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e eyl Domperidone impurity mixture

Agltio Aedopévav Acpaleiog
of Medicines | du médicament
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Hpepounvia ékdoong: 03/04/2023  exdoyn: 1.0

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

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Meiypa
Ovopo Tov TPoidvTog : Domperidone impurity mixture
Kodwog mpoidvtog : 202100309

1.2. Zovogeic mpocdtopillopeveg YPNGELS TS 0VGILAG 1] TOV PEIYIATOS KOL OVTEVOELKVOOIEVES Y PNGELS

1.2.1. Zyetikéc mpofhemdpeveg yposeig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTVLEN KoL TNV ETAYYEALATIKY EKTOIOELOT.
Xpnion g ovsiag/Tov peiypotog : Mobvo Yo emaryyeApaTIKN YpIRoN
Katyopia Aettovpyiag 1 ypnong : Xnukég ovoieg epyaotnpiov

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

1.3. Zroygia Tov TpopunBcvT) TOVL dEXTiOV dEdopEvEV acPadsing
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1.4. Ap1Opog THAEQ®OVOL EMETYOVGAS AVAYKNG

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piopog EMKIVOUVOTNTOS

2.1. Ta&woépnon g oveiag 1| TOV peiypatog

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

O&eia To&ikomra (amd Tov oToONATOG), KaTnyopio 4 H302
ZoBopn opBaipkn PAABN/0@Bui kg epediopodc, katnyopia 1 H318
To&wdmta 6TV avamapayoyn, Katnyopia 2 H361
Ewwn to&ikodmta o Opyava-ctdxovs Hotepa and sxavellnupévn ékbeon, H373

Katnyopio 2
Emikivduvo yio to vddrtivo meptBaiiov — Xpoviog kivduvog, katnyopiog 3 H412
IMAnpeg keipevo tov dnidoewv H kon EUH: BAére tunpa 16

AvemOOpunTEg QUOIKOYNMKES EMOPAGELS, KAODG Kot EMIPAGELS 6TNV 0vOpOTTIVY VYl Ko 610 TEPIfaiiov
Amopacn HECH KPioNG EUTEPOYVOUOVOV KOl OTTOSEIKTIKNG 10YVOG.
2.2. Zroyeio eTIKETOG

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

GHS05 GHS07 GHS08
Ipogworomtiky AéEn (CLP) » Kivdvvog
Iepigyet . 5-chloro-3-[3-(2-0x0-2,3-dihydro-1H-benzimidazol-1-yl)propyl]-1-[1-[3-(2-0x0-2,3-dihydro-1H-

benzimidazol-1-yl)propyl]piperidin-4-yl]-1,3-dihydro-2H-benzimidazol-2-one ; 5-chloro-1-
(piperidin-4-yl)-1,3-dihydro-2Hbenzimidazol-2-one

Anhaoeig emkwvdvvomrog (CLP) : H302 - Emprapés oe mepintwon katdmoong.
H318 - [Ipokaiei cofapn opBoipcy PAAPN.
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Domperidone impurity mixture
Agltio Agdopévov Acpaleiog

oopeova pe tov Kavoviepd REACH (EK) 1907/2006 6nwg tpomonoundnke and tov Kavoviopé (EE) 2020/878

H361 - "Yronto yuo mpdxkAnon BAaPng ot yoviudtnta 1 6o ERfpvo.
H373 - Mropei va tpokarécet BAafeg ota Opyova HOTEPO OO TAPATETAUEVT 1| EXOVEIRUUEVT
£xOeon.
H412 - EmBrofég yio Toug vdpOBlovug opyaviGHOoVS, LE HOKPOYPOVIEG EMTTMGELS.

