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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia

Ovopa ovsiog . Articaine

Kwducde mpoidvrog : 201600068

Suvovopa . Articaine, salts, hydrates, isomers and impurities where applicable

1.2. Zuvogeig TpocdlopiopEVES P GELS TG OVGLNG 1] TOV UEIYIATOG KO OVTEVOELKVUOILEVES Y PIGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong : To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXOYYEANLOTIKY EKTOISEVOT).
Xpnion g ovoeiog/Tov petypatog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong o Xnpkéc ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoeg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun0evTI) TOL dEATiOV dEdopévev acparsiag

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg

France

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

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETYOVOOG AVAYKNG 1 +33(0)390215608

TMHMA 2: IIp0o6o10piop6g eMKIVoUVOTNTOG

2.1. Ta&wopnon g 0veiag 1| TOL PEIYRATOG

Katareén copoova pe v odnyie 1272/2008 EK [CLP]

Oé&ela to&kodTTa (ad Tov 6TOHATOC), Katnyopio 4 H302
Ewum to&ucomta o Opyava-otdyovs Dotepa and pia epdmas £xdeon, kamyopio H336
3, vapkoon

ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tpnpa 16

AvemOOuNTES QUOIKOYNIKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPLfaiiov

ATOQa0N HEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1OYVOGC.

2.2. Zroyeio eTIKETOG

Xapaxtnpiopds copemve pe tov Kavoviopo (EE) Ap. 1272/2008 [CLP]
Ewovoypdppoza ktvdovov (CLP)

GHSO07
Ipogworomtikn AéEn (CLP) : IIpocoyn
Aniaogig emkivdvvotntog (CLP) : H302 - Emprofés og nepintwon katdmoong.
H336 - Mnopei va tpokoréoet vevniio 1) {oAn.
Anhaogig tpoedraing (CLP) 1 P261 - Amogedyete vo avamvéETe GKOVN.

P301+P310 - XE ITEPIIITQXH KATAIIOZHX: Kaléote apéong 1o KENTPO AHAHTHPIAZEQN
1 éva yotpo.
P330 - Eem\dvete 10 oTOUA.

Zpavon cOUPoV pe: eEapeitar 1 EmTEPIKT GLOKELAGT, TO TEPLEYOLEVO TNG omtoiag dev vepPaivovy o 10ml
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Articaine
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Agv anarteitar cjpoven

Agv vapyovv emmAéov TANPOQOpieg

TMHMA 3: XovOeon/minpopopisg yio 10 6LOTATIKG

Ovopa AvVayvopLeTIKOg KOdkes | %0 Katdroin copeove pe vy odnyio
TPOI6VTOG 1272/2008 EK [CLP]
Articaine - <100 Acute Tox. 4 (Ao tov otoéparog), H302

(ATE=300 mg/kg copatikod Bapovg)
STOT SE 3, H336

IMAnpeg keipevo tov dnidoewv H ko EUH: BAéne tpnpa 16

Aev woydet

TMHMA 4: Métpo npaTtev fondsiov

Métpa npidtmv fonbetdv petd and emaen pe to déppa : Kobapiote ) peyaidvtepn duvorn mosdtnto okovmilovtdg t (kabopd kot HaAakd amoppoenTikd
Tovi).
Métpa tpadtmv fondetdv Hetd and enapn 1e o LATIO : Hemldvete o pation pe vepd yo Adyoug acaieiog.

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vdpyovv emmAEOV TANPOEOPIiES

TMHMA §: Métpa Y10 TNV KOTATOAEUN O] TG TVPKAYLAG

KotdAnia péoa mupdcBeong 1 KovBépta mupdcPeong.

Kivduvog moprayidg © BAéme tunpa 2.2.

Métpa Y10 THV KOTATOAEUNGT TG TUPKOYLAG : Xpnowonowmote péca katdoPeong KatdAnia yio Ty nepPAlovca TupKayid.

TMHMA 6: PO, 6€ TEPITTMO 0KOVGLOG EKAVONG

6.1.1. o TPooOTIKG GALO 076 TO TPOGMOTIKO EKTAKTNG AVAYKNG

Métpa EKTOKTNG QVAYKNG 1 Amogevyete kG0e mepirn £kbeon.

