CEPKelco

FrEHYJTAKTA KappareHaH Tun LRA-50 [okymeHT: 0003001-36

[Hata nepecmotpa: 25 cpespans 2016

OnucaHue MPOAYKTA I'EHYJIAKTA xapparenan tunt LRA-50 — 510 kKapparenaH,
CTaHIapTU30BAHHBIN Caxapo30il

CBoiicTBa e Kenupyromuit THAPOKOILIIONT
e  VYiyumaeT BKyCOBBIEC XapaKTEPUCTUKU

Tunossbie ob1acTn e KucnomosouHble ecepThl X0JIOTHOTO U TOPSIEro po3jnBa
HUCMO0JIb30BaAaHUA e [lmaBiieHbBIN CBIp
TunoBbie HOpMBI BHECEHMSI 0.2-1.0%
CraHaapTHasi ymnakoBKa MHorocnoliHble OyMa)XHbIE MEIIKHU C TIOJIU3THIICHOBBIM ITAKETOM

BHYTpHU. Bce ynakoBouHbIe MaTepHasbl COOTBETCTBYIOT IHIIEBBIM
crangapram EC u Agmunuctpanuu no IIpoaoBoascTBUIO U
Menukamentam (FDA)

CooTBeTCTBHE HOPMATHBAM [TpousBoautcs B cooTBeTCTBUHM ¢ [IpaBunamu opraHuzaunu
MPOU3BOJICTBA M KOHTPOJIst KadecTBa (GMP) mmst mutieBbIx
MPOAYKTOB.

Hacrosmmii (ue) rumpokomon/ (bI) COOTBETCTBYET JIEHCTBYIOIIIM
TpeOOBaHUAM K YUCTOTE MPOYKTA, U3JIOKEHHBIM B!
e JlokymMeHTe AIMHHHUCTPAILIUH 110 TIPOJIOBOILCTBUIO U
menukamentam (FDA) , 21 CFR 172.620, kappareHan
e Cremudukanusax s kappareHana COBMECTHOTO KOMHTETA
DAO/BO3 110 nueBsIM J00aBKaM
o Jlupextuse EC, yrBepauBIiIci crieriupuKaiuy st
KapparcHaHOB

TpeOoBaHMS K YUCTOTE, HICHTHYHOCTH U MUKPOOUOIOTHYECKHM
IMOKa3aTeJIAM MU3JI0KCHBI B JOKYMCHTC «Yucrora u UACHTUYHOCTD
kappareHana u PES, [Tumesoit npoaykt 0000002

HNndopmanus no I'EHYJIAKTA xapparenan tun LRA-50
MapKHpOBKe
E407 Kapparenan, cTanJapTU30BaHHBIN caxapo30i,
CAS: 9000-07-1, 57-50-1

21.115[ IIPOMBIIIJICHHOT'O IMIPOXU3BOACTBA IMTPOAYKTOB ITUTAHUA.
HpO,Z[YKT HE NpCAHA3HAYCH IJIA pO3HPI‘-IHOﬁ TOPIrOBJIN.
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F’EHYJIAKTA kappareHaH tvn LRA-50

TexHu4yeckune ycJaoBUsl [Moka3zarenu Tex.ycnoBus MeToa1ka KOHTPOJIS
(TIpUCYTCTBYIOT B pH (0.5% p-pa) 7.0-10.0 0006047
Cepru(uKare aHaIU30B) Bnara, % <=12.0 0006048
*Kemup. cnocodnocts (80°C) % 85 —115 0303021
*OpraHojenTHuecKie CBOUCTBa  0100PEHBI 0303021
AbspoOubie baktepuu, KOE/r <=5000 0800001
[Tnecens n npoxxku, KOE/T <=200 0800002

*MDyHKIMOHATHHBIC CBOMCTBA TAPAHTUPOBAHBI B TeUCHUE 365 nHel
(12 mecsmeB) ¢ qaThl MPOU3BOCTBA NP YCIOBUU XPAHEHUS
MPOAYKTa B 3aKPBHITOH (paOpUIHON YIIaKOBKE B XOPOIIO
IIPOBETPHUBACMOM IOMCIICHUH.

B ciyyae ncnonb30BaHus MPOIYKTA TIOCIIE HCTECUCHHSI
rapaHTUPOBAHHOTO Meproa (YHKIIMOHATIBHOCTH, HO B TIpE/Ieiax
nerictBus Cpoka rogaoctu/Mcnons30BaTh 10, MPOIYKT MOXKET OBITh
HCIIOJIb30BaH, HO €ro ()yHKIIMOHAIBHEIC CBOHCTBA MOTYT
HE3HAYUTETIPHO H3MEHHUThHCS.

