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r.

Ha ocHOBaHHe HJI. 272, an. 1 , T. 4 H T. 6, np. 2-po BtB Bpt3Ka c nn.274, aii.l ox SaKOHa sa JieKapcxBeHHxe
B xyMaHHaxa MeAHinina, BT>B BptsKa c Hji.14, an.l, x.2 ox Hape^6a N° 9 ox 23.04.2008 r. sa
H peAa 3a GnoKHpane H Hsxerjume na jieKapcxBenn npoAyKXH, noKasajin nectoxBexcxBHe c

sa KaHecxBo, GesonacHOcx H e<J)HKacHocx H BtB BptsKa etc 3anoBCA N° 3OA-0394/04. 07.201 8
na HsntjiHHxejiHHa AHpeKxop na HAJ1 3a GnoKHpane na neKapcxBCHHTe

I. npHxe>Kaxejiax Ha paspemenHaxa 3a ynoxpe6a "TEBA <DAPMACK)THK1>JIC" EOO,3, aa HSTCFJIH
6noKHpaHHxe jieKapcxBeHH npo^yKxn: Valtensin 160 mg film-coated tablets, Valtensin 320 mg film-coated
tablets, Valtensin Plus 160 mg/12,5 film-coated tablets, Valtensin Plus 160 mg/25 mg film-coated tablets,
Valtensin Plus 320 mg/12,5 mg film-coated tablets, Valtensin Plus 320 mg/25 mg film-coated tablets,
Valtensam 5 mg/160 mg film-coated tablets, Valtensam 10 mg/160 mg film-coated tablets, Co-Sartoval
160 mg/25 mg film-coated tablets, nopa^H nectoxBexcxBHe c H3HCKBaHH?ixa, oxHacaiini ce KBM I cxenen na
pncKa 3a s^paBexo, ctrnacno "KjiacH(|)HKaHHH na cxenenxa na pncna 3a 3^,paBexo, ffbnyKam ce na
jieKapcxBCHH npoayKXH, HectoxBexcxBamn na H3HCKBaHHaxa 3a KanecxBo", noconena B IIpHJio>KeHHe KT>M
HJI. 13, an. 1 ox HapeaSa N° 9 ox 23.04.2008r. -- nec'bomeemcmeuH c usucKemuHma sa Kcmecmeo,
npedcmaenHeautu nomeut^uanHa onacnocm sa Jicueoma u sdpaeemo na nacejienuemo.

II. "TEBA <I>APMACIOTHKI>JIC" OO^I, ,n,a nsxerjiH noconenHxe B x. I JieKapcxBCHH npo^yicxH B cpoK
AO 30 AHH ox nojiynaBanexo na nacxoamaxa sanosea.

III. TtproBHHxe na eapo, saKynnnH jieKapcxBennxe npo^yKXH, noconeHH B x. I, #a nsxernax
KojiHHecxBa ox BCHHKH CBOH KJiHeHXH H j\& TH Btpnax o6paxHo Ha jiHu,axa, ox KOHxo ca rH

IV. BCSKO AencxBHe no roxerjianexo JieKapcxBeHHxe npo^yKXH, noconeHH B x. I, ^a ce ^OKyMeHXHpa c
npoxoKon, KOHXO m. d.At>p>Ka flanHH 3a nycnaxHxe na nasapa, npoH3B6AeHHxe, BHeceHHxe, HsxerjieHH
o6paxHo H H3pa3xoflBaHH KojiHHecxBa ox JieKapcxBeHHxe npo^yKXH, KaKxo H cnnctK na jiHu,axa, KOHXO ne ca
BtpnajiH 3aKynenHxe KOJinnecxBa H npnHHHHxe 3a xosa.

V. B cpoK ao 5 paGoTHH AHH ox npHRJHOHBane na H3xerjianexo "TEBA <l>APMACIOTHKrI>JIC"
OOJI, m npeacxaBH B HAJ1 H P3H na xepaxopnaxa Ha ctoxsexnaxa o6jiacx o6o6men ROKJiap, 3a pe3ynxaxHxe
ox nero H npeflJio>KeHHe sa nocjieflBamnxe MepKH , cstpsaHH c ropeuHXHpaHHxe jieKapcxBCHH npo^yKXH.

Hacxoamaxa sanoBea fla ce cto6mn Ha "TEBA 0>APMACIOTHK1>JIC" OOA no pe^a Ha nji.61 ox
AUK.

Konne ox sanoBe^xa zia ce H3npaxn ^o rnaBHHa atp>KaBeH 3ApaBen HHcneKxop H AO BCHHKH P3H B
cxpanaxa 3a octmecxBHEane na Konxpon no HsntJineHHexo na nacxoamaxa sanoseA sa Haxerjiane na
napxHAHxe Ha JieKapcxBeHHxe npoAyKXH, HOCOHCHH B x. I, ox o6eKxnxe, pasnojioacenH na xepHxopnaxa na
ctoxBexnaxa o6nacx.

3a HeHsntJiHeHne Ha sanoseAxa oxroBopHnxe nHija HOCHX aAMHHHcjpjixHBHaKasaxejiHa oxroBopnocx
3J1HXM.
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