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TMHMA 1: IIpoco10piop6g 0vGiog/peiypatos Ko ETapeiog/emysipnong

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Oxcarbazepine

Kodiog mpoidvtog : 201600668

Zovavopo : Oxcarbazepine, salts, hydrates, isomers and impurities where applicable

1.2. Zvvo@eic TPocdLopilopeves YPNOGELS TNG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkéc mpoPrenopeveg yproerg

Kbpu katnyopia ypnong . To mpoidv mpoopileTar yio TNV £pevva Kot avamtuén Kot TV EXayyELLOTIKY eKTaidgvon.
Xpnon g ovoiog/Tov peiypotog : Movo yo emoryyehaTiky xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg yposig
Teplopiopoi oty xpron : Mn ypnowonoteite : Katdmoon, Eonvony, Aeppoticd

1.3. Ztoyeia Tov TpopunOcvTi) TOL dEXTiOV dEdOPEVEOV GPaLEiag

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 THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I[1p0oco10piopog eMKIVOUVOTNTOS

2.1. Ta&wvoépnon TG ovoiog 1| TOL pelypoTog

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

O&ela to&codTta (amd Tov 6TOHNTOC), Katnyopio 4 H302
To&wodmTa 6TV avamopay@yn, katnyopio 2 H361
Ewu to&ucotnta o Opyova-otoyovs votepa and pia epdmnad £kbeon, katnyopia H336
3, vapkoon

I peg keipevo tov dniwcemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TNV avOpOTIVY VYEio Kan 6T0 TEPIPdALov
ATOQOOT LEG® KPIoNG EUTEPOYVOLOVOV KOl OTOSEIKTIKNG LGYVOG.

2.2. Xtoyyeia eTIKETOG

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

GHSO07 GHSO08
Ipogworomtikn AN (CLP) . IIpocoyn
AnAdoelg emkvdvvottag (CLP) : H302 - Emprapéc o mepintwon katdmnoong.

H336 - Mnopet va tpokaiécet vrvnio 1 (aAn.
H361 - "Yronto yio mpoxinon PAGPNG ot yovipdto 1 6to £uppuo.
AnAdoelg Tpoevraéng (CLP) . P201 - Epodiaoteite pe T1g 101kéG 0dnyieg mpv amd T xpnomn.
P202 - Mnv 10 ypnoyonomicete mpv SLofAoETe Kol KATOVONGETE TIG 0d1yieg TpoPOAAENG.
P261 - Amo@ehyete va avomvéETe GKOVT.
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P264 - ITAOvete ta xEpio, ToVG THYELS (AVTIBPAYLL) KO TO TPOCHOTO GYOAACTIKA HETA TO YEPIGHO.
P270 - Mnv tpdrte, mivete M| kanvilete, dtav ypnoyonoteite avtd T0 TPOiov.
P271 - Na ypnopomoteitat povo og avorktd 1 KaAd agptlopevo Ydpo.
P280 - No 9opdte TpocTaTELTIKG YAVTLO/TPOCTATEVTIKA EVOVLATO/UEGE OTOUIKNG TPOCTAGIOG Y10 T
LATI0/T0 TPOCMOMO/TO AVTLAL.
P301+P312 - XE IIEPIIITQXH KATAIIOXHEX: Kaiéote to KENTPO AHAHTHPIAXZEQN 1 éva
ytpd, av oicbavieite adiabecio.
P304+P340 - XE ITEPIHITQXH EIZIINOHE: Metagépate tov mabovta atov kabapd aépa Kot
aPNoTe ToV Vo EEKOVPOOTEL GE GTAGT TOV GIEVKOADVEL THV OVOTTVOT.
P308+P313 - XE INEPHITQZXH ékbeong 1 mbavotntog ékbeong: ZvpPovievbeite/Emokepbeite
ytpo.
P312 - KoAéote to KENTPO AHAHTHPIAXEQN 7 éva ywtpd, av cicbavbeite adiabeoia.
P330 - Egmldvete 10 oTONA.
P403+P233 - Anofnkevetar o€ KoAd aeplopevo ympo. O meptéktng Sratnpeiton epuntikd KAEWGTOG.
P405 - dvrdooetor KA ®LEVO.
P501 - AudBeon tov mepieyopEvou/nepIEKTN o€ GNUEID GVAAOYNG EMKIVELVMV 1) £181KOV oA Tmy,
GOUOOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £BVIKOVG /Ko SebVElg KOvoVIGHOUG.

