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1O IMNMPUTEXATEJIUTE HA
PA3PEHIEHHUE 3A TBPIOBUS HA
EJAPO C JEKAPCTBEHU

IMPOAYKTH MOJIYUYEHO O PEJA
HA T'VTABA TEBETA OT 3JIIIXM

ITOKAHA

3a MpeaocTaBsiHe HAa o epTa 3a JIeKaPCTBEH MPOAYKT, BKJIIYEH B CIIHCHKA M0
4. 266a, an. 2 ot 3JIIIXM, no pexa na Hapeata Ne 10/17.11.2011 r. na M3

Ha ocnoBanwe w1 266a, ar. 5, m. 3 om 3axon 3a nexapcmeenume npooykmu 6
xXymannama meouyund, 6v6 6p. ¢ ua. 1, ar. 1, m. 2, un. 3, an. 3, yn. 156, ar. 1 u u1. 156 om
Hapeoba Ne 10/17.11.2011 e. na Munucmepcmeo na 30paseonaszearneno

YMBAJI ..Cera Exarepuna™ EAJ], ny6iaukyBa HacTosMaTa NoKaHa 3a Ipe0CTaBsHe
Ha oepTH 3a 1eKapcTBEH MPOAYKT ¢ MEXK/yHAPOAHO HENATEHTHO HAUMEHOBAHHE, BKITIOUEH B
CIIMCHKA 10 4Jl. 2664, ain. 2 ot 3JIITXM, kakTo cieBa:

ATC MexxyHapoaHo JlekapcTBena ¢gopma O6mo nporuoszHo
HeNaTeHTHO U KOJTHYeCTBO HA KOJIHYeCTBO B
HAHMEHOBaHHe AKTHBHOTO BEIIECTBO ML
[ T ;
% ATC V034B17 I\ﬁfl?th};thioni“iu'" Solution for injection 1206p.amm.
cnloridae

R - 10mg/mlSml :



RS TN

YMBAJI ,,Ceera Exarepuna“ EAJ]
1431 Codus, bearapus, 6yi. Ilenuyo Cnaeiiko™ Ne52A

SGS

Certificated QM-System
ISO 9001:2008

[loxanara ce OTIIpaBs 10 BCHUYKH MPUTEIKATCIIM HA pa3pelIeHre 3a TbpProBUs Ha €po C

JIEKapCTBEHHU MPOJIYKTH, [TOJIYUYEHO 10 peja Ha [ naBa nesera ot 3JITIXM.

Ha pasrieKaaHe IOoJIeKAaT €AWHCTBEHO oq)epm, KOUTO OTroBapAT Ha YCJIOBHATA

ITOCOYCHHU B HaCToOsAIIaTa MNOKaHAa U IMMPHUJIOKCHUTE o6pa3un, KaKTO cJjie/1Ba:

1.
2.

5
5.1.

ObexT: JlocTaBka.

IIpeamer: M360p Ha H3MBIHATEN 32 10CTABKa HA JIEKAPCTBEHH MPOLYKTH, BKIIOUCHH B
CnuchKa 1o ui. 266a, an. 2 ot 3JITIXM.

Msicto na m3nbanenne: rp. Codust, 6yn. .Ilenuo CnaseiikoB” Ne52 A - YMBAJI
..Ceera Exarepuna™ EAJI. bosnuuna anreka.

OcTaThb4eH CPOK Ha TOJHOCT HA JIEKADCTBEHHAT npoaykT: KbM 1ata Ha
M3BbPIIBAHE/IPHEMAHE Ha J0CTABKATa, TOCTABEHHST JIEKAPCTBEH MPOLYKT CJ1e/1Ba 1a € C
OCTaThY€H CPOK Ha FOJHOCT HE MO-MaJIKo oT 1 /eHa/ rouHa.

H3uckBaHus KbM ChIbPKAHNETO HA odepraTa:

[Ipurexkarenure Ha paspelieHHe 3a THPrOBHsS Ha €IpO C JIEKAPCTBEHH IPOAYKTH,

nojasar oepra/cBoOOIEH TEKCT/ KbM KOSITO Ce MPHJIArat ClIeHUTE JOKYMEHTH.

S:Zs
JHLE:
3.3
54.
5.3,
5.6.
-
5.8.
9
3.10.
3.11.
6.

[I'b1HOMOIIIHO 3a T0/1aBaHEe Ha oq)epTa, KOorato oq)epTaTa CC noJaaBsa OT YII'bJIHOMOIIICHO

Mex1ynapo/1Ho HeNaTeHTHO HAMMEHOBaHHE Ha aKTHBHOTO BEILECTBO;
Twproscko HauMeHOBaHHE Ha JIEKAPCTBEHUS POIYKT;

Bu na nekapctBenara opma ¥ KOJTMUYECTBO BEIECTBO B 1030Ba €MHUIIA;
[Tponssoauten;

KosmuecTBo B e/1Ha onakoBka;

Ilena Ha neKapcTBEHHS TPOIYKT;

Cpoxk 3a j0cTaBKa;

Cok Ha BaJIMJIHOCT Ha npejicTaBeHaTa oepra;

JIpyru OTHOCHMMH JJOKYMEHTH MO MpeleHKa Ha JHIETO 10/1aBalio odeprara.

Bcska O(I)GpTa [0 HACTOsLIaTa IIOKaHa, , CC MoJaBar Mo CJICKTPOHEH BT B_CPOK 10

12.05.2025r. BRJIYUTEJIHO.

6.1.

Odepra, noaazeHa no eJIeKTPOHEH BT CJIe/IBa Ja OTTOBAPAT Ha YCIOBHSTA MOCOUYCHH

B HaCcTosIlara nokaHa W npu yciaoBusita U pena Ha 3EJIEVY u nonanena na email:

nparvanova@uhsek.com, npenchev@uhsek.com, vlalova@uhsek.com, Ivasilev@uhsek.com .
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*** 3adenexncka: He ce pazenexncoam ogepmu, noavuenu uzevh onpedenenus CPOK Ha

noOKaHama.




