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

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia

Ovopa ovaciag : Bromazepam

Kodwog mpoidvtog : 201600115

Svvdvopo : Bromazepam, 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]

O&eia To&komra (amd Tov oTONATOG), KaTnyopio 4 H302
AéBpwon/epediopog tov déppatog, katnyopio 2 H315
ZoPBopn opBaipkn PAAPN/0@Buikdg epedicpodc, katnyopio 2 H319

Ewwn to&ikodmra og 0pyava-ctdyovs Hotepa and pia epanas £kbeon, katnyopioc H335
3, gpebiopdg ™G AVaTVELGTIKNAG 0800
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 OTTOSEIKTIKNG 10YVOG.
2.2. Zroyeio eTIKETOG

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

GHSO07
Ipogworomtiky AéEn (CLP) . IIpocoyn
Anhaoeig emkwvdvvomrag (CLP) : H302 - Emprapés oe mepintwon katdmoong.

H315 - Ipokalei epebiopd tov déppatog.
H319 - Ipokaiei coPfapd o@Oaiucd epebiopd.
H335 - Mnopei va tpokoréoet epeiopd g ovomveLoTIKNAG 0300.
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Bromazepam
Agltio Agdopévov Acpaleiog

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

Aniooeilg Tpopvraéng (CLP) 1 P261 - Anogedyete va avamvéete okdvn/ovabudoeis/oéplo/ctoyoviotn/aTpoNs/eKVepOIOTA.
P264 - TIAdvete ta yépua, Tovg mxels (avTiBpdyila) Kot 10 IpOSOTO GYOAACTIKA LETE TO YEPIOUO.
P270 - Mnv tpd1e, Tivete 1 kanvilete, OTov YpNOYLOTOLEITE QVTO TO TPOTOV.
P271 - Na ypnowomoteitat povo oe avolktd 1 KoAd agplopevo ydpo.
P280 - Na. popdte mpooTaTELTIKG YAVTIO/TPOGTUTEVTIKG EVOVLATO/HEGE OTOUIKNG TPOCTAGIONG Y10L TO.
UATLO/TO TTPOGMTO/TO AVTLA.
P301+P312 - XE INEPIIITOXH KATATIOXHE: KaAéote to KENTPO AHAHTHPIAZEQN 1 éva
yutpd, av acbavieite adabecia.
P302+P352 - XE INEPIITQXH EITAO®HE ME TO AEPMA: ITAdvte pe dpbovo vepod.
P304+P340 - XE IEPIIITQXH EIZIINOHX: Metagépate tov mabovia otov kabapd agpa kot
AQNOTE TOV Vo EEKOVPOCTEL GE GTAOT OV FLEVKOAVVEL TNV CVOTTVOT).
P305+P351+P338 - XE IEPIIITQXH ETTA®HE ME TA MATIA: Eenlbvete TpoceKTIKA e VEPD
Y10 0pKETE AEMTE. AV VILAPYOVV PAKOT ETAPNC, APALPESTE TOVG, AV Efvat E0KOA0. ZuveyioTe v
Eem\évere.
P312 - Kaiéote 1o KENTPO AHAHTHPIAZEQN 1 éva yuatpd, av aicbavieite adiabecio.
P321 - Xpetdletor ewdikh ayoyn (PAEne copminpopoticés odnyieg mpdtov fondeidv oty eTikéTa).
P330 - Egn\dvete o oTOMA.
P332+P313 - Eqv nopatnpnbei epebiopog tov déppatog: Tvppovievdeite/Emokepbeite yiotpo.
P337+P313 - Eqv dev voywpei 0 opBatpkdg epebiopdg: Zopfovrevdeite/Enokepbeite yiotpd.
P362+P364 - Bydhte ta. poAvopéva podyo kot TAOVTE To. TPV T0. EAVOYPT|CILOTOGETE.
P403+P233 - Amobnkedetar og kol agpiiopevo xmpo. O mepiéktmg dratnpeiton epuntiké KAEGTOC.
P405 - dvldooetat KA mpévo.
P501 - Awébeomn tov mepieyopévon/mepiéktn o€ onpeio cLAAOYNG emkivéuvov 1 E0IKGOV omofANToV,
GULPOVO LLE TOVG TOTKOVG, TEPLPEPELNKOVG, £BVIKODS 1/Kkon dtebveig kavoviopovs.

