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Ceptudikar akocri Ne 040000117815

Koppepia AM, Tabnetku no 4 mr/10 mr, no 10 Ta6nerok y 6nicrepi, no 3 6nicrepn y nauui
1vabnetka MicTuTb 4 Mr nepuHgonpuny Tept-6ytunamidy 4 mr, wo exsisanenTHo 3,338 mr nepuxponpuny

Ta amnogunidy 6ecunaty 13,87 mr, wo eksisaneHTHO 10Mr amnogunivy

Homep cepii: 10924 Kpaina oTpumyBay: YkpaiHa
Kinbkictb npoayKujii: 3.363 Tuc.ynak. N9 Peectp. noceigueHHs: UA/20544/01/02
Jara Bupo6HuLTEa: 09.2024 Tepmin afi peectp. noceiguenns;  31.07.2029

AHani3 BUKOHaHWi no: MKA 113 go PN Ne UA/20544/01/02 Big 31.07.2024 p.

HalimeHyBaHHs noKasHUKIB Bumoru AHA(cneyudikauii) PesynbraTtu BUnpobysaHb
Onuc Kpyrni geoonykni TabneTku Big 6inoro o maitxe
6inoro Konbopy Bignosipae

IzenTudikauin
MepuHpgonpun Yac yTpumyBaHHs Nniky nepuHAoNpuay Ha
XpomaTorpami BUNpoHOBYBaHOFO PO3UNHY Ma€
CrniBnNagat 3 4Hacom yTpUMyBaHHS Miky
NepuHAONPUNY Ha XpoMaTorpami po3UnHyY
nopiBHAHHA (a) Bignosipae
Amnopunin Yac yTpyMyBaHHA MKy aMioguniny Ha
XpomaTorpami BUNPoBOBYBaHOTO PO3UNHY Mae

CRiBMagaTh 3 Yacom YTPUMYBaHHA MKy aMNOQUMIHY

Ha XpomaTorpami pO3YUHyY NOpPIBHAHHA (a) Bignosigae
MepuHagonpun TepT-6yTUNamiH Ha xpomatorpami Bunpo6oByBaHOro posunHy
Ta amnoguniny 6ecunat NOBUHHI BUABNATUCA NAAMUK, AKi 3a KoedilieHTom

YTPUMYBaHH#A, BENTUUYNHOIO Ta iIHTEHCUBHICTIO

3abapBneHHs BiGNOBIAaOTL OCHOBHUM MAsiIMAM Ha

XpomaTtorpami po3unHy NOPIBHAHHA(C) Bignosigae
CepepHsa maca Ta6aeTKN Ta OQHOPIAHICTE Mack TabneTku

0,1900 r-0,2100r 0,2028 r

3a ofAHOpPIAHICTIO Macu TabneTkn NOBUHHI

signosigatu sumoram AOY*, 2.9.5 Binnosinae

CynposigHi flomiliKu: nepuigonpnn Tepr-6yTunamii Ta amnoauvniv

lnerTndikoBaHa gomiwka Bn He 6inbwe 0,3 % (Ha MoMeHT BUNYCKy). He
6inowe 1,5 % 0,0 % (<MB)
lpeHTudikoBaHa gomiwka En He 6inbwe 0,4 % (Ha MoMeHT BUNycky). He
Ginbwe 0,4 % 0,0 % (<MB)
lneHTudikoraHa gomiwka Fn He Ginbwe 0,2 % (Ha MOMEHT BUNYCKY). He
Ginbwe 1,5 % 0,0 % (<MB)
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lnenTudikosana gomitka Cn
|gerTudikosaHa gomiwka Dn
laeHTudikosara gomiwka Da
laenTidikoBaHa AomiwKa Ea
(neHTUdixcBaHa aomilika Fa
lgeHTudikoBaHa gomitka Aa
KoxHa HeieHTudikoBaHa
AOoMillKa

Cyma HeifeHTUdIKoBaHHUX
AOMILIOK '

Cyma ycix fiomitok

PosunHeHHA

nepuHAONPUN TepT-ByTUnami
amnoaunniH

QnuopigHicTb p,osdBame oaMHULb

nepuHAoNpun TepT-GyTunami

amnopuniy

Mikpo6ionoriuna yncrora
3aranbHe Yncno aepobHUx
mikpooprasizmie (TAMC)
3aranbHe 4ueno OpiXOXOBUX Ta

‘ nn‘icﬁﬂév}x rpubis (TYMC)

He Ginbue 0,1 % (Ha MomeHT Burnycky). He
Ginbwe 0,6 %

we Ginbite 0,1 % (Ha MOMEHT BUNYCKY). He
inbwe 0,6 %

He 6inbwe 0,3 % (Ha momeHT Bunycky). He
6inbwe 0,5 %

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

He Ginbiue 0,15 % (Ha momeHT Bunycky). He

Ginobwe 0,5 %

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

He Ginbwe 0,1 % (Ha momeHT BUMYCKY). He
inblwe 0,2 %

He HopmyeTbcA (Ha MomeHT Bunycky). He 6inbiue
2,0 % |

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

HOPMYETLCA NPOTArOM TepMiHy 36epiraHs

BigriosigHicTs 3a Tpboma pisHamm (81, 82, 83

) owjiHioBaHHsA 3 ypaxysaHHam Q = 80 % 3a 30 xs.

