SENSIENT

HHEPEBO/I
CHEHNMOUKAIIMA

Jara nepecmotpa: 4/30/2021 Bepcus:6

Koa mpoaykra: 003571500

HaunmeHoBaHHe MPOYKTA: KOMIUICKCHAs MUIeBas 100aBka - kpacutenb «[luieBoi CHHUN»
HaumenoBanue komnanuu: Sensient Colors LLC

Anpec ri.opuca: 2515 N. Jefferson Avenue, St Louis, MO 63106 CIIIA

Anpec npou3sBojacrea: 2526 Baldwin Street, St Louis, MO 63106 CILIA

KonTakT: otnen paboTsl ¢ KIMEHTaMHU

Ja.moura: sensientpharma.orders@sensient.com

sensientcolor.orders@sensient.com

Homep tenepona: Ten:314-889-76-00 /Daxc:314-286-7160

OcHoBHas nH$popmanus

[Ipon3BoxacTBO, yakoBKa U XpaHEeHHE KOHEYHOTO MPOAYKTa U CHIPbS U3 KOTOPOI'O €ro MPOU3BOIAT ITOJHOCTHIO0 COOTBETCTBYET
GMP ([obpocosectroii [IponssoacrBennoii [IpakTrke) u qeiicTByromel NpOMBIIIJICHHOH npakTuke. Bes nadopmanus
yKa3aHHas B CrelM(HUKalUN COOTBETCTBYET TpeOOBaHUAM cTpaHsbl nnpousBoauress —CIIA.

IIpumeHenue, 103MPOBKHU U HUCNOJIb30BaHHE

[Ipumenenue PexomeHyemble JO3UPOBKH Kommenrapuu

[TnmeBble MPOIYKTHI M HATUTKA B xonmmnuecte cootBectBytomeM GMP  CrpaBouHble cTaHIAPThI
UIEeHTU()UKAINN IS TOIYCTUMBIX
BUJI0B UCTIOJIb30BAHUS

(GYHKIMOHATEHBIE TIPOAYKTHI IIHTAHHS EC: nuieBoit kpacuTens ¢
KOMOMHHPOBAHHBIM
MAaKCHUMAaJIbHBIN Tpeien - CM.
JlexapcTBeHHBIE TpETapaThl Permament (EC) Ne 1333/2008 mist
OIpEeIeTICHHBIX KaTeropuil MUIEBBIX
MPOIYKTOB.

Bo BpEMs XpaHCHHUA MOXET O6p830BLIBaTBCH 0Cag0K
BCTp}IXHI/ITC WUJIY TIOMeIanTe nepen uCrojIb30BaHUEM

HNHrpeaueHTHBIN JHCT

Bona, opwiinanroseiii rony6oit FCF, dochopras kuciaoTa, OeH30aT HATPHS

CooTBeCTBHE HOPMATHBHBIM T0KYMEHTAM

KoMmrmoneHTBI JAAaHHOI'O NIPOAYKTa COOTBETCTBYIOT TpC6OBaHI/IHM HWXENCPECUNCIICHHOI'O 3aKOHOAAaTECJIbCTBA:

Kon Omnwucanune KommenTtpapuit
21CFR Csop 3akonoB CIIA, I'n 21-US FDA 21CFR ygactp 70-82
EC 231/2012 Permament (EC) Ne 231/2012, E133, E338, E211

YCTaHABJIMBAIOIINI TaHHBIC /IS
MUILEBLIX J0OABOK.

