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Ceptudikar akocri N2 040000119314

KOPCAP® H YO, Tabnetku, BKpUTi naiBKoBoto o6onoHkoto, no 160 mr/12,5 mr

17abneTtka BKpuTa NNiBKOBOK 060NoHKo MicTUTL 160 Mr Bancaptany; 12,5 mr rigpoxnopriasuay

Homep cepii: 11224 KpaiHa oTpumyBay: YKpaita
KinbkicTb npogyKuil: 3.356 Tuc.ynak. N2 PeecTp. nocBigyeHHs: UA/18175/01/02
Hata BupobruyTea: 12.2024 Tepmin aii peectp. nocsiguenHa: 08.07.2025

AHani3 BUKOHAHWIA No: MK$ 113 go PI NeUA/18175/01/02 sig 08.07.2020 p., 3minu sig 13.08.2024 p.

HalimeHyBaHHA NoKasHUKIB Bumoru AH(cneyudikauii) PesynbTaTtu BUnpobysakb

Onuc Asoonykni TabneTku kpyrnoi ¢opmu, Big Ginoro
[10 Malxe 6inoro Konbopy, BKPUTI NNIBKOBOIO
060M0HKOI0 Bignosinae
InenTndikauis

BancaptaH Ha xpomaTtorpami Bunpo6osysaHoro posumHy,

OTpUMaHIN Npu KiNbKiCHOMY BU3HaYeHHI

BaficapTaHy, 4ac yTpuMyBaHHsA Mika BancapraHy

Ma€ BIANOBIfaT vacy yTpumyBaHHA nika

BaficapTaHy Ha XpoMmaTorpami po3unHy NOpPiBHAHHA

(a). Bignosipnae
FigpoxnopoTiasug, Ha xpomatorpami BUNpoBOBYBaHOrO PO3UUHY,

OTPUMaHIN NPU KiNbKiCHOMY BU3HAYEHHI

rigpoxnopoTiasungy, Yac yTpumysaHHA Mika

rigpoxnopoTiasnay mae Bifrnosigat Yacy

YTPUMYBaHHA Nika rigpoxnopotiasuily Ha

XpomMaTorpami Po3uUMHYy NopiBHAHHA (a). Binnosinae
BancapraHr Ta rigpoxnoportiasng Ha xpomatorpami BUNpo6oByBaHOrO PO3YUHY MatoTb

BUABNATUCA NAAMU, AKi 38 iIHTEHCUBHICTIO

3a6apBNeHHA, BeJIMYMHO | KoediuieHToM

yTpumysanHa (Rf) BignosigaoTs 0CHOBHUM NnsiMam

Ha XpomaTorpami po3uunHy nopiBHAHHA (K) Bipnosigae

CepepHs maca TabneTku Ta OQHOPIAHICTD Macn TabneTKn

0,2964 r - 0,3276 r 0,3113r
3a oAHOPIAHICTIO Macy TabneTky NoBUHHI
Bifnosigatu sumoram OY*, 2.9.5 Bianosigae
CynposigHi gomilKn
lneHTUdikoBaHa fomiwka CB He 6inbwe 0,2 % 0,0 % (<MKB)
lneHTudikoBaHa gomillka Ar He 6inbwe 0,5 % 0,0 % (<MKB)
IneHTudikoBara gomilka Br He 6inbwe 0,5 % 0,0 % (<MKB)
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laeHTUdiKoBaHa gomilwka Cr He 6inbue 0,5 % 0,0 % (<MKB)
KoxHa HeigeHTUdikoBaHa He 6inbwe 0,5 %
AomiwiKa 0,0 % (<MKB)

Cyma BCix SOMILLOK He 6inbwe 1,3 % 0,0 % (<MKB)
PosyuHeHHs

BancapTaH BignosigHicTb 3a Tpboma PiBHAMMW OLIHIOBAHHA 3

ypaxysaHHAM Q = 80 %:S1 (6 sBunpoGoByBaHUX
ofnHULb): He MeHwe 85 % AnA KOXHOI 0fMHKLIS2
(6 BUNpo6oBYBaHUX OOWHULB): CEPEAHE 3HAUEHHSA
i3 12 oguHnub (S1+S2) ctaHosUTb He meHwWwe 80 %
; HEMa€ KOAHO! OAMHWNLI 3i CTYyneHem PO3UYMHEHHSA
menwe 65 %S3 (12 BunpobosyBaHUX OAUHNLB):
cepefHe 3HaueHHsn i3 24 ogunuub (S1+S2+S3) He
meHwe 80 % ; He Hinblle 2 oanHKLb MatOTb CTYNiHb
PO3UUHEHHS MeHLWe 65 % ; Hemae ofHOT ofuHNL
3i CTyneHem po3uvHeHHsi meHwe 55 % 100 %
rigpoxnoporiasug BignosigHicTb 3a TpboMa PiBHAMUK OLiHIOBaHHA 3
ypaxyBaHHam Q = 80 %:S1 (6 sunpobosysaHux
ofMHUUB): He meHLLe 85 % anA KoXHO! oanHUYiS2
(6 BUNpoboBYBaHUX OAVHULB): CEPEHE 3HaUeHHnA
i3 12 opuHuup (S1+S2) ctaHosuUTb He meHwWwe 80 Y%
; HEMaE XKOAHOI OAMHWLI 3i CTyNeHemM PO3YNHEHHSA
meHwe 65 %S3 (12 BunpoboByBaHUX OAUHULb):
cepegHe 3HaueHHs i3 24 oguHulpb (S1+S2+83) He
meHWe 80 % ; He Ginblue 2 OAUHULL MalOTh CTYNiHb

