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GENU® nektvH Tvn LM-13 CG

Onucanue NpoayKTa

CsoiicTBa

Tunosble odaacTu
HCIOJIL30BAHUSA

Tunosbie HOPMbI BHECCHUSA

CTaH[[apTHaﬂ YIIakOBKa

CooTBeTCcTBHE HOPMATHBAM

HNndopmanus no
MapKHpPOBKe

HokymeHT Ne: 0002020-09
[ata nepecmoTpa: 15 mapta 2016

GENU® nexrun tunr LM-13 CG — 3T0 IIEKTHH ¢ HU3KOH CTEIEHBIO
aTepu(HUKALNH, SKCTPArUPOBAHHBIN U3 IUTPYCOBBIX BEDKUMOK U
CTaHJAapPTU3UPOBAHHBIN CaXxapo30il.

. cpeHe-ObICTpast CKOPOCTh KEITUPOBAHUS
. CpEeJIHSISI AaKTHBHOCTD C KaJIbIIHEM

TepMocTaOMITBHBIE HKEMBI
II;monoBoO-sIrogHEBIE HAIOJIHUTEIN

0.7-1.0%

[MponykT ymakoBaH B 25 Kr OymMa)kHbIe MEIIKH. Bce ynakoBo4HbIe
MaTepHajbl COOTBETCTBYIOT TPEOOBAHMSAM MUIIEBBIX CTAHAAPTOB
EBponeiickoro Coro3a u ITumesoit u @apmarieBTHUECKOM
Anmvunuctpanun CIHIA (FDA)

[TponsBoauTcs B COOTBETCTBUH ¢ [IpaBriiamu oprann3anuu
MPOU3BOJICTBA M KOHTPOJIsI KadecTBa (CGMP) minst numeBsIx
HPOYKTOB.

Hacrosmuit(ue) ruapoxosutoni(bl) COOTBETCTBYET(I0T) TPeOOBaHHUSIM
K YUCTOTE U O€30MAaCHOCTH, H3JI0KCHHBIM B:

o Kogekce numiebix xumukaros (FCC)

o Crernudukanusax [TUIIEBOroO U CEIbCKOXO03HCTBEHHOTO
komuTetra Beemupnoit Oprannzannu 3paBooXpaHeHust
(FAO/WHO) 1 O0beMHEHHOTO SKCIIEPTHOTO KOMUTETA I10
nuieBsM go6askam BO3 (JECFA)

e Jlupektuse EBponeiickoro Coro3a, yTBEpIUBIIEH
cneurpuKay A7 MUIIEBIX 100aBOK

TpeOoBaHHs K YUCTOTE, UACHTUIHOCTH U MUKPOOHOIOTHUECKUM
MOKA3aTeJISIM U3JIOKEHBI B IOKyMeHTe «YUCTOTa M UIEHTHYHOCTh
nekTuHOB, [lummenoit mpoxykt 0000001

GENU® nextun tun LM-13 CG

E440 nexrtun, cranaapTu3oBaHHBINA caxapo3oi, CAS: 9000-69-5,
57-50-1

J1J1s IpOU3BO/ICTBA MUIIEBBIX TPOAYKTOB .

He npennasHayeH ast pO3HUYHON TOPTrOBIU

www.cpkelco.com
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http://www.cpkelco.com/

GENU® nektvH Tun LM-13 CG

CP Kelco
TexHu4yeckune ycJaoBust [Moka3zarenu Tex. ycnoBus MeTozbl KOHTPOJIS
(mpUCyTCTBYIOT B pH 1% pactBopa 35-40 0006041
ceprudHKaTe aHATU30B) Bnara, % <=12.0 0006042
*Kpenocts crynaus, LMC,375 115-135 0201046

*(DyHKIMOHANBHBIC CBONCTBA TaPaHTHPOBAHBI B TeUeHUE 365 mHel
(12 mecsitieB) ¢ AaThl MPOU3BOACTBA MIPH YCIOBUH XPAHCHUS
MPOJYKTa B 3aKPBITON (paOpUYHON YyIIaKOBKE B XOPOIIIO
MIPOBETPUBAEMOM TTOMEIICHUH.

B cnyuae ncmonp30BaHUS MPOTYKTa MTOCIE NCTEUSHHS
rapaHTHUPOBAHHOTO Mepro/a PYHKIIMOHATLHOCTH, HO B ITpeIeax
neiictust Cpoka xpanenus/crnons30Bath 10, IPOLYKT MOXKET OBITH
WCTIONB30BaH, HO €ro ()yHKIIMOHAIBHEIE CBOMCTBA MOTYT
HE3HAYNUTCIbHO U3MCHUTBCA.