BignosigHicTs 3a Tpboma pisHamu (S1, 82, S3

) ouiHioBaHH#A 3 ypaxysaHHam Q = 80 % 3a 30 xs.

| - ana nepwux 10 ofMHUUL: NpUAManbHe Y1Co
He nepesuiye 15,0 %.11 - pna 30 oguHmMb:

npuimanbHe uncno He nepesnuye 15,0 % ta

pesynbTaT XO[HO! O30BaHOI OfIMHULI HE € MEHLWINM

3a 0,75 M i He € Binbwym 3a 1,25 M
| - ans nepuivx 10 oguHULb: NpUAManbHe ynucno
He nepesuye 15,0 %.11 - gna 30 opuHUUb:

npuitManbHe uucno He nepesmiye 15,0 % Ta

pesynbTaT XKOAHOI J030BaHOT OAUHULI HE € MEHLUNM

3a 0,75 M i He € 6inbwm 3a 1,25 M

KpuTepitt npuiinatHocti 1000 KYO/r

Kputepiit npuiinsitHocti 100 KYO/r

0,0 % (<MB)
0,0 % (<MB)
0,0 % (<MB)‘
0,00 % (<MKB)
0,00 % (<MKB)
0,00 % (<MB)
0,0 % (<MB)

0,0 % (<MB)

0,0 % (<MKB)

103 %

85 %

Binnosigae

Bignosigae

0 (MeHwe 100)

0 (Menuwe 100)
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Escherichia coli BigcyTHicTb B 1 1 BigcyTHi

KinbKicHe Bri3Ha4eHHA

nepuHKonpun TepT-6yTrnamiHy 3,80 mrfrabn. - 4,20 mr/ta6n. 3,91 mrivab

amnogunidy 9,50 mr/Tabn. -10,50 mr/Tabn. 9,94 mr/rab
YnakoBka Mae Bignosigaty Bumoram Bignosigae
MapkyBaHHs Mae BignosinaTtu suUMoram Bipnosigae
Tepmin npuparHocTi: 2 poku Ho 09.2026

YmoBu 36epiranua:  36epirati npu Temnepatypi He suwe 30 °C 8 opuriHanbHii ynakosdi. 36epirati y HepocTyniHoMy AnA
aiten micyi.

KomeHTapi:

[ossin MO3 Ykpainu Ne24-04/36772/2-24 sig 24.09.2024p R
3asiBa npo cepTudikatito: X

Lum A 3acsiguyio, Wo BuwWeBKasaHa iHpopmaLlia € nocmBIpHow i TouHow. Lo cepito ﬂpOﬂyKLlll 6yno Bmpo6ne (éxﬁfoi{é L
yNaKoBKY/MapKyBaHHs) Ta MPOBeAeHU KOHTPOAb il AKOCTI Ha HUXUeBKa3aHiil ANbHUL B NOBHIV BignoBIAHOCTI 4O BUMOT GMP,
BCTAaHOBNEHUX MICLEBIM PEryNATOPHIAM OpraHoM, a TakoX Yy BIgNosigHocTi i3 cneuundikauiamu, AKi SHaXO[ATLCA Y peecTpaliiiomy
Rocbe/Toprosol nilensii, MpoTokonu BUPOGHULTBA, NakyBaHHsA Ta aHanisis Oysin nepeeipeHi Ta BCTaHOB/EHA sigroeigHicte GMP.
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JozBonexo po peanisauii / o BigBaHTaMeHHs

YriogHoBaxeHa ocoba — MpoeigHuii iHxernep BCraBll ApemeHko B.B. 03.10.20z4

BupoGHuua Ainbuuuﬂ‘:
YKPAIHA, 04080 M. KMTB-BO, ByN. Kupuniscbka, 74; Miuensis Ha Bupobruuteo AE Ne 637430 sip 07.04.2015

KOHTpOIIb AKOCTI Ta Bugaua AOBBOHy Ha peamsaquo
YKPAIHA 04080 M. Knig-80, Byn. Kupunicbka, 74; Ceigourso npo aTQCTauuo Ne 390 sig 22.01.2019
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