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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, aji.l ox SaKona sa
jieKapcxBeHHxe npo^yKXH B xyMannaxa Me^HUHHa, BT>B BptsKa c HJI. 14, an.l, x.2 ox Hape^6a N° 9 ox
23.04.2008 r. 3a ycjiosnaxa H pe^a sa GnoKHpane H Hsxerjiane na JieKapcxBCHH npo^yKXH, noicasajiH
nectoxBexcxBHC c HSHCKBaHHaxa sa KanecxBO, Gesonacnocx H e^HKacnocx H BtB BptsKa etc SanoBe^ N°
3OA-0393/04.07.2018 Ha HsntJiHHxejiHHa ^upeKxop na HAJlsa 6;ioKHpaHe na jreKapcxeeHMxe npoayicxH

P A 3 I I O P E } K , H A M :

I. EpHxoKaxejiax na paspemeHHaxa sa ynoxpe6a ,,EKO<DAPM TPYn" A^l, «a HSTCFJIH
6jiOKHpaHHxe JieKapcxseHH npoayKXH Valsalen 160 mg film-coated tablets, Valsalen H 160 mg/12,5 mg
film-coated tablets, Valsalen H 160 mg/25 mg film-coated tablets, nopa^H HectoxeexcxBHe c
HSHCKBaHHHxa, oxHacHLijH ce KtM I cxeneH Ha pHCKa sa 3flpaBexo, ctrjiacHO "KnacHc|)HKauHfl Ha cxenenxa Ha pncKa
33 3flpaB6TO, fltJDKam Ce Ha JieKapCXBCHH npOflyKXH, HCCtOTBCXCXBamH Ha H3HCKBaHHHXa 33 KaMCCXBO", HOCOHeHa B

OpHjiTOKeHHe KIM HIT. 13, an. 1 ox Hapefl6a N° 9 ox 23.04.2008r. - Hec-bomeemcmeuH c mucmaHUfima 3a Kcmecmeo,
npedcmaenneamu nomeHi\ucuma onacnocm 3a oKueoma u sdpaeemo na Hacejienuemo.

II. ,,EKO<DAPM rPYII" A^I, aa HsxeriiH noconeHHTe B x. I jieicapcxBeHH npo^yKXH B cpoK #0 30
ox nojiynaBaHexo na nacxoflmaxa sanoBCfl.

HI. TtproBUHxe na e^po, saKynHJin neKapcxBeHHxe npo/iyKXH, noconenH B x. I, aa nsxerjiax
KOJiHHecxBa ox BCHHKH CBOH KJineHXH H ̂ a TH Btpnax o6paxno na Jinuaxa, ox KOHXO ca rn

IV. BcaKO zieHCTBHe no nsxerjianexo JieKapcxBennxe npo^yKXH, HOCOHCHH B x. I, m. ce aoKyMeHXHpa c
npoxoKOJi, KOHXO fla ctfltp^Ka aaHHH sa nycnaxHxe na nasapa, npOHSBeflennxe, BHecennxe, nsxerjieHH
o6paxHO H HSpasxoflBaHH KOJinnecxBa ox JieKapcxBennxe npoayKXH, KaKxo H cnnctK na Jinuaxa, KOHXO He
ca BtpnajiH saKynennxe KOJinnecxBa H npHHHHHxe sa xosa.

V. B cpoK no 5 paGoxHH ^HH ox npHKjHOHBane Ha Hsxerjianexo ,,EKOOAPM rPYII" A^J aa
npe^cxaBH B HAJ1 H P3H na xepnxopnaxa na ctoxBexnaxa oGjiacx o6o6men flOKJia^ sa pesyjixaxnxe ox
Hero H npeaJio>KeHHe sa nocjie^Bamnxe MepKH , cBtpsann c ropeu,HXHpaHHxe jieKapcxBCHH npoayKxn.

Hacxoamaxa sanoBea m ce cto6iHH na ,,EKO<UAPM rPYII" AJ\o pe^a na HJI.61 ox AEIK.
Konne ox sanoBe/iTa aa ce nsnpaxH ao rjiaBHHa atp)KaBeH sapaseH HHcneKxop H ao BCHHKH P3H B

cxpanaxa sa octruecxBaBaHe na KOHXPOJI no HsntJiHennexo na nacxoamaxa 3anoBe/i sa nsxerjiane na
na JieKapcxBeHHxe npoayKxn, HOCOHCHH B x. I, ox oGeKxnxe, pa3nojio)KeHH na xepnxopHaxa Ha

TBexnaxa o6jiacx.
3a HCHsntJiHeHHe na sanoseaTa oxroBopHHxe nnua nocax aAMHHHCxpaxHBHaKasaxejiHa oxroBopnocx

3JIHXM.
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