e =3l 3-carboxy-N,N,N-trimethyl-2-propen-1-aminium
: Chloride
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviepdé REACH (EK) 1907/2006 6mwg tpomonomfnke amd tov Kavoviopd (EE) 2020/878
Hpepounvia éxdoong: 03/04/2023  exdoyn: 1.0

European Directorate  Direction européenne
for the Quality  de la qualité
of Medicines  du médicament
& HealthCare | & soins de santé CONSEIL DE 'EUROPE

TMHMA 1: IIpocdropiopog ovoiag/peiypatog ko erorpeiog/emyeipnong

1.1. AvayveproTikog KOOKOS TPoidvTog

Mopen mpoiovtog : Ovoia

Ovopo ovoiog : 3-carboxy-N,N,N-trimethyl-2-propen-1-aminium Chloride
Kmdwog mpoiovrog 1 202200346

Svvdvopo : Levocarnitine impurity A

1.2. Zovo@eic Tpocdopiiopeves YPNGELS TG OVGING 1] TOV HEIYHOTOG KOl OVTEVOEIKVOOILEVES YPNOELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong : To mpoidv mpoopiletar yro v £pevvo. Kot avAamTuén Kot TV EXOYYEANLNTIKY EKTOISEVOT).
Xp1on g ovciag/tov peiypatog : Movo Yo emoyyEALATIKN ¥pIOT
Koatnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovaieg epyactnpiov

1.2.2. Avtevdgikvodpeveg ypnoeg
Iepropiopoi ot xprion © Mn ypnowonoteite : Katdnoon, Ewonvon, Agppotikod

1.3. Zroygio Tov Tpopun0evTI) TOL dEXTiOV dEdopévev acparsiag

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

ApBuodg mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: [1poco10piopog emKIvOUVOTNTOG

2.1. Ta&wopnon G 0veiag 1| TOL pEIYNATOS

Katarein oopoova pe v odnyie 1272/2008 EK [CLP]

AGBpwon/epediopdg tov dépparog, katnyopio 2 H315
YoBapn o@Oaipkn BAAPN/00Baipikdg epebiopds, kKatnyopio 2 H319
Ewdu to&icdtnta o€ Opyava-otoyovs votepa and pio epdmas £kbeon, katnyopio H335
3, £pebopOG TG AVATVEVOTIKNG 0500

IMAnpeg keipevo tov dnrdocewmv H kon EUH: BAéne tufpa 16

AvemOOUNTES QUOIKOYNIKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIV VYEio Kon 6T0 TEPIfaAloV

Andgaon HECE Kplong EPTEIPOYVOUOVAV KO ATOSEIKTIKNG 1oY00G.

2.2. Troyeio eTIKETOG

Xapaktnpiopds coppove pe tov Kavovionéd (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kvddvov (CLP)

GHSO07
Ipogworomtikn AéEn (CLP) : IIpocoyn
Ankaoceig emukivovvotntog (CLP) : H315 - ITpokahet epebiopod tov déppotog.

H319 - Ipokaiei coPfapd o@Oaipcd epebiopd.
H335 - Mnopei va mpokaréoet epebiopod TG avomvevoTikig 0500.
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3-carboxy-N,N,N-trimethyl-2-propen-1-aminium Chloride
Agltio Agdopévov Acpareiog

