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3 A I I O B E , H

Ha ocHOBaHHe HJI. 272, aji. 1, T. 4 H T. 6, np. 2-po BIB BptsKa c nji.274, aji.l OT 3aKOHa sa
B xyMaHHara MeAHunna, BtB Bp-bSKac nii.14, aji.l,T.2 or HapeAGa N° 9 OT 23. 04.2008 r. sayonoBHHTa H peaa

33 GjioKHpaHe H HSTerjiane Ha jieKapcTBCHH npoAyKTH, noKasajiw Hec-bOTBexcrBHe c HSHCKBaHHaxa 3a KanecTBO,
GesonacHOCT H ecjwKacHOCT H BIB BpisKa etc 3anoBCA JV° 3OA-0403/04. 07.20 1 8 Ha HsirbjiHHTejiHHfl AHpeKTOp Ha HAJ1
sa GjioKnpane Ha jieKapcTBCHHTe npoAyKTH

P A 3 I I O P E 5 K A A M :

I. OpHTe^KaTejiflT Ha paspeiiieHHara sa ynoxpeGa STADA ARZNEIMITTEL AG, I cpManini aa HSTCFJIH:
1. napTH/iH c JVoJVe: 64003V, 70414, 73421 Ha jieKapcTBeHHH npoayKT Valsavil Comp 160 mg/12,5 mg film-

coated tablets;
2. napTH^H c N°N°: 64001V, 64003V, 74206 Ha jieicapCTBeHHfl npo^yKT Valsavil AM 5 mg/160 mg film-

coated tablets;
3. napTHAH c NeNe 63903V, 63904V na jieKapcTBCHHn npo/jyicT Valsavil AM 10 mg/160 mg film-coated

tablets,
HOpaAH HeCT>OTB6TCTBHe C HSHCKBaHHHTa, OTHaCHlUH C6 KtM I CTeHCH Ha pHCKa 3a SflpaBCTO, CT>maCHO "KjiaCHCJJHKaUHH

Ha cxeneHra na pHCKa sa sapaBexo, AtJi>Kam ce Ha jieicapcTBeHH npoAyKTH, HectoTBCTCTBainH Ha H3HCKBaHH;rra sa
KanecTBo", nocoHCHa B OpHJiTOKeHHe KIM MJI. 13, an. 1 or Hape/i6a N° 9 OT 23.04.2008r. - Hec'bomeemcmeuH c
u3UCK6(mufima 3a Kcmecmeo, npedcmaenneamu nomemfucuiHa onacnocm sa OKueoma u sdpaeemo na Hacejienuemo.

II. STADA ARZNEIMITTEL AG, TepiviaHHH Aa H3TeriiH nocoHCHHTe B T. I napTH^H Ha
npoAyKTH B cpOK ao 30 AHH OT nojiynaBaHeTO Ha HacTOJiiuaTa sanoBBA.

III. T-bproBUHTe Ha eApo, saKynanH napTHAH Ha neKapcTBCHHTe npoAyKTH, HOCOHCHH B T. I, A&
npOAaACHHTC KOJIHHeCTBa OT BCHHKH CBOH KJ1H6HTH H A3 TH BtpHaT oGpaTHO Ha JIHUaTa, OT KOHTO Ca FH 33KynHJIH.

IV. BCHKO ACHCTBHe HO HSTerjlJlHCTO Ha HapTHAH Ha JieKapCTBCHHTC HpOAyKTH, HOCOHeHH B T. I, Aa C6 AOKyMeHTHpa

c npoTOKOJi, KOHTO Aa CT>A"bp>Ka AaHHH sa nycnaTHTe Ha nasapa, npoH3B6AeHHTe, BneceHHTe, HSTerxieHH oGpaTHO H
H3pa3XOABaHH KOJlHMCCTBa OT JlCKapCTBCHHTe HpOAyKTH, KaKTO H CHHCtK Ha JIHLjaTa, KOHTO HC C3 BT>pHaJlH 3aKyH6HHTe

KOJIHHeCTBa H npHMHHHTe 3a TOB3.

V. B cpoK AO 5 pa6oTHH AHH OT npHKiuoHBane na H3TerjiHH6TO STADA ARZNEIMITTEL AG, FepiviaHHa Aa
npeACTaBH B HAJ1 H P3H Ha TepHTOpnaTa Ha ctoTBeTHaTa oGjiacT o6o6uj,eH AoicnaA sa pesyirraTHTe OT Hero H
npeAJio>KeHHe sa nocjieABamnTe MepKH , cstpsaHH c ropeuHTHpaHHTe jieKapcTBCHH npoAyKTH.

HacToamaTa sanoBCA Aa ce CT>o6u;n Ha STADA ARZNEIMITTEL AG, FepMaHHK no peAa Ha HJI. 61 OT AFIK.
Konne OT sanoBCATa Aa ce nsnpaTH AO ruaBHHa Ai>p>KaBeH SApaseH HHCHCKTOP H AO BCHHKH P3H B crpanaTa sa

octmecTBaBaHe Ha KOHTPOJI no HsntjiHeHHeTO Ha HacToamaTa sanoseA sa HSTerjiKHe na napTHAHTe na
npOAyKTH, nOCOHCHH B T. I, OT oGeKTHTC, p33nOJlO>KeHH H3 TepHTOpHHTa Ha CtOTBBTHaTa o6jl3CT.

3a HCHsntiiHeHHe Ha sanoBCATa oTrosopHHTe jinua HOCHT aAMHHHCTpaTHBHaKaaaTeiiHa OTroBOpnocT
3JIOXM.
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