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Hpepounvia éxdoong: 03/04/2023  exdoyn: 1.0

TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia

Ovopa ovsiog . Prilocaine impurity B
Kodog mpoiovrog : 201800006

Suvovopa . o-Toluidine hydrochloride

1.2. Zuvageig mpocdlopllopEvEg AP GELS TG 0VGILAG 1] TOV PEIYIOTOG KOL OVTEVOELKVOOIEVES PNOELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong : To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXOYYEANLOTIKY EKTOISEVOT).
Xpnion g ovoiog/Tov petyHaTog : 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 Tpopun v T TOL dEXTiON dEdopévEV acPaLeiag

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&woépunon g oveiag 1| Tov peiypatog

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

Kapkwoyéveon, katmyopio 1B H350
O&ela to&koTa (814 TG g10mMvoNg), KoTnyopia 3 H331
O&ela to&kodTTaL (ad TOL GTOHATOG), Katnyopio 3 H301
ZoPapn opborpkn PAAPN/o@Oarpdg epebiopds, kotnyopio 2 H319
Emucivduvo yio to vddtivo meptBdrlov — 0&0g kivduvog, katnyopiag 1 H400

ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

AvemOOpuNTES QUOIKOYNMKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPIBaiiov
ATOQa0N PEG® KPIONG EUTEPOYVOUOVOV KOl ATOSEIKTIKNG 1o)VOC.

2.2. Zroyeio eTIKETOG

Xapaktnpiopds coppove pe tov Kavoviouéd (EE) Ap. 1272/2008 [CLP]

Ewovoypappata kvddvov (CLP) : I I

GHS06 GHS08 GHS09
Ipogworomtikn AéEn (CLP) : Kivdvvog
Ankaoeig emucivdvvotntog (CLP) : H350 - Mropei va tpokarécet kapkivo.

H331 - To&wo ot mepintmon elomvon.

H301 - To&wo o€ mepintwon KaTdmoong.

H319 - Ipokaiei coPfapd o@Oaipcd epebiopd.

H400 - TToAd T0&1d Y10 Tovg VIPOPLOVG OPYAVIGHOVC.
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Prilocaine impurity B
Agltio Agdopévov Acpareiog

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

Anidacelg mpoevraéng (CLP) : P202 - Mnv 10 ¥pnoLpomomcete Tpv S10BACETE KOl KOTOVONOETE TIG 001YiEg TPOPVLANENG.
P280 - Na gpopdite HEGO ATOUKNG TPOSTAGIOG Y0l TOL LATLOL.
P301+P310 - XE IEPIIITQXH KATAIIOXHE: KoAéote apéong to KENTPO AHAHTHPIAZEQN
1 éva yotpo.
P308+P313 - XE IIEPIIITQXH ékbeong 1 mbovotntag éxbeong: Zvppovievdeite/Emokepdeite
YTpo.
P330 - EemAivvete 10 0TO.

Zhpavon cOUPoV pe: eEapeitor 1 E6MTEPIKT GLOKELAGIA, TO TEPLEYOLEV TNG omtoiag dev vepPaivovy to 10ml

Ewcovoypappata kvddvov (CLP)

GHS06 GHS08

2.3. AMLot Kivovvol

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 3: ZovOeon/ainpo@opies Yo To 6VOTUTIKA

3.1. Ovoigg

Ovopa AvayvopieTikog Kootkog | % Katdraén oopomva pe v odnyio
TPOIOVTOG 1272/2008 EK [CLP]

Prilocaine impurity B - <100 Carc. 1B, H350

Acute Tox. 3 (Ad g eronvong), H331
(ATE=0,5 mg/l/4h)

Acute Tox. 3 (And tov otoparog), H301
(ATE=100 mg/kg copatikod Bapovg)
Eye Irrit. 2, H319

Aquatic Acute 1, H400

ITAnpeg keipevo tov dnrdcemv H ko EUH: BAéne tpnpa 16

3.2. Meiypota

Aev woydet

TMHMA 4: Métpa npoTtov fondsiov

4.1. Ileprypa@n péTpov tpdOTOV fondeidv

Métpa Tpmdtev ondeidv puetd and eiomvon : Bydhte Tov maBovta otov kabapd aépa. APnoTe T0 GTopo OV TPOSPANONKE Vo avanvedset kabapd
agpa.

