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GENU® nektuH tvn D 100 6ycepupoBaHHbIN

Onucanue NMpPoAyKTa

CBoiicTBa

Tunosble odaacTu
HCII0JIL30BAHUSA

Tunosbie HOPMbI BHECCHU S

CTaH[[apTHaﬂ YIIakOBKa

CooTBeTrcTBHE HOpMaTUBaM

HNndopmanus no
MapKHpPOBKe

HokymeHT Ne: 0001136-25
[ata nepecmoTpa: 26 aHeaps 2016

GENU® nextur tun D 100 6ydeprpoBaHHBINH — 3TO IEKTHH C
BBICOKOH CTEIEHBIO ATePUPUKAINY, IKCTPATIPOBAHHBIN U3
[UTPYCOBBIX BBIXKMMOK M CTaHAAPTU3UPOBAHHBIN caxapo30d 1
OythepHBIMU COISIMH.

. Kenupyromas nobaBka st KOHIUTEPCKUX MPOIYKTOB

e [Ipou3BOACTBO KOHIUTEPCKUX U3LECIUNA

0.8-2.0%

[MponykT ymakoBaH B 25 Kr OymMa)kHbIe MEIIKU. Bce yrnakoBo4HbIe
MaTepHajbl COOTBETCTBYIOT TPEOOBAHMSAM MUIIEBBIX CTAHAAPTOB
EBponeiickoro Coro3a u [Tumeoit 1 @apmaneBTuyeckoi
Anmvunuctpanun CHIA (FDA)

IIpoussoautcs B cooTBeTcTBUM C [IpaBriiaMu opranuzanuu
MPOM3BOACTBA U KOHTPOIs KadecTBa (CGMP) s mUTIeBBIX MPOTYKTOB.

Hacrosmmii(ne) ruapokoiioni(bl) COOTBETCTBYET(FOT) TPEOOBaHUSIM K
YHUCTOTE U 0€30IIaCHOCTH, U310KEHHBIM B:

o Kogekce mumessix xumukaros (FCC)

e HopmaruBHBIX qOoKyMeHTax [lumeBoro u
CEJIbCKOXO35MCTBEHHOr0 KomuTeTa BecemupHoii Opranuzanuu
sapaBooxpanenus (FAO/WHO) u O6beIMHEHHOTO DKCIIEPTHOTO
KOMMTETA 110 IHIIeBEIM qo0aBkam BO3 (JECFA)

e Jlupektuse EBponeiickoro Coro3a, yTBEpIUBIIEH
crierUpUKAIIY JUTsI TAIIEBBIX T00ABOK

Tpe6OBaHI/I$I K YUCTOTC, HACHTUYHOCTHU U MI/IKpO6I/IOJ]OI‘I/I‘IeCKI/IM
MOKA3aTeJISIM U3JI0KEHBI B IOKyMeHTe «YUCTOTa M UIEHTHYHOCTh
nekTuHOB, [lummenoit mpoxykt 0000001

GENU® nexrtun Tar D 100 6ydepupoBaHHbIii

E440, INS/SIN-441 IlexTHH, cTaHAapTU3UPOBAHHBIN CaXxapo30H,
CAS: 9000-69-5, 57-50-1

E331, INS/SIN-331 Tpunarpwuii urpat, CAS: 68-04-2

JJ1s IpOMBIIIUIEHHOTO MTPOU3BOCTBA POILYKTOB MUTAHUS.

He npennasHayeH Al pO3HUYHOM TOPTOBIIH.

www.cpkelco.com
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GENU® nektuH tvn D 100 6ychepupoBaHHbIN

CP Kelco

TexHnuyeckue ycjaoBust Ioxazarenn Tex. ycnosus MeTtoabl KOHTPOJIS
(IpuCyTCTBYIOT B cepTuduKaTe pH 1% pactBopa 40-43 0006041
aHaJIN30B) Buara, % <=12.0 0006042
*BD-SAG 6ydd, SAG 95-105 0101007

*DyHKINOHANBHBIC CBOMCTBA TapaHTHPOBAHBI B TeUeHUE 365 mHel
(12 mecsmeB) ¢ qaThl MPOU3BOJCTBA NP YCIOBUU XPaHEHUS
MPOAYKTA B 3aKPBITOH (HaOpHYHON yMaKoBKE B XOPOIIO
MIPOBETPUBAEMOM MOMEILIEHUH.

B cnyuae ncmonp30BaHUS MPOTYKTA MTOCIE HCTEUSHHS
rapaHTUPOBAHHOTO Neproia (yHKIMOHAIBHOCTH, HO B IpeAeax
neiictusi Cpoka xpaHeHus/Vcrnons30Bate 10, MPOAYKT MOKET
OBITH UCIIONB30BaH, HO €r0 (PyHKIIMOHATBFHBIE CBOWCTBA MOTYT
HE3HAYUTEITHHO U3MEHUTHCS.

