PEITYBJIMKA BbJIT'APUSA
MUuHUCTEPCTBO HA 3/IpaBEOIa3BaHETO

MuHucTBp Ha 37paBeona3BaHETO

3AITOBE [

X

3a msmenenne Ha 3anosen Ne PJ[-01-427/24.06.2026 r., n3MeHeHa H JOMBJIHEHA CHC 3aMo0Be/

P/1-01-479/23.07.2026 r. u 3anosex Ne P/1-01-506/29.07.2026 r.

Ha ocnoBanue wi. 25, ain. 4 ot 3akoHa 3a aAIMUHUCTpALMATA, Wi. 266a, an. 2 oT 3akoHa 3a
JIEKapCTBEHHUTE MPOAYKTH B XyMaHHATa MeIuluHa, 4wi. 16, ain. 6 ot Hapeaba Ne 10 ot 2011 1. 3a
yCIIOBUSITA U pefia 3a JIeUeHUe ¢ HepaspelleHu 3a ynorpedba B Pemybnuka bearapus nexkapcrseHu
MIPOYKTH, JICKAPCTBEHU IMPOIYKTH, IIPHJIATAHA U3BBH YCIOBHATA HAa PA3pEIICHUETO 3a yoTpeda, u
JIEKapCTBCHH MPOJIYKTH 3a ChCTPaJaTeIHa YIoTpeda, KaKTO U 32 YCIIOBUSATA M pefia 3a BKIIOYBAHE,
MIPOMEHH, M3KJII0YBAHE U JOCTaBKa Ha JIEKAPCTBEHU MPOAYKTH OT CIHCHKA MO Wi. 266a, ai. 2 oT
3aKoHa 3a JIeKapCTBEHUTE MPOIYKTH B XyMaHHATa MEIUIIMHA U BBB Bpb3Ka ¢ MHUCMO ¢ BX. Ne 20-17-
97/21.07.2026 r. or M3mbiHUTENHaTa areHIMs MO JIeKapcTBara, craHoBumia ¢ BX. Ne 20-17-
97/30.07.2026 r. ot EkcmepTHHs CBBET 10 MEAMIMHCKATa CIEIHATHOCT ,,MeauinHCKa
onkosorus™, BX. Ne 20-17-97/30.07.2026 r. ot ExcriepTHUS ChBET MO MEAMIIMHCKATA CIICIIAATHOCT

,, JKJIMHMYHA XeMaToIorus

HAPEXIAM:

B Ilpunoxenuero ,,Ciuchk Ha JEKapCTBEHUTE MPOIYKTH MO Wi. 266a, an. 2 oT 3aKoHa 3a
JICKApCTBEHHUTE MPOJIYKTH B XyMaHHaTa MeauiHa™ kbM 3amoBen Ne P/1-01-427/24.06.2026 .,
W3MEHEeHa W JonbiIHeHa cbc 3amoBen PJ1-01-479/23.07.2026 r. m 3amoBem Ne PJI-01-
506/29.07.2026 r. Ha pex Ne 43 B konona ,,JIekapcTBeHa Gpopma U KoamyecTBO™ gymure ,,2 mg/ml
solution for infusion - 25 ml; 2 mg/ml concentrate for solution for injection/infusion - 25 ml; 2
mg/ml solution for injection - 25 ml* ce 3anuuasar.

Hacrosmara 3anoBes 1a ce my0aMKyBa Ha MHTEPHET CTpaHULlaTa Ha MUHHUCTEPCTBOTO Ha

3ApPaBCOIMa3BaHECTO.
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Kata ViBkoBa

MWHUCTBP Ha 3apaBeona3BaHeTo



