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TMHMA 1: IIpoco10piop6g 0v6iag/peiypatos Kol ETapeiog/emysipnong

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia
Ovopo ovoiag : Isoimperatorin
Kodwog mpoidvtog 1 202100222

1.2. Zuvo@eic mpocdtoplioPEVES YPNGELS TS OVGIAG 1] TOV PEIYIATOG KUL GVTEVOELKVUOIEVES YPIGELS

1.2.1. Zyetikéc mpofhemdpeveg yposeig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTVLEN KoL TNV ETAYYEALATIKY EKTOIOELOT.
Xpnion g ovsiag/Tov peiypotog : Moévo Yo emaryyeApaTIKn YpHon
Katyopia Aettovpyiag 1 ypnong : Xnukég ovoieg epyaotnpiov

1.2.2. AVTEVOEIKVUONEVES (PN GEIS
Iepropiopot ot xprion © Mn ypnowonoteite : Katdmoon, Etonvon, Aeppaticd

1.3. Zroygia Tov TpopunBcvT) TOVL dEXTiOV dEdopEvEV acPadsing

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F— 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog THAEQ®OVOL EMETYOVGAS AVAYKNG

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piopog EMKIVOUVOTNTOS

2.1. Ta&woépnon g oveiag 1| TOV peiypatog

Kotaraén copoove pe v odnyia 1272/2008 EK [CLP]

O&eia To&ikomra (amd Tov 6TONATOG), KaTnyopio 4 H302
AéBpwon/epediopdg tov déppatog, katnyopio 2 H315
ZoPBopn opBaipkn PAAPN/0@Buikdg epedicpodc, katnyopia 2 H319
EvawsOnromoinon tov déppatog, katnyopio 1 H317

Ewwn to&ikodmra og Opyava-ctdxovs Hotepa and pia epanas £kbeon, katnyopio H335
3, gpebiopdg ™G AVaTVELGTIKNAG 0800
IMAnpeg keipevo tov dnidoewv H kon EUH: BAére tunpa 16

AvemOOpunTEg QUOIKOYNMKES EMOPAGELS, KAODG Kot EMIPAGELS 6TNV 0vOpOTTIVY VYl Ko 610 TEPIfaiiov
ATopacn HECH KPIoNG EUTELPOYVOUOVEOV KOl OTOSEIKTIKNG 1oYVOG.
2.2. Zroyeio eTIKETOG

Xapaxtnpiopos copeova pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kwvdvvov (CLP)

GHSO07
Ipogworomtiky AéEn (CLP) . IIpocoyn
Anhaoegig emkwvdvvomrag (CLP) : H302 - Emprapés oe mepintwon katdmoong.

H315 - Ipokalei epebiopd tov déppatog.

H317 - Mnopei va tpokoréoet aAlepyikn deppotikn avtidpoot.
H319 - Ipokaiei coPfapd o@Oaiucd epebiopd.

H335 - Mropei va tpokoréoet epediopd g ovomveLoTIKNAG 0300.
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Isoimperatorin
Agltio Agdopévov Acpaleiog