Métpa TpdTeVv Pondeidv pHetd amd emapn Le To dEpa : KoBapiote ™ peyoivtepn duvorh mosdtnto okovmilovtdg m (kabopd kot padakd amoppoenTikd
mavi). [TAovete pe dpbovo vepd Kot amoppuTavVTIKO.

Métpa TpmdTev Pondeidv Hetd and exapn 1e To LATIO . Hemhovete pe vepd kpatdvtag to BAEQapo Kakd avoryTd.

Métpa TpdTOV Pondeidv petd amd Katdmoon . Hemhovete 1o otopa. Karéote opéong to KENTPO AHAHTHPIAZEQN/ywatpd. Evoéyetor va

GLOTNOEL TAPOTETANEVT] LOTPIKT) TAPAKOAOVONOT).

4.2. INPOVTIKOTEPO GOUTTONATO KOL ETOPAGELS, GPECES 1] HETAUYEVECTEPES

ZOUTTOUATO/ EMOPACELS : BAGPec oy vyeio evdéyetat va eLeavicTody e KabvuoTtépnon.
ZOUTTOHOTO/ETOPACELS LETA OO E1GTVON . Avemopkn dedopéva.
ZOUTTOUATO/ETOPACELS LETA OO EMAPN LE TO OEPLLQL . Avemopkn dedopéva.
ZOUTTOUATO/ETOPACES LETA OO EMOLPT LLE TOL LOTIOL . Avemopkn dedopéva.

4.3."Evo€1&n 0010601 TOTE AMOLTOOPEVIG GIEST|G LUTPIKIG PPOVTIdUG KuL E18WKN G Ogpameiag

ZopPovievbeite/Emokepbeite yiorpo. Edv eivar duvatd deiéte avtd 1o gOALo acpodeiog, Kt av 0yL, dei&te T cuokevacio 1 TV ETUETO.
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Prilocaine impurity B
Agltio Agdopévov Acpareiog

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

TMHMA 5: Métpa Y10, TNV KOTOTOAEPN O TS TUPKAYLAG

KatdAinia péca mopdoPeong : KovBépta mupocPeong.

Kivdvvog mopkayidg : BAéme tunpa 2.2.

Métpa Y10 TV KOTATOAEUNON TNG TUPKOYLG : Xpnowonowmote péca katdoPeong KatdAAnia yio v neptPdAiiovca TupKayid.

TMHMA 6: Métpo o€ TepinTtmon 0KoVoLoS EKAVONG

Tevika pétpa © Amo@uyete TNV GpECT MO UE TO TPOoidV. Mnyv avamvéete
oKkovn/avadopdosis/aéplo/otayovidia/ oTHoNy/ EKVEPOLATA.

6.1.1. I'a TPoc®MIKS GALO 076 TO TPOCOMTIKO EKTUKTNG UVAYKIG

Métpa €KTaKTNG OVAYKNG . Dopdte KATIAANLO TPOCTATEVTIKO POVYIGHO, YEVTIO KO TPOGTAGIO Y10 TOL HATIO KOL TO TPOCHOTO.

6.1.2. I GTopa mov TPooPEpovy TPAOTES Por)Osreg

Agv vdpyovv emmAEOV TANPOQOPiEg

Agv vdpyovv emmaAEOV TANPOQYOPiEg

Mébodot kabapiopon 1 Ziyovpéyte, 0T Ta. amoppipota Oo mepicuAeyoUV kot Oo amobnkevtovv aceaAés. Kabapiote
mpooekTikd. [TAMvete To VTOAEILOTA TTOV JEV UTOPELTE VO AVOKTNGETE UE : ALGAV O VTTOYA®PLDIOVG
vatpiov.

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 7: X&eipiopog kot amo0nkevon

Emm\éov kivduvol katd v eneepyocio . Egiotaron eniong n mpocoyn Tov xpnotn 6Toug Thovolg Kivdhvoug Tov EVUTAPYXOVV TNV TEPINTMOOT
OV TO TPOTOV Ypnoorom el pe TpdTo oL opileTal amd TI KATUCKEVAGTIKES TPOSOLY PAPES.

TIpo@ura&els yio ac@ain yeipiopd : XpnowonomaoTte o TPoidv e TPocoyn). ATOPUYETE TV AUEST) ETOPN UE TO TPOIOV. £TO HETPO TOV
Sduvatol 1 xp1o”N TOL TPOIOVTOG TPEMEL VO YIVETOL GE EPYOCTIPLOKT XOAVT.

