
OCBOEOJK.l(ABAM OT 6JIOKHpaue:
1. naprana c X!!X!! 52975, 53577, 54581, 55183, 61388, 62694, 63499, 64507, 64508,

71718,71719,74628,74629,74630 aa JleKapCTBeHHHnponyxr Valsavil Comp 160 mg/I2,5 mg
film-coated tablets;

2. naprnaa c Xl! 64002V na JIeKapCTBeHHHnpoztyxr Valsavil AM 5 mg/160 mg film
coated tablets;

3. naprana XI! 74205,74206 aa JIeKapCTBeHIDInpO)),)'KT Valsavil AM 10 mg/160 mg
film-coated tablets
c Ilpareacaren aa paspenrenaero aa ynorpeoa STADA ARZNEIMITTEL AG.

MOTHBH:B )),OCHeTaTaaa paspeureaaara aa ynorpefia aa JIeKapCTBeHHTenpoztyxra Valsavil
Comp 160 mg/12,5 mg film-coated tablets, Valsavil AM 5 mg/160 mg film-coated tablets,
Valsavil AM 10 mg/160 mg film-coated tablets ca nOCOtIeHHaJITepHaTHBHHnpOH3BOllHTeJlHaa
aKTHBHOTOaeuiecrso: Zhejiang Huahai Pharmaceutical Co. Ltd., KHTaM H Jubilant Generics
Limited, No. 18, 56, 57, & 58, KIADB Industrial Area, Mysore District, 571 302 Nanjangud,
Karnataka.Hazma.

DpHTe)l(aTeJIHT aa paapeureaaara aa ynorpefia STADA ARZNEIMITTEL AG spea
npe)),CTaBHTeJIHMy aa TepHTOpHHTaaa Peny6JIHKa D'bJIrapHH "Crazia <f>apMaD'bJIrapHH" EOO)];, e
npe))'CTaBHJIllOKa3aTeJlCTBa, tie nOCOtIeHHTeKOHKPeTHHnapTH,D;HC N!!N!! 52975, 53577, 54581,
55183, 61388, 62694, 63499, 64507, 64508, 71718, 71719, 74628, 74629, 74630 Ha
JleKapCTBeHHHnpoztyxr Valsavil Comp 160 mg/I2,5 mg film-coated tablets; naprana Ns 64002V
OT JIeKapCTBeHlHInpoztyxr Valsavil AM 5 mg/160 mg film-coated tablets H napTH.l{H c X!!X!!
74205,74206oT JIeKapCTBeHHHrrpOLJ;)'KTValsavil AM 10 mg/I60 mg film-coated tablets:, He ca
npoasaeztemr C aKTHBHO aemecrao BaJICapTaH aa rrpoH3BOllHTeJIjI Zhejiang Huahai
Pharmaceutical Co. Ltd., Karan, a HMeHHO:

napTH))'HH )J,OCHeTaC rrpocrre)),HMOCTHa rrpOH3xo)),a Ha BJIOX(eHOTOKOJlHtIeCTBOaKTHBHO
sentecrso B CbCTaBa aa napraznrre na JIeKapCTBeHHTenponyxra Valsavil Comp 160 mg/12,5 mg
film-coated tablets, Valsavil AM 5 mg/160 mg film-coated tablets, Valsavil AM 10 mg/160 mg
film-coated tablets.

CepTHcpHKaTH aa aHMH3 aa aKTHBHOTOBeLQeCTBOsancapraa, BJIO)f{eHOBbB BCRKa OT
nOCOl{eHHTenaprnzra OT JIeKapCTBeHHTenpO.lJ.)'KTHValsavil Comp 160 mg/12,5 mg film-coated
tablets, Valsavil AM 5 mg/160 mg film-coated tablets, Valsavil AM 10 mg/160 mg film-coated
tablets, H3))'aaeHH OT rrpOH3BO)),HTeJIHaa aKTHBHOTOBemeCTBOJubilant Generics Limited, No. 18,
56,57, & 58, KlADB Industrial Area, Mysore District, 571 302 Nanjangud, Karnataka, I1H)),Ha;