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

Aniooeig Tpoeviaéng (CLP) 1 P261 - Anogedyete va avamvéete okdvn/ovabudoeic/oéplo/otoyoviotn/aTpoNs/eKVePOUOTA.
P264 - TIAdvete ta yépua, Tovg mxels (avTiBpdyila) Kot 10 IpOSOTO GYOAACTIKA LETE TO YEPIOUO.
P270 - Mnv tpd1e, Tivete 1 kanvilete, OTOV YPNOGYLOTOLEITE OVTO TO TPOIOV.
P271 - Na ypnowonoteitat povo og avolktd 1 KaAd aepilopevo ydpo.
P272 - Ta polvopéva evdbpato epyaciog dev Tpénet va Pyaivouvy amd To x®Po epyaciag.
P280 - Na. popdte mpooTaTELTIKG YAVTIO/TPOGTUTEVTIKG EVOVLLATO/HEGE OTOUIKNG TPOCTAGIONG Y10L TO.
UATLO/TO TTPOGMTO/TO AVTLA.
P301+P312 - XE INEPIIITOXH KATATIOXHE: KaAéote to KENTPO AHAHTHPIAZEQN 1 éva
yutpd, av acbavieite adabecia.
P302+P352 - £E INEPIIITQXH EITAO®HE ME TO AEPMA: ITAbvte pe dpbovo vepod.
P304+P340 - XE IEPIIITQXH EIZIINOHX: Metagépate tov nafdvia otov kabapd agpa kat
AQNOTE TOV Vo EEKOVPOCTEL GE GTACT OV JLEVKOAVVEL TNV (LVOTTVOT).
P305+P351+P338 - XE IEPIIITQXH EITA®HE ME TA MATIA: Eenlivete TpOCEKTIKA LE VEPD
Y10 0pKETE AEMTEL. AV VILAPYOVV POKOT ETAPNC, APALPESTE TOVG, AV Eivat EDKOAO. ZuveioTE Vo
Eemlévere.
P312 - Kaiéote 1o KENTPO AHAHTHPIAZEQN 1 éva yuatpd, av aicbavieite adiabecio.
P321 - Xpewdletor ewdikh aywyn (PAéne copminpopoticés odnyieg mpdtov fondeidv oty eTikéTa).
P330 - Egn\dvete o oTOMA.
P332+P313 - Eqv nopatnpnbei epebiopog tov dépparog: Toppovievdeite/Emokepbeite yiotpo.
P333+P313 - Eqv nopatnpnbei epebiopog tov déppatog 1 eppaviotei eEavonua:
Toppovievbeite/Emokeqbeite yratpo.
P337+P313 - Eqv dev voywpei 0 0pBatpkdg epebiopdg: Zvopfovrevdeite/Enoxeqbeite yiotpod.
P362+P364 - Bydhite ta. poAvopéva podyo kot TAOVTE To. TPV T0. EAVOYPT|CILOTOGETE.
P403+P233 - Amobnkedetan og kol agpiiopevo xmpo. O mepiékmg dratnpeiton epuntikd KAEGTOC.
P405 - dvldooetat KA mpévo.
P501 - Awébgomn tov Tepieyopévon/mepiéktn o€ onueio GLAAOYNG emKiviuVOV 1 E0IKOV 0oPANTOV,
GULPOVO LLE TOVG TOTKOVG, TEPLPEPELNKOVG, £BVIKODS 1/Kon dtebveig kavoviopovs.

Zrpavon cOpemva pe: eEapeital 1) EMTEPIKY GLOKEVAGIM, Ta TEPLEYOLEVA TG OTol0G dgv vIepPaivovv Ta 10ml

Agv anonteitol ofjpavon

2.3. AlLot Kivovvor

Agv vrdpyovv emmAéov TANPoPopieg

TMHMA 3: XOv0eon/ainpo@opies yio T0 GVOTATIKA

3.1. Ovoisgg

Ovopa AvayvoploTIKOg KMOKOg % Kotaroén svpoova pe tnyv odnyio
TPOidVTOg 1272/2008 EK [CLP]

Isoimperatorin - <100 Acute Tox. 4 (Ané tov otoparog), H302

(ATE=500 mg/kg copotikov Bapoug)
Skin Irrit. 2, H315

Eye Irrit. 2, H319

Skin Sens. 1, H317

STOT SE 3, H335

IMnpeg keipevo tv nidoewv H kon EUH: BAéne tunqpa 16

3.2. Meiypota

Agev 1oy0et

TMHMA 4: Métpa npdtov fondsiov

4.1. Ileprypagn péETpaV TpAOTOV fonder®dv

Métpa mpdTmv fonbdetdv petd and exagn He TO dEpHa . KaBapiote ™ peyordtepn duvari mocodmta okovmilovtds ) (kabopd Kot HOAOKO 0moppoenTiKo
Tavi).
Métpa mpdTmv fondetdv petd and exagn Le To paTio . Eemlovete o patior pe vepod yio Aoyoug ocporeiog.
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Isoimperatorin
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

Agv vdpyovv emmAfov mANpoPopieg

Agv vrdpyovv emmAéov TANpoeopieg

TMHMA 5: Métpa yio TV KaTomToAEpnon TS TVPKAyLag

Katdinka péca mopdcPeong . KovBépra nupdcPeong.

Kivévvog mopkayiag © BMéme tpnpa 2.2.

Métpa yio TV KOTOTOAEUNGT| TG TUPKOYLAG . Xpnowomomote péca Katdofeons KatdAinia yio v mepBAALovco TupKayLd.

