JEPYUNKCIYIKEA
AEPKABHA CHIYIKEA 3 JIKAPCHhKHUX 3ACOBIB TA KOHTPOUIIO 3A
HAPKOTUKAMY Y KUTBCBL KT OBJACTI
npocnekT Banepis Jlobanorcskoro, 51, M. Kuis, 03110, Tes/thaxe: (044) 2753030

E-mail: d]s.ko@dls‘gov.ua,hggs://ww.dls.gov.ua, Kon €IPTIOY 37078774

BUCHOBOK

Npo sKiCTEL BBe3eHOro B Yxpainy JIKApCLKoOro 3acoby

6.10.2020 Ne 50882/20/10

TIIOTIAZHA®
(Hativenypan:s niKapcekoro 3acoBy srizo 3 peectpanifinm nCCBimYeH M)
Tabherku mo 25 Mr; Ne 20: o 20 Tablerox Y Oaicrepi; mo 1 OaicTepy Y KapToMniii Kopobui
(thopma BHOYCKY, NO3YBAHHA, B IaKyBanHA nikapcexoro 3acoby)

Howep peecrpanitinoro nocsimaerns UA/7593/01/01 CTPOK Aif peecTpauiiinoro moceigems 01.01.2099
Cepis nixapcexoro 3acoby Ne DV 007 Kinexicrs BBesenoro Jnikapeekoro sacoby 5400
Bipotin XIHOIH 3apox DapMaueBTHUHEX T4 Ximiganx IMpoaykrip Hpaitsit Ko.

JIta. Minnpuemcrso 2 (minmpuemerso Bepemenrxas), Yropiuna
(HatiMenyranng BupoGurka nixapcrroro 3acoly, kpaina TOXOJAEHH)

Bresero s Vpainy ToBapucerso 3 o6mesxkeroro BIINOBia/ILHicTIO "CAHO®I-ABEHTIC

YKPAIHA", iment. xon: 35648623

(nadMerynannn Ta oy aa EXPTIOY 1opumkanoi ocobn abo npiseuze, im's, no batexoni qizmyno]

ocobu - nianpuems, i Micle npoxHBams Ta PeecTpauiinmi Homep o6nikopo} KapTKH nnathuka
oAaTxiB afio cepis Ta HOMeD nacnopra)

Hporoxon misyansnoro KorTpomio Bin 29.09.2020 N 3219/10.

3a  peaymbraTamu REPKABHOTO  KOHTPOMO BCTRHOBNEHO, 1O Jlikaposkuit 3acib maeseno g Yxpainy 3
AOTPHMAHHAM BHMOT 3aKOHOIABCTER 11070 330e3meuenns axoeri TMiKapChKUX 3ac06in,

3acTynnuk HavamsHuKy Bigainy
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CEPTUDIKAT CEPII | Tepexnan

XIHOIH 3aBog ®apmatieBTUYHIMX Ta XiMiqHNX MpogykTis MNpaisiT Ko. Nta.

- KoMnaHisa CaHodi

BupoGhuua ainbHULS Bepelueabxas - 2112 Bepelwepabxas Neeai, y.5, YropLymnHa
Ten. + 36 28 585 600/ drake +36 28 585 939

GMID kop: 194727

Hasea npenapary: MNNOTIASKUAR, Tabnetku no 25 mr Ne 20

Kpaina -imnopTep Ykpalna

Cepis Ne; DVoD7 KnienTcbka cepia Ne: DVOG7

[ara eurotoBneHHs: 24.07.2020 MpwoaTtHui no: 06.2023

Cuna aii: ligpoxnopoTtiasuay 25 mr

[losoBana hopma: Tabnerku

Tun nakysaHHs: Ne 20 y NBX-antomiHieBoMy 6GnicTepi

Koa npoaykTy: VER 11807 | Bunywena KinbkicTb (ynakosok) | 50670
Bunpobysauua Cneundpikauii) Pesynetat BunpobyBaHb

bini abo maitbke 6ini nnocki TabneTky 3
3oBHIWHIK BUrNa rpaeipysaHHam «H» Ha ogHomy Goui Ta 3 Bignosigae
OfHIEK NiHIE PO3NOMY — Ha fpyromy

_OnHopigHicTs Ao3oBaHKX 0AUHULL (EBp.Dapm. PO3paxyHKoBO-BaroBnil MeTog):

