’\~~.Spectracer TPOTVTO draAvpna,
Nitpikad arota 1000mg/1.

Evponaikng ®appakonoriog (Ph Eur)

Ava:5002100C
Agltio Agdopévov Acpaleiog

oOpeova pe tov Kavoviopdé REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878
AAA ApBpdg avagpopag: CM13098
Hpepounvia éxdoong: 2014/5/15  gvmuépoon: 2025/1/5 Avtwadiotd ty ékdoon: 2022/6/15 exdoyn: 1.3

TMHMA 1: IIpocdwopiopég ovoioc/peiypotog ko etarpeiog/emyeipnong

1.1. AvayvepiloTikég KmdKog TpoiovTog

Mopen mpoidvtog : Meiypa
Ovopa Tov TpoidvTog 1 POTLTO JLdAvpol

Nurpwcd drato 1000mg/l.

Evpomnaikng Pappakonotiag (Ph Eur) Avae:5002100C
Kodog mpoiovrog : CM13098

1.2. Zovo@eic TPoGdoPlopevES YPNGELS TNG OVGING 1] TOV HEIYHATOS KO OVTEVOSIKVVONUEVES Y P1CELS

XyeTikéc mpoPrendpeveg yposeig

Kopua katnyopio xpriong . Emayyehpotuch xprion
Xp1on g ovciag/tov peiypotog : Yo ovopopds
Koamnyopia Aetrovpyiog 1 xprong 1 Xnukég ovaieg epyactnpiov

1.3. Ztoyygia Tov TpopunOcvT) TOL dEXTiOV dEdOPEVEOV GPaLEiag

International Chemical Process sarl
37 rue d'Amsterdam

75008 Paris

France

Tel: +33 (0) 954 112 859
Fax:+33 (0) 173 723 184
Email: contact@spectracer.eu
Web: www.spectracer.com

1.4. Ap1Opog THAEQAOVOL EMEIYOVOAS AVAYKNG

Agv vrdpyovv emmAéov TAnpogopieg

TMHMA 2: I[1poco10piopog emKIVOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1| TOL pelypoTog

Katarain oopoova pe v odnyia 1272/2008 EK [CLP]

AGBpmon/epedionog Tov dépparog Mn tagvopunpévog
ITAnpeg keipevo tv niocewv H ko EUH: BAéne tpnpa 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPIPdALov

ZOUQOVA LLE TO YVOOTE GTOLYELN, TO TPOTOV dEV TOPOVGLALEL GLYKEKPLUEVOLG KIVEUVOLG OTAV TNPOVVTAL KOTA T YPTCT| TOV Ol KAVOVES BLOHNYOVIKNG DYEWNG Kot
0CQAAELOG.

2.2. Xroyyeia eTIKETOG

Xapoxktnpiopog copeava pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

Aev amotteitan ofjpovon

2.3. AALot Kivovvor

Aev mepiéyet ovoieg PBT 1/kot vPVB > 0,1%, ot omoieg €xovv a&oloynBel coppmva pe to Hopdpmmpe XIII tov Kavoviepod REACH
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POTLTO drdAvNa,

Nitpikad ahata 1000mg/1.

Evponaikig @appoxonoriog (Ph Eur) Ava@:5002100C
Agltio Agdopévov Acpaleiog

oopeova pe tov Kavoviopé REACH (EK) 1907/2006 6nwg tpononomdnke and tov Kavoviopd (EE) 2020/878

To petypa dev mepiéyet ovoio(eg) mov meptiapfaveTor oTov Katdhoyo mov kataptiletar cupewva pe 10 ApHpo 59 Tapdypapog 1 tov kavoviopod REACH yw tig
W10 TEg gvdoKpviKNg dtatapayng N (o) ovoia(eg) dev avayvmpiletai(ovtor) 6Tt Exel(0VV) 110TNTEG EVOOKPIVIKNG SLOTOPO)NG COLPMVE LE TO KPLITHPLOL TTOV
opiCovtat otov kat' e&ovoloddtnon Kavoviouod mg Emtponnic (EE) 2017/2100 i tov Kavoviopd g Enttponig (EE) 2018/605 e cuykévipmon ion 1 peyaivtepn
and 0,1 %

TMHMA 3: X0v0eon/ainpo@opies Yo T0 6GVOTUTIKA

3.2. Meiypota

To piypo dev mepiéyet kapio ovoia GEo avapopds GOUEOVE LE To KPLThpLa TG Topaypdeov 3.2 tov mapaptipatog II too REACH

TMHMA 4: Métpa apdtov fondsiov

4.1. eprypoon péTpov TpOTOV fondsiarv

Tevikd pétpa tpdTev Ponberdv . Xe mepintoon adwbeciog, cuppovievteite yloTpo.

Métpa tpdtev Bondeidv petd anod elomvon : Metagépete Tov mofovta 6Tov Kabapd aEpa Kot apnoTe TOV Vo EEKOVPOCTEL 6€ GTAGT TTOV
S1EVKOADVEL TNV OVOTTVOT].

Métpa tpdtev Bondeidv petd omd enaen e To dEpuo : IT\dvete to 8éppa e apBovo vepod.

Métpa tpdtev Bondetdv petd amd exapn He o LaTio. : Eemhdvete to pdtia pe vepo yio AOyous acpoeiag.

Métpa tpdtev Bondeidv petd amd katdmoon : Kokéote 1o kévrpo dnintmpidcenv 1 Evav yotpd edv oicbavieite adiadeoia.

