEOHOCTH HAa HACENICHHETO 3a MEPHOJ OT €IUH MECEeIl, U3YUCIICHH Bb3 OCHOBA HA CPEIHOMECEHYHOTO
noTpebyieHue Ha CHOTBETHHUS JIEKaPCTBEH MPOJYKT 3a MPEIXOJHUTE 6 Mecela, CUMTaHO OT JEHS Ha
M3BBPIIIBAHE HA aHAIIN3A.

(6) Cnenmanu3upaHaTa eJIeKTPOHHA CHCTEMa 1Mo ajl. | moaabpka aBTOMaTU3UpaH HHTepdeiic 3a
MpeocTaBsiHe Ha HHGOpMaIUATA 10 al. 3 U 3a U3MpallaHe Ha ChbOOIECHUSI.

(7) llpaBo Ha AOCTHI 0 CHENMATU3UpaHATa €IEKTPOHHA CUCTEMa MO all. 1 UMAaT UHCTUTYIIMHUTE
W JIMLAaTa 1Mo all. 3 caMo 3a LEeNHWTe Ha MpeAocTaBsHe Ha UH(OpMalMs, onpeaeseHu ¢ TO3U 3aKOH, U HOCST
OTTOBOPHOCT 3a JOCTOBEPHOCTTa Ha TMpenocTaBeHara HHQOpMalus, KaKTO MU 3a HaBPEMEHHOTO U
MIPEIOCTaBSIHE.

(8) (Homa - IB, 6p. 67 ot 2020 r.) M3BBH ciiydauTe Mo ai. 7, IpaBoO Ha JOCTHII 0 TaHHUTE B
CIeIMalu3upaHaTa eJeKTpOHHAa cucTeMa 1o an. | wmmar MUHHCTEPCTBOTO Ha 3/paBeONa3BaHETO,
Hanmonannata 31paBHOOCUTYpHUTENHA Kaca M ChBETHT 1o 4ui. 258, an. 1.

(9) (IMpemummua amn. 8 - JIB, 6p. 67 ot 2020 r.) YcnoBusta M peabT 3a MPEIAOCTaBSHE,
CbXpaHsBaHe M W3BBpIIBAaHE Ha aHAIU3 HAa WH(pOpManuATa MO aid. 3, KakTO W 3a aJAMHHHUCTPHUPAHETO,
MOAIBPKAHETO U JOCTHIIA 0 CHEIUAIN3NpaHaTa eIEKTPOHHA CHCTeMa 1o all. | ce ompenensT ¢ Hapeada Ha
MUHHUCTBpA Ha 3/IpaBEOITa3BaHETO.

(10) (Ilpepumna an. 9 - IIB, 6p. 67 ot 2020 r.) M3nbaHUTENHATA areHIMs 0 JIeKapcTBaTa €
3aJIBJDKEHA J1a OCUTYpsIBa MpPEXoBaTa W MH()OpPMAIMOHHATA CHTYPHOCT Ha CIEIHAIM3UpaHaTa CIICKTPOHHA
cucTeMa 1o aj. 1 mpu crna3BaHe Ha 3abJDKEHHE 3a OMa3BaHe TailHaTa Ha Mojy4yeHaTa nHdopMaius mo ai. 3.

Y. 2178. (Hos - JIB, 6p. 18 ot 2014 1., 06sBeH 3a mpotuBokoHcTHTyIMOHEH ¢ PKC Ne 1 ot
2015 r. - JIB, 6p. 12 ot 2015 r., u3m. - IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) (1) Cb3naBa ce
CruchbK Ha JICKapCTBEHHUTE MPOIYKTH, BKIIOYCHH B [103UTHBHMS JIGKAPCTBEH CIHUCHK, 32 KOUTO € YCTAHOBEH
HEJOCTUT Ha TepuTopusita Ha PemyOnuka bbarapus, KOWTO ce W3rOTBs, akTyalu3upa U MOAABPKA OT
W3meaHUTETHATA areHITHS 110 JISKapCTBaTa.

(2) CiuchKbT 110 al. 1 ce U3roTBsl Bb3 OCHOBA HA M3BBLPIICHHS aHAIM3 10 peaa Ha wi. 2170, an.
4 u ce myONIKMKyBa Ha UHTEPHET CTpaHUIlaTa Ha M3mbIHUTETHATA areHIINS 10 JIEKapCcTBaTa.

(3) CiuCchKBT HA JIGKAPCTBEHUTE MPOAYKTH, 32 KOUTO € YCTAHOBEH HEIOCTHT IO pelia Ha 9l
2176, an. 5, ce U3roTBs MO HAUMEHOBAHUE HA JICKAPCTBEHUS MPOAYKT, BKIIOUEH B [103UTHBHUS JEeKapCTBEH
CIHUCHK, MEXIYHAPOIHO HEMATCHTHO HAMMCHOBAaHWE, KOJUYECTBO HA aKTHBHOTO BEIIECTBO, JICKApPCTBEHA
(dbopMa U KOIMYECTBO B OMAKOBKA.

(4) CiucbkbT 1o an. 1 ce akTyanusupa:

1. exxecenMHUIHO;

2. pu TIpoMsiHA Ha OOCTOATEICTBATA, CBHP3aHU C BHOC W/MIU U3HOC HA JIEKAPCTBEHH MPOAYKTH,
BKJIFOUCHU B [103UTHBHUS JIEKAPCTBEH CITHCHK.

(5) Ilpu akTyanu3upaHe Ha CIUCHKa MO peAa Ha ail. 4, T. 1, KakTo U B CIy4auTe MpH MPOMsHA Ha
oOcTosiTencTBaTa 1Mo ai. 4, T. 2, Bb3 OCHOBA Ha MpeaocTaBeHara nHpopMarus mo wi. 68, an. 1, 1. 10, 4.
207, an. 1, 1. 15 w wn. 217, 1. 5, upe3 cnenuanu3upaHaTa €JICKTPOHHA cucTema 1o 4wi. 2176, an. 1 ce
u3Ipamnia cho0IIeHne 10 aunara mo wi. 68, an. 1, wi. 207, an. 1, wi. 217 u un. 232a 3a akTyalnu3upaHus
cnuchbk. CHChKBT He3a0aBHO ce MyOJIMKyBa Ha MHTEPHET CTpaHMlaTa Ha V3mbaHUTENHATa areHIUs 110
JIeKapcTBara.

(6) B cnyuaute mo an. 4 cnuchkbT o an. 1 ce uznpama ot MAJI u Ha Arennus "MutHuIm" no
ciyxeOeH pef.

(7) Cnen BkIIOUBaHE Ha JIEKAPCTBEHH MPOJYKTU B CMHCHKA IO aj. | Te He Morar Jia ce U3HACST
3a CpOKa, 32 KOWTO ce ChIbPKAT B CIHUCHKA.

Y. 217r. (Hos - JIB, 6p. 18 ot 2014 1., u3m. - JIB, 6p. 84 ot 2018 1., B cunma ot 12.10.2018 r.)



WM3nbiHuTenHaTa areHuus MO JieKapcTBaTa W3BBPILIBA MPOBEPKU HA JIMIATa, KOUTO Ca 3abJDKEHHU J1a
MpeoCcTaBsAT UH(pOpMaIMsI 110 peia Ha Ta3!u IJiaBa.

I'naBa necera.
TBHPI'OBUSA HA IPEBHO C JIEKAPCTBEHU ITPOAYKTU. HAIIMOHAJIHA AIITEYHA
KAPTA (BAI'JL. U3M. - JIB, BP. 67 OT 2020T.)

Un. 218. TeproBusita Ha IpeOHO C JIEKAPCTBEHH MPOIYKTH CE€ M3BBPIIBA CaMO B aNTEKU U
JPOTE€pHUH IO PEJia Ha TO3M 3aKOH, C U3KJIIOUEHHE Ha CIydauTe mo 4ui. 232, ain. 2.

Yn. 219. (1) (U3wm. - AB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., nom. - JIB, Op. 23 ot 2009
r., B cuia ot 30.03.2009 r., mom. - /IB, 6p. 41 ot 2009 r., B cuna ot 02.06.2009 r., u3m. - /1B, 6p. 60 ot 2011
r., B cuna ot 05.08.2011 r., u3m. - JIB, O6p. 67 ot 2020 r.) Anrekara € 3IpaBHO 3aBEJCHHUE, B KOCTO CE
U3BBPIIBAT CIEAHUTE JEHHOCTU: ChXpaHSABaHE, MPUTOTBSHE, OMAKOBAaHE, KOHTPOJHMpAHE, JaBaHE Ha
KOHCYJITAIlMH, OTIyCKaHE MO JICKapCKO W 0e3 JeKapcKo NpeANHCaHHe Ha pa3pelieHd 3a ymnoTpeda B
Penybnuka bbarapus nekapcTBeHU MPOAYKTH, HA METUIIUHCKU U3JIENIHSI, Ha TUETHUYHU XPaHU 3a CIIeHUaTHH
MEIULMHCKH eJIM U XpaHHU 32 KbpMaueTa ¥ MPEXOIHHU XPaHU, KAKTO U XPAaHUTEIHU T00AaBKU, KOZMETHYHH,
MPOJYKTH, CAHUTAPHO-XUTUEHHU MaTepHalid U OMouuau ot riiaBHa rpyna 1 "JlesuHpekranTu'", poyKTOBU
tunose 1 u 2, u ot raBHa rpyna 3 "Kontpon Ha Bpeautenu", nmpoaykTtoBu Tumnose 18 m 19, cbrioacHo
[Tpunoxenne V ot Pernament (EC) Ne 528/2012 na EBpomnetickust napiameHnT U Ha CbBerta ot 22 maii 2012
I'. OTHOCHO TMPEJI0CTAaBSHETO Ha Ma3apa u ynorpedara Ha omouuau (OB, L 167/1 ot 27 roru 2012 1.).

(2) (U3m. - OB, 6p. 60 ot 2011 r.,, B cuma or 05.08.2011 r.) YcTpoHCTBOTO, peapT H
opraHm3anusTa Ha paboTara Ha anTeKUTEe, HOMEHKJIATypaTa Ha JIeKapCTBEHUTE MPOAYKTH, CE ONpPEAesaT B
Hapez0a Ha MUHHCTBPA Ha 3/[PaBEONa3BaHETO.

(3) (U3m. - [IB, 6p. 71 ot 2008 r., B cuiia ot 12.08.2008 1., oT™. - JIB, 6p. 23 ot 2009 1., B cuna
ot 30.03.2009 r., HOBa - /IB, Op. 67 ot 2020 r.) [IpuTexkaTensaT Ha pa3pelieHrue 3a ThPTOBHs Ha JIPEOHO
IPOBEPsBa aBTEHTHMYHOCTTA HA JICKAPCTBEHUTE MPOJIYKTH Upe3 MOKazaTesauTe 3a 0e30macHocCT 1o 4i. 168,
an. 8 ¥ JAe3aKTUBHpa YHUKATHUS HIeHTU(UKALMOHEH OeJleT B CCTeMara OT PETUCTPH.

(4) (Hosa - JIB, 6p. 67 ot 2020 r.) [elicTBusiTa 1o an. 3 ce U3BBPIIBAT MO peaa Ha raaBa VI ot
Henerupan pernament (EC) 2016/161.

Yn. 220. (1) Jeitnocture no wi. 219, an. 1 ce u3BbpuBaT 0T MarucTbp-papMarieBT.

(2) (Hom. - AB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) Maructbp-papManeBThT € ITHKEH
Jla U3IBJIHU U3JAJIEHO JIEKapCKO IMpeANUCaHne, BKIIOYUTEIHO U 3a JIEKapCTBEHW (OPMHM, MPUTOTBEHU IO
MarucTpaiHa u (papmakoreitHa penenTypa, o pefa, ornpeeneH B Hapendara no wi. 221, an. 1.

(3) (U3m. - AB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) [TomomHMK-(hapMaieBTbT MOXKE Ja
M3BBPIIBA BCUYKU JAeHHOCTH 1o wi. 219, an. 1 mox KoHTposa Ha MarucTbp-hapManeBT ¢ U3KIIOYEHUE Ha:
OTITyCKaHE Ha JIEKapCTBEH NPOAYKT TO JIEKAPCKO TPENNUCaHue, KOHTPOI M JaBaHEe Ha KOHCYJTAIHH,
CBBP3aHU C JIEKAPCTBEHUTE NMPOIYKTH.

Y. 221. (1) (Ilpegumien texct Ha 4. 221 - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1.)
MUHHUCTBPBT Ha 3PaBEOIa3BAHETO OMpeAess B Hapenda METUIIMHCKUTE CIEHUAIMCTH, KOMTO MOrar Ja
M3JaBaT PEIENTH, pela 3a MPENHCBaHETO Ha JIEKAPCTBEHU MPOAYKTH, CpPOKa 3a M3MBIHEHHUETO, KAKTO H
CIlyyauTe U pesia, 0 KOWTO MarucThp-PpapMaleBThT MOXKE /12 OTKAaXKe J1a U3ITbJIHU JIEKAPCKO MPENHCaHue.

(2) (Hosa - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., m3m. - IB, 6p. 9 ot 2011 1.)
Brirapcku rpakaaHu M 4yXKICHIM, HA KOUTO € pa3penieHo npeOuBaBaHe B CTpaHATa, MPHU IMbTYBAHETO MM
u3BbH PenyOnuka bearapus MoraT fa HOCAT WIM Ja U3HACAT JICKAPCTBEHH NMPOJYKTH, NPEIHA3HAYCHU 3a



JICYCHUETO UM, TIPU YCIIOBUS | 10 Pel, ONPEISIICHN B Hapeaoara mo an. 1.

(3) (Homa - 1B, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r., u3m. - JIB, 6p. 9 ot 2011 r.)
UyxaeHllM, Ha KOWUTO € W3JaJieHa BU3a 3a KPAaTKOCPOYHO IpeOuBaBaHEe Ha TepuTopusata Ha PemyOnuka
bearapus, moraT ga TpuTeXaBaT JICKAPCTBEHW IPOIYKTH, TPEAHA3HAYCHW CaMO 3a JICUCHHETO UM, B
KOJINYECTBA, ONPE/ICIICHH B HapeabaTa 1o ai. 1.

(4) (Hosa - JIB, Op. 1 ot 2014 r., B cuna ot 03.01.2014 r.) M3uckBanusita KbM MEIUIIUHCKUTE
MPEaIMCaHusi, KOUTO Ca HM3JaJICHU [0 MCKaHE Ha IMallMeHT, KOWTO Bb3HAMEPsBa Ja TH W3I0JI3Ba B Jpyra
IbpKaBa YICHKA, KAKTO U MPU3HABAHETO W M3IIBJIHEHUETO HAa TAaKWBa, U3MIAJICHHU B JApyTra AbpiKaBa YICHKA,
Ce M3BBPIIBAT IPHU YCIOBUS | 10 P, ONPEISIICHN ¢ Hapeadara 1o ai. 1.

(5) (Hosa - JIB, 6p. 1 ot 2014 1., B cuna ot 03.01.2014 r.) Br3cTaHOBSIBAHETO HA Pa3XOJUTE 3a
JIEKapCTBCHH MPOAYKTH 110 MEIUITUHCKY MPEANMCAHNS, H3TBJIHEHU B JIpyTra IbpKaBa YWICHKA, CE U3BBPIIBA
IIPH YCIIOBUS U TI0 Pell, orpeneeHu ¢ Hapeadara mo wi. 80e, an. 4 ot 3aKoHa 3a 3[paBHOTO OCUTYPSIBAHE.

Ui 222. (1) (O6sBena 3a mpotuBokoHcTuTynoHHA ¢ PKC Ne 5 ot 2008 1. - /1B, 6p. 65 ot 2008
r., m3Mm. - JIB, 6p. 71 or 2008 r., B cuna ot 26.07.2008 r.) [IpaBo na u3BBpIIBa THProBUS Ha APEOHO C
JICKapCTBCHH NPOAYKTH WMa (H3UYECKO WM FOPHIUYECKO JIMIE, PETHCTPUPAHO KATO THPrOBEI II0
OBIATapCKOTO 3aKOHOAATEICTBO MIIU MO 3aKOHOJIATEIICTBOTO HA IbprKaBa WIEHKA, KOETO € CKIFYUIIO TPYIOB
JIOTOBOP WJIM JIOTOBOP 3a YIIPABJICHWE Ha anTeKaTa ¢ MarucTbp-hapmareBT, a B IPEIBUICHUTE OT 3aKOHA
clly4au - C TOMOIIHUK-(apMalleBT, KaTo Ha TepuTopusaTa Ha Pemybnuka beiarapus moxe na oTkpue He
MoBeye OT 4 anTeKwu.

(2) (HoBa - 1B, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r.) Koraro mumero mo am. 1 e
MarucTbp-hpapMareBT U € pHpKOBOIUTEN HA alTeKaTa, He € HEOOXOAMMO MPEICTaBIHETO Ha TPYAOB JIOTOBOP
WJIM JIOTOBOP 32 YIPaBJICHHUE Ha alTeKaTa.

(3) (Ilpegumna an. 2, u3m. - B, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r.) Maructsp-
(dapmarneBThT 1O al. 1 € ppKOBOUTEI HA alTeKaTa U 3abJDKUTEITHO PaOOTH B HEsl.

(4) (Tlpeaumna an. 3 - 1B, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r.) IIpaBo ma oTKpusT
amnTeKa 3a 3aJ0BOJIsIBAHE Ha COOCTBEHUTE CH HYKJU UMAT:

1. medyeOHUTE 3aBEACHMS ITO Wi. 5 oT 3aKkoHa 3a JIeueOHUTE 3aBEACHHMS, KOUTO OCBHIIECTBSIBAT
OOJIHMYHA ITOMOIIL;

2. neyeOHNTE 3aBeneHUs 32 OOIHNYHA [TOMOIII;

3. (m3m. - JIB, 6p. 59 ot 2010 1., B cmna ot 31.07.2010 r.) meHTpoBETE 32 TICUXUYHO 3/paBe,
[IEHTPOBETE 32 KOKHO-BEHEPUICCKU 3200 ISIBAHUS 1 KOMIJIEKCHUTE OHKOJIOTHYHU IIEHTPOBE;

4. xoctucuTe che crarronap mo 4wi. 10, T. 5 ot 3akoHa 3a jjeueOHNUTE 3aBEICHMS.

(5) (Homa - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) 3a 3ag0BonsiBaHE HA COOCTBEHUTE CH
HYX]U JICUeOHUTE 3aBEJCHHS 110 all. 4, KOUTO HAMAT OTKPHUTA alTeKa, MOraT Ja ce CHaOIABaT OT anTeKka Ha
nede0HO 3aBeCHHE, MOIYUYUIIO pa3pelieHre 3a ThProBusl Ha ApeOHO ¢ IEKapCTBEHH MPOAYKTH MPH YCIOBUS
U TI0 pell, ONpeseeHH ¢ Hapendara mo wi. 219, an. 2.

(6) (Ot™m., mpenumHa an. 4 - JIB, 6p. 71 or 2008 r., B cuna ot 26.07.2008 r., mpeaumiHa ai. 5,
mwm. - JIB, 6p. 60 or 2011 r., B cuma or 05.08.2011 r.) Anrekure Ha JedeOHUTE 3aBEACHUS 3a
M3BBHOOJIHUYHA 1OMOL KbM MUHHUCTEPCTBOTO Ha 0TOpaHaTta U MHUHHCTEPCTBOTO Ha BBHTPEIIHUTE PabOTH
MOTaT J1a ce PBbKOBOJAT OT MOMOIIHUK-(apMAaIeBT MO MPEAIOKEHUE Ha ChOTBETHOTO BEIOMCTBO U CIE]
U3J1aJICHO pa3pelIeHre OT U3MbJIHUTENHNS JupeKkTop Ha MAJL.

Ui 222a. (Hos - [IB, 6p. 67 ot 2020 r.) JIuie, momy4nsio pa3pemieHue 3a ThproBys Ha JpeOHO ¢
JICKApCTBEHH MPOJYKTH B alTeKa, HE MOXE Jla ObJe MPUTEkKATe] Ha pa3pelieHHe 3a ThProBHS Ha €Ipo C
JIEKapCTBEHH MPOYKTH, U3/IaJICHH 110 peJia Ha TO3U 3aKOH.



U 223. (1) Maructbp-hapManeBT WIH MOMOITHUK-(APMAIIEBT MOXE Ja ObJe PHKOBOIUTEI
caMo Ha €JIHa anTeKa U 3aIbJDKUTEITHO paboTH B Hesl.

(2) U3m. - JIB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) Maructbp-papmManeBTbT HIU
MOMOIIHUK-(papMaIeBThT, KOHTO € PHKOBOJUTEN Ha anrTeka, He MOXe Ja ObJe HaeMaH Ha paboTa 1o
JOTOBOP C €AHOJIMYCH THPTrOBEIl WIH THPTOBCKO JAPYKECTBO C MPEAMET Ha AEHHOCT MPOM3BOJCTBO, BHOC,
THPrOBUS Ha €APO WK APEOHO C JIEKAPCTBEHU MPOTYKTH.

(3) Jlumero mo an. 1, momy4ywsao paspemieHue 3a HM3BBPIIBAHE Ha THPrOBUS Ha ApeOHO C
JIEKapCTBEHH MPOJYKTH, HE MOXKE J1a ObJie COOCTBEHUK MJIM J1a Y4acTBa B THPTrOBCKH JIPYKECTBA C MPEAMET
Ha J€HHOCT MPOM3BOACTBO, BHOC WJIM THPrOBUS HAa €IpO C JICKAPCTBEHH MNPOAYKTH, BKIIOUUTEIHO B
JpYy>KeCTBa Ha CBbP3aHM JIMIIA IO CMHUCHJIA Ha THPrOBCKUS 3aKOH.

Ui, 224. PpKOBOAMTEIIAT HA anTeka TpsoBa ja:

1. e marucTbp-hapmaieBT, ChOTBETHO IMOMOIIHUK-(ApPMAIIEBT, B MPEIBUICHUTE OT 3aKOHA
clIyvau;

2. He € JIUIICH OT MPaBOTO Ja yIpaxKHsIBa NpodecusiTa;

3. HE € OCHXKIaH 3a TPECThIUICHWs, CBBP3aHU C yIpaXHsIBaHEe Ha mnpodecuara My, 3a
MPECTHIUICHUS TMPOTUB COOCTBEHOCTTa W CTOMAHCTBOTO MM 32 YMHIIUIEHH TPECTBIUICHUS CpEILy
JIMYHOCTTA;

4. iMa Hall-MaJIKO e/THa TOJIMHA CTa)X KaTo MarucTbp-hapMalienT.

Y. 225. (U3m. - IB, 6p. 71 ot 2008 1., B cuma ot 26.07.2008 r.) (1) B Haceneno mscro, Ha
YHUATO TEPUTOPHUS HAMA OTKPUTA aNTeKa, MPaBo J1a U3BBPIIBA THPTOBUS HA APEOHO C JIEKAPCTBEHU MPOAYKTH
“Ma JIMIE 1o wi. 222, an. 1, KOeTo € CKI0YUIO TPYAO0B AOTOBOP MJIM JIOTOBOP 32 YIIPABJICHUE Ha anTeKara ¢
MTOMOITHHUK-(apMalleBT WIH C MarUCThP-(hapMaIeBT ¢ MO-MalKo OT €Ha TOJUHA TPYIOB CTaXK.

(2) HomomHUK-(apMaleBThT WM MarucThp-(hapMaeBThT M0 all. 1 € pbKOBOAMTEIN Ha anTeKaTa
U 33]IbJDKUTENTHO pabOTH B Hesl.

(3) (Homa - /1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) IlomomHuK-papManeBThT -
PBHKOBOJIUTEI HA anTeKaTa Mo aji. 1, MOXe /1a U3BbpIIBA CIETHUTE IEHHOCTU: ChXpaHsIBaHE U OTITyCKaHe 0e3
JIEKapCKO TMpEeANuCaHue Ha pa3pelieHu 3a ynoTpeba B PemyOnuka bbiarapust nekapcTBeHU MpPOAYKTH, Ha
MEIUIMHCKU HW3JENNs, Ha AUETUYHU XpaHW 3a CHEUUAJHW MEIUIMHCKU LeJIM U XpaHU 3a KbpMayeTa U
MIPEXO/IHU XPaHU, KAaKTO U Ha XPAaHUTEITHHU 100aBKU, KO3SMETHYHU M CAHUTAPHO-XUTHEHHH CPE/ICTBA.

Un. 226. (1) Ha TteputopusTa Ha JieueOHU 3aBeJCHUS 3a W3BHHOOTHUYHA MOMOIIl MOTaT Ja Cce
OTKpHBAT aNTEeKH 3a MPOoAaX0a Ha JIEKApCTBEHH MPOAYKTH HA TPaKJaHH.

(2) Ha teputopusitTa Ha 31paBHU 3aBeleHUs Mo wi. 21, an. 2 oT 3akoHa 3a 3/1paBeTo, JeUueOHH
3aBeJIeHHs 3a OOJIHMYHA MOMOII U JieueOHM 3aBeneHus no wi. 10 or 3akoHa 3a JiedeOHUTE 3aBe/leHHs He
MOTraT J]a ce€ OTKPHBAT alTeKH 33 MPoAax0a Ha JEKapCTBEHH MPOAYKTH Ha TPaKIaHH.

Un. 227. (1) (Ilpeaumien texct Ha un. 227 - 1B, op. 102 ot 2009 r., B cuna ot 22.12.2009 r.)
N3uckBaHusiTa 32 MECTOHAXOXKIACHUETO U KbM MOMEIIEHUATA Ha alTeKaTa ce ONpeesar B HapeadaTa mo ui.
219, an. 2.

(2) (Homa - 1B, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r., u3m. - IB, Op. 60 ot 2011 r., B
cwia ot 05.08.2011 r.) M3uckBanusita KbM YCTPOHCTBOTO U MOMEIIEHUATA HA allTEKUTE 1Mo Wi. 228, aj. 5 ce
oIpeessaT B Hapeaoara mo ai. 1.

Un. 227a. (HoB - JIB, 6p. 67 ot 2020 r.) (1) [TorpeOHOCTUTE HA HACEIEHUETO OT JOCTHII JIO



JIEKapCTBEHU NPOAYKTH, OTIYCKaHH B allTEKH, CE€ ONPEAEIAT Ha TepUTOpHalieH npuHIuN ype3 Hanuonanna
anTe4yHa KapTa.

(2) B HanmonannaTa anTeyHa KapTa He ce BKJIIOYBAT aNTEKH, OTKPUBAHM IO pena Ha wi. 222,
ai. 4.

(3) C HamonanHata anrtedHa Kapra ce onpeaessaT odaactute, OOIIMHUTE U HACeJICHUTE MECTa C
HEJOCTUT Ha OTKPUTH alTEKH Ype3 U3BBPILIBAHE HA aHAJIM3 Ha JOCThIAa HAa HACEJIEHUETO /10 allTeKH, KOUTO
OCBILECTBSBAT JEHHOCTH TIO:

l. oTmyckaHe Ha JIEKapCTBEHM IPOAYKTH 3a JOMAIIHO JIEUEHHUE, 3aIUIAlllaHU HaIlbJIHO WIIU
yactruuHo oT H3OK npu ycnoBusita u o peaa Ha wi. 45, ain. 17 ot 3akoHa 3a 3JpaBHOTO OCUT'YPSIBaHE;

2. IPUrOTBSIHE HA JIEKaPCTBEHU NIPOAYKTH;

3. oTHycKaHe Ha JIEKQpCTBEHHU IMPOIYKTH, ChIbpPKAIllM HAPKOTUYHM BEIIECTBA 110 CMUCHIA HA
3aKOHa 3a KOHTPOJ BbPXY HAPKOTUYHUTE BELIECTBA U IIPEKYPCOPUTE;

4. oTHyCKaHe Ha JIEKapCTBEHU NPOAYKTH Ha BETEPAaHU OT BOMHUTE;

5. oTHycKaHe Ha JIEKapCTBEHU MPOJLYyKTH Ha BOGHHOMHBAJIUIN U BOEHHOIIOCTPAIANIH;

6. OTIyCKaHE Ha JIEKApCTBEHU IPOAYKTHU IO JIEKAPCKO MPEANMCAHUE, KOUTO HE CE 3aIUIallaT C
MyOJIMYHU CPE/ICTBA;

7. OTIYyCKaHE Ha JIEKAPCTBEHU MPOIYKTH 0e3 JIeKapcKo MpeAnrcaHue.

Ui, 2276. (Hos - JIB, 6p. 67 ot 2020 r.) (1) HannonamHarta anteyHa kapra ce u3paboTBa Bb3
OCHOBA Ha 00JIACTHU aNTeYHH KapTH.

(2) 3a wm3paborBane Ha o0JiacTHaTa anTeyHa KapTa MUHUCTBPHT Ha 3PaBEONA3BAHETO
Ha3HayaBa KOMHCHS 3a BCSKAa 00JIaCT, KOSTO BKIIIOYBA OOJACTHUS YIPaBHUTEN, JBaMa IPEICTAaBUTENM Ha
peruoHaiHaTa 3JIpaBHAa WHCIEKIMS, JBaMa IPEACTABUTENH Ha palioHHATa 3pPaBHOOCHTYpPUTEIIHA Kaca,
JIBaMa TPEICTABUTEIM Ha pErHOHaJTHAaTa KoJerus Ha beiarapckus (apMmareBTHUCH CbHIO3, €IHH
MPEJICTAaBUTEN Ha perruoHaliHaTa Koyierus Ha bbirapckara acomnuanus Ha MOMOIHUK-(apMaleBTUTE, €ANH
MPEJICTAaBUTEN HA TPEICTABUTEIHUTE OpPraHW3alliy 3a 3alluTa Ha MpaBaTa Ha MAIMCHTUTE, MPU3HATH TI0
pena Ha wi. 86B OT 3aKOHA 3a 3APaBETO, U MO €UH IMPEICTaBUTEI Ha BCsIKa OOLIMHA B ChOTBETHATa 00JacCT.
OOnmacTHUAT yIpaBUTEN € MpeaceaTe]l Ha KOMUCHSTA.

(3) IlpencraBurenure Ha OOMIMHUTE TIO ajl. 2 C€ OMPENEIST MO pefa Ha 3aKoHa 3a MECTHOTO
caMOyIpaBlIeHUE ¥ MECTHATA aIMUHUCTPALIUS.

(4) IIpencTaBUTENAT HA MPEACTABUTEITHUTE OPTaHMU3AIMA 32 3alUTa Ha TpaBaTa Ha MaluCHTUTE
mo ajn. 2 BbB BCSAKAa OT OOJACTHUTE KOMHMCHUU ce M30Mpa U ce OCBOOOXKIaBa OOIIO OT MPEICTaBUTEITHHUTE
OpTaHU3aIHH.

(5) O6nacTHaTa anTe4yHa KapTa ce M3paboTBa Mo o0Opas3ell U Mo pel, ONPEACTICHH C METOJIUKa,
YTBBPJCHA OT MHHHUCTHPA Ha 3]JPaBEONa3BaHETO.

(6) Beska oOmactHa KoMHCHs TIpEACTaBsS Ha MHHHCTBbpPA Ha 3ApaBEOIa3BaHETO M3TOTBEHATA
o0JacTHa anTeuHa KapTa U Is1aTa MbpBUYHA HHPOPMAIHs, Bb3 OCHOBA Ha KOSITO € U3TOTBEHA.

Ui 2278. (Hos - IB, Op. 67 ot 2020 r.) (1) O6nacTHaTa anTe4Ha KapTa ChIbpxKa:

1. maHHM 3a nemorpadckara CTPYKTypa W IOTPEOJCHHETO Ha JICKAPCTBEHH MPOIYKTH 3a
JIOMAIIIHO JIEUEeHHE OT HACEJICHUETO Ha TEPUTOPUATA HA 00JIaCTTa;

2. Oposi, BUIOBETE JCHHOCTH M Pa3MpeesICHHETO Ha OTKPUTHUTE anTeKH Ha TEPUTOPHITA Ha
oOiacrra;

3. 6post Ha paboTrenuTe MarucTbp-hapMaIeBTH U MOMOIIHUK-(apMaIeBTH B OTKPUTH allTeKH HA
TEPUTOPHSTA HA 00JIacTTA.

(2) Kpm oOnacTHaTa anteyHa KapTa 1mo aj. | ce mpwiara CTaHOBHILE, M3TOTBEHO IO pea U
KPUTEPHH, OTIPE/ICTICHA B METOIMKaTa 10 wi. 2270, ain. 5, OTHOCHO He0OXOAMMHUsI MUHIMAJICH OpOi anTeKu
0 BUJOBE JAEHHOCTH Mo wi. 227a, an. 3, KakTo M 3a HeoOXOAMMHS MHHHMMAaleH Opodl Ha paboreniu
MarucTbp-papmMamneBTd W TMOMOIIHUK-(papMalleBTH B aNTeKW, KOUTO C€ OIpelNeNiaT ChOOpa3HO



HOTp€6HOCTI/IT€ Ha HAaCEJICHUETO B ChOTBETHATA 00JIACT.

Y. 227r. (HoB - JIB, 6p. 67 ot 2020 r.) (1) Hanmonannara anteyna kapTta ce u3paboTBa OT
HallMOHAJIHA KOMHCHSI, Ha3HAY€Ha ChC 3all0BE]] HA MUHUCTBHPA HA 37paBEOIa3BaHETO, KOMTO € Mpejaceaaren
Ha KOMHUcCHusTa.

(2) B cbcraBa Ha komucuaTa ce BiiarouBaT ynpaButenar Ha H3OK, npencenmarenst Ha
HaHI/IOHaJ'IHI/ISI CBBCT IIO II€HU U peI/IM6prI/IpaH€ Ha JICKapCTBCHU INPOAYKTH, ABaMa HNPCACTABUTCIIN Ha
W3mpiiHuTeHaTa areHIms 1O JIeKapcTBaTa, OT KOWTO CIWHUAT € W3MBIHUTCIHHUAT JUPEKTOp Ha
M3mbiHuTETHATA areHIus 110 JIEKapCcTBaTa, IMPEKTOphT Ha HalmoHalHus IIEHThP M0 OOILIECTBEHO 3/1paBe U
aHaM3M, MpeacenaTensT Ha HalnmoHaaHOTO clapykeHue Ha oOmuHUTEe B PemyOnmuka Bbarapus, aBama
NpeJCTaBUTEIM Ha MMHHCTEpCTBOTO Ha 3/paBeona3BaHETO, TpUMa MpeacTaBUTENM Ha bbarapckus
(dapmalieBTHUYEH CbhI03, €AMH IpeAcTaBUTeN Ha bbirapckara aconuanus Ha MOMOILIHUK-(apMaleBTUTE U
€/IMH TPEJICTAaBUTEI Ha NPEACTABUTCITHUTE OPraHU3alliK 32 3aliTa Ha MpaBaTa Ha MAIlMCHTUTE, IIPU3HATH
10 pesa Ha 4jl. 86B OT 3aKOHA 3a 3[PABETO.

Y. 227xa. (Hos - JIB, 6p. 67 ot 2020 r.) (1) Hanmonannara anteyHa KapTa ChabpxKa:

1. oGnacTHUTE aNTeYHU KapTH;

2. KOHKPETHHTE MHUHHMAQJIHHM TOTPEOHOCTH HA HACEIEHHWETO OT JOCTBHI 10 JIEKAPCTBEHHU
MPOJYKTH, OTIMYCKaHM B amlTeKH, W 0 BUAOBETE JeiHOCTH o uwi. 227a, an. 3 mo obnactu, OOIIMHU U
HaceJIeHU MeCTa;

3. pasmpeneneHHe Ha OTKPUTUTE alTeKd MO Opod Ha HAceNeHHeTo Mo 00JacTH, OOIIHMHU U
HaceJIeHU MECTa;

4. rpadguuHO MOCOYBaHE Ha OTKPUTHUTE alTEeKd BHPXY KapraTa Ha CTpaHara CIOpes BHAa Ha
JNEHHOCTUTE, KOUTO U3BBPILIBAT CHIVIACHO Wil. 227a, ai. 3;

5. aHanW3 Ha JOCThIIA HA HACEJICHHETO 10 JICKAPCTBEHU MPOIYKTH, OTIYCKAHU B alTEKU IO
BUJIOBE JIEHHOCTH 10 wi. 227a, an. 3 mo o6nacTu, OOIKUHN U HACETICHH MECTa;

6. ompenensHE Ha O0JIACTUTE, OOIMHUTE W HACEICHUTE MECTa, B KOUTO TPU M3BBLPIIBAHE HA
aHajy3a o T. 5 € yCTaHOBEH HEJOCTUT Ha OTKPUTH alTEKHU M0 BUAOBE ACHHOCTH 10 Wi. 227a, ai. 3.

(2) Aranu3bt 1o an. 1, T. 5 ce U3BBpIIBA N0 PEX U KPUTEPUH, ONIPEAEIEHU B METOIMKATA IO UJI.
2276, an. 5, v 3aABIDKUTETHO BKJIIOYBA OLIEHKA HA KOHKPETHUTE MUHUMAaJIHU NOTPEOHOCTH Ha HACEJIEHUETO
OT JIOCTBII JI0 JIEKAPCTBEHU MPOJYKTH, OTIYCKAaHU B alTE€KH, U 10 BUIAOBETE JACUHOCTU MO 4ui. 227a, ain. 3,
KaKTO U Ha paslpe/Ie]ICHHETO Ha OTKPUTHTE alTeKH TI0 OpOil Ha HACEIICHUETO.

Y. 227e. (Hos - 1B, 6p. 67 ot 2020 r.) (1) HanmonanuaTta anreyHa Kapra ce YTBbpKIaBa C
penreHre Ha MUHHUCTEPCKUS CHBET IO MPEII0KEHNE HA MUHUCThPA Ha 3paBEONa3BaHETO.

(2) HaimonanHaTa anTevyHa KapTa ce akTyaJu3upa IMpu HeOOXOAMMOCT B CIIy4auTe, ONpeIeIeHI
¢ MeToAuKaTa 1o 4i1. 2270, ai. 5.

Yn. 228. (U3wm. - [IB, 6p. 71 ot 2008 r., B cuita ot 26.07.2008 r.) (1) (U3m. - IB, 6p. 60 ot 2011
r., B cuia ot 05.08.2011 r.) Pa3pemienue 3a ThbproBusi Ha JpeOHO C JICKApPCTBEHH MPOJIYKTH B amTeKa ce
u3/laBa OT M3MbIHUTENHUs Aupekrop Ha WAJI Bb3 ocHOBa Ha 3asBi€HHE 10 OOpasel, KbM KOETO ce
npuiarar:

. (uam. - JIB, 6p. 60 or 2011 r., B cunma or 05.08.2011 r.) nmannu 3a Enunaus
UACHTU(PUKAIMOHEH KOJ Ha THProBella WM Koolepauusara OoT ThpProBCKUS PErMCTBHp, a 3a JApYXKecTBara,
pETUCTpHUpaHU B AbprKaBa - WIeHKa Ha EBpornelickusl cbro3, WM B JbpKasa - cTpaHa 1o CriopasyMeHHUETo 3a
EBpormneickoTo MKOHOMHUYECKO MPOCTPAHCTBO - JOKYMEHT 3a aKTyallHa PErucTpanus M0 HalMOHAIHOTO
3aKOHOJATEJICTBO, U3/1a/IeH OT KOMIIETEHTEH OpraH Ha ChbOTBETHATa b KaBa Ha JUIaTa no ui. 222, ain. 1;

2. TpyAOB IOTOBOP MJIM JIOTOBOP 32 YIpaBJICHUE Ha anTeKara, CKIIOYEH C MarucThp-hapManeBT
WIH C IOMOUIHUK-(hapMaLeBT;

3. KoImMe OT aKTa 3a Ch3JaBaHe Ha Jullara mo wi. 222, ai. 4;



4. IOKYMEHTHU, yI0CTOBEPSBAIIH, Y€ Ca CIIa3eHU U3MCKBAHUATA HA WiI. 224;

5. (mom. - IIB, 6p. 103 ot 2017 r., B cuma ot 01.01.2018 r.) CBUAETENCTBO 32 CHAUMOCT Ha
MarucTbrp-apmareBTa, ChOTBETHO Ha MOMOITHUK-(hapMaIleBTa, OCOUEH 32 PHKOBOJUTEN Ha anTeKara, ako
He ca OBJIrapCKU FPpaXKIaHu;

6. MEIUIMHCKO CBHJETEICTBO Ha Maructbp-papmaieBra, CHOTBETHO Ha MOMOIIHHK-
(dapmarieBTa, TOCOYCH 32 PHKOBOJIUTEI HA aNTeKaTa;

7. (nom. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., orm. - IB, Op. 48 oT 2015 1.)

7a. (noBa - /IB, Op. 60 ot 2011 r., B cuna ot 05.08.2011 r., ot™. - /IB, 6p. 67 o1 2020 1.)

8. JOKYMEHT 3a IUIaTeHa Takca B pa3Mep, ornpezeieH B Tapudara mo wi. 21, a. 2.

(2) (Homa - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) Ilpu uznaBane Ha pa3peuicHUE 3a
THPTOBHsI Ha JIPEOHO C JICKAPCTBEHU MPOAYKTH C€ M3BBHPIIBA MPOBEPKA JalM IMpeJACcTaBeHaTa JUIJIOMa Ha
MarucTbp-apmareBTa/mIOMONIHUK-(PapMalieBTa € U3aJIeHa OT ChOTBETHATA KOMIIETEHTHA MHCTUTYIIHS.

(3) (IMpequmina ain. 2, usm. - IIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) AnTekure mo 4.
222, an. 4 u 6 ce OTKpHUBAT W 3aKpUBAT 1O MCKAHE HA JIUIIETO, MPEICTABIISABAIIIO JICUSOHOTO 3aBEACHHE.

(4) (ITpeaumna an. 3 - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) 3a oTkpuBaHe Ha anTeka,
B KOSTO C€ OTIyCKaT JICKQpPCTBEHW TMPOIYKTH, CHABPKANIM HAPKOTHYHH BENICCTBA, CE NpHJIArar H
M3HMCKBaHUATA Ha 3aKOHA 32 KOHTPOJ BbPXY HAPKOTUYHHUTE BELIECTBA U MIPEKYPCOPUTE.

(5) (Hosa - JIB, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r., npenumina ain. 4 - JIB, 6p. 60 ot
2011 r., B cuma ot 05.08.2011 r.) Pa3permenue 3a ThproBust Ha ApeOHO C JIGKAPCTBEHHU MPOJYKTH B anTeka,
KOSATO C€ OTKpUBA B HacesieHo MACTO ¢ HaceneHnue noj 10 000 sxutenu, ce u3aBa Bb3 OCHOBA Ha 3asBJICHUE
o obpasell, KbM KOETO Ce Mpuiarar:

1. (u3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - [IB, 6p. 84 ot 2018 r., B cuna
ot 12.10.2018 r., u3m. - [IB, 6p. 67 ot 2020 r.) mokymentute 1o ai. 1, 1. 1 - 6;

2. (m3m. - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) mOKyMeHT 3a IUIaTeHa Takca B
pasmep 50 Ha CTO OT Takcara, ompeserneHa B Tapudara mo wi. 21, an. 2 3a W3/1aBaHe Ha pa3pelieHue 3a
THPTOBHsI Ha IPEOHO C JICKAPCTBEHU MPOIYKTH 10 Wi, 222, ai. 1.

(6) (ITlpegumna an. 4, gom. - JIB, 6p. 102 ot 2009 1., B cuna ot 22.12.2009 r., u3m. - JIB, 6p. 98
ot 2010 1., B cmwma ot 01.01.2011 r., npeaumna ain. 5, uzMm. - JIB, 6p. 60 ot 2011 1., B crma ot 05.08.2011 1.)
3asBIEHUETO U TIOKyMeHTUTe 10 ail. 1 u 5 ce nmonasar B MAJL.

(7) (IIpegumna an. 5, u3m. - JIB, 6p. 102 ot 2009 1., B cuna ot 22.12.2009 r., m3m. - JIB, 6p. 98
ot 2010 ., B cuma ot 01.01.2011 r., npenumHa an. 6, u3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1.,
uMm. - JIB, Op. 67 ot 2020 r.) B nens Ha moctbhnBaHe Ha 3asBiieHHeTo 1o ain. 1 wiam 5 MAJI uznpama mno
ciyebeH pen uckane 1o chorBeTHaTa P3U 3a m3maBane Ha XUTHEHHO 3aKkioueHre. Pernonannara 3apaBHa
WHCIEKIUS M3aBa XUTHEHHOTO 3aKII0YECHHUE B CPOK 70 14 ITHU OT MOCTHIIBaHE HA MCKAHETO W IO U3Ipalna
o ciyxeben pex Ha MAJL. [lo monydaBane Ha XUrHeHHOTO 3akitoueHne B MAJI cpokbT mo wm. 229, an. 2
cripa Ja Teye.

(8) (Homa - 1IB, Op. 48 ot 2015 1., momn. - IB, 6p. 91 ot 2018 r.) B nens Ha mocTbhnBaHe Ha
3asBieHueTo mo ajn. 1 u 5 MAJI uznparia o ciry)xe0€H pes uCKaHe 10 YTIpaBUTEIHUS ChBET Ha bbarapckus
(dapmalleBTHUEH CHI03 32 M3JaBaHE HA yJIOCTOBEPEHHE 32 BIHCBAHE B HAIMOHAIHUS CIIEKTPOHEH PETUCTHP
Ha uJieHoBeTe Ha brarapckus ¢apmaneBTHUYEH ChIO3 - 32 MarucThp-(hapmaleBTa, pbKOBOJUTEN Ha anTeKara,
U 10 yOpaBUTETHHUS ChBET Ha bharapckara acommanus Ha MOMOITHUK-(apMaleBTUTE - 32 TOMOIIHHUK-
(dapmarieBTa, pbKOBOJMTEN HA anTeKa B OMNPEACIICHUTE OT 3aKOHA Clydad, KaKTO M 3a MPEeJOCTaBsSHE Ha
nH(pOpMalKs OTHOCHO HAJIOXKEHH HaKa3aHUs 10 pella Ha 3aKOoHa 3a ChCIOBHATA OpraHHU3alUs HA MAaruCThp-
dapmarieBTHTE U Ha 3aKOHA 32 3/IPaBETO.

(9) (Hosa - JIB, 6p. 48 ot 2015 r.) YpaBUTETHUAT CHBET MPEAOCTABS JOKYMEHTHUTE I10 ajl. § B
CpOK 5 pabOTHU JIHU OT MOCTHIIBAHE HA HCKAHETO.

(10) (Homa - B, 6p. 103 ot 2017 r., B cuna ot 01.01.2018 r.) M3neaHuTEIHATA areHus Mo
JIeKapcTBaTa YCTAaHOBSBA CIY>KEOHO 00CTOSATENCTBATa OTHOCHO CHAMMOCTTA Ha JIMIIATa Mo ai. 1, T. 5, Koraro



ca OBITapCKH rpaxIaHHu.

Y. 229. (1) (Hom. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., oM. - JIB, 6p. 60 ot 2011
r., B cuia ot 05.08.2011 r.)

(2) (Jom. - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 1., u3m. - 1B, Op. 102 ot 2009 1., B cuia
ot 22.12.2009 r., m3m. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., mom. - /IB, 6p. 18 or 2014 1.) B
€IHOMECEUEH CPOK OT NOCTBHIIBAHE HA JIOKyMEHTaLUATa 1Mo wi. 228, an. 6 U3NBJIHUTEIHUAT JTUPEKTOP Ha
WAIJI, cnen cranoBuiie Ha ExcriepTHHS ChBET MO THProBHsl Ha APEOHO C JIEKaPCTBEHH MPOAYKTH, U3/1aBa
paspellieHrue 3a U3BBPIIBAHE Ha THPrOBHsI HA OPEOHO C JICKAPCTBEHHM MPOIYKTH B anTeKa WU TPaBH
MOTHBHMpAH OTKa3 3a HM3JaBaHETO Ha paspelieHue. PaspemieHueTo wiM OTKa3zbT ce€ BpPbUBa Ha JIMLETO,
0/1aJ10 3asiBIICHUE.

(3) (U3wm. - JIB, 6p. 60 ot 2011 1., B cumna ot 05.08.2011 r.) B 15-1HEeBeH Cpok OT MOCTHIIBAHE HA
JOKyMeHTarusTa o wi. 228, an. 6 MAJI u3BbpiiBa npoBepka Ha MpeICTaBEHUTE JOKYMEHTH U yBeIOMSBa
MMUCMEHO 3asBHUTENS 32 YCTAHOBEHUTE HECHOTBETCTBHS WJIM HENBJIHOTH. B TE€3W ciaydau CpPOKBT 1O ail. 2
CIHpa Ja Tede OT JIeHs Ha YBEJOMSIBAHETO /10 OTCTPAaHSIBaHE HA HEJOCTAThLIUTE.

(4) (Homa - 1B, 6p. 71 ot 2008 1., B cma ot 12.08.2008 r.) B cnyuaii ue B cpok g0 60 1M OT
JaTata Ha YBEJOMSBAHETO IO all. 3 3asBHTEIAT HE OTCTPAHH KOHCTATHPAHUTE HECHOTBETCTBUS WIIH
HEM'BJIHOTH, TPOU3BOJICTBOTO MO H3JaBaHE HA pa3pelleHHe 3a THProBUS Ha JAPEOHO C JEKapCTBEHU
MPOAYKTH WJIH 32 MIPOMSHA B U3aJICHO Pa3pelIeHUe ce IPeKpaTsBa.

(5) (IMpenumna an. 4 - JIB, 6p. 71 ot 2008 1., B crua ot 12.08.2008 1., u3m. - /IB, Op. 60 ot
2011 r., B cunma ot 05.08.2011 r.) Otka3pT Ha M3NBIHUTENHUS aupekTop Ha WMAJl 3a u3gaBane Ha
paspelleHre No/IeKy Ha 00KaaBaHe 1Mo pea Ha A IMUHUCTPATUBHOMNPOIIECYATHHSI KOJEKC.

Ui 229a. (Hos - JIB, 6p. 23 ot 2009 r., B cmia ot 30.03.2009 r.) (1) (U3m. u mom. - IB, Op. 41
ot 2009 r., B cuna ot 02.06.2009 r., u3m. - IB, 6p. 98 o1 2010 r., B cuna ot 01.01.2011 r., u3m. - /IB, 6p. 60
ot 2011 r., B cmma ot 05.08.2011 r., u3m. - JIB, 6p. 52 ot 2020 r., B cuna ot 09.06.2020 r.) M3nbaauTeHATA
areHuus Mo JekapcTBara ciyxeOHO um3mpama B P3W mo MecToHaxokJeHHEe Ha CHhOTBETHATa anTeKka C
M3JaJICHO paspelieHue o ui. 229, an. 2, BKIOYBAILIO U3BBPUIBAHE HA THPrOBUS Ha JIPeOHO C XpaHUTEITHH
n00aBKH, TUETUYHU XPaHU 3a CIEUATHUA MEIWIIMHCKHU 1M, XpaHU 3a KbpMayeTa W TMPEXOTHU XPaHH,
KOIHE OT Pa3pelleHUETO 3a BIMCBAHE B PerucThpa no wi. 24, an. 1 ot 3akoHa 3a XpaHUTeE.

(2) (U3m. u nmom. - JIB, 6p. 41 ot 2009 r., B cuna ot 02.06.2009 r.) AnTekute, KOUTO U3BBHPILIBAT
THProBUS Ha JIpeOHO C XPAHUTETHHU JOOABKH, TUETUYHH XPaHU 3a CHEIHATHU METUIIMHCKHU 1IN, XpaH! 3a
KbpMaueTa U MPEeXOJHH XpaHH, MOJJIeKaT Ha KOHTPOJI MO pefia Ha 3aKoHa 3a XpaHUTE.

Yn. 230. (1) (M3wm. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) 3neaHuTETHATA areHIUs
M0 JIEKapCTBaTa BOJM PETUCThp HA W3MAJCHUTE pa3pelieHus 3a THhProBUs Ha APEeOHO C JIEKAPCTBEHH
MPOIYKTH 10 Wi. 229, an. 2, KOWTO ChAbpKa:

1. HOMep U J1aTa Ha Pa3PEIICHUETO;

2. (mom. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) HamMeHOBaHUE, BUJl HA ThPrOBEIIA,
CeJaJIMILIE U apeC Ha YIPABICHUE HA JTULETO, MOTYYUIIO pa3pelieHHE;

3. (u3m. - JIB, Op. 12 ot 2011 r., B cuna ot 08.02.2011 r.) nme, eUHEH TpakIaHCKH HOMEp Ha
PHKOBOJUTEIIS HA alTeKaTa;

4. anpec Ha anTeKara;

5. AeHOCTHUTE, KOUTO IIIe C€ U3BBPIIBAT B ANTEKATA;

6. 1arara Ha MPEKPATABAHETO HA PA3PEUICHUETO W 3aJTMYaBAHETO OT PETUCTHPA U OCHOBAHHE 3a
TOBA;

7. 3a0€NIekKKHU 10 BIIHCAHU OOCTOSITENICTRA.



(2) (M3m. - AB, 6p. 60 ot 2011 1., B cua ot 05.08.2011 r.) JlaHHU OT perucThpa ce myOIuKyBat
Ha CTpaHWIaTa Ha V3TbIHUTEIHATA areHIIUS 110 JIEKapCcTBaTa B HHTEPHET.

Yn. 231. (1) Ilpu nmpoMsiHa Ha BUcaHUTE B peructbpa no wi. 230, an. 1, 1. 2 - 5 oOcrosiTencTra
JUIETO, MOJYYHIIO pa3pellieHNe 3a U3BbPIIBAHE HA THProBHUS Ha APEOHO C JIEKApCTBEHU MPOIYKTH, MO/1aBa
3asiBJICHUE 10 pesia Ha uil. 228, ain. 1, KkbM KOETOo npuiara ¥ CBbp3aHUTE C MPOMSIHATA JJOKYMEHTH.

(2) (HoBa - JIB, 6p. 60 ot 2011 r.,, B cuma ot 05.08.2011 r.) B cayuaii Ha mpomsHa
€IHOBPEMEHHO Ha HaMMEHOBAaHUE U BHJI Ha ThProBella, aJjpec Ha anTekaTa U pbKOBOAMTEN Ha amTeKara ce
M0JIJaBa HOBO 3asBJICHHE MO pena Ha wi. 228, ain. 1 U ce 3amiaima takcara 3a U3JlaBaHe Ha pa3pelieHue 3a
THProBUs Ha ApeOHO ¢ JIEKapCTBEHU MPOAYKTH B anTeka, onpeaeeHa B Tapudarta mo ui. 21, a. 2.

(3) (Homa - JIB, 6p. 60 ot 2011 r., B cria ot 05.08.2011 r.) JIuie, moayuuso paspenieHue 3a
THProBUs Ha JpeOHO C JIEKAPCTBEHU MPOAYKTH MO pena Ha wi. 228, an. 5, MoKe Ja U3BBPIIHN MPOMSIHA IO
yi1. 230, ain. 1, T. 4 camo B HaceneHo MscTo ¢ HaceaeHue 10 10 000 sxurenu.

(4) (Hosa - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) Koraro nuiero no an. 3 xenae aa
M3BBPIIK TpoMsaHa 1o wi. 230, an. 1, T. 4 B HaceneHo msicto ¢ Hacenenue Haa 10 000 sxutenu, ToO 3arama
TakcaTa 3a W3JaBaHEe Ha pa3peuicHWe 3a THProBHsS Ha JIpeOHO C JIEKapCTBEHW MPOJYKTH B arTeka,
omnpenesneHa B Tapudara o wi. 21, an. 2.

(5) (Ilpepumnua an. 2 - AB, 6p. 60 or 2011 r., B cuna ot 05.08.2011 r.) [Ipu u3znaBane Ha
pa3pelieHneTo, ¢ KOeTo ce JOMycKa MpoMsHaTa 1o ai. 1, ce mpuiaraT pasnopendute Ha ui. 229.

Ui 232. (1) Jlekapute u jekapuTe MO JCHTaTHA MEAMIIMHA MOTAT Jla ChbXpaHsIBaT JICKAPCTBEHU
MPOJIYKTHU [0 CHUCHK, ONPEIETICH OT MUHUCTHPA Ha 3JpaBEONa3BAHETO.

(2) Korato B HaceineHOTO MSCTO HsMa anTeka, JUIaTa Mo aj. 1 Morar Ja cbXpaHsBaT U JAa
MpoJaBaT JIEKAPCTBEHH MPOIYKTH CaMO aKO ca MOJyYWUJIH pas3pelieHHe 3a TOBa IO pel, ONMpEeIeieH B
Hape10a Ha MUHUCTBpA Ha 3/1paBEOoIa3BaHETO.

Un. 232a. (Hos - JIB, Op. 84 or 2018 r., B cuma ot 12.10.2018 r.) I[Ipurexarenure Ha
paspelnieHue 3a ThProBUS Ha NPEOHO C JIGKApCTBEHW MPOAYKTH M Jmmnara mo 4wi. 207, am. 1, T. Sa u 6
exenHeBHO mpenoctaBiT Ha MAJl upe3 crenumanu3upaHata eJIeKTpoHHa cuctema mo uwi. 2176, am. 1
uH(popManus 3a:

1. nmocraBeHMTE WM KOJMYECTBA, IMOCOYEHH IO JIEKAPCTBEHU NPOAYKTH, BKIIOUYEHU B
[To3uTuBHUS JTEKAPCTBEH CIUCHK;

2. OTHyCHATUTE/MPOAaIEHUTE KOJINYECTBA, MIOCOYCHH IO JIEKAPCTBEHU MPOIYKTH, BKIIOUYECHH B
[To3uTUBHUS JTEKAPCTBEH CIUCHK;

3. HATMYHUTE UM KOJIMYECTBA, TTOCOYCHH IO JIEKAPCTBEHH MPOAYKTH, BKIIOUeHH B [103uTHBHMS
JIEKAPCTBEH CIHCBHK.

Ui, 233. PHKOBOAUTEINSAT HA anTekaTa HOCH OTTOBOPHOCT 3a JEHHOCTHUTE, MOCOYECHH B 4. 219,
an. 1.

Ui 234. (1) 3abpansiBa ce mpojaxodaTa Ha JIGKQPCTBEHU MPOJYKTH 4Ype3 aBTOMATH, OCBEH Ha
JIEKapCTBEHUTE MPOJIYKTH, IOCOYCHH B CIIMCHK, ONpeesieH B Hapeaoara mo wi. 219, an. 2.

(2) ABromatuTe 1o an. 1 morat na 6paaT cOOCTBEHOCT caMO Ha JMuara no wi. 222 u ui. 238,
an. 2.

(3) 3abpansiBa ce oka3MOHHATA NpoAak0a Ha JIEKaPCTBEHU MPOTYKTH.

(4) 3a0pansiBa ce npojaax0a Mo MHTEPHET Ha JIEKAPCTBEHU NMPOJYKTH, OTIIYCKAHH 110 JIEKapCKO
npeanrcaHue.



(5) (Homa - JIB, 6p. 67 or 2020 r.) 3abpaHsiBa ce BPBIIAHETO HA 3aKyNEHHU JICKAPCTBCHH
IPOAYKTH.

(6) (Homa - /IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., mpeaumHa an. 5 - JIB, 6p. 67 ot
2020 r.) JlekapcTBeHU NpoayKTU O€3 JeKapCcKo MpearucaHue Morar Ja ce MpojaaBaT Mo MHTEPHET camo OT
afnTeKa WM Aporepus, MOIy4YHIN pa3pelieHre Mpy yCIoBUATa U 10 pesla Ha TO3M 3aKOH M Ha Hapeabara mo
g, 219, an. 2, cbOTBETHO 1O WiI. 243.

(7) (Homa - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., mpeaumna an. 6, u3m. - JIB, op. 67
ot 2020 r.) AnTeKuTe U JPOTEepPUUTE 0 all. 6 MyOIMKYyBaT Ha HHTEPHET CTPAHUIIATa, Ype3 KOSITO U3BBPIIBAT
THPrOBUsl HA JIEKAPCTBEHU IPOAYKTH O€3 JIEKapCcKO MpeAnucaHue, OO0 JIOro, paslno3HaBaeMoO 3a LeNus
EBpomneickus cbro3.

(8) (Homa - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., npeaumna an. 7, usm. - JIB, op. 67
ot 2020 r.) M3uckBanusTa KbM OOIIOTO JIOT0 HO ajl. 7 ce ONpeAessaT C JIeerupaH akT 1o 4i. 858, naparpag
3 ot dupextuBa 2001/83/EO.

Un. 234a. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) (1) M3nbaHuTeNHATA areHIus
10 JIeKapcTBaTa MyOJIMKyBa W IOJTbPKa Ha CBOATA HHTEPHET CTPAHHUIIA:

1. uHpopMmalys 3a HAIMOHAIHOTO 3aKOHOJATEJCTBO, MNPUJIOKHMO 3a TpeAJaraHeTo Ha
JICKapCTBEHH MPOAYKTH 32 MPOAaKOa M0 MHTEPHET, BKIFOUUTETHO HHPOPMALIUs OTHOCHO (hakTa, 4ye MOraT
Jla CBUIECTBYBAT pa3iMuusl MEXIY JIbpXKABUTE€ WIEHKM [0 OTHOUIEHHE Ha KilacudukanusaTa Ha
JICKapCTBEHHUTE MPOIYKTH U HA YCIIOBUATA 32 JOCTaBSHETO HM;

2. uHpopMaIus OTHOCHO IIeJITa Ha OOIIOTO JIOTO;

3. CIUCBHK Ha JIMIATa, MpeJylaraiy JeKapcTBeHH NMPOIYKTH 3a Ipoax0a Mo MHTEPHET, KaKTo U
aJIpeCUTE Ha TEXHUTE UHTEPHET CTPAHUIIN;

4. (mm. - IB, 6p. 67 ot 2020 r.) obma uH(OpMaIKsi OTHOCHO PUCKOBETE, CBBHP3aHU C
JIEKapCTBEHH MPOAYKTH, TOCTaBSHU HA MOTPEOHUTENNTE Ype3 MHTEPHET B HapyIIeHHE Ha HapeadaTa mo Wil
234, an. 6.

