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Ha ocHosaHHe HJI. 272, an. 1, T. 6 ox SaKona 3a jieicapcxBeHHxe npoayKXH B xywaHHaxa
(3J1IIXM), Bts Bpt3Ka c HJI. 14, an. 1 ox Hape^6a NO 9 ox 23 anpnji 2008 r. 3a ycjioBHHxa

H pe^a sa 6jioKHpane H HSTenume na jieicapcxBeHH npo^yicxH, noKasajin nectoxBexcxBHe c
HSHCKBaHHHXa 33 KaHBCXBO, 6e3OnaCHOCT H C(|)HKaCHOCX H BtB Bpl>3Ka CtC 3anOBCA N° 3OA-

0394/04.07.2018 r. H Sanosezi N° 3OA-0456/25. 07.201 8 na H3in>jiHHxejiHHa flHpeKxop Ha HAJ1 H
IIHCMO ox ,,TeBa OapMacRDXHKtJic Btnrapua" EOOfl c BX. N° HAJI-32294/31.07.2018 r.

OCBOBO5K/1,ABAM OT f>. l o K i i p a n e H HsxerJiflHe jieKapCTBCHHH npoayKT Co-Sartoval
160 mg/25 mg film coated tablets c HpHxoKaxen na paspemenHexo 3a ynoxpeGa ,,TeBa
OapMadoxHKi.Jic BtJirapna" EOO/],.

MOXHBH:
ripHxe>KaxejiHx Ha pa3pemeHHexo 3a ynoxpe6a ,,TeBa OapMacioxHRtjic BturapHH" EOO/I e

npeacxaBHH flOKasaxencxBa, ne neKapcxBCHHHx npo^yKx Co-Sartoval 160 mg/25 mg film coated
tablets e npOH3BeneH c aKXHBHOXo Bemecxso Bajicapxan na CAHH ox o^oGpeKHxe B flocnexo na

npoH3BOflHxeji Mylan Laboratories Ltd., HH^na.
npoH3Be)KaaHHxe H HajiHHHH Ha GtnrapCKHS nasap napxH^H na JieKapcxBCHHa npoayKX He

aKXHBHO BemecxBo Bajicapxan ox npOH3BOAHxeJi5i Zhejiang Huahai Pharmaceutical Co.
Ltd., Knxafi, nopa^H Koexo jieKapcxBennax npo^yKx Co-Sartoval 160 mg/25 mg film coated tablets
ct-oxBexcxsa na H3HCKBaHH«xa 3a Kanecxso H ne npeflCxasjiflBa noxeHUHajiHa onacHocx 3a •acHBOxa H
3fl,paBexo na nacejieHHexo.

Hacxoamaxa sanoBea aa ce cto6mH Ha ,,TeBa OapMacroxHRtJic Btjirapna" EOO/], no pe^a Ha
HJI. 61 oxAOK.

KOHHC ox sanoBCflxa Aa H3npaxH na rjiaBHHH .atp^KaseH 3ApaB6H HncneKxop H na
perHOHajiHHxe 3^paBHnxe HHCHCKUHH B cxpanaxa 3a octmecxEHBane Ha Konxpoji.
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