Métpa tpdTev Bondeidv yio GTope Tov TapEXOLV TIg : To dropo mov mopéyouvv tig Tpdtes Bondeteg Oa ivan eEomhopéva pe KatdAnio eEomhopd

mpodTeg Pondeteg OTOWIKNG TPOGTOGIG.

4.2. TnpovTIKOTEPO. GUUTTONOTO KOL ETLOPACELS, AUEGES 1| PETAYEVEGTEPES

ZOUTTOUOTO/ETMOPACELS LETE OO ELGTVOT : Kovévag/kapio/kavéve vrd Kavovikés cuvOnKeg.
ZOUTTONOTO/EMOPACELS UETA OO ETOPT| LUE TO EPLLOL : Kovévag/kapio/kavéve vrd Kavovikég cuvOnKeg.
ZOUTTONOTO/EMOPACELS UETE OO EXAPT UE TOL LTI : Kovévag/kapio/kavéve vrd Kavovikés cuvOnKeg.
ZOUTTOUOTO/EMOPACELS LETE OO KATATOOT : Kovévag/kapio/kavéve vrd Kavovikés cuvOnKeg.

4.3."Evo€1En 0mo10.601)TOTE ATUITOVIEVIS GUEGTS LUTPIKNG GPOVTIOAS KA E0IKNG Oepameiag

Topntopoatikn Oepomeio.

TMHMA 5: Métpa y10. TNV KOTOTOAEPNN 61 TG TUPKAYLAG

5.1. TvpocPestika péca

Katahinia péoa mopdofeong 1 Wekaopog pe vepd. Enpn okovn. Aepoc. Aoéeidto Tov avBpaka.
AKATIAANA0 TUPOGPESTIKG HEGO : Mn ypnoonoteite peydin pon vepov.

5.2. Exdukoi TOol EMKIVOUVOTNTOS TOV TPOKVTTOVV 0Té TNV 0VGIA 1] TO PElYRa

Kivdvvog mupkayidg 1 Agv vmdpyet Kivouvog TupKoyLig.
Kivdvvog €xpnéng 1 Agv umdpyel Kovévag kivduvog apeons Ekpnéng.
g mepinTOON TUPKAYLIG ToPdyovTaL ENKIVOLVA : ITBavn amoBoin) To&tkod VEPous.

mpoidvta amocvvheong

5.3. Zv6TaoE1g Y1a TOVG TUPocPéoTeg

Métpa yio TV KOTATOAEUNGT) TNG TUPKAYLAS : Katamolepnote ) ooTid 0md ac@oA] andoTacT) Kot TPOsTATEVUEVO onpeio. Mnv uraivete o
TEPLOYN TVPKAYIES X®PIG KATIAANLO TPooTaTELTIKO eE0mAopd, cupmeplapfavopévng Tpootaciog
Y0 TNV OVOTVOTy.

Ipoctacio katd v TopdoPeon : Mnv enepoiverte yopic katdAAnio eEomiopd. AvTOvoun aveamVELGTIKY GUOKELT HE HOVOOT.
OLOGOUN TPOCTUTEVTIKY GTOAN.
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POTLTO drdAvNa,

Nitpikad ahata 1000mg/1.

Evponaikig @appoxonoriog (Ph Eur) Ava@:5002100C
Agltio Agdopévov Acpaleiog

oopeova pe tov Kavoviopé REACH (EK) 1907/2006 6nwg tpononomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 6: Métpa 6€ TEPINTOGN 0KOVOLOG EKAVGTG

6.1. TIpocomKES TPOPVAAEELS, TPOCTATEVTIKOG EEOTAMGIOG KUl 10OIKUGIES EKTAKTIG OVAYKNG

Tevikd pétpo 1 Ztopatiote ™ dwppon], Epdcov dev vdpyel Kivduvoc. Eidomomorte Tig apyég edv To Tpoidv
S1E168VGEL GTOVG AMOYETEVTIKOVG 0ly®@Y0VG 1] 6T0 INUOGL0 SiKTLO VEPOD. ZKOVTIGTE TN YLUEVN
TocOTNTA Y10 Vo TPOAGPeTE VAKES Inpuéc.

TN TpocOTIKS GALO 076 TO TPOGOTIKO EKTUKTNG AVAYKNG

E&omhopog mpootaciog 1 Dopdte TO CLVIGTOUEVE ATOUIKE HEGH TPOCTAGIOGS.

Métpa EKToKTngG avayKng . E&aepilete ) Lodvn expong.

TN dropa wov Tpocsépovy TpdTES Por)Bereg

E&omhopog mpootaciog 1 Mnv enepPoivete yopic katdrinio egonhopd. o mepiocdTepeg TAnpopopies avarpéste oty
evomta 8 :""Eleyyog tng ékBeong-Atopkn tpoctacio.
Métpa EKToKTNG AVAYKNG 1 ATOPOKPUVETE TO TEPLTTO TPOSOMIKO. LTOUATAGTE TN SLOPPOT|, EPOGOV deV LILAPYEL KIVOLVOG.

