Ly

JEPXIIIKCIIVIKBA YKPATHI
AEPIKABHA CILY)KBA 3 JIIKAPCBKUX 3ACOEIB TA KOHTPOJIIO 3A

HAPKOTHKAMMY YV KHIBCEKTii OBJACTI

TipocniexT Barepis JIo6amorcrkoro, 5 1, m. Kuig, 03110, Tel/dake: (044) 2753030
E-mdil: dls.ko@dls. gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3EHOro B Yxpainy nikapenkoro 3acoby

16.07.2020 Ne 32772/20/10

TAKCOTEr®

(nHattMerypanmg niKapcsxoro 3acoby arigHo 3 peccTpanitinym TIOCEI IYCHHsM)
KOHUCHTPAT ANSt PO3MANY s indysiii, 20 mr/mur, Nel: no 1 mu (20 Mr) y daaxowni ; o 1
$haakony s xaproumii KopoGii

(opma punycky, A03YBAHHA, BHI| NAKYBAHHA NTKapCEKOTo 3acoby)
Homep peectpaniiinoro nociagenms UA/5488/01/02 crpox zit peectpaniiinoro mocsimaenns 01.09.2020
Cepis ;ikapcxoro sacoby No OF426A. Kinpkics Beesenoro mikapeskoro 3acoby 640

Bepofuux Canodi-Asenric Noswmary I mM6X, Himeuauna

(matiMenyRanug BHpOOHKKA NikapeEkoro 3acoby, kpaina HOXOJKEHHA)

Beeseno » Vpainy ToBapucrBo 3 06Mesxenor BiTnoBinasbHiCTIO "CAHO®I-ABEHTIC
YKPAIHA", ixenr. kon: 35648623
(HatiMeryBaung a kox 32 E€OPIIOY wopumuol 0cobH 260 npisBHIe, iM'A, 110 6aThKOBI bizmunof

0cobH ~ manpuemus, it MiCIle IpoKERAHES T PeECTpauiiHEH HoMep o6nikoBol KapTKH TUIATHHKA
nofaTkiB abo cepis ta HOMED nacropTa)

Oporowon Bisyansnore xouTtpoo sin 08.07.2020 N 2106/14.

3a  pesymeraTaMu  gepxassorg KOHIPOMIIO  BCTAHOBLIEHO, 1mo MXapcrkmii  3aci6  mmesemo g Vkpainy 3
AOTPHMAHHSAM zimor SAKOHONARCTRA MO0 3a6e3NCYEHET HKOCT] JKAPCHKYUX 3ac06in,

Onexcii COJIOPATL

(mrizmmc) (imiuiany ta npissume)
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SANOFI

Ceprudikar ananizy

ANCTPUBOLIIMHNIA LUEHTP
XAPBOP MNAPK — BYAIBNA E
KAMMOHA Y1

1225 BYOANEWT

YropumHa

Homep 3amoBnenHs:

Homep nocraeku:

XboxcT Al

XboxcT MapioH Pyccens

Hownunang M6X

AseHTic ®apma Jonunang MMEX

CaHodi-ABeHTic Honunang M'meX

IHaycTpinapk XeoxcT

65926 dpaHkdypT-Ha-Maiini

TenedooH: +49 (0) 180 / 2 222010
154899

84699436

TakcoTtep 20 mr/1 mn

KOHLIEHTpAT ANs posunky ans iHdyain

Y hnakoHax no 1 mn Neq

Marepian: 505753 Cepin: 0F428A
GMID: 414922

Aata Bupo6HuuTBa: 28.03.2020 MpuaaTthuin no: 28.02.2022
[MokasHuk

Peaynbrar

Cneundikauis

30BHILLHIN BUrNIng
BiAnosigae

Konip posunty
XKostui Y3

Mpo3opicTts pPO34unHy

Piavna Big 6nigo-xoBToro [0 KOPUYHIOBATO-XOBTOro
KOnbopy, y conakoHi 3 6e3bapsHoro Ckna, ob’'emom 7
MI1, 3 YKOPOYeHOI ryMoBOI Npo6Koko ciporo konsopy,
amMoMIHIEBYM KOBNAYKOM C NNacTUKOBOK KPWLLIKOIO
3€NEHOro KoNbopy Ta KpuLLkoio flip-off seneroro
Konebopy

3abapsneHnit He IHTEHCUBHILUE, HiX eTanoRHMi po34nH
Y3 (Esp. ®apm.)

[Mpo3opuir, onanecueHuis He Binblue Hix y CycneHsii

< MPO30pIilLNIA 3a cycneHsito NOPIBHAHHSA | NOPIBHSAHHA | (EBp. Papm.)

