European Directorate | Direction européenne

COUNCIL OF EUROPE o o . .
edorme ~ Sulpiride impurity A

Agltio Agdopévev Acpaleiog
of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE L'EUROPE ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tponomomOnke amd tov Kavoviepo (EE) 2020/878
Hpepopnvia ékdoong: 23/06/2023  evnuépwon: 23/03/2026 Avtikabiotd Ty £kdoon: 23/06/2023  exdoyn: 2.0

TMHMA 1: IIpoco10piop6g 0vGiag/peiypatos Kol ETapeiog/emysipnons

1.1. AvayvepioTikog KOOKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Sulpiride impurity A

Xnuwn Ovopacio . [(2RS)-1-Ethylpyrrolidin-2-ylJmethanamine
Kwd.-EE 1 247-466-3

apOpuog CAS : 26116-12-1

Kodwodg mpoidvtog 1202300243

Zovavopo : 2-(Aminomethyl)-1-ethylpyrrolidine

1.2. Zvvo@eic TPocdLopIlopeves YPNGELS TG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1|OELS

YyeTikéc TpoPremopeveg yprosig

Xpnon g ovoiog/Tov peiypotog . Emompovikh épevva kon avémtuén
Teyvikég dOKIUEG KOl AVAADGELS
Movo Y10 emayyeApATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AvTEVIEIKVVOPEVES AP OELS

Tepropiopoi ot xprion 1 Oy v TpOQUULEL, GApRLOKa 1) OLKLOKT Xp1iom
1.3. Ztoyeia Tov TpopunOcvT) 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.edgm.eu

1.4. Ap1Opog THAEQAOVOL EMEYOVOAS AVAYKNG

ApBpds Aedvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvoUvVOTNTOS

2.1. Ta&wvopnon g ovoiog 1| TOL pelypoTog

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

Ebvelexta vypd, kotnyopio 3 H226
AGBpwon/epebiopdg tov déppatog, katnyopio 2 H315
ToPBopn opBaipkn PAAPN/0@OoiKOG epedicpods, Katyopio 2 H319
Ewwn| to&ikotmra o€ 0pyova-cTtdyovs Hotepa and pio QAnas H335

£xbeon, katnyopia 3, epebiopdg e avamveLoTIKIG 0500
I peg keipevo tov dniwoemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPIPdALovV
Ipokarei coPfapd o@Oarpkd epebiopd. [pokarel epediopd tov déppatog. Mmopet va mpokaricet epebiopd g avamvevoTiking 0800, Yypo Kot atpoi e0QAEKTa.
2.2. Zroyyeia eTIKETOG

Xapaxtnpiopds copgove. pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

Ewovoypappata kivovvov (CLP)

GHS02 GHSO07
Ipogworomtikn AN (CLP) . IIpocoyn
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Sulpiride impurity A
Agltio Agdopévev Acpaleiog

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

AnAdoelg emkivdvvomtag (CLP) : H226 - Yypo kou atpoi ed@Aekto.
H315 - Ilpokoei gpebiopd tov dépparoc.
H319 - IlpokoAei coPapd opBoiukod epediopo.
H335 - Mmopet vo. mpokaréoet epebiopd g avamveuoTiking 0500.