6.2. IleprparrovTikés TPoPUAGEES
Na anogedyerar n Erevbépmon oto mepiParrov.

6.3. M£00d01 Kot VAMIKG Y10 GVYKPAT 0N Kol KAOopPLopo

INa v amobnkevon : Amoppoenote O T dtaokopmiopévn ovoia pe aupo 1 ydpo. Ieplopiote v exyvpévn ovoio oe
TGEpo 1 pe ™ PonBeta amoppoENTIKOD VAIKOV €101 HOTE VA EUTOSIOTEL 1) EKAVGT| TOVG OTIG
OTOYETEVGELG 1| G€ EMPAVELOKE VOOTAL. ZTAUNTAGTE TN SLoPPOT, €1 SuVATOV XMPIG PLYoKivOLVESG

EVEPYELEG.
MéBodot kabapiopod : AmoppoenoTe TIG SLpPOES PE KATOLO OTOPPOPNTIKO VAIKO.
Aowmég mAnpoopieg : Amoppiyte To VMKA ) T0 VTOAEIUULOTO GE EYKEKPIUEVO KEVTPO.

6.4. [Topomwopnn) og GAho TUHRATO

INa eprocotepes TAnpopopieg avarpéére oy evomra 13.

TMHMA 7: Xeipiopoég kon amodikevon

7.1. TIpo@uAGEEIS Y10 Ao PUAT YEIPIGHO

Emndéov kivdvvor katd v encepyocio 1 Aev Bempeiton emkivduvo vTd Kovovikég cuvOnkeg xpnong.
ITpopuld&ers yio aoorn XEPIGHO 1 Dpovricte dote 0 xDPog epyaciog va e&aepiletol cmotd. Dopdte aTopkd E0TAMGUO TPOGTAGINC.
Métpa vytewvng 1 Mnv tpdre, nivete M| komvilete, Otav gpnoponoteite ovtd To mpoidv. [Ihévete mdvtote Ta XEpLo Gag

Hetd and kGO ypnomn.

7.2. ZovOnkeg 06Qarovs QOAAENS, COPTEPIAANPAVOUEVAOV TVYOV AGVUBATOTNTOV

Teyvikd pétpo 1 Awtnpeite og Y®po dpocepod e KoAd e&aeptopod, Kot pokpld amd mnyég Oepuotnrag.

TovOnkeg pOraéng : Na dwrnpeiton dpocepd. Na tpootatevetan amd Tig NAAKES aKTives.

YAkd cuokevociog 1 Amofnkebdete TOVTOTE TO TPOIOV G€ TEPLEKTN OO TO 1510 VAIKO LE TNV EPYOCTAUGLOKT CLOKEVOGIOL
Tov.

Teppavio

Kamnyopia amobfkevong (LGK, TRGS 510)
Mivaxog kowng amodnkevong

: LGK 12 - Mn kavoa vypd

Agv gmtpémeton 1) kown| amoBnkevon : LGK 1,LGK 6.2, LGK 7
Emupénetat n Kown omobnKevon pe TePLOPLGHOVG Yo : LGK 4.1A,LGK 4.3, LGK 5.1C
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POTLTO drdAvNa,

Nitpikad ahata 1000mg/1.

Evponaikig @appoxonoriog (Ph Eur) Ava@:5002100C
Agltio Agdopévov Acpaleiog

oopeova pe tov Kavoviopé REACH (EK) 1907/2006 6nwg tpononomdnke and tov Kavoviopd (EE) 2020/878

Emutpéneton n kown omobikevon yo : LGK 2A,LGK 2B, LGK 3, LGK 4.1B, LGK 4.2, LGK 5.1A, LGK 5.1B, LGK 5.2, LGK 6.1A, LGK
6.1B, LGK 6.1C, LGK 6.1D, LGK 8A, LGK 8B, LGK 10, LGK 11, LGK 12, LGK 13, LGK 10-13

7.3. Exducn) Tehukn yprion 1 xprioeig

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 8: "EAgyyog Tng ék0eong/atopiki tpoctacio

8.1. lapapeTpor eréyyov
Agv vrtdpyovv emmAéov TANpoeopieg

8.2. 'Edeyyon ék0gong

Katariinior pnyavikoi éreyyot

Katalinior pnyavikoi éreyyou:
DpovticTte ®OTE 0 YDOPOS epyociog vo e&aepiletarl cmOTA.

ATOPIKOG TPOCTATEVTIKOG EEOTAO NG

Atopkn wpoostocio:

Amogedyete kGbe meprrtn £kbeon. O atopkds TPooTaTELTIKOG EEOMAGIOG TPETEL VoL EMALYETAL GONPmV e To. TpdTLTa TG Evpmnaiknig Emtponng Tumonoinong
(CEN) kot 6€ Guvevvonen e Tov Tpoundenti Tov TPOGTUTEVTIKOD EE0TAMGHOV.

Xopporo(a) eEomiopod aTopIKg TPOGTUGIOG:

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Ipootacio 0@OIAN®V:
TIpootoTevTiKd yooid
Ipootacio Tov déppatog

Ipootacia Tov déppoatoc:
Dopdte KOTAAANAO TPOGTOTEVTIKO POVYIGUO

Ipootacio TV yePLOV:

IIpoctotevtikd yavtio

IIpocTacio TOV AVUTVEVGTIKAV 00DV

IIpooTucio TOV AVATVEVGTIKAOV 00(DV:

Ty mepintmon un enapkods AePIoHoD POPATE TOV KATAAANLO aVATVELGTIKO EE0TAGHO
"Eleyyor meprporhovrucnig £k0eong

‘Eleyyot meprpairovrikig £ék0song:
Na anopedyerar n elevbépmon oto mepiParrov.