Jlpyrue xapakTepuCTHKH e Crenenb dtepudukanuy — He yKa3biBaeTcsi, 00b1aHO — 60%
ChlITyunii HeCTIEKAIOIIUIICS TTOPOIIIOK
e Pasmep vactuir: Mmenee 1% xaMenu Ha UCTIBITATEIHHOM CHUTE
¢ pazmepom sueek 0.250 MM
e [IBer*: Oemblif, 5KENTOBATHIN, CBETIIO-CEPHII HITU CBETIIO-
OEKeBBIi
e Bkyc*: 6e3 Bkyca
e 3amax*: 0e3 IOCTOPOHHETrO 3amaxa
*) lexmumn npouzeo0Umcs u3 HAMypairbHO20 Cbipbs, HOIMOMY
MO2Ym O3HUKHYMb PA3IUYUSA 8 Yeeme, 8KYCe U 3anaxe y PA3HblX
napmuti npooyKma.

Cpok xpaHenus/ XpaHUTh B XOPOIIO MPOBETPUBAEMOM MTOMEIIEHHH B 3aKPBITOM
HCIO0JIb30BATh /10 ¢dabpuunoit ynakoBke. Cpok xpanenus nponykra 1095 nueit (36
MECSILIEB) C AAThl U3TOTOBJICHUS.
Iepuox Cpoxka xpanenus/Vcrionb30BaTh 10 SBISETCS
rapaHTHPOBAHHBIM MEPHOOM, B TEYEHHH KOTOPOT'O MBI TapaHTHPyEM
YHCTOTY U MACHTUYHOCTh POIYKTA.

JlomoiHUTEILHBIE JlonomHUTENbHBIE JOKYMEHTHI MPEI0CTaBIISIOTCS 110 3alIPOCy B
JMOKYMEHTBI Customer.request@cpkelco.com
ITpousBoacTBO Bo3moxnbIe 3aBoabp-u3rorosurenn komnaanu CP Kelco:

CP Kelco, I'poccenbpone, I'epmanus
CP Kelco, JInumetipa, bpaznmus
CP Kelco, JTumne Ckencsen, Jlanus

ViHcbopmauys, copepxalyascs B [aHHOM AOKYMEHTe, COOTBETCTBYET WUMEIOLMMCS Ha HAcTosiee Bpemsi CBEAEHUSM,  SIBNSIETCS TOYHOM M HafleXHOW, HO BCE peKoMeHaaLun unu
npennoxeHns Aaqbl 6e3 kakux-nnbo rapaHTWi, Tak Kak Mbl HE MOXeM NMpeABUAETb UMM KOHTPONMPOBATL Te YCMOBUS, B KOTOPbIX AaHHAas WH(OPMaUWs WM Halwm NpoayKTbl MOTyT
1Cronb3oBaThesl.  Kaxablit NPouU3BOAUTENb OMKEH OLIEHNBATL CBOM KOHEYHbIE MPOAYKTbI C TOYKM 3PEHUS MOMHOrO COOTBETCTBUS CYLLECTBYHOWMM theaepanbHbIM, roCyAapCTBEHHbIM 1
MeCTHbIM 3aKoHOAaTeNbCTBaM. Kpome Toro, Mbl MOXeM OTKa3aTbCsi OT 00513aTeNbCTB B OTHOLUEHNM  3aKa34WKOB, HapyLLAloLMX NpaBa WHTENMEeKTyanbHON COBCTBEHHOCTM TPeTbel CTOPOHbI,
BKITIOYalOLLME, HO He OrpaHM4mMBaloLyMecs, naTeHTamu. Mbl pekoMeHyeM HalMM 3akasdnkam MoAaBuTL 3asiBKW Ha NtoBON 3HaUMMBII NaTeHT. Hukakve 3asiBneHns, copepxalymecs B AaHHOM
AOKYMEHTE WK CAENaHHble HaLMMU COTPYAHMKAMM, HE [OMKHbI TOMKOBATHCS HW Kak HAMeK Ha HeCyLLeCTBEHHOCTb Y€ 3aperuCTpUpOBaHHbIX MATEHTOB, HU Kak peKOMeHAauus Ui
NOCSraTenbCTBO Ha BbILLEYNOMSHYTbIE NaTeHThI. TeM He MeHee, NONUTUKA Hallel KOMMaHUW 3aKmioyaeTcst B TOM, YTOBbl MOMOYb HALMM 3aKa3qukam B peLueHiu crieuuduyeckux npobnem,
KOTOPblE MOTYT BO3HUKHYTb B XOA€ MPUMEHEHIS HaLLMX NPOAYKTOB.
GENU® siBnsietcs 3apervctpupoBaHHoi Toprooil Mapkon CP Kelco ApS u/unmn CP Kelco US., Inc n MoxeT BbiTb 3aperucTpupoBaHa Wnv 3asBneHa B [pyrux cTpaHax.

CP Kelco ApS 2001

www.cpkelco.com Ctp. 2


mailto:Customer.request@cpkelco.com

