, P
“WQ OAPMAK
)

Ten. (044) 496-87-87, Ten /daxc (044) 239-19-38, Ten./baxc (044)49689-42, Ten. (044) 485-26-57 (uinopoboso

Ceptudikar akocri N° 040000118949

KOPCAP® TPIO, Tabnetku, BKpuTi nniskosolo 060noHKolo, no 160 mr/10 mr/12,5 mr
11abneTka BKpuTa NNiskoBoOIo 060M10HKOI MICTUTL 160 Mr BancapTaHy; 13,87 Mr amnoauniny, Wo

eksisaneHTHo 10 Mr amnoauniny; 12,5 mr rigpoxnopriasuay

Homep cepii: 11124 KpaiHa otpumysau: Ykpaina
KinbKicTb npogyKuir: 3.186 Tuc.ynak, N PeecTp. MOCBiAYERHA: UA/18176/01/02
Jara BupobHuyTea: 11.2024 TepMiH ai peectp. nocsiguenns:  08.07.2025

AHanis BuKoHaHui no: MKA 113 po PIT Ne UA/18176/01/02 sig 08.07.2020p., amitu sin 13.08.2024 p.

HalimeHyBaHHA NoKasHUKIB Bumoru AHA(cneundikanii) PesynbTatu Bunpobysanb

Onuc dsoonykni Tabnerku kpyrnoi dopmu, sig 6inoro
[0 Malke 6iroro Konbopy, BKPWTI NIBKOBOIO
06ONOHKO0 Bianosigae
lpenTndikayis

BancapraH Ha xpomarorpami Burnpo6oByBaHOro posunHy,

OTPUMaHIt NpW KinbKicCHOMY BU3HaueHHI

BasicapTaHy, 4ac yTpuMyBaHH#A fika BancapTany

Mae BiiNOBiAaTy Yacy yTpUMyBaHHA rika

BancapTaHy Ha XpomaTorpami pO3UnHY NOPIBHAHHSA

(a) Bignosigae
Amnogunid Ha xpomaTorpami BUNpo6oByBaHOrO PO3UNHY,

OTPUMaHIN Npyn KINbKICHOMY BU3HAYEHHI

amnoAnniHy, Yac yTpumyBaHHs Nika amrofuniny

Mage BifinosifaTy Yacy yTpumyBaHHs rika

amnofunivy Ha xpomaTtorpami Po3unHy NOpPIBHAHHS

(a) Bianosigae
lppoxnopoTiasug Ha xpomatorpami BUNpo6osyBaHOro po34nHy,

OTPUMAHIN NPY KiNbKICHOMY BU3HaUYEHHI

rifpoxnoportiasugy, Yac yTpuMyBaHHS Mika

rigpoxnopoTiasugy mMae BiAnoBigaTv vacy

YTPUMYBaHHA Nika rigpoxsopoTiasugy Ha

XpoMaTorpami po3UnHy NopiBHAHHA (a) Bignosigae
BancapraH, amnoauniny Ha xpomatorpami BUNpo6osysaHoro posumnHy nnamm
6ecunat Ta rigpoxnoporiasug 3a [HTEHCUBHICTIO 3aBapPBREHHS, BEITUUNHOIO |

KoediuieHTom yTpumysarHsa (Rf) signosigaoTs

OCHOBHWM NNAMaM Ha XpomMaTtorpami posunHy

nopisHaAHHaA (b) Bianosigae
CepenHa maca TabneTkn Ta OAHOPIAHICTE Macy TabneTkn

CepegHa maca mae 6yTu 8in 0,2964 r go 0,3276 r 0,3091r

Cepmudpikam nidnucaHo enekmpoHHUM nidnucom ID 040000118949 Crop.1 33
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3a ogHOPIAHICTIO MacK TabreTku NOBUHHI

gignosigatv sBumoram [IOY*, 2.9.5 Bignosinae
CynposigHi AomilKn
Nomilka Br He Ginbuwe 0,5 % 0,0 % (<MB)
Jomiwka Da He 6inbwe 0,5 % 0,0 % (<MB)
Jomiwwka Cs He 6inbwe 0,2 % 0,0 % (<MKB)
KoxHa HeigeHTudikosaHa He Ginbie 0,2 %
AoMillKa 0,0 % (<MKB)
Cyma HeifieHTudiKoBaHuxX He Ginbwe 1,5 %
JOMILLOK 0,0 % {<MKB)
Po3YnHEHHA
BancaptaH BinnoBigHICTL 33 TPbOME PiBHAMY OUiHIOBaHHA
(81, 82, S3) 3 ypaxyBaHHam Q = 85 % 3a 30
XBUMUH 96 %
MippoxnopoTiasug BignogigHicTs 33 TPbOMa piBHAMU ouiHoBaHHsA
(81, S2, S3) 3 ypaxysarHam Q = 80 % 3a 30
XBUNUH 94 %
Amnopnnid BignoBiaHICTb 32 TPLOMA PIBHAMM OUIHIOBAHHA
(S1, S2, S3) 3 ypaxysaHHam Q = 75 % 3a 30
XBUMUH 84 %
OApHOPIAHICTD A030BAHNX OAVHNLD
BancapraH l-gns nepwinx 10 0AVMHNLL: NPUAMANbHE YNCNO HE

