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Ceprudikar akocti Ne 040000123039

KOPCAP® H YO, Tabnerku, BKpuTi nniskosoto 060n0oHKot, no 80 mr/12,5 mr

11abnertka BKpuTa NNiBkoBoi o6onoHKow MicTuTb 80 Mr BancaptaHy; 12,5 mr rigpoxnoptiasuay

Homep cepil: 10725 KpaiHa oTpumyBau: Ykpaiua
Kinbkictb npoayKuil: 4.191 Tuc.ynak. Ne PeecTp. nocBigueHHs: UA/18175/01/01
[lata BUPOGHULTBA: 07.2025 TepMiH i peectp. nocsigueHHa:  HeobmexeHui

AHani3 BUKOHaHWI No: MKS 13 go PN NeUA/18175/01/01 sig 08.07.2020 p., 3minn sig 13.08.2024 p.

HaiimeHyBaHHA NoKasHUKis Bumorn AHA(cneyudikauii) PesynbTaTn BunpobysaHb

Onwnc [soonykni TabneTku kpyrnoi dopmu, Big Ginoro
Do Maitke 6inoro Konbopy, BKpUTi NNiBKOBOKO
060n0HKO Binnosinae
lpeHTudikauin

BancapraH Ha xpomatorpami Bunpo6oByBaHoro posyuny,

OTPUMaHI NPU KiNbKiCHOMY BU3HaYeHHI

BancapTaHy, Yac yTpUMyBaHHs nika sancapraHy

Ma€ BianosiaaT vacy yTpumyBaHHA fika

BasicapTaHy Ha XpOMaTorpami po3yuHy NoOpPiBHAHHA

(a). Bignosipae
lippoxnopoTtiasud Ha xpomatorpami Burpo6osysaHoro po3ynHy,

OTPUMAHI# NPY KiNbKICHOMY BU3HaYeHHI

rifgpoxnopoTiasugy, Yac yTpumyBaHHsA nika

rigpoxnopoTtia3ndy mae Bifjnosigati Yacy

yTPYUMYBaHHA Mika rigpoxnopoTiasnay Ha

XpOMaTorpami po3umHy NOPIBHAHHA (a). Bignosipae
BancapraH Ta rifpoxnoportiasuf Ha xpomarorpami BUrpo6oByBaHoOro po3ynHy matoTb

BUABAATUCA NAAMU, AKi 33 IHTEHCUBHICTIO

3abapBfeHHs, BENMUMHOW0 i KoedilieHTOM

yrpumyeaHHs (Rf) signosigaloTe 0CHOBHUM NaAMam

Ha Xpomatorpami po3unHy nopisHAHHA (K) Bignosipae

CepenHa Maca TabneTkn Ta OAHOPIAHICTD Mack TabneTku
0,1482r po 0,1638 r 0,1567 r

3a ofHOPIAHICTIO Macy TabneTkn NOBUHHI

Bignosigatu Bumoram JOY*, 2.9.5 Bignosigae
CynposigHi gomilwKmn
|neHTudikoBaHa Aomika Ca He 6inbwe 0,2 % 0,0 % (<MKB)
laeHTudiIKoBaHa fomiwKka Ar He 6inbwe 0,5 % 0,0 % (<MB)
lneHTUgIKoBaHa fJomiwKa Br He 6inbwe 0,5 % 0,2%
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lneHTudikoBaHa fgomiwka Cr He 6inbwe 0,5 % 0,0 % (<MKB)
KoxHa HeigeHTudikoBaHa He 6inbwe 0,5 %
NOMILLKa 0,0 % (<MKB)

Cyma BCixX AOMILIOK He 6inbwe 1,3 % 0,2%
PosunHeHHs

BajicapTaH BignosigHicTb 33 TpbOMa PIBHAMU OUIHIOBAHHSA 3

ypaxysaHHAM Q = 80 %:S1 (6 BunpobosyBaHux
ofAvHuMUB): He MmeHwWe 85 % ana KoxHo! oanHuliS2
(6 BUNPOGOBYBaHNX OFUHNLb): CEPEHE 3HAYEHHS
i3 12 oguHuub (S1+S2) ctaHoBUTb He MeHwe 80 %
; HeMag€ XoAHOI OANHULI 3i CTyneHem po3UYnMHeHHA
meHwe 65 %S3 (12 BunpobosyBaHyX ofMHULD):
cepefHe 3HaueHHs i3 24 oguHnupb (S1+S2+83) He
meHwe 80 % ; He Ginblie 2 0AUHMLL MAKOTb CTYMiHb
pOo3UrHEeHHs MeHLe 65 % ; Hemae Xo[HOT ofUHUL
3i CTyneHem po3duHeHHs meHwe 55 % 99 %
rigpoxnoporiasvg BinnosigHicTb 3a TpbOMa PIBHAMU OLiHIOBAHHA 3
ypaxyBaHHam Q = 80 %:S1 (6 BunpoboByBaHux
ofnuHULbB): He meHLwwe 85 % ans KoXxHoT oanHMLIS2
(6 BUNMPOGOBYBAHNX OAMHULB): CEPEHE 3HAUEHHS
i3 12 ogununub (S1+S2) craHoBUTb He MeHwe 80 %
; HEMAE XOoAHOI OANHULI 3i CTyneHem PO3YnMHEHHS
meHLe 65 %S3 (12 Bunpo6oByBaHMX OfUHUL):
cepefiHe 3HaueHHsA i3 24 oguHuupb (S1+S2+S3) He
meHuwe 80 % ; He 6inblue 2 OAMHULL MaOTb CTYMiHb