Zhpavon cOpemva pe: eEapeital 1) EMTEPIKY GLOKEVAGIM, Ta TEPLEYOLEVA TG OTol0G dgv vIepPaivovv Ta 10ml

Agv anorteitol osnjpavon

2.3. AlLot Kivovvor

Aev vrdpyovv emmAéov TANpoeopie

TMHMA 3: XOv0eon/ainpo@opies yio T0 GVOTATIKA

3.1. Ovoigg

Ovopa AvayvoploTIKOg KMOKOg % Katdraén ocopomva pe tnv odnyia
TPOidVTOg 1272/2008 EK [CLP]

Bromazepam - <100 Acute Tox. 4 (Amd tov otoparog), H302

(ATE=300 mg/kg copoatikov Bdpovg)
Skin Irrit. 2, H315
Eye Irrit. 2, H319
STOT SE 3, H335

IMnpeg keipevo tv nidoewv H kon EUH: BAéne tunqpa 16

3.2. Meiypota

Agv oyvet

TMHMA 4: Métpa npdtov fondsiov

4.1, lleprypopn pETPOV TPAOTOV fonberav

Métpa mpdTmV fondetdv petd and exagn He TO dEpHa . KaBapiote ™ peyordtepn duvari mocodmta okovmilovtds tn (kabopd Kot HOAOKO 0moppoenTiKoO
Tavi).
Métpa mpdTmv fondetdv petd and exagn Le To PaTio . Eemlovete ta Latior pe vepod yio Aoyoug ocporeiog.

4.2. ZNpavTiKOTEPH COPTTONATO KOL ETOPAGELS, ANEGES 1] NETAYEVECTEPES

Agev vrdpyovy emmAfov TANpoPopieg
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Bromazepam
Agltio Agdopévov Acpaleiog

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

Agv vdpyovv emmAfov mANpoPopieg

TMHMA 5: Métpa yio TV KaTomToA{pnon e TupKayLag

KatdAnka péca mopdcPeong . KovuBépta nupdoPeong.

Kivévvog muprayidg . BMéme tpfua 2.2.

MéTpa Y100 TNV KOTOTOAEUNGT| TG TUPKOYLAG . Xpnowomomote péca Katdofeons KatdAinia yio v mepBAALovco TupKayLd.

TMHMA 6: Métpa 6€ TEPIATOG 0KOVOLOG EKAVONG

6.1.1. I'a TPOCOTIKS GLLO A6 TO TPOSMMUH EKTUKTNG UVAYKNG

Métpa £KTaKTNG OVAYKNG © Amogevyete kGO mepirth EkOeon).

6.1.2. ' dropo mov TPooPEpovy TPpdOTES Podeieg

Aev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovv emmAéov TANPoPopieg

ATHMA 7: Xepiopoc kon awrodnkevon

Agv vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovy emmA£ov TANPOPopieg

Biéme tunua 1.

