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

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia

Ovopa ovaciag : Lorazepam

Kodwog mpoidvtog : 201600536

Svvdvopo : Lorazepam, salts, hydrates, isomers and impurities where applicable

1.2. Zovogeic mpocdtopillopeEveg YPNGELS TS OVGIAG 1] TOV PEIYIOTOG KOL OVTEVOELKVOOIEVES YPNOELS

1.2.1. Zyenikéc mpofhemdpeveg ypNosig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTVLEN KoL TNV ETAYYEALATIKY EKTOIOELOT.
Xpnion g ovciag/Tov peiypotog : Mobvo Yo emaryyeApaTIKn YpHon
Katyopia Aettovpyiag 1| ypnong : Xnukég ovoieg epyactnpiov

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

1.3. Zroygia Tov TpopunBcvT) TOV dEXTiOV dEdOPEVOV GPaLEing

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. Ap1Opiog THAEQ®OVOL EMETYOVGAS AVAYKNG

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piopog EMKIVOUVOTNTOS

2.1. Ta&woépnon s oveiag 1| TOV PEIYNATOG

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

To&wdmta TNV avamapayoyn, Katnyopio 2 H361
To&wdmta 6TV avamapaymyn, ETmpochetn Katnyopia, emdpacelg ot yorovyio H362
1M pécm g yorovyiog

Ewwn to&ikodmra og Opyava-ctdyovs Hotepa and pia epanas £kbeon, katnyopio H336
3, vépkwon

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 OTOSEIKTIKNG 1GYVOG.

2.2. Zroyeio eTIKETOG

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

GHSO07 GHSO08
Ipogworomtiky AéEn (CLP) . IIpocoyn
Anhaoegig emkwvdvvomrag (CLP) : H336 - Mnopei va tpokaréoet vavniio 1 {oAn.
H361d - "Yronto yio tpdxinon Prapng oo EuPpvo.
Anidoeilg Tpopvriaéng (CLP) : P202 - Mnv to ypnoiponomoete npv dofdoete Kot KatovonoeTe Tig 0dnyieg tpo@vraéng.

P261 - Amogebyete va avamnvéete GKOVT.
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Lorazepam
Agltio Agdopévov Acpaleiog

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

P308+P313 - XE IMEPIIITQXH éxbeong 1 mbavottag ékbeong: TvpPovievbdeite/Emokepbeite
yutpo.

Zrpavon oOpemvo. Le: eEapeital 1) EGMTEPIKT GLOKEVAGIM, Ta TEPLEYOUEVA TG OToi0G dgv vrepPaivovy Ta 10ml

Ewovoypdppata kivdvvov (CLP) :

GHS08

Agv vrdpyovv emmAéov TANpoeopieg

TMHMA 3: Z0vOeon/mAnpo@opies Y10 T0 GVGTATIKG,

Ovopa AvayvopioTikog Kodikos | % Kararaén copeova pe v 0dnyia
TPOiOVTOG 1272/2008 EK [CLP]
Lorazepam - <100 Repr. 2, H361
Lact., H362
STOT SE 3, H336

TIMpeg keipevo tov ntdoswv H ko EUH: BAéne tpnipa 16

Agev 1oy0et

TMHMA 4: Métpa npatov fondsiav

Métpa tpdTav Pondetdv petd and emaen pe o dEppo : KoBapiote ™ peyarvtepn dvvarh mosdmra okovmilovidg ) (kabapd Kot Lodakd amoppoenTikd
mavi).
Métpa npdTav fondetdv HeTd and enaen 1e o LaTio . Eemhovete to. pdtia pe vepo yuo Aoyouvg acpodeiog.

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

TNV KOTATOAEPN 6] TI|G TUPKO!

KatdAnka péca mopdcPeong : KovuBépta nupdcPeong.

Kivdvvog mopkoaryidg © BAéme tpfpa 2.2.

MéTpa Y100 TNV KOTOTOAEUNGT| TG TUPKOYLAG : Xpnowomomote péca Katdofeons KatdAinia yio v tepBAALovGH TUPKAYLA.
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Lorazepam
Agltio Agdopévov Acpaleiog

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

TMHMA 6: Métpa 6€ TEPInTOON 0KOVOLOG EKAVOTG

6.1.1. I'a TPOSOTIKGO GLLO A6 TO TPOSCMOAUKG EKTUKTIG UVAYKNG

Métpa €KTOKTNG AVOYKNG . Amogevyete kGOe mepit Ekbeo.