pO34nHEHHA meHwe 65 % ;| Hemae XoaHOI oguHuLi

3i cTyneHem po3yuHeHHs MeHwe 55 % 97 %
OpHopigHicTb f030BaHUX OQUHULD
BancapraH I - anAa nepwux 10 oauHULL: NpUiimManbHe YNcno
He nepesuye 15,0 % ; Il - ona 30 oguHuyb:

npunmanbHe yncno He nepesuutye 15,0 % Ta

pe3ynbTaTt Xo4HO! [030BaHOI OANHUL HE € MEHLINM

0,75 M i He € Binbwnm 1,25 M Binpnosinae
rigpoxnopoTiasng | - ana nepwux 10 oanHWLb: NputMansHe ynucno
He nepesuwye 15,0 % ; Il - nna 30 ognHuLb:

npuiiManbHe uncno He nepesuwye 15,0 % ra
pesynbTaTt XoAgHO! 4O30BaHOI OAUHUL He € MEHLIUM
0,75 M i He € 6inbwum 1,25 M Bignosigae

Mikpo6ionoriuna uncrora
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3aranbHe YKCNo aepobHUX Kpurtepii npuitHaTtHocti 1000 KYO/r

mikpoopranizmis (TAMC) 0 (Menwe 100)

3aranbHe YuCNo APIKIKOBUX Ta Kputepilt npuitHathocti 100 KYO/r

nniceresunx rpubis (TYMC) 0 (MeHwe 10)
Escherichia coli He ponyckaerbcs HasiBHiCTb B 11 BiacyTHi

KinbKicHe BU3HaueHHA

BancapTaH 76,0 mritabn. - 84,0 mr/tabn. 78,0 mr/Tab
rigpoxnopotiasug 11,88 mr/tabn. - 13,13 mr/tabn. 12,34 mr/Tab
YnakoBka Mae BignoBigaTh BUMOram Bianosigae
MapkyBaHHA Mae BignoBigaty BUMoram Bignosigae
Tepmin npugaTHOCTI: 2 poKu o 07.2027
YmoBu 36epiraHHa:  36epiratn npu Temneparypi He BuLLe 30 °C B OpUriHanbKin YMaKoBLi.
36epiraT y HegoCTyNHOMY AfA
niten micui.
KomeHnrapi:

Hozsin MO3 24-04/44315/2-24 sip 26.11.2024.
Lozein ANC N2 499-001.3/002.0/17-25 8in 31.07.2025.

3aABa npo ceprudikadiio:

Lum s 3acsiguylo, WO BULLEBKasaHa iHdopmaLis € focToBipHolo i TouHoto. Lo cepito npoaykuii 6yno supobneHo (BKntovatoyn
yNaKoBKy/MapKyBaHHA) Ta NPOBEAEHWA KOHTPOSb ii AKOCTI Ha HUXKUEeBKa3aHin AinbHULI B NOBHIR BignosigHocTti go sumor GMP,
BCTAHOBNEHWX MICLIEBIM PErynaTOPHIUM OPraHOM, @ TaKoX Yy BIANOBIGHOCTI i3 cneundikaliamu, AKi 3HaXOAATbLCA Y peecTpatiiHomy
nOCbe/ToproBoi nilleHsil. MPoTokony BUPOBHULTEA, NakyBaHHA Ta aHanisis Gynu nepesipeHi Ta BcTaHoBNeHa signosigHicTs GMP.

DozsoneHo go peanisauii / fo BigBaHTa)XKeHHA > ; leiggﬁ% "/
YnoBHoBaxeHa ocoba - HauanbHuk sigginy BCraBll Nantyx 10.M. AV uny ol o 12.11.2025

Bupo6Huua ginbHuus:

YKPAIHA, 04080 m. Kuis-80, syn. Knpuniscbka, 74; NiyeHsis Ha Bupo6HuuTBo AE Ne 637430 Bin 07.04.2015

KoHTponb siKocTi Ta BMaava 40380y Ha peanisauito:
YKPATHA, 04080 m. Kunis-80, Byn. Kupuniscbka, 74; Csigoytso npo atectauito Ne 390 sin 22.01.2019
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