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

Anidacelg mpoevraéng (CLP) 1 P261 - Amogevyete vo avamveete oKOVN/avafu Ao EIG/ 0EPLO/ G TOYOVISIO/ A THOVG/EKVEPDLOTOL.
P264 - TTAOvete Ta ¥€p1a, TouG TXELS (avTIBpayla) Kot To TPOGMTO GYOAUGTIKA LETE TO YEPIGUO.
P271 - No ypnoytonoteitatl Lovo o€ ovolktod 1 Kokd aeplopevo ympo.
P280 - No popdite TpOGTATEVTIKG YOVTLO/TPOGTATEVTIKG EVOVUUTO/UEGO OTOMIKNG TPOGTUGILOG Y10, TOL
AT/ TO TPOGMTO/TAL CVTLAL.
P302+P352 - XE IIEPIIITQXH EITA®HYE ME TO AEPMA: ITAdvte pe dobovo vepd.
P304+P340 - XE IIEPIIITQXH EIZIINOHEX: Metagépate Tov TofdvTa otov Kabapd aépa Kot
APNOTE TOV Vo EEKOVPOCTEL GE GTACT TOL FLEVKOAVVEL TV CLVOTTVOT).
P305+P351+P338 - ZE INEPIITQXH EITAOHX ME TA MATIA: Eenidvete TpoceKTikd pue vepod
Y10l OPKETA AETTA. AV VITAPYOVV POKOL ETUPNS, APULPESTE TOVG, AV Eivor 0KOA0. Zuveyiote va
Eemlévete.
P312 - KoAéote 1o KENTPO AHAHTHPIAZEQN 1 éva yotpd, av arcBavieite adiobeoia.
P321 - Xpeidleton edkn ayoyn (PAETE CUUTANPOUATIKEG 0SNYiEG TPOTOV PoNOEIDV OTNV ETIKETAL).
P332+P313 - Eqv mapatnpn0ei epediopodc tov déppatog: Zvppovievdeite/Emokepdeite yrotpo.
P337+P313 - Edv dev vmoywpei 0 o@BaApkdg epebiopoc: Zupfovievdeite/Emokepbeite yotpo.
P362+P364 - BydAte to LoAvopéEVE povy e Kot TAVVTE TO TPV T EQVAYPNCLOTONCETE.
P403+P233 - Amobnkeveton o€ Kohd aepillopevo ympo. O mepiéktng dratnpeitan epunTiKd KAEOTOG.
P405 - ®vrdocoeton KAeWOUEVO.
P501 - AuiBeon tov Tepilexopévov/Teptéktn o€ onpeio GLALOYNG EMKIVOVVAV 1] EWBIKAOV OTOPANTOV,
GULLPMVO PLE TOVG TOTKOVG, TEPUPEPELOKOVS, EBVIKOVG 1)/Koi S1E0VEIG KOVOVIGHOVG.

Zipoven oOpeove pe: eEapeiTal 1| E0MTEPIKT) GLOKELAGIN, TO TEPLEXOUEVA TNG ontoiag dev vrepPaivovv ta 10ml

Agv anarteiton ofpavon

2.3. AALot Kivovvor

Agv vdpyovv emmAEOV TANPOQOPiEg

TMHMA 3: Zov0eon/ainpo@opies yio To 6VOTUTIKA

3.1. Ovoigg
Ovopa AvayvoploTikés Kmdwkég | % Katdraén oopomva pe v odnyio
TPOIOVTOG 1272/2008 EK [CLP]
3-carboxy-N,N,N-trimethyl-2-propen-1-aminium Chloride |- <100 Skin Irrit. 2, H315
Eye Irrit. 2, H319
STOT SE 3, H335

ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

3.2. Meiypota

Aev woydet

TMHMA 4: Métpa npatov fondsidv

4.1. Meprypaon péTpov TpOTOV fonderidv

Métpa TpdTOVv Pondeidv Hetd amd enapn Le TO dEp : KoBapiote ™ peyoiivtepn duvorn mocdtnto okovmilovtdg ) (kabopd kot parakd amoppoenTikd
Tovi).
Métpa TpmdTev Pondeidv Hetd and exapn 1e To LATIO . Hemhovete to pdtia Pe vepod Yo AdYous aopoeiag.

4.2. TNRovTIKOTEPO COUTTONATO KOL EMOPAGELS, AUEGES 1] LETAYEVEGTEPES

Agv vrdpyovv emmAéov TANpopopieg

4.3."Evd€1&n 0mo10.001|TOTE OTONTOOUEVIG GUEGG LUTPIKNG QPPOVTIOUS KUt E1OTKIG Oepameiag

Agv vrdpyovv emmAéov TANpoeopieg
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3-carboxy-N,N,N-trimethyl-2-propen-1-aminium Chloride
Agltio Agdopévov Acpareiog

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

TMHMA 5: Métpa Y10, TNV KOTATOAEUN O] TG TVPKAYLAG

KatdAinia péca mopdoPeong : KovBépta mupocPeong.

Kivdvvog mopkayidg : BAéme tunpa 2.2.

Métpa Y10 TV KOTATOAEUNGT) TNG TUPKOYLAG : Xpnowonowmote péca katdoPeong KatdAAnia yio Ty nepAALovca TUPKOYLAL.

TMHMA 6: Métpo o€ TepinTtmon 0KoVoLoS EKAVONG

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

Métpa €kTaKTNG OVAYKNG : Amogevyete kG0e meprrtn €xbeon.