INpavon coppova pe: eEapeitol 1) E0OTEPIKY CLOKELAGIN, TO TEPLEXOLEVA TNG OToiag dev vepPaivovv ta 10ml

Ewovoypappoata kvdovov (CLP) :

GHS08

2.3. AlLot Kivovvol

Aev vrdpyovv emmAov TANPOPOpie

TMHMA 3: Z0vOeon/TAnpo@opies Y10 T0 CVGTATIKG,

3.1. Ovoieg
Ovopa AVayvoOpeTIKOG KOOTKOG % Katdraén copoova pe v odnyia
TPOi6VTOg 1272/2008 EK [CLP]
Oxcarbazepine - <100 Acute Tox. 4 (Amd tov otopatog), H302
(ATE=500 mg/kg copatikov Bépoug)
Repr. 2, H361
STOT SE 3, H336

ITAnpeg keipevo tov niocewv H ko EUH: BAéne tunqua 16

3.2. Meiypata

Aev 1oy0et

TMHMA 4: Métpa npdtov fonbsiov

4.1. eprypoon pétpov TpOTOV fonderav

Métpa tpdTev Bondeidv petd amd emaen pe To dEpuo : KoBapiote ™ peyaivtepn duvorr mocsotnto okovmilovtdg m (kabapd Kot Lolakd amoppoenTikd
o).
Métpa tpdTev Bondeidv HeTd amd exapn 1e To LATIo : Eemlovete to patio pe vepod yio AOyous acpoleiag.

4.2. XnpovTIKOTEPO. GUUTTONATO KoL ETLOPACELS, APEGES 1| PETAYEVEGTEPES

Agv vrtapyovv emmAéov TANPoPopieg

4.3."Evé€1&n omo1a6dNToTE AMULTOOPEVG GIECTG LOTPIKIG PPOVTIdUG Kot 101K G Oepaneiog

Agv vrapyovv emmAéov TANpopopieg
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Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA §: Métpa Y10, TNV KOTATOAEPN O TG TVPKAYLAG
Katdnka péca mopdcPeong . KovPépra mupocPeonc.

Kivévvog mopkayidc : BMéme tpnpa 2.2.

Métpa Y10 TV KOTOTOAEUNGT THG TUPKOYLOG : Xpnoworomote péca KotdoBeons kKatdAnia yio v tepiparlovca TupKayid.

TMHMA 6: Métpo 6€ TEPITTOON 0KOVOLUS EKAVONG

6.1.1. I'a TPoc®OMIKO GALO A6 TO TPOCOTIKO EKTUKTIG UVAYKIG

Métpa éktaxtng aviykng : Amogelyete k4B meprrtn Exbeon.

6.1.2. T Gropo mov Tpocpépovy TpdTES fonidereg

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovv emALOV TANPOPOPIES

TMHMA 7: Xeipiopog ko amodnkevon
Agv vdpyovv emmALov TANPOPOPiE

Aev vdpyovv emmAov TANPoPopies

BAéme tunpa 1.

TMHMA 8: ‘ELreyyog ¢ £ék0eonc/aTopiki TpocTacio

8.1.1 EOvikég oprokés Tipés emayyeipotikig £k0gong ko frohoyikég oprokés Tipég

Agv vdpyovv emmALoV TANPOPOPiES

8.1.2. ZuvioTdpeveS S10d1K0oiEg TOPAKOLOVONONG
Agev vrdpyovv emmAéov TANpoPopieg
8.1.3. Zymportifovror sToygia pomaveng Tov aépa

Agv vdpyovv emmALov TANPOPOPieg

8.1.4. DNEL xax PNEC

Agev vrdpyovv emmAéov TANpoQopieg
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Oxcarbazepine
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

8.1.5. Ileproyéc eréyyov
Aev vrdpyovv emmAéov TANpogopieg
8.2.'E)eyyon ék0eong

8.2.1. Katdiinkior pnyavikoi Eheyyor

Katarlinior pnyavukoi éreyyou:
Awatpniote og koAl e€aepilOpevo Ydpo. ZuviBmS amotteiton GOGTNHO YEVIKOD INYOVIKOD £E0EPLGLLOD TOV YDPOL.

