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Ceprudikar akocri Ne 040000117843

Koppepia AM, Tabnerku no 8 mr/10 mr, no 10 Ta6nerok y 6nicrepi, no 3 6nicrepn y nauui
1rabnerka mictuth 8 mr nepurgonpuny tept-6yTunamidy, wo eksiBaneHTHO 6,676 mr repuHaonpuny Ta

amnoauniny 6ecunaty 13,87 mr, wo exsisaneHtHo 10mr amnoguniny

Homep cepil: 10924 Kpaila oTpumysau: YkpaiHa
KinbkicTs npogykuii: 3.528 Tuc.ynak. Ne PeecTp. nocsifueHHn: UA/20544/01/04
[ara Bupo6HuyTEa: 09.2024 TepMin gii peectp. nocsiguennHs:  31.07.2029

AHani3 BUKOHaHWI no: MKA J13 go P Ne UA/20544/01/04 sig 31.07.2024 p.

HalimeHyBaHHs nokasHukis Bumoru AHf](cnenudikauii) PesynbraTtu BunpobysaHb
Onuc Kpyrni asoonykni Tabnetku sig 6inoro ao maixe
6inoro konbopy Bignosigae

lpenTudikayin
MNepurgonpun Hac yTpumyBaHHA niky nepuHgonpuny Ha
XpomaTtorpami BUnNpoboByBaHOTO PO3UKHY MaE
CNiBNafaTyt 3 Yacom yTPUMYBAHHA MKy
NEePUHAONPUNY Ha XpomaTorpami po3umnHy
nopiBHAHHs (a) Bignoeigae
Amrofunin Yac yTpumysaHHA MKy amnoauniy Ha
Xpomatorpami BUNPoBoBYBaHOTO PO3UMHY Mae

cniBnagatit 3 4acom yTPUMYBaHHA MiKy amogunidy

Ha Xpomarorpami pO3YMHy NOopPiBHAHHA (a) Bignoeigae
Mepurgonpun repr-6yTunamiy Ha xpomarorpami sunpo6osysaHoro posuuHy
Ta amnoguniny 6ecunar MOBUHHI BUABNATUCA NNAMU, AIKi 32 KoedillieHTOM

YTPUMYBaHHA, BENUUYUHOW Ta iIHTEHCUBHICTIO

3abapBneHHs BigMNoBigalnTh OCHOBHUM MAAMAaM Ha

XpomaTorpami posumHy NopiBHAHHA(C) Binnosigae
CepenHa maca TabneTku Ta offHOPIAHICTE Macn TabneTku

0,1900r-0,2100 r 0,2013 r

3a ogHOpIAHICTIO Mack TabneTku NoBUHHI

sipnosigat sumoram JOY*, 2.9.5 Bignosipae

CynposifHi gomilku: nepuHaonpun TepT-6yTUnamin Ta amnogunin

IneHTUdikoBaHa pomiwka Bn He Ginbue 0,3 % (Ha momenT Bunycky). He
6inbwe 1,5 % 0,0 % (<MB)
laenTudikoBaHa gomiwka En He Ginbwe 0,4 % (Ha MomeHT BUNYCKY). He
6inbwe 0,4 % 0,0 % (<MB)
lneHTUdikoBaHa gomituka Fr He 6inbuwe 0,2 % (Ha MomeHT Bunycky). He
Ginblwe 1,5 % 0,0 % (<MB)
Cepmudpikam nidnucaHo enekmpoHHUM nidnucom ID 040000117843 Crop.1 33

[0 e s g960 bip preonw 5



OAPMAK

[T

Ten. (044) 496-87-87, Ten /dakc (044) 239-19-38, Ten /dake (

{BeHTUdiKoBaHa fomitiKa Cn
{peHTudiKoBaHa fomiluka Dn
IaeHTUdIKOBaHa foMitllKa Da
[neHTudiKoBaHa fomillKa Ea
jneHTudiKoBaHa foMilLKa Fa
[neHTUdIKOBaHa foMillKa Aa
KoxHa HeipeHTudikoBaHa
fOMilLKa

Cyma HeigeHTUdiKoBaHHNX
JOMILLOK

Cyma ycix aomitiok

Po3uHeHHA

nepuHgonpun TepT-OyTunami

amMnoanniH

OpHopigHICTb A030BaHUX OQUHULD

nepuHaonpun TepT-6yTunamid

amnoauniH

Mikpo6ionoriuHa uucrora
3aranbHe YnUcno aepobHUX
mikpoopranizmis (TAMC)
3aranbHe YMCIo ApPRAMKOBUX Ta

nnicHasux rpubis (TYMC)

ne Ginbiue 0,1 % (Ha MOMEHT BUMYCKY). He
Ginbwe 0,6 %

He Ginbwe 0,1 % (Ha MOMeHT BUMYCKY). He
Ginbwe 0,6 %

He Ginbiwe 0,3 % (Ha momeHT Bunycky). He
inbiwe 0,5 %

He 6inbwe 0,15 % (Ha momeHT Bunycky). He
6inbwe 0,5 %

He 6inble 0,15 % (Ha momeHT Bunycky). He
6inbwe 0,5 %

He 6inblie 0,15 % (Ha momeHT BUnycKy). He
Ginbwe 0,5 %

He Ginbiwe 0,1 % (Ha MOMeHT BUMycKy). He
6inbwe 0,2 %

He HopmyeTbes (Ha momeHT sunycky). He Ginblue
2,0 %

He 6inbiue 2,0 % (Ha momeHT Bunycky). He

HOPMYETLCSA NPOTArOM TEPMIHY 36epiraHHs

BinnosigHicTb 3a TPbOMa PIBHAMM (81,82,83

) OLjiHIOBAHHA 3 YPaxyBaHHAM Q = 80 % 3a 30 xs.