TMHMA 8: "EAgyyog Tng ék0eong/atopiki Tpoctacio

8.1.1 EOvikég oprakis Tipég emayyshpotikig £k0eong ko frolhoyukég oprokés Tipég

Agv vrdpyovv emmAéov TANpoPopieg

8.1.2. ZuvieTMpEvES drad1kacics TapaKkorovdneng

Aev vrdpyovy emmAfov TANpoPopieg
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Bromazepam
Agltio Agdopévov Acpaleiog

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

8.1.3. Zympariovrar otoyygia pHTaveng Tov aépa

Agev vrdpyovy emmA£ov TANpoPopieg

8.1.4. DNEL xax PNEC

Agv vrtdpyovv emmAéov TANpoPopieg
8.1.5. Ileproyécg eréyyov

Agv vrdpyovy emmA£ov TANPOPopieg
8.2."ELeyyot £kBgong

8.2.1. Katdiinior pnyavikoi £rheyyon

Katarlinior pnyovucoi £reyyor:
Awmpnote o kaAd eEaeptlopevo Ydpo. ZvvNnBOG amaITeiTan GOOTNHA YEVIKOD UNYaviKoy eE0EPIGULOD TOV YDPOL.

8.2.2. ATOpKOG TPOGTATEVTIKOG E0TAMGLOG

8.2.2.1. IIpocTocio TOV HUTIAV KUL TOV TPOGAHTOV

Agv vrdpyovy emmA£ov TANPOPopieg
8.2.2.2. Ilpoctocio déppatog
IIpootacio Tov déppatoc:

mod14 epyactnpiov

Ipootacio TV LePLOV:
IpoototevtiKd yavtio

8.2.2.3. IIp0oTUGia TV UVATVEVGTIKAOV 00DV

Aev vrdpyovy emmAfov TANpoPopieg

8.2.2.4. Ogppukoi kivovvol

Agv vrdpyovv emmAéov TANpoPopieg

8.2.3. OproBétnon kot TapakorovOnon g neprfariovroroyikic ékBeong o€ Kivovvo

Aev vadpyovy emmAfov TANpoPopieg

TMHMA 9: ®voi1kég Kot ynNUIKES 1010TNTEG

9.1. Zroyyeia Yo Tig facIKES QUOIKES KA YNUIKES 1O10TNTES

Duoikn KotdoTaon T Xteped
APOLOL © Mn dwbéoyio
Epgadvion T XKkovn.

Oopn © Mn dwbéoyo
Opto oopng © Mn dwbéoyo
Inueio ™&emg : Mn dwbéorpo
Inueio m&emg : Mn dwbéorpo
Inpeio Bpacpod : Mn dwbéorpo
Evpiextomra : Mn dwbéorpo
Op1o. kvdvvov ekpnéemg 1 Agv oydet
Xapniotepo 0pio £kpnéng 1 Aev oyvet
Avdtato pro ekpn&potrag 1 Agv oydet
Inpeio avapreéng 1 Aev oyvet
Ogppokpacio avtavapreéng T Agv oydet
Bgppokpacio amochvieong : Mn dwbéoyo
pH : Mn dwbéoyo
Awdropo pH : Mn dwbéopo
1E®deg, KvepoTiedg (1) . Aev oybdel
Awdvtémto : Mn dwbéopo
2VVTEAEOTNG KOTAVOUNG GE MELYILO N-OKTOVOANG/VEPOD : Mn dwbéopo
(Log Kow)

Tdon otpumdv : Mn dwbéopo
ITieon atpov oe Beppokposio S0°C : Mn dwbéopo
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Bromazepam
Agltio Agdopévov Acpaleiog

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

TTvkvotnta

ZyetTikn TokvoOTNTOL

TyeTikn TUKvOTNTO 0TUOV 6ToVG 20°C
Méyebog copatidiov

© Mn dwbéoyo
© Mn dwbéoyo
1 Agvioyvet

© Mn dwbéoyo

9.2.1. Ik po@opies GYETIKA PE TIS KLAGELS UGIKOD KIVdHVOU
Agev vrdpyovy emmAfov TANpoPopieg
9.2.2. AMA0 {OpOKTNPIGTIKG 0.6QULEING

Agv vrdpyovv emmAéov TANpoeopie

TMHMA 10: Xta0gpdtnTo Kol avIIdpaoTIKOTNTO

Ztafepd VIO KAVOVIKEG GUVOTKES.

