HAPEJIBA Ne 4
ot 16 maii 2018 1.
3a YCJIOBHUSITA M pe/ia 32 YHUIII0KABAHETO, MPepadoTBAHETO WJIHM U3I0J3BAHETO 32 IPYrd
1eJIM HA JIEKAPCTBEHUTE MPOAYKTH

Pazgen 1
OO0 MoJI0KeHUS

Y. 1. C ta3u Hapenda ce onpeessaT YCIOBUATA U PEIBT 32 YHHUIII0)KABAHETO, TPEPadOTBAHETO
WJIM U3MOJI3BAHETO 32 JIPYTH LI HA JIEKaPCTBEHUTE IPOAYKTH.

Y. 2. (1) Ilo pena Ha Ta3u Hapenda mojajexaT Ha YHMILO)KaBaHE JIEKAPCTBEHU NPOAYKTH,
KOUTO ca:

1.c U3TEKBI CPOK Ha FOJIHOCT;

2.B HECHOTBETCTBHE C M3MCKBAHMSITA 32 KQ4eCTBO, €(UKACHOCT M 0€30MacHOCT;

3.c MpOMEHEH BBHIIEH BHJI, ChCTaB WM CBOMCTBA MOpaay HECHa3BaHE HA TEXHOJOTMYHUS
PEXKUM WM HETPABWIIHO ChbXPaHEHUE;

4.HEyCBOCHH KOJIMYECTBA OT JICKAPCTBEHU MPOAYKTH 32 KIIMHUYHO M3IUTBAaHE, KOUTO HE ca
W3TETJICHU OT BB3JI0KUTEIIS;

5.¢hanmuBy UM C HEYCTAaHOBEH MPOU3XO/I;

6.0THETH B I0J13a Ha JbprKaBaTa.

(2) JlexapcTBeHHTE MPOAYKTH, KOUTO MOJJIEkKAT HA YHUIIOKAaBaHe, IPEICTaBIsIBAT OTHAIbIU
nmo cMuchia Ha § 1, T. 17 OT AOMBIHUTEIHUTE pa3nopeadON Ha 3aKoHA 3a YIpaBJCHHE Ha
ornmaabiute (3YO0).

(3) JlekapctBeHuTe NpPOAYKTH MO ail. 1 ce cbXpaHABAT OT TEXHUTE MPUTEKATEITH 10
OCUTYpsIBaHE Ha MPEAABAHETO UM 3a YHUIIIOKAaBaHE WK pepaboTBaHe.

(4) JlexapcTBeHUTE MPOAYKTH MO al. | ce ChbXpaHABAT B TEXHUTE OMAKOBKU IPH CIIa3BaHE Ha
yKa3aHUATA 332 CbXpPaHEHHE, TOCOYCHU OT MPOU3BOIUTEISL.

(5) OmakoBkHuTE OT JIEKAPCTBEHH MPOJIYKTH, MEIUIMHCKUTE W3JAENIUs W MaTepHalluTe,
W3MO0J3BaHM NPU MPUTOTBIHETO M MPUJIATAHETO Ha JIEKAPCTBEHUM MPOJIYKTH, KAKTO H
HEYNOTpeOEHUTE KOJIMYECTBA OT TSIX, KIIaCU(PHUIIMPAHHU KaTO OMAaCceH OTHaabK Mo peaa Ha Hapenbda
Ne 2 o1 2014 r. 3a kmacudukamus Ha ornagbiute (B, 6p. 66 oT 2014 1.), ce chXpaHsIBaT B MSICTOTO
3a TIPEJABApHUTEIIHO ChXPaHSIBAHE Ha OMACHU OTIAIBIM HA JICUEOHOTO 3aBEICHHUE OTIEITHO OT
JPYTUTE OMACHU OTHAIBIM 0 TAXHOTO IpelaBaHe 3a yHUIOXkaBaHe 1o pena Ha 3YO.

(6) JlexapcTBeHUTE NPOIYKTH, OTIHYCHAaTH Ha IMAlMEHTH 3a JIOMAIIHO JIEYEHHE, KOUTO ca
KIacu(UIMpPaHN KaTo onaceH oTnaabk no peaa Ha Hapenda Ne 2 ot 2014 1. 3a kiacudukanus Ha
OTMAABLIUTE, KAKTO M OIMAKOBKHUTE OT TAaKHBa JICKAPCTBEHHU MPOAYKTH CE€ BPBINAT B OOJTHUYHATA
anTeKka Ha CHOTBETHOTO JIeYeOHO 3aBe/IeHWE U Ce ChXpaHsIBAaT B MSICTOTO 3a MPEABAPUTETHO
ChbXpaHsSBaHE Ha OMACHU OTMAAbLIKA Ha JIEYEOHOTO 3aBEACHHE OTACIHO OT JPYrUTe OMAacCHU
OTHaAbLHU 0 TSIXHOTO MpeJaBaHe 3a yHUI0kaBaHe 1o peaa Ha 3YO.

(7) OnacuuTe oTmamblld MO ajl. S u 6 ce mpeAaBaT 3a YHUINOKaBaHE Hal-MajKO JBa IMbTH
CEJIMUYHO.

Y. 3. He ca npenmer Ha Ta3u Hapenoda:

1. oTmagbIHWTEe OT JEKAPCTBEHHW TMPOAYKTH, OOpa3yBaHH OT JIOMAaKWHCTBAaTa, KOUTO HE
MPEACTABIISIBAT OMACHU OTIAIBIM IO CMUCHJIA HA § 1, T. 12 OT MOMBJIHUTETHUTE paznopeadn Ha
3YO u ce ynpansBaT 110 pea Ha Hapeaoute o wi. 22, an. 1 ot 3YO;

2. JIEKapCTBEHUTE MPOAYKTH, ChIAbPKAIIM HAPKOTHYHH BEIIECTBA MO CMHUCHIA Ha 3aKOHA 3a
KOHTPOJI BbPXY HAPKOTUYHUTE BEIIECTBA U MPEKYPCOPUTE.

