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

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia

Ovopo ovoiag : Mexiletine

Kodwog mpoidvtog : 201600590

Svvdvopo . Mexiletine, salts, hydrates, isomers and impurities where applicable

1.2. Zovogeic mpocdtopillopeEveg YPNGELS TS OVGIAG 1] TOV PEIYIOTOG KOL OVTEVOELKVOOIEVES YPNOELS

1.2.1. Zyenikéc mpofhemdpeveg ypNosig

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

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

1.3. Zroygia Tov TpopunBcvT) TOV dEXTiOV dEdOPEVOV GPaLEing

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. Ap1Opiog THAEQ®OVOL EMETYOVGAS AVAYKNG

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piopog EMKIVOUVOTNTOS

2.1. Ta&woépnon s oveiag 1| TOV PEIYNATOG

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

O&eia To&komra (amd Tov oTONATOG), KaTnyopio 4 H302
IIpeg keipevo tov nhmoemv H ko EUH: BAéne tunqpo 16

AvemOOpnTEg QUOIKOYNMIKES EMIPAGELS, KAODG KUt EMIPAGELS 6TNV 0vOpOTIVY) VYEio Ko 6To TTEPLpdilov
Amdeaon HEGE KPIoTG EUTEPOYVOUOVAV KO ATOIEIKTIKNG 1)YD0G.
2.2. Zroyeio eTIKETOG

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

GHSO07
[pogdomomtikn Aé€n (CLP) . IIpocoyn
Anhaoeig emkwvdvvomrag (CLP) : H302 - Emprapés oe mepintmwon katdmoong.
Anidoeilg Tpopvriaéng (CLP) : P301+P312 - XE MEPIIITQXH KATAIIOXHE: KaAéote apéomng 10 KENTPO AHAHTHPIAZEQN

1M éva yopo, edv oicbavieite adiobecia.
Ifpovon cOpeeva pe: eEopeital | E0WTEPIKT GLOKEVOGIN, Ta TEPLEXOLEVa NG omoiag dev vrepPaivouv Ta 10ml
Agv anorteitol onjpavon

2.3. AlLot Kivévvor

Agev vrdpyovy emmAov TANpoPopieg
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TMHMA 3: XOv0eon/ainpo@opies yio T0 6GVOTUTIKA

Ovopa AvayvopleTikog Kodikog | % Kartaraén copeovae pe v odnyic
mPoidvTOg 1272/2008 EK [CLP]
Mexiletine - <100 Acute Tox. 4 (A6 tov otoparog), H302
(ATE=300 mg/kg copatikov Bapovg)

IIMpeg keipevo tov nrdcewmv H ko EUH: BAéne tpnpo 16

Agev 1oy0et

TMHMA 4: Métpa npatov fondsiav

Métpa tpdTav Pondeidv petd and enaen pe o déppo . KoBapiote ™ peyaivtepn dvvarh moodtna okovmilovidg tn (kabapd Kot LoAako amoppoenTikod
mavi).
Métpa tpdtav Bondetdv petd and enaen pe o patio 1 Eemlovete o Patior pe vepo yua Aoyoug ac@areiog.

Agv vrdpyovy emmA£ov TANPOPopieg

Agv vrdpyovy emmA£ov TANPOPopieg

TMHMA 5: Métpa yio TV KaTamoA{pnon TS TupKayLag

KatdAnka péca mopdcPeong : KovuBépta nupdcPeong.

Kivévvog mopkayidg . BMéme tpnua 2.2.

METpa Y100 TNV KOTOTOAEUNOT| TG TUPKOYLHG 1 Xpnowomomote péca Katdofeons katdAinia yio v TepBUALOVGH TUPKAYLA.

TMHMA 6: Métpa 6€ TEPINTOON 0KOVOLOG EKAVGTG

6.1.1. T TPocsOTIKS GALO 06 TO TPOGOTIKG EKTUKTNG AVAYKNG

Métpa €kTaxTng ovaykng . Amogevyete kGOe mepith Ekbeon.