Métpa vytewvng 1 Xpnon tov Tpoidvtog pe opbn Propmyovikn vyewn Kot dtadkacieg acQoieiog.

Teyvucd pétpa : Zoppopeobeite [ie TOVG 16YDOVTESG KOVOVIGHOVG.
ZovOnkeg @OAAENG . Ouldooetat KAEWUEVO.

BAéme tunpa 1.
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Prilocaine impurity B
Agltio Agdopévov Acpareiog

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

TMHMA 8: 'Eleyyog g ék0eonc/atopiki tpoostacio

8.1. IapapeTpor eEréyyov

8.1.1 EOvikég oprokés Tipnég emayyelpatikig £k0song ko froloyikég oprokés Tipég
Aev vdpyovv emmAéov TANPOQOpieg

8.1.2. ZuvioTdpeveg radikaciss TapakorovOnong

Agv vrtdpyovv emmAéov TANpopopieg

8.1.3. Zynportifovror sTtoygia pomaveng Tov aépa

Aev vdpyovv emmAéov TANPOQOpieg
8.1.4. DNEL kxa PNEC
Agv vrtdpyovv emmAéov TANpopopieg

8.1.5. Mleproyég eréyyov

Aev vdpyovv emmAéov TANPOQOpieg

8.2."Eleyyon £k0eong
8.2.1. KatdAinkot pnyavikoi Ereyyot

Kataiinior pnyavikoi éleyyou:
Awnpiiote o KoAd eEoeptlopevo ydpo. XpnoYLomoleite AmOKAEIGTIKA G KAEIOTN XOAVN He EVOOUOTOUEVO GiATpo. DIATpo aepocmUATISiV VYNNG
anoteleopotikotnrag (HEPA filter).

8.2.2. ATopKOG TPOOTATEVTIKOG EEOTIONOG
8.2.2.1. IIpooTacic TOV HATIAV KUl TOV TPOCATOV

Mpooctacio 0@pOarp®V:
Ipoctarevtikd yvoid. DIN EN 166

8.2.2.2. Ilpootacio d¢ppatog

Ipooctocio Tov déppatog:
Xpnoponoteiote TPooTATELTIKO povyloud Yo ynuucd. DIN EN 13034

IIpoctucia TOV yEPLAOV:
ITpoctotevtikd yavtie aviekTikd og ynpkd tpoidvta. ISO 374-1
8.2.2.3. IIpooTacic TOV AVUTVEVGTIKAOV 00MV

IpocTtucio TOV OVETVEVGTIKOV 00AV:
Xe nepintmon omehevdépwong okdvng : pdokeg e eidtpo yio okoveg P3. DIN EN 140 & 149. Yypo mpoiév : Mdoka agpordpotoc. Popdte ovomvevotikn
GUOKELT O€ TEPINTOO £kBeong o€ aTHOVG/CKOVES/OEPOAD AT

8.2.2.4. Ogppikoi Kivovvor

Agv vdpyovv emmAEOV TANPOEOPiEg

8.2.3. Oprwo0étnon kot TapaxkorovOnon g tepifariovroroyikig £ékBeong o€ Kivouvo

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 9: ®vokég Ko YNUIKES IOLOTNTES

9.1. Zroyyeia Yo TG PUGIKES QUOIKES KOL YNUIKES 1O10TNTES

Puown KoThoTaom T Xteped
APDLLOL © Mn dwbéotpo
Mopuakh pado : 143,61 g/mol
Oopn : Aev woyostl.
Opto ooung : Mn dwbéorpo
Inueio mEemg 1 215-217°C
Inueio m&emg © Mn dwbéoipo
Inueio Bpoacod 1 242°C
Evpiextomra © Mn dwbéoipo
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Prilocaine impurity B
Agltio Agdopévov Acpareiog

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

Opra kKtvdvvov ekpriéemg : Aevioydet
Xapnhotepo 6pto £kpnéng : Aevioydet
Avdtoto 0pilo expnépotrog : Aevioydet
Inueio avapredng : Aevioydet
Beppokpacio avtovapreing : Aevioydet
Beppokpacio amocvvheong : Mn Swbéoo
pH : Mn dwbéoo
Awiopo pH © Mn swbéoipo
1EDdeg, Kvepotedg (1) T Agvioydet
AwdvtomTa : Mn dwbéoo
ZUVTELEOTNG KATOVOUNG O pelypa N-0KTavOAng/vepoD : Mn Swbéoo
(Log Kow)

