PEITYBJIMKA BbJIT'APUSA
MUuHUCTEPCTBO HA 3/IpaBEOIa3BaHETO

MI/IHI/ICT”bp Ha 3/IpaBC€OIIa3BaAHETO

3AITOBE [

24.2.2023r.

X PA-01-104/24.02.2023

AOKYMEHT,

pernctpupaH oT:
Signed by: Aneta Lyubenova Todorova

3a u3menenue Ha 3amosea Ne P/I1-01-253/17.06.2022 r., u3MeHeHA ¥ T0IbJIHEHA ChC
3anoBea Ne P/1-01-276/28.06.2022 r., 3anoBex Ne P/1-01-317/13.07.2022 r., 3anoBex Ne P/I-
01-391/12.08.2022 r., 3anoBex Ne P/1-01-410/23.08.2022 r., 3anosex Ne P/[-01-434/08.09.2022
r., 3amoBen Ne P/1-01-571/09.11.2022 r., 3anoBex Ne P/[-01-608/24.11.2022 r., 3anoBex Ne P/I-
01-645/07.12.2022 r., 3anoBex Ne P/1-01-15/09.01.2023 r. u 3anosex Ne P/1-01-47/27.01.2023

I.

Ha ocHoBanue un. 25, an. 4 ot 3akoHa 3a aAMUHUCTpanusATa, 4. 266a, an. 2 oT 3aKkoHa 3a
JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa MeIUIMHA, 4wi. 16, an. 4 u 6 ot Hapenba Ne 10 ot 2011 r.
3a yCJIOBHSITA U peJia 3a JICUCHUE C Hepa3pelleHu 3a ynorpeda B Penmyonmka brarapus nexkapcTBeHn
MPOAYKTHU U JIKAPCTBEHH MIPOJYKTH 3a ChCTpajaTesIHa YIOTpeOa, KaKTO U 3a YCJIOBHITA U pelia 3a
BKJIIOUBAHE, TPOMEHH, U3KJIFOUBAHE U IOCTaBKa Ha JIEKAPCTBEHH MPOAYKTH OT CITUCHKA IO WiI. 266a,
an. 2 ot 3aKoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA U BbB Bph3Ka ¢ mrucMo No 33-
12-46/23.09.2022 r. ot CBAJI o netcku 6omnectu ,,[Ipod. UBan Mutes®, rp. Codusi, CTaHOBHIIE C
BX. Ne 33-12-46/05.01.2023 r. ot U3mbiHHUTEIHATA areHIUS 10 JIGKapCcTBaTa M CTAHOBHIIA C BX. No
33-12-46/12.02.2023 r. ot ExcriepTHUsI ChBET MO MEIUIIMHCKATA CIIEIIUATHOCT ,,J[eTCKa KITMHUYIHA
xemaronoruss u oHkomorus, BX. Ne 33-12-46/24.01.2023 1. or EkcmepTHuss CBBET MO
MeIMIMHCKaTa cruenuandoct , Knmuanyna xemaromgorus™ u BX. Ne 33-12-46/27.01.2023 r. ot

ExcrniepTHHS ChBET 1O MEIUIIMHCKATA CIIeHaIHOCT ,, I lequarpus‘.

HAPE XK JITAM:



B ITpunoxenunero ,,CIUCBHK Ha JIEKapCTBEHUTE MPOIYKTH IO WiI. 2664, ain. 2 oT 3akoHa 3a

JICKapCTBEHUTE NPOAYKTH B XyMaHHaTa MeauuuHa“ kbpM 3amoBen Ne PJ[-01-253/17.06.2022 r.
nonbiaHeHa cbe 3amoBen Ne PJI-01-276/28.06.2022 r., 3amosen Ne PJ1-01-317/13.07.2022 r.,
3amoBex Ne PJ1-01-391/12.08.2022 r., 3anoen Ne PJ[-01-410/23.08.2022 1., 3amoBex Ne PJI-01-
434/08.09.2022 1., 3amoen Ne P/[-01-571/09.11.2022 r., 3anosen Ne PJI-01-608/24.11.2022 r.,
3anoBen Ne P/1-01-645/07.12.2022 r., 3amoBex Ne PJ1-01-15/09.01.2023 r. u 3amoBex Ne PJ1-01-
47/27.01.2023 r. ce cp3naBat penoe Ne 91, 92 u 93:

MexayHapoaHo JlekapcTBeHa 3aGonsiBAHE M0
HEMATEHTHO q)OPMa " Me HapoOACH I[OHLJIHI/ITQJ’IH&
Ne | ATC koa | HamMeHOBaHME, KbM KOJHYeCTBO KLyHap
KO/l HA uHpopmanus
KO€TO IMMPUHATJICIKA Ha aKTUBHOTO
3a00/1IABaHUSITA
npoaykrsT (INN) BeIEeCTBO
300 mg/3 mi

01 | L04AA43 Ravulizumab concentrate for | D59.3; D59.5;

solution for infusion D58.8

x 1 vial
20 mg powder for

92| A16AB25|  Olipudase alfa concentrate for E75.2

solution for infusion

—5ml
3,75 mg powder and
solvent for
93 | LO2AEO4 Triptorelin suspension for E25.0; E 22.8
injection x 1 pre-
filled syringe
Hacrosimiata 3anmoBes 1a ce myOauMKyBa Ha MHTEPHET cTpaHuUIlaTa Ha MUHHCTEpCTBOTO HA
3ApaBCOa3BaHCTO.

24.2.2023 r.

X A-p Acen Meaxungves

[-p AceH Meaxungnes

MWHUCTBP Ha 34paBeonasBaHeTo
Signed by: Asen Georgiev Medzhidiev



