NHDOOPMAIINA O ITPOAYKTE

CPKelco

A HUBER COMPANY

GENU® nektnH 150 USA-SAG t™un DZ megneHHOU cagku

KOHOUTEPCKUMN

Onucanue NpoayKTa

CpoiicTBa

Tunosble o0J1acTH
HCIO0JIb30BaHUS

Tumnosbie HOPMbI BHECCHUSA

CTaH}]apTHaH YnaxkoBKa

CooTBeTCTBHE HOpMaTuUBamM

HNudopmanus mo
MapKHPOBKe

HokymeHT Ne: 0001112-32
[ata nepecmotpa: 25 aHBapsa 2016

GENU® niexktun 150 USA-SAG tun DZ mennennoi cagku
KOHIUTEPCKHUH — 3TO MEKTHUH C BBICOKOH CTETMEHBIO 3TeprBUKAIINH,
9KCTPArvupOBAHHBIH U3 IIUTPYCOBBIX BEKUMOK U
CTaHJIapTU3UPOBAHHBIN caxapo30il.

. Huskas temmneparypa canku
Kenmupyromas no6aBka 1y KOHIUTEPCKUX MPOAYKTOB

[Ipou3BOACTBO KOHAUTEPCKUX U3

0.8—-2.0%

[poayxT ymakoBaH B 25 Kr OymMakHbIe MEIIKH. Bce yrmakoBo4YHbIe
MaTepHalbl COOTBETCTBYIOT TPEOOBaHHSAM THIICBBIX CTAHAAPTOB
EBponeiickoro Coro3a u [Iumepoit 1 @apManeBTHUECKON
Anmunuctparuu CIIA (FDA)

IIpousBoaurcs B coorBercTBUU C IIpaBuiiamu opraHuzanuu
MPOU3BOJICTBA U KOHTPOJIs kKauecTBa (CGMP) 1ist NHIIEBBIX TPOIYKTOB.

Hacrosmuii(ne) ruapoxomnona(kl) COOTBETCTBYET(FOT) TpeOOBaHUSIM K
YUCTOTE U OE30MMaCHOCTH, H3JI0KEHHBIM B:

e Konekce mumiessix xumukaros (FCC)

e HopwmaruBHbIX nokymeHTax [lumesoro u
CeJIbCKOXO03sIiCTBEHHOTO0 KomuTeTa Beemupnoit Opranuzauuu
sapaBooxpanenus (FAO/WHO) u O6benHEHHOTO SKCIIEPTHOTO
KOMHUTETa 1Mo nHiieBbiM 1o6aBkam BO3 (JECFA)

e Jlupextuse EBponelickoro Corosa, yTBepaUBIIECH
creru(pUKAIIH JUTS TUIIEBBIX J0OaBOK

TpeboBaHNS K YHCTOTE, UACHTUIHOCTH U MHUKPOOHOIOTHIECKUM
[TOKAa3aTeNsIM U3JI0’KEHBI B TOKyMEHTe «YHCTOTa M HIEHTUYHOCTD
nekTrHoB, [Inmesoit npoxykt 0000001

GENU® nexrun 150 USA-SAG tun DZ memeHHoi canku
KOHIUTEPCKUI

E440 Ilextun, crangapTusnpoBanHbiii caxaposoit, CAS: 9000-69-5,
57-50-1

J11st mpor3BOACTBA IPOAYKTOB TUTAHHS.

He npennasnauen a1t po3HUYHOM TOPTOBIIH.
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GENU® nektnH 150 USA-SAG t™n DZ meaneHHOU cagku
KOHOUTEePCKUN

HokymeHT Ne: 0001112-32
Oata nepecmoTpa: 25 aHBaps 2016

CP Kelco
TexHn4yecKue ycja0BuUsi Ioxazarenn Tex. ycnoBus Metoabl KOHTPOJSA
(mpucyTCTBYIOT B Crenens srepudukaryu, %o 58.0-62.0 0006010
cepTHdHKaTE aHATH30B) pH 1% pactBopa 29-34 0006041
Bnara, % <=12.0 0006042
*B3-SAG, crenens USA-SAG 145 - 155 0101001

* QOyHKIIMOHAIBHBIE CBOHCTBA MTPOTYKTA TapaHTHPOBAHBI B TCUCHHE
365 mueii (12 mecsieB) ¢ 1aThl IPOU3BOICTBA TIPU yCIOBHU
XpaHeHUs MMPOJYKTa B 3aKPBITON (pabpUIHO yITaKOBKE B XOPOIIO
HPOBETPUBAEMOM ITOMEIIICHHUH.

