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Ceptndikar axocri N2 040000111411

PeBmokcukam®, posumn ans in’ekuinn 1 % no 1,5 mn B amnyni, no 5 amnyn y 6nicrepi, no

16nicrepy y nauni

1M MPEMAPATY MICTHUTE MEMOKCUKAMY ¥ MEPEPAXYBAHHI HA 100% PEMOBWHY 10MT

Homep cepii:
KinbKicte npogykuji:
Data eupobHnuTBa:

AHaniz BUKOHaHWIA no:

211023 KpaiHa oTpumyBau: YKpaiHa
229.780 Tuc.amn. N2 PeecTp. nocBigueHHA: UA/O0759/02/01
10.2023 TepMiH aii peecTp. noceigueHHs:  HeoGMeXeHWiA

MKA 13 no P NeUA/O759/02/01, 3minn Big 03.04.2023 p.

HalimeHyBaHHA NOKa3HUKIB Bumoru AHJ{cneundixkanii) PesynbTaTn BUnpobyBaHb
Onmc MNpo3opa xoeTa abo 3eneHyBaToO-KOBTa PiguHa Bignoeigae
lgenTudikayin
MEeNoKCUKam ¥neTpagioneToBUi cnekTp NOrAMHAHHA
BVNpoGoByBaHOIo PoO3vMHY, NPUroTOBAHOrO AAA
KinbKiCHOrc BU3HaYeHHA MenoKcukamy, B obnacri
Big 240 Hm go 450 HM NOBKMHEH MaTK ABa
MaKCUMYMW 33 QOBXKWH XBWb: Bignoeigae
(272 £ 2) um 271 Hm
(363 £ 3) um 364 Hm
MNpo3opicTb MNoeuHeH 6yTU Npo3opuM Bignoeipae
Konboposictb OnTUYHa rycrtviHa oflepxKaHoro po3yvnHy 3a AOBXMHU
Xxeuni 440 HM He mae nepesuwyeatn 0,15 0,13
MexaHiuHi BKNIOMeHHA: HeBUAMMI MaCcTKN
YacTok 3 poamipom 10 MKM i He Ginbwe 6000 B amnyni
Binbwe 24
YacToK 3 po3mipom 25 MKM | He Ginbwe 600 B amnyni
Binbwe
MexaHiuHi BKNIOMeHHA: BUAUMI MNpakTyJHO BiNbHWA Bif YacTOK
4acTKu
pH Bin 8,4 0 8,9

06 em, WO BUTArAETLCA

CTepunbHiCTDL

He meHwe 1,5 mn

MNoBuHeH 6yTU CTepUABHUM

bakTepianbHi eHBOTOKCMHK lpaHWYHa KOHLEHTpaUifn eHAOTOKCUHIE B
npenaparti cTaHoBUTL 35 MO B 1 Mn Bignoeipae
KinbkicHe BU3HaueHHA
MENoKCUKaM Big 9,25 mr go 10,75 mr B 1 Mn npenapaty 10,29 mr/mn
Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyeaHHA Mae signoeigaTti Bumoram Bignoeigae
TepMmiH nprAaTHOCTI: 4 pokun Do 10.2027
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¥mosu 3bepiranna. 36epiratu B opuriHanbHiil ynakosui npn Temneparypi eig 8 °C po 25 °C.

3ansa npo cepradikayio:

Lum A zaceiguyio, WO BULeBKa3aHa iHdopMalia € pocTtosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAIOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHUI A KOHTPONb Ti AKOCTI HA HWKYEBKa3aHiil ainbHUUi B NoBHIi BignoeighocTi ao sumor GMP,
BCTAHOBMEHWX MiCLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamn, AKi 3HaXOAATLCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTokonn BUpoOHULTBA, NaKyBaHHA Ta aHanizis 6ynu nepeeipeni Ta BctaHoBNEHa BignosigHice GMP.

Ao3soneHo Ao peanizayii / Ao BigBaHTaKeHHA

YnosHoBaxeHa ocoba — posigHuiA iHxeHep BCraBll AHapycuk MM, 27.11.2023

Bupobnnua finoHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; Jliuensia Ha supoBHuuTeo AE N2 637430 Bip 07.04.2015;

Cepmuikat GMP/EAEU/BY/0045-2021 Big 25.02.2021; Ceptndikat GMP Ne084/2023/GMP eig 09.10.2023;
UP/1-530-10/21-03/13 Big 28.10.2021

KoHTponb AKOCTi T2 BMAAYA 03BOAY Ha peanilayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CBigouTeo npo atecraujio N2 320 Big 22.01.2019
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