Téon atudv : Mn Swbéoo
ITieon atpov ot Beppokpacio 50°C : Mn Swbéoo
IMukvotnto : Mn dwbéoo
ZyeTikn TokvoTnTOL : Mn Swbéoo
Zyetikn TokvoTNTa aTUAV 6ToLG 20°C : Aevioydet
Méyebog copotidiav : Mn dwbéoo

9.2.1. Iinpo@opieg 6YETIKA BE TIS KLAGELS PUOIKOD KIvdHVOU

Agv vdpyovv emmaAEOV TANPOQEOPiES

9.2.2. Ahha YOpAKTNPIOTIKG 06QaAciog

Agv vdpyovv emmAEOV TANPOQOPieg

TMHMA 10: Xt00gpdtnTo KOl OVTIOPAGTIKOTNTO,

Z1abepd VIO KOVOVIKEG GUVOTKES.

Agv vdpyovv emmAEOV TANPOEOPiEg

Agv vdpyovv emmAEOV TANPOPOPIiEg

Agv vdpyovv emmAEOV TANPOEOPIiEg

Kapio og kavovikn xprion. BAéne tunipa 7.

Ortov Beppaivetar LEXPL TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVIVVOUG KOTVOUG.

TMHMA 11: To&wkoroyikég TAnpopopisg

Oé&ela to&kdmTaL (0md OTOHATOS) . To&wo og nepintmon KoTdmoons.

Oé&ela to&comTa (deppatikn) : Mn ta&wounuévog

Oé&ela to&kodmTa (avavon) . To&wo og nepinT@on 16TVONC.

AGBpmon kot epediopdg Tov dEppaTog : Mn ta&wopnuévog (EAkewtaticd dedopévor)
ToPapn opboipukn PAaPn/epediopog . TIpokoAei cofapd opOuiuiicd epebiopo.
EvaisOntomoinon Tov avamvenostikon 1 : Mn ta&wopnpévog (EAeaticd dedopévar)

gvaucOnTomoinom Tov dEPUOTOG
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Prilocaine impurity B
Agltio Agdopévov Acpareiog

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

MetoAhogryéveon YEVVITIKAOV KOTTAP®OV : Mn ta&wopnpévog (EAkeloticd dedopéver)

Kapkwoyéveon : Mmnopet vo mpokaA£cet Kapkivo.

To&wodmTa Yo v avamopayoyn © Mn ta&wopnuévog (Ileportépm minpogopies: Ofeia To&ucdTn o)
Ewdu to&ucodmta ota 6pyava-ctoyovs (STOT) — : Mn ta&wounuévog (EXewtaticd dedopévar)

epanag ékbeon

Ewdu to&ucomta ota 6pyava-ctoyovs (STOT) — : Mn ta&wounuévog (EAeytaticd dedopévor)

gmaveknupévn xbeon

Enucivduvotnto ovappdenong : Mn ta&wopnpévog (EAreloticd dedopévor)

Agv vapyovv emmAéov TANPOQOpieg

TMHMA 12: Oworoyikég TAnpopopieg

Owoloyia - yevikd . Emuivdvva andpinta. Xpnoponoteite katdAinia doxeio amdpprymg.
Emucivduvo yia to vddtivo meptBdrrov, Bpayumpodbecpog : ITodd To&kd yio Tovg VIPOBIOVE OPYOVIGHOVG.

(0803)

Emkivéuvo yia o vddtivo mepiBdirov, pakponpdbespog : Mn tagvounpévog

(xpoviog)

Agv vdpyovv emmaAEOV TANPOQEOPiEg

Agv vdpyovv emmaAEOV TANPOYOPiES

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vdpyovv emmAEOV TANPOEOPIiES

Agev vdpyovv emmAéov TANPOQOpieg

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 13: Xtovyeio oyeTikd pe T ovd0eon

Tomwr| vopoBesio (andpfinto) . Kotaotpéyte pe aopoli TpOTO GOUPEOVO e TOVG TOTIKOVS/ €BVIKOUG KOVOVIGHOVG.
TVOTACELS GYETIKA. [E TNV OmdppLym : Mnv omoppintete To VIOAEILILATO GTOV VTOVOLO, SDGTE TO TPOIGV KOt TN GUGKELAGIO TOL GE ELSWKO
TPOIOVTMV/GVOKEVAGLOV onpeio GLALOYNG EMKIVOLVAV 1 EWIKOV OTOPPLLULATOV.

