European Directorate  Direction européenne

3 7 COUNCOFEUROPE Chelerythrlne Chlorlde

Agltio Agdopévov Acpareiog
of Medicines | du médicament
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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 : Chelerythrine chloride
Kwducde mpoidvrog : 201700287

1.2. Zuvageic mpocolopilopevES P GELS TS OVGIAG 1] TOV UEIYNATOG KU OVTEVOELKVUOIEVES YPNGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong . To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXOYYEANLNTIKNY EKTOISEVOT).
Xpnion g ovoeiog/Tov petypaTog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong 1 Xnpkég ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoelg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdOpéEVOV dcPaAEing

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 AVEYKNG : +33(0)390215608

TMHMA 2: IIpo6o10piop6g eMKIVOUVOTN TGS

2.1. Ta&woépunon g oveiag 1| TOL peiypaTog

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

O&ela to&kodmTaL (0d TOL 6TOHATOC), Katnyoplo 4 H302
O&ela to&kota (514 Tov déppatog), kotnyopia 4 H312
Oé&ela to&komTa (8164 TG e10mvong), Konyopia 4 H332
AGBpmon/epebiondg tov déppatog, kotnyopia 2 H315
ZoPapn opborpkn PAAPN/o@OaApdg epebiopds, katnyopia 2 H319

Ewum toéucomta o Opyava-otéyovs Dotepa and pia spdmas £xdeon, kamyopio H335
3, epebIopOC TG AVATVEVGTIKNG 050V
ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

AvemOOUNTES QUOIKOYNMKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TV avOpOTIVY VYEiX Kot 6TO TTEPLPdilov
ATOQa0N HEG® KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1GYVOGC.
2.2. Zroyeio eTIKETOG

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

GHSO07
Ipogworomtikn AéEn (CLP) : IIpocoyn
Anhaogig emkivdvvotntog (CLP) : H302+H312+H332 - EmPAafés o€ nepintmon Katdmoons, 6€ EnaQn Le TO dEPUA 1| € TEPinTOOT
ELOTIVOT|G.

H315 - Ipokaei epebiopd tov déppatog.
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Chelerythrine chloride
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepo REACH (EK) 1907/2006 6nwg tpomomouinke and tov Kavoviouo (EE) 2020/878

H319 - [Tpokakel coPopd o@boipkd epebiopo.
H335 - Mropei va tpokarécet epeiopd g ovamvevsTIKig 0600.

AnAdacelg mpoevraéng (CLP) 1 P261 - Amogevyete vo avamnveete oKOVN/avafu Ao EIG/ 0EPLO/ G TOYOVISIO/ A THOVG/EKVEPDLOTOL.
P264 - TTAOvete ta x€p1a, Toug TXELS (avTIBpdyla) Kot T0 TPOGMTO GYOAIGTIKA LETE TO YEPLOUO.
P270 - Mnyv tpm1te, mivete 1 Komvilete, OTAV XPNOUOTOLEITE CVTO TO TPOIOV.
P271 - No ypnoyronoteitatl Lovo o€ ovolktod 1 Kokd aeplopevo ympo.
P280 - No popdite TpOGTATEVTIKG YOVTLO/TPOGTATEVTIKG EVOVUUTO/UEGO OTOMIKNG TPOGTUGILOG Y10, TOL
AT/ TO TPOGMTO/TAL CVTLAL.
P301+P312 - XE IEPIITQXH KATAIIOXHE: KoAéote to KENTPO AHAHTHPIAXEQN 1 évo.
ywTpo, av acbavleite adwbeoio.
P302+P352 - ZE IIEPIIITQXH EITA®HX ME TO AEPMA: ITAvte pe dobovo vepd.
P304+P340 - XE IIEPIIITQXH EIZIINOHEX: Metagépate Tov Tofdvia otov Kabapd aépa Kot
APNOTE TOV VO EEKOVPOCTEL GE GTACT TOL FLEVKOAVVEL TV CLVOTTVOT.
P305+P351+P338 - ZE INEPIITQXH EITAOHY ME TA MATIA: Eenidvete TPOGEKTIKE e vEPO
Y10l OPKETA AETTA. AV VITAPYOVV PAKOL ETAPNS, APULPESTE TOVG, AV Eivar €0KOA0. Zuveyiote va
Eemlévete.
P312 - KoAéote 1o KENTPO AHAHTHPIAZEQN 1 éva yiotpd, av arcBavieite adiobeoia.
P321 - Xpeidleton edkn aywoyn (PAéne copminpopatikés odnyieg TpdTov Bondeidv 6TV eTIKETA).
P330 - Eem\dvete 10 oTOUA.
P332+P313 - Eav moapatnpnel epediondg tov déppatog: Zuppfovievdeite/Emokepbeite yrotpo.
P337+P313 - Edv dev vmoympei o opBaipikog epebiopoc: Zvppovisvdeite/Emokepbeite yotpo.
P362+P364 - BydAte to polvcpéva povyo kot TAVVTE To TPV T EQVOXPTGULOTOGETE.
P403+P233 - Amobnkeveton og kahd aepiiopevo xopo. O meplétng dotnpeiton EpunTikd KAe1oTog.
P405 - ®vrdocoeton KAeWOOUEVO.
P501 - AuiBeon tov mepilexopévov/Teptéktn o€ onpeio GLALOYNG EMKIVOVVOV 1] EWGIKAOV OTOPANTOV,
GUULPMVOL ILE TOVG TOTKOVG, TEPUPEPELOKOVS, EBVIKOVG 1)/Ko S1E0VEIG KOVOVIGHOVG.

