@ Duchefa Eiochemie PoOlysorbate 80 P1365

AeATio Aedopevwyv Aopalcsiag

oUP@wva Pe Tov Kavoviopo REACH (EK) 1907/2006 6nwg Tpononoinénke anod Tov Kavovioud (EE)
2020/878

Ap1BuoOG avapopdg: P1365

Hpepounvia ékdoong: 30/09/2024 evnuépwon: 30/09/2024 AvTikabioTa Tnv €kdoon: 19/09/2017
ekdoxn: 3.0

TMHMA 1: NpocdiopiCHOG ouciag/HEIYHATOG KAl ETAIPEIAG/ eNIXEipnoNng

Mop®r NpoiovTog 1 Meiypa

Epnopikn ovopacia : Polysorbate 80

Kwd.-EE : 500-019-9

apiBuog CAS : 9005-65-6

Kwd1KOC npoidvTog 1 P1365

Juvmvuua : Polyoxyethylene sorbitan monooleate / Tween 80
Opada npoidvTwyv : MpwTn UAN

1.2.1. ZXeTIKEG NPOPBAENOHEVEG XPNOEIG

Kupia katnyopia xpriong 1 EnayyeApaTikn xprion

Mpoaod. Blounxavikng/enayyeARaTikng Xpnong : Movo yia enayyeApaTikn Xpnon. Ta npoiovra Duchefa Biochemie B.V.
npoopilovTal Hovo yia epeuvnTIKoUG okonoug "in vitro epyaoTtnpiou”.

1.2.2. AVTEVIEIKVUOHEVEG XPROEIG

Agv undapyouv eninAéov NANPoPopieg

1.3. ZTOIXEiIa TOU NPOUNOEUTH TOU JEATIOU SEDOUEVMV AT

N

Alavopéagg

Duchefa Biochemie B.V.

A. Hofmanweg 71

2031 BH Haarlem

The Netherlands

T +31(0)23-5319093 - F +31(0)23-5318027

info@duchefa.nl

ApIBuOG TNAEQWVOU engiyoucag avaykng 1 Supplier contact information:
+31(0)23-5319093 (M-F 09:00-17:00)
+31(0)6-30008100 (outside office hours)

Xwpa Opyaviopog/ETaipia Ai1gOuvon ApIOHOG TNAEP®@VOU | ZXOAIa
€neiyouoag avaykng
EAAGDa Poisons Information Centre 11762 ABrva +30 2107 79 37 77
Children’s Hospital P&A
Kyriakou
Kunpog KévTtpou AnAnTnpidoswy P.O. Box 24855 Acukwaia | 1401 ®peg Aerroupyiag 24
TuAua EniBeopnong Epyaciac WPEG/24wPO, 7 NUEPEG TNV

£Bdopada

TMHMA 2: NMpoodiopIoHOG ENIKIVEUVOTNTAG

Katarain cUp@wva ge Tnv odnyia 1272/2008 EK [CLP]
Mn Ta&ivounuévog
AvenIOUPNTEG PUOIKOXNHIKEG EMBPACEIG, KAOWG KAl EMJPACEIG oTNV avOp®nivn uyeia kal oTo nepifaAlov

SUNQWVA JE TA YVWOTA OTOIXEId, TO NPoidv dev napouaialel UYKeKpINEVOUC KIVOUVOUG OTav TnpouvTal Katda Tn Xpron Tou ol
KaVOVEG BIOUNXAVIKNG UYIEIVAG KAl ao@AAEIagq.
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Polysorbate 80 P1365

AeATio Aedopevwyv Aopalcsiag
gUpewva pe Tov Kavoviopd REACH (EK) 1907/2006 énwg Tpononoindnke anod Tov Kavoviopo (EE) 2020/878

XapakTnpIoHoG cUpNPwva He Tov Kavoviouo (EE) Ap. 1272/2008 [CLP]

Aev anaiteital ofuavon

2.3. AAAol Kivduvol

To peiypa dev nepigxel ouoia(eg) nou nepIAapBAveTal oTov KaTaAoyo nou katapTileTal cUpPwva pe 1o ApBpo 59 Mapdaypapog 1
Tou kavoviopoU REACH yia Tig 1I810TNTeG evdokpIvIkNG diaTtapaxng n n(ol) ouaia(eg) dev avayvwpiletai(ovral) ot £xel(ouv)
1010TNTEC EVOOKPIVIKAG d1aTapaxng cUN@Va KE Ta KPITAPIA nou opilovTal oTtov Kat' €§ouciodoTnaon Kavoviopo tng Emrponng (EE)
2017/2100 r) Tov Kavoviouo Tng Enitponng (EE) 2018/605 oe cuykevTpwan ion 1 peyaAutepn and 0,1 %

TMHMA 3: Z0v0&eon/nAnpoPpopieG yia Ta CUCTATIKG
3i1.0wgicc |
Aev 10XUEl

To piypa dev nepiéxel kapia ouaia d&ia avapopag cuppva Pe Ta KpIThpia Tng napaypdeou 3.2 Tou napaptipatog II Tou REACH

TMHMA 4: MsTpa nPp@OT®WV BonbeI®V

METpa npwTwV BonBei®v PETA and sionvon 1 MeTa@épeTe Tov NabovTa oTov KaBapo agpa Kal aproTe Tov va EeKoupacTei oc
oTaon nou JIEUKOAUVEI TNV avanvon.