KauecTtBo
Bonanslii pactBop
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Jlucr aniepreHoB
AMepHKAHCKHI JINCT aJUIePreHoB Cratyc IIpnmeuanne
MOJIOKO ¥ MOJIOYHBIE IPOAYKTHI OTCYTCTBYET
Siina u sMYHbIe TPOJYKTHI OTCYTCTBYET
Pri0a- an4yoyc OTCYTCTBYET
Pr10a-0onKTO OTCYTCTBYET
Pri0a-Tpecka OTCYTCTBYET
Pri06a — amepukaHckas cenpb OTCYTCTBYET
(MeHX»¥ieH)
Pri0a-ococh OTCYTCTBYET
Priba-TyHen OTCYTCTBYET
PakooOpasHbie-kpad OTCYTCTBYET
PakooOpasHble-1obcTep OTCYTCTBYET
PakooOpasHble-KpeBeTKa OTCYTCTBYET
JlecHoll opex-MUHIAIb OTCYTCTBYET
JlecHoli opex-0pa3uibcKuid opex OTCYTCTBYET
JlecHoil opex-kelbo OTCYTCTBYET
JlecHoll opex-MUHIAIb OTCYTCTBYET
JlecHoll opex-KalTaHbl OTCYTCTBYET
JlecHolt opex-Kokoc OTCYTCTBYET
JlecHoll opex-MUHIAIb OTCYTCTBYET
JlecHoll opex-THHKO opex OTCYTCTBYET
JlecHoli opex-GpyHayK OTCYTCTBYET
JlecHol opex-nmuun OTCYTCTBYET
JlecHoll opex-mMakagamust OTCYTCTBYET
JlecHoil opex-nekan OTCYTCTBYET
JlecHoli opex-ducramka OTCYTCTBYET
JlecHoil opex-rpeukuit opex OTCYTCTBYET
[Tmenuna OTCYTCTBYET
Apaxuc ¥ IPOIYKTHI U3 apaxuca OTCYTCTBYET
Cost 1 coeBble IPOYKTHI OTCYTCTBYET
EBponelickuii JUCT ajljiepreHoB* Craryc IIpumeyanune
3naKu copeprkallie IIoTeH (T.€. MIIEHUa, POXKb, SYMEHb, | OTCYTCTBYET
0Bec, 110J10a, KaMyT MJIM UX THOPUIHBIE COPTA) U MPOLYKTHI
U3 HUX
PakooOpasHble ¥ MPOIYKTHI U3 HUX OTCYTCTBYET
Slita 1 IpoAYKTHI U3 HUX OTCYTCTBYET
Pbi0a 1 IpOAYKTHI U3 HUX OTCYTCTBYET
MOJIOKO M ITPOJIYKTHI U3 HUX OTCYTCTBYET
Opex , T.e MuHganb (Amygdalus communis L.), byanyx OTCYTCTBYET
(Corylus avellana), rpeuxuii opex (Juglans regia), kembto
(Anacardium occidentale), opex nekan (Carya illinoiesis (
Wangenh.) K. Koch), 6pasunbckuii opex (Bertholletia
excelsa), pucramkossiii opex (Pistacia vera), Makanamus
nnu Ksuncenenn opexu (Macadamia ternifolia) u npogyxTst
HX 1epepaboTKH
KyHXYT 1 IPOAYKTBI U3 HUX OTCYTCTBYET
Cost 1 IPOAYKTHI U3 HUX OTCYTCTBYET
Jlnokcun cepsl ¥ CyIbGUTHI IPH KOHIIEHTPALMHK 00jIee YeM | OTCYTCTBYET

10 mr/kr uim 10mr/n B mepecuere Ha SO,
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Cenpaepeil ¥ MPOAYKTHI U3 HUX OTCYTCTBYET
Topuwniia ¥ IpOYKTHI U3 HUX OTCYTCTBYET
JIIOnMH ¥ TPOIYKTHI U3 HUX OTCYTCTBYET
MOJUTIOCKH U IPOJTYKTHI U3 HUX OTCYTCTBYET
Apaxuc ¥ IPOAYKTHI U3 HUX OTCYTCTBYET
*Pernmament EC Ne1169/2011 (Ilpunoxenue 1) OTCYTCTBYET
IMumesBas neHHocts Ha 100r
OHepreruyeckas 1ieHHocTb (kKai) 0
JKupst Or
HacplmeHnHble KUPHBIE KUCIOThI Or
MoHO He HaChIIEHHBIC KUPHBIE KUCTOTHI Or
[Tonu He HACHILLIEHHBIC KUPHBIE KUCTOTHI Or
Bcero TpaHC)KUpHBIE KHCTIOTHI Or
XonecTupuH Or
Hatpuit 489,6mMr
VrieBosl 0
[TumeBric BOJOKHA 0
Caxapa Bcero 0
ANTIOMUHUR 0
CaxapocniupTsl 0
benku 0
Buramun /1 (xasbredepon) 0
Kanpmuii 0
Kenezo 0
Kammi 0
Bona 86,41
Burtamun A 0
Buramun C (ackopOnHOBasI KHCIIOTA) 0
Ddocdop 97,9mr
Xaopuast 672,2mr

10T OpOAYKT pa3pa60TaH U NIpOoAacTCs Ha OCHOBE (byHKHI/IOHaJILHBIX CBOI>'ICTB, TaKuX KaK CIIOCOOHOCTh npuaaBaTh IBCT, a HE

Ha OCHOBE COACPIKAHUA MUTATECIbHBIX BEIICCTB.