6.1.2. T Gtopa mov TPocPEpovy TPMOTES Pordcieg

Agv vrdpyovv emmAéov TANpopopieg

Aev vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovy emmA£ov TANPOPopieg

Agev vrdpyovy emmAov TANpoPopieg

TMHMA 7: Xepiopog kon arodnkeoon

Agev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

BAéne tuqpa 1.

TMHMA 8: "EAeyyog Tng ék0eong/atopiki) Tpoctacio

8.1.1 EOvikég oprakis Tipég emayyshpotikig £k0eong Kot froloyukés oprokis Tipnég

Aev vrdpyovy emmAfov TANpoPopieg

8.1.2. ZunieTdpEvEg d10d1Kacics Tapakorovdneng
Agv vrdpyovv emmAéov TANPoPopieg

8.1.3. Zympatifovrar sToygia pdravens tov afpa
Aev vrdpyovy emmAfov TANpoPopieg

8.1.4. DNEL ka1 PNEC

Agv vrdpyovv emmAéov TANpoPopie

8.1.5. Ieproyés eréyyov

Aev vrdpyovy emmAfov TANpoPopieg

8.2.1. Katarinkotr pnyovikoi £reyyot

Katalinior pnyovukoi éreyyor:
Awnpniote og kaAd e&aepilopevo xdpo. ZuviBwg amotteitonr GOGTNHE YEVIKOD UNXOVIKOD EEAEPIGHOD TOV YDPOV.

8.2.2. ATOpKOG TPOOSTATEVTIKOG £E0TAMGPOG

8.2.2.1. TIpooTucio TOV HUTIAV KUL TOV TPOGAHTOV

Agv vdpyovv emmAfov mANpopopieg
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Lorazepam
Agehtio Aedopévav Acpaireiog

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

8.2.2.2. llpoctocia déppatog

IIpootacio Tov déppatoc:
oS8 epyasTnpiov

Ipootacio TOV (ePLOV:
IIpoototevTiKd yavtio

8.2.2.3. IIpooTocio TOV UVATVEVGTIK®OV 060GV

Agv vrdpyovy emmA£ov TANPOPopieg

8.2.2.4. Ogppkoi kivovvor

Agv vrdpyovv emmAéov TANpoPopieg

8.2.3. OproBétnon ko TapakorovOnon g neprfariovroroyikis ékOeong o€ Kivovvo

Agv vrdpyovy emmA£ov TANPOPopieg

TMHMA 9: ®vuo1kég Kot (NUIKEG 1010TNTEG

9.1. Zroygia Yo TG fUGIKES QUOIKES KA YNUIKES 1O10TNTES

Mopon T Zteped
APDOUOL © Mn dwbéopo
Epepdvion T Xkovn.

Oopny : Mn dwbéopo
10p1o ocudv © Mn dwbéopo
onpeio Méng / meproyn TENS © Mn dwbéotpo
Enpeio m&ewg © Mn dwbéorpo
Enpeio Bpacpod : Mn dwbéopo
Evpiextomra © Mn dwbéorpo
Opra kvdvvov ekpnéemg 1 Aev oydet
Xoaumiotepo 6pro kpnéng 1 Aev oydet
Yynmiotepo 6pro ékpnéng 1 Aev oydet
Enueto avapreéng 1 Aev oydet
Bgeppokpacio avtavaereéng 1 Aev oydet
Beppokpacio didonacng : Mn dwbéopo
pH : Mn dwbéopo
Awddopo pH : Mn dwbéopo
1EDdeC, KIvepoTicog (1) . Agv oybdel
AwAvtomzto : Nep6:<0.1g/l
ZUVTEAEOTNG KOTAVOUNG GE MELY IO N-OKTOVOANG/VEPOD : Mn dwbéopo
(Log Kow)

ITieon atpov : Mn dwbéopo
ITieon atpov oe Beppokpocio S0°C : Mn dwbéopo
IMukvomta : Mn dwbéopo
ZYETIKN TOKVOTNTA : Mn dwbéopo
ZyeTIKT TOKVOTNTA ATU®V 6Tovg 20°C T Agvioydet
Méyebog copatidiov : Mn dwbéopo

9.2. Aowréc TAnpogopisg
9.2.1. IIAnpogopics 6YETIKA PE TIC KLAGELS PUGIKOD KIVdVVOL
Agv vrdpyovv emmAéov TANpoPopieg

9.2.2. AMA0 (OpOKTNPIGTIKA a6QUlLeiag

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 10: Z100gp4TNTO KOL OVTIOPOCTIKOTITO.