AnAdoeilg Tpoevraéng (CLP) : P210 - Moxpid o6 Oeppotnra, Bepuég emoaveies, omvonpeg, yopuvég eAOYeg Ko GAAEG TNyEg
avaereéng. Mnv kanvilete.
P233 - Na dwatnpeitat 0 TepEKTNG EpUNTIKE KAEIGTOG.
P240 - T'siwon kot 1603vvaK GUVIEST TOV TEPLEKTN KOL TOV EEOTMGHOD TOV SEKTN.
P241 - Na ypnoponoteitor aviiekpnKTikog eE0mMo oS NAeKTPOLoYIKAG /eEaepIool/PmTIOTIKOG.
P261 - Amopebhyete va avomvéete okOVN/avabupldcels/ aépa/oTayovidio/aTons/eKVEQMLOTAL.
P264 - ITAdvete ta gépra, Tovg myELS (avTifpdyia) Kot 10 TpOoMTO GXOAUGTIKA LETH TO XEPLOUO.
P271 - Na ypnotpomnoteitol Lovo 6€ avolkto 1 KoAd agptlopevo yxdpo.
P280 - No popdte TpOoCTATEVTIKG YOVTIO/TPOGTOTEVTIKG EVOOLATO/HEGO ATOUIKNG TTPOCTAGIOG Y10 TOL
UATI0/T0 TPOCMOTO/TOL AVTLAL.
P302+P352 - XE IEPIIITQXH EITA®HXE ME TO AEPMA: ITAbvte pe apBovo vepd.
P304+P340 - XE IIEPIIITQXH EIZIINOHE: Metagépate tov mafovta otov kabapd aépa kot
aPNoTe ToV Vo EEKOVPOOTEL GE GTAGT OV SIEVKOADVEL TV OVOTTVOT.
P305+P351+P338 - XE IIEPIIITQXH EITA®HX ME TA MATIA: ZEenlivete TpocekTikd pe vepod
Y10 0PKETE AemTd. AV VIAPYOLY POKOT EXAPTC, OPAPESTE TOVGS, AV ivar £0KOL0. XuveyioTe va
Eemhéverte.
P312 - KoAéote to KENTPO AHAHTHPIAXEQN 7 éva yutpd, av cicbavbeite adwabeoia.
P321 - Xpeidleton e8icn ayoyn (PAéne copuminpopatikég 0dnyieg TpdTav Pondeidv oty eTtikéta).
P332+P313 - Eav mapatnpnei epebiopdg tov déppatog: Zvppovievdeite/Emokepdeite yiatpo.
P337+P313 - Eav dev vroyopei 0 00Baipikig epebiopodc: Zvppovievdeite/Emorepbeite yotpod.
P362+P364 - Bydte to polvopuéva povya Kot TAOVTE To TP 1o EOVOYPTGULOTOUGETE.
P370+P378 - Ze mepintmwon mupkayldc: Xpnoponomote Héoa eKTOS VEPOD Y1 VOl KOTOGPNGETE.
P403+P233 - Amobnieveton og KaAd aepldpevo ydpo. O mepléktng doTnpeitor epunTikcd KAEIGTos.
P403+P235 - Amobnkeveton og KaAd aeplopevo ydpo. Atatnpeitor Spocepo.
P405 - dvrdcoetor KAEWOUEVO.
P501 - AuaBeon tov mepilexopévov/nepléktn o€ onpeio GLALOYNG ETKIVOLVOVY 1 EWIKOV amoPANTOV,
GOUPOVOL [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SeBVelg KOvoviGHOovE.

Iipoven ocoppove pe: E€oipeitar n eomtepiki] cvokevooio, To tepreydpeva tng omoiag dgv vaepPaivovv Ta 10ml.

Agv amarteitol oypavon

2.3. Alhhor kivovvol
AMeg TAnpoopieg : IIpocoyn - n mapovoa ovsio dev Exet aKOUN SOKLUACTEL TAPMC.
TMHMA 3: Z0vOeon/TApopopies Y10 TO GVGTATIKG,
3.1. Ovoigg
Ovopa AvayvopoTikos Kodwkés | % Kotaraén copeova pe tnv 0dnyio
TPOioVTOG 1272/2008 EK [CLP]
[(2RS)-1-Ethylpyrrolidin-2-ylJmethanamine ap1Oudg CAS: 26116-12-1 <100 Flam. Liq. 3, H226
Kwd.-EE: 247-466-3 Skin Irrit. 2, H315
Eye Irrit. 2, H319
STOT SE 3, H335

IMA\peg keipevo tov dnidoewv H ko EUH: BAéne tunpa 16

TMHMA 4: Métpa apdtov fondsiov

4.1. eprypoon péTpov TpAOTOYV fondcrav

Tevikd pétpa tpdTev Ponberdv 1 Xe mepintoot auBoAdV 1| €4V T0 GUUTTOUATO ETUEVOVV, KOAEGTE YLOTPO.
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Sulpiride impurity A
Agltio Agdopévev Acpaleiog

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

Métpa tpodtmv Bonbeldv petd amd gilomvon 1 Metoagépete tov mabovta otov Kabapd aépa Kot aprioTe ToV va EEKOVPOCTEL GE GTAOT TOL
S1evKoADVEL TNV avamvon]. Aenote Tov mabovta va Eekovpaotel. Te mepintwon adwbesiog :
Zopfovievdeite/Emokebeite yotpo.

Métpa tpdrev Bondeidv petd omd exaen pe To dEpuo : AmOpoKPOVETE TO LOAVGUEVO POVYIGHO, TAOVETE OAN TNV eKTEDEIEVT TEPLOYN OEPLATOG LE ATOAD
camovVL Kat vepo, kat o cuvexelo Eemhévete pe Leotd vepd. Edv o epebiopdc tov déppatog
empévetl, cupPovAguteite yloTpo.

