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Ceptudikar akocri N2 040000114062

Xeninop, cnpeil gns potoBoi NnopoxHuHu, no 50 mn y pnakoHi, no 1 nakoHy y nauui
1Mn cnipeto MICTUTB: FeKceTUANHY B NepepaxysaHHi Ha 100 % peuosuHy - 1 mr, xoniny caniyunaty 80% B
nepepaxysatHi Ha 100 % pevoBuHy - 5 mr, xopGyTaHony remirigpaty B nepepaxysaHHi Ha 100 %

6e3sogHy pevoBuny - 2,5 mr

Howmep cepii: 30324 KpaiHa oTpumyBau: YKpaiHa
KinbKicTb npoaykuyii: 42.609 Tuc.ynak. N2 PeecTp. noceigueHHs: UA/10910/01/01
Dara BupoBHULTEa: 03.2024 TepMiH Aii Peectp. NOCBiAYeHHA:  HEOBMEXeHMIt

AHanis BUKOHaHWit no: MK# 113 go PN NeUA/10910/01/01, aminu sig 02.09.2022 p.

HalimeHyBaHHA NoOKasHMKIB Bumorn AHA(cneyudikauir) PesynbraTn BunpobysaHb

Onuc Mpo3opa abo 3 nerkoto onanecueHLieo piguHa 3i

cneyudivHMM apoMaTHUM 3anaxom Ta

CNUPTOBO-aHICOBUM CMaKOM, LLO 3HAaXO[UTLCA Y

$nakoHi 3 KianaHoM-HacoCoM, 3abesneyeHnm

posnunioBauem. MpenapaT BUAANAETLCA 3 PpnaKkoHa

Uepes PO3NUAIOBAY Y BUrNSAI aep030/bHOFO

CTpyMeHA Bignosipae

laenTndikanis

rekceTuanH Ha xpomatorpami BUNpo6OBYBaHOTO PO3UUHY,

ofepKaHin y pospini "KinbkicHe BU3HaueHHs,

FekceTuanH", Yac yTpUMyBaHHA OCHOBHOMO AiKa

rekCceTuauHY Mac cniBnafati 3 4acom YTpUMyBaHHSA

OCHOBHOTO MiKa rekceTMMHY Ha XpomaTorpami

PO34MHY NOPIBHAHHA 3 TOYHICTIO £ 2 % Bignosigae
XOniHy caniyunar Ha xpomatorpami BUNpo60oByBaHOro PO3ynHY,

ofilepxaHii y posgini "KinbkicHe BU3HaueHHs,

XoniHy caniuunat", 4ac yTpMMYyBaHHA OCHOBHOIO

nika xoniHy caniymnarty mae cnienagatu 3 4acom

YTPUMyBaHHA OCHOBHOTO fika XONiHy caniuunarty

Ha XpomaTorpami po34nHy NOPIBHAHHA 3 TOUHICTIO

+2% Bipnosigae
xnopbytaHon Ha xpomaTorpami Bunpo6oByBaHOro posunHy,

oflepxaHin y po3saini "KinbkicHe Bu3sHaueHHA.

Xnop6ytaHon", yac yTpuMyBaHHA OCHOBHOrO nika

xnopbyTaHony Ma€ cnisnagaTi 3 4yacom

yTpUMYyBaHHsI OCHOBHOTO nika xnopbyTaHony Ha

XpomaTorpami posunHy NOPIBHAHHA 3 TOUHICTIO + 2

% Bignosigae
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etaHon Ha xpomatorpami BUNpo6oByBaHOTO PO3UUHY,
opepxaHiit y poapini "KinbkicHe BU3HaueHHs.
EraHon 96 %", yac yTpumyBaHHA OCHOBHOrO Mika
eTaHoNy Ma€ CNiBMajaTi 3 4acom yTPUMYBaHHA

OCHOBHOrO Mika eTaHony Ha xpomaTorpaMi PO34YUHY

OPIBHAHHA 3 TOUHICTIO £ 2 % Bignosigae

caniymnar-ioH XapaktepHa peakuis Bignosigae
pH Bin 4,0 go 5,0 47
FyctuHa Big 0,90 r/cm3 no 0,95 r/iem3 0,92 r/cm3