8.2.2. ATopKOG TPOGTOTEVTIKOG EE0TAMGPOG

8.2.2.1. TIpocTucio TOV PUTIOV KL TOV TPOGHTOV

Aev vdpyovv emmAov TANpoPopie
8.2.2.2. [Ipoctacio Tov déppatog
IIpocrocia Tov déppatog:

o4 epyooTNpiov

Ipootacio TV yePLOV:
IIpoctotevtikd yavtio

8.2.2.3. [IpocTucio TOV AVOTVEVGTIKAOV 00®V

Agv vrdpyovv emmAéov TANpopopieg

8.2.2.4. Ogppikoi kivovvol

Aev vdpyovv emmAov TANPOPopie

8.2.3."Ekeyyor meprfarrovrikig ékbeong

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 9: ®voikég Ko YNUIKES 10T TES

9.1. Zroyyeia Yo Tig faSIKES QUOIKES KAl YNMIKES 1O10TNTES

Duowkn KoTdoToom 1 Zteped
APOLOL : Mn dwbéoyo
Epodvion 1 Zkovn.

Oopn : Mn dwbéoyo
Op1o oopng : Mn dwbéoyo
Inueio T&emg 1 Mn dwbéoyo
Enueio m&emg : Mn dwbéoyo
Enueio Bpoacpon : Mn dwbéoyo
Evopiektomta : Mn dwbéopo
Opra ktvdvvov ekpnéemg 1 Agv oydet
Xopniotepo 6pto £kpnéng 1 Agv oydet
Avdtato 6pro expn&dmrag 1 Agv woydet
Inueio avagreéng 1 Agv oydet
Bgppokpacio avtavaereéng 1 Agv oydet
Beppokpacio arochvOeong : Mn Swbéopo
pH : Mn dwbéopo
Awdropo pH : Mn dwbéopo
1EDOES, Kivepatikog (1)) 1 Agv oydet
Awdvtomra : Negp6: <0.1 g/l
ZUVTEAEOTNG KOTAVOUNG G€ UELYILO N-OKTOVOANG/VEPOD : Mn dwbéopo
(Log Kow)

Téon atpumdv : Mn Swbéopo
[Tieon atpov ot Ogppokpacio 50°C : Mn dwbéopo
IMukvotnro : Mn dwbéopo
EYETIKN TOKVOTNTAL : Mn Swbéopo
ZyeTikn TokvoTTa ATU®V 6Tovg 20°C 1 Agv oydet
Méyebog copatidiov : Mn dwbéopo

05/03/2024 (svnuépwon) EL (eMnvikd) 4/8



Oxcarbazepine
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

9.2.1. IIxnpo@opieg oyYeTIKA pe TIS KLAGELS PVOLKOV KIVOUVOL

Agev vrdpyovv emmAéov TANpoQopieg

9.2.2. AMha YOPUKTNPIGTIKA 0.6QULEing

Agv vdpyovv emmA£ov TANPOPOPie

TMHMA 10: X100gp0T1TO KO GOVTIOPAGTIKOTTA

21abepd VIO KAVOVIKEG GUVOTIKEG.

Aev vrdpyovv emmAéov TANpoPopieg

Kavévag yvootog/-1/-6.

Agev vrdpyovv emmAéov TANpogopieg

Kopio o kavovikn xpron. BAéne tuiqpa 7.

‘Ortav Beppaivetar péypt Tov onpeiov SAOTOONG, EKTEUTEL ENKIVELVOVG KOTVODG.

TMHMA 11: To&wkoroyikég TApoPopie

Oé&ela to&ucodmra (amd oToONATOC)
Oé&ela to&ucdmra (deppotikn)
Oé&ela to&ucdmra (avamvon)
Tleportépo mAnpoopieg

. EmPlaPég oe mepintmon katdmoone.