Métpa tpdtev Bonbdetdv petd amd exapn pe o paTio 1 Eemhivete apécmg Kol TOPATETAUEVO HE VEPO KpaTdVTag avorytd o PAEpapa TovAdyioTov 15
Aentd). Eav vdpyovv gaxol emagns, apapéote Toug, epoOcov eivat edkoro. Zvveyiote va Eemlévete.
Zopfovievteite yotpd £dv cuveyiletat 0 TOHVOG 1 1) KOKKIVIAQL.

Métpa tpdtov Bondeidv petd amd katdmoon 1 Eemhdvete o otOpa pe vepd (Lovo eav to dropo dratnpel Tig arofoelg Tov). Mnv yopnynoete moté
0TWNTOTE OO TO GTOWA GE GTOUO TTOL £XEL XAOEL Tig a1oBnoelg Tov. TupPovievbeite/Emokepbeite
ApECHG YLaTpo.

4.2. ZNROVTIKOTEPO. CUUTTONATA KOL ETOPACELS, APECES 1] NETUYEVECTEPES

ZOUTTOUOTO/EMOPACELS LETE OO ELGTIVOT : Mmnopei va tpokoréoet epedicod TG OVOTVEVGTIKNG 0000.
ZOUTTOUOTO/EMOPACELS UETE OO ETOPT| LUE TO DEPLLOL : Ilpokarel epediopod Tov déppatoc.
ZOUTTONOTO/EMOPACELS LETE OO EXAQT UE TOL LTI : Ilpokarel coPapd o@Oaipucd epebiopd. Epubpotnra, movoe.

4.3."’Evo£iln 07010.601TOTE OTOLTOVREVIIG GUECT|S LUTPIKNG PPOVTIOAS Kot E0WKNG Ogpameiog

Aev vrdpyovv emmAov TANPoPopieg

TMHMA 5: Métpa y10. TNV KOTOTOAEPNN O] TG TUPKAYLAG

5.1. ITvpooPeotika péca

KotdAinia péoa mopodcBeong : Xpnoworomote péca Kotdofeons katdAnia yio v neppdrlovca mopkayid. Ato&eidio Tov
avBpoxa. Yekaopog pe vepd. Enpn okovn. KovBépta mupdoPeonc.
AxatdAAnko mupooPestikd pEso : Mn ypnoonoteite peydin pon vepoo.

5.2. Exdukoi TOmol EMKIVOUVOTNTOS TOV TPOKVTTOVV 0Té TNV 0VGIA 1] TO NEIYRO

e mepinT®on TupKAyLiG TapAyovToL ETKIiVELVa . H atelg kavomn amehevbepdver emkivouvo povoeidio tov avBpaxa, d10&€id10 Tov avOpaca Kot
TPOIOVTO amocHVOESNG ko to&kd agpta. IIBavn amofoln to&kod vEpovg.

5.3. Zv6Ta0ELS Y10 TOVG TUPOGPEoTEg

MéTpa Yo TV KOTATOAEUNGT) TNG TUPKAYLAG 1 Amo@evyete T S1puyn ToL vePoL TG TuPOSPecng 6To TEPIBAALOV.
Ipootocio katd v TupdoPeon 1 Mnv enepPaivete yopig KaTdAANA0 £EOTAMGUO. AVTOVOLT AVOTVEVGTIKT] GUGKELN HE LOVOOT).
OLOGOUN TPOGTUTEVTIKT) GTOAN.

TMHMA 6: Métpa o€ TEPINTOGN 0KOVOLOG EKAVGTG

6.1. IIpocomKES TPOPVAGEELS, TPOCTATEVTIKOG EEOTAMGIOG KON O100IKAGIEG EKTAKTNG OVAYKNG
I'evikd pétpa 1 ATOQEVYETE TNV EMAPY TOVL TPOIOVTOG UE TO SEPLLOL, TOL LATLOL T} TO POVYIGHO.

I TpocOmKS GAL0 076 TO TPOGOTIKO EKTUKTNG AVAYKNG

Métpa KTaKTNG AVAYKNG : ATOLOKPOVETE TO TEPITTO TPOCMTIKO.

TN aropa mov Tpoopépouvy Tpdrteg Pondereg

E&omhiopdg mpoctaciog : Mnv enepaiverte yopic katdAnio e€omhopd. o teplocdtepeg TAnpoPopies avatpiére otnv
evotnta 8 :""EAeyyog g ékBeonc-Atopkn tpootacia.