Zipoven ocOpeova pe: eEalpeital | E0MTEPIKT GLOKELAGIN, TO TEPLEXOUEVA TNG ontolag dev vepPaivovv Ta 10ml

Agv ararteiton ofpavon

2.3. AALot Kivovvor

Agev vapyovv emmAEOV TANPOQOPieg

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

3.1. Ovoigg

Ovopa AvVayvopLoTIKOS KOOIKOG % Katdraén copomva pe v odnyia
TPOIOVTOG 1272/2008 EK [CLP]

Chelerythrine chloride - <100 Acute Tox. 4 (An6 tov otopoTog), H302

(ATE=500 mg/kg copatikod Bapovg)
Acute Tox. 4 (A1d tov déppatog), H312
(ATE=1100 mg/kg copatikod Bapovc)
Acute Tox. 4 (A1 g eonvorg), H332
(ATE=1,5 mg/l/4h)

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 oydet

TMHMA 4: Métpa npaTtov fondsidv

4.1. Meprypapn péTpv TPAOTOV fondertdv

Métpa mpmdTev Pondeidv pHetd and enaen pe To SEPLLO . KoBapiote ™ peyoiivtepn duvorn mosdtnto okovmilovtdg ) (kabopd kot Hodakd amoppoenTikd
movi).
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Chelerythrine chloride
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepo REACH (EK) 1907/2006 6nwg tpomomouinke and tov Kavoviouo (EE) 2020/878

Métpa npdtmv fonbetdv Hetd and enapn pe To LATIO : Hem\dvete o patio pe vepd yo Adyoug acaieiog.

Agv vapyovv emmAéov TANPOQOpieg

Agv vapyovv emmAéov TANPOQOpieg

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

KatdAinia péca mopdoPeong : KovBépta mupocPeong.

Kivduvog mopkayidg : BAéme tunpa 2.2.

Métpa ylo TV KOTATOAEUNON TG TUPKAYLAG : Xpnowonowmote péoca katdoPeong katdAnia yo v nepipdAlovca TupKaytd.

TMHMA 6: Métpo 6€ TEpITTMON 0KOVOLUS EKAVONG

6.1.1. I'a TPoc®MIKS GALO 076 TO TPOGCOMTIKO EKTUKTIG UAVAYKIG

Métpa €kTaKTNG OVAYKNG : Amogevyete kGBe meprrtn €xbeon.