MTOOC GKOVOLUS EKAVONG

6.1.1. I'a TPOcOTIKO GALO 076 TO TPOSMOTIKO EKTUKTNG UVAYKNG

Métpa €ktaxtng ovaykng 1 Amogevyete kGOe mepit Ekbeo.

6.1.2. o dTopo mov TPooPEpovy TPpdTEG Podsieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovv emmAéov TANPoPopieg

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 7: Xepiopog ko awodnkevon

Agv vrdpyovy emmA£ov TANPOPopieg

Agv vrdpyovy emmA£ov TANPOPopieg

BAéme tuqua 1.

TMHMA 8: 'Eleyyog ¢ ék0eong/atopiki Tpoctacio.

8.1.1 EOvikég oprakis Tipég emayyehpotikig £k0eong ko frorhoyukég oprokés Tipég

Agv vrdpyovv emmAéov TANpoPopieg

03/04/2023 (Huepopmvia ékdoong) EL (eMnvikd) 3/8



Isoimperatorin
Agltio Agdopévov Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomonomfnke amd tov Kavoviopd (EE) 2020/878

8.1.2. ZuvieTApEVES S10dIKAGIEG TUPAKOALOVONGNG

Agev vrdpyovy emmA£ov TANpoPopieg

8.1.3. Zympariovrar otoyygio pHmaveng Tov aépa

Agv vrtdpyovv emmAéov TANpoPopieg

8.1.4. DNEL ka1 PNEC

Agv vrdpyovy emmA£ov TANPOPopieg
8.1.5. Tleproyég eréyyov

Agv vrdpyovv emmAéov TANpoPopieg
8.2."Elgyyot £ékBgong

8.2.1. Katariinko pnyovikoi £reyyot

Kotahinhor pnyovikoi £reyyol:
Awnpiote og kard e€aepildpevo ydpo. LoviBog amarteitor GOOTNHA YEVIKOD Unyavikol eEaepiopod Tov ydpov.

8.2.2. ATOHIKOG TPOGTUTEVTIKOG E0TAMGPOG

8.2.2.1. TIpocTucio TOV HUTIAOV KOl TOV TPOGAHTOV

Agv vrdpyovv emmAéov TANpoPopieg
8.2.2.2. Ilpoctocia déppatog

IIpootacia Tov déppatoc:
oS4 epyasTnpion

Ipootacio TOV 1EPLOV:
IIpoototevTikd yévtio

8.2.2.3. TIpo6TuGio TOV UVUTVEVGTIKMOV 06OV
Agv vrdpyovv emmAéov TANpoPopieg
8.2.2.4. Ogppikoi kivouvvor

Aev vrdpyovy emmAfov TANpoPopieg

8.2.3. OproBétnon kot TapakorovOnon g neprfariovroroyikig £kOeong € Kivovvo

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 9: ®voikéc Ko YNUIKES 1O0TNTES

9.1. Zroyegio Yo TG PAGIKES QUGIKES KoL YNUIKES 1G0T TES

Duowr KoTdotoon T Zteped
APDOUOL © Mn dwbéopo
Oopny © Mn dwbéopo
Op1o oopng © Mn dwbéopo
Enueio théewg © Mn dwbéopo
Enpeio mh&ewg © Mn dwbéopo
Enueio Bpacpod © Mn dwbéopo
Evpiextomra © Mn dwbéopo
Opra kKvdvvov ekpnéemg 1 Agv oydet
Xoapniotepo O6pro £xpnéng 1 Agv oydet
Avdtato 6pro ekpn&dmrag 1 Agv oydet
Inueio avaereéng 1 Agv oydet
Bgppokpacio avtavaereéng T Agv oydet
Bgppokpacio amocvvieong © Mn dwbéoyo
pH © Mn dwbéoyo
Awdivpo pH © Mn dwbéoyo
EDJEC, KIVEUOTIKOG (1]) 1 Agv oydet
AwAvtoTTo © Mn dwbéoyo
YVVTELEOTNG KATAVOUNG G€ UElY L0 N-OKTAVOANG/VEPOD © Mn dwbéoyo
(Log Kow)
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Isoimperatorin
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