AnAdoeig Tpopvraéng (CLP) : P201 - E@odwoteite pe Tig €1d1kég 0dnyieg Tpv omd ™ xpnion.
P202 - Mnv 10 XpNGLHLOTOGETE TPV SLOPACETE KO KATOVONGETE TIG 0d1Yieg TPOPOAAENG.
P260 - Mnv avanvéete okOvn/avaduidoeic/oépio/otoyovidt/atons/ekvep®LaToL.
P264 - TTIAdvete ta yépua, Toug mXeLS (avTiBpdyla) Kot To TpOCOTO GXOAAGTIKA LETE TO YEPIOUO.
P270 - Mnv tpdte, mivete 1} kanvilete, OTav YpNGYLOTOLEITE AVTO TO TPOTOV.
P273 - Na amo@edyetal n elevbépwon oto meptPdirov.
P280 - Na gpopdte mpooTaTeELTIKE YAVTIO/TPOGTATEVTIKG EVOVLATO/LEGH ATOUIKNG TPOCTAGING Y10l T
UATLO/TO TPOGWTO/TO AVTLA.
P301+P312 - XE INEPIIITOQXH KATAIIOXHEZ: KaAéote to KENTPO AHAHTHPIAZEQN 1 éva
yutpd, av acbavieite adabecia.
P305+P351+P338 - XE IIEPIIITQEH EITA®HXE ME TA MATIA: EenAdvete TpocekTikd pe vepo
Y10 0pKETE AEMTE. AV VILAPYOVV POKOT ETAPNC, APALPESTE TOVG, AV Efvat EDKOAO. ZuveyioTe Vo
Eem\évere.
P310 - KaAéote apéowg 1o KENTPO AHAHTHPIAZEQN 7 éva yuatpo.
P314 - Xvppovievbeite/Emokepdeite yratpd edv oncbaveite adiobesio.
P330 - Eemldvete To oTONO.
P405 - dvrdcoetot KAEW®PEVO.
P501 - AwdBeon tov Tepieyopévou/meplEkTn o€ onpeio GLALOYNAG EMKIVOLVOV 1] EWBIKOV anoBANToV,
GUUPOVO LE TOVG TOTLKOVG, TEPLPEPELNKOVG, £BVIKOVG /Kot deBvei Kavoviopnode.

Zrpavon cOpemva pe: eEapeital 1) EMTEPIKY GLOKELAGIM, Ta TEPLEYOLEVA TG OToi0G dgv vIepPaivovv Ta 10ml

Ewovoypdappata kivdvvov (CLP) :

oy
GHS08 GHS05
Emikivduvo nepieydpevo : 5-chloro-3-[3-(2-0x0-2,3-dihydro-1H-benzimidazol-1-yl)propyl]-1-[1-[3-(2-0x0-2,3-dihydro-1H-

benzimidazol-1-yl)propyl]piperidin-4-yl]-1,3-dihydro-2H-benzimidazol-2-one ; 5-chloro-1-
(piperidin-4-yl)-1,3-dihydro-2Hbenzimidazol-2-one

2.3. AlLot Kivovvol

Aev mepiéyetl ovoieg PBT/VPVB > 0,1%, ot omoieg éxovv a&oloynBei coppmva pe to Iapdaptpa XIII tov Koavoviopov REACH

To piypo dev mepiéyet ovoia(eg) mov TepLapPAveTaL 6TOV KOTAAOYO oL Kataptiletor cvpemva pe to dpbpo 59 mapdypagog 1 Tov kavoviopod REACH ywo tig
W10 TEG EVOOKPIVIKNG Statapoyis 1 dev avayvepileTat 6Tt XL 1310TNTEG EVOOKPIVIKNG SLOTapoyNG COUP®VA LE Ta. KPLTHpLo Tov opilovtatl 6Tov Kot'
e&ovoloddtnon Kavoviono g Emtponng (EE) 2017/2100 1} tov Kavoviopd g Emtponng (EE) 2018/605, oe cuykévipwon ion 1 peyarvtepn amo 0,1%

