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Mepexnap

CEPTUDIKALIIAHA 3AABA
[0 NiLleH3il Ha nikapcekuii 3acio
BupoBHuua riteHsis M20/098

Hasea npenapary: KNEKCAH®
PoauuH anst in’ekuin 10000 aHtn Xa MO/1mMn
0,2 mn (20mr/0,2Mms1) y WNpuUL-403ax 3 3axX1CHO0
cuctemoto ronku ERIS Ne10 (2x5) y Bnictepax

UA/7182/01/01
Cepina Ne: 3L580C .
ADI: EHokcanapuH HaTpio
[aTta BUroTtoBreHHs: 08/10/2023
MNpuaaTHUin fo: 09/2026
KpaiHa imnopTep YkpaiHa

Canodi BiHTpon IHaacTpia

) 1051 6ynbBap EHAycTpieny,

Appeca BupobHuUKa: 76580 NbO TPE,

dpaHuis

“ Llmm 3aTBEpKYIO, LLIO HaBeAeHa iHdpopMaLjisi € JOCTOBIPHOIO Ta TOYHOM. Lito cepito npoaykuil
6yno BUroTOBNEHO, BKNIOYHO MaKyBaHHs/MapKyBaHHsl Ta KOHTPOI1b AKOCTI, Ha BULLLEe3a3HaqeHiIl
BUPOBHMYIN AinsHUi (-58X) Y noBHil BignosigHocTi BuMoram GMP, BuMOram 3aTBepiXeHnm
nokanbHUM PerynsiTopHuM OpraHom, a Takox Yy BigriosigHocTi Ao crneuudpikadin  go
PeecTpalliiHoro nocsigyeHHs, Wo MICTATLCA B peecTpaLliiHoMy [10Ch€ KpaiHu-iMnopTepa.
MpoTokonu BUPOBHMUTBA, NakyBaHHA Ta nocripkeHHs Gynu nepernaHyTi Ta BignoBigaloTb
sumoram GMP”

KinbKicTb yNakoBoK, 1o BU3HaHI BiAnoBIAHUMMU: 10 107 ynakoBok (10 wnpuyia/ynakoBKy)

Mpumitka: Lincpposuii kof (HoMep nNpoTokoIty cepii), Wo MICTUTLCA Ha CepTrudixati aHanisy AnA rotosoro NiKapCbKoro
3acoBy neper, HoMepoMm cepii, He € HacTHOIO HoMepy cepil Ta BUKOPUCTOBYIOTBCA NULIE ANA BHYTpiLLHbOT iH(opmauii

Migrotosneno: FTEPAPL A. [GUERARD Al Nata Bunycky: 02/05/2024
MigpnucadHo: [ara nignucaHHs: 03/05/2024
(YnosHoBaxkeHa 0coba, Mpogizop)

(nignuc)

(ua odiuifinoMmy Gnanxy BUpPOOHHKA)
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Ceptucpikar ananiay / Ceptudikar cepii

CaHodpi BiHtpon IHaacTtpia
1051 Bynesap EHgycTpiens,
76580 JIbO TPE, ®paHuisa,
Ten. +33 (0)2.35.05.65.00
www sanofi.com

GMID kog: LTR 556719

Jinbruus: Jbo Tpe

Hasga npenapary: KNEKCAH® poauunH ans iH’ekuin
20 mr/ 0,2 mn; 2000 aHTu-Xa MO/ 0,2 mn
Y LWINPHULI-A03aX 3 3aXUCHOKO CUCTEMOIO roniku, 10 wnpuuyis/ynakoBKy

Cepisi Ne: 3L580C [Nara surotosnenHs:  08/10/2023
PuHok: YKkpaiHa MpwgaTtHWUi go: 09/2026
BupoBHuua nileHsia: 2022_181_1_2 MocunanHa meToay: LTR PSO LOVO2E
PeecTpauliiHe ; . .
NOCBIMEHHS: UA/7182/01/01 Bepcis meToay: 2
EudraGDMP: 2023/HPF/FR/001
HaliMeHyBaHHs NoKa3HUKIB Cneuudikauii PesynbTaTi BUNpobyBaHb
B0BHILWHIN BUrMAA I‘Ip%sqpvnﬁ, 6836?’35“”;' a6o Bignosigae
Nigo-KOBTUMA PO3YMH
IneHTUdikalia:
OcapxeHHs npoTaMiH cynbdaTtoM Ocap kpemoBo-6inoro konsopy Bigriosigae
Y/® cnekrp Maxkcumym npu 231 + 2 HM Bignosigae
- KpuvcTaniyHuii ocag XoBToro . .
Harpiii (E€sp. ®apm.) KOTIBEPY Bignosigae
MposopicTb po34UHY . .
(€ap. Dapm.) < eTanoHny | Bignosigae
3abapsneHHa . .
(€ep. dapwm.) <YasaboBYs Bignosigae
O6’em, Lo BUTAracThCA (Ha 5 wnpuyax)
(€Bp. ®apm.)
MinimaneHui ob’em He meHLwe Hix 0,20 mni 0.21 Mmn
MaxcumansHui 06’em He 6inble Hix 0,22 mn 0.22 mn
pH (EBp. ®apm.) 55-75 6.8
BinHocHa ryctuHa
(€sp. Dapm.): 1,04 — 1,08 1.05
MexaHi4yHi BKIIOYeHHS
YacTku > 10 MKM < 6000 14 / wnpuy,
YacTku > 25 MKM < 600 0/ wnpny
KiribkicHe BU3Ha4YeHH#A
(Ep. Dapm.)
AHTU-Xa aKTUBHICTb 1800-2200 MO/0,2 mrn 2068 MO/mn
AHTU-la aKTUBHICTb 400-700 MO/Q,2 M1 587 MO/mn
BigHoweHHs AHTu-Xa / AHTu-l1a 3,3-5,3 3.5 (MO/wnpuu)/(MO/unpuy)
CTepuIbHICTb Bignoeigae eumoram (Eep. ®apm) Bignosigae
BakTepiantHi eHA0TOKCUHU < 100 EO/Mn Bignosigae

LiMm 3acBigyyto, Lo HaBeeHa BuLLe iHdbopmaLlist € OCTOBIPHOIO Ta TOYHOIO. Lis cepis 6yna Bupobnexa, BKNo4aoym
nakyBaHHs/MapKyBaHHs Ta KOHTPOSb SIKOCTI, Ha BULLE3a3HaYeHil AinbHML y NOBHIN BignosiaHoCTI A0 BAMOT GMP,
BCTAHOBMEHUX MicUeBUM perynsTopHUM opraHomMm, a TakoX signosigHo Ao cneundikalin, Wo MicTATbCA Y
peecTpaLiiiHoMy AoCbe KpaiHu-imnoprepa. MNpoTokonu BUPOGHMLTBA, NaKyBaHHs Ta aHanisis Gynu nepernsHyTi Ta

pcTaHoBreHo signosigHicts GMP.

BUCHOBOK:

JO3BOJNEHO

CepTuddikat B1aaHo:

16.04.2024 15:15:24

Mignvc ynosHoBakeHol ocofoto

Yyangy MapioH [Jouandou Marion] $apmauesT

Lleit cepTucpikaT aHanisy 6yno saTBepAKEHO eNnekTpoHHO y Banigosawii cuctemi LIMS.
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