Agv vrdpyovy emmA£ov TANPOPopieg

Kavévag yvootog/-1/-6.

Agev vrdpyovy emmAfov TANpoPopieg

Kapio og kavovicn ypnon. Biéne tunqpoa 7.

Ortov Beppaivetar p€ypt Tov onpeiov SIUCTOONG, EKTEUTEL EMKIVOVVOVG KOTVOVG.

TMHMA 11: To&koroyikég TANPOPOPIES

O&eia To&ikomTa (0md oTOUATOG)
O&eia To&ikomTo (deppratiKn)
O&eia To&otTa (avomvon)

. EmProfég og nepintoon kotdmoong.
© Mn ta&wvopnpévog
1 Mn ta&wvopnpévog

Bromazepam

LDS50 and tov otdpatog o€ apovpaiovg

300 — 2000 mg/kg

AGBpmon ko epebiopog Tov d€ppatog
ZoPBopn opBaipikn PAABN/epediopog

: Ilpoxahrel epebiopod Tov déppotoc.
. TIpoxaiei coPapd opBaipcd epebiopo.

EvaisOntomoinon tov avorvevotikod 1y © Mn ta&wvounpévog
gvaicOntomoinomn Tov d€ppatog

MetaAro&ryéveon YEVWINTIKOV KUTTAP®OV © Mn ta&vounpuévog
Kapxwoyéveon : Mn ta&vounpuévog
To&wdmTa Y100 TV Avemepoy®yn © Mn ta&wvopnpévog

Ewikn to&ikémta ot Opyava-otoyovg (STOT) —
gpamag £xbeon

© Mmnopei va tpokoréoet epedopd TG avamVELGTIKNG 0000.

Ewikn to&ikémta ot 0pyava-otoyovg (STOT) — © Mn ta&vopnpévog

emovelknppévn €kbeon

Enwwvduvomta avappoenong © Mn ta&wvopnpuévog
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Bromazepam
Agltio Agdopévov Acpaleiog

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

Agv vdpyovv emmAfov mANpoPopieg

TMHMA 12: Owkohroyikég TAnpo@opisg

Owoloyia - yevikd : Agv mopovoitdlet 1aitepo Kivoduvo yio to TepBailov.
Emikivduvo yio to vddtivo meptBaAiov, Bpayvmpdbeopog : Mn ta&vopunpévog

(0&bg)

Emikivduvo yio to vddtivo meptBdAiov, pakporpdbeopog @ Mn ta&vopunpévog

(xpéviog)

Agv vrdpyovy emmA£ov TANPOPopieg

Agev vrdpyovy emmAfov TANpoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovv emmAfov TANpoPopieg

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe T 61d0gon

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YeTIKA pe T1| HETAPOPE

Topupovo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. AprOpéc OHE 1 apOpog TavtotnTog

Agv 1oy0gt Agv 1oyvet Aev 1oyder

14.2. Owkeia ovopasia awoctoric OHE

Agv 1oy0et ‘ Aev 1oy0et | Aev 1oy0et

14.3. Tagn/-e1g KtvdHvov KOTA TN PETOQPOPE

Agv 1oy0et ‘ Agv 1oy0et | Agv 1oy0¢t

14.4. Opdoo cvokevaciog

Aev oy0et ‘ Aev woyvet | Agv woyvet
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Bromazepam
Agltio Agdopévov Acpaleiog

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

ADR IMDG IATA

14.5. Ileprfarrovtikn} emKivévvoTnTa

Aev 1oy0et Agv woyvet Agv et

Aev vrdpyovv emmAéov dobéaieg TANpopopies

14.6. Exdukég Tpo@ura&erg yia tov ypnetT

Eniyewo petagopa
Aev 1oydel

petapopd péco Balacong
Aev 1oy0et

Evaépro petagopd
Agev 1oy0et

14.7. @ardooreg peTa@opis yvony copgpmva pe Tig Tpacels ron IMO

Agev 1oy0¢et

TMHMA 15: Ztorygio vopoOetikod yopaxtipa

15.1. Kavoviopoi/vopo0eoio 6YETIKA pe THY 06QAGLEWD, TNV VYEIN KoL TO TEPLPGLLOV YI0 TNV 0VGIA 1] TO peiypa
15.1.1. kavoviopoi EE