6.2. Ileprfarrovrikég mpoPuAGEerg
Na anopedyerar 1 Elevbépmon oto mepipdrrov. Epmodicte T €i6080 6T0VG 0moYETEVTIKOVG 0y@YOVG 1) 6TO dNUOGLO SIKTVLO VEPOL.

6.3. M£00d01 Kon VAIKG Y10 GVYKPAT 0N Kol KAOapLopo

INa v amobnkevon : Amoppo@noTe T0 PE £va adpOvEG DAIKO Ko TOToDETHOTE TO G€ évav KATAAANLO meptéktn Stdbeong
amofANToV.
Mé0odot kabopiopod : Eemhdvete TIG LOAMGEVEG EMPAVELES pe GpBovo vepd. Kabopiopog e amoppumavTikd.
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Sulpiride impurity A
Agltio Agdopévev Acpaleiog

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

6.4. [lopomopnn o Ghho TEqpOTO

Agite 10 Tunpa 13 yio tAnpogopieg oyetikd pe m d1dbeon.

TMHMA 7: Xeipiopég kon amo0ijkevon

7.1. IIpo@uAGEELS Y10, AGPUAN YEIPLONO

[poeuldéers yio aoorn PO 1 Amogevyete kaOe mepirt Ekbeomn. Dpoviicte MoTE 0 YOPOG epyosiog va e&uepileTal cOOTA.

Métpa vylevng : Mnv tpdre, nivete M| komvilete, dtav ypnoponoteite ovtd to mpoidv. Ta poivouéve evévporo
epyaciag dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oag Tpv omd kabe
£pY0OLOKO StdAeyLpa Ko LETE TO TENOG TNG EPYAGINGC.

7.2. ZovOnkeg a6Qaiovg QOLAENS, cupmeplopfavopnévav T 6y acoppototitav

ZovOnkeg OAUENG 1 Amofnkeveton og KoAd aeplopevo xmpo. O meptéktng Statnpeitat epunTiké KAEWGTOS. AToQevyeTe
™ (éotn Kot TV Apecn nAlKT oaKTvoBolia.
Y\ cvokevaciog 1 AltnpioTe GTOVG APYKOVG TEPLEKTES.

7.3. Ewdun} telkn xpnon 1 yp1oeis

Agev vrdpyovv emmAéov TANpogopieg

TMHMA 8: 'Eleyyog g ék0eonc/atopki tpoctacio

8.1. lapapeTpor eréyyov
Agv vrtdpyovv emmAéov TANpopopieg

8.2."ELeyyor £ék0gong

Katalinior pnyavikoi éheyyon

Kotaiinhor pnyavikoi éreyyou:
Ppovriote dote 0 YDPog epyaciog vo e&aepiletol cmoTh. TvN0mG ATaLTEITAL GUGTNLOL YEVIKOD UNYOVIKOD EEQEPIGULOD TOV YDPOV. LTO HETPO TOV SLUVATOD )
APNOT TOV TPOIOVTOG TPETEL VO YIVETOL GE EPYUCTNPLUKT XOAV).

ATOMKOG TPOGTATEVTIKOG EE0TAGHOG

IIpoctacio TOV POTIOV KOl TOV TPOGCAOTOV

Ipootocia 0@BaAn®V:

Dopdre cvuokev Tpoctaciog yio Ta patia. [Ipoostatevtikd yvaid pe TAdylo tpootatevtikd. (EN 166)
Ipootacia Tov déppatog

IIpocrocia Tov déppartog:
Popdte KOTAAANAO TPOGTOTEVTIKO povyIcHo. Xprion oe epyactipia : modid epyactnpiov. (EN 13034)

IIpocrocia TOV yePLOV:
Na popdte kordAAnio yavtue. IIpocstatevticd yavto avOektikd og ynukd npoiovea. (EN 374)

IIpoctacio TOV UVOTVEVCTIKAOV 00®V

IIpooTtacio TOV AVATVEVGTIKAV 00(DV:
Xe nepintoon £kBeong og opiyhn, yekaopo N agpdiopa: Avarvevotikl) cvokevn pe gidtpo (P3). e nepintwon mov vadpyel Kivouvog Topaywyng vrepBolicdv
ATUAOV, POPESTE KATAAANAN HACKa. .