B ciydae ncrnons30BaHus TPOAYKTA MOCIIE UCTEUCHHS
rapaHTUPOBAHHOTO Neproa (YHKIMOHAIBHOCTH, HO B Ipejeiax
neiictust Cpoka xpanenus/Vcrnons30Bath 10, TPOIYKT MOXKET OBITH
UCIIOJNIb30BaH, HO ero (YHKIIMOHAIBHBIE CBOHCTBA MOTYT
HE3HAYUTEITHHO H3MEHUTHCS.

JApyrue xapakrepucTuku e  Chplnyunii HECMIEKAIOUIUIICS NOPOLLIOK

e Pa3mep yactui: meHee 1% kamenu Ha UCTIBITATEILHOM CUTE
¢ pazmepom sueek 0.250 mm

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

e Bkyc*: mpakTndecku 6€3BKYCHBIH

e 3amax*: mpakTHYECKH Oe3 3amaxa

*) [lexmun npousgoOUmMcsl U3 HAMypParbHO20 CbIPbsl, NOIMOMY

MeAHCOY PasHbIMU NAPMUAMY NPOOYKMA BO3MOICHBL OMIUUUSL.

Cpok xpaHenus/ XpaHUTh B XOPOILIO MPOBETPUBAEMOM ITIOMEIIICHUH B 3aKPBITOM
HCI0JIB30BATh 10 ¢dabpuuHoit ynakoBke. Cpok xpanenus npoaykra 1095 nueit (36
MECSIIIEB) C AaThl H3TOTOBIICHUSL.
Iepuox Cpoxka xpanenus/VIcroan30BaTh 0 SABISACTCS
rapaHTUPOBAHHBLIM [IEPUOJIOM, B TEYEHHUU KOTOPOr'0 MBI TapaHTUPYEM
YHCTOTY U HICHTHYHOCTB MPOIYKTA.

JlomoTHUTEILHBIE JlonomHUTEIbHBIE JOKYMEHTHI MPEI0CTaBIISIOTCS 110 3alIPOCy B
JIOKYMEHTBI Customer.request@cpkelco.com
IIpousBoacTBO Bo3moxnbIe 3aBob-n3rorosurenn komnaanu CP Kelco:

CP Kelco, I'poccenbpone, I'epmanus
CP Kelco, JInumetipa, bpazunus
CP Kelco, JInnne Ckencen, lanus

MH(t)OpMaL[I/IH, cofepxallascs B JaHHOM JOKYMEHTE, COOTBETCTBYET UMELMMCA Ha HacTosLLee Bpemsa CBEAEHNAM, ABNAETCA TOYHOM W HaZEXHON, HO BCE pekomeHaauuu unu NpeanoxeHns AaHbl
6e3 kakux-nnbo rapaumﬁ, TaK KaK Mbl HE MOXeM NpeaBnaeTb UM KOHTPONUPOBATL Te YCIOBUA, B KOTOPbIX AaHHAs VIHd)OpMaLI,VIFI WM Haly NPOAYKTbl MOTYT MCNOJb30BATLCA. Kaxgpin npoussoauTenb
[OJDKEH OLEeHMBATL CBOM KOHEYHble NPOAYKTbI C TOYKM 3PEHMS NOMHOTO COOTBETCTBMUSA CYLLECTBYHOLLNM (pe,qepaanblM, rocyfapCTBeHHbIM W MECTHbIM 3aKOHOAaTenbCcTBaM. KpOMe TOro, Mbl MOXeM
0TKa3aTbCsi OT 00A3aTeNbCTB B OTHOLIEHWM  3aKa34uKoB, HapyLawwmx npasa MHTennemyaanoﬁ cOBCTBEHHOCTH TpeTbeVI CTOPOHbI, BKMYaloLue, HO He OrpaHn4MBaoLiMecs, naTeHTaMmu. Ml
pekoMeHayeM HaluM 3akas4yukam nofdaBuTb 3adBKW Ha no6oiA 3HAYNMbII naTeHT. Hukakue 3asBneHus, cofepxalluecq B AaHHOM [OKYMeHTe Unu caenaHHble Halmu COTpyAHUKaMU, He AOMKHbI
TONKOBATbCA HM Kak HameK Ha HeCyLleCTBEHHOCTb YXe 3aperMcTpMpOBaHHbIX MATEHTOB, HU Kak peKOMeHAauusa uni NocAratenbCTBO Ha BbIWEYNOMAHYTbIE NATEHTbI. Tem He MeHee, NONUTUKA HalLen
KOMNaHUY 3aKmn4aeTCst B TOM, YTOBbI NOMOYb HALLKM 3aka34nkaM B peLleHnn cneqmd)mqecmx npoGneM, KOTOPbl€ MOTYT BO3HUKHYTb B XOA4€ NPUMEHEHWUA HALIUX NPOAYKTOB.
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