Y. 4. 3a0pansiBa ce Ha MPUTEKATEITUTE HA JIEKAPCTBEHUTE MPOAYKTH 10 WI. 2, aj. 1:



1. U3XBBPIIAHETO HA JIEKAPCTBEHU MPOAYKTHU IO Wi. 2, ajl. | B chJi0Be 32 OUTOBU OTHAABLIN;

2. CMECBAHETO, BKIIOYUTEITHO Pa3peKIaHETO, HA JIEKAPCTBEHU MPOIYKTH 10 Wi 2, al. 1 ¢ npyru
JIEKapCTBEHH MPOIYKTH, BEIIECTBA W/WIM OTIAbIIM OCBEH B CIydyauTe, KOraTo TOBa Ce€ M3UCKBA
OT TEXHOJIOTHATA 32 MpepaboTBaHe Wi 00e3BpEeKIaHE;

3. chbXpaHsABaHETO Ha JIEKAPCTBEHU MPOAYKTH IO WiI. 2, ai. | Ha OTKpHUTO.

Y. 5. (1) TeproBunte Ha €apo, BHOCUTEIUTE U POU3BOJAUTEINTE C€ 3aIb/KABAT J1a IpUeMar
0e3 3ariamaHe OT ThProBLUUTE Ha JApeOHO, JieueOHUTE 3aBeleHHs U MUHHCTEPCTBOTO Ha
3JIpaBEOIa3BaHETO JCKAPCTBEHUTE MPOAYKTH IO Wi. 2, ail. 1, KOUTO ca OWiM TOCTaBeHH OT TSX, U
7la TY 3asBSIBAT 3a YHUIIIOKaBaHe B 6-MeCceueH CPOK OT JaTaTa Ha MoJyyaBaHe.

(2) 3a nmpemaBaHEeTO M TPUEMAHETO CE€ CHCTABsl MPUEMHO-TIPEAABATEIICH MPOTOKOI B JBa
eK3eMILIsIpa — M0 €IMH 3a JIBETE CTPaHH, KOUTO Ce€ 3abJIXKaBaT J]a CbXPaHsBAT IPOTOKOJIA 332 CPOK
TPH TOJIUHHU.

Yua. 6.(1) 3abpansiBa ce yHHILIO)XXKAaBaHETO Ha TepuTopusTa Ha PenyOnuka bobiarapus Ha
JIEKapCTBCHH MPOIYKTH 10 Wi. 2, ai. 1, T. 1 — 4, KOUTO KbM JlaTaTa Ha JIOCTABKa/TIOCTABSHE TI0]]
ChOTBETEH MUTHUYECKH PEXKUM WM HampaBleHHE ca OWIIM C OCTaThYeH CPOK HA TOJHOCT, MO-
MaJbK OT €/IHA JIeCeTa OT IbJIHUS CPOK Ha TOAHOCT.

(2) JlexapctBeHuTe NPOAYKTH MO aji. | ce wu3HAcAT OT CTpaHaTa 3a CMeTKa Ha
BHOCHTEIISI/TOCTABYMKA UM HE IMO-KBCHO OT 6 Mecella OT M3THYAHETO Ha CPOKA MM Ha TOIHOCT.

(3) JlexapcTBeHuTe IPOAYKTH MO all. 1 ce U3HACAT OT CTpaHaTa MpH yCIOBUATA U MO peja Ha
Pernmament (EO) Ne 1013/2006 na EBpomeiickusi mapnament 1 Ha CwBeta ot 14 1onu 2006 r.
OTHOCHO IIPEBO3M Ha OTIAIBIU (CHEIUATHO OBJITapCcKo u3aanue, riaasa 15, tom 16) u 3YO.

Paznen II
YHuoxkaBpane Ha JIeKapCTBeHH MPOIYKTH

Y. 7. (1) JlekapcTBeHUTE NMPOIYKTH MO 4YiI. 2, al. 1 ce YHHILOXKaBaT 4pe3 OMOJI30TBOPSBAHE
i obe3Bpexxaane B Permyonuka bearapus camo B 00eKTH, 32 KOUTO € U3AaJIeH TOKYMEHT I10 HJI.
35, an. 1 ot 3YO 3a gelHOCT 1O ONOI30TBOPSIBAHE ,,U3IIOJI3BAHE HA OTMALBLUTE MPEJUMHO KaTO
TOPUBO WJIU APYT HauuH 3a nonydaBaHe Ha eHeprus (R1)“ mo npunoxxenue Ne 2 xpm § 1, T. 13 ot
JTOMBIHUTETHUTE pasnopenou Ha 3Y O unu AeiHOCT o 00e3Bpexkane ,,HazeMHo uzrapsiae (D10)
no npuwioxkerre Ne 1 keMm § 1, T. 11 ot gombnauTenHuTe pasnopendou Ha 3YO.

(2) JlekapcTBeHUTE MPOAYKTU MO 4Wi. 2, al. 5 U 6 ce yHUIIOXKaBaT upe3 00e3BpekIaHe B
PenyOnuka bbarapus camo B 00€KTH, 32 KOUTO € U3/1aJeH JOKYMeHT 1o ui. 35, an. 1 ot 3YO 3a
neiHocT mo obe3Bpexaane ,,HazeMHo u3rapsHe (D10)“ mo mpunoxenne Ne 1 koM § 1, 7. 11 ot
JOMBJIHUTETHUTE pasnopenou Ha 3YO.