TMHMA 9: ®vokég Kot YNHIKEG 1010TNTEG

9.1. Ztoyeia o TS facikéc QUOIKES KoL YNUIKES 1O10TNTEG

Duowkn KoTdoToom : Yypd

APDLLOL : Mn Swbéopo
Mopiaxn patae : 128,2 g/mol
Oopn : Mn Swbéopo
Op1o oopng : Mn Swbéopo
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Sulpiride impurity A
Agltio Agdopévev Acpaleiog

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

Inpeio mEemg : Mn dwbéopo
Inpeio méewg : Mn dwbéoio
Inpeio Ppocpod : =60°C
Evoiektomta : Yypo kot atpoi edprekta.
Xapunhotepo 6pio £kpnéng : Mn dwbéopo
AvdtoTo 0pio expnépomrag : Mn dwbéopo
Inpeio avapreéng : 56°C
Ogppokpacio avtaviereéng : Mn dwbéopo
Beppokpacio arochvieong : Mn dwbéopo
pH : Mn dwbéopo
1EDOES, Kivepatikog (1) : Mn dwbéopno
Awrvtomra : Mn dwbéopo
TOVTEAEGTNG KOTAVOUNG GE HElY L0 N-0KTAVOAN G/ VEPOD : Mn dwbéopo
(Log Kow)

Téon atumdv : Mn dwbéopo
Ilieon atpov og Beppoxpacio 50°C : Mn dwbéopo
TTvkvoémta : Mn dwbéopo
TYETIKN TOKVOTNTO : Mn dwbéopno
ZYETIKN TUKVOTNTO 0TUADV 6TOoVG 20°C : Mn dwbéopo
Xapoktnplotikd copatdiov : Agv woydet

Aev vrdpyovv emmAov TANpoPopies

TMHMA 10: Zto0gp6TnTO KOl 0VTIOPAGTIKOTNTA,

Yypo kot atpoi everekta.

Agev vdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TAnpogopieg

Agv vrdpyovv emmAéov TANPoPopieg

Agv vapyovv eMALOV TANPOPOPIES

Agv vdpyovv emmA£ov TANPOPOPies

TMHMA 11: To&woloyikég TANpOPOpPiES

Oé&ela to&codmra (amd oTOHITOC) : Mn ta&wvounpévos (EAdepatikd dedopéva)
Oé&ela to&ucdmra (Seppotikn) : Mn ta&vounpévos (EAdepatikd dedopéva)
Oé&ela to&ucdmra (avamvon) : Mn ta&vounpévos (EAdepatikd dedopéva)
AGBpmon ko epebiopog Tov d€ppratog : Ilpokahel epediond tov dépporog.

ZoPapn opbaipkn BAGPN/epedionog . TIpokoiei coPapd o@BuAipukd epebiopuo.
EvaisOntomoinon tov avamvevuotikod 1 : Mn ta&wopnpévog (EMeiparticd dedopévar)
gvatchnromoinom Tov dEppatog

MetaAro&ryéveon YEVWNTIKOV KUTTapOV : Mn ta&wounuévog (EMeparticd dedopévar)
Kapxwoyéveon : Mn ta&vounpévog (EAdepatikd dedopéva)
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Sulpiride impurity A
Agltio Agdopévev Acpaleiog

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

To&wodTa 6TV Avamopay®Yn : Mn ta&wopnpévog (EMeparticd dedopévar)

Ewdu to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mmnopei va tpokoréoet epedicod TG OVOTVEVGTIKNG 0000.
epamag éxbeon

Ewdu to&ucotnta ota 6pyava-ctoéyovs (STOT) — : Mn ta&wvounpévog (EMdepaticd dedopévar)
emavenupévn ékbeon

Enucvduvotnta avappdenong 1 Mn ta&wopnpévog (EMeparticd dedopévar)

Agv vrapyovv emmAéov TANpopopieg

TMHMA 12: Owoloyikég TANPOQOpieS

Emikivduvo yia to vddrtivo mepiBdilov, Bpayunpobeopog : Mn ta&wounuévog (EAhenaticd dedopéva)
(0&bg)

Emikivduvo yia to vdartivo mepiBdilov, pokporpodbeopog : Mn ta&wounuévog (EAienaticd dedopéva)
(xpoV10G)

[(2RS)-1-Ethylpyrrolidin-2-yljmethanamine (26116-12-1)