6.1.2. ' GTopa mov TPooPEpovy TPAOTES Por)Osreg

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vdpyovv emmAéov TANPOQOpieg

Agev vdpyovv emmAéov TANPOQOpieg

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 7: X&eipiopog kot amo0nkevon

Agev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmAEOV TANPOQEOPiEg

BAéme tpnpa 1.
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Chelerythrine chloride
Agehtio Aedopévav Acpaleiog

cvppmva pe tov Kavoviepdé REACH (EK) 1907/2006 6nwg tporomomdnke and tov Kavoviepéd (EE) 2020/878

TMHMA 8: 'Eleyyog g ék0eonc/atopiki tpoostacio

8.1. IapapeTpor eEréyyov
8.1.1 EOvikég oprokés Tipnés emayyelpatikig £k0song ko froloyikés oprokés Tipég
Aev vdpyovv emmAéov TANPOQOpieg

8.1.2. ZuvioTdpeveg dradikaciss TapakorlovOnong

Agv vrtdpyovv emmAéov TANpopopieg

8.1.3. Zynportifovror sTtoygia pomaveng Tov aépa

Aev vdpyovv emmAéov TANPOQOpieg

8.1.4. DNEL kan PNEC

Agv vrtdpyovv emmAéov TANpopopieg
8.1.5. Mleproyég eréyyov

Aev vdpyovv emmAéov TANPOQOpieg
8.2."Eleyyon £k0eong

8.2.1. KatdAinkot pnyovikoi Ereyyol

Kataiinior pnyavikoi éleyyou:
Awnpiiote o€ KoAd eEoeplOpevo ydpo. ZuviBg omatteitol GOGTNA YEVIKOD UNYAVIKOD EENEPIGIOV TOV XMDPOV.

8.2.2. ATopKOG TPOOTATEVTIKOG EEOTIIONOG

8.2.2.1. IIpooTacic TOV HATIAV KUl TOV TPOCATOV

Agv vdpyovv emmaAEOV TANPOQEOPiEg
8.2.2.2. TIpoctacia déppatog
IIpoctacia Tov déppartog:

o1 EPYaoTNPiOL

Mpooctucio TOV yePLOV:
Ipoctotevtikd yovTio

8.2.2.3. IIpooTacic TOV AVUTVEVGTIKAOV 00MV

Agv vdpyovv emmAEOV TANPOEOPIiES

8.2.2.4. Ogppkoi kivovvol

Agv vdpyovv emmAéov TANPOQOpieg

8.2.3. OproBétnon kor wapokorovOnon g neppaiiovroroyikig £k0eong o€ Kivovvo

Agv vdpyovv emmAEOV TANPOQOPiEg

TMHMA 9: ®uo1kég Ko ynHKEG 1016TNTEG

9.1. Zroyyeia Yo Tig facIKES QUOIKES KO YNHIKES 1O10TNTES

Puown KoThoTaom . Xteped
APDHLOL : Mn dwbéorpo
Oopn © Mn dwbéotpo
Opto ooung © Mn dwbéotpo
Inueio mEemg © Mn dwbéotpo
Inueio m&emg © Mn dwbéotpo
Inueio Bpoacod © Mn dwbéotpo
Evpiextomra © Mn dwbéotpo
Opra Ktvdvvov ekpri&emg 1 Aev woyet
Xoauniotepo 6pro Ekpnéng 1 Aev woyet
AvdTato 6plo ekpnEpdTTog 1 Aev woyet
Inueio avaprieéng 1 Aev woyet
Beprokpacio avtovapreing 1 Aev woyet
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Chelerythrine chloride
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepo REACH (EK) 1907/2006 6nwg tpomomouinke and tov Kavoviouo (EE) 2020/878

Beppokpacio arocvvheong : Mn dwbéoo
pH : Mn Swbéoo
Awiopo pH © Mn dwbéoipo
1EDdeg, Kvepotedg (1) T Agvioydet
AwdvtomTa : Mn Swbéoo
ZVUVTELEOTNG KATOVOUNG O Hely e N-0KTavOANg/vepoD : Mn Swbéoo
(Log Kow)

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

9.2.1. Iinpo@opieg GYETIKA PE TIS KLAGELS PLOIKOD KIVOHVOL

Agv vdpyovv emmAEOV TANPOEOPiEg

9.2.2. Ahha YOPAKTNPIOTIKG 06QaAciog

Agv vdpyovv emmAEOV TANPOQOPiEg

Z1abepd VIO KOVOVIKEG GUVOTKES.

Agv vdpyovv emmaAEOV TANPOQEOPiES

Kavévag yvootog/-1/-0.

