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S A I I O B E f l

Ha ocHOBaHHe HJI. 272, aji. 1, x. 6 ox SaKona 3a jieKapcxsenHxe npoflyicxH B xyMannaxa
(3JIITXM), BI>B Bptaxa c HJI. 14, an. 1 ox Hape^6a N° 9 ox 23 anpnn 2008 r. 3a

ycjiOBHaxa H pe.ua 3a GjiOKHpane H nsxerjiane Ha JieicapcxBeHH npo^yicxH, noKasajin
nectoxBexcxBHe c H3HCKBaHHaxa sa KanecxBO, Gesonacnocx H e<|)HKacHocx H BT>B BptsKa etc

NO 3OA-0403/04.07.2018 na HsntJiHHxejiHHa ^HpeKxop na HAJ1

OT
1. napTHflH c KaJVa 52975, 53577, 54581, 55183, 61388, 62694, 63499, 64507, 64508,

71718, 71719, 74628, 74629, 74630 na jieKapcxBenna npoayKx Valsavil Comp 160 mg/12,5 mg
film-coated tablets;

2. napTH^a c JV« 64002V na jieKapcxseHHa npo^yKx Valsavil AM 5 mg/160 mg film-
coated tablets;

3. napTHAH JV» 74205,74206 na JieicapcxBeHHH npo^yKx Valsavil AM 10 mg/160 mg
film-coated tablets
c npHxeKaxeji Ha paspenienHexo sa ynoxpe6a STADA ARZNEIMITTEL AG.

MOXHBH: B ^ocnexaxa Ha paspenienHaxa sa ynoxpeGa na jieKapcxBennxe npo^ynxH 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 noconeHH ajixepHaxHBHH nponsBOAHxejiH na
aKXHBHOxo BemecxBo: Zhejiang Huahai Pharmaceutical Co. Ltd., KnxaH H Jubilant Genetics
Limited, No. 18, 56, 57, & 58, KIADB Industrial Area, Mysore District, 571 302 Nanjangud,
Karnataka, Hn^Ha.

HpHxeacaxejiax Ha paspemeHHaxa 3a ynoxpe6a STADA ARZNEIMITTEL AG npes
My na xepnxopHaxa na Peny6jiHKa BtJirapna "Cxa^a OapMa E-snrapHa" EOOfl,, e

AOKasaxejicxBa, He noconeHuxe KOHKpexHH napXH^n c N°N°. 52975, 53577, 54581,
55183, 61388, 62694, 63499, 64507, 64508, 71718, 71719, 74628, 74629, 74630 na
jieKapcxBCHHa npo^yicx Valsavil Comp 160 mg/12,5 mg film-coated tablets; napxnaa N* 64002V
ox JieicapcxBeHHa npo^yKx Valsavil AM 5 mg/160 mg film-coated tablets H napriiAH c JVsJVa
74205,74206ox JieKapcxBennH npoayxx Valsavil AM 10 mg/160 mg film-coated tablets:, He ca
npoH3Be^eHH c aKXHBHO BemecxBo BancapxaH na npOH3BOAHxejia Zhejiang Huahai
Pharmaceutical Co. Ltd., KHxan, a HMeHno:

IlapTH/iHH /tocnexa c npocjie^HMOcx na nponsxo^a na Bjio^Kenoxo KOJIHHCCTBO aKTHsno
Bcmecxso B ctcxasa na napxH^nxe Ha neicapcxBeHHxe npo^yxxn 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.

CepXH<j)HKaxH 3a anajiHs na aKXHBHOxo semecxBo Bajicapxan, BJioKeno BI>B BcaKa ox
noconeHHxe napxH^n ox jieKapcxBennxe npo^yKxn 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, H3,aa,n;eHH ox nponsBOAHxejia na aKXHBHOxo BemecxBo Jubilant Generics Limited, No. 18,
56, 57, & 58, KIADB Industrial Area, Mysore District, 571 302 Nanjangud, Karnataka, Hn^na;

CepxH<J)HKaxH ox Exo^am KOHxpon na aKXHBHoxo semecxBo Bancapxan, HsaaaeHH ox
npOH3BOAHxena Hemofarm A.D., PenyGjiHKa CtpGna Ha JieicapcxBeHHxe npo^yKXH 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 3a BcaKa ox noconeHHxe napxHAH;

FlopaflH H3Jio>KeHHxe o6cxoaxejicxBa, napxH^n c N°N° 52975, 53577, 54581, 55183, 61388,
62694, 63499, 64507, 64508, 71718, 71719, 74628, 74629, 74630 na JieicapcxBeHHa npoflyicx
Valsavil Comp 160 mg/12,5 mg film-coated tablets; napxn^a c N° 64002V na jieicapcxBeHHa
npoAyicx Valsavil AM 5 mg/160 mg film-coated tablets; napXHAH N° 74205,74206 na
jieicapcxBeHHH npoAyKx Valsavil AM 10 mg/160 mg film-coated tablets ctoxBexcxsax Ha
H3HCKBaHHHxa 3a xanecxBO H He npeAcxaBJiaBax noxeHUHajina onacnocx 3a acHBOxa H s^paBexo na
nacejieHHexo:

Hacxoamaxa 3anoBea fla ce CT>o6m,H na STADA ARZNEIMITTEL AG no pe^a na HJI. 61 ox
AUK.

Konne ox sanoBeflxa aa H3npaxn na rjiaBHHa fltpacaBeH 3ApaBCH HHcneKxop H na
peraoHajiHHxe SApasHnxe HHCneKUHH B cxpanaxa 3a octmecxBaBane na KOHXPOJI.

ACEHA CTOHMEHOBA,
dupeKmop

Co(j)Ha 1303, yn. ^EMJIH TpyeB JVe 8, xeji.: (02) 8903 555, 4>aKc: (02) 8903434
8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax: + 359 2 8903434,

e-mail: bda@bda.bg