Jpyrue xapakTepucTHKH e  Cpinmyunii HeCTIEKAIOIIMKCS TOPOLIOK
Pazmep uactun — menee 3% kamenu Ha UCTIBITATEILHOM CHUTE
¢ pazmepom sueek 0.075 MM
e [IBer*: Oemblii, 5KENTOBATHIN, CBETIIO-CEPHII HITU CBETIIO-
OexeBblIi
e Bkyc*: nmpakTudecku O€3BKYCHBII
e 3amax*: mpakTHUECcKH Oe3 3amaxa

*)Kappazenan npouzgo0umcs uz HAmMypaibHo2o Culpbsi, NOIMOMY
MedHCOY PAZHBIMU NAPMUAMU BPOOYKMA 803MONCHBL OMIUYUSL NO
YBEMHOCMU, 3aNax)y U 6KyCcy.

Cpok xpaHenus/ XpaHUTh B XOPOIILIO MPOBETPHBAEMOM ITOMEIIEHNH B (habpuaHOM

HCIO0JIb30BATh /10 ynakoBke. Cpok xpaHeHust npogykra 1095 nueit (36 mecsiues) ¢
JIaThl U3TOTOBIIECHUS.
Iepuoxn Cpoxka xpanenus/Vcnosb30BaTh 10 OCHOBAaH Ha
cneurn(pUKaUIX YUCTOThl U HACHTUYHOCTH MPOJYKTA U SBJISETCS
rapaHTUPOBAHHBIM IIEPHOAOM, B TEYCHUH KOTOPOT'O MBI
rapaHTHPYEM, YTO MPOIYKT OTBEUAET KPUTEPHUIM YHCTOTHI U
UAECHTUYHOCTH, ONPEACICHHBIM B pa3/ielie COOTBETCTBHSA

HOpMAaTHUBaM.
JlomoiHUTEILHBIE JlonomHUTETbHBIE JOKYMEHTHI MPEI0CTaBIISIOTCS 110 3aIIPOCy B
AOKYMEHTBI Customer.request@cpkelco.com
ITpousBoacTBO Bo3moxnbIe 3aBonb-u3rorosurenn komnaanu CP Kelco:

CP Kelco, LeOy, ®umunmuHbl
CP Kelco, JInnne Ckencsen, lanus

VHbopmaLums, coaepxalyasics B JaHHOM JOKYMEHTE, COOTBETCTBYET UMEIOLLMMCS CBEAEHUSAM, SBNAETCS TOYHOW W HAAEXHON, HO BCE PEKOMEHAaLMM Uk NPeanoxeHus faHsl 6e3 Kakix-
MO rapaHTUi, Tak kak Mbl HE MOXEM MPEABUAETb UMK KOHTPONMPOBATL TE YCIOBIS, B KOTOPbIX AaHHas MHAOPMALMS UKW HaLM NPOAYKTEI MOTYT UCNONb30BATLCA.  Kaabiii npoussoauTens
[OMKEH OLIEHWBATb CBOW KOHEYHbIE MPOAYKTLI C TOYKW 3PEHIsi MOMHOTO COOTBETCTBMS CyLLECTBYIOWMM (heaepanbHbIM, ToCYAapCTBEHHbIM 1 MECTHBIM 3akoHoAaTenbCcTBam. Kpome Toro, Mbl
MOXeM OTKa3aTbCsi OT 06S3aTenbCTB B OTHOLIEHAM — 3aKA34MKOB, HapyLLalOWMX MpaBa MHTENMeKTyanbHoii COBCTBEHHOCTM TpeTbeil CTOPOHbI, BKIHOYAIOLLME, HO HEe OrpaHUuuBaloLMecs,
nateHTamu. Mbl PEKOMEHyeM HalLWM 3aKa3uukaMm MOAaBUTL 3asBKW Ha MIOBOM 3HAUMMBbIA NaTeHT. Hukakve 3asBReHMs, CoLepXallMecs B AAHHOM [OKYMEHTE WM CAEenaHHble HawmMm
COTPYAHUKAMM, He AOMKHBI UCTOMNKOBBLIBATLCA HY Kak HAMEK Ha HECYLECTBEHHOCTb CYLLECTBYIOLMX NaTEHTOB, HU Kak PEKOMEHJaLMs UM NOCAraTenbCTBO Ha BbILEYNOMSHYTbIE NaTeHTbl. Tem
He MeHee, NOMUTHKa HaLLei KOMNAHUK 3aKmtoyaeTcst B TOM, YToGbl MOMOYb HALUMM 3aka3uukaMm B PELLeHnn creumduyeckux npobnem, KoTopble MOryT BO3HUKHYTb B XOAE NPUMEHEHUS HaLumx
NpPOAYKTOB.

GENU sBnsieTcs 3apeructpupoBaHHoil Toprosoii Mapkoii CP Kelco ApS uunmu CP Kelco US., Inc 1 MoxeT 6biTb 3aperucTpupoBaHa Unu 3asiBrieHa B Apyrvx CTpaHax.
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