Y. 8. (1) OTroBopHH 3a OCUTYpsIBAaHE Ha YHUIII0KABAHETO HA JIEKAPCTBEHUTE MPOAYKTH T10 UJI.
2,an. 1, T. 1 — 4 ca TeXHUTE 3aIBUTEIIN.

(2) PernonannuTe 3apaBHA MHCIEKIWH, HA YUSATO TEPUTOPHUS Ca YCTAHOBEHM JIEKAPCTBEHHUTE
MPOJIYKTH 1O Wi. 2, an. 1, T. 5, B 10-1HEBEH CpOK OT MOJTydyaBaHe Ha pa3MopeXIaHeTo 1o 1wi. 18, air.
2 ot Hapen6a Ne 9 ot 2008 r. 3a ycrnoBusTa M pefa 3a OJOKHpaHe M U3TEIJISIHE HA JIEKApCTBEHU
MPOAYKTH, NOKA3aJId HEChOTBETCTBHE C M3MCKBAHMITA 3a KAueCTBO, 0€30MacCHOCT U e(hUKACHOCT
(B, Op. 45 ot 2008 r.) yBeAoMsBaT NUIlaTa, YUATO COOCTBEHOCT Ca WJIM B YHETO IAbp)KaHE ce
HaMUPAT JIEKApCTBEHUTE MPOIYKTH, Y€ ciIe/iBa Aa M0JaaT 3asBJICHHE 3a YHHUILIOKaBaHe 110 pe/ia Ha
ui. 9.

Y. 9. (1) [Ipu Hanuuue Ha HSIKOE OT ycloBuUATa Mo 4Wi. 2, an. 1, . 1 — 5 3agBurenute B
HIECTMECEUYEH CPOK IMOJaBaT A0 W3MBJIHUTENHUSA JUPEKTOp Ha M3nmbiHUTENHATa areHius Mo
nekapctBara (MAJ]) upe3 nupekTopa Ha CbOTBETHATA peruoHaiHa 3ApaBHa uHcneknus (P31), na
YUSITO TEPUTOPUS CE€ HAMUPAT JIEKAPCTBEHUTE MPOAYKTH IO Wil. 2, ai. 1:



1. 3asiBieHuUe 3a yHHUIIIOKaBaHe 10 oOpa3zell chriacHo mpuioxkenue No 1;

2. 3a110BeJ1 Ha 3asBUTENS 3a U3BbpPIIBaHE HA OpaKyBaHe Ha JIEKAPCTBEHUTE IPOAYKTH, YKa3Ballla
U JIMaTa, OTTOBOPHU 33 OPTaHU3HpaHe Ha YHUIIOKABAHETO 110 00pasel] ChIIIacHoO Mpuiioxenue No
2,

3. 10roBOp 3a YHUIIOKABaHE HA JIEKAPCTBEHUTE MPOIYKTH C JIULIE, IPUTEKABAIIO JOKYMEHT 110
yi1. 35, ain. 1 ot 3YO;

4. DOKYMEHT 3a IUIaTeHa AbpKaBHA Takca 1o wi. 29 ot Tapudara 3a TakcuTe, KOUTO ce ChbOupar
OT OpraHMTE Ha JIbP’KAaBHUA 3[PAaBEH KOHTPOJ U HAIIMOHAJIHMUTE LIEHTPOBE I10 MPOOJIEMHUTE Ha
00I1I1eCTBEHOTO 3/paBe Mo 3akoHa 3a 3apaseto (/IB, op. 83 oT 2007 1.).

(2) 3a nexapcTBEHUTE MPOAYKTH IO wi. 2, an. 1, T. 4 u 5 B 3asBieHueTo no ai. 1, T. 1 He ce
MOCOYBAT 1I€Ha U 00I11a CTOMHOCT Ha JIEKAPCTBEHUS MIPOTYKT.

(3) B 3-n1HeBeH Cpok OT MOCTBhIBAaHE Ha AoKyMeHTHUTE 1o an. 1 P3U, Ha uusaTo Tepuropus ce
HaMUpaT JIGKAPCTBEHUTE MPOAYKTH 3a YHHUIIO)KaBaHE, M3MCKBA CTAHOBHUIIE OT CHOTBETHATa
peruoHaJiHa MHCIEKIMS 110 OKOJHAaTa cpela U BOJUTE U aKO € HEOOXOAMMO — OT ChOTBETHATa
pernonanHa aupekius Ha MBP.

(4) PernonannaTa MHCTIEKIIMS IO OKOJIHATA CPEJla M BOJUTE U peruOHaIHaTa Aupekius Ha MBP
W3TOTBAT CTAHOBHILA B 3-IHEBEH CPOK OT MOCTHIIBaHE HA JOKYMEHTHUTE IO aj. 3 U H3Opamat
craHoBuiara B P3U.

(5) B 10-1HeBeH cpok OT mojy4yaBaHEe Ha cTaHOBHINIATA 1o al. 4 chorBeTHaTa P3U u3BbpIIBa
MIpOBEpKa M U3/1aBa CTAHOBHIIIE 33 YHHUIIIO)KABAaHE Ha JIEKAPCTBEHH MPOAYKTH IO 00pa3ell ChIIacHO
npunoxenue Ne 3.

(6) B 5-mHeBeH CpoK OT M3IaBaHe HAa CTAHOBUINETO MO ajl. 5 choTBeTHarta P3U m3mpaina
ciyxe0Ho B MAJI nokymenTute o ain. 1 3aeHO ¢bc cTaHOBHINATA MO al. 4 U 5.