PigeHt 1: AV £15.0 % (n=10) 1,86 %
Pisenb 2: AV < 250 % (n=30)
_laeHTudpikauis:
Konsoposa peakuis (osnTueHa Bignosigae
y Makcumymmn abeepbuii npu z g
7 Y®-cnektpodoTomeTpist A=323+2 Hut, 27342 HM Bignosigae
_Homiwiku (BEPX):
Homiwka B <05% 0.2 %
__KoxHa iHwa gomiwka =02% 0.6 %
~ Cyma iHWwmx gomiLok =1,0% 0,0 %
_KinbkicHe BuaHaueHHs (Y®-cnektpodoToMeTpin):
ligpoxnopTiasug 25,0 mr/tabneTky + 5% 252 mr
Po34nHeHHs
vepes 45 xs Q=75%, {n=5)
EMHicTb 1 2 80 % 100 %
EMHICTE 2 =z 80 % 100 %
EMHicTE 3 Z80% 99 %
EMHICTb 4 = 80 % 99 %
CMRICTb 5 =80 % 100 %
CMHICTb § =z 80 % 9% %
CepeaHe ana 12 TabneTok He MeHLL
2 cTanis Hi 75% Jepes 45 xB, | ANA KOXHOT He He nposoawnocs

MeHLUe Hix 60%

CepegHe AnA 24 Tabnetok He MeHLL
HiX 75% 4vepes 45 xB, He Binblue 2x
OAMHULL MeHLe Hix 60%, | ANg KoXHO!
He MeHLe Hix 50%

3 cTagis He nposoaunock

MikpoBionoriyHa YuctoTa"

3aranbHa KifbKicTb aepobHnx
Mikpoopranismis (TAMC), KYO/r
3aranbHa KinbKICTL APDPKINKOBYX T
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HoparkoBa iHdopmauis: :

N
PeecTpaliide nocsigyeHHs B )

alie UA/7593/01/01 =
YKpaii:
JliyeHsis +a supobHULTBO Ne: HU-M-CHIN
CepTtudpikat GMP Ne: OGYE4666-5/2018
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CEPTU®IKAT CEPIi | Ilepexnaz

XIHOIH 3asog ®apmauesTuIHUX Ta XiMiMHUX Mpoaykris MNpaiisit Ko. NTa.

- kKomnania CaHodi

BupoBuuua ginbHius Bepeweasxaz - 2112 Bepewenbxas lesai, y.5, YropwwHa
Ten. + 36 28 585 600/ dhakc +36 28 585 939

GMID kop; 194727
Hasea npenapary: MNOTIA3WUA®, Tabnetkn no 25 mr Ne 20
| Kpaina -imnoprep YkpaiHa
Cepisi Ne: DYoh7 KnieHTchka cepis Ne; DVoDY
fata BurotoBneHHs: 24.07.2020 MpuaaTHui fo: 06.2023
Cuna aji: lapoxnopotiazuay 25 mr
JlozoBaHz dopma; TabneTku
Tun nakysaHHs: Ne 20 y NBX-antomivieBomy 6nicrepi
Kog npogykry: VER 11807 [ Bunywena kinbkicTe (ynakosok) | 50070
BunpobyeaHHus Cneundikauii) PesynnTatu BUnpo6yeane

. Hassa Ta agpeca BUPOBHWYOT AinbHULI
XIHOIH 3asoa ®apmaLeBTUYHNX Ta XIMiYHUX MpoaykTie Mpaiieit Ko. Nta. Nignpuemcrao 2 (nignpuemcTao
Bepewepbxas) 2112 Bepelueaexas lesai, y.5, YropuwuHa
HaHum sacsiguyto, Lo HaBegeHa Hkye IHChOpMaLlis € TOYHOIO Ta AOCTOBIPHOM. Cepis npoaykty Byna Bupobnena,
BKTIOYAI04U NaKyBaHHSA Ta KOHTPOMb AKOCTI Y NOBHIN BiANoBigHOCTI 3 BUMoramMu GMP Ta MicLesnmu

PerynaToprumu Bumoramu. Bignosigae eumoram cneyudikauii kpaitu iMnopTepa. BupobHuyTteo, nakysaxHs Ta
PE3YNbTaTM aHani3y BU3HAYEHO TaKuMK, Wo BignosigaTs GMP

Lis cepisi 6yna BurotoBneHa y signosigHocTi Ao sumor cGMP Ta y BignosigHocTi no cneundikalin go BignorigHoro

| Peecrpauiitioro noceiguenns. Lei CepTUChIKaT MICTUTL eNEKTPOHHWIA Nianuc, BanigosaHwit LIMS

PiweHHA YnoBHOBaxeHO! ocobu

PilueHHs: DozsoneHo
) Q,aTa: 02.05.202¢ 35

YnoBHoBaxeHa ocoba: Hoxrop Conti Mo
B 2

idr. Soitt Manika Ma;
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