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Agltio Agdopévev Acpaleiog
of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE 'EUROPE ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tponomomOnke amd tov Kavoviepo (EE) 2020/878
Hpepopnvia ékdoong: 14/03/2024  exdoyn: 1.0

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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Metypa
Ovopa tov TpoidvTog : Prilocaine for peak identification
Kodiog mpoidvtog : 202400099

1.2. Zvvo@eic TPocdopilopeves YPNGELS TNG OVGING 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkég mpoPrenopeveg yproeig

Kbpu katnyopia ypnong . To mpoidv mpoopileTal yia TV £pevva Kot avamTuén Kot TV EnayyELLOTIKY ekTaidgvon.
Xpnon g ovoiog/Tov peiypotog : Movo yo emoryyeALaTIKy ¥prion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg ypnosig
Iepropiopoi otn xprion : Mn ypnowonoteite : Katdmoon, Ewonvony, Aeppotikd

1.3. Ztoyeia Tov TpopunOcvTi) TOL dEXTiOV dEdOPEVEOV aGPaLEiag

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.edqm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIVOUVOTNTOS

2.1. Ta&wvépunon g 0vGiag 1| TOV PEIYPRATOG

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

Oé&ela to&codTTa (amd Tov 6TOHNTOC), Katnyopio 4 H302
ZoPapn opOaipkn PAAPN/0@OaApcOG epebiopde, KaTnyopia 1 H318
Ewu to&ucotnta o dpyova-otoyous votepa and pia epdmnas €kdeon, katnyopia H336
3, vapkoon

Emwcivduvo yio to vdatvo meptBdiiov — Xpoviog kivduvog, katnyopiog 3 H412

ITAnpeg keipevo tv dniocewv H ko EUH: BAéne tpnpa 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)

GHSO05 GHSO07
Ipogworomtikn AN (CLP) . Kivduvog
Tepiéyer : Prilocaine
AnAdoeig emkivdvvottag (CLP) : H302 - Emprapéc o mepintwon katdnoong.

H318 - IIpokaiei coPapn opBaipkn PAGPN.
H336 - Mnopet va pokaiécet vrvnhio 1 aAn.
H412 - EmBrofég yio Toug v3poplovg opyaviopons, e HaKpoxpOVIES ETTTMOCELS.
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Prilocaine for peak identification
Agltio Agdopévev Acpaleiog

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

AnAdoetlg Tpoevraéng (CLP) 1 P261 - Amogebyete va avamvéete oKOVN/avaBupdcels/aépto/cTaryovidia/ oTOVS/ EKVEPMLATOL.
P264 - ITAOvete Ta x€pia, Tovg TNXELS (AvTIBpdyiae) Kot T0 TPOGMTO GYOMUGTIKE LETA TO XEPIGHO.
P270 - Mnyv 1pdrte, mivete 1 Komvilete, OTAV XPNCULOTOLEITE 0WTO TO TPOTOV.
P271 - No ypnowonoteital poévo og avotkto 1 kard aeplidpevo xmpo.
P273 - No amogevyetan 1 ehevBépmaon 610 meptBarlov.
P280 - No 9opdite TPOCTATEVTIKA YAVTLOU/ TPOGTATEVTIKG EVOVLLATO/UEGO ATOUIKNG TPOCTAGIOG Y10l TOL
UATLO/TO TPOCMOTO/TAL QVTIAL.
P301+P312 - XE IIEPIIITQXH KATAIIOXHX: Kaléote to KENTPO AHAHTHPIAZEQN 1) éva
ytpo, av acbavieite adwabecio.
P304+P340 - XE I[IEPIIITQXH EIZIINOHZX: Metagépate tov Tabovia 6tov Kobapd aépa Kot
AQNOTE TOV VoL EEKOVPOCTEL GE GTACT OV SIEVKOAVVEL TNV AVOTTVOY).
P305+P351+P338 - ZE INEPIIITQXH EITA®HX ME TA MATIA: ZEenA0vete TpOGEKTIKA Ue VEPO
Y10 OPKETE AETTA. AV VILAPYOVV QK0T ETAPNC, APALPESTE TOVG, OV £ival €0KOA0. XvveyioTe va
Eemhévere.
P310 - KoAéote apéomg to KENTPO AHAHTHPIAZEQN 1 éva yotpd.
P312 - KoAéote to KENTPO AHAHTHPIAXEQN 7 éva yutpd, av aicbavbeite adiabeoia.
P330 - Eemldvete 10 oTONA.
P403+P233 - Amobnkevetan o€ KaAd aeplopevo ydpo. O mepléktng doTnpeitat epunTikd KAEIGTos.
P405 - dvrdcoeton KAEWOUEVO.
P501 - AuiBeon tov mepiexopévov/nepléktn o€ onpeio GLALOYNG ETKIVOLVOVY 1 EWIKOV amoPATOV,
GOUOOVO L€ TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SebVelg KovovioHove.

