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Ceptudikar akocri Ne 040000119698

Kopcap® AM, Tabnetku, BKpWTi NIiBKOBOI 060/10HKOI0, 5 mr/80 mr, no 10 Tabnetok y
6nicrepi, no 3 6nicrepn y nauui
1TabneTka MicTUTL amnoauniHy 6ecunaty (y nepepaxysatHi Ha 100% 6Ge3soaiHy peuosuHy) — 6,94 mr, wo

eKBIBaNEHTHO aMNOANNIHY — 5 Mr; BancapTaHy (y nepepaxysanHi Ha 100% Ge3sopHy peuosnHy) — 80 mMr

Homep cepii: 10125 KpaiHa oTpumyBay: Ykpaina
KinbKicTb NnpoayKuil: 4.295 Tuc.ynak. Ne PeecTp. NocBifUeHHA: UA/16392/01/01
[aTa BupobHULTBA! 01.2025 TepmiH Aii peecTp. NOCBIAYEHHA! HeobmexeHuit

AHanis BUKOHaHWiA no: MK 113 o P NeUA/16392/01/01, aminn Bip 30.10.2023 p.

HalimeHyBaHHA NOKa3HMKIB Bumorn AHJ(cneundikauii) PesynbTaTu BUNpobysaHb

Onuc Tabnetku Kpyrnol Gopmu 3 ABOOMNYKAIOO
rloBepxHeto, BKPUTI MNIBKOBOIO 060510HKOI0,
HKOBTO-KOPUYHEBOTO KONbORY Bignoeinae
ipenTudikauis
amnoaunin Ha xpomatorpami BUIpoGoByBaHoro posyuHy (b),
oTpumaHiil 8 po3aini "KinbkicHe BU3HaUYeHHA",
yac yTpumyBaHHA Mika amnofuniny mae cnisnagartv
3 4aCcoM YTPUMYBaHHA nika aMnoauniHy Ha
XpomaTorpami po3uiHy NopiBHAHHA (b) 3 TouHicTO
+2% Bignoeigae
BancapraH Ha xpomaTorpami BMNpo6oByBaHOro PO3UUHY (b),
oTpumaHii 8 posaini "KinbkicHe BU3HaueHHA",
yac yTpUMyBaHHA Mika BancapTaHy Mae cnisnapatv
3 UacoM YTpUMyBaHHs Mika BancapTaHy Ha

XpomaTorpami po3unHy nopisHaHHs (b) 3 TOUHICTIO

2 % Binnosigae
CepefiHa Maca Bin 0,167 r g0 0,183 r (0,175 % 5 %) 0,175r
Cynposigsi AomiwKn
amnoguniny gomiwka D He 6inbwe 0,5 % 0,0 % (<MKB)
gancaprtaHy fomiluka B He 6inbise 0,2 % 0,0 % (<MKB)
6ynb-AKOT AOMILLIKM He 6inbwe 0,2 % 0,2 %
cyma fOMILLOK He 6inbute 2,0 % 0,2 %
Po3uuHeHHA
amnoaunin He menwe 75 % (Q) 3a 30 x8 92 %
BancapTaH He meHwe 75 % (Q) 3a 30 xe 91 %
OpHOPIQHICTL AO30BAHUX Mae BUTpVMYyBaTN BUMOrn
OAUHULb Bianosigae
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Mikpo6ionioriyHa 4mcToTa

3aranbHe YKCAO aepoBHUX Kpurepili npuithaTHocti 1000 KyO/r

mikpoopraHizmis (TAMC) 0 (Merwe 100)

3aranbHe YUCNO OPIKAKOBUX Ta Kputepil npuitHATHOCT 100 KYO/r

nnicksasux rpubis (TYMC) 0 (MeHwe 50)
Escherichia coli BigcytHictb B 1T BipcyTHi

KinbKicHe BU3HaueHHA

amnoaunniH Big 4,75 mr go 5,25 mr 8 ofHin Tabnetui 4,99 mr/tab

BancapTaH Big 76,0 mr go 84,0 mr 8 opaHi Tabnetui 78,7 mritab
YnakoBKa Mae signosigatv BMmoram Bignosigae
MapKyBaHHs Mae Bignosigatu BUMOram Binnosigae
Tepmin npugaTHOCTI: 2 poKn Lo 01.2027

YmoBu 36epiraHna:  36epiratv B opuriHanbHiit ynakosui npu temnepatypi He Bue 25 °C

KomenTapi:

3ansa npo ceprudikauiio:

Lum A 3acsiguyio, Wo BulieBKasaHa iHbopmauina € [OCTOBIPHOIO | TOYHOIO. Lo cepito npopyKuil 6yno Bupobnero (Bkntovatoun
ynaKoaKy/MapKysaHHﬂ) Ta NPOBEAEHUI KOHTPOb 1 AKOCTI Ha HPKUeBKasaHili AinbHuui B noBRil BignosigHocTi fo BUMOT GMP,
BCTAHOBAEHUX MICLEBUM PETYNATOPHUM OPTaHOM, a TakoX Y gignosigHocTi i3 cneundikauismm, AKi 3HAXOAATLCA Y PEECTPALiHOMY
focbe/Toprosoi niteHsii. Npotokonu BUPOOHULTBA, NaKyBaHHA Ta aHarnisis 6ynu nepesipeHi Ta BCTaHOBNEHA gignosigricts GMP.,

NlozsoneHo Ao peanizauii | po BigBaHTaMEHHA

VrnosHoBaxeHa ocoba — MNpoBigHUi itxeHep BCraBM fpemerko B.B. 21.01.2025

Bupo6Huya AinbHULAL
YKPAIHA, 04080 m. Kuis-80, syn. Knpwniscbka, 74: JliyeHsia Ha BupobHuUTBO AE N¢ 637430 sig 07.04.2015;

Ceptudikat GMP Ne126/2024/GMP sip 29.11.2024; GMP_UZ-08:2023 sin 30.11.2023; 530-10/24-06/02 8in 02.09.2024;
GMP/EAEU/KZ/81-01-24 sin 15.12.2023

KoHTponb sAKOCTi Ta BUAAYa AO3BONY HA peanisauito:
YKPAIHA, 04080 m. Kuis-80, syn. Kupwniscoka, 74; CaifoyTso npo atectauiro N2 390 sif 22.01.2019
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