_N,\MVM bAJ : KAHEB -
YHUBEPCUTETCKA MHOI'OFIPOCDVIHHA EOHHMLlA

3A AKTNBHO NEYEHWE ,KAHEB" ALl

N3x. Ne 1530/24.08.2026 .

A0 IMMPUTEXKXATEJIUTE HA
PA3SPEIIEHMUE 3A TbPI'OBUSI
HA EJIPO C JIEKAPCTBEHHU
MNPOAYKTH, NIOJYYEHO 110
PEJIA HA I'V/IABA IEBETA OT
3JIIIXM

MOKAHA

3a PEJICTaBsiHE Ha O(EPTH 3a J0CTaBKa Ha JISKAPCTBEHH MTPOILY KTH,
BKJIFOUeHH B Crinebka no wi.266a, an.2 oT 3aKoHa 3a JeKapcTBEHHUTE IIPOAYKTH B XyMaHHATa
MEIMIUHA

YBAKAEMHU JAMHU U I'OCTIOJA,

Ha ochHoBanme wi.266a, an.2 ot 3akoHa 3a JIGKAPCTBEHHTE MNPOJAYKTH B XyMaHHaTa
meauiuHa 1 4. 156 ot Hapenda Nel0O ot 17 noemspu 2011 r. 3a ycnosusTa v pesia 3a JIe4eHHUE ¢
HepaspemeHu 3a ynotpeba B PenyOnuka Bbiarapus nekapcTBeHW NPOAYKTH. NPUJIAraHd H3BbH
YCIIOBHSTA HA pa3peleHHeTo 3a ynoTpeda, H JeKapCcTBeH! NPOJYKTH 3a CheTpajaTesHa yrnorpeoa,
KaKTO U 3a YCJIOBHSATA M pejla 3a BKIIOYBAHE, MPOMEHH, H3KIKOYBAHE U J0CTABKA HA JIEKAPCTBEHU
IPOAYKTH OT CIHCHKA Mo 4. 266a, an. 2 o1 3akoHa 3a JIeKapCTBEHUTE IIPOJIyKTH B XyMaHHaTa
MeIHIIHHA,

YMBAIJI ,,KaneB™ AJl - rp. Pyce ornpassi HacTosiata nokaHa 3a npejcraBsine Ha odepTu
3a JIOCTABKa Ha JIEKApCTBEHH MPOJYKTH ¢ MEK/YHApOJIHO HEMaTEHTHO HAMMCHOBAHUE, BKIIIOUYCHH
B CIIMCBbKa Mo 41.266a, an.2 oT 3akoHa 3a JICKApCTBEHUTE NMPOAYKTH B XyMaHHATa MEHIMHA,
KaKTo Ccjie/1Ba:
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50mcg/ml solution

1 NO02ABO3 Fentanyl for injection, amp. Opoi 2000
2ml

1. H3HcKBaHHSA KbM YYaCTHHIHTE:

[lpuTeskaTed Ha pa3pelieHHe 3a ThProBus Ha €po C JIEKAapCTBEHHU MPOIYKTH, I0TY4ICHO 110
pera Ha I'naBa naesera ot 3JIIIXM. VYwuacTHHK 4yKISCTPAaHHO JIMLE MOXKE 12 NPHTEKaBa
paspellieHMe 3a THPrOBMS Ha €Ip0 C JIEKapCTBEHH TNPOAYKTH, HM3IaJ€HO OT ChOTBETHHA
perynartopeH opras, CbIJlaCHO 3aKOHOJATEJICTBOTO Ha JIbp)kaBaTa, B KOATO € yCTaHOBCH.

B ciyyaii. ue THProBesT Ha epo ¢ JIEKaPCTBEHH NPOIYKTH MMaa CKIIaJI0BH NMOMEIICHHS Ha
teputopusTa Ha Penybiauka bwiarapus, To Toi ciienBa Aa MpuTekaBa paspellieHHe 3a ThpProBus,
usnanexno ot MAJL

2. Cubabpxanuero Ha opeprara:
- Mexaynapojano HenateHTHO HaumeHoBaHue (INN) Ha aKTHBHOTO BEIIECTBO,
nekapcTBeHa gopma;
- TbproBcko HaMMeHOBaHHWE HA JICKAPCTBEHUS MPOIAYKT:
- Bunx nHa nexapctBenara opMa M KOJMYECTBOTO HA aKTHBHOTO BELIECTBO B J1030Ba
e/MHUIIA;
- Ilpomssoauren;
- KonunyecTBo B e1Ha onakoBka;
- Enuanyna nena na nexkapcTBEHMS NMPOJYKT 32 MEpHA eMHHUIA B OBJIrapcku jieBa
oe3 JUIC, cwots. ¢ Bki. JUIC:
- Cpox 3a jlocTaBka;
- Jlpyru, o npeuenka Ha opepeHra;
- ITenHoMOMmIHO, Npy noaaBaHe Ha odepTa OT YIIBIHOMOLIEHO JTHIIE.
* Ocpeprara He MOKe J1a ce mpe/ulara BbB BApHAHTH.