10.1. AvnidpacTiKoTnTa

2100epd VIO KAVOVIKEG GUVOTKEG.
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Lorazepam
Agltio Aedopévov Acpaleiog

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

10.2. Xnpwn otabgpotnTa

Agv vrdpyovv emmAéov TANpoPopieg

10.3. IMBavoTNTA EMKIVOVVOV OVTIOPAGEDY
Kavévog yvootdg/-1/-6.

10.4. ZovOkeg TPog amoPuynv

Agv vrdpyovy emmA£ov TANPOPopieg

10.5. Mn cvpBata vika

Kapia og kavovikn gpion. BAéne tpuiua 7.

10.6. Emcivovva mpoiévra amocvvleong

Ortav Beppaiverar péypt Tov onpeiov S1UETOONG, EKTEUTEL ETKIVOVVOVG KUTVOVG.

TMHMA 11: To&wkoroyikég TANPOPOPiES

11.1. ITAnpo@opicg yia Tig TAEES Kivovvov, 0Ttmg opilovtar 6Tov kKavoviopd (EK) apif. 1272/2008

O&eia To&komra (amd oTOUUTOG)
O&eia To&ikotTo (deppatikn)
O&eia To&uotTa (avomvon)

1 Mn ta&wvounpévog (Baoet tov dtabéoipmv dedopévav, Ta Kpiripio To&vounong dev mAnpovvot)
1 Mn ta&wvopnpévog (EAeparticd dedopéva)
1 Mn ta&wvopnpévog (EAeparticd dedopéva)

Lorazepam

LD50 a6 tov 6t6p0T0G 68 epovpaiong

4500 mg/kg

AGBpmon ko epediopog Tov déppatog
ToPBopn opBarpikn PAARN/epediopog
Evaicbntomoinon tov avomvevstiko) 1
gvaucOntomoinon Tov d€ppatog
MetaAha&lyéveon YEVVNTIKOV KUTTApmV
Kapxivoyéveon

To&dTNTA Y10 TV AVOTOPOYOYY

Ewwn to&icomra ota opyava-otoyovg (STOT) —
epanaé £xbeon

Eww to&icomra ota opyava-otoyovg (STOT) —
emavenppuévn €ékbeon

Enmkwvduvomra avappoonong

© Mn ta&vopnpévog (EAeipatikd dedopéva)
1 Mn ta&wvopnpévog (EAeparticd dedopéva)
© Mn tag&vopnpévog (EAepatikd dedopéva)

© Mn ta&wopnuévog (EAreipatikd dedopéva)
© Mn tag&wvopnpévog (EArepatikd dedopéva)
© Yronto yio mpoxkAnomn PAAPNG ot yovdnta 1) 610 uPpuo. Mropei va BAdyet Ta. Bpépn mov

TPEPOVTOL PE UNTPIKO YEAOL.

© Mrnopei va tpokarécet vivniia 1 LoAn.

: Mn tag&wvopnpévog (EAkepatikd dedopéva)

© Mn taé&wvopnuévog (Advvapio GOALOYNAG SESOUEVMV Y10l TEXVIKOVG AOYOUG)

11.2. IAnpo@opicg yra GAAOVS TOTOVG ETIKIVOIVVOTITOS

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 12: Owkoroyikég TAnpo@opisg

12.1. To&ikétnTO

Owoloyia - yevikd

Emkivduvo o to vddtvo meptBaiiov, Bpayvmpddecog
(0&0¢)

Emkivduvo yio to vddtivo meptBailov, pakporpodecsiog
(xpdviog)

. Aev mopovoidlet 1aitepo Kivouvo yio to TepPaiiov.
1 Mn ta&wvopnpévos (Baoet tov dabéciov dedopévav, ta kptripta tagvounong dev TAnpovvrat)

© Mn tag&wvopnpévog (EAiepatikd dedopéva)

Lorazepam

LC50 - Yapua [1]

500 mg/1 (24dpa, Oncorhynchus mykiss (Apepikavikn I[Téotpopa)
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Lorazepam
Agltio Agdopévov Acpaleiog

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

Agv vdpyovv emmAfov mANpoPopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vrdpyovy emmA£ov TANPOPopieg

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe T 61d0gon

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA PE T1| PETAPOPE.