Bunpo6yBaHHA ynakoBKU

nepesipka GnakoHy Ha He AOMNYCKAETbCA MOABa MOKPUX NAAM Ha

repmeTuyHICTb dinbTpyBanbHoMy nanepi Bignosigae

nepesipKa KnanaHa-Hacoca Mossa aepo30NLHOrC CTPYMEH: NpenapaTy NOBUHHA

BigbyBaTMCa nicnA He Hinblue HiX 4 neplumx
HaTUCKYBaHb Ha po3nuniosay. Jonyckaerbca 3a
BiACYTHOCTI CTPYMeHA Npenapaty HaTUCHYTY Ha
posnuntoBay We oanH pas. Hagani nossa

aepo30NbHOro CTPYMeHs NoBuHHa Bigbysatucs

nicns NepLoro HaTUCKyBaHHA Ha po3nunioBay. Bignosigae
06'eM BmicTy dnakoHy He meHwe 50 mn Bignogigae
Mikpo6ionoriyHa uyucroTa
3aranbHe Yucno aepoBHuX Kputepin npuinatiocti 100 KYO/mn
mikpoopradismis (TAMC) * *
3aranbHe YUCno ApKIKOBUX Ta Kputepii npuitnatHocti 10 KYO/mn
nnicHasux rpubis (TYMC) * *
Staphylococcus aureus * BigcyTHictb B 1 Ma *
Pseudomonas aeruginosa * BigcyTHicTb B 1 Mn >
KinbkicHe BU3HauYeHHA
rekceTupuH Big 0,95 mr go 1,10 mr (Ha MomeHT BUNYCKY).
Bin 0,90 mr no 1,10 mr 1,07 mr/mn
XORiHy caniymnnar Bin 4,75 mr go 5,25 mr (Ha momeHT BUMYCKY).
Big 4,5 mr no 5,5 mr 4,91 mr/mn
xnopbyraHon Big 2,375 mr go 2,625 mr (Ha momeHT Bunycky).
Big 2,25 mr go 2,75 mr 2,534 mr/mn
etanon 96 % Big 0,4530 r go 0,5007 r 0,4606 r/imn
YnakoBKka Mae signosigatv BuMoram Bianosigae
MapkyBaHHA Mae Bignosigatui BUMoOram Binnoeigae
Tepmin npngarHocri: 3 pokn Lo 03.2027

VYmoen 36epiraHHa:  36epirat B opuriHanbHil ynakosLi npu Temnepatypi He Bue 25 °C. He 3aMopoxysatu.
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KomeHTapi:

*Ha nigcTaBi nepiognyHoro KoHTpornio. [poTe Mu NiATBEPAKYEMO BigNoBigHiCTb faHol cepii BuMmoram HI
3anaea npo ceprudikayii:

Uum a 3acBiguyio, Wo BUlleBKasaHa iHbopMalia € BOCTOBIPHOW | TouHOW. Lo cepito Npoaykuil 6yno supobneHo (BKioualHu
yNaKoBKY/MapKyBaHHsA) Ta NPOBEAEHWUIn KOHTPOSb ii AKOCTI Ha HIKYeBKasaHil AiNbHULI B NoBHIN BignoeigHocTi go sumor GMP,
BCTaHOBfIEHWNX MICLIEBUM PeryiaToOpHUM OpraHoM, a TakoX Y BifinoBigHoCTi i3 cneundikauiaMu, sKi 3HaXoaATbCA y peecTpauitHomy
pocbe/Toprosoi nitensii. MpoTokony BUpobHULTEE, NaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BcTaHoBNeHa signoeigHicts GMP.

0K AING

flozBoneHo fo peanizauii / Ko BiABaHTaXKeHHS
YnosHoBaxkeHa ocoba — lNposigHuii iHxeHep BCraBll ApemeHko B.B.

29.03.2024

LM ST
dantification ¢
00481198

Bupo6nuua ginbHuya:
YKPATHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; Jliuensia na supobHuuteo AE Ne 637430 sig 07.04.2015;

Ceprudikar GMP Ne 108/2023/GMP sig 20.12.2023; GMP_UZ-08:2023 sig 30.11.2023; GMP/EAEU/KZ/81-01-24 Bin
15.12.2023 '

KoHtponb aKocTi Ta BuAa4a A03BONY Ha peanisauiio:
YKPAIHA, 04080 m. Knis-80, syn. Kupuniacbka, 74; Ceigourso npo atectauio Ne 390 sig 22.01.2019
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