PEITIYBJIUKA BbHJITAPHS
MuHuCTEPCTBO Ha 3/ipaBeoNna3BaHETO

MI/IHI/ICT’Lp Ha 3paBCONa3BaHETO

JAITOBE A

Ne %OA*QG&K&Q% 2019r.

3a JonbJjaHeHHe Ha 3anosex Ne P/1-01-200/09.07.2019 r., nonbiaHena cbe 3anobey Ne PJI-
01-247/23.08.2019 r.

Ha ocHoBanue 4. 25, an. 4 ot 3akona 3a aIMUHHCTpaUUATa, 4. 266a, aji. 2 oT 3akoua
32 JICKapCTBEHUTE IIPOAYKTH B XyMaHHATa MEAULUMHA, 4. 16, an. 4 u 6 ot Hapen6a Ne 10 ot
2011 r. 3a ycrnoBHsiTa 4 pefja 3a JieYeHHE C HEpa3peLIeHH 3a ynotpe6a B Peny6nuka Brarapus
JICKapCTBCHH IIPOAYKTH, KAKTO H 33 YCIIOBUSTA U peJia 3a BKIIOYBAHE, IPOMEHHU, U3KITIOUBAHE
H NI0CTaBKa Ha JICKAPCTBEHM NPOAYKTH OT CHHCBHKAa Mo 4. 266a, an. 2 oT 3akoHa 3a
JICKapCTBCHATE NIPOAYKTH B XyMaHHaTa MEMIMHA M BBB BPB3Ka C MACMO ¢ BX. No 33-12-
37/03.09.2019 r. ot Crenmanusupana 60MHHIA 3a aKTHBHO JCYEHHE Ha JETCKH O0JIeCTH
»IIpod. UBan Mutes“ EAJ], cranosume ¢ Bx. Ne 33-12-34/10.09.2019 r. o W3nbsnnvrennara
areHiws 1o JiekapcTsara i CTaHoBHIIE € BX. Ne 33-12-34/10.09.2019 r. ot Excriepraus cuet

N0 MEAUIMHCKA CIEUHATIHOCT ,, I 'acTpoeHTepoIorus

HAPEXIAM:

L.B Ilpunoxennero ,,CiuchK Ha IEKApCTBEHUTE IPOIYKTH O WI. 2664, an. 2 or 3aKkoHa 3a
JICKapCTBCHUTE IPONYKTH B XyMaHHATa MeMIMHA™ KbM 3amosen Ne PJT-01-200/09.07.2019 r.,

JonbiHeHa ¢be 3anoBen Ne PJ1-01-247/23.08.2019 r. ce cb31aBa pex ¢ Ne 63:



Ne | ATC xoa | Mexkaynaponno | JlekapcrBena | 3aGonsiBane no JonbaHuTeHa
HENATEeHTHO dopma u MeXIyHapoaeH | HHpopMauus
HAHMEHOBAaHHE, | KOJHYECTBO KO Ha
KBM K0€TO Ha 3200/ 1IBAHHATA
NIPHHAIJIEKA AKTHBHOTO
NPOXYKTHT BeIIECTBO
(INN)
2 mg/ml
63 | A16AB14 | Sebelipase alfa concentrate E75.5
for solution
for infusion

I1. Hacrosinara 3anosen na ce nyGImKyBa Ha MHTEPHET CTPAHULATA HA MunucrepctoTo
Ha 3/[paBeoIa3BaHETo.
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