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3 A H O B E A

Ha ocHOBaHHe HJI. 272, an. 1 , x. 4 H x. 6, np.2-po BtB Bpt3Ka c HJi.274, an. 1 ox 3aKona 3a
B xyMaHHaxa MeannHHa, BT>B Bpt3Ka c HJI. 14, aji.l, x.2 ox HapeA6a N° 9 ox 23.04.2008 r. 3a

ycjiosHaxa H pe^a 3a 6jioKHpane H Hsxerjiane Ha JieKapcxseHH npo^yicxH, noKasajiH nectoxBexcxBHe c
HSHCKsaHHaxa 3a Kanecxso, 6e3onacnocx H e<J)HKacHocx H BI>B sptsKa etc 3anoBCfl N° 3OA-03 97/04. 07.201 8
na HsntJiHHxeiiHHH flHpeKxop na HAJl 3a 6jiOKHpane na JieKapcxseHH npo,ayKXH

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

I. HpHxexaxejiax Ha paspeuieHHaxa 3a ynoxpeGa ZENTIVA K.S., HeuiKa peny6;iHKa na HSTCFJIH
6jioKHpanHxe JieKapcxBCHH npoayKXH: Valzap 160 mg film-coated tablets, Valzap H 160 mg/12,5 mg film-
coated tablets, nopaflH nectoxBexcxBHe c H3HCKBanHaxa, oxnacamH ce KT>M I cxenen na pncKa 3a 3^pasexo,
ctrnacHO "KjiacH<f>HKauHa na cxenenxa na pHCKa sa 3/tpaBexo, ^i>jiacam ce na jieicapcxBeHH npoayKXH,
HectoxBexcxBautH na H3HCKBaHHaxa 3a KanecxBo", noconena B HpHJio^ceHHe KIM HJI. 13, aji. 1 ox Hape^Sa
N° 9 ox 23.04.2008r. - nec'bomeemcmeufi c usucKeanuHma sa Kcmecmeo, npedcmaejineautu nomeHi^ucuiHa
onacnocm 3d yicueoma u sdpaeemo Ha Hacejienuemo.

II. ZENTIVA K.S., HeiiiKa penyGjiHKa fla HSXCFJIH noconenHxe B x. I jieKapcxBeHH npo^yicxH B cpoK
no 30 AHH ox nojiyHaBanexo na nacxoamaxa sanoBezt.

III. TtproBUHxe na e^po, 3aKynnjiH jieKapcxBennxe npo^yKXH, noconeHH B x. I, ̂ a nsxerjiax npoaaaeHHxe
KOJIHHeCXBa OX BCHHKH CBOH KJIHCHXH H fla FH BtpHaX o6paXHO Ha JIHUaxa, OX KOHXO Ca FH 3aKyHHJIH.

IV. BcaKO AencxBHe no Hsxerjianexo JieKapcxBennxe npoayKTH, noconeHH B x. I, ^a ce ^OKyMenxHpa c
npoxoKOJi, KOHXO aa ct^tpaca ^anHH 3a nycnaxHxe Ha nasapa, npoH3Be^eHHxe, BHecennxe, Hsxerjienn
oGpaxHO H H3pa3xo^BaHH KOJiHHecxBa ox jieKapcxseHHxe npo^yKxn, KaKxo H cnnctK na jmuaxa, KOHXO ne ca
BtpnanH 3aKyneHHxe KOJinnecxBa H npHHHHHxe 3a xosa.

V. B cpoK AO 5 paGoxHH HUH ox npHKJHOHBaHe na Hsxerjianexo ZENTIVA K.S., HeuiKa penySjiHKa
zia npe^cxaBH B HAJl H P3H na xepnxopnaxa na ctoxBexnaxa o6jiacx o6o6m:eH ^OKjia^; 3a pesyjixaxnxe ox
Hero H npeAJio>KeHHe 3a nocjieaBamnxe MepKH , cstpsaHH c ropeuHXHpaHHxe jieKapcxsenH npo^yKXH.

Hacxoamaxa sanosefl aa ce ctoGmn na ZENTIVA K.S., HeiiiKa penySjiHKa no pe#a na HJI. 61 ox AHK.
KOHHC ox sanoBe^xa ^a ce nanpaxH AO rjiaBHna ^tpacaBeH SApasen HHcneKxop H AO BCHHKH P3H B

cxpanaxa sa octmecxBaBane na Konxpoji no HsntjineHHexo na nacxoamaxa sanoBeA 3a nsxerjiane na
napxHflHxe na JieKapcxBennxe npo^yKXH, noconeHH B x. I, ox oGeKxnxe, pasnojioaceHH na xepnxopHaxa na
ctoxBexnaxa oGjiacx.

3a HeHsntJiHCHHe na 3anoB6ATa oxroBopHHxe jrana nocax aaMHHHcxpaxHBHaKasaxejiHa oxroBOpnocx
3J1HXM.
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