1 Mn ta&wounuévog (EMeparticd dedopévar)

: Mn ta&wounuévog (EAelparticd dedopévar)

1 ATOQao HECH KPIoNG EUTEPOYVOLOVOV KOl OTOSEIKTIKNG 1GYVOG

To cvunépacpo g avaeopds Byfke amd mpoidvta pe dpoto cHoTao.

Oxcarbazepine

LD50 and tov otdépatog 68 0povpaiovg

> 300 — <2000 mg/kg (ektipdpevn Tiun)

AGBpmon ko gpediopdg Tov dEppratog
ZoPapn opOaipkn PAPN/epedionog
EvaisOntomoinem tov avamvevstikon 1
gvoucOntomoinon Tov déppatog
Metahho&Ly€veon YEVWINTIKOV KUTTAPOV
Kopkwvoyéveon

To&wodmTa 6TV avamopay®yn

Ewdum to&ucotnta ota 6pyava-ctoyovs (STOT) —

epanad éxbeon

Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) —

emavelnppévn €kbeon
Emucivdvvomta avoppoenong

: Mn ta&wounpévog (EMeipaticd dedopévar)
: Mn ta&vounpévog (EAdepatikd dedopéva)
1 Mn ta&vounpévog (EAepatikd dedopéva)

: Mn ta&wopnpévog (Mn cuprepacpatikd dedopéva)

: Mn ta&wopnuévog (Mn cupmepacpatikd dedopéva)

: Ymomto yio mpdrinon BAaPng ot yoviudtnto 1| 6o £uppvo.
: Mmnopei va tpokoréoet vevniia 1) SOAN.

: Mn to&wvopnpévog (EMetpaticd dedopévar)

: Mn ta&wopnpévog (Advvapio GLALOYNIG dedOUEVMV Yo TEXVIKODG AOYOVS)

Agv vapyovv emmALOV TANPOPOPIES
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Oxcarbazepine
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 12: Owkohoyikég TAnpo@opisg

Owoloyia - yevika : Aev mapovoidlet wiaitepo kivéuvo yio to meptBaAiov.
Emwcivduvo yia to vddrtvo mepiBdrrov, Bpayvnpodbecpog : Mn ta&wounuévog (EAeaticd dedopéva)

(080¢)

Emicivduvo yia to vddrtivo mepiBdirov, pokporpodbeopog : Mn ta&wounuévog (EAeaticd dedopéva)

(xpoV10G)

Aev vdpyovv emmAov TANpoPopie

Aev vrdpyovv emmAéov TANPoPopieg

Aev vrdpyovv emmAéov TANpoQopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALoV TANPOPOPIiES

TMHMA 13: Xtovyeia oyeTika pe tn 613d0gon

Agv vdpyovv emmA£ov TANPOPOPieg

TMHMA 14: ITAnpo@opieg 6YETIKA PE T1| HETAPOPA

Topeove pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. ApOpog OHE 1 ap1Opég TavtétnTog

Agv 1oy0gL Agv 1oy0g1 Aev 1oy0et

14.2. Oweia ovopacio arostorig OHE

Aev 1oy0et Aev 1oy0et Agv woyvet

14.3. Ta&n/-€1g KivdoHvov KOTE TN PHETAPOPA

Agv 1oy0€t Agv 1oy0€L Aev 1oy0et

14.4. Opdado cvokevaciog

Agv 1oy0gL Agv 1oy0g1 Aev 1oy0et

14.5. IleprporhovTiKi ETKIVOUVOTTO

Aev 1oy0et Aev et Aev woyvet

Agv vrapyovv emmAéov Stabéoiueg TANPOPopieg
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Oxcarbazepine
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

14.6. EWduéc mpo@uAhdgels yia Tov (pioetn

Eniyewo petagopa
Aev 1oy0et

petagopd péow Bordcong
Aev woyvet

Evoépuo petagopd
Agev 1oy0et

14.7. @ardooreg petapopis yHony coppmva pe Tig Tpaters ron IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoBetikod yopaxtipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6@aiera, Tnv vyeio Kot 7o agpifadirov yio TV ovoia 1 10 peiypa
15.1.1. kavovicpoi EE

