Fa rmak

Ten. (044) 496-87-87, Ten./dakc (044) 239-18-38, Ten./paxc (044)49669-42, Ten. (044) 485-26-57 {uinono6oso)
Ceprudikar akocri N 040000125125

Kopcap® AM, TabneTku, BKpUTi niiekoBoio o6onoHkolo, 5 mr/160 mr, no 10 TabneTok y
6nicrepi, no 3 6nicrepun y nauui
1tabnetka mMicTUTb amnogunity 6ecunarty (y nepepaxysatHi Ha 100% 6e3BoAHY peyosuHy) — 6,94 mr, Wwo

eKBiBaNeHTHO amnopuniHy — 5 mr; BancapTaHy (y nepepaxysaHti Ha 100% 6e3soaHy peuosuHy) — 160 mr

Homep cepii: 51125 Kpaisa oTpumysay: Ykpaina
KinbkicTb npogyKujir: 8.419 Tuc.ynak. Ne PeecTp. NOCBIAYEHHA: UA/16393/01/01
[arva BupobHuyTea: 11.2025 TepmiH pii peectp. nocsigueHHs:  HeobmexeHni

AHani3 BUKOHaHWiA Mo: MKA N3 go PN NeUA/16393/01/01, 3mitu sig 30.10.2023 p.

HalimeHyBaHHA NOKa3HUKIB Bumorn AH[(cneuyundikauyii) PesynbTatu BUnpobyBaHb

Onuc Tabnerku Kpyrnoi ¢opmu 3 ABOOMYKNOK
NoBEpPXHEID, BKPUTI NNiBKoBO 06010HKOI0,
KOBTO-KOPUUHEBOIO KONbOPY Bignosipae
lpeHTudikauisn
amnoauniH Ha xpomatorpami sunpobosysaHoro posuuHy (b),
oTpUMaHii B po3gini "KinbkicHe Bu3HayeHHA",
yac yTpuMyBaHHs nika amnoguniny mae cnisnapatu
3 4YacoM YTPUMYBaHHA Nika amnoauniHy Ha
XpomaTtorpami posuuHy nopisHAHHA (D) 3 TouHiCTIO
2% Bignosinae
BancapTaH Ha xpomaTorpami Bunpo6osyBaHoro posuunHy (b),
oTpumaHin B po3gini "KinbkicHe BU3HaUeHHA",
yac yTpumysaHHsA nika BafcapTaHy Mae cnisnagaty
3 4aCoM YTPUMyBaHHS NiKa BancapTaHy Ha

Xpomarorpami po3duHy NopiBHAHHA (D) 3 TouHicTIO

+2 % Bianosipae
CepegHs maca Bin 0,333 r po 0,367 r (0,350 r £ 5 %) 0,352r
CynposigHi gomilukn
amnofunidy gomiwka D He 6inbwe 0,5 % 0,1 %
BajicapTaHy fomituka B He 6inbiwe 0,2 % 0,0 % (<MKB)
6y Ab-AKOT BOMILLKN He 6inblwe 0,2 % 0,0 % (<MKB)
cyma JOMIloK He 6inbwe 2,0 % 0,1 %
PosuuHeHHA
aMIoANIH He menwe 75 % (Q) 3a 30 x8 78 %
BasicapTaH He meHwwe 75 % (Q) 3a 30 x8 102 %
OnOHOPIgHICTL 4O30BaHNX Mae BuTpumyBaTn BUMOT#
OAUHNLb Binnosigae
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Ten. (044) 496-87-87, Ten./darc (044) 239-19-38, Ten./pakc (044)49689-42, Ten. (044) 485-26-57 (uinoaoboso)

MikpobionoriyHa uncrora

3aranbHe Ynucno aepobHmx Kputepin npuinatHocti 1000 KYO/r

mikpoopraHiamis (TAMC) 0 (meHwe 100)

3arafibHe YMCNo APiIXAKOBUX Ta Kputepitt npuiHaTHocti 100 KYO/r

nnicHasux rpubis (TYMC) 0 (meHwe 50)
Escherichia coli BigcyTHictb B 1 1 BigcyTHi

KinbkicHe Bu3aHavyeHHs

amnogunid Bin 4,75 mr po 5,25 mr 8 oaHin Tabnety; 5,18 mr/tab

BancapTaH Big 152,0 mr go 168,0 mr B ogHil Tabnety 161,0 mriTab
YnakoBkKa Mae Binnosigatu BuMoram Bignosipae
MapkyBaHHa Mae Bignosinatu Bumoram Binnosinae
Tepmin npupaTHocTi: 2 poku o 11.2027

Ymogu 36epiranna:  36epiratv B opuriHansHill ynakosui npu Temnepartypi He sulye 25 °C

KomeHTapi:

3asBa npo ceptudikauiro:

Uum a1 3acsiguylo, Wwo BuuleskasaHa iHpopmallis € focTosipHolo | TouHot. Lo cepito npoaykuii 6yno BupobaeHo (BKoUYauu
yNaKoeKy/MapKyBaHHs) Ta NPOBEAEHUA KOHTPOSb Ti AKOCTI Ha HUXYEeBKasaHill AinbHULI B MOBHIN BignosigHocTti Ao sumor GMP,
BCTaHOBNEHWX MICUEBUM PErynaToOpHMM OpraHoM, a TakoxX Yy BifiNoBIgHOCTI i3 cneumndikaviamu, ki 3HaxogaTbes y peecTpauitHomy
Aocbe/Toprosoi niyensii. MpoTokony BUPOBHULTBA, NaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BcTaHosReHa signosigHicts GMP.

Ho3BoneHo go peanizayii / fo sigBaHTa)XKeHHA

lifi or
YnosHosaxeHa ocoba - HavansHuk sigginy BCraBll Nantyx 10.M. 18 lheéf/,,,son

08.12.2025

Bupo6uunua ginbHnya:

YKPATHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; liieHsis Ha Bupo6HuLTso AE Ne 637430 8ig 07.04.2015;
Ceptudikat GMP N2126/2024/GMP sig 29.11.2024; GMP_UZ-08:2023 sig 30.11 .2023; 530-10/24-06/02 Big 02.09.2024;
GMP/EAEU/KZ/81-01-24 gin 15.12.2023

KouTponb akocti Ta BUfaua noseony Ha peanizauyito:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Ceigoutso npo atectauito Ne 390 sig 22.01.2019
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