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3 A H O B E A

Ha ocHOBaHHe HJI. 272, aji. 1, T. 4 H T. 6, np.2-po BtB BptsKa c HJI.274, aji.l OT 3aKOHa 3a.
B xyMannaTa Me^HHHHa, BI>B Bpt3Ka c HJI.14, an.l, T.2 OT Hape#6a N° 9 OT 23.04.2008 r. 3a

H pe#a 3a 6jioKHpane H H3Terjiane na jieKapcTBenn npo^yKTH, noKasajin HectoTBCTCTBHe c
HSHCKBaHHaTa 3a KaHecTBO, 6e3onacHocT H e4)HKacHocT H BI>B Bpt3Ka etc 3anoBea N° 3OA-0401/04.07.2018
na H3m>jiHHTejiHHa flHperrop Ha HAJl 3a GjioKHpane na jieKapCTBenHTe npoayKTH

P A 3 I I O P E 5 K , U A I V I :

I. HpHTeKaTenaT na paspeuiennaTa sa ynoTpeGa SANDOZ D.D., CJIOBCHHH aa H3TerjiH GjiOKHpanHTe
jieKapCTBCHH npoflyKTH Suvartar 160 mg film-coated tablets, Suvartar H 160 mg/12,5 mg film-coated
tablets, Suvartar H 160 mg/25 mg film-coated tablets, nopazin HectOTBCTCTBHe c H3HCKBaHnaTa, >
ce KtM I CTenen na pHCKa 3a 3apaBCTO, ctrjiacno "KjiacH(|)HKanHa na CTenenTa na pncKa 3a 3ApaB6TO,,
ce na jieKapcTBeHH npo^yKTH, HectoTBeTCTBaiun na H3HCKBaHnaTa 3a KanecTBo", noconena B IlpHjio>KeHHe
KBM HJI. 13, an. 1 OT Hapefl6a JYo 9 QT 23.04.2008r. - Hec-bomeemcmeun c usucKeanunma sa Kanecmeo,
npedcmaemeauiu nomeni^uanua onacnocm sa jicueoma u sdpaeemo na HaceJienuemo.

II. SANDOZ D.D., CJIOBCHHH aa H3TerjiH noconeHHTe B T. I jieKapcTBenn npo^yKTH B cpoK 30 30
OT nojiyHaBaneTO na HacToamaTa sanoBe^.

III. TbproBnHTe na e^po, 3aKynnjiH JieKapcTBeHHTe npo^yKTH, noconeHH B T. I, aa HSTerjiaT
KOJIHHCCTBa OT BCHHKH CBOH KJIHCHTH H ̂ a FH BtpHaT oGpaTHO Ha JIHI^aTa, OT KOHTO Ca FH 3aKynHJIH.

IV. BcaKO aencTBHe no H3TerjiaH6TO jieKapcTBCHHTe npo^yKTH, noconeHH B T. I, aa ce ^OKyMeHTHpa c
npoTOKOJi, KOHTO fla c"bAt>p>Ka aaHHH 3a nycnaTHTe na na3apa, nponsBeaeHHTe, BHeceHHTe, H3TerjienH
o6paTHo H H3pa3xoABaHH KOJiHHecTBa OT JieKapcTBeHHTe npoAyKTH, KaKTo H CHHCI.K na jiHuaTa, KOHTO ne ca
BtpnajiH saKyneHHTe KOJinnecTBa H npnHHHHTe sa Tosa.

V. B cpoK ,50 5 pa6oTHH AHH OT npHKjnoHBane Ha HSTerjianeTO SANDOZ D.D., CJIOBCHHH aa
npejj,CTaBH B HAJl H P3H na TepnTopnaTa na ctoTBeraaTa o6jiacT o6o6men ^OKJiaA sa pesyjiTaTHTe OT Hero
H npe,ZLJio}KeHHe 3a nocjie^BainHTe MepKH, CBtpsaHH c ropeuHTHpanHTe JieKapcTBeHH npo^yKTH.

HacToamaTa sanoBCfl aa ce ctoGuin na SANDOZ D.D., CJIOBCHHH no peaa na HJi.61 OT AHK.
Konne OT sanoBe,zrra aa ce nsnpaTH ao rjiaBHna Atp>KaBen SApaBen HHCHCKTOP H flo BCHHKH P3H B

CTpanaTa 3a octmecTBaBane na KOHTPOJI no HsnuineHHeTo na HacToamaTa sanosea 3a H3Terji»He na
napTH^HTe na jieKapCTBCHHTe npo^yKTH, noconeHH B T. I, OT oGeKTHTe, pa3nojio>KeHH na TepnTopnaTa na
CtOTBCTHaTa OOJiaCT.

3a HCHsntJiHeHHe na aanoseziTa OTFOBOPHHTC jiHua nocaT a^MKHHCTpaTHBHaKasaTejiHa OTFOBOPHOCT
ctrjiacHO 3J1HXM.
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