JApyrue xapakTepucTUKHU e  ChplyuHii HECTIEKAIOUIUIICS HOPOLLIOK

e Pasmep yactui: MmeHee 1% kamenu Ha UCTIBITATEIEHOM CUTE
¢ pazmepom sueek 0.250 mm

e [IBer*: Oemblii, 5KENTOBATHIN, CBETIIO-CEPHII HITH CBETIIO-
OexeBblIi

e Bkyc*: mpaktndecku 0€3BKYCHBIH

e 3amax*: mpakTHyecKu Oe3 3amaxa

e (CremneHb dTepUPUKALNU — HE YKa3bIBaeTcs, 00braHO 38%

*) Ilexmun npousgoOUmMcs U3 HaMypanbHO2O CbIPbsl, NOIMOMY

MeACOY PAZHBIMU NAPIMUAMU NPOOYKMA 803MOICHBL OMAUYUS

Cpok xpaHenus/ XpaHUTh B XOPOILIO MPOBETPUBAEMOM ITIOMEIIICHUHN B 3aKPBITON
HCI0JIb30BATh 10 ¢dabpuuHoit ynakoBke. Cpok xpanenus npoaykra 1095 nueit (36
MECSIIEB) C JIaThl H3TOTOBIICHHUSI.
Iepuox Cpoxka xpanenus/VIcroap30BaTh 0 SBISACTCS
rapaHTUPOBAHHBIM IIEPUOJIOM, B TEYEHUH KOTOPOr'0 MBI TapaHTUPYEM
YHCTOTY U HICHTHYHOCTH MPOIYKTA.

JlomosiHuTEILHBIE JlonomHUTEIbHBIE JOKYMEHTHI MPEI0CTaBIISIOTCS 110 3alpOCy B
JMOKYMEHTBI Customer.request@cpkelco.com
IIpousBoacTBO Bo3moxuble 3aBoabs-usrorosurenn komnaanu CP Kelco:

CP Kelco, I'poccenbpone, I'epmanus
CP Kelco, JInumetipa, bpaznnus
CP Kelco, JInnne Ckencpen, lanus

VHcbopmaLs, copepxallasicst B AaHHOM [J0KyMEHTE, COOTBETCTBYET UMEIOLLMMCS HA HACTOsILLee BpeMsi CBEIEHUSIM,  SIBRIIETCS TOYHO M HAIeXHOI, HO BCE PEKOMEHALMN UMK NMPeAnoKeHNs
AaHbl 6e3 kakix-nnbo rapaHTUi, Tak kak Mbl He MOXEM NPeABUAETb UK KOHTPONMPOBATL Te YCMOBUS, B KOTOPbIX AaHHash MHOPMALVS UMK HaLLW NPOAYKTbI MOTYT UCMONb30BaTbCs . Kaxablit
NPOU3BOAVTENb AOMKEH OLEHNBATL CBOW KOHEYHbIE MPOAYKTbI C TOYKM 3PEHMsi MOMHOTO COOTBETCTBMS CYLECTBYIOWMM (hefeparbHbIM, FOCYAAPCTBEHHBIM 1 MECTHbIM 3aKOHOAATENbCTBAM.
Kpome TOro, Mbl MOXEM OTKa3aTbCsl OT 00S3aTeNbCTB B OTHOWEHWM  3aKa34MKOB, HApyLIalOLMX NpaBa WHTENMeKTyanbHOW COBCTBEHHOCTW TpeTbel CTOPOHbI, BKIIOYAlOLLME, HO He
orpaHMuMBaloLyMecs, nateHTamu. Mbl pekomeHayeMm HalMM 3akasduvkaM MofaBWTb 3asiBKM Ha Nioboit 3HaUMMBIA NaTeHT. Hukakve 3asiBnieHWs, coaepxalyuecs B [JaHHOM JOKYMEHTE unu
cAenaHHble HalMMKU COTPYAHUKaMM, HE [OMKHbI TONKOBATbCS HW Kak HaMeK Ha HECYLLECTBEHHOCTb YXe 3aperMCTpUpoBaHHbIX MaTeHTOB, HU Kak PekOMEeHAALMs UNnn NocsraTenbCTBO Ha
BbILUEYNOMSIHYTble MaTeHTbl. TeM He MeHee, MONMMTUKA Hallell KOMMaHUW 3aKmioyaeTcs B TOM, YTOBbl MOMOYb HALUM 3akaduukaM B PelleHun crieumdudeckux npobnem, Kotopble MoryT
BO3HWKHYTb B XOf€ NPUMEHEHMS! HALLNX NPOAYKTOB.
GENU® sBnsieTcs 3apeructpupoBaHHoii Toproeoii mapkoit CP Kelco ApS n/unu CP Kelco US., Inc 1 MoxeT 6bITb 3aperncTpupoBaHa Wnm 3asiBnieHa B ApYrux CTpaHax.
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