Agv vdpyovv emmAEOV TANPOQOPIiEg

Kapio og kavovikn xprion. BAéne tunipa 7.

Ortov Beppaivetar LEXpL TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVIVVOUG KOTVOVG.

TMHMA 11: To&wkoroyikég TAnpopopisg

O&elo to&koTTaL (0d GTONATOS) . EmPrapés oe mepintmon katdmoong.
Oé&ela to&comTa (deppatikn) . EmPraPés oe emapn pe to déppa.
Oé&ela to&codmTa (avamvon) . EmPrapés oe mepintmon eilomvong.
AGBpmon kot epediopdg Tov dEppatog . TIpokoei epebiopd tov 6éppatog.
ToPapn ooy PAGPn/epediopog . TIpokoAei cofapd opOuiutcd epebiopo.
EvaisOntomoinon Tov avamvenstikon 1 : Mn ta&wvounpévog

gvacOnromoinen Tov déppoTog

MetoAhoa&ryéveon YEVWITIKOV KOTTAP®OV : Mn ta&wopnuévog

Kapkwvoyéveon © Mn ta&wopnuévog

To&KOTNTO Y10 TNV OVOTOPay YT : Mn ta&wopnpévog

Ewwm to&iomra ota opyava-ctdyovg (STOT) — : Mmnopei va Tpokarécet epebIGHO TG AVOVELSTIKTG 0500.
epana ékbeon
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Chelerythrine chloride
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepo REACH (EK) 1907/2006 6nwg tpomomouinke and tov Kavoviouo (EE) 2020/878

Ewu to&ucomta ota 6pyava-otoyovs (STOT) — : Mn ta&wopnpévog
emavelknppévn kbeon
Enucivduvotnto ovappdenong : Mn ta&wopnpévog (Baoetl tov dtabéoipmv dedopévmy, Ta Kprnpio toSvounong dev mAnpovvral)

Agv vapyovv emmAEOV TANPOQOPieg

TMHMA 12: Oworoyikég TAnpopopieg

Owoloyia - yevikd : Aev mapovctdlel wiaitepo Kivouvo yio To meptBaAiov.
Enucivduvo yia to vddrtivo mepiBdriov, Bpayvrpodbecpog : Mn ta&wopnpévog

(080¢)

Enucivduvo yia to vddrtivo mepiBdrlov, pakporpdbespog : Mn ta&wopnpévog

o

%
S‘
o

o

Agv vdpyovv emmaAEOV TANPOQOPiES

Agv vdpyovv emmAEOV TANPOEOPiEg

Agv vdpyovv emmaAEOV TANPOQYOPiEg

Agev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmAEOV TANPOQOPieg

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 13: Xtovyeio oyeTikd pe tn ovd0eon

Agv vdpyovv emmAEOV TANPOYOPIiES

TMHMA 14: ITAnpo@opies GYETIKA PE TT) HETAPOPT.

Topewva pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpég OHE 1 apOpog TavtotnTog

Aev woyvet ‘ Aev 1oy0et ‘ Aev 1oy0¢t

14.2. Oweia ovopooia awostorjc OHE

Aev woyvet ‘ Aev 1oy0et ‘ Aev 1oy0¢t

14.3. Ta&n/-e1g KtvdHvov KOTA TN PETAPOPA

Agv 1oy0gt Agv 1oy0gL Agv 1oy0gt
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Chelerythrine chloride
Agltio Agdopévov Acpareiog

cvppmva pe tov Kavoviepdé REACH (EK) 1907/2006 6nwg tporomomdnke and tov Kavoviepéd (EE) 2020/878

ADR IMDG IATA

14.4. Opada ocvokevaciog

Aev 1oy0et ‘ Agv 1oy0gt ‘ Agv 1oy0gt

14.5. Ilgprfarrovtikn emKivovvéTNTO

Aev 1oy0et ‘ Agv 1oy0gt ‘ Agv 1oy0gt

Aev vdpyovv emmiéov Srabéoiues TAnpoopieg

14.6. Exdwkég mpo@uAGEELS Y10 TOV Yp16TNH

Eriysio petagopd
Agv 1oy0et

peTa@opd pécw® Boracong
Agv 1oyvet

Evaépra petagopd
Agv 1oy0gt

14.7. O@alaooieg peTa@opig VoV cdppova pe Tig Tpaseg tov IMO

Aev oydet

TMHMA 15: Xtoyygio vopo0etTikov yopaxtipo

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6Qaiela, TV vyeio Ko To Tepfailov yio Ty ovcia 1| TO peiypo
15.1.1. kavoviopoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev meprapfavetor oto Hapdaptnua XVII tov REACH