ZNuavon coppova pe: E&apeitor n ecotepikn) cvokevaoio, Ta meplexoeva g omoiag dev veepPaivovv to 10ml.

Ewovoypdppoata kvdovov (CLP) :

3

GHSO05
Emwcivduvo mepieydpevo : Prilocaine

2.3. AlLot Kivouvol

Agv mepiéyet ovoieg PBT n/kon vPVB > 0,1%, ot omoieg £xovv a&toroynOet coppava pe to Hapdpmpa XIII tov Kavoviepod REACH

To peiypa dev mepiéyel ovoio(eg) mov meprapfdvetol otov Katdroyo mov kotaptiletar copeova pe 1o Apdpo 59 Iapdypapog 1 Tov kavovicpnod REACH yua tig
10T TEG EVOOKPIVIKTG dLoTapoyng M (o) ovoia(eg) dev avayvmpiletar(ovar) 6Tt Exey(0VV) W1OTNTEG EVOOKPIVIKNG S1OTAPAYNG COUPOVO. LE T KPLTHPLO TOV
opilovton otov kat' e&ovoloddmon Kavoviend g Emtponng (EE) 2017/2100 1} tov Kavoviopd g Emtponng (EE) 2018/605 oe cuykévipmon ion 1 peyaidvtepn
and 0,1 %

TMHMA 3: X9vOeon/aAnpo@opies Y10 To CVGTATIKG,

3.1. Ovoieg
Agev 1oyvel
3.2. Meiypora
Ovopa AvayvopioTiKog KOOKOG % Koararaén cdopeova pe tnv odnyia
TpoidvTog 1272/2008 EK [CLP]
Prilocaine apBuog CAS: 721-50-6 99 — 100 Acute Tox. 4 (And tov otdpatog), H302
Kwd.-EE: 211-957-0 (ATE=500 mg/kg copotikod Bapovg)
Eye Dam. 1, H318
STOT SE 3, H336
Aquatic Chronic 3, H412

I peg keipevo tov dniooemv H kot EUH: BAéne tunqua 16
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Prilocaine for peak identification
Agltio Agdopévev Acpaleiog

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

TMHMA 4: Métpa npatov fonderaov

4.1. eprypoon péTpov TpOTOYV fondsiav

Tevikd pérpa tpdTev Ponderdv : IM\ovete apéomg to onueio mov pbe o emaen pe to TPoiov, e aphovo vepo.

Métpa tpdtev Bonbeidv petd and slomvon . Bydte tov moBovta otov kabapd aépa. AQHoTte TO GTOHO TOL TPOSPANONKe va avarvevoet kabapd
aépa. Apeon wtpikn mepiBakym kot £181KN ay®yn, 6€ TEPITTOOT AVAyKNG.

Métpa tpdtev Bondeidv petd omd exaen pe To dEpuo . KoBapiote ™ peyaivtepn duvorn moodtnta okovmilovtdg ) (kabapd Kot palakd amoppoenTikd
mavi). [TAvete pe dpbovo vepd kot amoppumavtikd. Zefydite pe yAopd vepd ya 15 Aentd. Eqv o
£pedo oG TOL d€ppaTog EmpEVEL, GLUPBOVAEVTELTE Y1OTPO.

