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TMHMA 1: IIpoco10piop6g 0vGiog/peiypatos Ko ETapeiog/emysipnong

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Midazolam for system suitability
Xnuwn Ovopacio : Midazolam

Kwd.-EE 1 261-774-5

apOpuog CAS 1 59467-70-8

Kodwodg mpoidvtog : 202400619

1.2. Zvvo@eic TPocdLopllopeves YPNGELS TG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1|OELS

YyeTiké TpoPremopeveg yproscig

Xpnon g ovoiog/Tov peiypotog . Emompovikn épevva kon avémtuén
Teyvikég dOKIUES KOl AVAADGELS
Movo Y10 emayyEAHATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVOPEVES AP OELS

Tepropiopoi ot xpron 1 Oyt v TpOQULEL, QApRLOKa 1) OLKLOKT XpTiom
1.3. Ztoyyeia Tov TpopunOcvT) TOL dEXTiOV dEdOPEVEOV dGPaLEiag

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. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpdg Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1 TOL peiypoTog

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

O&ela to&cdmra (amd Tov 6TOHTOC), Katnyopio 3 H301
ZoPapn opboipkn BAAPN/0@Baipkdg epebiopdg, kKatnyopio 2 H319
To&wdmTo 6TV avorapaywyr, Katnyopio 2 H361
Ewwn| to&ikomra o€ 0pyova-ctdyovs Hotepa and pio EQAnas H336
£xbeon, kotnyopia 3, vépkwon

Emucivduvo yuo to vddtvo mepifdAiov — Xpoviog Kivduvoc, H411
Katnyopiag 2

I peg keipevo tov dniooemv H kot EUH: BAéne tunqua 16

AvemOopnTES QUoUKOYNIKES EMIPAGELS, KAOADG KoL EMIPAGEIS 6TV avVOpAOTIVY VYEio Kot 6T0 TEPIfdiiov

To&wo og nepintoon Kardroons. To&kd yio Toug VIPOBLOVG OPYAVIGLOVGS, LE HOKPOXPOVIES EMTTOGELS. 'Y TOTTO Yo TpdkAnon PAAPNG ot yovipdtta 1| 670
£uppvo. Ipoxaket coPapd opBotuikod epediopd. Mmopet va mpokarécet vvnhia 1 CaAN.

2.2. Zroyeia eTIKETOG

Xapaxtnpiopds coppove. pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

Sk ¥
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Midazolam for system suitability
Agltio Agdopévev Acpaleiog

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

GHS06 GHSO08 GHS09
[pogworomtikn AéEn (CLP) : Kivduvog
AnAdoelg emkvdvvottag (CLP) : H301 - To&wo oe mepintmon KaTAmoongs.

H319 - IIpokaiei coPapd opBaipikd epediopo.
H336 - Mmopei va tpokarécet vevniio 1 LaAn.
H361 - "Yronto yio mpoxAnon PAGPNS ot yovipdtta 1 6to £uppuo.
H411 - To&wod Yo Toug vIPOBLOVG OPYOVIGLOVGS, UE HOKPOYPOVIEG EMTTMCELS.