Houetakcen (PX)

BiAnosinae cranaaptHomy 3pasky

Houetakcen (TLLX)

Bianosigae CTaHOapTHOMY 3paaky

ETaHon (X)
BiAnosinae

Monicop6aT
Bignosinae

MexaHiuni ACMILLIKM, BUAMMI YacTku

BignoBigae

K-Tb wacTok, siki > 10 mrm (HIAC)

0/ donakon

K-Tb wacTok, siki > 25 mim (HIAC)

0/ dbnakoH

BiAnosinae CTanpapTHoMy 3pasky

Bionosinae CTaHgapTHOMY 3pasky

BignoBinae CTaHgapTHOMY 3pasky

6naknTHe 3abapaneHHs

MpakTuuHo BiNbHMI Bin

< 6000 / dnakoH

<600 / chnakoH

-_—

Aanui ceprudikar aHanisy 6yno suaaHo B €NEeKTPOHHOMY BUFrAa;

R QA )/ L oy 06.08 L6
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SANOFI

Homep samoBneHHs:

Homep nocraeku:

Takcotep 20 mMr/1 mn

154899
84699436

KOHUEHTpaT Ans po3uuHy ans iHDYy3in

Y onakoHax rno 1 mn Net

Marepian: 505753
GMID: 414922
Rata BupoGHuuTea: 28.03.2020

Cepin: 0F428A

Mpuaatuuin go: 28.02.2027

Mokasnuk

PesynbTaTr Cneuundikayin
pH _

37 3,0-45
Okpema Hesigoma gomilka (PX) <020%

<0,05%

KinbkicTs okpemux HeBIAOMMX fomilwok > 0,20% (PX)
0

Cyma Bcix gomilliok (PX)
<0,1%

Cyma Bcix gomiiok (PX)
<0,1%

RP 61387 (PX)
<0,05%

RP 61387 (PX)
<0.05%

RP 70617 (PX)
< 0,05%

RP 70617 (PX)
< 0.05%

RP 73077 (PX)
<0,05%

RP 73077 (PX)
< 0,05%

RPR 108771 (PX)
<0,1%

RPR 108771 (PX)
<0,05%

RPR 110928 (PX)
<0,1%

RPR 110928 (PX)
< 0,05%

XKopaHoi koxHof HeBiAOMOT Aomiuiku > 0,20%

< 3,5% npotsirom TEePMIHY NPUAATHOCT]

<1,5% npu Bunycky

= 0,30% npotsrom TePMiHy npugaTHocTi

= 0,20% npu Bunycky

< 0,50% npoTsrom TepMiHy NpuaaTHocTi

< 0,30% nipn Bunycky

< 0,50% npoTsirom TepMiHY npugaTHOCTI

< 0,20% npu Bunycky

£ 1,5% npoTsirom Tepmi
< 0,30% npw Bunycky
o

< 1,3% nporsrom Tepuixy npugatiocti

< 0,30% npw Bunycky

Hdanuit ceptudpikar aHanisy 6yno sugaHo B €NEKTPOHHOMY BUrnAAi




Homep 3amosneHHs:

Takcotep 20 mr/1 mn

Y

SANOF|

154899

Homep nocrasku: 84699436

KOHUEHTpaT ana posuuHy ans iHY3ii

Y thrakoHax no 1 mn Neq

Marepian: 505753 Cepin: GF426A
GMID: 414922

Aata Bupo6HUuTBA: 28.03.2020 Mpuaatiuit go: 28022027

MokasHuk
Pesynerar

KinbkicHun smict eTaHony (IX)
38.5%

Bmict Bogu
1.7%

CrepunsHicts
Bidnosigae

BakTtepianphi €HAOTOKCUHM
<20 EOQ/ mn

KinbkicHuit Bmict Aoletakceny (PX)
20,1 mr/mn

KinbkicHuit BmicT Aouetakceny (PX)
20,1 Mr/mn

O6'em, wjo BUTAraeTbes
1,1 ™Mn

Crneundpikayis

37,4 -41,4%

< 3,0%

Bianosigae

<20 EO/ mn

18,0 - 21,0 mr/mn MPOTATroM TepmiHy npuaaTHocTi

19,0 - 21,0 mr/mn npu BUrycky

21,0 Mn

Hanuiz CepTudikar aHaniay 6yno BuaaHo B €NeKTpoHHoMY BUrnsai
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SANOFI

Homep 3amoBneHHs: 154899

Homep nocraBku: 846994358

Takcotep 20 mr/1 mn
KOHLEHTpaT ANs PO34nHY Ans iHdysin
y dbnakoHax rno 1 mn Ne1 Marepian: 505753 Cepis: 0F426A
GMID: 414922
Oarta BupobuuuTea: 28.03.2020 MpuaarTHuin no: 28.02.2022

BIANOBIJAE sumoram.

