CPKelco
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GENULACTA® KapparmHaH tun K-100
HokymeHT Ne: 0003300-35:

Hata nepecmotpa: 25 dpespana 2016

Onucanue NpoayKTa GENULACTA® xkapparunan tun K-100 — 310 kapparuHas,
CTaHIapTU30BAHHBINA Caxapo30il.
CaoiicTBa ¢  CrabWmu3NPYIOUINH THAPOKOIITOHT
OMHOPOTHOCTH CYCIICH3MH YaCTHI KAKA0 U HEPACTBOPHMOTO
KaJIbIIUs

e [lIpengorBpamieHue cenapauuu
VYayduieHue BKyca

Tunosble 00JacTH
HCII0JIb30BaHNSA

HetitpanbHbie OENKOBBIC HATUTKU
[ITokonagHOE MOJIOKO
ApOMaTHU3UPOBAHHBIC MOJIOUHBIC HAITUTKU
CrymieHoe MOJIOKO

PexomMOuHMpOBaHHOE MOJIOKO

TunoBbie HOpMBI BHECEHMSI 0.01 - 0.03 % mo roToBOMY MPOAYKTY

CranpapTHasi ynakoBKa 25 kr OymakHbI€ MEIIKH. Bce ynakoBOYHbIE MaTepHaibl
COOTBETCTBYIOT MHUIIEBHIM cTanaapTaM EC u AAMUHUCTpanuu 1mo
[Tponososbcrrio U Menrkamentam (FDA)

CooTBeTCTBHE HOPMATHBAM [IpousBoautcs B cooTBeTcTBHU C [IpaBuinamu opranuzanuu
MPOM3BOJICTBA ¥ KOHTPOJIst KadecTBa (CGMP) st mumeBsIx
MPOJYKTOB.

Hacrosmmii (ue) rumpokomion/y (bI) COOTBETCTBYET JIEHCTBYIOIIIM
TpeOOBaHUAM K YUCTOTE MPOYKTA, U3JIOKEHHBIM B!
o JlokyMeHTe AJMHHHUCTPALIMH 110 TIPOJIOBOJILCTBUIO U
menukamentam (FDA) , 21 CFR 172.620, kapparuHan
e Cremudukanusax s kapparnaana CoOBMECTHOTO KOMUTETA
DAO/BO3 110 nueBsIM J00aBKaM
e Jlupextuse EC, yTBepamBiieii crienuuKauy st
KapparuHaHOB
TpebGoBaHus K YUCTOTE, UACHTUIHOCTH U MUKPOOHOIOIHUECKUM
MOKA3aTeJSIM U3JI0KEHBI B IOKyMeHTe «YUCTOTa M UIEHTHYHOCTh
kapparuHana u PES, [Tumesoit npoxykt 0000002»

HNudopmanus no GENULACTA® xapparunan tun K-100

MapKHPOBKe E407 Kapparunas, cTanapTH30BaHHBIN caxapo3oil,
CAS: 9000-07-1, 57-50-1

21.115[ IIPOMBIIIJICHHOT'O IMPOXU3BOACTBA IMTPOAYKTOB ITUTaAHUA.
HpO,Z[YKT HE NpCAHA3HAYCH IJIA pO3HH‘{HOﬁ TOPIrOBJIN.

www.cpkelco.com
ctp. 1



http://www.cpkelco.com/

GENULACTA® kapparuHax Tun K-100

CP Kelco
TexHnuyeckue ycjaoBust Ioxazarenn Tex.ycnoBus Meroanka KOHTPOJIS
(IpUCYTCTBYIOT B pH (0.5% p-pa) 7.0-10.0 0006047
Ceptudukare aHaIM30B) Buara, % <=12.0 0006048
*Bsskocts (100Mr), cII3 25 - 35 0303110
Abspobusie baktepuu, KOE/r <=15000 0800001
[Tnecens u mpoxoxu, KOE/r <=200 0800002

*DyHKINOHANBHBIE CBOHCTBA TapaHTHPOBaHbI B TeueHue 730 qHei
(24 mecsieB) ¢ AaTHl TPOU3BOACTBA MPH YCIOBUU XPaHEHUS
MPOAYKTa B 3aKPHITOH (paOpUIHON YyIIaKOBKE B XOPOIIIO
[IPOBETPUBAEMOM IIOMEILICHHH.

B ciydae nucnonbs3oBaHus MPOAYKTa MOCIIE HCTEUEHUS
rapaHTUPOBAHHOTO TIeproAa GYHKIMOHAIBHOCTH, HO B MpeIenax
nevictBust Cpoka rogHocTr/Mcnons30BaTh 10, MPOIYKT MOXKET OBITh
WCTIOJIb30BaH, HO ero ()yHKIMOHAIbHBIE CBOHCTBA MOTYT
HE3HAYNUTCIbHO NU3MCHUTHCA.

