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3 A H O B E / 4

Ha OCHOBaHHe HJI. 272, an. 1 , x. 4 H x. 6, np. 2-po BT>B Bpt3Ka c HJI. 274, an. 1 ox Saicona 3a JieKapcxBennxe
B xyMannaxa MeAHiinna, BIB Bpt3Ka c HJI. 14, aji.l, x.2 ox Hape^Ga N° 9 ox 23.04.2008 r. 3a
H peAa sa 6jioKHpane H Hsxernane na jieKapcxBenn npoAyKXH, noKaaajin HectoxsexcxBHe c

3a KanecxBO, Gesonacnocx H e(})HKacHOCx H BI>B Bpi>3Ka etc 3anoBCA N° 3OA-0398/04.07.2018
na HsntJiHHxejiHHa AnpeKxop Ha HAJl 3a 6jioKHpane na jieicapcxBeHHxe npoAyKXH

P A 3 H O P E 5 K J 4 A M :

I. HpnxoKaxejiax na paspemeHHexo 3a ynoxpe6a HHBHOTEX OO,H, Btjirapnn aa HSTCFJIH
GjioKHpanna jieKapcxBen npo^yKx: Valsol Plus 160mg/25 mg film-coated tablets c npoHseoaHTeji
Laboratories Liconsa SA., HcnaHHH, nopa^H HectoxBexcxBHe c H3HCKBanHaxa, oxnacamH ce KtM I cxenen
Ha pncKa 3a 3flpaBexo, ctrjiacno "KjiacH^HKaitHH na cxenenxa na pncKa sa 3^paBexo, ^tji^cam ce na
jieKapcxBCHH npo^yKXH, HectoxBexcxBauiH na H3ncKBaHH«xa 3a KanecxBo", noconena B HpHJio>KeHHe KI>M
HJI. 13, an. 1 ox Hape^Ga JV« 9 ox 23.04.2008r. -- nec-bomeemcmeuH c usucmaHUfima sa Kcmecmeo,
npedcmaenxeamu nomeHijuanna onacnocm sa ytcueoma u sdpaeemo Ha Hacenenuemo.

II. HHBHOTEX OO/I,, BtJirapna Aa H3xerjiH noconeHHa B x. I jicKapcxseH npo^yKx B cpOK ao 30
ox nojiynaBanexo na nacxoamaxa sanoseA.

III. TtproBUHxe na eapo, 3aKynnjiH JieKapcxBCHHa npo^yKX, noconen B x. I, ,aa H3xerjiax
KOJlHHecxBa ox BCHHKH CBOH KJiHeHXH H Aa FH Btpnax o6paxHO Ha JiHuaxa, ox KOHXO ca TH

IV. BCHKO AeficxBHe no Hsxerjianexo na jieKapcxBenna npOAyKX, HOCOHCH B x. I, Aa ce AOKyMenxnpa c
npoxoKOJi, KOHXO Aa ci,Ai>p>Ka AaHHH 3a nycnaxHxe na nasapa, npOH3BCAeHHxe, BHecennxe, H3xerjieHH
o6paxHO H H3pa3xoABaHH KOJlHHecxBa ox jieKapcxBCHHa npoAyKX, KaKxo H cnnctK na Jinuaxa, KOHXO ne ca
BtpHajiH saKyneHHxe KOJlHHecxBa H npHHHHHxe 3a xosa.

V. B cpOK no 5 pa6oxHH AHH ox npHKjuoHBane na H3xerjianexo HHBHOTEX OO/I,, Bi>jirapmi AS
npeACxaBH B HAJl H P3H na xepnxopHflxa na ctoxBexnaxa o6jiacx o6o6men AOKJiaA 3a pesyjixaxnxe ox Hero
H npeAJioaceHHe sa nocjieABamnxe MepKH , cBtpsann c ropeinixHpaHHxe jieKapcxBCHH npOAyKXH.

Hacxoamaxa sanoseA Aa ce CT>o6mH Ha HHBHOTEX OOJL, Btjirapna no peAa na HJI. 61 ox AHK.
Konne ox sanoBCAxa Aa ce nsnpaxn AO rjiaBHHa At>p)KaBeH SApasen HncneKxop H AO BCHHKH P3H B

cxpanaxa 3a octmecxEHBane na Konxpon no HsnuineHHexo na Hacxoamaxa sanoseA 3a nsxerjiane na
napxHAHxe na jieKapcxBenna npoAyKX, noconen B x. I, ox oGeKxnxe, pasnojio>KeHH na xepHxopnaxa Ha
ctoxBexnaxa o6;iacx.

3a HCHsntJiHeHHe na sanoseAxa oxroBOpHHxe jinua nocax aAMHHHCxpaxHBHaKasaxejiHa oxroBOpnocx
ctrjiacno 3JIHXM.
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