YMBAN » KAHEB -

YHUBEPCUTETCKA MHOIOMNPO®UITHA BOJTHULIA
3A AKTUBHO JIEYEHWE ,KAHEB* A}

Ysx. Ne 5,04 /1108 2005 r.

A0 NPUTEXATEJIMTE HA
PA3PEIIEHUE 3A ThbPT'OBUS
HA EJIPO C IEKAPCTBEHHA
INPOAYKTH, ITOJIYYEHO I10
PEJIA HA I'/TABA JIEBETA OT
3JIIIXM

ITOKAHA

3a Ipe/cTaBsHe Ha oepTH 3a JOCTaBKa Ha JIEKAPCTBEHH MTPOIYKTH,
BKIIOYeHH B CriMChbKa 110 w1.266a, ain.2 oT 3aKoHa 3a JIEKapCTBEHUTE MPOIyKTH B XyMaHHATa
MeIUIIHA

YBAKAEMU JAMU U T'OCIIOJIA,

Ha ocHoBanme wun.266a, am.2 or 3akoHa 3a JE€KapCTBEHHTE MPOAYKTH B XyMaHHATa
MenunuHa | wi. 156 or Hapen6a Nel0 ot 17 Hoemspu 2011 r. 3a yciioBHsTa B peia 3a JIEYEHHE C
HepaspelleHH 3a ynorpeba B Pemy6iuka Bbirapus jiekapcTBEHH NMpPOIYKTH, NMPUJIAraHM M3BBH
YCJIOBHSATA HA Pa3peIICHUETO 3a ynoTpeda, ¥ JIeKapCTBEHHU NPOILYKTH 3a ChCTpajaTesHa yrnorpeda,
KaKTO M 3a yCJIOBHMATA U Pe/ia 3a BKIIOYBAHE, IPOMEHHU, H3KIIOUBAHE U JOCTAaBKa HA JIEKAPCTBEHH
NPOJYKTH OT CHHCBKA IO 4wi. 266am ail. 2 oT 3akoHa 3a JICKapCTBEHHTE MPOAYKTH B XyMaHHATa
MEIUIIAHA,

Ywmbai , Kanes“ AJl - rp. Pyce OTIIpaBsi HACTOsIlaTa TOKaHa 3a MpeACcTaBsHe Ha opepTH 3a
M0CTaBKa Ha JICKAPCTBEHH MPOMYKTH ¢ MEXIYHAPOJIHO HEMATEHTHO HAUMEHOBAaHHE, BKIIFOUEHH B
CIMCHKA 10 WI.266a, ai1.2 0T 3aKoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHATA MEAUIIHHA, KAKTO
cienBa:

50mcg/ml solution
1| NO2ABO3 |Fentanyl for injection, amp. 4000 amp.
2ml
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1. U3HCKBaHHS KbM yYACTHHIIHTE:

IIpuTexarenyu Ha pazpelieHne 3a THProBUs HA €IpO C JIEKAPCTBEHH MPOIYKTH, TOJYyYEHO 10
pena Ha I'maBa gmeseta or 3JIIIXM. V4yacTHHK 4yXIECTpaHHO JHMIE MOKE Ja NPHTEKABa
pa3peuieHre 3a ThProBUS Ha €IpO ¢ JIEKApCTBEHH MPOIYKTH, H3AaJ€HO OT CHhOTBETHHS
PEryJIaTOpEeH OpraH, ChIJIACHO 3aKOHOAATEJICTBOTO HA AbP)KaBaTa, B KOATO € yCTAHOBEH.

B ciyyaid, 4e ThpProBebT Ha €APO ¢ JIEKAPCTBEHHU MIPOLYKTH MMaa CKJ1aJ0BH MOMEIICHHUS Ha
TepuTopHsiTa Ha PenyOiuka bearapus, To TOM criejBa Ja npuTeXkaBa paspelieHHE 3a ThProBHs,
u3nanexso ot MAJL