MéTpa npwTwv BonBeiwv WeTA ano ena®r Pe  : MAUveTe To déppa pe ApBovo vepd.

To Oépua

MeTpa npwTwv BonBeInV YETA and enagr Ye @ =enAUVETE Ta PATIA PE VEPO YId AOYOUG Ao(aA&iac.

Ta paria

METpa NnpwTwV BonBei®v WETA and katanoon : KaAéoTe To KEvTpo dNANTNPIdcewy N évav yiaTpo €av aiobaveeite adiabeaia.

SUMNTWHATIKA Bgpancia.

TMHMA 5: MéTpa yia TNV KatanoAéUnon TnG nNupkKayidag

KataAAnAa péoa nupdoBeong : Znpn okovn. Appoc. AloEeidio Tou avBpaka.

5.2. E181k0i TUNOI ENIKIVOUVOTNTAC NOU NPOKUNTOUV AnNO TV ouaid I

S€ nepinTwon nNupkaylag napayovrai : 'OTav exTiBeTal oTNV UYWNAR Beppokpacia pnopei va diacnacTei
enikivduva npoidvra anoclvOeong aneleuBepwvovTag enikivduva agpia. - H uwnAn Bepuokpaacia pnopei va
aneleuBepwaoel ToEIkd agpia.

5.3. SUCTAOEIC YId TOUG NUPOCPRECTE

MpoAnnTIKA PETPA NuponpooTaaciag 1 ®opdTe KATAAANAO NpooTATEUTIKO €E0NAIOUO.
METpa yia TNV KATanoA&Unon TnG nupkayiag : Ano@eUyeTe Tn dlaPuyr Tou vepoU TNG NUPOCRETNG aTo NePIBAAAoOV.
MpooTacia katd Tnv nupdoPean : Mnv enepBaivete Xwpic kKaTtaAAnAo €EonAIoUO. AUTOVOUN AVanVveUOTIKR CUOKEUN

HE HOVwaon. OAOGWHN NPOCTATEUTIKI GTOAR.
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Polysorbate 80 P1365

AeATio Aedopevwyv Aopalcsiag
gUpewva pe Tov Kavoviopd REACH (EK) 1907/2006 énwg Tpononoindnke anod Tov Kavoviopo (EE) 2020/878

TMHMA 6: MéTpa o€ nepinTmon akoUolag EKAuong

levika PETpa : ®opdte KaTaAANAo NpooTaTeuTikd €EONAIONO.

6.1.1. Na npoownikd AAAo anod To NPOCWNIKO EKTAKTNG AVAYKNG

METpa EKTAKTNG AVAYKNG 1 E&aepilete TN Jwovn €KPONG.

6.1.2. Na aropa Nou NPocPEPOUV NPMOTEG BONOEIEG
E€onAiopog npooTaaciag : Mnv enepBaivere Xwpic kKataAAnAo eEonAiopo. MNa nepicoOTEPEG NANPOPOPIEG
avaTpEETe oTnVv evoTnTa 8 :"™EAeyxog TnG €kBeonc-ATouikr npooTaaia”.

6.2. NepiIBaAAoVTIKEG NPOPUAGEE!

Na anogeuyeTal N eAeuBEpwaon aTo nepiBaAAov. EUnodioTte TNV €i0030 OTOUG ANOXETEUTIKOUG aywyoug r aTo dnuodaio dikTuo
vepou.

6.3. M£00d0I1 Kal UAIKG

MéBodol kabapiopoU : Anoppo®naTe TIG dIAPPOEG WE KAMOIO anoppo®nTikO UAIKO. Anuioupyia
avaxwuaTog yia anokaTtaoTacon f anoppo®naon We To KaTAAANAO UAIKO.
Noinég NnAnpogopieg : AnoppiyTe Ta UAIKG 1 T UMNOAEIUPATA OE EYKEKPIUEVO KEVTPO.

6.4. MNapanounn o€ GAAa TuRuara

Ma nNeploogdTEPEG NANPOPOPIEC avaTPEETE TNV gvoTnTa 13.