6.1.2. T dTopo mov TPooPEpovy TPpdOTES o dsieg

Agv vrdpyovy emmAfov TANpoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpoPopieg
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Agv vdpyovv emmAfov mANpoPopieg

TMHMA 7: Xepiopog ko awodnkevon

Agv vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovy emmA£ov TANPOPopieg

BAéme tuqpa 1.

TMHMA 8: "EAeyyog Tn¢ ék0eong/otopiki Tpoctacio

8.1.1 EOvikég oprokég Tipég emayyeipatikig £ék0eong kor Proroyikésg oprakés Tipég

Aev vrdpyovv emmAéov TANpoeopie

8.1.2. ZuvieTdpevES dradikacics Tapakorovdneng
Aev vrdpyovy emmAfov TANpoPopieg

8.1.3. Zympariovrar otoyygio pHmaveng Tov aépa
Agv vrdpyovv emmAéov TANpopopieg

8.1.4. DNEL kax PNEC

Aev vrdpyovy emmAfov TANpoPopieg

8.1.5. Ileproyés eréyyov

Agv vrdpyovv emmAéov TANpoPopieg

8.2.1. Katariinhotr pnyovikoi £reyyot

Kotdhinhor pnyoavikoi £reyyol:
Awnpiote og kad e€aepildpevo ydpo. TuviBog amatteitor GOGTNUA YEVIKOD UNYovikoD eE0EPIGHOD TOV YHPOU.

8.2.2. ATopikdg TPOSTUTEVTIKOG EEOTAGNOG

8.2.2.1. IIpocTucio TOV HUTIAV KOl TOV TPOGATOV

Agv vrdpyovy emmAfov TANpoPopieg
8.2.2.2. TIpoctocio déppatog
Ipootacia Tov déppatoc:

oS8 epyasTnpiov

Ipootacio TOV LePLOV:
IIpoctatevtikd yavtio

8.2.2.3. IIpooTucia TV UVATVEVGTIKAV 00DV

Agv vdpyovv emmAfov mANpopopieg

8.2.2.4. Ogppkoi kivovvor

Agv vrdpyovy emmAfov TANpoPopieg

8.2.3. Oprofétnon kot TapakorovOnon g neprfariovroroyikic £ékOeong og Kivovvo

Agv vdpyovv emmAfov mANpopopieg
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TMHMA 9: ®voikég Ko YNUIKES 1O0TNTES

Duon kotdotacn T Xteped
APDOHO : Mn dwbéopo
Epgdvion TXZKovVI.

Oopny : Mn dwbéopo
Op1o oopng : Mn dwbéopo
Inpeio méewg © Mn dwbéoo
Enpeio Téewg © Mn dwbéoo
Inpeio Ppacpov © Mn dwbéoo
Evelektotmnta © Mn dwbéoo
Opra kvdvuvov ekpnéemg T Agvioyvet
Xapniotepo O6pro £xpnéng T Agvioyvet
Avdtato dpro ekpn&dmrag T Agv oyvet
Inueio avapredng 1 Asvioyoet
Bgppokpacio avtavapreéng T Agvioyvet
Ogppokpacio arocHvieong © Mn dwbéopo
pH : Mn dwbéopo
Awiopo pH © Mn dwbéoo
1EDOES, Kivepatikog (1)) T Agvioyvet
AwAvtomro : Nepo: 100 — 1000 g/l
ZOVTEAEOTIG KOTAVOUNG OF Helypo N-0KTAVOANG/VEPOL : Mn dwbéopo
(Log Kow)

Tdon atpdv © Mn dwbéoo
Ilieon atpov og Beppokpacio 50°C : Mn dwbéopo
TTvkvotnto : Mn dwbéopo
Zyetikn mokvoTnToL © Mn dwbéoo
ZyeTikn ToKvOTTO 0TUOV 6ToVG 20°C T Agv ioyvet
Méyebog copatidiov © Mn dwbéoyo