(7) 3asBuTenuTe ca 3aabHKEHU J1a IPEIOCTABAT U AOMBIHUTEIHA HHPOpManus (cepTudUKaTH,
yIIOCTOBEpPEHHE 32 BHOC, MICMa 3a BOJISITA HA IapUTENs, IPOTOKOIM 32 KIMHUYHU M3MUTBAHUS U
np.) mpu mouckBaHe oT crpaHa Ha WMAJl 3a ycraHoBsiBaHe HayMHA Ha NpUIOOMBaHE Ha
JIEKapCTBEHUTE MIPOILYKTH.

Y. 10. (1) Usonbnuurennust nupexktop Ha MAJI n3naBa nucMeHa 3amoBe; 3a YHUIIO)KaBaHE Ha
JIEKapCTBEHUTE MPOJIYKTH B IBYMECEUEH CPOK OT MPEAOCTaBsIHE Ha HHpOpManusATa 1o wi. 9, ai. 6
u.

(2) B 3amoBenTa 3a yHUIIOXKaBaHE Ha JIEKAPCTBEHU MPOJAYKTH Mo wi. 2, an. 1, T. 1,2,3 u 6 ce
MIOCOYBAT:

1. 3a9BUTEIIAT;

2. HaMEHOBaHME Ha JIEKapCTBEHMs MPOAYKT, JeKapcTBeHa ¢GopMa U KOJMYECTBEHO
ChJIbPKaHUE Ha JIEKAPCTBEHOTO BEILECTBO;

3. mapTuaeH HOMeED;

4. HauMeHOBaHHE Ha TPOU3BOJUTEIIS;

5. OCHOBaHUE 3a U3BBPIIBAHE HA YHUIII0KABAHETO;

6. HaYMH Ha YHUILOXKaBaHe M MH(OpMAalMs 3a WHCTAJAlMATA, KBAETO e ObJie W3BBPIIECHO
YHHILI0’KABAHETO;

7. nuuarta, KOMTO I11€ IPUCHCTBAT Ha YHUILIOKABAHETO;

8. CpOK 3a U3BBPIIBAHE HAa YHUI[OKABAHETO.

(3) B 3anoBeara 3a yHMIIO)KaBaHE Ha JIEKAPCTBEHM MPOMYKTH MO wi. 2, ain. 1, . 4 u 5 ce
MOCOYBAT:

1. 3a9BUTEIIAT;

2. OCHOBaHHE 32 U3BBPIIBAHE HA YHUI[0’KABAHETO;



3. HAQUMH HA YHUIIOXKaBaHE U MHGOpPMAIUs 3a MHCTAIALUATA, KbJETO 1€ ObJe MU3BBPIICHO
YHUIIIOKABAHETO;

4. nuuata, KOUTO IIe MPUCHCTBAT HA YHUIIIOKABAHETO;

5. CPOK 32 U3BBPIIBAHE HA YHUII0KABAHETO.

(4) Ilpn yHuIIOkKaBaHe Ha JIEKAPCTBEHHW MPOAYKTH MO Wi. 2, am. 1, T. 5 3aIbDKUTEITIHO
npuchcTBa HMHCHEKTOp oT P3U, koATO € opranu3upana M3TErNISIHETO M ChbXPAaHEHHETO Ha
KOJMYECTBaTa OT JICKApPCTBEHUTE NPOAYKTU OT OOEKTHTE, Pa3MoJIOKEHH Ha TEpUTOpHUsATa Ha
choTBeTHaTa obmact, mo peaa Ha Hapenda Ne 9 ot 2008 r. 3a ycioBusita u pefa 3a OJ0KuUpaHe u
U3TETJISIHE Ha JIEKApPCTBEHU MPOJIYKTH, [MOKa3alu HEChOTBETCTBHE C M3MCKBAHUATA 32 KAYECTBO,
0€30MacHOCT U e(PHUKACHOCT.

Y. 11. (1) 3anoBexra 3a ynunioxkasane no wi. 10, an. 1 ce usnpama ot MAJI no 3asButens u
1o cpoTBeTHara P31.

(2) Ilpu npenaBaHe 3a yHHILO)KaBaHE Ha JIEKAPCTBEHUTE MPOAYKTH MO 4i. 2, an. 1 Mmexay
3asBUTENS U JIMIATa, MPUTEXKABAIU Pa3pelIeHue 3a JCMHOCTUTE, TOCOUYEHHU B 4. 7, C€ Cra3Bar
n3uckBanusaTa Ha Hapen6a Ne 1 or 2014 r. 3a pena m oOpa3uure, MO KOWTO C€ MPEIOCTaBs
nH(pOpMaIH 3a JCHHOCTUTE TI0 OTHATBIIUTE, KAKTO U peia 3a BoJieHe Ha myonuunau peructpu (B,
op. 51 or 2014 1.).

Y. 12. (1) Cnen u3BbpIlIBaHE HA YHHUIIIOKABAHETO CE CHCTABsI MPOTOKOJI IO 00pa3el] ChriacHO
npusioxkenue Ne 4, KOWTO ce MOANKCBA OT BCUUKH Jiuiia 1o wi. 10, ai. 2, T. 7, CbOTBETHO OT BCHUKHU
nuua o wi. 10, an. 3, T. 4, IpUCHCTBAIN HA YHUIIIOXKABAHETO.

(2) Konne ot mpotokoza o ai. 1 ce usnpama B MAJI u B crorBetnata P31 o un. 10, an. 4 B
CPOK JI0 5 AHH OT U3BBPIIBAHE HA YHUIIIOKABAHETO.

