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o JO IMPUTEXATEJIUTE
"HA PASPEH_[EHI/IE 3A ThbPTOBUSA HA EAPO C JIEKAPCTBEHHU

HPOAYKTH, HOJYYEHO IIO PEJIA HA I'TABA JEBETA OT

3JIIXM

INOKAHA

3a npejocTansine Ha ogepTa 3a JOCTABKA JIeKAPCTBEHH NPOAYKTH OT
CHHCHKA MO Wi 266a, an.2 ot 3JIIIXM, no pexa na Hapenba Ne
10/17.11.2011 r. na M3

Ha ocriopanue un. 156 u un. 158, an. 1 or Hapen6a Ne 10 o1 17.11.2011r. 5a M3

BOEHHOMEANIOUHCKA AKAJIEMHSI — rp. Codus otnpass
HACTOS111ATa [I0OKaHa 3a MpelocTaBsiHe Ha o(epTH 3a JO0CTaBKa Ha JIEKapCTBEHH
NPOAYKTH ¢ MEXIYHApPOAHO HEMATEHTHO HAMMEHOBAaHHUE, BKIIOUYEHHU B CIIHCHKA
1o 4. 2664, ajt. 2 ot 3JIITXA, KakTo cieaBa:

|
1
JlexkapcTBena opma u

[vicueiyHapoaHo HeMaTeHTHO
i KOJIMYEeCTBOTO HA AKTHBHOTO
nanmvenoBanue (INN) :
: BelecTBO

Ha AKTHBHOTO BCIIEeCTBO [ B 1030Ba eJHHHILA

w?SElution for Injection 50 mcg/ml x 2 ml, |

Fentany]
g amp.

§Solution for injection S0 mcg/ml x 1 ml,
amp.

Sufentanil

Odeprire 3aBIDKATEITHO CIIE/IBA J1a ChIBPIKAT ClleHaTa HH(POpMAIIH:

1. Meuciynapoano HenaredTHO HauMeHoBanue (INN) Ha akTHBHOTO BEIECTBO;
2. Teproseko HaMMEHOBaHKE Ha JIEKaPCTBEHHUS MIPOIYKT;

3.Bua na nexaperBeHara (popma U KOJIUYECTBOTO HA aKTUBHOTO BEILLECTBO B
J030Ba ¢/IHHALA,

4 I'lpowusBoaurern,

5. KonuyuecTBo B e1HA OITaKOBKa;

6. IleHa na JexapcTBeHHs IIPOIYKT;

7. Cpox 3a 10CTaBKa;

8. Cpox 1a BATMIHOCT Ha IIpefocTaBeHaTa [ieHoBa odepra.



3asiBCHMSAT JIEKApCTBEH MPOAYKT Clie[Ba Jla € C OCTaThb4eH CPOK Ha I'OJHOCT,
He no-Marpk oT 1 (elHa ) rogMHA KHM JaTaTta Ha JJocTaBKara.

IpejocraBenure oT Bama ctpaHa oepTH ce ITofaBaT Ha XapTHEH HOCHUTEI
WM 110 csiekTpoHeH nbT 1o 27.08.2024 r. BKII.

Ogepry, mopaieHd MO ENEKTPOHEH IbT CjiefBa Jla Ca HM3TOTBEHH IIpH
yenosusta v pena Ha 3EJIEYY u nonanenun Ha email: mml@vma.bg

Odepru, H3rOTBEHHU HAa XapTHeH HOCHTEJ Cce€ ajapecHpar mo
Boennomenuuuncka akagemus, Ciyxba ,®@apmanysa ©H = MEIUIMHCKH
mapkerunr, 1606 rp. Codus, yi. ,,['eopru Codmuiicku* No 3.

Odyepri, KOUTO HE OTTOBAPSAT HA M3UCKBAHUATA HA HACTOAIIATA IIOKaHA HIH
ca ¢ M3TeK1a BAMIMIHOCT, He TTOAJIeXaT Ha pasriexnane. B crorBeTcTBHE € Wi, 12
or Hapeida Ne 10 npu gocraBkaTa Ha JIEKAPCTBEHHWTE NPOAYKTH, BKIIIOUEHHU B
oeprrTe, 3aMBIHKUTENHO TPSOBa Jla ce mpeocTaBsl MapTHAEH cepTuduUKaT 3a
KayecTso, ChOTBETHO CEPTHPHUKAT 3a OCBOOOKJaBaHe Ha TNapTHIATa Ha
JICKApPCTBCHUS IPOJIYKT.
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