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Hpepopnvia ékdoong: 14/02/2024  exdoyn: 1.0

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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Baclofen impurity C

Xnuwn Ovopacio : Di-baclofen-urea-di-cyclohexylammonium salt
Kodiodg mpoidvtog : 202100166

1.2. Zvvo@eic TPocdLopilopeves YPNOGELS TNG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkéc mpoPrenopeveg yproerg

Kbpu katnyopia ypnong . To mpoidv mpoopileTar yio TNV £pevva Kot avamtuén Kot TV EXayyELLOTIKY eKTaidgvon.
Xpnon g ovoiog/Tov peiypotog : Movo yo emoryyehaTiky xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg yposig
Teplopiopoi oty xpron : Mn ypnowonoteite : Katdmoon, Eonvony, Aeppoticd

1.3. Ztoyeia Tov TpopunOcvTi) TOL dEXTiOV dEdOPEVEOV GPaLEiag

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 EMETYOVOAS AVAYKNG

ApBpds Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I[1p0oco10piopog eMKIVOUVOTNTOS

2.1. Ta&wvoépnon TG ovoiog 1| TOL pelypoTog

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

Oé&ela to&cdmra (amd Tov 6TOHTOC), Katnyopio 3 H301
AGBpmon/epebiopog Tov déppotog, kKotnyopia 2 H315
ZoPapn opboipkn BAAPN/0@Baipkg epebicpdg, Katnyopio 2 H319
Evaisbntomoinen tov avomvevstikov, katnyopio 1 H334
EvawsOntomoinon tov déppoatog, kartnyopio 1 H317

Ewu to&ucotnta o dpyova-otodyous votepa and pia epdmas €xdeon, katnyopia H335
3, gpebIOPOG TG AVATVEVGTIKIG 050V
I peg keipevo tov dniocemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPLPdALOV

ATOQOoT LEGH KPIoNG EUTEPOYVOLUOVOV KOt OTOSEIKTIKNG 1GYVOGC.
2.2. Ztoyeia eTIKETOG

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

ok

Ewovoypappata kivovvov (CLP)

GHS06 GHSO08
Ipogwboromtikn AN (CLP) : Kivduvog
AnAdoelg emkvdvvottag (CLP) : H301 - To&wo oe mepintmon KoTAmoongs.

H315 - TIpokaiei epebiopd tov déppatoc.
H317 - Mropei vo. pokadécel oALepYIK dEPUATIKY AvVTiOpOoN.
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Baclofen impurity C
Agltio Agdopévev Acpaleiog

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

AnAdoetg Tpoevraéng (CLP)

H319 - Ilpokaiei coPapd opBaipikd epediopo.

H334 - Mnopei va mpokarécet adlepyio | cupmtdpata dobuatog 1 ddomvola e mepintwon
€10TVONC.

H335 - Mropei va tpokarécet epebiopd e avamveLGTIKNG 030V.

: P261 - Amogebyete va avamvéete oKOVI/avaBupdcels/aépio/cTaryovidia/oTOVS/ EKVEPMLATOL.

P264 - ITAOvete Ta x€pia, ToLG TNXELS (AvTIBpayie) Kot T0 TPOGMTO GYOMUGTIKE LETA TO XEPIGHO.
P270 - Mnv 1pdrte, mivete 1 Komvilete, OTAV XPNCUOTOLEITE OWTO TO TPOTOV.

P271 - Na ypnowonoteital poévo cg avotkto 1 kakd aeplidpevo xmpo.

P272 - Ta polvopéva evévpata epyosiog dev mpémet vo. fyaivouv omd o ydpo epyasiog.

P280 - No popdte TpocTATEVTIKE YAVTIO/TPOGTOTEVTIKG EVOOLATO/HEGO ATOUIKNG TTPOCTAGIOG Y10 T
LATI0/T0 TPOCMOTO/TOL AVTLAL.

P284 - Xpnowonoteiote HEGH ATOUIKNG TPOCTAGIAG TNG OLVATVOT|G.

P301+P310 - XE [IEPIIITQXH KATAITIOXHX: koAéote apécmg 1o KENTPO AHAHTHPIAZEQN
1 éva yoTpo.

P302+P352 - XE IIEPIITQXH EITAO®HXE ME TO AEPMA: ITAdvte pe apbovo vepd.