3. VYcioBus u pei 3a npeacraBsiHe, pasriex/IaHe H OUEHKA HAa opepTHTe:
3.1.  Odeprure, usroreenu npu yciosusTa u no pena na 3EJIEIT ce nogasar Ha email:
yoana.adzhamova@hospitalruse.org;

3.2.  Cpoxk 3a npezcrassse Ha opeptd — 10 31.08 .2026 T.

*He ce paszenescoam oghepmu, noryuenu usevi onpeoeienus 6 HACMoAUAmMa NOKAna Cpox.

3.3. Cpok 3a BaImaHOCT Ha mpejcTaBeHuTe odepru: 60 /miectaeceT/ KajeHIapHH [HH,
CUMTAHO OT KpaiHaTa j1aTa 3a 1nojaBaHe Ha oepTH;

3.4. OuensiBane Ha nonyyennte odepru: Komucnsra mo wi4, a. 1, onpeaenena mo peaa
Ha Hapenba NelO ot 17 noemspu 2011 r. Ha M3 u36upa 3a u31baHKTEN odepTara Ha TbpProBel] Ha
€pO € JIEKapCTBEHH NPOAYKTH, [IPH yCIOBUATA NocoyeHu B 4wi.1506. an. 4 or Hapenba NelO ot 17

noemBpu 2011 r. na M3. Pesynaratute ot paborata Ha KOMHCHSITA C€ OTpa3siBaT B MPOTOKOIL,
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KOWTO Ce MOJANMCBA OT BCHMUKM wieHoBe. KommucusaTa KiIacHpa y4acTHHIIMTE, KaTo pasriexia
npeIcTaBeHUuTe O(epTH, yCTAHOBSIBA CHOTBETCTBUETO MM C M3MCKBaHHMsATA HA Bb3noxurens v ru
OIIEHsBA CBIVIACHO KPUTEPHUTE 32 OICHKA.

*Ha ocnosanue un. 156, ar. 3 om Hapeooa NelO) om 17 noemepu 2011 2. na M3, ue
noonescam Ha pasenedcoane ogrepmu, KOUmo He 0meo8apsam Ha USUCKEAHUSMA HA HACMOSUWama
NOKAHA WU €A C U3MEKA 6ANUOHOCT.

3.5. KpuTepusr 3a oneHka: MKOHOMHYECKH Hail-u3rojHa odepra, ornpe/esieHa Bb3 OCHOBA
na KPUTEPUS “HAM-HUCKA I[EHA”.

B ciyyail Ha opepupane Ha eIHAKBH KpaiHH LIEHH 3a JEKPCTBEH MPOAYKT OT ABaMa HITH
IOBEYC YYACTHHIIH, KJACHPAHETO C€ M3BbpIIBAa IpH CboOpa3sBaHe Ha CICIHWUTE acClEeKTH Ha
obeprHTe: OpraHM3alysITa Ha JOCTABKATA MITH Ka4eCTBOTO, OE30MacCHOCTTa W/1iK eduKacHOCTTa
Ha JIEKApCTBEHUS TPOAYKT.

4. OcrTarbueH CPOK HA FOAHOCT HA JICKAPCTBCHHUS NPOAYKT: KbM JlaTaTa Ha
H3BBpPUIBAHEC HA JOCTaBKaTa, JOCTABCHUAT JICKAPCTBEH MPOAYKT CJIE/ABA Jila € C OCTaTh4Y€H CPOK Ha

FOJIHOCT HE IT0-MaJjKo OT | /CI[Ha/ roavuHa.

ITpunoxenue 1: O6pasen Ha [Ipeuioxkenune 3a U3MIbIHEHHE

B0k
3ajn4eHo Ha
OoCHOBaHHe 41.37

N3I1. IMPEKTOP: 3011
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