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Ceprudikar akocti Ne 040000120240

KOPCAP® TPIO, TabneTku, BKpuTi nniskosoto o6onoHkoto, no 160 mr/10 mr/12,5 mr
11abneTKa BKpUTa NNIBKOBOI 060NI0HKOI0 MicTUTL 160 Mr BancapTaHy; 13,87 mr amnoauniny, wo

eksiBaneHtHo 10 mr amnoguniny; 12,5 mr rigpoxnoptiasnay

Homep cepii: 10225 KpaiHa oTpumyBay: YKpaiHa
KinbkicTb npogykuii: 3.546 Tuc.ynak. Ne PeecTp. NOCBifYEHHSA: UA/18176/01/02
[JlaTa BUPOGHULITBA: 02.2025 Tepwmit gii peecTp. nocsiguenna:  08.07.2025

AHanis BUKOHaHWI no: MKS 113 go P Ne UA/18176/01/02 sig 08.07.2020p., 3minu sig 13.08.2024 p.

HalimeHyBaHHSA NOKasHUKIB Bumoru AH/i(cneundikauit) PesynbTaTy BUNpoGyBaHb

Onuc [soonykni Tabnetkn kpyrnoi opmu, Big Ginoro
J10 MaltxKe 6inoro Konbopy, BKpuTi NNiBKOBOIO
060N10HKOI0 Binnosigae
lpenTudikauis

BancapraH Ha xpomarorpami BunpobosyBaHoOro po3yunHy,

OTPUMaHI NpU KinbKiCHOMY BU3HaUEHHI

BaJicapTaHy, Yac yTpuMyBaHHA Nika BascapTaHy

Mae BiiNOBIAATY Yacy YyTPUMYBaHHA Nika

BaficapTaHy Ha XpomaTtorpami po3ynHy NopiBHAHHA

(a) Bignoeipgae
Amnogunin Ha xpomatorpami BUnpo6oByBaHOro PO3vunHy,

OTpUMaHIi NPy KiNbKiCHOMY BU3HaYeHHi

amnoguniHy, Yac yTpuMyBaHHA Nika amnoguniHy

Mae BiNoBigaTy Yacy yTpumyBaHHA Nika

amnoguniHy Ha xpomartorpami posunHy NopiBHAHHS

(a) Bignosigae
TippoxnopoTiasug Ha xpomatorpami BUNpo6oByBaHOIo PO3UKHY,

OTPUMaHIit MpU KifbKiCHOMY BU3HaUEHHi

riapoxnopoTiasuniy, Yac yTpuMyBaHHs Nika

rigpoxnopoTiasngy Mae BianosigaTu vacy

YTPUMYBaHHA Nika rigpoxnopoTiasnpy Ha

XpOMaTorpami po3unHy NopiBHAHHSA (a) Bignosigae
BancapTaH, amnoguriny Ha xpomarorpami Bunpo6osyBaHOro posunHy niamu
Hecunart Ta rigpoxnoporiasng 3a [HTEHCMBHICTIO 3a0apPBREHHs, BEUYUHOK |

KoediuieHTom yTpumysanHs (Rf) signosigatote

OCHOBHMM MNAMaM Ha XpoMaTorpami posunHy

nopisHaHHA (b) Bignosigae
CepepnHa Maca TabneTky Ta oAHOPIAHICTL Mack TabneTkn

CepenHa maca mae 6yTu Big 0,2964 r po 0,3276 r 0,3123r

Cepmudpikam nidnucaHo enekmpoHHUM nionucom ID 040000120240

’7/ .

v ”{’f ;/ LY AdT %%{ .

Crop.1 33

5

72

Byl
fodr A

s

o
T
&



Farmgl?
S

OAPMAK

Il
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CynposigHi gomiwku
Homiwka Br
Jomitka Da
[Jomiwka Cs
KoxHa HeipeHTudikoBaHa
Jomitika
Cyma HeifeHTUiKoBaHUX
OOMiLWOoK
PosuviHeHHA

BancapraH

lapoxnopoTiasng

Amnogunin

OAHOpIAHICTD 4030BaHUX OAUHILD

BancapraH

AmnoauniH Ta rigpoxnoportiasug

Mikpo6ionoriuHa uncrora

3aranbHe Yncno aepobHUX

mikpoopranrismis (TAMC)