6.1.2. I'we. GTopa Tov TPosPEpovy TPpMOTES Por)Osreg

Aev vdpyovv emmaAéov TANPOQOpieg
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Articaine
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Agv vapyovv emmAEOV TANPOQOPieg

Agv vapyovv emmAéov TANPOQOpieg

Agv vapyovv emmAEov TANPOQOPieg

TMHMA 7: Xeipiopog kot amo0nkevon

Aev vdpyovv emmAéov TANPoQopieg

Agv vdpyovv emmAEOV TANPOEOPiEg

Béme tunpa 1.

TMHMA 8: "Eleyyoc ¢ ék0eonc/aTopikn Ttpoctacio

8.1.1 EOvikég oprokés Tipnés emayyelpatikig £k0song kKo Broloyikés oprakés Tipég

Agv vdpyovv emmAEOV TANPOQOPiEg

8.1.2. ZuvicTdpeves d1udikocsics Tapakorovdneng
Agv vapyovv emmAEoV TANPOQOpieg

8.1.3. Xynpartifovrar stoygio pOmAVeNS TOL aEpa
Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.4. DNEL xox PNEC

Agv vdpyovv emmAéov TANPOQOpieg

8.1.5. leproyég eréyyov

Agv vdpyovv emmAEOV TANPOQOPIiEg

8.2.1. Katdhinhor pnyavikoi £reyyot

Koataiinior pnyavikoi éleyyou:
Awmpfiote o€ KoAd e€oeplopevo ydpo. Zuvibog amatteitor cOoTNHA YEVIKOD HnyavikoD eE0ePIGHOD TOV XMDPOL.

8.2.2. ATopkég TPOOGTATEVTIKOG EE0TAONOG

8.2.2.1. IIpocTacio TOV NATIAV KUl TOV TPOCAHTOV

Aev vdpyovv emmaAéov TANPOQOpieg
8.2.2.2. Ilpootacio d¢ppatog
IIpoctacio Tov déppartog:

o314 EPYAOTNPiOL

IIpoctacio TOV XEPLOV:
IIpootatevtucd ydvtia

8.2.2.3. IIpocTUGit TOV BVOTVEVGTIKAV 06MOV

Agv vdpyovv emmAEOV TANPOQPOPIiEg
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Articaine
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

8.2.2.4. O@gppkoi Kivovvor

Aev vdpyovv emmAéov TANPOQOpieg

8.2.3. OproBétnon kor wapokorovOnon g meppaiiovroroyikiig £kOeong o€ Kivovvo

Agv vrtdpyovv emmAéov TANpoPopieg

TMHMA 9: ®vokég Ko YNUIKES 10T TES

9.1. Zroyyeia Yo TG fUGIKES QUOIKES KOl YNUIKES 1O10TNTES

DuoIKN KOTAoTOOT T Zteped
APOLOL © Mn dwbéopo
Eppdvion T Xkovn.

Oopn © Mn dwbéopo
Opro oopng © Mn dwbéopo
Znueio méewg © Mn dwbéopo
Inueio m&emg : Mn dwbéorpo
Inueio Bpoaciov : Mn dwbéorpo
Evpiextomta : Mn dwbéorpo
Opra Ktvdvvov ekpri&emg : Aev oyet
Xapnhotepo 6pio £kpnéng : Aev woyet
Avdtoto 0plo expnépuotrog : Aev oyet
Inueio avapreng : Aev woyet
Bgppokpacio avtovapreing : Aev oyet
Bgppokpacio arocvvheong : Mn dwbéorpo
pH : Mn dwbéorpo
Awdropo pH : Mn dwbéorpo
1EDdeg, Kvepotucdg (1) : Aevioyel
AwAvtomra . Nepo: 100 — 1000 g/l
ZUVTELEOTNG KATOVOUNG O pely e N-0KTavOANg/vepoD : Mn dwbéorpo
(Log Kow)

ZUVTELEOTNG KATOVOUNG O pely o N-0KTavOANc/vepoD : <4

(Log Pow)

Téon otumdv © Mn dwbéorpo
ITieon atpov oe Beppokpacio S0°C © Mn dwbéorpo
IMokvotnto : Mn dwbéorpo
ZyeTkN TUKVOTNTO : Mn dwbéorpo
ZyeTkN TOKVOTNTO ATUAV 6ToLG 20°C : Aev woyvet
Méyefog copatidiov : Mn dwbéorpo

9.2. Aoutég TAnpogopisg

9.2.1. Iinpo@opies 6YETIKA HE TIS KLAGELS PUOIKOD KIvdHVOU
Agv vdpyovv emmAEOV TANPOEOPIiES

9.2.2. AMA0. YO.pOKTPIGTIKG 0.6QUAEiOG

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 10: X100gp4TNTO KO OVTIOPOCTIKOTNTO

10.1. AvtidpacTikOTTO

Z100epd VIO KOVOVIKEG CUVOTKES.