TMHMA 7: XeIpIOHOG KAl ano®nKeuon

MPo@UAGEEIC yia aopaAn XeIpIoUO : OpoVTIoTE WOTE 0 XWPOG gpyaaiag va eEagpiletal cwaoTd. PopaTe ATOMIKO
€E0NAIOUO NpooTaciag.
METpa UYIEIVAG 1 Mnv TpWTE, NiveTe 1 KANVileTe, OTAV XPNOIPOMOIEITE AUTO TO NPOIdV. MAEVETE

nNAvToTe Ta XEPIA 0AG WETA ano KAbe xpnon.

Suvenkeg eUAAENG : ANoBnKeuoTe O€ OTEYVO, KAAG €EagpIlOpEVO HEPOG. ANOBNKEUOTE OE OTEYVO,
dpooepd PEPOG. AIATNPEITE TO JOXEIO EPUNTIKA KAEIOTO KAl MPOCTATEUNEVO ANoO TO
PWG.

Mdvo yia enayyeApaTikn xpnon. Ta npoiovra Duchefa Biochemie B.V. npoopilovTal povo yia epeuvnTikoUg okonoug "in vitro
gpyaoTnpiou”.

8.1.1 EOVIKEG OPIAKEG TIMEG ENAYYEAHATIKNAG £KOE0NG Kal BIOAOYIKEG OPIAKEG TIHEG

Agv undapyxouv eninAéov NANPOPOpPIES

8.1.2. ZuVIOTOMEVEG d1adikacieg napakoAouOnong
Aev unapxouVv eniNAEov NANPOPOpieg

8.1.3. ZxnuaTidovTal oToIXEia puUNAvong Tou agpa
Agv unapxouv eniNnA£ov NANPOPOPIEG

8.1.4. DNEL ka1 PNEC

Agv UNApXouv enINA£0V NANPOPOPIES

8.1.5. MNepiroxEg eAEyxou
Aev undpxouv eniNAE0V NANPOPOPIEG
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Polysorbate 80

AeATio Aedopevwyv Aopalcsiag

gUpewva pe Tov Kavoviopd REACH (EK) 1907/2006 énwg Tpononoindnke anod Tov Kavoviopo (EE) 2020/878

P1365

8.2. 'EAeyxo0l £KOEC

8.2.1. KataAAnAoil pnxavikoi éAgyxol
KataAAnAoi gnxavikoi €Agyyol:

dpovTioTe WOTE 0 XWPOG epyaciag va eEagpileTal owaTa.

8.2.2. ATOMIKOG NPOCTATEUTIKOG €E0NAICHOG

8.2.2.1. MNpooTacia TV HATIOV KAl TOU NPOC®NouU

MpooTacia opOaApwv

TUNog Medio epapuoyng XapakTnpioTika MpoTuno
MpooTATEUTIKA YUAAIQ ZTayovidia EN 166
8.2.2.2. NpooTacia Tou dEpHATog

MNMpooTacia Tou 3&épparog:

S nepinTwon evdexduevng enavalapBavopevng enaeng Ye To dEpUa XPnNOIUONOIEITE NPOOTATEUTIKO €EONAIOHO

MpooTacia Twv Xepi®v

TUNoOG Material Permeation Maxog (mm) Penetration MpoTuno
ravria EAaoTikd viTpiAiou 6 (> 480 AenTd) EN ISO 374

(NBR)

8.2.2.3. NpooTacia TwV avanveUoTIKOV 03®V

MpooTacia TV AvanveUuoTIKOV 030V

ZUOKEURN ToOnog @iATpou Kataotaon MpoTuno
Mdoka npooTaciag anoé Tn okovn TUnog P1 MNpooTacia kata Twv vypwv EN 143

owuaTIdiov

8.2.2.4. OspHIKoi Kivouvol
Agv undapyxouv eninAéov NANPoOPopPIEg

8.2.3. 'EAeyxol nepIBaAAOVTIKNG EKOEONG

‘EAgyxo1 nepiBaAAovTiknG £kOEONG:

Na anogeuyeTtal n eAeuBEpwaon oTo nepIBAAAov.

TMHMA 9: ®uUOCIKEG KAl XNHIKEG 1810TNTEG

9.1. ZTOIXEIA

A

duoikn kaTaoTaon

XpwHa

Eppavion

Ooun

‘OpIo 00[ngG

Znueio TNEEWG

Znueio NR&ewg

Snueio Bpaopoul
EupAekTOTNTA

‘Opia kIvOUVOU gkpAEEWG
XaunAoTepo dplo €kpnéng
AvoTaTo OpIo EKPNEINOTNTAG
Snueio avagAegng
Oepuokpacia auTavapAeEng
Oepuokpacia anoguvOeong
pH

: Yypo

: KiTpivo - kaQe.
: EAaimdeg uypo.
: Aoopo.

