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AopiBHIcE 90 MKM Bignoeigae
CTepunbHiCTDL MNpenapat mae 6yTU CTEpPUNbHUM Bignoeipae

KinbkicHe BU3HaueHHA

uunpodnokcaumH Big 2,85 mr po 3,15 mr B 1 mn npenapaty (Ha

MOMeHT BUNYCKY). Big 2,70 mr go 3,30 mr 8 1 mn

npenapary 3,03 mrimn
JEKCaMeTa3oH Big 0,95 mr go 1,05 mr B 1 mn npenapaty (Ha

MOMeHT BUNYCKY). Big 0,80 mr go 1,10 mr 8 1 mn

npenapary 0,97 mrimn
Ynakoeka Mae signoeigaTtu Bumoram Bignoeigae
MapkyeaHHA Mae signoeigaTti Bumoram Bignoeigae
TepmiH npaaTHOCTI: 2 pokn Do 05.2026

¥moBu 3bepiranna. 36epiraTu B opuriHanbHiil ynakosui npu Temnepatypi He Buwe 25 °C. He 3amopoyBatu. TepmiH
NpUOATHOCTI NiCNA BiOKPWUTTA ¢nakoHa - 28 pi6
KomeHTapi:

3anBa npo cepridikayin:

Lum A 2aceipguyio, WO BULeBKa3aHa iHdopMalia € gocToeipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAOYUK
YNaKoBKy/MapKyBaHHA) Ta NpOBeAeHWi KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil AinbHUU| B NOBHIi BignosigHocTi ao sumor GMP,
BCTAHOBMEHWX MICLIEBUM PErynATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLilHOMY
Aocke/Toprosol niueHsii. MpoTtokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepegipeHi Ta BcTaHoBNeHa BignosigHicTs GMP.

AosBoneHo Ao peanizayii / Ao BigBaHTaXeHHA

YnoeHoeaxeHa ocoba — [poBigHWUiA iHxeHep BCTaBll AHppycuk-LLykiHa M.M. 27.06.2024

BupobHnua finbHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; JliueHsia Ha BupoﬁHu_LlTBho AE N° 637430 Big 07.04.2015;

28.10.2021, GMP_UZ - 08:2023 gin 30.11.2023
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KoHTponb AKOCTi T2 BNAaYa f03BOAY Ha peanisayin:
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; CBinouTao
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XpoMarcrpami po3uuHy NOPIBHAHHA Ta MaTy

MaKCHMyM MOTrMWHAHHA NpW BOBXWMHI xBUNi (241+2)
BeH3ankoHio xnopua Ha xpomatorpami BUNpoBoByBaHOrO poO3UMHY,
OTpUMaHiin y po3gini "BeH3zankoHio xnopug”, Yacu
YTPUMYBaHHA nikie romonoris €12 i C14
BeH3aNKOHII0 Xnopuay MaloTb CniBnagary 3 Yacamu
YTPUMYBaHHA nikie romonoris €12 i C14
GeH3aNKOHII0 Xnopuay Ha XpoMaTorpami po3unHy
NOPIBHAHHA 3 TOUHICTIO * 2 % Bignoeigae
pH Big 3,8p04,8 43
OcMonANbLHICTE Big 270 mOcmonb/kr o 330 mOcMonb/Kr 286 mOcmonb/kr
CynposigHi gomiwxmn: Jomiunm yunpodnokcayuHy

eTuneHgiamiHOBWIA aHanor He 6inbwe 0,4 % (Ha MomMeHT BUNycKy). He

6ypb-Aka gomillka

CyMa [OMILIOK

CynposigHi gomiwxm:

Liunpodnokcauuty gopmamin

Binbwe 0.4 %
He 6inbwe 0,2 % (Ha MoMeHT BUNycKy). He
Binbwe 0,2 %
He 6inbwe 0,8 % (Ha MmomMeHT BUNycKy). He

Binbwe 0.8 %

He 6inbwe 0,5 % (Ha MmomMeHT BUNycKy). He

Binbwe 0,5 %

CynposigHi gomiwxu: JomMilukK feKcameTasoHy

AeKCaMeTa3oH rniokcans aHanor

He 6inbwe 1,0 % (Ha MmomeHT BUNYycKy). He

0,0 % (<MKB)

