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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia

Ovopa ovsiog . Clonazepam

Kwducde mpoidvrog : 201600225

Suvovopa . Clonazepam, salts, hydrates, isomers and impurities where applicable

1.2. Zuvogeig TpocdlopiopEVES P GELS TG OVGLNG 1] TOV UEIYIATOG KO OVTEVOELKVUOILEVES Y PIGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

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

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

1.3. Zroygio Tov Tpopun0evTI) TOL dEATiOV 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
Ap1Opog TNAe@dVOL EMETYOVOOG AVAYKNG 1 +33(0)390215608

TMHMA 2: IIp0o6o10piop6g eMKIVoUVOTNTOG

2.1. Ta&wopnon g 0veiag 1| TOL PEIYRATOG

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

To&wodTa 6TV avamapay®yn, Katnyopio 2 H361d
Ewum to&ucomta o Opyava-otdyovs Dotepa and pia epdmas £xdeon, kamyopio H336
3, vapkoon

ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tpnpo 16

AvemOOuNTES QUOIKOYNIKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPLfaiiov

ATOQa0N HEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1OYVOGC.

2.2. Zroyeio eTIKETOG

Xapaktnpiopds copeove pe tov Kavovioué (EE) Ap. 1272/2008 [CLP]
Ewovoypdppoza ktvdovov (CLP)

GHS07 GHS08
Ipogworomtikn AéEn (CLP) : IIpocoyn
Anhdoeig emkivduvottog (CLP) © H336 - Mnopei va npokorécet vavniio 1 {oAn.
H361d - "Yronto yio tpdxhnon PraPng oto uPpvo.
Anhooeig tpopvraéng (CLP) 1 P261 - Anogebyete va avamvéete GKOVY, ATUOVG.

P202 - Mnv 10 ypnoipomomcete Tpv SuPACETE Kot KOTOVONGETE TIG 0d1Yieg TPOPVAUENC.
P308+P313 - XE IIEPHITQXH ékbeong 1 mbavottag £xbeong: Zvpfovievdeite/Emokepdeite
yuTpo.

Zpavon cOUPoVO pe: eEapeitar 1 EmTEPIKT GUOKELAGT, TO TEPLEXOLEVO TNG omtoing dev vepPaivovy ta 10ml
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Ewovoypdppora ktvdovov (CLP)

GHS08

Agv vapyovv emmAEov TANPOQOPieg

TMHMA 3: XovOeon/minpopopisg yio 10 6LOTOATIKG

Ovopa AvVayvopLeTIKOg KOdkes | %0 Katdroin copeove pe my odnyio
TPOI6VTOG 1272/2008 EK [CLP]
Clonazepam - <100 Repr. 2, H361d
STOT SE 3, H336

IIpeg keipevo tov Inkdoewv H kot EUH: BAéne tpuipa 16

Aev oy0et

TMHMA 4: npATOV fonderdv

Métpa ntpadtmv fonbetdv petd and enogn pe 1o déppo  : Kobapiote  peyaidtepn duvorn mosdtnto okovmilovtdg t (kabopd kot HoAakd amoppoenTikd
Tovi).
Métpa tpdtmv fondetdv Letd and enapn 1e o LATIo : Hem\dvete o pation pe vepd yio Adyoug acQareiog.

Agv vdpyovv emmAEOV TANPOPOPIiEg

Agv vdpyovv emmaAEOV TANPOQOPIiEg

TMHMA §: Métpa Y10 TNV KOTATOAEUN O TG TVPKAYLAG

KotdAnia péoa muopdcPeong 1 KovBépta mupdcPeong.

Kivduvog moprayidg © BAéme tunpa 2.2.

Métpa Y10 THV KOTATOAEUNOT TG TUPKOYLOG . Xpnowonowmote péca katdoPeong KatdAAnia yo Ty tepdAlovca TupKayid.