TMHMA 9: ®vokég Kot yNUIKEG 10160TNTEG

9.1. Zroyeia Yo TS facikéc QUOIKES KoL YNUIKES 1OL0TNTEG

Dok KoTAoTooT : Yypd

APOLOL 1 Ayxpopo.
Ooun : Aoocpo.

Op1o oopng : Mn Swbéorpo
Enpeio t&ewg 1 Aev oyvet
Enpeio m&emg 1 =0°C
Enpeio Bpacuod : =100 °C
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nPOTLTO rdAvpa

Nitpikad ahata 1000mg/1.

Evponaikig @appoxonoriog (Ph Eur) Ava@:5002100C
Agltio Agdopévov Acpaleiog

oopeova pe tov Kavoviopé REACH (EK) 1907/2006 6nwg tpononomdnke and tov Kavoviopd (EE) 2020/878

Evelektomra 1 Aglekto.
Xapnhotepo 0pio £kpnéng : Mn Swbéopno
AvhtoTo 0plo expnépnotTTag : Mn Swbéorpno
Inueio avapredng : Mn Swbéorpo
Beppokpacio avtavaeieing : Mn dwbéoipo
Beppokpacio arocHvieong : Mn dwbéoipo
pH =7

1EDOeG, Kivepatikog (17) : Mn dwbéoipo
AwAvtomTo : Avopi&po pe to vepo.
ZUVTEAEOTIG KOTAVOUNG GE HELYHLOL N-0KTAVOANG/VEPOD : Mn dwbéoipo
(Log Kow)

Téon atudv : Mn dwbéoipo
ITieon atpov ot Beppokpacio S0°C : Mn dwbéoipo
TTvkvomnta : Mn dwbéoipo
ZyeTikn ToKvOTNTOL : = 1,01
ZyeTIKN TUKVOTNTO 0TUDV 6ToVG 20°C : Mn dwbéoipo
XopaKTnploTikd copatidiov : Agv oydet

Agv vdpyovv emmALOV TANPOPOPIES

TMHMA 10: Xt00gpdtnTo KoL OVTIOPOCTIKOTNTO.

To mpoidv dev givar adpavég 6e Kavovikég GLVONKEG XpNONG, amTobNKeELONG KOt LETOPOPAS.

21abepd VIO KAVOVIKEG GUVOTKEG.

Y76 kavovikég cuvOnKeg ypionge, Kapio yveot entkivévvn avtidpaon.

Kavévag otig ovviotdpeveg cuvinkeg amobnkevong kot xeipiopod (BAEre tunpa 7).

Agev vrdpyovv emmAéov TANpoPopieg

Y76 kavovikég cuvOnkes GOANENG KOl XpNONG SEV OVOLEVETOL TOPAYWYT KAVEVOG ETKIVELVOL TPOidVTOg amochvieong.

TMHMA 11: To&koroyikég TANPOPOPIES

Oé&gia to&ucdra (amd 6ToOHaTOC) : Mn ta&wopnpévog

Oé&eia to&ucdmra (deppotiky) : Mn to&wopnpévog

Oé&eia to&ucdmra (avamvon) : Mn ta&wopnpévog

AGBpmon ko epediopdg Tov dEppratog : Mn ta&wounuévog.
pH: =7

XoPapn opOarpkn PAPN/epedionog : Mn ta&wvounpévog
pH: =7

Evaisbntomoinem tov avomvevstikov 1 : Mn ta&wvounpévog

gvoucOntomoinon Tov déppatog
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nPOTLTO rdAvpa

Nitpikad ahata 1000mg/1.

Evponaikig @appoxonoriog (Ph Eur) Ava@:5002100C
Agltio Agdopévov Acpaleiog

oopeova pe tov Kavoviopé REACH (EK) 1907/2006 6nwg tpononomdnke and tov Kavoviopd (EE) 2020/878

MetaAdogryéveon YEVVNTIKOV KUTTAPOV : Mn to&wopnpévog
Koapkwvoyéveon : Mn ta&wopnpévog
To&wodmTa 6TV avamopay®yn : Mn to&wounpévog
Ewdum to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn taéwvounpévog
epanag éxbeon

Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn to&wvounuévog
emavenppévn €kbeon

Emucivduvomnta avoppoenong : Mn ta&wopnpévog

Agv vdpyovv emmALOV TANPOPOPIES
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Owoloyia - yevikd . To mpoidv de Bewpeitar emPBAaPEG Yo TOVG VIPOBLOVE OPYOVIGHOVG KL eV EXEL LOKPOYPOVIEG
avemBOuNTEG EMOPAGELS 6TO TEPBAAAOV.

Emwivduvo yio to vddrtivo meptBdilov, Bpayvrpodbecpog : Mn ta&wopnpévog

(0&0c)

Emivduvo yio to vddrtivo meptBdilov, pakporpodbeopog : Mn ta&wopnuévog

(xpoviog)

npéTUTO Srdivpa
Nrpiké arora 1000mg/1.
Evponaikig ®oppoxonoriog (Ph Eur) Avag:5002100C

AVOEKTIKOTNTA KoL IKOVOTNTO ATOdOUNGNG Toyfmg amodounoipuo

Aev vdpyovv emmAéov TANpoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALOV TANPOPOPIiES

TMHMA 13: Xtovyeia oyeTika pe 0 6130gon

Tlepupeperoxdc kavoviopdg nepi amofAntov : H ombppryn mpémnet va yiverar cOUPmVa L TIG d1001K0GIES TOV TPOPAETOVTAL ATTO TO VOUO.