9.2.1. IIAnpo@opics GYETIKA PE TIS KLAGELS UGIKOD KIVIVVOU
Agv vrdpyovv emmAfov TANpoPopieg
9.2.2. AMA0 {OPpOKTNPIGTIKA 06QULEING

Agv vrdpyovy emmA£ov TANPoPopieg

TMHMA 10: Xta0gpdtnTo Kol avIidpaoTIKOTNTO

Zta8ep6 VIO KAVOVIKEG GUVOTKES.

Aev vrdpyovy emmAfov TANpoPopieg

Kavévag yvootog/-1/-6.

Agv vrdpyovy emmAfov TANpoPopieg

Kopia o kavovikn xprion. BAéne tunqpa 7.

Otav Beppaivetor péypt Tov oNUEIOL SACTACNG, EKTEUTEL EMKIVOLVOLG KUTVOUG.
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TMHMA 11: To&koroyikég TANPOPOPIES

O&eia To&komrTa (amd oTOHATOG)
Oé&eia to&ucdtn o (deppoTicy)
O&eia To&otta (avomvon)

. EmProfés o nepintoon kotdroong.
1 Mn ta&wvopnpévog
© Mn ta&wvopnpévog

Mexiletine

LD50 and Tov 6T0HaTOg GE apovpaiovg

300 — 2000 mg/kg

AGBpwon ko gpeiopdg Tov déppatog

ZoPapn opOaipikn PAAPN/epedionds
EvaisOntomoinon tov avomvevotikod 1
gvaucOntomoinom Tov d€ppatog

MetaAro&ryéveon YEVWINTIKOV KUTTAP®OV
Kapxwvoyéveon

To&wdmTa Yo TV avomapoyoyn

Ewdu to&wotnta ota 6pyava-ctoyovs (STOT) —
gpamag £xbeon

Ewum to&wotnta ota dpyava-otoyovs (STOT) —
emavelnupévn ékbeon

Enucvduvomta avappdenong

1 Mn ta&wvopnpévog
© Mn ta&wvopnpévog (EArepatikd dedopéva)
© Mn taé&wopnpévos (Baoet tov dabéciumv dedopivav, ta kptripio taé&vounong dev mAnpovvat)

© Mn ta&vounpuévog
: Mn ta&vounpuévog
© Mn ta&wvopunpévog (Ilepartépw minpogopies: Oeia to&kdTnTar)
1 Mn ta&wopnuévog (Iepartépm minpopopies: O&eio to&icdTa)

T Mn tag&vopnuévog (Zaen av kot averapkr dedopéva yio v tagvounon. Iepartépo TAnpogopieg:

Oé&ela to&coTTar)

: Mn tag&vopnpévog (Baoet tov dabéciov dedopévav, ta kpttipta Tagvounong dev TAnpovvrat)

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 12: Owoloyikég TANpopopisg

Owcoroyia - yevika © Agv mopovotdlet wiaitepo kivouvo yia o TEPEALOV.
Emcivouvo yia to vddtvo mepipdirov, Bpoayvrpdecpog : Mn ta&wvopunpuévog

(0&bg)

Emcivouvo yia to vddtvo mepipdirov, pakporpodecpog : Mn ta&wvopunpuévog

(xpoV106)

Agv vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovy emmA£ov TANPOPopieg

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg
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TMHMA 13: Xtovyeio oyeTika pe 1 6130gon

13.1. Mé0odor emeéepyaciog amopfrntmv

Agv vrdpyovv emmAéov TANpoeopieg

TMHMA 14: [TAnpo@opisg 6YeTIKE pe T1 NETAPOPE

Zopgavo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. AprOpoc OHE 1 ap1Opég tavtétnTog

