CepTtuédikar Ha cepito
02336112

CENNCENT KANCYNN MO 250 M N2 100

Cwna piifakTuBHICTL: 250 mr Posmip/Tun nakyBaHHA: 100 kancyn (tBepaunx) B
MBX 6nicrepi
Marepian N2: 10207816
Howmep cepi: M2130M2 Aara eunycky: 15 niotoro 2024 p.
Harta Bupo6Huurea: 28 nuctonapa 2023 p.
3akiH4eHHA CTPOKY
npupaTHoCTi: nuctonag 2026 p.
Kpaina-imnoprep: YkpaiHa PeectpauiitHe nocsigyeHHn:
UA/6612/01/01
MaxkyBaHH#A:

Nens¢apm MinaHo C.P.J1., Bia KapHesane 1, 20054 Cerpare, Itania
NMiuensia Ha Bupo6HMyTBO N2: aM108_2023
EudraGMP ceptugikarNe: IT_132_H_2023

CepTudikoBaHi KOMNOHEHTH

10207225 CENNCENT KANCYNW (TBEPAI) MO 250 Ml
Mapria N2: M2130 AHanis N2: DEL51139224
Bupo6HuuTBO:

Nens¢apm MinaHo C.P.J1.,, Bia Kapnesane 1, 20054 Cerpare, Itania
NMiuensia Ha Bupo6HMuyTBo N2: aM108_2023
EudraGMP ceptuikarNe: IT_132_H_2023

LmMm 3acBiguyio pOCTOBIpHICTb i TOYHICTb BUlWEBMKNaAeHoOT iHpopMauii. Lia maptia npopykuii
BUrOTOB/IEHA, BKMIOMAlOMM MNPOLEC NakyBaHHA/MAapKyBaHHA Ta KOHTPOJIO AKOCTI Ha
BULLE3a3HAYEHUX AiNbHULAX, Y NOBHIN BignosigHoCTi 3 BUMoramum GMP Micuesoro PerynatopHoro
opraHy 1a y BignosigHocTi po cneundikauin Ceigoutsa npo peecrtpauito y kpaiHi-imnoprepi. g
yac nepesipKkM [aHUX CTOCOBHO npouecy BUPOGHULTBA, MakyBaHHA Ta aHanizy napTii
BCTaHOBMEHa BignoBigHicTb unx aaHnx Hopmam GMP. Bunyck cepii 6yB 34iiCHEHUI I0PUANYHOIO
ocob6oto ®. XoddMaHH-J1a Pow JITL, peHsaxepuwtpacce, 124, 4058 basens, LBenuapia, fliueHsia
Ha BUupo6HUUTBO N2: 511265.

15 niotoro 2024 poky 09:05:50

Alessandra Lorenzetti
[leneroBaHa ynoBHoBa)keHa ocoba

LeHTPaNbHO-EBPONENCHKUM HACOM.

Bepcia: 2.0 ®. Xoddpmanu-jia Pous Jitp dapmaLleBTUYHUIA BiAain Ten.: +41-61-688-11-11
CH-4070 basensb ®akc: +41-61-688-80-20




CepTtuédikar aHanisy

DEL51139224

CEJUICENT KAMNCYNW (TBEPLN MO 250MI

Marepian Ne: 10207225 [arta Bunycky: 02 noToro 2024 p.
Mapria Ne2: M2130 Dara Bupo6HuurBa: 28 nuctonaga 2023 p.
AnaniaNe: DEL51139224

Metoauka: SAM-0102836 VERSION 8.0

Tecr Pesynbrar

Onuc

3oBHiWHIN BUrNAD
Konip kpuieykn
Konip kopnycy
Binbutok Ha kpuweuui
Bin6urok Ha kopnyci
Konip Bin6utky

Onwuc BMicTy kancyn
30BHiWHIN BUrNAL

Konip

lnentudikauia mikopeHonary modpetuny
metofnom BEPX
meTonoM 1Y

KinbkicHuy BMicT y kancyni MikogeHonaty
ModeTtuny

MetonoM BEPX

OnHOpiaHICTbL L030BaHUX O4UHULb
3rigHo €sponevicbkoi Papmakoner,

dapmaxonei CLUA, dapmakonei AnoHwil,

pPO3paxyHKOBO-BaroBui MeToq

Mpopyktn perpagauii Metogom BEPX

Miko¢peHonosa kucnora
AHanor okcupy a3oty
Z-i3oMep
HecneundikoBaHi, KoxeH
CymMa BcCix

PosunHenHna yepes 20 xs

Q=80%
Mikpo6ionoriusa uucrora

srigHo Esponencekin Papmakoner,
Papmakonei CLIA, ®apmakonei AnoHil, ana
6e3BOHUX nepopasibHUX popm

TBEPAi XenaTtnHosi kancynu
HEeMpo30puii CUHIN
HEMNPO30oPUIN KOPUYHEBUN
CellCept 250

Roche

YOpHi YopHUna

APi6HMIA rpaHynbOBaHMIt NOPOLIOK, YACTKOBO 3rpyAKOBaHNM
Bif 6inoro go manxe 6inoro

RT Bipnosipae craHgapty
BiANoOBigae cTaHfapTy CnekTpy

251.0Mr

BiAnosigae

<0.05%
<0.05 %
<0.05 %
koxet <=0.05 %
<0.05%

Bignosinae i

¥ i EIETIR
TOKY MEHT

» “Ba.D\M'