P304+P340 - XE IIEPIIITQXH EIZIINOHE: Metagépate tov mafovta otov kabapd aépa kat
apNoTe ToV vo EEKOVPOTEL G€ GTAGT TOV GIEVKOADVEL THV OVOTTVOT.

P305+P351+P338 - XE IIEPIIITQXH EITA®HX ME TA MATIA: Zen\ivete 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 adiabeoia.

P321 - Xpeidleton 18 ayoyn (PAéne copumAnpopuatikég 0dnyieg TpdTav Pondeidv oty eTikéta).
P330 - Eemldvete 10 oTOUA.

P332+P313 - Eav mapatnpnei epebiopdg tov déppatog: Zvppovievdeite/Emokepdeite yiatpo.
P333+P313 - Eav mapatnpn0ei epebiopdg tov 6éppatog N epeaviotel e£avonpua:
ZvpPovlevdeite/Emokeqbeite yiotpo.

P337+P313 - Eav dev vroywpei 0 00Baipikidg epebiopodc: Zvppovievdeite/Emorepbeite yotpod.
P342+P311 - Eav mapovcidlovior avanvevotikd cvpntopote: Kaiéote to KENTPO
AHAHTHPIAZEQN 1} éva yuatpo.

P362+P364 - Bydte to polvopuéva podya Kot TAOVTE To TPV 1o EOVOYPTGULOTOUGETE.
P403+P233 - Anobnkeveton og KaAd aepldpevo ydpo. O mepléktng doTnpeitot EpunTikd KAEIGTos.
P405 - dvrdcoeton KAEWOUEVO.

P501 - AuaBeon tov mepilexopévov/aepléktn o onpeio GLALOYNG ETKIVOLVOVY 1 EWIKOV amoPANTOV,
GOUPMVOL [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SebVelg KOvoviGHOovE.

INpavon coppova pe: eEapeitol 1) E0OTEPIKY GLCKEVAGIN, Ta TEPLEXOLLEVD TNG Omoiag dev vrepPaivovv to 10ml

Ewovoypdppoata kvdovov (CLP)

2.3. AlLot Kivovvolr

Aev vrdpyovv emmAéov TANpoPopieg

S

GHS06 GHS08

TMHMA 3: Z0vOeon/aAnpo@opies Y10 T0 CVGTATIKG,

3.1. Ovoieg

Ovopa AVayvoOpeTIKOG KOOTKOG % Kataraén sopomva pe v 0dnyia
TPOidvTOg 1272/2008 EK [CLP]
Di-baclofen-urea-di-cyclohexylammonium salt - <100 Acute Tox. 3 (Amo tov otopatog), H301

(ATE=145 mg/kg copatikov Bépoug)
Skin Irrit. 2, H315

Eye Irrit. 2, H319

Resp. Sens. 1, H334

Skin Sens. 1, H317

STOT SE 3, H335

ITAnpeg keipevo tov niocewv H kot EUH: BAéne tunqua 16
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Baclofen impurity C
Agltio Agdopévev Acpaleiog

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

Aev 1oy0et

TMHMA 4: Métpa npotov fonderov

Métpa npdtav fonbetdv petd and ewomvon : Bydte tov mobovta otov kabapd aépa. APoTte TO GTOHO TOL TPOSPAnOnKe va avarvevoet kabapd
aépaL.

Métpa npdtmv fondetdv Hetd and exaetn pe To dEPo : KoBapiote ™ peyaivtepn duvorn mocdtnto okovmilovtdg ) (kabapd Kot pokakd amoppoenTikd
mavi). [TAWvete pe debovo vepd Kot amoppuTaVTIKO.

Métpa npdtev fondetdv petd and exapn pe o LaTio. 1 Eemlovete pe vepd kpotdvtog ta BAEQapa Kakd avorytd.

Métpa npdTav fondetdv petd and Katdmoon : Eemlovete 1o otopo. Karéote opéong to KENTPO AHAHTHPIAXZEQN/yatpod. Evééyeton va

cvot el TopaTeTAUEVN LOTPIKT TOPAKOAOVONGM).

