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Jlozomun PEKOPLATI
‘QapmaveBTUuHE NIANPUEMCTES: B Minani
_ Konrvpons skocti Ne: 2302212

[MEPEKIIAL

t7£

CEPTUDIKAT AKOCTI

| (poaykuis: NIBA30, TabneTku, BKpUTI NNiBKOBOIO oBonoHKko, NO 2 Mr
No 100
Kon 41498400
Cepis 2P3G1ES
KpaiHa imnopTy: YKpaiHa

PeecTtpauyiine noceiguenHs 8
YKpaiHi

Jioya pevosBuHa
Nixapceka dopma

Poamip Ta Tun nakysaHHs
Hata BupobHuuTBa

Ne UA/11963/01/02 (gic HeoBMmexeHo)

1 Tabnetka MiCTUTb KanbLjito nitaBacratiHy 2,09 Mr; o
BiANOBiAAE 2. Mr NiTaBacTaTUHY

TAONETKU, BKPUTI NMIBKOBOK - 080NOHKOK: _

no.20 TabneTok y Gnicrepi; no 5 GnicTepis y kapToHHiI KOpoBLi
13.02.2023

JaTa sakiHyeHHs TepMiny 01.2028
APUAATHOCTI )
Po3mip cepii (KinbKicTb ynakoBok) - 996
AinbHuua Nivensis Ha CepTtudbikar
BUPOOHULTEO EignoeiaHocti GMP
BupoBHuk: [Tep ®abpe MeaikamaH MpoalokcoH, M17/247 2021/HPF/FR/093
| Pio o flice
45500 2HK'eH, dpanuia
1 Ynakoeka: Pexopaarti IngacTpia Ximika e dapmacesTika aM-13/2022 IT/15/H/2022
CnhA.,
| Bia Matreo Uigitani 1, 20148, Minan, ITanis
KoHTponb sikocTi: | Pekopgarti IHaacTpia Ximika e da pMaceBTika amM-13/2022 IT/15/H/2022
CnA.,
Bia MartTteo Misitani 1, 20148, Minan, Itanis
Bunyek cepil; Pekopaarti Inpactpia Ximika e dapmacesTika aM-13/2022 IT/15/H/2022
C.nA.,
Bia MatTeo \isitani 1, 20148, Minan, Iranis

_PesynbTaTtn aHaniay cepii npeacTasneHi B.Cepmudhikami aHanisy, o NO4aEThCS

KomeHTapi:

Lium 7 3aceidqyio, wio HagedeHa sue iHgopmausa e 3ocmosipHow ma moyHoio. Lito cepiio npodykuii 6yno

8UPObNeHO (BKMOYAKYU 1aKy8aHHs/MapKysaHHs1} ma npogedeHo KORmMpOone if AKoCcmi Ha suleszazHayenic
OlfTbHUYT v noeHIll 8idnosidHoCMI 3 8U
a makox ei0nogidHo 00 cneyudpikayiti, wo Micmambes

mozamu GMP,

8CIMAHOGNCHUMU MICUEBUM PE2YNIAMORHUM Op2aHoM,
y peecmpauiidomy OJocee. [Mpomokonu

8UPOBHUUMEA, NaKysaHHT ma aHajizie Oyn0 nepeansHymo ma ecmaxoeneHo eidnosionicms GMP.

(BignosinHo Ao po3ainy 51 AupexkTtuen 2001/83ICE)

[ Aadino ParTi
B Knayais ®pironi

26.07.2023 /midnucy

Harta Ta nignuc




MNEPEKNAQNQ

Jloeomun PEKOPLATI CEPTUGIKAT AHANI3Y
bapmaueBTUYHE nignpueMcTso B MinaHi

KoHTponb akocti Ne: 2306148

Kog: 41498400 Cepia: 2P3G1ES Homep nocravansHuka: 230006035
Meron aHanisy: 145 PIT noTtouHe Bug,

"ﬂ'po,qyxuiﬂ:.ﬂlBA30, TabsieTku, BKPUTI NAIBKOBOIO 060N0HKOI0, no 2 mr, Ne 100

ARaniz: 21.07.2023 HaTta sakiHuyeHHA TepMmiHy npuaaTtHoceTi: 01.2028 Hata BMPOS-E-I_HLLTBE!:T?:.OZ.ZUZB

AHARNI3 HOPMA oanHuUUI PE3YNLTAT

Onpe prrn_l, ABOONYKNI TAONETKM Binoro konsopy, Rinnosinac
BKPUTI NITIBKOBOK 000NOHKOI.
3 opHoro Gory TabneTku — rpaBikBaHHA . .
| Haanue «KC», 3 apyroro — «2» Bianosipae
CepeniHa maca =156 =175 Mr/Tabn 164

“ac yTpumaHHa ocHOBHOroO Niky Bignosigae
Yacy yTpPUMaHHA OCHOBHOIO Nika Ha [MosuTveHa
_XpoMartorpamMi ctasaapTy |
OcHoBHa nnsima Ha xpomaTtorpami
BunpoBoByBaHOrC po3dynHa Bignoeigae [MNosanTvBHa
NAAMI-Ha Xpomartorpami cTaHaapTy

lBeHTUdikaLia kanbLio
nitaBactaTuHy (BEPX)

IAeHTUdIKaLig KanbLio
niTaBacTaTuHy (TLIX)

OpHopigHicTs f03yBaHHA AV <=150 Bignoeinae
PoanagaHHs <15 XB 3
Po3unHeHHs 3a 30 x8 (Q) = 80 %o 96
KinokicHe BMSHaueHHA kanbLito o

_nitasacratuny (BEPX) 2 95,0 =105,0 & 101,0

(-} EHaHTiOMEp <1.0 % 0,0
3arancHi enimepu =0,50 % 0,05
NakToH = 0,20 % 0,04

~ 9-keToH <0,15 % 0,07
OanHWYHa HeineHTudIkoBaHa
AOMiLuKa <0,10 % 0,01
CyMma HeigeHTHdIKOBaHMX

_AOMiLLIOK <030 % 0,02
Cyma gomiLLok < 1,00 %o | 0,18
bakTepinh / TAMC <1000 KOE/r <10
'puntis / TYMC =100 KOE/r <10
Escherichia Coli BiacytHie 1 r BiacyTHi

[pumiTkA: TecT «lgeHTudikauis TUTary Aiokeuay» He BUKOHYBaEBCA ANA Uiel cepil

CEPIA SATBEPIKEHA ANA AUCTPUBYLI

MeHepkep 3 KOHTpORIO AKOCTI
AaHiene Ppaioni
/mionuc/

Nata: 21.07.2023