Y. 13. (1) JlekapcTBeHUTE MPOAYKTH MO Wi. 2, ain. 1, T. 6 ce YHHUIIOXKaBaT CIYKEOHO ChC
3anoBe]l Ha U3MbJIHUTENHUA AupekTop Ha MAJI no uckane Ha oprasa, HOCTAaHOBUJI OTHEMAHETO Ha
JIEKapCTBEHHUTE MPOIYKTH B 10132 HA IbpKaBaTa.

(2) Uckanero no ai. 1 ce orpass 1o MAJI B 7-1HEBEH CpoK OT BIM3aHE B CUJIA HA aKTa, C KOUTO
€ TIOCTAaHOBEHO OTHEMAHETO Ha JIEKAPCTBEHUTE MPOAYKTH B 110J13a Ha IbprKaBaTa.

(3) Wsnbnautennuar nupexkrop Ha WAJl m3maBa mucMeHa 3amoBej 3a YHUIIIO)KaBaHE Ha
JIEKApCTBEHUTE MPOAYKTH B ABYMECEUEH CPOK OT I10JJaBaHE HA UCKAHETO M0 ail. 2.

(4) YHumoxxaBaHeTO Ha JIEKAPCTBEHUTE MPOAYKTH MO Wi. 2, ain. 1, T. 6 ce u3BBpIIBA MpU
yCIIOBUSTA HA 4. 7.

(5) Cnen w3BbpIIBaHE Ha YHUIIOXKABAHETO CE€ CHCTaBs MPOTOKOI MO 0Opaser] ChITIACHO
npunoxkenue Ne 4, KOWTO ce MOJANUCBA OT BCUYKHU JIUIA, IPUCHCTBAIA Ha YHUIIOKABAHETO.

(6) JlekapcTBeHUTE MPOAYKTH TIO WiI. 2, ajl. 1, T. 6 ce YHHUIIIOKAaBAT 3a CMETKa Ha HAPYIITUTEIINTE.

Y. 14. (1) Koraro nekapcTBeHH MPOAYKTH 1€ C€ YHHUIIOXKAaBaT M3BBH TEPUTOpUATA Ha
Penyonuka boarapus, 3asButenst mnpemoctaBs B WAJl uHpopmanms 3a ChOTBETHOTO
YHUIIIOKABAHE.

(2) Hndopmanusara mo an. 1 cpabpka HaMMEHOBAHHWE Ha JIEKAPCTBEHUTE IPOIYKTH,
neKapcTBeHa (opMa, MpOU3BOAUTEN, TAPTHUJICH HOMEP, KOIMYECTBO, MPUYMHA 33 YHUI0KABAHETO
Y ChOTBETHUTE U3UCKYEMHU JOKYMEHTH 32 OKOHUATETHO TpeTtupane chriacHo Permament (EO) No
1013/2006 na EBpomneiickust mapnamenT u Ha CbBeta oT 14 toHu 2006 r. OTHOCHO NMPEBO3U Ha
otnageiy u 3YO.

Pazpen II1
IIpepaboTBaHe MM U3MOJI3BaHe 32 IPYTH LU HA JIEKAPCTBEHUTE MPOYKTH



Ya. 15. (1) IlpepaborBaHe Ha JeKapCTBEHUTE MPOAYKTH CE€ M3BBPIIBA CAMO OT TEXHUS
MIPOU3BOUTENl TPH CHa3BaHE HA M3HMCKBaHMATAa Ha JloOpara NpoW3BOACTBEHA IpaKTHKa 3a
JIEKapCTBEHUTE IPOILYKTH.

(2) 3abpansiBa ce mpepaboOTBaHE Ha JIEKAPCTBEHU MPOAYKTH, KOUTO HE Ca CHhXpaHABAHU B
ChOTBETCTBUE C U3UCKBAHUATA, YTBBPJACHU IIPU Pa3peIlaBaHETO UM 3a yIIOTpeoa.

Y. 16. (1) [IpepaboTBane niaw U3MOI3BAHE 32 IPYTH LT HA JICKAPCTBEHUTE MPOTYKTH IO YJI.
2,an. 1, T. 1 —4 ce u3BbpILBa ClIe/ IOJIy4aBAaHE HA pa3pelIeHUe OT U3IbJIHUTEIHNUS JTUPEKTOp Ha
NAIJL

(2) Pa3perenue 3a npepaboTBaHE WM U3IIOJI3BAHE 33 IPYTH LIENU Ha JICKAPCTBECHUTE MTPOIYKTH
MOXKE J1a TONY4YH TNPOU3BOIMTEISAT HA CHOTBETHHUS JIGKAPCTBEH MPOAYKT CIIEJ IOJaBaHE Ha
3asBJICHHE 110 00pa3ell ChbIIIacHO mpuioxeHue Ne 5.

(3) KbM 3asBieHueTo no ai. 2 ce npuiarar u:

1. ciuchbk Ha JIEKapCTBEHUTE NMPOJYKTH, KOUTO 1€ ce MpepaboTBaT WM M3MOJI3BaT 3a IPYru
NN, BKITFOUYUTEITHO MAPTHIHN HOMEPA M KOJIMYECTBA;

2. mapTyHa JOKyMEHTAllMs 32 BCsKa OTAeNHA MapTua;

3. o0sicHUTENHA 3aMnucKa 3a MPUYUHUTE, JOBEIU 0 HEOOXOAMMOCTTA OT MpepadoTBaHE WM
U3II0JI3BAHE 32 IPYTU LeJIU Ha JIeKapCTBEHUTE MPOIYKTHU;