6.1.2. ' GTopa mov TPooPEpovy TPAOTES Por)Osreg

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vdpyovv emmaAEOV TANPOQEOPiEg

Agv vdpyovv emmaAEOV TANPOYOPIiES

Agv vapyovv emmAEOV TANPOQOPieg

TMHMA 7: X&eipiopog kot amo0nkevon

Agv vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmAEOV TANPOQOPieg

Béme tunpa 1.

TMHMA 8: ‘Eleyyog g ék0eonc/atopiki tpoostacio

8.1.1 EOvikég oprokis Tipég emayyelpatikig £k0song ko frohoyikég oprokés Tipég

Aev vdpyovv emmAéov TANPOQOpieg

8.1.2. ZuvieTdpeves dLudikasiss TapakorovOneng
Agv vdpyovv emmAEov TANPOQOPiEg
8.1.3. Zynpotifovror sToycia pomaveng Tov aépa

Aev vdpyovv emmaAéov TANPOQOpieg

8.1.4. DNEL ka1 PNEC

Agv vdpyovv emmAEOV TANPOQPOPIiEg
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3-carboxy-N,N,N-trimethyl-2-propen-1-aminium Chloride
Agltio Agdopévov Acpareiog

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

8.1.5. leproyég eréyyov

Aev vdpyovv emmAéov TANPOQOpieg
8.2. "Eleyyot ék0eong

8.2.1. Kotdiinkot pnyovikoi Ereyyol

Katarlinior pnyavikoi éleyyon:
Awmpiote o€ KoAd eEoeptlopevo ydpo. Zuvibog amatteitor 6N YEVIKOD UNYavikoD £E0EPIGILOD TOV XDPOL.

8.2.2. ATopkog TPOSTOTEVTIKOG £E0MTAMGPOG

8.2.2.1. TlIpo6Tacic TOV HUTIAOV KUl TOV TPOCHTOV

Agv vrtdpyovv emmAéov TANpopopieg
8.2.2.2. Ilpoctacio déppatog
Ipoctocia Tov déppartog:

TOd14 EPYUGTNPIOL

[pooctucio TOV yePLOV:
Ipoctotevtikd yovTio

8.2.2.3. IIpooTacio TOV AVUTVEVGTIKAOV 0dMV

Agv vdpyovv emmAéov TANPOEOPieg

8.2.2.4. Ogppkoi kivovvol

Agev vapyovv emmAEOV TANPOQOPieg

8.2.3. Oprobétnon kor wapokorovOnon g teppaiiovroroyikis £k0eong o€ Kivovvo

Agv vdpyovv emmaAEOV TANPOQEOPiES

TMHMA 9: ®voikég Ko ynuKEG 1016TNTEG

9.1. Zroyyeia Yo Tig focikés QUOIKEG KO YNIKES 1O16TNTES

Dok KotdoToom T Zteped
APDLLOL © Mn dwbéorpo
Oopn © Mn dwbéorpo
Op1o oopng © Mn dwbéoipo
Enpeio théewg © Mn dwbéorpo
Enpeio T&emg © Mn dwbéorpo
Enpeio Bpacpod © Mn dwbéorpo
Evpiextomta © Mn dwbéoipo
Opra Kvdvvov ekpiéemg 1 Agv woy0et
Xapunhotepo 6pio EkpnéEng 1 Agv woydet
Avartato dpro expn&uydmrag 1 Agv woydet
Enpeio avaoreéng . Aev woyvel
Bgppokpacio avtavaereéng 1 Agv woy0et
Bgppokpacio arocHvieong © Mn dwbéoipo
pH © Mn dwbéorpo
Awdropo pH © Mn dwbéoipo
EDAES, KivepaTikos (1) . Aev woyvel
Awdvtomra : Mn dwbéorpo
YVVTEAEOTNG KOTAVOUNG GE HElY L0 N-OKTOVOANG/VEPOD © Mn dwbéotpo
(Log Kow)

Tdon otumdv © Mn dwbéotpo
ITieon atpov oe Heppokpacio 50°C © Mn dwbéotpo
IMokvotnto : Mn dwbéoipo
ZyETIKN TOKVOTNTA © Mn dwbéotpo
ZyeTIKN TUKVOTNTA ATHOV 6ToVG 20°C 1 Aev woyet
Méyefog copatidiov © Mn dwbéoipo
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3-carboxy-N,N,N-trimethyl-2-propen-1-aminium Chloride
Agltio Agdopévov Acpareiog

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

9.2.1. Iinpo@opieg GYETIKA BE TIS KLAGELS PUOIKOD KIvdHVOU
Aev vdpyovv emmAéov TANPOQOpieg
9.2.2. AML0. YOpOKTNPLOTIKG 00QUAEing

Agv vapyovv emmAéov TANPOQOpieg

I ZtofgpOTNTO KO OVTIOPUCTIKOTNTO

Z1abepd VIO KOVOVIKEG GUVOTKES.