(2) Wnrepner crpanunata Ha WAJI mo an. 1 e cBbp3aHa Cc HUHTEpHET CTpaHMIIATa Ha
EBporeiickara areHius 1o JekapcTBara.

Ui 2346. (Hos - 1B, 6p. 102 ot 2012 r., B cruta ot 02.01.2013 r.) U3mbaauTeIHaTa areHuust mo
JIeKapcTBaTa ydacTBa B IPOBEXAaHH oT EBponeiickata komucus u EBporielickara areHIus 1o JiekapcTBaTa
WH(OPMAIMOHHH KAMITAHUHA OTHOCHO OTIACHOCTTA OT (asuUITMPaHH JICKAPCTBEHU TPOIYKTH.

Yn. 235. (1) Pa3pemenuero 3a U3BbpIIBaHE HA THPTOBHUs Ha JPeOHO C JIEKAPCTBEHHU MPOIYKTH
o wi. 229, ain. 2 ce mpekparsBa ¢ MpeKpaTsIBaHe ACHHOCTTA Ha JuUaTta 1mno 4i. 222 u 225.

(2) (U3m. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) M3nbauutennusat aupexrop Ha MAJI
IIPEKpaTsABa pa3pelieHueTo 3a U3BbPUIBAHE HA THProBUs HAa JPEOHO C JIEKapCTBEHU POAYKTHU:

1. mo Mon0a Ha TUIETO, MOTYYHIIO pa3pelieHne 3a U3BbPIIBaHE HAa ThPrOBHsI Ha APEOHO;

2. KOrato ce YyCTaHOBM, Y€ PBKOBOJUTENAT Ha alTeKara HE OTroBaps Ha W3UCKBAaHUATA,
IIOCOYCHH B Wi 224 u 225.

(3) (U3m. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) B 14-1HeBeH cpok OT mpeKkpaTsiBaHe
Ha JieifHOCTTa 1o . | ymiara no wi. 222 u 225 nucmeHo yBeaomsiat MAJL

Un. 236. (1) Antekara He MOXxe Aa ObJe 3aTBOpeHa 3a moBede oT 30 AHM B paMKUTE Ha €]lHA
KaJIeHapHa rOJIMHA TOPaJX OTChCTBHE HA PHKOBOJIMUTEIS H.
(2) (Hom. - AB, 6p. 71 ot 2008 1., B cmna ot 12.08.2008 r., u3m. - 1B, 6p. 12 ot 2011 r., B cuna



or 08.02.2011 r., uam. - IB, 6p. 60 ot 2011 r., B cma ot 05.08.2011 r.) Korato pbpKOBOIUTENAT Ha
anTeKaTa He € B ChCTOSHME J1a M3ITBIHSABA 3abJDKEHUATA CH TIOPAIU TOJI3BaHE Ha OTIYCK NMPH BPEMEHHA
HETPYAOCIOCOOHOCT TOpaau OONECT, OPEMEHHOCT U pakJaHe WM OCHHOBSIBAHE U OTITyCK 3a OTTJICKIaHE Ha
MaJIko JieTe 1mo pena Ha Kojekca Ha Tpya, anTekaTa MOXe Jia pabOTH 32 CPOK HE TTOBEYE OT JIBE TOAMHHM IT0]T
PBHKOBOJICTBOTO Ha APYT MAarucThp-GhapMalieBT, CbOTBETHO TTOMOIIHUK-(PapMaIeBT, B CIy4auTe Mo 4ui. 225,
KOHTO OTroBaps Ha W3MUCKBaHUATA 1O Wi. 224. B Te3u ciydau ce u3JaBa pa3pelieHue OT H3IBIHUTEIHUS
nupektop Ha MAJL.
(3) Pa3pemenuero o an. 2 ce uzzana B cpok 710 30 aHu.

Yn. 237. Ilpu npekparsBaHe AEMHOCTTa Ha JIMLETO, MOIYYWIO pa3pellieHUE 3a OTKpPUBAHE Ha
anTeKa, JIEKapCTBEHUTE MPOYKTH MoraT Jia ObJaT NpoIaJieH! Ha JIHIa, OJIYYUIIU pa3pelieHne 3a ThproBus
Ha €JIpO C JIEKapCTBEHU IPOIYKTH.

Y. 238. (1) (U3m. - IB, 6p. 71 ot 2008 r., B cria ot 12.08.2008 r.) JIekapcTBeHU MPOITYKTH,
KOUTO c€ OTIycKat 0e3 JIeKapcKo Mpeanrcanne, MoTar Jja ce MpojaaBar B Aporepus. B aporepusita morar na
ce MpoJaBaT U NPOAYKTH U CTOKM ChC 3HAYEHHE 3a 3PaBETO Ha YOBEKA, ONpe/AeeHH B HapeadaTa Mo 4.
243, 1 MeTULIMHCKH U3JCIIH.

(2) (U3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) I[IpaBo na u3BbpIIBAT THPIOBUS HA
IpeOHO ¢ NeKapCTBEHH MPOAYKTH, KATO OTKPUBAT JPOTepusi, UMAT BCUUKH (PU3NUYECKU U IOPUAMYECKH JIHUIIA,
peructpupanu mo ThProBeKus 3aKOH, UK 110 3aKOHOIATEICTBOTO HA IbP)KaBa WICHKA.

(3) (U3m. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) PeroBOAMTENAT HA IpOorepus TpsiOBa
71a € MEJUIIMHCKY CTIeIUAINCT, KOUTO:

1. He e JUIIIEeH OT MPaBOTO Jla yNpaXkHsBa NpodecHsiTa Cu;

2. HE € OCHKIaH 3a MPECTHIUICHHS, CBBbP3aHU C YMNpaxKHsIBaHE Ha mpodecusTa My, 3a
MPECTHIUICHUS TPOTHB COOCTBEHOCTTa ¥ CTOMAHCTBOTO WM 33 YMHIUICHH TPECTHIUICHUS MPOTUB
JUYHOCTTA,

3. uMa Haii-MaJKo eHa FOIMHA CTaX IO CIEIUATHOCTTA.

Yn. 239. (1) (U3m. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) [porepuu ce oTkpuBar
cien peructpanus B cboTBeTHata P3U.

(2) (U3m. - ]IB, 6p. 60 ot 2011 1., B cmma ot 05.08.2011 r.) JIumara mo . 238, an. 2 mogaBar B
croTBeTHaTa P3U 3asBnenue 3a perucrpaius, KbM KOETO MPUIAraT CISAHUTE JOKYMEHTH:

I. (mam. - JIB, 6p. 60 or 2011 r., B cuma ot 05.08.2011 r.) nmanmHm 3a EnunaMuS
UACHTU(HUKAIIMOHEH KOJ Ha ThProBella WM KoomeparusaTa OT ThProBCKUS PErHCTHp, a 3a IPYKEeCTBaTa,
pPETHCTPHUPAHU B AbpiKaBa - WICHKa Ha EBpoIelickusi Chr03, WK B JbpkaBa - crpana 1mo CropasyMeHHeTo 3a
EBpomneickoTo MKOHOMHUYECKO MPOCTPAHCTBO - JOKYMEHT 3a aKTyallHa PETHCTpalus MO HAIMOHAIHOTO
3aKOHOJIaTEJICTBO, U3/1a/ICH OT KOMIIETEHTEH OpraH Ha ChOTBETHATa JIbp)KaBa Ha Jiniara ro wi. 238, an. 1;

2. (mom. - IB, 6p. 103 ot 2017 r., B cmma ot 01.01.2018 r.) moxymeHT 3a oOpa3oBaHHE U
CBUJICTEIICTBO 32 CHIUMOCT Ha JIMIIETO, OMPEIEICHO 32 PHKOBOJUTEN HAa JAPOTEPUATA, aKO HE € OBITrapcKu
IpaX}JIaHUH;

3. MEAMIIMHCKO CBUETENICTBO HA JIMIIETO MO T. 2;

4. (ot™. - [IB, 6p. 60 ot 2011 r., B cmta ot 05.08.2011 r.)

5. (m3m. - JIB, 6p. 98 oT 2010 ., B cruta ot 01.01.2011 1., ot™. - JIB, 6p. 60 ot 2011 r., B cuna
ot 05.08.2011 1.)

6. IOKYMEHT 3a IJIaTeHa JIbp)KaBHA Takca B pa3Mep, olpeiesicH B Taprdara mo wi. 21, ai. 2.

(3) (Homa - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) B 14-1HeBeH CpOK OT MOCTHIIBAHE



Ha 3asBieHHeTo 1o ai. 2 P3U u3BbpiiBa npoBepka OTHOCHO CIIa3BaHE M3UCKBAHMITA HA HapeadaTa Mo 4.
243. B cimyuyauTe, KOraTo ce yCTaHOBH, Y€ HE ca CIa3eHU M3MCKBAaHMS Ha HapenaOata mo wi. 243, B 7-1HEBEH
CPOK OT U3BBpIIIBaHe HA MpoBepkata P3V naBa mpeanucanus U Ompesels CPOK 32 OTCTPAHSBAHETO UM.

(4) (Homa - [IB, 6p. 60 ot 2011 1., B cruta ot 05.08.2011 r.) B 14-nHeBeH cpok OT MOCTHIIBaHE
Ha 3aABIIEHUETO W JOKYMEHTUTe Mo ain. 2 naupektopbT Ha P3UW yBemomsiBa MUCMEHO JHIETO 3a
KOHCTAaTUPAHUTE HEITBIHOTH B TSAX U OMPEIENIsi CPOK 32 OTCTPAHSABAHETO UM.

(5) (Hosa - JIB, Op. 60 ot 2011 1., B cuna ot 05.08.2011 r.) 3a mojgaBaHe Ha 3asBJICHHE 3a
perucTpanys Ha IporepHs WX 3a M3BbpIIBaHE HA MpoMsiHa 1o 4. 242 cwroTBeTHata P3U cpbupa takcu B
pasmep, onpeneseH ¢ Tapudara mo wi. 21, an. 2.

(6) (Hosa - JIB, 6p. 103 ot 2017 r., B cuna ot 01.01.2018 r., uam. - IB, 6p. 67 ot 2020 r.)
Pernonannara 3apaBHAa HWHCIEKIUS YCTaHOBSIBA CIY)KEOHO 0OCTOSATENCTBATA OTHOCHO CHIMMOCTTa Ha
JUIETO 1O al. 2, T. 2, KOraTo € ObJIrapCKy rpaXk IaHHH.

Y. 240. (U3m. - JIB, 6p. 60 ot 2011 1., B cuma ot 05.08.2011 r.) (1) B 14-mHeBeH cpok oT
U3BBpIIBaHE Ha IpoBepkara 1o wi. 239, an. 3 uiaM oT OTCTpaHsBaHE Ha HEN'BIHOTUTE IO wi. 239, an. 4
mupexTopbT Ha P3U u3gaBa ymocroBepeHne 3a pEerucTpalis Ha IpOTrepHs WK NPaBU MOTHBHPAH OTKa3 3a
U3JIaBaHETO MY.

(2) (Hosa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) dupexropsT Ha P31 MmoTtuBHpano
0TKa3Ba U3[JaBAaHETO HAa YJOCTOBEPEHUE 3a PETUCTPALIUA Ha JIULETO 1Mo ui. 238, an. 2, KoraTo:

1. He e mpecTaBeH HAKOM OT IOKYMEHTHUTE 10 wi. 239, an. 2;

2. B cpoka 1o wi. 239, ain. 4 3asiBUTEIAT HE € OTCTPAHWI KOHCTATUPAHUTE HEMIBIHOTH.

(3) (HoBa - B, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) Korato B cpoka mo amr. 1
mapekTopbT Ha P3UM He e wm3ganm ymocToBepeHHE 3a PEeTHCTpalus Ha JpOrepHsi WIM HE € HalpaBuil
MOTHBHpAH 0TKa3, c€ MpHeMa, 4e € HAIHIIE MBJIYAIUBO ChIJIacHe.

(4) (Homa - [IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) B ciywaure mo ain. 3 3asBUTENSAT
MOJK€ J1a 3aII0YHE U3BBHPILBAHE HA 3aABEHUTE ACHHOCTH MpU cIa3BaHe Ha 4il. 29 oT 3aKoHa 3a OrpaHUYaBaHe
aJIMMHHUCTPATUBHOTO PETYJIMPAHE U aIMUHUCTPATUBHUS KOHTPOII BHPXY CTOMAHCKaTa JIEHHOCT.

(5) (IIpegumna an. 2 - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) OTKa3bT Ha AUPEKTOpPA
Ha P3U no an. 1 noanexxu Ha oOxanBaHe 1o pesia Ha AJAMUHUCTPATUBHONPOLIECYATTHHSI KOAEKC.

Y. 240a. (Hos - JIB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) (1) JupekTtopbT Ha
cpoTBeTHaTa P3U npekpatsiBa chC 3am0BE]] pErUCTpaLUsATa Ha JPOrepus:

1. o Mos0a Ha AMLETO, MOIY4YHIIO YIOCTOBEPEHHE 3a PErHCTPALUs Ha APOTepus;

2. c mpeKpaTsBaHe JEHHOCTTA Ha JIMLIETO Mo Wi. 238, ai. 2, 32 KOETO TO yBEJAOMsIBa ChOTBETHATA
P3U.

(2) B 14-nHeBeH cpok OT MpeKkparsBaHe Ha JAeHHOoCTTa no ai. 1, T. 2 nunero no wi. 238, an. 2
IIMCMEHO yBeaoMsiBa cboTBeTHaTa P3U.

Un. 241. (1) (U3m. - IIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) B crorBeTHaTa P3U ce
BOJIM PETHCTHP Ha U3JAJICHUTE yIOCTOBEPEHHS 32 PETUCTPAIIHS Ha IPOTEPHS, KOWUTO ChABPIKA!
1. HOMep U J1aTa Ha U31aJICHOTO YIOCTOBEPEHNUE;
. CeJIaJIMIIE U aJIpec Ha JIUIIETO, MOIYYHIIO YIOCTOBEPEHHUE 3a PETUCTPAIIHS Ha IPOTEPHS,;
. UMe, JIMYHH JJAHHU U aJJpec Ha PbKOBOJIUTEIS HA APOTEPUSITA,;
. QJIpec Ha IPOTepHsITa;
. JIaTa Ha TIpeKpaTsIBaHe HA PETUCTPAIIMITa U OCHOBAaHUETO 32 TOBA,
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. 3a0€JIe)KKH 10 BIIUCAHUTE 0OCTOATEIICTBA.



(2) (M3m. - AB, 6p. 60 ot 2011 1., B cua ot 05.08.2011 r.) JlaHHU OT perucThpa ce myOIuKyBat
Ha cTpaHMIaTa Ha choTBeTHaTa P3U B mHTEpHET.

Yn. 241a. (Hos - /1B, Op. 60 ot 2011 r., B cuna ot 05.08.2011 r.) HaumonanHusT peructsp Ha
U33JICHUTE YOCTOBEPEHHS 32 pETUCTpaLus Ha Iporepus 1o wi. 19a, an. 3 ceappxa:
1. HaumeHoBaHUe Ha choTBeTHaTa P3U, n3nana y1ocToBEpeHHETO 3a pEeTUCTPaLys;
. HOMEp U J1aTa Ha U3JaJICHOTO Y0CTOBEPEHHUE;
. CeJJAJIUIIE U aJIPeC Ha JIUIIETO, MOJIyYHIO YJOCTOBEPEHHE 3a PETHCTPALMsI Ha JPOrepus;
. IM€ Ha PHKOBOJUTENS HA IPOTEPUSITA;
. 4JIpec Ha IpOrepusTa;

AN N AW

. JlaTa Ha MPEKpaTABaHC Ha pErucTtpanruiaTa 1 OCHOBAHUCTO 3a TOBA.

Ui 242. Ilpu mpoMsiHa Ha aJpeca Ha APOrepHsTa WIM Ha PHKOBOAMTENS JIULETO, MOIYyYUIIO
YJIOCTOBEPEHHE 32 OTKPUBAHETO M, [10JIaBa 3asBJICHHUE 0 peaa Ha wi. 239, an. 2 u CBbpP3aHUTE C MPOMSIHATA
JOKYMEHTH.

Un. 243. YcnoBusATa ¥ peIbT 32 OpraHu3anys Ha paboTa B Jporepusra ce onpeaessiT B Hapeaoa
Ha MUHHUCTBHpPA Ha 3/IpaBeoIa3BaHeTo.

I'naBa eqxuHagecera.
PEKJIAMA HA JIEKAPCTBEHUTE IPOAYKTU

Ui 244. (1) Pexnama Ha neKkapcTBEHU NMPOJIYKTH € Beska popma Ha MHOpMaIMsl, IPeACTaBsIHE,
IIPOMOLIUS MM MPEUIOKEHUs ¢ 1] Jja ce CTUMYJMpa IMpelnucBaHeTo, Mpojaxbara win ynorpebara Ha
JIEKapCTBEHMSI IPOJIYKT U BKJIIOYBA:

1. pexnama, npeaHa3HaYeHa 3a HACEIEHUETO;
. peKiIaMa, npeJHa3HaYeHa 3a MEAULMHCKUTE CIIELUATNCTH;
. IOCEILIEHNE Ha MEJUIIMHCKU ThPTOBCKU MPEICTABUTENN TPU METUIIMTHCKYU CIIELIUATNCTH;
. IPEIOCTaBsIHE HA MOCTPH OT JIEKapCTBEHU NIPOAYKTH;
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. CITIOHCOPCTBO HAa MPOMOLMOHAIHN CPCUIM U HAYUYHU KOHI'PCCH, MOCCUIaBaAHU OT MCIAUIIMHCKHU
CTICIIMAIACTH, BKJIFOUUTEITHO U IMOEMAaHETO Ha TEXHUTE PA3HOCKH IO ITBTYBAHETO W MPECTOS B ChOTBETHATA
IBbpKaBa, B KOATO CE MPOBEKIA MEPOIIPHUSITUETO.

(2) He mpencrapiisiBa pexiama Ha JIEKapCTBEHH MPOIYKTH:

1. TeKCT BBbpPXYy BTOPHUYHATA OMAKOBKAa U B JINCTOBKATa, KOWTO € OJ00peH B MpoleaypaTa Mo
paspemiaBane 3a ymnorpeoa;

2. KOPEeCMOHJEHIUS MO TMOBOJ CHEeHU(HUUEH BBIPOC WIM MPOoOIeMaTHKa, CBBP3aHU C JaneH
JICKapPCTBEH MPOYKT;

3. nHpOpMAaITMOHHY CHOOIICHUS ¥ yKa3aHHUsI OTHOCHO TIPOMEHU B OMAKOBKATa, PEAYIPEKICHUS
3a HEeXKeNaHW JICKAPCTBEHHM PEAKIIMH KaTo 4acT OT OOIIMTEe MEPKH 3a OE30MacHOCTTa Ha JICKapCTBEHHUS
MPOAYKT, THPTOBCKH KaTaJO3H M [IEHOBH JIMCTH, IIPU yCJIOBHE Y€ HE BKIIOYBAT JJAHHH C PEKJIAMEH XapaKTep
10 OTHOIIICHHE Ha JIEKapCTBEHUS MPOIYKT;

4. M3SBIICHUS, OTHACSIIM CE JIO 3/[PABETO HA YOBEKA WIJIHM 3a00JISIBAHUS, KOTATO T JUPEKTHO WIIN
WHIMPEKTHO HE HACOYBAT KbM JICUCHHE, TPOPHIAKTUKA WU TUATHOCTUKA C JICKAPCTBEHH MTPOIYKTH;

5. mpoBexaaHuTe 0T MUHHUCTEPCTBOTO Ha 3[[PABEOIA3BAHETO KaMIIAHWUU 110 BaKCHHHpAHE Ha
HACEJICHHETO, KOTaTO CBBP3aHUTE C TSAX MAaTEPHUAH HE ChABPKAT TAaHHH 32 KOHKPETECH JICKapCTBEH MPOAYKT.



Ui 245. (1) IlpurexxaTensaT Ha pa3penieHUETO 3a yrnoTpeda € JUThKEH J1a Ch3/1a/ie HAyYHO 3BEHO
3a pa3npocTpaHeHUEe Ha MHQPOpPMAIHS 3a JEKAPCTBEHHUTE MPOAYKTH, 32 KOUTO € MOIYYHII pa3pelieHue 3a
ynoTpeba Mo pesia Ha TO3H 3aKOH.

(2) TlpuTexarensT Ha pa3pelIeHUETO 3a yIoTpeda € ITbKEH /1a:

1. rapanTHpa, 4e pexiaMaTa Ha JEKapCTBEHHUs MPOIYKT € MpeAcTaBeHa Ha HACEJICHUETO MU Ha
MEIUIMHCKUTE CHEIMATNCTH BbB BUJ, CHOTBETCTBAI HA U3MCKBAHUATA HA Ta3M IJIaBa, 1 B CbOTBETCTBUE C
W3/1aJICHOTO paspenieHue 3a pexiama ot MAJI;

2. pasmnosiara ¢ JaHHU U MaTepHay OT BCUUKH pEeKJIaMHU KaMIIaHUU, IPEIPUETH B paMKUTE Ha
HEeroBara JEeWHOCT, BKIIOYUTEIHO ¢ MHQpOpMAIU 3a TPYNUTe, 32 KOUTO peKiiaMaTta € MpeaHa3HadyeHa, 3a
Ha4YWHA Ha OCBHLUICCTBABAHETO I>I, KaKTO 1 3a JaTaTa Ha CTapTHPAHC Ha PCKIIaMHATa KaMIIaHHs;

3. rapanTHpa 00y4eHHUETO HA MEAULIUHCKUTE ThPTOBCKHU MPEACTaBUTEIH;

4. U30BIHABA TOYHO U B OIMPCACIICHUS CPOK YKa3aHUATA HAa JIBXKXHOCTHUTC JIMIA 110 KOHTPOJIA
Ha pekJiamara.

(3) MeauuMHCKUTE THPTOBCKU MPEACTaBUTENN TPsiOBa Ja JOKJIa(BaT HA HAYYHUTE 3BEHA IO all.
1 Bcska wH(popManus 3a ymorpebara Ha JICKAPCTBCHHTE TMPOJYKTH, KOWTO PEKIAMHPAT, OCOOCHO TIO
OTHOIIIEHHE Ha WHopMaIusaTa 3a HEXKENaHU JIGKAPCTBEHU pEAKIMH, CHOOIIEHHM UM OT MEIULUHCKUTE
CTICTIUAJIACTH.

Ui 245a. (Hos - IB, 6p. 71 ot 2008 r., B cua ot 12.08.2008 r.) [Jomycka ce pekiama camo Ha
JICKapCTBEHH MPOAYKTH, 32 KOUTO € U3JIaJICHO pa3pelIeHue 3a yrnorpeda 1mo pena Ha TO3H 3aKOH.

UYn. 246. (1) CeabpxaHMeTO Ha pekiiaMaTta TpsiOBa J1a ChOTBETCTBA HA JIAHHUTE OT 0J00peHaTa
MIPH pa3peliaBaHeTo 3a ynorpeda KpaTka XapaKTepUCTHKa Ha JIEKapCTBEHHs MPOIYKT U Ja MPEACTaBs camo
MIOCOYEHHUTE NPU pa3perIaBaHeTo 3a ynoTpeda MmoKa3zaHus.

(2) Pexynamata Ha JekapCTBEHHs MPOIYKT TpsiOBa Ja HacoyBa caMO KbM IMpaBUIHATA MYy
ynotpeba, KaTo IpeicTaBs OOCKTHUBHO TEPAIEeBTUYHUTE IOKA3aHUs Ha JIGKAPCTBEHUS MPOIYKT, 0e3 1a
npeyBeinvdaBa Bb3AMOKHOCTUTE 3a JICUCHUC, HpO(i)I/IJ'IaKTI/IKa WM TUarHoCTUKa C JICKapCTBCHUA IMPOOAYKT.

(3) Pexnamara He TpsOBa /1a ChbpKa NOJABEXIAIA HH(DOpMAITHSL.

(4) (Homa - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) PexnamaTta He MOXe Ja ChIbpika
MpeIoKEHNe U/UTu O0eIllaHre 3a MoIapbK W/UIK Apyra UMYIIECTBeHa UM HEUMYIIeCTBeHa obJara.

(5) (Homa - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) MenUIMHCKHA CHECIMATUCT WIIH
JUIe, IPEACTABSIIO CE 32 MEAUIIMHCKH CIIELUAINCT, HE MOKE Jia U3BBPILBA MPsKa WM KOCBEHA peKjama Ha
JICKApCTBCHU IIPOAYKTH B IICHATHUTC I/I/ HJIK B CIICKTPOHHUTC MCANU, KAKTO U B UHTCPHCT.

Yn. 247. Tlpen HaceJICHUETO ce JOIMycKa pekjamMa caMo Ha JIEKaPCTBEHH MPOIYKTH, KOUTO Ce
OTIyCcKaT 0e3 JIEKapCKO MpeIIucaHue.

Ui 248. (dom. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) M3BbH ciayyaute mo wi. 247 ce
JOMyCKAaT PEKJIaMHH KaMITaHWU TI0 BAaKCHHUpPAHE, TPOBEXKIAHW OT IPHUTEKATEIUTE Ha pas3pelicHHe 3a

ynotpeba, Mpu cra3BaHe M3UCKBAHUATA HA WI. 251 U MpuU YCIOBHS U TO Pell, ONMpeeieHd B Hapeadara mo
1. 249,

Ui, 248a. (Hos - IB, 6p. 71 or 2008 r., B cuna ot 12.08.2008 r.) 3abpaHsiBa ce pekiamara B
MHTEPHET Ha JICKAPCTBEHM IPOJIYKTH, KOMTO C€ OTITYCKAaT IO JEKApCKO MPEIIHCaHue, ¢ M3KIIOUCHHE Ha



pEeKIaMHM KaMIIaHUU 0 BAaKCHHUPAHE, M3BBPIIBAHU MO pena Ha wi. 248 u 0J00peHH OT KOMIIETEHTHHUTE
OpraHH.

Ui, 249. M3uckBanusTa KbM peKJiaMaTa Ha JICKAPCTBEHUTE MPOIYKTH CE€ ONMPEACNAT ¢ Hapeaoa
Ha MUHUCTBHpPA Ha 37paBEOINA3BAHETO.

Un. 250. 3asgBneHue 3a pas3pellaBaHe Ha peKjaMa Ha JICKApCTBEH MPOJIYKT C€ MojaBa OT
MIPUTEKATEIIS Ha Pa3pelICHUETO 3a YIIOTpeda Ha JIEKapCTBEHUS MTPOIYKT WU YIIBIHOMOIIEHO OT HETO JIHIIE.

Un. 251. (1) 3a paszpemaBane Ha pexinamara aunero no wi. 250 nogasa B MAJI 3asBieHue mno
oOpaselr, 0100peH OT U3MBIHUTEITHUS JUPEKTOP HA areHIIUATA, PUIPYKEHO OT:

1. mpoeKT Ha pekjiamaTa;

2. HOTapHAaJHO 3aBEPEHO MIBJIIHOMOIITHO OT MPHUTEXKATEIS Ha pa3pelIeHrueTo 3a ynorpeda, Koraro
3asIBJIGHUETO C€ M0JIaBa OT JPYTO JIULIE;

3. nmUTEepaTypHUTE W3TOYHHIIM HA U3IMOJI3BAHUTE IUTATH, TAONMMIM WA JPYTH MaTepuai,
KOraTo UMa TaKWBa;

4. TOKYMEHT 3a IJIaTeHa Takca B pa3Mep, olnpeiesieH B Tapudara mo ui. 21, an. 2.

(2) IlpoekTuTe 3a pekinama o ai. 1, T. 1 TpsOBa ma ca sicHH, ¢ pa30MpaeM TEKCT, B CIydauTe,
KOTraTo MMa TaKbB, U /1a JaBaT Bb3MOKHOCT 3a OICHSIBAHE HA BCUYKUTE U €IEMEHTH - TEKCT U UIIOCTPALIUU.

(3) Kpm MAJI ce cp3naBa ExcriepTeH cpBeT 10 pekinamara. B cbcTaBa My ce BKJIHOUBAT JIEKApHU U
CHEIUATUCTH C TMPAKTHUYECKH OMUT B oOJiacTTa Ha peknamata. V3mbiaautenHusr gupexktop Ha HMAJI
onpeJens ChbC 3aMoBe]l ChCTaBa Ha ChBETA, KbM KOMTO C€ BKJIIOUBAT IO €IMH IpeacraBuTen Ha Komucusita
mo mpodecroHanHa eTtuka Ha bbarapckus jgexkapcku cbro3, Ha bbiarapckus 3p00JEKapCcKH ChIO3 M HA
bearapckus QgapmaiieBTU4YeH CbhI03, pa3Mepa Ha BB3HATPAKICHHETO Ha YJICHOBETE MY M YTBBP)KIaBa
MpaBUJIHUK 32 YCJIOBHUSITA U pena 3a paborata My. B chcTaBa Ha cbBeTa Morar jaa ObJaT BKJIIOYEHU U
MPE/ICTAaBUTENN HA MAIIMEHTCKUTE OpTaHU3aI1H.

(4) CbBeThT 1O aJl. 3 U3TOTBA EKCIIEPTH3a M0 MPOEKTA HA peKJiaMaTa ¥ MOArOTBsI CTAHOBHUILE JI0
M3NBJIHATENHUSA qupekTop Ha MAJL

(5) Ilpu ycraHoBsBaHEe Ha HECHOTBETCTBHUS Ha pPEeKJIaMara ¢ U3UCKBAHHATA HA TO3U 3aKOH B 7-
JTHEBEH CpPOK OT JaTaTa Ha MojaBaHe Ha 3asaBieHuero mo an. 1 MAJl naBa nmcmeHd yka3zaHusl 3a
OTCTpaHSIBAaHETO UM B €IHOMECEUEH CPOK OT Jarara Ha yBenomiieHHeTo. CpoKbT 3a MPOU3HACSIHE CIUpa J1a
Teue 3a Mepuo/ia OT JICHs Ha YBEIOMSIBAHETO JIO OTCTPAHsIBaHE HA HECHOTBETCTBUATA.

(6) B crmydail ye 3asgBUTENAT HE W3IBIHU yKa3aHUsATA B €IHOMECEYCH CPOK OT jJaTaTa Ha
YBEJOMSIBAHETO 10 ajl. 5, MpolLielyparTa Mo pa3peliaBaHeTo ce MPeKpaTsBa.

Yn. 252. (1) B enHomecedeH Cpok OT MpeACTaBsHE HAa JOKyMeHTanusTa mo wi. 251, an. 1 b3
OCHOBa Ha CTAaHOBHIIETO MO 4wi. 251, an. 4 w3nbanutenuusar aupekrop Ha MAJI paspemasa cbe 3amoBen
peksamara WM paBu MOTHBHUpPAH OTKa3, 32 KOETO YBEIOMSsBA MPUTEKATENSI Ha Pa3pelIeHUETOo 3a ynoTpeoda.

(2) (Homa - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) Korato B cpoka mo ai. 1
M3MBIHUTETHUAT aupektop Ha MAJl He paspemn cbe 3amoBell pekiamara WM HE HanpaBU MOTHUBUpPAH
OTKa3, CE MPUEMA, Y€ € HAJUIE MBIYaJIMBO ChIVIACHE C MPOEKTAa Ha pekjama mo wi. 251, an. 1, 1. 1 u T4
MO3Ke Ja Ob/ie pa3npoCTpaHsIBaHa.

(3) (Ilpepumna an. 2 - JAB, 6p. 60 or 2011 r., B cuna ot 05.08.2011 r.) Otka3pT Ha
M3ITBIHUTEITHUS TUPEKTOP MOJUIEKU Ha 00KajIBaHe MO pesla Ha AJIMUHUCTPAaTUBHOIPOLECYaTHHSI KOJIEKC.

Un. 253. (1) U3naneHoro paspelieHne Ha pekiamara no wi. 252, an. 1 ce oTHacs 3a KOHKpETEH



JIEKapCTBEH MPOAYKT B paMKUTE HA CPOKa Ha BAIMAHOCT Ha Pa3pelICHUETO My 3a yrmoTpeoa.

(2) Korato ca w3BBPIICHH NMPOMEHHU B Pa3pEIICHUETO 3a yMoTpeda Ha JIEKApCTBEH MPOAYKT,
KOUTO BOJST JIO MIPOMEHHU B paspelieHa pekiiaMa Ha TO3U MPOAYKT, MPUTEKATENSAT Ha Pa3pelieHUueTo 3a
ynoTtpeba nonasa B MMAJI 3asBrieHue 3a mpomsiHa.

Ui 254. Ilpu npomsiHa Ha pa3pelieHara pekiiaMa JuieTo no wi. 250 nogasa 3asBieHUE 0 pesa
Ha w1 251.

Un. 254a. (Hos - 1B, 6p. 60 or 2011 r.,, B cuma or 05.08.2011 r.) (1) Peknamara,
MpeHa3HaYeHa 32 MEIMIIMHCKUTE CTIICIIMATUCTH, HE Ce pa3pelaBa mo peaa Ha wi. 250 - 252,

(2) Pexmamara mo an. 1 ce pasmpocTpaHsiBa cjiej mojaBaHe Ha yBenomsieHue a0 MAJL, kbem
KOETO ce Mpuiiara MpoeKT Ha pekiiamara, W IpU Clla3BaHe M3MCKBAHMATA HA Ta3W IJlaBa U Ha Hapendara Io
1. 249.

Yn. 255. (1) 3abpansiBa ce pa3npOCTPAHEHHUETO HA MOCTPU Ha JICKApPCTBEHH NPOIYKTH,
CHhABPKAIIN HAPKOTUYHHU BEIIECTBA IO CMUCHJIA Ha 3aKOHA 3a KOHTPOJ BHPXY HAPKOTUIHHUTE BEIIECTBA U
MIPEKYPCOPUTE.

(2) 3abpansiBa ce OUPEKTHOTO MPEAOCTABSIHE HAa MOCTPU Ha JIEKAPCTBEHH MPOAYKTH OT
MEIMIIMHCKUTE ThPTOBCKH MPEICTABUTENH 10 Wi. 244, ain. 1, T. 3 Ha HaceJIeHUETO.

Uin. 256. MocTpu OT JI€KapCTBEHU MPOIYKTH CE€ MPEIOCTABIT HAa MEAUIIMHCKY CIEIUATUCTH MPHU
YCIIOBHS U TI0 pejl, ONpeJiesieH B Hapenoarta mo ui. 249.

Un. 257. (1) MeauuuHCKUTE THPrOBCKU MpeAcTaBUTENH o ui. 244, an. 1, T. 3 TpsOBa na ca
MpeMUHAIN OOyYEHHs, OpPraHU3WpaHU OT MPUTEkKATEIs Ha Pa3pelICHUETO 3a yMoTpeda, KOWTO THU €
Ha3HA4YWI, JIa MPUTEXaBaT HAYYHHU MMO3HAHUS M J]a MOTAT Jia MPEIOCTaBAT TOYHA U BB3MOXKHO Hal-IIbJIHA
nH(pOpMAaIIUs 32 JEKAPCTBEHUS MTPOIYKT, KOUTO MPEICTaBSAT.

(2) ITo Bpeme Ha BCSKO MOCEUIEHHE MEIWLUHCKUTE TBHPTOBCKU MpPEICTaBUTENM TpsAOBa Aa
pasnojarar ¢ KparkaTa XapakTepUCTUKA Ha MPOAYKTa U C JaHHU 3a LICHUTE Ha JIEKAPCTBEHMSI MPOAYKT U 3a
YCJIOBHSTA 32 3aIUIAlIAaHETO MY U Jla T MPEAOCTaBST MPU MTOUCKBAHE.

(3) Ilpm mpexncraBsHe Ha JIGKQPCTBEHH MPOIYKTH TMPEJ METUIIUMHCKH CHEIUATUCTH
MEJIUIMHCKUTE THPTOBCKU MPEACTABUTEIN HE MOraT Jia Mmpejarat mojJapbld U JApyra UMYIIECTBEHA U
HEeUMYIIIECTBEHa obiara.

I'naBa nBanajgecera.
PEI'YJIMPAHE HA HEHUTE HA JIEKAPCTBEHUTE ITPOAYKTH (3AT'JI. U3M. - IB,
BbP.102 OT 2012 T.)

Paspea I.
HanumonajieH cbBeT 10 IeHU M peuMOypcHpaHe Ha jJekapcrBeHuTe npoaykru (Hos - 1B, Op.
102 o1 2012 1., B cna1a ot 21.12.2012 1)

Yn. 258. (U3m. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1., u3m. - 1B, 6p. 102 ot 2012 1,



B cwia ot 21.12.2012 r.) (1) (U3m. - [IB, 6p. 43 ot 2016 r.) KbM MUHUCTBpPa Ha 3[paBEOIA3BAHETO CE
cp3aaBa HarponasneH cbhBeT 1o EHW U penMOypCHpaHe Ha JIGKapPCTBEHNUTE MPOAYKTH, HApU4aH MO-HATaTHhK
"cpera". CBHBETHT € IOPUAMYECKO JIMIE Ha OIO/KETHA H3APHKKA - BTOPOCTENEHEH pPa3MopeauTen ¢
oromket. Toil e che cTaTyT Ha AbprkaBHA KoMucus cbe ceganuuie rp. Codus.

(2) [HeitHocTTa Ha cbBeTa ce (UHAHCHUpAa OT JbpKaBHUA OmOMKET upe3 OlopkeTa Ha
MUHHCTEPCTBOTO HA 37APaBEOIIA3BAHETO.

(3) CbBeThT € KoJernaieH OpraH M ce ChbCTOM OT MPEACEAaTeN U IIeCTHMa YWICHOBE, OT KOUTO
TpUMa ca JIeKapu WIN Maructbp-hapMaieBTH, JBamMa IOPUCTU U JIBaMa MKOHOMMCTH, BCHYKH ChC CTaX IO
CIIEIIMATHOCTTAa HE MO-Malko OT 5 roauHH. llpencemartensit m wieHOBeTe Ha CbBeTa ce M30MpaTr U
0CBOOOXKaBaT ¢ pereHrne Ha MUHHCTEPCKUS ChBET MO MPEUIOKEHNEe Ha MUHUCTBPA Ha 3/[PaBEONa3BaHETO.
[IpencenatensT ppKOBOAN AEHHOCTTA HA ChBETA U TO TPE/ICTABIISBA.

(4) YnenoBere Ha ChBeTa HE MOTAaT J1a 3a€Mat JIBKHOCT WX Ja U3BBPIIBAT ACHHOCT 10 4. 19,
as. 6 oT 3aKoHa 3a aIMUHUCTPALIUATA.

(5) HeitHocTTa Ha CHBETA Ce MOATIOMAara OT aJMHHHUCTPALUS, YHATO CTPYKTYpa M OpraHU3amus
Ha paboTa ce onpeAesaT ¢ yCTPOHCTBEH NPAaBUIIHUK, IPUET OT MUHHUCTEPCKUS ChBET.

UYn. 259. (U3m. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1., u3m. - IB, 6p. 102 ot 2012 1,
B cuwia ot 21.12.2012 r.) (1) CeBeTsT:

1. yTBBpKIaBa, OTKa3Ba Ja yTBbPAM, U3MEHS WM 3aIM4YaBa [[eHa Ha JIEKapCTBEHU MPOIYKTH IO
y. 261a, an. 1;

2. yTBBpKJaBa, OTKa3Ba J1a YTBBPAM, U3MEHS WM 3ajMyaBa Mpe/esiHa I[eHa Ha JIEKapCTBEHU
IIPOAYKTH 10 4. 261a, an. 2;

3. peructpupa, OTKa3zBa Jla pErucTpupa, MU3MEHs WM 3ajMyaBa LIEHU Ha JIEKapCTBEHUTE
MPOJYKTH, OTITyCKaHU Oe3 JIeKapcKo Mpenucanue mo wi. 261a, an. 3;

4. (m3m. - [IB, 6p. 48 ot 2015 r., m3m. - JIB, 6p. 102 ot 2018 1., B cuma ot 01.01.2019 r., u3m. u
nor. - JIB, Op. 64 ot 2019 1., u3m. u gom. - JIB, 6p. 67 ot 2020 r.) npuema, OTMEHs WK U3MeHs (papmako-
TEparneBTHYHU PHKOBOJICTBA, KOUTO BKIFOUBAT KPUTEPHH 32 OLIEHKA Ha pe3yliTaTa OT MpujlaraHata Teparus
U QITOPUTMHU 32 JICYEHHUE C JIEKAPCTBEHH NMPOJYKTH, CJIeJ] CTAHOBUIIIE HA CHOTBETHUS €KCIIEPTEH CHBET IO
MEIULUHCKA CHEIMATHOCT WM MEIUIMHCKA AeHHOCT 1o wi. 6a, ain. 1, T. 1 oT 3akoHa 3a 37paBeTo, KaTo B
ciydyail ye B 30-IHEBEH CpPOK OT MOJYy4YaBaHETO HA HMCKAHETO HE IMOCTHIM CTAHOBMILE OT CHOTBETHUS
EKCIIEPTeH CBHBET, CHBETHT YTBBPKIABa, OTMEHS WM H3MEHs (apMaKko-TepareBTUYHUTE PHKOBOJCTBA.
dapMako-TepaneBTUIHUTE PHKOBOJCTBA C€ IpUEMAT ¢ HapeaOu u ce 0OHapoaBar B "/[bpkaBeH BECTHHK ",

5. BKIJIIOYBA, MPOMEHS WJIM M3KIIOYBA JIEKApCTBEHU MPOAYKTH OT [lo3UTHBHUS JeKapCTBEH
CIHCBHK;

6. (HoBa - JIB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) u3BbpIIBa OLEHKA HA 3J[paBHUTE
TEXHOJIOTUH Ha JIEKAPCTBEHU NMPOIYKTHU;

7. (mpenumina T. 6 - JIB, 6p. 102 ot 2018 ., B cma ot 01.01.2019 1.) mogabpika U akTyanusupa
[To3uTUBHUS EKapCTBEH CIUCHK;

8. (moBa - /IB, Op. 48 ot 2015 r., npexumHa 1. 7 - JIB, 6p. 102 ot 2018 r., B cuma ot 01.01.2019
I.) HOAIbPkKA PeUMOYpPCHUS CTAaTyC Ha JIEKApPCTBEHUTE MPOAYKTHU Ha BCEKH TPU TOAMHH OT BKJIFOUYBAHETO UM
B [103UTHBHUS IEKapCTBEH CIUCHK;

9. (noBa - JIB, 6p. 48 ot 2015 r., npenumna T. 8, usm. - JIB, 6p. 102 ot 2018 r., B cuna ot
01.01.2019 r.) oka3Ba chaelCTBUE IIPU JOTOBAPSHETO HA OTCTHIIKH B ciiydauTe 1o wi. 45, an. 10, 13 u 21 ot
3akoHa 3a 3/IpaBHOTO OCHUTYpsIBAHE 3a JIEKApCTBEHU IPOJIYKTH, 32 KOWUTO ca MOJAJCHM 3asBICHUS 32
BKJItOUBaHE B [103UTHBHUS JIEKAPCTBEH CIHCHK;

10. (moBa - /1B, 6p. 102 ot 2018 r., B cuma ot 01.01.2019 r.) ompenens iekapcTBEHUTE
MIPOJYKTH, 32 KOUTO Ce Mpociie/siBa €peKThT OT TEPANUITa, CPOKBT, KAKTO U JIeUeOHUTE 3aBe/IEHUS, B KOUTO



Ce U3BBPIIBA, IPH YCIOBUS, 110 PE U KPUTEPUH, OTIPEICTICHU B HapeadaTa mo 4wi. 261a, an. 5;

11. (moBa - JIB, Op. 102 ot 2018 r., B cuna ot 01.01.2019 r.) u3BbpiBa nHPOpPMAIIMOHHA,
u3JaTeracka M M3CJIe0BaTEICKO-Hay4yHa JEHHOCT, CBbp3aHa C I[€HOOOpa3yBaHETO, peUMOYpCHpPAHETO U
JIeKapCTBEHATA TTOJIUTHKA.

(2) CpBeTbT BOM MyOJMYHU PETUCTPU Ha:

1. yTBbpACHUTE LIEHU HA JEKaPCTBEHUTE NPOAYKTH 10 4. 261a, an. 1;

2. YTBBPACHUTE MIPEJCITHU IIEHU Ha JICKAPCTBEHUTE MPOAYKTH 10 WiI. 261a, ai. 2;

3. perucTpupaHMTE LIEHU Ha JEKapCTBEHUTE MPOAYKTH 10 wi. 261a, an. 3.

(3) CpBeThT OChIIECTBIBA KOHTPOJI BHPXY IpoAak0aTa Ha JIEKapCTBEHHU MPOAYKTH C YTBbPICHA
LIeHa, Ipe/ieSTHa LIeHa U PEerucTpUpaHa LeHa.

(4) (M3m. - 1B, 6p. 67 ot 2020 r.) CbpBeThT NpHeMa MUCMEHUTE 3asBJICHUS 32 YTBbPKAABaHE
WIM PETUCTpPHpaHE Ha I€HAa WJIM 3a BKIIOYBaHE, M3KJIIOYBaHE, MPOMEHH, MOIAbpKaHEe Ha peuMOypceH
CTaTyC M OLIEHKa Ha 3/IpaBHUTE TEXHOJIOTUH Ha JIEKAPCTBEHHUTE MPOAYKTH OT Il03MTHMBHUS JEeKapCTBEH
CIHCHK I10 Ta3u Tj1aBa, U3BBPIIBA IPOBEPKHU U MPOYUBAHUS 110 TSAX U CE MPOU3HACST C MOTUBUPAHU PEILICHUSI.

(5) CpBeTbT cHOMpPaA TAaKCH B pa3MepH, olipeaesieH B Tapudara mo ui. 21, an. 2, 3a mogaBaHe Ha
3asIBJICHUS 3a:

1. yTBBpKIaBaHe, perucTpUpaHe WM MPOMsSHA B YTBBbpJEHaTa WIM PEerucTpUpaHara LieHa Ha
JIEKapCTBEH MPOAYKT;

2. (m3m. - JIB, Op. 48 ot 2015 r.) BKIIOYBaHE, MPOMsIHA WIIM TOAbpKaHE Ha PEUMOYPCHHS
CTaTyC Ha BKJIFOYEH B CIIUCHKA MO WiI. 262, anl. 1 1eKapcTBeH NPOIYyKT;

3. (moBa - /IB, 6p. 102 oT 2018 1., B crzma ot 01.01.2019 T.) o1ieHka Ha 3ApaBHUTE TEXHOJIOTHH.

Ui 259a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1., u3m. - JIB, 6p. 102 oT 2012 1.,
B cuna oT 21.12.2012 r.) (1) 3acemaHusiTa Ha ChBETa ca PENOBHU, aKO HA TAX MPHUCHCTBAT MOBEYE OT
MOJIOBUHATA OT 00IIMsl OpO HA YICHOBETE MY.

(2) CobBeTbT B3eMa pELICHUS C MHO3MHCTBO IOBeYe OT IIOJOBHHATAa OT oOuMs Opod Ha
YJICHOBETE CH.

(3) (Homa - /IB, 6p. 102 ot 2018 r., B cmma ot 01.01.2019 r.) Ha 3acemanusita Ha chBeTa
3aIBIDKUTENIHO  TPUCHCTBAT  mpenctaButen/mpencraButemn Ha  H3OK, MuHucrepctBoto  Ha
3apaseonaszBaneTo u MAJI, korato ce u3BbplilBa OLICHKA HAa 3IPAaBHUTE TEXHOJIOTUH.

(4) (ITpepumna an. 3 - JIB, 6p. 102 ot 2018 r., B cruta ot 01.01.2019 1.) Ha 3acenanusara Ha
ChBETa MOXeE J1a ObJAaT KAHEHHU J]a IPUCHCTBAT 3aHHTEPECOBAHNUTE CTPAHU, KOUTO CE€ YBEAOMSBAT 3a JaTara u
yaca Ha 3aCeJaHHEeTO, B KOETO 1€ CE pa3riiexk/1a HallPaBeHOTO UCKAHE.

Ui 2596. (Hos - JIB, 6p. 60 ot 2011 1., B cruta ot 05.08.2011 r., m3m. - JIB, 6p. 102 ot 2012 1.,
B cmma oT 21.12.2012 1.) (1) CrBeThT ce mpousHacs B CPOK JI0:

1. mectecer AHMU, KOTAaToO € MOJ/AJICHO 3asBJICHUE 32 YTBbPIK/IaBaHe Ha IieHa 1Mo wi. 261a, am. 1
Y BKIIIOYBAHE Ha JIEKapCTBEHUSI MPOIYKT B [103UTUBHMUS IEKaPCTBEH CIIUCHK;

2. TpUJeceT JHH, KOTaTO € IMOJaJeHO 3asBICHHUE 3a MPOMSHA WM 3aJMYaBaHe Ha BKIIIOYEH B
[To3uTUBHUS JIEKAPCTBEH CIUCHK MPOIYKT;

3. TpUIECeT IHU, KOTaTO € MOAaICHO 3asiBICHUE 32 YTBBPKAaBaHe, MPOMSIHA WIH 3aJIMYaBaHE Ha
IeHa 1o 4i. 261a, an. 2;

4. TpueceT IHU, KOTAaTO € MOJaJCHO 3asBIICHUE 32 pErUCTpUpaHe, MPOMSHA WM 3aIM4aBaHe Ha
1eHa mo 4i. 261a, an. 3;

5. TpujaeceT JHU 3a YTBBbPKJaBaHE/PETUCTPUpaHE Ha I[eHa Ha JIEKapCTBEHU MPOIYKTH, 32 KOUTO
€ TMOTY4YEeHO pa3pelIeHue 3a mapaieieH BHOC;

6. (HoBa - JIB, Op. 48 ot 2015 1., m3m. - IB, Op. 102 ot 2018 1., B cuma ot 01.01.2019 1.) cTOo M



OCeMJIECeT IIHW, KOTaTO € IOJaJCHO 3asBJICHHE 3a BKIIOYBaHE B [lO3MTHBHHS JIEKapCTBEH CIHCHK Ha
JIEKapCTBEH NPOAYKT C HOBO MEXIYHAPOJHO HENMaTeHTHO HAaWMEHOBaHME, IMOJUIeXkKallo Ha OlLEeHKa Ha
3JIpaBHUTE TEXHOJIOTHH,

7. (moBa - JIB, Op. 48 ot 2015 r.) mectaeceT AHM, KOraTo € IOJAJACHO 3asBICHUE 3a
MOAIbpKaHEe Ha peMMOYPCHUS CTaTyC Ha BKJIIOYEH JIEKapCTBEH MPOAYKT B [[03UTHBHUS JIEKaPCTBEH CIUCHK;

8. (moma - J/IB, 6p. 102 ot 2018 r., B cuma ot 01.01.2019 r., w3m. - IB, 6p. 67 ot 2020 r.)
JIeBET/AECET THU, KOTaTo € MOAaeHO 3asBJICHUE 3a pasllupsiBaHe Ha MOKa3aHUs Ha BKIOYeH B [lo3uTuBHUA
JIEKapCTBEH CIUCHK MPOAYKT, 32 KOUTO O MOMEHTA HE € 3aIUIaliaHo;

9. (moBa - JIB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) neBeTaecer IHU, KOTATO € MOJATICHO
3asiBJICHUE 32 OILICHKA Ha 3[IPaBHUTE TEXHOJIOTHH.

(2) 3a nekapcTBEHUTE MPOAYKTU MO wWi. 262, ai. 5 CbBETHT CE€ MPOU3HACS B CPOK /10 TPUIECET
JTHH, KOTaTo € TOJaJICHO 3asBJICHUE 3a YTBbPK/IaBaHe Ha IIeHa 1Mo 4i. 261a, an. 1 u BKIIIOUBaHE HA IPOAYKTa
B Ilo3utuBHUA JICKApCTBCH CIIMCHK.

(3) Cpoxkosere 1o an. 1 u 2 3amouBar J1a TeKaT OT JlaTaTa Ha MMoj[aBaHe Ha 3asBJICHUE 110 pe/Ia Ha
HapezOata o wi. 261a, an. 5.

(4) (HoBa - 1B, Op. 67 ot 2020 r.) Koraro 3a ynekapcTBeH MpoAyKT B OOJHMYHA ONAKOBKa,
CBIJIACHO Pa3pelIeHHeTo 3a ynoTpeda, € moAaieHo 3asBICHHE 3a U3BbPIIBAaHE Ha MpoIleaypa mo ui. 259, an.
4, CBBETHT CE IPOU3HACS B CPOKOBE C €JIHA BTOPA MO-KPATKHU OT OMpeesieHuTe B al. 1 u 2.

Ui 2598. (Hos - IB, 6p. 60 ot 2011 r., B cua ot 05.08.2011 1., ot™m. - IB, 6p. 102 oT 2012 1.,
B cuna ot 21.12.2012 1.)

Ui 259r. (Hos - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., ot™m. - JIB, 6p. 102 ot 2012 1.,
B cuia ot 21.12.2012 1.)

Ui 260. (U3m. - JIB, 6p. 60 ot 2011 r., B crita ot 05.08.2011 r., u3m. - JIB, 6p. 102 ot 2012 1.,
B cuna or 21.12.2012 r.) [IppxkaBHUTE OpraHu, UTbKHOCTHUTE JMIA M 3asABUTEIUTE IO Ta3W IJlaBa ca
JUTBKHH J1a OKa3BaT ChJCHCTBUE HA ChBETA U HA CIYKUTEIUTE B HETO MPU U3IIbIHEHHE HA BH3JIOKEHUTE UM
3aIbJIKEHUS.

Ui 261. (U3m. - JIB, 6p. 60 ot 2011 r., B crita ot 05.08.2011 r., u3m. - JIB, 6p. 102 ot 2012 1.,
B cuia ot 21.12.2012 r.) (1) UneHoBeTe Ha ChbBETa M HETOBUTE CIY>KUTENHU Ca JJIBXKHU Ja HE pas3riacsBar
oOctostencTBa M (akTH, CTaHAJIM WM HM3BECTHHU IPH WIM IO TOBOJ HU3I'BIHEHHE HAa CIyXeOHHUTE UM
3aJIBJKEHUS TI0 TO3U 3aKOH, OCBEH I10 MICMEHO UCKaHe Ha IbPKaBEeH OpraH, KOraTo TOBa € MPEABUICHO ChC
3aKOH.

(2) BbB Bpb3Ka ChC 3aABIDKEHUATA CH TO al. | nMiiata moamucBaT AeKjapaius Mo oOpasell,
YTBBPJCH OT IIpe/iceiaTessl Ha ChBETA.

Paznea II.
PeryaupaHne u perucTpupaHe Ha EHUTE HA JIEKAPCTBEHUTE NPOAYKTH. AJITOPUTMH 32
JIeYeHHe ¢ JIeKapcTBeHn npoAykTH. OueHka Ha 3apaBHuTte TtexHosoruu. (Hos - /IB, 0p. 102 ot
2012 r., B cuaia ot 21.12.2012 r., 3aru. gom. - JIB, op. 102 ot 2018 r., B cniia ot 01.01.2019 r.)

Ui 261a. (Hos - JIB, 6p. 60 ot 2011 r., B cma ot 05.08.2011 1., u3m. - IB, 6p. 102 ot 2012 1.,
B cuwia oT 21.12.2012 r.) (1) CeBerbT peryiaupa ICHUTE Ha JICKAPCTBEHUTE MPOIYKTH, BKIIOYBAHU B



[To3uTHBHUS JIGKAPCTBEH CIUCHK MO Wi. 262, an. 1 u 3amiananu ¢ myOJIMYHU CPEICTBA, B CHOTBETCTBHUE C
Hall-HUCKUTE peEepPEeHTHU LIEHU OT AbP’KaBU YJIECHKH.

(2) CopBeTbT peryiupa NpeAeIHUTe [IeHH Ha JIEKapCTBEHUTE MPOAYKTH, KOUTO CE OTITyCKaT IO
JIEKapCKO MpEANHUCaHNe, U3BbH TE3U 10 ajl. 1 B ChOTBETCTBUE C Hall-HUCKUTE PEPEPEHTHU LIEHH OT AbP>KaBU
YJICHKH.

(3) CpBeTbT peructprpa MaKCUMAIHU MTPOJAKHU LIEHU Ha IPpeOHO Ha JIEKapCTBEHUTE MPOIYKTH,
KOMTO c€ OTITycKatT 0e3 JISKapCKO MpeAnucaHue.

(4) Llenara, onpeneseHa 1o peaa Ha ail. 1, € ¥ npeenHa 1ieHa Ha JIEKApCTBEHUTE MPOILYyKTH IIPU
npoax6aTa UM Ha IpeOHO.

(5) MuHHUCTEpCKHAT CBHBET MO MPEATIOKEHUE Ha MUHUCTBPA Ha 3[[PaBEONAa3BAaHETO ONPEIEIs C
Hapen0a yclnoBHSTa M IpaBUJaTa 3a peryjupaHe Ha LIEHUTE Ha JIEKapCTBEHWUTE MPOJIYKTH Mo ai. 1, 3a
peryiupaHe Ha MpeJieIHUTE IEHW Ha OTIYCKaHUTE I10 JIEKApCKO MPEANMCaHue JIEKAPCTBEHU MPOJIYKTH I10
al. 2 mpu mpojaxbara UM Ha JApeOHO, KaKTO M YCJIOBUATA M pela 3a PETUCTpUpaHe Ha IICHUTE Ha
JIEKapCTBEHUTE MPOTYKTH, KOUTO C€ OTIYCKAaT 0€3 JeKapCcKO MpeIUCcaHue.

(6) (Hoa - [JIB, O6p. 67 or 2020 r.) HamumonamHata 3IpaBHOOCUTYpUTENIHA Kaca U
MUHHUCTEPCTBOTO Ha 3/IpaBEONa3BaHETO MPEAOCTaBAT HA ChBeTa MH(pOpMaLUs 3a 3allJIaTeHUTE JIEKapCTBEHU
MPOAYKTH 10 4wil. 262, ajn. 6 1o pea, onpeJiesieH B Hapeadara 1o ai. 5.

Y. 2616. (Hos - JIB, 6p. 67 ot 2020 r.) JlekapcTBeH MPOIYyKT MOXE Jla C€ MpojaBa Ha
TEPUTOPHSTA Ha CTpaHaTa CaMO CJIeJ BIM3AaHETO B CHJIa HAa PEIICHHETO HAa ChBETAa 3a yTBBPXKIAaBaHE Ha
IIeHa/TIpeIeNTHa [IeHa WM PETUCTPUpPAHE Ha IIeHA, ¢ U3KIIOYCHUE HA JICKAPCTBEHHUTE MPOMYKTH IO WI. 9 H
266a.

Ui 2618. (Hos - IB, 6p. 67 ot 2020 1.) (1) JlekapcTBeH MpOIYKT MOXKE /1a C€ MPpOoaaBa Ha IeHa,
HE MO-BHCOKa OT YTBBPJAEHATA IieHa Mo 4i. 26la, an. 1, oT npenenHara ueHa no 4i. 26la, an. 2 win ot
perucrpupanaTa 1eHa no wi. 261a, an. 3.

(2) TeproBenbT Ha APeOHO € JIBKEH Jla MOCOYH IMPOJAKHATA II€HA BBPXY OIMAKOBKaTa Ha
JIEKapCTBEHHSI MPOTYKT HA 0003HAYEHO OT MPOU3BOIUTEINS MSCTO.

(3) LlenuTe Ha JeKkapCTBEHUTE MPOAYKTH, BKIIFOYCHH B CTOMHOCTTA Ha OKa3aHaTa OT JICYCOHUTE
3aBEJICHMS MEIUIIMHCKA ITIOMOII, HE MOXe J1a ObJaT IO-BHCOKHU OT LIeHAaTa, Ha KOSTO JIeUeOHOTO 3aBEJICHHE €
3aKyIHIIO JIEKAPCTBEHHUS MPOAYKT OT ThProBela Ha eIpo.

(4) JlekapcTBeH MPOMYKT HE MOXE Jia CE MPOJiaBa Ha JICUCOHUTE 3aBEJCHUS 10 WI. 5 OT 3aKoHa
3a JIeueOHUTE 3aBEICHUS U Ha JICYCOHUTE 3aBEACHUS C AbPKaBHO W/WIIH OOIMHCKO ydacTtue 1o wi. 9 u 10 ot
3akoHa 3a JieueOHUTE 3aBEACHUS Ha IIeHa, MO-BUCOKA OT CTOWHOCTTA, ONPECNICHAa 10 peia Ha Hapeadara mo
4. 261a, an. 5.

(5) 3a nexapcTBEeHUTE MPOAYKTH, BKIOUEHH B [103UTHBHUSA JIEKAPCTBEH CIUCHK MO WI. 262, ai.
6, T. 1 ¢ HuBo Ha 3arutamjane 100 Ha cTo, HEe ce HayuCiIsgBa HagOaBKa 3a THProBell Ha JAPEOHO Mpu
OTITyCKaHETO UM B anTeKa.

