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Ceprndikar axocri N2 040000105077

Xeninop, posuuH Ana porosoi nopoxHuHn no 100 mn y ¢naxoHi, no 1 pnakony B nauyi
100 mn PO3UMHY MICTUTb: FEKCETWAMNHY B MEPEPAXYBAHHI HA 100% PEUOBMHY- 0,1r, XONIHY CANILWIATY 80% B
MEPEPAXYBAHHI HA 100% PEYOBMHY -0,5r, XTOPBYTAHOSTY MEMINAPATY ¥ NEPEPAXYBAHHI HA 100% BGE3BOAHY
PEMOBWHY -0,25r

Homep cepii: 121122 KpaiHa oTpumyBay: YKpaiHa
KinbkicTb npogykuii- 19.656 Tuc.ynak. N2 PeecTp. NoCBigYeHHs: UA/M0910/02/01
Hata eupoHnuTea: 11.2022 TepMiH aii peecTp. noceigueHHn:  HeofMexeHnid

AHani3s BUKOHaHM# no: MKA 113 no P NeUAM 0910/02/01, 3miHm Big 02.09.2022 p.

HaiimeHyBaHHA NOKa3HUKIB Bumoru AHJ{cneundixkanyii) PesynbTaTn BUnpobyBaHb

Onnc MNpo3opa abo 3 nerkow onanecueHLien piguHa 3i
crneyudivuHM apomMaTHMM 3anaxom Ta
CNMUPTOBO-aHICOBUM CMaKOM Bignoeigae
laenTudikayin
rekceTMamH Ha xpomatorpami BUNpo6oBYBaHOro po3unHy,
ofiepxaHiin y po3gini «KinbKicHe BUZHaueHHA.
lekceTMAWHY», Yac YyTPUMYBAHHA OCHOBHOrO Mika
rekceTMgMHy Ma€e CniBnagaTi 3 Yacom YTPUMYBaHHSA
OCHOBHOIC NiKa reKceTMAWHY Ha XpomaTorpami
PO3UMHY NOPIBHAHHA 3 TOUHICTIO £ 2 % Bignoeigae
XORiHy caniumnaT Ha xpomaTorpami BUNpoOOBYBaHOrO PO3UNHY,

OTpUMaHiin B po3gini "KinbKicHe BU3HaYeHHA.

aniyunary

Bignoeigae

xnop6yTtaHon hab qr"o3qm-|y,

Xnop6yTtaHon», Yyac YTpMMYBaHHA OCHOBHOIO Nika

Xnop6yTaHony Ma€e CniBnagaTy 3 Yacom

YTPUMYBaHHA OCHOBHOrO Nika xnopbyTaHony Ha

Xpomartorpami po3vyuHy NOPIBHAHHA 3 TOMHICTIO + 2

% Bignoeigae
eTaHon Ha xpomatorpami BUNpo6oBYBaHOro poO3UnHY,

ofiepxaHiin y po3gini «KinbKicHe BUZHaUeHHA.

Etanon 96 %», yac yTpUMyBaHHA OCHOBHOTO Mika

ETaHONy Ma€ cniBnanaTu 3 YaCoM YTPpUMYBaHHA
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OCHOBHOTIO NiKa eTa HONY Ha xpomaTorpaMi PO3YNHY

NOPIBHAHHA 3 TOUHICTIO * 2 % Bignoeigae
caniuwmnar-icH XapakTepHa peakuia Bignoeigae
pH Big 4,0 o 5,0 4.7
lyctvHa Big 0,90 rfcm3 go 0,95 ricm3 0,92 ricm3
O6'em BMICTY YNakoBKK He meHwe 100 mn Bignoeigae
Mikpo6ionoriuna uncrora
3aranbHe Yucno aepoBHUX Kputepiil npuidHaTHOCTI 100 KYO/Mn
mikpoopraHismie (TAMC) * E
3aranbHe YUCNO ApiKAXKOBUX Ta Kputepiil npuitHAaTHOCTI 10 KYO/Mn
nnicHABKx rpubie (TYMC) * x
Staphylococcus aureus * BigcyTHicTe B 1 mn ke
Pseudomonas aeruginosa * BigcyTHicTe B 1 mn *
KinekicHe BU3HauYeHHA
rekceTMgMH Big 0,95 mr po 1,10 mr B 1 mn npenaparty (Ha
MOMeHT BUNYCKY). Big 0,80 mr go 1,10 mr 8 1 mn
npenapary 1,03 mrimn
XoniHy caniumnar Big 4,75 mr po 5,25 mr B 1 mn npenaparty (Ha
MOMEHT BUNYCKY). Big 4,5 mr go 5,5 mre 1 mn
npenapary 5,08 mrimn
xnopbyTtaHon Big 2,375 mr go 2,625 mr B 1 mn npenapaty (Ha
MOMEHT BUNYCKY). Big 2,25 mr no 2,75 mr 8 1 mn
npenapary 2,582 mr/mn
etaHon (96 %) Big 0,4530 r go 0,5007 r B 1 mn npena 0,47892 rfmn
Ynakoeka Mae signoeigaTti Bumoram -"“~Qﬂiﬂ 2 Bignoeigae
MapkyBaHHA Mae signoeigaTtu sumorany/ / 114 D : Bignoeigae
&/ oKy MEHTIB
TepmiH npuAaTHOCTI: 3 pokn Ho 11.2025

¥Ymosn 36epiranna:  36epirati npu Temnepatypi He Bule 25 °C. He 3adp my
KomexTapi:

*Ha nigcraei nepioguuHoro KoHTponio. Mpote MU NiRTEEPIMKYEMO Bi eB"qurh, gglgm/dépay umoram H

3ansa npo cepridikayin:

Lum A 2aceiguyio, WO BUIeBKa3aHa iHdopMaLia € QOCTOBIPHOW | TOUHOID. o cepuo npoaykuil 6yno eupobneHo (Bknwyvaloun
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHWii KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUU| B NOBHIi BignosighocTi ao sumor GMP,
BCTAHOBMEHWX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneungikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepegipeni Ta BcTaHoBNEHa BignosigHicts GMP.
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Ao3soneHo Ao peanizayii / Ao BigBaHTAXEHHA

YnosHoBaxeHa ocoba — posigHKiA iHxeHep BCraBll flpemenko B.B. 07.12.2022

L A2
identrﬁcanon node
00481498

Bupo6HKua finbHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; JliueHsia Ha BupoBHuuTeo AE N2 637430 Bip 07.04.2015;

Cepmudikat GMP Ne 035/2022/GMP eig 03.08.2022; GMP/EAEU/BY/0045-2021 Big 25.02.2021; UP/1-530-10/21-03/13 Big
28.10.2021

KoHTponb AKOCTi T2 BMAAYA 103BOAY Ha peaniaayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CBigouTeo npo atectaujiio N2 380 sig 22.01.2019
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