TMHMA 3: Z0vOeon/TAnpo@opies Y10 TO GVGTATIKG,

3.1. Ovoigg

Aev 1oy0et

3.2. Meiypota

Ovopa AvVoyvoOpeTIKOS KOdkeg | % Kataraén copomva pe v 0dnyia
TPOidVTOg 1272/2008 EK [CLP]

5-chloro-3-[3-(2-0x0-2,3-dihydro-1H-benzimidazol-1- - 50 Acute Tox. 4 (Ao tov otoparog), H302

yl)propyl]-1-[1-[3-(2-0x0-2,3-dihydro-1H-benzimidazol-1- (ATE=500 mg/kg copatikov Bépovg)

yl)propyl]piperidin-4-yl]-1,3-dihydro-2H-benzimidazol-2- Repr. 2, H361

one
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Domperidone impurity mixture
Agltio Agdopévov Acpaleiog

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

Ovopa AvayvopoTikog Kodikog | % Katdraén ocopomva pe tmv 0dnyia
TPOiOVTOG 1272/2008 EK [CLP]
5-chloro-1-(piperidin-4-yl)-1,3-dihydro-2Hbenzimidazol-2- | - 50 Acute Tox. 4 (Am6 tov otopatog), H302
one (ATE=500 mg/kg copatikov Bapovg)
Eye Dam. 1, H318
Repr. 2, H361

STOT RE 2, H373
Aquatic Chronic 3, H412

I peg keipevo tov nhmoewv H ko EUH: BAéne tuiqua 16

TMHMA 4: Métpa ntpotov fondsiov

4.1. Meprypopi péTPOV TPAOTOV fonbsidv

Tevikd pétpo mpdTev fondeidv 1 TIWvete apéomg to onpeio mov Npbe o€ emaen e To TPOIOV, pe ApBovo vepd.

Métpa mpotmv fondeldv petd and gilomvon : Bydte tov mafovta otov kabapd aépa. APIOTE TO GTOLO TTOV TPOSPANONKE Vo avanvedoel kabopo
aépa. Apeon orpikn mepiBadym kot 101K ayoyn, o€ TEPITTOON AVAYKNG.

Métpa TpoTmv Bondetdv petd and eTapn He TO dEPO 1 KaBapiote ™ peyordtepn duvari mtocodmra okovmilovtds ) (kabopd Kot Lodakd amoppoenTikd
mavi). TTAovete pe dpbovo vepd kar amoppumavtikd. Zefydrte pe yAapd vepd yuo 15 Aentd. Eqv o
£pefopdg TV dEPROTOG EMPEVEL, GLUPOVAEVTELTE YIOTPO.

Métpa mpdTmv fondetdv petd and exagn Le To PaTio 1 Eemlovete pe vepo kpatdvtag to BAEapa kaAd avorytd. Edv vrdpyovv gakoi exagns, apopéote
TOVG, EQOGOV givat evkoro. Zvuveyiote vo Eemlévete. Xe mepintwon epedicudv, ovppovievteite
opBaipiotpo.

Métpa mpdTev fondetdv petd and kotdroon . Eemlovete to otopa. Mnv mpokaieite épeto. Evoéyetar va cvotn Ol mapotetapévn wtpikn
TapoKolovOnon.

4.2, TNPavTIKOTEPO GUUTTONATO KOL ETOPAGELS, AUEGES 1| PETAYEVECTEPES

ZOURTOUOTO/EMOPACELG . TIpoxahei eykavpata. BAGBeg oy vyeio evoéyetat va ep@avioTovv pe kabuotépnon.

ZOUTTOUOTO/ETOPACELS LETA OO ELGTVON 1 Avenopkn dedopéva. Mropel va tpokaiécel Aaydviacpa, aichnon Bapovg oto Bdpaxa, epediopd
GTO A0 Kat Pryyo.

ZOURTOUOTO/ETOPACELS LETG OO ETAPN LE TO dEPUOL © Avenopkn dedopéva. EpuBpotra, movos.

