BMA - Codun
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HA PABPEHIEHME 3A ThbPT'OBHA HA ENPO C JIEKAPCTBEHH
MMPOAYKTH, IOJYYEHO IIO PEJA HA I'VTABA JEBETA OT
3JIIIXM

IIOKAHA

3a mpeAocTaBAHe Ha odepTa 3a JOCTABKA JeKAPCTBEHH NPOAYKTH OT
cnMcbKa 1o 4. 266a, an.2 or 3JIIIXM, no pexa na Hapenda Ne
10/17.11.2011 r. na M3

Ha ocHoBanue wi. 156 . 158, an. 1 or Hapen6a Ne 10 ot 17.11.201 1r. Ha M3

BOEHHOMEIMUUHCKA AKAJIEMHA - r1p. Codusa ormpass
HACTOsIIATa NOKaHa 3a IpejocTaBsiHe Ha o¢epTy 3a JOCTaBKa Ha JIEKapCTBEHU
MPOJIYKTH C MEXIYHAPOJHO HEMATEeHTHO HaMMEHOBAHHE, BKJIIOUEHU B CHHCHKA
Mo 4. 266a, an. 2 ot 3JIIIXA, xakTo cieqsa:

MexkayHApOXHO HENATEHTHO JlekapcTBena ¢popma n

nanMenoBaHue (INN) KOJlH'leCTBOTO HA AKTHBHOTO BeIleCTBO
HA aKTMBHOTO BelecTBO B 1030Ba eAHHUIIA
Dexrazoxane for injection 500 mg */vial
Dexrazoxane for injection 250 mg */vial

Odeprute 3aNBIKUTENHO CICABA 1a ChIBPIKAT ClieIHATa HH(OpMAIIHS:

1. MexayHnapoaso HenateHTHO HanMeHoBaHue (INN) Ha aKTMBHOTO BEILIECTRO;
2. TpproBcKo HAaMMEHOBAHUE HA JIEKAPCTBEHUS IIPOAYKT;

3.Bun Ha nekapcrBenara gopMa U KOJIMYECTBOTO Ha aKTUBHOTO BEIIECTBO B
J030Ba €IUHNILIA;

4 1IponsBoauTen;

5. KonmuecTBo B €1HAa OITaKOBKa;

6. Ilena Ha nexapcTBEHUS TPOJIYKT;

7. CpoK 3a IOCTaBKa;

8. CpoK Ha BaJIMIHOCT HA IpeocTaBeHaTa IIeHOBa odepTa.



KbM naTata Ha M3BBPIIBAHE HA JOCTABKATA, TOCTABEHUSIT JIEKAPCTBEH HPOAYKT
clieBa J1a € C OCTATBUEH CPOK HA TOJHOCT, HE MO-MAllbK OT €IHa T'OAWHA OT
JaTaTa Ha JOCTaBKa.

IIpenocraBenure ot Barra ctpana odepT ce mojaaBaT Ha XapTHEH HOCHTEN
VI 110 eJIeKTpoHeH BT A0 14.00 4. na 23.01.2026 r.

Odeptn, momameHH MO eNEKTPOHEH MBT CIeABA Ja ca H3TOTBEHH TIPH
yciaoBuaTa 1 peaa Ha 3EJIEVY u nopanenu Ha email: inml @ vina.bg

OdeptH, H3roTBEHH HAa XapTHEH HOCHTEN Cce€ aJpecHparT [0
Boennomeaumuacka akamemus, Cnyx6a ,PapManud W MEIHIMHCKA
mapketuHr, 1606 rp. Cogus, yiu. ,,I'eopru Coduiicku’ Ne 3.

OdepTH, KOUTO HE OTTOBAPAT HA M3UCKBAHMATA HA HACTOSLIATA [TOKAHA HJIH
¢a ¢ MU3TeKJIa BAIUHOCT, He TIOJUIeIKAT Ha pasriexane. B choTReTcTRYE € Uil.12
ot Hapenba Ne 10 npu moctaBkata Ha JIeKapCTBEHUTE IPONYKTH, BKIIIOUEHU B
odepTuTe, 3aaBIDKUTEHO TPsOBA Ja ce NPEeAOCTaBs MapTHAEH cepTUUKAT 3a
KauecTBO, CBOTBETHO cepTudUKaT 3a OCBOOOXKAABAHE Ha MapTHAaTa Ha
JIEKAPCTBEHUS TPOIYKT.

3AMECTHHK - HAYAJIHUK HA B
AKAJEMMA IO AUAT'HOCTUYE
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