10.2. Xnpun etabepétnTa

Agv vrtdpyovv emmAéov TANpoPopieg

10.3. IMBavoTNTA EMKIVOUVOV AVTIOPAGEDV

Koavévag yvootog/-i/-6.
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Articaine
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

10.4. ZovOnkeg mpog amouyn
Agv vrtdpyovv emmAéov TANpoPopie

10.5. Mn| coppata vika

Kapia og kavovikn yprion. BAéne tpunpa 7.

10.6. Emkivévva mpoiovra amocvvOeong

Otav Beppaivetar péypt Tov oNUEIOL SACTOONG, EKTEUTEL EMKIVOVVOLS KOTVOLG.

TMHMA 11: To&ukoroyikég TANPOPOPIES

11.1. IIAnpo@opisg yia Tig TAEELS Kvdvvov, 0Tteg opilovtar 6Tov kKavoviopo (EK) apif. 1272/2008

Oé&ela to&omTa (0md oToOHATOS)
Oé&ela to&ucomra (Seppatikn)
Oé&ela to&uoma (avamvon)

. EmPrapég oe mepintmon katdmoons.
© Mn to&wvounpévog
© Mn to&wopnpévog

Articaine

LD50 and tov 6t0p0T0G 68 povpaiong

300 - 2000 mg/kg

AGBpwon kot gpebiopdg Tov dEppatog

YoBapn o@Oaipkn PAGPN/epebiopog
EvaisOntomoinon tov avamvenstikon 1
gvaucOnTomoinom Tov dEPUTOG

MetaAha&ryéveon YEVWNTIKOV KUTTAP®V
Kopkwvoyéveon

To&wodmTa Yo Vv avamopoyoyn

Ewdu to&icomta ota 6pyava-ctoyovs (STOT) —
epanag éxbeon

Ewum to&ucomta ota 6pyava-ctoyovs (STOT) —
emaveknppévn kbeon

Enucivduvotnto ovappdenong

© Mn ta&wvopnpévog (EMepartikd dedopéva)
© Mn ta&wvopnpévog (EMepatikd dedopéva)

© Mn to&wopnpévos (Baoet tov doféciumv dedopévav, ta kprripta Ta&vopnong dev mAnpovvrat)
© Mn to&wvopnpévog (EMAepatikd dedopéva)

© Mn to&wvopnpévog (EMAepatikd dedopéva)

© Mn to&wopnpévog (Tlepartépo Thnpopopieg: O&eio to&wdTnTar)

© Mmnopei va tpokarécet vevniio 1| {oAn.

: Mn to&wvopnpévog (Tlepartépo mhnpogopieg: O&eio To&ikdTnTaL)

© Mn ta&wvounpévog (Baoet tov dofécimv dedopévav, ta kpttipla Tagvounong dev tAnpovvtat)

11.2. IIAnpo@opicg Yo GAAOVS TOTOVG EMKIVOVVOTNTUG

Agev vdpyovv emmAEOV TANPOQOPieg

TMHMA 12: Owoloyikég TANpopopicg

12.1. To&woTnTa

Owoloyia - yevikd

Emucivduvo yia to vddtivo mepiBdrlov, Bpayvrpodecpog

(08b9)

Emucivduvo yia to vddtivo meptBdilov, pokponpodesiog

(xpoviog)

. Aev mopovoidlet waitepo kivouvo yio to mepidiiov.
T Mn ta&wopnpévog

T Mn ta&wopnpévog

Articaine

LC50 - Yopua [1]

> 10 mg/l

12.2. AVOEKTIKOTI|TO KOL LKOVOTNTA 0.T080pu101G

Aev vdpyovv emmAéov TANPOQOpieg

12.3. AvvartétnTta Procvocdpeveg

Articaine

(Log Pow)

YVVTEAEOTNG KOTAVOUNG G HelyLo N-OKTAVOANG/VEPOD

<4
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Articaine
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Agv vapyovv emmAEOV TANPOQOPieg