: Mn diabgaipo

: Aev ioXUEl

: Mn diabgaipo

1 Mn diaBoipo

1 Aev 1oxUel

: Mn diabgaipo

: Mn diabaipo

1 Mn diabgaiuo

1 275 °C

1 Mn dia6gaipo

: Mn diabgaipo

: Mn diaBaipo
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Polysorbate 80 P1365

AeATio Aedopevwyv Aopalcsiag
gUpewva pe Tov Kavoviopd REACH (EK) 1907/2006 énwg Tpononoindnke anod Tov Kavoviopo (EE) 2020/878

1IEWOEC, KIVENATIKOG (1) : Mn diabgaipo
AlgAuToTnTa : Avapi€iyo pe To vepo.
SUVTEAEDTNG KATAVOMNG O€ PeEiypa n- : Mn diabgoipo
okTavoAng/vepol (Log Kow)

Taon atpwv : Mn diaB6gaipo

Mieon aTpou og Beppokpacia 50°C : Mn dia6aiuo
MukvoTnTa : 1,095 g/cm3

SXETIKN NUKVOTNTA : Mn diabgaipo
SXETIKNA NUKVOTNTA ATV oToug 20°C 1 Mn diaBoipo
XapaktnploTika cwuaTidinv 1 Aev 1oxUel

9.2. AoInEc NANPOPOPIE

9.2.1. NMANPOPOPIEG OXETIKA HE TIG KAAOEIG PUOIKOU KIVEUVOU
Agv undpxouv €NINAEOV MANPOPOPIEG

9.2.2. AAAa XapakTnpIoTIKG acpalAsgiag

Agv unapxouv eninA£ov NANPOPOPIES

TMHMA 10: ZTaBepoTNTa KAl AVTIOPACTIKOTNTA

10.1. AvTidpaoTIKOTNTA

STaBepO UNO KAVOVIKEG GUVONKEG.

10.2. Xnuikn oTaBepoTnTa

ZTaBepO UNO KAVOVIKEG OUVONKEG.

10.3. MOavoTnNTa €NiKivOUuVOV avTidpacewv

Yno KavovikEG GUVONKEG Xpong, Kapia yvwoTn enikivduvn avTidpaon.

10.4. ZuVvONKEGC NPOC ANMOPUYI]

Kaveévag oTIG OUVIOTWHEVEG OUVBNRKEG anoBnKeuong Kal XeIpIogou (BAENe TuRua 7).

10.5. Mn cupBara uAika

OEe1IdwTIKa Péoa.

10.6. Enikivduva npoiovra anoocUvOeo

Ynd KavovikeéG ouvenkeg UAAENG kal Xpnong dev avapéveTal napaywyr Kavevog enikivduvou npoiovTog anocUvBeangc.

TMHMA 11: ToEmvoymsq NANPoYopiEg

KIVOUVOU, Onw¢ opilovTal 0TOV KAVoVIo p16. 1272/2008

OEcia To€ikdéTNTA (aNd OTOMATOG)
OEeia To&IkOTNTA (dEPUATIKR)

OEeia To&ikdTNTA (avanvor))

A1GBpwaon Kal peBIOPOG ToU BEPUATOG
ZoBapn o@Baipikr BAABN/epebiopog
EuaiobnTonoinon Tou avanveuaTikou n
guaiobnTonoinon Tou d€pUATOg
MeTaAAa&lyevean YEVVNTIKOV KUTTAPWV
Kapkivoyévean

To&ikOTNTa oTNV avanapaywyn

Ei1dikr) TOEIKOTNTA oTa Opyava-oToxoug
(STOT) — epanag ékBeon

Eidikr TOEIKOTNTA oTa Opyava-oToxoug
(STOT) — enavelAnuuevn €kBeon
EnikivduvoTnTa avappopnaong

: Mn Ta&ivounpuévog
: Mn Ta&§ivounuévog
: Mn Tagivounuévog
: Mn Ta&ivounuévog
: Mn Ta&§ivounuévog
: Mn Tagivounuévog

: Mn Ta&§ivounuévog
1 Mn Ta&ivopunuevog
1 Mn Ta&ivounuévog
: Mn Ta&§ivounpuévog
1 Mn Ta&ivounuévog

: Mn Ta&ivounuevog
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Polysorbate 80 P1365

AeATio Aedopevwyv Aopalcsiag
gUpewva pe Tov Kavoviopd REACH (EK) 1907/2006 énwg Tpononoindnke anod Tov Kavoviopo (EE) 2020/878

11.2.1. I310TNTEG EVOOKPIVIKAG diaTtapaxng

AUCEVEIG ENINTWOEIG OTNV UYEia nou : To peiypa dev nepigxel ouaia(eg) nou nepIAauBAaveTal oTov KataAoyo nou
npokahoUvTal ano 1810TNTEG EVOOKPIVIKAG katapTileTal cUPPwWVva Pe To ApBpo 59 Mapdypapog 1 Tou kavoviouol REACH
diatapaxng yia Tig 13160TNTEG evDOKPIVIKNG SiaTapaxng f n(ol) oucia(eg) dev

avayvwpiletai(ovTtal) o1 £xel(ouv) 1I310TNTEG eVOOKPIVIKNG diaTapaxng cUPPwva

ME Ta kpITrpIa nou opifovTal oTov kat' eEouaioddTnon Kavoviouo Tng Enimponng
(EE) 2017/2100 1 Tov Kavovioud Tng Emimponng (EE) 2018/605 0g ouyKEVTPWON
ion N peyaAuTepn and 0,1 %

