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Ceptudikar akocri N2 040000111854

3onmirpeH® cnpei1, cnpeil Ha3anbHUI fo3oBaHuia, 2,5 mrigosa, no 2 mn y pnakoHax N21
1403A MICTUTb 30AMITPUNTAHY 2,5 Ml

Homep cepi: 51223 KpaiHa oTpurmyBau: YKpaiHa
KinbkicTb npoaykuii: 11.732 Tuc.ynak. N2 PeecTp. nocBig4eHHA: UA/15215/01/01
flata BupobHULTBA: 12.2023 TepMmiH Ail peecTp. NocBigyeHHn:  HeobMeXeHu

AHani3 BUKOHaHWi no: MKA J13 no PN NeUA/15215/01/01, 3mixum sig 17.11.2023 p.

HalimeHyBaHHA NOKasHUKIB Bumoru AHI(cneuywndikauii) Peaynbratut BUNpobysaHb
Onuc : PionuHa CBITNO-XOBTOro KONIbOPY, AOMYCKAETbCH
nerka onanecueHuis Bignosigae
lnenTndikayis
3onmiTpunTaH Hac yTpuUMyBaHHA NiKy 30IMITPUMNTaHY Ha

XpomaTorpami BunpoboByBaHOIro po34mMHY NosnHeH

cniBnagaTyl 3 Yacom YyTPUMYyBaHHA NiKy

30MIMITPUNTAHY Ha XpoMaTorpami posuuHy

NOPIBHARHA (a) 30nMITPUNTaHY Bigrosigae
Y®-cnekTp nornvHaHHA BUNPo6OBYBaHOro Po34uHy

B o6nacTi Big 200 no 300 HM nosuHeH maTw

MaKCUMYyMW NOTrNINHaHHA NPK JOBXUHI XBUAI: Bignogigae

(2251+2) HM 225 HMm

Ta (283+2) HMm 284 Hm
beH3ankoHio xnopug Yacu yTpumyBaHHA nikie romonoris 6eH3ankoHio

XNopuay Ha Xpomartorpami BunpoboByBaHoro

PO3UYKMHY NOBUHHI CniBrnajaTu 3 Yacamu

YyTRUMYBaHHA MiKiB romonoris 6eH3ankoHiio

XNOPUARY Ha XpomaTorpami po3UuHY NopiBHAHHA (B)

6eH3ankoHito xnopugy Bignosigae
Hac yrpumMmyBaHHa Niky gekcnaHTeHony Ha

XpomaTorpami BunpoboByBaHOIro PoO3UnHY NOBUHEH

criBnagarty 3 Hacom yTPUMYBaHHA NiKy

[eKcnaHTeHony Ha XpomaTorpami posumnHy

NOPIBHAHHA (C) AeKcnaHTeHoNy Binnoeigae
FycTuHa 1,000 - 1,060 r/cm3 1,025 r/cm3
oH Bia 4,5 o 5,5 | 4,9
3abapBneHHs [penapat mae BUTPUMYBATV NOPIBHAHHA 3

eTarioHoM Y3 BignoBigae
[po3opicTb [penapaT Ma€e BUTPUMyBaTH NOPIBHAHHA 3

eTanoHom lil Bignosifae
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CynpoBigHi JoMilUKN

KOXHa OfWH1YHa BOMIlLKa He 6inbwe 0,5 % 0,1 %
cyma AOMILLOK He 6inblwe 1,0 % 0,1%
OpHopigHicTb 4030BaHUX l-ons nepwux 10 ognHULb: NnpunManbHe YUCNo He
OOQUHULb nepesulye 15,0.11-ana 30 oguHuub: npuimanbHe

yncno He nepesullye 15,0 Ta pesynbrart »kogHol

fno03o0BaHol ognHuli He meHwe 0,75 M i He Binblue

1,25 M. Binnosinae
BigcoTok Buxomy BMICTY He meHwe 95 %
dnakoHy 128 %
KinbKicTb 003, WO BUTAra€TbCA He meHwe 20 28
Mikpo6ionoriyHa uncrora
3aranbHe YNcno aepobHUX He Ginbwe 100 KYO/mn
MiKpoopraHiamis 0 (meHwe 50)
3aranbHe YNCTO BPiIIKOBUX Ta He 6inbwe 10 KYO/mn |
nniceHeBuX rpnbis ' 0 (meHwe 10)
Staphylococcus aureus He gonyckaetbea B 1 mn BigcyTHi
Pseudomonas aeruginosa He foryckaerbca B 1 mn | BigcyTHi
KinbKicHe BU3Ha4YeHHH
3onmiTpunTaH B OfHIN posi mae 6yt Big 2,375 mr fo 2,625 mr 2,580 mr/poza
‘BeHzankoHit xnopua B oaHin posi mae 6ytu Big 0,009 mr go 0,011 mr 0,010 mr/po3a
NlekcnaHTeHoN B ofHil posi mae 6yTun Big 0,90 mr go 1,10 mr 1,03 mr/noza
YnakoBKa Mae BignosigaTn Bumoram Bianoeigae
MapKyBaHH# Mae BirosigaTv BUMoram Bignosipae
TepmiH NpugaTHOCTI: 2 POKW Ho 12.2025
YMmoBu 36epiraHHa; 3b6epirath  npu  Temnepatypi He Buwe 30 °C B8 opuridanbHin  ynakosui. He  3amopoxysatu,

36epiraTu B
HegoCTynHOMY ANA BiTel MiCLi

KomeHTapi:

3afaBa npo ceprTudikauito:

Llum s 3aceiguylo, O BULLEBKazaHa iHpopMauia € foctoeipHoto i TouHotw. Lo cepilo npoaykuil dyno BUpobneHo (BKNOUa4n
YRaKoBKY/MapKyBaHHs) Ta NPOBefeHUN KOHTPONb il AKOCTI Ha HUXUYeBKasaHin JinbHUUi B NOBHIN BIANOBIAHOCTI A0 BUMOT GMP,
BCTaHOBMEHUX MICLIEBUM PEryNATOPHUM OPraHoM, a TaKoX Y BignoBigHOCTI i3 cneyudikauiamn, aKki 3HaxoaaTbca y peecTpauinHomy
focbe/Toprosol niteHsii. MpoTokony BUpoBHULTEaA, NaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BCTaHOBNEHa BIANOBIAHICTb GMP,

NlozsoneHo Ko peanisauii/ o BinsaHTaKS

YnosHoBaeHa ocoba - HayanbHUK i &3E! 27.12.2023
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BupobHuua ginbHuusA:
YKPAIHA, 04080 m. Knis-80, syn. Kupuniecbka, 74; Niuensia Ha BupobHnuteo AE Ne 637430 sig 07.04.2015;

GMP/EAEU/BY/0045-2021 sig 25.02.2021; UP/1-530-10/21-03/13 Big 28.10.2021

KoHTponb AKocTi Ta Brgaua gossony Ha peanizatiro:

YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Ceigoutso npo atecrauito Ne 390 Big 22.01.2019
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