Agv vapyovv emmAéov TANPOQOpieg

Agv vapyovv emmAEov TANPOQOPieg

Aev vdpyovv emmAéov TANPoQOpieg

TMHMA 13: Ztovycio oyeTikd pe tn ovd0eon

Agv vdpyovv emmAEOV TANPOEOPiEg

TMHMA 14: ITAnpo@opies 6YETIKG IE TN HETAPOPT,

Xoppova pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpég OHE 1 apOpdg TavtotnTog

Agv 1o0gt ’ Agv 1oy0gt ‘ Agv 1oy0gt

14.2. Oweio ovopocio arostolig OHE

Aev 1oy0et | Aev 1oy0et | Agev 1oy0¢t

14.3. Taén/-1g KivdOvov Kata 1) PETOQPOPA

Agv 1oy0gt ’ Agv 1oy0gL ‘ Agv 1oy0gt

14.4. Opéoda cvokevaciag

Aev 1oy0et ‘ Aev 1oy0et ‘ Aev 1oy0et

14.5. ep1parhovTiKi ETIKIVOVVOTTA

Agv 1oy0eL I Aev 1oy0et l Aev 1oy0et

Aev vdpyovv emmiéov Srabéotueg TANpoopieg

Eniyewa petagopd
Aev woydet

HETOQOPA pécm Oaraoong
Agv 1oy0gL

Evaépra petagopa
Aev oydet

Agv 1oy0et
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Articaine
Agehtio Aedopévav Acpaleiog

cvppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

TMHMA 15: Xtoyygio vopo0etikov yopaxtipo

15.1. Kavoviopoi/vopo0scio 6YETIKG pe THY 06QaLEM, TNV VYEIN KoL TO TEPLPaLhov Yia TNV 0vGia 1| TO peiypa
15.1.1. xavovicpoi EE

Hapaptnpa XVII tov REACH (Ilpoirmobéceig mepropiopov)

Aev neprapfaveton oto Hapaptnua XVII tov REACH

Hopaptnpe XIV tov REACH (Katdloyog 00£1036tnonG)

Aev teprappavetor oto Mapdpmpa XIV tov REACH (Katdhoyog adei0d6tmong)

Katarhoyog vroynguov ovordv REACH (SVHC)

Aev meprapfavetor otov Katdhoyo vroynemv oveidv REACH

Kavoviopog PIC (EE 649/2012, IIponyoduevn cvvaiveon petd omd evnuépmon)

Aev epappodletar.

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

Aev gepappodletart.

Kavoviopog nepi e€aodévnong Tov 6Lovrog (EE 1005/ 2009)

Aev mepthapfévetol oTov Katdrhoyo ovoidv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)

Kavoviopog mepi ekpnktik®@v tpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kopio ovoio(eg) mov meprapfdveta(ovat) 6tov Katdhoyo mpddpopmv ovotdv ekpnktikdv (Kavoviouog EE 2019/1148 oyetikd pe v gumopio. kot
™ XPNoN TPOSPOUMY OVGLDV EKPNKTIKADV)

Kavoviopog nepi Tpodpopmv over®dv vapkoTikdv (EK 273/2004)

Aev mepiéyet ovaia(eg) mov mepthapPavetar(ovial) 6Tov KoTdAoyo Tpoddpopmv ouctdv vapkeTikev (Kavoviopog EK 273/2004 oyetikd pe Tig TpOSpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikéc dwotdieg

Agv vdpyovv emmaAEOV TANPOQEOPiES

15.2. A&wohdynon ynmkig acodisiog

Agv vdpyovv emmAEOV TANPOEOPIiES

TMHMA 16: Aldeg TAnpo@opisg

ITpeg keipevo ppacewv H kan EUH:

Acute Tox. 4 (An6 tov Oé&ela to&cotta (amd Tov 6TOHNTOC), Katnyopio 4

GTOUOTOC)

H302 EmPrapés oe mepintmon katdmoong.

H336 Mmopei va TpokaAéoet vvnhio 1 CaAN.

STOT SE 3 Ewdum to&ucodmra o opyava-ctoyovg Hotepa and pio epdral Ekbeon, kotnyopia 3, vapkmon

Aghtio Agdopévov Acpalreiog (AAA), EE

ATIOITOIHXZH EY®NHZX Ot mAnpogopieg mov mepiéyovial o antd T0 deATio Tpoépyovtat and myég Tis onoles Bempodpe a&idmotes. [Tapodia avtd, divovro
YOPIc Kapio gyyomon, pntn 1 appntn, Yo TV akpifeld tovc.
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