YHHUBEPCHUTETCKA MHOI'OITPO®WIHA BOJIHULA 3A AKTHUBHO
JEYEHHME MO HHOEKUHO3HH U ITAPASUTHH BOJIECTH
“[MPO®. UBAH KMPOB” — EAJl, CODUS

YMBAJIIANB rp.Cogus — 1606, 6y.a. *Axan. Usan Femos™ Ne 17, 02/90 23 700;
,NMPO®.MBAH KWPOB“EAL E-mail: shalipp@aby.bg

6yn. Axaa. M. 5%5:03"&17

EEsrmnsanes

Y, W7V
1606 rp.Cochns

A0 INIPUTEXKATEJINTE
HA PAPEUHIEHHME 3A ThPI'OBUS HA EJIPO C JIEKAPCTBEHH ITPOAYKTH, ITOJTY-
YEHO ITO PEJIA HA ITTABA JIEBETA OT 3JIITXM

MOKAHA

3a nmpejocTaBsiHe Ha ogepTa 3a J0CTABKA Ha JIEKAPCTBEHH MPOAVKTH 0T CHHCHKA [0 41,
266a, aa. 2 ot 3JIIIXM, no peaa Ha Hapenoa Ne10/17.11.2011 . na M3

Ha ocnoBanue wi. 1506 1 w1158, ann. 1 or Hapenda NelO or nara 17.11.2011 r. Ha M3
YMBAJIMIIB ” HPO®. HUBAH KHPOB” EA/l - rp. Codus oTiipass Hacrosara ro-

KaHa 3a I'[pe,-‘J,OCTaBHHE Ha OfIJepT"H 34 J10CTaBKa Ha ﬂEK&pCTBE‘H l'IpOJIyl{T C .\’Ie}}(,fl'\“ Hapo,-'_wo HenareH-
THO HAHMEHOBaHHE, BKJIFOYEH B CIIMCHKA 110 Wwi. 2664, an. 2 ot 3JIIIXM., kakro ciensa;

Ne Mexynapoaso JlexapcrBena popma H KOJIMHECTBO HA AKTHBHOTO
HENATEeHTHO BEIIECTBO
HAHMEHOBAHHE, KbM
KOeTO NpHHA/JIeKH
npoaykTbT /INN/

500 mg powder for concentrate for solution for

1. GANCICLOVIR infusion

Odeprute 3a1bDKHTEIHO CIIE/IBA J1a CHIbLPIKAT cile/iHaTa HHpOpMaIHs:

1. MexxayHapoaHo HenateHTHO HauMeHoBaHHe (INN) Ha aKTHBHOTO BEILECTBO:

2. ToproBeko HaMMEHOBAHHE Ha JIEKAPCTBEHHS TPOLYKT;

3. Bua na nekapcTReHarta popMa M KOIHYECTBOTO HAa AKTHBHOTO BELIECTBO B [030Ba €IMHHIIA;
4. IlponsBoauren;

5. KonuuecTBo B €/1Ha OTIAKOBKA;

6. llena Ha JleKapCTBEHUS IPOLAYKT;

7. Cpok Ha 1oCcTaBKa;

8. Cpok Ha BaJIMIHOCT HA MpeJocTaBeHara eHoBa odepra.

KbM narara Ha U3BBpIIBAHE HA JIOCTABKaTa, IOCTAaBEHHS TeKapCTBEH MPOAYKT CIe/Ba 1a € ¢
OCTaThYeH CPOK Ha rOJIHOCT, He MO-KpaThK OT 1 ( e1Ha ) roJuHa OT Aarara Ha JOCTaBSHETO.

IIpenocrasenute or Bawma crpana odepru ce nojasar Ha XapTHEH HOCHTEN HITH TT0 eJIeKTPOHEH
nbeT 10 30.03.2026 r. BKII.



Odepru, nogaaeHu 1o eISKTPOHEH BT CJIE/IBA Ja Ca H3TOTBEHH MPH YCIOBUATA M pejla Ha
3EJIEVY u nonasienn Ha email: sbalipb@abv.bg

Odepru, H3roTBeHH Ha XapTHeH HocuTel ce agpecupar 1o Y MBAJIUTIB * IIpo¢. Mean Kupos ™
EAJL. otner Anvunuctpanus - [II tu (tpetn ) etax , 1606 rp. Codus 6y, " Axan. Mean
EBcrparues [emoB ™™ Ne 17.

OdepTH, KOHTO HEe OTTOBapAT HA H3HUCKBAHUATA Ha HACTOSINATA MTOKAHA WIK ca C U3TeKIa
BaJIM/IHOCT, HE ITOJIeXKAT Ha pasmiexaane. B cvorBercraue ¢ wi. 12 or Hapenba NelO npu
NOCTABKAaTa Ha JIeKapCTBEHHTE MPOJYKTH, BKIIIOYEHHN B oepTHTe, 3a/IL/DKUTETHO TpsAOBa Ja ce
MpeAOCTaBs MAPTHICH CepTH(HKAT 3a Ka9eCTBO, ChOTBETHO CEPTHOUKAT 33 0CBOOOK1aBaHE Ha
napTHaaTa Ha JeKapCTBeHUs MPOIYKT.
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