Agv 1oy0g1 ‘ Agv 1oyvet | Aev 1oyder

14.2. Oweio ovopacio arostoriig OHE

Aev 1oybet ‘ Aev 1oy0et ‘ Aev 1oydet

14.3. Ta&n/-e1g Kivdvvov KOTH TN HETAPOPA

Agv 1oy0gt ‘ Agv 1oy0et ‘ Aev 1oydet

14.4. Opada cvokevaciog

Agv 1oy0g1 ‘ Aev 1oyvel ‘ Aev 1oyder

14.5. Tlgprfairovtikn emKivoLvOTITO

Aev 1oydet ‘ Agv 1oy0et ’ Aev 1oydet

Aev vrdpyovy emmAéov Stabéoipueg TANpoPopieg

14.6. Exdukég Tpo@uAaEelg Yia Tov XpioTY

Eriyewo petagopa
Agev 1oy0et

petapopd pécm Boraoong
Aev 1oy0et

Evoépuo petagopd
Aev 1oy0et

14.7. @alaooreg peTa@opég y0oNV cdpemva pe Tig Tpageig rov IMO

Aev 1oydel

TMHMA 15: Xtovyeio vopo0eTikov yopaKTipo

15.1. Kavoviopoi/vopo0eoio 6YETIKA pe THY 06QILED, TNV VYELX KOl TO TEPIPGALOV Y10 TNV OVGiA 1] TO pEiypa
15.1.1. kavoviopoi EE

Hapapnpa XVII Too REACH (ITpoimobéceig mepropiopov)

Aev nepihappaveton oto Mapapmmuo XVII tov REACH

Hapapmpa XIV 100 REACH (Katdloyog ad£1060TNn01|G)

Aev tepihapfavetat oto oapapmpe XIV tov REACH (Katdloyog adei0ddtong)

Kataroyog vroyiguov oveidv REACH (SVHC)

Aev nepthapfavetor otov Katdloyo vroyneiev ovoidv REACH

Kavoviopiog PIC (EE 649/2012, ITponyoduevn cuvaivesn peETd omd evypépmon)

Aev gpappoletar.
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Mexiletine
Aghtio Aedopévav Acpalreiog

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

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

Aev gpappoletar.

Kavoviopig mepi e€aodévnong tov 6Lovrog (EE 1005/ 2009)

Aev tepthapfavetol 6tov KatdAoyo ovcumv mov e&acbevifouv to 6Lov (Kavovionog EE 1005/2009)

Kavoviopdg mepi ekpnkTik®v Tpodpopmy ovordv (EE 2019/1148)

Aev mepiéyet kapia ovoio(eg) mov meprapPdvetar(ovrar) 6tov Katdroyo Tpddpopav ovoldv ekpnktikav (Kavoviopdg EE 2019/1148 oyetikd pe v gumopio. kot
™ XPNON TPOSPOUOV OVGLDY EKPNKTIKMDV)

Kavoviopog wepi apodpopmv oveidv vopkontikdv (EK 273/2004)

Agev mepiéyel ovoia(eg) mov mepAapfaveTar(ovial) 6Tov KatdAoyo Tpodpopmv ovctdv vapkaTik®v (Kavoviopog EK 273/2004 oxetikd pe tig mpoddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drotagerg

Aev vrdpyovy emmAfov TANpoPopieg

15.2. A&orhoynon yMuikig ocQarelog

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 16: Alheg TAnpo@opieg

M peg keipevo ppacswv H ko EUH:

Acute Tox. 4 (A6 Tov O&elo To&ikomta (amd Tov 6ToOHNTOC), Katnyopio 4
GTOHATOG)
H302 Emproapés oe nepintwon kotdmoong.

Aghtio Agdopévov Acpadeiog (AAA), EE

ATIOIIOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyoviat oe outd To deATio mpoépyovtat amd Ty Tig omoieg Bempovpe adiomotes. [Tapdra avtd, divovrat
Yopic Kapio eyydnon, pnty N appnTn, Yo v akpifetd Toug.
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