2. Cpabp:kanuero Ha oeprara:
- MexnynaponHo HenarentHo HaumMenoBanue (INN) Ha aKkTMBHOTO BeIIECTBO,
JeKapcTBeHa ¢popMa u pa3(acoBka;
- Tbproecko HauMeHOBaHHE Ha JIEKAPCTBEHUS MIPOIYKT;
- Bux Ha nexapcrBenara ¢popma M KOJMYECTBOTO Ha aKTMBHOTO BEIECTBO B J030Ba
eAUHUIA;
- IlpousBomguren;
- KomnyectBo B e1Ha omakoBka;
- EnvnHM4YHA nleHa Ha JIeKapCTBEHHs NPOJYKT 3a €MH Opoii B OBJIrapcKH JIeBa;
- Cpoxk 3a nocraska;
- Cpok 3a BanuaHOCT Ha npejcTaBeHara opepra — MuHMMYM 30 KaJeHIapHU JHH;
- Jlpyru, 1o npeneHka Ha opepenra;
- Ilpunoxenwus:
e JlokymeHTH, IOKa3BaIlH 0€3aCHOCTTA Ha JIEKAPCTBEHHUS IIPOYKT;
e JIoKyMEHTH, JI0Ka3Ballld Ka4eCTBOTO Ha JIEKAPCTBEHHMS IIPOLYKT;
e JloxymeHTH, 10Ka3BaIlH e(UKACHOCTTA HA JIEKAPCTBEHHS IIPOIYKT;
- IIsnHOMOIIHO, TIpU T01aBaHe Ha OGepTa OT YITEIHOMOIIEHO JIHIIE.
* Ocdeprarta He MOXKe J1a ce peUIara BbB BAPUAHTH.

3. VYcaoBus u pejq 3a npeacTaBsine, pasriekaaHe H olleHKa Ha odepTuTe:

3.1.  Odepture, n3rorsenu npu yciuosusra u no peaa Ha 3EJIEIT ce moxasar Ha email:
irina.georgieva@hospitalruse.org,;

3.2.  Cpoxk 3a mpezacrassse Ha odpepra — 10 14.08.2025r.

*He ce pasenescoam oghepmu, nonyuenu uzevH onpedenenus 6 HaCmosuama NOKAHA CPOK.

3.3. OuensBane Ha nomy4yenure opepru: Komucusita no wi.4, ai. 1, onpeznesena no pena
Ha Hapen6a NelO ot 17 HoemBpu 2011 r. Ha M3 u36upa 3a u3mbiIHuTEN odeprara Ha ThProBell Ha
€IpO € JIEKaApCTBEHH MPOIYKTH, IIPH yCIOBUATA TOCOUYEHHU B Wi.156. ain. 4 ot Hapenba NelO ot 17
HoemBpu 2011 r. na M3. Pesynratute oT paboTaTa Ha KOMHCHSATAa C€ OTpassiBaT B MPOTOKOIL,
KOHTO c¢ MOANMMCBA OT BCHYKH WieHOBe. KOMHCHSITA KilacHpa y4YacTHHI[MTE, KaTo Pasriekaa
IPENCTaBeHUTe 0QEPTH, YCTAHOBSBA CHOTBETCTBUETO UM C M3MCKBAHUATA HA BB3JIOXKATENS U U
OLICHSIBA CBITIACHO KPUTEPUHUTE 3a OLICHKA.

*Ha ocnosanue un. 156, an. 3 om Hapeoba Nel() om 17 noemepu 2011 2. na M3, ne

nooaedcam Ha pasenedcoane ogepmu, KOUmo ne 0meo8apam Ha UUCKEAHUAMA HA HACMOAAMA
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NOKAHA UNU CA C UBMEKAA 6ANUOHOC.

3.4. Kputepust 3a OlleHKa: HKOHOMHUYECKH Haif-H3r0/IHA odepra, onpeseneHa Bb3 OCHOBA
na KPUTEPUS “HAM-HUCKA LIEHA”.

B cnydait Ha opepupane Ha eqHAKBHU KpaiiHH L€HH 3a JIEKPCTBeH MPOIYKT OT JBaMa HIIH
[IOBCYE YYaCTHHIIM, KIACHPaHETO CE€ W3BLPIIBA IPH ChoOpassBaHe Ha CICIHUTE aclleKTH Ha
o(epTUTe: OpraHM3aHUaTa HA JOCTABKATA MU Ka4yecTBOTO, 6€30MacHOCTTa M/UJIH €(pUKACHOCTTA
Ha JICKApCTBEHUSI ITPOJIYKT.

4. OcraTrbyeHn CPOK Ha rOAHOCT HA JIEKaAPCTBEHUHA NPOAYKT: KbM JaTaTra Ha
HU3BBPIIBAHE HA JJOCTaBKaTa, JIOCTABEHUSIT JIEKApCTBEH IIPOJAYKT CJI€ABA Jia € C OCTAaThUEH CpOK Ha

TOOHOCT HE MO-MaJIKO OT 1 /enHa/ 1

3ajin4yeHo HA
OCHOBaHHe 4J1.37

3011

3A U3I1. ATUPEKTOP: ..

J-p llBeran IaHeB — na OCWUI/ZS.OIZS 3
e B P
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