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Ten. (044) 496-87-8%, Ten./paxc (044) 239-19-38, Ten./pakc (044)49689-42, Ten. {044) 486-26-57 (uinopoSoso)

Ceprtudikar akocri Ne 040000098340
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LUnnpodapm® flexc, kpanni Bywsi, cycnensia no 7,5 mn y dnakoHi, no 1 dnakony y nauyi
1M1 MIPEMAPATY MICTUTb LIMNPOGIOKCALIMHY TAPOXNOPUAY 3,5M Y NEPEPAXYBAHHI HA LIMNPO®IOKCALMH 100%
BE3BOAHY PEHOBMHY 3,0MT; JEKCAMETA3OHY Y MEPEPAXYBAHHI HA 100% CYXY PEYOBUHY 1,0Mr

Homep cepii: 20122 KpaiHa oTpumysay: YKpaina
KinskicTe npogykuii: 12.096 Tuc.ynak. Ne Peectp. nocsigueHHs: UA/15541/01/01
Hata BupobHuyTBa: 01.2022 Tepmin pit peectp. noceigueHHn:  HeobmexeHui

Aanl3 BUKOHaHMiA No: MKA N3 go PN NeUA/15641/01/01, 3minm sig 11.08.2021 p.

Halimenysannsa noKasHukis Bumory AHJ(cneundikauii) Pesynbratn sunpobyesans

Onnc Pip,mua; o MICTUTb YacTUHKK Ginoro abo maiixe
6inoro Konbopy, AKI nerko cycnexayioTs npu
360BTyBaHHI Bignoeigae
laenTudikayia

umnpodnokcaumH Ha xpomatorpami Bunpo6osysaHoro poaumnHy,

OTPVMAHIN y po3aini "KinbkicHe BUsHaueHHA",

uac yTIUMYBaHHA Nika uMnpodnoxkcaumHy mae

CniBnagari 3 Yacom yTpUMyBaHHA nika

UMNPOGNoKCaLMHy Ha XpoMaTorpami PosuMHy

NOpPiBHAHHA 3 TOUHICTIO + 2 % Bignoeigae
LUMNpPOGROKcaLmH YnbTpathionetosuit CnexTp nornmnHakiHAa nika

umnpocl)noxcaumuy Ha xpomaTorpami

BMNPOGOBYBAaHOrO PO3UMHY, OTPUMAHIN B posgini

«KinbKicHe BU3HaveHHs», Ma€ cnignagaTy 3

YNbTpadioneToBUM CNEKTPOM NOTAVHaHHS Nika

unnpodnokcauny Ha xpomaTorpami PO34UHY

NOPIBHAHHA Ta MaTV MAKCUMYM NOTAMHAHHA NPU

BOBXUHI xBWAi (278£2) Hm. 280 Hm
fleKcamMeTaszoH Ha xpomarorpami sunpo6osysaHoro posuuny,

OTPUMAHIA Y po3Aini "KinbKicHe BusHayerHA",

4ac yTpuMyBaHHA nika AEKCaMEeTa3oHy mae

cniBnagatv 3 Yacom YTpuMyBaHHA nika
AeKCaMETa30oHy Ha XPOMaToOrpami posLMHy :
NOPIBHAHHA 3 TouHicTIo £ 2 % 2 A Bi}i‘nosinae
fileKcameTa3oH YneTpadionetosuii ciekTp nornvHaxHAa nika ‘\ : | ] )
AeKCaMeTa3oHy Ha xpomatorpami anpoéosygaﬁ‘ord A

PO34MHY, OTpUMaHIl B8 pozgini «KinbkicHe '

a1

BU3HAYEHHAY, Ma€ cniBnagatv 3 ynetpadionetosum "

CNeKTpPOM NOrMuHaHHA nika AéKcaMeTasoHy Ha
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Ten. (044) 496-87-87, Ten./baxe (044) 238-19-38, Ten./parc (044)49680-42, Ten. (044) 485-26-57 {uinonoboso)

XpomaTtorpami po3unHy nopisHAHHA Ta MaTi
MaKCUMYM NOFMMHARHA NpU BOBXWHI xBuNI (241£2)

HM. 240 um
6eH3ankoHio xnopup Ha xpomarrorpam! sunpo6osysanoro PO34uHY,

oTpumaHiii y posaini "Bensankoniio xnopug", uacw
yTpuMyBaHHa nikls romonoris C12 | C14
Bensankouil xnopudy MaioTh cniBnagaTy 3 yacamu
yrpwmyaaﬁun nikis romosnoris C12 1 C14