0,0 % (<MKB)

0,0 % (<MKB)

0,0 % (<MKB)

Binbwe 1,0 % 0,1%
17-kapbokci-17-peokci aHanor He 6inbwe 2,6 % (Ha MomMeHT BUNycKy). He
Binbwe 2.6 % 0,1%
6ypb-Aka gomillka He 6inbwe 0,3 % (Ha MoMeHT BUN
Binbwe 1,0 % 0,2 %
CyMa [OMILIOK He 6inbwe 3,5 % (Ha momeH
Binbwe 3,5 % 0,5 %
BensankoHilo xnopug Big 0,02 mr no 0,11 mre 1 0,09 mrimn
O6'em BMIiCTY KOHTEHHepa He meHwe 7,5 mn Bignoeigae
Po3mip vacTok < ”“ _“\\/
YacToK 3 po3mipom MeHLe ato He meHwe 95 %
AOPIBHICE 25 MKM Bignoeigae
YacToK 3 po3mipom MeHLe ato He meHwe 99,5 %
AopiBHICE 50 MKM Bignoeigae

YacTokK 3 po3mipom MeHLe ato

He meHwe 100 %
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Ceptundikar axocri N2 040000115989

LUunpodapm® flekc, kpanni BywHi, cycneHsia no 7,5 mn y ¢pnakoHi, no 1 ¢naxkony y nauui
1MN MPEMAPATY MICTUTb LIMNPODAOKCALIMHY NAPOXNOPUAY 3,5MT ¥ MEPEPAXYBAHHI HA LIMMPOMAOKCALIWH 100%
BE3BOAHY PEMOBMHY 3,0MT; JEKCAMETA3OHY ¥ NMEPEPAXYBAHHI HA 100% CYXY PEYOBWHY 1,0Mr

Homep cepii: 120524 KpaiHa oTpumyBau: YKpaiHa
KinbkicTe npogykuii- 11.930 Tnc.ynak. Ne PeecTp. NoCBigYeHHs: UAM15541/01/01
Hata supoGunyTea: 05.2024 TepMiH aii peecTp. nocBigueHHA:  HeoGMeXeHWi

AHani3s BUKOHaHu# no: MKA 13 no P11 NeUA/M15541/01/01, 3minm Big 11.08.2021 p.

HalimeHyBaHHA NOKa3HUKIB Bumoru AHJ{cneundixkanii) PesynbTaTn BUnpobyBaHb

Onmc PiguHa, wo mictuTb YyacTHKK Ginoro abo malke
6inoro Konbopy, AKi AErKo CyCneHgyioTh nNpu
300BTYBaHHI Bignoeigae
laenTudikayin
uunpodnokcaumH Ha xpomatorpami BUNpoGOBYBaHOMO PO3UNHY,
OTpuMaHiin y po3aini "KinbkicHe BU3HaueHHA",
Jac YTpUMYBaHHA Nnika UunpodnoKcalmHy mae
CniBNaaaty 3 Yacom YTpUMyBaHHA Nika
Lunpo$nokcalMHy Ha XpomaTorpami posunHy
NOPIBHAHHA 3 TOUHICTIO * 2 % Bignoeigae
uunpodnokcaumH ¥neTpadioneToBUi cnekTp NOrAWHAHHA Nika
LunpodnokcalmHy Ha XpomaTorpami
BUNPo6GOBYBaHOrO pO3UKMHY, CTPMMAaHIN B po3gini
«KinekicHe BU3HaueHHA», Mac cniBNagaT 3

ynbTpadioneToBUM CNeKTpom

LmnpodnokcauyuHy Ha Xp
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JeKcameTasoHy Ha XpomaTorpami posunHy

NOPIBHAHHA 3 TOUHICTIO * 2 % Bignoeigae
AeKkcameTasoH ¥YneTpadioneToBUi cnekTp NOrAWHAHHA Nika

JeKcameTasoHy Ha XpomaTorpami BunpoboeysaHoOro

PO3UMHY, OTPUMaHIA B po3aini «KinbkicHe

BU3HAYEHHA», Ma€E CNIBMaaaTh 3 ynsTpadioneToBUMm

CNeKTpOM NOrMUHaHHA nika AeKCaMETA30HY Ha
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