MébBodor emeEepyaciog amopfintov : ATOppyn TOL TEPIEYOUEVOV/F0YEIOV GUUPMVA LLE TIG 0N YiEG SLAAOYNG TOV EYKEKPLLEVOL POPEN
GLALOYNG.

ZVOTAGELS Y10 ATOPPIYT GTLG OTOYETEVCELS : H amdppryn mpémnet va yiverat cOUPmVa L TIG S0d1KAGIES TOV TPOPAETOVTAL OO TO VOUO.
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POTLTO drdAvNa,

Nitpikad ahata 1000mg/1.

Evponaikig @appoxonoriog (Ph Eur) Ava@:5002100C
Agltio Agdopévov Acpaleiog

oopeova pe tov Kavoviopé REACH (EK) 1907/2006 6nwg tpononomdnke and tov Kavoviopd (EE) 2020/878

ZVOTAGELS OYETIKA [E TNV ATOPPLYN : Ta amdPAnto mpénet vo anoppintovar cOpemva pe Ty odnyio 2008/98/EK mepi tmv otepedv

TPOIOVTIMV/GLOKEVACIOV amoPAToV, KaOmG Kot OHEOVO e GAAEG £BVIKES Kot ToTikég puBpic eic. H andppuyn mpémet va
yiveton cOHe@VA LE TIG dladikacieg Tov mpoPArémovtat amd To vOpo.

Tepaurtépm TAnpopopieg : Mnv enovoypnGUYLOTOLEITE TOVG GOELOVG TEPLEKTES.

Evponaikog Katdroyog Amopfiitov (LoW, EK 1 16 05 06* - epyacTNPLOKA XMUIKE VAIKE TTOV 0T0TELOVVTOL OO EMKIVOLVEG OVGIES 1) TOL OTTOT0L

2000/532) TEPLEXOVV EMKIVOVLVES OVGTES, TEPIAAUPAVOUEVOV LELYUATOV EPYUCTNPLUKOV YNUKADV VAKOV

TMHMA 14: ITAnpo@opieg 6YETIKA PE T PETAPOPA

Toupovo pe ADR /IMDG / IATA / ADN /RID
ADR IMDG TATA ADN RID

14.1. ApwOpéc OHE 1 aprOpég tavtétnTog

TOUPOVO e TIG STAEELS LETAPOPAG TO TTPOIOV aVTO de YapoakpileTarl g emKivouvo

14.2. Oweia ovopacio amostoric OHE

Mn pvOulopevo | Mn pvOuilopevo | Mn pvOuildpevo | Mn pvOuilduevo | Mn pvOuldpevo

14.3. Ta&n/-€1g Kivovvou Katd T peTaQopa

Mn pubulopevo | Mn pubulopevo | Mn pubulopevo | Mn pubulopevo | Mn pvbulopevo

14.4. Opaoda cvokevaciog

Mn poOulopevo | Mn poOulopevo | Mn poOulopevo | Mn pvOuldpevo | Mn poOuildpevo

14.5. Ilgprfoirovtikn emKivovvoTTO

Mn pvOuldpevo | Mn pvOuldpevo | Mn pvOuldpevo | Mn pvOuldpevo

Mn pvBulopevo

Aev vdpyovv emmAéov Stabécipues TANPOEOpie

14.6. Ewdwkég mpo@uidcerg yia Tov ypnotn

Eniyeio petagopa
Mn pvOulopevo

peTAPOPE pécm Bardcong
Mn puOulopevo

Evaépo petagopd
Mn pvOulopevo

Motama petagpopa
Mn poBulopevo

X101 poSPOPIKY] RETAPOPE
Mn puBuldpevo

14.7. @ardooieg petapopis yHony copgpmva pe Tig Tpaters ron IMO

Aev 1oyvet

TMHMA 15: Xtovyeio vVopoOeTikov YopaKTipo

15.1. Kavoviopoi/vopo0soio 6YeTIKG pe TV 06QaLEWD, TNV VYEID KoL TO TEPIBaLLOY Yia TNV OVGiC 1| TO pEiypa
kavovicpoi EE

Hapaptpa XVII tov REACH (IlIpoimobéceig mepropiopov)

Aev mepiéyet kopia ovoio(eg) mov meprapfavetoovrar) oto Mapaptnua XVII oo REACH (Ilpobnobiceig neplopiopon)
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POTLTO drdAvNa,

Nitpikad ahata 1000mg/1.

Evponaikig ®appakonoriog (Ph Eur) Avae:5002100C
Aghtio Aedopévav Acpaireiog

ovpupmva pe tov Kavoviepd REACH (EK) 1907/2006 6nwg tpotonomidnke amd tov Kavoviopo (EE) 2020/878

Hapaptpa XIV tov REACH (Katdloyog 0.0£1060Tn61G)
Aev mepiéyer kopia ovoio(eg) mov meprapPavetoi(ovrar) oto Mapdaptua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroynguov ovordv REACH (SVHC)

Aev mepiéyet kapio ovsia(eg) mov nephappdavetarovtat) 6Tov Katdioyo vroyneuwv ovcuwv REACH

Kavoviopdog PIC (EE 649/2012, IIponyovpevny cuvaiveon petd amd evnuépmon)