TMHMA 6: Métpo 6€ TEPITTMOON 0KOVOLUS EKAVONG

6.1.1. o TPoo®OTIKG GALO 0TT6 TO TPOGMOTLKO EKTUKTNG UVAYKNG

Métpa EKTOKTNG QVAYKNG 1 Amogevyete kG0 mepirn £kbeon.
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6.1.2. e GTopa mov TPooPEpovy TPAOTES Por Bereg

Aev vdpyovv emmAéov TANPOQOpieg

Aev vdpyovv emmAEOV TANPOQOPiEg

Aev vdpyovv emmAéov TANPOQOpieg

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 7: Xeipiopog kot amo0nkevon

Agv vdpyovv emmAEOV TANPOQOPiEg

Agv vapyovv emmAEOV TANPOQOPieg

BAéme tunpa 1.

TMHMA 8: ‘Eleyyog tng ék0eonc/atopikn Tpo o

8.1.1 EOvikég oprokés Tipég emayyeipatikig ék0song ko froroyikég oprokés Tipég

Agv vapyovv emmAEoV TANPOQOpieg
8.1.2. Zuvietdpeves drudikosiss TapakorovOneng
Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.3. Zynpotifovror sToycia pomaveng Tov aépa

Agv vdpyovv emmAEOV TANPOQOPieg
8.1.4. DNEL ko PNEC
Agv vdpyovv emmAEOV TANPOQOPIiEg

8.1.5. Ileproyég eréyyov

Agev vdpyovv emmAéov TANPOQOpieg

8.2.1. Katdhinhot pnyavikoi £reyyor

Kataiinior pnyavikoi éreyyon:
Awmpriote o€ KoAd eEoeptlopevo ydpo. Zuviidg amarteitor GOGTNE YEVIKOD HNYavIKod EE0EPIGIOD TOV XMPOL.

8.2.2. ATopKOG TPOOTATEVTIKOG EEOTAIONOG

8.2.2.1. IIpooTacic TOV HATIAV KUl TOV TPOCATOV
Agv viapyovv emtmAéov TANpopopieg

8.2.2.2. Ilpootacio d¢ppatog

IIpootacio Tov déppatog:

o1 EPyaoTNPioL

IIpootacio ToV yepLOV:
IIpoctatevtikd yavtio
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Agltio Agdopévov Acpareiog
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8.2.2.3. IIpocTacio TOV AVUTVEVGTIKAOV 0dMDV

Aev vdpyovv emmAéov TANPOQOpieg

8.2.2.4. Ogppkoi kivovvol

Agv vrtdpyovv emmAéov TANpopopieg

8.2.3. Oprobétnon kon wapokorovOnon g teprpaiiovroroyikiis Ekbeong o€ Kivouvo

Aev vdpyovv emmaAéov TANPOQOpieg

TMHMA 9: ®vuoikég Ko ynuKEg 1016TNTEG

9.1. Ztoysia o TS fucikés UOIKES KoL YNUIKES 1O10TNTES

Duoikn KotdoToom T Zteped
APDLLOL © Mn dwbéoipo
Epopdvion TZKovn.

Oopn © Mn dwbéoipo
Op1o oopng © Mn dwbéoipo
Inueio mEemg © Mn dwbéorpo
Inueio m&emg © Mn dwbéorpo
Inueio Bpoacpod © Mn dwbéoipo
Evpiextomra © Mn dwbéorpo
Opra Ktvdvvov ekpriéemg . Aev woyvet
Xapunhotepo 6pio EkpnéEng . Aev woyvet
Avdtoto 0plo expnépomrog 1 Agv woydet
Inueio avapieéng . Aev woyvet
Bepprokpacio avTavaPAEENS . Aev woyvet
Bgppokpacio arocHvieong © Mn dwbéorpo
pH © Mn dwbéorpo
Awdropo pH © Mn dwbéorpo
1EDAES, KivepaTikog (1) . Aev woyvet
AwAvtomra © Nepo:<0,1g/l
TUVTEAEGTNG KATAVOUNG 6 pelypa N-0KTavOAn g/ vepoD © Mn dwbéorpo
(Log Kow)

Téon aTudv © Mn dwbéoipo
[ieon atpov ot Beppokpacio 50°C © Mn dwbéorpo
IMukvotnto © Mn dwbéorpo
TyeTIKN TUKVOTTOL © Mn dwbéorpo
ZYETIKN TUKVOTNTO OTHAV 6TOoVG 20°C 1 Agv woydet
Méyefog copatidiov © Mn dwbéoipo

9.2. Aourtéc TAnpogopisg

9.2.1. TIMpo@opicg GYETIKA pe TI KAAGELS PUOLKOV KvdhVou

Agev vdpyovv emmAéov TANPOQOpieg

9.2.2. AMLa YOpUKTNPLOTIKG 06QaAEinG

Agv vdpyovv emmAEOV TANPOEOPIiES

TMHMA 10: Zta0gpétnTo KO OVTIOPUCTIKOTNTO

10.1. AvtidpasTikoTi|TO

21abepd VIO KOVOVIKEG GUVOTKES.

