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OtaocHo: Bama jxan6a ¢ 8x. Ne KIT-00-158/22.04.2014 r. no Komucusita no npozpagsocr
YBA’KAEMMU I'-H T1ALIIOB,

B®B Bpb3Ka ¢ nozianeHara ot Bac xanba, ¢ Bx. Ne KII-00-158/22.04.2014 r. (70-00-
350/21.02.2014r.) no Komucwusita no npo3padnoct, Bu yBejomsiBam ciiefHOTO:

Ot Pemenuero, xoero ¢ mpeaMer Ha Bamara xanba e BHIAHO, Ye IpUTEXaTel HA
paspelieHreTo 3a ynorpeba Ha rmocodeHus jekaperBeH nponaykT e Aktavis Group PTS ehf,
Wcnangus, a xkanbarta € moaaneHa ot ,,AxraBuc” EAJl upe3 Wnusg Ilamor. Cnen nHanpaBena
crpaBka B TBProBCKUSI PErMCTHP NpH ATEHIHMSTA [0 BIMCBAHUATA € BHIHO, 4e anbara e
10JIaJIHa OT JIUIIE, KOETO MOJXe J1a IPECTaBIISIBA JPYKECTBOTO.

K®M xanbara He e IpHIoKeH JOKYMEHT 32 aKTyallHa PerucTpalys 110 HaIlHOHATHOTO
3aKOHOJIATEJICTBO, H3aJA¢H OT KOMIIETEHTEH OpraH Ha ChOTBETHATA Jbp)KaBa Ha IIPUTEXKATEIsI
HAa pa3pelIeHreTo 3a ynotpeba Ha iexapcTBeHus npoaykt - Aktavis Group PTS ehf, Mcnanus,
¥ B Ta3W Bph3Ka HE € CIa3eHO M3UCKBaHeTo Ha Wi. 86, T. 2 o AIIK.

Ha BTOpO MICTO, HE Ca IPEACTABEHH JOKA3aTeJCTBA, OT KOMTO Ja € BHAHO, Y€
JIPY)KECTBOTO — XKajabomoaaTesl iMa IMpeICTaBUTEHA BIACT Ja U3BBPIIBA JCHCTBHA OT HMETO
Ha TPUTEXATEIIsl Ha pa3pelIeHueTo 3a yroTpeda Ha NOCOYSHHUTE JIEKAPCTBEHH IPOAYKTH IIpe]T
Komucusta Mo mpo3padHocT KbM MHHHCTEPCKHS ChBET W B Ta3d Bpbh3Ka HE € CIa3eHa
paznopenbara va un. 86, T. 1 ot AIIK.

3a nma Obae peasu3upaHO IMPOU3BOACTBOTO Ipen Komucusra mo mpo3padyHoOCT IO
nojaneHarta oT Bac xanba e HeoOXoauMO chiaTa Ja OTroBaps Ha M3HCKBaHUSATA Ha
AmvuaucTpatuBHonponecyannus kojekc (AIIK). B Ta3su Bpe3ka U B CHOTBETCTBHE C
u3uckBaneTo Ha wi.86, 1. 1 u T. 2 ot AIIK cienBa na ce mpuoXky JOKYMEHT 3a aKTyajaHa
perucTpaiys no HaMOHAIHOTO 3akoHozatencTBo Ha Aktavis Group PTS ehf, Mcnannus,
KaKTO M IIBIHOMOINHO, CBHIJIACHO KOETO TPUTESKATENST Ha pa3peleHuero 3a ymoTpebda
yI'BIHOMOII[aBA KaTo HeroB npexcrasuten ,,Akrasuc” EAJ] npen Komucusara no npo3pagnoct
KbM MUHHUCTEPCKHUS CHBET.



IlpenBun ropensnoxeHoTo, Ha ocHoBanue wi. 87, an. 1 ot AIIK ciexsa B 7-mHeBeH
CPOK OT IIOJIy4aBaHETO HA HACTOAINOTO CHOOILICHHE na OTcrpaHu:re HEPEJIOBHOCTHTE 10
x)anbara. :

C yBaxenue,
MAT. ®APM. JIUJIUSI HEMYEBA

Ha Komucusma no npospavHocm