11.2.2. Aoinég nAnpopopisg
NoINEG NANPOPOPIEG 1 ApIBpog RTECS:WG2934000

TMHMA 12: O1KOAOYIKEG NANPOPOPIEG

OikoAoyia - yevika : To npoiov de BewpeiTal eniBAABEG yia Toug udPORIOUG OpYavIioPoUG Kal dev EXEl
HakpoxpOVIEG avenmBUUNTEG eNIdPATEIC 0TO NEPIBAAAOV.

Enikiviuvo yia To uddaTivo nepiBaAiov, : Mn Ta&ivounuévog

BpaxunpoBecpog (08UG)

Enikivduvo yia To uddaTivo nepiBaiioy, : Mn Ta&ivounuévog

HakponpoBeapog (Xpoviog)

12.2. AVOEKTIKOTNTA KAl IKAVOTNTA anodouno

Agv UnNApxouv eniNA£0V NANPOPOPIES

12.3. AuvaTtoTnTa BIOOUGCMPEUC

Agv unapxouv eninAéov NANPOPOPIES

12.4. KivnTIKOTNTA OTO £0aPO

Agv unapxouv eniNnAEoV NANPOPOPIES

ABT ka1 aAaB

Auopeveig eniNTWoeIG oTo nepIBAAAov nou : To peiypa dev nepiéxel ouoia(eg) nou nepIAaPBAVETAl OTOV KATAAOYO Mou
npokaAoUvTal anod 1010TATEG EVOOKPIVIKAG katapTiletal cUPPwWva Pe To ApBpo 59 Mapdypapog 1 Tou kavoviouol REACH
diaTapaxng yia Tig 1I310TNTEG €VDOKPIVIKNG diatapaxng n n(oi) ouacia(eg) dev

avayvwpiletai(ovTal) o1l £xel(ouv) 1IB16TNTEG EVOOKPIVIKNG diatapaxng cUPpwva

ME Ta KpITApIa nou opilovTal oTov KaT' €€ouciodoTnon Kavoviouo Tng Emimponng
(EE) 2017/2100 1} Tov Kavoviouo Tng Enirponng (EE) 2018/605 o€ GUYKEVTPWON
ion i peyaAuTepn ano 0,1 %.

12.7. AAAEC QUOHEVEIC ENINTOOEI

MepaiTépw NAnpopopieg : Na anogelyeTtal n eAeubepwaon oTo nepiBaiiov. EpnodioTe Tnv €icodo oToug
anoXeTeuTikoUG aywyoug ) aTo dnuoaoio dikTuo vepoU

TMHMA 13: ZTOIXEia OXETI € Tn 31a0s0n

13.1. M£0odo1 enetep

MéBodol eneEepyaaiag anoBARTwV : Na anogeuyeTal n eAeuBépwan oTo nepiBaAAov. KataoTpEWTe Ye aoParn Tpono
OUHPWVO HE TOUG ToNIKoUG/ €BvikoUG KavoviauoUug. Anoppiyn Tou
neplexopévou/doxeiou cUPPVA e TIG 0dnyieg dIAAOYNG TOU EYKEKPIPEVOU POpPEQ
OUAAOYNG.
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Polysorbate 80 P1365

AeATio Aedopevwyv Aopalcsiag
gUpewva pe Tov Kavoviopd REACH (EK) 1907/2006 énwg Tpononoindnke anod Tov Kavoviopo (EE) 2020/878

TMHMA 14: NMANpo@popieG OXETIKA HE TN HETAPOPA

Supewva pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. Ap18u6G OHE R api®uoGg TauToTNTAG

14.2. Oikeia ovopacia anooTtoAng OHE

14.3. Tagn/-sig KivdUvVoU KATA Tn HETAPOPA

14.4. Opada ouockKeudaociag

14.5. NepiBaAAovTiKn €NIKIVEUVOTNTA

Aev 10XUEl Aev 1oXUEl Aev 10XUEl

Agv undapyouv eninAéov d1aBECIPEG NANPOPOPIES

14.6. E181kEc NpoPUAGEEI
Eniyela gyeragpopa

Aev 10xUEl

HETAPOpPa Héow Oalaocong
Aev 10XUEl

Evaépia HeTagopa
Aev 10XUEl

15.1.1. kavoviopoi EE

Mapaprnpa XVII Tou REACH (MpoiinoB£oeig nepIopICHOU)
Aev nepiéxel kapia ouaia(eg) nou nepihapBaverai(ovral) oto MapdapTtnua XVII Tou REACH (MpoUnobéaeig nepiopiopol)