Hapaptnpa XIV tov REACH (Katdhoyog 0:6£1080Ttn615)

Aev neprapfdveton oto Hapaptnpa XIV tov REACH (Katdhoyog adetoddtnomng)

Katarhoyog vroynorov ovordv REACH (SVHC)

Aev neprapfavetor otov kKatdhoyo vroynewv ovoidv REACH

Kavoviepog PIC (EE 649/2012, IIponyodpevy cuvaivesn pPeETd amd evnuépmon)

Aev gpappoletor.

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

Agv epappdletat.

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

Aev neprapfévetol otov Katdrhoyo ovctav mov e&acbevilovv to 6Cov (Kavoviepog EE 1005/2009)

Kavoviopog mepi ekpnktik®@v mpédpopmv overdv (EE 2019/1148)

Aev mepiéyel kopio ovoio(eg) mov meprapfavetoi(ovrat) 6tov Katdhoyo mpddpopmv ovotdv ekpnktikdv (Koavoviopog EE 2019/1148 oyetikd pe v gpmopio Ko
™ XpNoN TPOSPOUMY OVGLDV EKPNKTIKDV)

Kavoviopog nepi mpédpopmv ovor®dv vapkontikav (EK 273/2004)

Aev mepiéyet ovoia(eg) mov mepthapfavetay(oval) 6Tov KoTdAoyo Tpddpopmy ovetdv vopkaTikdv (Kavoviopog EK 273/2004 oyetikcd pe Tig Tpddpopeg ovcieg
VOPKOTIKOV)

15.1.2. EOvikég dwuraterg
Agv vrtdpyovv emmAéov TANpopopieg
15.2. A&wohdynon ynkig acodislog

Agv vrtdpyovv emmAéov TANpopopieg
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Chelerythrine chloride
Agehtio Aedopévav Acpaleiog

cvppmva pe tov Kavoviepdé REACH (EK) 1907/2006 6nwg tporomomdnke and tov Kavoviepéd (EE) 2020/878

TMHMA 16: Alhec TAnpo@opies

I peg keipevo pacewv H kar EUH:

Acute Tox. 4 (Ao tov Oé&eia to&icomra (amd Tov 6ToONaTOC), Katnyopio 4

GTOLOTOC)

Acute Tox. 4 (A1d g Oé&eia to&ucomra (14 g elomvong), Konyopio 4

£LGTIVOTIC)

Acute Tox. 4 (Aid Tov Oé&eia to&ucomra (14 Tov d€ppatog), kotnyopio 4

d€ppatog)

Eye Irrit. 2 YoBopn opBaipkn PAAPN/0@OoikdG epediopodg, Katnyopio 2
H302 EmnBrapéc og mepintwon katdmoong.

H312 EmBrapéc oe emopn pe to déppa.

H315 TIpokaiel epebiopd tov déppatog.

H319 Tpokoiei cofapd o@OaAcd epebiopd.

H332 EmPrapég oe mepintmon gilomvong.

H335 Mmopei vo TpoKaAEGEL EpEBIGHO TIG AVOTVEVGTIKNG 050V
Skin Irrit. 2 AGBpmon/epebiopnog Tov déppatog, katnyopia 2

STOT SE 3 Ewdum to&ikoémta og 6pyava-ctoyovs votepa and pio epdnas kbeom, katnyopia 3, peiopdg TG OVOTVELGTIKNG 0500

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOTIOIHEH EY®NHZ Ot mhinpogopieg mov mepiéyovtal o€ antd To dehtio mpoépyovtat amd TNy Tig omoieg Bewpodue aromotes. [lapora avtd, divovtot
XOPIC Kapio yyvmen, pnTm 1 appnTn, Yo Ty akpifeld tove.
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