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OAPMAK

Ten, (044) 496-87-87, Ten /paxc (044) 239-19-38, Ten. /paxc (044)49689-42, Ten. (044) 485-26-57 (uinopoboso)

Ceptudikar akocti N2 040000110782

Nincrep® Miut, kpem 5 %, no 5 r y Ty6i, no 1 Ty6i y nauui

Homep cepii: 21023 KpaiHa oTpumysau: YkpaiHa
KinbKicTb npoayKui: 35.979 Tuc.ynak. N2 PeecTp. NOCBIAYEHHA: UA/19355/01/01
[ara eupobHuyrsa: 10.2023 Tepwmin gii peectp. nocsiguenns:  05.05.2027

AHani3 BUKOHaHW® No:

1r Kpemy micTutb ayuknosipy 50 mr

MKA 13 po PN NeUA/19355/01/01 sia 05.05.2022 p.

HaimeHyBaHHA NOKasHUKIB

Bumoru AHA(cneumndikayii)

Pe3ynbTaTti Bunpo6yBaHb

Onuc

lpenTudikayin

auunKnosip

aunKnosBip

OpHopipHicTb

Po3mip vactok

pH
CTpyKTypHa B'A3KIiCTb
Maca BMicTy ynakosku
CynposigHi gomiwkn
Aomiwka B
pomiwka O
HecneuundikoBaHa AOMILLKA

CymMa AOMILLIOK

OpHopigHuin kpem Ginoro abo maixe 6inoro

KONbopy 3i cneundiuHMM 3anaxom meHTony

Ha xpomatorpami BUNpo6oByBaHOro pO3UnHY,
oaepkaHin B po3gini "KinbkicHe BU3HaYeHHA",

Yac yTpMMyBaHHA Nika ayMKNoBipy Ma€ cnisnagatn
3 4acoM YTPMMYBaAHHA NiKa auMKNOBipy Ha
XPOMaTorpami po3unHy NOpiBHAHHA 3 TOYHICTIO £ 2
%

YnbTpadionetosmin CnekTp nika aumknosipy Ha
XpomaTorpami BUNpoboByBaHOro PO3YuHY,
oaepaHin B po3aini "KinbkicHe BU3HayeHHs" Mae
cnisnagatu 3 ynbTpadioneTtoBnM CNekTpom nika
aAUMKNOBIpY Ha XpoMaTorpami po3umHy NOPIBHAHHA
Ta MaTW MakCMMyM NOTNNHAHHA NPW AOBXWHI XBUNb
(25242 um)

Mae 6yTn ogHopiaHUM

Y 10 nonsax 3opy MikpocKona OCHOBHa Maca
4acTok ma€ byt po3mipom He Ginbwe 50 MKM ;
[ONYCKAETbCA HaABHICTb He binbwe 10 yacTok
po3mipom Ao 100 MKM i He 6inblwe 5 yacTok
po3mipom 6inbe 100 MKm

Bin 5,0 pno 8,5

Bia 10 Ma*c po 20 Ma*c

He meHwe 51

He 6inbwe 1,0 %
He 6inbwe 0,3 %
He b6inbwe 0,2 %

He 6inbwe 2,0 %

Bignosipae

Bignosigae

252 Hm

Bianosipae

Bianosigae
13
18 Na*c

Bianosigae

0,3 %
0,0 % (<MB)
0,1 %
0,4 %
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Ten. (044) 496-87-87, Ten /daxc (044) 239-19-38, Ten /paxc (044)49689-42, Ten. (044) 485-26-57 (4inopo6oso)

Mikpo6ionoriyHa ynucrora

3aranbHe 4yncno aepobHux Kpwutepin npuinnatHocti 100 KYO/r

Mmikpoopraniamis (TAMC) 0 (MeHwe 10)

3aranbHe UNCNO APIKAXKOBUX Ta Kputepin npuitnatHocti 10 KYO/r

nnicHasnx rpubis (TYMC) 0 (MeHwe 10)
Staphylococcus aureus BiacyTHicTb B 11 BipcyTHi
Pseudomonas aeruginosa BipcyTtHicte B 1 1 BigcyTHi

KinbkicHe BU3HauyeHHA

auMKNoBIp Bin 47,5 mr po 52,5 mr 8 1 r npenapary (95,0
% - 105,0 % Big HOMiHanbHOro BMicTY) 50,4 mr/r
YnakoBka Mae Bignosigatn BumMoram Bianosinae
MapkyBaHHA Mae signoBigaTn BumMoram Bignoeigae
Tepmin npupaTHoCTi: 3 poku Oo 10.2026

Ymosu 36epiraHHa: 36epirati B opuriHanbHi ynakosui npu Temnepatypi He suwe 25 °C.
KomeHTapi:

3ansa npo ceprudikayiio:

LUnm A 3acsiguyio, Wo BuuieBKa3aHa iHGoOpmaLia € JOCTOBIPHOK i TouHow. Lo cepilo npoaykuii 6yno BupobneHo (Bknouaoum
yNakoBKy/MapKyBaHHA) Ta NPOBEAEHUI KOHTPONb il AKOCTI HAa HUXXUYEBKa3aHii AinbHULI B NOBHIN BignosigHocTi ao Bumor GMP,
BCTAHOB/IEHNX MICLIEBVM DETYNIATOPHVM OPraHoM, a TakoX Yy BiANOBIAHOCTI i3 cneundikauiamn, siki 3HaX04ATbCA Y peecTpauiiHomy
Aocbe/Toprosoi niuexsii. MpoTokonun BUpo6HWLTBA, NaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BcTaHOBNeHa BianosiaHicTs GMP.

NlossoneHo Ao peanisauii / oo BigBaHTaXKeHHA
YnoBHoBaxeHa ocoba — lMposigHuit iHxeHep BCTaBIN fipemeHko B.B.

31.10.2023

Ul
identification

Bupo6Huua ginbHuys:

YKPATHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; NiuenHsia Ha BupobHuuTeo AE Ne 637430 sig 07.04.2015

KoHTponb AakocTi Ta BUgaya fo3sony Ha peanisauiio:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Csinoyrso npo atectauiio Ne 390 gig 22.01.2019
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