ZOUTTOUOTO/EMOPACELS : BAaPeg oy vyeio eviéyetot va eppovioTovv pe kabvotépnon.
ZOUTTOUOTO/EMOPAGELS HETH OO EIGTVOT 1 Avemapkn dedopéva.
ZOUTTOUOTO/EMOPACELS HETG A EMOPT LLE TO SEPHLOL 1 Avemapkn dedopéva.
ZOUTTOUOTO/EMOPAGELG HETO OO ETAPY HE TOL HATIO : Avemapkn dedopéva.

ZvpPovievbeite/Emokepbeite yotpo. Eqv eivar duvatd dei&te avtd to gOAlo acpodeiog, ki av oxt, dei&te T cuokevacio 1) TV ETUETA.

TNV KOTUTOAEUN 61 TG TUPKAYLAS

KoatdAinio péoa nopdsPeong : KovBépta mupdoPeong.

Kivdvvog mupraytdg : Bhéme tunpa 2.2.

Métpa Y10 TV KOTATOAEUNGT THG TUPKAYLAG . Xpnowonowmote péca katdoPeong KatdAAnia yio v nepipdilovoa TopKayid.

PITTOGT GKOVGLOG EKAVOTG

Tevikd pétpo 1 Amo@lyete TV Gueon enaen He To TPoldv. Mnv avorvéete
oKOVI/avabvdcels/aépia/cTayovidia/oToVS/ EKVEQDLATA.

6.1.1. I'a Tpocs TS GAL0 06 TO TPOCOTIKO EKTUKTNG AVAYKNG

Métpa £KTaKTNG OVAYKNG : Dopdte KOTUAANLO TPOCTUTEVTIKO POVYIGHO, YAVTLOL KOl TPOGTOUGI Yol ToL AT Kot TO TPOCMTO.

6.1.2. T GTope mov TPocPEpovy TPpdTES fondeieg

Aev vdpyovv emmAov TANPoPopie

Aev vdpyovv emmAéov TANpoPopie

MéBodot kabapiopov 1 Xryovpéyte, 0Tt To amoppipato Oa TepioLALeyovV Kot Oa amodnkevtody acparéc. Kabapiote
mpooekTikd. ITMvete Ta voAeipota Tov dev LTopeite Vo avaKTNGETE pe @ AGAVHO VTOYA®PLHIOVG
vatpiov.
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Baclofen impurity C
Agltio Agdopévev Acpaleiog

ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tporomomdnke omd tov Kavoviepo (EE) 2020/878

Agv vdpyovv emmALov TANPOPOPiEs

TMHMA 7: Xepiopog ko awodnkevon

Emmdéov kivdvvor katd v eneepyocio . Eguotdton emiong n mpoooyn tov xpfiotn 6Toug Thavovg Kvdivoug Tov EVOTIAPYOVV GTNV TEPITTMON
OV TO TPOTOV Ypnoyomotndel pue tpdmo mov opileTar amd TG KATUCKEVUGTIKES TPOSLOYPUAPES.

TIpo@ura&els yio ac@aAn yeipiopod 1 XpNOWOnOMGoTE TO TPOIOV e TPOSOYT|. ATOPHYETE TNV AUECT ETAPY HE TO TPOIOV. XTO HETPO TOV
Suvato 1 xp1omN TOL TPOIOVTOG TPEMEL VAL YIVETAL GE EPYOCTNPLAKT KOOVT.

Meétpa vytewng : Xp1ion tov mpoidvtog e oph1| Brounyavikn vyewn Kot Slodikacieg oc@aAeiog.

Teyvicd pétpa 1 Zoppopembeite Le TOVG IGYVOVTEG KAVOVIGHOVG.
ZovOnkeg OAUENG 1 dvrdcoetol KAEW®LEVO.

BAéme tunpa 1.

TMHMA 8: "EAgyyog Tng ék0eong/atopiki Ttpoctacio

8.1.1 EOvikéc oprokég Tipés enayyeipotikig ék0eong kan froroyikég oprakés Tipég

Agev vdpyovv emmAov TANPoPopieg

8.1.2. ZuvioTdpeves dradikooieg TapakorovOnong

Agv vrdpyovv emmAéov TANpopopieg

8.1.3. Zymparilovrar otoycio pHTaveng Tov aépo.
Aev vdpyovv emmAov TANPOPopie

8.1.4. DNEL kax PNEC

Agv vrdpyovv emmAéov TANpopopieg

8.1.5. Ileproyéc eréyyov

Aev vdpyovv emmAov TANpoPopie

8.2.1. Katariinhor pnyovikoi £reyyor

Kotdiinhor pnyavikoi éleyyou:
Awnpiiote og KoAd e&aeploOpevo ydpo. XpnoYomoleite ATOKAEIOTIKA GE KAEIGTN Y04V He EVeOUATOUEVO iATpo. DikTpo aepocmpatdiov vyning
amoteiecpotikomrtag (HEPA filter).

