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3JAITOBE I

3a nonbaHenue Ha 3anoBen Ne PJI-28-113/30.04.2013 r. ¢ KoAITO € yTBbP/IEH CIHCHK €
JIEKapCTBEHH MPOXYKTH MO WI. 2664, ajn. 2 oT 3aKoHa 3a JieKapcTBeHHTe NPOAYKTH B
XyMaHHATa MeHIIHHA

Ha ocnoBanme wi. 266a, an. 2 or 3akoHa 3a JIGKAPCTBEHUTE MPOAYKTH B XyMaHHATa
MEIUIMHA, BbB Bpb3Ka ¢ 4. 16, an. 6 or Hapen6a Ne 10 ot 17.11.2011 r. 3a yciioBusra u peaa
3a JiedeHHe C HepaspemeHu 3a ymoTpeba B PemyOimka benrapust snexapcTBeHH HpPOLYKTH,
KakTO M 3a YCIIOBHSITA M pefa 3a BKIIOYBaHE, MPOMEHM, W3KIIIOUBAHE M JIOCTaBKa Ha
JIEKapCTBEHHU MPOAYKTH OT CIIHCHKA IO wi. 266a, ai. 2 oT 3aK0Ha 3a JIEKapCTBEHUTE IIPOJIYKTH
B XyMaHHaTa MEIUIUHA, WI. 6 OT YCTPOHCTBEHHS NPABWIHUK Ha MUHHCTEPCTBO Ha
3/[paBeoIIa3BaHeTO U BHB BPB3Ka ¢ mHeMo ¢ BX. Ne 12-01-88/18.05.2013r. ot MAJI

HAPEXJIAM:

I. JlorrenBam 3amoBen Ne PJ1-28-113/30.04.2013r., xkato ciieBa:

Touxa enurcTBeHa. B IpHoxennero ,,CIUCHK Ha JIEKAPCTBEHUTE IIPOAYKTH 110 41 266,
alr. 2 or 3aKoHa 3a JIeKapCTBEHWTE MPOAYKTH B XyMaHHATa MEJHIMHA~ C€ IIPaBsT CIICHATE
JIOITbITHEHHUSL:

a) B pen Ne 17, B xonoHa ,,JlekapcTBena (popMa U KOJUYECTBO AKTHBHO BeEIECTBO”
cirent mymute ,hard caps. 200 mg” ce no6assar nymure ,, hard caps. 250 mg”

0) ce3naBa ce pex No 21:

MexayHapoaHo
Koa no anatomo HENaTeHTHO
.NQ TepaneéBTH4YHA XHMHYHA | HAUMEHOBAHHE, KbM

JlekapcrBena popma u

JlonmbaHUTEIHA
KOJIH4€CTBO AKTHBHO

BabosisiBaHe MO MeXKAYHAPOEH|

Kﬂﬂc“d)ﬂl(‘all“ﬂ KO€TO NPHHAMJICHKH 07 L ARGOOH AT BeLIeCTBO umpopmaunﬂ
NpOAYKTHT
combipack of
- : e 00
21G03XB01/Go2ADo6 |Viifepristone/Misol y o) 1. 5 3. 5 gg.gog | Mifepristone 200 mg
prostol tablet and misoprostol 4

x 0,2 mg vaginal tablets
II. Hacrosimmara 3amoBex, aa Obae IyOJMKyBaHa Ha MHTEPHET CTpaHunara Ha

JI-P TAHS AHJ/IPEEBA|
Munucmusp na 30paseonasgd




