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Ceptudikar akocri Ne 040000117186

Kopcap® AM, TabneTtku, BKpuUTi nniskoBolo 060noHkoto, 5 mr/160 mr, no 10 Tabnerok y

6nicrepi, no 3 6nicrepn y nauyi

11abnetka micTutb amnoguniny Gecunary (y nepepaxysarHi Ha 100% 6essonHy peuosuHy) — 6,94 mr, 1o

eKBiBaneHTHo amnoguniny — 5 mr; BancaptaHy (y nepepaxysanhi Ha 100% 6essoaHy pevosuHy) — 160 mr

Homep cepii: 60824
Kinbkictb npogykuii: 8.159 Tuc.ynak,
[HaTa Bupo6HUyTBa: 08.2024

Kpaina otpymysau: YKpaiHa
Ne Peectp. noceigueHHs: UA/16393/01/01

Tepmin gii peectp. noceigueHHa:  HeobmexeHWN

AHani3 BUKOHaHu Mo MKA 3 go PN NeUA/16393/01/01, 3minm sig 30.10.2023 p.

HanmeHyBaHHA nokasHuKis

Bumoru AH[(cneuyndikauii PesynbTaru BUnpobysaHb
Yy

Onunc

IgenTudikadin

amnoavniH

BancapraH

CepefHa maca
CynpogigHi aomiwiku
amnofuniHy gomiwka D
BaficapraHy fomiuika B
Oyab-AKoT AOMIWKM
cyMa flomilloK
PosyuHeHHs
amnoaunnix
BasicapTaH
OpfHopigHicTb 030BaHNX

oANHULb

Tabnetkn kpyrnoi ¢opmu 3 4BOONYKIO
noBepxHelo, BKPUTI MAIBKOBOK 060MOKHKOI0,

XOBTO-KOPUYHEBOTO KONbopy Bignosigae

Ha xpomatorpami sunpo6osysaHoro posuuty (b),

oTpuMaHin B po3sgini "KinbkicHe BusHaveHHs",

Yac yTpUMyBaHHA Nika amnoguniHy Mae cnisnagatu

3 4acoM YTPUMYBaHHA Nika amnoguniHy Ha

XpomaTorpami posuuHy nopieHsiHHA (b) 3 TounicTio

+2% Bignosigae
Ha xpomatorpami sunpo6osysaHoro posumnny (b),

oTpuMaHin B posaini "KinbkicHe BU3HauyeHHA",

Yac yTpuMyBaHHSA nika BajicapTaHy Mae criBnagaru

3 4acoM YTPUMyBaHHs Mika BasicapTaHy Ha

Xpomarorpami posuuHy nopisHaHKeA (b) 3 TouHicTio

12 % Bignosigae
Bin 0,333 r 0o 0,367 r (0,350 r £ 5 %) 0,352r

He 6inbwe 0,5 % 0,0 % (<MKB)
He 6inbwe 0,2 % 0,0 % (<MKB)
He 6inbwe 0,2 % 0,0 % (<MKB)
He 6inbwe 2,0 % 0,0 % (<MKB)
He meHwe 75 % (Q) 3a 30 xe 101 %

He meHwe 75 % (Q) 3a 30 xs 89 %

Mae BuTpUMyBaTK BUMOrI

Bignosigae

Cepmudpikam nidnucaHo enekmpoHHUM nidnucom ID 040000117186
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Ten. (044) 496-87-87, Ten./akc (044) 238-19-38, Ten./daxc (044)49689-42, Ten. (044) 485-26-57 (uinopotoso

Mikpo6ionoriuHa uncrora

3aranbHe ynucno aepobHux Kputepin npuitnatHocri 1000 KYO/r

mikpoopraHiamis (TAMC) 0 (meHwe 100)

3arafibHe YnCNo ApiKAXKOBUX Ta Kputepiit npuitiatHocti 100 KYO/r

nnicHasux rpubis (TYMC) 0 (meHuwe 50)
Escherichia coli BigcytHictb B 1 T BincyTHi

KinbKicHe BU3HaueHHA

amnoguniH Bin 4,75 mr go 5,25 mr B opHili TabneTui 4,85 mritab

BancapTaH Big 152,0 mr go 168,0 mr B opHiti Tabnetu; 152,4 mr/taé
YnakoBka Mae BignoBigaty Bumoram Bignosinae
MapkyBaHHA Mae Bignosigat sBuMoram Bignoeigae
Tepmin npupaTHOCTI: 2 poku o 08.2026

YmoBu 36epiraHna;  36epirati B opuriHanbHil ynakosui npy Temneparypi He Bule 25 °C

KomeHnrapi:

3asagea npo ceprudikauito:

Lum s 3acsiguylo, WO BUWEBKasaHa iHdopmallis € JOCTOBIPHOW i TouHot. Lo cepito npoaykuii 6yno BupobneHo (sKnoyaloun
ynaKoBKy/MapKyBaHHA) Ta MpoBeAeHnli KOHTPONb il AKoCTi Ha HUXKUEBKA3aHil OiNbHULE B NOBHIN BignosigHocTi go sumor GMP,
BCTAHOBMEHUX MICLIEBUM PETYNATOPHUM OPraHoM, a TakoX y BIANOBIAHOCTI i3 cneumdikayiaMu, siki 3HaXOARTbCA Y peecTpauiiHomy
gocbelToprosoi niuesii. MpoTokony BUPobHNLTBEA, NakyBaHHA Ta aHanizis 6ynu nepesipei Ta BCTaHOBMEHA BIANOBIAHICTD GMP.
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JozeoneHo go peanizauii / po BigBaHTaXKeHHA

YnogHoeaxeHa ocoba — MNposigHuit ivxernep BCraBN Apemerko B.B. 18.09.2024

Bupo6Huva ginbHuyA:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscoka, 74; finensis Ha BupobHuuteo AE N2 637430 sig 07.04.2015;

Ceptudikat GMP Ne045/2022/GMP sig 25.08.2022; GMP_UZ-08:2023 sig 30.11.2023; UP/1-530-10/21-03/13 sin
28.10.2021; GMP/EAEU/KZ/81-01-24 sin 15.12.2023

KouTponb AKkocTi Ta BUAava fo3Bony Ha peanisayito:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Ceigoutso npo arecrauito Ne 390 sig 22.01.2019

Cepmucdikam nidnucaHo enekmpoHHUM nidnucom ID 040000117186 Crop.2 32