8.2.2. ATopkOG TPOGTOTEVTIKOG EE0TAMGPOG
8.2.2.1. TIpocTucio TOV PATIOV KUl TOV TPOGHTOV

Mpootocio 0@OaAn®V:
Ipootatevtikd yvaiid. DIN EN 166

8.2.2.2. TIpostacio Tov déppatog

IIpoctocia Tov déppatog:
Xpnoonoteiote TPOoTATELTIKO povyIoHs Yo ynpikd. DIN EN 13034

IIpocrocia TOV yepLAOV:
IIpoctatevticd yavtio avOekTikd og ynuikd tpoiovra. ISO 374-1
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Baclofen impurity C
Agltio Agdopévev Acpaleiog

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

8.2.2.3. [IpocTucio TOV AVOTVEVGTIKAOV 00OV

IIpootacio TOV OVATVEVGTIKAOV 00(DV:

Ye nepintoon anelevbépmong orovNG : naokes pe eiktpo yio okdves P3. DIN EN 140 & 149. Yypd mpoidv : Mdoka agpoidpatos. Popdte avamvenoTikn
GLGKELT G€ TEPInTOO £kBeong oe aToDG/GKOVES/ 0EPOAD AT

8.2.2.4. Ogppikoi kivovvol

Agv vrtapyovv emmAéov TANPoPopies

8.2.3. 'Eleyyor meprfariovrikig ék0eong

Aev vdpyovv emmAov TANPOPOpieg

TMHMA 9: ®vokég Kot ynNUIKEG 10160TNTEG

9.1. Zroyeia o Tig facikéc QUOIKES KOL YNUIKES 1OL0TNTESG

Dok KoTdoToom 1 Zteped
APDUOL : Mn Swbéorpo
Ooun : Aevoyoetl.
Op1o oopng : Mn Swbéotpo
Inueio ™Eemg : Mn Swbéorpo
Inueio mEemg : Mn Swbéorpo
Inueio Ppoaciod : Mn Swbéopo
Evpiextomrta : Mn Swbéopo
Opra kKtvdvvov ekpn&emg 1 Aev oyvet
Xoaunidtepo 6pro Ekpnéng 1 Aev oyvet
AvaTato 0plo ekpnEpoTnTog 1 Agv oydet
Inueio avapreéng 1 Aev oyvet
Bgppokpacio avtavapreing 1 Aev oyvet
Bgppokpacio arocHvieong : Mn Swbéorpo
pH : Mn Swbéorpo
Adropo pH : Mn Swbéopo
1EDdeg, Kvepoticdg (1) : Aev oydel
Awdvtomra : Mn Swbéorpo
ZUVTEAEGTNG KOTAVOUNG G Pely o N-0KTavOAN G/ veEpOy : Mn Swbéorpo
(Log Kow)

Téon otumv : Mn Swbéorpo
ITieon atpov oe Oeppokpacio S0°C : Mn Swbéorpo
IMokvotnto : Mn Swbéorpo
ZYETIKN TUKVOTNTO : Mn Swbéorpo
ZyeTIKN TUKVOTNTA ATUAV 6ToVG 20°C 1 Aev oyvet
Méyebog copatidiov : Mn Swbéorpo

9.2. Aoutéc TAnpoopisg

9.2.1. TIXNpoopicg oYETIKA PE TIS KLAGELS PUOLKOD KIVOHVOU

Agev vdpyovv emmAéov TANPOPOpieg

9.2.2. AAA0 (OPUKTNPIGTIKG 0.6Quleiog

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 10: Xta0gpétnTo KOl avIIdPUoTIKOTNTO.

10.1. AvtidpacTiKOTITO.

2100ep6 VIO KAVOVIKEG CUVOTKES.