6eH3ankoHiko Xnopuay Ha xpomartorpami posumHy

NOpPIBHAHKA 3 TOYHICTIO + 2 % Bignosigae
pH Bin 3,8 nc 4,8 4,3
OcmonantHicTb Bin 270 mDemons/kr o 330 mOcMonb/kr 284 mOcmons/kr

Cynposigni gomiwkn: Jomiwkn uunpodnoxcaynHy

eTunexgiamiHoBui ananor He binbwe 0,4 % (Ha MomeHT BUnycKy). He
6inbwe 0,4 % 0,0 % (<MKB)
Gynb-ka pomiluka He 6inbwe 0,2 % (Ha momeHT sunycky). He
6inbwe 0,2 % 0,1%
cyma AoMiloK He 6inblwe 0,8 % (Ha momeHT Bunycky). He
Ginbiwe 0,8 % 0,1 %
Cynposiani pomiwxn: ’
Uunpodnokcauuty dopmamig He 6inbwe 0,5 % (Ha momeHT Brnycky). He
6inbwe 0,5 % 0,0 % (<MKB)
Cynposignl pomiwkn: Domiwku AeKcameTasoHy
AeKcameTasoH rniokcanb aHanor He 6inewe 1,0 % (Ha momeHT Bunycky). He
6inblwe 1,0 % : 0,2 %
17-kapbokci-17-geokci aHanor He 6inbwe 2,6 % (Ha MomeHT BUMYycKy). He
Binbwe 2,8 % 0,0 % (<MKB)
Byab-aka fomiluka He 6inbwe 0,3 % (Ha momeHT BUNYCKy). He
binbwe 1,0 % 0,1%
Cyma AOMILIOK He 6inbwe 3,5 % (Ha momeHT sunycky). He
Binbiwe 3,8 % 0,3 %
BensankoHito xnopuna Bin 0,09 Mr 40 0,11 Mre 1 mn npenapary 0,10 mr/mn
Ob'em BmicTy KoHTeHepa He meHwe'7,5 mn : /ﬁm .;iiigmsinae
Poamip vacrok | / \"\:_ g
Yacrok 3 posmipom meHwwe abo He meHue 95 % | ,‘ “1 5
AopisHioe 25 MKM TRl - “"Binno;iigafe
YacTok 3 posmipom meHwe abo He meHwe 99,5 % b : /’
fopisHioe 50 mMkm coT B}nggs'inae
Yacrok 3 pozmipom meHwe abo He meHwe 100 % h =
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Ten. {044) 496-87-87, Tentaxc (044) 239-18-38, Ten./dbakc (044)496893-42, Ten. (044) 485-26-57 (ulnopoSoeo)

popisHioe 90 Mkm Bignosinae
CrepunbHicTb MNpenapar mae 6yTn CTepunbHUM Bignosipae

KinbKicHe BU3HaueHHA

uunpodnokcaumH Bia 2,85 mr go 3,15 mr B 1 mn npenapary (Ha

MOMeHT Bunycky). Big 2,70 mr o 3,30 mre 1 mn

npenapary 3,11 mr/mn
JeKCameTasoH Big 0,95 mr go 1,05 mr B 1 mn npenapary (Ha

MomeHT Bunycky). Big 0,90 mr go 1,10 mre 1 mn

npenapary 1,00 mr/mn
YnakoBKa Mae signosinaty ByMoram Bignosigae
MapkysaHH#A Mae BiuﬁosinaTm BuMOram Bianosigae
Tepmin npuaaTHOCTI: % POKM [o 01.2024

YmoB#u 36epirannna:  36epiratu B opurinanbHiil ynakosui npu Temnepatypi He euwe 25 °C. He 3amopoxysat. TepMmin
npuaaTHOCT] nicnA BiaKPUTTS ¢ndkona - 28 b
Komenrapi:

3ansa npo cepTndikauit:

Lm m 3acsiguyio, w0 BuLieBKa3aHa in)opmauiﬂ € pocrosipHoio i TouHow. Lo cepilo npopykuil 6yno supobnexo (sxkniouaoun
yrnakosKy/MapKyBsaHHA) Ta NPOBeAEHUIN KOHTPONS 1l AKOCTI Ha HUWXKYEBKa3aHii ginbHvyi B noeum signosigrocTi o sumor GMP,
BCTAHOBNEHUX Mlcuest PErynATOPHUM OPraHoM, a TakoX y Binnoalguocri i3 cneuwblxauinmm HTbCﬂ y peecrpaumuomy

do3soneno Ao peanizayii / 4o BigBaAHTAMEHHA ‘
YnosHoBaxeHa ocoba — [Npoeighni iHxkeHep BCTaBll