AVOeKTIKOTNTO KOt IKOVOTNTA ATOdOUNONG | Aev voiotorton Tayeio amocvvieon

Agv vrtdpyovv emmAéov TANpopopieg

Agv vrtdpyovv emmAéov TANpoeopieg

Agv vdpyovv emmALOV TANPOPOPiEg

Agv vdpyovv emmA£ov TANPOPOpie

Aev vrdpyovv emmAov TANPoPopie

TMHMA 13: Ztovycio oyeTikd pe T otabeon

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA IE T LETAPOPA

Yopeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpoég OHE 1 ap1Opég TavtétnTog

UN 1993 UN 1993 UN 1993

14.2. Oweia ovopacsio amrostorlic OHE

EY®AEKTA YIPA, E.A.O. FLAMMABLE LIQUID, N.O.S. Flammable liquid, n.o.s.
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Sulpiride impurity A
Agltio Agdopévev Acpaleiog

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

ADR

IMDG

IATA

Meprypogn eyypaoov petagopdg

UN 1993 EYOAEKTA YI'PA,E.A.O0, 3,1II, (D/E) | UN 1993 FLAMMABLE LIQUID, N.O.S,, 3, III

UN 1993 Flammable liquid, n.o.s., 3, III

14.3. Ta&n/-€1g KivdHvov KOTA TN HETAPOPE.

3

14.4. Opado. cvokevooiog

I

1II

I

14.5. Ileprfoirovtikn emKivovvoTnTOo

Emucivduvo yia to meptfdiiov: Oyt

Emucivduvo yio to mepidirov: Oyt
MOoAVGHATIKOG TaPEYOVTOG Y10l TO VOGTIVO

mepdArov: Oyt

ApOudc EmS (ITvpkoyid): F-E
ApOudc EmS (Awppony): S-E

Emucivduvo yia to meptfdiiov: Oyt

Agev vrapyovv emmAéov Stabéoiueg TANPOPopieg

14.6. Ewdwkég mpo@uiracelg yia Tov ypiotn

Eniyewo petagopa

Kodwag tagvounong (ADR)

Ewwéc datd&erg (ADR)

Iepropiopéveg moodtteg (ADR)

E&upovpeveg mocdtteg (ADR)

Odnyieg ovokevaciog (ADR)

Awtdéelg pektg cvokevacieg (ADR)

Odnyieg Yoo popNTéG de&OUEVES KL EUTOPEVUOTOKIPAOTIOL
xodnv (ADR)

Ewdwkéc datdéets yio popntég deEapevég Ko
eumopevpotokiPdTie odnv (ADR)

Kodwog de&apevig (ADR)

Oynua yo petapopd de&apevig

Katmyopio petapopds (ADR)

Ewwcég doragers yuo ) petapopd - Kora (ADR)
Ewwéc datdéerg yio ) petapopd - Agtrtovpyio (ADR)
ApBv avayvodpiong kwvdovov (Képrep ApBp.)
Toptokoi dickot

Kwdwds mepropiopdmv yio onpayyes (ADR)

peTapopd péco Baraocong

Ewu npopreyn (IMDG)

Iepropiopéveg moodtteg (IMDG)

E&upovpeveg mocdmreg (IMDG)

Odnyieg ovokevaciog (IMDG)

Odnyieg cvokevaciog epTopeLUATOKIPOTIOV-deEAUEVHV
(xddwkog IMDG)

Odnyieg v de&apevég (IMDG)

Ewwég dratd&ers v de€opevéc (IMDG)

Katmyopieg poptiov (IMDG)

DA

F1

274, 601

51

El

P001, IBCO3, LPO1, RO0O1
MP19

T4

TP1, TP29

LGBF
FL

3

Vi2
S2

30

30
1993

D/E

223,274,955
5L

El

LPO1, POO1
IBCO3

T4
TP1, TP29
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Sulpiride impurity A
Agltio Agdopévev Acpaleiog

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

Evoépua petagopd

PCA E&upovpeveg mocdmteg (IATA) : El
PCA Tlepropiopéveg mocotteg (IATA) 1 Y344
Kabapn péyom nocdta yio mepopiopévn tocdmra 101

EMTPETOLEVT Y10 EMPOTIYE AEPOCKAPT KO YLOL

aepookden petapopds poptiov (IATA)

Odnyieg ovokevaoiog ya emPatnyd oepookden (IATA) : 355
Kabapn péyiom mocdtnta yio emBotnyd aepookaen : 60L
Kat ylo aepookden petapopds eoptiov (IATA)

Odnyieg cvokevaciog HOVO Yo 0EPOGKAPT LETUPOPES 1 366
poptiov (IATA)