Aev vdpyovv emmAéov TANPOQOpieg

Kavévag yvootog/-1/-0.

Agv vdpyovv emmaAEOV TANPOQEOPiEg

Kapio og kavovikn xprion. BAéne tunipa 7.

Ortov Beppaivetan LEXpL TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVOVVOVG KOTVODG.

TMHMA 11: To&wkoroyikég TAnpopopisg

111, Winpogopiss 11a T i&as kvbivov, omog opilovian otov kavoviond (EK) api0. 12722008
Oé&ela to&kodmTaL (0d GTOHATOS) : Mn ta&wopnuévog (EAkewtotiicd dedopévor)

Oé&ela to&coTTa (Seppatikn) : Mn ta&wopnuévog (EAkewotiicd dedopévor)

O&ela to&koTTaL (avarvon) : Mn ta&wopnuévog (EAkewotiicd dedopévor)

AGBpmon kot epebiopdg Tov déppartog . TIpokolei epebiopd tov 6éppatog.

ZoBopn opOaikn PAAPN/epediopds : Ilpokodei coPapd o@Botutkd epediopd.

EvaisOntomoinon Tov avamvenostikon 1 : Mn ta&wopnpévog (EAeaticd dedopévar)

gvaucOnToToino TOL dEPUOTOG

MetoAho&ryéveon YEVVINTIKAOV KOTTAP®OV : Mn ta&wopnuévog (EAkeoticd dedopévor)

Kapkwoyéveon : Mn ta&wopnuévog (EAkewtotiicd dedopévor)

To&wodTa Y10 TV avamopayoyn : Mn ta&wopnuévog (EAkewotiicd dedopévor)

Ewdum to&icomta ota 6pyava-ctoyovg (STOT) — : Mmopei vo mpokaA£cet epefiopd TG aVaTVELSTIKNG 050V.

epanag éxbeon

Ewdum to&icomta ota 6pyava-ctoyovg (STOT) — : Mn ta&wopnpévog (EXetaticd dedopévar)

emovelknppévn ékbeon

Enucvduvotnro ovappdenong : Mn ta&wopnuévog (Advvapio cuALoYNG SEd0UEVAOV V1o TEXVIKODG AOYOVC)

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 12: OwoAloyikéc TANPoQopies

Owoloyia - yevikd : Aev mapovctdlel wiaitepo kivovvo yio To meptBaAiov.
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3-carboxy-N,N,N-trimethyl-2-propen-1-aminium Chloride
Agltio Agdopévov Acpareiog

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

Emucivduvo yia to vddtivo mepipdilov, Bpayunpdbecpog @ Mn tagvopnuévog (EAepatikd dedopéva)
(080g)

Emucivduvo yio to vddtivo mepipdilov, poxponpdbecpog M tagvopnuévos (EAepatikd dedopéva)
(xpdviog)

Agev vopiotatot Tayeio amocvvieon

Agv vapyovv emmAEov TANPOQOPieg

Agv vapyovv emmAéov TANPOQOPieg

Aev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmaAEOV TANPOQOPiEg

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vdpyovv emmAEOV TANPOQOPiES

TMHMA 13: Ztovycio oyeTikd pe tn ovd0son

Agv vdpyovv emmAEOV TANPOQOPieg

TMHMA 14: ITAnpo@opies GYETIKA IE TN HETAPOPD,

Topeawvo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opog OHE 1 aprOpog tovtéTnTog