Bupo6xuua ginbHuuA:

Cept.GMPN2076/2019/GMPsig06.11.201 9;N9072/201 9/GMP&in10.10.2019;GMP/EAEU/B 18in25.02.2021;
UP/1-530-10/21-03/13 sig 28.10.2021

Koutponb axocri Ta Bngaua nossony Ha peanisauiio!
YKPAIHA, 04080 m. Kuis-80, syn. Kupunisceka, 74; CeigouTtso npo atectauiio Ne 390 sig 22.01.2019
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OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten fdaxc (0444968542, Ten. (044} 48526 57 (uinofoboso)

Ceprundikar axocri N 040000107022

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: 80323 KpaiHa oTpumyBau: YKpaiHa
KinbkicTe npogykuii- 11.930 Tnc.ynak. Ne PeecTp. NoCBigYeHHs: UAM15541/01/01
Hata supoGunyTea: 03.2023 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

ynbTpagdioneToBUM CNEKTPOM NOrMIMHAHHA Mika

LunpodnokcalmHy Ha XpoMaTorpami posunHy

NOPIBHAHHA Ta MaT MaKCMMYM MOTMMHAHHA NPy

BOBXWHI xeuni (27812} Hm. 280 Hm
JieKcameTasoH Ha xpomaTorpami BUNpo6OBYBaHOro poO3UnHY,

OTpUMaHiin ¥ po3aini "KinbkicHe BU3HaYeHHA",

yac YTpUMYBaHHA NiKa JeKCaMETa3oHy MaE

CniBNaaaTy 3 Yacom YTpuMyBaHHA Nika

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

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000107022 c
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HM. 242 um

OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten fdaxc (0444968542, Ten. (044} 4852657 (uinofoGoso)

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 300 mOcmonb/kr
CynposigHi gomiwxmn: Jomiunm yunpodnokcayuHy

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

6ypb-Aka gomillka

Binbwe 0.4 %

He 6inbwe 0,2 % (Ha MoMeHT BUNycKy). He

0,0 % (<MB)

Binbwe 0,2 % 0,1%
CyMa [OMILIOK He 6inbwe 0,8 % (Ha MmomMeHT BUNycKy). He
Binbwe 0.8 % 0,1%

CynposigHi gomiwxm:

Liunpodnokcauuty gopmamin

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

Binbwe 0,5 %

CynposigHi gomiwxu: JomMilukK feKcameTasoHy

AeKCaMeTa3oH rniokcans aHanor

17-kapbokci-17-peokci aHanor

6ypb-Aka gomillka

CyMa [OMILIOK

He 6inbwe 1,0 % (Ha MmomeHT BUNYycKy). He
Binbwe 1,0 %
He 6inbwe 2,6 % (Ha MomMeHT BUNycKy). He
Binbwe 2.6 %
He 6inbwe 0,3 % (Ha MmomMeHT BUNYycKy). He
Binbwe 1,0 %

He 6inbwe 3,5 % (Ha MmomMeHT BUNycKy). He

0,0 % (<MB)

0,4 %

0,0 % (<MB)

0,0 % (<MB)

Binbwe 3,5 % 0,4 %

BensankoHilo xnopug Big 0,09 mr go 0,11 mr e 1 mn npenapary 0,09 mrimn
O6'em BMIiCTY KOHTEHHepa He meHwe 7,5 mn Bignoeigae

Posmip 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 %

Cepmudbixam nidnucano efeKmpoHHUM hidnucom

D 040000107022
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OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten fdaxc (0444968542, Ten. (044} 48526 57 (uinofoboso)

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 3,02 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 0,98 mrimn
Ynakoeka Mae signoeigaTtu Bumoram Bignoeigae
MapkyeaHHA Mae signoeigaTti Bumoram Bignoeigae
TepmiH npaaTHOCTI: 2 pokn Jo 03.2025

¥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 AHApYcuK MM, 10.04.2023

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

Cepmudikat GMP Ne 039/2022/GMP eig 25.08.2022; GMP/EAEU/BY/0045-2021 Big 25.02.2021; UP/1-530-10/21-03/13 Big
28.10.2021

KoHTponb AKOCTi T2 BNAaYa f03BOAY Ha peanisayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CeigouTeo npo atecTauiio N2 320 Big 22.01.2019

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000107022 Crop.3 33


http://www.tcpdf.org

