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JO NNPUTEXATEJIMUTE HA
PASPELIEHHUE 3A TbPI'OBHUS HA
EJIPO C JIEKAPCTBEHHU

MPOJAYKTH IMOJYUYEHO MO PEJA
HA I'JIABA JIEBETA OT 3JI1XM

IIOKAHA

32 npeaocTaBsine HA odepTa 3a JIEKAPCTBEH NPOAYKT, BK/IKYEH B CIIUCHKA N0
41. 266a, aua. 2 or 3JIIIXM, no peaa na Hapeata Ne 10/17.11.2011 r. na M3

Ha ocuoBanme wia. 266a, air 5, m. 3 om 3axkon 3a jaexapcmeenume npooykmu 6

xymannama meouyuna, 6v6 6p. ¢ wi. 1, ar. 1, m. 2, un. 3, an. 3, un. 156, ar. 1 uur. 156 om
Hapeoova Ne 10/17.11.2011 2. na Munucmepcmeo na 30pageonazeanemo

YMBAIJI ..Csera Exarepuna™ EAJl, nyOiukyBa HacTos1laTa I[oKaHa 3a 1pelocTaBsite
Ha odepTu 3a JIeKapcTBEH MPOAYKT ¢ MEXKYHAPOAHO HENATEHTHO HAHMEHOBAHHE, BKIIIOYEH B
CclHChbKa 1o ui. 266a, ain. 2 ot 3JIIIXM, kakro cie/pa:

ATC MexyHapoaHo JlekapcrBena dopma ' 0060 nporuozno
HEIATEHTHO H KOJIHYECTBO HA I KO/JIH4eCcTBO B
HAHMEHOBAHHE AKTHBHOTO BEIECTBO ML
JO6BA02 Human  normal | Sol.inf.50mg/ml 100ml 1000 ml./10 |
| immunogl. op./

[Tokanara ce oTnpass 0 BCHUKH MPUTEKATE/]H HA PaspelIeHHEe 32 ThProBUs Ha €/1po ¢
JIEKapCTBEHHU MPOJLYKTH, NOJIy4eHo 1o peaa Ha ['nasa nesera ot 3JITIXM.
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Ha pasriexiaaHe noajiexar €IUHCTBEHO O(bepm_. KOHUTO OTroBapAT Ha YCJIOBHATA

[TOCOYEHH B HACTOsIIATA MOKAHA WU NPHIIOKEHHUTE 06p3311H, KaKTO CJIC/IBa:

1
2.

5.
o1

Obexr: JlocraBka.
Ipeamer: M360p Ha U3IIBJIHNTEN 3@ JIOCTABKA HA JICKAPCTBEHM MPOYKTH, BKJIIOYEHH B
crnuchbKa no wi. 266a, an. 2 ot 3JIITXM.

Msicro na usnbanenue: rp. Codus, Oy llenuyo Cnaseiikos™ Ne52 A - YMbBAIJI
..Csera Exarepuna” EAJI, bonnuuna anreka.

Ocrarbuen CpPOK HA T[OAHOCT Ha JexkaperBeHusit npoaykr: Kbm jgata Ha
M3BbpLIBaHE/IPUEMaHE Ha J0CTABKATa, J0CTABEHUST JIEKapCTBEH MPOJIYKT ClIe/iBa 1a € ¢
0CTaThyueH CPOK HA IOJHOCT He Mo-Mayko oT 1 /ena/ roauua.

M3uckBaHus KbM CbhAbP/KAHHETO HA odeprara:

[lpurexatenure HA pa3pellleHHE 3a ThProBHsS Ha €1pPO C JIEKapCTBEHH IPOJYKTH,

nojasat odepra/cBo60/ieH TEKCT/ KbM KOATO €€ NpuJlaraT CJIeJHUTEe LOKYMEHTH.

5.2,
JMLE;
3.
5.4.
5.5.
5.6.
.1
5.8.
59;
5.10.
5.11.
6.

ITbnHOMOLHO 3a MOaBaHe Ha otpep'ra, Koraro ocbep'ra'ra ce 110J1aBa 0T YII'bJIHOMOLIEHO

Mex/1yHapo/JHO HeNaTeHTHO HAUMEHOBAHHE HA AKTUBHOTO BEIECTBO;
THproBeko HAMMEHOBAHUE HA JIEKAPCTBEHUS MPOAYKT;

Bu Ha nexapcrBenata (popMa U KOJIHYECTBO BELIECTBO B JI030BA €IMHULA;
[IpousBoauTen;

KoJinuecTBo B €/1HA O11IAKOBKA;

[lena Ha nexapcTBEHUs NPOJLYKT;

Cpok 3a j10cTaBKa;

Cpok Ha BaJIMIHOCT Ha npejcTaBeHara odepra;

JIpyru OTHOCHMMH JIOKYMEHTH 110 PEeLeHKa Ha JIMIETO nojasaiio odeprara.

Beska od_JepTa [10 HacTosuara nokKaHa, , cé 1moaasaTr Mo €JIEKTPOHEH [IbT B_CPOK 10

16.02.2026r. BKJIYHTEIHO.

6.1.

O(I)CPTEL nojajzieHa 1o €JEKTPOHEH IIbT CJIe/1Ba JJa OTroBapATr Ha yC/I0BHATA [MOCOYCHH

B HacTosmara nokaHa W npu yciosusta u pexa Ha 3EJIEYY u nonanena na email:

nhzek v nnencheviauhsek com vlalo il
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**% 3avenencka: He ce pazeaexncoam ohepmu, nojyueHu u3ebH onpedeeHis cCpoK Ha

NOKaHamda.

YrBbpani: /

IIpod. 1-p
H3nbjannTE
YMBAJI 1