Méyiotn mocdTTO HETAPOPAS ATOKAEIGTIKG Ad : 220L
aepooken petapopds poptiov (IATA)

Ewducée drotaéerg (IATA) : A3
Kwdikog ERG (IATA) ¢ 3L

14.7. @ardooreg peTapopis yony coppmva pe Tig Tpasels ron IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopaxtipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6Qaiewa, Tnv vysio Kot 7o agpifairov yio TNV ovoia 1 10 peiypa
kavoviopoi EE

Hapéptype XVII tov REACH (IlpovmoBéceic mepropiopov)
Aev neprappéveton oto Mapaptnuo XVII too REACH

Hapapmpa XIV 100 REACH (Katdloyog 0.0£1060Tn61G)
Aev neprappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Katdroyog vroynerov oveidv REACH (SVHC)

Aev meptlapfavetotl 6tov KatdAoyo vroynieuwv ovciwv REACH

Kavoviopog mepi 6ovtog (2024/590)

Aev neptrapfdveton otov Katdloyo ovoiav mov e&acbeviCovv to 6lov (Kavoviepog EE 2024/590)

Kavoviopog tov Zoppoviiov (EK) yia tov £reyyo e10dv dimhg ypiong
Aev meptrapBavetatl otov Kavoviopd (EK) tov Zvppoviiov ya ta £idn dimng ypnone.

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

Agv ovoypageTal 6ToV KATAALoYo TPOSPOU®Y 0VGIOV EKPNKTIKOV VAGOV (EE)

Kavoviopog wepi mpodpopmv overtdv vopkatikdv (EK 273/2004)

Agv avoypageTaL 6Tov KatdAoyo Tpddpopav ovoidv vapkotikodv (EE)

15.2. A&wordynon ymuikis o.o@dierog

Agv vdpyovv emmA£ov TANPOPOpies

TMHMA 16: Alheg TAnpo@opisg

Emonpavon arhayov

Tunpo Tpomomompévo cTorycio Hapotnpiicers
Avtikafiotd v £kdoon Ipootédnke
svnuépmon Ipootédnke

1.1 Zovevopa pootédnke

1.1 Kwd.-EE Ipoctédnke
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Sulpiride impurity A
Agltio Agdopévev Acpaleiog