PO34UnHEHHSst MeHLe 65 % ; HeMae XKoaHOol ognHKLI

3i CTyNeHem po3unHeHHs meHwe 55 % 100 %
OpHopigHicTb fO30BaHUX OAVNHULD
BancaptaH | - ans nepwwux 10 oguHUub: NpuiimManbHe Yucno
He nepesuwye 15,0 % ; Il - ana 30 oguHULb:

npuimManbHe Yucno He nepesuwye 15,0 % Ta

pe3ynbTaT XKOLHOI JO30BaHO! OfUHULI He € MeHWUM

0,75 Mi Hé € 6inbluum 1,25 M Bignosigae
rigpoxnopotiasug ] - ans nepwwux 10 ofuHULB: NpUiManbHe YKUCIo
He nepesuuye 15,0 % ; |l - nna 30 oguHuLb:

npuiimanbHe uncno He nepesuuiye 15,0 % Ta
pe3ynbTaT XOLHOT J030BaHOI OJUHULI He € MeHLIUM
0,75 M i He € 6inbwum 1,25 M Bignosigae

Mikpo6ionoriuHa yucrora
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3aranbHe YACNo aepobHUX KpuTepii npuitHathocti 1000 KYO/r

mikpoopraHizmis (TAMC) 0 (MeHwe 100)

3aranbHe YACNO OPIKAKOBUX Ta KpuTepilt npuinatHocti 100 KYO/r

nniceHesumx rpubis (TYMC) 0 (Menwe 10)
Escherichia coli He ponyckaerbea HasBHiCTb B 1T BiacyTHi

KinbKicHe BN3Ha4YeHH#A

BaJicapTaH 152,0 mr/raén. - 168,0 mr/ra6n. 156,1 mr/taé
rigpoxnopoTiazng, 11,88 mr/raén. - 13,13 mr/Tabn. 12,34 mritab
YnakoBKa Mae BignosigaTtu BuMoram Bignosipae
MapKyBaHHA Mae Bignogigatv BUMoram Bignosinae
Tepmin npupatHocri: 2 pokm 0o 12.2026
YmoBu 36epiraHHa; ' 36epiraTu npu TeMnepaTypi He BULle 30 °C B opuriHanbHin - yrnaKoBLi.
36epiratv y HepoCTynHoMy s
aiten micui.
KomeHTapi:

fossin MO3 24-04/44315/2-24 sip 26.11.2024.

3asBa npo ceprudikayito:

Lium s 3acBinuyro, W0 BULeBKasaHa iHhopmMauia € JoCToBipHOW | TouHow. Lk cepilo npogykuii 6yro BUpo6neHo (BKouaouu
YNakoBKy/MapKyBaHHsA) Ta NPOBEAEHU KOHTPOMb il AKOCTI Ha HUKYEBKa3aHill ginbHuLi B NOBHI BignosigHocTi go sumor GMP,
BCTaHOBNEHUX MiCLIeBM PEFYAATOPHUM OPraHoM, a TaKOX Y BiANOBIAHOCTI i3 cneuundikauiamu, aki 3HaXoAaTbCA Y peecTpauintHomy
Bocbe/ToproBol niteHsii. MpoTokonu BUPOGHULTBA, NaKyBaHHA Ta aHanisis 6ynu nepeeipeHi Ta BCTaHoBNeHa BignosigHicTe GMP.

LosBoneHo go peanisauii / 4o BigBaHTaXKeHHA

27.12.2024

YrnosHoBaxeHa ocoba — [posigHuit iHxeHep BCTaBll ApemeHrko B.B.
Bupo6Huua ginbHuua:
YKPATHA, 04080 m. Knis-80, syn. Kupuniecbka, 74; Jliuensis Ha BupobHuuteo AE N2 637430 sig 07.04.2015
KoHTponb AakocTi Ta Bugava fo3sony Ha peanisatito:
YKPAIHA, 04080 m. Kuie-80, syn. Knpuniscbka, 74; Ceigoutso npo atectauito Ne 390 sig 22.01.2019
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