Métpa tpdtev Bondeidv petd amd exapn He o LaTio. . Eemhovete pe vepd kpatdvtog to Bréeapa kald avorytd. Edv vrdpyovv gakoi emagng, apaipéote
TOVG, £POGOV givar ebKoAo. Tuveyiote va Eemhévete. Te mepintmon epebiopdv, cupfovievteite
opOoApiotpo.

Métpa tpdtov Bondeidv petd amd katdmoon 1 Eemhovete to otopo. Mnv mpokaieite Eueto. Ewducr wotpikn mapakolovdnon.

4.2. TnpavTIKOTEPO, GUUTTONOTO KOL ETLOPACELS, AUEGES 1| HETAYEVEGTEPES

ZOUTTOUOTO/EMSPACELS : Ilpokaiel eykadpata.

ZOUTTOUOTO/ETOPACELS LETE OO EIGTVOT : Avemopkn dedopéva. Mropei va tpokarécet Aoydaviacua, aichnon Bapovg oto Odpaka, epediopd
67O Aoupd Kot Prya.

ZOUTTOUOTO/EMOPACELS UETE OO ETOPT| LUE TO EPLLOL . Avenapkn dedopéva. EpvOpotnra, movoc.

ZOUTTONOTO/EMOPACELS LETE OO ETAQT UE TOL LATLOL 1 Avenopkn dedopéva. EpvOpotnra, movoc.

ZOUTTOUOTO/EMIPACELS LETE OO KATATOOT . Eykadpato tov Brevvoydvov Tov otopdyov kot tov eviépev. Ta cupmtdpoate evogyetal v, sivat

Lk, ke@alaAyieg, vOUTio KOl ATMOAELL GUVTOVIGHOV.

4.3."Evo€1&n 0mo10.601)TOTE ATUITOVIEVIS GUEGTG LUTPIKNG PPOVTIOAS KAl E0IKNG Oepameiag

Toppovievbeite/Emokepbeite yiorpo. Eqv eivar duvatd dei&te avtd to gOrlo acpodeiag, ki av o1, dei&te ™ cvokevacia 1 v etikéto. Evepyn ovoia.
DoappaKeVTIKO TPOTOV.

TMHMA 5: Métpa y10. TNV KOTOmOAENN O] TS TUPKAYLAG

5.1. TvpocPestika péca
Katahinia péoa mopdofeong . KovBépta mupdoPeong.
5.2. Exdukoi TOol EMKIVOUVOTNTOS TOV TPOKVTTOVV 0Té TIV 0VGIA 1] TO PElYpa

Kivdvvog mupkaytdg 1 BAéne tunpa 2.2. Kivéuvog oynmpatiopod toéikdv kot SlofpoTikdy aepimy.

5.3. Zv6Ta0E1S Y10 TOVG TUPOGPEioTeg

MEéTpa yio TV KOTATOAEUNGT) TNG TUPKAYLAG ;. Xpnowonomote péca KoTdofeons KOTGAANAN Yo TV TepBAAlovca TupKayLd.

TMHMA 6: Métpa o€ TEPINTOGN 0KOVOLOG EKAVOTG

6.1. Ilpocomikéc TPOPVAGEELS, TPOGTATEVTIKOG EEOTMGIOS KOL SLOOIKAGIEG EKTUKTNG UVAYKNG

Ievikd pétpa 1 Amo@lyete TV Gueon emaen He To TPoldv. Mnv avomnvéete
okOVI/avabudoels/aépla/oTayovidia/oToNs/ EKVEPOLATA.

6.1.1. I'a Tpocs®TKO GALO 0T6 TO TPOCOTIKO EKTUKTNG AVAYKNG

Agv vrtdpyovv emmAEov TANPOPOpieg

6.1.2. T GTope mov TPocPEpovy TPpdTES fonieieg

E&omhopog mpootaciog : BMéme tpnpa 8.
6.2. Ileprparrovrikég mpoPuAGEelg

Aev vdpyovv emmAov TANPOPopies
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Prilocaine for peak identification
Agltio Agdopévev Acpaleiog

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

MéBodot kabapiopon : Zryovpéyte, 0TL Ta anoppipato Oo TePIGLAAEYOVV kot Oa amobnkevTovv aceaAés. Kabapiote
TPOGEKTIKG. XPNOHOTOMGTE TO TPOIOV e TPOocOoyN). L€ Vd&Tvo mepdirov : Alofptikd yo Ta
UGTIOL, TG OVOTVEDGTIKEG 000UG Kot TO SEPLLAL.