nepesuwye 15,0 %. l-gns 30 oguHWLb:
npUiiManbHe YNCNo He NepesinLlye 15,0 % Ta
pe3ynbTaT XOAHOT 4030BaHOT OAUHNL HE € MEHILIM
0,75 M i He € Binblim 1,25 M Bignosigae
Amrioannin Ta TigpoxnopoTiasng I-ans nepwmx 10 ogrHWLL: NPUAMaNbHe YNCIO He
nepesuiye 15,0 %. ll-gna 30 oguHULb:
npuiManbHe YNCIo He NepeBullye 15,0 % va

pesynbTaT X4OAHOI JO30BaHOT OOUHWLI He € MeHLINM

0,75 M i ne € 6inbwum 1,25 M Bignosinae

Mikpo6ionoriuna ynucrora
3ararnbHe Yucno aepobHux Kpurepii npuirnsitHocti 1000 KYO/r
mikpooprasizmie (TAMC) 0 (menwe 100)
3aranbHe YUCNO APIXKIKOBUX Ta Kputepiit npuiinsatHocTi 100 KYO/r
nnicenesux rpubis (TYMC) 0 (veHwe 10)

Escherichia coli He gonyckaerbes HamBHicTo B 11 BigcyTHi
KinbkicHe BU3Ha4eHHA

BancaptaH Bin 152,0 mritabn. go 168,0 mr/rabn. 160,4 mr/Tab
Cepmubikam nidnucaHo enekmpoHHUM nidnucom ID 0400001189489
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Amnoannin Big 9,50 mrftabn. go 10,50 mr/tabn. 9,89 mr/tab
ropoxnopotiasug Bin 11,88 mr/tabn. po 13,13 mr/Tabn. 12,46 mr/Tab
YnakoBka Mae Bignosigatu Bumoram Bignosigae
MapkyBaHH#A Mae Bignosigatv Bumoram ‘ Bignosigae
TepmiH npugaTHocri: 2 poku No 11.2026
YmoBu 36epiraHHAa:  36epirati npwu TemnepaTypi He BULe 30 °C B opuriHanbHin ynakoBuj.
36epiraTi y HeQoCTynHoMy Ana
aiten micui.
KomeHTapi:

Dossin MO3 24-04/44316/2-24 sin 26.11.2024

3asBa npo cepTudikauiio:

Lium f 3acBiauyto, o BuilleBKazaHa iHOOpMaLlis € AOCTOBIpHOI | TouHo. Lo cepilo npogyxuil 6yno supobneHo (BKnovauw
ynakoBKy/MapKyBaHHs) Ta NposefeHni KOHTPONb 1i AKOCTI Ha HukueBKkasaHiil AinbHuli B noeHii signosiaHocTi fo sumor GMP,
BCTAHOBNEHUX MICLIEBUM PEryATOPHUM OPraHoM, a TakoX y BIiANOBIAHOCTI i3 cneumndixauiamu, aki 3HaXOAATLCA Yy pPeECTPALIHOMY
pocbe/Toprogoi nilensii. NMpoTokonu BUpo6HULTBa, NaKyBaHHA Ta aHanisis bynu nepesipeHi Ta BCTaHOBNEHA BIANOBIAHICTL GMP.

Jlo3BosieHo Ao peanisauii / 4o BiABaHTaXKeHHs .
13.12.2024

YnosHoBaxeHa ocoba — MposiaHui iHxernep BCraBl fipemeHko B.B.
Bupo6Hnyva ainbHUUA:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscoka, 74; NlideHsis Ha BupobHuuteo AE NO 637430 sig 07.04.2015
KoHTponb sKocTi Ta Bujaua 103BONY Ha peanizauito:
YKPATHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; CeinouTtso npo atecrauiio N 390 sig 22.01.2019
Cepmudpikam nidnucaHo enekmpoHHUM NidnUCcom ID 040000118949 Crop.3 33