Téomn atudv © Mn dwbéoyo
ITieon atpod og Beppokpacio 50°C © Mn dwbéoyo
TTvkvotnta © Mn dwbéoyo
ZyetTikn TokvoTTOL © Mn dwbéoyo
ZyeTIKN TOKVOTNTA aTUAV 6TouG 20°C : Aev ioyoet

Meéyebog copatidiov : Mn dwbéopo

9.2.1. I po@opies GYETIKA PE TIS KLAGELS QUGIKOD KIVdHVOU
Aev vrdpyovy emmAfov TANpoPopieg
9.2.2. AMA0 (OpOKTNPIGTIKA 0.6QULEING

Agv vrdpyovv emmAéov TANpoeopieg

TMHMA 10: Xta0gpdtnTo Kol avIIdpaoTIKOTNTO

Ztafepd Vo KAVOVIKEG GUVOTKES.

Agv vrdpyovy emmA£ov TANPOPopieg

Kavévag yvootog/-1/-6.

Aev vrdpyovy emmAfov TANpoPopieg

Kapio og kavovicn ypnon. BAéne tunpa 7.

Ortov Beppaivetar p€ypt Tov onpeiov SIUCTOONG, EKTEUTEL EMKIVOVVOVG KOTVOVG.

TMHMA 11: To&koroyikég TANPOPOPIES

O&eia To&komra (0md oTOHATOG)
O&eia To&komTo (SeppatiKn)

O&eia To&otta (avomvon)

AGBpmon ko epediopdg Tov dEppatog
XoPapn opOaipikn BAAPN/epedionds
EvatsOnronoinen tov avamnvevsticon 1
gvoucOntomoinom Tov d€puatog

. EmProfég og nepintmon kotdmoong.

© Mn ta&wvopnpévog

1 Mn ta&wvopnpévog

. Tlpokahiel epebdiopd Tov déppotoc.

. Ilpokaiel coPapd o@Oaiikd epebiopo.

: Mmnopei va tpokoréoel aAlepykn deppatikn avtidpaon.

MetaAro&ryéveon YEVWNTIKOV KUTTAP®OV : Mn ta&vounpuévog
Koapkwvoyéveon 1 Mn ta&wvopnpévog
To&wdTTa Y10 TV aVaTOpay®Yn © Mn taéwvopnpévog

Ewuwm to&ucdmra ota 6pyava-ctoyovg (STOT) —
gpanag £xbeon

© Mmnopei va tpokorécet epediold TG ovOmVELGTIKNG 0000.

Ewum to&icdmrta ota 6pyava-ctdyovg (STOT) — © Mn ta&vounpuévog
emovenupuévn ékbeon
Enucwvduvomta avappdenong 1 Mn ta&wopnpévog

Aev vrdpyovv emmAéov TANpoPopieg
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Isoimperatorin
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

TMHMA 12: Owoloyikég TANpo@opisg

Owoloyia - yevikd . Agv nopovoildlet 1aitepo Kivduvo yia to mepiPaiiov.
Emikivduvo yio to vddtvo meptBaAiov, Bpayvmpdbeopog : Mn ta&vopunpévog

(0&bg)

Emikivduvo y1o to vddtivo meptBaAlov, pakporpdbeopog : Mn ta&vopunpévog

(xpéviog)

Aev voiotaton Tayeio anocvvieon

Agv vrdpyovy emmA£ov TANPOPopieg

Agv vrdpyovy emmA£ov TANPOPopieg

Agev vrdpyovy emmAfov TANpoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe T 0100gon

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YeTIKA PE T HETAPOPA

Toupovo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. ApOpéc OHE 1 apOpog tavtotnTog

Aev 1oy0et ‘ Aev woydet | Agv et

14.2. Owkeia ovopasia awoctorjsc OHE

Aev 1oydet ‘ Aev 1oy0et | Aev 1oybdet

14.3. Taén/-e1g KtvdOvov KaTa TN PETO.POPE

Agv 1oy0gL Agv 1oyvet Aev 1oydet

14.4. Opddo cvoksvaciag

Agv 1oy0et Agv 1oy0et Aev 1oybdet

14.5. Tleprpaihovriki emkivovuvoTnTO

Agv 1oy0et Agv 1oy0et Agv et

Agv vdpyovv emmhéov Srabécieg TAnpoopieg
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Isoimperatorin
Aghtio Aedopévav Acpalreiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomonomfnke amd tov Kavoviopd (EE) 2020/878

