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r.

Ha ocHOBaHHe HJI. 272, aji. 1, T. 6 OT 3aKona 33 neKapcTBeHHTe npoAyKra B xyMaHHaTa
(3JIHXM), BT>B spt3Ka c HJI. 14, an. 1 OT Hape^Sa N° 9 OT 23 anpnji 2008 r. sa ycjiOBHaTa H pejja sa GjiOKHpane H
H3TerjiaHe Ha jieKapcTBeHH npoflyKTH, noKasajiH HectoTBCTCTBHe c H3HCKB3HHaTa sa KaHecTBo, GesonacnocT H
6(})HKaCHOCT H BtB BpT>3K3 CtC 33nOB6A N° 3OA-0403/04.07.201 8 Ha H3m>JIHHTejIHHa flHpCKTOp Ha HAJ1

OCBOBO!8^HABAM or 6jioKnpaHe napriwa c JV« VJSC17005-A Ha jieKapCTBCHHH npo^yicr Valsarcon
160 mg film-coated tablets c HpHTe>KaTeji na paspemeHHeTO 3a ynoTpe6a OAPMAKOHC Afl, Bi.jirapHH.

MOTHBH: B ^OCKQTO na paapemeHHeTO 3a ynoTpe6a na JleKapcTBeHHa npoayKT Valsarcon 160 mg film-
coated tablets ca noconeHH airrepHaTHBHH npoH3BOAHTejiH Ha aKTHBHOTO BemecTBo: Zhejiang Huahai
Pharmaceutical Co. Ltd., KHTafl H Aurobindo Pharma Limited, Plot No. 2, Maitrivihar, Ameerpet, 500 038
Hyderabad, Telangana, MHAHH.

npHTe>KaTejiflT Ha paspeuienHeTo 3a ynoTpe6a OAPMAKOHC Afl, B-b^rapwa, e npeACTaBH^
AOKasaTCJicTBa, He noconeHaTa KonKperna napTHfla VJSC17005-A OT jieicapcTBeHHa npoayKT Valsarcon 160
mg film-coated tablets He e npoHSBeaena c aKTHBHO BeuiecTBo BancapTaH Ha npoH3BOflHT6Jia Zhejiang Huahai
Pharmaceutical Co. Ltd., KHTafi, a HMCHHO:

HapTHflHO flocne c npocjieflHMOCT na npOH3xo^a na BJIO^KBHOTO KOJIHHCCTBO aKTHBHO BemecTBo B ct-cTaBa
Ha napTHAaTa na jieKapcTBCHMH npo^yKT;

CepTH^HKaTH sa 3H3J1H3 Ha aKTHBHOTO BemecTBo Ba/icapTaH, BJITOKCHO B nocoHeHaTa napTH/ia OT
jieKapcTB6Hna npo^yKT Valsarcon 160 mg film-coated tablets, HSAaaenH OT npoHSBO^HTejia na aKTHBHOTO

Aurobindo Pharma Limited, Plot No. 2, Maitrivihar, Ameerpet, 500 038 Hyderabad, Telangana,

CepTH(J)HKaTH OT BXOAflLU. KOHTpOJl H3 aKTHBHOTO BClHeCTBO B3JIC3pT3H, H3A3A6HH OT npOH3BOAHTejia

Aurobindo Pharma Limited, Unit VII, Plot JVb S1-SEZ,TSIIC, Green IndPark, Polepally village 509302,
MBNagar-TS, HHAna na JleKapcTBeHHa npoAyKT Valsarcon 160 mg film-coated tablets 3a noconenaTs napTHAa.

HopaAH H3jio>KeHHTe oGcToaTejicTBa, napTHAa c JY° VJSC17005-A Ha JleKapcTBeHHa npoAyKT Vslsarcon
160 mg film-coated tablets ctoTBCTCTBa Ha HSHCKBaHHaTa 33 KSHBCTBO H He npeACTaBjiasa noTeniiHajiHS
OnaCHOCT 33 JKHBOTa H 3AP3B6TO H3 H3CejieHH6TO:

H3CToaiu,3Ta sanoseA Aa ce cioGujH Ha OAPMAKOHC A/],, BtjirapHa no peAa na HJI. 61 OT AFIK.
Konne OT sanoseATa Aa nsnpaTH Ha rjiaBHHa Atp>KaBeH 3ApaseH wncneKTOp H Ha perHonajiHHTe 3ApaBHHTe

HHCH6KUHH B CTpaH3T3 33 OCtliieCTBaBaHe H3 KOHTpOJl.
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