10.2. Xnpkn otabepotnro

Agv vrdpyovv emmAéov TANpopopieg

10.3. BavoTNTO EMKIVOLVOV GVTIOPAGEDV

Agv vdpyovv emmAéov TANPOPOpies
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Baclofen impurity C
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

Kapio og kavovucr yprion. Biére tunpa 7.

‘Ortov Oeppaivetar péypt Tov onpeiov S106TOCNG, EKTEUTEL EXKIVEVVOVG KOTVODG.

TMHMA 11:

LKOAOYIKES TANPOPOPIES

Oé&ela to&codmTa (amd GTOHUTOC)
Oé&ela to&ucodmra (Seppotikn)
Oé&ela to&ucodmra (avamvon)

1 To&wod e mepintmon Katdmoonc.
1 Mn ta&vounpévog (EAepatikd dedopéva)
1 Mn ta&vounpévog (EAepatikd dedopéva)

Di-baclofen-urea-di-cyclohexylammonium salt

LDS50 and tov otdépatog € opovpaiovg

145 mg/kg

AGBpmon ko epebiopog Tov d€ppratog

ZoPapn opbaipkn BAPN/epedionog
EvaisOntomoinon tov avamvevotikod 1
gvaucOntomoinomn Tov dEpRaTog

MetaAra&ryéveon YEVWNTIKOV KUTTApOV
Kapxwoyéveon

To&wodTTa 6TV avaTopay®Yn

Ewwn to&ikomra ota opyava-ctoyovg (STOT) —
eamaé £xbeon

Ewikn to&ikomra ota opyava-ctoyovg (STOT) —
emavelnupévn ékbeon

Enucvdovotnta avappdenong

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 12: OwKoAoyIKES TANPOPOPIES

Owoloyia - yevikd

Emcivduvo yio to vdatvo mepiBdiiov, Bpayurpodbespog

(0&09)

Emicivduvo yio to vdativo meptBdilov, pakponpodesog

(xpoviog)
Aev vopiotaton Tayeio amocvvieon

Agv vrdpyovv emmAéov TANpoopieg

Agv vrtdpyovv emmAéov TANpopopieg

Agv vapyovv emmALOV TANPOPOPIiES

: Ilpokaiel epehiond tov dépporog.
. TIpokoiei coPapd o@BuApkd epebiopo.
. Mmopei va mpokarécet adlepyio 1 cupmtdpato dobpatog 1) SOoTVoLn 68 TEPITTOON EIGTVONC.

Mrmopei vo TpokaArEcel alepyIKn SEPUOTIKY AVTIOPAOT).

: Mn ta&wounuévog (EMeparticd dedopévar)
: Mn ta&vounpévos (Erdepatikd dedopéva)
: Mn to&wvounpévog (EMepaticd dedopévar)
: Mmnopei va TpokaAécel peBIo TG AVOTVEVGTIKIG 0000.

: Mn ta&wvopnpévog (EXkepaticd dedopévor)

: Mn tag&vounuévos (Advvaypio GOAROYNG SESOUEVMV YlaL TEXVIKOVG AOYOVG)

: Emwivduvo amdpinta. Xpnoonoteite katdAAnio Soyeio andppiyng.
1 Mn ta&vopnpévog (EAepatikd dedopéva)

1 Mn ta&vopnpévog (EAepatikd dedopéva)
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Baclofen impurity C
Agltio Agdopévev Acpaleiog

ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tporomomdnke omd tov Kavoviepo (EE) 2020/878

Agv vdpyovv emmALov TANPOPOPiEs

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANPoPopieg

TMHMA 13: Xto

Tlepupepetokods Kavoviopog nepi amofAntev : Kotaotpéyte pe ac@ain tpomo GOHPMVO e TOVG TOTIKOVS/ €0VIKOVE KOVOVIGHOVG.
YVOTACELS GYETIKA [e TNV amdppLym : Mnv anoppintete 10 VIOAEIUNLOTA GTOV VTOVOLO, SOGTE TO TPOIOV KOL T GUGKELAGIO TOV GE EO1KO
TPOIOVTIOV/GUGKEVUCLOV onpeio GLALOYNG EMKIVOVVAOV 1) EWIKOV OTOPPLLUATEOV.

