.| PEITYBJIMKA B'bJIFAPUA
\ MUuHUCTEPCTBO HA 3/IpaBEOIa3BaHETO

MI/IHI/ICT”bp Ha 3/IpaBC€OIIa3BaAHETO

3AITOBE [

8.9.2022r.

X PA-01-434/08.09.2022

Signed by: Aneta Lyubenova Todorova

3a mombjaHenne Ha 3amoex Ne P/I1-01-253/17.06.2022 r., u3MeHeHA ¥ J0IbJIHEHA ChC
3amoBea 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. u 3amoBen Ne P/1-01-410/23.08.2022 r.

Ha ocnoBanue uin. 25, an. 4 ot 3akoHa 3a aAMUHHUCTpanusaTa, 4i. 266a, an. 2 oT 3aKkoHa 3a
JIEKapCTBEHHUTE MPOAYKTH B XyMaHHATa MEeIUIIMHA, Wi. 16, ain. 4 u an. 6 or Hapen6a Ne 10 ot 2011
r. 3a YCIOBHUATAa M pela 3a JieueHHWe ¢ HepaspemieHd 3a ynorpeba B Pemybnuka bbarapus
JIEKapCTBEHH MPOIYKTHU, JIEKAPCTBEHU MPOTYKTH, IPUIATraHU U3BHH YCIOBUATA HA Pa3peUICHUETO
3a ynorpe0a, U JISKapCTBEHU MPOAYKTH 32 ChCTpaJaTeliHa ynorpeda, KakTo U 3a YCIOBUSITA B pefia
3a BKIIFOYBaHE, MPOMEHH, H3KJIIOYBAHE W JIOCTABKA HA JICKAPCTBEHU MPOJYKTH OT CIUCHKA IO Y.
266a, an. 2 or 3akoHa 3a JIEKapPCTBEHUTE MPOAYKTH B XyMaHHATa MEJIMIIMHA U BbB BpPb3Ka C
npeuiokeHus ¢ BX. Ne 33-25-24/13.06.2022r. ot Cneunanuszupana O0JIHUIIA 32 AKTUBHO JIEYEHUE
Ha XxemaronorudHu 3abonsBanus, rp. Codms m BX. No 33-02-22/15.07.2022 r. ot MBAJI
,,Hannonanua kapauosoruuna 6omuuia, EAJI, miucma ¢ Bx. Ne 33-25-24/01.07.2022 r. u Bx. Ne 33-
02-22/09.08.2022 r. ot M3mbiHUTENHATA areHIMS IO JIEKapCcTBaTa M CTaHOBHUINA ¢ BX. No 94-
4031/19.08.2022 1. or EkcmepTHus cbBEeT MO MEIUIMHCKATa CHeNHamHOCT , KinHMYHA
xemaronorus u BX. Ne 61-00-84/25.08.2022 1. ot EkcmepTHHS CBBET IO MEIUITMHCKATA

cnenuanHoct ,,Kapaunoxupyprus‘

HAPE XK JITAM:



B ITpunoxenunero ,,CriuchK Ha JEKapCTBEHUTE NMPOIYKTH 10 4wi. 266a, an. 2 oT 3akoHa 3a

JICKapCTBEHHUTE MPOAYKTH B XyMaHHarta meaunuHa™ kbpM 3amoBen Ne P/1-01-253/17.06.2022 r.,

W3MEHeHa H JombiaHeHa cbc 3amoBen Ne PJI-01-276/28.06.2022 1., 3amoBem Ne PJI-01-
317/13.07.2022 r., 3amoBex Ne PJ1-01-391/12.08.2022 r. u 3anoex Ne PJ1-01-410/23.08.2022 r. ce

ch3naBar peaose ¢ Ne 85 u 86:

MeskayHapoaHo
HCIIATCHTHO
JlekapcTBeHna popma u | 3aboJisiBaHe 10
HauMEHOBaHUE, KOJHUYeCTBO MesKIyHapojeH | JlonbJaHUTeIHA
Ne | ATC kon KBbM KOETO yHap
HA AaKTUBHOTO KO Ha HH(l)OpMaIII/IH
NPUHAJJIEKHA
BeleCcTBO 3200JI9BaHUATA
MPOAYKTBLT
(INN)
Protamine 10 mg/ml solution for
85 |\VO03AB14 mg/m CoritacHo PY
sulfate injection — 5 ml
10 mg powder and
BO1AX07 . gp .
86 Caplacizumab | solvent for solution for M31.1
injection
HaCTOHI_I_IaTa 3aI10BCI Ja CC Hy6J'II/II(y'Ba Ha I/IHTepHeT CTpaHI/II_IaTa Ha MI/IHI/ICTepCTBOTO Ha
BHpaBeOHEBBaHCTO.

8.9.2022 .

X [-p AceH Meaxunaves

[-p AceH Meaxunanes
MWHUCTBP Ha 34paBeona3BaHeTo
Signed by: Asen Georgiev Medzhidiev