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

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyEio Hopatnpicseig

1.1 apopog CAS Ipoctédnke

1.2 Tleplopiopoi otn xpron TpomomouOnke

1.2 Xpnon g ovsiog/Tov pelypatog TpomomouOnke

1.2 Kopuo katnyopia ypriong Aparpédnke

2.1 AvemOOUNTEG PLOTKOYNKES EMOPAGELS, KAODS TpomomouOnke
KO EMOPACELS 6TV avOpdTIVN VYEia Kot 6T0
nepBéAiov

2.3 Al\eg mAnpogopieg Ipootidnke

4.1 Métpa tpmdtmv Bonbetdv petd and katdnoon Ipootidnke

4.1 Métpa tpdtev Bonbedv petd amd glomvon Ipootédnke

4.1 Tevikd pétpa mpdTmv Bondetdv Ipootédnke

4.1 Métpa tpdTev Bondeidv petd omd exagn pe To TpomomouOnke
déppa

4.1 Métpa tpdTev Pondeidv puetd omd emopn pe to TpomomouniOnke
pétio

4.2 ZOURTOUOTO/EMOPACELG UETG OO ELGTTVON Ipootidnke

42 ZOURTOUATO/EMOPACELG UETG OO EMAPN LE TO Ipootidnke
dépua

42 ZOUNTOUATO/EMOPACELG LETGL OO EMOPN LLE TO Ipootédnke
pétio

5.1 Axatdrinlo mvpooPeotikd péco IMpoctédnke

5.1 Katdiinka péoa mopdcfeong TpomomounjOnke

5.2 Ye nepinton mupkoylig Topdyovtal entkivovva Ipootidnke
TPOIOVTO 0mocvVOESTg

52 Kivdvvog mupkaytdc Aparpédnke

53 Tpootacio katd v TopdoPeon Ipootédnke

53 Métpa yio TV KATATOAEUNGT) TNG TUPKAYLAG TpomomouOnke

6.1 E&onmhopnog mpoctaciog poctédnke

6.1 Tevikd pétpa Ipootédnke

6.1 Métpa éktaktng ovéykng TpomomouOnke

6.2 Tlep1Barrovticég TPoPLAGEELG Ipootédnke

6.3 T v anobfkevon Ipootédnke

6.3 MébBodot kabapiopon Mpootédnke

6.4 Mapamopnn o dAho Tpipota (8, 13) Ipoctédnke

7.1 IIpogurdéels yio ao@ain xepopod Ipoctédnke

7.1 Métpa vylewvng Ipootidnke

7.2 YAkd cvokevaciog Ipootédnke

7.2 ZuvOnkeg O aENg Ipootédnke

7.3 Ewdwcég yprioetg telucod katavoimt Aparpédnke

8.2 [poctacio 0OaApdY Ipoctédnke
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Sulpiride impurity A
Agltio Agdopévev Acpaleiog

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

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyEio Hopatnpriceig
8.2 TIpoctooio TV AVOTVEVSTIKOV 03MV Ipootidnke
8.2 TIpootacio tov yepudv TpomomouOnke
8.2 Katdiiniot unyavikoi Ereyyot TpomomouOnke
8.2 [poctacio tov déppartog TpomomouOnke
9 Evpiextomro Ipoctédnke

9 Mopioxn pade Ipoctédnke

9 Inueio Bpoaopon Ipootidnke
10.1 AvtidpaoTtikodTTo TpomomouOnke
10.3 MBavotTo emKivduvemv ovTdpacemv Apupidnke
10.5 Mn cvpfatd vid Aoupidnke
10.6 Enwcivduva mpoidvto amocdveong Agopédnke
12.1 Owoloyia - yevika ApupiOnke

IIMpes keipevo ppaoswv H ko EUH:

Eye Irrit. 2 YoBapn o@Oaipkn PAEPN/0pBatuikdg epediopdg, katmyopio 2

Flam. Liq. 3 Evpiexta vypd, kotnyopia 3

Skin Irrit. 2 AGBpmon/epediondg Tov déppatog, kotnyopia 2

STOT SE 3 Ewum to&ucotnta o Opyova-otodxovs Votepa and pio epdmas Exdeon, kotnyopia 3, epeBIoOg TG OVOTVELGTIKNG 0500
H226 Yypo ko atpoi edprekta.

H315 TIpoxaei epebiopd Tov déppartoc.

H319 Ipokaiei cofapd opbuipicd epebiopo.

H335 Mmropei va Tpokarécet peIGIO TNG AVATVEVGTIKAG 050V.

Aghtio Agdopévaov Acpaleiog (AAA), EE

ATIOITIOIHEH EY®NHEX Ot tAnpopopieg mov mepléyovtat 6& avtd 0 dEATI0 TpoépyovTat amd TyES Tig omoieg Oewpovpe a&omiotes. [Topdia avtd, divovran
YOPIG Kapio gyydnon, pntn N appntn, Yo v akpifetd tovg. O cuvinkeg N ot pEBodot yeiptopod, amobnkevong, xpnong 1 ardppLyng Tov TPoidVTog deV

VIOKEWVTOL 6T 1KY Hog 0OHVI Kol HIopet Kot vor v eUminTony Kot 671G approdtotntég pog. I'i'owtong kot yio GALovg AGYoug, omonolovpacte kabe svbuvn oe

TEPIMTOON OUTMOAELNG, VAIKNG 1| YPNUOTIKNG CNuiag 0o, 1] [LE 0TT0100NTOTE TPOTO GUVOEVEUEVT LE, TO YEPLGUO, TNV 0todnKevoN 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO

Aghtio Agdopévav Acpaleiog cuvtaydnke Kel TPETEL VO YPTCILOTOLEITOL Y10l TO GUYKEKPIUEVO TPOTOV. EAv TO TPoidV ¥pnoIonoleitent g cuoTatikd GAAOL
TPOIOVTOG, Ol TANPOPOPIES TTOV TOPEXOVTUL EOD EVOEXETOL VAL LIV EIVOL EQUPUOCILES. VTEG 0L TANPOPOPieg PacilovTol 6TIC TPEXOVOES YVMOELS LOG KoL

TPoopilovTal Yl VoL TEPTYPAYOLV TO TPOIOV ATOKAEIGTIKA Y10, AOYOULG VYEINS, AoPUAEING Kot TEPPAAAOVTIKOV OTOTHoE®V. ZOVENMDG, 6gv o mpémet vo. OewpnOei

OTL €YYLATOL OTTOLUONTOTE GLUYKEKPILEVT] 11OTNTO TOV TPOIOVTOG.
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