PENIYBJIUKA BBJITAPUSA
| MuHHCTEpCTBO Ha 31paBEONa3BaHETO

MI/IHI/ICT'bp Ha 34paBcoIa3paHCToO

SAHOBE] )

rrr O0- 1A%, 0409 208w

3a qonbanenne Ha 3amosen Ne P/1-01-146/29.05.2018 r.

Ha ocHoBanue 9. 25, ail. 4 oT 3akoHa 3a aIMHUHHACTPALUATA, WI. 2664, al. 2 oT 3aKoHa 32
JNleKapCTBEHHTE IIPOAYKTH B XyMaHHaTa MeMIIMHA, 9. 16, an. 4 u 6 ot Hapen6a Ne 10 or 2011
I. 33 YCIOBHATa M peia 3a JieueHHe ¢ HepaspelleHH 3a ynorpeba B PemyGnuka bwiarapus
JIEKAPCTBEHH TIPOTYKTH, KaKTO M 3a YCJIOBHATA M pela 3a BKIIOYBaHe, IPOMEHH, H3KIIOYBaHE H
JOCTaBKa Ha JIEKApCTBEHH IIPOIYKTH OT CIIUCHKA IO WI. 266a, all. 2 0T 3aKOHA 3a JIEKAPCTBEHUTE
IIPOAYKTH B XyMaHHaTa MEJUIHHA ¥ BBB Bpb3ka c.nmucMo ¢ BX. Ne 33-YMBAJI-164/03.07.2018
r. ot YMBAJI ,,Codusmen EOOJI, mucmo ¢ Bx. Ne 33-YMBAJI-164/24.07.2018 r. ot HAJI
cranopume ¢ BX. Ne 33-VYMBAJI-164/17.07.2018 r. OT HaUWOHATHHTE KOHCY/ITAHIH IO
HEBPOJIOTHUS U JIETCKA HEBPOJIOTUA

HAPEXJIAM:

I. B npusoxenunero ,,CHKC’BK Ha JICKapCTBEHUTE MPOIAYKTH I10 Wi. 266a, ain. 2 oT 3a1£ona
3a JIEKapCTBEHUTE NIPOAYKTH B XyMaHHaTa MeauuuHa“ kbM 3aposen Ne PJ[-01-146/29.05.2018 r.
ce cp3zaaBa pen Ne 35:

Kon MexaynapoaHo | 3aGoasiBane | JlekapcrBeHa popma M KOJHYECTBO Homs
Ne | mo  aHaTOMO | HeNaTeHTHO no AKTHBHO BeL1eCTBO JIHHT
TepameBTHYHA | HAHMEHOBAHHE, | MeXIYHAPO eJiHa
XHMHYHA KbM KOeTo | leH KOA Ha Hugo
KiacuuKauus | NpUHALIEKH 3a6oJsiBaHH . | pman
NPOAYKTHT ATa ' usi
35 | M0O9AXO03 Ataluren G71.0 125 mg granules for oral suspension;
250 mg granules for oral suspension

nyOIMKyBa HAa HHTEpHET CTpaHMIaTa Ha MHUHUCTEpPCTBO HA

-