He nposogunocs gna wiei ce &

Bepcia 1.0 ®. Xodpmanu-Jia Pows AT I'pensaxepiuTpacce 124 Ten.: 616881111 Cropinka 1 3 2
CH-4070 basensb daxc: 616885507



CepTtuédikar aHanisy
DEL51139224

CEJUICENT KAMNCYNW (TBEPLN MO 250MI

Marepian Ne: 10207225 [arta Bunycky: 02 ntoToro 2024 p.
Mapria Ne2: M2130 Dara Bupo6HuurBa: 28 nuctonaga 2023 p.
AnaniaNe: DEL51139224

Metoauka: SAM-0102836 VERSION 8.0

AHani3 naptii npoBegeHO HaWWM YNOBHOBaXEHUM 30BHILLHIM Bigginom KoHTponio AKOCTI, napTia
sunywena 02 niotoro 2024 poky Bigainom 3abesneyeHHs akocTi Pow Ta Bignosigae
cneundikauii. BignosigHi fokyMeHTH napTii 4NA MacoBOro BUPO6GHULUTBA 6ynin nepesipeHi 1a
MOBHICTIO BIANOBIAAIOTL YrOfi 3 AKOCTI.

o. XOODPMAH-NA POLU Al
Alessandra Lorenzetti
[enerosaHa ynoBHoBaxeHa ocoba

Pesynbratu, 3a3HaueHi y uboMy cepTudikarti 6ynv 3aTBepaxXeHi y enekTpoHHUM cnocib.
Pesynbrtatu 3atBepaxeHi: Alessandra Lorenzetti 02 niotoro 2024 poky o 15:00:11 3a LieHTpanbHo-
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NEP)KABHA CJIYKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHMIBCbKIN OBJIACTI

npoB. Ceitnrunoi Hanii, 3, M.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK
NPO AKICTH BBE3€HOT0 B Y KPaiHy JIIKAPCHKOIo 3ac00y

15.03.2024 Ne 7959/24/10

CEJUICEIIT®

(HaliMeHyBaHHS JIIKAPCHKOTO 3ac00y 3TiIHO 3 peecTpamifHUM HOCBIJUEHHSIM)
kancyan no 250 mr, no 10 xancyJ y 6aicrepi; mo 10 6uicrepiB y KapToHHiN navmni

(¢dopma BHITyCKY, DO3YBaHHS, BUJ DaKyBaHHsA JIKapChKOTO 3ac00y)
Howmep peectpauiitnoro nocsizuenns UA/6612/01/01 crpoxk aii peectpaniitnoro nocsinuenns 01.01.2099
Cepis nikapcskoro 3acoby Ne M2130M2 KinbkicTs BBE3eHOTO Jikapebkoro 3acody 1710

BupoGHux ®.Xodpdmann-JIs Pour JIta, Hseinapis

(naliMeHyBaHHs BUPOOHHUKA JIIKAPCHKOTO 3ac00y, KpaiHa IOXODKEHHS)

Baeseno B Ykpainy ToBapucTBo 3 06MeskeHo10 Binnopigaabuictio "POII YKPATHA",
inent. xox: 36691549

(naiimenyBanHs Ta ko1 3a €/IPTIOY ropuanunoi ocobu abo npispuiie, iM's, 1o 6arbkoBi BiznuHOT
ocobu - minpuemis, i Micie NPOXUBAHHS Ta peecTpauiiinuii Homep 00NIKOBOT KAPTKHU ILUIATHHKA
nojatkie abo cepis Ta HOMep rnacropra)

Iporokoa Bizyaasnoro kontpomo six 15.03.2024 Ne 0258/1.

3a pesyiabTaTaMM  JIEPKABHOTO KOHTPOJIIO BCTAHOBJIEHO, IO JIKapchKuil 3acid BBe3eHO B YKpaiHy 3

AOTPUMAHHAM BHUMOT 3aKOHOJABCTBA OO 3a0€3MeUeHHs AKOCTI JiKapChKUX 3ac00iB.
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CepTtudikar akocTi gna KnieHTa
02337408

CEJNINCENT KAMCYNN MO 250 MI N2 100

Marepian N2 10207816

Howmep cepii: M2130M2 [ara Bunycky: 15 niotoro 2024 p.
AHanis N2; DEL51139224

KinbkicTb: 1710 yn.

IHpopmauia npo KnieHra

TOB «Pouw Ykpaina»

c. Benuka Bacunbkiscbka, Ykpaina HomMmep nocrauanHa: 1210421580
HoMep 3amMoBneHHA: 9500018191 [ara 3aMoBneHHA: 12 xoBTHA 2023 p.

PeecTtpauinHe nocsigueHHa: UA/6612/01/01

[Aopatku oo uboro QOKyMeHTa:

CepTudikar Ha cepito: 02336112 (1 cTopinka) Bepcia: 2.0
Ceptuédikar aHanisy: DEL51139224 (2 ctopinku) Bepcia: 1.0

ACN: 0000538604

Birgit Pietzonka
KepisHuk Bipainy 'no6anbHoi Cuctemu MocTtavaHHA

Claudia Kraus

KepiBHuK Bigainy noricTuku Ta ToproBux onepauin

Lle# nokyMeHT CTBOpEHUIA B €NEKTPOHHUA COCi6 Ta fiicHuii 6e3 nignucy

Bepcin: 2.0 ®. Xodppmanu-Jia Pouw Jltp, dapmalesTUuHUA BiAain Ten.: +41-61-688-11-11
CH-4070 basenb ®akc: +41-61-688-80-20
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