PEITYBJINKA BBJII'APUS
MuHHCTEPCTBO Ha 3IPaBEONIAa3BAHETO

MuHACTED Ha 3/]paBeona3BaHETO

3ANOBE ]
Ne ?73‘0" =M (2.2, 44 2019r.

3a fonnaHenune Ha 3anosex Ne P/1-01-200/09.07.2019 r., xorbIHeHAa H H3MEHEHA ChC
3amosen Ne P/1-01-247/23.08.2019 r., 3anosex Ne P/1-01-262/16.09.2019 r., 3anoBex Ne
P/I-01-282/08.10.2019r. u 3anosex Ne P/[-01-303/28.10.2019r.

Ha ocroBanue wi. 25, an. 4 ot 3axoHa 3a aIMUHUACTpanUATa, WI. 2662, an. 2 oT 3akoHa
3a JIEKapCTBEHUTE IIPOAYKTH B XyMaHHaTa MeIuIuHa, WI. 16, an. 4 u 6 ot Hapen6a Ne 10 ot
2011 r. 3a ycoBHATa K pea 3a JeUeHHe ¢ Hepa3peuleHH 3a yrnorpeba B Permybimka brirapus
JIEKapCTBEHHU IIPOAYKTH, KAKTO M 3a YCIOBMATA M pella 32 BKIIOYBAaHE, IPOMEHH, H3KIIIOYBAHE
M JOCTaBKa Ha JIEKAPCTBEHH IPOAYKTH OT CIMCBKAa IO WI. 266a, am. 2 or 3akoHa 3a
JIeKapCTBEHATE IPOAYKTH B XyMaHHaTa MEIVLMHA M BBB BpB3Ka ¢ MHUCMO ¢ BX. Ne 33-12-
41/23.10.2019 r. ot Cneuuanusnpana GONHHMIA 3a aKTHBHO JICYCHHE Ha JCTCKM 6osecTH
,1Ipod. UBan Muter“ EAJ], ctanoBume ¢ Bx. Ne 33-12-41/06.11.2019 r. ot Y3nbimuTeaHaTa
areHIus Io JieKkapcTBara ¥ craHoBume ¢ BX. Ne 33-12-41/19.112019 r. ot ExcneptHus chBeT

110 MEIMIIMHCKA crienuantHocT ,,Jlequarpua‘

HAPEXJIAM:

1.B IIpunoxenuero ,,CiuchbK Ha JIEKapCTBEHUTE NPOAYKTH II0 WiI. 266a, ar. 2 oT 3akoHa 3a
JIEKapCTBEHUTE IIPOAYKTH B XyMaHHaTa MeauuuHa“ kM 3anosea Ne PJ1-01-200/09.07.2019 r.,
H3MEHeHa H JomniHeHa c¢he 3amoBex Ne PJI-01-247/23.08.2019 r. u 3amosex Ne PJI-01-
262/16.09.2019 r. 3anoBex Ne P/1-01-282/08.10.2019r. u 3anosen Ne P/1-01-303/28.10.2019r.

ce cr3/1aBa pef ¢ Ne 66



MexayHAPOXHO JlekapcTBeHa
HeNaTeHTHO dopma n 3a6oaaBane no
JonbaHnTeTHA
N | ATCkon |[nammenoBanue, KbBM KOJIHYECTBO  |MEMKTyHAPOAECH KOX
Hugopmanus
KOETO NPHHA/VIEKH | HAa aKTHBHOTO | HA 3a60J1ABaHHATA
nponykTsT (INN) BeIlECTBO
66 | Al6ABI3 Asfotase alfa E83.3 100 mg/ml solution
for mjection

Munucmuvp na 30paseonazearnemo