Hackonbko HaM U3BECTHO, MUTATENIbHBIC BEIIECTBA, HE YIIOMSIHYThIE MM 0003HaYEHHBIE KaK HOJIb, HE IPUCYTCTBYIOT B
3aMETHBIX KoJInuecTBax. [IpuBejeHHbIC 3HAYCHUS PACCUUTAHBI HA OCHOBE HH(OPMAIMK O PELENTYPe U ChIPbE U3 MHOTHX
HCTOYHUKOB, BKJIIOYas IOCTABUIMKOB, JIITEPATYPHbIE CCHUIKU U aHAIIUTUYECKUE PE3YAbTaThL.

Jlnetnyeckasi MpUTroTHOCTH
JlaHHBIA TPOIYKT MPUTOJIEH JJI1 BETaHOB

I'MO craryc
3asBlIeHHE

KommenTapwii

IIponykr He Tpebyet I'M MapkupoBku B coorBetcTBHHU ¢ Permamentom EC 1829/2003 n 1830/2003

Oprannyeckuii craTyc

Iponyxt He umeer Oprannyeckoro CepTrudurara

TI'I/TIKPC (TpancMuccuBHasi ryokooopa3znasi yHuedasonarus/rydokooopasnas ynuedasonatuss KPynmHOro poraToro

CKoTa

IIponykT BhIIEyKa3aHHbIH He moaBepraetcs pucky coaepxkanus TI'I/T'OKPC. Hu ofiiH U3 KOMIIOHEHTOB, UCIIOJNb3YEMBbIX B
M3TOTOBJICHUH HTOTO NPOIYKTA, HE U3 NOTeHIMANEHBIX HCTOYHNKOB TI'D/I'DKPC. I103TOMY MBI MOXKEM ITOATBEPAUTD, YTO
JaHHBIN TpoayKT He conepkuT BSE/TSE 6e3 TrecTupoBanus

CTpaHa nNpouCXoKAeHUS
Crpana npoucxoxaenus npoaykra: CLIA
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Pesuruosselii craryc

Komepnocts

KomepHslii cepTudukaT npeaocTapiseTcs no 3anpocy.
Ceprudukanus obecrnieuena Vaad Hoeir Cent-Jlyuca (OV).
Orot npoxaykt cepruduuuposan Komep Ilapse

Cpok rogHocTH, TeMNepaTypa U yCcJOBHsI XPAaHEHH

CpOK roHOCTH 730 nueit

Temmeparypa 50°F - 120°F He oxmaxxnaiite v HE 3aMOpaXHBaKTe, TaK KaK MPOIAYKT
MOXKET HEMIOIPaBUMO OTAEIUTHCS. XPaHUTh MPOIYKT CJIENyeT B INIOTHO 3aKPHITOH Tape BO M30exaHue ucapeHus. [10cKonbKy
9TOT NMPOLYKT MOXKET OCECTh IPU XPAHEHUH, MBI PEKOMEH/TyeM BCTPSIXHYTH IIEpe]] CIIOIb30BaHHEM.

YnakoBka

Bec nerro: 15.8579kr 4*] rannoHa B KOpoOKe

YciaoBus npegocTaBiieHUs

JlanHas cnenuguKanus CreHepupoBaHa KOMIIBIOTEPOM U HE UMEET MOIKCH, SBJISETCS BEPHOH Ha MOMEHT BBINTYCKa, HO MOXET
OBITh U3MEHEHA.

Wupopmanuro B naHHO# cnerudukanuy, KoTopas octaercs B cooctBeHHocTH Sensient Colors LLC, nmpeacTaBieHa u3 JIydmmx
HalINX 3HAHUN M HE MOXET OBITh HCTOJIKOBaHA KaK FapaHTHU.

[Tonp30BaTenn AOHKHBI HPOBECTH CBOM COOCTBEHHBIE TECTHI, YTOOBI OMPEEIUTh IPUIOAHOCT JAHHOTO IPOJYKTa U
UH(OpPMALUY IS CBOMX LIEJIEH.

Texuuyeckas MHGOPMALHS U IPEAJIOKEHHBIE (POPMYINPOBKY, BKIIOYAs JIOOBIE MPOLEAYPHI TPOU3BOACTBA, CUUTAIOTCS
NPaBHIEHBIMU.

[Toka MbI cuuTaeM, 4TO MaTepHalbl, HOCTABIEMbIE HAIICH OpraHU3alMel ABJISAIOTCS 3aKOHHBIMU B CTPaHE UCIIOIb30BAHMUS,
MBI HE MOYKEM rapaHTUPOBATh UX 3aKOHHOCTb U HACTOSATEIHHO PEKOMEHYeM I0JIb30BATENI0 IPOKOHCYIbTUPOBATHCS C
MECTHBIMH BJIACTSIMH, IIPEXKJIE YEM HCII0JIb30BaTh.



