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Ceptudikar akocri Ne 040000117132

®dopiHeKkc, cnpen HasanbHum, cycnexsia 50 mkr/po3y, no 140 po3 y dnakoni N2 1
17103A (100Mr) CMPEIO MICTUTb MOMETA3OHY OYPOATY (MIKPOHI3OBAHOIO) 50 MKF

Homep cepii: 110824 Kpaina otpumysau: YkpaiHa
KinbKicTb NpoayKuil: 36.701 Tuc.ynak. Ne PeecTp. NocBigveHHA: UA/14953/01/01
[ata Bupo6HuuTBa: 06.2024 Tepmit aii PEECTP. NOCBIAUEHHA:  HEOOMEXEHN

AHani3 BUKOHaHMIA NO: MKA N3 no PN NeUA/14953/01/01, 3minv sig 21.06.2023 p.

HaiimeHyBaHHA NoKasHuUKie Bumoru AHA(cneyndikauil) Pe3synbTartu BUnpo6yBaHb

Onunc Cycnensia 6inoro Konbopy Bipnosigae
lpenTudikanis
MOMeTa3oHy ¢ypoat Ha xpomarorpami Bunpo6osyBaHoOro posuuHy,
oTpWUMaHil B po3aini "KinbkicHe BU3HaueHHs.
MomeTasoHy dypoat”, yac yTpumyBaHHA nika
MoMeTa30Hy dypoaTy mMa€ CniBnaaatyi 3 4acom
.

YTPUMYBaHHA Nika MoMeTa3oHy gypoaTy Ha

XpoMmaTtorpami pobouoro cTaHAapPTHOrO PO3UMHY. Bignoeipae
Ha xpomatorpami BuNpo6oByBaHOro" PO3UNHY MA€E
BUABNATUCA N1AMA H.a piBHI N1AMK Ha
XpomaTorpami po3unHy NOPiBHAHHA. Bipnosinae
pH Bin 4,3 o 4,9 4,7
KinbKicHe BU3HaYeHHA MOMeTa30Hy dypoaTy B ogMHMLi RO3N
Big 80 % po 120 % MpenapaT BUTPUMY€E BUNPOOYBaHHA, AKLLO He

Binblwe Hix 2 3 20 pe3ynbTaTiB BUXORATh 3@ MEXI

Big 80 % po 120 % Bianosinae
8in 75 % no 125 % MoneH pesynbTaT He BUXOAUTL 3a Mexi Big 75 %

Ao 125 % Bif BMICTY, 3a3HaYeHOr0 Y MapKyBaHHi Bipnosjnae
cepep,Hilh BmicT (N211) CepepfHiil BMICT Ail04O0I PEUOBUHW, PO3PaXOBaHNIA

3 nouartkoeux (Ne11) posnuneHs, maoTe OyTH Big

85,0 % no 115,0 % sig BMmicTy, 3a3Ha4eHOro y

MapKyBaHHi 102,0 %
cepenHin smict (N2150) CepepiHiit BMICT AitOUOT PEUOBUHW, PO3PAX0BAHWI '
3 kinuesux (N2150) posnuneHb, MatoTb 6yTu Bifj

85,0 % Ao 115,0 % sia BMicTy, 3a3HaueHoro y

MapKyBaHHi 90,0 %
KinbkicTb po3nuneHb Ha GnakoH He meHwe 150 : Bianosigae
CynposigHi AomiliKn
momeTaszoHy ¢ypoaty aomilwku G He 6inbwe 0,4 % 0,0 % (<MB)
Conmuchikam RiBNUcaHo efekxmpoHHUM Nidnucom ID 040000117132
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0,0 % (<MB)
0,0 % (<MB)
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He 6inbwe 0,1 % koxHoi
Cyma AOMILLIOK He 6inbwe 0,4 %
OpHopigHicTs MacK sigmipaHoi ** Bia 90 mr o 110 mr. Mpenapat sutpumye

[03n BUNPOOYBaHHA, AKLWO XOAeH 3 Pe3ynbTaTie He

BUXOANTb 3a mexi Big 85 mr o 115 mr, a

BiIHOCHe CTaHfapTHe BiaxuneHHA He Ginbwe 10 %. 100 mr
MinimanbHe HanoBHEHHA dnakoHy BukoHytoTb Barosum metogom. MiHimanbHe
HanoBHeHHA ¢nakoHy mae 6yt He meHwe 18 r Bianosinae
Pozmip uacrok
4acTOK PO3MipOM MeHLwWwe 5 Mkm ** He meHwe 80 % 99 %
4YacToK PO3MIPOM Bif 5 MKM RO He 6inbwe 18 %
15 Mkm ** 1%
YacToK poamipom binbiwe 15 mxkm **  He 6Ginbwe 2 % 0%
Poznogin kpanenb 3a posmipom
Kpanens po3mipom meHwe 10 mkm ** He 6inbuie 6,0 % 1,5 %
Dv (10) ** Bia 10 mkm go 26 Mkm Bignosigae
Dv (50) ** Bia 26 mkm go 60 mkm ’ Bignosinae
Dv (90) ** Big 44 mxm o 144 mkm _ Bignosigae
CTOpOHHI YacTKu CTOpOHHI YacTkm poamipom binblwe 250 MKM MaloTb
6yTu BiaCyTHi Bignosigae