Ui 262. (U3m. - JIB, 6p. 60 ot 2011 r., B crita ot 05.08.2011 r., u3m. - JIB, 6p. 102 ot 2012 1.,
B cuna ot 21.12.2012 r.) (1) (U3m. - B, 6p. 15 ot 2013 r., B cuma ot 01.01.2014 r.) Ilo3utuBHHST
JIEKapCTBEH CIIUCHK C€ U3TOTBS M MOAIBbPKA OT ChbBETA U BKJIIOYBA JIEKAPCTBEHU MPOJYKTH, OTIYCKAHU IO
JIEKapCKO TMpeANucaHue U 3arulallaHu cbe cpeacTa oT Oromkera Ha H30K, oT nbpkaBHUS OOIKET U3BHH
o0XBaTa Ha 33BDKUTEITHOTO 3]IPABHO OCHTYpsiBaHE, OT OIO/DKeTa Ha JIeYeOHUTE 3aBEACHHUS MO WiI. 5 OT
3akoHa 3a Ne4eOHUTE 3aBEICHUSA M OT OIOJKeTa Ha JiedeOHUTE 3aBEACHUS C IbPKABHO W/WIHM OOIIMHCKO
yaactre 1o wi. 9 u 10 ot 3akoHa 3a 1e4eOHUTE 3aBEICHHUS.

(2) (U3m. - 1B, 6p. 102 ot 2018 r., B cruta ot 01.01.2019 1.) [T03UTUBHUAT JICKAPCTBEH CITUCHK
BKJIIOUYBA JICKAPCTBEHU MPOIYKTH, KIACU(DUITUPAHU TTO PapMaKOIOTHUHU TPYIH CHIIIACHO KOJa 10 aHATOMO-



TEeparneBTHYHO-XUMHUYHATA KIacu(PHUKaIKs, ChC ChOTBETHUTE MEXKIYHAPOJHU HEIMATCHTHU HAWNMEHOBAHUS,
MPUHAJISKAIINTE KbM TAX HAMMEHOBaHUS, CbC ChOTBETHATA Je(pUHMpaHa THEBHA J03a/TepaneBTUUEH KypC,
1eHa mo 4i. 26la, an. 1, mpenenHa IeHa HA JEKapCTBEHUTE MPOAYKTH MpU IpoAakOdaTa UM Ha ApeOHO,
pedepenTHa CTOMHOCT 3a AedWHUpaHA JTHEBHA J1033/TEPAlleBTHUYECH KypC, CTOMHOCT Ha OIAKOBKAaTa,
M34YHUCIeHa Ha 0a3zaTa Ha pedepeHTHa CTOMHOCT/TepaneBTUYeH Kypc 3a neduHUpaHa JHEBHA 71033, HUBO Ha
3arJialiane, TepaneBTHYHN TOKa3aHUS U MEXTyHapoaeH koa Ha 3abonsBanusta (MKB). 3a nekapcTBenure
MPOAYKTH pedepeHTHaTa CTOWHOCT ce Ompeselis Ha 0a3aTa Ha ompeserneHa nqeduHUpaHa JHEBHA 1032 WIH
TepaneBTHYEH Kypc, WM KOHIICHTPAIUs WId 00eM.

(3) (U3m. - JIB, Op. 102 ot 2018 1., B cunma ot 01.01.2019 1., u3m. - IB, 6p. 67 ot 2020 1.) B
[To3uTuBHUS JEKapCTBEH CIMCHK C€ BKIIIOYBAT JICKAPCTBEHH MPOIYKTH, HAa KOWTO MEXIYHAPOIHOTO
HEMAaTCHTHO HAaWMEHOBAaHHWE, KbM KOETO MPUHAIICKH JICKAPCTBEHUAT MPOMYKT/KOMOMHANMATA - TIPH
KOMOMHHpAHU JICKAPCTBEHH MPOAYKTH, C H3KIIOYEHHE Ha TEHEPUYHUTE JICKAPCTBEHH HPOAYKTU H
JIEKapCTBCHUTE TPOAYKTH, KOUTO CHIbpPXKAT AKTUBHO BEIISCTBO WIJIM AaKTHBHU BeEHIECTBA C J00pe
yCTaHOBEHA yroTpeda B MEAMIIMHCKATa MpaKTHKa, Ce 3ariania OT OOLIECTBEH 3/IpaBHOOCUTYpUTEIeH (HOH
u/unu ¢ MyONWYHU CpPEACTBA MPHU CHUIUTE TEPANEBTHYHU IMOKA3aHWs MMOHE B 5 Jbp)KaBH, MOCOYCHU B
Hapeabara mo 4. 261la, am. 5. MexayHapoAHOTO HEMAaTeHTHO HAWMMEHOBAaHHE, KbM KOETO MPUHAIICKU
JIEKapCTBeH NPOAYKT, MpEeAHa3HAueH 3a JIeUeHHWE Ha PEeAKH 3a00IIsIBaHUA, C€ 3aruialia OT OOIIECTBEH
3PaBHOOCUTYpHUTEIICH (DOHI W/WIIH C IMyOJUYHH CPEJICTBA MPH CHIIUTE TEPANICBTUYHU TOKA3aHUS MTOHE B 5
OT BCUYKU JAbP>KaBH YJICHKH.

(4) (Hom. - IB, 6p. 48 ot 2015 r., u3m. - JIB, 6p. 102 or 2018 1., B cuna ot 01.01.2019 r.)
JlexapctBenurte npoaykTu B Ilo3UTHBHHUA JIEKapCTBEH CIHCHK C€ MOAOMpAT ChOOpPA3HO JIOKa3aTescTBa 3a
eduKacHOCT, TepaneBTUYHA e(heKTHBHOCT, O€30MAaCHOCT U aHANU3 Ha (apMaKO-UKOHOMUYECKH TOKa3aTeln
KaTo 3a JICKAPCTBEHHUTE IMPOIYKTH C HOBO MEXIYyHAPOJIHO HEMATEHTHO HAMMCHOBAaHWE CE W3BBPIIBA H
OLICHKa Ha 3/paBHUTe TexHojoruu. OlleHKaTa Ha 3[PaBHUTE TEXHOJOTHH CE€ W3BBPIIBA MPU YCIOBUS U IO
pen, onpeseneHu ¢ HapeabaTa mo 4wi. 261a, ai. 5.

(5) (M3m. - 1B, Op. 102 ot 2018 1., B cmma ot 01.01.2019 r.) Korato eauH wiu moBede
JIEKapCTBEHH MPOJIYKTH CHC CHIIOTO MEXKAYHAPOJAHO HEMATEHTHO HAWMMEHOBAHUE, JieKapcTBeHa (opma u
KOHIICHTpAIlMsl Ha aKTHBHOTO BEIISCTBO, BEYe ca BKIIOYECHH B CHOTBETHAaTa 4YacT Ha [lo3UTHBHHSA
JIEKapCTBEH CIIMCHK, HE CE€ U3BBPIIIBA OIIEHKA 10 all. 4.

(6) (U3m. - [IB, 6p. 67 ot 2020 r.) [T03UTUBHUAT JIEKAPCTBEH CHHUCHK CE CHCTOM OT YETHUPH
MIPUIIOKEHHUS U BKITIOYBA!

1. mexapcTBeHH MPOAYKTH, IIPEIHAHAYCHH 32 JICUCHNE Ha 3a00JIIBaHHsI, KOUTO CE 3aIljalar o
pena Ha 3aKoHa 3a 3[I[PaBHOTO OCUTYPSIBAHE;

2. JEeKapCTBEHU MPOJIYKTH, 3alUIallaHd OT Oro/KeTa Ha JIe4eOHUTE 3aBEACHUSA MO Wi. 5 OT
3akoHa 3a JIeYeOHUTE 3aBEJCHUS M OT OO/DKETa Ha JICYEOHHUTE 3aBEICHHS C JBPKABHO W/WIM OOITMHCKO
yuactue o 4. 9 u 10 ot 3akoHa 3a JieueOHUTE 3aBEICHUS;

3. (mom. - JIB, Op. 67 ot 2020 r.) nekapCcTBEHU MPOIYKTH, MPEIHA3HAYCHHU 32 JICUCHHE HA
CIIMH, na wuHdekuno3Hu 3abonsBaHusl, Ha 3a00NsABaHMA H3BBH O0XBaTa Ha 3aKOHa 3a 3JPaBHOTO
OCHUTypsiBaHe, 3alllalllaHd 1Mo peAa Ha wi. 82, an. 1, T. 8 oT 3akoHa 3a 3[apaBeTO, KAKTO U BAaKCHHH 3a
3aIBJDKUTEIIHA UMYHU3AMM U PEUMYHM3AlMHM, BaKCMHHU IO CHEIUAIHUA TOKa3aHUS U MpPHU U3BBbHPEAHU
00CTOSATENCTBa, CieNU(PUIHU CEpyMHU, UMYHOTTIOOYIWHU, ONMpeAeNeH! ¢ Hapenabara mo 4i. 58, am. 2 or
3akoHa 3a 3/IpaBeTo;

4. npenenHa 1ieHa Ha JIGKapCTBEHUTE MPOAYKTH MO wi. 261a, an. 4 no enemMeHTH.

(7) MunucrepcTBoTo Ha 3apaBeona3aneto 1 H30K morar na npaBsT npeuioxkeHus 10 ChbBeTa
mo wi. 258, an. 1 3a mpepasriexxjaHe Ha BKIIIOUEHU JIEKAPCTBEHHU NMPOMYKTH B [l03UTHBHHS JeKapCTBEH
CIHCHK IPU YCIOBUS U IO pell, ONpeAesieHn B HapeadaTa mo wi. 261a, an. 5.

(8) HanmonanHata 3paBHOOCUTYpHUTETHA Kaca 3aruiaiia JeKapcTBEHNUTE MPOIyKTH 110 ail. 6, T. 1
IIPH YCIIOBUSATA U 110 pefa Ha HapendaTa mo wi. 45, an. 9 oT 3akoHa 3a 3ApaBHOTO OCUTYpsIBaHE.



(9) (Homa - 1B, 6p. 18 ot 2014 r., mom. - IB, Op. 48 ot 2015 r.) YcnoBusira, npaBuiara u
KPUTEPUHUTE 33 BKIIOYBAHE, NMPOMEHH W/WIM W3KIIOYBAHE HA JICKAPCTBEHHM MPOAYKTH OT [lo3WTHBHHS
JIEKapCTBEH CIUCHK U 3a MOIbpKaHe Ha peUMOYpPCHHUS CTaTyC Ha JIGKAPCTBEHUTE MPOJIYKTHU CE OMPEIEIST B
HapenOara o wi. 261a, an. S.

(10) (Homa - 1B, 6p. 48 ot 2015 r., u3m. - IB, 6p. 102 ot 2018 r., B cuia ot 01.01.2019 r.)
JlexapctBenure npoaykTy mo ui. 45, an. 10, 13 u 21 ot 3akoHa 3a 34paBHOTO OCUTYpsIBaHE, 32 KOUTO HE ca
JOTOBOPEHH OTCTBIIKH, HE C€ BKIIIOYBAT B [103UTUBHUS JICKAPCTBEH CIHCHK. JloroBopuTe 3a mpeaocTaBsHe
Ha OTCTBIIKU TIOCTHIIBAT B ChBETA O PEJI, ONpeelicH B Hapeadara mo wi. 261a, a. 5.

(11) (Hosa - [IB, 6p. 48 ot 2015 r., m3m. - JIB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.)
JlexapcTBeHHTE POAYKTH, 32 KOUTO B Tpoleaypara mo wi. 259, an. 1, T. 8§ He ce IoKaxe MONOKUTEeTHATA
OLIEHKA TPH TAXHOTO BKITIOYBAHE, CE€ U3KITIOYBAT OT [103UTHBHUS JIEKapCTBEH CIUCHK.

(12) (Hosa - 1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r., u3m. - JIB, 6p. 102 ot 2018 ., B
cuia ot 01.01.2019 r.) MuHHCTEpCTBOTO Ha 3/paBeolia3BaHETO 3arljialia JIEKapCTBEHUTE MPOAYKTH 10 ajl. 6,
T. 3 ¢ HOBO MEXKAYHApOIHO HEMATEHTHO HAWMEHOBAaHWE, aKO IPEIu BKIIOYBAHETO MM B [l03UTHBHUS
JIEKapCTBEH CIUCHK € CKIIOYEHO MPEABAPUTETHO PAMKOBO CHOpazyMeHHEe MexAy MUHHCTEPCTBOTO Ha
3[IpaBEOIa3BAaHETO W TIPUTEKATENsT Ha Pa3pelICHHETO 3a YMoTpeOa/HeroB YIIBIHOMOIIECH IPEICTABHTEIN
OTHOCHO MaKCHMaJHaTa CTOWHOCT, JI0 KOSITO ChOTBETHHST JIEKApPCTBEH MPOAYKT MOXKE Ja C€ JIOCTaBs Ha
MUHHCTEPCTBOTO HA 3/IpaBeOna3BaHETO 1O pena Ha 3aKoHa 3a O0IIEeCTBEeHUTE NOPBUYKU. CHIOpasyMEeHHETo €
3aJIBJDKUTEITHO 32 CTPaHUTE 1Mo Hero. Cropa3yMeHHsTa MOCTHIIBAT B ChBETA MO PEll, ONPECIIeH ¢ HapeadaTa
mo wi. 261a, an. 5.

(13) (Homa - IB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) JlekapcTBeHUTE IPOYKTH IO aJl.
6, T. 3 ¢ HOBO MEXIyHapOJAHO HENAaTeHTHO HAaWMEHOBAaHHUE, 32 KOUTO HE € CKJIIYEHO MNpEeIBapUTEITHO
PaMKOBO CIIOpa3yMeHue 1o ai. 12, He ce BkirouBaT B [[03UTHBHUS JT€EKapCTBEH CIIUCHK.

Yn. 2621, (Hoe - 1B, 6p. 67 ot 2020 r.) (1) B npunoxenusta Ha [TO3UTHBHHS JTEKapCTBEH
COUCBK MO0 wi. 262, an. 6 ce mocodBaT: KOJ IO aHAaTOMO-TEPANEeBTUYHO-XMMHUYHA KIacU(pUKaLus,
MEXJIYHapoAHO HemareHTHO HauMmeHoBaHue (INN), HaumeHOBaHME Ha JIEKapCTBEHUS IPOAYKT,
JexapcTBeHara (hopMa M KOJUYECTBOTO HAa aKTUBHOTO JIEKAPCTBEHO BEIECTBO, OMAKOBKA, MPUTEKATEN Ha
paspenieHueTo 3a ynorpeda, fepuHupaHa JHEBHA J103a/TepaneBTUYEH KypC/KOHIIEHTpaIus/00em, IieHaTa 1o
yi. 26la, an. 1, pedepeHTHa CTOHHOCT, CTOMHOCT 3a OINAKOBKAa, M34YHMCIeHa Ha 0a3ara Ha pedepeHTHa
CTOHHOCT, HMBO Ha 3aIUIall[aHe Ha JIEKApCTBEHUS MPOIYKT, TCPANICBTUYHH NOKA3aHUS M 3a00JSBAHHS IO
MKB, npousBoauTen/mpon3BoAUTENN, UH(OPMAIMs 32 OIpaHUYEHHUATa B HAYMHA HA NPEANHUCBaHE IPH
pa3NUYHM WHAWKALMY, HAIMOHAJICH HOMEp 32 HICHTU(UKALUS Ha JIEKapCTBEHUS MPOAYKT 1o wi. 19, an. 3 u
JOI'bJIHUTEITHA HH(POPMALIHSL.

(2) I1o3UTHBHUAT JEKAPCTBEH CIUCHK ChIbpHkKa MH(OpMAIMs OTHOCHO BHJA Ha JIEKapPCTBEHUS
MPOAYKT, OMpPENETCH B MpOIeaypaTa Mo pas3pemaBaHeTo My 3a ymorpeba. MHpopmammsara 3a Buaa Ha
JIeKapCTBEHMs MPOIYKT ce npenacTasst oT MAJl B 7-1HeBeH CpOK OT MOCTHIIBAHE HA 3allUTBAHE OT CTpaHa Ha
Hanmonamuust chBeT Mo LEHH W peuMOypcHUpaHe Ha JIEKAPCTBEHUTE MPOAYKTH 32 BCEKH KOHKpPETEH
JIEKapCTBEH MPOIYKT.

Y. 2622, (Hos - JIB, 6p. 67 or 2020 r.) MuHHCTEPCTBOTO Ha 3IpaBEONAa3BaHETO,
Hanmonannarta 3apaBHOOCUTYpPHUTENIHA Kaca M JiedeOHHTE 3aBeleHHs NpPEeOCTaBsIT Ha ChbBETa IbIIHA
nH(popMalus 3a 3alIaTeHUTE JIEKApCTBEHM MPOIYKTH Mo wi. 262, an. 6, T. 1 - 3 mo pex, onpenesieH B
Hapezabara o wi. 261a, ai. 5.

. 2623, (Hos - 1B, 6p. 67 ot 2020 1.) (1) IIpuTexaTemnst Ha pa3pelIeHHETo 3a YIoTpeda Hin
HETOB YITBJTHOMOIIIEH MPEJICTaBUTEN € JUTHKEH B CPOK JiBa paOOTHH JHM OT TOJyYaBaHE Ha PEHICHUETO Ha
ChBETa 3a MPOMsIHA Ha IieHaTa 1o wi. 26la, an. 1 - 3 Ha nekapcTBEH MPOIAYKT Ja YBEJOMH IO TOJIXOJISIL



HauuH bearapckus apmaneBTHUEH ChIO3 U THPTOBIUTE HA €1PO, & T€ CHOTBETHO J1a YBEIOMST ThPrOBLUTE
Ha JIpeOHO C JIEKapCTBEHH NMPOIYKTH.

(2) CeerpT mo cmyxeOeH pen yBeaOMsiBa MMUHHUCTEPCTBOTO Ha 3paBeONa3BaHETO U
Hanumonannata 3apaBHOOCHMTYpUTENHA Kaca 3a pEIIEHUATa, 3a KOUTO € JAOIYCHATO HpPeJBapUTEIHO
U3IIBIIHEHHE.

Uin. 262a. (Hos - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1., oT™m. - JIB, 6p. 102 oT 2012 1.,
B cuia oT 21.12.2012 r., HOB - JIB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) (1) Ouenka Ha 31paBHUTE
TEXHOJIOTHH 10 4. 262, an. 4 He ce WM3BBPILIBA 32 TEHEPUUYHU JIEKAPCTBEHU MPOJYKTH U 32 JIEKAPCTBEHU
MPOJIYKTH, KOWUTO CHIAbPKAT AKTHBHO/aKTUBHU BEIECTBO/BEIIECTBA C JOOpEe yCTaHOBEHa ymoTpeba B
MEIUIIMHCKATa MPaKTUKA.

(2) 3a nexapcTBeHUTE MPOAYKTH, BKIOUeHU B [103UTHBHUSA JI€KapCTBEH CIUCHK, C€ U3BBPIIBA
OLICHKAa Ha 3[paBHHUTE TEXHOJOTWH, KOraTo € 3asBEHO pasllIupsiBaHE Ha TEPareBTUYHHUTE MOKa3aHUs, 3a
KOHMTO JI0 MOMEHTA HE € 3aIUIAIaHo ¢ MyOJIWYHH CPEJCTBA, TIPU YCIOBUS | IO peJl, ONpeesieH! ¢ HapeabaTa
mo 4. 261a, am. 5.

(3) MunucrepctBoto Ha 3apaBeona3zBaHeto u H3OK Moxke MoTHBUpaHO J1a MOUCKAT
U3BBpIIBaHE Ha OLIEHKA Ha 3[paBHUTE TEXHOJOTUHU Ha JIEKApCTBEHU NMPONYKTH, BKItoueHU B [lo3utnBHUA
JIEKapCTBEH CIUCHK, TIPU YCIOBUS U 110 pel, ONpeIesieHn ¢ Hapeabara mo 4. 261a, ai. 5.

Y. 2626. (Hos - JIB, 6p. 102 ot 2018 r., B cruta ot 01.01.2019 r.) (1) (U3m. - [IB, 6p. 67 ot
2020 r.) B Ilo3uTuBHUS JIEKapCTBEH CIUCHK CE€ BKJIKOYBAT JIEKAPCTBEHM IMPOLYKTH, IMPUHAIEKAIIN KbM
HOBO MEXyHApOJHO HEMAaTeHTHO HAaUMEHOBAaHUE, 3a KOMTO € U3BBbpPIICHA OLEHKAa Ha 3JpaBHUTE
TexHosoruy. OLeHKaTa Ha 3/[paBHUTE TEXHOJOTHH € YacT OT Mpolieypara Mo BKIIOUBAaHE Ha JIEKaPCTBEHUS
npoAyKT B [103UTHUBHUS JI€KapCTBEH CIIUCHK, KaTO ChIbpKa KIMHUYHA U (PapMaKo-MKOHOMUYECKA OLIEHKA U
BKIIIOUBA:

1. ananu3 Ha 31paBHUS IPOOIEM;

2. CpaBHHUTEJIEH aHalU3 Ha TepaneBTUYHaTa e(uKacHOCT, €(EeKTUBHOCT U OE30MacHOCT Ha
JIEKapCTBEHHUSI IPOTYKT;

3. aHanu3 Ha (hapMaKO-UKOHOMHYECKHUTE MTOKa3aTelNH;

4. aHanu3 Ha OIOPKETHOTO Bb3ACUCTBHE.

(2) Ouenkara Ha 34paBHUTE TEXHOJIOIMH C€ U3BBPILBA [0 CAEAHUTE KPUTEPUU:

1. HanMYMe WK JIUIICa Ha alTepPHATUBHO JIeUeHHE Ha 3a00JIsIBAaHETO;

2. HaNM4Me WK JIMTICA Ha JIEKapCTBEHA aTepHATHBA 3a JIeUeHUE Ha 3a00JIBaHETO;

3. eduKacHOCT U TepamneBTHMYHA €(PEKTUBHOCT Ha JICUEHHUETO - OILIEHKA Ha TepareBTUYHaTa
M0JI3a, YABIDKaBaHE MPOIBIDKUTEIIHOCTTA HA KUBOTA M OJ00psIBAaHE KAYECTBOTO HA JKUBOT, HAMAJIIBaHE Ha
YCII0O)KHEHUATA OT OCHOBHOTO 3a00JIsIBaHE;

4. Opoit Ha MOTEHIMATHUTE MAIUEHTH;

5. 6e30acHOCT Ha JIEKapCTBEHUS MPOIYKT - YECTOTa M CEPHO3HOCT HA HEXKEITAHWUTE PEaKLuH,
HY’KJia OT MpUJIaraHe Ha JOMbIHUTETHU NPOodUIaKTUUHN WIH TepaleBTUUYHN MEPKH 3a MPeI0TBPATIBaHE Ha
HEXEJIaHU PeaKIInu;

6. ¢dapMako-UKOHOMMYECKH IOKAa3aTeNM - pa3XxoJu 3a Tepamusi C JICKApCTBEHHs MPOIYKT U
CpaBHEHHME Ha pa3XOAuTe 3a Tepamnus C HAJIUMYHUTE alTepHATHBH, CHOTHOLICHHME pa3XoJ - pe3yJiTar,
MKOHOMMYECKA OILIEHKA Ha JOM'bJIHUTEIHUTE MOJI3H;

7. mON3M OT 3[paBHATa TEXHOJOTHUS, MpPEACTaBeHH upe3 credeneHa roauHa XuBoT (LYG),
roJIMHAa KUBOT, ChoOpazeHa ¢ kauectBoTo (QALY), nium npu nurmca Ha JaHHU 3a KpaHU PE3yJITaTh - 4pe3
MIPeIOCTaBsiHE Ha MEXIUHHU TaKUBa;

8. aHanmu3 Ha OFO/KETHOTO BB3/CHCTBHE HA 06a3aTa Ha OYaKBaH OpO¥ MAIIMEHTH;

9. olleHKa Ha pa3XxoAMTE HA MyOJIMYHU CPEACTBA 3a 5S-TOAUILIEH MEPUOT;



10. aHanu3 Ha 3/7paBHATA NEPCIEKTHBA 32 HHCTUTYLUATA, KOSATO 3aIJjamia CbOTBETHOTO JICYCHUE
¢ myOJIUYHM CPEJICTBA, UJIH OOIIECTBEHATA TIEPCTICKTHBA,

11. MopanHu 1 eTU4HU choOpaXkeHus (Ipu crieluUIHN TPy 3a00JIIBaHUS).

(3) (Homa - 1B, O6p. 67 ot 2020 r.) B chorBeTHOTO mpmiioxeHue Ha [103UTUBHUSA JIeKapCTBEH
CIMCBHK C€ BKJIIOYBAT JIEKAPCTBEHM MPOAYKTH, MPUHAUIEkKAIIM KbM HOBO MEXIYHApOIHO HEMaTeHTHO
HaMMEHOBAHME, 32 KOUTO € U3BBPIICHA OIICHKA Ha 3/[paBHUTE TEXHOJOTHH I10 pefa Ha ajl. | ¥ 3a KOUTO uMa
IIOHE €/1Ha MOJIOKUTEIJIHA OLIEHKA Ha 3[paBHATa TEXHOJIOTUS OT JAbpKaBHA MHCTUTYLMS Ha BenukoOpuranus,
®pannus, ['epmanus u senus.

UYn. 262B. (Hos - /IB, 6p. 102 ot 2018 1., B cuna ot 01.01.2019 r.) (1) (dom. - [IB, 6p. 67 ot
2020 r.) [IpocnensBaneto Ha edekra OT TepanusaTa mo 4i. 259, am. 1, T. 10 ce u3BBpIIBA OT Je4eOHU
3aBelieHus, ornpeneieHn oT HalnoHanHus ChBET MO LIEHU U peuMOypcHpaHe Ha JEKapCTBEHUTE MPOIAYKTH,
10 pell, onpezesieH B HapeabaTa mo wi. 261a, an. 5.

(2) (U3m. - B, 6p. 67 ot 2020 r.) HamuoHamHUAT ChBET MO IIEHHM U PEeUMOYypcUpaHEe Ha
JIEKapCTBEHHUTE MPOAYKTH M3BBPIIBA aHATU3 Ha ChOpaHaTa oT JiedeOHUTE 3aBeieHus HpopMalus mo ai. |
IIPH YCIIOBUS U 1O Pell, ONpeieieH: B HapeabaTa o 4ui. 261a, an. 5.

(3) (Homa - JIB, 6p. 67 ot 2020 r.) JleueOHuTe 3aBeAeHus mo aji. | MpemocTaBsAT Ha ChbBETa
JOCTBIT IO MEJMIMHCKATa TOKYMEHTAIHA, BOJICHA OT TSAX, OTHOCHO MPUJIaraHeTo Ha KOHKPETEH JICKapCTBEH
MPOJYKT, 32 KOUTO ce mpociesiBa eheKThT OT TeparnusTa.

Ui 263. (U3m. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - JIB, 6p. 15 o1 2013 1., B
cuna ot 01.01.2014 r.) Cbc cpeacTBa OT IbpkaBHUS OFOKET M3BBbH 00XBaTa Ha 3abJIKUTEITHOTO 3/PAaBHO
OCHUT'ypsiIBaHE MOTaT Jla C€ 3aIljianiar JeKapCTBEHU MPOAYKTH, OTIIYCKaHU M0 JIEKAPCKO MPEINUCaHue, KOUTO
HE ca BKJIIOYEHHM B cHHMChbKa Mo wi. 262, an. 1, HeoOxoaumu 3a NpoQuUIaKTHKa WU JIEYEHHE MpU
eNUJIEMUYHN B3PHUBOBE, CMHUJEMHUU, MaHACMHH, KaKTO M TpPH HAIUYHUETO Ha MpearnojiaraeMo HIu
MOTBBPACHO PA3MPOCTPAHEHUE HA XUMHUECKH WITH OUOJIOTUIHH areHTH WM SJIPSHA paIHallvs.

Un. 264. (U3m. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1., u3m. - 1B, 6p. 102 ot 2012 1.,
B cmia ot 21.12.2012 r.) (1) (Hom. - AB, 6p. 18 ot 2014 r.) [Ipn npeycraHoBsiBaHE Ha MPOJAKOUTE MO Y.
54, an. 3 Ha JEKapCTBEH NPOAYKT, KOMTO € BKIIOYEH B II03UTHBHMS JEKapCTBEH CIMCHK, U KOraTo B
pPaMKHUTE Ha CbOTBETHOTO MEXIYHAPOIHO HEMTATCHTHO HAMMEHOBAHKE HsMA pa3pellieH 3a yrnoTpeda mo To3u
3aKOH JIpyT' JIEKapCTBEH MPOJYKT, NPUTEKATENIAT Ha pPa3pelIeHHueTo 3a yrnoTrpeda MHCMEHO YyBeIOMsIBa
MUHHCTEpCTBOTO Ha 3/paBeona3zBaHeTo W HamuoHamHHs ChBET 1O LEHH M peuMOypcupaHe Ha
JIEKapCTBEHUTE MPOTYKTH.

(2) (dom. - B, 6p. 18 ot 2014 r.) IlpuTexarensaT Ha pa3pelICHUETO 3a YIMOTpeda MUCMEHO
yBeZoMsABa MUHHCTEPCTBOTO Ha 3/paBeorna3BaHeTo W HalmoHamHUs ChBET MO IIEHH U peuMOypcHupaHe Ha
JIEKapCTBEHUTE MPOAYKTH M B CIlydyauTe Ha MPEyCTaHOBSIBaHE MPOJAXKOUTE Ha JEKapCTBEH MPOAYKT, YUATO
[EHa CIYXH 3a OIpeneNssHe Ha pedepeHTHa CTOWHOCT B PAMKHTE HA CHOTBETHOTO MEXIYHApPOIHO
HEMaTeHTHO HAUMEHOBaHUE U JIEKAPCTBEHA opMa.

(3) Korato mponykTsT mo an. 1 u 2 e mpegHa3HaueH 3a JiedeHue Ha 3a00JsBaHUs, KOUTO Ce
3aulalar 1o peja Ha 3aKoHa 3a 3/IpaBHOTO OCUTYpsIBaHE, MPUTEkKATEIAT Ha pa3pelleHHeTo 3a ynorpeda
nucmeHo yseaomsisa 1 H30K B cpokosete o ain. 4.

(4) IIputexaTenar Ha pa3pelieHUueTo 3a ynorpeda € JUIbKEH Ja U3BBPILN YBEAOMIICHHETO IO
ast. 1 He o KkbcHO OT 18 Mecela npenu gaTaTa Ha PEyCTAaHOBSABAaHE Ha MPOJaXOuTe, a B ciaydyaure 1o ai. 2 -
He M0-KbCHO OT TPU MEecella IPeIu 1aTaTa Ha IPEyCTaHOBsIBAaHE HA MPOJaXOuTe.

(5) (Hom. - JIB, Op. 18 ot 2014 r.) Jlo mpeycraHOBsiBaHE Ha MpoaaxOute mo air. 1 u 2
NPUTEKATENAT Ha pa3pelieHHeTo 3a ynorpeda € JUThXKEH Ja OCUTYpU JIOCTaThbYHH KOJIMYECTBA OT



CHOTBETHUS JIEKAPCTBEH MPOAYKT 32 3a/I0BOJISIBAHE HA 3[paBHUTE MOTPEOHOCTH, OCBEH B CIy4auTe, KOTaTO
MPEYCTAHOBSIBAHETO CE IBJIKM HA HIKOE OT OCHOBAHMSATA IO WiI. 276 wiu 1o ui. 277.

(6) Cnen n3TM4aHe Ha CPOKOBETE MO all. 4 MPUTEKATENAT HA pa3pelIeHneTo 3a yrnorpeda nojasa
3a4BJICHUC W CBHOTBCTHUTC OOKYMCHTH 3a H3KJIKOUYBAHC Ha JICKAPCTBCHUA IPOAYKT OT ITo3utuBHUSA
JIEKapCTBEH CIUCHK.

(7) Koraro cnen npeycraHoBsIBaHE MPOJAXOUTE HA JIEKAPCTBEHUS INMPOJYKT MPUTEKATENAT HA
pa3peleHneTo 3a ynorpeda He € U3MBIHUI 3aJbJKEHHETO CH MO0 al. 6, ChbBETHT Mo Wi. 258, an. 1 ciryxeOHo
ro u3kiarouBa oT Ilo3uTuBHUS JICKApPCTBCH CITHUCBHK.

Y. 265. (1) MunncTepckusT cbBeT cb31aBa Komucus mo npo3padyHoct.

(2) (Hom. - 1B, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) CecraBpr Ha Komucusrta mo
MIPO3PAYHOCT ce ompezesns OT MUHUCTEPCKUS ChBET 10 NMPEIOKEHHEe Ha MUHUCTHPA Ha 3[paBeona3BaHeTo.
B Hes 3agbiDKUTENHO C€ BKIIIOYBAT MPEACTaBUTENM Ha MUHHCTEPCTBOTO Ha 3/paBEONa3BaHETO, Ha
MuHUCTEPCTBOTO Ha Tpyaa U couranHaTta nonutuka, Ha MAJI, na H30K, na bearapckus Jiekapcku Cbho3,
Ha bwarapckus 3p0osnekapcku cbio3, Ha bbiarapckus (apmaneBTHUEH ChIO3 W HA OpPraHU3alud Ha
MalUeHTUTe U apMaleBTUYHATa UHYCTPUSI.

(3) (U3m. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - /1B, 6p. 102 ot 2012 1., B cuna
or 21.12.2012 r.) Jluue, xoeto e uwieH Ha Komucusita mo mpo3payHOCT, HE MOXKe Ja ObJAe W 4JIeH Ha
Harmonanuus cbBeT 1o 1IeHU U peuMOypcHpaHe Ha JIEKapCTBEHUTE MPOTYKTH.

(4) MHUHHCTEpPCKUSAT CHBET OIpEeNs ¢ MPAaBUIHUK YCIOBUATA U peaa 3a padora Ha Komucusita
0 MPO3PaYHOCT.

Ui 266. (U3m. - JIB, Op. 67 ot 2020 1.) (1) Komucusita mo nmpo3paqHocT € opras, mpea KOWTo
MOJKe J1a ce 00KajIBaT M0 aJJMMHUCTPATHUBEH PeJl PEIICHUSATa Ha ChBETA.

(2) Pemenusta Ha KoMucusita 1o npo3paqHocT ce B3eMaT ¢ MHO3MHCTBO JIBE TPETH OT ChCTaBa
1.

(3) Pemenusita Ha chbBeTa MOXeE Ja ce 0oOXayBaT Mo ChAeOeH penq W 0e3 Ja e u3uepraHa
BB3MOKHOCTTA 33 OCIIOPBAHETO MM IO aJMHUHUCTPATHBEH PE/I.

UYn. 266a. (Hos - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) Korato neyenunero Ha
ChOTBETHO 3alboisiBaHe ¢ 0e3 aJTepHAaTHBa B CTpaHaTa, 3a KOHKPETCH IMAIIMEHT MOXKE Ja Ce Tpujara
JIEKapCTBEH MPOIYKT, KOMTO € pa3pelleH 3a yrnoTpeda B cTpaHa - uieHka Ha EBponelickus cbhro3, pasperieH
€ 3a yrmoTpe0a 1o peia Ha TO3U 3aKOH, HO HE C€ Pa3NpOCTpaHsBa Ha OBITapCKus ma3ap.

(2) (U3m. - 1B, 6p. 102 ot 2018 1., B cmma ot 01.01.2019 r.) Exxeronno mo mpenjiokeHne Ha
nedeOHUTE 3aBeleHUs] 3a OOJMHMYHA TMOMOIN W CIEA CTAHOBHUIIE HAa CHOTBETHHUS EKCIEPTEH CHBET IO
CHbOTBETHATA MEIULMHCKA CHEHHUATHOCT HWIM MEIUIMHCKA OeHHOCT mo 4i. 6a, aim. 1, T. 1 or 3akoHa 3a
3/IpaBETO MHUHHUCTHPHT HA 3JpaBEONa3BaHETO yTBBPXKAaBa CHHCHK HA JIEKAPCTBEHHUTE MPOAYKTH MO am. 1,
KOHTO CBhABPKA ClieIHaTa HHPOpMAIIHS:

1. KOJl IO aHATOMO-TEPANIEBTUYHO-XUMUYHATA KITaCU(UKAIIHS;

. MEXTyHApOJIHO HEMATEeHTHO HAUMEHOBAHUE, KbM KOETO MPUHAJICKH MPOIYKTHT;
. 3a00J151BaHE 110 MEXKITYHAPOICH KOJT Ha 3a00JISIBAHUSATA;
. JeKkapcTBeHa (hopMa U KOJIMYECTBO aKTUBHO BEIIECTBO;

D oW N

. JOTTBIHUTETHA UH(POpMALIHSL.

(3) CuchkbT 110 ai. 2 ce myOirKyBa Ha CTpaHUIaTa Ha MUHHCTEPCTBOTO HA 3/[paBEONa3BaHETO
B UHTEPHET.

(4) YcnoBusiTa ¥ pebT 3a BKIIOUBAaHE, IPOMEHHU WIN U3KIIIOYBAHE HA JICKAPCTBEHH MPOJIYKTH B
CIHCBHKA 10 ajl. 2 ce ONpeNeNaT ¢ Hapeaoara mo wi. 9, ai. 1.



(5) JlexapcTBEHHUAT MPOAYKT MO aj. 1 ce JoCTaBs MO CHEelUaTHa MOpbhYKa Ha Je4eOHO 3aBe/ICHHE
3a OOJIHMYHA MTOMOIII ITPH YCIIOBHUSA U TI0 Pe/l, OTIPEEICHH ¢ Hapeaoara mo wi. 9, an. 1.

(6) PproBOAMTENAT Ha JIEUEOHOTO 3aBEJEHUE MO all. 5 HOCH OTTOBOPHOCT 3a MpUJIaraHeTo Ha
JIedeHneTo 1o an. 1.

Ui 2666. (Hos - JIB, 6p. 67 ot 2020 1.) (1) [To u3kimtoueHue, npu JIMIIca HA alTepHATHBA 3a
JIeYeHHEe Ha KOHKPETEH MaIlMeHT U caMO B MHTEpeC Ha HErOBOTO 37[paBe, pa3pellieH 3a yrnoTpeda B cTpaHara
JEKapCTBeH MPOAYKT MOXE Ja C€ Mpuwiara W3BbH YCIOBUSATAa HA pa3pelieHHeTo 3a ymnoTpeba Ha
JIEKapCTBEHUsI IPOJIYKT, U HAJIMYKME HAa HAyYHU J0Ka3aTeJICTBa 3a O€30MacHOCTTa U €(pUKACHOCTTA HA TO3U
MPOJYKT.

(2) JlexapcTBeHMST MPOAYKT IO aji. 1 ce mpeamucBa OT KOMUCHS OT TpUMa JIEKapu OT Jie4eOHO
3aBe/ieHUe 32 OOJIHUYHA TIOMOII] C TIPU3HATA CIIEHUATHOCT MO npoduiia Ha 3a00IsIBAHETO, KOUTO MOTUBUPAT
MPEIIMUCAHUETO 32 BCEKH KOHKPETCH MAIlUeHT.

(3) Jleuenmero mo am. 1 ce mpoBexaa B Je4eOHO 3aBeIECHHE 3a OOJHWYHA TIOMOI CIIE]
MoJy4aBaHe Ha MICMEHO HH(POPMUPAHO ChIVIACKE OT MAI[UCHTA.

(4) Bcekun ertam OT JIeYCHHETO HA TMAIlMEHTA CE MPOCIEHsBa W JOKYMEHTHpPA OT JICKAPUTE OT
KOMUCHSITA 110 aJl. 2, KOUTO HOCST OTTOBOPHOCT 32 MPOBEKIAHE HA JICUSHUETO 1O ail. 1.

(5) Komucwusita no an. 2 ysegomsisa Maneanutenna arenius "Menuuuncku Hanzop" u MAJI 3a
MIPOBEXKIAHOTO JICUEeHHUE 10 ail. 1.

(6) YcioBusiTa U pennT 3a MOdydaBaHe Ha WHPOPMHUPAHO ChITIACHE OT MAlMEHTa Mo all. 3,
MPOCJEIIBAHETO M JOKYMEHTHpPAHETO Ha JIEYeHHeTO Mo aj. 4 u Ha Oe3omacHoCTTa M epUKaCHOCTTa Ha
JIEKapCTBEHHMsI MPOIYKT CE€ OMpPEeNsT B HapenOarTa mo ui. 9, an. 1.

(7) B cnydaute 1o ai1. 1 mekapCTBEHUAT MPOAYKT HE Ce 3aruialia ¢ MmyOoJIMdYHU CPEICTBA.

I'naBa TpuHajnecera.
ABPKABEH KOHTPOJI BbPXY JIEKAPCTBEHUTE NPOAYKTHU

Yn. 267. (1) (U3wm. - [IB, 6p. 98 ot 2010 ., B cuma ot 01.01.2011 r., mom. - /IB, 6p. 102 ot 2012
r., B cuia ot 21.12.2012 r.) MuHHCTEpPCTBOTO Ha 3/1paBEONa3BaHETO PHKOBOAU AbPKaBHUS KOHTPOI BBPXY
JIEKapCTBEHUTE NpPOAYKTU. HernocpencTBEHOTO PBKOBOACTBO CE OCBUIECTBSIBA OT IVIABHUS JbP)KABEH
3IpaBEH MHCIIEKTOP, OT Mpecenaress Ha chBeTa o wi. 258, ain. 1, ot u3nbiaauTenHus aupektop Ha UAJI u
oT aupekropure Ha P3U, kouTo ca 1bp:kaBHU MHCIIEKTOPHU IO KOHTPOJIA BbPXY JIEKAPCTBEHUTE MPOTYKTH.

(2) (U3m. - [IB, 6p. 98 ot 2010 1., B cmma ot 01.01.2011 r., gom. - /1B, 6p. 102 ot 2012 1., B cuna
ot 21.12.2012 r.) Opranu 3a abpp>kaBeH KOHTPOJ BBPXY JICKAPCTBEHUTE MPOIYKTH Ca CHBETHT MO 4. 258,
an. 1, MUAJI u P3U.

(3) (Homa - 1B, Op. 67 ot 2020 r.) Pernonanaute 3apaBHU WHCICKIIMU B PAMKUTE Ha CBOSTA
KOMIIETEHTHOCT chaelictBaT Ha WAJl mpu ocbhliecTBsIBaHe Ha JACWHOCTHTE IO KOHTPOJAa BBPXY
JIEKapCTBEHUTE MTPOJYKTH.

(4) (U3m. - JIB, 6p. 98 ot 2010 1., B cuna ot 01.01.2011 1., gom. - JIB, 6p. 102 ot 2012 r., B cuna
or 21.12.2012 r., npenumna an. 3 - /1B, 6p. 67 ot 2020 r.) HenocpeacTBeHUAT KOHTPOJI C€ YIPaXKHSIBA OT
JUTbKHOCTHHU JIMLIA - HHCTIEKTOPH U €KCIIEPTH, ONPEJIETICHH ChC 3all0BE/IN Ha IpeiceAaTess Ha ChBETa MO Yl.
258, an. 1, na qupexropa Ha MAJI nnu Ha qupekropa Ha cboTBeTHaTa P3U.

(5) (Ilpemummna an. 4 - JIB, 6p. 67 ot 2020 r.) Ilpu ochluecTBsiBaHE HAa KOHTPOJIHUTE CH
GyHKIIMM OpraHute mo ain. 1 Morar Ja MOUCKaT ChACWCTBUETO HAa OpraHuTe Ha MUHHCTEPCTBOTO Ha
BBTPEIIHUTE PabOTH.

Yn. 267a. (1) (Hos - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., m3m. - [IB, 6p. 102 ot 2012



r., B crwa ot 21.12.2012 r., u3m. - JIB, 6p. 102 ot 2018 r., B cunia ot 01.01.2019 1., mpenuInen TeKCT Ha Y.
267a - ]IB, 6p. 67 ot 2020 r.) U3mbaauTenHa areHius "MeauuHCKH Haa30p" OCHIIECTBSBA KOHTPON 32
CIa3BaHETO Ha YTBBpPIEHUTE (hapMaKo-TepanmeBTUUYHA PBHKOBOJACTBA M U3BBPIIBAHETO HAa OICHKA Ha
e(eKTUBHOCTTA Ha TepamnusiTa B CbOTBETCTBUE C KpUTepuuTe no wi. 259, an. 1, 1. 4.

(2) (Hosa - 1B, 6p. 67 ot 2020 r.) M3nbanuTtenHa areHnus "MeauIMHCKH HaaA30p" MOXE Aa
U3BBpIIBA NPOBEPKU B alTEKUTE MO wi. 222, an. 4, KOUTO BKJIKOYBAT IPOBEPKA 32 CHOTBETCTBHETO Ha
BHJIOBETC U KOJIMUECTBATA JICKAPCTBEHU MPOIYKTH, KOUTO Ca NPEANUCAHH W/WIW TPHIOKCHH Ha
MalUEeHTUTE, C BUJIOBETE U KOJIMYECTBATA JIEKAPCTBEHH MPOAYKTH, KOUTO Ca OTIyCHATH OT anTeKaTa, KoraTo
TE3H JICKaPCTBEHU MPOYKTH CE 3aIjianiaT ¢ MyOJIMYHA CPEACTRA.

Ui 268. (1) U3mbaHuTeIHATA areHuus 1Mo JeKapcTBaTa ypaKHIBa KOHTPOJ BBPXY:

1. (mom. - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) ChOTBETCTBUETO HA MTOMEIICHUATA,
ChOPBIKEHUATA U YCIIOBUSATA 33 MPOU3BOACTBO, KOHTPOJI, CbXPaHEHUE U THProBUS C JEKAPCTBEHU MPOAYKTU
M aKTHBHHM BeIIeCTBA M 3a cCla3BaHe Ha H3MCKBaHMATa Ha JloOpara MpOW3BOJCTBEHA MpaKTHKa Ha
JeKapcTBeHH MpoayKTH u JlobpaTta qucTpuOyTOpcKa MpaKkTHKA,;

2. (m3m. - [IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) neiiHOCTTa Ha MPUTEKATETUTE HA
paspelieHue 3a ynorpeba, Ha NPOU3BOJAMTEINTE, BHOCHTEIHMTE, THPrOBIUTE HAa €ApPO C JIEKaPCTBEHU
MPOJAYKTH M aKTUBHU BEILECTBA, HA IOCPEAHULIUTE B 00JIaCTTa HA JIEKAPCTBEHUTE MIPOJYKTH, HA allTEKUTE U
JIPOTEePUUTE;

3. Ka4ecTBOTO, 6€30MACHOCTTA U €(PUKACHOCTTA HA JIEKAPCTBEHUTE MPOAYKTH;

4. XIMHUYHUTE W3MHUTBAHUA Ha JIEKAPCTBEHUTE MPOAYKTH U KOHTPOJ 3a cla3BaHe Ha
n3uckBaHUATa Ha JloOpaTa KIMHIUYHA PAKTHKA;

5. nekapcTBeHaTa HHQOpMaIlHs, CBbp3aHa C pa3pelllaBaHeTo UM 3a ynoTpeda u pekjiaMmara;

6. (u3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) cucremara 3a mpociensBaHe Ha
JeKapcTBeHa 0€30MacHOCT HA MPUTEKATENIUTE Ha pa3pelieHre 3a ynotpeda u 3a Cra3BaHe U3MCKBaHUATA HA
JloGpata mpakTHKa 3a MpociiesiBaHe Ha JIEKapCTBeHa 0€30MacHOCT.

(2) (U3m. - [IB, 6p. 98 ot 2010 1., B cmma ot 01.01.2011 1., u3m. - /1B, 6p. 102 ot 2018 1., B cuna
ot 01.01.2019 r.) PernonanauTte 3apaBHA HHCIIEKIIMH YITPAXKHIBAT KOHTPOJ:

1. BBpXy NOMEILEHUATA, CbOPBKEHUATA, YCIOBUATA 3a CbXPAHEHUE U ThPIOBUS C JIEKAPCTBEHU
MIPOAYKTH;

2. BBPXY AEMHOCTTa Ha TBHPrOBIUTE HA €pO, ANTEKUTE MU JAPOTEPHUHTE, PA3MONIOKEHH Ha
TEPUTOPHSATA HA ChOTBETHATA 00JIACT;

3. 3a cna3BaHeTO Ha YTBBbPJACHUTE LIEHU, MpEACTHUTE IIEHU, PETUCTPUPAHUTE IEHU Ha
JICKapCTBEHUTE NMPOJYKTU MPH MpoaaxbdaTa UM Ha JIpeOHO OT anTeKUTe M APOTepUUTe, Pa3MoOKEHH Ha
TEPUTOPUSITA HA CHOTBETHATa 00JIacT;

4. (moBa - JIB, Op. 67 ot 2020 r.) BBpXy AEHHOCTUTE IO YHMIIOXKABAHE HA JIEKAPCTBEHU
MPOJYKTH.

(3) (Homa - IB, 6p. 102 ot 2018 r., B cuma ot 01.01.2019 r.) CeBerbT mo ui. 258, am. 1
YIpa)KHsBAa KOHTPOJIL:

1. 3a cna3BaHeTO HAa YTBBPJACHUTE LIEHU, MPEACTHUTE LEHU U PETUCTPUPAHUTE LEHU Ha
JIEKapCTBEHUTE MPOJIYKTH MIPU Mpoaax0aTa UM OT ThProBIMTE HA €APO C JIEKAPCTBEHH MPOTYKTH;

2. (gom. - JIB, Op. 67 ot 2020 r.) BbpXy JAeHHOCTTAa Ha NpPUTEXKATEIUTE Ha pa3pelieHHs 3a
ynorpe0a Ha JTEKapCTBEHH MPOAYKTU U THPTOBLUTE HA AP0 C JEKAPCTBEHU MPOIYKTH OTHOCHO CIa3BAHETO
Ha 3abJDKCHHSITA UM, OTIPEJICTICHH ¢ Hapeaoara mo wi. 261a, an. 5.

(4) (ITpegumrna ain. 3 - JIB, 6p. 102 ot 2018 r., B crta ot 01.01.2019 r.) C MAJI ce cpriacyBat
MHBECTULMOHHUTE MPOEKTH 332 CTPOUTEIICTBO HA HOBHM W/WIIM NPEYCTPOMCTBO HAa CHIIECTBYBAIM OOEKTH,
CBBpP3aHU C MPOU3BOJICTBOTO HA JIEKAPCTBEHU MPOAYKTH choOpa3Ho mpaBuiara 3a JJoOpaTa mpou3BoaACTBEHA



IMPpaKTHUKa Ha JICKAPCTBCHU IIPOAYKTH.

UYn. 268a. (Hos - /IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) (M3m. - B, 6p. 84 ot 2018
r., B cuia ot 12.10.2018 r.) [JapeHuss Ha JeKapCTBEHU MPOIAYKTH OT MPUTEKATEIH Ha DPA3PEIICHHE 3a
ynoTtpe6a, Npou3BOIUTENHN, THPrOBUM Ha €lpo W ApeObHO u oT bbiarapckus UepBeH KpbcT Morar Ja ce
U3BBpIIBAT caMoO Clie]] [oJlaBaHe Ha yBenomuieHue oT gaputens a0 MAJI mo oOpaszen, yTBbpAEH OT
MUHHCTBPA Ha 3/[PaBEONA3BAHETO 110 MTPEI0KEHNE HAa U3NBbIHUTEIHUA AupekTop Ha MAJL.

(2) Japenusita ce M3BBHPIIBAT NIPU ClIa3BaHE Ha MpaBuiaTa 3a JJoOpa mapurencka mpakTHKa Ha
CBeToBHaTa 3/paBHa OpraHU3alusl.

(3) (Otm. - 1B, 6p. 84 o1 2018 1., B cuna ot 12.10.2018 r.)

(4) JleueOnure 3aBeneHuss u boarapckusr Yepsen kpbeT yBenomsiBaT MAJI 3a momyueHurte
JapeHMsl Ha JIEKaPCTBEHU MPOJYKTU B 7-JIHEBEH CPOK OT IOJYyYaBaHETO UM.

(5) B xpas Ha Bcako Tpumeceune MAJl wmsmpama wHpOpManus B MHUHHCTEPCTBOTO Ha
3[IpaBEOINAa3BaHETO 33 U3BBPILICHUTE JAPEHUS 110 ail. 4.

(6) 3a U3BBPIIBAHETO Ha JApEHHE HA JEKAPCTBEH MPOIYKT IO MOJOa Ha JeueOHO 3aBeieHuE,
MpelHa3HayeH 3a JIeYeHHEe Ha KOHKPETEH MAalMeHT B >KMBOTO3aCTpallaBallo CbCTOSHHUE, dapUTEIIST
yBenomsia MAJI B 7-1HEBEH CPOK OT U3BBPILIBAHETO MY.

(7) Hapenusita mo an. 6 He MOrar Jia HaJBUILABAT KOJWYECTBOTO, HEOOXOIUMO 32 €IHOKPATCH
KypcC Ha JIeueHHe.

Ui 269. (1) KoaTpoasT mo wi. 267 ce u3BbpIIIBa Ype3 MHCIEKIIMHA U Ja00PATOPHU U3MTUTBAHUS.

(2) Macneknuute 1 1abopaTOPHUTE U3MUTBAHMS 110 all. 1 ce U3BBHPIIBAT:

1. BbB Bpb3Ka C U3/jaBaHE Ha pa3pelieHus 3a yrnorpeda, Ipou3BOACTBO, BHOC U CEpTUDUKATH I10
pena Ha TO3H 3aKOH,;

2. BbB BpBb3Ka C OCBIIECTBSIBAHE HAJ[30p Ha NIa3apa Ha JIEKapCTBEHU NIPOJYKTH;

3. mpu 3asBsiBaHE OT CTpaHa Ha EBpomelickata komucusi, Ha EBpomeiickata areHuus 1o
JIeKapcTBaTa WK OT CTpaHa Ha KOMIIETCHTHHS OpraH Ha Jpyra JIbpKaBa YICHKA;

4. npu 3asgBsiBaHE OT CTpPaHa Ha MPOU3BOJUTEN, BHOCUTEN WM MPUTEkKATENl Ha pa3pelieHue 3a
ynotpe0a U3BbH Ciiy4auTte 1o T. 1.

(3) (U3m. - B, 6p. 102 ot 2012 1., B cmima ot 21.12.2012 r.) U3mpaHUTEIHATA areHIIHS 110
JIeKapcTBaTa U3BbPIIIBA MHCIICKIINH:

1. Ha MPOU3BOAUTENM Ha JIEKAPCTBEHU MPOYKTH, Pa3MOJI0KEHN HA TepUTOpUaTa Ha PemyOnnka
bearapus, Ha qbpkaBa UJIeHKa WK B TPETU AbPIKaBH,

2. Ha BHOCUTEIHU U ThProBIU HA €APO C JIEKAPCTBEHU MPOIYKTH;

3. Ha TOMENIEHHUATAa Ha MPOU3BOJUTEINTE, BHOCUTEIUTE U THPTOBIMTE HA €IpO Ha aKTUBHHU
BEIIECTBA, PA3OJIOKEHU Ha TepuTopusaTa Ha Permybnuka brirapus;

4. Ha TIOMENICHUSTA HA MPOW3BOJUTENM WJIM THPrOBIM HA €IpO HA AaKTUBHHU BEIIECTBA,
Pa3MoNIoKEHU B TPETU AbPrKaBH, KAKTO U HA MPOU3BOAUTEIHN UM BHOCUTEIHN HAa TOMOIIIHH BEIECTBA;

5. Ha MIOMeEIEHHATA Ha TIPUTEKATEIUTE HAa Pa3pelIeHus 3a yoTpeda Ha JIEKapCTBEHU MPOAYKTH
Y Ha MOCPEIHUIUTE B 00JIaCTTa Ha JIEKapCTBEHUTE NPOAYKTH, PETUCTPUPAHH IO peAa Ha wi. 212a;

6. Karo 4YacT OT cepTU(UKANMOHHA TMPOIEaypa, KOSTO € BBB Bpb3Ka C MOHOrpaduu Ha
EBporneiickara ¢papmaxornes;

7. Ha MPOU3BOAUTENH HA U3XOJIHU MaTepUAIIH 10 MMCMEHO UCKaHe Ha MTPOU3BOIUTEIIS.

(4) MBnbiHuTenHAaTa areHIMs MO JieKapcTBaTa W3BBPIIBA MHCIEKIUU HA MPOU3BOAMUTENN HA
JIEKapCTBEHH MPOJIYKTH, YCTAHOBEHU B TpeTa JAbpKaBa, BbB BPb3Ka C MOJAJICHO 3asBICHHUE 3a MOTy4YaBaHe
Ha pa3pelieHue 3a ynorpeda 1 BHOC.

(5) (U3m. - IIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) Uncnekuuute no an. 3 u 4 ce



W3BBPINBAT B ChOTBETCTBHE C PHKOBOJCTBA, IpHeTH OT EBporielickara KOMUCHS.

(6) (M3m. - 1B, 6p. 102 ot 2012 1., B cwia ot 21.12.2012 r.) U3mbaauTenHaTa areHIUs IO
JIeKapcTBaTa y4acTBa Mo MckaHe oT EBpomeiickata komucus, EBpomeiickara areHmus mo jekapcTBara Win
IbprKaBa WICHKA MPU U3BBPIIBAHETO HA MHCIIEKIIUH 110 al. 3 B EBpOMEHCKus ChI03 WM B TPETH JTbPIKABH.

(7) (U3m. - B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) U3nbaHuTEeNHATA areHIMS IO
JeKapcTBaTa CH CHhTPYJHWYM W OOMeHs uHopMaiusi ¢ EBpomneiickaTa areHIus 1O JieKapcTBaTa MpH
TUTAHUPaHE W U3BHPIIBAHE HA MHCIICKIIUUTE 110 all. 3.

(8) (Homa - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) M3nbaHuTeNHATA areHIHS 110
JeKapcTBaTa CU ChTpyAHHYM ¢ EBpomeiickara areHIus 1O JIeKapcTBaTa NpU KOOPAWHUPAHETO Ha
WHCIIEKIIUU B TPETHU AbPKaBH.

Ui. 269a. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) (U3m. - [IB, 6p. 67 oT
2020 r.) JnbKHOCTHUTE JUIA TIO 4. 267, an. 4 U3rOTBAT JOKJIaJ 3a BCAKA M3BbPIICHA MHCIEKIMS MO Y.
269, an. 3 u 4 3a cna3BaHETO HA MPUHIIMIIUTE U PHKOBOICTBaTa 3a J[0Opa Mpon3BOCTBEHA MPAKTHKA WU 32
JloGpute AUCTpUOYTOPCKM TPAKTHKH, WU 32 ClHa3BaHE W3UCKBAHMATA HA TJjaBa OCMa, KAaKTO H
M3UCKBAHMATA HAa TO3H 3aKOH.

(2) HoxnansT mo an. 1 ce mpemocTaBs Ha MPOBEPSBAHOTO JIMIE, KOETO MOXE Ja MPEACTaBH
O€JIe)KKH 0 HETO.

(3) Ilpu momy4yaBane Ha o6ocHOBaHO nckaHe MAJI n3npaia mo eJIeKTpOHEeH IbT JOKIAJAUTE IO
an. | Ha KOMIIETEHTHUS OpraH Ha JApyra Ibp)KaBa WieHKa Wi Ha EBpomneiickara areHIus o jiekapcrnara.

Yn. 2696. (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Koraro B pe3synrar Ha
M3BBPIIECHA HHCTICKIUA 10 4. 269, an. 3 ce ycTaHOBU ChOTBETCTBHE ¢ JloOpaTa mpon3BOACTBEHA TPAKTHKA,
cboTBeTHO J0OpuTe AMCTPUOYTOPCKU MPAKTUKU, KoraTo € mpuinoxumo, MAJl uznaBa Ha MPOU3BOIUTENS,
BHOCHTEINII WIM Ha THpProBela Ha eapo ceprudukar 3a JloOpa mMpoM3BOJACTBEHA NPAKTHUKA, CHOTBETHO
ceprudukar 3a [lo6pa nuctpubyTopcka npakTuka B cpok 10 90 THU OT U3BBPILIBAHE HA HHCIICKIIHATA.

(2) Korato B pe3ydarar Ha U3BBpIIEHA HHCHEKUUA MO 4i. 269, ai. 3 ce ycTaHOBH, 4e
MIPOU3BOJUTEINAT, BHOCUTENAT WM THPrOBEUbT HA €pO Ha JIEKAPCTBEHU MPOAYKTH WJIM Ha aKTUBHU
BEIIECTBA HE CIa3Ba M3HMCKBaHMATA Ha 3aKOHAa W/WIM TPUHIMUINTE M pbKOBojcTBata 3a JloOpa
MIPOM3BOJICTBEHA MpakTHKa w/mian Ha JloOpute muctpuOyTopcku mpaktuku, MAJI m3mgaBa craHoBuIe 3a
HECHOTBETCTBUE.

(3) U3mpiHATETHATA areHIUS 110 JIEKapcTBaTa BhBEXK/Ia B 0a3ara naHHu 1o 4i. 147 u3maaeHuTe
ceprudukatu 1o an. 1 u uHGOop™MaIus 1o ai. 2.

Yn. 2698. (Hos - IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) Koraro B pe3ynrar Ha
u3BbpIIeHa MHcnekuus no wi. 270, am. 1, T. 5 ce ycTaHOBHU, Y€ NPUTEXKATEIAT HA Pa3pelICHUETO 3a
ynorpeba He chasBa H3HMCKBaHUATA Ha MiaBa ocMa, WAJl paBa mpeanucaHusi 3a OTCTpaHsSBaHE Ha
HEChOTBETCTBUSATA.

(2) B cnywaure mo an. 1 MAJI yBenomsiBa nbpkaBUTE 4JI€HKH, EBporelickara areHIus IO
JiekapcTBara u EBponeiickata KOMHCHSI.

