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A0 "MHoronpodunHa 60nHu

KA ua 3a
MPUTEXXATEJIUTE aKTUBHO Nevenue - [loGpuy" Af]
HA PA3SPEHIEHHUME 3A THbPI'OBHS HA EJAPO W3x.Ne j} )5
C JIEKAPCTBEHH INPOAYKTHU, sy 1 g ; / . ?
IIOJIYYEHM 11O PEJIA HA I'JTIABA JIEBETA OT 3JIIIXM b " T/ e b r.

IIOKAHA
3A

nooasawne Ha ohepmu 3a 00CMABKA HA IEKAPCMEEH NPOOyKm, 6K1ioYeH 8 Chucvka no un.266a, ar.2 om
3axona 3a 1exapcmeenume npooyKmu 6 XyMaHnama meouyuna no peoa na Hapeooa Nel0/17.11.2011
Ha Munucmepcmeo na 30pageonazéanemo, 3a Koumo HAMa 0eicmeauio pamKkoeo cnopasymenue ¢ M3

YBAXKAEMH JAMHU U T'OCIIOJIA,

~MBAJI-JTo6puu” AL, rp. [lo6puy, Ha ocHoBaHue 4ui.156, an.] u un.158,an.1 or Hapen6a NelQ ot 17
HoemBpH 2011 r., ¢ HacTosiaTa nokaHa, Bu kaHuMm Ja npeacraBute odepra 3a 10cTaBKa Ha
JIEKapCTBEeH NPOAYKT, BKItoYeH B Cnucbka no wi.266a, an.2 ot 3JIIIXM, koiito ce nonsea 3a
JIGYEHUETO Ha MALMEeHTH Ha JIeueOHOTO 3aBeHHE, a UMEHHO:

ATC kopn INN JlekapcTBeHa popma H Mepna | IIpormosso
KOJIHYeCTBO eIHHHOA | KOJHYECTBO
B02BAO1 Phytomenadion solution for inj.10 mg/ml 1 ml ammyna 2000

Ille 6baaT pasraexnaaHu ¥ OLEHsIBaHH O(epTH, NOJAEHH CaMO OT ThPrOBLIM Ha €JPO Ha JIEKapCTBEHH
NPOAYKTH, NpUTexkapamy PazpenieHue 3a THProBus Ha €po C JIEKapCTBEHU NPOIYKTH, U3JaJIeHO OT
HAJI unu ot perynatopeH opraH Ha Jipyra AbpaBa 4ieHka, cbriacHo ['naBa nesera TwproBus Ha
epo ¢ aekapcTBeHu npoayktu ot 3JIITXM.

Mscro Ha nocraeka: ,,MBAJI-J{o6puu™ AL, rp. [{o6puy, yi. ,,ITanaiior Xutos® Ne 24, BonHuuHa
arnreka.

Onwucanue:

~MBAJI-J1o6puu™ A/l, Bb3 OCHOBa Ha NOJTy4eHUTe OepTH NMPH Bb3HUKBAHE HA HEOOXOIUMOCT U Clel
HaJIJIEXKHO MOTy4eHO onobpenue ot M3mbiHUTEIHAaTA areHLus 10 JieKapcTBaTa MOXKe 11a 3asBsiBa
HY’>KHMTE KOJIMYECTBA OT JIEKAPCTBEHUS MPOAYKT, BKItoueH B Crniucbka no ui.266a, an.2 or 3JIITXM.
3a ypex/1aHe Ha OTHOLIEHHUATA MKy JIeueOHOTO 3aBe/IeHHe U CbOTBETHHS ThProBell Ha epo Ha
NIEKaPCTREHU MPOJTYKTH 11ie Oh/Ie CIOYEH JIOroBOP.
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B cworBercTBHe ¢ ui. 12 ot Hapen6a Ne 10 npu nocTaBka Ha j1€KapCTBEHHS MPOAYKT, BKIIIOUEH B
odeprara, 3aIb/DKMTETHO TPAOBA Ja ce NMPeIoCcTaBs NapTH/IEH CepTH(HKAT 3a Ka4eCTBO, CbOTBETHO
ceprudukar 3a 0cBoOOMK/1aBaHe HA MapTH/ATA HA JIEKAPCTBEHHS MPOAYKT.

[MTonanenure odeptu cnezBa Aa 6bAAT CbC CPOK HA BAJMHOCT HE MO-MAJIKO OT TPUECET KaJleHAapHH
JHH.

Kpurepuii 3a u360p Ha Haii-nozxozsiua opepra, cbriacHo wi.156, an.1 u an.4 or Hapenta Ne 10 ot
17 Hoemepu 2011 r. :

e  Hal-HHUCKA MpeAIoKeHa LieHa 3a MepHa €IMHHLIA;

e npu u300pa Ha THProBell Ha €O C JIEKAPCTBEHH MPOIYKTH OCBEH MpeJuiaraHa LieHa ce
o6cwKaaT | ChOoOpa3aBaT U APYrH acNeKTH Ha OEepTHTE, KOUTO Ca CBbP3aHH C
OpraHM3alMsaTa Ha 0CTaBKaTa WK Ka4eCTBOTO, 6e30MacHOCTTa W/uaH eUKacHOCTTa HA
JIEKapCTBEHMS MPOAYKT.

Heo6xoauMu 10KyMEHTH:

1. TTonbaHEeHO MpeJIoKeHHe 3a H3MTbJIHEHHE 1o oOpasell.
2. IpunoxkeHus KbM MpeUIOKEHHETO 3a U3ITbIIHEHHE!

e  paspelleHHEe 32 THPrOBHS Ha epO C JICKAPCTBEHM MPOAYKTH, MOJYYEHO M0 pelia Ha riiaBa
nesera ot 3JIITXM.
e JIMLEH3MSA, W3/1aJieHa Mo peja Ha Wwi. 32 oT 3aKOHa 3a KOHTPOJI BbPXY HAPKOTHYHUTE BELECTBA
u npekypcopure /3KHBIT/.
3. Jlpyru JOKyMEHTH MO NpeLeHKa.
4.BcuuKH IOKYMEHTH, JOKa3Ballli ChOTBETCTBUETO HA ydacTHULMTE ¢ noctaBeHurte B [lokanara
W3MCKBaHUsl, C€ NMPEJICTaBAT B OPUTHHAJ WM KaTO 3aBEPEHHH BAPHO C OPUTHHAJIA KOTIHS, PUPYHKEHH
C MPEBO/H Ha OBIrapCKH.
OdepTH, KOUTO HEe OTTOBAPAT HA U3UCKBAHUATA HA HACTOAIATA MOKAHA HE MOUIeXaT Ha
pasriexaaHe.
OdepruTe ciezBa Ja ce noaaBaT B AIMHHHUCTPALMS Ha ieueOHOTO 3aBesieHke Ha rp. JdoGpuy, yi.
,JTanaitor XuTos* Ne 24 Ha XapTHEH HOCHTEIl WIIH 10 eIEKTPOHEH MbT Ha e-mail: oblb@bergon.net
pasnUcaHy C eIeKTPOHEH MOAIKC B CPoK 10 26.11.2024 r..

H-p T'EOPT'M K 3a/M4eHo Ha OCHOBaHMe
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