Aev vdpyovv emmAov TANPoPopie

TMHMA 7: Xeipiopoég kon amo0ikevon

EmmAéov kivduvol katd v eneéepyacio : Egiotdron emiong 1 mpocoyy Tov ¥pioth 6Toug Thevons Kvdivoug Tov EVUIdpxovy otny mepintoon
7OV T0 TPOIOV Xpnoomom et pe TpOTo TOL 0pileTan 0l TIG KATAGKEVAGTIKEG TPOSLAYPUPEC. e
V3GTVO TEPIPAALOV @ ABPOTIKO Yl0L TO HATLOL, TIG OVOTTVEVGTIKEG 0000G KOL TO SEPLLQL.

TIpo@ura&els yio ac@aAn YepIopod : XpNOoWOTomGTe TO TPOIOV e TPOGOYN. ATOPVYETE TNV GUECT] EXAPT LE TO TPOTOV.
Métpa vytewnig : Xpnon tov Tpoidvtog pe opdn Propmyavikh vyewn ko dadikocics aceareiog.
Teyvicd pétpa 1 Zoppopembeite e TOVG IGYVOVTEG KAVOVIGHOVG.

Zovonkeg OAUENG ;. dvrdcoetor KAEWmpLEVO.

BM\éne tunpa 1.

TMHMA 8: "EAgyyog Tng ék0eong/atopiki tpoctacio

8.1.1 EOvukég oprokés Tipés emayyehpotikig £ék0eong ko froloyikég oprokés Tipég

Aev vrdpyovv emmAéov TANpoPopieg

8.1.2. ZuvicTdpeveg drodikacics TopakorovOneng
Agv vrdpyovv emmAéov TANpopopieg

8.1.3. Zympoartifovrar otoygia pomaveng Tov aépa
Aev vrdpyovv emmAéov TANpoPopieg

8.1.4. DNEL xan PNEC

Agv vdpyovv emmALOV TANPOPOPIES

8.1.5. Ileproyéc eréyyov

Aev vdpyovv emmAéov TANpoPopieg

8.2.1. Katdaiinhor pnyovikoi £reyyol

Katarlinior pnyavukoi éreyyou:
Awampniote og kaAd e£aepilOpevo Ydpo. XpnNoLLOTOLEITE OTOKAEIOTIKG G KAELGTN XOAVT LE EVOOUATOUEVO iATpo. DIATPO aepocOpOTISIOV VYNANG
amoteieopatikomrag (HEPA filter).

8.2.2. ATopkog TPOGTOTEVTIKOG EE0TAMGPOG
8.2.2.1. IIpocTucio TOV PATIOV KL TOV TPOGAHTOV

Ipootocio 0@BaAn®V:
TIpootatevticd yvord. DIN EN 166

8.2.2.2. lIpoctacio Tov déppatog

Ipocrocia Tov déppartog:
Xpnoonoteiote TPooTATELTIKO povyIcHO Yo ynpikd. DIN EN 13034
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Prilocaine for peak identification
Agltio Agdopévev Acpaleiog

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

Ipootacio TOV YEPLOV:
TIpoototevtiKd yavtio ovhektikd og ynukd tpoiovta. ISO 374-1

8.2.2.3. TIpo6TOcio TOV AVOTVEVGTIKMOV 00OV

IIpooTacio TOV AVATVEVGTIKAOV 00(DV:
Xe nepintoon amekevdépwaong oxdvng : pdokeg pe eidtpo yo okoveg P3. DIN EN 140 & 149. Yypo mpoidv : Méoka agpordpatog. Popdte avamvevotikn
GLOKELT O€ TePInTON £kBeong 6e aTHOVG/OKOVES/OEPOADLLATOL

8.2.2.4. Ogppikoi kivovvor

Aev vrdpyovv emmAéov TANPoPopieg

8.2.3. "Eheyyor meprparhovrikig £k0gong

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 9: ®voikég Ko ynNUIKES 10T TES