Un. 270. (1) (M3m. - 1B, 6p. 67 ot 2020 r.) B pamkuTe Ha CBOSiITa KOMIIETEHTHOCT
JUTHKHOCTHUTE JIUIIa 1Mo wi. 267, all. 4 umar npa,o:

1. (m3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) Ha 7OCTHI 10 BCHYKU JOKYMEHTH,
CBBP3aHHU C MpeIMeTa Ha MHCTIEKIHTA, KAKTO U 0 JOKYMEHTH, CBbP3aHU IPSIKO UM KOCBEHO C HapyIllIeHHe
Ha TO3H 3aKOH WJIM Ha 3aKOHO/ATEJICTBOTO HA JBbPKABUTE YWICHKH, BbBEKIAIIN U3NCKBaHMITA HA J[UpeKTHBa



2001/83/EQO, nezaBucuMo oT ¢opMaTa Ha JOKYMEHTA;

2. a pa3nopensar Ha BCSAKO JIUIIE Jja MPEIOCTaBH CBEIACHMS 3a HapyIIEeHUs 1o T. 1, KOUTo ca My
W3BECTHH;

2a. (woBa - JIB, Op. 102 or 2012 r., B cuma ot 02.01.2013 r.) na HHCHEKTHpAT
MIPOU3BOJCTBEHUTE U THPrOBCKUTE OOEKTU HA MPOU3BOJUTEIUTE HA JIEKAPCTBEHHU MPOAYKTH, aKTUBHU WIIH
IIOMOIIHU BEIECTBA, KaKTO M J1ab0OpaTopuuTe, W3MOJA3BAHU OT IMPUTEKATEIUTE Ha paspelieHue 3a
MIPOM3BOJICTBO WJIM BHOC;

3. 1a MHCHEKTHpaT MO BCAKO BpeMe OOEKTUTe, MOJJIeKalld Ha KOHTPOJ, W Ja M3UCKBAT,
MIPOBEPSIBAT U MPABAT KOMMSI OT BCUYKU JOKYMEHTH, CBbP3aHU C LISJIOCTHATA ACHMHOCT Ha KOHTPOJIUPAHUS
00€KT;

4. na B3emar mpoOu OT JIEKapCTBEHU MPOAYKTH, aKTUBHU U TOMOIITHH BEILIECTBA 3a J1a00paToOpHU
W3MUTBAHUS,

5. (m3m. - [IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) 1a MHCIIEKTUPAT MTOMELICHUATA,
apXUBUTE, TOKYMEHTUTE M OCHOBHATa JOKYMEHTAIUsl Ha cUCTeMaTa 3a MpOoCIe/sBaHE Ha JeKapcTBEHATa
0€30MacHOCT Ha IMPUTEKATENs Ha pa3pelleHUeTo 3a ynoTpeda UilH JUIa, Ha KOUTO € Bh3JI0XKHI U3BbPIIBAHE
Ha JIEHHOCTHUTE MO TIaBa OCMa;

6. (HoBa - /1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) 1a u3BBpLIBAT MPOBEPKa OTHOCHO
CIa3BaHETO HA YTBBPJEHUTE LIEHHU, NMPEACTHUTE LIEHW WIM PErUCTPUPAHUTE LIEHM IpHU IpojaxdaTa Ha
JIEKapCTBEHH MPOTYKTH;

7. (mpemumHa T. 6 - JIB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) na chCTaBAT aKTOBE 3a
YCTaHOBSIBAaHE HA aIMMHUCTPATUBHU HaPYILICHUSI.

(2) (Ot™m. - IB, 6p. 102 o1 2012 1., B cuia ot 21.12.2012 1.)

(3) (U3m. - IB, 6p. 98 o1 2010 1., B cria ot 01.01.2011 r.) U3neaauTenausT nupexktop Ha MAJL
WM CHOTBETHUSAT qupekTop Ha P3U B 3aBHCHMOCT OT MOAYMHEHHETO HA ITHKHOCTHOTO JIUIE, YCTAHOBUIIO
HapylLIeHUETO, UMa IIPaBo Ja:

1. paznopeau MUCMEHO Ha HAPYIIUTENS J1a IPEyCTaHOBU HapYIICHUETO 1o al. 1, T. 1;

2. M3MCKBA OT HapyLIMTENs Aa JeKjIapupa, ye 1€ NMPeyCTaHOBU HApyLIEHUETo mo ain. 1, T. 1 u
IIpY HEOOXOIMMOCT Ja IO 331bJKU Jla HallpaBy JIeKJIapalusTa 00ECTBEHO JOCTOSHHE;

3. pasmopeaM mpekpaTsiBaHe WiIM 3a0paHa Ha BCAKO HapymeHue mo ai. 1, T. 1 u mpum
HEOOXOMMOCT J1a HallPpaBU PasMoOpekIaHETO 3a MpEeKpaTsBaHe WM 3a0paHa HAa HApPYIICHUETO OOIIECTBEHO
JOCTOSTHHE.

(4) (Hosa - IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) [Ipeacenarenar Ha chbBeTa MO 9JI.
258, an. 1 uma mpaBo Ja pa3nopenn MUCMEHO Ha HApYILIUTEN Ja TPEyCTaHOBU HAPYIIEHUETO, YCTAHOBEHO
IIpY NIpoBepKara 1o ai. 1, 1. 6.

Yn. 270a. (Hos - [IB, 6p. 67 ot 2020 r.) (1) [Ipu ocbliecTBsiBaHEe HA KOHTPOJIHUTE CU (QYHKIIHUU
CBHBETHT MO wi. 258, an. 1 uma npaso aa:

1. n3uckBa uHdopmanus 3a:

a) JOCTaBeHHWTE Ha Tepuropusra Ha Pemybnuka bbiarapus KonwuecTBa IO JIEKAPCTBEHU
MPOJYKTH, KAKTO U [IECHUTE Ha TSIXHOTO IpUI00MBaHE;

0) THProBIMTE HA €IPO, HA KOWTO Ca JOCTABEHU KOJIMUYECTBATA JIEKAPCTBEHH MPOIYKTH MO OYKBa
uan;

B) JlaTaTa, Ha KOSTO Ca U3BBPILIEHHU JOCTaBKUTE 1o OykBu "a" u "0";

T') HAJTMYHUTE B CKJIAJIOBETE KOJUYECTBA, IOCOYCHHU IO JIEKAPCTBEHH MIPOTYKTH;

2. mpoBepsiBa THPrOBCKU WJIM JIPYTH KHUXKA, TOKYMEHTH U HOCUTEIH Ha MH(OpMAIHs C Orie]
YCTAaHOBSIBAHE Ha CIIa3BaHE Ha YTBBPJCHHUTE IICHW, NPEICITHUTE [EHU WM PErUCTPUPAHUTE I[IEHU Ha

JIEKAPCTBEHUTE MPOAYKTH;



3. u3ucKkBa W CcHOMpPAa OPUTHHAIHMU JOKYMEHTH, JaHHU, CBEICHUS, KHIDKA, CIIPaBKU U APYTH
HOCHUTENIM Ha MH(POpMalLKs 32 YCTAaHOBSBAHETO HA CIa3BAaHE HA YTBBPJCHUTE LIEHU, NPEJEIHUTE LIEHU WUIIH
PETUCTPUPAHUTE LIEHU HA JIEKAPCTBEHUTE MPOTYKTH; N3UCKBA 3aBEPEHU KOIHUS HAa MMCMEHUTE JOKYMEHTU U
3aBEpEHU pa3leyaTKy Ha JaHHU OT TEXHUYECKU HOCUTEIH;

4. momy4dn JOCTBII OT MPOBEpPSBAHUTE JHUIA [0 aBTOMAaTU3MpaHUTE UM HHGPOPMALMOHHU
CHCTEMH, MPOIYKTH WIH apXUBHU, KOTATO CHOMPAaHETO, ChXpaHsABaHETO U 00paboTkaTa Ha MHPOpMaLUATA Cce
M3BBPIIBA 110 TO3U HAYUH.

(2) Ilpu ocwklecTBsBaHE Ha KOHTPOJIHHUTE CH (DYHKIMH CHBETHT MMa IPaBO Jla M3UCKBA OT
IIPOBEPSABAHUTE JIMLIA IPEAOCTABSIHE HAa HH(OPMALMS U TOKYMEHTH 110 aj. | B ONpesieneH OT HEro CPoK.

(3) CbBeThT MOXKe J1a CKIII0UBA CIIOPA3yMEHUs 32 B3aMMOJACUCTBHE C IPYT'H KOHTPOJIHU OpPTaHH,
[P U3MbJIHEHUE Ha (PYHKIMUTE CH 110 aj. 1.

Y. 271. (1) (U3m. - 1B, 6p. 98 ot 2010 r., B cmma ot 01.01.2011 r.) Pernonanaure 3apaBHu
WHCTIEKIIY UMaT MPaBo Ja:

l. crupar CTPOUTENCTBOTO M Jla W3JaBaT NpPEINUCAHMs, KOTaTO YCTaHOBAT HapyUIeHHs Ha
XUTUEHHUTE HOPMH M M3UCKBAaHHS B TpoIeca Ha H3MBJIHEHHWE Ha CTPOUTEICTBOTO; MPH HE3AKOHHO
CTPOWTEJICTBO Ha OOCKTH W CHOPHKEHHS 332 MPOM3BOJCTBO, ChXpAaHCHHWE M MPOAaKOa Ha JIEKapCTBEHH
MPOAYKTH yBeAoMsaBaT JlupekuusTa 3a HallMOHANIEH CTPOUTETICH KOHTPOJ WM TeXHHUYecKkaTa Ciayxkba Ha
oOIMHara;

2. 3a0paHsABaT MYCKaHETO B EKCIUIOATalMsl M Ja CHHpaT eKcIuloaranuira Ha OOeKTH U
ChOPBKEHUSI TPH HApyIIaBaHE HA W3WUCKBAHHMATA W HA XWTUCHHUTE HOPMH TIPU TMPOHU3BOJCTBOTO,
ChXPaHEHUETO U MpoJak0aTa Ha JEKapCTBEHU MPOIYKTH - 0 OTCTPaHsSIBaHE HAa HAPYILICHUATA;

3. (mm. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m. - JIB, 6p. 67 ot 2020 r.)
OJIOKHpAT JIEKapCTBEHH MPOAYKTH CJell TOoTy4aBaHe Ha MUCMeHO yBemomiieHue or MAJI 3a Hanmmume Ha
JOKYMEHTUpaHa MHQpOpMAIUs 32: HECHOTBETCTBUE C M3MCKBAHMSTA 332 KAYE€CTBO; JIEKAPCTBEHHU MPOIYKTH,
BHECEHH WJIM TPOM3BEICHU B HapyIICHHE HAa TO3M 3aKOH; JIEKAPCTBEHH MPOIYKTH, KOUTO C€ IMpejiarar B
OIIaKOBKH C JIUCTOBKHU, KOUTO HE OTIOBAPAT HAa U3UCKBAHUATA HA TO3U 3aKOH; U M3MpaIaT MOCTPHU OT TAX B
HNAJI;

4. naBar 3aKNIOYCHHS 33 CHOTBETCTBHETO Ha OOCKTHTE Ha KOHTpPOJA C HOPMATHBHO
oTpeieNIeHUTe U3UCKBAHUS;

5. U3maBaT pasNopekIaHMs, MPEANUCAHUS W YKa3aHUS B PaMKHUTE Ha CBOSITa KOMIETEHTHOCT,
KOUTO Ca 3abJKUTEITHHU 32 BCUUKH JIMIA HA TEPUTOPUSITA HA ChOTBETHATa 00JIaCT;

6. (moBa - JIB, Op. 67 ot 2020 T1.) OCBIIECTBSIBAT KOHTPOJI TIO W3IBIHCHUETO Ha
pasnopexaaHuATa 3a U3TETIIIHE Ha JIEKAPCTBEHU MPOIYKTH OT OOEKTUTE, PA3MOJIO0KEHU HA TEPUTOPUITA Ha
ChOTBETHATA 00JIACT.

(2) (U3m. - B, 6p. 98 ot 2010 r., B cuna ot 01.01.2011 r., nom. - JIB, Op. 67 ot 2020 r.)
[IpuHyauTenHuTe aAMUHUCTPATUBHU MEpKU Mo an. 1 umu mo wi. 270, an. 3 ce HamaraT ChC 3aloBe]] Ha
nupekropa Ha P3U. Konue ot uznanenara 3anoses ce usnpaia Ha MAJL

(3) 3amoBeauTe 1O aj. 2 MOAJEKAT HA 00XaJIBaHE MO pefia Ha A IMUHUCTPATUBHOMPOIIECYATHHS
KOJIEKC, KaTO 00)KaJIBAHETO HE CIIUPA U3ITBIHEHUETO UM.

(4) (Homa - 1B, Op. 67 ot 2020 r.) Pernonannute 31paBHHM MHCHEKIMU yBemomsiBat MAJIL,
KOTraTo YCTaHOBSIT, 4e:

1. anTeka Ha TepUTOpUATA HA CHOTBETHATa 00JacT He pabotu noseue oT 30 THU B paMKUTE Ha
€/IHa KaJleHJAapHa TO/IMHA;

2. HAMa amnTeKa Ha ajapeca, 3a KOMTO € W3aJIeHO pa3pelleHHe 3a THProBHs Ha JApeOHO ¢
JIEKapCTBEHU MTPOTYKTH.

Un. 272. (1) U3npaHuTEeNHATA areHUys 10 JIeKapcTBaTa:
1. (mom. - JAB, 6p. 102 or 2012 r., B cuna ot 02.01.2013 r.) 3a0paHsiBa MyCKAaHETO B



eKCIUTOATaIsl M CITUpPa EKCIUIOATAIUATa HAa OOCKTH U ChOPBKECHHUS IIPU HapyllaBaHe npasuiaaTa Ha JloOpara
MPOM3BOJICTBEHA MPAKTUKA Ha JIGKAPCTBEHU MPOAYKTH M HAa AaKTUBHM BeIIECTBa, KakTo W Ha [loOpure
JTUCTPUOYTOPCKH MPAKTUKHU J0 OTCTPAHSIBaHE HA HAPYIICHUATA;

2. 3abpaHsBa MPOU3BOJCTBOTO, BHOCA, U3HOCA U THhPIrOBUATA HA JIEKAPCTBEHU MPOIYKTH, KOUTO
NpsIKO WM KOCBEHO 3acTpalllaBaT 3[paBeTO Ha Xopara, M pa3nopexaa Te Aa ObJaT YHUIIOXKCHH,
npepabOTeH! UM U3TIOJI3BAHH 32 IPYTH LENH;

2a. (HoBa - JIB, Op. 102 ot 2012 1., B cria ot 02.01.2013 r.) 3anu4aBa oT perucTbpa JuIaTa,
M3BBPIIBAILY JEHHOCT MO MOCPEAHUUYECTBO C JIEKAPCTBEHU MTPOIYKTH, IIPU HECTIA3BAaHE HA 3a/IbJKEHUATA 110
1. 2126.

3. BpeMEHHO cIupa eKcIUloaTalusATa Ha OOEKTH 3a TBHProBHS Ha €ApO U Ha JApeOHO C
JIEKapCTBEHH MPOJYKTH, KOraTo HE C€ H3MbJIHSABAT YCJIOBUATA, NMPU KOUTO € HU3JaJEHO ChOTBETHOTO
paspelieHue;

4. OmoxkWpa JIEKapCTBEHH TMPOAYKTH TPU HAJWMYUEe Ha JOKyMEHTHpaHa uWHopMmanus 3a:
HECHOTBETCTBUE C HM3UCKBAHMATA 32 KauecTBO, €(PEKTUBHOCT M O€30MacCHOCT; JIEKapCTBEHH MPOIYKTH,
BHECEHU WIH IIPOU3BENECHU B HApyLIEHHE Ha TO3M 3aKOH, KAaKTO M JIEKAPCTBEHM IPOIYKTH, KOUTO C€
mpeajaraT B ONAKOBKM C JIMCTOBKM, KOMTO HE OTrOBapsT Ha M3UCKBAHMATA HA TO3M 3aKOH; MpH
HEOO0XOIUMOCT HapeX/1a U3TEMNITHETO UM OT alTEeKUTEe U JIPOrepHHTe, OT CKJIAJ0BETe 3a ThPrOBUS Ha €1po,
OT TIPOM3BOUTEIINTE U JICUCOHNUTE 3aBEICHUS U YBEIOMsIBA 32 TOBa MUHHUCTEPCTBOTO HA 3PABEOIIA3BAHETO;

5. (m3m. - JIB, 6p. 84 ot 2018 1. (*)) oTHEMa U3AJICHOTO pa3pelieHre 3a KIMHUYHO U3IUTBaHE,
CIMpa MPOBEXKIAHETO HAa KIMHUYHOTO M3IMUTBAHE WIIM 33]IbJKAaBa BB3JIOKHUTENSA J1a MOAAJNE 3asBICHHUE 3a
CBIIIECTBEHA NPOMSHA B KIWHUYHOTO HW3MHUTBAaHE MpH ycTaHOBeHHW HapymieHus Ha Permament (EC) Neo
536/2014 npu ycnoBusiTa U M0 pefa, NpeABUIEHH B HETo;

Sa. (moBa - /IB, 6p. 71 ot 2008 r., B cmina ot 12.08.2008 r., u3m. - JIB, 6p. 102 ot 2012 r., B cuna
ot 02.01.2013 r., mom. - [IB, 6p. 67 ot 2020 r.) pasnopexaa OIOKUpaHe, U3TETJISIHE M YHUIO’KaBaHE Ha
dammmudurpanu JTeKapcTBEHU MPOAYKTH U Ha JEKAPCTBEHU MPOIYKTH C HEYCTAaHOBEH MPOU3XOJl, KAKTO H
Ha JICKapCTBEHHU MPOAYKTH B cirydante 1o wi. 24 u 30 ot [lenerupan pernament (EC) 2016/161;

56. (moBa - JIB, 6p. 60 ot 2011 r.,, B cuma or 05.08.2011 r.) M3BBpUIBA MPOBEPKH Ha
HaNpaBEHUTE TapeHUs 1o Wi. 268a, an. 1;

6. W31aBa pa3NoOpPEKIaHUs, MPEANUCAHUS U yKa3aHUs B PaMKHUTE Ha CBOSITAa KOMIETEHTHOCT,
KOUTO €a 3abJKUTEITHU 32 BCUUKH JINLIA;

7. (moBa - JIB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) moctaBs moj Bb30paHa JIeKapCTBEHU
NPOAYKTH M AKTUBHU BEUIECTBA NPU CbMHEHUE B OTKJIOHEHHME Ha KAaueCTBOTO WM 4pe3 IOCTaBSIHE Ha
YAOCTOBEPUTEIIHU 3HALIU B 00EKTHUTE 32 TPOU3BOJICTBO.

(2) IlpuHyauTEIHNUTE aIMUHUCTPATUBHU MEpPKH 10 ai. | mwnm no wi. 270, an. 3 ce Hajarar cbe
3anoBe] Ha qupekTopa Ha MAJL

(3) 3anoBeauTe Mo ai. 2 mojuIeXkar Ha oOXKaiaBaHe MO pela Ha AJMUHUCTPATUBHONPOLIECY ATHHS
KOJIEKC, KaTO 00)KaJIBAHETO HE CIIUPA U3ITBIHEHUETO HM.

Un. 272a. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) (1) C nenerupanu akToBe 1o
1. 526, naparpad 2 ot Jupexkruna 2001/83/EO ce ycTaHOBsIBAT HEOOXOIUMHUTE MEPKHU 3a IIPEIOTBPATIBAHE
MyCKAaHETO B oOpallleHre Ha JIEKapCTBEHU MPOAYKTH, BbBeJIeHH B EBponeiickust cbio3, HO HENpeJHa3HAUYCHH
3a MyckaHe Ha na3apa Ha EBpormelickus cbio3, 32 KOUTO UMa JOCTAaThbYHO OCHOBAHMS 32 CbMHEHHE, Y€ ca
bammmdunupanu.

(2) W3nbanuTenHaTa areHUUs IO JIeKapcTBaTa MpeArnpueMa HEOOXOAMMHUTE MEPKH B
CbOTBETCTBUE C JIeJETUPAHUTE AaKTOBE MO aj. | 3a mpefoTBpaTsiBaHE IyCKaHETO B oOpalleHue Ha
JICKapCTBEHH NPOJYKTH, BbBeAeHU B EBpomeiickus cbio3, HO HElpeaHa3HaueHH 3a IyCKaHEe Ha Mas3apa Ha
EBporneiickus cb103, 32 KOUTO UMa AOCTATbYHO OCHOBAHUSA 3a CbMHEHHeE, e ca (ammuduirpanu.



(3) Murnunueckute opranu ysenomsBar MAJI 3a BbBEXJaHETO Ha TepuTopusita Ha PemyOinka
bbirapus Ha iekapCcTBEHU MPOAYKTH 10 al. 1 ¢ oryies npearnprueMaHeTo Ha MEPKH 10 all. 2.

Un. 2726. (Hos - B, Op. 67 ot 2020 r.) (1) IIpurexarenute Ha paspenieHue 3a
MIPOM3BOJICTBO/BHOC, MPUTEXKATEIUTE Ha paspelleHrue 3a ymnorpeba, MpuUTexaTenuTe Ha paspelleHue 3a
napajeieH BHOC, NPUTEXKATEIUTEe Ha pa3pelleHHe 3a THPrOBUS Ha €Ipo C JIEKAPCTBEHH MPOAYKTH,
MIPUTEXKATENIUTE HA Pa3pelIeHHe 3a ThProBUs Ha JPEOHO C JIEKapCTBEHU MPOIYKTH B amTeKa U JeueOHHUTE
3aBeJICHNs U3BBPIIBAT JeicTBUATA, onpeneneHu B Jlenerupan perinament (EC) 2016/161.

(2) bwarapckara opraHm3zaius 3a BepuduKanus Ha JIEKapcTBaTa Cbh3JaBa U YIPaBIsABa
Hammonanen peructsp mo wi. 32, 1. 1, OykBa "6)" ot [Henerupan persnament (EC) 2016/161, xoiito
oOcmy>xBa TeputopusiTa Ha Penybnuka boirapus.

(3) IlpaBo Ha Oe3BB3ME3[EH AOCTHII 10 PErHCThpa MO al. 2 MMAT CJIEIHUTE HAIMOHATHU
KOMIIETEHTHH OpraHu chriacHo wi. 39 ot Jlenerupan periament (EC) 2016/161:

1. VM3nbiHUTENHATA areHIMs Mo JIeKapcTBaTa - 3a IIeJIUTE Ha YIpaKHSBaHE Ha HAJ30P BBPXY
(YHKIMOHMPAHETO HA PETUCTPUTE U pascieBaHe MPU CbMHEHHE 3a Cllydyau Ha ¢anmmduuupane, KakTo u
3a [enuTe Ha JapMaKoJIOTHYHATA OMUTEITHOCT WU (PapMaKoeTHIeMUOIIOTHITA;

2. MuHHCTEpCTBOTO Ha 3]paBeonas3BaHeTo, HalumoHanHaTa 31paBHOOCUTYpUTENHA Kaca M
CBBETHT IO WI. 258, an. 1 - 3a menuTe Ha 3arJamaHe Ha JIEKapCTBEHH MPOAYKTHU C ITyOIMYHH CPEIICTBA.

Y. 273. (1) YcnoBusita U peAapT 3a B3eMaHe Ha MpoOWTEe, W3BBPIIBAHE HA W3MHUTBAHUATA U
3aIlJIAIIaHETO UM CE OIPEAEIAT B Hapea0a Ha MUHHUCTHPA Ha 3[IpaBEOIa3BaHETO.

(2) Ilpu ocmopBaHe Ha pe3yJTaTUTE OT HM3BBPIICHU JA0OOPATOPHH HW3MHUTBAHUSA CE€ TPABSIT
MOBTOPHU M3MUTBaHUA. Te ce U3BBPIIBAT MIPH MUCMEHO HCKaHE OT 3aMHTEepecoBaHaTa cTpaHa, HAMPaBEHO B
7-IHEBEH CPOK OT JaTara Ha MojlydaBaHe Ha pe3yJTaTa OT IbPBOHAYAIHOTO U3IUTBAHE.

(3) IloBropHMUTE W3NUTBAHUS MO al. 2 Cc€ W3BBPUIBAT OT EKCHEPTH, OMpeIeIeHH OT
M3MbJIHATETHUS JupekTop Ha MAJI, kouTo He ca y4acTBaM B MbPBOHAYAITHOTO U3MUTBAHE, B TPUCHCTBUETO
Ha YITBIHOMOILIEH IPECTaBUTEl Ha 3aMHTepecoBaHaTa CTpaHa.

Un. 274. (1) YcnoBusita M peabT 3a OJOKHUpaHE M HW3TETJISTHE Ha JIGKAPCTBEHU MPOIYKTH,
MOKAa3aJl HEChOTBETCTBHE C HM3UCKBAHMATA 3a KayecTBO, OE30MAaCHOCT M €(PUKACHOCT, CE OMpPEIeNiT B
Hapen0a Ha MUHHCTBPA Ha 3/[PaBEOIa3BaHETO.

(2) (M3m. - JIB, 6p. 67 ot 2020 r.) YcnoBusita U peIbT 3a YHHUIIIOKABAHETO Ha JICKAPCTBECHUTE
MIPOAYKTH C€ OTPENeNIAT B Hape10a Ha MHHUCTBpA Ha 3paBEoIa3BaHETo.

Yn. 275. (1) Ilpu ocwiiecTBsiBane Ha KoHTposia MAJI npeanpuemMa BCUYKH HEOOXOAUMHU MEPKH,
3a JJa OCHUTYpPH MPAaBUIHO BaJUAMpPAHE Ha IMPOLIECUTE HA MPOM3BOACTBO U NPEUYUCTBAHE HA JIEKAPCTBEHU
MPOJYKTH, TIOJYYEHH OT YOBEUIKAa KPBbB WJIM YOBEIIKA IJIa3Ma, IOCTOSTHCTBO B KAYECTBOTO Ha MAPTUIUTE U
rapaHTHpaHe, TOKOJIKOTO TEXHOJIOTUSTA MTO3BOJISIBA, OTCHCTBUETO HA CrielM(UYHA BUPYyCHA KOHTAMUHALIUS.

(2) Tlpomsomurenute yBemomsiBar MAJI 3a Meroma, HW3MOA3BaH 3a HaMajsBaHE WM
OTCTpaHsBaHE Ha MATOT€HHH BUPYCH, KOUTO MOTaT Jga ObJaT MPEHECEHH Ype3 JIEKapCTBEHH MHPOIYKTH,
MOJTy4€HHU OT YOBEIIKa KPbB WJIM YOBELIKA IUIa3Ma.

(3) M3nbaHuTeNnHATA areHIus MO JIeKapcTBaTa M3MUTBA WM HM3Mpalla 3a M3MUTBaHE B Ipyra
odunmanHa gaboparopus 3a KOHTPOJ Ha JEeKapcTBeHM NpoaykTu B PemyOnuka bwiarapus wim B apyra
IbpKaBa 4WIEHKa MOCTPU OT HACHIICH/HEPa3isaT MPOAYKT W/UIU JIEKApPCTBEH MPOIYKT 3a U3MHUTBAHE WU B
X0Jla 3a OIICHKA Ha 3asBJIEHHE 3a pa3pellaBaHe 3a ynorpeda mo wi. 46, ain. 1, T. 2 uinu ciaea u3JaBaHe HA
paspelleHue 3a ynorpeoa.



Un. 276. Wsnbianutennuar aupexkrop Ha WMAJl cbc 3anmoBen BpEMEHHO clHpa, OTHEMA,
IpeKpaTsBa UM IPOMEHs pa3peleHUEeTo 3a yIoTpeda Ha JIEKapCTBEHUs MPOLYKT/pErucTpaLusTa, Korato ce
YCTaQHOBH, Ye:

1. ©Ma HeTOMyCTHMa HEeXKelaHa JIEKapCTBEHA PEaKIHsl TPH MPAaBUIIHA yIIOTpeda, WiTn

2. nuIcBa TepaneBTHYHA ePUKACHOCT (TepaneBTUYHA €(PUKACHOCT JIMIICBA, KOTaTO C€ YCTaHOBH,
ye He Morar jga ObJaT TOJNy4YeHH OOSBEHHUTE TEPAaNeBTHYHHM pE3yNTaTH MpPHU pa3pelIaBaHeTo My 3a
yrnoTpe0a), uiu

3. ChOTHOILIEHHETO I10J133/PUCK € HeOIaronpHusITHO MPH MIPABUIIHA yIIOTpeda, UiIn

4. KOJIMYECTBEHUAT W KA4YEeCTBCHMAT CHCTaB Ha JIEKAPCTBEHUS IMPOLYKT HE OTroBapsAT Ha
JeKJIapupaHus IPU pa3peliaBaHeTo 3a ynorpeda, uin

5. TaHHUTE OT JOCUETO 10 Wi. 27 - 32 ca HEBEPHH, UITH

6. (u3m. - 1B, 6p. 71 ot 2008 r., B cua ot 12.08.2008 r.) maHHUTE OT AOCKETO 1O 4i. 27 - 32 He
ca JOIIBJIHEHH WM HE ca IPOMEHEHH ChITIaCHO M3MCKBAHMATA HA TJIaBa TpeTa, pasaen VI, umm

6a. (HoBa - JIB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 1.) HE ce M3MBJIHIBAT YCIOBHUATA TIO
ui. 55a, 56 wnu 56a, uiu

60. (voBa - /1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) npou3BOACTBOTO HA JIEKAPCTBEHUS
MPOAYKT HE € U3BBPIICHO B CHOTBETCTBUE C OMMCAHUS HAYMH Ha MPOU3BOACTBO 1Mo wi. 27, an. 1, T. 7, unn

7. (m3m. - 1B, 6p. 102 ot 2012 r., B cuima ot 21.12.2012 r.) He ca U3BBPUIICHH KOHTPOIHH
M3IUTBaHMS WIN T€ HE CE€ U3BBPIIBAT B ChOTBETCTBUE C METOJUTE, IOCOYEHHU B uil. 27, an. 1, T. 8, uiu

8. MaHHUTE BBPXY ONAKOBKATa W/WIM B JHCTOBKaTa HE ca B ChOTBETCTBHE C OOOpPEHHUTE IPH
M3JJaBaHETO Ha pa3peleHUETO 3a ynoTpeoa;

9. (noBa - /1B, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) mpuTexarenarT Ha pazpelieHue 3a
ynoTpeOa He € U3ITBIHIWI 3aAbJKeHusATa 110 uieH 45, maparpad 1 ot Permament (EO) Ne 1901/2006.

Un. 277. (1) Wsneaaurennust aupekrop Ha MAJL, He3aBucMMO OT MepkuTe no ui. 276,
3a0paHsiBa ChC 3aM0Be]] CHAOASIBAHETO C JIEKAPCTBEHUS MPOAYKT U pa3nopexaa OJIOKUPaHEeTO U U3TETIISHETO
My OT Ia3apa, KoraTo:

1. (m3m. - IB, 6p. 102 ot 2012 r., B cmma ot 21.12.2012 r.) umMa HemomycTUMa HEXelaHa
JIEKapCTBEHA PEaKIus, UIn

2. TATICBA TEpaNeBTUYHA €(PUKACHOCT, HITU

3. (u3m. - JIB, Op. 102 ot 2012 1., B cuna ot 21.12.2012 1.) CHOTHOLIEHHWETO TOJ3a/pPUCK €
HEOJIaronpusITHO, UK

4. KOJMMYECTBEHUAT U KAUYECTBEHUAT CHCTAB Ha JIEKApPCTBEHUS MPOJIYKT HE OTroBapAT Ha
JeKJIapupaHus IPU pa3pelIaBaHeTo 3a yrnoTpeda, uiu

5. KOHTPOJBT Ha JIEKAPCTBEHUS NPOAYKT W/UIM Ha ChCTABKUTE W HAa MEXIUHHUTE €Talu OT
IIPOU3BOJCTBEHUS MPOLEC HE € U3BBPIICH, WM HE CE€ M3NBJIHABAT U3UCKBAHUATA, IPU KOUTO € HU3/1aJEHO
pa3peleHueTo 3a MPOU3BOJICTBO.

(2) N3npnautennuar aupexkrop Ha MAJI mMoke nma Hamokw 3abpaHa mo ain. 1 um camo 1o
OTHOIIIEHNE HAa KOHKPETHU NapTUIH OT JIEKAPCTBEHUS MPOAYKT.

Yn. 278. (1) Usnbaaurennuar aupexkrop Ha MAJIL cbe 3amoBes; BpeMEHHO CIIUpa WIM OTHEMa
paspelieHneTo 3a ynorpeda Ha rpyna Wid Ha BCHUKH JIEKAPCTBEHM MPOJYKTH, 33 KOUTO MO OTHOLICHHE
MSCTOTO MM Ha IIPOU3BOJCTBO HE CE€ M3IBJIHABAT M3MCKBAHUATA, IIPU KOUTO € M3/1aJEHO PAa3pELIECHUETO 3a
IIPOU3BOCTBO.

(2) MsneaautenausaT gupektop Ha MAJL ocBeH MepkuTe mo wi. 276 MOXKE ChC 3aloBe
BPEMEHHO J]a CIIpe BHOCA Ha Ipyla WIM Ha BCUYKH JIEKAPCTBEHU NPOAYKTH OT TPETH ABP)KAaBU WM J1a
OTHEME M3/IaJICHOTO Pa3pelIeHNe 3a BHOC HA Tpyla WM Ha BCHYKH JIEKAPCTBEHU MPOIYKTH, KOTaToO HE ca B



CHOTBETCTBUE C M3UCKBAHUATA HA IJIaBa MeETa.

(3) MsmeaautenausaT aupektop Ha MAJL ocBeH MepkuTe mo wi. 276 MOXKE CBhC 3amoBe
BPEMEHHO J1a CIIPE WJIM J1a OTHEME Pa3pelIEHUETO 3a MPOU3BOJICTBO Ha IPpyIa WM Ha BCUYKH JIEKAPCTBEHU
IMPOAYKTHU, KOUTO HE Ca B CbOTBCTCTBUC C NSUCKBAHUWATA HA I'JiaBa I1€Ta.

Un. 279. (1) 3amoBegutre mo uin. 276, 277 wmmm 278 ce BpbYBAT Ha MNpUTEXKATENS Ha
pa3peleHreTo 3a yrnorpeda, CbOTBETHO Ha MPOU3BOAMTEIS I BHOCHTEJIS.

(2) 3amoBeaute 1o an. 1 moanexar Ha oOXkallBaHe MO pefa Ha A TMUHUCTPATUBHOIIPOIIECYATHUS
KOJICKC, KaTO 00KaJIBAHETO HE CITUPA U3ITBIHCHHETO HM.

Un. 280. (1) Ilpu ycraHoBsiBaHE Ha HapyllI€HHs Ha pa3nopeAOUTE Ha TIJaBa €AUHAJeceTa,
ChOTBETHO Ha HapemOata 1o wi. 249, m3mbIHUTETHUAT AupekTop Ha MAJI pasmopexna chbC 3amoBen
CIupaHe pa3npoCTPaHEHUETO Ha peKiaMara.

(2) Cobc 3amoBenra mo an. 1 mupexktopbT Ha MAJl Moke ma 3aabiDKHA peKiaMojaTes aa
myOnuKyBa WK Ja pa3npocTpaHu cbriacyBaHo ¢ MAJI ompoBep:keHHE Ha TBBPACHUATA B PEKJIaMara 4pes3
CBIIMTE CPEACTBA U B CHIHS hopMat u 006eMm.

(3) BamoBeara mo ajn. 2 MOJUIekKHU Ha OOKajBaHE MO pelaa Ha ATMUHUCTPATUBHOMPOIIECYATHHS
KOJCKC.

I'naBa yerupuHagecera.
AJIMHUHHUCTPATUBHOHAKA3ATEJIHU PA3SIIOPEIBU

Ui 281. (1) (Jom. - AB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1., u3m. - JIB, 6p. 102 ot 2012
r., B cuia ot 02.01.2013 r.) Koiito mpousBexaa, BHacs, IpoAaBa, ChbXpaHsiBa WK MPEAOCTaBs 3a ynorpeda B
PenyOnuka bearapust nekapcTBEHH MPOTYKTH, KOUTO HE €A pa3pelIeHH 3a ynoTpeda, U3BbH CIIy4auTe Mo Yl.
8, 9 u 10, KaKTO M TaKMBa ¢ HEYCTAaHOBEH MPOU3XO/I, AKO HE TMOJICKH Ha MO-TEXKKO HaKa3aHUE, Ce HAaKa3Ba ¢
rino6a ot 25 000 no 50 000 .

(2) CproTo HaKa3aHWE CE HaJlara M Ha JIMIIATa, KOUTO MPOM3BEXK/AT, BHACAT, MPOJABAT WIIH
Jomyckar jga ce ynorpeOsBaT B PemyOnuka Bbarapust nekapcTBeHH HpPOAYKTH, KOUTO HE OTTOBAapsAT Ha
M3MCKBaHUATA Ha JIeicTBamara (hapMakornes ¥ Ha yCJIOBHATA PU pa3periaBaHeTo UM 3a yrnorpeoa.

(3) Koraro Hapymenusta no ain. 1 u 2 ca CBbp3aHU C HEpa3pellieHH 3a yrnoTpeda JIeKapcTBEHU
NPOAYKTH, ChIbPIKALIM HAPKOTHYHHU BEIIECTBA, WM MPH MOBTOPHOTO UM H3BBPILIBAHE, aKO JACSHUSATA HE
ChCTaBJIABAT IPECTHIUIEHUE, Pa3pELICHNETO, U3/1aJIeHO 110 pe/la Ha TO3H 3aKOH, CE OTHEMA.

(4) MeaMuMHCKU CHENMATUCTH, KOUTO MPOU3BEXK/AT, MPOJaBaT WU MPEAOCTABIT HEpa3peIIeH!
3a ynorpeba JIeKapCTBEHH MPOAYKTH, CE JIMIIaBaT OT MpPaBo Jia yNpaxKHsIBaT NpodecusTa Cu 3a CPoK OT 6
Mecela 10 /1B TOAUHU.

(5) Haka3zanuero no an. 4 ce Hamara CbC 3allOBEJl HA MUHHCTBpa Ha 3[paBEOIa3BaHETO IO
MPEJI0KEHUE Ha U3MbIHUTEIHUS AupekTop Ha AJIL.

Ui 282. (1) Koiito nmpomaBa JekapCcTBEHH MPOIYKTH B OMAKOBKHU WJIU C JIMCTOBKH 3a TMAIUCHTA,
KOUTO HE OTrOBapsAT Ha M3MCKBAHUATA HA TO3M 3aKOH, ce Haka3Ba c¢ riobda or 750 mo 1500 nB., a mpu
MTOBTOPHO M3BBpPIIBaHE HA CHIOTO HapylieHue - ¢ rioda ot 1500 no 3000 nB.

(2) Koiito mpoaaBa JiekapCTBEHU MPOAYKTU Oe3 JUCTOBKH 3a MAaIlMeHTa, CE HaKa3Ba C 1ioda oT
750 mo 1500 nB., a Mpy MOBTOPHO M3BBPIIBAHE HA CHIOTO HapyIIeHHe - ¢ r1o6a ot 1500 mo 3000 nB.



Un. 283. (1) Koiito BHacsi, ThpryBa WM HPEAOCTaBs 3a yHoTpeda JEKapCTBEHH MPOAYKTH C
M3TEKBJI CPOK HA TOJHOCT, c€ Haka3Ba ¢ rioba ot 10 000 mo 20 000 nB.

(2) Koiito HapymaBa mbpBHYHA/BTOPUYHA ONAKOBKA HIIM IPOAaBa/TIPelOCTaBs JIEKApCTBEHU
MPOAYKTH C HapylleHa MbPBUYHA/BTOpPUYHA OMAKOBKA, c€ Haka3Ba c¢ 1ioda ot 750 mo 1500 niB., a mpu
MOBTOPHO HapyIieHue - ¢ rnoda ot 1500 o 3000 nB.

Y. 284. (1) Koitto mpousBexaa, BHACS WM THPIyBa Ha €IpO C JICKAPCTBEHU MPOAYKTH WU
MIpo/iaBa JIGKAPCTBEHHU MPOIYKTH, O€3 J]a UMa pa3pelieHne 3a TOBa, ce Haka3Ba ¢ riobda 50 000 nB.

(2) (Hom. - [IB, 6p. 71 ot 2008 r., B cuma ot 12.08.2008 r., u3m. - JIB, 6p. 102 ot 2012 r., B cuna
ot 02.01.2013 r.) KoiiTo npousBexaa, BHacs WK ThPryBa Ha €IpO C JIEKAPCTBEHU MPOIYKTH MJIU MPOAABa
JIEKapCTBEHH MPOAYKTH B HapylIeHHWE Ha H3[aJ€HOTO pa3pellieHue WIM MpoJiaBa, ChXpaHsIBa WIH
MPEIOCTaBs JIEKapCTBEHU MPOAYKTH, KOMTO ca C HEyCTaHOBEH MPOU3XOJ, ce Haka3Ba ¢ riaoda ot 25 000 no
50 000 nB.

(3) (Hom. - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) B caydaute no an. 1 u 2 opranure
Ha JIbPKaBHUSA KOHTPOJ CIIUPAT ChC 3aI0BE]] €KCIIOATalMsATa Ha O0EKTa.

(4) 3amoBenra mo an. 3 MOMJIEKH Ha O0XKalBaHE MO pefa Ha AJMUHUCTPATHBHOMPOIECYTHHS
KOJIEKC, KaTO 00’KaJIBAaHETO HE CIHpPA U3ITBIHEHUETO M.

Y. 284a. (1) (Hos - JIB, 6p. 102 ot 2012 1., B cmma ot 02.01.2013 1., mpeauiieH TeKCT Ha WI.
284a - 1B, 6p. 67 ot 2020 r.) Koiito mpousBexaa, BHAcCs, U3HACS, ChXPaHABA, MIPOAABA MM MPEIOCTABS
banmuduUUpaHn JEKapCTBEHM IMPONYKTH, KAaKTO M IOCPEAHMYM IIpU IOKYNKO-Mpojaxbara Ha
danmmduumpanu IekapcTBEHUTE MPOAYKTH, ce Haka3Ba ¢ rioda ot 25 000 1o 50 000 nB.

(2) (Hosa - 1B, 6p. 67 ot 2020 r.) Ha nmpurexaten Ha pa3pellieHue 3a MPOU3BOJICTBO WU 3a
BHOC, IPUTEKATEI Ha pa3pelleHne 3a ynoTpeda win NpuTekaTelsl Ha pa3pellieHne 3a napajieieH BHOC, KOMTOo
HE M3IIBJIIHU CBOE 33JBJDKEHHE OTHOCHO IIOKa3aTeNuTe 3a Oe30MacHOCT Ha JICKApCTBEHHWTE IPOAYKTH,
ompeneneHo B To3u 3akoH wiK B Jlenerupan pernament (EC) 2016/161, ce Hanmara uMyIiecTBeHa CaHKITUS
ot 5000 no 10 000 5B., a IpK MOBTOPHO U3BBPUIBAHE HA CHIIOTO HAPYILIEHUE - UMYILECTBEHA CAaHKIUSA OT 25

000 mo 50 000 iB.

Un. 2846. (Hos - /IB, 6p. 102 ot 2012 1., B cmia ot 02.01.2013 r.) [Tpurexaren Ha pazpemieHue
3a MPOM3BOJICTBO, KOMTO HE M3ITBJIHABA 33abDKCHUATA CH 10 4i. 160, ce Haka3Ba ¢ MMYIIECTBEHA CaHKIIUS
ot 5000 no 10 000 nB., a Mpu NOBTOPHO U3BBPILIBAHE HA CHIIOTO HAPYIIEHUE - C UMYILIECTBEHA CAHKLIUS OT
10 000 mo 20 000 nB.

Yn. 284s. (1) (Hos - B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., nmpeaumieH TEKCT Yl
284, nom. - /1B, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) IIpurexaren Ha pa3pelieHue 3a ThbproBHs Ha
eApo C JEKAPCTBEHM MPOIYKTH, KOWTO HE M3MBIHABA 3abJDKeHUsITA cU 110 wi. 207, an. 1, 1. 1 -3, 1. 4a - 14
U all. 2, ce Haka3Ba ¢ umyniectseHa cankius ot 2000 go 5000 nB., a Ipu MOBTOPHO U3BBPIIBAHE HA CHIIIOTO
HapylleHue - ¢ uMmyiectseHa cankuus ot 5000 go 10 000 nB.

(2) (Homa - /IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Ilpurexaren Ha paspenicHue 3a
THPrOBUSL HAa €IpO C JICKAPCTBEHU MPOAYKTH, KOHUTO ce cHabasBa C JIEKQpPCTBEHHW MPOAYKTH OT JIUIIA,
paznuyHu oT mocoyeHute B wi. 207, an. 1, T. 4, ce Haka3Ba ¢ umymiectBeHa caukius ot 25 000 xo 50 000
JIB., a IPU MOBTOPHO M3BBPILIBAHE HA CHIIOTO HapyILIEHUE - ¢ umylecTBeHa cankius ot 50 000 xo 100 000
JB.

(3) (HoBa - JIB, 6p. 67 ot 2020 r.) Ha npurexxaren Ha pa3pelieHUe 3a ThPTOBHs Ha €ApO C
JIEKapCTBEHH MPOAYKTH, KOWTO HE U3IIBJIHU CBOE 3aJbJKEHHE OTHOCHO TOKA3aTEeNHTe 32 0E30MacHOCT Ha



JIEKapCTBEHUTE MPOIYKTH, ONPEAEICHO B TO3U 3aKOH, B MOJI3aKOHOB HOPMATHBEH aKT IO MPHJIAraHeTo Ha
to3u 3akoH wiu B Jlenerupan pernament (EC) 2016/161, ce namara umymectBena cankiust ot 5000 mo 10
000 1nB., a IpH MOBTOPHO M3BBPIIBAHE HAa CHUIOTO HApYIIEHUE - UMyIecTBeHa caHkius ot 10 000 o 20 000
TB.

Un. 284r. (Hos - JIB, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.) KoitiTo He u3mbIHIBA
3ab/DKeHUATA cu 1o wi. 68, an. 1, T. 9 u 10, ce Haka3Ba ¢ rimoba B pazmep ot 50 000 mo 100 000 nB., a mpu
MOBTOPHO M3BBPILBAHE HA CHIIOTO HapyIIeHue - ¢ riobda B pazmep ot 100 000 1o 150 000 xB.

Ui 284n. (Hos - JIB, 6p. 84 ot 2018 1., B cmima ot 12.10.2018 r.) KoiiTo u3BBpIIM U3HOC Ha
JIEKapCTBEHH MPOAYKTH, BKIIFOUYSHH B CIIMCHKA 10 uil. 2178, an. 1, ce Haka3Ba ¢ ri06a B pazmep ot 50 000 o
100 000 nB., a Mpu MOBTOPHO M3BBPIIIBAHE HAa CHIIOTO HapylieHue - ¢ rioda B pazmep ot 100 000 mo 150
000 nB.

Ui 284e. (Hos - /IB, 6p. 84 ot 2018 1., B cmuma ot 12.10.2018 ., ot™m. - [IB, 6p. 67 ot 2020 1.)
Y. 284x. (Hos - JIB, 6p. 84 ot 2018 ., B cuma ot 12.10.2018 ., ot™. - IB, 6p. 67 o1 2020 1.)

Un. 2843. (Hos - IB, Op. 84 ot 2018 ., B cuna ot 12.10.2018 r., u3m. - IB, 6p. 67 ot 2020 1.)
3a HeM3'bJIHEHUE Ha 3aIbJDKEHUATA 1Mo wi. 2176, an. 10 Ha u3nbaHuTenHus nupektop Ha UAJL, cboTBETHO
Ha IbxkHOCTHO nune oT MAJL, ce namara rmob6a B pasmep ot 50 000 mo 100 000 nB., a mpu MOBTOPHO
M3BBPIIBAHE HA CHIOTO HapyIIeHHE - r100a B pazmep ot 100 000 xo 150 000 B.

Y. 285. (1) Koiito ThpryBa ¢ JiekapcTBEHU MPOIYKTH 0e3 cepTudukar 3a ocBOOOXKTaBaHE Ha
naptujaa, ce Hakaspa ¢ rioda ot 5000 xo 10 000 niB., a mpu TOBTOPHO M3BBPIIBAHE HA CHIIOTO HAPYLICHUE -
¢ rio6a ot 10 000 go 20 000 mB.

(2) (U3m. - [IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) Teproser Ha enpo, KOWTO JOCTaBS
Ha JPOTEPUH JICKAPCTBEHH MPOIYKTH, KOUTO C€ OTIYCKaT IO JIGKAPCKO TpEANMCaHHe, Ce HaKa3Ba C
umymecTBeHa cankius ot 2500 go 5000 nB., a mpu NOBTOPHO HapyiieHue - ¢ rmoda ot 5000 qo 10 000 nB.

(3) Kpanuduuupano nuile, AOMYyCHAIO M3BBPIIBAHE Ha MpoAak0a HA MapTUIU JIEKAPCTBEHU
NpoayKTH 0e3 cepTudukar 3a 0cBOOOXKAaBaHe Ha BCSKa OTJEJIHA MapTUia, ce Haka3Ba ¢ rioda ot 2500 no
5000 nB.

Yn. 285a. (Hos - [IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 1., uzm. - JIB, 6p. 102 Ha ot 2012
r., B cuna ot 21.12.2012 r.) [IpurexkaTen Ha pa3pelieHneTo 3a ynorpeda, KONTo He yBEJJOMU MUHUCTBPA Ha
3JIpaBEOINa3BaHETO 3a IPEYCTAHOBSIBAHE Ha MpoaaxOuTe 1o wi. 264, ce Haka3Ba ¢ UMYILIECTBEHA CAHKIIUA OT
25 000 o 50 000 nB.

Yn. 2856. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) KoiiTo npousBexaa, BHACS,
W3HACA, TIPOjlaBa WM ChXPaHsIBa aKTHBHU BEIICCTBA B HAPYIICHWE HAa W3WCKBAHMATA HAa TO3W 3aKOH, CE
Hakassa ¢ ri1o6a or 10 000 go 20 000 miB.

Ui 2858. (Hos - 1B, Op. 18 ot 2014 r., u3m. - IB, 6p. 84 ot 2018 r., B cwuta ot 12.10.2018 1.)
KoliTo n3Hece gexkapcTBEHHU NPOAYKTH B KOJIMUYECTBA, [IO-FOJEMHU OT KonuuecTBaTa no wi. 207, an. 1, 1. 15,
OykBa "r", ce Haka3Ba ¢ roba B pazmep oT 50 000 mo 100 000 nB., a Tpu TOBTOPHO MU3BBPIIBAHE HA CHITOTO
HapyIeHue - ¢ rmoda B pazmep ot 100 000 go 150 000 ns.

Un. 286. (1) (Hom. - 1B, 6p. 84 or 2018 r. (*)) 3a KIMHUYHU W3NUTBAHUSA, U3BBPUICHH B
HapymeHne Ha To3u 3akoH wiu Ha Permament (EC) Ne 536/2014, ako W3BBPIICHOTO HE CHCTaBISIBA



MPEeCTHIUICHHE, HA BUHOBHUTE JIMIA, JOMYCHAIW WM W3BBPIIAIN TOBAa HapyIICHHWE, Ce Hajara riobda ot
5000 mo 10 000 nB., a Mpu MOBTOPHO AOIYCKAaHE WM M3BBPIIBAHE HA CHIIOTO HapyIIeHue - iioda ot 10 000
10 20 000 nB.
(2) Ha MeMIMHCKH CHEIUAIIMCTH, JOIMYCHAINA WJIM U3BBPIIAIN HApYIICHUS M0 ajl. 1, MoXe aa
ce HaJIOKU M Haka3aHue "JHIlaBaHe OT MPaBo Ja yIpaKHsABAT mpodecusita cu" ot 6 Mecela 0 JABe TOIUHHU.
(3) Mspkara no aj. 2 ce Hajara OT MUHHUCTBpa Ha 3/IpaBEONa3BaHETO MO MPEJIOKEHUE Ha
M3I'BIHUTETHUS upekTop Ha MAJL.

Ui 287. (1) (Hom. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., uzm. - JIB, 6p. 60 ot 2011
r., B cuna ot 05.08.2011 r.) KoiiTo n3BbpuiBa ThproBus Ha JpeOHO C JIEKapCTBEHU NMPOIYKTH, 0e3 Aa uma
paspellieHue/y10CTOBEpeHre 3a  TOBa, MJIM  pabOTH B  HAapylIeHHME Ha  U3J3JACHOTO My
paspelleHue/y10cToBepeHue, ce Hakaspa ¢ rimoba ot 5000 go 10 000 nB.

(2) (HoBa - /IB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Thproeen Ha apeOHO, KOWUTO
JIOCTaBH JIEKAPCTBEHU MPOAYKTH OT CHUCHKA 10 ui. 2178, an. 1 Ha Thprowel Ha €po WK Ha JPYTH JIUIA B
HapyllleHWe Ha W3UCKBAHUATA HA TO3M 3aKOH WM HA MOJ3aKOHOBUTE AKTOBE 110 HETOBOTO IpHJIaraHe, ce
Haka3Ba ¢ rj100a, ChOTBETHO MYy ce Hajara umymiectBeHa cakius ot 10 000 o 20 000 niB., a mpu MOBTOPHO
Hapyuienue - ot 25 000 go 35 000 nB.

(3) (ITpepumna an. 2 - AB, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 r.) Hakazanuero o an. 1 ce
Hajara ¥ Ha JIMIaTa, KOMTO M3BBPIIBAT ThPrOBUs Ha JpeOHO B amnTeka WK JPOrepus ciell MpeKpaTsBaHe
JEWCTBUETO HA Pa3pEIICHUETO/yI0CTOBEPEHHUETO.

(4) (U3m. - [IB, 6p. 71 ot 2008 1., B cruta ot 12.08.2008 r., mom. - JIB, 6p. 60 ot 2011 r., B cuna
ot 05.08.2011 r., npeaumna an. 3 - JIB, 6p. 84 or 2018 r., B cuma ot 12.10.2018 r.) KoiiTo mpogasa wunu
CbXpaHsiBa B JPOrepusl JIEKapCTBEHH MPOAYKTH, KOUTO C€ OTIYCKAaT IO JIEKApCKO MNpEeANHCaHHUEe WU
MPOJYKTH U CTOKU ChC 3HAYCHHE 3a 3[[PaBETO HAa YOBEKa M3BBH OMpeieNieHuTe B Hapendara mo wi. 243, ce
HakasBa c riobara 1o aju. 1, a mpu MOBTOPHO M3BBPILIBAHE HA CHIIOTO HAPYLIEHHE C€ OTHEMA U3JaJEHOTO
YAOCTOBEPEHHUE 32 PETUCTPALUs Ha IPOrepusl.

(5) (Ilpegumna an. 4, u3m. - JIB, 6p. 84 or 2018 r., B cuia ot 12.10.2018 1.) B cnyuaute mo an.
I, 2 u 3 opraHure Ha ABPXKABHHUS KOHTPOJ BBPXY JIEKAPCTBEHUTE NPOAYKTH CIHpAT CbC 3arOBeEJ]
eKCIUIoaTausaTa Ha 00eKTa.

(6) (Ot™m. - JIB, 6p. 71 ot 2008 1., B cria ot 12.08.2008 r., npeaumina ain. 5, u3m. - [IB, 6p. 84
or 2018 r.,, B cuma ot 12.10.2018 r.) 3amoBenra mo anx. 5 TOMIEKHM Ha OOKalBaHE TO peja Ha
AJIMHHHCTPAaTUBHOMPOIIECYATHUS KOJIEKC, KaTo 00)aIBaHETO HE CIHpa U3ITbIHEHUETO M.

Yn. 287a. (Hos - /1B, 6p. 71 ot 2008 r., B cua ot 12.08.2008 r.) (1) MenuuHCKH CHEIUAIUCT,
KONWTO paboTH MpHU JIMIA, U3BBPIIBAIM THProBHs Ha OPeOHO C JEKApCTBEHU MPOAYKTH, 0€3 Ja umar
paspeleHre/y10CTOBepeHHe 3a TOBa, ce Haka3Ba ¢ rioda ot 2500 xo 5000 nB.

(2) HakazanueTo no an. 1 ce Hajara u Ha Jimie 1o aji. 1, koeTo paboTu B anTeka Uil JpOrepHs
clie MpeKpaTsiBaHe ACWCTBUETO Ha Pa3pelIeHUETO/yI0CTOBEPEHUETO .

(3) Ilpu ycraHoBeHU NOBEYE OT JIBE HAPYLIEHU MO al. 1 ¥ 2 MUHUCTBPBT Ha 37paBEONa3BaHETO
MOJK€ Ja JIMIIN ChbOTBETHUS MEIUIUHCKU CHELMAIUCT OT MpaBo Ja yIpaxkHsBa mpodecusira cu 3a CpoK J0
JIBE TOJIMHU.

Ui, 2876. (Hos - JIB, 6p. 102 ot 2012 1., B cmma ot 02.01.2013 1., u3m. - JIB, 6p. 67 ot 2020 1.)
Koiito u3BBpIIBa THPrOBUS C JIEKAPCTBEHU MPOAYKTH MO MHTEPHET B HAPYIIEHUE HAa U3MCKBAHUSTA HA TO3U
3aKOH M Ha HapeaOaTa mo wi. 234, ai. 6, ce Haka3Ba ¢ riioba ot 5000 mgo 10 000 nB.



Ui, 288. (1) Twprosen Ha ApeOHO C JIEKAPCTBEHU MPOLYKTH, KOMTO € JOIMyCHal AEHHOCTUTE,
MOCOYeHH B Wwi. 219, 1a ce M3BBPIIBAT OT HEMPABOCIIOCOOHO JIMIIE, CE HaKa3Ba C MMYIIECTBEHA CAHKIIUS OT
5000 mo 10 000 nB., a mpuU MOBTOPHO HAPYIIEHHE C€ OTHEMA M3AAJCHOTO Pa3pellieHHE 3a ThProBUS Ha
peOHo.

(2) B cinyuauTte 1o an. 1 opraHute Ha Jbp)KaBHUS KOHTPOJI CIIHPAT ChC 3aIOBE]I EKCIUIOATAIUATA
Ha o0eKTa.

Ui 288a. (Hos - /IB, 6p. 67 ot 2020 r.) Ha npurexaren Ha pa3pelieHne 3a ThproBus Ha ApeOHO
C JIGKapCTBEHU IMPOJIYKTH B alTeKa, KOWTO HE M3I'BJIHU CBOE 3aJbJDKEHHE OTHOCHO IOKa3aTeluTe 3a
0€30MacHOCT Ha JICKAPCTBEHUTE MPOIYKTH, OMpeneseHo B To3M 3akoH unu B Jlenerupan permameHt (EC)
2016/161, ce nanara umymectsena cankuus ot 1000 o 3000 nB., a mpu MOBTOPHO M3BBPIIBAHE HA CHIIOTO
HapylieHue - umyiecrsena cankuus ot 5000 o 10 000 nB.

Ui, 289. (1) (ITpenuiien teket Ha wi. 289 - JIB, 6p. 60 ot 2012 r., B cuia ot 07.08.2012 r., uzm.
- JIB, 6p. 102 ot 2018 r., B cmma ot 01.01.2019 r.) Koiito nmpomaBa jgexkapcTBeHU NMPOAYKTH Oe3 oOpa3yBaHa
WIM PEerrucTpUpaHa leHa WM MO LIEHU, Pa3IMYHU OT 00pa3yBaHUTE MO pela Ha TO3M 3aKOH, CE HaKa3Ba C
ro6a ot 1500 mo 3000 nB., a mpu MOBTOPHO U3BBPIIIBAHE HA CHIOTO HApYIIeHHE - ¢ TI100a oT 2500 mo 4000
TIB.

(2) (Homa - IIB, 6p. 60 ot 2012 r., B cuia ot 07.08.2012 1., u3m. - [IB, 6p. 102 ot 2012 1., B
cuna ot 21.12.2012 r., mom. - JIB, Op. 67 ot 2020 r.) Ilpurexxaren Ha paspenieHue 3a ymnorpeba HIu
TBHPrOBEIl Ha PO C JEKAPCTBEHU MPOIYKTH, KOWTO HE M3IIBIHM 33bJDKEHHE, ONPEACTICHO ¢ Hapeadara 1o
4. 261a, an. 5, ce Haka3Ba ¢ umyniectseHa cankiust ot 5000 go 10 000 n1B., a Mpyu MOBTOPHO U3BBPILIBAHE
Ha CHIIOTO HapyllIeHue - ¢ umymniecTseHa cankius ot 10 000 go 20 000 ns.

(3) (Hosa - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r., ot™m. - JIB, 6p. 102 ot 2018 1., B
cwia ot 01.01.2019 r., HoBa - /IB, 6p. 67 ot 2020 r.) Ha Thprosei Ha eApo ¢ IEKapCTBEHH MPOTYKTH, KOUTO
IIpoJiaBa Ha JiedeOHO 3aBe/IeHUE JIEKaPCTBEHHU NPOAYKTH, BKIIOUEHH B [103UTHBHUS JIEKAPCTBEH CIIUCHK, HA
IIeHa, TMO-BUCOKAa OT CTOMHOCTTa, oOpa3yBaHa MO peaa Ha Hapemdata mo wi. 26la, am. 5, ce Hamara
umyimectseHa caHkuus ot 3000 mo 5000 nB., a mpu MOBTOPHO W3BBPIIBAHE HA CBIIOTO HApYyIIEHUE -
nmyiiectBeHa cankuus ot 6000 mo 10 000 ns.