ZOURTOUOTO/EMOPACELS LETG OO ETAPY LE TOL LLATLOL © Avenapkn dedopéva. EpuBpotmra, movos.

ZOUTTOUOTO/EMOPACELS LETG 0d KaThmoon . Eyxavpota tov BAEVVOYOVOV TOL GTOUAXOL KoL TV EVIEPMV.

4.3."Evé€1&n 0010601 T0TE amarTOOPEVIG GUEGTG LUTPIKNG PPOVTIdAG KuL 181K Ogpamneiog

Toppovievbeite/Emokeqbeite yiatpo. Eav eivan duvatd dei&te avtd to g0 ac@odeiog, ki av Oyl dei&te T GuoKELAGIA 1) TNV ETIKETO.

TMHMA 5: Métpa yio TV KOTomToAEpnon TS TUPKAYLag

5.1. MvpooPeotika péca
KatdAinia péoa mopoceons . KovuBépta nupdcPeong.
5.2. Exdukoi TOmol EMKIVOUVOTITOS TOV TPOKVTTOVV UTé TIV 0VGId 1] TO pEIYRa

Kivduvog mupraryid © BMme tppa 2.2. Kivéuvog oynpotiopot to&ikav Kot StupoTikdy aepiov.
G TOPKOAYLAG

5.3. Zve6Tacsig yia Toug TupocPioteg

Métpa yio TV KOTOTOAEUNoT TG TUPKAYLAS . Xpnowomotote péca KotdoBeons katdAinia yio v epBarlovca TupKayid.

TMHMA 6: Métpa o€ TepinTton aKovoLas EKAVoNG

6.1. IIpocOTKES TPOPVAGEELS, TPOCTATEVTIKOG EEOTMGIOG KUl d1001KAGIEG EKTUKTNG AVAYKNG

Tevikd pétpa : Amo@lyete v dpeom enogn pe To Tpoidv. Mnv ovomvéete
oKOVI/avabVILAGELY/ 0EPLa/GTAYOVISIO/ O THOVS/ EKVEPDLOLTA.
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Domperidone impurity mixture
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

6.1.1. I'a TPOcOTIKO GLIO A6 TO TPOSCMOMUKG EKTUKTIG UVAYKNG

Mérpa éktaxtng avaykng © ®opdte KOTAANAO TPOGTATEVTIKO POVYIGUO, YOAVTIO KOL TPOGTAGIO Y10. TO. MATLO KOL TO TPOCEOTO.

6.1.2. ' dTopa mwov TPooPEpovy TPAOTEG PorOsreg

E&omAopog mpootaciog : BMéme tpnpa 8.

Agv vrdpyovv emmAéov TANpopopieg

MéBodot kabapiopod 1 Zryovpéyre, 01t to amoppipata Ba tepicvileyodv kot Ba anodnkevtodv acearés. Kabapiote
TPOGEKTIKG. XPNOLUOTOMGTE TO TPOIOV pe TPOocoyN. Xe vddtvo mepidihov : AtufpoTikd yio Ta
UATIO, TIG AVOTVEVOTIKEG 00006 kot to déppa. [TIAOvete Ta vroleippata mov dev propeite vo
OVOKTAGETE UE : ALGADLLA VTOYAOPLOS0VG VATPIov.

Agv vrdpyovy emmA£ov TANPOPopieg

TMHMA 7: Xeipiopég kon amo0ikevon

Emndéov kivovvor katd v eneéepyacio . Eguotdron emiong n mpocoyn tov xpiotn 6toug Thavods Kvdivoug Tov EVOTAPYOVV GTNV TEPITTOON
OV TO TPOIOV XpNGIOTONOEl pe TPOTO OV OpileTart amd TIG KUTAGKEVOGTIKEG TPOILOYPOUPES. XE
V3GTVO TEPPAALOV : ALBPOTIKO Y10. TOL HATIOL, TIG AVOTVEVGTIKEG 000VG KOL TO dEPLLOL.