BigrosigHicTb 3a TPbOMA PIBHAMM (81,82,83

) OUiHIOBaHHA 3 YPaxyBaHHAM Q = 80 % 2a 30 xs.

| - ans nepwmx 10 OANHMLB! NpUAManbHe YNCno
ne nepesuutye 15,0 %.I1 - ana 30 ogunnLb:

npuiiManbHe YACTO He nepeBuLLlye 15,0 % Ta

pesynbTaT KOGHO! [030BaHOT OAVHULI He € MEHLLUM

33 0,75 M i He € Hinblumm 3a 1,25 M
| - gna nepwux 10 ognHuLb: npuiimanbHe 4ncno
He nepesuutye 15,0 %.11 - pna 30 opmHULb:

npuiimanbHe YNCNO He NepeBnLye 15,0 % Ta

pesynbTaT KoAHO! [030BaHOT OQMHULI HE € MEHLLUM

3a 0,75 M i He € 6inblumm 3a 1,25 M

Kpurepiit npuimsaTHocti 1000 KYO/r

Kpurepiit npuithatHocti 100 KYO/r

044)49689-42, Ten. (044) 485-26-57 (uinopoBoso)

0,0 % (<MB)

0,0 % (<MB)

0,0 % (<MKB)

0,0 % (<MB)

0,0 % (<MB)

0,0 % (<MB)

0,0 % (<MKB)

0,0 % (<MB)

0,0 % (<MKB)

96 %

94 %

Bignosigae

Bignosigae

0 (mexwe 100)

0 (menwe 100)

Cepmudpikam nidnucaHo e1ekKmpoHHUM nionucom

ID 040000117843
Crop. 2
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Ten. (044) 496-87-87, Ten /dakc (044) 239-19-38, Ten./dakc (044)49689-42, Ten. (044) 485-26-57 (uinopoboso

Escherichia coli BigcytHicto B 11 BigcyTHi

KinbkicHe BU3HaueHHA

nepuHaonpun TepT-6yTunamiHy 7,60 mriTabn. - 8,40 mr/tabn. 7,99 mriTab

amnoguniny 9,50 mr/raba. 10,50 mritabn. 9,86 mr/Tab
YnakoBka Mae BipnosigaT BUMOram Bignosinae
MapKyBaHHsi Mae BignogigaTu Bumoram Bignosigae
Tepmin npupaTHoCTi: 2 poku Jo 09.2026

Vmosu s6epiranns: 36epiraTu npu Temnepatypi He suuie 30 °C B opuriHanbHil yrnakosui. 36epiratn y HepocTynHoMy Ans
aivelt Micyi.
KomeHnrapi:

Nossin MO3 Ykpainu N224-04/36772/2-24 sip 24.09.2024p

3anBa npo ceprudikauito:

Uum A 3acsiguyio, WO BUlLeBKasaHa iHpopmalyia € nocrosipHoro i Tourotw. Lo cepito npoayxuil 6yno supobneHo (BKntovaoun
yNaKoBKy/MapKyBaHHaA) Ta npoBeAeHni A KoHTPOoNb fi AKOCTI Ha HUKYEeBKa3aHil AinbHUL B NOBHIG BiANOBIgHOCTI O BUMOT GMP,
BCTAHOBNEHWUX MICLEBUM PErynaTOPHUM OPraHoM, a TakoX Y gigniosigHocTi i3 crieundikauiamu, AKi 3HaXOAATLCA Y peecTpaliiHomy
Locbe/Toproeol nivewsii. Mpotokonu BUPOBHNUTBA, NaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BCTaHOB/EHA BignosigHictb GMP.

a/ BN
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ocoba 18l

HlozeoneHo fo peanizauii / fo BigBaHTaXKeHHA
YnosHoBaxeHa ocoba — MposigHui itxexep BCraBll ApemeHko B.B.

07.10.2024

Bupo6ruua ginbHULA:
YKPATHA, 04080 m. Kuig-80, Byn. Knpunigcoka, 74; Jliiensia Ha supobHuireo AE N 637430 Big 07.04.2015

KonTponb AKOCTi Ta BUupaYa flossony Ha peanisauito:
YKPATHA, 04080 m. Kuis-80, Byn. Kupuniecbka, 74: Caigouteo npo arecratjito N 390 Big 22.01.2019
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