Mapdaptype XVII tov REACH (IIpodroBéceic mepropiopov)

Aev meptrapfavetat oto Mapapmmpo XVII tov REACH

Hapapmpa XIV 100 REACH (Katdroyog a.0£1060Tn61G)
Aev nepihappaveton oto Moapapmua XIV tov REACH (Katdloyog adei0d6tnomng)

Kataroyog vroyniguov overdv REACH (SVHC)

Aev teptlapfavetotl 6Tov Katdioyo vroynerev ovcuwv REACH

Kavoviopég PIC (EE 649/2012, ITponyoduevn cvvaiveon petd amd evnpépmon)
Aev gpappoletar.

Kavoviopég POP (EE 2019/1021, "Eppovot opyavikoi pomor)

Aev gpappoletat.

Kavoviopég mepi e€aoBévnong Tov 6Lovrog (EE 1005/ 2009)

Aev nepihapfavetor otov Katdroyo ovciav mov e&acbeviCovv to 6lov (Kavoviepog EE 1005/2009)

Kavoviopiog mepi ekpnkTik®v tpodpopmv ovordv (EE 2019/1148)

Aev mepiéyer kapia ovsia(eg) mov mephapPavetar(oviat) 6Tov Katdhoyo Tpddpopmv ovcimv ekpnktikdv (Kavoviopudg EE 2019/1148 oyetikd pe v epmopio Kot
™ PO TPOSPOL®Y OLGLDY EKPNKTIKADV)

Kavoviopég mepi mpodpopmv overdv vapkotikav (EK 273/2004)

Aev mepiéyet ovoio(eg) mov mepthapfavetayoviat) 6Tov Katdhoyo Tpddpopmv ovatdv vopkatikdv (Kavoviopog EK 273/2004 oyetucd pe i mpddpopes ovoieg

VOPKOTIKOV)

15.1.2. EOvikég dworateg

Agv vrdpyovv emmAéov TANpoPopieg

15.2. A&wordynon ymuikis o.cQaierog

Agv vrdpyovv emmAéov TANpoPopieg
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Bromazepam
Aghtio Aedopévav Acpalreiog

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

TMHMA 16: ALAheg TANPOQOPIES

Emonpoven arlrhoy®dv:
Toa&woumon g ovsiag 1 Tov pelypoToc.

M peg keipevo ppacswv H ko EUH:

Acute Tox. 4 (A6 Tov O&ela to&ikomta (amd Tov 6ToOHNTOC), Katnyopio 4

GTOHATOG)

Eye Irrit. 2 ZoPapn o@Oaipkn BAAPN/00Bakkdg epedionds, katnyopio 2

H302 Emproapés oe nepintwon kotdmoong.

H315 IpokaAel epediopd tov déppotoc.

H319 TIpoxaiei coPapd opBaipuikd epebiopo.

H335 Mrmopei vo. Tpokarécel EpeBIoIO TG AVATVEVGTIKNG 050V,

Skin Irrit. 2 AGBpwon/epedionog Tov déppotog, katnyopia 2

STOT SE 3 Educn to&uwcotnta og dpyava-ctoxovs Dotepa and pio epdmas £kbeon, katnyopia 3, epediopdg g avamvevoTikng 0800

Aghtio Agdopévov Acpadeiag (AAA), EE

ATIOIIOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyoviat oe ovtd To deATio mpoépyovtat amd Ty Tig omoieg Bempovpe adiomotes. [Tapdra avtd, divovran
xopic kapio eyydnon, pntn 1 appnTn, Yoo mv akpifetd toug.
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