TMHMA 14: ITAnpo@opieg 6YETIKA PE T LETAPOPA

Zopeovo pe ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Ap1Opéc OHE 1 apOpog TavtotnTog

UN 2811 UN 2811 UN 2811

14.2. Oweio ovopacio arostoiig OHE

TOZIKA XTEPEA, TOXIC SOLID, ORGANIC, Toxic solid, organic, n.o.s.
OPI'ANIKA, E.A.O. N.O.S.

Meprypagn eyyplomv perapopdg

UN 2811 TOEIKA XTEPEA, UN 2811 TOXIC SOLID, UN 2811 Toxic solid, organic, n.o.s., 6.1, III
OPT'ANIKA, E.A.O., 6.1, 1II, | ORGANIC, N.O.S., 6.1, III

(E)
14.3. Ta&n/-€1g Kivdvvov KOTE TN HETAPOPA

6.1 6.1 6.1

6 6

14.4. Opddo cvokevaciog

1T 1T 1T

14.5. Meprforhovrucn emkivouvoTnTo

Emikivduvo yio to mepipdidov: | Emcivéuvo ya to meptBaiiov: Emivduvo yio to mepipdidov: Oyt
O Ox

MoAvopatikds Tapdyovtog

Yt 70 V3GTIVO TEPPAAROV:
Ox

Aev vrapyovv emmAéov Stabéciues TANPoopieg

Eriyswo petagopd
Kodkdg ta&wvounong (ADR) T2
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Baclofen impurity C
Agltio Agdopévev Acpaleiog

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

Ewwég datdéerg (ADR)

Mepropiopéveg moodteg (ADR)

E&upovpeveg mocdmteg (ADR)

Odnyieg ovokevaciog (ADR)

Ewwég datdéelg ovokevooiog (ADR)

Awtdéei pektg ovokevaocieg (ADR)

Odnyieg Yoo popNTEG de&OpEVES KL EUTOPEVUOTOKIPATIOL
x0onv (ADR)

Ewwcéc dratdéers yio popntés delapeveg Ko
gumopevpotokiPdTie Odnv (ADR)

Kodwog de&apevig (ADR)

Ewwéc datdéers v deapevég (ADR)

Oynua yo petagopd deEopevig

Katyopio petagopds (ADR)

Ewducés drotaéetg ya ) petagopd - Xodnv (ADR)
Ewducég drataéers yuo ) petapopd - Poptmon,
eKQOPTOON Kat Xepopog (ADR)

Ewducég drataéers yuo ) petapopd - Agtrovpyia (ADR)
ApBv avayvopiong kvdvvoo (Képiep ApBu.)
IMoptokoAi dickot

Kodwods tepropiopdv yio onpayyes (ADR)

petapopd péco Baraocong

Ewu mpopreyn (IMDG)
Iepropiopéveg moodtteg (IMDG)
E&upovpeveg mocdmteg (IMDG)
0dnyieg ovokevaciog (IMDG)

Odnyieg ovokevaciog epTopeLATOKIPOTIOV-deEAUEVHV
(kwdkog IMDG)

Ewwég datagerg IBC (IMDG)

Odnyieg v de&apevég (IMDG)

Ewwég datdacers v de€opevég (IMDG)
ApBpdés EmS (TTupraryid)

ApBuds EmS (Awppon)

Kamnyopieg poptiov (IMDG)

1316t 1eg ko mapatnpricelg (IMDG)

Evaépro petagopd

PCA E&apovpeveg mocotteg (IATA)

PCA Ileplopiopéveg mocomteg (IATA)

Kabopn péytotn mocotnta yio TEPLOPIoHEVT TOGOTI T
EMTPETOLEVT Y10 EMPATNYE AEPOCKAPT KO Yl0L
aepookden petapopds poptiov (IATA)

Odnyieg ovokevaciog yio emPoatnyd agpookden (IATA)
Kabopn péytot mocotta yo ematnyd o.epookaen
KO YuoL 0€POCKAQPN HETaPOPAs poptiov (IATA)
Odnyieg cLoKEVOGING LOVO Y10 ALEPOSKAPT) HETAPOPAS
poptiov (IATA)

Méyiot mosdTNTO HETAPOPAS ATOKAEIGTIKG 0t
aepookden petapopds poptiov (IATA)

Ewwéc dwatacerg (IATA)

Kodwog ERG (IATA)

DA
Toxic if swallowed, by skin contact or by inhalation.