(4) (Hosa - IB, 6p. 67 ot 2020 r.) Ha neue6Ho 3aBeaeHue mo 4. 262, ain. 6, T. 2, KOETO 3aKyNH
JIEKapCTBEHU MPOAYKTH, BKItOUEHHU B [103UTUBHUS J€KapCTBEH CIIUCHK, HA LI€HA, II0-BUCOKA OT CTOMHOCTTA,
oOpasyBaHa 10 peja Ha HapenbaTa mo wi. 261a, an. 5, ce Hamara umymectBeHa cankius ot 3000 xo 5000
JIB., a IIPU MOBTOPHO U3BBPLIBAHE HA CHIIOTO HapylLIeHHE - uMyliecTBeHa caHkuusg oT 6000 xo 10 000 nB.

(5) (Homa - IB, 6p. 67 ot 2020 r.) Hapymenusra mo an. 1 - 3 ce ycTaHOBSIBaT C aKTOBE,
CbCTaBEHU OT JUIBXKHOCTHM JHIA, OMNpPENIEJCHU OT MpeacenaTess Ha cbBera mo wi. 258, am. 1, a
HaKa3aTEJTHUTE MMOCTAHOBJICHUS C€ U3JaBaT OT MpeceaTelNd Ha ChBeTa 1Mo wi. 258, ai. 1.

(6) (Homa - 1B, 6p. 67 ot 2020 r.) HapymenusTa no ai. 4 ce ycTaHOBSIBAaT C aKTOBE, ChCTABEHU
OT JUITbYXHOCTHHU JIMLIA, OTIPEAEIICHU OT U3IBbJIHUTENHUS AUpeKkTop Ha V3mbiaHuTenHa arenuus "MeaIuuuHcKu
Haa30p", a HaKa3zaTeIHWUTE MOCTAHOBIEHHUS C€ W3JaBaT OT M3II'BJIHUTEIHMS AUPEKTOp Ha M3mbiHuTENHA
arerius "MenunuHCKU Haa30p".

Ui 289a. (Hos - IB, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.) (1) (M3m. - JIB, 6p. 102 ot
2012 r., B cuna ot 21.12.2012 r., u3m. - /IB, 6p. 102 ot 2018 ., B cuna ot 01.01.2019 r.) Koiito padotu B
HapyIICHUE HA YTBBPJICHUTE (hapMaKO-TEPANIeBTHYHU PHKOBOJICTBA WIIM M3BBPIIBA OIICHKA HA pPe3yJiTaTa OT
TepamnusATa B OTKJIOHEHHE OT KpuTepuuTe 1o wi. 259, an. 1, 1. 4, ce Haka3Ba ¢ rioba ot 1000 mo 2000 iB., a
IIpY TIOBTOPHO M3BBPUIBAHE HA CHIIOTO HapyuieHue - ¢ rinoda ot 2000 o 3000 nB.

(2) (M3m. - 1B, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) Hapymenusara nmo am. 1 ce
YCTaHOBSBAT C aKTOBE, ChCTaBEHU OT JTHKHOCTHU JUIA, ONPENCTCHH OT W3IMBIHUTEIHUS IUPEKTOp Ha



W3nbnaurenna areHuust "MeIuMUMHCKKM Haa30p'", a Haka3aTEJHWUTE IIOCTAaHOBJIEHUS C€ W3AaBaT oOT
M3I'BJIHUTEITHUS TUPEKTOp Ha M3mbiiHuTeHA areHuus "MenuimHcku Haazop'.

(3) (Homa - 1B, 6p. 67 ot 2020 r.) Koraro npu mpoBepkure mo wi. 267a, ai. 2 ce yCTaHOBU
HECHOTBETCTBUE HA BHUJOBETE M KOJIMYECTBATa JICKAPCTBEHM NPOAYKTH, KOMTO ca NPEJIUCAaHH W/WIH
NPUJIOKEHN Ha MAlMeHTUTE, ¢ BUIOBETE U KOJMUYECTBATA JIEKAPCTBEHU MPOJIYKTH, KOUTO €A OTIYCHATH OT
anTekata, M3mpnHurenHa areHuysa "MeauIMHCKU Haa30p" yBeAOMsBa OpraHa, KOMTO 3amuiaiia CbOTBETHUS
JEKapCTBEH MPOAYKT C MyOJMYHU CpeACTBA, a IpU JaHHU 3a H3BBPILIEHO MPECTBIUVICHHE Cce3Hpa
KOMIIETEHTHUTE OPTaHHU 3a IIPEeANpUEMaHe Ha AEMCTBUSI 110 HAKA3aTEIHO PECiIE/IBaHE.

Yn. 2896. (Hos - IB, 6p. 67 ot 2020 r.) (1) Koiito mpoBexa jeueHue B HapyIlIEHHUE Ha
M3UCKBaHMATA 1O Wi. 2660, ce Haka3zBa ¢ 1ioba ot 1000 go 3000 nB., a MpU MOBTOPHO M3BBPIIBAHE HA
CBHILIOTO HapyIIeHue - ¢ rioda ot 2000 mo 4000 nB.

(2) Hapymenusita mo ain. 1 ce ycraHOBSIBaT C aKTOBE, ChCTAaBEHU OT JUIBKHOCTHHU JIMIIA,
ONpPEACIICHN OT U3NBJIHUTEIHUA JIUPEeKTOp Ha M3mbiaHuTenHa areHmus "MenuuuHCKM Hangzop', a
HAKa3aTeITHUTE ITOCTAHOBJICHHS C€ W3JaBaT OT WU3MBIHUTEITHHUS TUPEKTOp Ha M3mbiHUTENHA areHuus
"MenuuuHCKH Haa30p".

Yn. 290. (1) (U3m. - [AB, 6p. 71 ot 2008 r., B cunma ot 12.08.2008 r.) Koiito pexmamupa
JIEKapCTBEHH MPOAYKTH, KOUTO HE Ca pa3pelleHn 3a yrnoTpeda 1o peaa Ha TO3M 3aKOH, Ce HaKa3Ba ¢ 17100a OT
10 000 go 20 000 nB.

(2) (Hosa - IB, op. 71 ot 2008 r., B cuna ot 12.08.2008 r.) KoiiTo pekiaMmupa npoayKT, KaTo
My MPUINUCBA W/WIM HACOUYBA KbM CBOMCTBA, CBbP3aHU C MPO(UIAKTHKA, AMATHOCTUKA WJIM JIEYCHHE Ha
OosiecTH MpH YoBeKa, ce Haka3ga ¢ rioda ot 10 000 xo 20 000 xis.

(3) (IIpenumna an. 2 - JIB, 6p. 71 ot 2008 r., B cma ot 12.08.2008 r.) Koiito pexmamupa
JIEKapCTBEHH MPOIYKTH B HAPYIIIEHUE HA TO3U 3aKOH, ce Haka3Ba ¢ ri1o6a ot 10 000 mxo 20 000 8.

(4) (Ilpenumna an. 3, usm. - [AB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Hakazanusita mo
an. 1 - 3 ce Hanmarar W Ha JMIATa, JOMYCHAIU H3TbYBAHETO, MyOJMKYBAHETO M PA3MPOCTPAHEHUETO Ha
peKiamMara.

Yn. 290a. (Hos - IB, Op. 71 ot 2008 1., B cuna ot 12.08.2008 r.) MeaUIIMHCKN CIEUATUCT UITU
JUIE, MPEACTaBsIIO C€ 33 MEIULMHCKU CIEHUANINCT, KOETO M3BBPIIBA IMpsSKa MM KOCBEHA peKilaMa Ha
JIEKapCTBEHH MPOJIYKTH B MEYATHUTE W/WIM B €JIEKTPOHHUTE MEIUHU, KAaKTO U B MHTEPHET, CE HaKa3Ba C
ro6a ot 1000 o 5000 nB., a npu noBTopHO HapyuieHue - ot 3000 xo 10 000 nB.

Yn. 2906. (Hos - IAB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) Koiiro u3Bbspium gapeHue Ha
JIEKapCTBEHH MPOAYKTH B HapylieHue Ha wi. 268a, an. 1, ce Haka3pa ¢ mioba ot 1000 mo 3000 nB., a ipu
MOBTOPHO M3BBPILIBAHE HA CHUIOTO HapyIeHue - ¢ rioda ot 3000 1o 5000 nB.

Ui 290B. (Hos - /1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) IIputexaren Ha pa3pericHue
3a ynorpebda, KOMTO MpOBEkK/Ja HEMHTEPBEHIIMOHAIHYU MTPOYYBAaHUS B HapyIlIEHUE HAa TO3U 3aKOH, C€ HaKa3Ba
¢ umyniectseHa cankius ot 5000 o 10 000 5B., a MpyM NOBTOPHO M3BBPIIBAHE HA CHIIOTO HAPYIIEHUE - C
umyniectBeHa cankuus ot 10 000 go 20 000 nB.

Uit. 290r. (Hos - JIB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) IIputekaren Ha pa3pemnieHue
3a ynotpe0a, KOMTO HE M3ITBIHSABA yCIOBUSTA MO 4. 55a, S6a u 560, ce Haka3Ba ¢ UMYIIECTBEHA CAHKIIUS
oT 5000 mo 10 000 1B., a TpU MOBTOPHO M3BBPIIBAHE HA CHIIOTO HAPYIIECHUE - C UMYIIIECTBEHA CAaHKIUS OT



10 000 mo 20 000 ns.

Yn. 290a. (Hos - [IB, 6p. 102 ot 2012 1., B cunta ot 21.12.2012 r.) IlputexxaTten Ha pa3pelieHue
3a ynotpeda, KOWTO HE M3MBJIHIBA 3aAb/KeHusATa 1Mo 4wi. 190 - 192, 19406, 1948, 1943 u 194u, ce HakasBa ¢
nmyniectBeHa caHkius oT 5000 no 10 000 nB., a Tpy NOBTOPHO M3BBPILIBAHE HA CHIIOTO HAPYIIEHUE - C
umyiectBeHa cakius ot 10 000 go 20 000 nB.

Ui 290e. (Hos - /1B, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) [IpuTexaren Ha pa3peiieHue
3a yrnotpeba, KOUTO HE M3MBJIHABA 33 IbDKeHHATA 10 Wwi. 193 u 194, ce Haka3Ba ¢ UMYIIECTBEHA CAHKIIUS OT
2000 mo 5000 nB., a mpy NOBTOPHO M3BBPILIBAHE HA CBHIIOTO HAPYLIEHUE - C UMYylLIecTBeHa caHKuus oT 5000
1o 10 000 nB.

Ui 291. (1) (dom. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., mom. - JIB, 6p. 60 ot 2012
r., B cuna ot 07.08.2012 r., u3m. - JIB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r., mon. - JIB, 6p. 84 ot
2018 r., B cuna ot 12.10.2018 r., mom. - /1B, 6p. 67 ot 2020 r.) Koraro mapymenusita o wi. 281 - 284a, ain.
1, wn. 284r - 2843, 285, 2850, wn. 286, an. 1, uin. 287 u 2876, wn. 289, ain. 1, ui. 289a, un. 290, uix. 2900, .
292 u uin. 294 ca u3BBPIIECHU OT IOPUANYECKH JIMIA WK €IHOJIUYHU THPrOBLH, C€ HajaraT UMyLIECTBEHU
CaHKIIMM B pa3Mep, HE MO-MaIIbK OT TPOWHHUS pa3Mep Ha MPEIBUJICHUTE MUHUMAJIHU pa3MepH Ha
CHOTBETHUTE TJIOOM W HE TMO-TOJISIM OT TPOWHHS pa3Mep Ha NPEIBHICHUTE MaKCHMAaJIHHM pa3MepH Ha
ChOTBETHUTE TJIO0U.

(2) (Hom. - IB, 6p. 60 ot 2012 r., B cuna ot 07.08.2012 r.) 3a Hapymenus mo 4. 289, am. 1
MMYIIECTBEHATA CAHKIHs € B JCBETOPEH pa3Mep Ha HaJAB3eTaTa CyMma, ako TS HaJIBUIIaBA MaKCHUMATHUS
pa3Mep Ha caHKuusATa no ai. 1.

(3) Hamaraneto Ha MMyIleCTBEHA CaHKIMS HE M3KIIOYBA HAJIAraHETO Ha ri100a HA BUHOBHHTE
JUTHKHOCTHH JTUIIA.

(4) HaymaraneTo Ha MMYIIIECTBEHH CAaHKIIMM HE M3KIIFOYBA HAJIAaraHETO HA MEPKHUTE, IPEABUACHU
OTHOCHO TIPABOCIIOCOOHOCTTA HA MEIUIIMHCKUTE CIICIIUATMCTH U KBaTU(PUITUPAHUTE JIUTIA.

Yn. 292. (1) KoiiTo He M3MBJIHM pa3nopekAaHe, NpeANucaHie UiIM YKa3aHWe Ha OpraHuTe Ha
IbpKaBHUS KOHTPOJI 1O TO3U 3aKOH, U3BBH ciyyauTe no 4i. 270, an. 1, T. 2 u an. 3, ce Haka3Ba ¢ ry1oba ot
1500 mo 3000 xaB.

(2) 3a HensmbaHEHHE Ha pasnopexaaHe mo wi. 270, an. 1, T. 2 u an. 3 BUHOBHUTE JIMLIA CE
Hakas3Bat ¢ rio6a ot 500 mo 1000 is.

Yn. 293. (1) (U3wm. - IB, 6p. 102 ot 2012 r., B cuia ot 02.01.2013 r., u3m. - /IB, 6p. 84 ot 2018
r, B cwia ot 12.10.2018 r.) Ilpu Hecma3BaHe Ha YCJIOBHATA, MPH KOUTO ca U3JAJCHU
paspenieHusnTa/yJOCTOBEPEHHUATA 32 MPOU3BOACTBO, BHOC, MApajelieH BHOC, THPIOBUS HA €ApPO U THPTOBUS
Ha JIpeOHO C JICKAPCTBEHU MPOAYKTH B anTeka, KakTo ¥ B ciydanTte 1o wi. 281, an. 1 - 3, wn. 283, am. 1, ui.
2848, an. 2 w un. 287, an. 2 u3anbnHATETHUAT qupekTop Ha MAJI u3nasa 3anoBen 3a TAXHOTO OTHEMAHE.

(2) (U3m. - JIB, 6p. 102 ot 2012 r., B cruta ot 02.01.2013 r., m3m. - [IB, 6p. 84 ot 2018 r., B cuna
ot 12.10.2018 r.) [Ipu Hecia3BaHe Ha YCIOBUATA, IPU KOUTO € U3AAACHO YJJOCTOBEPEHHE 32 PErUCTpaLus Ha
Jporepusi, KaKTo W B ciaydaute 1o wi. 287, an. 4 nupektopbT Ha chboTBeTHata P3U m3maBa 3amoBen 3a
OTHEMaHe Ha yJAO0CTOBEPEHUETO.

(3) Ilpu Hem3mBIHEHUE HA 33IBIKEHHUETO 3a yBelnoMsiBaHe mo wi. 204, an. 3 3a mpekpaTsiBaHe
Ha JIEHTHOCTTa OT CTpaHa Ha THProBellda HAa €/IPO C JIEKAPCTBEHU MPOIYKTH H3IIBJIHUTEIHUSIT AUPEKTOpP Ha
WNAJI uznaBa 3anoBe] 3a OTHEMaHE Ha U3JaJ€HOTO pa3pellIeHHE.



(4) (Hoa - JIB, 6p. 84 or 2018 r., B cuma or 12.10.2018 r.) Ilpu Hew3mbJIHEHHUE HA
M3UCKBAaHMATA 3a M3HOC Ha JIEKAPCTBEHW NPOAYKTH IO TIIaBa jaeBera "O0" OT ThpProeem Ha eapo ¢
JIEKAPCTBEHU TMPOAYKTH W3NBJIHUTENHUAT Jupektop Ha WMAJl wu3gaBa 3amoBen 3a OTHEMaHE Ha
pa3pelleHneTo, Korato ThProBebT Ha €1pO0 M3BBPIIM MOBTOPHO HapylleHue mno wi. 284a u 2858 wiu
KOTaTO CUCTEMHO He M3ITBJIHABA 3aabJKeHUITa ¢ mo wi. 207, an. 1, T. 15.

(5) (U3m. - [IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., npeaumina an. 4 - /1B, 6p. 84 ot
2018 r., B cuma ot 12.10.2018 r.) [Ipn Hem3mbIHEHUE HA 3aIBDKCHUETO 32 YBeAOMsBaHe 1Mo wi. 235, ai. 3
3a MpeKpaTsBaHe Ha JACHMHOCTTa OT CTpaHa Ha MPUTEXKATeNl Ha pa3pelieHue 3a U3BbPIIBaHE Ha ThPrOBHs HA
IpeOHO C JIEKApCTBEHU MPOAYKTU H3IMBIHUTEIHUAT qupektop Ha MAJI u3naBa 3amoBej 3a OTHEMaHe Ha
W3/1aJICHOTO pa3pelleHue.

(6) (ITpepumina an. 5, u3m. - JIB, 6p. 84 ot 2018 1., B cua ot 12.10.2018 r.) 3anmoBenute mo ai.
1 - 5 moanexxar Ha o6kanBaHe MO peAa Ha AJIMUHUCTPATUBHONPOIECYATHHS KOJEKC, KaTO 00KajIBaHETO HE
Crupa U3IMbIHEHUETO UM.

Yn. 294. Koiito Hapymu pasnopeaOuTe Ha TO3M 3aKOH WIM HapelOHuTe IO MPUIAraHeTo My,
M3BBH cirydauTe 1o wi. 281 - 293, ce nakaspa ¢ rimo6a ot 1000 o 3000 niB., a mpu MOBTOPHO M3BBPIIBAHE HA
CBILIOTO HapyIeHue - ¢ rmoda ot 3000 go 5000 nB.

Ui 295. (1) (U3m. - JIB, 6p. 98 ot 2010 r., B cumma ot 01.01.2011 r., u3m. - /IB, 6p. 102 ot 2018
r., B cua ot 01.01.2019 r., m3m. - B, 6p. 67 ot 2020 r.) Hapymenusita no T031 3aKOH C€ YCTAHOBSIBAT C
aKTOBE, ChCTAaBEHHU OT JIHKHOCTHH JIUIIA 1O Wi. 267, ai. 4.

(2) (Jom. - /1B, 6p. 84 or 2018 ., B cuna ot 12.10.2018 r., ot™. - [IB, 6p. 102 o1 2018 1., B cuina
ot 01.01.20191.)

(3) (U3m. - 1B, 6p. 98 o1 2010 1., B cuna ot 01.01.2011 r., u3m. - /1B, 6p. 102 ot 2018 1., B cumna
or 01.01.2019 r.) Haka3arenHuTe MOCTAaHOBJIEHHUS CE€ W3/laBaT OT MUHUCTHpPA Ha 3[paBEONa3BaHETO, OT
TJIaBHUA AbP>KaBEeH 3JIpaBeH MHCIIEKTOpP, OT MpejcenaTeNs Ha chBeTa 1mo wi. 258, an. 1, OT U3NbJIHUTEIHUS
nupektop Ha MAJI u ot nupexropure Ha P3W B 3aBHCHMMOCT OT MOJYMHEHUETO Ha AJIBKHOCTHOTO JIMILIE,
YCTAaHOBHJIO HAPYIIICHHETO.

(4) (Homa - /IB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) HakazarenHure mocTaHOBICHUS
MOXK€ Jla Cc€ HW3JaBaT M OT JPYrd JUIBKHOCTHU JIMIA, ONPABOMOIICHH OT JHIaTa 1O al. 3, KaTo
npeJceaaTensT Ha chBeTa Mo wi. 258, an. 1 MoXke J1a OnpaBOMOIIU JPYT WIEH HAa KOMHCHSTA.

(5) (Homa - JIB, 6p. 67 ot 2020 r.) Pernonannute 3apaBHU MHCIIEKIUU yBegomssat MAJI 3a
ChCTaBEHUTE aKTOBE 32 YCTAHOBABAHE HAa a]IMUHUCTPATUBHU HApPYIICHUS U 3a BJIE3JIUTE B CHJIa HaKa3aTeJIHU
MMOCTAHOBJICHHUS, U3JIAJICHH 10 PEa Ha TO3H 3aKOH.

Un. 296. CncraBsHETO Ha aKTOBCTC, H3JaBaHCTO, 00’kaJlBAHETO M M3IIBIHCHHETO Ha
HAKa3aTCIIHUTC MMOCTAHOBJICHUA CC HM3BBLPLIBAT IO p€aa Ha 3akoHa 3a AJIMUHHUCTPATUBHUTC HAPYILICHUA U
HaKa3aHUH.

Un. 297. (U3wm. - JIB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 1.) (1) B cnydaure na 4. 281,
282, 283, 284, 285 u 287 Haka3BalIUAT OpraH IOCTAaHOBSBA M OTHEMAaHE B IOJI3a Ha JbpKaBaTa Ha
JIEKapCTBEHUTE MPOAYKTH - IPEIMET Ha U3BBPIICHOTO HapyLIEHHE, IPU YCIOBUS U MO PEJl, ONpENEIeHH B
3akoHa 3a aJMUHUCTPATUBHUTE HApYIICHUS U HakazaHus U B choTBeTcTBUE ¢ Permament (EC) Ne 952/2013
Ha EBponelickust napaameHT U Ha CbBeta oT 9 okromBpu 2013 T. 3a ch3/1aBaHe HA MUTHHUYECKU KOJEKC Ha
Crro3a (OB, L 269/1 ot 10 oktomBpu 2013 r.) u Pernament 3a m3nwiaaenue (EC) 2015/2447 na Komucusira
oT 24 noemBpu 2015 1. 3a onpezaensHe Ha MOAPOOHM MpaBHJIA 32 MPHUIATaHETO HAa HIKOWU pa3nopendH Ha



Permament (EC) Ne 952/2013 na EBpometickusi mapiameHT U Ha ChbBeTa 3a Cb3/aBaHe Ha MUTHHYECKU
konekc Ha Cpro3a (OB, L 343/558 ot 29 nexemBpu 2015 r.).

(2) JlekapcTBeHUTE MPOAYKTH 10 all. | ce yHUIIOKaBaT MPHU yCIOBUATA U TI0 pe/ia Ha HapexdaTa
mo ui. 274, ai. 2.

JonmbJHUTETHE pa3nopendoun

§ 1. Ilo cMuchna HA TO3U 3aKOH:

1. (m3m. - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) "AKTUBHO BEmECTBO" € BCSIKO
BELIECTBO WJIM CMEC OT BEIECTBa, MpEAHA3HAUYECHU 3a HW3IMOJI3BAHE 3a MPOU3BOACTBOTO HA JIEKApPCTBEH
IPOAYKT, KOUTO MPU M3IMOJI3BAHETO CH B HErOBOTO IMPOM3BOJICTBO C€ NMPEBPBINAT B aKTMBHA ChCTaBKa Ha
TO3W TMPOAYKT, MpeIHa3HaueHa 3a yIpaKHsABaHEe Ha (HapMaKOIOTMYHO, UMYHOJIIOTUYHO WM METa0OJIHTHO
JIeCTBHE C 1Ie]l Bb3CTAHOBSABAHE, KOPUTHUPAHE WM MPOMSHA Ha (PU3NOIOTUYHH (QYHKIIUU WM 32 TOCTABSIHE
Ha MEJUIIMHCKA JUarHo3a.

2. "bHOEKBHUBAJIEHTHOCT" € HaJUIlE, KOTaTo JICKAPCTBEHUTE MPOIYyKTH ca (HapMaleBTHIHO
eKBUBAJICHTHH WM (apMalleBTUYHHU aJITEPHATUBU, M aKO TEXHUTE OMOHATMYHOCTH CIEJ MPHUIOKEHHE B
chIjaTa MOJIapHa JI03a ca MOJO0HM /IO TakaBa CTEIeH, e ePeKTHTEe UM IO OTHONICHHE Ha €(PHUKACHOCT U
0€30IacHOCT ca ChIIECTBEHO MOAO0HH.

3. "buoHanuyHOCT" € CKOPOCTTa U CTENEHTA, C KOUTO aKTUBHOTO BEIIECTBO MJIM TE€PAeBTUUHO
aKTMBHATa My 4acT ce abcopOupar oT jekapcTBeHaTa (opma M CTaBa HaJIMYHO B MSICTOTO Ha JEWCTBHUE.
Korato nexapcTBEHOTO BEWIECTBO € MPEJHA3HAYCHO Ja YIPAXHH CHCTEMEH TEpaneBTHYEH eQeKT,
OMOHAIMYHOCT O3HAayaBa CKOPOCTTA U CTEMEHTAa, C KOUTO JIEKAPCTBEHOTO BEIIECTBO WJIM TEPANEBTUYHO
aKTHBHATa My 4acT ce 0CBOOOXKJaBa OT JieKapcTBeHaTa opMa U IMpEeMHHAaBa B 00IIaTa UPKYJIaIUs.

4. (wsam. - JIB, Op. 84 or 2018 r. (*)) "bpomypa Ha wuscnemoBarens" e Opomrypa Ha
M3CIe0BaTeNs o CMUChIa Ha wi. 2, maparpad 2, touka 23 ot Pernament (EC) Ne 536/2014.

5. "Banugna noxkyMmeHTanus" € JOKyMEHTalMsl, KOSTO M0 ChAbP)KAHUE U IBJIHOTA OTIOBaps Ha
W3HUCKBaHUATA, IPEIBUJICHU B OIpeieieHa Mpolieypa Mo TO3U 3aKOH.

6. "BermiecTBo ¢ 100pe ycTaHOBEHA yroTpeda B MEAMIIMHCKATA MPAKTUKA' € BEIIECTBO, 32 KOETO
MoOraT Jja ce MPUIIOKAT CIETHUTE KPUTSPUH:

a) MepUOABT 3a JI0Ka3BaHE Ha JOOpe ycTaHOBEHAaTa ymoTpeda B MEIUIMHCKATa MpakTHKa € He
no-kparek oT 10 roguHM OT AaraTa Ha IMbpBaTa CHCTEMAaTH3MpaHa W JIOKYMEHTHpaHa yroTpeba Ha
BEIIECTBOTO KaTO JIeKapCTBEH MpoAaykT B EBpomelickus cbio3 win B EBponeidckoTo MKOHOMHUYECKO
MIPOCTPAHCTBO;

0) KOJIMYECTBEHH acleKTH Ha ynoTpedaTa Ha BEIIECTBOTO, KaTO C€ B3e€MeE IMPEe/IBU]I CTENEeHTa Ha
ynoTpeba B MeAMIMHCKAaTa MpaKTHKa, CTENEHTa Ha ynorpeda Ha reorpa)Cky NPUHIMI M CTENEHTa Ha
npoclieAsiBaHe Ype3 cUcTeMaTa 3a 0€301acHOCT, BKIIFOUUTEIHO MPOYYBaHUS, MMPOBEACHN MPEIH ITyCKaHETO
Ha Ia3apa M cje]l TOBa U MyOJMKyBaHa Hay4yHa JIMTepaTypa 3a enuIeMHUOIOTHYHN IPOYUYBAHUS U B YACTHOCT
CPaBHUTEIHH CMTUIEMUOJIOTHYHY MPOYYBAHUS;

B) BHCOKa CTEIEH Ha Hay4YeH HUHTepec KbM ynoTpebaTa Ha BewiecTBOTO (Opoil HayyHU
nyONMKalMK) U €IMHCTBO B HAYYHUTE CPEIU B HAYUYHHUTE OLIEHKH.

7. "BropuuHa omakoBka' € OINAKOBKAaTa, KOSATO HE BJIM3a B HEMOCPEACTBEH KOHTAKT C
JIEKapCTBEHUS TPOAYKT.

8. (m3m. - 1B, 6p. 84 ot 2018 r. (*)) "Bb3noxuren" e crioHcOp 10 cMHChIa Ha Wi. 2, maparpad
2, touka 14 ot Pernament (EC) Ne 536/2014.

9. "I'enepuyeH JIeKapCTBEH MPOIYKT' € JIEKapCTBEH MPOIYKT, KOUTO UMa €AUH U ChIIl KAUeCTBEH
U KOJHMYECTBEH CBhCTaB IO OTHOIICHHWE Ha aKTHMBHHUTE BEIIECTBA M cChlIaTa JieKapcTBeHa (opma KaTo
pedepeHTHUs JIEKAapCTBEH NPOAYKT, U OMOCKBUBAIEHTHOCTTa My C pedepeHTHHs JEKapCTBEH MPOAYKT €



JI0Ka3aHa C MOIXOSIIM M3MUTBAHMUA 3a OMOHATMYHOCT. PasznuuHuUTE mepopaaHH JIeKapcTBEHH (OPMH C
He3a0aBHO OCBOOOXK/IaBaHE ce CMSATAT 3a €lHAa U ChIa JiekapcTBeHa (gopma. Paznmuunute conm, ecrepu,
€TepHU, U30MEPHU, CMECH OT U30MEPH, KOMILJIEKCH WM IEPUBATH HA AKTUBHO BEILECTBO CE CMATAT 3a CHIIOTO
aKTUBHO BEILIECTBO, OCBEH aKO TE€ CE€ pa3InMy4aBaT 3HAYUTEIIHO 110 CBOSITa O€30MACHOCT U/UITU €(PUKACHOCT.

10. (m3m. - [IB, 6p. 84 ot 2018 r. (*)) "I'maBen u3cnemoBaren" € rJIaBeH H3CJIENOBATEN IO
CMHCHIIa Ha Wi 2, maparpad 2, touka 16 ot Pernament (EC) Ne 536/2014.

11. "Jlepunupana gHeBHa 033" € cpeaHa JHEBHA IMOJAbprKalia J03a OT JAJCH JIEKapCTBEH
IIPOAYKT, KOSTO C€ IIPUJIara MpH Bb3pacTHU 10 OCHOBHOTO NIOKa3aHUE HA JIEKAPCTBEHUSI IPOTYKT.

12. (u3m. - JIB, Op. 84 ot 2018 r. (*)) "/lobpa kiMHMYHA TpakTUKA" € Ao0pa KIMHUYHA
MPaKTHUKa [0 CMHUCHIA Ha wil. 2, maparpad 2, touka 30 ot Pernament (EC) Ne 536/2014.

13. "JloOpa nabopaTopHa mHpakTHKa" € cucTeMa OT MEXKAYHapOoJHO IMPHU3HATH IpaBHIA IO
OTHOIIICHHWE Ha YCIIOBUATA 3a IJIaHMpaHe, MPOLIECUTE HAa OpraHM3UpaHe, M3BBPIIBAHE, MPOCIEASBAHE U
JOKyMEHTHPaHE Ha 1a00paTOPHUTE U3MUTBAHUSL.

14. "JloOpa mpoW3BOJACTBEHa MPAKTHUKA" € CHCTeMa OT MEXIYHapoJIHO OW3HEC MpU3HATH
MpaBWiia, KOSATO OOXBalla BCHUYKH CTPAaHU HA MPOM3BOJACTBOTO - MEPCOHAN, MOMEUICHUS, ChOPBKCHHS,
MaTepuaal, JOKYMEHTAlusl, KaueCTBEH KOHTPOJI, U MMa 3a LI J1a OCUTYpH 0e30macHOCT, e(pUKacHOCT U
CHOTBETCTBUE ChC CHEIUPUKAIUATA.

15. (mom. - JIB, 6p. 71 ot 2008 r., B cuiia ot 12.08.2008 r.) "/IspkaBa wieHka" e abpkaBa -
yieHka Ha EBpomelickus cblo3 WM JObpxkaBa - crpaHa no Cnopadymenuero 3a EBpormeiickoTo
MKOHOMMYECKO IPOCTPAHCTBO.

16. "Etuker" e nndopmaius BbpXy IbpPBHYHATA WJIM BTOPUYHATA OMAKOBKA Ha JIEKAPCTBEHHS
MPOJIYKT.

17. "MmyHonoruyeH jJeKapcTBeH HNPOAYKT'" € JIEKapCTBEH MPOJYKT, KOWTO ChIbp’Ka BaKCUHH,
TOKCHHU, CEpyMH UJTU alepreHu. B o0xBaTa Ha BAKCUHUTE, TOKCUHUTE U CEPYMUTE BIM3AT areHTH, KOUTO CE
U3MON3BAaT J1a Ch3JaJaT AKTUBEH HMYHMTET WJIHM Ja YCTaHOBST CBCTOSHME HA HMMYHUTET, WU Ja
MpPEeIM3BUKAT MAaCUBEH UMYHUTET. AJIEPreHUTE ca JEKapCTBEHU IMPOJIYKTH, KOMTO ca MpeIHa3HA4YeHH Ja
UACHTU(GHUIMPAT WU CTUMYJIHpAT crienuduyHa [eJeHacOYeHa MPOMsSHA B UMYHOJIOTHYHUS OTTOBOP KbM
aJlepruyeH areHT.

18. "M3cnenBane 3a OMOEKBHBAJICHTHOCT" € KIMHUYHO M3MHUTBAHE, C KOETO C€ eI Ja Ce
JOKaXke, 4e JBa JICKApCTBEHH MPOAYKTa ca OMOCKBUBAJICHTHH, aKO Te ca (hapMalleBTHYHO €KBUBAJICHTHH WIJIH
(dbapmalleBTUYHO aNTepHATUBHU, M KOTaTO OMOHATMYHOCTUTE UM CJe]l MpHUJIaraHe B CchlaTa MOJapHa /1032
ca CXOIHH JI0 CTEMEH, KOSTO € YCIIOBHE 32 EKBUBAICHTHH €(hUKACHOCT M O€3011acHOCT.

19. "UscnensaHe 3a OMOHANHMYHOCT" € KJIMHUYHO M3IHMTBAHE, C KOETO C€ ILIEJIH Ja Ce IMOKaXkKe
KaKBU Ca CKOPOCTTa M CTEIMEHTA, MPU KOUTO aKTUBHOTO BEMIECTBO WJIM TEPANIEBTUYHO 3HAYMMATa YacT OT
W3MUTBAHUSA JEKApPCTBEH MPOIYKT JOCTUTAT OT JIEKapcTBEHaTa (popmMa B CHCTEMHOTO KPbBOOOpaIleHHUE.

20. (u3Mm. - /1B, 6p. 84 ot 2018 . (*)) "M3nuTBaH jgekapcTBEH NPOAYKT" € N3MUTBAaH JIEKapCTBEH
MPOAYKT 10 CMUCHJIA HA WiI. 2, maparpad 2, Touka 5 ot Permament (EC) Ne 536/2014.

21. (w3m. - IB, Op. 84 ot 2018 r. (*)) "M3cnemoBaren" e u3ciaeaoBarels 1Mo CMUCHIA HA 9. 2,
naparpad 2, rouka 15 ot Permament (EC) Ne 536/2014.

22. (m3m. - [1B, 6p. 84 ot 2018 1. (*)) "Undopmupano ceriacue" € nHOOPMUPAHO CHIIIACHE 1O
cMHCBIIa Ha wil. 2, maparpad 2, touka 21 ot Pernament (EC) Ne 536/2014.

23. "Kut" e BCSIKO BENIECTBO, KOETO OOMKHOBEHO TMpeau yroTpeda ce pa3TBaps, CyCIECHIUpa,
paspexja Uil KOMOMHHpaA C PaIUOHYKIUAM, B PE3yJTAaT Ha KOETO C€ MOJy4yaBa FOTOBUAT PaJHOAKTUBEH
JIEKapCTBEH MPOIYKT.

24. (m3m. - 1B, Op. 84 or 2018 r. (*)) "KnuHWMYHO HM3NMUTBAaHE Ha JICKAPCTBEH MPOAYKT' €
KJIMHUYHO M3MUTBAaHE 10 CMHUCHJIA Ha Wi 2, maparpad 2, Touka 2 ot Pernmament (EC) Ne 536/2014.

25. "KIIMHUYHO MpeIuMCTBO" € 3HAaYUTEIHO TEPANEeBTUYHO WA JUArHOCTUYHO MPEAUMCTBO HA



€MH JIEKapCTBEH IPOAYKT B CPaBHEHHE C JIEKAPCTBEH IPOAYKT, KOMTO BEYE € IMOJIyuWsI pa3pelleHue 3a
yroTpeoa.

25a. (noBa - J/IB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) "Konduukr Ha unTepecu" e
KOH(QJIMKT Ha WHTEpeCH IO CMHUChJIa Ha IaBa ocMma, pasfen | or 3akoHa 3a MpOTHBOJCICTBUE Ha
KOPYMIHMATA U 32 OTHEMaHE Ha HE3aKOHHO NPUA0OUTOTO UMYILECTBO.

26. (ot™m. - IB, 6p. 84 ot 2018 1. (*))

27. "JlucToBKa 3a maiueHTa" € JUCTOBKA, ChAbpiKamia WH(opMalus 3a MoTpeOuTens, KOATO
CBIIPOBOYKA JIEKAPCTBEHUSI IPOTYKT.

27a. (moBa - IB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 1., usm. - JIB, 6p. 102 ot 2012 ., B
cwia ot 21.12.2012 r.) "JlekapcTBeH NPOAYKT 3a MOJEpHA Tepanus' € JIEKapCTBEH MPOAYKT, ONPEAEICH B
yiieH 2 ot Pernament (EO) Ne 1394/2007 na EBponeiickus napaameHT U Ha CbBera oT 13 HoemBpu 2007 T.
OTHOCHO JICKapCTBEHUTE MPOAYKTH 32 MOJepHa Tepanus U 3a u3meHenue Ha [upexkruna 2001/83/EO u Ha
Pernament (EO) Ne 726/2004.

276. (moBa - JIB, Op. 84 ot 2018 r., B cmma ot 12.10.2018 r.) "JlekapcTBeH MPOAYKT 3a
chCTpajarenaHa ynorpeba"' € JIeKapcTBEH MPOJYKT 3a NaJMaTHBHA ymoTpeda MO CMHChIAa Ha Wi 83,
naparpad 2 ot Pernament (EO) Ne 726/2004 na EBponetickust mapiameHT U Ha CbBeTa.

28. "JIekapcTBEH NPOAYKT, MOIYYEH OT YOBEIIKA IUIa3Ma MM OT YOBEIIKA KPBB" € JIEKapCTBEH
IIPOJYKT, IPOU3BEAEH OT YOBELIKH KPBBHU ChCTAaBKM U Ype3 METOJI, BKJIIOYBAI ITpOoMHULLIEH Ipouec. Kbm
TAX C€ OTHAacAT al0yMUH, MMYHOIJIOOYJIMHH, Koaryiupamy (GakTOpu W aHTUIOPOTEa3H, Pa3TBOPU Ha
TUIa3MEHU MPOTEUHH, APYTH MJIa3MeHH (PPaKIMK WK KOMOUHAIIUH OT TSIX.

29. "JlekapCTBEH MPOAYKT, IPEAHA3HAYCH 3a JICUeHUE, MPOPUIaKTUKA U TUarHOCTHKA HAa PEIKH
3a00ss1BaHUA" € IPOAYKT, KOHTO:

a) € IpeaHa3HayeH 3a JAMArHOCTHKa, MPOQHMIAKTHKA WIM JICYEHHE Ha KUBOTO3AacCTpalllaBalld
00JIeCTH WM MPOTrPECUBHO MPOTHYAILM XPOHUYHU 3a00JsBaHMs, KOMTO 3acArar He nmoseye oT 5 Ha 10 000
YJOBEKa Ha TEPUTOPUATA HA CTpaHaTa, WIH

0) e npeaHa3Ha4YeH 3a JUArHOCTHKA, NMPO(UIAKTHKA MM JICYEHUE Ha KUBOTO3AacTpallaBalld
00JIECTH M Ha CEPUO3HO YBPEXKJAIIM 3/APAaBETO XPOHUYHM CBHCTOSHUS (3a00NBaHUS C BHCOK [sUI Ha
00JIeCTHOCBBbp3aHaTa HEPAOOTOCIIOCOOHOCT M HWHBAIMIHOCT) M Ca NPUIIOKEHU JOKa3aTelCTBa, uYe
npojaxbata Ha TMPOJYKTa HE OCUTYpsABa 3aJ0OBOJIMTENIHA Bb3BPBLIAEMOCT, KOSTO Ja OIpaBjae
HEOOXOIMMUTE MHBECTHUIIMM 32 HAYYHOM3CIIEOBATEIICKa W pa3BOiHa NEHHOCT, 0e3 1a WMa CTHMYJH 3a
ch3/1aTelsl Ha MPOAYKTa, U

B) KOrato HsMa 3aJO0BOJHMTEIEH METOJ 3a JIUAarHOCTHKAa, MPO(QWIAKTHKA WM JICYEHHE Ha
CBHOTBETHOTO CBHCTOSIHHE, WM aKO MMa TaKbB METOJ, IIPEUIOKEHUSAT JIEKAPCTBEH NMPOIYKT UMa 3HAUUTEITHO
[I0BEYE IIPEIUMCTBA OT HETO U 110132 32 3aCETHATUTE OT TOBA ChCTOSHHUE.

30. "JlekapctBena (opma" e moAXoAsdIIa 3a MPUEMaHe CTPYKTypa, ChIbp)Kalla aKTUBHOTO
BEIIIECTBO (BEIIECTBa), KOSITO MOXKE Ja BKIIIOYBA WM Jia HE BKJIIOUBA IIOMOIIHH BEIIECTBA, MOJIyYeHa upe3
npujiaraHe Ha ONpeAesieHH TEXHOJIOTUYHU OTepallii, OCUTYPsIBAILA KeJaHus JiedeOeH epeKT U cTaOUITHOCT
IIPU CbXPaHEHHE B CPOKA HA TOAHOCT.

31. (u3m. - [IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) "JIuue, ycTaHOBEHO Ha TEPUTOPUSTA
Ha JbpKaBa WIEHKAa" € MpaBeH CyOeKT, pErUCTPUPAH 10 I'PaXKJAHCKOTO MJIM ThPrOBCKOTO 3aKOHOAATEICTBO
Ha JIbpKaBa 4WICHKa WM CH3JAJEH 10 CHIaTa HA HOPMAaTHUBEH aKT, KOMTO MMa CENAUIIEe M aApec Ha
yOpaBlieHUE B JbpKaBa WIEHKa WIM B JIbpkaBa - cTpaHa no Cnopasymenuero 3a EBpomeiickoro
MKOHOMHYECKO ITPOCTPAHCTBO.

32. "Maructpaiina perentypa’ e npeanucaHue 3a JeKapCTBEH MPOJYKT, U3TOTBEH B alTeKa Mo
IpenycaHue Ha MEAMLUUHCKH CIEUUATUCT WM 10 YTBBbPAECHA pEeLenTypa, NpeJHa3HAayeH 3a OIpeieiicH
MAIUEHT.

33. "MexXayHapoAHO HENMAaTEeHTHO HAaMMEHOBaHWE" € NPEenopbYaHOTO HANMEHOBAHUE Ha



aKTUBHOTO BEMIECTBO, 0J100peHo U myOiukyBano ot C30.

34. "MeauuMHCKH CHEeUUalucTH" ca JIeKapH, JIEKapu IO ACHTajJHa MEIMIIMHA, MarucTbp-
dbapmaileBTH, MEIUIMHCKA CECTPH, AaKyIIepKd, METUIIMHCKH JabopaHTd, Qenamepd W MOMOIIHUK-
(dhapmarieBTH.

35. "MeaumnuHCKU THPrOBCKM MpeACTaBUTEN" € JHile, MPEeMHHANIO CIEUUaTIHO OOydeHHE H
MPUTEKABAIO HAYYHU MO3HAHUSA 32 TIPEIOCTAaBAHE HA TOYHA U MbJIHA UH(OPMAITUS OTHOCHO JIEKAPCTBEHUS
MPOJYKT, KOWTO peKIamMHpa.

35a. (HoBa - /IB, Op. 1 ot 2014 r., B cuna ot 03.01.2014 r.) "MenunuHcKo mpennucanue” e
MpeMcaHue Ha JIEKapCTBEH MPOAYKT WM Ha MEAUIIMHCKO U3/ENUe, U3aJCHO OT JIHIIE, KOETO YIpaXKHsIBa
perynupana MeIUIUHCKA MpodecHs o CMUChIa Ha § 1, T. 1 OT MOMBIHUTENTHUTE pa3nopen0u Ha 3aKoHa 3a
MpU3HaBaHe Ha MPO(ECHOHATHU KBaTU(UKAIIMU U KOETO MMa 3aKOHHOTO TPaBo Jia MpaBH TOBA B JbprKaBaTa
YJIeHKA, B KOSITO C€ U3/]aBa MEIULIMHCKOTO MPEANUCaHuE.

36. (ot™m. - JIB, 6p. 84 ot 2018 1. (*))

36a. (noBa - J/IB, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.) "MpexoBa u nHbOpMaIIMOHHA
CUTYpHOCT" € 3amuTarta Ha WH(OpPMANUATa OT HEIPABOMEPEH WM CIy4YaeH JOCTHII, U3IMOI3BAHE, MPABEHE
JIOCTOSIHME Ha TPETH JIUIIA, TPOMSHA WJIH YHHUIIIO’KaBaHe.

37. "HaumeHoBaHHMe Ha JIEKAPCTBEH MPOAYKT" € MMETO, MaJCHO Ha MPOJYKTa, KOETO MOXKE Ja
obae:

a) cB00OTHO M30paHO UME (THPTOBCKO UME);

0) (m3m. - [IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) obmonpuero 3aeqHO C ThProBcKaTa
MapKa WM UMETO Ha MPUTEKATENS Ha pa3pelleHueTo 3a ynorpeoa;

B) (u3Mm. - /IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) Hay4HO MME 3ae€IHO C ThProBCKaTa
MapKa WM UMETO Ha MPUTEXKATEN Ha pa3pelIeHUeTo 3a ynorpeoa.

37a. (HoBa - JIB, Op. 67 ot 2020 r.) "Hayuynu nokazareicta" ca KOHKPETHH MEIUIIUHCKU W/UITH
HAyYHU JAHHH, TIOJYYEHHU OT W3BBHPIICHU KIMHUYHHA W3MUTBAHUS, W/WIIH TaHHU, JOKa3Ball 0€30MacHOCTTa
1 eUKaCHOCTTa Ha JIEKAPCTBEHUS NPOAYKT, KOUTO ca MyOJMKYBaHU B Hay4YHU W3JAHUS, HALIMOHAIHU WIH
MEXTyHApOIHH ITPOTOKOIIU 32 JICUSHUE WU JOKJIA/IM 32 OIICHKA Ha 3/IPaBHUTE TEXHOJIOTHH.

38. "Hayuna nuteparypa" € myOnuKaius/myOnuKalid Ha pe3yaTaTd OT HayYHH W3CJIC/IBAHUS B
CHeIHaTu3UpaHl MEKIYHAPOJHI HAYYHU U3JIAHUSI.

38a. (moBa - JIB, Op. 84 or 2018 r., B cuma ot 12.10.2018 r.) "HemocTur Ha nexapcTBEH
NPOAYKT" € HEAOCTUT'BT Ha JIEKApCTBEHW MPOAYKTH, BKIIOUYeHH B [lO3UTHMBHHUSA JEKApCTBEH CIHCHK,
YCTaHOBEH 4pe3 Clelualn3ipaHaTa eJIeKTpOHHA CUCTEMA IT0 peaa Ha ui. 2176.

39. "HoBO aKTUBHO BeNIECTBO" €:

a) XUMUYHO, OMOJIOTHYHO WU paguo(apMalieBTUIHO BEIIECTBO, KOETO HE € OUII0 pa3pelieHo 3a
ynotpeba Kato JiekapcTBeH NMpoayKT B EBponeiickus cbio3;

0) u3omMep, CMEC OT U30MEPH, KOMILIEKC WM JIEPUBAT, UM COJl HA XUMUYHO BEIIECTBO, KOETO €
OmI0 paspermreHo 3a ymorpeda Karo JIGKApCTBEH MPOAYKT B EBpomeickus Chio3, HO ce pas3indaBa Ii0
OTHOIIIEHHE Ha 0e30MacHOCTTa U e(pUKACHOCTTA CH OT MPEAUIITHO Pa3pelIeHo BEIECTRO;

B) OMOJIOTHYHO BEIIECTBO, KOETO € OWMIIO pa3pelieHo 3a yrnoTpeda KaTo JEKapCTBEH MPOIYKT B
EBporeiickus cpi03, HO € ¢ pa3juyHa MOJIEKYyJHAa CTPYKTypa, C pa3idyeH MPOU3XOJ M0 OTHOIICHHE Ha
W3XOJIHUS MaTepyal UITU € MOJIYYSHO Ype3 Pa3InueH MPOU3BOICTBEH MPOIIEC;

) paguodapMaIeBTHIHO BEIIECTBO, YAUTO PATUOHYKIUIH WM MOJICKYJTHU BPB3KH (CHOTBETHO
JIUTaH]1 ), KOUTO HE ca OWJIM pa3pelieHn KaTo JeKapCcTBEH MPOoIyKT B EBpornelickust Chio3, MM MEXaHU3MBT
3a CBBP3BaHE B JIBOWKA HA MOJIEKYJIMTE U PATUOHYKIUINTE HE € OWI pa3peiieH B EBponeiickus Chio3.

40. (u3m. - JIB, Op. 84 ot 2018 r. (*)) "Hexenano cpbutne" e Bcsika HeOmaronmpusaTHaA MPOMSIHA
B 37JpaBHOTO CHCTOSTHUE, HAOII0OJaBaHa MPH MpHUJIAraHe Ha JICKAPCTBEH MPOJIYKT HA MAIMEHT, KOATO HE €
HEMPEMEHHO MPUYNHHO CBhP3aHa C TOBA JICUCHHE.



41. (m3m. - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1., u3m. - [IB, 6p. 84 ot 2018 r. (*))
"Hexxenana jiekapcTBeHa peakiua' € BCEKH HEXKEJIaH W HENMPEABUIIEH OTTOBOP KbM JIEKAPCTBEH MPOIYKT.
BunoBeTe HexenaHu 1eKapCTBEHU PEAaKIMH Ca:

a) (m3Mm. - [IB, Op. 84 ot 2018 1. (*)) "HeouakBaHa" - HeXenaHa JEKAPCTBEHA PEAKIIHS, KOSTO HE
€ MOocoYeHa B KpaTKaTa XapaKTepUCTHKAa Ha MPOAYKTa HIIM UYHUHUTO XapakTep, TEKECT HIM H3XOJ He
OTroBapsT Ha MIOCOYEHUTE B KpaTKaTa XapaKTepUCTUKa Ha IPOAYKTa;

0) "monmo3upana" - HexKeNaHa JeKapCTBEHA Peakius, 32 KOSITO ChOOIIUTENAT WIH MPUTEKATEIAT
Ha pa3peleHneTo 3a yrnorpeda mpeamnosiara, 4e iMa Bb3MOXKHA IPUYUHHO-CIIE/ICTBEHA BPB3Ka C IPUEMaHHS
JIEKapCTBEH MPOIYKT;

B) "cepro3Ha" - BcekH HeOnarompusreH e(pekT BbpXY 3ApPaBHOTO ChCTOSHUE, KOMTO € cTaHaj
MIPUYMHA 3a CMBPTEH M3XOJ, HEMOCPEICTBEHAa OMAcCHOCT 3a YXMBOTA, XOCHMTAIW3alUs WU yAbDKaBaHE
CpOKa Ha XOCHHUTANU3allWsl, 3HAYUTEITHN WU TPAalHU YBpEXKIaHUs, MHBAIUIU3ALMS U BPOJACHH aHOMAIINU;

') KOMOWHAIMK MEXTy peakuuu o Oyksu "a", "6" u "B".

42. "O6momnpuero umMe" € MeXIyHApPOIHOTO HEMATCHTHO HANMEHOBAHHUE Ha JICKAPCTBEHOTO WUITH
nomoinHoTo BemiecTBo (INN), npenopbuano ot C30; ako HAMa TakoBa, ce U3Moia3Ba uMetTo B EBponelickara
¢dapmakomnes, ako U TaM JIMICBA - APyro (apmakomneiHO uMe; Korato HsMa (apmakoneiiHo ume, ce
U3I10J13Ba OOMYAHOTO MIPUETO UME.

42a. (HoBa - /IB, Op. 102 ot 2012 r., B cuna ot 21.12.2012 r.) "OcHOBHa JAOKyMEHTalMs Ha
cUcTeMara 3a Mpoclie[siBaHe Ha JieKapcTBeHaTa Oe3omacHoOCT" € MOApPOOHO ONMHCaHWEe Ha CUcTeMara 3a
IIPOCJIEIIBAHE HA JIEKapCTBEHaTa OE€30MacCHOCT, U3MO0JI3BaHa OT MPUTEKATENs Ha pa3pellieHne 3a ynorpeda
10 OTHOLIEHHUE Ha €NH WUJIM MOBEYe pa3pelleHu 3a ynoTpeda JIeKapCTBEHU MPOAYKTH.

426. (noBa - 1B, 6p. 48 ot 2015 r.) "OneHka Ha 3ApaBHUTE TEXHOJIOTUU" €:

a) ¢popMa Ha MMOJIUTUKA B 00JacTTa Ha HAy4YHUTE U3CIEABAHMS, KOSITO IPOyYBa KPAaTKOCPOUHUTE
U ABITOCPOYHHUTE PE3yNTaTH, CBbP3aHU C NpUJIAraHeTO Ha 3JIpaBHUTE TEXHOJOTHUH, M HMa 3a el Ja
IIPEeI0CTaBU UH(POPMALIHSI OTHOCHO aJTEPHATUBHUTE 37PAaBHU CTPATErUH;

0) MyATHIMCUUIUIMHApHA  JEWHOCT, KOSITO CHCTEMaTHYHO OILICHSIBA TEXHUYECKUTE
XapaKTepUCTUKH, O€30MacHOCTTa, KIMHUYHATa €(PUKACHOCT U €(EKTUBHOCT, Pa3XOIUTE, CTOMHOCTHATA
€(eKTUBHOCT, OpraHU3allMOHHUTE, COLUAIHUTE, MPAaBHUTE U E€TUYHUTE IOCIEIUIM OT MNpUaraHeTo Ha
JIEKapCTBEHU MPOAYKTH B 3/paBeona3BaHeTO M ce (oKycupa BbpPXy CTOWHOCTTAa - KIMHUYHA U
MKOHOMMYECKA, KaTO aHAJIU3bT € CPABHUTENIECH CIPSAMO ChIIECTBYBAlllaTa WM Hail-moOpaTa KbM MOMEHTa
aNTepHaTHBA.

42B. (HOBa - JIB, Op. 67 ot 2020 r.) "Odunuanna madopaTopusi 3a KOHTpoa" € yabopaTopus,
KOSITO W3BBPIIBA J1A0OpAaTOPHU H3MHUTBAHMSI HA JICKAPCTBEHM NPOAYKTH OT HMMETO Ha KOMIIETEHTHHTE
pETryJIaTOpHU OpraHd B U3I'BJIHEHHE HA CHOTBETHU HAIMOHAJIHM M3UCKBAHUS M € HE3aBUCHUMA OT
MIPOU3BOIUTENINTE U MPUTEKATEIUTE HA pa3pelIeHUs 3a ynoTpeda Ha JIEKapCTBEHU MPOAYKTH.

43. "llaptupa" e omnpeneneHoTo KOJUYECTBO OT JIEKApCTBOTO, MPOU3BEIECHO ChIVIACHO
YCTaHOBEHA BB3IPOU3BOJUMA TEXHOJOTMYHA CXEMa, OCUTYpsBalla HEOOXOIUMUS MAPTHUAEH XOMOIE€HUTET
10 OTHOIIEHHE Ha U3UCKBAaHUTE KOHTPOIHU MTOKA3aTEeNH.

43a. (noBa - /IB, 6p. 102 o1 2012 1., B cuna ot 21.12.2012 r.) "[1nan 3a ynpasieHue Ha pucka'" e
oIpoOHO OMHMCAHME HA CHCTEMAaTa 3a yIpaBJieHHE Ha PHUCKa.

44. "llogrbpxkaHe Ha pa3pelIeHUETOo 3a ynoTpeda Ha JIEKapCTBEH MPOAYKT" BKIIIOYBA BCHUYKU
HEOOXOIUMHU JEMHOCTH C Orjie]l MOAJbp)KaHE Ha aKTyaJleH PErHCTPAallMOHEH CTaTyC Ha JIeKapCTBEHHUS
MPOJYKT, BKIIFOUUTEIHO U MPOCIEASIBAHETO HA JIEKapCTBEHATa 0€30IacHOCT.

44a. (moBa - /IB, Op. 48 ot 2015 r.) "l[longbpkaHe Ha peMMOYpceH craTyc' € OIeHKa Ha
JIEKapCTBeH MPOAYKT Bb3 OCHOBAa Ha JIOKa3aTelcTBa 3a e(UKACHOCT, TepaneBTUYHAa e(EeKTUBHOCT,
0€30macHOCT U aHaJIu3 Ha (PapMaKO-UKOHOMUYECKH TTOKA3aTeIH.

45. "Ilon3a" e MONOKUTENEH pe3yNTaT/TepaneBTuyHa €(pUKaCHOCT Ha JIEKAPCTBEHUS IPOAYKT 3a



OTAENHHS MMAlUeHT, TPyIla OT NAlMEeHTH WK 3a 001ecTBoTo. KonmuecTBeHaTta OleHKa Ha O4YakBaHaTa 1oJiza
BKJIIOYBA MTPUOIU3UTEIIHO U3UUCIIEHUE HA BEPOSITHOCTTA 3a TO3H IOJIOKUTENIEH pe3yJITar.

46. (u3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) "[TomorHO BemecTBO" € BCsKa
ChCTaBKa Ha JIEKAPCTBEH MPOJIYKT, pa3ilMyHa OT aKTHBHOTO BELIECTBO U ONMAKOBbYHUS MaTepHall.

47. "IlocTMapKeTHHTOBO Mpoyd4BaHe" € BCAKO MpPOy4YBaHE, MPOBEXKIAHO MpU YMoTpeda Ha
JIEKapCTBEHHS MPOIYKT B paMKUTE Ha OA0OpeHaTa KpaTKa XapaKTepHCTHKa Ha MPOAYKTa B MEPUONA CIET
paspeliaBase 3a ynorpeoa.

47a. (voBa - /IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) "[TocpenaudectBo B o0iacTTa Ha
JIEKapCTBEHUTE MPOAYKTU" ca BCUYKH JEHHOCTH, KOUTO MMAT 3a LieJl CKJIIOYBAaHE Ha JOTOBOP 3a MOKYIKa
WK Tpojax0a Ha JIGKApCTBEHU NMPOJYKTH, ¢ U3KIIOUYEHHE HAa THProBHATA HA €1pO, KOUTO HE BKIIIOYBAT
(¢u3NYECKO Ibp’KaHE U KOUTO C€ M3pa3sBaT B JOrOBApSHE HE3aBUCHUMO U OT UMETO Ha JIPYro IOpUANYECKO
WK (GU3NYECKO JIUIIE.

48. (m3m. - /1B, 6p. 102 ot 2012 1., B cmia ot 21.12.2012 r.) "[TocTMapKeTHHIOBO MPOYYBaHE 32
Oe3omacHOCT" € BCAKO MPOYYBaHe, CBbP3aHO C Pa3pelleH 3a ynorpeda JeKapcTBEH MPOIYKT, IPOBEXKIAHO C
Hesl Ja ce WAGHTHU(QHUUIMpA, XapaKTepu3upa WM ONpeAeiad CTeleHTa Ha pHCKa [0 OTHOIICHHE Ha
0€30MMacHOCTTa, J1a c€ MOTBHPAU NPOPMIBT Ha OE€30MaCHOCT Ha JEKAapCTBEHUS MPOAYKT WU J1a C€ MPELEeHU
e(EeKTUBHOCTTA Ha MEPKHTE 32 YIIPABICHHUE Ha PHUCKa.

49. "lloTeHuunaneH cepuo3eH PUCK 3a 37PaBETO HA HACEICHUETO'" CHIIECTBYBA, KOTAaTO € HAJUIIE
BHCOKAa CTEMEH Ha BEPOATHOCT YNoTpeOaTa Ha JIEKAPCTBEH NPOAYKT Ja MpeAU3BHKAa HEOTCTPAHUMH,
HETMONpPaBUMU W HEOOpaTUMH HETraTHMBHM TMocieAcTBUsA. [IpomechT Ha oOmeHsBaHE WACHTUHUIHMPA
OIIaCHOCTTA OT NMPUUYUHIBAHE HA BPEIH 3a 3paBETO HA HACEJIEHUETO U JEHCTBUTEIIHOTO M €KCIIOHUPAHE MIPU
mMpokKara ynorpeda Ha npoaykra. Cepro3HHUAT PUCK 3a 3/[paBETO B KOHTEKCTa Ha yroTpeda Ha ompezesieH
JIEKapCTBEH MPOIYKT MOXKE J1a ObJie MPELEHEH MPU CICTHUTE YCIOBUS:

a) euKacHOCT - JaHHUTE, MPEJICTaBeHU 3a TepaneBTUYHATa €(PUKACHOCT 10 OTHOLIEHHE Ha
MPE/UIOKEHOTO  TMOKAa3aHWE/TIOKa3aHMsl, Ha TMpeIioKeHaTa [eJeBa Tpyna/Tpynd TalueHTH W Ha
IIPeUIO’KEeHaTa JI03MPOBKA, MOCOYEHM B IPOEKTAa Ha JMCTOBKATa 3a NAlMEHTa, HE 3alllMTaBaT HAay4yHO B
I'bJIHA CTETICH MPETEHIIMUTE 3a e(hUKACHOCT;

0) 6e30MacHOCT - OIEHKaTa Ha JIaHHUTE OT MPEeAKIMHUYHATa TOKCHYHOCT/(apMaKoiIoruyHaTa
0€30MacHOCT M KJIMHUYHA OE30MacHOCT HE MOXE Ja 3allUTH YOeIUTETHO 3aKIIOYEHHETO, Y€ BCHUYKH
MOTEHIMATHA CTPaHU 3a O€30IacHOCT MO OTHOUICHWE Ha IiefieBaTa Ipyna/Tpynu MalWeHTH ca TOYHO H
n34yepnaTeaHo OTpa3eHH B IpeUIoKeHaTa JIMCTOBKA 3a MAallMEeHTa WM a0CONIOTHATa CTENEH Ha PUCK €
HENPUEMJIINBA;

B) KauecTBO - MPEUIOKEHUAT HAYMH Ha MPOM3BOJCTBO M KOHTPOJHUTE METOAM HE MOraT Ja
rapaHTUpar JIMIICA Ha ChIUIECTBEH JAe(eKT B KAaueCTBOTO HAa MPOJYKTa, KOMTO MOXE Ja ce OTpa3u Ha
0e30omacHOCTTa W/Win e(PUKACHOCTTA HAa MPOAYKTA;

I') CbOTHOIIEHUE I0JI3a/PUCK - OLIEHKAaTa Ha CHhOTHOIIEHUETO IOJI3a/pUCK € HeOJaronpusiTHa,
NpeBU XapakTepa Ha WIACHTUQUIMPAHHUS PUCK/PUCKOBE M Ha TOTCHIMAIHATA II0JI3a 33 MPEIOKEHOTO
NOKa3aHMUe/TIOKa3aHMs U 1ieJieBaTa rpyna/rpyny NalueHTH.

