OAPMAK

i

Kopcap® AM, Tabnerku, Bkpuri

1rabneTka MicTuth amhoguniny becunaty (y nepepaxysaHHi Ha 100%
EKBIBANEHTHO aMNOAUNIHY — 5 Mmr: BancaptaHy (y nepepaxysarHi Ha 100%

Homep cepir: 10124

KinesKicTk npoayKuii:

flaTta supobruuTsa: 01.2024

8.356 Tuc.ynak,

Ten, (044} 496-87-87, Tenbaxc (044) 239-19-38, Ten./paxc (044)49689-42, Ten. (044} 485-26-57 {uincpotosa}

Ceptundikar akocri N2 040000112455

6nicrepi, no 3 6nicrepn y nayui

KpaiHa oTpumyesau; YKpaia

UA/16393/01/01

N® PeecTp. NoceigYeHHs:

TepmiH fIil peecTp. noceigueHHs:  HEoBMEXeHUI

AHaniz BUKOHaHWIA No: MKA N3 no PN N2UA/16393/01/01, aminnm Big 30.10.2023 p.

nniskosolo o6osioHKom, 5 Mr/160 mr, no 10 Ta6neTok y

Oe380aHY peuoBuHy) — 6,94 mr, Lo

bezgoany peuosnHy) — 160 mr

HalimenyearHA nokazHukis

Bumorwy AHA{cneyuikauii)

Pezynbrati BMNpoSyBann

Onwc

lneHTndikayis

amMmnoounix

BancapTaH

CepenHa maca
CynpoeigHi gomiwku
amnogunivy aomiwka D
BancapTaHy Acmiwka B
byAb-AKol gomilLki
CymMa gomiulok
Po3unHeHHA
amaoanNiH
BancapTaH
OaHOpPIgHICTb A030BAHNX

OAYHW LB

TabneTkn kpyrnoi opmn 3 ABOONYKNOI0
MOBEPXHEI0, BKPUTI NNiBKOBOW 06010HKOIW0,

KOBTO-KOPUYHEBOIro KoMbo Py

Ha xpomatorpami BUNpoboBysaHoro posyuny (b),
OTpuMaHIin B posgini "KinbkicHe BU3HaYeHHA",

Hac YTpumMyBaHHs nika amnoaunity mae cnisnagaTu
3 Hacom YTPUMYBAHHSA Nika aMITIOANAIHY Ha
XPOMaTorpami pozunHy nopisHaHKA (b) 3 TouHicTio
+2 %

Ha xpomatorpami sunpo6osysanoro po34vmny (b),
OTPUMaHIN B po3fini "KinbkicHe BU3Ha4YeHHA",

Hac YTpUMyBaHHA nika BancapTaHy mae cnisnagati
3 HacoOM YTPUMYBaHHA Mika BasicapTaHy Ha
XPOMATOrpami po3unHy nopisHaHHA (b) 3 TouHicTio
+2 %

Bin 0,333 r g0 0,367 r (0,

He 6inbiue 0,5 %
He 6inbure 0.2 %
He Ginbuie 0,2 %
He Ginbwe 2,0 %

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

Mae BuTpumMyBaTU BUMOrK

Bipnosigae

Binnosinac

Bianosigae
0,352 r

0.0 % (< MB)

0.0 % (< MKB)
0,0 % (< MKB)
0,0 % (< MKB)

92 %
86 %

Bignosigae

Cepmucdbikam nidnucaso e/TEKMPOHHUM nidnucom
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LRI

Ten. (044) 496-87-87, Ten tpaxc (044) 239-19-38, Ten.fdarc (044)49688-42, Ten. (044) 485-26-57 (zinogoboso)

Mikpo6ionoriyna uucrora

3aranbHe Yyucno aepobHmx Kputepin npuitatHocti 1000 KYO/r

MiKpooprawismis (TAMC) 0 (MeHute 100)

3aranbHe YUCNO APPKAMKOBUX Ta Kputepiih npuiiratHocti 100 KYO/T

niicHABuX rpubie (TYMC) 0 (MeHwe 50)
Escherichia ¢oli BiacyTHicTb B 11 BincyTHi

KinbKicHe BU3HavYeHHs

amMNogunin Bin 4,75 mr no 5,25 mr 8 ofnin Tabnetui 5,12 mrirab

BaJiIcapTaH Big 152,0 mr 5o 168,0 mr e OfHIN TabneTuj 160,4 mrirab
Ynakoska Mae signosigaty BuMoram Binnosinae
MapkyeaHHs Mae BignosigaTu BUMoOram Binnosigae
Tepmi npuparHocri: 2 poKn o 01.2026

YmoBn 36epiranna:  36epiratu & OpWriHanbHiR ynakosui npu TeMneparypi He gute 25 °C
KomeHnTapi:

3afABa npo ceptudikauyito:

Lum s 3acsiguyio, 1Wo sueskazada iHpopmaLia € gocToBipHOK | TOUHOI. Uio cepilo npogykuii 6yno BUPOONeHO {BKMOYaoyy
ynakosky/mapkyBaHHs) Ta NPOoBEAeHNN KOHTPOND i AKOCTI Ha HUMXYEBKA3aHiL RiNbHULI B NOBHIM BiANOBIAHOCTI Ac sumor GMP,
BCTAHOBNEHUX MICUEBUM perynsaTopHum OPraHoMm, a TakoX y BiINoBIigHOCTI i3 cneundikauyiamn, axi 3HAXO[ATHCA Y peecTpaLitHomy
AOCbE/TOProBoi niensir. NpoTokonu eupobHuLTea, "akyBaHHA Ta aHanisis Oynu nepesipeHi Ta BCTaHOBNEHA BignoBigHicte GMP,

AozeoneHo go peanizanii / go BigBaHTaxKeHHs

YnosHoBaxeHa ocoba — [poBiaHWiA iHxeHep BCTaBI KpaBueHko C.M. 30.01.2024

Bupo6Huya ginbhnysa:
YKPAIHA, 04080 m. Kuie-80, Byn. Kupunisceka, 74; Ninenzisa Ha BUPObHMLUTBO AE N° 637430 Big 07.04.2015;

Ceptudikat GMP NeQ45/2022/GMP Bif 25.08.2022; GMP/EAEU/BY/0045-2021 Bin 25.02.2021; UP/1-530-10/21-03/13 Bif
28.10.2021

KoHrponb sakocri Ta Bugaya AC3IBONY Ha peanizayiw:
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscoka, 74: Csigourtso npo atectauio Ne 390 Big 22.01.2019

Cepmudpikam nidnucano enekmpoHHUM nidnucom Ctop.2 32




