@ EIGJB NYBNIYHE AKLUIOHEPHE TOBAPUCTBO «HAYKQBO-BMPOEHML}MVI LUEHTP
«BOPLATBCbKUA XIMIKO-©APMALEEBTUYHUN 3ABO»

Ykpaina, 03134, m.Kuis, Byn.Mupy, 17 Ten. (044) 205-03-10, (044) 205-41-10,
(044) 205-03-83, (044) 205-03-14 (¥nosHopaxeHa ocoba)

CEPTUDIKAT AKOCTI
AUTOKCUH

TabneTtku no 0,25 mr, no 20 TabneTtok y 6nictepi, no 2 Gnictepu B Na4ui

Homep cepil 1310324 Kpaina YKkpaiHa
KinbkicTb B cepil 89129 wr PeecTpauiviHe nocBig4yeHHa Ne UA/7365/01/01
Nata BupobHuuTBa 20.03.2024 TepMiH Ail peecTpauifHoro NocBigYeHHs HeobMmexeHui

BunpobyeaHHa npoBeaeHe 3riaHo MeTtoais koHTponio AkocTi 13 Ne SFP-179-04

Moka3HnKK AKocCTI KpuTepli npuAHATHOCTI (NpU BUNYCKY) PeaynbraTun

Onuc TabneTku kpyrnoi chopmu 6inoro KonLopy 3 ABOONYKNOK

Bignosinae
noBepxHeto

loeHTudpikavin A. Ha xpomaTtorpami Bunpo6oBYBaHOTO PO34MHY, OAep¥a-

Ourokcu Hin y po3gini "KinbKicHe BU3HaYeHHA", Yac yTPUMYyBaHHA
OCHOBHOIC MNika AWroKCMHY Mac cniBnagaTyv 3 4acom yTpu- Binnoeinae
MYBaHHA Nika AUrOKCUHY Ha XpoMaTtorpami po3uuHy
NOPIBHAHHA
B. AkicHa peakuin 3 po3vurom 3aniza (lif) xnopudy P 8 . .
kucnomi oumosit npodAHia P Ta kucnomoro cipvaHorw P SRR,

CepegHs maca Bin 47,5 mr o 52,6 mr (50 Mr £ 5 %) 49,8 mr
OpHOpiAHICTE A030BAHMX OOAMHULL Mae signosigatv sumoram @Y, AV £ 15,0 %, _—

MeTon NPAMOro BuiHaveHHs (MMNB)
CynpoBigHi AOMilLKK

= FITOKCUH He Ginbwe 2,0 % <20 %

- AWM TOKCHUH He 6inbwe 1,0 % <1,0%

- Byak-fKa iHwa okpema Jjomillka He 6inbwe 2,0 % <2,0%

- Cyma goMmiwok He 6inbwe 5,0 % <50%
Po3ynHeHHA He meHwe 75% (Q) aurokcuHy 3a 60 xB 101,4 %
Mikpo6Gionoriyda yucToTa 3aranbHe YMcno aepoOHUX MIKpOOpPraHiamie -

Bianosigae
TAMC - He Ginbwe 10° KYO 81T
3aranbHe Yncno ApiKOXKOBMX Ta nniceHeBUX rpubis -
Bignosinae
TYMC - He Ginbwe 10°KYO B 11
BiacyTHicTh Escherichla coli s 1 r Bionorinae
KinbkicHe BU3HAYeHHA Big 0,225 mr go 0,275 Mr, Y nepepaxyHKy 0,243 Mr
purokent (CyqHgaOqs) Ha cepenHto Macy ogHicl Tabnetku (0,25 mr = 10,0 %)
YnakoBka MoeuHeH BignoeigaT BuMoram HO Bianosigae
MapkyBaHHA' MosuHeH BignosigaTu Bumoram HA Bianosigae
Tepmin npugatHocTi 5 pokie Lo 03.2029

Ymoew 3bepiraHHa; B opurikansHin ynakosui npu temnepatypi He Buwe 25 °C.

BucHosok BKA: Bignosinae BuMoram MeToais KOHTPONH) 5

HauansHuk BKA: Mepewko O.M.




P 6XD

NYBJIYHE AKHIOHEPHE TOBAPUCTBO «HA YKOBO-BUPOBHIYUM LEHTP
«BOPHIAITBCBKH I XIMIKO-®APMALEBTHYHUI 3ABO /Iy

By1. Mupy, 17, m. Kuie, 03134, Vkpaiua
Teu. (+38044) 205-03-10, 205-41-10;
(+38044) 205-03-83 (YnorHoBaxkena ocoba)

15

CEPTHU®IKAT CEPII /1 IIKAPCHKOTI'O 3ACOBY

JAuroxkcun, Tadaerxku no 0,25 mr

HatimenyBanus npoaykuif

Jlikapcbka opma

Cuna ail/akTuBHICTEL

Po3mip i THD YOAKOBKH
Kpaiua-eupobHHK

Homep peecrpauniiinoro
NOCBiI4eHHS
Homep cepil

Posmip cepii

Hara pupobunursa

JlaTa 3aKiHyeHHs TEPMiHY

UPHIATHOCTI

Hassu, agpeca 1a noMepu
JiUeH3i#d Beix AiJIbHHUD 3
BHPOOHHITBA Ta
KOHTPOJIIO SIKOCTI
Ceprudikata GMP
AILHHLB, BKa3aHHX B .10
PesyanTaTh BunpolyBaHb

KomenTapi

3asia npo ceprudikauiio

Ipizeume, nixnuc i nocajxa
ocofM, AKa HAAaJ1a J03BiI
Ha BHIYCK cepil

JAnrokcux
Tabnerxu no 0,25 Mr

1 TafneTka MICTUTD IMTOKCHHY
(y nepepaxysanti Ha 100 % pedosuny) 0,25 mr

1o 20 tabnetox y 6nictepi; o 2 6nicrepu y nadmi
Ykpaina
UA/7365/01/01

1310324

89 100 nak.
20.03.2024
no 03.2029

By Mupy, 17, m. Kuis, 03134, Vkpaina;
Jinensis AB No598003;
CBIZOLITBO NpO atecTauilo saboparopii BKSA Ne96

Ne015/2022/GMP o 10.12.2024

Hageneni 8 ceptudikari sxocti

Llum 5 3acBignylo, 1O HaBpeaeHa BHUIe iHdopMaLis € ZJOCTOBIPHOIO Ta
ToyHor, Lo cepito npomykuil Gyno BHIOTOBIEHO (BKIHOUYAIOHMH
NaKyBanusa/MApKyBaHis) T4 [POBEAEHO KOHTPONb 11 AKOCTI Ha
BHIe3a3HAueHIH AinbHULI ¥ NOBHIA BianorinHocti 3 Bumoramu GMP,
BCT@HOBJICHHMH MICLUCBMM  DETY/SITOPHMM OPraHoM, a TaKowk
pimnoBizHo o cneuudikauii, mWo MicTAThCS y peecTpauifiHoMy
socee. Ilporokosn BupoGHUUTBa GyJi0 MEperisgHyTo Ta BCTAHOBJIEHO
Bignosigicts GMP.
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