14.6. Ewdukéc mpo@uAAEELS Y10 TOV Yp1oTn

Eniyewa petagopa
Aev 1oydel

petapopd péco Balacong
Agev 1oy0et

Evoépuo petagopd
Agev 1oy0et

14.7. @ardooreg peTa@opis yvony copgpmva pe Tig Tpatels ron IMO

Agev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopaxtipa

15.1. Kavoviopoi/vopo0eoio 6YETIKA pe TNV 0.6QALELN, TNV VYEIX KoL TO TEPLPGLLOV YI0 TNV 0VGIA 1] TO peiypa
15.1.1. kavoviopoi EE

Mapdaptnpae XVII tov REACH (IIpodmoBéceic mepropiopov)
Aev tephapfavetat oto Moapapmpo XVII tov REACH

Hapapmpa XIV 100 REACH (Katdroyog a0£1060TN01|G)
Aev nepihappaveron oto [Mapapmuo XIV tov REACH (Katdloyog adeioddtnong)

Katdroyog vroynerov ovoidv REACH (SVHC)

Aev teptlapfavetol 6Tov Katdioyo vroyneiev ovcuwv REACH

Kavoviopég PIC (EE 649/2012, ITponyodusvn cuvaivesn petd omé evnpépmon)

Aev gpappoletat.

Kavoviopég POP (EE 2019/1021, "Eppovol opyavikoi pomor)

Aev gpapuoletat.

Kavoviopdg mepi e€aodévnong Tov 6Covrog (EE 1005/ 2009)

Aev nepihapfaveton 6tov Katdroyo ovoidv mov eEacbevitovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopdg mepi ekpnktik®dv tpo6dpopmv overdv (EE 2019/1148)

Aev Tepiéyel kapio ovoia(eg) mov mephappavetar(oviat) 6Tov Katdioyo Tpddpopmv ovcimv ekpnktikdv (Kavoviopuodg EE 2019/1148 oyetikd pe v epmopio Kot
™ XpHon TPOSPOL®Y OLCLDY EKPNKTIKDOV)

Kavoviopdc nepi mpodpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyetl ovoia(eg) mov mepthapfavetayoviat) 6Tov Katdhoyo npddpopmv ovetdv vopkatikdv (Kavoviopog EK 273/2004 oyetucd pe tig mpddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drotaserg

Agv vrdpyovv emmAéov TANPOPOpieg

15.2. A&ohdynon ympuikng ocQaietog

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 16: AlAheg TANPOQOPiES

ITqpeg keipevo ppacsov H ko EUH:

Acute Tox. 4 (A6 Tov Oé&ela to&codmra (amd tov 6TdH0TOoC), Katnyopio 4

GTOHATOG)

Eye Irrit. 2 ZoPoapn o@Oaipcr BAAPN/0pBatkdg epediopdg, katnyopio 2
H302 Emprofég oe mepintoon kordmoong.
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Isoimperatorin
Agltio Agdopévov Acpaleiog

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

I peg keipevo ppacewv H ko EUH:

H315 Ipokaiel epebiopd tov déppotoc.

H317 Mmnopei va Tpokarécet oAlepykn deppatikn avtidpoon.

H319 TIpoxaiei coPapd 0pBaipikd epebiopo.

H335 Mrmopei vo. Tpokarécel EpeBIoIO TG AVATVEVGTIKNG 030V.

Skin Irrit. 2 AGBpwon/epedionog Tov déppatoc, katnyopia 2

Skin Sens. 1 EvaisOnromoinon tov déppatog, katnyopia 1

STOT SE 3 Educ to&ucotnta og dpyava-otoxovs Dotepa and pio epdmas £kbeon, katnyopia 3, epediopog g avamvevoTikng 0800

Aghktio Aedopévov Acpareiog (AAA), EE

ATIOITOIHEH EY®NHZX Ot tAnpogopieg mov mepiéyovial o€ avtd to deATio mpoépyovtar amd mnyég tig omoieg Oempovpe aéiomotes. [Tapdra owtd, divovron

xopig kapio eyydnon, pnmm N dppnn, yro mv axpifeid Toug.
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