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Ha ocHOsaHHe HJI. 272, an. 1, x. 4 H x. 6, np. 2-po BtB BptSKa c Hji.274, aji. 1 ox SaKona 3a JieKapcxBeHHxe
B xywaHHaxa Me^Huima, B^B Bpt3Ka c HJI. 14, an.l, x.2 ox Hape/t6a N° 9 ox 23.04.2008 r. 3a

H pefla 33 GjioKHpane H roxeniHHe na jieKapcxsenH npo^yKXH, noKasajm nectoxBexcxBHe c
sa KanecxBO, 6e3onacnocx H e<j)HKacHocx H BT>B Bpt3Ka etc SanoBejj; N° 3OA-0395/04.07.2018

na H3nx>jiHHxejiHHH flHpeKxop Ha HAJ1 3a 6jioKHpane na jieKapcxBennxe npo^yKXH

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

I. ripHxe>Kaxejiax na paBpeuieHHaxa 3a ynoxpe6a "HAHKA<J>APMA BHCOKOKAHECTBEHHTE
JIEKAPCTBA" A,3, na HSTCFJIH GjioKHpanuxe JieKapcxseHH npo^yKXH Valstor 160 mg film-coated tablets
H Co-Valstor 160 mg/12,2 mg film-coated tablets, nopa^H nectoxBexcxBHe c H3HCKBaHHaxa, oxnacamH ce
KI.M I cxenen na pHCKa 33 sztpasexo, ctnracHO "KjiacH(|)HKai;HH na cxenenxa na pncKa 3a 3apaBexo, fltji>Kam
ce na jieKapcxBCHH npoayKxn, HectoxBexcxBamn na H3HCKBaHHaxa 3a KanecxBo", noconena B IlpHjio>KeHHe
KtM HJI. 13, an. 1 ox Hape^6a JsT° 9 ox 23.04.2008r. - nec'bomeemcmeuH c usucKeanunma 3d Kcmecmeo,
npedcmaejineauiu nomem^uajma onacnocm 30 yicueoma u 3dpaeemo na Hacejienuemo.

II. "HAHKA<DAPMA BHCOKOKAHECTBEHHTE JIEKAPCTBA" A# «a H3xerjiH noconenHxe B
x. I jiCKapcxseHH npojiyKXH B cpoK ao 30 AHH ox nojiynaBanexo na nacxoamaxa 3anoBCA.

III. TbproBnnxe na e^po, 3aKynnjiH JieKapcxBeHHxe npo^yKXH, noconeHH B x. I, #a nsxerjiax:
KOJiHHecxBa ox BCHHKH CBOH KJiHCHXH H fla EH Btpnax o6paxHo Ha jiHuaxa, ox KOHXO ca rn

IV. BCHKO aencxBHe no nsxerjianexo jieKapcxBennxe npoayKXH, noconcHH B x. I, aa ce aoKyMeHxnpa c
npoxoKOJi, KOHXO ^a ct^tp^a aanHH 3a nycnaxuxe na nasapa, nponsBeaenHxe, BneceHHxe, H3xerjieHH
oGpaxHO H H3pa3xoaBaHH KOJiHHecxBa ox JieKapcxBeHHxe npoayKxn, KaKxo H cnnctK na Jinuaxa, KOHXO ne ca
BtpnajiH 3aKyneHHxe KOJiHHecxBa H npnHHHHxe sa xosa.

V. B cpoK 40 5 pa6oTHH #HH ox npHKjHOHBane na nsxerjianexo "HAHKA<1>APMA
BHCOKOKAHECTBEHHTE JIEKAPCTBA" A^ «a npe^cxaBH B HAJ1 H P3H na xepHxopnaxa na
ctoxsexnaxa o6nacx o6o6ineH aoKjiaa 3a pesyjixaxnxe ox Hero H npe/uioacenHe 3a nocjieABamnxe MepKH ,
CBtp3anH c ropeuHXHpaHHxe jieKapcxBenn npoziyKXH.

Hacxoamaxa sanoseji m ce cto6mH na "HAHKAOAPMA BHCOKOKAHECTBEHHTE
JIEKAPCTBA" A/I no pe^a na HJi.61 ox ARK.

Konne ox 3anoBe^xa m. ce nsnpaxn ao rjiaBHHa ^tp>KaBeH s^paBen HHcneKxop H flo BCHHKH P3H B
cxpanaxa 3a octmecxEHBane na Konxpoji no HsntjmeHHexo na nacxoamaxa 3anoBea 3a H3xerjiane Ha
napxH^Hxe na JieKapcxBeHHxe nponyKXH, HOCOHCHH B x. I, ox o6eKxnxe, pasnojioacenH na xepnxopHaxa Ha
ctoxBexnaxa o6jiacx.

3a HeH3ntjiHeHHe na sanoBe/jxa oxroBopnHxe jiHH,a nocax aaMHHHCxpaxHBHaKasaxejiHa oxroBopnocx
3J1HXM.
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