4. o0sicHUTEITHA 3aIMCKa 32 HAYMHA Ha MpepaboTBaHe (TEXHOJIOTUYHA CXEMA);

5. JaHHM OT M3NMTBAHUSA 3a YIOCTOBEpPSBAaHE HA AKTYaJIHOCTTa Ha NMpPEIJIOKEHHUsS HAuuH Ha
npepaboTBaHe;

6. oOsicHMTEeNHa 3amucKa 3a KaKBU JpYrW Lelu Ine ObAaT M3MO0J3BaHM IpepaboTeHuTe
JIEKapCTBEHH MPOAYKTH, BKIIFOUMTEIHO U 3a JIMIAaTa, KOUTO III¢ B3€MaT y4acTHEe B U3IOJI3BAHETO;

7. ApYTH IaHHU, UMAIIY [IPSIKO OTHOIIEHUE KbM ITPpepabOoTBAHETO WM U3MOJI3BAHETO 3a IPYTH
IEJIM Ha JICKApCTBEHHUTE MPOTYKTH.

(4) 3a nexapcTBEHUTE MPOIYKTH MO 4. 2, aji. 1, T. 4 B 3asBIEHHUETO IO aj. 2 HE Ce MO0COYBAT
[IeHa ¥ 00112 CTOWHOCT Ha JIEKaPCTBEHUS TPOJIYKT.

(5) Usnenautennust nupekrop Ha MAJL yTBBpKIaBa ChC 3aloBe/l €KCIEpTHAa KOMHUCHS 3a
OLIEHKA U M3TOTBSHE HA CTAHOBUINE OTHOCHO MPEepabOTBAHETO WM M3IOJI3BAHETO 32 JAPYTH IEIH
Ha JIEKapCTBEHUTE MPOIYKTH.

Yn. 17.(1) B 5-mHeBeH cpok clen MpeACTaBsSHE Ha CTAHOBHMINETO MO 4i. 16, am 5
U3IIBJIHUTENHUAT aupektop Ha MAJI u3aasa paspeleHue 3a npepaboTBaHETO WIIM M3MOI3BAHETO
Ha JIEKapCTBEHUTE MIPOAYKTH 3a JPYTH IeITN WK ITPaBH MOTUBUPAH OTKa3.

(2) C pazpemienuero no aji. 1 uU3NbIHUTENHUAT AupekTop Ha MAJI uma mpaBo ja 1mMocTtaBu
YCIIOBHSI KbM TPEPa0OTBAHETO WIIM M3IIOJI3BAHETO HA JICKAPCTBEHUTE MPOAYKTH 32 IPYTH LETH H
MOJKE J1a OTIpe/IeIN KOMUCHS, KOSITO /1a TPUCHCTBA Ha ITpolieca Ha pepaboTBaHe Ha JIGKAPCTBEHUTE
TIPOIYKTH.

Y. 18. B MAJI ce Boiu oTUeT Ha U3Ja/ICHUTE pa3pelieHus 3a NpepadoTBaHe WU M3I0I3BaHEe
Ha JIEKapPCTBEHUTE MPOAYKTH 32 JPYTH IIEIIH.

JlonbJIHUTETHA pa3nopenda

§ 1. ITo cmuchia Ha Ta3u Hapenada:

1. ,,3agBuTen® € MpOM3BOAMTEN, MPUTEXKATEN HAa pa3pelieHue 3a ynorpeba, mpuTexaresn Ha
paszpelleHue 3a BHOC, IPUTEKATEI Ha pa3pelieHe 3a ThproBUs Ha €pO C JIEKAPCTBEHU MPOTYKTH,
IbpKaBHU OPTaHH WIN JPYTU IOPUINYECKH JIMLA, 32 KOUTO € HACTBIIUJIO HAKOE OT yCIOBHSATA IO
L. 2, an. 1, ¢ U3KII0YeHNe Ha ThPTOBIUTE HA APEOHO C JIEKAPCTBEHU MPOIYKTH.



2., IIpepaboTBaHe‘ Ha IEKApPCTBEHH MPOAYKTH € IEHHOCT, HAaCOUeHa KbM ITPOMSIHA HA TEXHUTE
CBOMCTBAa WJIM CBhCTaB, 4Ype3 KOSITO C€ MPEBPHIIAT B CYpOBHMHHU 3a MPOU3BOACTBO Ha KpalHU
MPOJIYKTH WU B KPaHU MPOAYKTH.

3., Ilputexaren‘ e mMIETO, KOETO € 3aKyNUJIO0, MOJIYYHIIO KaTo JapeHHUEe WU 110 IpYr HauuH,
BHECJIO/IOCTaBUJIO B CTpaHATa WM MPOU3BEINIO JIEKAPCTBEHU MPOAYKTH, 32 KOUTO Ca HACTHIWIN
HSIKOU OT yCJIOBHSTA 110 4JI. 2, ail. 1.

4. ,,YHuloxaBaHe“ Ha JICKAPCTBEHU MPOIYKTH € IMHOCT, KOSITO BOJM 10 TAKOBA U3MEHEHHE B
KOJIMYECTBEHO M KAYECTBEHO OTHOLICHUE, KOETO IMPaBH JIEKAPCTBEHUTE MPOAYKTH HETOJHU 3a
MOCJIEBAIIO M3IT0JI3BaHE UITU MpepaboTBaHe.

IIpexoaHu U 3aKJIIOYNTETHN Pa3nopeadoun

§ 2. Ta3u Hapenda ce u3gaBa Ha OCHOBaHME wi. 274, an. 2 oT 3aKoHA 3a JIEKAPCTBEHUTE
INPOAYKTH B XyMaHHaTa MenuiHa 1 otMeHst Hapenba Ne 28 ot 2000 r. 3a ycioBusTa u pena 3a
YHHIIIOXKAaBaHETO, MPepabOTBaHETO UK M3TIOJI3BAHETO 3a IPYTH 11eJn Ha iekapcTBaTta (/IB, 6p. 106
ot 2000 1.).