AnAdoetg Tpoeoiaéng (CLP) : P201 - Epodiacteite pe t1g 101kéG 0dnyieg mpv amd T ypnon.
P202 - Mnv 10 ¥pnGLOTOMGETE TPV SLoPACETE KOl KATAVONGETE TIG 00N YieG TPOPOAAENG.
P261 - Amogebhyete va avomvéete okOVN/avabupldcels/ aépa/oTayovidio/aTons/eKVEPMLOTAL.
P264 - ITAOvete Ta x€pia, Tovg TNXELS (AvTIBpayia) Kot TO TPOGMTO GYOMUGTIKE LETA TO XEPIOGHO.
P270 - Mnv 1pdrte, mivete 1 Komvilete, OTAV XPNGUOTOLEITE OWTO TO TPOTOV.
P271 - No ypnowonoteital poévo o€ avotkto 1 kakd aeplidpevo xmpo.
P273 - No amogevyeton 1 ehevbépwon oto meptBdAiov.
P280 - No popdte TpocTATEVTIKE YAVTIO/TPOGTOTEVTIKG EVOVLATO/HEGO ATOUIKNG TPOCTAGIOG Y10 T
UATI0/T0 TPOCMOTO/TOL AVTLAL.
P301+P310 - ZE IIEPIITQXH KATAIIOZHEX: kaAéote apéoms o yotpo.
P304+P340 - ZE IIEPIIITQXH EIZIINOHE: Metagépate tov mafovta otov kabapd aépa kat
apNoTe ToV Vo EEKOVPOOTEL GE GTAGT TOV SIEVKOADVEL TIV OVOTTVOT.
P305+P351+P338 - XE IIEPIIITQXH EITA®HX ME TA MATIA: ZEenlivete TpocekTiKd pe vepod
Y10 0PKETE AemTd. AV VIAPYOLY POKOT EXAPTC, OPAPESTE TOVGS, AV ivar g0KOL0. XuveyioTe va
Eemhéverte.
P308+P313 - XE IIEPIITQXH éxbeong 1 mbovotntog £xbeong: Zvpfovievdeite/Enioxepbeite
yutpo.
P312 - KoAéote to KENTPO AHAHTHPIAXEQN 7 éva yutpd, av aicbavbeite adwbeoia.
P321 - Xpeidleton e1din ayoyn (PAéne copumAnpopatikeég 0dnyies TpdTav Pondeidv oty eTikéta).
P330 - Eemldvete 10 oTOUA.
P337+P313 - Eav dev vroywpei 0 00Oaipikig epebiopodc: Zvppovisvdeite/Emorepbeite yotpod.
P391 - Maléyte ™ yopévn mocdTa.
P403+P233 - Amobnievetan og KaAd aepldpevo ydpo. O mepléktng doTnpeitot EpunTikKd KAEIGTos.
P405 - dvrdooeton KAEWOUEVO.
P501 - AuaBeon tov mepilexopévov/aepléktn o€ onpeio GLALOYNG ETKIVOLVEOVY 1 EWIKOV aroPANTOV,
GOUPOVOL [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SebVelg KOvoviGHove.

INpavon coppova pe: E&apeitor ) ecotepikn) cuokevaoio, Ta meplexoeva g omoiag dev veepPaivovv to 10ml.

S

Ewovoypappoata kivdvvov (CLP)

GHS06 GHSO08
2.3. AlLot Kivovvol
Alheg TAnpopopieg . Evepyd ovotatikd (og pappokevtikd tpoiovra) (Puyotpomog ovaia).

IIpocoyn - N mapodoa ovcio dev Exel aKOUN SOKILUOTEL TANPWOG.

TMHMA 3: X9vOeon/aAnpo@opies Y10 T0 CVGTATIKG

3.1. Ovoieg
Ovopa AVoyvoOpeTIKOG KOOKOG % Katdraén copoava pe tnv odnyia
TPoidvTOg 1272/2008 EK [CLP]
Midazolam apOpog CAS: 59467-70-8 <100 Acute Tox. 3 (A6 tov otoparog), H301
Kwd.-EE: 261-774-5 (ATE=215 mg/kg copatikov Bépovg)
Eye Irrit. 2, H319
Repr. 2, H361
STOT SE 3, H336
Aquatic Chronic 2, H411

I peg keipevo tov dniocemv H kot EUH: BAéne tunqua 16
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Midazolam for system suitability
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 4: Métpa npatov fonderaov

4.1. eprypoon péTpov TpOTOYV fondsiav

Tevikd pérpa tpdTev Ponderdv . Ye mepintoot au@PoAdV 1| €4V T0 GUUTTOUATO ETUEVOVV, KOAEGTE YLIOTPO.

Métpa tpdtev Bonbeidv petd and slomvon : Metagépete Tov mofovta oTov Kabapd a€pa Kot apnoTe ToV Vo EEKOVPOCTEL 6€ GTAOT TTOV
S1evkoAvveL TV avamvor|. Apriote Tov Tafdvia va Eekovpaotel. e nepintoon adwdeciog :
Zvpfovievdeite/Emoxebeite yiotpo.

Métpa tpdtev Bondeidv petd omd enaen pe To dEpuo © ATOPOKPUVETE TO LOAVGUEVO POVYIGHO, TAOVETE OAN TNV eKTEDEIUEVT TEPLOYN OEPLATOG LE OTOAD
GOamTOVVL KOt VEPOD, Kat TN cLVEXELD EemAéveTe ne (eoTO vepo.
Métpa tpdtev Bondeidv petd amd exapn He o LaTio. 1 Eemhivete apécm Kol TOPATETAULEVO e VEPO KPATMOVTAS avorytd o PAEQapa TovAd IeTOV 15

Aemtd). Edv vidpyovv @oioi emaens, apatpEate Toug, EpOcov gival ekoro. Xuveyiote va Eemiévere.
Zopfovievteite yotpd £dv cuveyiletat 0 TOVOG 1 1) KOKKIVIAQL.