Aev nepiéyel kopia ovoio(eg) mov meprapfavetoi(ovrar) otov katdroyo PIC (Kavoviouds EE 649/2012 oyetucd pe v e€oymyn Kot El60y@yn enkivéuvov
ANUKOV OVGLDHV)

Kavoviepog POP (EE 2019/1021, Eppovor opyevikoi pvmor)

Aev mepiéyet kapio ovaia(eg) mov nepthappdavetar(ovtar) otov kKatdAoyo POP (Kavoviopdc EE 2019/1021 oyetikd e TOUG ELUOVOVG OpYaVIKOVG pOTOVG)
Kavoviopog mepi 6lovtog (2024/590)

Aev nepiéyet kopia ovoio(eg) mov meprapfavetoi(ovrar) 6Tov Katdroyo ovatdv mov e&acbeviCovv to 6lov (Kavoviopdg EE 2024/590 oyetikd pe 16 ovoieg mov
e&acbeviCouv ™ otiffdda tov 6lovtog)

Kavoviopog mepi dumhng ypiiong (428/2009)

Aev mepiéyet ovoio mov vrdketat atov Kavoviopod (EK) tov Zvppoviriov yio tov Ereyyo @V SuTAng xpriiong

Kavoviopog mepi ekpnkTIK®OV Tpodpopmv overdv (EE 2019/1148)

[epiéyet ovoia(eg) mov mephapPavetar(oviat) 6Tov KoTdhoyo Tpddpopmv ovctdv ekpnktikdv (Kavoviopuog EE 2019/1148 oyetkd e tnv gumopio Kot ) xprion
TPOSPOUDV OVGLAY EKPNKTIKDV)

Kavoviopég mepi mpodpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyet ovoio(eg) mov TePAaBAVETAL(OVTOL) GTOV KOTAAOYO TPOSPOU®Y 0VGIAV VapKOTIK®OV (Kavoviopog EK 273/2004 oyetikd pe tig mpd3popeg ovoieg

VOPKOTIKOV)

EOvikéc drata&erg

T'eppavia

Atdraypo VOC (ChemVOCFarbV)

Katmyopia kwvdvvov yia 1o vepd (WGK) WGK nwg, oyt Brofepd yio to vepd (Aev ta&vopeiton cuppova pe to Kavoviopdg mov diénet ta

GLGTNLLOTA YEPLCUOD OLGLOV TV £ivar emKivdvves Yo ta Vdata (AWSV)).

Odnyia mepi emkivduvov atvynudtov (12. BImSchV) 1 Agv vndkertan oto Odnyia nepi emkivéuvev atoynudtov (12. BimSchV)
Olhavdio
Katmyopio ABM 1 A(4) - yopumidg kivéuvog yio Tovg VIPOPIOVE OPYOVIGHOVG, UTOPEL VO TPOKOAEGEL LAKPOYPOVIEG

Sdvopeveis emmTMOELG 6T0 VIATIVO TEPPAALOV

SZW-lijst van kankerverwekkende stoffen

SZW-lijst van mutagene stoffen

SZW-lijst van reprotoxische stoffen — Borstvoeding
SZW-lijst van reprotoxische stoffen — Vruchtbaarheid
SZW-lijst van reprotoxische stoffen — Ontwikkeling

Kavéva omd ta 6ueTatiKd dev eivotl KOTayeypoLUEVO
Kavéva omd ta cueTatikd dev eivotl KoTayeypoLuéVo
Kavéva omd ta cueTatiKd dev eivol KOTayeypoLUEVO
Kavéva omd ta cueTaTiKd dev eivol KOTayeypoLIEVO
Kavéva omd ta cueTatiKd dev eivol KOTayeypoLUEVO
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POTLTO drdAvNa,

Nitpikad ahata 1000mg/1.

Evponaikig ®appakonoriog (Ph Eur) Avae:5002100C

Aghtio Aedopévav Acpaireiog

oopeova pe tov Kavoviopé REACH (EK) 1907/2006 6nwg tpononomdnke and tov Kavoviopd (EE) 2020/878

Tolovia

EbBvikoi kavoviopoi g Iohaviog

15.2. A&oAdynon ynuikng aoQarelog

: Nopog g 2515 PePpovapiov 2011 oyeticd pe Tig yMKES ovaieg kot ta piypatd tovg (J. o L. Ap.

63, otoyeio 322 omwg £xet tpomonomBei, evomounuévo keipevo J. o L. 2019, ctoyeio 1225).

Noépog mg 14ng Askepppiov 2012 oyeticd pe to amdépinta (J. o L. 2013, oroyyeio 322 dmog £xet
tporonomBei, evomounpévo keipevo J. o L. 2020, otoyeio 797).

Avaxoiveoon tov [Ipoédpov g Kdte BovAng (Marshal of the Sejm) tg Anpokpatiog g
Ioloviag, pe nuepopnvio 19 Oktofpiov 2016, ovapopikd pe ) SNUOGIELGT TOV EVOTOMUEVOL
KEWWEVOL TOV SLTAYHATOG Y10l TN SLYEIPIOT TV GLOKEVAGIAOV Kat TOV anoPfATev cvokevasiog (J. o
L. 2016, otoryeio 1863 onmg £xet tpomomomOei).

Adraypo tov Yrovpyod IepiBdrioviog amd tig 14 Askepfpiov 2014 oyetikd pe tov kKatdrloyo
amofAntov (J. o L. 2014, ctoyeio 1923).

