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Ceptudikar akocri Ne 040000111167

Namikou®, kpem 1 % no 15 r y Ty6i, no 1 Ty6i B nauui
1 KPEMY MICTUTb TEPBIHA®IHY POXMIOPVAY B MEPEPAXYBAHHI HA 100 % BE3BOAHY PEHOBUHY 0,01 r

Homep cepil: 71123 KpaiHa oTpumyBay. Ykpaina
KinbkicTe npoayKuii: 39.533 Tuc.ynak. Ne Peectp. NocBigUerHs: UA/2714/02/01
Nata Bupo6HULTEE: 11.2023 TepMmiH i peecTp. nocsiguerHA:  HeobMexeHui

Aani3 BUKOHakuiA no: MKSA N3 go P NeUA/2714/02/01, 3minw sig 02.06.2021 p.

HalimeHyBaHHA NOKa3sHUKIB Bumoru AH[(cneundikauii) PesyneraTu BUnpobyBsaHb
Onuc Kpem Ginoro abo maiixe 6inoro Kosibopy si
cneuyndiuHum 3anaxom Bignogigae
Igenrudikania
TepbiHadiHy rigpoxnopua Ha xpomarorpami BUnpo6oByBaHOro PO3UUHY,

ofepaHil B po3gini "KinbkicHe BU3HaYeHHA.
Tep6iHadiny rigpoxnopug’, Yac yTpuMyBaHHA Niky
Tep6iHadiny rigpoxnopnay Mae crisnapaTu 3
YacoM yTpUMyBaHHs MiKy Tep6iHapiHy

rigpoxnopuiy Ha Xpomatorpami posumHy

nopiBHAHHA 3 TouHicTio =2 % Bignosigae
CnupT GeHineTunosuni, Ha xpomatorpami BUNPo6oByYBaHOrO PO3UUHY,
nponinexrnikonb ofepxaHin 8 posgini "KinbkicHe BU3HauYeHHs.

CnvpT GeHineTnoBuin | nponineHrnikons", Yacu

YTPUMYBaHHs OCHOBHWX MiKiB MaKOTb CniBnapaTtn 3

yacamu YTPUMYBaHHA OCHOBHUX MiKiB Ha

XPOMaTOorpami po3unHy nopiBHAHHA Bianosigae
OaHopigHicTb Kpem mae 6yTn ogHopigHum. [lonyckaetbea

HasBHicTb BynbballoK NoBITPSA, WO YTBOPIOOTHCA

Npy BUKOHaHHI TecTy Bigriosifae
pH 11 8in 4,0 50 6,0 5,1
CynposigHi ‘
6y/ab-AKoi [OMN ««, ; "/  He 6inbwe 0,2 % 0,0 % (<MKB)
cyma AOMILLOK - He 6inbwe 0,5 % 0,0 % (<MKB)
Maca BMmicTy ynakosKku Maca BMiCTy ofHiei Ty6u mae ByTi He meHlie 15T 15t
Mikpo6ionoriyHa yucrora
3arasibHe uucno aepobHux Kputepiit npunHstHocti 100 KYO/r 5{}( LOI/WW%V ,{ U Q\
mikpoopraHismis (TAMC) * Y
3ar:nbje uncno ):fpi)KA)K)OBMX Ta Kpurepiit npunHaTHocTi 10 KYO/r ’&)\)& gO‘O/("Z’%
nnicHssux rpubis (TYMC) * *
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Staphylococcus aureus * Bigcythicte B 1 T
Pseudomonas aeruginosa * BigcyTHicTb B 1T

KinbKicHe BU3Ha4YeHHA

Tep6itadiHy rigpoxnopua Big 9,5 mr ao 10,5 mr 8 1 r npenapaty (Ha
MoMeHT Bunycky). Big 9,0 mr oo 11,0mre1r
npenapary 10,0 mr/r
nponinexrnikonb Big 0,27 rfo 0,33 r8 1 r npenapary 0,31 r/r
cnupT deHineTunoBnit Big 0,009 r go 0,011 r & 1 r npenapaty 0,010 r/r
YrakoBKka Mae Bignosigatu BUMOram Bignosifae
MapKyBaHH#A Mae Binosigati BuMmoram Binnosifae
Tepmin npupaTtHocTi: 3 poku Jo 11.2026

ymosu 36epiranHa:  36epirati 8 opwriHanbHili ynakosui npu Temnepartypi He Bule 25 °C. 3amMopOXKyBaHHA NMpenapaty He
[ONYCKAETHCA
KomeHTapi:

*Ha niacTasi NepiogU4yHOro KOHTPOrio. Mpote Mr NIATBEPIXKYEMO pignosigHicTb AaHoi cepil BUMOram HA
3anBa npo cepTudikadito:

Lum s 3acsiguylo, Wo BULEBKa3aHa iHpopmallin € JOCTOBIPHOIO | TOUHOIO. Lo cepito npoayKuil 6yno supobneHo (BKMIOUaOUK
yﬂaKOBKy/MapKyBaHHﬂ) Ta NpoBefeHU KOHTPOIb il AKOCTI Ha HUKUEBKa3aHiN [iNbHULI B NOBHIN BignoBigHoLTi 4O BUMOT GMP,
BCTAHOBAEHNX MICLEBUM PeryAaTOpHUM OpraHoMm, a TaKoX y BiBNOBIAHOCTI i3 cneundikauiamu, AKi 3HaXOAATLCA Y peecTpatinHomy

nocbe/Toprosol niyensit. NpoTokonu BUPOBHNLITBA, NaKyBaHHA Ta aHanisiB 6ynu nepesipeHi Ta BCTaHOBNEHA BiANOBIAHICTD GMP.

Ho3ssoneHo fo peanizauii/ go BigBaHTaXKeHHA

ynosHoBaxeHa ocoba — MpoBigHni iHxeHep BCraBIM Apemerko B.B. 21.11.2023

Bupo6Huya ginbHuuA:
YKPAIHA, 04080 m. Knis-80, Byn. KupuniscoKa, 74 Niuensis Ha BUPOBHNLTBO AE Ne 637430 sig 07.04.2015;

CepTudikat GMP Ne 035/2022/GMP sig 03.08.2022; GMP/EAEU/BY/0045-2021 Bin 25.02.2021; UP/1-530-10/21-03/13 8iA
28.10.2021

KoHTponb AKocti Ta Bupala gosgony Ha peanisauito:

YKPAIHA, 04080 m. Knis-80, syn. Kvpunigcbka, 74; CinouTso npo atecrauito Ne 390 sig 22.01 2019
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