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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 BT>B Bpt3Ka c HJI. 274, an. 1 ox SaKona 3a jieKapcxBennxe
B xyMannaxa MezmuHHa, BI,B spt3Ka c HJI. 14, an.l, x.2 ox Hape^6a N° 9 ox 23.04.2008 r. 3a
H peaa 3a GnoKHpane H Hsxernane na JieKapcxseHH npo,oyKXH, noKasajiH nectoxBexcxBHe c

H3HCKBaHHflxa 3a KanecxBo, 6e3onacnocx H e(J)HKacHOCx H BX>B Bpi>3Ka etc SanoseA N° 3OA-0400/04. 07.201 8
na HsntJiHHxejiHHH ^HpeKxop na HAJI 3a GnoKHpane Ha jieicapcxBeHH npoziyKXH

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

I. Hpnxe>Kaxejiax na pa3pemeHHexo 3a ynoxpeSa MEDOCHEMIE LTD., Kmrbp aa HSTCFJIH
GjioKHpaHHH jieKapcxBen npo^yxx: Vapress 160 mg film-coated tablets, nopaAH nectoxBexcxBHe c
H3HCKBaHHaxa, oxHacflujH ce KtM I cxeneH Ha pHCKa 3a 3/ipaBexo, ctrnacHO "Kjiacn(|)HKaHHH na cxenenxa na
pncKa sa 3^paBexo, atJi)Kam ce na jieKapcxBenn npo^yKXH, HectoxBexcxBaujH na H3HCKBaHHHxa 3a KanecxBo",
noconena B HpiuKOKeHHe KtM HJI. 13, an. 1 ox Hape,a6a jsfg 9 ox 23.04.2008r. - Hec^omeemcmeufi c
u3UCK6dHUHma 3a Kcmecmeo, npedcmaejifieautu nomeHi^uajma onacnocm sa JKueoma u sdpaeemo ua
naceneHuemo.

II. MEDOCHEMIE LTD., Kmrbp aa HSXCFJIH noconeHHa B x. I jieKapcxsen npo^yKX B cpOK ao 30
ox nojiynaBaHexo na nacxoamaxa 3anoB6A.

III. TtproBUHxe na enpo, saKynnjin neKapcxseHHa npo^yKx, noconen B x. I, ,oa H3xerjrax
KOJIHHeCXBa OX BCHHKH CBOH KJ1H6HXH H fla TH BtpHaX o6paXHO Ha JIHHaxa, OX KOHXO Ca FH 3aKyHHJTH.

IV. BCSKO jjeiicxBHe no nsxerjianexo na jieKapcxBCHHa npoayKX, noconen B x. I, aa ce ^OKyMCHXHpa c
npoxoKOJi, KOHXO #a ctfltp>Ka aanHH 3a nycnaxnxe na nasapa, npoHSBeaennxe, BHecennxe, H3xerjienH
o6paxHO H H3pa3xoaBaHH KOJlHHecxBa ox jieKapcxBenna npo^yKx, KaKxo H cnnctK na Jinuaxa, KOHXO He ca
Btpnann 3aKynenHxe KOJinnecxBa H npnHHHHxe 3a xosa.

V. B cpOK 40 5 pa6oTHH ^HH ox npHKJIIOHBaHe na Hsxerjianexo MEDOCHEMIE LTD., Kimtp aa
npejjcxaBH B HAJI H P3H na xepHxopHaxa na ctoxBexnaxa o6jiacx o6o6meH flOKna^ 3a pe3yjrxaxHxe ox nero
H npeflnoKeHHe 3a nocjie/iBamnxe MepKH , cB'bp3aHH c ropeijHXHpaHHxe JieKapcxseHH npo^yKXH.

Hacxoamaxa 3anoBe^ zia ce cto6mH na MEDOCHEMIE LTD., Kmrtp no pe^a na HJI. 61 ox AHK.
Konne ox sanoBe^xa aa ce nsnpaxH 30 rjiaBHHa ai.p>KaBeH 3flpaBen HHcneKxop H ao BCHHKH P3H B

cxpanaxa 3a octmecxEHBane na Konxpoji no H3m>JiHeHHexo na nacxoamaxa 3anoBea 3a H3xerji»He na
napxH^Hxe na jieKapcxBCHHfl npo^yKX, noconen B x. I, ox oGeKxnxe, pa3nojio>KeHH na xepnxopHHxa na
ctoxBexnaxa o6nacx.

3a HeH3ni>jiHeHHe na sanoBeflxa oxroBopHHxe jnma HOCHX a^MHHHCxpaxHBHaKasaxejiHa oxroBopnocx
ctrjiacHO 3JIHXM.

ACEHA CTOHMEHOBA,
dupenmop

1303, y/i. flaMHH Tpyee N° 8, re^.: (02) 8903 555, <£ai<c: (02) 8903434
8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax: + 359 2 8903434,

e-mail: bda@bda.bq


