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3ATIOBE ]I

...............................

Ha ocHoBanue wi. 272, an. 1, 1. 6 oT 3akoHa 3a JICKAPCTBEHHWTE NPOAYKTH B XyMaHHAaTa
menunuHa (3JIITXM), BBB Bpb3Kka ¢ wi. 14, an. 1 or Hapenba Ne 9 or 23 ampun 2008 r. 3a
yclIOBHATA W pena 3a ONOKMpaHE M M3TElVISHE Ha JIEKapCTBEHHM IPONYKTH, IIOKa3aiiu
HECHOTBETCTBHE C H3UCKBAHHUATA 3a KayecTBO, 0€30MacHOCT U e(QHUKacHOCT H BbB BPB3Ka ChC
3anosen Ne 30A-0403/04.07.2018 Ha u3meiaHuATenHAS AupekTop Ha MAJI

PA3BITIOPE XK IAM:

OCBOBOXIABAM ot 0s10kHpane:

1. mapraau ¢ NeNe 52975, 53577, 54581, 55183, 61388, 62694, 63499, 64507, 64508,
71718, 71719, 74628, 74629, 74630 ua siekapcrBenus npoaykt Valsavil Comp 160 mg/12,5 mg
film-coated tablets;

2. mapruaa ¢ Ne 64002V Ha nexapcreHus nponaykt Valsavil AM 5 mg/160 mg film-
coated tablets;

3. mapruaum Ne 74205,74206 Ha nekapcTBenus npoaykT Valsavil AM 10 mg/160 mg
film-coated tablets
¢ [lputexaren Ha paspeinenuero 3a ynorpeba STADA ARZNEIMITTEL AG.

Motupu: B 1ocueraTta Ha pa3pelleHHsTa 3@ yIOoTpeba Ha JIeKapCTBEHHTE MpoxyKTH 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 mocoueH: anTepHATHBHH NPOU3BOJAMTEIM HA
axTHBHOTO BemecTBo: Zhejiang Huahai Pharmaceutical Co. Ltd., Kutaii u Jubilant Generics
Limited, No. 18, 56, 57, & 58, KIADB Industrial Area, Mysore District, 571 302 Nanjangud,
Karnataka, Uaaus.

[putexarenst Ha paspemenusta 3a ynorpeba STADA ARZNEIMITTEL AG upe3
[Ipe/ICTaBUTENs My Ha TepuTopHaTa Ha PenryOmuka beirapus “Crana ®apma beirapus” EOO/, e
NpEJICTABII JOKAa3aTEe/ICTBa, Y€ MOCOYCHUTE KOHKPETHH MapTUIH C NeNe 52975, 53577, 54581,
55183, 61388, 62694, 63499, 64507, 64508, 71718, 71719, 74628, 74629, 74630 =Ha
nexapcrpenus nponykr Valsavil Comp 160 mg/12,5 mg film-coated tablets; naptuna Ne 64002V
ot sexapcTerns nponykt Valsavil AM § mg/160 mg film-coated tablets u mapTugu ¢ NeNe
74205,742060T tekapcTBenus npoaykT Valsavil AM 10 mg/160 mg film-coated tablets:, ne ca
NPOM3BEJICHM C AKTMBHO BEIIECTBO BAICApTaH Ha MPOU3BOAUTENIS Zhejiang Huahai
Pharmaceutical Co. Ltd., Kuraii, a UMEHHO:

I[lapTHAHH OCHETa ¢ HPOCIEAMMOCT Ha IPOM3XO/@ HA BIIOXEHOTO KOJMYECTBO AKTHBHO
BEIECTBO B CHCTABa HA MApPTHAMTE HA NeKapcTBeHuTe NpoaykTu 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.

CepTdUKaTH 3a aHaIM3 HAa aKTHBHOTO BEIIECTBO BajCapTaH, BIOXKEHO BBB BCAKA OT
TOCOYeHHTe NapTHAN OT JekapcTBeHuTe npoayktu 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, M3aEHH OT IIPOM3BOAUTENS HA aKTHBHOTO BemecTso Jubilant Generics Limited, No. 18,
56, 57, & 58, KIADB Industrial Area, Mysore District, 571 302 Nanjangud, Karnataka, Unnus;

CepruduxaTH OT BXOISI] KOHTPOJI HAa aKTUBHOTO BEIIECTBO BajicapTaH, H3NaNeHH OT
npousomutens Hemofarm A.D., PemyGmuka CbpOust Ha JeKapCTBEHMTE NPOJYKTH 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 Bcsika OT IOCOYECHHTE NAPTHAH,

[Topanu H3JI0)KEHUTE OOCTOSATENCTBA, TAPTHIM C NeNe 52975, 53577, 54581, 55183, 61388,
62694, 63499, 64507, 64508, 71718, 71719, 74628, 74629, 74630 Ha NIEKapCTBCHHS MPOAYKT
Valsavil Comp 160 mg/12,5 mg film-coated tablets; napruma ¢ Ne 64002V Ha snexapcTBeHHS
npoxykT Valsavil AM 5 mg/160 mg film-coated tablets; maptuam Ne 74205,74206 na
nexapcTBeHds mpoaykT Valsavil AM 10 mg/160 mg film-coated tablets cwoTBETCTBAaT Ha
H3MCKBAHKMATA 3a KAYECTBO M HE IPECTABIABAT IOTCHIHAIHA OIIACHOCT 3a XHUBOTa H 3pABETO HA
HaceleHHeTo:

Hacrosimara 3anoses aa ce cbo6mu Ha STADA ARZNEIMITTEL AG no pena Ha ui. 61 ot
ATIK.

Komue oT 3amoBejTa Ja H30paTH Ha TIJABHUA [OBPXKABCH 3JpaBCH HHCIICKTOp M Ha
pEruoHaIHUTE 3APaBHUTC HHCICKINH B CTpaHaTa 3a OCBIIECTBABAHC HA KOHTPOJL.
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