9.1. Ztoycia Yo TS facikés QUOIKES KoL YNUIKES 1O10TNTESG

Duowkn KoTdoToom 1 Zteped
APDLOL : Mn Swbéopo
Oopn 1 Aev oyoet.
Op1o oopng : Mn dwbéopo
Enpeio thEewg : Mn dwbéopo
Enpeio mhéewg : Mn Swbéopo
Enpeio Bpacpon : Mn Swbéopo
Evpiektomra : Mn Swbéopo
Opra Ktvdvvov ekpnéemg : Aev woyvet
Xapunhotepo 6pio £kpnéng 1 Agv oydet
AvdtoTo 0plo expnEpomTag 1 Agv oydet
Enpeio avaereéng : Aev woyvet
Bgppokpacio avtavapreéng : Aev woyvet
Bgppokpacio arochvieong : Mn Swbéopo
pH : Mn Swbéopo
Awdropo pH : Mn Swbéopo
1EDOES, Kivepatikog (1)) : Aev woyvet
Awrvtomra : Mn Swbéorpo
XUVTEAEOTNG KOTAVOUNG G€ UELYILO N-OKTOVOANG/VEPOD : Mn Swbéorpo
(Log Kow)

Tdon otumv : Mn Swbéopo
ITieon atpov ot Ogppokpacio S0°C : Mn Swbéopo
IMukvotnro : Mn Swbéopo
ZyYETIKN TOKVOTNTAL : Mn Swbéopo
ZyeTikn TokvoTTa AT®V 6tovg 20°C 1 Agv oydet
Méyebog copatidiov : Mn Swbéopo

9.2. Aowréc TAnpoopics

9.2.1. IIMpo@opisg 6YETIKAE pe TIG KAAGELS QUOLKOD KIvOUVOL

Agv vrdpyovv emmAéov TAnpogopieg

9.2.2. AAA (OPUKTNPIGTIKA 0.6QuLeing

Aev vdpyovv emmAéov TANPoPopieg

TMHMA 10: Xt00gpdtnTO KO OVTIOPOCTIKOTITO.

10.1. AvtidpooTikéTnTO
2100epd VIO KAVOVIKEG GUVOTIKEG.
10.2. Xnuwkn) otabepotnra

Aev vrtapyovv emmAéov TANPoPopies
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Prilocaine for peak identification

Agltio Agdopévev Acpaleiog

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

10.3. IBavOTNTO ETKIVOLVOV AVTIOPAGEDV
Agv vdpyovv emmALov TANPOPOPiEs

10.4. ZovOnkeg TPog awopuyn

Aev vdpyovv emmAov TANPOPopie

10.5. Mn coppotd vikd

Kapio og kavovikn ypnomn. BAéme tunpa 7.

10.6. Emucivovva poiovra amwocvvieong

Ortov Beppaiverar péypt Tov onpeiov SUCTOONG, EKTEUTEL ENKIVEVVOVG KOTVOVG.

TMHMA 11: To&ikoroyikég TANPOPOPiES

11.1. ITAnpogopieg Yro. Tig TAEELS KIvoUVov, 6Teg opilovrar otov kavoviond (EK) aprd. 1272/2008

O&eia To&uotnta (0md oTOHATOG)
O&eia To&otnTa (depprotikn)
O&eia To&wotnta (avoamvon)

. EmProPég o mepintmon katdmoong.
1 Mn ta&wopnpévog (Baoet tav dtabécipmv dedopévav, To kpreipla tagvounong dev Thnpovvot)
1 Mn ta&wopnpévog (Baoet tov dwabécipmv dedopévav, to kpreipla tagvounong dev Thnpovvot)

Prilocaine for peak identification

ATE CLP (Amo T00 GTOpATOG)

‘ 501.002 mg/kg copatikov Bapovg

Prilocaine (721-50-6)

LD50 amd tov 6t0p0T10¢ 68 0povpaiong

‘ > 300 — <2000 mg/kg extipmpevn Tiun

AGBpmon kot epediopog Tov d€ppratog

ZoPapn opbaipikn BAPN/epedionog
EvaisOntonoinon tov avomveuotikod 1
guaedntomoinon Tov dEPHATOG