50. "IlpeacraBuren Ha JMLETO MO wi. 26, an. | WIM Ha MpUTEXKATEl Ha paspelleHue 3a
ynoTpeba" e e, yCTaHOBEHO Ha TepuTopusaTa Ha PemyOnuka bbarapusi, oripeesieHo OT JUIETO 1o 4. 26,
asl. 1 uiM oT mpuTexarTeNs Ha pa3pelieHreTo 3a yrnorpeda ja ro npecTaisaBa Mpejl peryjJaTopHUTe OpraHu
Ha TepuTopusTa Ha Penyonuka bearapus.

51. "IlpuemsinBo HMBO Ha Oe30macHOCT" € HajMlle, KOraTo MPEICTABEHUTE JaHHHU ce MpHeMaT
IIPU CTaTUCTHUYECKU JI0CTOBEpPHA O€3011aCHOCT CIIOPE] KIMHUYHU U3MUTBAHUS, IPOBEICHU B ChOTBETCTBUE C
JlobpaTa KIMHUYHA [TPAKTHKA.

52. "IIpou3BOACTBO Ha JIEKAPCTBEH MPOJYKT" ca BCUUKH OINEPALMH, CBbP3aHU C HAOABSIHETO Ha
MaTepUaInTe, TIXHOTO 00pabOTBaHE TMpHU TPOU3BOJICTBEHHUS TMPOIEC, BKIOYUTETHO OINAKOBaHE H



eTUKETUPaHEe, KauyeCTBEHUAT KOHTPOJ, OCBOOOXKAABAHETO Ha MApTUAATa, ChbXpPAHEHHUE, EKCIeIupaHe H
CBBP3AHUAT C TE3U OTEpaIi KOHTPOJI.

53. (m3m. - 1B, Op. 84 ot 2018 r. (*)) "[IpoTOKON HA KIMHUYHO M3MUTBaHe" € MPOTOKOM IO
CMHCBHJIA Ha wl. 2, naparpad 2, Touka 22 ot Pernament (EC) Ne 536/2014.

54. "lIlyckane Ha mazapa" € paslpOCTPAaHEHHETO Ha JIEKAPCTBEHHUS NPOAYKT B ThpProBcKaTa
Mpexa Ha TepuTopusTa Ha PemyOnmuka bbiarapus W3BBH IUPEKTHHS KOHTPOJ HA TMpHUTEXATeNs Ha
paspelieHrueTo 3a ynorpeoa.

55. "IlppBuuHa omakoBkKa" € OMNAKOBKaTa, KOATO BJIM3a B HEMOCPEACTBEH KOHTAKT C
JIEKapCTBEHUSI IPOTYKT.

56. "PannodapmaneBTuK" € JeKapcTBEH MPOAYKT, KOMTO, KOraTo € rOTOB 3a yHoTpeda, ChIbpika
€IMH WK [T0BeY€e PaJMOHYKINIH (PaA0aKTUBHU U30TOIHN ), BKIFOUEHU C MEIULIMHCKA LIEl.

57. "PamuoHykiuMIeH TreHepaTop" € BCAKa CHUCTeMa, KOSTO BKJIIOYBA (DUKCHpAH MaTepeH
PaaMOHYKINJ, OT KOWTO C€ Mojdy4yaBa ABLIEPEH PaAUOHYKINJ, KONTO ce OTHENs Ype3 eayupaHe WIN 4pe3
JPYyTU METOJIU U CE M3IMO3Ba B panoapMalieBTUK.

58. "PaguonyxinaeH npekypcop' € BCEKM IpYr pajiuOHYKJINJ, IIPOU3BENEH 3a PaJMOaKTUBHO
MapKUpaHe Ha JPYTro BEIIECTBO HEMOCPEICTBEHO MPEIU BHBEXK/IaHETO My B OPraHM3Ma Ha MalleHTa.

59. "PacTuTeneH J€KapCTBEH MPOLYKT' € JIEKapCTBEH IPOLYKT, KOWTO CBABPKA Karo
JIEKapCTBEHM BEIIECTBA €IHO WM IIOBEYE PACTUTENIHU BELECTBA, WJIW €IUH WIM [OBEYE PACTUTEIHU
npenapaT, Wi €JHO UM MOBeYe PACTUTETHH BEIIeCTBA B KOMOWHAIIMA C €IMH WM TOBEYE PACTUTEITHU
IpenapaTH.

60. "PactuTenHu BemiecTBa" ca OCHOBHO PAaCTCHUS WJIM YacTH OT PACTCHHS, BOJAOPACIH, I'bOH,
JIMILEN, KOUTO ca LEeNH, HAuyleH! WIN Haps3aHU, U Ce U3IO0JI3BaT B HEOOPaOOTEHO ChCTOSIHUE, OOMKHOBEHO
B U3CYIIEH BUJ, HO MOHSAKOra U npecHu. Hskou ekcyaaT, KOUTO HE ca OWIM MOJIOKEHH Ha cHelugpuyHa
00paboTKa, CHIIO C€ OTHACIT KbM PAaCTUTEITHHUTE BellecTBa. PacTurenHurte BemecTBa TpsiOBa Ja ca ¢ TOYHO
olpesesieH0 OOTaHMYECKO HAyYHO HAMMEHOBAHME HAa PACTEHMSTA, OT KOUTO MPOU3XOXKIAT, ChIJIIACHO
OMHOMHMHAJIHATa cucTeMa (poJl, BUJl, BAPUETET M aBTOP).

61. "Pacturenen npenapar" € npoAyKThT, KOUTO c€ MOIydaBa Cl€J €KCTpaKLus, AECTUIIALMS,
U3CTHCKBaHe, (pPaKIMOHUpaHe, NPEUYNCTBaHe, KOHIIEHTpalus Wik (epMeHTalus Ha pPACTUTEIHOTO
BellecTBO. PacTurenHusaT npenapar Moxke a Obe ChIIO CTPUTH MM pa3lpalleHd pacTUTEIHU BEIlecTBa,
TUHKTYPH, EKCTPAKTH, €TEPUIHH Maciia, IpepaboTeHN PaCTUTEITHNA TEUHOCTH/COKOBE.

62. "Penxu 3abonsBaHms" ca 3a00JsABaHMATA, KOUTO C€ XapaKTEPU3HpAT C 4YECTOTa Ha
pasnpocTpaHeHue He mo-Bucoka ot 5 Ha 10 000 qymiu oT HaceJlIeHUETO.

63. "PedepenTten nexkapcTBEeH MPOAYKT" € JIKapCTBEH MPOAYKT, Pa3pelleH Mo peaa Ha wi. 23 B
CHOTBETCTBUE C U3UCKBAaHUATA Ha Wwil. 27.

64. (u3m. - JIB, 6p. 67 ot 2020 r.) "Pedepentna croiiHOCT 3a AeprHMpaHa AHEBHA 032" € Hall-
HHUCKaTa CTOMHOCT 3a JieMHMpaHa HEBHA /1032, OlpejieieHa Ha 0a3aTa Ha CTOMHOCTHUTE 3a JneduHHpaHa
JTHEBHA 71034 Ha JIEKapCTBEHUTE MPOIYKTH IO MEXYHAPOIHO HENATEHTHO HAUMEHOBAHUE ChC ChOTBETHATA
nekapcTBeHa popma.

65. "PetepeHTHa CTOHHOCT Ha TepaneBTHUEH Kypc" € Hali-HUCKaTa CTOMHOCT Ha TepareBTHUEH
Kypc, ompezaeineHa Ha 0a3a CTOMHOCTUTE Ha TepameBTUYEH Kypc Ha JIeKapcTBaTa IO MEXAYHapOIHO
HEMaTeHTHO HaMMEHOBaHUE ChC ChOTBETHATA JIEKapCTBEHA (opma.

66. "Puck npu ynorpebara Ha 1€KapCTBEH NMPOAYKT" €:

a) PUCK 3a 3[JpaBeTO Ha MAlMEeHTa WM PUCK 3a 3[paBETO Ha HACEIEHHETO, KOMTO € CBBbp3aH C
Ka4eCcTBOTO, 0€30MacHOCTTa WK €(UKACHOCTTA Ha JICKAPCTBEH MPOIYKT;

0) pUCK OT HEXeJIaHu ePEKTHU BbPXY OKOJIHATA Cpefa.

67. "Cepro3HO HEXETaHO chOUTHE" € BCsKa HeOIaronpusaTHa MPOMSHA B 3paBHOTO ChCTOSHUE,
KOSITO € CTaHaja MPUYKHA 32 CMBPTEH M3XO0/]l, HETIOCPEICTBEHA ONACHOCT 3a JKMBOTA, XOCHUTAIN3ALNS WIH



yAB/DKaBaHE Ha CpOKa Ha XOCHMUTAIM3alUs, 3HAYUTEIHU WIM TpallHUM YBpEXJaHUs, MHBAIMAU3ALUS U
BPOJICHU aHOMAJINH.

68. "Ceprudukar 3a OocBOOOXKIaBaHe Ha MapTuaa" € JOKYMEHT, KOHTO ce u3JaBa OT
KBIM(ULMPAHOTO JIMLIE HA MPOM3BOAMTENS WM HAa BHOCHUTENS 3a BCAKAa OTHENHA MAapTHAA M BKIIOYBA
U3HCKBAaHUATA B CHOTBETCTBHE ChC CHELU(UKALUATA, KAKTO M BCHUKH PE3YJITAaTH OT M3MUTBAHMATA 3a
0CBOOO’KIaBaHETO Ha MAPTUAATA.

69. "Ceprudukar 3a TONBJIHHTENHA 3aKpuia" € TOKYMEHT, KOMTO MpeIoCTaBs JOMbIHUTEIHA
NIATEHTHA 3aKpuja Ha JIEKapCTBEHMs IPOAYKT Hall-MHOTO 5 FOJIMHU clie] AaTaTa Ha U3TUYaHe Ha OCHOBHHUSA
IIaTEHT.

69a. (noma - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) "Cuctema 3a ynpaBiieHHE Ha
pucka" e cuctemMa OT MEPKU M JAEHHOCTH 3a MpociesiBaHe Ha JeKapCcTBeHaTa 0€30MacHOCT, IpeJHa3HAYeHH
3a WAEGHTU(HULIMpaHE, XapaKTepu3UpaHe, MPEJOTBpATsABaHE WIIM CBEXJaHE 10 MUHUMYM Ha PHCKOBETE,
CBBP3aHU C JICKAPCTBEH MPOAYKT, BKIIFOUUTETHO OLICHKA HAa €(PEKTUBHOCTTA HA TE3U JICHHOCTH U MEPKH.

696. (noBa - /IB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) "Cucrtema 3a npociesBaHe Ha
JeKapcTBeHaTa 0e30MacHOCT" € CUCTeMa, M3IOJI3BaHa OT MPUTEXKATeNs Ha pa3pelleHue 3a yrnorpeda u ot
HAIJI 3a u3nbiiHEHUE Ha 33Ja4uTe U OTTOBOPHOCTHUTE IO IjaBa OCMa, MpeJHa3HAueHa 3a OCHILECTBSIBAHE
HaOmroieHne Ha 0e30MacHOCTTa Ha pa3pellleHUTe 3a yrnoTpeda JeKapCTBEHHM MPOAYKTH M 3a OTKPUBAaHE Ha
BCSIKA IPOMSIHA B CHOTHOIICHUETO TT0JI3a/PUCK.

698. (HoBa - /IB, Op. 84 ot 2018 1., B cuma ot 12.10.2018 r.) "CucreMHo" e HapylIeHUETO,
U3BBPIICHO TPU WJIM [OBEYE I'bTH B €IHOTOAMILEH CPOK OT BJIM3AaHETO B CHJIa Ha II'bPBOTO HAKa3aTEIHO
IIOCTAaHOBJIEHHE, C KOETO Ha HApYILIUTEN ce Hajlara Haka3aHHe 3a ChIOTO [0 BUJ HapyLICHUE.

70. "CriemiHy OrpaHUYMUTEIHA MEPKH 3a 6e30macHOCT" ca BpeMEHHM NPOMEHH B UHPOpMaLUsiTa
3a MpOJyKTa MO OTHOUIEHHE Ha €JHa WM IOBEYe YacTH OT KpaTKaTa XapakTepUCTUKa Ha MPOAYKTa,
NOKa3aHMs, HAYMH Ha MPUIOKEHHUE, MPOTUBOMOKA3aHUS U MPENyNpPeKICHUs, KOUTO ca pe3yaTaT OT HOBa
uHpopManus, cBbp3aHa ¢ 6e3omacHaTa ynorpeda Ha JIeKapCTBEHUS MPOIYKT.

71. "CnoHnTaHHO choOIIEHHE" € JOOPOBOJIHO M3IPATEHO CHOOIICHHUE 3a TOI03UpaHa HEXEITaHa
peakius MpH ynorpebara Ha JIEKapCTBEH MPOIYKT JI0 MPHUTEXATeNsl Ha pa3pelieHueTo 3a ymorpeda, 110
OpraHd 3a HaJ30p BBPXY JIEKAPCTBEHUTE MPOAYKTH WIM 10 APYTH OpPraHM3allMM, KOETO HE MPOU3JIHN3a OT
Npoy4BaHe WIK JApyra OpraHu3MpaHa CUCTeMa 3a chOupaHe Ha MH(OpMaIHsL.

72. "Cpok Ha TOAHOCT Ha JIEKaPCTBEH NPOAYKT' € HMHTEpBAIBT OT BpPEME, B KOMTO, aKo ce
CbXpaHsiBa MpH MPEINUCAHUTE YCIOBMS, JIEKAPCTBEHUAT MPOJYKT OTroBaps Ha M3HMCKBaHMATA Ha
cnennuKanuaTa, pa3padOTeHa Bb3 OCHOBAa HA HM3CIEABAHMS 32 CTAOMIIHOCT HAa HSIKOJIKO MApTHIU OT
rorosara popma.

73. (m3m. - JIB, 6p. 71 or 2008 r., B cunma ot 12.08.2008 r.) "ChoTBeTcTBaI] JEKAPCTBEH
MPOAYKT Ha PAacTUTEIEH JIEKapCTBEH MPOIYKT' € MHPOAYKT, KOWTO CBhABPXKA €JHHM WU ChIIM aKTUBHU
BEIIECTBA, HE3aBUCUMO OT ChCTaBa HA IOMOIIHHUTE BEIIECTBA, NPEIHA3HAUEH € 3a €HAa U ChIla LEl, C
€KBHUBAJICHTHO KOJIMYECTBO HA JIEKAPCTBEHOTO BEIECTBO/BEIIECTBA, U C €IHA WU ChHIIA JTO3UPOBKA, U CHC
CBIIMS WIM OJJ00EH BT HA BbBEXKAAHE KAaTO IMPOILYKTa, 32 KOMTO € 0Jja/IeHO 3asiBICHHUE.

74. "CpoOuieHne 3a HexeNaHa JeKapcTBeHa peakuus' € TOKyMeHTHpaHa MHpOopManus 3a eaHa
WIN NIOBEYE NOJO3MPaHM HEXeJaHW peaklUH, CBbP3aHM ¢ ynorpedara Ha €AMH WM MO0BEYEe JIEKapCTBEHU
NPOAYKTH OT €IMH MalueHT. 3a 3aYyUTaHe Ha BAJUIHOCTTA Ha CHOOIIEHHETO 3a HeXellaHa JIeKapCTBEHa
peakuusi ca HeoOXOUMH MUHUMYM JaHHM 32 UACHTU(ULMPaHe Ha ChOOUIUTENS (MHULMAIY WIN aJpec, WK
npodecHs/crenanHocT), Ha NaldeHTa (MHULUald WM Bb3pacT, WIM Jara Ha paxJaaHe, WU I0J), Ha
HEe)KeJTaHaTa peaKiys/ChOUTHE U Ha TTOI03UPaHUS JIEKAPCTBEH MPOIYKT.

75. (u3m. - JIB, 6p. 84 ot 2018 r. (*)) "ChmecTBeHa MpoMsiHa B MPOTOKOJA HAa KIMHHUYHOTO
M3MUTBaHE" € ChIIECTBEHA MPOMsHA 10 CMHCHJIA Ha wi. 2, maparpad 2, touka 13 ot Permament (EC) Ne
536/2014.



75a. (moBa - JIB, Op. 102 or 2012 r., B cmia ot 21.12.2012 r.) "CbIiecTBEHU MPOMEHU B
MPOTOKOJIa HA HEMHTEPBEHI[MOHATHO MOCTMAPKETUHIOBO MpoyyBaHe" ca MPOMEHH, KOMTO MOBIMUABAT Ha
Oe3omacHOCTTa, (hu3nuecKara Wi MCHUXUYecKaTa HEMPUKOCHOBEHOCT Ha MAIIMEHTUTE WM Ha Pe3ylTaTUTe
OT IIPOYYBAHETO U TAXHATA UHTEPIIPETALIHSL.

76. (u3m. - JIB, 6p. 71 ot 2008 r., B cumna ot 12.08.2008 r.) "Tpera appxaBa” € IbpkaBa, KOSTO
HE € JbpKaBa - WwieHKa Ha EBporelickus cbro3, WIu He € JbpxkaBa - crpaHa no Cropa3yMeHHEeTo 3a
EBporeiickoTo NKOHOMHYECKO MPOCTPAHCTBO.

77. "TwproBust Ha eapo" ca BCHUYKU JEHHOCTU MO NpuUaoOMBaHEe, ChXpaHsIBaHE, CHAOJsIBaHE,
BHOC WJIM U3HOC Ha JIEKAPCTBEHH MPOAYKTH, C U3KIIOUEHHE Ha CIy4yauTe Ha MPeIOCTaBsiHE Ha JIEKapCTBEHU
MPOIYKTHU JUPEKTHO HA HACEJIICHUETO.

78. (u3m. - 1B, 6p. 84 ot 2018 . (*)) "YyacTHHK" € y4aCTHUK IO CMHUCHJA Ha 4j. 2, maparpad
2, touka 17 ot Pernament (EC) Ne 536/2014.

79. (ot™. - /1B, 6p. 84 ot 2018 1. (*))

80. "dapmakories" € COOpPHUK C YTBBPJCHHU CHenu(HUKaii U ChOTBETHH HW3WCKBAHHS BHB
Bpb3Ka C TMPOM3BOACTBOTO, M3MHUTBAHETO, CHXPAHIBAHETO W OOO3HAYABAHETO HA AaKTHUBHU BEIECTBA,
MTOMOUTHH BELIECTBA, JIEKApCTBEHU (OpPMHU, MaTEpHUaIU 3a OMAKOBKM M CHCTABHHM YAacTHU Ha JIEKApPCTBEHUS
IIPOJYKT.

81. "dapmakomneiiHa perenTtypa” € nmpearnrucaHue 3a JeKapCTBEH MPOAYKT, U3TOTBEH B alTeKa 10
perentypa oT neicTBaia hapmakornes U MpeiIHa3HaueH 3a MPeJOCTaBIHEe Ha MAIIMEHTUTE B ChIaTa anTeka.

8la. (moBa - /IB, 6p. 71 ot 2008 r., B cmna ot 12.08.2008 r., usm. - JIB, 6p. 102 ot 2012 1., B
cuna ot 02.01.2013 r.) "®danmudunmpan JeKapcTBEH NMPOAYKT" € BCEKH JICKAPCTBEH MPOIYKT, IPH KOWTO ca
IIPEICTaBEHU HEBSPHO:

a) HeroBaTra HWJECHTUYHOCT, BKJIIOYUTEIIHO IAHHUTE BBPXY IbPBUYHATA WU BTOPUYHATA MY
OMAaKOBKa, MMETO MYy WU CBHIbPXKAHHETO MO OTHOIIEHHWE Ha KOATO U Ja € OT HErOBUTE CHCTaBKH,
BKJIFOUMTEIIHO TIOMOIIIHUTE BEIIECTBA, U KOJIMYECTBOTO Ha aKTHUBHOTO BELIECTBO B J]030BA €UHUIIA;

0) HErOBUSAT U3TOYHHK, BKIIFOUUTEIHO MIPOU3BOIUTENAT MY, Ibp’KaBara, B KOSITO € IPOU3BEJICH,
IbpKaBaTa, B KOSATO € MTyCHAT Ha Ma3apa, WIK MPUTEKATENAT Ha pa3pelIeHHeTo My 3a yroTpeda, Uiu

B) XPOHOJIOTHTA, BKJIIFOUUTEIIHO 3alIUCUTE U JOKYMEHTUTE, CBbP3aHu C M3I0JI3BaHaTa BEpUra Ha
JOCTaBKa.

He ce cmsTa 3a ¢anmuuduuupan JekapcTBEH NPOAYKT TaKbB C HENpPEIHAMEPEHO JOIYCHATU
OTKJIOHEHHsI B Ka4eCTBOTO, KaKTO M JIEKapCTBEH MPOAYKT, KOWTO € MyCHAT Ha Maszapa B HapylIeHHE Ha
npaBaTa Ha UHTEJIEKTyaHaTa COOCTBEHOCT.

82. "XoMeomnaThuueH JICKapCTBEH MPOAYKT' € JEKApCTBEH MPOJYKT, MPUTOTBEH OT BEIIECTBA,
HApUYaHU XOMEOMATHYeH W3TOYHHMK, CBHIJIACHO MPOU3BOJCTBEHUTE TMpoueaypu Ha EBpomelickara
(dapmaxores, a Mpy JIMIICAa HA TAKKBA - ChITIACHO HAI[MOHAJIHATa (papmMakornes: Ha JbpiKaBa YJICHKA.

83. "llena, u3uucineHa Ha 06a3a pedepeHTHa CTOWHOCT" € IeHaTa, oOpa3yBaHa 3a BCEKH
JIEKapCTBEH MPOIYKT, BKJIIOUYEeH B Il03UTHBHUS JIeKapCTBEH CIUCHK, U3YMCIIeHA Ha 0a3a ompejaeneHaTa
pedepeHTHa CTOHHOCT 3a JeduHUpaHa JHEBHA 1032 WK TepareBTUUYEH KypC.

84. (otm. - /1B, Op. 84 ot 2018 1. (*))

85. "3moymorpeba ¢ JIeKapCTBEHU MPOAYKTH' € IMOCTOSHHA WM C€MU30JMYHa IpeIHaMEpeHa
MpeKOMepHa yrnoTpeda Ha JIEeKapCTBEHHU MPOAYKTH, IPUIPYKEHA C BpEAHH (PU3NIESCKH W TICUXOTOTHUECKH
edeKTu.

86. (noBa - JIB, Op. 41 ot 2009 r., B cuna ot 02.06.2009 r.) "Kepmauera" ca mena mom 12
Mecena.

87. (noBa - J/IB, Op. 41 ot 2009 r., B cuna ot 02.06.2009 r.) "Xpanu 3a kbpMaueTa' ca XpaHH,
MpeIHa3HaYeH! 3a CrelupUIHa XpaHUTETHA ynoTpeda OT KbpMaueTa B MEPHOAa HA MMBPBUTE UM MECEIIH,
KOUTO CaMHU ca JOCTaThbYHU Ja 3a/J0BOJIAT XPAHUTEIHUTE HYXAM Ha TE3U KbpMayeTa JO MOMEHTa Ha



BBBEXAHE HA MOIXOI1IA JOIIBIHUTEIHA XPaHa.

88. (noBa - JIB, Op. 41 ot 2009 r., B cuia ot 02.06.2009 r.) "lIpexoanu xpaHu" ca XpaHH,
MpelHa3HauYeH 3a crenu(uuHa XpaHUTENHa yrnoTpeda OT KbpMadeTa MPH BHBEKIAHETO HAa MOIXOSINA
JOITBIHUTEIHA XpaHa U KOUTO MPEJICTaBIsIBaT OCHOBHATA T€YHA XpaHa OT IPOrPECUBHO YBEINYaBAIllOTO CE
pa3zHooOpas3ue Ha XpaHUTE MPHU Te3U KbpMaveTa.

89. (noma - /1B, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) "[Ipomsna tun A" e npomsHa ¢
MUHUMAJHO BB3JEHCTBUE WK 0€3 Bb3JIEHCTBUE BHPXY KAaueCTBOTO, O€30MaCHOCTTa WM e€(UKACHOCTTA Ha
CHOTBETHUS JIEKAPCTBEH MPOIYKT.

90. (noBa - JIB, Op. 12 ot 2011 r., B cuia ot 08.02.2011 r.) "l[Ipomsina tun IB" e mpomsina,
KosAToO He € HUTOo Tul IA, Huto mpomsHa tun II, HUTO pasmupsiBaHe Ha oOXBaTa Ha pa3pelICHHETO 3a
ynotpeoa.

91. (noBa - /IB, 6p. 12 ot 2011 1., B cunma ot 08.02.2011 r.) "[Ipomsina tum II" € mpomsHa, KOSATO
HE ce sIBABa pa3IIMpsBaHE Ha 00XBaTa Ha Pa3pelICHHETO 3a yHoTpeda M KOSTO MOXE Jla MMa ChIIECTBEHO
BB3JIEHCTBUE BHPXY KaUECTBOTO, 0€30MaCHOCTTA WM €(PUKACHOCTTA HA ChOTBETHHSI JIEKAPCTBEH MPOTYKT.

92. (noBa - 1B, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) "lenerupan akt" € akT 10 CMHUCHIA
Ha 4i1. 290 ot JloroBopa 3a pyHKIMOHUpPaHETO Ha EBpornelickus cbio3.

§ 2. HaumenoBanmero Ha MAJI ce m3nmcBa Ha jaTUHUIA, KakTo ciensa: "Bulgarian Drug
Agency".

§ 3. MuHHCTEpCKHAT CBBET OIpeneNs ycIoBHATA W peaa 3a HabaBsHE, CbXpaHSABaHE H
OOHOBSIBaHE Ha JIEKAPCTBEHUTE NPOAYKTH, ChXpaHsABaHU OT [IbpkaBHa areHuus "JlbpkaBeH pesepB U
BOCHHOBPEMEHHM 3amacu'.

§ 4. (Hom. - 1B, 6p. 18 ot 2014 r.) To3u 3akoH BBBeXkAa pasmnopenoutre Ha JupexTuBa
2001/83/EO na EBpomelickus napinameHT U CbBeTa 3a YTBbp)KIaBaHE Ha Kojekc Ha OOIIHOCTTa 3a
JICKapCTBEHH MPOAYKTH 3a XyMaHHa ynoTpeba, mocieaHo u3MmeHeHa c¢ Jlupexktusa 2004/27/EO Ha
EBponeiickus nmapnament u CoBera u Ha Jupexrusa 2012/26/EC na EBponeiickus napiament u Ha CpBeTa
ot 25 okromBpu 2012 r. 3a usmenenue Ha JupexktuBa 2001/83/EO mo oTHOomeHne Ha (hpapMakoJOTHYHATA
onurennoct (OB, L 299/1 ot 27 oktomBpu 2012 1.).

§ 5. CpoxoBere 3a 3amiMTa Ha JaHHUTE 3a peEpEeHTHH JICKAPCTBEHU NMPOIYKTH CE MpuiaraT
chriacHo pasnopeadure Ha wi. 89 ot Permament (EO) Ne 726/2004 na EBponeiickus napiament u ChBera
u wi. 2 ot dupextusa 2004/27/EO na EBponeiickus napiament u CobBera.

§ 5a. (Hos - /IB, 6p. 60 ot 2011 1., B cma ot 30.09.2011 r.) (1) (U3m. - B, 6p. 102 oT 2012 1.,
B cuwia ot 01.04.2013 r., m3m. - JIB, Op. 85 or 2017 r.) MuHHCTEPCTBOTO Ha 3/paBeOIla3BaHETO,
HanuoHamHusT ChBET MO IIEHW M peUMOypcHUpaHe Ha JIEKAPCTBEHUTE MPOAYKTH, V3IIbIHUTETHATA areHIHs
M0 JIeKapcTBaTa W PETMOHAIHUTE 3JIPAaBHM HMHCIEKIMH OCUTYpPSBAT BB3MOXKHOCT 3a MPEJOCTaBsSHE Ha
uH(pOopMalvs U IPUEMaHe Ha 3asBJIICHUS U JTIOKYMEHTH MO TO3U 3aKOH MO €JIEKTPOHEH II'bT MPH YCIOBUSTA U
0 peAa Ha 3aKOHA 3a EJEKTPOHHHUS JOKYMEHT U €JIEKTPOHHHUTE yJIOCTOBEPUTENIHHU YCIYyrd M 3aKoHa 3a
€JIEKTPOHHOTO yIpaBJlCHHE.

(2) IlpemocraBsiHeTo Ha wuHGQOpMAIMs M NPUEMAHETO HA 3asABICHUS W JOKYMEHTU IIO
EIIEKTPOHEH IIBT C€ W3BBPIIBAT CIIEJ] OCHTYpSBAaHE Ha CHOTBETHUTE TEXHWYECKH W OpraHU3allHOHHH
YCIIOBUS, KAKTO U Ha CbOTBETHUTE MPOrPaMHU MPOIYKTH.



§ 56. (Hos - JIB, Op. 67 or 2020 r.) 3a HeypeAeHUTE C TO3M 3aKOH Cly4yau Ce Ipuiarar
pasnopenouTe Ha AJAMUHUCTPATHBHONPOIIECYATHHSI KOJEKC.

Ipexoanu u 3aKIIOYUTETHA Pa3nopeaon

§ 6. 3aKOHBT 3a JIeKapCcTBaTa U aNTEeKUTE B XyMaHHaTa MeaunuHa (00H., [IB, Op. 36 ot 1995 1.;
op. 61 ot 1996 r. - Pemmienne Ne 10 na Korcturyuuonnus cba ot 1996 r.; u3m., 6p. 38 ot 1998 ., 6p. 30 ot
1999 r., 6p. 10 ot 2000 1., 6p. 37 0T 2000 T. - Pemenue Ne 3 Ha Koncruryunonnus cp1 ot 2000 r.; u3Mm., Op.
59 ot 2000 r., Op. 78 ot 2000 r. - Pemenne Ne 7 na Koncturyuunonnust cb ot 2000 r.; usm., Op. 41 ot 2001
r., 6p. 107 u 120 ot 2002 r.; momp., 6p. 2 ot 2003 1.; u3m., 6p. 56, 71 u 112 ot 2003 1., 6p. 70 1 111 o1 2004
r., 6p. 37, 76, 85, 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 75 u 105 ot 2006 T.) ce OTMEHS, C U3KITIOYCHHE HA
pasnopendara Ha wi. 10, an. 2, KOSTO ce TpuIiara 3a CpoK JI0 €JJHa TOJMHA OT JICHS Ha BJIM3aHETO B CHJIA HA
TO3H 3aKOH.

§ 7. (1) Pazpemenusita 3a ynorpeda Ha JE€KapCTBEHU MPOAYKTH, U3/IAJICHU IO BIU3aHETO B CUJIA
HAa TO3M 3aKOH IO HAIMOHaJHa IMpolLeaypa, KOWUTO Cca pa3pelleHd W B ObP)KaBUTE UJIEHKU TI0
LIEHTpaJu31upaHa poueaypa, ce Ipekparsasar, cuutaHo ot 1 suyapu 2007 r.

(2) Pazpemenwnsra 3a ynorpebda Ha JeKapCTBEHH NMPOAYKTH, U3aJIeHH 10 BIM3aHETO B CHJIa Ha
TO3W 3aKOH I10 HallMOHAIIHA MPOIIelypa, c€ MPUBEXKIAT B CHOTBETCTBUE C M3UCKBAHUATA My KbM Jarara Ha
MIOTHOBSIBAHETO WM.

(3) Pazpemienusita 3a ynorpeba Ha JIeKapCTBEHU NPOAYKTH, KOMTO MoMajzaT B oOxBaTa Ha
Pernmament (EO) Ne 726/2004 na EBponeiickus nmapiameHT u ChbBeTa U ca pa3pelieHu 3a ynorpeba mo peia
Ha OTMEHEHMsI 3aKOH 3a JIeKapcTBaTa W alTEeKUTe B XyMaHHaTa MEIUIIMHA KaTo ChIIECTBEHO MOJ00HU
NPOAYKTH, HO HE ca pas3pelieHu 3a ynorpebda B EBpomeiickust ¢blo3 Mo HEHTpalu3upaHa Mpoleaypa, ce
npeKpaTsBar.

(4) JlexapcTBeHWTE TPOAYKTH, pa3pelieHH 3a ynorpedba B EBpomeiickus cbio3 10
LEHTpaJIN3MpaHa Npole1ypa, YUETO HALlMOHAIIHO pa3pelleHne 3a ynorpeda e npekpaTeHo 1o pena Ha ai. 1,
Morar jga ObaaT MmpojaBaHu Ha Teputopusta Ha PenyOnuka bbiarapus B OMakoBKM M C JIMCTOBKH B
CHOTBETCTBHUE C MMPEKPATEHOTO HAIIMOHAIHO pa3pelieHue 3a ynorpeda, 3a CpoK He MO-IBbJIBI OT €HA FOJHA
OT J1IaTaTa Ha MPEKPATIBAHETO MY.

§ 8. (1) YTBBpACHUTE NIPEETHU 1IEHU U PETUCTPUPAHUTE IICHH 110 peia Ha OTMEHEHUs 3aKOH 3a
JieKapcTBaTa M aNTeKUTe B XyMaHHAaTa MEJUIIMHA Ha JIEKAPCTBEHU MPOAYKTH, pa3pelleHu 3a yrnorpeda B
EBporelickus Ccbi03 MO LEHTpaJIM3MpaHa MPOLENypa, YHUETO HALMOHAJIHO pa3pelleHue 3a ymnorpeba e
IIPEKpaTeHo 1o pena Ha § 7, ain. 1, octaBaT B CHJla B CPOK JI0 €]HA TO/AMHA OT JlaTaTa Ha MPEeKpaTsIBaHETO MY.

(2) YTBBpAEHUTE MpeAeTHU LIEHU U PEeruCTPUPAHUTE LIEHU MO pela Ha OTMEHEHMsI 3aKOH 3a
JIeKapcTBaTa U allTeKUTe B XyMaHHATa MEIUIMHA Ha JICKapCTBEHH MPOAYKTH, U3BbH TE€3H 10 aj. 1, ocTaBaT B
cwia B cpok 10 31 nexemspu 2007 r.

§ 9. (1) 3asBnenusATra 3a paspelieHue 3a ynorpeda, MOJHOBSBAHE, MPOMSHA Ha H3aJCHO
paspelieHue, MoAaIeH: 10 BIM3aHETO B CHJIa Ha TO3H 3aKOH, C€ Pa3TJICKAAT U MPHUKIIOYBAT MPH YCIOBUATA
" 110 pcaa, MpCABUICHHU B HCTO.

(2) IlomanenuTe 3asBICHUS W JOKYMEHTAIMs 3a pa3peliaBaHe 3a yrmorpeba Ha JIeKapCTBEHH



MPOJYKTH, KOUTO TOMAaJaT B 00XBara HA MpoIleaypara mo wi. 74, CbOTBETHO MO Wi. 75, ce MPHUBEXKIAT B
CHOTBETCTBHE C M3UCKBAHUATA HAa TO3U 3aKOH B CPOK JIO TPHU MECEeIla OT BJIM3aHETO My B CHJIA.

(3) Korato B cpoka mo an. 2 3asiBICHHETO U JOKYMEHTAIUATa MO all. 2 He ca MPUBEICHH B
CHOTBETCTBHE C M3UCKBAHUATA HA TO3U 3aKOH, MPOIEAYypaTa Mo PasriekIaHeTO UM Ce TIPEKpaTsBa.

§ 10. (1) KauHuuHuTe M3NUTBAHUS, pa3pelieHd 0 BIM3aHETO B CHJIa HAa TO3HM 3aKOH, ce
JIOBBPIIBAT 110 IOCETALIHMS PE.

(2) 3asBneHusiTa 3a NPOBEXJAHE HAa KIMHUYHO W3IMTBAaHE Ha TepuTopusita Ha PemyOiuka
bearapus ce nmonaBat, pa3riekaar U NPUKIIOYBAT P YCIOBUTA U 110 pe/ia Ha TO3H 3aKOH, CJIE/l BIM3aHETO
B cuJia Ha HapenaOaTa mo 4ui. 82, ai. 3.

(3) 3asBneHusATa 32 MPOMEHU B pa3pellIeHN KIMHUYHM W3NUTBAHUSA, MOJAJEHU 10 BIIM3aHE B
CHJIa Ha TO3M 3aKOH, CE€ pa3IIeKIaT U IPUKIIOYBAT IIPU YCIOBUATA U 110 pela, IPEABUIECHHU B HETO.

§ 11. 3asgBieHus 3a W3/AaBaHE HA pa3pelIeHHs 3a MPOU3BOJICTBO M 3a THPrOBUS HA €IpO C
JIEKapCTBEHU MPOAYKTH, [TOIaJICHH J0 BJIM3aHETO B CHJIa Ha TO3M 3aKOH, C€ pa3riiexkaaT U MPUKIYBAT IpU
YCIIOBHSITA U 110 Pelia, MPEABUACHHU B HETO.

§ 12. (1) [IpousBoauTenure Ha JEKapCTBa, MOJIYYUIN PA3PELICHUE 3a IPOU3BOJCTBO 110 Pesla Ha
OTMEHEHHs 3aKOoHa 3a JIeKapcTBaTa M alTeKUTe B XyMaHHATa MEIUIMHA, IPUBEXKIAT MPOU3BOJICTBEHATA CU
JEMHOCT B CHOTBETCTBUE C U3MCKBAHUATA HA TO3U 3aKOH [0 OTHOLICHHE HA KBATU(PHULUHUPAHOTO JHILIE 110 YJI.
148, T. 2 B CpOK TpH Mecela OT BIM3aHETO B CHJIa HA TO3H 3aKOH.

(2) 3aBapeHuTE KbM BJIM3aHETO B CHJIA HAa TO3M 3aKOH MPOU3BOJUTEIHN OCHLIECTBABAT AEHHOCTTA
CH Bb3 OCHOBA Ha M3JIAJCHUTE UM II0 Pella Ha OTMEHEHMs 3aKOH 3a JIEKapcTBaTa U alTEKUTE B XyMaHHATa
MEIULHA pa3peLICHus.

§ 13. (1) Jlunara, moay4wmsid paspenieHue 3a THPTOBHS HAa €IpO C JIeKapcTBa MO peaa Ha
OTMEHEHHUs 3aKOH 3a JieKapcTBaTa W aNTeKUTE B XyMaHHaTa MEJULMHA, MPUBEXKIAT JEUHOCTTA CH B
CHOTBETCTBHE C M3UCKBAHUATA HA TO3M 3aKOH B CPOK J10 12 Mecela OT BIM3aHETO MY B CHJIA.

(2) do u3naBaHe Ha pa3pellieHUe 3a ThPTOBUS HA €IPO C JEKAPCTBEHU MPOAYKTH IO pela Ha
TO3M 3aKOH, HO HE MO-KbCHO OT M3TUYAHE HA CpOKa Mo aji. 1, nmuuara no ai. | ochuiecTBsIBAaT AEHHOCTTA CU
Bb3 OCHOBA Ha M3/aJE€HOTO MO pela Ha OTMEHEHHs 3aKOH 3a JIeKapcTBaTa M amnTeKUTEe B XyMaHHATa
MEIUIIMHA pa3pelieHue 3a ThProBUs Ha o C JICKapCTBa.

(3) C uznaBaHeTo Ha paspellleHre 3a THProBUS Ha €ApO C JIEKapCTBEHH MPOAYKTH MO peia Ha
TO3M 33aKOH, ChOTBETHO C M3THYAaHE HA CpOKa Mo aji. l, M31aJeHOTO MO pela Ha OTMEHEHUs 3aKOoH 3a
JIeKapCcTBaTa M anTeKUTEe B XyMaHHATa MEAWIIMHA DPa3pelIeHHe 3a THPTOBHUsS Ha €Apo C JIEKapCTBa cCe
MpEKpaTsBa.

§ 14. (1) Jlunara, momyuuiaM paspellieHre 3a THhPrOBHsS Ha €ApO C JeKapcTBa MO peda Ha
OTMEHEHUsI 3aKOH 3a JIeKapcTBaTa M alTeKUTE B XyMaHHATa MEIUIIMHA, MOTAT JIa OCHINECTBIBAT BHOC HA
JICKApCTBEHH MPOAYKTH Ha TEpUTOpUATa Ha PemyOiuka bhirapus oT TpeTu IbpKaBH Bb3 OCHOBA Ha TOBA
paspelieHue 70 Mmoy9aBaHe Ha pa3pelieHne 3a BHOC 110 Pe/ia Ha TO3M 3aKOH, HO HE MO-KbCHO OT 12 mecena
OT BJIM3aHETO MY B CHJIA.

(2) B enHoMeceueH cpok OT BIM3aHETO B CHJIA Ha TO3U 3aKOH juIaTa no ain. 1 momasar B MAJI
YBEJOMJICHHE 3a JIUIETO, KOETO II¢ M3MBIHABA (PYHKIIMUTE HA KBATH(HUIIMPAHO JIUIIE IT0 CMUCHJIA HA UII.
161, an. 2, 1. 1.



§ 15. CpoxbT Ha JelicTBHE Ha pa3pelieHHsTa 3a ThProBUS HAa €IpO ¢ MEIULMHCKH H3IENNs,
W3/1aJICHU TI0 pe/la Ha OTMEHEHHUs 3aKOH 3a JIEKapCTBaTa U alTeKUTE B XyMaHHATa MEIUIIMHA, CE YIbJDKaBa
ciyxeb6Ho 110 31 nexemBpu 2007 r.

§ 16. (Otm™. - [IB, 6p. 71 oT 2008 1., B cruta ot 12.08.2008 1.)

§ 17. (1) 3aBapeHuTe 10 BIM3AHETO B CHUJIA HAa TO3HM 3aKOH APOTEPHH OCHIIECTBSIBAT IEHHOCTTA
CH Bb3 OCHOBA Ha M3JIaJICHUTE UM yJOCTOBEPEHUS IO peia Ha OTMEHEHMsI 3aKOH 3a JIEKapcTBaTa U alTeKUTe
B XyMaHHaTa MeJIUIHHA.

(2) 3asBneHus 3a W3JaBaHE HA YJIOCTOBEPEHHS 3a PErucTpanus Ha APOrepuu, MOJAIEHU 0
BJIM3aHETO B CHUJIA HA TO3M 3aKOH, CE€ pa3rJiexkJaT U MPUKIIOYBAT IPU YCIOBUITA U 10 pea, NIPeIBUICHH B
HETO.

§ 18. (1) (M3m. - [IB, 6p. 71 ot 2008 r., B cuna ot 14.04.2008 r., u3m. - /IB, 6p. 10 oT 2009 ., B
cwia ot 29.01.2009 r.) [1o3UTUBHUSAT J€KapCTBEH CIHUCHK MO TO3U 3aKOH c€ U3padoTBa MO peAaa, NpeaABUIECH
B HEro, 1 Bin3a B cuia Ha 31 mapt 2009 r.

(2) (U3m. - IB, 6p. 71 ot 2008 r., B cuna ot 14.04.2008 r.) [lo BIM3aHETO B CHJIa HA CIIKCHKA TIO
an. 1 pevictBan [lo3utnBeH nekapcTBeH cnuchk € [[03UTUBHUAT IeKapCTBEH CHCHK, pueT ¢ Hapexbara 3a
orpesielisiHe Ha TTO3UTHBEH JIGKAPCTBEH CIUCHK B Permybnuka bearapus (06H., JIB, 6p. 113 ot 2003 1.; u3Mm.,
op. 18 o1 2004 r., Op. 4 o1 2005 1. 1 Op. 8, 107 u 112 o1 2007 1.).

(3) (HoBa - /IB, 6p. 71 ot 2008 r., B cuna ot 14.04.2008 r., uzm. - JIB, 6p. 23 ot 2009 r., B cuna
ot 30.03.2009 r.) B nBymecedeH Cpok ciea BIM3aHETO B CHJIa HA CMHMCHKA MO al. | M3MIBIHUTEINTE Ha
MeaunuHcka nomoiny npeanucBatr 1 H30K 3amnmama nexapcTBeHHTE MPOAYKTH CHIVIACHO JIEKAPCTBEHUS
cnuchk Ha H30K, npuer ¢ Pemmenune Ne P/I-VC-04-127 ot 27 nexemBpu 2007 T. 3a onpeeisiHe yCIOBUATA,
Ha KOUTO TPsOBa /1a OTrOBapsIT U3MBIHUTEINTE HA MEAUIIMHCKA ITOMOIII, PeJia 3a CKJIF0YBAaHE Ha JOTOBOPUTE
C TSIX U JPYTH yCIOBUA 1O Wi. 55, an. 2, 1. 2,4, 6 u 7 oT 3aKoHa 3a 3[paBHOTO OCUTYpSIBaHE.

§ 19. (1) B cpok o Tpu mMecena OT BIIM3aHE B CHJIA HA TO3H 3aKOH:

1. MUHUCTEPCKHUAT CHBET M3MEHS M JOIMBJIBA Y CTPOMCTBEHUS MPABWIHUK Ha M3mbJIHUTETHATA
areHuus 1o JEKapcTBaTa B CbOTBETCTBUE C TO3U 3aKOH;

2. MUHUCTBPBT Ha 3/[paBeolia3BaHeTo U3aBa HapeadaTa no wi. 82, ai. 3.

(2) B cpok no 6 mecena OT BiIM3aHE B CHJIa HAa TO3M 3aKOH MMHUCTEPCKUAT ChBET IpHUeMa U
MUHUCTBPBT Ha 3/IpaBeola3BaHETO U3/aBa APYruTe HOPMATUBHU aKTOBE IO IPUJIAraHETO HA 3aKOHA.

§ 20. Cnen u3THYaHe HA TBPBUTE JIBE TOJWHU OT MaHJaTa HAa WICHOBETE Ha KOMUCHUUTE IO Y.
103, 107, 259 u 261 1o pedwuii ce onpeaessaT MOJOBHHATA OT WICHOBETES, YMMUTO MaH/IAT Ce MPEKpaTsIBa.

§ 21. (M3wm. - [IB, 6p. 71 ot 2008 r., B cuna ot 14.04.2008 r.) B cpok 10 ABE roAMHU OT BIMU3aHE
B cuia Ha To3u 3akoH MAJI nmpeanpueMa HeoOXOAMMHUTE JACHCTBUS 32 aKpeIUTHPaAHE HA JIAOOpaTopusiTa CH
3a KOHTPOJI Ha JIEKapCTBEHU MPOAYKTH U aKTUBHU BenlecTBa oT EBpomnelickus TupekTopaT 1o Ka4ecTBOTO Ha
JIeKapcTBaTa U 3paBeola3BaHe.

§ 22. (B cuma ot 14.04.2008 r.) B 3akona 3a 3apaBHOTO ocurypsiBare (00H., JIB, 6p. 70 ot 1998



r.; u3M., Op. 93 u 153 ot 1998 ., Op. 62, 65, 67,69, 110 u 113 ot 1999 r., 6p. 1, 31 u 64 ot 2000 1., Op. 41
ot 2001 r., Op. 1, 54, 74, 107, 112, 119 u 120 ot 2002 1., 6p. 8, 50, 107 u 114 o1 2003 r., Op. 28, 38, 49, 70,
85 u 111 or 2004 1., Op. 39, 45, 76, 99, 102, 103 u 105 ot 2005 r., 6p. 17, 18, 30, 33, 34, 59, 95 u 105 ot
2006 r., 6p. 11 ot 2007 r., Op. 26 ot 2007 1. - Pemienne Ne 3 na Koncruryuunonuus cba ot 2007 r.) ce
MPaBST CIEAHUTE U3MEHEHUSI:

1. B 4. 45:

a) asiuHen 4, 5, 6 1 7 c€ OTMEHST;

0) anmHes 8§ ce u3MEeHs Taka:

"(8) YcioBusTa M peabT 3a 3aIulalllaHe Ha JICKAPCTBEHU MPOAYKTH, BKIIIOUCHH B [103UTHBHUSA
JIEKapCTBeH CMHUCHK MO Wi. 262 OT 3akoHa 3a JIEKapCTBEHHTE MPOIYKTH B XyMaHHaTa MEIWIIMHA, Ha
MEMIIMHCKY U3JCNIAS M HAa JIUETUYHH XPAaHM 3a CICIHAHU MEIWIIMHCKH IeJIM ce Ypexaar ¢ Hapeabda Ha
MUHHUCTBpA Ha 3/IpaBeona3BaHeTo."

2. Bu. 55, an. 2, T. 7 ce u3MeEHS Taka:

"7. CUCBIMTE C MEAULMHCKU U3JIENHs U JUETUYHU XPaHU 3a CIEHUATHU MEAUIMHCKH LIEeTH U
nenute, g0 kouto H3OK HambaHO WM YaCTUYHO TH 3aIliallia; YCJIOBUATA 3a MPEANHUCBAHETO H
MOJTy9aBaHETO Ha JICKapCTBaTa, MEAWIIMHCKU W3ICIUS W JUCTHYHU XPaHW 3a CICIHATHU MEIUIUHCKH
nean."

§ 23. B 3akona 3a neueOHuTe 3aBeAeHus (00H., B, 6p. 62 ot 1999 r.; uzm., 6p. 88 u 113 ot
1999 r.; momp., 6p. 114 ot 1999 r.; u3m., 6p. 36, 65 u 108 ot 2000 r.; 6p. 51 ot 2001 T. - Pererne Ne 11 Ha
Kouncturyumonnus cpa ot 2001 r.; u3m., 6p. 28 u 62 ot 2002 r., 6p. 83, 102 u 114 ot 2003 r., 6p. 70 ot
2004 r., op. 46, 76, 85, 88 m 105 ot 2005 r., 6p. 30, 34, 59 u 105 or 2006 T.) ce MpPaBAT CIEAHUTE
JOIBITHCHUS :

1. B um. 17 ce cp3maBa ai. 4:

"(4) B nmarHoCTUYHO-KOHCYJITaTUBHUS LIEHTHP MOTaT Ja ce MPOBEXAAT KIMHUYHU W3MUTBAHUS
HAa JICKApCTBEHU MPOAYKTHU O pe/ia Ha 3aKOHA 3a JICKAPCTBEHUTE MPOAYKTH B XyMaHHAaTa MeIUIMHA. "

2. B un. 26 ce cp3naBa ain. 4:

"(4) B nmucmancepa Morar Ja ce MpOBEXAAT KIMHUYHHA W3MUTBAHUS HA JICKAPCTBEHU MPOIYKTH
0 pejia Ha 3aKoHa 3a JICKAPCTBEHUTE MPOIYKTH B XyMaHHaTa MeAUIMHA. "

§ 24. B § 14 ot npexoAHUTEe U 3aKIIOYUTEITHUTE Pa3nopendu Ha 3akoHa 3a MU3MEHEHHE Ha
3akoHa 3a CBHCIOBHHTE OpPTraHM3aIliu Ha Jiekapute u cromatososute (B, O6p. 76 or 2005 r.) ce mpaBAar
CIIEIHUTE U3MEHEHMSI U JOIIBIIHEHHUS:

1. JloceramHusT TEKCT cTaBa aji. 1 ¥ ce U3MEHs Taka:

"(1) UnauBuayanHUTE U TPYHNOBUTE MPAKTUKH 32 CTOMATOJOTHYHA [TOMOII, CTOMAaTOJOTHYHUTE
1 MEJMKO-CTOMATOJIOTMYHUTE LIEHTPOBE, KOUTO Ca PETUCTPUPAHU KAaTO THProBUU MO THProBCKUS 3aKOH WM
KaToO KOoIepaluu 1o 3aKOHa 3a KOONEpalunuTe, MPUBEKIAT HAUMEHOBAHUATA CU B CbOTBETCTBHE C § 2 OT
TO3W 3aKOH W BIMCBAT INpOMsIHATa B THProBckusa peructbp, peructsp BYJICTAT um B cphoTBETHHSA
pErMoHaJIeH LEHTHP M0 3/ApaBeonas3Bane B cpok A0 31 aexkemspu 2007 r."

2. Ce3naBar ce ann. 2, 3 u 4:

"(2) UunuBuayanHuTe MPaKTUKK 32 CTOMATOJIOTHYHA TIOMOIII, KOMTO HE Ca PErHCTPUPAaHU KaTo
THProBIU MO TBHProBCKUS 3aKOH, MPUBEXKIAT HAMMEHOBAHUATA CH B CHOTBETCTBHE C § 2 OT TO3M 3aKOH U
BrucBar npomsHata B peructbp BYJICTAT u B chOTBETHHSI pEervoHaleH LIEHTHP IO 37paBeola3BaHE B
cpoka 1o ai. 1.

(3) BriucBanero Ha IpoMsiHaTa Ha HaUMEHOBAHHUETO 3a IPAKTUKUTE M LIEHTPOBETE IO al. 1 B
ThproBekus peructbp U perucTbp BYJICTAT ce u3BbpiIBa, KakTo clieqBa:



1. no 1 romu 2007 r. - o peaa Ha THProBCKUsl 3aKOH, 3aKOHA 3a KOONEpAalMUTEe U 3aKoHa 3a
peructep BYJICTAT;

2. ot 1 rvonmu 2007 1. - mo peaa Ha 3aKOHA 32 ThPTOBCKUSI PETUCTHP.

(4) Abp>xaBHU Takcu 3a BOIUMCBAaHE HA MPOMEHHUTE MO al. | u 2 He ce abkar."”

§ 25. B 3akoHa 3a maTEHTUTE U perUCTpaIusaTa Ha mojiesHuTe Mmoaenu (o6H., JIB, 6p. 27 ot 1993
r.; m3M., 83 ot 1996 1., 6p. 11 ot 1998 1., 6p. 81 oT 1999 1., 6p. 45 u 66 ot 2002 1., 6p. 17, 30 1 64 ot 2006
r.) Buil. 20 1. 7 ce OTMEHS.

§ 26. B 3akonHa 3a chCclIOBHATa OpraHU3anMs Ha MarucTbp-papmamnestute (00H., [IB, Op. 75 ot
2006 r.; u3Mm., 6p. 105 ot 2006 1.) B wi. 5 T. 9 ce U3MeHs Taka:

"9, naBa CTaHOBHWINA 32 OTKPHMBAHE HA anTeKu ChIVIAacHO 4. 228, an. 1, T. 9 or 3akonHa 3a
JIEKApCTBEHHUTE MPOAYKTH B XyMaHHATa MEIUIIUHA. "

§ 27. B § 1, . 7 or mombiHUTENHATa pasnopenda Ha 3akoHa 3a MHTErpalus Ha Xopara ¢
yBpexaanus (00H., /1B, Oop. 81 ot 2004 r.; uzm., 6p. 28, 88, 94, 103 u 105 ot 2005 r., 6p. 18, 30, 33, 37, 63,
95, 97 u 108 ot 2006 T.) U3peyeHne BTOPO c€ M3MEHs Taka: "MEIUIMHCKUTE WU3AeNUs HE ca TOMOITHU
CpeACTBa, MPUCIIOCOOICHHS U ChOPBKEHUS "

§ 28. B 3akoHa 3a akiu3uTe U JaHbUHUTE CKiaaoBe (00H., JIB, 6p. 91 ot 2005 r.; u3m., 6p. 105
ot 2005 r., 6p. 30, 34, 63, 81, 105 u 108 ot 2006 r.) B un. 22, an. 3, 1. 2 nymute "3aKoHa 3a JieKapcTBaTa 1
anTeKuTe B XyMaHHaTa MeaulrHA" ce 3aMEeHST Chc "3aKoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa
MeaunpHa'",

§ 29. B 3akona 3a reretnuHo Moauduiupanu opranuzmu (06H., 1B, 6p. 27 ot 2005 r.; usMm.,
op. 88 u 99 ot 2005 r., 6p. 30 oT 2006 r.) B uin. 2, an. 2, T. 3 gymuTe "3aKoHa 3a JIEKapCTBaTa M anTeKUTE B
XyMaHHaTa MeJIMIMHA" ce 3aMEHST ChC "3aKoHa 3a JEKapCTBEHUTE MPOIYKTHU B XyMaHHATa MEAUIMHA" .

§ 30. B 3akona 3a 3anuta Ha notpedburenute (00H., [IB, 6p. 99 ot 2005 r.; usm., op. 30, 51, 53,
59, 105 u 108 ot 2006 r.) B wi. 186, an. 2, T. 4 nymute "3aKkoHa 3a JeKapcTBaTa U alTEeKUTE B XyMaHHaTa
MeJUIIMHA" ce 3aMEHSAT ChC ""3aKOHa 3a JIGKapCTBEHUTE MPOJYKTH B XyMaHHATa MEIUIIMHA".

§ 31. B 3akona 3a 3npaBero (00H., JIB, 6p. 70 ot 2004 r.; u3m., 6p. 46, 76, 85, 88, 94 u 103 ot
2005 r., op. 18, 30, 34, 59, 71, 75, 81, 95 u 102 ot 2006 r.) ce mpaBsT CICTHUTE U3MCHCHUS:

1. B un. 4 nymute "3akoHa 3a JieKapcTBaTa U alTEKUTE B XyMaHHATa MEJIUIIUHA" C€ 3aMEHST ChC
"3aKoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHAaTa MEUIIUHA" .

2. B un. 21, an. 3 gymute "3akoHa 3a JieKapcTBaTa M aNTEKUTE B XyMaHHaTa MeIuIuHA" ce
3aMEHST ChC "3aKoHa 3a JIEKAPCTBEHUTE MPOAYKTH B XyMaHHATa MEIUITMHA" .

§ 32. B 3akoHa 3a KOHTPOJI BbPXY HAPKOTHYHUTE BEIIECTBA M MpeKypcopute (00H., B, 6p. 30
ot 1999 r.; uzm., 6p. 63 ot 2000 r., 6p. 74, 75 u 120 ot 2002 1., 6p. 56 0T 2003 T, Op. 76, 79 M 103 OoT 2005
r., 6p. 30, 75 u 82 ot 2006 r.) ce nMpaBsT CIETHUTE U3MEHECHHUS:

1. B un. 32, an. 3 nymurte "3akoHa 3a JeKapcTBaTa U anTeKUTEe B XyMaHHATa MeIuLMHA'" ce
3aMEHST ChC "3aKoHa 3a JIEKAPCTBEHUTE MPOJIYKTH B XyMaHHATa MEIUIUHA" .



2. B un. 33, an. 1, 1. 1 nymute "3akoHa 3a JeKapcTBaTa M aNTEKUTE B XyMaHHAaTa MEAUIMHA" ce
3aMEHSIT ChC "3aKOHa 3a JICKAPCTBEHUTE MPOAYKTH B XyMaHHATa MEIULIMHA" .

3. B un. 34 cnex nymara "uzgaBat" gymute "Ha Maructbp-hapmareBT" ce 3anuyaBar.

4. B un. 39, an. 2 nymute "ui. 55, T. 2 or 3akoHa 3a JieKapcTBaTa U alTEKUTE B XyMaHHaTa
MeauuuHa" ce 3aMeHAT ¢ ", 197, T. 2 oT 3akoHa 3a JIeKapCTBEHUTE MPOJIYKTH B XyMaHHaTa MeAUIMHA" .

5. B uin. 44a an. 3 ce oTmeHs.

6. B un. 446 mymute "mMaructep-dapmarieBT,” ce 3aIM4aBar.

7. B § 1, 1. 14 o nompaHUTENHATA pa3nopenda AymMuUTe "3aKoHa 3a JeKapcTBaTa M alTeKUTE B
XyMaHHaTa MEJUIUHA" C€ 3aMEHAT ChC "'3aKOHA 3a JICKAPCTBEHUTE MPOAYKTH B XyMaHHAaTa MEIUIIMHA" .

§ 33. B 3akoHa 3a KpbBTa, KpbBOJAPSIBAHETO U KpbBompenuBaHeTo (06H., JIB, 6p. 102 ot 2003
r.; u3M., 0p. 70 ot 2004 1., 6p. 30 1 65 ot 2006 1.) B wi. 8, an. 4 mymure "3aKkoHa 3a JIEKAPCTBATA U AIITEKUTE
B XyMaHHaTa MEAMUIIMHA" c€ 3aMEHST ChC "3aKoHa 3a JIEKAPCTBEHHUTE MPOAYKTH B XyMaHHAaTa MeIUIIMHA" .

