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3 A H O B E / J

Ha ocHOBaHHe HJI. 272, an. 1 , x. 4 H x. 6, np. 2-po BI>B Bpx>3Ka c HJi.274, an. 1 ox SaKona 3a jieKapcxBCHHxe
npojxyKXH B xyMannaxa Me,zninHHa, BtB BptaKa c HJI. 14, aji.l, x.2 ox Hapea6a N° 9 ox 23.04.2008 r. 3a
ycjiOBHaxa H pezia 3a GjioKHpane H HsxennaHe Ha jieKapcxseHH npoayicxH, noKaaajra HectoxsexcxBHe c
HSHCKBaHHaxa 3a KanecxBO, 6e3onacnocx H ecJmKacnocx H BtB Bpt3Ka etc 3anoBe^ N° 3OA-0406/04.07.2018
na HsntJiHHxejiHHa flHpeKxop na HAJI 3a 6jiOKHpane na neicapcxBeHHxe npo,n,yKXH

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

I. HpHxoKaxejiax na paspemeHHaxa 3a ynoxpeGa GEDEON RICHTER PLC., YnrapHH aa HSTCFJIH
6jioKHpaHHxe JieKapcxBCHH npo^yKXH Nortivan Neo 160 mg film-coated tablets, Nortivan Neo 80 mg film-
coated tablets, nopa^H nectoxBexcxBHe c H3HCKBanHaxa, oxHacaiiiH ce KtM I cxenen na pncica 3a 3^pasexo,
ctrnacHO "KnacH(j)HKaHHs na cxenenxa na pncxa 3a 3^paBexo, ntJDKam, ce na JieKapcxBenn npo^yKXH,
HectoxBexcxsamH na HSHCKBannaxa 3a KanecxBo", nocoHena B HpHjioaceHHe KX.M HJI. 13, an. 1 ox Hape^6a
N° 9 ox 23.04.2008r. - nec-bomeemcmsuH c usucmaHUHma sa Kcmecmeo, npedcmaejixeaufu nomeHijucuiHa
onacnocm sa ytcueoma u sdpaeemo na Hacenenuemo.

II. GEDEON RICHTER PLC., YnrapHH ^a HSXCFJIH nocoHennxe B x. I JieicapcxBeHH npo^yKXH B cpoK
30 30 AHH ox nojivHaBanexo na nacxoamaxa sanoseA.

III. TtpxoBHHxe na e^po, 3aKynHjin jieKapcxBCHHxe npoayKXH, HOCOHCHH B x. I, fla nsxexjiax
KOJiHHecxBa ox BCHHKH CBOH KjiHCHXH H ̂ a rH BtpHax oGpaxHO Ha jiHijaxa, ox KOHXO ca TH

IV. BCSKO aeHCXBHe no H3xerjianexo jieKapcxBennxe npo^yxxH, noconeHH B x. I, ;̂a ce aoKyMenxHpa c
npoxoKOJi, KOHXO #a ct^tp>Ka ^anHn 3a nycHaxnxe na nasapa, npoH3BeaeHHxe, BHecennxe, H3xexneHH
oGpaxHO H H3pa3xo^BaHH KOJiHHecxBa ox jieicapcxBeHHxe npo^yKXH, KaKxo H cnnctK na Jinnaxa, KOHXO He ca
BtpnajiH saKyneHHxe KOJiHHecxBa H npHHHHHxe sa xosa.

V. B cpoK AO 5 pa6oTHH AHH ox npHKniOHBane na nsxerjianexo GEDEON RICHTER PLC., YnrapHH
^a npe^cxaBH B HAJI H P3H na xepHxopnaxa na ctoxBexnaxa oGjiacx o6o6m:eH ^oKJiaa sa pesynxaxnxe ox
nero H npe,zyio>KeHHe sa nocjieflBaiu;Hxe MepKH, CBtpsaHH c ropeiiHXHpaHHxe jieKapcxBenn npo^yKXH.

Hacxoamaxa sanoBe/i ^a ce cto6m;H na GEDEON RICHTER PLC., YHrapHH no pe^a na nji.61 ox
AHK.

Konne ox sanoBe^Ta aa ce H3npaxn j\o xjiaBHHH ^tp^KaBen 3flpaBen nncneKxop H ,̂0 BCHHKH P3H B
cxpanaxa 3a octmecxBasaHe na Konxpoji no HsntJineHHexo na nacxoaniaxa sanoBe^, sa nsxerjiane na
napxH^Hxe na jieKapcxBennxe npo^yKXH, noconenH B x. I, ox o6eKxnxe, paanojiOKeHH na xepnxopHaxa na
ctoxsexnaxa o6jiacx.

3a HeHsntJineHHe na sanoBe^xa oxxoBOpHnxe jinna nocax a^MHHHCxpaxHBHaKasaxejina oxroBOpnocx
ctraacHO 3J1HXM.
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