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Ha ocHOBaHHe HJI. 272, aji. 1, T. 4 H T. 6, np. 2-po BIB Bpi>3Ka c nji.274, aji.l or 3aKOHa
B xyMaHHara M6AHU,HHa, BT,B Bpt3Ka c HJI. 14, aji. 1, r.2 OT Hape^6a JV° 9 OT 23.04.2008 r. sa ycjioBHjrra

H peA3 sa 6noKHpaHe H H3TemaHe Ha jieKapCTBCHH npoAyKTH, noKasaiiH HectOTBeTCTBHe c H3HCKBaHH5rra 3a
K3H6CTBO, SesonacHOCT H ecj)HKacHOCT H BT>B BptSKa etc 3anoB6A N° 3OA-0404/04.07.2018 r. Ha
HSn-bJlHHTejlHHfl AHpCKTOp Ha HAJ1 3a 6jlOKHp3H6 Ha JieKSpCTBBHHTC npOAyKTH

P A 3 H O P E 5 K , H A M :

I. DpHTOKaTCJiHT Ha paspeiueHHKTS 3a ynoTpe6a EGIS PHARMACEUTICALS PLS, YHrapHH aa
H3TerjiH 6jiOKHpaHHTe jieKapCTBCHM npoAyKTH: Sarteg 40 mg film-coated tablets, Sarteg 80 mg film-coated
tablets, Sarteg 160 mg film-coated tablets, Sarteg HCT 80 mg/12,5 mg film-coated tablets, Sarteg HCT
160 mg/12,5 mg film-coated tablets, Sarteg HCT 160 mg/25 mg film-coated tablets, nopa^n
HeCtOTBCTCTBHe C HSHCKBaHHHTa, OTHaCHUlH C6 KtM I CTCHCH H3 pHCKa 33 3ApaB6TO, CT>rjl3CHO "KjiaCH(j)HKaUHH

Ha CTeneHTa Ha pHCKa sa SApaseTO, ffbnyKaiu, ce na jieKapCTBeHM npo^yKTH, HectoTBeTCTBamH Ha HSHCKBaHHflTa
33 K3H6CTBO", nocoMCHa B flpHjiTOKeHHe KT>M HJI. 1 3, an. 1 OT Hape^Sa jY° 9 OT 23.04.2008r. - Hec-bomeemcmeuH
c u3ucK6aHitHma 3d Kcmecmeo, npedcmaenneamu nomemfucuiHa onacHOcm sa oicueoma u sdpaeemo na
Hacejienuemo.

II. EGIS PHARMACEUTICALS PLS, YHrapHH j\& HSTCFJIH noconeHHTe B T. I JieKapcTBCHH npoayKTH
B cpoK flo 30 JJHH OT nojiyHaBaHBTO Ha HacToamaTa sanoBCA-

III. TtprOBUHTC H3 CApO, 33KyHHJlH JieKapCTBCHHTC npOAyKTH, HOCOHeHH B T. I, A3 HSTCPJIHT npOA3A6HHTe

KOJ1HHCCTB3 OT BCHHKH CBOH KJ1H6HTH H A3 PH B"bpH3T o6paTHO H3 J1HU3T3, OT KOHTO C3 TH 33KynHJlH.

IV. BCHKO ACHCTBHe HO H3TerjlHHeTO JICKapCTBCHHTe npOAyKTH, nOCOHCHH B T. I, A3 CC AOKyMeHTHpa C

npOTOKOJl, KOHTO A3 CbAtp^Ka A3HHH 33 nyCH3THTC Ha H33ap3, npOH3BeA6HHTe, BHeC6HHTe, H3TerjI6HH o6p3THO

H H3p33XOAB3HH KOJlHHBCTBa OT JlBKapCTBCHHTe HpOAyKTH, K3KTO H CHHCtK H3 J1HU3T3, KOHTO HC C3 BtpH3JlH

saKyneHHTe KOJinnecTBa H HPHHHHHTC 33 TOBS.
V. B cpoK flo 5 paSoTHH /JHH OT npHicnioHBaHe na HSTerjiHHeTO EGIS PHARMACEUTICALS PLS,

A3 npeACTasn B MAJI H P3H H3 TepHTOpHjrra Ha ctOTBeTHaT3 o6jracT o6o6meH AOKJISA 3a
OT nero H npeAJio>KeHHe 33 nocjieABsmnTc MepKH, cBi>p33HH c ropeuHTHpsHHTe jieK3pcTB6Hn

sanoBCA A3 ce cto6mH Ha EGIS PHARMACEUTICALS PLS, YnrapHH no peAa Ha HJI. 61
OT ARK.

Konne OT 3anoBCATa A3 ce H3npaTH AO rjiaBHHH Atp^Kasen SAPSBBH nncneKTOp H AO BCHHKH P3M B
CTp3H3T3 33 OCimeCTB5IB3He H3 KOHTpOJ] nO HSntJlHeHHeTO H3 HaCTOJimaTa SaHOBCA 33 HSTCPJlJIHe H3 napTHAHTC

H3 JieKSpCTBCHHTC npOAyKTH, nOCOH6HH B T. I, OT o6eKTHT6, pa3nOJ!O>KeHH I HJemTOpHaT3 H3 CT>OTB6TH3T3

06J13CT.

3a HCHsntjineHHe na 33noB6AT3 OTroBopHHTe JIHUS HOCST 3A^WiHjKT4^ff^HBHa«&aeJ^Ha OTroBopnocT
3J1RXM. ^
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