Noépog ™mg 19ng Avyodotov 2011 oyeticd pe ™ Metagopd enkivévuvov epnopevpdtav (J. o L. 2011
Ap. 227, otoryeio 1367 dnmg £xet tpomonombei, evomotnpévo keipevo J. o L. 2020, otoyeio 154).
Kavoviepdg tov Yrovpyod Owoyévetag, Epyaciog kot Kowvovikng ol and tig 12 Iovviov
2018 oxeticd pe v VYNAOTEPN EMTPETOLUEVT GLYKEVIPOOT KOl £VTOoT EXPAABOV TOPayOVI®V Yio.
mv vyeia oto epyactakd nepParrov (J. o L. and tic, otoryeio 1286, onwg £xel tpomomonOet).
Avoxoiveoon tov Yrovpyov Yyeiog pe nuepopunvio 9 Zentepfpiov 2016 oyetikd pe ™ dnpocicvon
TOV EVOTOMNUEVOD KELEVOL TOL dtatdypatog Tov Yaovpyol Yyeiog omd tig 30 Askepfpiov 2004 ya
™V vyeia Kot TV ac@dAeln otV epyacio nov oxetiCeton e v €kbeon og ynUkég ovoieg otV
epyacia (J. o L. oo g 16 Zentepppiov 2016, oroyeio 1488)

Kavovioudg tov Yrovpyod Yyeiag and tig 2 DePpovapiov 2011 oyetikd e Tig SOKIUES Kot TG
petpnoels Tov entPAAPOV TapoyOVIOV Yo TV vyein 6To epyactokd meptPoiiov (J. o L. Ap. 33,
otoryeio 166, 0mwg £xet tpomonomOet).

Kavovioudg tov Yrovpyov [epifdiriovtog and t1g 9 AekepuPpiov 2003 oyetikd e Tig Wiaitepo
emikivduveg ovoieg yia to mepparrov (J. o L. Ap. 217, otoyeio 2141).

Zopgovia ADR: KvBepvntiky Avakoivoon g 13ng Maptiov 2023 yio v évapén 1ox00g tev
tporonomaoemy tov [apapmudtov A kot B ot Zvpgovia yio tig d1ebveic 0d1kég petopopés
emkivouvov gunopevpdtav (ADR), n omoia vreypden ot I'eveon otig 30 Zentepppiov 1957 (J. o.
L. 2023, ototyeio 891)

Aev éyetl Tpaypotonombel KEVEVAG VTOAOYIGHUOG Y1IIKNG OOPAAELNG

TMHMA 16: Alheg TAnpo@opisg

Emonqpavon arlrhayov

Tpnpo Tpomomompévo crovyeio Hapotnpiiocers

2.1 Katdraén coppova pe my odnyio 1272/2008 EK | Ipoctédnke
[CLP]

4.1 Métpa tpdTev Pondeidv ya dropa wov mapéxovv | Ipoctédnke
TG TpdTEG BonOeteg

4.1 Tevikd pétpa Tpotmv fondetdv Ipootidnke

42 ZOURTOUOTO/EMOPACELG UETG OO EMAPT LLE TO Ipootédnke
dépuo

42 ZOUNTOUATH/EMOPACELG LETG OO ELGTVON Mpootédnke

4.2 ZOUTTOUOTO/EMIPAGELS LETE ad KOTAmoom Ipootédnke

4.2 ZOUTTOUOTO/ETOPACELS LETE OO ETOPT| UE TOL Ipoctédnke
pétio

5.1 Axatdrinlo mupocPecticd pHéco Ipootédnke

52 Kivdvvog mupkaytdc Ipootidnke
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POTLTO drdAvNa,

Nitpikad ahata 1000mg/1.

Evponaikig ®appakonoriog (Ph Eur) Avae:5002100C
Aghtio Aedopévav Acpaireiog

oopeova pe tov Kavoviopé REACH (EK) 1907/2006 6nwg tpononomdnke and tov Kavoviopd (EE) 2020/878

Emonpavon ailaydv

Tpnpa Tpomomompévo croryeio Hapotnpiceg
52 Kivduvog éxpnéng Ipoctédnke
53 Métpa Yo TNV KATOTOAEUNGT| TG TUPKOYLHG Ipootédnke

6.1 Métpa EKTOKTNG OVAYKNG Ipootidnke

6.1 E&omhopndg mpootaciog Ipootédnke

6.1 Tevikd pétpa Mpootédnke
6.3 T v amobnkevon Ipootédnke

7.1 Emm\éov kivduvor katd v enetepyocio Ipoctédnke
7.2 Teyvikd pétpo Ipootidnke
7.2 YAkd cvokevaciog Ipootédnke
7.2 YuvOnkeg O aENg TpomomouOnke
9 Evpiextotroa TpomomouOnke
13.1 2UOTAGELS VL0 ATOPPLYT GTIG ATOYETEVGELG Ipootédnke
13.1 Iepartépo TAnpogopieg Ipoctédnke
13.1 Tleprpepelakdg Kavoviopog mepi anofANT@v Ipootidnke
13.1 YV0TAGELS GYETIKG [Le TNV amdppLym TpomomouOnke

TPOIOVIMV/GVGKEVOCIOV
16 ZUVTOHOYPAPIEG KOl AKPOVULLOL TpomomouOnke

XUVTONOYPOPIES KOL OKPAOVONA:

ACGIH American Conference of Governmental Industrial Hygienists (Apepovikn Awdokeyn tov KvBepyntikav Bliopnyovikov
Yyiewordywv)

