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Mepkne TmbX
MAOTBEPKAEHHA BUINYCKY

KpaiHa: YKpalHa

3aMOBHMUK: TeBa

[1POAYKT. LieTMpuanH-Tesa, TabneTku, BKPMTi NAiBKOBOI 06010HKO, No 10 mr, N2 20 (2 6aicrepa no 10 1abn.)
Homep cepil: A60588C

[TepBUHHA YNaKOBKa: A60588C [lata BupobHUUTBA: 04.2023

Mepkne Homep cepit: A60588C TepmiH npuAaTHOCTI: 04.2026

CAll Homep: 316437 PO3MmIp YNaKOBKM: 20

JlikapcbKka popma:
AKTUBHUW IHIPEAIENT:

TabneTKn BKPUTI NAiBKOBOIO 0D0NOHKOKD
LleTnpurauny auriaipoxnopns

Cwuna ail: 10 mr
YmoBu 3bepiraHHA: He notpebye cneujanbHux ymos 36epiraHHA
Homep peecTpauinHoro NocsiAYeHHA: UA/7158/01/01

PO3MIP Cepli ToTOBOMO NPOAYKTY:
Homep NiueHsIt:

62 010 ynakoBOK

DC_BW 01 MIA_2023 0057/ DE_BW_01_Merck
DE BW 01 MIA_ 2023 0056/ DE_BW_01_Merck

e Weiler
e Ulm

DF BW 01 MIA 2022 0088/ DE_BW_01_Merckie Blaubeuren
GMP ceptudikar: DE BW 01 _GMP_2023 0108 — agitounit (BnaybonpeH)
D = 01_GMP_2023 0087 — pitouunii (BrayboitpeH, panoH Belnep)
D P 01 GMP 2023 0086 — aioyunit (Yabm)
DE BW 01 GMP 2022 0090 — nonepeaHiv (Yabm)
DE BW 01 GMP 2022 0022 —nonepeaHin (bnaybonpeH, paiioH Bennep)
DE RW 01 GMP_2021 0173 —nonepeiHii (bhaybonpen)

MPESEHTAUIA NPOLYKTY

dopma ynakoBKu:

Homep cepii Ha BTOPUHHIN yNaKoBLii:
[104aTOK NaKyBaHHA:

3asepleHHs NakyBaHHA:

20 TaC nerow, BKPUTUX INIBKOBOK 0O0NOHKO /baictep
A0S

30.0-. 7777

0% M

$29062 36 2 UA

317677/.(1 - LIA

Kopobka:

IHCTPYKLIA:

Bupobruk cepii “in bulk”: Mepksio Fra

Jhwone.:  oarne Ulmpacee 3
89117 1. “inniper, Hipaoyuuig
Moe:sgnr 15 Y

Fpad:-~ o ‘lpacce 3

89079 - Himeyuyrnha

[TakyBanbHUK, KOHTPO/b AKOCTI:

BUpOBHMK aKTUBHOI PEYOBUHMU: Cnoxera 1eacrpis [pisar flimiten
Ceppe™ 7 /4170
5072327 o oraban Toaanrang
h09

BianosiganbHuM 3a BUNYCK: Mo e
Jlimrps 7 fewpe LHrpacce 3

DO e e el
ok corii Fyan pO3rAAHYTI Ta 3aTBEP/UKeH BIANOBIAHO NPOUEAYPU NO ONPAaLOBAHHIO
- RO

BCi cyTTeEBI BIAXWNEHHKA, L0 MOXYTb BNAMUBATH 11
BiAXuAeHb. HacTynHe cyTTeBe BigXuneHHa byno 1m
Trackwise-ID 2597320, ®iHanbHa KnacudikaLis: cy
OuiHKa ynosHoBaeHol ocobu:

Adanum A nigTBepAXKylo, WO nogaHa suule i

ynaKkoBKY/MapKyBaHHA, | NPOBEAEHUMA KOHTPO 1
€C, a TakOX y BignosigHocTi go cneyundikatin 0 * o