274,614

Skg

El

P002, IBCO8, LP02, RO0O1
B3

MP10

Tl

TP33

SGAH, L4BH
TU1S, TE19
AT

2

VCI, VC2, AP7
CV13,CV28

S9
60

60
2811

223,274
S5kg

El

P002
IBCO8

B3
T1
TP33
F-A
S-A

El
Y645
10kg

670
100kg
677
200kg

A3, AS
6L

14.7. @ardooreg petapopis yvony coppmva pe Tig Tpates ron IMO

Aev 1oyvet

14/02/2024 (Huepounvia ékdoong)

EL (eAnvicd)
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Baclofen impurity C
Agltio Agdopévev Acpaleiog

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

TMHMA 15: Xtovyeio vopo0etikov yopaxtipo

15.1. Kavovicpoi/vopoOsecio oyeTikd pe Ty a6Qaiera, Tnv vysio Ko 7o agpailov yio TV ovcia 1 T0 peiypa
15.1.1. kovovicpoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)
Aev teprapfavetat oto Mapapmpoa XVII tov REACH

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

Kataroyog vroynguov ovordv REACH (SVHC)

Aev tepilapfavetol 6tov KatdAoyo vroynielwv ovcuwv REACH

Kavoviepég PIC (EE 649/2012, IIponyodpevn cuvaiveon petd omd evnpépoon)

Aev gpoppodletar.

Kavoviepog POP (EE 2019/1021, Eppovor opyevikoi pvmor)

Aev gpappoletar.

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

Aev nepthapfdveton otov Katdhoyo ovotdv mov eEacbevilovy to 6Cov (Kavoviopog EE 1005/2009)

Kavoviepog mepi ekpnktik@v apédpopmv ovor®dv (EE 2019/1148)

Aev mepiéyet kapio ovaia(eg) mov nephappdvetarovtat) 6Tov KatdAoyo tpddpopmv ovoldv ekpnktikdv (Kavoviopodc EE 2019/1148 oyetikd pe v epmopio Kot
™ XPHoN TPOSPOUMY OVCLOV EKPTKTIKDOV)

Kavoviopog mepi mpodpopmv overdv vapkotikav (EK 273/2004)

Aev nepiéyetl ovaio(eg) mov mephappavetay(oviat) 6Tov Kotdhoyo Tpddpopmv ovetdv vapkatikdv (Kavoviepuog EK 273/2004 cyetikd pe 11 TpOSpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dataéerg

Agv vrapyovv emmAéov TANpopopieg
15.2. A&orhoynon ymuikig aoQaielag

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 16: ALLheg TANPOPOPIES

Ipeg keipevo ppacewv H ko EUH:

Acute Tox. 3 (An6 tov O&ela to&kodmra (amd Tov 6ToOHTOG), Katnyopio 3

GTONOTOC)

Eye Irrit. 2 YoBoapn o@Oaipcr BAAPN/0pBokikdg epediopdg, katnyopio 2

H301 To&wd o€ mepinton KATATOoNG.

H315 TIpoxaiei epebiopd Tov déppartoc.

H317 Mmnopei va. tpokarécet odlepyikn deppatikn| avtidpoon.

H319 Ipokaiei coPapd opOupikd epebiopd.

H334 Mmnopei va tpokarécet odlepyio 1 cupATOUATO AGOHATOG 1) FOCTVOLN OE TEPINTTOO ELGTVOT|C.
H335 Mrmopei vo. Tpokarécel epeBIoId TG AVATVEVGTIKNG 050V.

Resp. Sens. 1 EvaisOntonoinon tov avoamvevotikov, katnyopio 1

Skin Irrit. 2 AGBpwon/epediondg Tov déppatog, katnyopia 2

Skin Sens. 1 EvaisOntomoinom tov déppatog, katnyopia 1

STOT SE 3 Ewdu to&ucotnta o Opyava-ctoxovs Dotepa and pio epdmas £xbeon, kotnyopia 3, epeBIGUOC TG AVOTVELGTIKNG 0000

Aghtio Agdopévav Acpakeiog (AAA), EE
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Baclofen impurity C
Agltio Agdopévev Acpaleiog

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

ATIOIIOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o antd to dehtio mpoépyovtat and myég Tig onoieg Bempodpe a&iomotes. [Tapoia avtd, divovtat
xopis kapio eyyomon, pnm i dppntn, yio v akpifetd toug.
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