TMHMA 14: ITAnpo@opies GYETIKA UE TN HETAPOPE,

Toupova pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opog OHE 1 aprOpog tovtotnTog

UN 2811 UN 2811 UN 2811
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Prilocaine impurity B
Agltio Agdopévov Acpareiog

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

ADR

IMDG

IATA

14.2. Oweia ovopacio amostoric OHE

TOZIKA XTEPEA, OPI'ANIKA, E.A.O.

TOXIC SOLID, ORGANIC, N.O.S.

Toxic solid, organic, n.o.s.

Heprypagii eyypaoov petagopds

UN 2811 TOEIKA XTEPEA, OPT'ANIKA, E.A.O.,

UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1,

UN 2811 Toxic solid, organic, n.o.s., 6.1, Il1,

6.1, 111, (E), EINIKINAYNA T'IA TO 111, MARINE ENVIRONMENTALLY HAZARDOUS
IMEPIBAAAON POLLUTANT/ENVIRONMENTALLY
HAZARDOUS
14.3. Ta&n/-e1g KtvdOvov KaTa TN PHETAPOPE
6.1 6.1 6.1

£2S

6

¥

£

6

¥

14.4. Opdada ocvokevaciog

14.5. MeprfarrovtiKn emKivovvoTTA

Emcivduvo yia to meptBdAiov: Now

Emwcivduvo yia to mepidirov: Nat
Molvopatikdg Topdyovtag yio To VOGTVO
neptBdAiov: Nat

Emicivduvo yia to meptBdAiov: Now

Aev vrdpyovv emmAéov dabéoec TAnpopopieg

14.6. Exdwkég Tpo@uAa&erg yia tov ypieTn

Eniycwo petogopa

Kodwog ta&wvopnons (ADR)

Ewwés datdéers (ADR)
Mepropiopéveg moodteg (ADR)
E&apovpeveg mocotteg (ADR)
Odnyieg cvokevaciog (ADR)

Ewwés dwatdéels ovokevaoiog (ADR)
Awtdéeig pektg ovokevooieg (ADR)

C T2
274,614
5kg
El
P002, IBC08, LP02, R001
B3
MP10

Odnyieg yo popntég dekapevéc Kot epumopevpotokipotie @ T1

xoonv (ADR)

Ewdwcéc dratdéers yio popntég de&apeveg kot
gumopevpotokiPatia yuonv (ADR)

Koducog de&apevic (ADR)

Ewwég dotageis v de&apevég (ADR)

Oymuo yo petopopd de&opevig

Kotnyopia petapopds (ADR)

Ewwég dotaéels yo ) petapopd - Xodnv (ADR)
Ewwég datageis yio ) petapopd - Doptmon,
ekQOpTOON Kot yeplopdg (ADR)

Ewwég dratagers yio ) petapopd - Agttovpyia (ADR)
Ap1Bv avayvopiong kvdovov (Kéurep Apop.)
IMoptokoi dickot

Kodwods mepropiopdv yio onpayyes (ADR)

peTaQopd péco Baraoong
Ewwn mpopreyn (IMDG)
[epropiopéveg mosdteg (IMDG)

. TP33

. SGAH, L4BH

: TU15, TE19

AT

D2

: VC1,VC2, AP7
CV13,CVv28

S9
60

60
2811

223,274
5kg
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Prilocaine impurity B
Agltio Agdopévov Acpareiog

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

E&upovpeveg mocomreg (IMDG) : El
Odnyieg cvokevaciog (IMDG) : P002
Odnyieg cvokevaciog epnopevpatokiPotiov-deéapevov @ 1BCO8
(kwdwog IMDG)

Ewwés dataéerg IBC (IMDG) : B3
Odnyieg yo de&apevég (IMDG) D T1
Ewwcéc datd&ers yo deopevég (IMDG) : TP33
ApBpdc EmS (TTuprarytdr) : F-A
ApBudc EmS (Awppon) © S-A
Kotnyopieg poptiov (IMDG) DA
1810tnteg ko Tapatnprioelg (IMDG) : Toxic if swallowed, by skin contact or by inhalation.

