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no

NMPUTEXATEJIHUTE

HA PA3PEIIEHHUE 3A ThPI'OBHS HA EJPO —

C IEKAPCTBEHH NPOJYKTH, "MHoronpodunHa 6onkuua 3a

MOJIYYEHM [0 PEJIA HA TJIABA JIEBETA OT 3JIITXM aKT:«ABHO Qequneﬁﬁ?pm" ALl
3X. . o ds

NMOKAHA
3A

nooasane na odepmu 3a DOCMAasKa Ka reKapemeen npooykm, exaouen ¢ Cnucoka no 4a.266a, ar.2 om
3axona sa nexapcmeenume npodykmu & xymannama meouguna no peoa na Hapeoba Nel0/17.11.2011
na Munucmepemso Ha 30pageonaseanemo, 3a Koumo HAMA 0CUCmeanio pamkoao cnopaiysmenue ¢ M3

YBAJKAEMMHM JIAMH H I'OCIIOJIA,

~MBAJI-Jlobpuy™ AJL, rp. [loGpuu, Ha ochosanue wi.156, an.] w wi.15s,an.1 or Hapen6a Nel0 ot 17
noemsp 2011 r., ¢ nacroswara nokana, Bu kanum j1a npeacrasure odepra 3a 10CTaBKa Ha
JieKapcTBeH NpoaykT, Bkmouen B Crninebka no wi,266a, an.2 or 3JITTXM, koifro ce noasea 3a
JICHCHHETO Ha MALMEHTH Ha J1eueOHOTO 3aBe/iHue, & HMEHHO:

Ne or
Cnncbka
1o Wi, ATC xon INN Jlekapersena gopma u Mepua | Hpornosne
266a, au. KOJIHYECTBO CAHHHUA | KOJIHYLCTBO
2or
3JIHIXM
| COIEAO! Alprostadil 20 meg po“:'der f:or solution for akinyiia 10 amnysn
infusion

LLle Gbaar pasraexnanm 1 oueHsBany odepTH, NOAAIEHH CaMO OT ThHPIOBLH HA €PO HA NEKAPCTBEHH
NPOYKTH, NpUTexkasanin Paspeinenne 3a Thprosus Ha €1po ¢ NEKAPCTBEHH NPOLYKTH, H3AaACHO OT
HMAJI wm ot perynaropen opra Ha Apyra abpxaea wiekka, cbrnacHo I'asa iesera Toprosus na
€APO C JICKAPCTBEHH NpoayKTu o1 3JITTXM.

MscTo Ha noctaeka: ,MBAJI-Jlo6puu‘ AL, rp. JloGpuu, yi. ,[anaiior Xuros™ Ne 24, Bonuuyna
anreka.

Onucanne:

»MBAJI-JIo6pna™ AJL, 813 ocHoBa Ha notyyeHnTe OQepTH NP1 BLIHHKBAKE HA HEOBXOIMMOCT M ClIen
HA/LIEXHO n0ay4eHo oao6perne oT MambinuTentara arenuma no J1EKapeTeaTa Moje 1a 3a8Bapa
HYKHUTC KOJTHUECTBA OT JICKapCTBEHHA NPOAYKT, BKIOYeH B CriMenka no un.266a, an.2 or 3JITTXM.

3a ypexcaane Ha OTHOIICHHATA MEHKIY J1e4eGHOTO 3aBEACHHE W CHOTBETHUS ThProeell Ha epo Ha
NEKapCTBeHH NPOAYKTH Lie Ohie covueH 10rosop.
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B cvorsercrsue ¢ un. 12 or HapeaGa Ne 10 npu goctaska Ha fiekapeTBeHns NPOAyKT, BKAIOYEH B
odeprara, 3aTBIUKHTEIHO TPAOBA 1A Ce NPEA0CTaBA NAPTHIEH CEPTHRMKAT 34 KAYECTRO, ChOTBETHO
cepTHhUKAT 3a 0cBOOONIABAHE HA NAPTHATA HA JICKAPCTBEHUA NPOAYKT.

lNoaanenure odepru cneasa na GvaaT Che CPOK HA BATMAHOCT HE MO-MAIKO OT TPHAECET KANEHAAPHH
JHH.

Kpurepuii 3a n360p na maii-noaxomsma ofepra, chraacso un. 156, an. | u and or Hapenba Ne 10 ot
17 noemppu 2011 r. ;

®  HAl-HUCKA NPe/UIOAKEHa LIeHa 3a MepHa eaHHHIIA;

* npu u30opa Ha THProBELL Ha ¢/IpO ¢ IGKAPCTBEHH NPOJYKTH OCBEH MPEAIaraHa lieHa ce
obebaaar  cLoOpasaBaT U APYTH ACTIEKTH Ha O(epPTHTE, KOTO Ca CBLPIAHH ¢
Oprafu3alngTa Ha IOCTABKATA WIM KauecTBOTO, He30nacHoCTTa u/uin edukacHocTTa Ha
NEKAPCTBEHHA MPOAYKT,

Heobxoaumu nokymenmi:

1. [Mombneno npenoxkenne 3a usirbiasenue no obpaseil.
2. IlpHnoxeHns KbM NPeUIOKEHHETO 3a HABIHEHHUE:

®  Pa3speliCHME 3a THProBHA HA €PO € JICKAPCTBEHH NPOAYKTH, TIOJYHEHO 110 pe/la Ha I1aBa
aesera or 3JIMIXM.
®  JIMUCH3HA, W3JAJIeHa 110 peaa Ha Wi, 32 0T 3aKOHA 3a KOHTPOJI BBPXY HAPKOTHYHHTE BELLECTRA
u npexypeopure /3KHBIT/,
3. JIpyrs 1OKYMEHTH 110 npeleHka.
4.BeHuky I0KYMEHTH, I0KA3BAIIHN CHOTBETCTBHETO HA YHaCTHULITE ¢ nocTapenute B |lokanata
HIUCKBAHUS, CE NPEACTABAT B OPUTHHANI WIH KATO 3aBEPEHHMN BAPHO C OPHIHAANA KONNA, IPHAPYKEHH
¢ npesoAx Ha Ouarapeku.
Odrepri, KOHTO HE OTTOBAPAT HA IMCKBAHMATA HA HACTOSIIATA MOKAHA HE NOLIEKAT HA
pasriexaanHe.
Odeprure cnesa aa ce nogasat B AAMHHUCTPaLUA HA JIEYEGHOTO 3aBEACHHE HA rp. JloGpuy ya.
wIHanaiior Xuros™ Ne 24 ua xapruen HOCHTEN WIM 110 €IEKTPOHEH THT HA e-mail: oblb@bergon.net
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