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A0 NPUTEXATEJIMTE HA
PASPELIEHUE 3A ThbPI'OBUSI HA
EJAPO C JIEKAPCTBEHH
INPOAYKTH INOJIYHYEHO I10 PEJIA
HA I''TABA JIEBETA OT 3JHIXM

INOKAHA

3a npejpocrapsiHe Ha odepra 3a JieKAPCTBEH NPOAYKT, BK/JIIYEH B CIIHCbKA 110 4.1,
2664a, an. 2 or 3JII1XM, no peaa na Hapenoa Ne 10/17.11.2011 r. na M3
Ha ocuoBauue wi. 266a, ai. 5, m. 3 om 3akon 3a aexapemeenume npooyKmu 6 XyManHama Meouyuna,
eve6p. ¢y 1, an 1, m 2, un 3, ar. 3, un. 156, an. 1wy 156 om Hapeoba Ne 10/17.11.2011 2. na
Munucmepcmeo na 3opaseonaszeanemo

YMBAIJI ,Csera Exarepuna” EAJ], nybaukyBa HacTosllara NOKaHa 3a I[PelOCTABAHE Ha
O(i]eDTH 3a JIEKAPCTBEH NPOAYKT ¢ MEXKAYHAPOJAHO HENATEHTHO HAUMEHOBAHHE, BKIIIOYCH B CIIHCBKA 110

yii. 2860, awn, 2 ot 3MIXM. kakro cnensa:

Mexnyunapoano | JlekaperBena gopma H KOJIHUECTBO Kosmuecro/
| HENATEHTHO HA AKTHBHOTO BELIECTBO opoii
| HAHMEHOBAHHE
Solution A St. Solution for extracorporeal use , sterile 200 6pos
Thomas and non-pyrogenic 1000 ml

[lokanara ce ornpaBsi [0 BCHYKH I[PUTEKATEIM HA pa3pellieHue 3a TbProBHS Ha e€lIpo ¢
JIeKapCTBEeHU [POJLYKTH, 110J1ydeHo 1o peia Ha ['naea aesera ot 3JITIXM.
Ha pasrnexiane noajiexar e iMHCTBEHO oepTH, KOUTO ChIbpIiKAT ciieaHara HHpopMaLms:

1. MexiyHapoiHo HenateHTHO HaumeHoBaHue (INN) Ha akTHBHOTO BELIECTBO

2. Tbproscko HaMMEHOBAHUE HA JIEKAPCTBEHUS IPOAYKT

3. Bua Ha nekapcTBeHaTa (popMa 1 KOJHYECTBOTO Ha AKTHBHOTO BELIECTBO B /1030Ba
eMH1Ia

4. [IpousBouren

5. Kosnyecrso B e/iHa onakoBka

6. [leHa Ha lekapcTBEHUS TPOAYKT

7. Cpok 3a 1ocTaBka

8. Cpok 3a BalM/HOCT HA NpejocTaBeHara ueHosa opepra



* 1IbnHomolIHO 3a noaasade Ha odepra, Korato odeprara ce noaaBa Ot yibJIHOMOIIEHO JHIIE,
OcrarbyeH CcpoK Ha T[OJAHOCT HA JIeKapcTBeHWAT npoaykt: Kem  jatata  Ha
M3BbPLIBAHE/IIPUEMAHE HA JIOCTABKATA, IOCTABEHHUST JICKAPCTBEH MPOAYKT CJIEABA J1a € ¢ OCTAThYEH

CPOK Ha rogAHOCT HE [10-MaJIKO OT 1 /exna / roauna.

Cpoxk 3a npeocraBsine Ha oepru: 00 15.05.2024 2. ¢rnovume.no.

[TonaBane na odeprH : 1o enekTpoHeH NbT / npu yenosusta v peja Ha 3EJIEYY /na :
nparvanova@uhsek.com u derancharova@uhsek.com

Ouenka Ha noaydennre odepru: Komucusra no wi. 4, ai. 1 oupesenena no pegaa Ha Hapenba No
10/17.11.2011 r. na M3, u3dupa 3a u3nbiHuTe]l odeprara Ha THProBel Ha €JpOo ¢ JIEKAPCTBEHH
NPOAYKTH, IIPH yCa0BUsTA ocoyeHn B wi. 15 6. an. 4 or Hapenda Ne 10/17.11.2011 r. na M3.

*** 3Jaoenedxcka: He ce pasenedxcoam oghepmu, nosiyueH u36vH onpedeeHus CPOK Ha NOKAHAMA.

Ymevpourn: ~.
IIpogp. 0-p umni KOG, O.M.H.
Hsnvanumenen oupexmop.- .