10.2. Xnpu ctabepétnTa

Aev vdpyovv emmAéov TANPOQOpieg

10.3. IMOavoTNTA EMKIVOUVOVY AVTIOPAGEOV

Kavévag yvootog/-1/-0.

03/04/2023 (Hpepopnvia ékdoong) EL (eMnvikd) a7
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Agltio Agdopévov Acpareiog

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

Agv vapyovv emmAEOV TANPOQOPieg

Kapio og kavovicr xprion. BAéne tpnquoa 7.

Ortov Beppaiverar LE Pt TOL oNUEIOL SIACTOONG, EKTEUTEL EMKIVIVYOUG KOTVOVG.

TMHMA 11: To&koroyikég TAnpopopieg

Oé&ela to&omTa (0md oToOHATOS) © Mn ta&wounuévog (EAewtaticd dedopévor)
Oé&ela to&ucomra (Seppatikn) © Mn ta&wounuévog (EAewtaticd dedopévor)
Oéeia to&ucdtnta (avamvon) : Mn ta&wopnuévog (EMeaticd dedopévar)
Clonazepam
LD50 and tov 6top0T0G GE 0povpaiovg > 2000
AGBpwon kot gpebiopdg Tov dEppatog : Mn ta&wopnuévog (EAeaticd dedopévar)
ToPapn opboipkn PAaPn/epediopog : Mn ta&wopnuévog (EMeaticd dedopévar)
EvaisOntomoinon tov avamvenstikon 1 : Mn ta&wopnuévog (Baoetl tov dtabéoipov dedopévmv, ta kprmmpio ta&vounong dev minpovvan)
gvaucOnTomoinom oL dEPUTOG
MetoAho&ryéveon YEVVINTIKAOV KOTTAPOV : Mn ta&wopnuévog (Baoetl tov drabéoipmv dedopévmv, Ta Kprtnpio toSvounong dev mAnpovval)
Kapkwoyéveon : Mn ta&wopnuévog (Baoetl tov drabéoipmv dedopévmv, Ta Kprtnpio toSvounong dev mAnpovval)
To&wodmTa yio. v avamopayoyn . Yromto yio mpdxinon PAPNG oto Eufpuo.
Ewum to&ikomra ota opyava-ctdyovg (STOT) — : Mmnopei va tpokaiécet vivniio 1) LaAN.
epanag éxbeon
Ewum to&ucomta ota 6pyava-ctoyovs (STOT) — : Mn ta&wopnpévog (Ilepartépm minpogopieg: Ewduc to&ikdtra ota dpyova-ctoyovs (STOT) —
emovelknppévn éxbeon epamaé ékbeon)
Emktvdovotnta avappoenong : Mn ta&wvopnpévog (Bdoet tov dwabéoyimv dedopévav, Ta kptripio Tagvounong dev mAnpovvral)

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 12: OwoAoyikéc TANpoQopies

Owoloyia - yevikd : Agv mapovctdlel iaitepo Kivouvo yio To mepBUALoV.
Emucivduvo yia to vddrtivo mepiBdrlov, Bpayvrpodbeopog : Mn ta&wounpévog

(0&0¢)

Emucivduvo yia to vddrtivo mepiBdilov, pakporpodbecpog : Mn ta&wounpévog

(xpdviog)

Agv vdpyovv emmAEOV TANPOEOPiEg

Agv vdpyovv emmAEOV TANPOQEOPiEg

Agv vdpyovv emmAEOV TANPOQEOPiEg

Aev vdpyovv emmaAéov TANPOQOpieg
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Clonazepam
Agltio Agdopévov Acpareiog

