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Ceprudikar akocri N2 040000111900

CapriH, posuuvH gna indysin, 42 mr/mn no 100 MmN y ¢pnakoHi N¢ 1
1M PO34YMHY MICTUTD: L-APTTHIHY MAPOXNOPUIY 42MF

Homep cepir: 671123 KpaiHa oTpuMyBau: YkpaiHa '
Kinbkicts npoaykuii; 18.970 Tuc.ynak. N2 Peectp. noceiguenHa: UA/16480/01/01
HaTa BupobHuTea; 11.2023 Tepmin pil peectp. noceiguenHa:  HeobMekeHUI

AHani3 BUKOHaHUA Nno: MKA 13 go PN NeUA/16480/01/01, aminu Big 22.12.2020 p.

HanmeHyBaHHA nokazHukie Bumorn AHA(cneundikayir) PezynbTatit Bunpo6ysaHs
Onuc [Mpo3opa, GezbapsHa abo 351erka
XOBTYBATO-KOPUYHERA pPiAMHA Bignogifae

laenTudikauin
ApriHin Ha xpomatorpami BunpotosyeaHoro po3uuny (b),

OTPUMaHOro B posgini "CynyTHi qomitikn",
OCHOBHa NNAMa mae byTi Ha PIBHI OCHOBHO! MAAMM
apriHidy rigpoxnopuay Ha XpomaTorpami posunHy
nopisHaHHA (b), BignosigHa it 3a PO3MIpOM i
3a0apBneHHAM. | BianoBigae
Ha xpomatorpami Bunpo6osysaroro PO34YUHY,
OTPUMAHIN ¥ pozgini "KinbkicHe BM3HAYeHHS.
Meton 1", yac yTpumyBaHHA OCHOBHOro niky
apriHiny rigpoxnopugy mae CNIBNAJaTv 3 yacom
YTPUMYBaHHA OCHOBHOTO NiKy apriHiHy

rigpoxmopuay Ha xpomatorpami PO34YnHY

NOPIBHAHHA 3 TOYHicTIO £ 2 % Bignoeinae
Xnopuagw YTBOPIOETBCA 6iNNI CUPHUCTIIA ocapg, Bianoeinae
MNpo3opicTb Mae 6yTn nposopum Bignosigae
KonboposicTb Mae byt 6esbapBHum abo foro 3abapBneHHA mae
OyTn He IHTEHCMBHIWMM 3a eTanoH BY6 Binnosipae
pH Bin 5,00 no 6,50 568
QcmonsnbHIcTs Big 324 mocmonb/kr 4o 394 Mocmonb/Kr 342 mOcmonb/kr
MexaHiuHi BkoYeHHA: Buaumi MaioTb ByTi BigCyTHI
YaCTKU Bignoginae

MexaHiuHi BKNIOYeHHA: HeBUAUMI YacTKn

HYactok 3 posmipom 10 mkm i He 6inbue 6000y d)naKOH
Ginblie 267
HacTok 3 posmipom 25 MKkM i He 6inbwe 600 y dnakorll &
Ginble 13
06’ em, WO BUTAraETLCS He meHwe 100 mn Binnosinae
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CynyTtHi gomimkn

PEYOBUHW BUABAIEHI HiHriapuHOM He 6inewe 0,5 % BianoBigae -
CrepunbHicTb [lpenapat mae 6yTi cTepunbHUM Bianoeigae
baKkTepianbHi eHOOTOKCUHY He 6inbure 0,5 MO/mn Bignoginae
KinbKicHe BU3HaYeHHS Big 39,9 mrimn go 44,1 mr/mn 42 .4 mrimn
Ynakoska Mae eignoBigaTv Bumoram Bigniogigae
MapkyeaHHA Mae Bignosigat eMmoram Bianoginae
Tepmin npugaTtHocTi: 2 PoKK Ao 11.2025

Y¥mosn 36epirannna:  36epiratu B opuriansHin ynakoBUi Npyu Temrepatypi He sulge 25 *C. He 3aMOPOXYBaTH.
KomeHTapi:

3asea npo ceprudikauliio;

Lium a sacsiguyto, wo BuueskazaHa iIHpopMaLlis € BOCTOBIPHOW | TOUYHOIW. Lo cepite npoaykuit 6yno sBupobneHo (BKNICUao UK
YNaKoBKy/MapKyBaHHA) Ta NpoBeseHut KOHTPOAb 1T RKOCTI Ha HWXKUEBKa3aHilN AiNbHUUI B MOBHIl BianosigHocti Ao Bumor GMP,
BCTAHOB/IEHUX MICLLEBUM DEFYNATOPHUM OPraHoM, a Takox y BIZNOBIAHOCTI i3 cneundikauiamu, ski 3HAaXO4ATLCA Y peecTpayinHoMy
AOCHE/TOProBol AiLeHsii. lpoTokonu BUpobHULTEa, MNakyBaHHA Ta aHani3iB bynn nepegipeHi Ta BCTaHOBMEHA BignoeiaHicte GMP.

flozeoneHo fo peanizayii / go BigsaHTaXKEeHHA

YrnoBHoBaxeHa ocoba - HauanbHik Bigainy BCraB[1 Nanryx KO.M. 20.12.2023

Bupo6Huua ginbHuya;

YKPAIHA, 04080 m. Kuis-80, syn. Knpuniscbka, 74; flideHsis Ha Bupo6HULTEo AE Ne 637430 sif 07.04.2015; Cepr.
GMP Ne039/2022/GMP sig 25.08.2022; GMP/EAEU/BY/0045-2021 Bin 25.02.2021; UP/1-530-10/21-03/13 8ig 28.10.2021:
GMP N2084/2023/GMP sig 09.10.2023

KoHTponb sakocti Ta Bugaua AO3BONY Ha pearnizayiio:
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniecbka, 74; CsipouTso npo atectaujio N¢ 390 sig 22.01.2019
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