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INIOKAHA
3A

npeacraBsiHe Ha ogeprTu 3a J0cTaBKa Ha Hepaspeumienu B PenyOuuka bearapus
JIEKapCTBeHHM MPOAYKTH HJIM JIEKAPCTBEHH MPOAYKTH OT CIIUCHKA 10 WI. 2664, a. 2 ot
3JIIIXM, 3a KONTO HsIMa /IeificTBAII0 PAMKOBO CIIOpa3yMeHue

B usnbiHenue Ha pasnopeadute Ha wi. 1560 u un. 158, an. 1 or Hapea6a Ne 10 ot 17.11.2011 1.
3a YCIIOBHSTA U Pelia 3a JICUeHHE ¢ Hepa3pelieHu 3a yrnoTpeda B PemybOnmka brirapus nexapcTBeHH
MPOJYKTH, JICKAPCTBCHHU MPOJYKTH, NMPUJIAraHd M3BBbH YCJIOBHATA HA PAa3pPEIICHUETO 3a yrmoTrpeda u
JISKAPCTBEHU MPOJYKTH 3a ChCTpajaTeiiHa yrnoTpeda, KakTo U 3a YCJIOBHSTAa M pela 3a BKJIIOYBAHE,
MMPOMEHU, M3KJIF0YBaHE W JIOCTaBKa Ha JIEKAPCTBEHHW MPOAYKTH OT CIUCHKA MO Wi. 266a, ai. 2 oT
3JIIIXM (Hapen6a Nel0/2011 r.) u Ha ocHOBaHHe wi. 266a, ain. 5, 1. 3 ot 3JI[IXM, oTnpaBsiMm KbM
BCUYKH 3aWHTEPECOBaHM HMKOHOMHYECKH OIEpaTopH, TpUTekaBamm paspemenue 1o 3JIIIXM,
HAaCTOsIIaTa MOKAaHA 3a INpeJCcTaBsiHe Ha o)epPTH 3a JOCTaBKa Ha JOJYIIOCOUYCHUTE HEpa3pelicHH 3a
ynotpeba B PenyOsvika Beiarapus jgekapCcTBEHU MPOIYKTH W/WIN JICKAPCTBEHH MPOAYKTH OT CIIUCHKA
o 4j1. 266a, an. 2 ot 3JIIIXM, HE0OX0OANMHU 3a JIEYEHUETO Ha MALIMEHTH Ha J1€4eOHOTO 3aBEAEHHUE:

Memyﬂapozmo HENMATeHTHO HauMeHoBaHue | Bujg JIEKApCTBEHA (l)OpMa H KOJUYECTBO Ha

(INN) Ha aKTHUBHOTO BelleCTBO AKTUBHOTO BelleCTBO B J1030Ba
eIMHUIA/TIPOTHO3HO 0010 KOJTHYECTBO
Fentanyl 50 microgram/ml - 2 ml amp. solution for

injection — 500amp.

Odeprure crneppa aa ObJAT U3NPATCHU/ACTIO3UPAHH, B CPOK 10 5 (mer) pabOTHU JHU OT
myOJIMKYBaHE Ha HACTOSIIATa MTOKaHA Ha MHTEPHET CTpaHUIlaTa Ha JiedeOHoTo 3aBeaeHue. OdepTu ce
nonasat B [lenoBoncTBoTO Ha "MHOTONpodmiHA O0oHUIA 32 akTUBHO JedeHue -IIspBomair” EOO/I,
HaxoZsIo ce Ha axpec: Tp. [IppBomaii, o6m. [Imosaus, yn.“Kus3 bopuc I No51, unm o enekrponeH
obT Ha e-mail:mbal_par@abv.bg, cnassaiiku pasnopendoute Ha 3aKOH 3a €JICKTPOHHHS ITOKYMEHT H
CJIEKTPOHHUTE yIOCTOBEPUTEIHHU YCIIYTH.

Hpe,Z[CTaBeHI/ITC O(l)epTI/I 3aABJDKUTCIIHO CJICABA [Ja CbAbPIKAT CIICAHATA I/IH(bOpMaLII/IHZ


mailto:mbal_par@abv.bg

- TlonpoGHO omricaHue Ha MPEIIOKEHUS JICKAPCTBEH MPOIYKT;

- MexnaynaponHo HenateHTHO HamMmeHoBaHue (INN) Ha mpozaykra, ekapcTBeHara ¢opma u
pa3dacorka,

- Bun na nekapctBeHara ¢popMa M KOJTMIECTBOTO HA aKTUBHOTO BEIIECTBO B JI030Ba CIMHUIIA;

- IIpemmaran cpok 3a JocTaBKa Ha JICKAPCTBCHUTE MPOITYKTHUCIIE 3a5BKa,

- llena Ha nekapCTBEHUsI IPOIYKT;

- OcraTh4eH CPOK Ha TOJJHOCT Ha JICKAPCTBEHUS MPOIYKT;

- Hauwun Ha miamase;

- Cpok Ha BaIMIHOCT HA MIpEICTaBeHAaTa IeHoBa odepra.

Jpyru nokymMeHTH, IO TIpelieHKa Ha o)epeHTa.

O(l)epTI/I, KOHUTO HE€ OTTOBApAT Ha HM3UCKBAHUATA Ha HACTOJAIIATa ITOKaHa HJIM Ca C HU3TCKIIa
BAJIMIHOCT, HC NOAJICIKAT HA PA3TJICIKAAHC.

CnenBa ma mmare TpelBUi, Y€ B ChOTBEeTCTBHE ¢ wi. 12 or Hapemba Ne 10/2011 r., mpum
JOCTaBKaTa Ha JIGKAPCTBEHHTE NPOMYKTH, BKIIOUEHH B O(epTuTe, 3aIbJDKUTETHO TpsOBa aa ce
MpeoCcTaBsl MapTUACH CepTU(UKAT 32 KAadecTBO, CHOTBETHO cepTU(UKAT 3a OCBOOOXKTaBaHEe Ha
naprTugara Ha JICKaAapCTBCHUA ITPOAYKT.
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