3aranbHe YUCno APKIKOBUX Ta

nniceHesux rpubis (TYMC)
Escherichia coli

KinbkicHe BM3HaueHHA

BancaptaH

3a ofiHOPIAHICTIO MacK TabNETKN NOBUHHI

Bignosigatv sumoram AOY*, 2.9.5

He 6inbiie 0,5 %
He 6inbwe 0,5 %

He 6inbwe 0,2 %

He Ginbiue 0,2 %

He 6inbwe 1,5 %

BignosigHicTb 3a TPbOMa PIBHAMY OLiHIOBaHHs

(81, S2, S3) 3 ypaxysaHHam Q = 85 % 3a 30

XBUNUH

BignosigHicTb 3a TpboMa PIBHAMU OL|iHIOBaHHA

(81, 82, S3) 3 ypaxysanHam Q = 80 % 3a 30

XBUNWH

BignoBigHicTb 33 TpbOMa PiBHAMW OLiHIOBaHHA

(81, S2, S3) 3 ypaxysaHHam Q = 75 % 3a 30

XBUNUH

MR

Bignosipae
0,1 %

0,0 % (<MKB)
0,0 % (<MKB)

0,0 % (<MKB)

0,0 % (<MKB)

99 %
92 %

91 %

I-ana nepwux 10 oguHULL: NpUManbHe Y1CAo He

nepesuwye 15,0 %. ll-ana 30 oguHuub:

npuimanbHe uncno He nepeeuye 15,0 % Ta

pe3ynbTaT XOAHOT [O30BaHOT OANHULI HE € MEeHIIUM

0,75 M i He € Ginbwum 1,25 M

Bianosinae

[-ans nepwux 10 oguHULb: NpUAMarnbHe YNCNO He

nepesulyye 15,0 %. ll-ana 30 opnuus:

npuiimanbHe uncno He nepesuidye 15,0 % Ta

pe3ynbTaT XofHOI 030BaHOI OfUHUL He € MeHLLIUM
0,75 M i He € 6inbwmm 1,25 M

KpuTepii npuitHatHocti 1000 KYO/r

Kputepiit npuitHatHocti 100 KYO/r

He ponyckaeTbea HasBHICTE B 1 1

Big 152,0 mr/raén. go 168,0 mr/Tabn.

Bignosinae

0 (MeHwe 100)

0 (Menwe 10)
BincyTHi

168,6 mr/tab

Cepmucpikam nidnucaHo eneKmMpoHHUM hidnucom

ID 040000120240
Crop. 2
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AmnoauniH Big 9,50 mr/raén. go 10,50 mr/rabn. 10,10 mr/tab
lapoxnopoTiasug Big 11,88 mr/rabn. go 13,13 mr/tabn. 13,09 mr/rab
YnakoskKa Mae signoigatu BuMoram Binnosinae
MapKyBaHHA Mae BignosigaTtu BuMoram Bipnosifae
Tepmin npugaTHoOCTi: 2 poku o 02.2027
Ymosu 36epiranHa;  36epiratu npw TemnepaTypi He BULLle 30 °C B opuriHanbHii ynaKosLi.
36epiraTy y HegoCcTynHomy ans
aiten micui.
KomeHTapi:

[lo3sin MO3 24-04/44316/2-24 sin 26.11.2024
3anaBa npo cepTudikauito:

Lum s 3aceiguylo, Wo BUlleBKasaHa iHdpopmalisa € focToBipHoOto i TouHolo. Lo cepito npodykuii 6yno supobneHo (BKioUalouu
ynaKoBKy/MapKyBaHHA) Ta NpoBefeHN KOHTPONb ii AKOCT! Ha HYPKUeBKa3aHilt AinbHULi B NOBHIN BiANOBIAHOCTI 4O BUMOT GMP,
BCTaHOBREHNX MiCL{eBUM PerynaTOpHUM OpraHom, a Takox y BignoeigHocTi i3 cneundikauiamu, AKi 3HaXoAATLCA Y peecTpaliiHomy

pocbe/Toprooi nilensii. lpoTokonu BUPOOHMLTBA, NaKyBaHHA Ta aHanisie 6ynu nepesipeHi Ta BCTaHOBEHA BignosigHicte GMP.

[lo3eoneHo go peanisauii / fo BigBaHTaXeHHA

YrnosHoBaxeHa ocoba — MposigHui iHxeHep BCraB fAipemeHko B.B. 31.03.2025

Bupo6Huya AinbHuua:
YKPAIHA, 04080 m. Kuig-80, syn. Kupunisceka, 74; JlieHsia Ha BUupo6HUUTBO AE Ne 637430 8in 07.04.2015

KoHTponb AKOCTI Ta Bujjaya fO3BONY Ha peanisauilo:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Ceigourso npo atecTaujto Ne 390 sig 22.01.2019
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