JApyrue xapakTepucTUKHU e  Chply4Hii HECTIEKAIOUIUIICS NOPOLLIOK
e Pa3mep yactun — MeHee 3% KaMeau Ha UCTIBITATEILHOM CUTE
¢ pazmepom sueek 0.250 mm
o [IBeT*: OebIiA, )KEITOBATHIN, CBETIIO-CEPHII MU CBETIIO-
OCIKEBBII
e Bkyc*: mpakTudecku O€3BKYCHBII
e 3amax*: mpakTH4YecKH Oe3 3amaxa

*)Kappazunan npousgooumcs u3 HamypaibHO20 Cbipbsl, ROIMOMY
MeAHCOY PA3HbIMU NAPTUAMY NPOOYKIMA GO3MOICHBL OMAUYUS NO
Y6emHOCMU, 3aNaxy U 6KyCy.

Cpok xpaHenus/ XpaHUTh B XOPOIIIO MPOBETPUBAEMOM ITOMEIIEHNH B (haOpuiHOM
HCMO0JIb30BATh /10 ynakoBke. Cpok xpaHeHus npoaykra 1095 nueit (36 mecsies) ¢
JIaThl U3TOTOBIICHUSI.

Iepuoxn Cpoxka xpanenus/Vcnosib30BaTh 10 OCHOBAaH Ha
crierUpUKAIISIX YACTOTH U UACHTUIHOCTH MPOYKTA U SBISETCS
rapaHTHUPOBAHHBIM IEPHOIOM, B TEUEHHH KOTOPOTO MBI
rapaHTupyeM, 4TO MPOAYKT OTBCUACT KPUTCPUAM YHUCTOTHI U
WJEHTUIHOCTH, OTIPEACIICHHBIM B pa3/ielic COOTBETCTBUS

HOpMAaTHUBaM.
JlomoiHUTEILHBIE JlonomHUTENbHBIE JOKYMEHTHI MPEI0CTABIISIOTCS 110 3aIIPOCy B
AOKYMEHTBI Customer.request@cpkelco.com
ITpousBoacTBO Bo3moxnbIe 3aBoabp-u3rorosurenn komnaanu CP Kelco:

CP Kelco, Ceby, ®unmunmusbt
CP Kelco, JInnne Ckencsen, lanus

WHcbopmaLus, copepxalyascs B JaHHOM JOKYMEHTE, COOTBETCTBYET UMEIOLUMMCS CBEIEHUAM,  SIBNSIETCS TOYHOI U HAflEXHOM, HO BCE PEKOMEHAaLMM Uk NpeanoxeHus faHbl 6e3 kakux-nubo
rapaHTUit, Tak kak Mbl He MOXEM MPeABWAETb UMM KOHTPONMPOBATL Te YCIOBMS, B KOTOPbIX AaHHast MHPOPMALWs UMW HaLM NPOAYKTbI MOTYT UCMOMb3oBaThCs. Kakablit Mpou3BoAUTENb AOMKEH
OLIeHMBATb CBOW KOHEYHbIE NMPOAYKTbI C TOYKW 3PEHNS MOMHOTO COOTBETCTBUS CYLLECTBYIOLMM (hefepanbHbIM, TOCYAAPCTBEHHIM 11 MECTHBIM 3aKOHOAaTenbCTBaM. Kpome TOro, Mbl MOXeM
0TKa3aTbCsl OT 063aTENbCTB B OTHOLIEHNM  3aKa34WKOB, HApYLLAIOLLMX NpaBa MHTENNeKTyanbHoil COBCTBEHHOCTU TPETbEN CTOPOHbI, BKIOYAIOLLME, HO HE OrpaHM4MBaoLLMecs], nateHTamu. Mol
PekoMeHyeM HalMM 3aka3dyikaM MOAaBUTb 3asBKM Ha NGOt 3HAUMMbIA NaTeHT. Hukakve 3asBneHus, coepxalumecs B JaHHOM [OKYMEHTE MMM CAenaHHble HalvMK COTPYAHUKaMM, He
JOMKHBI UCTOMKOBBIBATLCS HIA Kak HAMEK Ha HECYLLECTBEHHOCTb CYLLECTBYIOLMX NMATEHTOB, HU Kak PEKOMEHAALIAS N NOCSraTeNbCTBO Ha BbILLEYNOMSIHYTLIE NaTEHTLL. TeM He MeHee, NonuThka
HalLieil KoMNaHU 3aKmnioyaeTcs B TOM, YTOBbl NOMOYb HALUIMM 3aKa3yukam B peLeHnn cneLydneckux npobnem, KoTopble MOry T BO3HUKHYTb B XOA4€ NPUMEHEHIS HALLMX MPOAYKTOB.
GENULACTA ® siBnsieTcs 3apeructpupoBaHHoi Toproeoi mapkoii CP Kelco ApS uimnm CP Kelco US., Inc. n moxeT 6biTb 3aperncTpupoBaHa Unu 3asierneHa B Apyrix cTpaHax
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