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

Agv vapyovv emmAEOV TANPOQOPieg

Agv vapyovv emmAéov TANPOQOpieg

TMHMA 13: Xtovyeio oyeTikd pe tn ovd0eon

Agv vapyovv emmAEov TANPOQOPieg

TMHMA 14: ITAnpo@opieg GYETIKA PE T1| PETAPOPA

Topewva pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opég OHE 1 apOpog tavtotnTog

Aev 1oy0et ‘ Aev 1oy0et ‘ Agev 1oy0¢t

14.2. Oweio ovopocio arostolig OHE

Agv 1o0gt I Agv 1oy0gt l Agv 1oy0gt

14.3. Taén/-1g KivdOvov KaTa T1) PETOQPOPA

Agv 1oy0gt ’ Agv 1oy0gt ‘ Agv 1oy0gt

14.4. Opéoda cvokevaciag

Agv 1oy0et | Aev 1oy0et l Agev 1oy0et

14.5. ep1parhovTiKi] ETKIVOUVOTNTA

Agv 1oy0gt ’ Agv 1oy0gL ‘ Agv 1oy0gt

Agv vdpyovv emmiéov Srabéoiues TAnpoopieg

Eriysio petagopd
Agv 1oy0gL

petagopd pécw Buraocong
Aev woydet

Evaépra petagopd
Aev woydet

Aev woydet

TMHMA 15: Ztovyeio vopo0deTikov yopoktipo.

15.1.1. kavovicpoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropiopov)
Aev neprapfaveton oto Hapdaptnua XVII tov REACH
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Clonazepam
Agehtio Aedopévav Acpaleiog

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

Hapaptnpa XIV 100 REACH (Katdroyog 0d£1000tno1G)
Aev meprapPaveton oto Hapaptnua XIV tov REACH (Katdhoyog adetoddtnong)

Koatdroyog vroyneimv oveidv REACH (SVHC)

Aev teplappavetol 6Tov KatdAoyo vmoyhieuwy ovolidv REACH

Kavoviepog PIC (EE 649/2012, IIponyovpevn cvvaiveon petd omd evnpépmon)

Aev gpappoletor.

Kavoviepég POP (EE 2019/1021, Eppovor opyavikoi pomot)

Aev gpappodletart.

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

Aev meprapfavetor otov Katdhoyo ovotdv mov eEacbeviCov to 6Cov (Kavoviopdg EE 1005/2009)

Kavoviepdg mepi ekpnktik@v apédpopav ovordv (EE 2019/1148)

Aev mepiéyet kapio ovoio(eg) mov mepthappdvetarovtat) 6Tov KatdAoyo mpddpopmv ovotdv ekpnktik®v (Kavoviopog EE 2019/1148 oyetikd pe v gumopio Ko
™ ¥PNoN TPOSPOU®Y OVGLOV EKPNKTIKDV)

Kavoviopog nepi mpodpopmv ovei®dv vapkoTikdv (EK 273/2004)

Aev mepiéyet ovoia(eg) mov mepthapPavetar(ovior) 6Tov KoTdAoyo mpddpopmv ovetdv vapkeatikdv (Kavoviopog EK 273/2004 oyeticd pe tig mpoddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dwaraterg

Agev vdpyovv emmAEoV TANPOQOpieg

15.2. A&wohoynon ynukig ac@diglog

Agv vdpyovv emmAEOV TANPOQOPiEg

TMHMA 16: Alhegc TAnpo@opies

I peg keipevo pacswv H kor EUH:

H336 Mmopei va TpokaAéoet vvnhio 1 CaAN.

H361d "Yromto yio mpdrinon PAEPng oto épuPpuo.

Repr. 2 To&wodmTa 6TV ovamapoymyn, katnyopio 2

STOT SE 3 Ewum to&icodmta o 6pyava-ctoyovs votepa and pio epdnal Ekbeon, katnyopia 3, vapkmon

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOTIOIHEH EY®NHEX Ot tAnpo@opieg mov mepléyovtat 6e autd 0 deATio TpoépyovTal omd TYEG Tig omoieg Oewpovpe aiomiotes. [Topodra avtd, divovol
XOPIG Kapio yyomon, pnTn 1 appnTn, Yo TV akpifeld tove.
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