Mikpob6ionoriuHa uncroTa
3aranbHe uncno aepobHUX
mikpoopraHismis (TAMC)
3aranbHe YMCno ApiIKAXKOBUX i

nnicHasux rpmbis (TYMC)

KpuTepit npuitnaTHOCTI 100 KYO/Mn

Kputepin npuiHatHocti 10 KYO/mn

" 0 KYO/mn (MeHuwe 10)

0 KYO/mn (Menwe 10)

Staphylococcus aureus BincyTHictb B 1 mn BincyTHi
Pseudomonas aeruginosa BigcyTHicte 8 1 mn BigcyTHi
Escherichia coli BiacyTHicTb 8 1 Mn BigcyTHi
Salmonella BiacyTHictb B 10 mn BiacyTHi
KinbkicHe Bu3HaueHHA
MOMEeTa3oHy ¢ypoat Bin 95 % po 105 % sip BMiCTY, 3a3HaueHoro y
MapkyBaHHi (Ha momeHT Bunycky). Big 90 % go ’
110 % Big BMicTy, 3a3HaUEHOroO Yy MapKyBaHHi 96 %
6eH3ankoHi xnopua, Bia 90 % ao 110 % sin HOMiHanbHOro emicTy (Ha
MomeHT sunycky). Big 50 % o 110 % sin
HOMIHaNbHOro BMICTy 105 %
Ynakoska Mae signosigatu sumoram Bianosinae
MapkyBaHHa Mae Bignosigatn Bumoram Bignoeinae
Tepmin npugatHocri: 2 poku No 06.2026
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Ymosu 36epiraHHa: 36epiraTv B opuriHanbHii ynakosui npu Temnepatypi He sulle 25°C. He 3amopoxysaTtu
KomeHTapi:

**3a BUPOOBHUKOM
3anBa npo ceptudikayiio:

Lum 5 3acsiguyio, wWo BULeBKasaHa iHGOpMalia € AOCTOBIpHOKW i TouHotw. Lo cepito npoaykuil 6yno snpobneHo (BKnioualoum
YNakoBKy/MapKyBaHHs) Ta NPOBEAEHMIA KOHTPONb Ti AKOCTI Ha HWKYEBKa3aHil AiNbHULI B NOBHIA BianosiaHocTi Ao Bumor GMP,
BCTaHOBNEHMX MICLLeBUM perynAaTOPHUM OpraHoM, a TakoxX y BIANOBIAHOCTI i3 cneundikauiamu, Aki 3HaXoAATbCA Y peecTpauiiHoMy
AOCbE/TOProBoi nilensii. MpoTokonu BUpoBHULTBa, NaKyBaHHA Ta aHanisis 6ynv nepesipeHi Ta BCTaHOBNeHa BignosigHicTe GMP,

Ao3soneHo Ao peanizayii / 40 BiABaHTaXKeHHA

YnosHoBaxeHa ocoba - HauanbHuk Biaainy BCraBll NanTtyx 10.M. 21.08.2024

Bupo6Huya ginbHnys:

APOTEX INC., KAHAQA RICHMOND HILL SITE, 380 ELGIN MILLS ROAD EAST, RICHMOND HILL, ONTARIO, CANADA, L4
NiyeHsia 3 imnopTy N3: AE Ne192328 8in 01.03.2013; Cep.md)iKaT GMP Ne 070/2024/C-168 Bin 05.02.2024; NiueHsia Ha
BUPOGHMUTEO: Ne 100375-G sig 20.07.2020 ’

YKPATHA, 04080 m. Knis-80, Byn.Kupuniscoka, 74; NliueHsia Ha BupobHuuTeo AE Ne 637430 sia 07.04.2015;

GMP/EAEU/KZ/81-01-2024 BiA‘15.12.2023; GMP_UZ-08:2023 sig 30.11.2023; UP/1-530-10/21-03/13 sin 28.10.2021

KoHTponb AKOCTI Ta BUAaua RO3BONY Ha peanisauito:
YKPAIHA, 04080 m. Kunis-80, Byn. Kupuniecbka, 74, Csigoutso npo atectauile N° 390 sia 22.01.2019

Sprooaw~ o/79 5 %-092; By
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