PEITYBJIMKA BbJITAPUSA
MUuHUCTEPCTBO HA 3/IpaBEOIa3BaHETO

MuHHCTBEp Ha 31paBeONa3BaHETO

3ANOBE ]I

8.7.2025 .

X PA-01-319/08.07.2025

Signed by: Ivo Tsvetanov Manchev

3a pombjaHenue Ha 3amosex Ne P/1-01-291/24.06.2025 r., mombjaHeHa chbe 3amoBen Ne

P/1-01-302/04.07.2025 r.

Ha ocnoBanue wi. 25, ain. 4 ot 3akoHa 3a aIMUHUCTpAIMATA, 4. 266a, an. 2 oT 3akoHa 3a
JIEKApCTBEHHUTE MPOIYKTH B XyMaHHATa MeAMIMHA, Wi. 16, ai. 4 u 6 ot Hapenba Ne 10 ot 2011 r.
3a YCJIOBUSTA M Pejia 3a JICUCHUE C Hepa3pelleHu 3a yroTpeda B PenyOnuka brirapus nekapcTBeHu
MPOAYKTH, JISKAPCTBEHU MPOYKTH, IPHIIATaHU U3BBH YCIIOBHTA HA pa3peIICHUETO 3a ynorpeda, u
JIEKapCTBEHH MPOAYKTH 3a ChCTpaJaTeNHa yroTpeda, KaKTo U 3a yCIOBUATA U peJia 3a BKIIIOUBAHE,
MIPOMEHH, U3KJIIOYBAHE U JOCTaBKA Ha JIEKAPCTBEHU MPOAYKTH OT CIMCHKA MO wWi. 266a, an. 2 ot
3aKoHa 3a JIEKapCTBEHUTE MPOIYKTH B XyMaHHATa MEUIIMHA U BB Bpb3Ka ¢ miucMo ¢ BX. Ne 16-00-
3/05.06.2025 r. or CBAJIAB ,,IIpod. MBan Mutes“ AJl, rp. Codusi, cranopuiie ¢ Bx. Ne 16-00-
3/03.07.2025 . ot M3mbaHuTeIHATA areHIWs MO JIeKapcTBata W craHoBuima ¢ BX. Ne 16-00-
3/02.07.2025 r. ot ExcriepTHHS CHBET M0 MEAMIIMHCKATA CIICIIHATHOCT ,,MeIMIINHCKA TeHeTHKA™ 1

BX. Ne 16-00-3/02.07.2025 r. ot ExcriepTHHs chBET IO MEAUIIMHCKATA CIICIUANTHOCT ,,[lequaTpus™

HAPEXIAM:

B Ilpunoxenunero ,,CIIUCHK Ha JICKApCTBEHUTE MPOAYKTH IO 4i. 266a, ai. 2 oT 3akoHa 3a
JIEKapCTBEHHUTE MPOAYKTH B XyMaHHarta meauuuHa™ kpM 3amoBen Ne P/1-01-291/24.06.2025 r.,

nonbiHeHa cbe 3anoBen Ne PJ1-01-302/04.07.2025 r. ce cp3naBa pen Ne 116:



Ne ATC kox | Mexnynapoan | JlekapcrBeHa ¢opma u | 3aGoasiBane mo | JlombiaHuTe/HA
0 HENaTeHTHO | KOJIMYeCTBO MesKayHapoaeH | HH(popmanus
HANMEHOBaHHe KO/ HA
3a00/19BaHUATA
116 | AL16AX28 | Sepiapterin 250mg oral powder in | E70.0
sachet m 1000mg oral
powder in sachet
Hacrosimara 3anoBes 1a ce my0aMKyBa Ha MHTEPHET CTpaHULaTa HA MUHUCTEPCTBOTO HA
3JIpaBEONa3BaHETO.

7.7.2025 .

X Cunsun Kvpunos

[ou. a-p Cunsn Kupunos, am
MWHUCTBP Ha 34paBeona3BaHeTo
Signed by: Silvi Kirilov Petrov