Evoépra petagopd

PCA E&apovpeveg mocomreg (IATA) © El1
PCA Tlepropiopéveg mocomtes (IATA) 1 Y645
Kabopn péyrom nocdnra yia nepopiopévny nocdtnra.  : 10kg
EMTPETOUEVT] V1L EXLPOTYE AEPOCKAPT KO Y10

aepookden petapopds poptiov (IATA)

Odnyieg ovokevaciog yo emPotnyd aepookaen (IATA) : 670

KoBapn péyiom mocdta yio emPatnyd agposkaen . 100kg
Ko Yo 0gpockden petapopds eoptiov (IATA)

Odnyieg GLoKELAGING LOVO Y10 AEPOCKAPT LETAPOPAS . 677
poptiov (IATA)

Méyiot ToGOTNTO. LETAPOPAS OTOKAELGTIKG 0T : 200kg
aepookden petapopds poptiov (IATA)

Ewwég dataéers (IATA) : A3, A5
Kwdwog ERG (IATA) © 6L

14.7. O@alaooieg peTa@opig Vo cdppmva pe Tig Tpaéerg oo IMO

Agv 1oy0gt

TMHMA 15: Xtoyygio vopo0eTikov (opaxtipo

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6QaAeld, TNV VY0 Ko TO TEPBAALOV Yi0. TNV OVGIA 1] TO pELYHO
15.1.1. kavoviopoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev neprapfavetor oto Hapdaptnua XVII tov REACH

Hapaptnpa XIV tov REACH (Katdloyog 0:8£1080Tn61|)
Aev neprapfdveton oto Hapdaptnpa XIV tov REACH (Katdroyog adetoddtnomng)

Katahoyog vroynorov ovordv REACH (SVHC)

Aev neprapfavetorl otov Katdhoyo vroyneuwv ovoidv REACH

Kavoviopog PIC (EE 649/2012, IIponyoduevy cuvaivesn PETE omd evpépmaony)

Aev gpappoletor.

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

Agv epappdletat.

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

Aev meprapfdvetol otov Katdhoyo ovetdv mov e&acbevilovv to 6Cov (Kavoviepog EE 1005/2009)

Kavoviopog mepi ekpnkTik®@v Tpodpopmv overdv (EE 2019/1148)

Aev mepiéyet kapio ovoio(eg) mov mepthappdvetar(ovtat) 6Tov KatdAoyo mpddpopmv ovoldv ekpnktik®v (Kavoviopog EE 2019/1148 oyxetikd pe v gumopio kot
™ XP1oN TPOSPOUDY OVGLAV EKPNKTIKAOV)

Kavoviopog nepi mpodpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyet ovaia(eg) mov mepthapfavetar(ovial) 6Tov KoTdAoyo mpddpopmy ovetdv vopkaTikdv (Kavoviopog EK 273/2004 oyeticd pe Tig Tpddpopes ovcieg
VOPKOTIKOV)
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Prilocaine impurity B
Agehtio Aedopévav Acpaleiog

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

15.1.2. EOvikéc dwotdierg

Aev vdpyovv emmAéov TANPOQOpieg

15.2. A&wordynon ynpuikig ac@aretog

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 16: Alkeg TAnpo@opisg

M peg keipevo pacswv H ko EUH:

Acute Tox. 3 (A6 Tov O&eia To&wotn o (06 TOV 6TONNTOC), Katnyopio 3

GTOLOTOC)

Acute Tox. 3 (Aq g Oé&eia To&otnta (S1é TG €10mVoTg), Katnyopio 3

E16TVONC)

Aquatic Acute 1 Emucivduvo yia to vddrvo mepifdrrov — 0&0g kivduvog, katnyopiog 1
Carc. 1B Kapkwoyéveon, katmyopio 1B

Eye Irrit. 2 YoPapn opOoipkn PAPn/oeBaipikdg epediodg, katnyopio 2
H301 To&wo ot mepinTtmon KoTdmoong.

H319 TIpokaiel coPapd o@BaAiicd epebiopo.

H331 To&wo ot mepinTmon €16TVOTG.

H350 Mmopet vo. TpoKaAEGEL KOPKIvVO.

H400 TIoAd to&o Y10 ToVg VIPOPLOVG OPYAVIGLOVG.

Aehktio Agdopévav Acpaleiog (AAA), EE

ATIOITOIHXZH EY®NHZX Ot mAnpogopieg mov meptéyovial 6 avtd 10 deATIO TPoépyovtat and myég TS onoleg Bempodpe aéidmotes. [Tapoia avtd, divovrot
YOPic Kapio gyyomon, pnti 1 appnTn, Yo Ty akpifetd tovg.
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