Mapaprtnupa XIV Tou REACH (KataAoyog ad€1080TnoNG)
Aev nepiéxel kapia ouaia(eg) nou nepihapBaverai(ovrar) oto Mapaptnua XIV Tou REACH (Kataloyog adeiod6Tnong)

KataAoyog unoyn@iov ouci®v REACH (SVHC)

Aev nepiéxel kapia ouoia(eg) nou nepiAaupaverai(ovral) oTov KaTdAoyo unoywneiwv oudi®v REACH

Kavoviopog PIC (EE 649/2012, MponyoUHEVN OUVAIVESH HETA ANO evHEPWON)

Aev nepiéxel kapia ouaia(eg) nou nepihapBaverai(ovral) oTov kataloyo PIC (Kavoviouog EE 649/2012 oXeTIKA ME TNV €€aywyn Kal
€10aywyn eNIKivVOUVWV XNHIKOV 0UCIOV)

Kavoviopog POP (EE 2019/1021, 'Eppovol opyavikoi punot)

Aev nepixel kapia ouoia(eg) nou nepiAappaverai(ovral) otov katdAoyo POP (Kavoviouog EE 2019/1021 OXeTIKA HE TOUG EUROVOUG
opyavikoug punoug)
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Polysorbate 80 P1365

AeATio Aedopevwyv Aopalcsiag
oUp@wva pe Tov Kavoviopo REACH (EK) 1907/2006 onwg TpononoinBnke ano Tov Kavoviouo (EE) 2020/878

Kavoviopog nepi e§acBévnong Tou 6govrog (EE 1005/ 2009)

Aev nepiéxel kapia ouaia(eg) nou nepihapBaverai(ovral) oTov KATaAoyo ouciwv nou eEacBevilouv To 6ov (Kavoviouodg EE
1005/2009 oXeTIKG WE TIG ouaiec nou €EacBevifouv Tn oTiIAda Tou 6ZovTog)

Kavoviopog nepi eKpNKTIKOV Npodpopmwv ouciov (EE 2019/1148)

Aev nepiéxel kapia ouaia(eg) nou nepiAapBaverai(ovral) oToV KATAAOYO NPOdPOPWY OUCIWV EKPpNKTIKWV (Kavoviouog EE
2019/1148 oxeTIKA PE TNV €UNOPIA KAl TN XPHOoN NPOdPOHWV OUCIMV EKPNKTIKWV)

KavoviopoG nepi npo3dpopmV ousi®dV VapkwTIK®V (EK 273/2004)

Aev nepiéxel ouoia(eg) nou nepihappaverai(ovral) oTov KaTaAoyo npodpopwY oUCI®V VaPKWTIK®V (Kavoviouog EK 273/2004
OXETIKA WE TIC NPOOPOUEC OUTIEG VAPKWTIKWV)

15.1.2. EOvikEG diaTa&eig

BeBaiwBeiTe 0TI €xouv An@Oei undywn Aol oI Kavoviouoi, €BVIKOI/ToMIKOI.

Feppavia

KaTtnyopia kivduvou yia 1o vepo (WGK) : WGK 1, ehdyiota BAaBepo yia To vepo (KataTta&n cUUQva PE TN YEPHAVIKA
odnyia AwSV, Mapdptnua 1).

Odnyia nepi enikivouvwy atuxnuaTtwov (12. 1 Aev unodkerral oto Odnyia nepi enikivduvwv atuxnuatwv (12. BImSchV)

BImSchV)

OAAavdia

SZW-lijst van kankerverwekkende stoffen : Kavéva anod Ta cuoTaTikd dev €ival KaTaysypappEVo

SZW-lijst van mutagene stoffen : Kavéva anod Ta cuoTaTikd dev €ival KaTaysypappEVo

SZW-lijst van reprotoxische stoffen - : Kavéva and Ta cuoTarikd dev €ival KaTaysypappEVo

Borstvoeding

SZW-lijst van reprotoxische stoffen - : Kavéva anod ta cuoTtaTikd dev gival KaTayeypappevo

Vruchtbaarheid

SZW-lijst van reprotoxische stoffen - : Kavéva ano Ta cuoTaTikd dev €ival KaTaysypappEVo