Agv 1oy0gt I Agv 1oy0gL | Agv 1oy0gt

14.2. Oweio ovoposia aroctoliig OHE

Agv 1oy0gt ‘ Agv 1oy0gL ‘ Agv 1oy0gt

14.3. Taén/-g1g KivdHvov KaTa T1) PETUPOPA

Agv 1oy0et | Aev 1oy0et l Aev 1oy0et

14.4. Opéoda cvokevaciag

Agv 1oy0gt Agv 1oy0gL Agv 1oy0gt

14.5. Mep1pailovTiKi ETKIVOUVOTNTA

Aev woyvet ‘ Aev 1oy0et ‘ Aev 1oy0¢t

Aev vdpyovv emmiéov Srabéotues TAnpoopieg

Eniyewa peragopd
Aev oydet
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3-carboxy-N,N,N-trimethyl-2-propen-1-aminium Chloride
Agltio Agdopévov Acpareiog

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

peTaQOpa péco Baraocong
Agv 1oy0et

Evaépra petagopd
Agv 1oyvet

14.7. O@alacoieg peta@opig 0oy cdppova pe Tic Tpatelg tov IMO

Agv 1oy0et

TMHMA 15: Xtoygio vopoBetikod yopoxktipa

15.1. Kavovicpoi/vopoOecio oyeTikd pe TNV 06QAAEL, TNV VYEIO KOL TO TEPLBAALOV Y10 TNV OVGIN 1] TO PEIYHO
15.1.1. kavoviopoi EE

Hapaptnpae XVII Tov REACH (IlIpotmoBicers mepropiopom)

Aev neprapfaveton oto Hapdaptnpa XVII tov REACH

Hapaptnpa XIV 100 REACH (Katdroyog 0d£1006Tn61G)

Aev meprapPavetor oto Hapaptnua XIV oo REACH (Katdloyog adetoddtnong)
Kotdroyog vroynoiov overdv REACH (SVHC)

Aev neprapfévetol otov Katdrloyo vroyneuwv ovoidv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevn cvvaiveon petd omd evnpépmon)
Aev gpappdletart.

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

Aev gpappoletor.

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

Aev meprapfavetor otov Katdhoyo ovotdv mov eEacbevilovv to 6Lov (Kavoviopog EE 1005/2009)

Kavoviopog nepi ekpnkTik®v Tpodpopmv over®v (EE 2019/1148)

Aev mepiéyet kopio oveio(eg) mov meptrapfdvetarovtat) 6Tov KatdAhoyo Tpddpopmv ovcotdv ekpnkTikdv (Kavoviouog EE 2019/1148 oyetikd e v epmopio. kot
™ XPNoN TPOSPOUDY OVGLOV EKPNKTIKAOV)

Kavoviopog nepi Tpodpopmv over®dv vapkoTikdv (EK 273/2004)

Aev mepiéyet ovoia(eg) mov mepthapPaveta(oval) 6Tov KoTdAoyo mpddpopmv ovotdv vopketikdv (Kavoviopog EK 273/2004 oyetikd pe Tig Tpodpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dwaraterg
Agv vdpyovv emmAéov TANPOQOpieg
15.2. A&wohoynon ynukig ac@diglog

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 16: Alheg TAnpo@opies

Emonipaven ahhaydv:
Ta&wounon g ovsiog i) Tov petypotog. [Ipocdiopiopds ovoiog/peiypatog kot statpeiog/emyeipnongs.

M peg keipevo pacswv H xon EUH:

Eye Irrit. 2 ZoBopn opBaipkn PAAPN/0@BoiKdG epediopodg, Katnyopio 2
H315 TIpoxaiei epebiopd Tov déppatog.

H319 TIpoxaiei coPapd opBaipikod epebiopd.

H335 Mmopet vo TpokaA£ceL EpEBIOUO TG AVOTVEVGTIKNG 050V
Skin Irrit. 2 AuiBpoon/epebionog tov déppatog, kotnyopia 2
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3-carboxy-N,N,N-trimethyl-2-propen-1-aminium Chloride
Agltio Agdopévov Acpareiog

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

I peg keipevo pacewv H kar EUH:

STOT SE 3 Ewdum to&icodmra o 6pyava-ctoyovs votepa omd pio epdnaé ékbeomn, katnyopia 3, epediopdg ™G ovamveLOTIKNG 0000

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOTIOIHZH EY®NHZX Ot mAnpopopiec mov TeptEyovial Ge anTo To deATI0 TpoépyovTat and myEg Tig onoieg Oewpodpe a&iomotes. [Tapdha avtd, divovran

yopig kapio eyydmon, pnt 1 dppn, yio v akpifeld toug.

03/04/2023 (Hpepopnvia ékdoong) EL (eMnvikd)

8/8