§ 34. B 3akoHa 3a oma3BaHe Ha okojHaTa cpeaa (06H., JAB, 6p. 91 ot 2002 r.; momp., Op. 98 ot
2002 r.; u3m., 6p. 86 ot 2003 r., 6p. 70 ot 2004 1., 6p. 74, 77, 88, 95 m 105 ot 2005 r., 6p. 30, 65, 82, 99,
102 u 105 ot 2006 r.) B wi. 140 nymute "dapmaneBTUYHU NPOIYKTH U MEAULIMHCKH U3JENHS IO CMUCHIIA
Ha § 1, T. 40 OT JOMBIHUTENHUTE pa3nopendOM Ha 3aKOHA 3a JieKapcTBaTa M aNTeKUTE B XyMaHHATa
MEIUIMHA" ce 3aMEHAT C '"JIeKapCTBEHU MPOJYKTH, [0 CMHCHJIA Ha 3aKOHA 3a JIEKAPCTBEHUTE NMPOAYKTU B
XyMaHHaTa MEJUIMHA U MEAUIIMHCKY H3/1eus".

§ 35. B 3akona 3a xpanure (00H., JIB, 6p. 90 ot 1999 r.; usm., 6p. 102 ot 2003 r., O6p. 70 ot
2004 r., 6p. 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 51, 55 1 96 ot 2006 r.) B un. 2, an. 3 T. 4 ce u3MeHs
Taka:

"4. nekapCTBEHUTE MPOAYKTHU 10 CMUCHIIA HAa 3aKOHA 3a JIEKAPCTBEHHUTE MPOIYKTH B XyMaHHATa
MeauiHa' .

§ 36. Jlo Bmm3aHeTo B cWiia Ha akToBere nmo § 19 w3gageHWTe HOPMATUBHU AKTOBE IO
MpUJIAraHeTo Ha OTMEHEHMsI 3aKOH 3a JIeKapCcTBaTa M alTEKUTe B XyMaHHaTa MEJUIMHA CE€ Mpuiarar,
JIOKOJIKOTO HE TIPOTUBOPEYAT HAa TO3U 3aKOH.

§ 37. 3akowbT BiIM3a B CHiJa OT JeHsA Ha OOHapoaBaHeTo My B "J[bpkaBeH BeCTHUK', ¢
M3KJIIOYEHHUE Ha § 22, KOWTO BIU3a B CUJIA €JHA TOJNHA CJIe]l BIU3aHETO B CHJIa HA TO3H 3aKOH.

3akoubT € mpuer oT 40-to HapomgHo cwOpanme Ha 30 mapt 2007 r. m € moamedaraH C
odunmanuus neuat Ha HapogHnoto crOpanue.

IIpexoanu u 3aKII0OUNTETHH pa3nopeaoun
KBbM 3AKOHA 3A UIBMEHEHUE U JOITBJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTHU B XYMAHHATA MEJUIIUHA

(OBH. - 1B, BP. 71 OT 2008 I'., B CWJIA OT 12.08.2008 I'.)

§ 65. (1) M3nanenuTe no pena Ha OTMEHEHUsS 3aKOH 3a JIEKapCcTBaTa M alTEKUTE B XyMaHHATa



meaunuaa (00H., JIB, 6p. 36 ot 1995 r.; m3m., 6p. 61 ot 1996 1., 6p. 38 oT 1998 1., Op. 30 oT 1999 1., Op. 10,
37,59 u 78 ot 2000 1., 6p. 41 o1 2001 1., 6p. 107 1 120 oT 2002 ., Op. 2, 56, 71 1 112 ot 2003 r., 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™., Op. 31 OT
2007 r.) paspemieHust 3a ynorpeda Ha JICKapCTBEHU MPOAYKTH, KOUTO TOMAaaaT B 00OXBaTa Ha OTMEHEHUS
Pernament (EO) Ne 2309/93 na ConBeta ot 22 tonu 1993 r., ¢ KoiiTO ce ycTaHOBsiBa peabT B OOIIHOCTTA 32
W3JIaBaHe Pa3pelIuTeNHA (JUICH3U) W YINpakKHSIBaHE HAA30p HaJ JIGKAPCTBEHU CPEJNICTBA, W3IMOJI3BAHU B
XyMaHHaTa U BeTepUHapHaTa MEIUIIMHA, U ce Ch3haBa EBpormeiicka areHIMs 3a OIlCHKA HA JEKapCTBEHU
CpeICTBa, HO HE ca pa3pelleHu 3a yrnorpeda B APYTUTE AbPKABU WICHKU IO MPOIEAypara, yCTAHOBEHA C
ormeHeHata JlupektuBa 87/22/EMO na CwbBeta ot 22 nexkemBpu 1986 r. OTHOCHO cOdMkaBaHE Ha
HAI[MOHATTHUTE MEPKH, CBBP3aHH C MyCKAaHETO Ha Ma3apa Ha BHCOKOTEXHOJIOTWUYHH JICUCOHH MPOIYKTH,
CHEIMAJIHO T€3U, oJyueHu upe3 onorexnonorus, win ¢ Pernament (EO) Ne 2309/93, ce npekpaTsBart.

(2) Uznanenute crnen 20 moemBpu 2005 T. mo peaa Ha OTMEHEHHs 3aKOH 3a JieKapcTBaTa H
anTeKUTEe B XyMaHHATa MEIUIIMHA pa3pellieHus 3a ynorpeda Ha JIKAPCTBEHU MPOAYKTH, KOUTO TMOIMAIaT B
oboxsara Ha Permament (EO) Ne 726/2004 na EBpormneiickus napiameHT u Ha CbBeTa, HO HE ca pa3pelieHn
0 LIEHTpaJIM3UpaHa MpoIeypa, ce MpeKpaTsBar.

§ 66. (1) Maructbp-papManieBTH ¥ TOMOITHUK-(PapMarieBTH, KOUTO ca MOJTYYUIN Pa3peiIcHue
3a OTKpHMBAHE Ha alTeKa KaTo eIHOJUYHU THPTOBLH, Je4eOHUTE 3aBEICHUS, KAKTO U OOIIMHUTE, TTOTYUHIH
paspelleHrne 3a OTKpPMBAHE Ha alTeka IO peAa Ha OTMEHEHUs 3aKOH 3a JieKapcTBaTa M aNTeKUTe B
XyMaHHaTa MEJIULMHA, OCBILECTBABAT JEHHOCTTA CH Bb3 OCHOBA HA U3JAa/ICHUTE UM pa3pEIICHNUS.

(2) llonagenurte 10 BAM3AHETO B CHJIA HA TO3W 3aKOH 3asBJICHMS 32 M3/1aBaHE Ha pa3pellieHue 3a
TBHProBUsl HA JPEOHO C JIEKAPCTBEHU MPOAYKTU C€ PA3IJIEkKAAT MPH YCIOBUATA U MO pela, NPEeABUICHU B
HEro.

(3) U3BbH ciydauTe 110 aj. 1 3aBapeHUTE KbM BIM3aHETO B CHJIa HA TO3U 3aKOH JIUIA, TOIYYHIN
paspelleHue 32 OTKPUBAHE Ha alTeKa, IPUBEXKIAT JEMHOCTTa CH B CbOTBETCTBUE C U3UCKBAHUATA My B CPOK
710 €JHa TOJIMHA OT BJIM3aHETO MY B CHJIA.

(4) Jlumara mo an. 3 momaBaT B MUHHCTEPCTBOTO Ha 3/IpaBeoONa3BaHETO 3asBICHHUE 3a
IpeperucTpanusi, KbM KOETO Mpuiarar:

1. 3asBIIeHMe 3a W3/aBaHe HA pa3pelleHHe 3a ThProBUs Ha JAPEOHO C JEKapCTBEHU NMPOIYKTH OT
munara mo wi. 222, an. 1, mo oGpaserl, yTBbpJeH OT MUHUCTHPA Ha 3/[PaBEOIa3BaAHETO;

2. aKTyaJlHO YAOCTOBEPEHHE 3a BIIMCBAHE B THPIOBCKUS PETUCTBHP, CHOTBETHO TOKYMEHT 3a
aKTyaJlHa perucTpanus Ha JUUETO 1o wi. 222, an. 1;

3. Komue OT M3/1aJIeHOTO MO pesla Ha OTMEHEHHUs 3aKOH 3a JIEKapCcTBaTa U alTeKUTe B XyMaHHaTa
MEIUIMHA Pa3pellieHUE 3a OTKPUBAHE Ha allTeKa;

4. 3aBepeHO KOMHE OT TPYAOBMs JOrOBOp WJIM JOTOBOp 3a Bb3jaraHe Ha YIpaBJIE€HUE Ha
PBKOBOJIUTENIS HA alTeKaTa - B CIIy4auTe, KOraTo ce U3MCKBa TaKbB;

5. neknapauus oT JMuara 1o wi. 222, an. 1, 4e ca 3amna3eHM yCJIOBHATA, IPU KOUTO € U3AIEHO
pa3pelLIeHneTo 3a ThProBHsl Ha IpeOHO C JIEKapCTBEHU NMPOJYKTH Ha JIHLaTa 110 ail. 2;

6. JOKYMEHT 3a €IHOKpaTHO IulaTeHa Takca B pasmep 100 iB.

§ 67. Jlunara, moiany 10 BIM3aHETO B CHJIA HA TO3W 3aKOH 3asdBJICHUA 3a MPEPETUCTPALIMS T10
perna Ha oTMeHeHUs § 16 OT NMPEeXOJHHWTE W 3aKIIOYUTEIHUTE pPa3nopendu, KOUTO IIe OCHIIECTBSIBAT
NeMHOCTTa CU ChOOpA3HO M3MCKBAHUATA HA TO3M 3aKOH, [101aBaT B MHUHHUCTEPCTBOTO Ha 3/paBEONa3BAHETO
B CPOK JI0 TPH M€ceLa OT BIU3aHETO My B CHJIA CIIEJHUTE JOKYMEHTH:

1. 3agByieHue no oOpaszel, yTBbpJIEH OT MUHUCTbpa Ha 3/IpaBEOIa3BaHETO;

2. aKTyaJlHO YAOCTOBEPEHHE 3a BIIMCBAHE B THPIOBCKUS PETUCTBHP, CHOTBETHO TOKYMEHT 3a
aKTyaJlHa PErucTpalusl WINA 3aBEPEH IPENUC OT CXOJEH JOKYMEHT 110 HAllMOHAJIHOTO 3aKOHOAATEJICTBO Ha
Ibp)KaBa - 4ieHKa Ha EBpONEHCKus Cbhlo3, WIM MO0 3aKOHOJATEJICTBOTO HAa JApyra JbpXaBa - CTpaHa IO



Cnopasymenuero 3a EBponeiickoTo MKOHOMHYECKO MPOCTPAHCTBO, 1O Wil. 222, an. 1;
3. TpyJ0B JOTOBOP WJIM JIOTOBOP 3a yNpaBJieHHE Ha anTeKaTa, CKII0UYEH ¢ MarucTbp-hapMaleBT
WJIH TIOMOIITHUK-()apMaIleBT.

§ 68. (1) Marucrbp-hapmaieBT HWIM TOMOUTHUK-(papMameBT, IMOJYYU pa3pelieHue 3a
OTKpHBAaHE Ha anTeKa Mo pella Ha OTMEHEHUs § 16 OT MpexXoaHHUTE U 3aKIIFOYUTEIHUTE PAa3MopeI0n, MOXKe J1a
MIPEXBBPIIN U3IaJIEHOTO MYy pa3pelIeHne Ha Juie no wi. 222, an. 1.

(2) 3a u3BBpIIBaHE Ha MPEXBBPISHETO JHUIATa MO ajd. | mogaBaT B MMUHHCTEPCTBOTO Ha
3/IpaBeoIa3BaHETO 3asBJI€HUE, KbM KOETO MpuJIarar:

1. 3asBNeHME 32 H3aBaHe Ha pa3pellieHUe 3a ThbProBUs Ha APeOHO C JIEKapCTBEHU MPOAYKTH OT
munara mo wi. 222, an. 1, mo oGpaserl, yTBbPJeH OT MUHHCTHPA Ha 3/[PaBEOIa3BAHETO;

2. aKTyaJHO YJOCTOBEPEHHE 3a BIIMCBAHE B THPIOBCKHUS PETUCTBP, CHOTBETHO TOKYMEHT 3a
aKTyaJlHa perucTpanus Ha JUUEeTo 1o wi. 222, an. 1;

3. Komue OT M3/1aJIeHOTO MO pesla Ha OTMEHEHHUs 3aKOH 3a JIEKapCcTBaTa U alTeKUTe B XyMaHHaTa
MEIUIIMHA pa3pelleHue 3a OTKPHUBAHE Ha anTeKka WM pa3pelieHue 3a MpeperucTpanus Mo peaa Ha
OoTMeHeHus § 16 OT MpexoAHNUTE U 3aKIIOYUTEITHUTE pa3nopeou;

4. 3aBepeHO KOIKe OT TPYAOBHUS AOTOBOP WJIM TOTOBOP 3a YIIpPaBJICHHWE Ha PHKOBOIUTENS Ha
anTeKara;

5. mekiapanus OT Juiarta mo 4wi. 222, an. 1, 4e ca 3ama3eHu yCcaoBUATA, IPU KOUTO € U3JAJEHO
pa3pelieHreTo 3a ThProBUs Ha JPeOHO € JIEKapCTBEHU MPOAYKTH Ha JIMIaTa Mo ai. 1.

(3) [IpexBBpasHeTO 1O A1. 1 MOXeE Ja Ce U3BBPIIU B CPOK JI0 €JHA TOJMHA OT BIM3aHETO B CHJIA
Ha TO3H 3aKOH.

§ 69. 3aBapeHuTe IpU BIM3AHETO B CHJA HA TO3M 3aKOH JPOT€pUM IPOJIBIKABAT Ja
OCBUIECTBSIBAT IEHHOCTTA CH Bb3 OCHOBA HA U3/1aJICHUTE UM yJIOCTOBEPEHMSI 3@ pErHCTpaLysl.

§ 70. Onpenenenara 40 BIM3aHETO B cuila Ha To3M 3akoH Komucus no [1o3uTuBHUSA JIeKapCTBEH
CIUCHK OCBHIIECTBSIBA JEHHOCTTA CH JI0 ONPEIEISIHETO Ha HOBUA M ChCTaB B ChOTBETCTBHE € Wil. 261, ain. 6.

§ 71. IlpomykTuTe, KOWTO Tomajar B oOxBara Ha wWi. 37 - TPaJAWIIMOHHU PACTUTEIIHU
JIEKapCTBEHH MPOJYKTH, U ca IIyCHATH Ha Ta3apa B CTpaHaTa KbM JaTaTa Ha BIW3aHE B CUJIA HA TO3M 3aKOH,
Ce IPUBEXKIAT B CbOTBETCTBHE C N3UCKBAHUATA My HE 1O-KbCHO OT 30 ampun 2011 1.

§ 72. (1) Ho 31 mexemBpu 2008 r. mocumero mo wi. 27 3a paspemniaBaHe 3a ymorpeda Ha
JIEKapCTBEH MPOIYKT IO MpoLEeAypa M0 B3aMMHO MPU3HABAHE WM MO ACLEHTpalM3UpaHa Mpoleaypa MOoxKe
na ce mojasa BsB (hopmat "OOI TEXHUUECKH TOKYMEHT".

(2) Ho 31 nexemBpu 2009 r. mocueto mo wi. 27 3a pa3pelniaBaHe 3a ynoTpeda Ha JIEKapCTBEH
MPOIYKT M0 HAIIMOHAIHA MPOIEAYypa MOXKe Jia ce 1mojaaBa BbB popmar "OO1 TeEXHUYECKH TOKyMEHT".

§ 75. 3akoHBT BIM3a B cuUia OT JeHA Ha oOHapoaBaHeTo My B "JIbpXaBeH BeCTHHK'", ¢
M3KJIIOUEHHE Ha pasnopendara Ha § 64, T. 2, kosTo Biu3a B cuia oT 14 anpun 2008 r., u Ha pasnopeaodure
Ha§ 9, 1.4, § 41,42 u 43, xouto Bau3aT B cuiia ot 26 o 2008 r.

3ak/II04uTeHU pa3nopendu
KBbM 3AKOH 3A UIBMEHEHHUE HA 3AKOHA 3A JIEKAPCTBEHUTE ITIPOAYKTU B
XYMAHHATA MEJUIIUHA

(OBH. - 1B, BP. 10 OT 2009 I'"., B CWJIA OT 29.01.2009 T".)



§ 2. 3akoHbT BiIM3a B cuiia Ha 29 siuyapu 2009 r.

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM 3AKOHA 3A UIBMEHEHUE U JOITBJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA MEJUIIUHA

(OBH. - 1B, BP. 23 OT 2009 I'"., B CWJIA OT 30.03.2009 T".)

§ 4. Jluuara, mosy4uay A0 BIM3aHETO B CHJIA HAa TO3M 3aKOH pazpenieHue mo 4wi. 229, an. 2,
BKJTFOUBAIIO U3BBPIIBAHE HA THPTOBUS C XPAHUTEIHU JOOABKH, MOTAT Ja U3BBPIIBAT U THPrOBUS Ha JPeOHO
C IMETUYHU XPaHU 3a CHEIMATHA MEAULIUHCKH LIEH.

§ 5. B nBymecedeH CpOK OT BIM3aHETO B CHJIa Ha TO3M 3aKOH MUHHUCTEPCTBOTO Ha
3/paBeora3BaHeTo Ciy)keOHo umampania B chorBeTHaTa PMMOKO3 mo MecToHaxokJIeHHE Ha alTeKUTe 3a
BIIMCBAaHE B perucTbpa no 4i. 14, an. 1 ot 3akoHa 3a XpaHUTE KOIIME OT pa3pelieHusara no wi. 229, an. 2,
H3JIaJICHU JIO BJIM3aHETO B CHJIa HA TO3MU 3aKOH.

§ 7. 3akonbT BiM3a B cwiia ot 30 mapt 2009 r.

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM 3AKOHA 3A UIBMEHEHUE U JOITBJIHEHUE HA 3AKOHA 3A 3/IPABETO

(OBH. - 1B, BP. 41 OT 2009 I'"., B CWJIA OT 02.06.2009 I".)

§ 92. (1) JlunaTta, mMOJIy4HIJIH 10 BIIM3AHETO B CHUJIa HA TO3M 3aKOH pa3pelieHue mo ui. 229, am. 2
0T 3aKOHa 3a JIEKAPCTBEHUTE MPOJYKTH B XyMaHHAaTa MEIUIMHA, BKJIIOYBAILO0 U3BBPIIBAHE HA ThPIrOBUS C
XpaHUTEJNHU A00aBKU, MOTaT Ja M3BBPIIBAT M THProBUS HA APeOHO C XpaHH 3a KbpMadeTa M MPEXOAHU
XpaHHU.

(2) B cpox nBa Mmecema OT BIJIM3aHETO B CHJIa Ha TO3M 3aKOH MUHHUCTEpCTBOTO Ha
3[IpaBeola3BaHeTo cay»)ebHo u3npaia B cboTBeTHaTa PUOKO3 o MecToHaxoX/IeHHEe Ha alTeKUTe, KOUTO
M3BBPIIBAT U THPrOBUS HAa APEOHO C XpaHW 3a KbpMaueTa W MPEXOJHH XpaHW MO aj. |, 3a BOHCBaHE B
peructbpa no ui. 14, an. 1 oT 3akoHa 3a XpaHUTE KOMHE OT pa3peuieHusTa no wi. 229, an. 2 ot 3akoHa 3a
JIEKapCTBEHUTE MIPOAYKTH B XyMaHHATa MEINLIMHA, U3a/I€HH /10 BIM3aHETO B CHJIa HA TO3H 3aKOH."

§ 96. 3akoHBT BIAM3a B CHia OT JeHS Ha OOHaponBaHeTo My B "JIbpkaBeH BECTHHK', ¢
U3KIJIIOUEHHUE Ha:

1. maparpadu 3, 5, 6 u 9, xouro Bnu3at B cuia ot 1 suyapu 2009 r.;

2. maparpadu 26, 36, 38, 39, 40, 41, 42, 43, 44, 65, 66, 69, 70, 73, 77, 78, 79, 80, 81, 82, 83, 88,
89 n 90, xouto BiIM3aT B cuna oT 1 romu 2009 r.;

3. maparpad 21, xoiiTo Biau3a B cuiia ot 1 rorm 2010 .

3ak/Il0uuTe/IHU pa3nopendu



KBbM 3AKOHA 3A JOITbJIHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE INTPOAYKTU B
XYMAHHATA MEJIUIINHA

(OBH. - 1B, BP. 88 OT 2009 I'"., B CWJIA OT 06.11.2009 I".)

§ 2. 3aKOHBT BIU3a B CWJIA OT JIeHS Ha 0OHapoaBaHEeTO My B "JIbp)KaBeH BECTHUK'.

IIpexoanu n 3aK/JII0YUTETHE pa3nopeadoun
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
JIJEKAPCTBEHUTE INPOAYKTHU B XYMAHHATA MEJIUIIUHA

(OBH. - 1B, BP. 102 OT 2009 I'., B CWUJIA OT 22.12.2009 I'.)

§ 4. (1) 3aBapeHuTe 10 BIM3aHETO B CHJIa HA TO3U 3aKOH MarucTbp-(papManeBTH U MOMOIIHUK-
(dapmaileBTH, KOUTO ca MOJyYUIIN pa3pelieHne 3a OTKPUBAHE Ha alnTeKka B HaceNeHUTe MecTa Mo ui. 228, a.
4 1o pena Ha OTMEHEHHUs 3aKOH 3a JICKapcTBaTa M alTeKUTe B XyMaHHaTa menuinHa (00H., /JIB, 6p. 36 ot
1995 r.; Pemenne Ne 10 va Koncrturymonaus ¢bx ot 1996 r. - 6p. 61 ot 1996 1.; u3m., 6p. 38 ot 1998 1.,
op. 30 ot 1999 r., 6p. 10 ot 2000 r.; Pemenne Ne 3 va Koncrurymumonnus cba ot 2000 r. - 6p. 37 ot 2000
r.; u3M., op. 59 ot 2000 1.; Pemenne Ne 7 va Korcturynunonnus cva ot 2000 r. - 6p. 78 ot 2000 r.; u3m., 6p.
41 ot 2001 1., 6p. 107 1 120 ot 2002 r., momp., O6p. 2 ot 2003 r.; U3M., 6p. 56, 71 u 112 ot 2003 1., 6p. 70 1
111 ot 2004 r., 6p. 37, 76, 85, 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 75, 80 u 105 ot 2006 T., OTM., Op. 31
ot 2007 T.) ¥ KOUTO HE ca MOJAJX 3asBJIICHUE 3a MPEPEerucTpaIus B cpoka mo § 66, am. 3 ot 3akoHa 3a
M3MEHEHHE M JOIbJIHEHNE Ha 3aKOHA 3a JICKapCTBEHHUTE MPOAYKTH B XyMaHHata MeauuuHa (B, Op. 71 ot
2008 1.), mpuBeXAAT NEHMHOCTTA CH B CHOTBETCTBHE C M3MCKBAHUATA HA TO3M 3aKOH B CPOK a0 31 sHyapu
2010T.

(2) Jlnmara mo an. 1 momaBar B MMHMCTEPCTBOTO Ha 3/paBEONa3BaHETO 3asBJICHUE 3a
MpeperucTpanus, KbM KOETO Mpuiarar:

1. 3asBIEHME 32 U3aBaHE Ha pa3pellieHUe 3a ThbProBUs Ha APEOHO C JIEKapCTBEHU MPOAYKTH OT
munara no wi. 222, an. 1 no obpasen, yTBbp/IeH OT MUHUCThPA Ha 3/IpaBEoOIa3BaHeTo;

2. aKTyaJqHO YJOCTOBEPEHHE 3a BIHCBAHE B THPIOBCKUS PETUCTHP, CHOTBETHO TOKYMEHT 3a
aKTyaJIHa pETUCTpalMs Ha JULETO 1o Wi. 222, an. 1;

3. Komue OT U31aJIeHOTO MO pe/la Ha OTMEHEHHUs 3aKOH 3a JIEKapCTBaTa U alTeKUTe B XyMaHHATa
MEIUIMHA pa3pelleHue 3a OTKPUBAHE Ha alTeKa;

4. 3aBepeHO KOMHUE OT TPYIOBHs JOTOBOp WM JOTOBOpP 3a Bb3JaraHe Ha yOpaBleHUE Ha
PBHKOBOJUTEIS HA allTeKaTa - B CIIy4auTe, KOraTo c€ MU3UCKBa TaKbB;

5. mekiapanus OT Juiara mo 4wi. 222, an. 1, 4ye ca 3ama3eHu yCaoBUATA, IPU KOUTO € U3JAJEHO
pa3peleHrueTo 3a ThProBus Ha JPpeOHO C JIEKapCTBEHU MPOAYKTH Ha JIMIaTa 1o ai. 1;

6. TOKYMEHT, U3/]aJIecH OT KMeTa Ha ChOTBETHATa OOIIMHA, YOCTOBEpsBAI Oposi Ha >KUTEIUTE
Ha CbOTBETHOTO HACEJIEHO MSICTO;

7. JOKYMEHT 3a €IHOKpaTHO IulaTeHa Takca B pazmep 100 iB.

§ 5. B cpox mo Tpu Mecema OT BIM3aHETO B CHJa HAa TO3M 3aKOH MHUHUCTBPHT Ha
3/IpaBeolia3BaHETO U3MEHS U JOMbJIBA Hapeaoarta mo wi. 219, ai. 2.

§ 6. 3aKOHBT BJIM3a B CHJIA OT JICHs Ha 0OHapoaBaHEeTO My B "JIbpkaBeH BEeCTHHK".



IIpexoanu u 3aKI0OUYNTETHH pa3nopeaoun
KBbM 3AKOHA 3A UBMEHEHHUE U JOITBJIHEHUE HA 3AKOHA 3A JIEYUEBHUTE
3ABEJAEHUA

(OBH. - 1B, BP. 59 OT 2010 T"., B CWJIA OT 31.07.2010T".)

§ 77. 3akoHBT BAM3a B Ccujia OT JieHd Ha oOHapoaBaHeTo My B "JIbp)kaBeH BEeCTHHK" C
U3KJIIOYEHHUE Ha:

1. maparpadu 9 (otHOCHO 4. 19, an. 4), 53, 60 u 66 (oTHOCHO 4. 98, an. 5 u 6), KOUTO BIK3AT B
cuna ot | suyapu 2011 r.;

2. maparpad 75, xoiito Bnu3a B cuia ot 30 cenremspu 2011 r.

Ipexoanu n 3aKJIIOYUTETHH pa3nopeadn
KBbM 3AKOHA 3A BIO/I’KETA HA HAIITUOHAJIHATA 3IPABHOOCHUI'YPUTEJIHA
KACA 3A 2011 T.

(OBH. - 1B, BP. 98 OT 2010 T"., B CMJIA OT 01.01.2011 TI".)

§ 5. (1) IIpe3 2011 r. neiftHOCTUTE TIO TUATHOCTHKA U JIEYCHHUE HA 37TI0KAY€CTBEHU 3a00JIIBaHUS U
Ha OonHM ¢ OBOpeyHa HENOCTATHUYHOCT HAa JUATM3HO JIEYEHHUE, BKIIOYMUTEIHO OCHUTYPSBAaHETO Ha
JIEKApCTBEHU MPOAYKTH U MEAUIIMHCKU U3/eNs, KaKTO U IPYTUTE MEIULIUHCKH AeitHOCTH, KouTo mpe3 2010
r. ca (UHAHCHpaHU 4Ype3 Oro/pkeTa Ha MUHHCTEPCTBOTO Ha 3PAaBEOINA3BAHETO M 4Ype3 JICJICTUPAHHUTE OT
JbprKaBaTa IEHHOCTH Tpe3 Or0pKeTa Ha OOIIMHMTE, CE 3aIllaliaT ChC CpeCcTBaTa 1Mo 4i. 1, an. 2, pex S.

(2) HdeitHOCTHUTE, JIEKAPCTBEHUTE MPOAYKTH U MEIULMHCKUTE M3JENMs 1o all. 1 ce 3ariamar 1o
pel u METOJIMKA, ONPEIeSICHH OT MUHUCThPA Ha 3/IpaBEOINa3BaHETO.

(3) CpencrBata mo ui. 1, an. 2, pex 5 ce TpaHcepupaT €KEMECEUHO 10 Kpas Ha TEKYLIUs
Mecell.

§ 7. HanzopHust cbBeT Ha HannoHnaiiHaTa 31paBHOOCUTYpUTENHA Kaca MMa MPaBo Ja U3BbPIIBA
BBTPEIIHU KOMIIEHCUPAHU IPOMEHH Ha KPEIUTUTE MEKY €JIEMEHTUTE Ha Pa3XOAUTe U TpaHCPEPUTE IO YI.
1, a5n. 2, KOUTO ca B paMKHUTE Ha YTBBPACHUS OIOKET.

§ 8. HamzopuusaT cbBeT Ha HanmonanHaTa 3[paBHOOCUTYpUTEIHA Kaca Ha OCHOBaHUE 4il. 26, aj.
2 oT 3aKoHa 3a 3[[paBHOTO OCUTYpsIBaHE UMa IPaBo Ja pa3xojBa CPeACTBaTa OT pe3epBa 3a HENPEABUCHU U
HEOTJIOKHU pa3xoau 1o wi. 1, ai. 2, pex 3.

§ 15. 3akonsbT Bin3a B cuna ot 1 aryapu 2011 r. ¢ n3kmrouenue Ha § 10, kolTO BIM3a B cuiia OT
7ieHs Ha oOHapoaBaHeTo My B "/IbpKaBeH BECTHHUK'.

Ipexoanu n 3aKJIIOYUTETHH pa3nopeadu
KBbM 3AKOHA 3A UBMEHEHHUE U JOITBJIHEHUE HA 3AKOHA 3A 3/IPABETO

(OBH. - IB, BP. 98 OT 2010 T"., B CMJIA OT 01.01.2011T".)

§ 106. B 3akona 3a nexapcTBEHUTE NMPOAYKTH B XyMaHHaTta meaunuHa (oOH., /1B, Op. 31 ot



2007 r.; uaMm., 6p. 19 ot 2008 r.; Pemenue Ne 5 ma Koncturynmonnus cba ot 2008 . - 6p. 65 ot 2008 1.;
u3m., 6p. 71 ot 2008 r., 6p. 10, 23, 41, 88 u 102 ot 2009 r. u 6p. 59 ot 2010 r.) HaBCAKBIAE AYMHUTE
"pernoHATHUTE WHCIEKIMKM 3a/TI0 OmMa3BaHe M KOHTPOJI Ha OOIIeCTBEHOTO 37apaBe', "pernoHaiHaTta
MHCIEKIHUS 0 Ola3BaHe M KOHTpoJl Ha obuectBeHOTO 3apaBe" u "PHMOKO3" ce 3aMeHSAT CHOTBETHO C

nn

"peruoHanHuTE 3IpaBHU MHCIIEKIMU", "pernoHanHara 3apaBHa uacnekuus'" u "P31".

§ 121. 3axonbT Bau3a B cwia ot 1 sayapu 2011 r. ¢ nu3kinroueHue Ha:

1. maparpadu 1, 16, 20, 29, 30, 32, 33, 34, 35,42, 44, § 56, 1. 1 u 2, § 65, 68, 70, 76, 80, 81, 90,
92,96,§102,1.3,4,5,7u8,§ 105, 1.1,3u5,§107,1. 1, 2, 3,4, 6, 6ykBa "a", 1. 7, 10, 11, 13 u 15, GykBa
"a", § 109, 110, 112, 113, § 115, 1.5, § 116, 1.4 6,§ 117, 7. 57 u § 118, 1. 1, kouTo BIM3aT B CUJIa OT
JieHs1 Ha 0OHapoIBaHETO HA 3aKOHA B "J[bprkaBeH BECTHHUK";

2. maparpad 102, 1. 1, 2 u 6, kouro Bnu3at B cuia ot 1 maprt 2011 r,;

3. maparpadu 22, 1. 1 (otHOCHO Wi. 36, an. 1, uspeuenue BTOpo), § 37, § 48, 1. 2, § 51 u 59,
KOHUTO BIM3aT B cuna oT 1 romm 2011 1.;

4. maparpad 107, T. 15, 6ykBa "0", xoiito Bim3a B cuia ot 30 cenremBpu 2011 1.

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
JIJEKAPCTBEHUTE INPOAYKTHU B XYMAHHATA MEJIUIIUHA

(OBH. - 1B, BP. 12 OT 2011 T"., B CWJIA OT 08.02.2011T".)

§ 24. TlomaneHuTe BaJMIHM 3asBJICHUS M YBEIOMJICHHS 3a NMPOMEHU B Pa3pelICHUATA 3a
ynotpe0a mpeau BIM3aHEeTO B CHIIa HA TO3U 3aKOH C€ PasriIekaaT Mo JOCETallHus pef.

§ 25. MUHHCTBHPBT Ha 3/paBEONa3BaHETO NMPUBEXK/IA B ChOTBETCTBUE C TO3M 3aKOH HapeadaTa 1o
wI. 42 B CPOK A0 TpU Mecela OT BIM3aHETO My B CUJIA.

§ 27. 3akoHBT BIM3a B CUJIA OT JCHS Ha 0OHapoABaHeTo My B "/IbpKaBeH BECTHHUK'.

IIpexoanu u 3aKI0OUNTETHH pa3nopeaoun
KBbM 3AKOHA 3A UBMEHEHHUE U JOITBJIHEHUE HA 3AKOHA 3A
JIJEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA MEAUIIUHA

(OBH. - 1B, BP. 60 OT 2011 T'., B CWJIA OT 05.08.2011T".)

§ 66. (1) IlpousBogurenure no § 12, an. 2 OoT NpexoJHUTE U 3AKITIOUUTEITHUTE Pa3rnopeadu ce
MPUBEXKJAT B CHOTBETCTBHE C HM3WMCKBaHWATa Ha wWwi. 148 m Ha JloOpara mpoum3BOACTBEHA IPAKTHKA,
OIIpeAEIIEHN 110 peja Ha wi. 152 B cpok 10 6 Mecena OT BIM3aHETO B CHJIA HA TO3H 3aKOH.

(2) Cnen m3tnuanero Ha cpoka mo ain. 1| MAJI u3BbpiiBa mpoBepka OTHOCHO MPHUBEKIAHETO B
CHOTBETCTBUE C M3MCKBaHUATA HAa wi. 148 u Ha J[oOpaTa mpou3BOJCTBEHA MPAKTHUKA, OMPECIICHU TI0 pena
Ha wi. 152.

(3) Koraro cnen m3BbpiiBaHeTo Ha mpoBepkarta mo ai. 2 MAJI ycraHoBH, Ye yCIOBHSTa 3a
MPOU3BOJCTBO, KOHTPOJ M CBHXPAaHEHHME Ha HU3XOJHHUTE MaTepualyd 3a MPOU3BOACTBO M HA TOTOBUTE



JICKapCTBEHH TPOJYKTH HE OTrOBapsT HAa M3UCKBAaHUATA Ha TO3M 3aKkoH W Ha JloOpara mpom3BojacTBEHA
IIPAKTHKA, TS yBEIOMsIBA IMCMEHO ChOTBETHOTO JIMIIE 1O aJl. 1 ¥ 1aBa MUCMEHU yKa3aHMUsL.

(4) B ciyuait ye B cpok g0 60 qHM OT JaTaTa Ha yBEIOMSIBAHETO ChOTBETHOTO JIMIIE MO ail. 1 He
OTCTpPaHU KOHCTATUPAHUTE HECHOTBETCTBUSI, U3IMBJIHUTEIHUAT nupekTop Ha MAJl oTHema u3naneHoTo 1o
pena Ha OTMEHEHMsI 3aKOH 3a JIEKapcTBaTa M alTeKUTe B XyMaHHaTa MeauiuHa (06H., JIB, 6p. 36 ot 1995 r.;
Pemenue Ne 10 na Koncrurymmonnus cbg ot 1996 r. - 6p. 61 ot 1996 r.; uzm., 6p. 38 ot 1998 r., 6p. 30 ot
1999 r., 6p. 10 ot 2000 r.; Pemerne Ne 3 na Koncturynuonnus cbx oT 2000 . - 6p. 37 ot 2000 r.; u3Mm., 6p.
59 ot 2000 r.; Pemenne Ne 7 na Koncruryunonnus cb1 ot 2000 r. - 6p. 78 ot 2000 r.; u3m., 6p. 41 ot 2001
r., 6p. 107 u 120 ot 2002 r.; momp., 6p. 2 ot 2003 T.; u3M., 6p. 56, 71 1 112 or 2003 1., 6p. 70 1 111 oT 2004
r., 0p. 37, 76, 85, 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 75, 80 u 105 ot 2006 r.; oT™., Op. 31 ot 2007 T.)
paspelnieHue 3a MPou3BOJICTBO MPHU yCIOBHATa Ha 4. 160a.

(5) Koraro cnen n3BbpLIBaHETO HA MPOBEPKATA MO all. 2 C€ YCTAHOBH, Y€ ChOTBETHOTO JIMLIE 110
asl. 1 He ce e MpUBEJIO B CHhOTBETCTBUE C M3UCKBaHMATA Ha Wwi. 148 u Ha JloOpara mpon3BOICTBEHA MTPAKTHUKA
no wi. 152, MAJI otHema u3aafeHo pa3pelieHre 3a Mpor3BOJICTBO MPH yciIoBUATa HA wi. 160a.

(6) Koraro cien n3BbpLUIBAaHETO HA MPOBEPKATA 10 ajl. 2 C€ YCTAaHOBM, Y€ CbOTBETHOTO JIMLE I10
an. 1 ce e mpuBesio B ChOTBETCTBUE C M3UCKBaHUATA HA Wi. 148 u Ha JloOpaTa mpou3BOJACTBEHA MPAKTHKA 110
w1. 152, MAJI u3naBa HOBO pa3pellieHUe 3a IPOU3BOACTBO MO PEAA HA TO3H 3aKOH CIIEJ:

1. nonaBaHe Ha 3asBJI€HME U AOKyMeHTaus no ui. 150 u 151, u

2. mpecTaBIHE Ha JOKYMEHT 3a IjlaTeHa Takca B pazmep 1500 ns.

(7) KoraTo B etHOMeceUYEeH CPOK OT MPUKIIIOUBAHETO HA MPOBEPKATA MO all. 2 JIULETO 10 all. 6 He
€ ToJajIo 3asgBjeHue U foKyMmeHTauus mo wi. 150 u 151, uzgaaenoTo paspenieHue 3a Mpou3BOACTBO IO peaa
Ha OTMEHEHUs 3aKOH 3a JIEKapCTBaTa M allTEKUTE B XyMaHHaTa MEIUIMHA CE ITPEKPATABA.

§ 67. (1) OTKpUTUTE W HENPUKIIOYMUIIN O BIM3aHETO B CHJIAa HA TO3M 3aKOH MPOM3BOICTBA 3a
M3JIaBaHEe WJIM IPOMEHU Ha Pa3pelieHus 3a ThPTroBUs Ha IPEOHO C JICKApPCTBEHU MPOMYKTH C€ Pa3rIekaaT U
JIOBBPIIBAT IO JOCETANTHUSA peJ| 0e3 pecTaBsHe Ha PeIo’KeHHe 0T Bucims chBeT 1o apMarus.

(2) B cpok mo nmBa Mecella OT BIM3aHETO B CHJIa HAa TO3M 3aKOH MUHHCTEPCTBOTO Ha
3/lpaBeoIa3BaHETO MPEeAOCTaBs Ha VI3MbJIHUTENHATa areHIUs MO JIeKapcTBaTa ¢ MPUEMHO-IIPEaBaTelIeH
MIPOTOKOJI apXUBa Ha MPUKIIOYIINTE TPOU3BOICTBA.

(3) B cpok nmo nBa mMecema OT BJIM3aHETO B CHja Ha TO3M 3aKOH MUHHCTEPCTBOTO Ha
3/IpaBeoIa3BaHeTO MPEeAOCTaBs Ha VI3MbJIHUTENHATa areHIMs MO JIeKapcTBaTa ¢ MPUEMHO-IIpelaBaTeIeH
MPOTOKOJ BOJEHUS 0T MUHHUCTEPCTBOTO Ha 3/pABEOMAa3BAHETO PETUCTHD Ha M3/aJEHUTE pa3pelieHus 3a
THPrOBUS Ha IPEOHO ¢ JICKApPCTBEHH MPOIYKTH B alTeKa.

(4) Cnen u3naBaHe Ha paspelieHue Mo pena Ha an. 1| MUHHCTEpCTBOTO Ha 37paBEeONa3BaHETO
u3Ipana B TPUAHEBEH CPOK CIIy)keOHO 10 M3mbiHuTEeNHATa areHIus Mo JIeKapcTBaTa KOMUE OT HEro 3a
BIIMCBAHE B PETUCThpa Ha U3/IaJICHUTE pa3pellieHus 3a ThProBHsl Ha ApeOHO C JIEKapCTBEHU MPOAYKTH.

(5) Cnen 3aBbplIBaHE Ha MPOU3BOJACTBaTa MO ain. | MMHHCTEPCTBOTO Ha 31paBEONa3BAHETO
npenocTaBs Ha V3mbJIHUTENHATa areHUUs IO JIeKapcTBaTa C MPUEMHO-IPEJaBaTENIeH MPOTOKOI TEXHUS
apXuB.

§ 68. (1) 3asBiaeHusATa 32 W3JABaHE WM MPOMEHW HA YJOCTOBEPEHHUS 3a PETUCTpaIlvs Ha
JIpOrepuu, MOJAJECHU 10 BJIM3aHETO B CHJIa HA TO3W 3aKOH, C€ pas3riexaar IpH YCIOBUATA U IO peja,
HpC}IBI/I}leHI/I B HECTO.

(2) B cpok 1o enuH Mecel] OT BIM3aHETO B CHJIa HAa TO3U 3aKOH M3MbIHUTENHATa areHus mMo
JIeKapCcTBaTa MPEJOCTaBs Ha CHOTBETHATA pPETHOHAIHA 3JpaBHA WHCIEKIMS C IPHEMHO-TpeaBaTeIeH
MIPOTOKOJI 3asBJCHUATA U JTOKYMEHTHUTE, MOJAJACHHU 3a MPOW3BOJICTBATA 32 M3JaBaHE HA YJIOCTOBEPCHHS 3a
perucTpanus Ha Iporepuu, KakTo U apXyBa HA MPUKIIIOUUIINTE TPOU3BOICTBA.

(3) B cpok o eawiH Mecel] OT BIM3aHETO B CHJIa HA TO3W 3aKOH M3mbIHWUTETHATA areHIMs 10



JeKapcTBara npefocrtaBd Ha MUHUCTEPCTBOTO Ha 3ApaBEONa3BaHETO C MPUEMHO-IPEIaBaTENIEH IIPOTOKOJ
BosieHus oT MAJI perucTsp Ha U3/1aJICHUTE YIOCTOBEPEHUS 32 PETUCTPALIMS HA JPOTEpHs.

(4) B cpok o emuH Mecell OT MPEIOCTAaBSIHETO HA PErucThpa Mo an. 3 MUHHCTEPCTBOTO HA
3/IpaBeoIa3BaHETO M3rOTBS U IMyOJMKyBa Ha CTpaHUIATa CH HAIMOHAJIHMS PErHCThp Ha U3JaJCHUTE J0
BIIM3aHETO B CHJIa HA TO3M 3aKOH YJOCTOBEPEHHUS 32 PETUCTPALIUS HA APOTEPHH.

§ 69. (1) B cpok g0 Tpu Mecera OT BIM3aHETO B CHJIa HA TO3W 3aKOH MPOICAYpPUTE 3a
YTBBP)KIABAHETO WIIM PETUCTPUPAHETO HA [IEHU Ha JIEKAPCTBEHUTE MPOAYKTH CE€ U3BBPIIBAT 10 JOCETALTHHS
pea oT Kommucnsara mo OCHUTC HA JICKAPCTBCHUTEC IMPOAYKTH.

(2) Cnen n3tuvanero Ha cpoka no ai. 1 Komucusara mo neHuTe Ha JIEKQpCTBEHUTE MPOAYKTH
npenoctass Ha Komucusita o neHu u peuMOypcupaHe ¢ IpUEMHO-TIPEIaBaTeNIeH IPOTOKOJI 3asiBICHUATA U
JOKYMEHTHUTE, TOJaJIeHU 3a MpOLEIypUTe Mo ajl. 1, KaKTo U apXuBa Ha MPHUKIIOYMIUTE MPOLEAYpH 3a
YIBbPXKAaBaHe WM PETUCTPUPAHE HA LIEHU HA JIEKAPCTBEHUTE IIPOAYKTH.

(3) Cnen u3tnuanero Ha cpoka no ai. 1 Komucusara no neHuTe Ha JIEKapCTBEHUTE MPOAYKTH
npenoctas Ha KoMucusta no neHu u peuMOypcHupaHe ¢ MPUEMHO-IIpeJaBaTeeH MPOTOKOJ BOJEHUTE OT
KOMHCHATA PETUCTPU Ha HU3JAACHUTC PCHICHHA 3a YTBBbpPKAABAHC WM PErucCTpalysa Ha LOCHU Ha
JIEKapCTBEHUTE MPOTYKTH.

§ 70. (1) B cpox mo Tpu Mecerma OT BJIM3AaHETO B CHJIa HAa TO3M 3aKOH MPOILEIYPHUTE IO
BKJIIOYBAHE, U3KJIFOUYBAHE W/HJIM POMEHH Ha JIEKAPCTBEHU MPOIYKTH OT [103UTUBHUS JIEKAPCTBEH CIIUCHK CE
HU3BBPHIBAT IO AOCCTrallHUA PEA OT Komucusira 1mo mo3uTuBHUS JICKApPCTBCH CITMCBK.

(2) Cnex m3tmvaneTo Ha cpoka mo an. | Kowmwucusara 1mo TMO3UTHUBHHS JICKAPCTBEH CIUCHK
npenoctass Ha Komucusita 1o neHu u peuMOypcrupaHe ¢ IpUEeMHO-TIPEIaBaTeNIeH MPOTOKOJI 3asiBICHUATA U
JOKYMEHTHUTE, MOJAJICHH 3a MPOLEIypUTe MO aj. 1, KaKTO W apXWBa Ha MPUKIIOYWIATE MPOUEAYPH 3a
BKJIIOUBAHE, U3KIIOYBAHE W/WIIM IPOMEHU HA JIEKAPCTBEHH MPOIYKTH OT [103UTUBHMS IEKaPCTBEH CIUCHK.

§ 71. JIbpkaBHUTE TaKCH, BHECEHH IO Iporeaypure mo § 69, an. 1 u § 70, an. 1, ce pazxonsar
3a obe3rneuaBaHe Ha CHOTBETHHUTE aJMHUHHCTPATHBHU MPOU3BOJCTBA, KAaKTO M 3a JIeiHocTTa Ha Komucusara
10 MPO3PAYHOCT.

§ 72. (1) Lenwure, onpexaenenu mo peaa Ha wi. 258, an. 1, Ha JIeKapCTBEHUTE MPOAYKTH, KOUTO
KbM BJIM3aHETO B CHJIAa Ha TO3W 3aKOH ca BKJIOYCHU B [1O3UTHUBHUS JIEKApCTBEH CITUCHK, CE€ CMATAT M 32
TEXHH MPEACTTHY IEHU TIpH Mpoax0arta UM Ha ApeOHO chraacHo wi. 258, ai. 3.

(2) B cpok 5o Tpu Mecena OT BIM3aHETO B CHJIa Ha TO3M 3akoH Komucusrta mo neHuTe Ha
JIEKapCTBEHUTE MPOJYKTH CIIyKeOHO 3ajiuaBa OT PETUCThpa Ha MpeleTHUTE [IEHH 00pa3yBaHUTE MPEIeTHH
[IEHU Ha JICKaPCTBCHUTE MPOAYKTH 10 ai. 1.

(3) o 31 nmexemBpu 2012 r. mpuTexaTelnWTe Ha paspelieHus 3a ymoTpeba He Morar jaa
MPOMEHST IIeHaTa Ha JIEKAPCTBEH MPOJYKT C M3KIIOYEHHE HAa HAMASIBAHETO UM 3a MPOJIYKTH, KOUTO KbM
BJIM3aHETO B CHJIA Ha TO3M 3aKOH Ca WMalld OIpeNeNieHa IIeHa, HO HE ca BKIOYCHH B [lO3WTHBHHS
JIEKapCTBEH CIUCHK.

§ 73. (1) C Bim3aHeTo B cWiia Ha TO3HM 3aKOH OOpa3yBaHUTE MPEICTHU IICHU Ha JIEKAPCTBCHUTE
IPOAYKTH, OTIYCKaHHU MO JIEKapCKO MpeANUCaHue, U PETUCTPUPAHUTE LIEHH Ha JIEKapCTBEHUTE MPOIYKTH,
OTITyCKaHU 0€3 JIEKapCcKO MpeANHUCaHue, Ce CMATAT 32 TEXHU PETUCTPUPAHM LIEHU 1o Wi. 258, ain. 2.

(2) U3BbH ciayvauTe 1o an. 1, ¢ BAM3aHETO B CHJIa HA TO3U 3aKOH 00pa3yBaHUTE MPEAETHH LIEHU
Ha JICKAPCTBCHUTC MPOAYKTHU, KOUTO IMPUHALJICIKAT KbM MCIKAYHAPOJAHO HCIIATCHTHO HAMMCHOBAHUC, KOCTO
€ BKJItOUeHO B [103UTHBHUSA JIEKapCTBEH CIIUCHK, C U3KIIIOYEHHE HA MPOJYKTUTE, BKJIIIOUEHH B NMPHIIOKEHHUE
Ne 2 Ha criucbka, ce cMATaT M 3a TEXHHU NPEAETHM LIEHU NpU Mpojakdarta UM Ha ApeOHO M HEe MOrar Ja
ObJaT MPOMEHSIHU JI0 TPUEMaHEeTo Ha Hapendara mo wi. 258, an. 5.

(3) B cpok o Tpu Mecema OT BIM3AaHETO B CHJla HAa TO3M 3akoH Komucusara mo nesure Ha



JIEKapCTBEHUTE IPOAYKTH U3TOTBS pErucThpa 1o 4i. 261, an. 3, B KOMTO BIUCBA LIEHUTE 110 aj. 1.

§ 74. B cpok 0 Tpu Mecela OT BJIM3aHETO B CHJIA Ha TO3M 3aKoH KommucusATa 1o no3uTuBHUSA
JIEKAPCTBEH CIHUCBHK INpuBEkIa 1103UTUBHMS JIEKAPCTBEH CIHUCBK B CHOTBETCTBHE C W3MCKBAHUATA IO YJl.
262,an.5,1.1-3.

§ 75. B cpok nmo Tpu Mecera OT BIM3aHETO B CHJIA HA TO3M 3aKOH MUHHUCTEPCKHST CHBET
ompenens cbcraBa Ha KomucusTa o neHu u peuMOypcupase.

§ 76. B cpok 10 Tpu Mecena OT BJIM3AaHETO B CHJIA HA TO3U 3aKOH:

1. MUHHUCTBPBT Ha 3/IpaBeona3BaHETO M3MEHS U JIONMbJIBa HapeaduTe mo wi. 82, an. 3, wi. 219,
ann. 2 v . 243 B CbOTBETCTBUE C TO3U 3aKOH.

2. MUHHCTEpPCKHAT CHBET MpHUeMa Hapeaodara mo wi. 258, an. 5 u usmens tapudara mo wi. 21,
an. 2 u YcTpoicTBeHMs NMpaBWIHMK Ha MHUHHCTEPCTBOTO Ha 3paBEOINA3BAHETO B CHOTBETCTBUE C TO3U
3aKOH.

§ 84. 3akoHBT BAM3a B CWia OT JIeHd Ha oOHapoaBaHeTo My B "JIbp)kaBeH BECTHHK" C
u3KItoueHue Ha § 65, koiito Biu3a B cuna ot 30 cenremBpu 2011 .

IIpexonnu u 3akI0OUYNTETHH pa3nopeaoun
KBbM 3AKOHA 3A UBSMEHEHHUE U JOITBJIHEHUE HA 3AKOHA 3A KOHTPO.JI
BbPXY HAPKOTHYHUTE BEILIECTBA U IIPEKYPCOPUTE

(OBH. - IB, BP. 61 OT 2011 T'., BCWJIA OT 10.11.2011T".)

§ 54. To3u 3akOH BIM3a B CHJIa TPU Mecela clies] 00HapoIBaHeTo My B "/IbpikaBeH BECTHHK'.

IIpexoanu u 3aK/IIOUNTETHH pa3nopeaoun
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A IBbP/KABHUSA
CJHYXUTEJ

(OBH. - 1B, BP. 38 OT 2012 T'., B CWJIA OT 01.07.2012T".)

§ 84. (B cuna ot 18.05.2012 r.) B cpok mo eaun mecenr oT 0OHApOJABAaHETO HA TO3M 3aKOH B
"JIbpaBeH BECTHUK':

1. MuHuCTEpCKUAT ChBET NpuBekaa Kinacudukaropa Ha JUTEKHOCTUTE B aJIMUHUCTPALIUATA B
CHOTBETCTBUE C TO3U 3aKOH;

2. KOMIIETEHTHUTE OpraHy MPUBEKAAT YCTPOMUCTBEHUTE aKTOBE HA ChOTBETHATA aIMHUHHICTPAIIUS
B CHOTBETCTBHUE C TO3H 3aKOH.

§ 85. (1) IlpaBooTHomIeHHATAa C JUIAaTa OT AAMHHHCTpAIMUTE MO 3aKOHA 3a PAgUOTO H
TEJIeBU3MATA, 3aKOHA 33 He3aBHCUMUS (DMHAHCOB OMT, 3aKOHA 3a €JIEKTPOHHHUTE ChOOLICHHUs, 3aKOHA 3a
Komucusita 3a ¢unancoB Han30p, 3aKoHa 3a JOCTHII U pa3KpUBaHE Ha JIOKYMEHTUTE M 3a OOsBSIBaHE Ha
NPUHAJISKHOCT Ha OBIrapcku IpaxJaHU KbM J[bp’kaBHa CHUTYpPHOCT M pa3y3HaBaTEIHUTE CIyXOW Ha
bwirapckara HapoiHa apMmus, 3aKOHA 3a OTHEMaHE B II0JI3a HA JbpKaBaTa Ha UMYILECTBO, MIPUIOOUTO OT



IpecThIIHA JIEHHOCT, 3aKOHA 3a IPEAOTBPATABAaHE U YCTAaHOBSIBaHE Ha KOH(MIMKT Ha uHTepecH, Komekca 3a
COLIMAJTHO OCHUTypsiBaHe, 3aKoHa 3a 3JPAaBHOTO OCUTypsBaHe, 3aKOHa 3a IMOANOMAaraHe Ha 3eMeeJICKUTE
IIPOM3BOJUTENN U 3aKOHA 3a IbTUIIATA CE YPEKIAT MPU yCIOBUATA U N0 peaa Ha § 36 OT MpexogHUTE U
3aKJIIOUMTEIHUTE pa3nope0ou Ha 3aKOHa 3a U3MEHEHHUE U JIONbJIHEHHE Ha 3aKOHA 3a IbpPXKABHUS CIIYKUTEI
(B, 6p. 24 ot 2006 1.).

(2) C akTta 3a Ha3HaYaBAHETO HA AbPKABHUS CITY>KUTEJI CE:

1. mpucwxna omnpeaenenuss B Kiacudukatopa Ha AITBKHOCTUTE B aIMHHHCTpAIUATa
MUHUMAJIEH PaHT 3a 3a€MaHaTa JITbKHOCT, OCBEH aKO CIIYKUTEJIAT NPUTEXKaBa I10-BUCOK PaHT;

2. onpezens MHANBHUAyallHa OCHOBHA MECEYHa 3aIijarTa.

(3) JombnHuTenHO HEOOXOAMMHUTE CPEACTBA 33 OCUTYPHTEIHM BHOCKH Ha JIUIIATa MO aj. 2 ce
oCUrypsBaT B paMKHUTC Ha pa3xXOaUTC 3a 3alljlaTh, Bb3HAIPAXACHUA U OCUTYPHUTCIHHU BHOCKHU 10 6IOI[)K€TI/IT€
HAa CbOTBETHHUTE Pa3MOPEIUTENH C OI0KETHU KPEAUTH.

(4) MUHUCTEPCKUAT CHBET Ja M3BBPIIA HEOOXOAUMHUTE IIPOMEHH MO M3BBHOIOIKETHATA CMETKA
Ha JIppkaBeH Goup "3emenenue", MPOU3THYAIIHN OT TO3U 3aKOH.

(5) Opranute Ha ynpasieHue Ha HaunonanHus ocurypureneH MHCTUTYT U Ha Hanumonannata
3[paBHOOCUTYpUTEIHA Kaca Jla W3BBbpIIAT HEOOXOJUMHUTE IPOMEHU 10 CHOTBETHUTE OOJIKETH,
IIPOU3THYAILHN OT TO3U 3aKOH.

(6) Hewusnonspanure OTIYCKM 1O TPYAOBUTE IIPABOOTHOLIEHMSI CE€ 3ama3BaT U HE Ce
KOMIIEHCHPAT C MAPUYHU 00€31IeTEeHUSI.

§ 86. (1) B emnomecedeH Cpok OT BJIM3aHETO B CHJIa HA TO3W 3aKOH MHIWBHIyajJHaTa OCHOBHA
MEeCeYHa 3arulaTa Ha CIY)KUTEIs ce Ompenens Taka, 4e CbllaTa, HamalleHa C IBDKAMUS JIaHBK H
3aJBJDKUTEITHUTE OCUTYPHUTEIHH BHOCKH 32 CMETKa Ha OCHUTYPEHOTO JIUIIE, aKO ca OMIIU IBJKMMH, J1a HE €
MO-HHUCKAa OT IoJlyyaBaHaTa 10 TO3W MOMEHT OpyTHa Mece4yHa 3arulaTta, HamalleHa C JbJDKUMHTE
3aJJbJDKUTEIIHA OCUTYPUTEITHM BHOCKM 3a CMETKa Ha OCUTYPEHOTO JIMIE, aKO ca OWIM IBJIDKUMHU, H
TBIDKAMUS TAaHBK.

(2) B 6pyrtHata 3amara no an. 1 ce BKJIIOYBAT:

1. ocHOBHATa MeCeYHa 3aIuiaTa Wi OCHOBHOTO MECEYHO Bh3HATPAKICHNE;

2. NOUBIHUTEIHA Bb3HArpakJIEeHUs, KOUTO Ce M3IUIAIIAT MOCTOSHHO 3aeHO C Tojaramjara ce
OCHOBHA MeCEYHa 3aIulaTa WM OCHOBHO MECEYHO BB3HArpaXJICHHE U Ca B 3aBHCUMOCT €IMHCTBEHO OT
0TpabOTEHOTO BpPEME.

§ 87. 3akonbT Biu3a B cwia ot 1 tonm 2012 1. ¢ uskimodyeHue Ha § 84, KOMTO BIM3a B cuUjia OT
JieHs1 Ha 0OHapoABaHETO HA 3aKOHA B "J[bp)kaBeH BECTHHK'".

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A 3IPABHOTO
OCUT'YPSIBAHE

(OBH. - 1B, BP. 60 OT 2012 T"., B CWJIA OT 07.08.2012T".)
§ 44. 3akoHBT BIM3a B CUJIA OT JCHS Ha 0OHapoABaHeTO My B "/IbpKaBeH BECTHHUK'.
JlobJIHUTETHH pa3nopendu

KBbM 3AKOHA 3A UBMEHEHUE U TOII'bJIHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
IMPOAYKTHU B XYMAHHATA MEJIUITUHA



(OBH. - 1B, BP. 102 OT 2012 I"., B CMJIA OT 21.12.2012T".)

§ 118. To3m 3akoH BbBexna u3uckBaHuAtra Ha JlupekruBa 2010/84/EC na EBpomneiickus
napaameHT 1 Ha CpBera or 15 nekemBpu 2010 r. 3a M3MeHEHHE MO OTHOLIEHHE Ha (hapMaKOJOTMYHATA
onutennoct Ha HupextuBa 2001/83/EO 3a yTBBpkIaBaHe Ha kojekc Ha OOLUIHOCTTAa OTHOCHO JIEKAPCTBEHU
npoayKTH 3a XymanHa ynotpeba (OB, L 348/74 or 31 nekemBpu 2010 r.) m dupextuBa 2011/62/EC na
EBponeiickus mapnamenT n Ha CohBeta oT 8 roHM 2011 r. 3a m3menenue Ha [upextuBa 2001/83/EO 3a
YTBbp)KJaBaHe Ha Kojaekc Ha OOIIHOCTTa OTHOCHO JIEKapCTBEHH MPOAYKTH 3a XyMaHHa ymoTpeda o
OTHOILICHHE Ha IPEAOTBPATABAHETO HAa HABIM3aHETO Ha (anmupuUIUpaHd JEKapCTBEHH INPOLYKTH B
3akoHHaTa Bepura Ha foctaBka (OB, L 174/74 ot 1 tonmu 2011 r.).

IIpexognu u 3aKkI0UYNTETHH pa3nopeaoun
KBbM 3AKOHA 3A UBMEHEHHUE U JOITBJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTHU B XYMAHHATA MEJUIIUHA

(OBH. - IB, BP. 102 OT 2012 T"., B CMJIA OT 21.12.2012T".)

§ 119. (1) Cnen 2 suyapu 2013 1. IpoU3BOAUTENNUTE, BHOCUTEINUTE U THPTOBLMTE HA €IpPO C
akTUBHM BenlecTBa nogasaT B MAJI B cpok 10 2 mapt 2013 r. 3asBineHue U JOKYMEHTH 3a BIIMCBAHE IO pelia
Ha 4. 1676.