Ontwikkeling

15.2. AZioAd0ynon XNHUIKAG ac@aAsia

Aev €xel npaypaTonoinBei Kevévag unoAoyIoHOG XNHIKNG acPAaAeiag

TMHMA 16: AAAEG NANPOPOPIEG

Eniorjpavon aAAaywov

Tunua TpononoinHEVO OTOIXEIO Tpononoinon Maparnpnoeig
evnuépwon Tpononoinénke
AvTIKaB10Ta To AgATio Tpononoinénke
EupAekTOTNTA MNpooTéBnke
KavoviaTiko nAaioio MNpooTeBnke
AUGEVEIG ENINTWOEIG TNV UYEIa Nou MpooTednke

npokaAoUvTal ano 1010TNTEG
€VOOKPIVIKNG diaTapaxng

SxOAia (navw and tn olveeaon) Tpononoinénke
1.1 Mop®r npoidvTog Tpononoindnke
2.1 AvVeNIBUUNTEG PUOIKOXNUIKEG eNIdpacelg, | MpooTeBnke

Kabwg kal eNdpacelg aTnV avepwnivn
uyeia kal oTo nepiBailov

3 2U0vBeon/NAnpoPopieC yia Ta ouoTATIKA | Tpononoinénke

4.1 METpa npwTwV Bondei®v PeTd anod MpooTeBbnKe
enaon Ke To dépua
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Polysorbate 80

AeATio Aedopevwyv Aopalcsiag
oUp@wva pe Tov Kavoviopo REACH (EK) 1907/2006 onwg TpononoinBnke ano Tov Kavoviouo (EE) 2020/878

P1365

Eniofpavon aAAayeov
TunHa TpononoinHEVO OTOIXEIO Tpononoinon Maparnpnoeig
4.1 MéTpa npwTwv Bondeiwv YETA ano MpooTéBnKe
gionvon
4.1 METpa npwTwv Bonbeiwv WeTd anod MpooTednke
KaTanoon
4.1 MéTpa npwTwv Bonbeiwv PETA anod MNpooTéBnke
€naen Ye Ta paTia
4.3 AAAN 1aTpIKN yvwpdaTeuon ) Bepaneia MpooTéBnke
5.1 KataAAnAa p€oa nupooBeong Tpononoinénke
5.3 MpooTacia katd Tnv nupdoBeon MpooTebnke
6.1 E€onAiopog npooTaaiag MpooTEBnke
6.1 METpa EKTAKTNG avaykng MNpooTédnke
6.2 NepIBAANOVTIKEG NPOPUAAEEIG Tpononoinénke
6.3 NOINEG NAnpopopieg MNpooTebnke
6.3 MéBodol kabapiauoU Tpononoinénke
6.4 Napanopnn os dAAa TuAuaTta (8, 13) MpooTeBbnKke
7.1 Mpo@uAa&eig yia aopaAn Xeipiopo MNpooTéBnke
7.1 METpa UYIEIVAG MpooTeBnke
8.2 "EAeyxol nepIBalAovTIknG EkBeONG MpooTebnke
8.2 KaTaAAnAol pynxavikoi €Aeyxol MpooTebnke
8.2 MNpooTacia Tou d€ppaTog Tpononoinénke
9.1 Znueio ThEEWG MpooTebnke
9.1 AlgAuToTNTA MNpooTeBbnKe
9.1 Znueio avapAeEng Tpononoinénke
9.1 Xpwua Tpononoinénke
9.1 MukvéTnTa TpononoifBénke
10.3 MBavoTnTa enikivduvwy avTidpacewv MpooTeBnke
10.4 ZUVONRKEG Npog anopuyn MpooTedbnke
10.6 Enikivduva npoidvta anoolvOeong MpooTeBnke
12.1 OikoAoyia - yevikd MpooTédnke
12.6 AUGHEVEIG ENINTWOEIG 0TO NEPIBAAAOV MpooTebnke
nou npokaAouUvTal ano 1310TNTEG
€vOOKPIVIKAG diaTapaxng
13.1 Mé&Bodol eneEepyaaiag anoBARTWV Tpononoinénke
15.2 AZIoAOYNON XNUIKAG aoPaAeiag MpooTeBnke
16 SUVTOHOYPAYIEG KAl AKPWVUHA Tpononoinénke
16 Mnyéc dedopEvmv Tpononoinénke
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Polysorbate 80

P1365

AeATio Aedopevwyv Aopalcsiag
oUp@wva pe Tov Kavoviopo REACH (EK) 1907/2006 onwg TpononoinBnke ano Tov Kavoviouo (EE) 2020/878

ZUVTOHOYPAPIEG KAl AKPOVUHA:

ADN Eupwnaikr cup@wvia yia Tn di1€dvr HETAPOopPa £NIKIVOUVWV EUNOPEUNATWV HECW EOWTEPIKWOV MAWTOV
00wV

ADR Eupwnaikr cup@wvia yia Tig d1gBVeiC 00IKEG HETAPOPEG EMIKIVOUVWY EUMOPEUNATOV

BCF NapayovTag BIOCUCCWPEUTILOTNTAG

CLP Kavoviouog yia Tnv Taivounon, Tnv enionyavaon Kai Tn cuokeuacia, Kavoviopog (EK) apib. 1272/2008