IIpo@uraéels yio acQain xepiopnd ;. XpNoyomoote 10 TPOidV e TPOGOYN. ATOPVYETE TNV GECT] ETAPY HE TO TPOTOV. XTO HETPO TOV
duvatoD 1 xp1oN TOL TPOTOVTOG TPETEL VL YIVETOL GE EPYUGTNPLOKT YOGVT.
Meétpa vyewvng : Xp1ion tov Tpoidvtog pe opHN Blopunyavikn VYLEWN Kot SLodIKacieg 0oQaAEiog.

Teyvikd pétpa T Zoppopeabeite pe TOVG 1GYHOVTEG KAVOVIGHLOVG.
XovOnkeg @OAUENG : DvAdooetol KAEW®LEVO.

BAéne tuqpa 1.

TMHMA 8: "EAeyyog Tng ék0eong/atopiki) Tpoctacio

8.1.1 EOvikég oprokég Tipés emayyeipatikig £ék0eong kor Proroyikég oprakés Tipég

Agv vrdpyovy emmA£ov TANPOPopieg

8.1.2. ZunicTdpeveg dradikacics Tapakorovdneng

Agv vrdpyovy emmAfov TANpoPopieg

8.1.3. Zympariovrar otoyygio pHTaveNs TOV 0épa
Agv vrdpyovy emmA£ov TANPOPopieg
8.1.4. DNEL ko PNEC

Agv vrdpyovy emmAfov TANpoPopieg

8.1.5. Tleproyég eréyyon

Agv vdpyovv emmAfov mANpopopieg
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Domperidone impurity mixture
Agltio Agdopévov Acpaleiog

oopeova pe tov Kavoviepd REACH (EK) 1907/2006 6nwg tpomonoundnke and tov Kavoviopé (EE) 2020/878

8.2. "Edeyyon ék0gong

8.2.1. Katariinkot pnyovikoi £reyyot

Kotdhinhor pnyoavikoi £reyyol:
Awnpiote og kad e€aepilopevo ydpo. Xpnotomoteite anoKAEIOTIKG 6€ KAEGTN Y04V 1e EVOOUATOUEVO QikTpo. PIATPO 0EpOcO®UOTIOIOV VYNANAG
amoteheopaticomrog (HEPA filter).

8.2.2. ATOHIKOG TPOGTUTEVTIKOG E0TAMGPOG
8.2.2.1. TIpocTucio TOV HOTIAOV KOl TOV TPOGAHTOV

Ipootacio 0@OIAN®V:
Ipoctatevtikd yvaid. DIN EN 166

8.2.2.2. Ilpoctocio déppatog

IIpootacio Tov déppatoc:
XpNoonoteioTe TPOGTATEVTIKO POoVYISHO Yo ynpikd. DIN EN 13034

IIpocTocia TOV yEPLOV:
[Ipoctotevtikd yavtio avhektikd og ynuud tpoidvra. ISO 374-1
8.2.2.3. IIpocTucic TV UVATVEVGTIKAV 00DV

IIpooTacio TOV OVATVEVGTIKAOV 00ADV:
Ye nepintoon anelevdépmong okovNg : paokes e iktpo Yo okdveg P3. DIN EN 140 & 149. Yypod mpoiov : Mdaoka agpordporoc. Popate avamvenoTikn
GLGKELT 6€ TepinTon £keong oe aTnodE/oKOVES/ 0EPOAD AT

8.2.2.4. Ogppukoi kivovvol

Agv vrdpyovv emmAéov TANpopopieg

8.2.3. OproBétnon ko TapakorovOneon g meptparhovroroyikig £kBeong o€ Kivovvo

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 9: ®voi1kég Kot ynNUIKES 1010TNTEG