§ 3. 3amouHanuTe U HEJOBBPILEHH /10 BJIM3aHETO B CHJIa HA Ta3u Hapeada MpPOM3BOJCTBA 3a
YHUIIIOKaBaHe, MpepadoTBaHE WJIM W3MOJ3BaHE 3a JAPYTH IEJIM Ha JICKAPCTBEHU MPOAYKTH CE
JOBBPIIIBAT I10 IOCETAITHUS Pef.

Munuctsp: Kupnia Anannen
[Tpunoxenue Ne 1
KpM w1. 9, an. 1, 1. 1
Upes
Jlupexropa Ha
Pernonanna 3apaBHa
705 (01 (S N117 5 R
Ho
M3nbiaHuTeIHUS TUPEKTOP HA
M3nbnHuTENHATA areHIus 1o JieKapcTBaTa
3AABJIIEHUE

Anpec Ha ynpaBlieHHUE:
TP./Co veenieeieiieeesieessiieee e e ve e vnny TIOIIICHCKHU KOJT ...\t ... s
[a10) 11170 5 NN SO ,
EUIK: e e

I'-#/r-%0 VB3IbAHUTENEH TUPEKTOD,

Momnst Ha ocHoBanue wi. 10, am. 1 or Hapenb6a Ne 4 ot 2018 r. 3a ycnoBusita U peaa 3a
YHUII[O’KaBaHETO, MPepabOoTBAHETO UK U3IOI3BAHETO 32 APYTH LIEIH Ha JIEKAPCTBEHUTE TPOAYKTH
na ObJIe M3/1a/IeHa 3amoBe]l 3a YHUIIIO)KaBaHE Ha CJICTHUTE JIEKAPCTBEHU MPOTYKTH:

HaumenoBanue|JlekapctBenallIponssoauren|llaprunalKonuuecto|Llenal O61ma
¢dbopma CTOMHOCT




TIOPAIHL .evenvveneeaeeeeeeneeeneenseeneesseenseensesnseseensesseesseensenneens
(npuuuna)
OOLIIA CTOMHOCT: «eueeeeeeeeeeeeeeeeeeeeeeeeeeeaaeeeeeeereeeeaaaeens

[Tpuaram u cieTHUTE TOKYMEHTH:

1. 3amoBe] 3a M3BBPIIBaHE HA OpaKyBaHE HA JICKAPCTBCHHUTE MPOIYKTH, YKa3Balla M JIMIATA,
OTTOBOPHHM 3a OpTaHU3HUpaHe Ha OpaKyBaHETo;

2. IOTOBOp 32 YHHIIO)KAaBaHE Ha JICKAPCTBEHUTE MPOJYKTH C JIUIE, IPUTEKABAIIO JOKYMEHT
o wi. 35, ain. 1 oT 3akoHa 3a ynpaBlieHUE Ha OTHABIIUTE;

3. IOKYMEHT 3a IJIaTeHa IbpKaBHa Takca 1o wi. 29 ot Tapudara 3a Takcure, KOUTO ce crOUpar
OT OpPTaHWTE Ha JIbP’KAaBHUSA 3[[PaBEH KOHTPOJ M HAI[MOHAIHHUTE IEHTPOBE IO MPOOJIEMUTE Ha
OOIIECTBEHOTO 3/7[paBe M0 3aKOHa 3a 3JIPaBEeToO;

Ao e
(Opyeu OonvanumenHu OOKyMeHmu 3a YHuwodcasanemo, usuckanu om HAJI: cepmugpuxamu,
yoocmosepeHue 3a 6HOC, RUCMA 3d 80JIAMA HA OapUumelis, RPOMOKOIU 34 KIUHUYHU USHUMBAHU U
op.).
Jata: ... C yBaxeHnue:

(n
oonuc u neyam)
[Tpunoxxenue Ne 2
KbM WI. 9, an. 1, T. 2
3AIIOBEA Ne .../...

5 2: RO
(HaumenoBaHUe HA 3as8UMEIIS)

Anpec Ha ynpaBIiieHHE:

|y o 4 cSRPRPRPPRRNS § (0111 (51 (6147 ¢ )1 ARIUNUIIIIIN ,

(o103 11170 5 NN SO ,

) 21 0 ST
Jla ce u3BBpPIIN OpaKyBaHETO U OPTaHW3UPAHE HA YHUIIIO)KABAHETO HA CIICIHUTE JICKApPCTBEHU
MIPOYKTH:

Haumenosanue|Jlexapcrsena|lIponssoguten|IlaptuaalKonnuectso|llenal OOmia
dbopma CTOMHOCT

TIOPAMIHL «.nviiieiieiieie ettt et sae e e ,

(npuuuna)

OT CJIETHUTE IbKHOCTHHU JIMLIA:

e s

(ume, hamunus, ONvIHCHOCH)
e et e e are e nbe e ars
(ume, hamunus, ONvIUCHOCH)

B e



(ume, pamunus, ONvbIHCHOCH)

Hara: ................ Ioamnuc: ..................
neyar
ITpunoxxenue Ne 3
KBM 4i1. 9, ai. 5
M3x. Ne ...... N
CTAHOBHMIIE