(2) TlpousBoauTEnUTE W BHOCHUTEIUTE, KOUTO Ca MPOM3BEXKAAIU WIM BHACSUIM AKTUBHU
BEIECTBA BH3 OCHOBA Ha M3JajJeHUTE UM a0 2 sHyapu 2013 r. paspemienust 3a MpoU3BOACTBO/BHOC, HE
3aIIamar Takca 3a BIIMCBAHETO UM B PETUCTbHpa Mo wi. 167T.

(3) Ho 2 mapt 2013 r. numara 1o an. 2 OChIIECTBSIBAT ACHHOCTH MO MPOU3BOACTBO M BHOC HA
aKTHBHHM BEIIECTBA Bb3 OCHOBA HA W3/a/ICHUTE UM pa3pelleHts 3a IPOU3BOICTBO/BHOC.

§ 120. JIumara, KOMTO OCBIIECTBSABAT MOCPEAHUIECTBO B 00JIACTTA HA JICKAPCTBEHUTE MPOTYKTH
U ca 3all04Halu cBOsiTa AeWHOCT npeau 2 ssHyapu 2013 r., ce perucTpupar pH yCIOBHTA U IO PEAa HA UJl.
212a B cpok g0 2 mapt 2013 1.

§ 121. 3amoyHanute 10 BJIM3AaHETO B CHJIA HAa TO3WM 3aKOH MPOLEAYPH 3a paspeliaBaHe 3a
ynotpeba ce T0BBPIIBAT MPU YCIOBUATA U IO pea, MPEIBUICHHU B HETO.

§ 122. (1) IIpurexkaTenure Ha pa3penicHHs 3a yrnorpeda He MpHiIarat CUCTeMa 3a YIpaBJICHHE
Ha pucka o wi. 192, an. 1, 1. 2 3a nekapcTBEHU MPOAYKTH, HA KOUTO Ca U3JaJICHU pa3pelieHus 3a ynorpeda
npeau 21 romam 2012 r., OCBEH B clTydauTe 1o ai. 2.

(2) 3nbaHuTeNHATA areHus 1o JIeKapcTBaTa MOXKeE /1a HAJIO0XKH 3a/IbJDKEHUE Ha MPUTEKATEIs
Ha paspelieHue 3a ynorpeba aa cb3ajae U J1a mpujara CUCTeMa 3a YIpaBleHHE Ha PUCKa, KOraTo MPeleHH,
4e 3a JaJeH JEKapCTBeH MPOAYKT MMa OMACeHHs, KOMTO MOTraT Ja OKakaT BIMSHUE Ha CHOTHOIIECHHETO
non3a/puck. B To3u ciyuait MAJI u3nckBa oT mpuTexaTelis Ha pa3pelieHueTo 3a ynorpebda Jia npeacTaBu u
opoOHO ONMCAaHKME HA CUCTEMAaTa 3a yNpaBJIeHHE Ha PUCKA, KOSITO Bh3HAMEPsBa Ja BbBEJEC 32 ChOTBETHHSA
JIEKapCTBEH MPOIYKT.

(3) B caywaure no an. 2 MAJl nucmMeHO yBenomsiBa INPUTEXKATENs] HAa Pa3pPEIICHUETO 3a
ynoTtpeba, Karo TOCOYBAa MOTHBUTE 3a HallaraHETO Ha 3aJbJDKEHHETO M CpOKa 3a TpEeACTaBsHE Ha
NOJPOOHOTO ONUCAHKE HAa CUCTEMATa 3a yIpaBlIeHUE Ha PUCKA.

(4) B 30-mHeBeH CpoK OT TOJy4aBaHE Ha YBEAOMJICHHETO MO all. 3 TPUTEKATEISAT Ha
paszpelieHueTo 3a ynorpeda Moxe na noucka ot MAJI mpenocTaBsHe Ha BB3MOKHOCT 3a MpEACTaBsIHE Ha
nH(pOpPMAaLKs OTHOCHO HAIOXKEHOTO 33 IbJDKEHHE TI0 all. 2.



(5) Cnen mnomyuaBane Ha uckaHeto no ai. 4 MAJI ompenens cpok 3a HpeACTaBsSHE Ha
nH(pOpMaIUATa OT MPUTEKATENS Ha Pa3pEIICHUETO 3a ynorpeoa.

(6) B3 ocHoBa Ha mpexacraBeHata uHpopMmanus WNAJl moxke Aa TOTBBPAM HATOXKEHOTO
3aJIBJKEHUE 110 aJl. 2 WK J1a TO OTMEHHU.

(7) 3mbiHMTEIHATA areHIINA 110 JIEKapCTBaTa YBEIOMIBA IPUTEKATENS 32 B3ETOTO PEIICHUE T10
ain. 6.

(8) Koraro MAJI moTBBpAM 3aIbIDKCHHETO, H3MBIHUTCIHUAT TUPEKTOP CIIYKEOHO H3/1aBa
NPOMsIHA B Pa3pelIeHUeTo 3a ynoTpeda, KaTo BKIOYBA B HETO KAaTO yCIOBHE HAJIOKEHOTO 33bJDKEHUE T10
an. 2.

§ 123. I[lpurtexartenure Ha pa3pelieHUs 3a ynorpeda Ha JICKapCTBEHU MNPOAYKTH, WU3AaJICHU
npeau 21 tonu 2012 r., u3nbaHABAT 3abKeHUETO 10 Wwi. 192, an. 1, 1. 1 cuurtano ot 21 romm 2015 r. unm
OT JaTara Ha IMOJHOBSBAaHE Ha pa3pelICHUETO 3a ynoTrpeda Ha CHOTBETHHUS JIEKAPCTBEH MPOIYKT B
3aBUCUMOCT OT TOBA, KOSl OT JIBETE JIaTH III€ HACTHIIN MO-PAHO.

§ 124. 3anoynanure 10 BIM3aHETO B CUJIA HA TO3HM 3aKOH HEMHTEPBEHIIMOHAIHH NIPOYUYBAHUS CE€
JOBBPIIBAT I10 JIOCETAITHUS PEJ.

§ 125. (1) lo HacTeIBaHe Ha yCJOBUATA M cpoka mo wi. 2, T. 3 o Jupektua 2010/84/EC
MpUTEXKATENIUTE HA pa3pelIeHus 3a ynorpeda u3npamniar chboOIeHUATa 32 CEPUO3HU HEXEJNaH! JIEKapCTBEHH
peakiyy, HaCTBIMIN Ha TepuTopuara Ha PemyOnuka bearapus, no MAJI u no EBponeiickara areHuus o
JIEKapCcTBaTa B CPOK 70 15 AHU OT mOTydyaBaHETO UM.

(2) U3mbnHuTenHaTa areHuus Mo JeKapcTBara NpoBepsiBa U3IMbIHEHUETO HA 33bKEHUETO I10
an. 1.

(3) Korarto croOmieHreTo ce oTHacs 3a cepruo3Ha HeKeJaHa JIEKapCTBeHa peakiivs, HacThIIniIa
Ha TEPUTOpUATAa HA TpeTa Abp)KaBa, NMPUTEKATEIUTE HA paspemieHus 3a ymnorpeba B cpoka mo ai. |
yBeaoMsBaT EBporneiickaTta areHIus 1o jJeKapcTBara.

§ 126. (1) Ilpurexarenute Ha paspeuieHuss 3a ynorpeba momasatr B MAJl nepuomuunu
aKTyaJIM3UpaHH JOKJIagu 3a 0€30MacHOCT B ChOTBETCTBHE C BPEMEBUTE MHTEpBaiu Io wi. 194k, am. 3 3a
JICKapCTBEHUTE MPOAYKTH, HA KOUTO ca M3JaJeHH paspemieHus 3a ynorpeda npeau 21 romm 2012 r. u 3a
KOUTO YecTOoTaTa U JJaTUTe Ha MOoJaBaHE Ha NEPUOJANYHUTE aKTyalIU3UpaHu JOKJIaau 3a 0€30MacHOCT HE ca
BIIMCAHU KaTO yCJIOBUS B Pa3peIlIeHUETO 3a ynoTpeoda.

(2) Paznopenbata Ha an. 1 ce mpuiara 70 onpeaessiHe Ha Ipyra 4ecToTa WM Ha JIPYTH J1aTh Ha
[oJlaBaHe Ha JOKJIaJuTe B pa3pelIeHHeTo 3a ynorpeda WiM 0 ONpeAeIsIHETO Ha JaTh M 4eCTOTa ChIIaCHO
wi. 1941 - 194n.

§ 127. (1) Ilpurexarenute Ha paspelieHds 3a YHOoTpebda MPeaoCTaBsAT MEPUOTUIHU
aKTyaJIM3UpaHu TOKIaIu 3a 6e3omacHOCT 1o wi. 1943, an. 1 B peructbpa no wi. 1943, an. 3 cien uzruuane
Ha 12 mecena oT nmartara, Ha KosATO EBpomeiickara areHIus Mo JieKapcTBaTa OMOBECTH (YHKIIMOHHPAHETO
My.

(2) Jo macThIBaHE Ha CpoKa IO aj. | mpHUTeKaTeTuTe Ha pa3pelIeHus 3a yroTpeda mpecTaBsT
MEePUOANYHUTE aKTyaTH3upaHu Nokaaau 3a 6esonacHocT Ha MAJI u Ha perynaTOpHUTE OpraHd Ha JPYTHTE
JTBbPKABU YICHKH, B KOUTO ChOTBETHHST JICKAPCTBEH MPOYKT € pa3peleH 3a yrnoTpeoa.

§ 128. IlpuTexxaTenuTe Ha pa3pelieHue/ya0CTOBEPEHUE 32 ThProBHs Ha APEOHO C JIEKapCTBEHH
MIPOYKTH B alTEKa WM Aporepus mno wi. 234, aj. 5 noMecTBaT Ha MHTEPHET CTPAHUIATa JIOTOTO 110 4. 234,
aJl. 6 B CPOK JI0 €7Ha TOjiMHAa OT JjaTara Ha MMyOJjMKyBaHe Ha akTa mo wi. 858, maparpad 3 ot Jupextusa
2001/83/EO.

§ 129. U3mpnHUTEIHATA arcHIus 1o JICKapCTBaTa U3BbPIIBA IIBPBUA OJAUT HA CUCTEMATA I10 YJI.



183, an. 1 m usnpama Ha EBpomneilickaTa KOMHMCHS JOKJIAJ C PE3ydTaTUTE OT HEro Hal-kKbCHO A0 21
centemBpu 2013 1.

§ 130. (1) Jo 20 mapt 2013 r. 3anoyHainTe U HEMPUKIIOUMWIN Nponenypu npea Komucusra no
LICHU U peuMOypcupaHe ce JOBBPUIBAT OT Hesl 110 JOCETrallHUs pell.

(2) Caen 1 ampun 2013 r. HenmpukmrouwauTe npoueaypu npen Komucusita mo LeHu u
peumOypcupaHe ce IoBbpuIBAT OT HaimoHaaHHS CBhBET MO LEHUW U peuMOypcHpaHe Ha JIEKapCTBEHUTE
IIPOAYKTH IIPH YCJIOBUATA U TI0 Pella Ha TO3U 3aKOH.

(3) B cpox nmo 31 maptr 2013 r. Komucuara no neHu u peumOypcHupaHe NpeaocTaBs Ha
Hanuonanuust ¢hbBeT NO IIEHW M PeUMOYpCHpaHe Ha JIEKAPCTBEHUTE HPOAYKTH C NPHEMHO-IIpeJaBaTeeH
IIPOTOKOJI 3asIBJICHUATA W JOKYMEHTHUTE, IOAAJEHU 3a MpoLENypuTe MHOo aj. 1, KakTo M apxuBa Ha
HNPUKITIOYUIIUTE TPOLIETYPH.

(4) B cpox go 31 mapr 2013 r. Komucusra mo meHu u peuMOypcupaHe MpenocTaBs Ha
Hanmonanuust cbBeT Mo LEHU U peUMOYypCUpaHe Ha JIEKapCTBEHHUTE NPOAYKTHU C NMPUEMHO-IIPe/laBaTeIeH
IIPOTOKOJI BOJIEHUTE OT KOMHUCHSTA PETUCTPH.

§ 131. (1) o 20 mapt 2013 r. takcuTe 3a TMoJaBaHE Ha 3asABJICHUS 3a YTBBP)KIaBaHE Ha
LIEHHU/TIPEJIeIHN 1IEHHU, PETUCTpUpaHe Ha IIeHHW Ha JIEKAPCTBEHU MPOAYKTH, 32 BKIIOYBAHE, U3KIIOUBAHE WM
IMPOMCHH Ha JICKAPCTBCHU MMPOJAYKTH B ITo3uTuBHUS JICKApCTBCH CIIMCHK CC C"I)6I/IpaT oT MI/IHI/ICTepCTBOTO Ha
3[IpaBeoIa3BaHETO B pa3MepuTe, onpeeieHu B Tapudara mo wi. 21, an. 2.

(2) CproOpanute 10 20 mapt 2013 r. puHaHCOBU cpencTBa IO ajl. 1 ce pa3xonBar 3a JeiHOCTTa Ha
Komucusita no nenn u peumOypcupatne u Ha Komucusra rmo npo3payHocT.

§ 132. B cpok 1o Tpu mecena OT BIM3aHETO B CHJIa HA TO3W 3aKOH MUHUCTEPCKHUAT CHBET IO
NPEe/UIOKEHNE HA MHHUCTBPA Ha 3paBeoOIa3BaHEeTo:

1. onpenens npeacenaress U WwieHoBeTe Ha HanmoHanHus chbBET MO LIEHU U peuMOypcupaHe Ha
JICKApCTBEHHUTE TIPOTYKTH;

2. mpuema YCTpPOWCTBEH MpaBWJIHMK Ha HamMoHamHUs CHBET MO IIEHM U peuMOypcHpaHe Ha
JIEKApCTBEHUTE MPOIYKTH.

§ 133. (1) B cpok nBa mecena OT BJIM3aHETO B CHJia Ha TO3U 3aKOH MUHUCTEPCKHUSAT CHBET
u3MeHs Tapudara mo wi. 21, an. 2.
(2) B cpok g0 1 anpun 2013 r. MuUHUCTEPCKUAT ChBET IpUeMa Hapendara no uwi. 261a, an. 5.

§ 134. 3agpmkenusara mo 4wi. 159, am 4, 4. 168, am. 8, wr. 168a n 16806 3amouBaTr ma ce
W3MBIHSIBAT TPU TOJIWHU CIIe] JaTaTa Ha MyOJIMKyBaHE Ha JIEIETUPAHUTE aKkToBe Mo wi. S4a ot Jlupektusa
2001/83/EO B "Odunmanen BectHUK" Ha EBponeiickus cbio3.

§ 138. 3akoHBT BiIM3a B CWia OT JIeHd Ha oOHapoaBaHeTo My B "JlbpaBeH BECTHUK'" ¢
M3KJIIOYEHHUE Ha!

1. maparpad 9, 1. 1, 6ykBa "a", § 29 - 36, § 38 - 43, § 44 orHOCHO un. 167a, 16706, 1678, 167,
167n, un. 167e, an. 1l man. 2, 7. 1l mwun. 1673, § 65-76,§ 98, 1. 1 u 2, § 101, 1. 1, OyxBu "a" u "6", § 102,
103, 106 - 108, 111, 116, § 117, 1. 1, 6ykBu "a", "e", "x" u "n", xouto BIu3aT B cuia ot 2 sayapu 2013 r.;

2. maparpadu 20 u 117, 1. 2, kourto Bau3ar B cuia ot 1 ampwr 2013 r.;

3. maparpad 44 otHocHo un. 167e, an. 2, T. 2 v an. 3 u 4. 167K, KOUTO BIIKM3a B CHJIA OT 2 FOJIH
2013 r.

IIpexoanu n 3aK/JII0YUTETHE pa3nopeadou



KBbM 3AKOHA 3A IYBJIMYHUTE ®PUHAHCHU

(OBH. - IB, BP. 15 OT 2013 I'., B CWJIA OT 01.01.2014T".)

§ 123. 3akonbT BaM3a B cuia ot 1 suyapu 2014 r. ¢ uzkintouenue Ha § 115, koiTo Bin3a B cuiia
ot 1 smyapu 2013 1., u § 18, § 114, § 120, § 121 u § 122, xouTo Bim3aT B cuia ot 1 ¢pespyapu 2013 r.

IIpexonnu n 3aKJIIOYUTEHA pa3nopeadu
KBHbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A 3JIPABETO

(OBH. - IB, BP. 1 OT 2014 T"., B C1JIA OT 03.01.2014 T".)

§ 18. B cpox mo eaumH Mecer OT BIM3aHETO B CHUJla Ha TO3M 3aKOH MHUHHUCTBHPBHT Ha
3/IpaBEOIa3BaHETO MPHUBEXKAA B CHOTBETCTBHE C HEro Hapemdara mo wi. 221, am. 1 ot 3akoHa 3a
JICKApCTBEHHUTE TIPOTYKTH B XyMaHHATa MEIUIIMHA.

§ 19. 3akoHbT BiM3a B cUJjIa OT JeHS HAa oOHapoaBaHeTO My B "J[bpkaBeH BECTHHK'".

IIpexoanu n 3aKJII0YUTETHE pa3nopeadou
KBbM 3AKOHA 3A UBMEHEHHUE U JOITBJIHEHUE HA 3AKOHA 3A 3IPABHOTO
OCUT'YPSIBAHE

(OBH. - 1B, BP. 48 OT 2015 T".)

§ 46. (1) B cpok 1o Tpu Mecelia OT BJIM3AaHETO B CHJIa HA TO3W 3aKOH MEAUIIMHCKUTE HAYYHU
JpyKecTBa MpeACTaBiIT Ha HalmoHamHUS CHBET MO IIEHH M PeUMOYpCHUpaHE Ha JIKAPCTBEHUTE MPOAYKTH
PBKOBOJICTBATA U AITOPUTMHUTE TI0 Wi. 259, an. 1, T. 4 or 3akoHa 3a JIeKapCTBEHUTE MPOIYKTU B XyMaHHaTa
MEIUIINHA.

(2) Koraro B cpoka 1o aji. 1 MEIMIMHCKUTE Hay4YHHU JIPY’KECTBA HE MPEICTABAT PbKOBOJCTBATA
U anroputMmuTe mo wi. 259, an. 1, 1. 4 or 3akoHa 3a JEKAPCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA,
HarnmoHamHusT ChBET MO IEHHM W peUMOypcHpaHe Ha JIEKAPCTBEHHTE MPOAYKTH OpraHU3Upa TAXHOTO
U3TOTBSIHE OT HAI[MOHAJTHUTE KOHCYJITAHTU WIM OT APYTU METUIIMHCKU CHEIMATUCTH, KOUTO UMAT OIUT B
ChOTBETHaTa 00JacT.

(3) HaimoHamHUAT CHBET MO LIEHW U peuMOypCcHpaHe Ha JIEKaPCTBEHUTE NMPOIYKTH YTBbPHKAaBa
PBKOBOJICTBATA M alTOpUTMUTE 1O Wi. 259, an. 1, T. 4 oT 3akoHa 3a JIEKapCTBEHUTE NMPOAYKTH B XyMaHHaTa
MEIMIIMHA B CPOK JI0 TPU MEceLa OT U3TUYAHETO Ha CPOKa Mo ail. 1.

§ 47. (1) B cpok mo Tpu Mecema OT BIM3aHETO B CHJA Ha TO3HM 3aKOH MHHHUCTBPHT Ha
3[IpaBEOIa3BaHETO U3/laBa HapenOara o wi. 262, ai. 4 oT 3aKoHa 3a JIEKApCTBEHUTE MPOJAYKTH B XyMaHHATa
MeIUIHMHA.

(2) B cpok 10 6 mMecena OT BIM3aHETO B CHJIA HA TO3U 3aKOH B [103UTHBHUS JIEKAPCTBEH CITUCHK
MOTraT Ja C€ BKIHOYBAT JICKAPCTBCHU MPOAYKTH C HOBU MCKAYHAPOAHN HEMMATCHTHU HAUMCHOBAHUA, oe3 Ja €
M3BBPIICHA OLIEHKA Ha 3/{PABHUTE TEXHOJIOTUH.



IIpexoanu u 3aKI0OUYNTETHH pa3nopeaoun
KBbM 3AKOHA 3A JOITBJIHEHUE HA 3AKOHA 3A OIT'PAHUYABAHE HA
AIMUHUCTPATUBHOTO PEI'YJIUPAHE U A/IMUHUCTPATUBHUSA KOHTPOJI
BbPXY CTOITAHCKATA JEMHOCT

(OBH. - 1B, BP. 103 OT 2017 T'., B CUJIA OT 01.01.2018 I".)

§ 68. 3akoHbT BiM3a B cuia ot 1 ssHyapu 2018 .

IIpexonnu u 3aKII0OUNTEHH pa3nopeaoun
KBM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTHU B XYMAHHATA MEJUIIUHA

(OBH. - 1B, BP. 84 OT 2018 I'., B CWJIA OT 12.10.2018 I'.)

§ 70. Pa3pemieHuTe 10 BIM3aHETO B CHJIA HA TO3M 3aKOH KIMHUYHU M3MUTBAHUA C JEKApPCTBEHU
IPOAYKTH, ChIbp)KalllM HAPKOTUYHM BEILIECTBA, C€ IPOBEXKJIAT B JICUEOHUTE 3aBEJCHUSA, 33 KOUTO ca
MIOJIy4Y€HHU Pa3pelIeHMs 3a IPOBEXKIaHE HA CbOTBETHUTE KJIMHUYHU U3IUTBAHUS 110 JOCETalllHUA PELl.

§ 71. (1) MuHUCTBPBT Ha 37paBEOINA3BAHETO ONPEIE/s ChCcTaBa Ha KoMucusTa o wi. 103, an. 1
B CPOK JI0 TPU MECELa OT BJIM3aHETO B CUJIA HA TO3M 3aKOH.

(2) Komucwusita o ui. 103, an. 1 e npaBonpueMHrK Ha Komucusita mo eTuka 3a MHOTOIIEHTPOBH
W3MUTBAHUS.

(3) Komucusra no un. 103, an. 1 naBa cTaHOBUIIA U IO HENPUKIIIOUMIUTE IPOU3BOJICTBA MPEJ
KOMHUCHUUTE 0 €THKA, Ch3JaJICHU KbM JICUeOHHUTE 3aBEICHUS, IO JOCETalllHUS Pe/l.

(4) Ho ompenensHe Ha cbcTaBa Ha Komucusta mo uwi. 103, am. 1 Komucusra mo etuka 3a
MHOT'OLICHTPOBU U3MHMTBAHUS MTPOIBIKABA /1a OCHIIECTBSABA JEHHOCTTA CH 110 JOCETALIHUS PEl.

§ 72. (1) LlenTpanHara KOMUCHS 10 €THKA MpEKpaTsBa JIEHHOCTTA CH CJeJl IPUKIIOUBAHETO Ha
BCUYKHU TIPOU3BOJICTBA, 00pa3yBaHU Mpe]] Hes.

(2) llpencenarensar Ha LlenTpanHaTa KOMUCHS TIO €TUKA MpeJlaBa C IpUEMaTETHO-TIpeAaBaTeleH
MIPOTOKOJ apxuBa Ha LleHTpanHara KOMHCHS IO €THKAa Ha OIpPEIENIEHO ChC 3alOBE]l HAa MHUHHUCTbpA Ha
3/IpaBEeOIa3BaHETO JUITbKHOCTHO JIMIIE OT MHUHUCTEPCTBOTO Ha 3/IpaBEOIAa3BaHETO B CPOK /10 €UH MECEL] OT
MIpEeKpaTIBaHETO Ha JeifHocTTa Ha LleHTpanHaTa KOMUCHS IO €TUKA.

§ 73. (1) PwkoBoauTenuTe Ha JiedeOHHWTE 3aBEJCHUS, B KOWUTO C€ WU3BBPIIBAT KIMHUYHH
W3MUTBAHUA 10 peAa Ha TO3W 3aKOH, ONPEACIIAT JIUIE 3a KOHTAKT B CHOTBETCTBHE C M3UCKBAHUATA HA I
107a B cpok 10 Tpu Mecela OT BJIM3aHETO B cuiia Ha wi. 107a.

(2) Komucunrte 10 €THKa, CH3JAACHH KBbM JICUEOHHUTE 3aBEACHHUS IO JOCETAIlHUSA pef,
MPOJBIKABAT JIa OCBIIECTBIBAT IEHHOCTTA CH JI0 ONpPE/IEIsIHE Ha JIMIIE 32 KOHTAKT 1o wi. 107a, an. 1.

(3) Cnen onpenensHe Ha Julle 3a KOHTAkT 1o wi. 107a, an. 1 ¢pyHKuMHTE HA KOMUCUUTE IO
€TUKa, Ch37a/JICHH KbM JICUeOHUTE 3aBEICHUS 110 JOCETAITHUS PEJl, C€ OCBIIECTBABAT OT JIMIIETO 32 KOHTAKT
o wi. 107a, an. 1, ¢ u3kiIr0UeHHe Ha JaBAaHETO HA CTAHOBUIIE MO WI. 83, KOETO C€ U3BBPIIBA OT KOMUCHUSTA
mo wi. 103, an. 1.

(4) ApxuBHUTE Ha KOMUCHHTE MO €THKA, Ch3/IaJICHU KbM JICUCOHUTE 3aBEACHUS IO TOCETAITHUS
pen, ce mpeaaBaT U ChXpaHIBaT B CbOTBETHOTO JICYEOHO 3aBE/ICHNUE.



§ 74. B cpok mo 6 mecena OT myOJMKyBaHETO Ha cbhboOmieHuneTo mo wi. 82, maparpag 3 ot
Pernament (EC) Ne 536/2014 xIuHUYHWTE W3MHWTBAHUS C€ pa3pelIaBaT M MPOBEKIAT MPH JTOCETAIIHUTE
YCIIOBUSA U pejl, OCBeH B ciaydaute 1o 4wi. 98 ot Pernmament (EC) Ne 536/2014.

§ 75. (1) M3nbiHuTeNHATA areHus MO JieKapcTBaTa Ch3[aBa ClelUaIN3upaHaTa eleKTPOHHA
cucrema o 4i. 2176, an. 1 B ChOTBETCTBUE C HM3UCKBAHUATA HA TO3M 3aKOH B CPOK 10 4 Mecema OT
BJIM3aHETO MY B CHJIA.

(2) IIppBuar Couchbk Ha JIEKAPCTBEHUTE MPOAYKTH, BKItOUeHU B [lO3UTHBHUS JEKapCTBEH
CIHMCBHK, 32 KOMTO € YCTaHOBEH HEIOCTHI Ha Tepuropusita Ha PenyOnuka bbarapus, ce u3rorss mnpu
Cria3BaHe Ha M3HCKBaHUATA Ha Wi. 217B, KaTO HEAOCTUT'BT HA JIEKAPCTBEHU MPOJYKTU CE€ YCTAHOBSBA BbH3
OCHOBa Ha HEOOXOAMMHUTE KOJIMYECTBA 32 33/I0BOJISIBAHE Ha 3/IPAaBHHUTE MOTPEOHOCTH HAa HACENCHHETO 32
Mepuoj OT €IWH Mecell, M3YUCICHH Bb3 OCHOBA HAa CPEJHOMECEYHOTO MOTpeblieHne Ha ChOTBETHHUSA
JIEKapCTBEH MPOIYKT 3a MPEAXOAHUTE 6 Mecela upe3 ClelMaan3upaHara eleKTpOHHAa CUCTEMA 110 peJa Ha
. 2176.

(3) 3a u3roTBsiHE HA IBPBUS CIUCHK 1O Wi. 2178, an. 1 nunpopmanusra no ui. 2176, an. 3, 1. 1 -
3 ce mpenocTaBs 3a MpeaxoJHUTE 6 Mecela OT JeHS Ha Ch3/1aBaHETO Ha ClIeLMaIM3UpaHaTa eJeKTPOHHA
cucteMa 1o ai. 1, KOMTo MmyOJIMYHO Ce OMoBecTsIBa Ha MHTEpHET crpanuiata Ha MAJL. Uudopmanusra ce
IIPEIOCTABs B CPOK JI0 JIBa MECELA OT Ch3aBaHETO Ha CIIELUAIN3UpaHaTa eJIEKTPOHHA CUCTEMa 110 all. 1.

(4) CrimcbkbT o ain. 2 ce usnpainia ot MAJI u Ha Arennus "MutHunm" mo ciryxe0eH pej.

(5) MuHHUCTEpPCTBOTO Ha 37paBeola3BaHETO OKa3zBa chiaelcTBre Ha MAJI mpu ch3raBaHeTo Ha
creluagu3upaHara eJeKTpoHHa cucreMa 1o wi. 2170, an. 1.

§ 76. Ilon3axkoHOBUTE HOPMATHBHM AaKTOBE IO IPWJIAraHETO HAa TO3M 3aKOH CE€ IpHeMar,
CHOTBETHO M3/1aBaT U MPUBEXKIAT B ChOTBETCTBUE C U3MCKBAHUATA HA TO3U 3aKOH B CPOK JI0 TPU Mecela OT
BJIM3aHETO My B CHJIA.

§ 77. llomaneHuTe 10 BIM3AHETO B CUJIa HA TO3M 3aKOH YBEAOMJICHUS 32 M3HOC Ha JICKAPCTBEHU
MPOJYKTH, BKIIOYeHH B [103UTHBHHUS JIEKapCTBEH CIUCHK MO wi. 262, an. 1, ot Teputopusta Ha Pemybnuka
BT)J'IFapI/ISI Cce pasrnemnaT nu I[OB’I)pIHBaT 110 JOoCCralIHusa pCI[.

§ 78. 3akoHBT BAM3a B cWia OT JeHS Ha oOHapojaBaHeTOo My B "Jlbp)kaBeH BeCTHHK" ¢
m3kmoueHne Ha § 5, 8§ 7-12,§ 14-21,8§27-30,8 31, 1.2, §32,8§39-41,§56,§ 60u § 66, 1. 1 -8, 10,
12, 15 - 17, 19 - 22, xouro BiAM3aT B cwia 6 Mecena cliell MyOJMKyBaHe Ha CHOOIIEHMETO MO Wi. 82,
naparpad 3 ot Permament (EC) Ne 536/2014.

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM 3AKOHA 3A BIO/I’KETA HA HAIITMOHAJIHATA 3JIPABHOOCHUI'YPUTEJIHA
KACA 3A2019T.

(OBH. - 1B, BP. 102 OT 2018 I'., B CWJIA OT 01.01.2019T".)

§ 43. 3akonsT Bim3a B cuia ot 1 ssayapu 2019 r., ¢ u3kiItoueHne Ha:

1. maparpad 29, T. 13, 6ykBa "06", T. 14 u 15, § 30 u § 42, T. 2, KOUTO BIM3AT B CHJIA OT ACHS HA
oOHapoBaHETO Ha 3aKkoHa B "JIbpKaBeH BECTHHK";

2. maparpad 28, 1.6 - 12 uT. 14 - 19, § 35, T. 3, ¢ u3KIIOYCHHUE HA YiI. 7a, ai. 4 ¥ 4i. 7B, ail. 4, T.
5u6,1.8-22ut.36-40,§41,1.2-8, 1.9, 0ykBu "a" u "B" u 1. 10, KOUTO BIM3aT B cMiia OoT | ampun
2019 r.;

n,n

3. maparpad 29, T. 5, 6ykBa "a" oTHOCHO mymmuTe "u upe3 OrKeTa HAa MUHUCTEPCTBOTO Ha



3[IpaBEOIa3BaHETO 3a 3aIUIalllaHe HA MEJUIIMHCKUTE W3/EIUsl, TOMOIIHUTE CPEACTBA, MPUCIIOCOOICHHUATA 1
ChOPBKEHUSATA 32 XopaTa ¢ yBpexaanus'", T. 9, Oyksa "a" OTHOCHO AyMHTE "KaKTO W MEIUIIMHCKH U3JCIIUS,
MIOMOIIIHU CPEJICTBA, MPHUCIIOCOOJIEHHUS U ChOPBKEHUS 3a Xopara ¢ yBpexxaanus", T. 9, Oyksa "r'" oTHOCHO
OyMUTe "W TOMOUIHHUTE CpEICTBa, MPUCIOCOOJIEHUATA U CHOPBKEHMSITA 3a XopaTa C yBpeXIaHus"' U
OTHOCHO AyMHUTE "KAaKTO M C JIMLATa, OCBILECTBSBAILM JEHHOCTM IO MPEIOCTaBIHE M PEMOHT Ha
MEIUIMHCKN W3/eNINs, TOMOIIHU CPEICTBA, MPHUCIOCOOJIEHHUSI M CHOPBHKEHHUS 3a XOpa C YBPEXKAAHMUS,
PETUCTPUpPAHU KAaTO THPrOBIM M BIMCAHM B PETUCThPA HA JIMLATA, OCBLIECTBABALIM AECHHOCTH IIO
NPEOCTaBsiHE U PEMOHT Ha IMOMOIIIHU CPEJCTBA, MPUCIIOCOOTICHHUS, ChOPBKEHUS U MEIUITUHCKH U3/1eIHS 3a
xopara ¢ yBpexaanus" u T. 9, 6yksa "a" otHocHO ai. 15, T. 3 u ain. 16 oTHOCHO aymMuTE "KaKTO | C JIHIIATa,
OCBILECTBSBAILM JEHHOCTH IO TPEAOCTaBSIHE M PEMOHT Ha IOMOIIHU CpEACTBA, MPHUCIOCOOJICHHS,
ChOPBKEHUS U MEAMIIMHCKHM M3JENUS 32 X0pa C YBPEXAAaHUS, PETUCTPUPAHU KAaTO THPrOBLUY U BIIMCAaHU B
perucTbpa Ha JMIaTa, OChLIECTBSABAIIM JEHHOCTH IO IMPEIOCTAaBIHE M PEMOHT Ha IOMOIIHHM CPE/CTBa,
IIPUCTIOCOOJIEHUSI, CHOPBHKEHNUS M MEAMLMHCKHM H3JEIMs 3a XOpaTa C YBpPEXKJIAaHUS - 3a 3alllallaHe Ha
MEJUIIMHCKH U3JIeITUsl, TIOMOIIHHA CPEJICTBA, MPUCIIOCOOICHUS U ChOPBKEHHUS 3a Xopa ¢ yBpexaanus'", T. 25,
Oyksa "a" - ain. 1, T. 13 oTHOCHO IyMuTE "MOMOIIHU CPEACTBA, IPUCTIOCOOJICHUS M ChOPBKEHHS 32 XopaTa ¢
yBpexxaanus" u T. 25, 6yksa "0" OTHOCHO aii. 4 OTHOCHO AyMHUTE "H JIMIIaTa, OCHIIECTBABALIN JEHHOCTH IO
NPEOCTaBsIHE U PEMOHT Ha MEIMLIMHCKU U3JeHs, IOMOIIHU CPEJICTBA, IPUCIIOCOOICHNS U ChOPBKEHUS 3a
X0pa ¢ yBpEKJIaHUs, PETUCTPUPAHU KAaTO THPrOBLIM U BIIMCAHU B PETUCTbpA Ha JIMLATA, OCHLIECTBIBAIIU
JIEMHOCTH IO TPEJOCTaBIHE W PEMOHT Ha IOMOIIHU CpEJCTBA, INPHCIOCOOJIEHHS, CBOPBKEHHUS H
MEJIUIMHCKH M3/IEIHS 32 X0paTa ¢ yBpexaanus" U "v IMOMOLIHH CPEJICTBA, IPUCIIOCOOICHHUS U ChOPBKEHHS
3a xopara ¢ yBpexaanus", § 36 u § 37 orHocHo ui. 14, an. 8, T. 2, O6ykBa "06", KouTO BIM3AT B cCHia OT |
anyapu 2020 r.

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM 3AKOHA 3A XPAHUTE

(OBH. - 1B, BP. 52 OT 2020 I'"., B CWJIA OT 09.06.2020 T".)

§ 19. 3akoHBT BAW3a B CHjla OT JiIeHd Ha oOHapoaBaHeTo My B "JIbp)kaBeH BECTHHK" C
M3KIIIOYEHUE Ha pasnopendara Ha 4. 76, ai. 2, T. 2, KOsTO Biau3a B cuia ot 22 deBpyapu 2021 r.

IIpexonnu n 3aKJIIOYUTEHU pPa3nopeadu
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJUIIUHA

(OBH. - JIB, BP. 67 OT 2020 T")

§ 68. B cpok 0 Tpu Mecena OT BJIM3aHETO B CHJIA HA TO3U 3aKOH M3mbaHUTENHATa areHuus 1o
JeKapcTBaTa BIIKMCBAa B peructbpa mno ui. 19, an. 1, 1. 3 pazpemenute 3a ynorpeda mo LEHTpaau3upaHa
mporieaypa JiekapcTBeHH NpoayKTu 1o pena Ha Permament (EO) Ne 726/2004 na EBponelickus mapjiaMeHT U
Ha CpBera.

§ 69. (1) B cpok o Tpu Mecena OT BIM3aHETO B CHJIa Ha TO3U 3aKOH M3MbIHUTENHATA areHIus
0 JIEKapCTBaTa BIKCBA HAIIMOHAJICH HOMEP 3a WACHTUHUKAIMS 1o 4wi. 19, an. 3 Ha BCHUKH JIEKapCTBEHH
MPOAYKTH, BIMCAHU B peructbpa no wi. 19, an. 1, 1. 3.

(2) 3a nexkapcTBEHUTE MPOAYKTH, KOMTO Ca BKJIHOYEHU B [103UTHMBHUSA JIEeKapCTBEH CIUCHK, B
perucTbpa Ha MpENeIHUTE LIEHW U B PErucThbpa Ha MaKCUMAaJIHHMTE MPOJAXHU LieHW W3mbiaHuTenHaTa



areHuus IO JIeKapcTBaTa BIMCBA B perucrepa mo wi. 19, am. 1, T. 3 kaTo HaIMOHAJIEH HOMEp 3a
UACHTU(UKAIHS Ha JICKAPCTBEHUS MTPOAYKT UACHTU(PHUKAIIMOHHHUS HOMEP, IIOCOYCH B ChOTBETHHSI PETUCTED,
BOJIeH OoT HanmoHanHus chBET 1O IIeHU U peMMOypCUpaHe Ha JIGKApCTBEHUTE MPOAYKTH.

(3) B cpok mo 18 Mecelia oT U3THYAHETO HA CPOKA MO al. | MpUTEKATEIUTE HA Pa3pEIICHUS 3a
yImoTpeda OCUrypsiBaT BbBEKIAHETO Ha YHUKAITHUS HAIIMOHAJICH HOMED 3a uiaeHTuduKaus no wi. 19, an. 3
3a BCEKU CBOH JIEKAPCTBEH MPOJYKT KaTO YacT OT MHIAMBUAYAIHUS HIeHTH(UKaMOHeH Oeer mo wi. 68a.

§ 70. (1) 3aBapeHuTe 10 BIM3aHETO B CWJIa HAa TO3M 3aKOH JUIA, KOUTO TMPHUTEXKABaT
€IHOBPEMEHHO pa3pellieHNne 32 ThPrOBUS HA €ApO W Pa3pelieHHe 3a ThProBUs Ha APEOHO C JIEKApCTBEHU
MPOJIYKTH B anTeKa, IPUBEXKAAT AEHHOCTTa CU B ChOTBETCTBHE C U3MCKBaHUATA Ha 4. 195a u 222a B cpok
10 6 Mecelna OT BIIM3aHETO B CHJIa HA TO3U 3aKOH.

(2) Korato B cpoka mo an. 1 JuIeTro He € MpHUBEIO JEeHHOCTTa CH B CHOTBETCTBHE,
M3OBJIHUATENHUAT nupektop Ha MAJl oTHema pas3pelieHueTo, KOeTo € U3aJieHo ¢ mo-KbcHa gata. Korato
BTOpaTa Mo BHJ JCHHOCT € ThPrOBHs Ha JAPEOHO C JIEKAPCTBEHH MPOAYKTH, U3IIBIHUTEIHUAT TUPEKTOP HA
HNAJI oTHema pa3pelieHusATa, U31aJICHU Ha JIUIETO, 3 BCUUKU alTEKHU.

(3) UzuckBanusTa Ha wi. 195a u 222a ce mpwiaraT U 3a MOAAQJICHUTE 10 BIM3AaHETO B CHJIA HA
TO3HM 3aKOH 3asBJICHHS 32 THPrOBUS HA €PO W/UJIU Ha APEOHO C JIEKAPCTBEHH MPOAYKTH.

§ 71. (1) B cpok n0 12 mecena ot BIM3aHETO B CHJIa HAa TO3M 3aKOH HallMOHATHUAT CHBET MO
IeHH M peruMOypcHpaHe Ha JICKApCTBEHHTE MPOAYKTH BIKMCBa HMH(popMmanusra mo wi 2621, am 2 3a
JICKApCTBCHUTC NMPOAYKTHU, KOUTO Ca BKIIIOYCHHU B ITo3utuBHUA JICKApCTBCH CITMCBK.

(2) UsmbiHuTEeNMHATAa areHIMs MO JIeKapcTBaTa MpeAOoCcTaBs HeoOXoaumaTa WHoOpManus Ha
Hanmonanuus cbBeT 1o IIeHW U peuMOypcHpaHe Ha JIEKapCTBEHUTE MPOIYKTH 10 al. 1 B Cpok 110 6 Mecera
OT BJIM3aHETO B CHJIA HAa TO3H 3aKOH.

§ 72. (1) Metonukara no ui. 2276, an. 5 ce u3ziaBa B Cpok J0 6 Mecelia OT BIM3aHETO B CHJIa HA
TO3U 3aKOH.

(2) HanmonanuaTa anrte4yHa kapTa mo wi. 227a, an. 1 ce mpuema B CPOK JO0 €IHA TOAWHA OT
BJIM3aHETO B CHJIa HA TO3M 3aKOH.

§ 73. B cpox 10 Tpu Mecena OT BIM3aHETO B CHJIa HAa TO3M 3aKOH YIIPABUTENAT Ha
Hannonannata 371paBHOOCHTYpHTENHAa Kaca MOXKE €IHOKPaTHO Ja ONpelaend HOB pa3sMep Ha
WH/IMBU/IyaTHUTE OCHOBHU MECEYHH 3aIUIaTH Ha AUPEKTOPHUTE HAa PalOHHUTE 3APAaBHOOCUTYPHUTEIHU KacH,
0e3 1a HaaXBBPIII MAaKCUMAJIHUS pa3Mep Ha OCHOBHATAa MECEUYHa 3aljiara 3a CbOTBETHOTO HUBO U CTEIIEH, B
paMKuTe Ha pasxoauTe 3a mepcoHan mo Owompkera Ha H30OK 3a choTBeTHaTa roanHa, HE3aBUCHMO OT
M3BBPIICHUTE WU MPEICTOSAIN YBEINYCHUS HA MECEUHHUTE 3aIUIaTH MPe3 ChOTBETHATA TOAMHA.

§ 78. (1) Tlog3akoHOBUTE HOPMATHUBHMU AKTOBE IO MPUJIAraHETO Ha TO3HM 3aKOH, 3aKOHA 3a
3/[paBHOTO OCHUTYpsIBaHE, 3aKOHA 32 MEIUIMHCKUTE M3JENMs M Ha 3aKOHA 3a XOopaTa C YBPEXAaHUS Ce
pHeMar, CbOTBETHO M3JaBaT U MPUBEXKIAT B ChOTBETCTBUE, B CPOK J0 TPHU MeCela OT BIM3aHETO B CHJIa Ha
TO3U 3aKOH.

(2) Mo mnpuemaHeTo, CBHOTBETHO U3JaBAaHETO, U MPUBEKJAHETO B CBHOTBETCTBHE Ha
M0/I3aKOHOBUTE HOPMATUBHU aKTOBE MO aj. 1 ce mpuiarat AeicTBalUTe MOJ3aKOHOBH HOPMATHUBHH aKTOBE,
JIOKOJIKOTO HE MPOTUBOPEYAT HA ChOTBETHHSI 3aKOH.

PeneBaHTHM aKTOBE OT EBpOHeﬁCKOTO 3aKOHOAATCJIICTBO

QHQEKTI/IBI/I:



JUPEKTUBA (EC) 2017/1572 HA KOMUMCUATA ot 15 cenremBpu 2017 roaumna 3a
nombiHenne Ha JupexktuBa 2001/83/EO na EBpomneiickusi mapiameHT u Ha CbBeTa IO OTHOIICHHE Ha
MPUHIIMIIATE U HACOKUTE 3a Jo00pa MpOM3BOACTBEHA MPAKTHUKA MPHU JIEKAPCTBEHUTE MPOIYKTH 332 XyMaHHa
yroTpeba

JIMPEKTHBA 2012/26/EC HA EBPOIIEMCKHWS TTAPJIAMEHT M HA CBBETA or 25
oktoMBpHu 2012 ronmna 3a usmenenue Ha [(upextuBa 2001/83/EO mo oTHomeHHWe Ha (apMaKOJIOTHIHATA
OIUTETHOCT

JIMPEKTHBA 2011/62/EC HA EBPOIIEVCKUS TTAPJIAMEHT Y HA CBHBETA or 8 touu
2011 romuna 3a m3menenwe Ha JlupextuBa 2001/83/EO 3a yTBBpk)HaBaHe Ha Kojaekc Ha OOmIHOCTTA
OTHOCHO JIGKApPCTBEHU TPOAYKTH 3a XyMaHHa ymoTpeba MO OTHOIIEHHWE Ha MPelOoTBPATSIBAHETO Ha
HABJIM3aHETO Ha (ammuUITUPAHA JICKaApCTBEHN TPOAYKTH B 3aKOHHATA BEPHTa Ha JIOCTaBKa

JIMPEKTHBA 2010/84/EC HA EBPOIIEMCKHWS ITAPJIAMEHT W HA CBBETA or 15
nexemBpu 2010 roauHa 3a U3MEHEHHE MO OTHOIICHHE Ha (hapMaKoJIOTWYHATA OAMTENHOCT Ha JIMpeKTHBa
2001/83/EO 3a yTBBpkAaBaHe Ha Koaekc Ha OOIIHOCTTa OTHOCHO JICKAPCTBEHW MPOAYKTH 3a XyMaHHA
ynoTpeba

JIMPEKTHBA 2005/36/EO HA EBPOIIEMCKHS TTAPJAMEHT U HA CBBETA or 7
centemBpu 2005 rorHa OTHOCHO NMPU3HABAHETO HA MPO(HECHOHATHUTE KBATH(PUKAIIUN

JUPEKTHBA 2005/28/EO HA KOMUCUSTA ot 8 anpun 2005 rogrHa OTHOCHO OTIPECIISTHE
Ha TPUHIMIHA U TOAPOOHM HACOKM 3a JoOpa KIMHMYHA IMPAaKTHKa IO OTHOIICHHWE Ha JIEKapCTBEHHUTE
MPOAYKTH 3a XyMaHHa ymorpeda, TpeaHa3HAYCHH 3a U3CJIC/IBAaHE, KAKTO WM W3HUCKBAHHITA OTHOCHO
M3/IaBaHETO Ha PA3PELINTENIHO 3a MPOU3BOICTBOTO MIIM BHOCA HAa TAKUBA MPOIYKTH

JIMPEKTHBA 2004/27/EO HA EBPOITEMCKWS ITAPJJAMEHT Y HA CBHBETA ot 31 mapr
2004 romuna 3a m3menenwe Ha JlupextuBa 2001/83/EO 3a yTBBpk)HaBaHe Ha Koaekc Ha OOmIHOCTTA
OTHOCHO JIEKapCTBEUTE MPOAYKTH 32 XyMaHHa yroTpeda

JIMPEKTHBA 2004/24/EO HA EBPOITEMCKWS ITAPJTAMEHT 1 HA CHBETA ot 31 mapr
2004 romuna 3a m3Mmenenwe Ha JlupextuBa 2001/83/EO 3a yTBBpXKHaBaHe Ha Kojaekc Ha OOHIHOCTTA
OTHOCHO JICKapCTBEHU MPOIYKTH 32 XyMaHHA ymorpeba, MO0 OTHOIICHHE Ha TPATUIIMOHHUTE PACTUTEIHU
JICKAPCTBCHH MPOTYKTH

JIMPEKTHBA 2004/10/EO HA EBPOIIEMCKUS TTAPJJAMEHT U HA CBBETA or 11
despyapu 2004 romgrHa OTHOCHO XapMOHHM3UpPAHE HA 3aKOHOBWTE, MMOJA3aKOHOBHTE M aJIMHUHUCTPATUBHHUTE
pasmopendu, CBBp3aHM C TpUIAraHeTO Ha NPUHLUIUTE Ha Jo0pa jabopaTopHa TpakTHKa H
BEpUPUIIMPAHETO HA TIXHOTO TMpWIAraHe MPU HM3MUTBAHHMS HAa XUMHUYECKH BellecTBa (KoauuIupaHa
BepCHs)

JUPEKTHUBA 2003/63/EO HA KOMUCHUSATA ot 25 rouu 2003 roguHa 3a U3MCHCHHE Ha
Hupextusa 2001/83/EO na EBpomnetickust mapinameHT 1 Ha ChBeTa 3a BbBEXKAaHE Ha KoJiekc Ha OOnHOCTTa
OTHOCHO JIEKapCTBEHUTE MPOAYKTH 32 XyMaHHa yrnoTpeda

JIMPEKTHBA 2001/83/EO HA EBPOIIEMCKHS TTAPJAMEHT U HA CBBETA or 6
HoemBpu 2001 roauHa 3a yTBBbpXKAaBaHe Ha Kojaekc Ha OOIIHOCTTa OTHOCHO JIEKApPCTBEHU NMPOAYKTH 3a
XyMaHHa yrnoTtpeoa

JIMPEKTUBA 2001/20/EO HA EBPOIIEMCKIUS TTAPJIAMEHT U HA CBHBETA ot 4 anpun
2001 roguHa OTHOCHO COMIKaBaHE Ha 3aKOHOBUTE, MOJI3aKOHOBUTE M aJIMUHHUCTPATUBHHUTE pa3nopendu Ha
JTBbPKABUTC-WICHKH OTHOCHO TMPHJIAaTaHETO Ha J00para KIMHWYHA TPAKTHKAa TPH TPOBEKITAHETO Ha
KIIMHUYHU W3MUTBAHUA HA JIGKAPCTBEHU MPOAYKTHU 32 XyMaHHa yrorpeda (0TM.)

JUPEKTHUBA 93/16/ENO HA CBBETA ot 5 anpun 1993 romwHa OTHOCHO YIIeCHSBaHE
CBOOOJHOTO JBMKEHHE Ha JIEKapUTE€ U B3aUMHOTO MpPHU3HABAHE HAa TEXHUTE TUIUIOMH, YIOCTOBEPEHHUS U
Apyru oUIMATTHE JOKYMEHTH 32 podecnoHaina Kpaaudukamnus (0T™.)

JIUPEKTHBA 89/381/CEE HA CBBETA ot 14 1onu 1989 r. pasmmpsBamia IoJIETO Ha
npuioxenue Ha aupektuu 65/65/ENO u u 75/319/EMO 3a cOnmkaBaHETO HAa 3aKOHOBHUTE, IOJJ3aKOHOBUTE



U aJIMUHHCTPATUBHHUTE PA3MOpeON OTHOCHO JIEKAPCTBEHUTE CPEICTBA M NPEABIDKAANIA CICIHATHH
pasnopeadu 3a MEIMKaMEHTHUTE TTOJIYYEHHU OT YOBEIIKA KPBB WJIH Tu1a3Ma (OTM. )

JUPEKTHUBA 89/105/EMO HA CBBETA or 21 pekemBpu 1988 rommHa OTHOCHO
MPO3pPavyHOCTTa HA MEPKUTE, PETYJMpPAlld [IEHUTE Ha JIEKAPCTBEHU NPOIYKTH 3a yHnorpebda OT YOBeKa H
BKJIFOUBAHETO UM B 00XBaTa Ha HAIIMOHAHUTE CUCTEMHU 32 3[JPaBHO OCUTYPsIBaHE

JUPEKTHBA HA CbBETA 87/18/EHMO ot 18 nexemBpu 1986 roamHa 3a XapMOHH3UpPaHE Ha
3aKOHOBUTE, MOJ3aKOHOBUTE W aJMUHUCTPATUBHUTE pa3nopendu, OTHACIIIM Cc€ A0 MpHIaraHeTo Ha
MPUHIMITATE Ha no0paTa mabopaTopHa MpakTHUKa U MPOBEpKAaTa HA TAXHOTO MPHUJIAraHe KbM aHAIH3UTE Ha
XUMHUYECKU BeIIecTBa (0TM.)

JPEKTHUBA 85/433/EMIO HA CBBETA ot 16 centemBpu 1985 rogauna 0OTHOCHO B3aMMHOTO
NpU3HAaBaHE Ha JUIUIOMH, YAOCTOBEPEHUS W JpyrH O(QUIMATHU JOKYMEHTH 3a mpodecHoHaHa
kBanpukanuss B oOmactra Ha ¢apMmanuara, BKIIOYBAIlA M MEPKU 3a YIECHSBaHE JEHCTBUTEIHOTO
yIpaXHsBaHE HAa MPABOTO HAa YCTAaHOBSBAaHE IO OTHOIICHWE HAa OIpPEIENICHH ISHHOCTH B O0JIacTTa Ha
dhapmarnusara (0TM.)

BTOPA JTUPEKTHMBA HA CBBETA 75/319/EMO ot 20 maii 1975 roauna 3a cOIMKaBaHETO
Ha 3aKOHOBUTE, IMOJ3aKOHOBH M aIMUHUCTPATUBHH PA3NOPEA0N OTHOCHO JIEKAPCTBEHUTE CPEACTBA (OTM.)

Perjaamenrn:

JAEJIETUPAH PETJIAMEHT (EC) 2017/1569 HA KOMUCHUSATA ot 23 maii 2017 ronuna 3a
nombiHenne Ha Permament (EC) Ne 536/2014 na EBponeiickus napiameHT u Ha ChbBeTa 4pe3 onmpeessiHe
Ha MPUHLUIMN U HACOKM 3a J100pa MpOM3BOJCTBEHA NMpaKTHKA MPHU U3MUTBAHU JIEKAPCTBEHU MPOAYKTH 3a
XyMaHHa yroTpeda 1 Ha pa3nopendu 3a NpoBeXk/1aHe Ha MHCIIEKIIUU

JNEJIETUPAH PET'JIAMEHT (EC) 2016/161 HA KOMUCHATA ot 2 okromBpu 2015 roguna
3a nomreiBane Ha [Qupextusa 2001/83/EO na EBponeiickust mapaameHT u Ha CbBeTa 4pe3 yCTaHOBSIBAaHE Ha
NOJpOOHM IIpaBMJa 3a IOKa3aTeNIUTe 3a 0e3011acCHOCT, IMOCTAaBEHU BBPXY OINAKOBKATA Ha JIEKAPCTBEHUTE
MPOAYKTH 32 XyMaHHa ymnoTpeba

JAEJIETUPAH PEI'JIAMEHT (EC) Ne 1252/2014 HA KOMUCUATA ot 28 maii 2014 ronuna
3a nombiHenue Ha Jupextuna 2001/83/EO na EBponeiickust mapnameHT M Ha ChBeTa MO OTHOILIEHUE Ha
MPUHLMIIATE U HACOKHUTE 3a J00pa IMpOW3BOJACTBEHA IpPAaKTHKa 3a AaKTUBHU BEILIECTBA 3a JIEKAPCTBEHU
IPOAYKTH 3a XyMaHHa ynoTpeoda

PETJIAMEHT (EC) Ne 536/2014 HA EBPOIIEMCKUS ITAPJIAMEHT U HA CHhBETA or 16
anpwi 2014 roguHa OTHOCHO KJIMHMYHUTE M3MMTBAHKS Ha JIEKAPCTBEHH MPOIYKTH 3a XyMaHHa ynotpeoda, u
3a orMsiHa Ha Jupextusa 2001/20/EO

PEI'JTAMEHT 3A U3ITBJIHEHUE (EC) Ne 520/2012 HA KOMUCHATA ot 19 ronu 2012
rofMHa OTHOCHO W3BBPIIBAHETO Ha JeHHOCTUTE B o0iacTTa Ha (apmakoJoruyHaTta OJIUTEITHOCT,
npensuaeHu B Permament (EO) Ne 726/2004 na EBpormeiickus mapiamenT U Ha CpBera U B JlMpeKTHBa
2001/83/EO na EBponeiickus mapiameHT 1 Ha ChBeTa

PETJIAMEHT (EO) Ne 469/2009 HA EBPOIIEMCKU S I[TAPJIAMEHT 1 HA CHBETA ot 6
Maii 2009 roamHa OTHOCHO cepTHdUKaTa 3a JAOMBIHUTEIHA 3aKpuja Ha JICKAPCTBEHUTE IPOIYKTH
(koauduurpana Bepcus)

PEI'JIAMEHT (EO) Ne 1234/2008 HA KOMUCHATA ot 24 noemBpu 2008 roguHa OTHOCHO
pasriexJaHeTo Ha MPOMEHUTE B YCIOBUATA HA pa3pelIeHMATA 3a ThPIOBUS C JIEKAPCTBEHU MPOAYKTH 3a
XyMaHHa yrnoTpeba 1 BeTepUHapHU JIEKApCTBEHU IPOAYKTH

PETJIAMEHT (EO) Ne 1394/2007 HA EBPOIIEMICKUS TTAPJIAMEHT U HA CBHBETA or
13 HoemBpu 2007 ronyrHa OTHOCHO JIEKAPCTBEHUTE INPOIYKTH 32 MOJEpPHA Tepamus U 33 U3MEHEHHE Ha
Hupextusa 2001/83/EO u na Pernament (EO) Ne 726/2004

PETJIAMEHT (EO) Ne 1901/2006 HA EBPOITEMCKMS ITAPJJAMEHT U HA CBHBETA or



12 nexemBpu 2006 roguHa OTHOCHO JIGKAPCTBEHUTE MPOJYKTH 3a MEeAUATpPUYHA YIIOTpeda U 32 U3MECHEHUE
Ha Permament (EMO) Ne 1768/92, upextusa 2001/20/EO, dupextua 2001/83/EO u Pernament (EO) Neo
726/2004

PEIJIAMEHT (EO) Ne 726/2004 HA EBPOITIEMCKUS IIAPJIAMEHT 1 HA CBBETA or 31
Mapt 2004 roauHa 3a ycTaHOBsiBaHE Ha mporenypu Ha OOIIHOCTTa 3a pa3peliaBaHe W KOHTPOJ Ha
JIEKapCTBEHH MPOYKTH 32 XyMaHHA U BETepUHApHA yrmoTpeda u 3a ch3aBaHe Ha EBporielicka areHIus 1o
JeKapcTBara

PEI'JTAMEHT (EO) Ne 1085/2003 HA KOMUCHUATA ot 3 ronu 2003 roawmHa OTHOCHO
MPOy4YBaHE HA M3MEHEHUSATA B YCJIOBHSATA Ha Pa3pelIMTEIHUTE 3a ThPrOBUS C JEKAPCTBEHU IPOAYKTH 3a
XyMaHHa ynotpeda ¥ BeTepHUHApHU JICKapCTBEHU MPOAYKTH, momnaaany B ooxsara Ha Pernmament (EMO) Ne
2309/93 na CwBera (0TM.)

PEI'JIAMEHT (EO) Ne 1084/2003 HA KOMUCHUISATA ot 3 rouu 2003 roauHa OTHOCHO
MpPOyYBaHE HA WM3MCHCHUATA B YCIIOBUATA HA DPA3pPEHICHUTA 32 THPTOBUS C JICKAPCTBCHH MPOAYKTH 32
XyMaHHa yrnoTpeba M BETepHUHAPHU JIEKAPCTBEHHU MPOAYKTH, MPEAOCTaBSIHU OT KOMIIETEHTEH OpraH Ha
JbprKaBa-uieHKa (0TM.)

PETJTAMEHT (EO) Ne 847/2000 HA KOMMUCHUATA ot 27 ampun 2000 roawnHa 3a
yCTaHOBSIBAHE Ha pa3nopeAlduTe 3a MpHiiaraHe Ha KpUTEpHHTE 3a 00O3HauaBaHE HA JIEKApPCTBEH MPOAYKT
KaTo JIGKapCTBEH MPOAYKT-CHUpPAaK M 3a ONpelesiHE Ha TMOHATHATA '"MOAOOEH JIeKapCTBEH MPOIYKT' u
"KJIMHAYHO TIPEBB3XO0JICTBO"

PEI'JTAMEHT (EO) Ne 141/2000 HA EBPOIIEVMICKU S ITAPJIAMEHT U HA CBhBETA ot 16
nekeMBpu 1999 roguna 3a iekapcTBaTa cupanu

PEI'JIAMEHT HA CBBETA (CsBera na EBponeiickara O6urHocT) Ne 2309/93 ot 22 ronu
1993, c koiiTo ce ycraHoBsiBa pebT B OOIIHOCTTA 32 U3JJaBaHE pa3pelIUTEIHU (JIMLIEH3U) U YIPaKHSABaHE
HAJ30p HaJ JIEKapCTBEHH CPEICTBA M3MOJI3BaHM B XyMaHHATa W BETepUHApHATa MEIUIIMHA, U C€ Ch3/laBa
EBponeiicka Arennus 3a Onenka Ha JlekapctBenu Cpejctsa (0TM.)

PEI'JTAMEHT (EHMO) Ne 1768/92 HA CbBETA ot 18 roau 1992 roguHa 0THOCHO Ch3/1aBaHETO
Ha cepTU(UKAT 3a JOIMBIHUTETHA 3aKPHIIa Ha JIEKAPCTBEHUTE MPOYKTH (OTM. )