ADN Evponaiki cupeovia yio t d1ebvi LETAPOPE ETKIVOLVOV EUTOPEVUATOV HECH ECOTEPIKOV TAMTOV 03MV

ADR Evponaikn coppovia yio 1ig d1ebveis 001kéG HETAPOPES EMKIVOVLVOV EUTOPEVUATOV

ATE Extipnon oelog to&icomrog

BCF Iapdyovtag PocveopPevLoIUdTNTOG

Ty BloAoytkov Opiov Broloywn oploky Tiun

BOD Buoynpukag amartodpevo O&vydvo (BOD)

apBuog CAS ApBuodc Chemical Abstract Service

CLP Kavoviopdg yua myv ta&vounon, my enonpoavon kot m cvokevacio, Kavoviopds (EK) apd. 1272/2008

COD Xnukd arattovpevo o&uydvo (COD)

CSA A&ooynomn yNUIKNG acearetog

DMEL Moapdywyo eninedo e ELAYIOTES EMATOCES

DNEL Tlapdywyo eninedo ympic EMATTOCELS

Kwd.-EE ApBpodc Evpomaixng Kowotnrtog

EC50 SLAUECOG TN OTOTEAECHATIKIG CLYKEVIPMONG

ED Evdokpwvikdg dratapdrtng

EN Evponaiko [Tpdtumo
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POTLTO drdAvNa,

Nitpikad ahata 1000mg/1.

Evponaikig ®appakonoriog (Ph Eur) Avae:5002100C
Aghtio Aedopévav Acpaireiog

oopeova pe tov Kavoviopé REACH (EK) 1907/2006 6nwg tpononomdnke and tov Kavoviopd (EE) 2020/878

ZUVTOHOYPOQIES KOl AKPOVOIAL:

EKA Evpomnaikds katdroyog amofAntov

IARC Aebviig Opyaviopog Epeuvav yia tov Kapkivo

IATA Aebviig Evaon Agpopetapopov

IMDG Aebvng Nawtikog Kddwcag Emkivdvvov Eprtopevpdtov

LC50 GLYKEVTPOGT TOV TTpokoel BGvato 6to 50% TANBuGHOV dokiung

LD50 3601 mov mpokaAei Bdvato oto 50% TANBvepoD Soxiung (Stépeon Bavarneopog doom)
LOAEL KoTOTOTO EMNEDO 67O 0M0i0 mapaTnpovvTar emtPrafeis emdpacerlg

Log Kow 2VVTEAEOTNG KOTAVOUNG o€ pelypa n-oktavoinc/vepov (Log Kow)

Log Pow ZUVTELEOTNG KATAVOUNG G€ Melypo n-okTavoAnc/vepob (Log Pow)

MAK maximum workplace concentration

NOAEC GLYKEVTIPOON TNV 0Toia deV TOPATNPOHVTOL SUCUEVEIG EMNTAOGELG

NOAEL EMIMESO UM TOPUTNPNONG SOVGHEVAV EMIPACEDV

NOEC GUYKEVTPOGT LN TOPATPOVUEVNS ETISPACT|S

E.A.O. Aev opileton dtopopetikd

OECD Opyaviopdg Owovopkng Xvvepyaciog Kot AvAantuéng

OEL Opio emoyyeipotikng €kbeong

OSHA Opoomovdiakn Yanpeoia yia v Acedreta kot v Yyeia oty Epyacia, tov Hvopévev IloAteidv
ABT Avbextikr|, flocvecmpedotin Kot ToEKN ovoia

PNEC IIpoPremduevn/eg GLYKEVTPOOT/ELS YOPIG EMTTOGELG

EAIT ATOHIKOG TPOGTATEVTIKOG EE0MAGHOG

RID Kavoviopoti yio tn 1e6vi) 610np0odpopiKn HETAPOPE ETKIVELVOV EUTOPELUATMV
AAA Agltio Agdopévov Acpalreiog

STP Movéda Broroyikod kabapiopov

TF Teyvicn Aettovpyia

BOe®PNTIKOG AALTOVLEVO BOePNTIKAOS ATOLTOOUEVO 0EVYOVO

o&vyovo (ThOD)

TLM Algpeso 6plo avoyng

TWA Méon Xpovikd Ztabulopevn Ty

IIOE TIticég opyavikég evioels

aAoB AKpmg avOeKTIKT KOl AKP®S BLOGLGCOPEVGIUN OVGTL

UFI Movadikog Kmdikog Tavtomoinong Tomov

Katnyopromoinen kot 1p@TOKOALO Y10 TNV KATNYOPLOTOINGT TOV IYRATOV 6Op@®Vva. pe Tov Kavoviopd (EK) 1272/2008 [TEX]:
Skin Corr./Irrit. Mn Bdoet dedopévav amd Sokipuég

ta&vounpévo

VTEG Ol TANPOPOopies Bacilovtal GTIG TPEYOVGES YVAOGELS G Kot TPoopilovToL yio Vo TEPTYPAYOLY TO TPOTIOV ATOKAEIGTIKA Y10, AOYOLG LYEINS, AoQuAEing Kot

TEPPUALOVTIKOV ATOLTNGEWY. ZUVETMDG, dev Ba Tpémel va BempnOel OTL £yyvaTaL OTOLSHTOTE GUYKEKPILEVT 1OLOTNTO TOV TPOIOVTOG.
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