3a YHHIIOKAaBaAHE HA JICKAPCTBECHU NIPOAYKTH

Ha ocnoBanme 4. 9, an. 5 ot Hapen6a Ne 4 ot 2018 r. 3a yHUII0KaBaHETO, IpepabOTBAHETO
WM M3TIO0JI3BAHETO 32 JPYTH LENN Ha JICKapCTBEHUTE MPOAYKTH U BBB BPB3Ka ChC 3asBICHHE C
BX. No...... [ 5

(HaumeHoBauue Ha
3asaeumesi)
C aJIpeC Ha YMPABICHHE: TP./C. «...cueerveeseeeruereneaeaneey OOIIHAHA oo .tiviieiie e eeeenenne e, YIL/OYIL
.................... NO o B e ey
OerlIe U3BBPILCHA TIPOBEPKA HA ...evvevnenennenen.. T. B 00€KT C JIPEC: TP./C. vevvvineeaeenannee ,
OOIIIMHA .. .veeveverenveaneeneennensy YIL/OYIL totiiiiiiieeieiveeiieeeee ... NO L TIPH KOSITO CE
KOHCTAaTHpa, Y€ JEKAPCTBEHUTE MPOAYKTH, OMHCAHH B 3aSBICHHETO, ChABPKAIIO ....cuvvvenenenn..
Op. TIO3HIIMH HA OOIIA CTOMHOCT ....'vvenreneennennenneannnns JIB., ca HETOHHM 3a yrorpebda mopaau

Hara: ................ [Toanuc:

(Oupexmo

neyar
ITpunoxxenne Ne 4
KbM ui. 12, am. 1
IMPOTOKO.I
3a YHHUIIOKABaHe HA JIEKAPCTBEeHH NMPOAYKTH

(0ama) (MecmonaxodicoeHue Ha
VHUULO0HICABAHEMO)
B M3IIBJIHEHHE Ha 3amoBe Ne .../... Ha U3MbIHUTENHUS JupekTop Ha MAJI komucus B ChCTaB:

L e
(ume, hamunus, OrvocHocm)
2 et e s re e e e e e areenreeas
(ume, hamunus, OnvIUCHOCH)
S e e e e e e are e reere s
(ume, hamunus, ONvIUCHOCH)
MPHUCHCTBA HA YHHIIOYKABAHETO HA JIEKAPCTBEHUTE MPOAYKTH, TOCOUYECHHU B 3aIIOBE/ITA.
IMoanucu:



[Tpunoxenue Ne 5
KBM 4. 16, ai. 2
Ho
M3nbaHuTenHus TMpeKkTop Ha
W3nbaHuTennaTa areHIus
IO JieKapcTBaTa

3ASIBJIEHUE
OT etenteeueeete et e et et et sttt et e bt e bt eatesaeenbeeaeens
(HaumeHOBaHUe HA 3As6UMEIIS)
Anpec Ha ynpasicHHE:
TP./Ceveneeneeiiieieeieieeciese e e e e v ey TIOIEHCKH KOJ .. ... .. ... ,
OOIIIHTHA ... .'viieiiieeeeieieeee e e e e et e e e e e e s e a e et e e e e e e e eaas ,
EUIK: oot e e

I'-#/T-%0 V3bIHUTENICH TUPEKTOD,

Mons Ha ocHoBanue wi. 16, ai. 1 or Hapemba Ne 4 or 2018 r. 3a ycioBusita u pena 3a
YHHUII[0’KaBAHETO, MPepabOoTBAHETO UM U3IIOJI3BAHETO 32 APYTH LIEIH Ha JICKAPCTBEHUTE IPOAYKTU
na ObJie U3a/IeHO pa3pelieHre 3a IpepadoTBaHe WIIM U3IOI3BaHE 32 APYTH 1IN Ha TOCOYCHUTE
JIEKapCTBEHH MPOIYKTH:

Haumenosanue|Jlexapcteena| [Iponsoauren |[laptuna|Konnuecrso|llena| OO61ma
¢dopma u Ne Ha CTOMHOCT
ceprudukar 3a
no0pa
IIPOU3BOJICTBEHA
IIPAKTHKA

OOIIA CTOMHOCT: ..euveeviieeiieeiienieeeenieenieete e sie e sieens

[Tpunaram u cieHUTE TOKYMEHTH:

1. mapTUHa TOKyMEHTAlMs 32 BCSIKA OT/IEHA NapTUIa;

2. obsicHUTeNIHA 3aMlKcKa 3a MPUYMHUTE, JOBEIU 1O HEOOXOAMMOCTTa OT MpepadoTBaHe WU
U3II0JI3BAHE 32 IPYTU LEJIN Ha JIEKapCTBEHUTE MPOIYKTH;

3. o0scHUTENHA 3aMMKCcKa 3a HAYMHA Ha MTpepadoTBaHe (TEXHOJIOTHYHA CXEMA);

4. MaHHU OT M3MUTBAHMA 32 YJAOCTOBEpsIBaHE Ha aKTyaJHOCTTa Ha MPEUIOKEHUS HAaYMH Ha
npepaboTBaHE;

5. oOsicHWTeNHA 3amucKa 3a KakBH JPYrd Ledu e ObJaT M3MOJ3BaHU IpepadoTeHUTe
JIEKapCTBEHH MTPOAYKTH, BKIIFOUMTEITHO ¥ 3a JIMIIaTa, KOUTO IIIe B3eMaT y4acTHe B U3MOJI3BAHETO;

6. ApyTH TaHHH, UMAIIU [PSKO OTHOIIEHHE KbM MPpepaboTBaHETO WIIM U3IOJI3BAHETO 3a IPYTH
IEJT Ha JICKApCTBEHHUTE TPOTYKTH.
Hara: .....cuu.... C
YBAKCHHUE: ..o

(noonuc u neuam)