PO3TAARYTI | BU3HAHI TAKKMMM, LLO BIANOBIAAKOT! v

[aHa cepis sunyLweHa 4N npogamky
Bepcia 02 3amintoe sepcito 01 sig 25.09.2023
[TpUYMHa 3aMIHN | BUOANECHHA PO3ILIUPEHOTO TourTy

Nata /uac: 25.09.2023 /08:36:19
CxsaneHo: Thomas Willi
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Mepkne FTMBX
pagp-Apko-tTpacce 3
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Mepkne TmbX
YKpaiHa

CEOTUADIAT AHAMIZY

Nara supobuuniLTea CTpOK npuaaTHOCTI Bepcis

2023 04.2026 01

Copis Cepia 3aMOBHUKKA Cepis npogasua
ALNLEKC

o poaLea napTig

2304017074 Cneundikauin

D anenyita) CONF CONF-M-FO8

LleTpusuH-TeBa, Tabnetku BKpUTI NAIIBKOBOK clonotixa, 1o 10 amr Ne 20 (2 6nicrepa no 10 1aba.)

A 1 fr S S
t

Tectu C Crnelmdie g Pe3ynoTatu

3aranbHi i cneymndivyHi XapaKTepUCTUKH
Onuc Py, aoocoyint i hne i, BEPTE NAIBKOBOLO
g OOHoONors ow gin Hinoro 10 Mmamke BINoro Kobopy, 3 BinnoBinae
E Aivicio nesioy 1 onioro bory
CepenHs maca (y %) 110, 3 mrt % {95.105%) 119,5 mr (100 %)
CTIMKICTb A0 PO3/aBNIOBAHHS 2065 1 51 H

BrpaTa B Mmaci npu BUCYLWYBaHHI < 5,09% (raden) | 3,97 % (m/m)

laeHTudikauin __
LernpusnHy aurigpoxnopug (BEPX Hac yrpasreatiia siqnosiiac CraiiapTy Bignosigae
anbrepHaTMeBHo YEPX)
LleTupusnHy aurigpoxnopua (YO — Bua) Coewrn g e siane CTan/iapTy Bianoslaae
Xnopua (peakuifa ocagyeHHs) [SEAMIA G0 st TIO3UTLBHO Bignosiaae
TuTaHy LioKcKuAa (KonbopoBa peaku,is) i [Tomar e e gernae 308anRATHHA L MO3UTUBHO HeperynapHun tect

TecT Ha ximiuHy uncroty (BEPX aanepHaTwaﬂg
YEPX) :
4 - xnopobeHsrigpon ("aomiwka 4") RN <0,05%
byab-aKa iHWa AOMILLKA < h <0,05%
Cyma A,0MILLIOK A <0,05%

Bmict/Tabnetka (BEPX anbTepHaTuBHO YLPX}
LleTupusnHy aurigpoxnopua AN Dt % 9,56 mr
-y % 0 0100 95,6%
OaHopigHicTL fo30BaHUX oauHULL (OB)

(BEPX anbTepHatMBHO YEPX) ' Meswnse clanorinaty Eap. @, 2.9.40.
LLeTupusuHy aurigpoxnopus L DL T senue piannson 2%.0% Bignosinae
MpuiHATHE 3HavyeHHsA (L1) RES o 4,7%

AocnigeHHs Ha po3uynHeHHAa (BEPX) L R At ) K
LleTupusunHy aurigpoxnopu, T pinnesinne Esp. ©, 2.9.3. 96%

BunpobysaHHa Ha 6ionoriuny 6esneky e, e 0L
€sp. ¢. 2.6.12, €8p. ¢. 2.6.13 VAR AV e Vit

erserag HeperynapHuy TecT

Cepisn Oyna BU3HAHA AK TaKa, WO BignoBinae crorn o b o if o
Nata /yac: 25.09.2023 / 08:36:19

CxsaneHo: Thomas Willi VYOOBHORM KN 5 o
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