Metodha&lyéveon YeEvVnTIKOV KLTTapwV
Kapxvoyéveon

To&wodmTa 6TV avamopay®yn

Ewwn to&ikomra ota 0pyava-otoyovg (STOT) —
epanag £xbeon

1 Mn ta&vounpévos (Baoet tov dtabécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
: Ilpokaiel coPapn opOaiptkr BAGLN.
1 Mn ta&wopnpévog (Baoet tov dwbécipumv dedopévav, To kpreipla tagvounong dev Thnpovvot)

: Mn taéwopnpévos (Baoet tov dabéciumv dedopévav, ta kprripta tavopnong dev mAnpovvrat)
: Mn taéwvounpévos (Baoet tov dtabécimv dedopévav, ta kprripta Taévounong dev TAnpovvrat)
1 Mn tag&vounpévos (Baoet tov dabécyiov dedopévav, ta kptripa ta&tvounong dev mAnpovval)

: Mmnopei va Tpokorécet vivnida 1) SOAN.

Prilocaine (721-50-6)

Ewdun to&wotnta ota dpyava-otoxovs (STOT) — epdnal
£k0eon

Mmopet va pokarécet vvniio 1 CaAn.

Ewwn to&icomra ota opyava-otoyovg (STOT) —
emavelAnupévn ékbeon
Emuwvduvomta avoppoenong

: Mn ta&wvopnpévog (Baoet tov dtabéoipmv dedopévav, Ta kpreipila tagvounong dev TAnpovvat)

1 Mn tag&vounuévos (Bdaoet tov dtabéoimv dedopévav, to kprripia Tagtvounong dev mAnpovvrat)

11.2. ITAnpo@opisg Yro. GALovg TOTOVG EMKIVOVVOTTOS

Aev vrdpyovv emmAéov TANpopopieg

TMHMA 12: Owoloyikég TANpo@opies

12.1. To&wotnTO

Owoloyia - yevikd

Emwivduvo yia to vddrtivo mepiBdilov, Bpayvrpoddeciog
(050¢)

Emivduvo yia to vddrtivo meptBdrlov, pokporpodecpog
(xpoviog)

Aev voiotaton Tayeio amocvuvheon

. Emivdvva amdpinta. Xpnowonoteite katdAAnio doyxeio amdppyng.
: Mn ta&wvopnpévos (Baoet tov dtubéciumv dedopévav, ta kprripta Tag&vopnong dev mAnpovvrat)

. EmProfés yio toug vpopiovg opyavicpode, [e HOKPOXPOVIES ETTTOCELS.
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Prilocaine for peak identification
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANPoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 13: Xtoyycio oyeTikd pe 11 ova0eon

Tlepupeperoxdc kavoviopuog nepi amoBAnTov . Kataotpéyte pe ac@olf tpdmo cOpe®vo pe Toug Tomikods/ £Bvikong Kavoviopode.

TMHMA 14: ITAinpo@opieg 6YETIKA PE TN HETAPOPA

Topeove pe ADR / IMDG / IATA
ADR IMDG TIATA

14.1. AprOpoc OHE 1 apOpog TavtotnTog

Agv 1oy0gL Agv 1oy0€1 Aev 1oy0det

14.2. Oweia ovopacio arostorig OHE

Aev 1oy0et Agv et Aev woyvet

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

Agv 1oy0gL Agv 1oy0g1 Aev 1oy0et

14.4. Opdodo cvokevaciog

Aev 1oy0et Aev 1oy0et Agv woyvet

14.5. eprforhovtucn emkivovvoTnto

Agv 1oy0gt Agv 1oy0€t Aev 1oy0et

Aev vrdpyovv emmAéov Stabéotueg TANPoPopieg

Enriyewo petagopa
Aev 1oy0et

petagopd péow Bardoong
Agev 1oy0et

Evaépra petagopd
Aev woydet
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Prilocaine for peak identification
Agltio Agdopévev Acpaleiog