CepTHcpHKaTH OT BXOJUim KOHTPOJIsa aKTHBHOTOBemeCTBO BMcapTClH, H3.lJ.aaeHH OT
npOH3BO.lJ.HTeJIjIHemofarm A.D., Peny6JIHKa CbP6HH aa JIeKapCTBeHHTe rrpO.lJ.)'KTHValsavil

P A 3 n 0 P E JK .l(A M:

Ha OCHOBaHHetIJI. 272, an. 1, T. 6 OT 3aKoHa aa JIeKapCTBeHHTe npoztyxra B XYMaHHaTa
MellHUHHa (3JITIXM), BbB spssxa C xn. 14, M. 1 OT Hapenfia N!! 9 OT 23 arrpan 2008 r. sa
YCJlOBHHTaH pezta sa 6JIOKHpaHe H H3TerJIHHe aa JIeKapCTBeHH rrpoztyxra, .nOKa3aJIH
HeC'bOTBeTCTBHec H3HCKBaHHHTaaa KatIeCTBO,fiesonacaocr H eqiaxacaocr H B'bB apssxa C'bC
3anoBe))' N!!30A-0403/04.07.201 8 aa H3n'LJIHHTeJIHHHzrapexrop aa HAJI
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COcf)HSI 1303, YJI. ,l(aMSlH Fpyes N!! 8, TeJJ.: (02) 8903 555, cf>aKc: (02) 8903434
8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 28903555, fax: + 359 2 8903434,

e-mail: bda@bda.bg

m-oe.ACEHA CTOHMEHOBA, ,lJ.<I>
Hsnunnumenen oupexmop

Korrae OT sarroaezrra zra H3npaTH H3 rJIaBHHSI Jl'bp)J(aBeH aapasea HHCneKTOp H aa
perHOHaJIHHTe3JlpaBHHTeHHcneKUHHB crpaaara aa OC'bllleCTBgB3HeH3 KOHTPOJI.

Hacrosutara sanosen zra ce C'b06111Haa STADA ARZNEIMITTEL AG no pezta aa 4!1. 61 OT
AnK.

Comp 160 mg/12,5 mg film-coated tablets, Valsavil AM 5 mg/160 mg film-coated tablets,
Valsavil AM 10 mgl160 mg film-coated tablets sa BCgKaOTnOCOt.IeHHTenapramr:

ilOPMH H3JIO)J(eHHTe06CTmlTeJICTBa, naprazta c X2X2 52975,53577,54581,55183,61388,
62694. 63499, 64507, 64508, 71718, 71719, 74628, 74629, 74630 aa JIeKapCTBeHHg npoztyxr
Valsavil Comp 160 mgl12,5 mg film-coated tablets; naprana c Xl? 64002V aa JIeKapCTBeHHg
nponyxr Valsavil AM 5 mg/160 mg film-coated tablets; naprana NQ 74205,74206 aa
JIeKapCTBeHml npoztyxr Valsavil AM 10 mg/160 mg film-coated tablets C'bOTBeTCTBaTaa
H3HCKBaHHgTaaa Ka4eCTBOH He npe~CTaBJIgBaT nOTeHUHaJIHaonaCHOCTsa iKHBorn H 3~paBeTO aa
HaCeJIeHHeTO:



COCPHl!1303, yn. )J,aMl!HFpyes N!! 8, Ten.: (02) 8903555, rpaxc: (02) 8903434
8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax: + 3592 8903434,

e-mail: bda@bda.bg

IIPO<l>. ACEHA CTOHMEHOBA,.LJ:<I>
HJn7J1I11Ume.neffoupesmop

OCBOIiO~BAM OT 6J10KHpaHenaprnaa c N! VJSC1700S-A aa JleKapCTBeHH.l!nponyxr VaJsarcon
160 mg film-coated tablets C Ilpareacaren sa pa3peUJeHHeTOsa ynorpetia Cl>APMAKOHC A.lJ., Ii'LJlrapHR.