Mapéptpe XVII tov REACH (IlpodmoBéceic mepropiopov)
Aev meptrapBavetat oto [Mapdpmpa XVII tov REACH

Hapapmpa XIV 100 REACH (Katdloyog 0.0£1060Tn061G)
Aev nephappaveton oto Mapaptmuo XIV tov REACH (Kotdhoyog adetoddtnomng)

Katdroyog vroyneromv oveidv REACH (SVHC)

Aev nepthapfdvetor otov Katdroyo vroyneuwy ovoidv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevny cuvaiveon petd amd evnpépmon)

Aev gpappoletor.

Kavoviepog POP (EE 2019/1021, "Eppovor opyavikoi pomor)

Aev gpappodletar.

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

Aev nepthappdvetor otov Katdloyo ovsidv mov e&acbeviCovv to 6Lov (Kavoviopog EE 1005/2009)

Kavoviopog mepi ekpnkTIk®V Tpodpopmv overdv (EE 2019/1148)

Aev mepiéyerl kopia ovoio(eg) mov meptrapfdvetoi(ovrat) 6Tov Katdloyo Tpddpoumv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gumopio kot
™ XpNoN TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviopog mepi mpédpopmv overdv vapkoTikav (EK 273/2004)

Aev nepiéyet ovoio(eg) mov mepthapfavetayoval) 6Tov KotdAhoyo Tpddpopmv ovetdv vapkatikdv (Kavoviepnog EK 273/2004 cyetikd e Tig TpOSpOLES OVGieg
VOPKOTIKOV)

15.1.2. EOvikég drwataéerg

Agv vdpyovv emmALov TANPOPOPieg

15.2. A&ordynon ymuikis aoc@dierog

Aev vdpyovv emmAov TANPOPOpieg

TMHMA 16: Alheg TAnpo@opisg

Emonpavon ailaycdv

Tunpo Tpomomompévo cTorycio Tpomomoinon Hapoatnpiceg
Autia €dv dev €xovv Ta&vopunOei Ipootédnke
Avtikofiotd v ékdoon Ipootédnke
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Oxcarbazepine
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Tpomomoinon Mopatnpriceg
svnuépmon Tpootédnke
2.1 Katdtaén oopemva pe v odnyio 1272/2008 EK | TpomomowmOnke
[CLP]
22 Ewovoypdpupora kivdovov (CLP) TpomomowOnie
22 Anhaoelg Tpoevraing (CLP) TpomomomOnie
22 Anhaoeig emucvdvvotntog (CLP) TpomomomOnie
9.1 YdoarodalvtotTa ITpootébnke
11.1 Autia gdv dev €xovv Ta&voun0ei Ipootédnke
11.1 LD50 and tov 6tdpat0g 6€ 0povpaiovg Ipootédnke
11.1 Autia gav dev éyovv ta&vounOei Ipootédnke
11.1 ATE CLP (A7 00 6TOpHOTOG) Ipootédnke

IMpeg keipevo ppacemv H xan EUH:

Acute Tox. 4 (And tov

O&eia To&wotnTa (06 T0V 6TOHATOC), KoTnyopio 4

GTOLOTOC)

H302 EmPraBég o nepintwon katdmoong.

H336 Mmnopei va. tpokarécet vivniio 1§ Cain.

H361 "Yronto yw mpdxinon BAAPNg otn yovidmto 1) 670 £UPpvo.

Repr. 2 To&wodmTa otV avamapay@yn, kKatnyopio 2

STOT SE 3 Eww to&ikomra o€ 0pyova-ctdyovs Hotepa and pio epanas £xbeon, katnyopia 3, vaprwon

Aghtio Agdopévaov Acpakeiog (AAA), EE

ATIOIIOIHXZH EY®NHZ Ot mAnpo@opieg mov mepiéyovial o€ antd 10 dehtio mpoépyovtat and mnyég Tig onoies Bempodpe a&iomotes. [Tapodia avtd, divovtot

XOPIG Kapio gyydnen, pntm N appnTn, Yo Ty akpifetd tove.
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