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

14.7. @ardooreg peTapopis yvony coppmva pe Tig Tpatels ron IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopoxtipa

15.1. Kavovicpoi/vopoOecio oyeTikd pe Ty a6Qaiera, TNV vysio Kot 7o agpiairov yio TNV ovoia 1 T0 peiypa
15.1.1. xoevoviopoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev mepiéyet kapio ovaia(eg) mov nepthappdavetarovtar) oto [apdpmua XVII tov REACH (Ilpotnobéceic tepropiopon)
Hapapmpa XIV 100 REACH (Katdloyog 0.0£1060Tn61G)

Aev nepiéyet kopia ovoio(eg) mov meprapfavetoi(ovrar) oto [apapmua XIV tov REACH (Kotdhoyog adetoddtnong)
Kataroyog vroynguov ovordv REACH (SVHC)

Aev mepiéyet kapio ovsia(eg) mov nepthappdavetarovtar) 6Tov Katdioyo vroyneuwy ovcuwv REACH

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

Aev gpoppodletar.

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

Aev gpappodletar.

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

Aev nepiéyet kopia ovoio(eg) mov meprapfdvetoi(ovtat) 6Tov Katdhoyo ovatdv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009 oyetikd e Tig o0voieg mov
e&acbeviCouv ™ otiffdda tov 6lovtog)

Kavoviopdg mepi ekpnktik®v mpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kopia ovsio(eg) mov meplapfdvetoi(ovrat) 6Tov KaTdAoyo Tpddpoumv ovctdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v epmopio kot
™ XpNON TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviopog mepi mpodpopmv overdv vapkoTikav (EK 273/2004)

Aev nepiéyet ovaio(eg) mov mephappavetayovial) 6Tov Kotdhoyo Tpddpoumv ovetdv vapkatikdv (Kavoviepuog EK 273/2004 oyetikd pe i TpOSpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drwataéerg

Agv vrapyovv emmAéov TANpoPopies

15.2. A&wordynon ymuikis ao@aierog

Agv vdpyovv emmALov TANPOPOPie

TMHMA 16: Alheg TAnpo@opisg

I\ peg keipevo ppacewv H ko EUH:

Acute Tox. 4 (Ao Tov O&ela to&codmra (amd Tov 6ToONTOC), Katnyopia 4

GTONOTOC)

Aquatic Chronic 3 Emcivduvo yuo 1o vddtvo mepifdAiov — Xpoviog kivduvog, katnyopiog 3

Eye Dam. 1 YoBapn opBoiukn PAABN/0@BaApKkdg epebiopdc, katyopia 1

H302 Emprapés oe mepintmon kardmoong.

H318 Ipokaiel coPapn opOoiuky PAPN.

H336 Mmnopei va tpokarécet vvniio 1y LaAn.

H412 EmBroapég yia Toug v3poPlovg opyaviopone, e LOKPOXPOVIEG ENTTMOCELS.

STOT SE 3 Ewwm to&ikotra o€ 0pyava-otdyovs Hotepa and pio epanas £xbeon, katnyopia 3, vaprwon
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Prilocaine for peak identification
Agltio Agdopévev Acpaleiog

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

Katnyopromoinon ko tp@TéKoALO Y10 TNV KATNYOPLOTOINGT TOV PIYRATOV 6ORQ@Va pe Tov kavoviopo6 (EK) 1272/2008 [TEX]:

Acute Tox. 4 (An6 tov H302 MéBodog vroroyiopon
GTONOTOC)

Eye Dam. 1 H318 Mé£B0d0¢ VITOAOYIG OV
STOT SE 3 H336 Mé£60d0¢ VTOAOYIG OV
Aquatic Chronic 3 H412 Mé£B0d0¢ VITOAOYLIG OV

Aghtio Agdopévaov Acpareiog (AAA), EE

AIIOIIOIHXZH EY®NHE Ot nAnpogopieg mov mepiéyovtal o€ avtd 1o dektio mpoépyovtat and mnyEg Tig omoieg Oewpodue agiomotes. [lopdra avtd, divoval

YOpic Kapio eyyonon, pnty N appntn, Yo Ty akpifetd tove.
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