MOTHBH:B ~OCHeTOHa paJpeUJeHHeTOsa ynorpefia Ha neKapCTBeHHSInponyxr Valsarcon 160 mg film
coated tablets ca nOC04eHH aJlTepHaTHBHHnpoH3BOAHTeJlHna aKTHBHOTOaeutecreo: Zhejiang Huahai
Pharmaceutical Co. Ltd., KHTaH H Aurobindo Pharma Limited, Plot No.2, Maitrivihar, Ameerpet, 500 038
Hyderabad, Telangana, HH~Hl!.

Ilpareacarensr aa pa3peUJeHHeTOaa ynorpetia cI>APMAKOHC A)J" Bsnrapaa, e npencrasan
J(OKaJaTeJICTBa,4e nocoseaara KOHKpeTHanaprnaa VJSC1700S-A OT JIeKapCTBeHH.l!nponyxr Valsarcon 160
mg film-coated tablets He e npOH3BeAeHaC aKTHBHOaeuiecrao sancapraa aa npOH3BO~HTen.l!Zhejiang Huahai
Pharmaceutical Co. Ltd., KHTaA, a HMeHHO:

napTH~HOztocue Cnpocneziaaocr aa npoasxona aa BJlOmeHOTOKOJIH4eCTBOaKTHBHOseuiecrao BC'bCTaBa
aa naprnnara aa JIeKapCTBeHH)1npoziyxr;

CepTH<pHKaTHaa auanas Ha aKTHBHOTOeeiuecrso sancapraa, BJlO)KeHO8 noco-reaara. napraaa OT
nexapcraenaa nponyxr Valsarcon 160 mg film-coated tablets, H3)l.a.D.eHHOT npOH3BO~HTen)1aa aKTHBHOTO
Bel1{eCTBOAurobindo Pharrna Limited, Plot No.2, Maitrivihar, Ameerpet, 500 038 Hyderabad, Telangana,
HH)l.H.II;

CepTH<pHKaTHOT sxonsui KOHTpon aa aKTHBHOTOseuiecrao BancapTaH, H3~aAeHHOT npOH3BOAHTenl!
Aurobindo Pharma Limited, Unit VII, Plot N!! SI-SEZ,TSIlC, Green lndPark, Polepally village 509302,
MBNagar-TS, HH~Hl! aa JleKapCTBeHH.IInponyxr Valsarcon 160 mg film-coated tablets sa nOC04eHaTanaprana.

Ilopanu H3J10)J(eHI1Te06CTO.llTenCTBa,napraaa C N2 V JSC 17005-A aa neaapcraeaas rtponyxr Valsarcon
160 mg film-coated tablets CbOTBeTCTBaxa 1..f3HCKBaHI1l!Tasa KaLJeCTBOH He npencraenasa nOTeHUHanHa
onaCHOCTsa )KHBOTaH 3ApaBeTOua xaceneaaero:

Hacrosuiara aanosen na ce C'b06111Hna cI>APMAKOHC A)J" Bsnrapns no peziana 'In. 61 OTADK.
Konae OTaanoaenra na H3npant ua rnaBHHlIzrspscaeeu aapaeeu HHCneKTOpH na peracaartmrre 3~pa8HHTe

PA 3n0 PE JK .lJ. A M:

Ha OCHOBaHHe'In. 272, an. I, T. 6 OT 3aKoHa aa nexapcraexirre nponysra B xYMaHHaTa Me~HUHHa
(3JInXM), B'bBspsaxa C 'In. 14, an. I OTHapenfia X!!9 OT23 anpan 2008 r. sa ycnoaasra H pella aa 6JIOKHpaHeH
arrernsae aa JIeKapCTBeHHnponyxra, noxasana HeC'bOTBeTCTBHeC H3HCKBaHH.l!Tasa Ka4eCTBO,fieaonacuocr H
e<pHKacHocTHBbBBp'b3KaCbC3anoBM N!! 30A-0403/04.07.20 18 na H3n'bnHHTenHHl!LlHpeKTOpaa HAJ]
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