9.1. Zroyyeia Yo Tig faGIKES QUOIKES KA YNHIKES 1O10TNTES

ook Kotdotoon T Zteped
APDOUOL : Mn dwbéopo
Ooun © Aevioyoetl.
Op1o ooung : Mn dwbéopo
Enpeio th&ewg : Mn dwbéopo
Enpeio mh&ewg : Mn dwbéopo
Enueio Bpacpod : Mn dwbéopo
Evpiextomra : Mn dwbéopo
Opra kvdvvov ekpnéemg 1 Aev oydet
Xoaumiotepo opro Ekpnéng 1 Aev oydet
AvdTato 6plo ekpnEpoTntog T Agvioydet
Enueto avapreéng 1 Aev oydet
Bgeppokpacio avtavaereéng 1 Aev oydet
Beppokpacio arocHvieong : Mn dwbéopo
pH : Mn dwbéopo
Awddopo pH : Mn dwbéopo
1EDSeg, Kivepatikog (1) : Aevioyber
AwdvtémTo : Mn dwbéopo
ZUVTEAEOTNG KOTAVOUNG GE MELY IO N-OKTOVOANG/VEPOD : Mn dwbéopo
(Log Kow)

Tdon otpumdv : Mn dwbéopo
ITieon atpov oe Beppokpoacio S0°C : Mn dwbéopo
IMukvomta : Mn dwbéopo
ZYETIKN TOKVOTNTA © Mn dwbéopo
ZyeTikn TokvoTTe ATU®V 6Tovg 20°C T Agvioydet
Méyebog copatidiov : Mn dwbéopo
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Domperidone impurity mixture
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

9.2.1. IIAnpo@opics GYETIKA IE TIS KLAGELS UGIKOD KIVIVVOU
Agev vrdpyovy emmAfov TANpoPopieg
9.2.2. AMA0 {OpOKTNPIGTIKA 0.6QULEING

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 10: Xta0gpdtnTo KOl avVIIOPUoTIKOTNTO

Z1afepd VIO KAVOVIKEG GUVONKES.

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Agev vrdpyovy emmAfov TANpoPopieg

Kapio og kavovicn ypnon. BAéme tunpa 7.

Ortov Beppaivetar péypt Tov onpeiov SIUOTOONG, EKTEUTEL EMKIVIVVOVG KOTVODG.

TMHMA 11: To&koroyikég TANPOPOPIES

O&eia To&komTa (amd 6TOHATOG) . EmProfég og nepintmon kotdmoong.
O&eia To&komTo (deppoTikn) © Mn ta&wvopnpévog
O&eia To&otTa (avomvon) 1 Mn ta&wvopnpévog

Domperidone impurity mixture

ATE CLP (A7 tov 6t0p0T0G) 500 mg/kg cmpotikov Papovg
AGBpmon kot epebiopdg Tov dEppatog : Mn ta&vounpuévog
ZoPBopn opBaipikn PAABN/epediopog . TIpoxaiei coPapn o@BaApkn BAGSN.
EvaisOntomoinon tov avomvevotikod 1y © Mn ta&wvounpévog
gvaicOntomoinomn Tov d€ppatog
MetaAro&ryéveon YEVWINTIKOV KUTTAP®OV © Mn ta&vounpuévog
Kapxwoyéveon : Mn ta&vounpuévog
To&wdmTa Y100 TV avemepoy®yn © Yromnto yio mpoxAnon PAAPNG ot yovipdmTa 1 60 £uppuo.
Ewdu to&wotnta ota dpyava-ctoyovg (STOT) — © Mn ta&wvounpévog
epamag £xbeon
Ewdu to&wotnta ota dpyava-ctoyovg (STOT) — © Mmnopei va mpokoréoel PAafeg oto Opyava VoTepa 0md mapaTeTapéV 1 ETavelknpupévn £xbeon.
gmavelnupévn ékbeon
5-chloro-1-(piperidin-4-yl)-1,3-dihydro-2Hbenzimidazol-2-one
E1duc to&ucdma ota 6pyova-ctoyxovg (STOT) — Mropei va mpoxadécet BAdBeg oTa Opyava V6TEPA OO TAPATETOUEN 1) ENOVEIRNUUEVT EKDECT).
emavelAnupévn ékbeon
Emkwvduvotra avappoonong © Mn ta&wvopnpévog
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Domperidone impurity mixture
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

