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A0 NPUTEXATEJIMTE HA
PASPELLEHHUE 3A TbPI'OBHUS HA
EAPO C JIEKAPCTBEHH
MNPOAYKTHU INOJYUYEHO 110 PEJIA
HA I''TABA IEBETA OT 3JIIIXM

INOKAHA

32 npeaocTaBsine HA oepTa 32 JIEKAPCTBEH NPOAYKT, BKJIKYeH B CIIUCHKA 110
4j1. 266a, au. 2 ot 3JIIIXM, no peaa na Hapeada Ne 10/17.11.2011 r. na M3

Ha ocHoBanue wir. 266a, ar 5, m. 3 om 3axkon 3a jiexapcmeenume npoOyKmu 6
xymannama meouyuna, 6v6 6p. ¢ yi. 1, an. 1, m. 2, yn. 3, an. 3, wi. 156, an. 1 uur 156 om
Hapeota Ne 10/17.11.2011 2. na Munucmepcmeo na 30paseonazéanemo

VYMBAIJI ..Csera Exatepuna™ EAJL, nydiukyBa HacTosaTa nokasa 3a 1pejiocTaBsite
Ha o(epTH 3a JEKApPCTBEH MPOLYKT ¢ MEHIIYHAPOIHO HEMATEHTHO HAMMEHOBAHHE, BKJIIOYCH B
crucbKa 1o ui. 266a, an. 2 or 3JIIIXM, kaxkto caejBa:

ATC | Mesxaynapoaso Jlekapersena gpopma | O610 nporHo3Ho
I HECNMATEHTHO | H KOJTHYCCTBO HA | KOJIH4Y€CTBO B
HAHMEHOBAHHE | AKTHBHOTO BelieCcTBo l M.
JO6BA02 ‘ Human normal | Sol.inf.50mg/ml 100ml 500 ml./5 6p./
' immunogl.

IloxaHara ce ornpaBs 70 BCHUKH IPUTEKATE]N HA pa3pellieHue 3a ThProBus Ha €1po C
JIEKApPCTBEHHU MIPOJIYKTH, [10J1y4eHo no pena Ha ['nasa nesera or 3JITIXM,
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Ha pasriexjaHe MOJUICKAT €JAHHCTBEHO OQEpTH, KOMTO OTroBapsAT Ha YCJIOBHATA

I[IOCOYCHH B HACTOALATA MOKaHAa H IPHJIOKECHHUTE Oﬁpi:l.‘jlll*l. KaKTO clicaBa:

1.
2.

S
5.1.

Obexr: JlocraBka.
[peamer: M360p Ha H3MBIHATEN 32 JI0CTABKA HA ICKAPCTBEHH NPOAYKTH, BKIIOYCHH B
CHUCBHKA 110 wi. 266a, an. 2 ot 3JITIXM.

Msicro na msnbianenue: rp. Codus, Gyn. ,Jlenuo Cnaseiikop”™ Ne52 A - YMBAJI
..CBera Exarepuna™ EA/J], bonnn4na anrexa.

OcTtaThb4yeH CPOK HA TOAHOCT HAa JeKapcrBeHHsST npoaykr: Kbm jara Ha
U3BbPLIBAHE/IPUEMAHE HA JI0CTABKATa, JIOCTABEHUAT JIEKApCTBEH MPOYKT CJIe/Ba J1a € €
OCTATBbYEH CPOK HA FOHOCT HE 110-MaJIKO OT | /ena/ rojuua.

M3HCKBAHHS KbM Ch/AbP/KAHHETO HA odepraTa:

IlpuTexarenure Ha paspelicHHE 3a THProBHA HA €1pO € JIEKAPCTBEHW IPOJYKTH,

nojasar odepra/codoieH TeKCT/ KbM KOATO €€ NPHIIaraT Cle/JIHUTe JOKYMEHTH.

5.2

JIM1IE;

53.
5.4.
3.5,
5.6.
3.,
5.8.
5:9.
5.10.
.11.
6.

[TbnnoMoHO 3a nojasade Ha odepra, Koraro odeprara ce 110/1aBa OT YII'bJIHOMOLICHO

Mex1yHapoAHO HeNAaTeHTHO HAMMEHOBAHUE HA AKTHBHOTO BEILECTBO}
THproBeko HAaMMEHOBAHHUE HA JIEKAPCTBEHUS MIPOJIYKT:

Buj Ha sekaperBeHata (opma H KOJIMYECTBO BELIECTBO B /1030Ba €/IMHULA;
IIpousBojurei;

KosnuecTBO B €/1Ha ONaKkoBKa;

IleHa Ha JeKkapCTBEHUS NPOAYKT:

Cpok 3a jlocTaBka;

Cpok Ha BaJIMIHOCT HA Npe/cTaBeHara odepra;

JIpyru OTHOCHMH JIOKYMEHTH 110 [IPELeHKa Ha JIMLETO nojasaiio opeprara.

Besika odepra 110 HacTosaTa [OKaHa, , e MOJAABaT MO €JIeKTPOHEH MbT B_CPOK /10

30.07.2025r. BKJIIOYHTEAHO.

6.1.

O(bep'ra, ojajieHa 1no eJCKTpoOHEH MbT CJIeABa J1a OTroBapAaT Ha YCJI0BHATA [HOCOYCHH

B HACTOSLIATA MOKaHa M npu yciosusta W peaa na 3EJIEYY u nonanena na email:

nparvanova'@uhsek.com, npenchevi@uhsek.com, vlalovai@uhsek.com, lvasiley a@uhsek.com .
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**% Japenencka: He ce pazznexcoam ogepniu, HoAV4eH U U36bH 0NPEOeieH A CPOK HA

HOKaHamd.