DPD Odnyia yia Ta enikivduva napackeuaopara 1999/45/EK

DSD Odnyia yia Tig enikivduveg ouaieg 67/548/EOK

IATA AIgBVAG 'Evwon ASpoNETaPopwv

IMDG Algbvng NauTikog Kwdikag Enikivduvwv Epnopeupdatov

LC50 OUYKEVTPWON Nou npokaAei 8avato ato 50% nAnBuopou JOKIKAG

LD50 d0on nou npokaAei 8avato oto 50% nAnBuopou dokiung (Siapeon BavaTngodpog do6aon)

LOAEL KaTwTaTo ninedo oTo onoio napaTtnpouvTal eniBAaBeic emdpdoeig

NOAEC OUYKEVTPWON oTnV onoia dev napartnpouvTal SUCHEVEIG ENIMTWOEIG

ABT AvOeKTIKN, BloouoowpeUoIun Kal TOEIkn ouaia

REACH KaTtaxwpion, agloAoynaon, adgioddTnon Kal NEPIoPIoHoi TwV XNHIKWV NpoiovTwyv Kavoviouog (EK) apib.
1907/2006

AAA AeATio Aedopevwv Aopaleiag

ATE EkTignon o&siag ToEIkOTNTAG

Tiur BioAoyikoU Opiou

BloAoyIKn opIaKm TIUN

BOD Bloxnuikw¢ anairolpevo OEuydvo (BOD)

COoD Xnuika anairoupevo oEuyovo (COD)

DMEL Napaywyo eninedo Pe eAAXIOTEG EMNTWOEIG

DNEL Napaywyo £ninedo Xwpig ENINTWOEIG

Kwd.-EE ApiBuog Eupwnaiknig KoivoTntag

EC50 SIGUEDTOG TIMN ANOTEAECUATIKAG CUYKEVTPWONG

EN Eupwnaikd MpoTuno

IARC Aigbvng Opyaviopog Epeuvav yia Tov Kapkivo
NOAEL €ningdo pn napaTripnong duopevayv enidpdoswyv
NOEC OUYKEVTPWON KN napatnpoUpevnG enidpaocng

OECD Opyavioudg OIKoVOouIKAG Suvepyaaiac kal AvanTuéng
OEL ‘'Oplo enayyeAPaTikngG €kBeang

PNEC MpoBAENOUEVN/EC CUYKEVTPWON/EIC XWPIG ENINTWOEIC
RID Kavoviopoi yia Tn 81€bvn a1dnpodpouikr HETAPOPA eNIKiVOUVWV EUNOPEUNATWV
STP Movada BloAoyikoU kabapiopoU

QeWpPNTIKWG OewpPNTIKWG anaiTouhevo oEUyovo

anaiToUphevo oEuyovo
(ThOD)

TLM

AlGueco 0pIo avoxng

MNOE

MNTNTIKEG OPYAVIKEG EVIOEIG
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Polysorbate 80 P1365
AeATio Aedopevwyv Aopalcsiag

oUp@wva pe Tov Kavoviopo REACH (EK) 1907/2006 onwg TpononoinBnke ano Tov Kavoviouo (EE) 2020/878

ZUVTOHOYPAPIEG KAl AKPOVUHA:

apibuog CAS ApIBu0OG Chemical Abstract Service

E.A.O. Aev opileTal dlaPOoPETIKA

aAaB AKPWCG avBeKTIKN Kal dkpw¢ BIoouoowpelaiIun ouaia

ED 1316TNTEG EVOOKPIVIKAG S1aTapaxng

Mnyég dedopEVWV : 'Eyypaga Tou npopunBeuTr OXETIKA PE TNV ao@daAieia. KANONIZMOZ (EK) apif.

1272/2008 TOY EYPQMAIKOY KOINOBOYAIOY KAI TOY SYMBOYAIQY Tng 16ng
AekepBpiou 2008 yia Tnv Ta&ivounon, TNV €NICAUAvVon Kai Tn CUOKEUaaoia Twv
OUCIMV Kal TWV PEIYHATWY, TNV TPOMOMoinan Kai TNV Katapynon Twv odnylwv
67/548/EOK kal 1999/45/EK kal Tnv Tpononoinon Tou kavoviguou (EK) api.
1907/2006.

Safety Data Sheet (SDS), EU Duchefa 2023

UTEG oI NAnpogopieg BaacilovTal OTIC TPEXOUTEC YVWOEIC ag Kal npoopifovTadl yia va neplypayouyv To npoidv anokAEIoTIKA Yid
AOyoug uyeiag, acpaleiag kal nepIBAANOVTIK@WV anaitnoewy. Zuvenwg, dev 6a npenel va Bewpnbei 0TI eyyudTal onoladnnoTe
OUYKEKPIPEVN 1310TNTA TOU NMPOiOVTOG.

30/09/2024 (evnuépwaon) EL (eAANVIKa) 11/11