Agv vdpyovv emmAfov mANpoPopieg

TMHMA 12: Owkohroyikég TAnpo@opisg

Owohoyia - yevika . Emivdvva amdfinta. Xpnowyomroteite katdrAinia doyeio andppiymng.
Emikivduvo yio to vddtivo meptBaAiov, Bpayvmpdbeopog : Mn ta&vopunpévog

(0&bg)

Emikivduvo yio to vdativo meptBdAlov, pakporpdbeopog : EmPrapés yia toug vdpdBiovg opyoviopons, He HokpoypOVvies EMMTAOGCELS.
(xpéviog)

Aev voiotator Tayeio amocvvieon

Agv vrdpyovy emmA£ov TANPOPopieg

Agev vrdpyovy emmAfov TANpoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe 1 61d0gon

Tomun vopobesio (amdPAnta) 1 Kataotpéyte pe ao@ain tpdmo cOUP®VO LE TOVG TOTIKOVS/ €BVIKOVG KOVOVIGHOVG.

TMHMA 14: ITAnpo@opieg 6YeTIKA PE T HETAPOPA

Topupovo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. AprOpéc OHE 1 apOpog TavtotnTog

Agv 1oy0g1 Agv 1oyvet Aev 1oydet

14.2. Oweia ovopacia awostoric OHE

Aev 1oydet ‘ Agv 1oy0et | Aev 1oydet

14.3. Taén/-e1g KtvdOHvov KaTa T PETOPOPE.

Agv 1oy0et ‘ Agv 1oy0et | Agv woyvet

14.4. Opdoo cvokevaciog

Aev oy0et ‘ Aev woyvet | Agv woyvet
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Agltio Agdopévov Acpaleiog

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

ADR IMDG IATA

14.5. Ileprfarrovtikn emKivovvéTnTo

Aev 1oy0et Agv woyvet Agv et

Aev vrdpyovv emmAéov dobéaieg TAnpopopies

14.6. Exdukég Tpo@ura&erg yia tov ypnetT

Eniyewo petagopa
Aev 1oydel

petapopd péco Balacong
Aev 1oy0et

Evaépro petagopd
Agev 1oy0et

14.7. @araooreg peTapopis yvony coppmva pe Tig Tpasels ron IMO

Agev 1oy0¢et

TMHMA 15: Ztorygio vopoOetikoy yopaxtipa

15.1. Kavoviopoi/vopo0eoio 6YETIKA pe THY 06QAGLEWD, TNV VYEIN KoL TO TEPLPGLLOV YI0 TNV 0VGIA 1] TO peiypa
15.1.1. kavoviopoi EE

Hapdaptnpe XVII tov REACH (IIpobmoBéceic mepropiopov)

Aev mepiéyet kapia ovsia(eg) mov neprappavetar(ovtar) oto Mapdpmpa XVII tov REACH (ITpotimobéceig meplopiopov)
Hapapmpa XIV 100 REACH (Katdroyog a0£1060TNn01G)

Aev mepiéyet kapio ovoio(eg) mov meprapPdaverar(ovrar) oto Mapapmua XIV tov REACH (Koatdroyog adetoddtnong)
Kataroyog vroyniguov overdv REACH (SVHC)

Aev mepiéyet kapia ovoia(eg) mov mephapfavetar(oviat) oTov Katdhoyo vroyneiwv ovcidv REACH

Kavoviopég PIC (EE 649/2012, ITponyoduevn cvvaiveon petd omd evnpépmon)

Aev gpappoletar.