Zopeovo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. ApOpog OHE 1 aprOpog tovtétnTog

Aev 1oy0et ‘ Aev woydet | Agv woyvet

14.2. Oweia ovopacio arostolig OHE

Agv 1oy0et ‘ Agv 1oy0et | Aev 1oydet

14.3. Taén/-e1g KtvdOvov KaTa TN HETO.POPE

Aev 1oy0et ‘ Aev woydet | Agv et

14.4. Opdodo cvokevaciog

Agv 1oy0et ‘ Agv 1oy0eL | Aev 1oybdet

14.5. Mep1porlovTiKi ETKIVOVVOTNTO

Agv 1oy0gL Agv 1oyvet Agv 1oy0g1

Aev vapyovv emmAfov Stabéotpeg TANPoPopies

Eniyewo petagopa
Agv 1oydel

petagopd pécw Baraoong
Aev woyvet

Evaépra petagopd
Agev 1oy0et
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Lorazepam
Agehtio Aedopévav Acpaireiog

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

14.7. @aldooreg peTa@opis yOoNy cvppmva pe Tig Tpasels ron IMO

Agev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopaxtipo

15.1. Kavovicpoi/vopoOecio 6yeTikd pe TNV 06QAAELN, TNV VYEIO KO TO TEPLBAALOV VIO TNV OVGIA 1] TO pEIYRO
15.1.1. kavoviopoi EE

Hapaptnpa XVII Too REACH (ITIpoimobéceig mepropiopov)
Aev nepihappaveton oto [oapapmuo XVII tov REACH

Hopaptpae XIV Tov REACH (Katdhloyog ad€1086tn0mG)
Aev nepihappaveron oto [Mapapmua XIV tov REACH (Katdloyog adeioddtnong)

Katdroyog vroynierov oveidv REACH (SVHC)

Aev teptlapfavetol 6Tov Katdioyo vroyneiev ovcuwv REACH

Kavoviopég PIC (EE 649/2012, ITponyoduevn cuvaiveon petd omdé evpépmon)

Aev gpapuoletat.

Kavoviopog POP (EE 2019/1021, 'Eppovot opyavikoi pomor)
Aev gpappoletat.
Kavoviopég mepi e€aodévnong Tov 6Covrog (EE 1005/ 2009)

Aev nepihapfavetor 6tov Katdroyo ovoidv mov eEacbevitovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopog mepi ekpnkTik@v podpopov ovordv (EE 2019/1148)

Aev mepiéyer kapia ovsia(eg) mov mephappavetar(oviat) otov Katdroyo Tpddpopmv ovoldv ekpnktikdv (Kavoviopodc EE 2019/1148 oyetikd pe v epmopio ko
™ xpHon TPOSPOU®Y OLCLDY EKPNKTIKDOV)

Kavoviopdg mepi mpodpopmv oveidv vapkotikav (EK 273/2004)

Aev mepiéyet ovoio(eg) mov mepthapfavetay(oviat) 6Tov Katdhoyo pddpopmv ovetdv vapketikdv (Kavoviopog EK 273/2004 oyetikd pe Tig tpoddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drotaserg

Agv vrdpyovv emmAéov TANPOPOpieg

15.2. A&orhdynon ymuikig ocQaielog

Agv vrdpyovv emmAéov TANPoPopieg

TMHMA 16: ALLheg TANPOQOPiES

MMpeg keipevo ppacewv H xor EUH:

H336 Mmnopei va. tpokarécet vavniio 1} LaAn.

H361 "Yronto yuo tpéxAnon BAAPNG ot yovipdmta 1 6to £uPpvo.

H362 Mropei vo. BAdyet Ta. Bpépn OV TPEPOVTAL LE UNTPIKO YOAQL

Lact. To&wdTo 6TV avorapay®yn, ETmpocheTn Katnyopia, ETdpdcelg oty yokovyio 1| HEc® TG yaAovyiog
Repr. 2 To&wdmTa 6TV avorapaywyn, Katnyopio 2

STOT SE 3 Edun to&ucotnta og Opyova-otdxovg Votepa amd pia epamaé £kbeon, katnyopia 3, vapkoon

Aghtio Agdopévov Acpadeiog (AAA), EE

ATIOIIOIHXZH EY®NHZX Ot mAnpogopieg mov Teptéyovial o€ antd T0 dEATIO TPOEPYOVTUL OO TNYES TIG 0moieg Bewpolpe aomiotec. [lapdra avtd, divovran
xopig Kapio eyydnon, pntn 1 appnTn, Yoo v aKpifeid Toug.
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