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CepTtudikar akocrti N2 040000114036

CapriH, po3uuvH ana iHdy3in, 42 mr/mn no 100 mn y pnakoHi N2 1
1M PO3UMHY MICTWTb: L-APTIHIHY FIAPOXNOPULY 42MT

Homep cepii: 130224 KpaiHa oTpumysay: YKkpaiHa
Kinbkicte npoaykuir: 19.129 Tuc.ynak. N2 PeecTp. NOCBIQYEHHR: UA/16480/01/01
[aTta BupobHuuTea: 02.2024 TepMiH fii peecTp. NocBifuUeHHA:  HeobmemeHWi

AHanis syKoHaHWiA no: MKA N3 go PN NeUA/16480/01/01, 3minu Big 22.12.2020 p.

HaiimeHyBaHHA NOKA3HUKIB Bumorn AH[(cneyugikayii) PeaynbTaTu BunpobyeaHb
Onuc Mpo3opa, 6e3bapeHa abo 3nerka
PKOBTYBaTO-KOpWYHEBa pifnHa Bignosinae

lpenTudikayin

ApriHin Ha xpomaTorpami BunpoBoByBaHoro po3uuny (b),
oTpumaHoro B pe3aini "CynyTHi gomilukn",
OCHOBHa NNAMa Mae ByTv Ha PiBHi OCHOBHOT NNAMU
apriHivy rigpoxnopuay Ha XpomMarorpami posynHy
nopieHaHHA (b), BignosiaHa 1 3a po3Mipom i
3a6apBNEHHAM. Binnosinae
Ha xpomatorpami Bunpo6oByBaHoro posumnHy,
oTpumaHin y posfaini "KinbkicHe BU3HaueHHA.
MeTtopg 1", Yac yTprMyBaHHA OCHOBHOTO MiKy
apriHiHy rinpoxnopuay mMac cnisnagati 3 4acom
YTPUMYBaHHSA OCHOBHOTO MiKy apriHiHy

riapoxXnopuay Ha Xxpomatorpami posduHy

NOPIBHAHHA 3 TOUHICTIO £ 2 % Bignosinae
Xnopugw YTBOPIETLCA BiNUM CUpHUCTWIA 0can Bianosipae
Mpo3opictb Mae 6yTv npo3opum Binnosinae
KonbopogicTb Mae 6yt BesbapeHum abo oro 3abapeneHHa Mae
BYTW He iHTeHCMBHIWMM 3a eTanoH BY6 Binnosigae
pH Big 5,00 po 6,50 5,67
OcmonanbHICTD Bin 324 mocmonb/kr o 394 mocmonb/kr 338 mOcmonb/kr
MexaHiuyHi BKNIOYEHHA: BUANMI MaroTb OyTH BIACYTHI
YacTkn Binnoeipnae

MexaHiuHi BKMIOUYEHHA: HEBUANMI YacTKK

YacTok 3 po3mipom 10 Mrm i He 6inbwe 6000 y dpnakoHi
Binble 200
YacTok 3 poamipom 25 MKM i He 6inbwe 600 y dnakoHi
Ginbwe 74
06 €M, WO BUTAraeTbCA He meHwe 100 mn Bignosinae
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CynyTHi AomiluKn

PEUYOBWHW BUABNEH] HIHMIAPUHOM He 6inbwe 0,5 % Bianosigae
CrepunbHicTb MNpenapaT Mae ByTH CTEPUILHUM Bignosigae
BakTepianbHi eHBOTOKCUHN He 6inbwe 0,5 MO/mn Bignoginae
KinbkicHe BU3Ha4yeHHA Big 39,9 mr/mn go 44,1 mrimn 42 .8 mrimn
Ynakoeka Mae BignoBigati BUMMOoram Binnosinae
MapkyBaHHA Mae signoeigaTi BUMOram Bignoeinae
TepmiH npugaTHocTi: 2 pokn o 02.2026

Ymoewu s6epiraHna; 36epirati 8 opuUriHanbHii ynakoeui npu TemnepaTtypi He Bulle 25 °"C. He 3amoposkyeaTi.
KomeHTapi:

3asBa npo cepTudikauyilo:

Lum A 3aceiguyio, Wo BUULIEBKa3zaHa iHdopmauia € pocTosipHoto | TouHolo. Llio cepito npogykuii 6yno BUpoBneHo (BkAKYaKUA
YNaKoBKy/MapKyBaHHA) Ta NPOBEAEHWI KOHTPONb Ti AKOCTI Ha HWKYEBKa3aHiA AibHULI B nosHii signosigHocti go Bumor GMP,
BCTAHOBMEHMX MICLIEBUM PEryNATOPHUM OPraHoM, @ TAakoX y BignoeigHocTi i3 cneundikalliamy, AKi 3HaXOAATLCA Y PEECTPaLinHOMY
focbe/Toprosoi niyeHsii. MpoTokonu BupobHMLTEa, NaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BCTaHOBNEHa BIANOBIAHICTD GMP.

JloseoneHo go peaniszauii/ 4o BigBaHTaXeHHA

YnosHoBaxeHa ocoba - HauansHuk Bigginy BCraBll NanTtyx FO.M. 29.03.2024

Bupo6Huya ginbHNUA:
YKPAIHA, 04080 m. Kuie-80, syn. Kupuniecbka, 74; JliueHsia Ha BupobHuUTEe AE N2 637430 8ig 07.04.2015; GMP

NeQ97/2023/GMP sig 30.11.2023,N2084/2023/GMP sin 09.10.2023, GMP/EAEU/KZ/81-01-2024 Bin 15.12.2023;
UP/I-530-10/21-03/13 ein 28.10.2021, GMP_UZ - 08:2023 sin 30.11.2023

KoHTponb AKoCTi Ta BMAaYa A03BONY Ha peanizauiio:
YKPAIHA, 04080 m. Kuiz-80, syn. Kupunisceka, 74; Ceinourso npo atectauito N2 390 gip 22.01.2019
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