PEITYBJIMKA BbJITAPUSA
MUHHCTEPCTBO Ha 3/IpaBeoONa3BaHETO

MuHHCTBEp Ha 31paBeONa3BaHETO

3AITOBE [

4.7.2025 .

X PA-01-302/04.07.2025

Signed by: Ivo Tsvetanov Manchev

3a nonmbiaHenue Ha 3amoBen Ne P/1-01-291/24.06.2025 1.

Ha ocnoBanue ui. 62, an. 1 oT AIMUHUCTPATUBHOIIPOLIECYATHUS KOJEKC, 1. 25, ai. 4 ot
3aKoHa 3a aIMUHUCTpaLUATA, Wi. 266a, an. 2 oT 3aKOHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa
MeaunuHa, wi. 16, an. 6 or Hapen6a Ne 10 ot 2011 r. 3a ycioBusita U pefa 3a JIEYCHHE C
HepazpeleHn 3a ymnoTpebda B PemyOmuka bbirapus nexkapcTBeHM MPOIYKTH, JIEKAPCTBEHU
MIPOYKTH, TIPUJIATAHW W3BBH YCIOBUATA HA PA3pEIICHUETO 32 YIOTpeOa, U JICKaPCTBEHH MTPOTyKTH
3a ChCTpaJlaTeNIHA ynoTpeda, KaKTo | 32 yCIOBHATA M pejia 32 BKIIFOYBAHE, IPOMCHH, U3KITFOYBAHE
U JOCTaBKa Ha JIGKAPCTBEHU MPOAYKTH OT CIIUCHKA MO Wi. 2664, anl. 2 oT 3aKoHa 3a JIEKApCTBEHUTE
NPOJYKTH B XyMaHHATa MEIHUIIMHA U BbB BPb3Ka ChC cTaHOBHINA ¢ BX. Ne 16-00-3/17.06.2025 r. ot
W3nbaHuTeHATA areHIus o JekapcerBata, BX. Ne 16-00-3/23.05.2025 r. ot ExcriepTHus chbBeT 10
MEIHIMHCKATa crienuanHocT ,,[Icuxuarpus® u Bx. Ne 16-00-3/26.06.2025 . ot ExcniepTHUS ChBET

10 MCIUMIMUMHCKAaTa CliICIruaJIHOCT ,,I[eTCKa FaCTpOGHTepOJ'IOFI/IH“

HAPEXIAM:

B Ilpunoxenuero ,,CriuchK Ha JI€KapCTBEHUTE MPOAYKTHU IO wi. 266a, ant. 2 oT 3akoHa 3a
JIeKapCTBEHUTE MPOAYKTU B XyMaHHaTa MeaunuHa“ kbM 3anoseq Ne P/1-01-291/24.06.2025 r. ce
MIPABST CIEAHUTE JOMBIHCHHUS:

1. Ha pen Ne 64 B xos10Ha ,,3a00s1BaHE 110 MEKTYHAPOIEH KOJT Ha 3a00JIsIBAHUATA" HAKpas
ce MocTaBs 3ameras u ce 1ooass ,,K76.8

2. Ha pen Ne 79 B konoHna ,,3a0omsiBaHe 10 MEXIYHAPOICH KOJI Ha 3a00 IsIBAaHUATA HaKpast
ce IocTaBs 3ameras u ce 1ooass ,,K76.8

3. Ha pex Ne 80 B komona ,,JlekapcTBeHa (hopMa M KOJUYECTBO HaKpas Ce IOCTaBS

3areTast u ce qo6aes ,,300 mg powder and solvent for prolonged release suspension for injection®.



Hacrosmara 3anoBen fa ce myoJuKyBa Ha MHTEpHET cTpaHuIlaTa Ha MUHUCTEPCTBOTO Ha

30paBCOIIa3BaHCTO.

4.7.2025 .

X Cunen Knpunos

Lou. a-p Cunsn Kupunos, am
MuWHUCTBP Ha 3apaBeona3BaHeTo
Signed by: Silvi Kirilov Petrov