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

Aev gpappoletat.

Kavoviopég mepi e€aoBévnong Tov 6Lovrog (EE 1005/ 2009)

Aev mepiéyet kapio ovoio(eg) mov meprapPdavetar(ovrar) otov Katdroyo ovoidv mov e&ocbevitovv to 6lov (Kavoviouog EE 1005/2009 oyetikd pie Tig ovoieg mov
e&acbeviCouv ™ otifdda Tov 6Covtog)

Kavoviopiog mepi ekpnkTik®v Tpodpopmv ovordv (EE 2019/1148)

Aev mepiéyer kapia ovsia(eg) mov mephapPavetar(oviat) 6Tov Katdhoyo Tpddpopwv ovcimv ekpnktikdv (Kavoviopudg EE 2019/1148 oyetikd pe v epmopio Kot
™ PO TPOSPOLOY OVGLDY EKPNKTIKMDV)

Kavoviopég mepi mpédpopmv overdv vapkotikav (EK 273/2004)

Aev mepiéyet ovoio(eg) mov mepthapfavetayoviat) 6Tov Katdhoyo Tpddpopmv ovatdv vopkatikdv (Kavoviopog EK 273/2004 oyetucd pe i mpddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dworateg

Agv vrdpyovv emmAéov TANpoPopieg

15.2. A&wordynon ymuikis o.cQaierog

Aev vrdpyovv emmAéov TANpoPopieg
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Domperidone impurity mixture
Aghtio Aedopévav Acpalreiog

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

TMHMA 16: ALAheg TANPOQOPIES

I peg keipevo ppacewv H ko EUH:

Acute Tox. 4 (A6 Tov O&ela to&codmra (amd tov 6TdH0ToC), Katmyopio 4

GTOHATOG)

Aquatic Chronic 3 Emwcivduvo yio to vdatvo meptBaiiov — Xpoviog kivduvog, katnyopiog 3

Eye Dam. 1 YoBapn opboikn BAARN/0pBaApKdg epebiopde, katnyopia 1

H302 EmProfég o nepintmon katdmoong.

H318 Ipokaiei coPfapn opOodpucy BAGPN.

H361 "Yronto yuo mpdxinon BAAPNg otn yovipdmta i 6to £uPpvo.

H373 Mmopei va tpokarécet BAABES oTa Opyova VOTEPA OO TAPOTETAUEVT | EXOVEIANUUEVT EKOEGT.
H412 EmBrofés yio toug vdpoPLovg opyaviGHoS, He HOKPOXPOVIEG ENTTOGELG.

Repr. 2 To&wdmTo 6TV avorapay®yn, Katnyopio 2

STOTRE 2 Ewdwn to&ikomra o€ 0pyova-ctdxovs Hotepa and exovellnupévn ékbeon, katmyopio 2

Katnyopromoinon ko 7p@TéKoALo Y10 TNV KATNYOPLOTOINGT TOV IYRATOV 6OPQOVO. pe Tov kavoviop6 (EK) 1272/2008 [TEX]:

Acute Tox. 4 (Ao Tov H302 MéBodog voroyiopon
GTOHATOG)

Eye Dam. 1 H318 Mé£60d0g VTOAOYIGHOV
Repr. 2 H361 Mé00d0g vroroylopon
STOTRE 2 H373 MéEB0d0¢ VTOAOYIGHOV
Aquatic Chronic 3 H412 Mé00d0g vroroylopon

Aghtio Agdopévov Acpadeiog (AAA), EE

ATIOITOIHXEH EY®NHZX Ot mAnpo@opieg mov TEPLEOVTAL GE VTO TO SEATIO TPOEPYOVTUL OO TNYEG TIG 0moieg Bewpovpe agomiotes. [lapdra avtd, divovtol
YOPig Kapio eyydnon, pntn N appnTn, Yot MV aKpifeid Toug.
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