HaHi 1Wogo ctabinbHocT | TEPMIHY MpuaaTHOCTI 3aCTOCOBYIOTLCA TifbKK Y BiANOBIgHMX ymoBax 3b6epiraHHs.
Homep niyensii Ha BUPOBHULTBO: DE_HE_01_MIA_2019_0006

fannum sacsiguyio, wo HaBe/[leHa Bule iHdopmalis e AOCTOBIPHOW Ta TouHolw. [aHa Cepist Byna BMpoBNeHa, BKMOYaOUN

Cepilo TexHi4Ho BUNyLWEeHo i nignucavo B €NeKTPOHHOMY BUrnagi

Y1e Xannemanr [Ute Heinemann]

30 kBiTHa 2020 22:19

Bunyck 3ateepmpkeHo BignoBigansHUm MeHeXkepoM no npoaykTy BignoigHo YnoBHoOBaxeHo0 0co60t0
LokTop Yre XanHemann [Ute Heinemann]

Nanwit ceprudikar aHanisy 6yno suaaHo B €NEeKTPOHHOMY BUrNKAi
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SANOFI

CEPTU®DIKAT CEPIi BUPOBHUKA

HainmeHyBanHs npoaykuii Cwvna gii / AkTuBHICcTL Jlikapcbka cdopma
TakcoTep® koHueHTpaT ans PO3YMHY ans Houetakceny Tpurinpat eksisaneHTHO KoHueHTpaT Ansi posunHy ans
iHdbysin, 20 mr/mn Aouetakcesty 6e3BoaHoro - 20 mMr/mn iHy3in

Poamip nakysaHHs KinbkicTb Tun nakyBaHHsA YmoBu 36epiranHs
Ne1: no 1 mn (20 mr) y conakoni, no 1 . 5
3 . + +
y hnakoHax no 1 mn Ne1 | 640 YyMakoBoOK DNAKOHY B KAPTOMHI KopoBLi Bia +2 go + 25°C

LMID - GMID Cepis Ne Hata BupoGHuuTBa Npuaathnin go |
['oToBa npoaykuis 505753 — 414922 OF428A 28.03.2020 28.02.2022 j
Kpaina-imnoprep Homep peecTpauiitoro NoCBiAYEeHHA
YKpaina UA/5488/01/02
HaitmeHyBaHHs, MicuesnaxomkeHHs — Homep BUpo6HUYOT Homep ceptudikary
AinbHuuUi 3 BUpo6HMLTBA nideHsiv BignoBigHocTi GMP
CaHodi-AseTic Joinunana MmEX DE_HE_01_MIA_2019_0006 DE_HE_01_GMP_2019 0018

IHaycTpinapk Xboxct BproHinrwTtpacce 50
H500, H590, H600, H750, H785, H790
PpaHkdypT-Ha-Maiini, Meccen, 65926, HimeuunHa

Mpumitka
Byaisns H750 B/KOPUCTOBYETLCA AK CKNaf AMNS XONOAHOro 3bepiranHs, a He ons BUPOBHULTBA.
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SANOFI

CEPTU®IKAT CEPIi BAPOBHUKA
MpoaosxeHHa LMID 505753, Cepis 0F426A

3asBsa npo cepTudikalito:

Hanum sacsiguyro, wo Hasenena BULLie iHOpMaLis € JOCTOBIPHOK Ta TOYHO. Haxa cepis npogykry 6yna Bupobrnena,
BKAOYaO4M nakyBaHHR/MapKyBaHHs Ta KOHTPONb AKOCTI Ha BULle3a3HayYeHiln AinbHWLI Yy nosHii BignosigHocTi 3
Bumoramn GMP, BcTaHoBneHumu wicuesum PErynATOPHUM OpraHoMm, a TakoX BiAnoBiAHO Ao cneuudikauin, Lo
MICTATLCA Y peecTpauiiiHOMy [0Chbe Kpainu-imnopTepa. lMpoTokonu BUPOBHMLTBA, NakyBaHHs Ta aWanisis oynu
NepernsHyTi Ta BCTaHOBMNEHO BignosigHicTs GMP. ’

3arBepaxeHun: (nianwuc) Harta: 08.05.2020
HoxTop YTe XaitHemanH, YnosHoBaxeHa ocoba
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