Métpa tpdtov Bondeidv petd amd katdmoon : Eemhdvete o otOpa pe vepd (Lovo edv to dtopo dratnpel Tig aronoelg Tov). Mnv yopnynoete moté
0TWNTOTE OO TO GTOUA GE ATOUO TTOL £XEL XAoeL Tig aishnoelg tov. Kodéote apéowg to KENTPO
AHAHTHPIAZEQN/yatpo.

4.2. TpavTIKOTEPO. GUUTTONOTO KOL ETLOPACELS, AUEGES 1| PETAYEVEGTEPES
ZOUTTONOTO/EMOPACELS LETE OO EXAQT UE TOL LATIOL : Ilpokarel coPapd o@Oaipcd epebiopd. Epubpotnra, movoe.
4.3."Evo€1En 0To10.601)TOTE ATUITOVIEVIS GUEGTG LUTPIKNG @POVTIONS KL E0IKNG Oepameiag

Agev vrdpyovv emmAéov TANpoPopieg

TMHMA 5: Métpa y10. TNV KOTOTOAEPNN O] TG TUPKAYLAG

5.1. [TvpooPeotika péca

Katahinia péoa mopdofeong . Xpnowonomote péca KatdoPeons KatdAAnia yio v tepiBdilovoa tupkayld. Atoeidio Tov
avOpaxa. Pexaopog pe vepd. Enpn okovn. KovBépta mupodcPeonc.
AKATIAANA0 TUPOGPESTIKG HEGO : Mn ypnowonoteite peydin pon vepoo.

5.2. Exdukoi TOol EMKIVOUVOTNTOS TOV TPOKVTTOVV 0Té TNV 0VGIA 1] TO PEIYRa

X mepinTmon TupKaylig Tapdyovtot ETKivouva . H atelg kavomn anehevbepdver emkivdvvo povoeidio tov avBpaka, d10&€id1o Tov avBpaia Kot
TPOIOVTO amoGHVOESNG Ak to&kd agpta. IIBavn amoforn to&kod vEpoug.

5.3. Zv6Ta0ELS Y10 TOVG TUPOGPEoTEg

MéTpa Yo TV KOTATOAEUNGT) TNG TUPKAYLAG 1 Amo@evyete T Slpuyn ToL vePoL TG TuPOSPecng 6To TEPIBAALOV.
Ipooctocio katd v TupdoPeon 1 Mnv enepPaivete yopig KaTdAANA0 £EOTAMOUS. AVTOVOLT AVOTVEVGTIKT] GUGKELN HE HOVOOT).
OLOGOUN TPOCTUTEVTIKY) GTOAN.

TMHMA 6: Métpa o€ TEPINTOGN 0KOVOLOG EKAVOTG

6.1. Ilpocomkéc TPOPVAGEELS, TPOGTATEVTIKOG EEOTMGIOS KOL S1UOIKAGIEG EKTOKTNG OVAYKIG
Ievikd pétpa © AmoQevyETE TV EMOLPT} TOV TPOIOVTOG LLE TO SEPLLA, T HATLOL ) TO POVYIGUO.

I TpocOmKS GAL0 a7 TO TPOSOTIKO EKTUKTNG AVAYKNG

Métpa EKTOKTNG AVayKNG 1 ATONOKPOVETE TO TEPLTTO TPOSOTIKO.

T dTopa mov TPocsPEpovy TpdTES fo10reg

omhopdg TpocTaciog : Mnv enepPoivete ywpic katdAAnho eéomhopd. Mo tepiocdtepeg Tnpopopicg avatpéée oty
Bfomhous . M . . vy o6, T . ) . .
evomra 8 :""Eleyyog g ékbeong-Atopkn tpoctacia.

6.2. Ileprparrovrikég mpoPuAGEelg
Na arnopedyetar 1 Elevbépmon oto mepipdrrov. Eumodicte T €i6080 6T0VG 0moYETEVTIKOVS 0y®@YOVG 1) 6TO dNUOGLO SiKTVLO VEPOL.

6.3. M£00d01 Kon VAMIKG Y10 GVYKPAT 0N Kol KaOoplopo

IMa v amobnkevon 1 Amoppo@noTe T0 PE £va adpOvEG DAIKO Ko TOTODETHOTE TO G€ évav KOTAAANLO meptéktn Stébeong
amofANTmV.
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Midazolam for system suitability
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

MéBodot kabapiopod 1 EemAOVETE TIG LOAVGHEVEG EMLOAVELES PE ApBovo vepd. Kabapiopog e amoppumavTikd.

6.4. [lopomwopnn og Ghho TEqpOTO

Agite 10 Tunpa 13 yio tAnpogopieg oyetikd pe m didbeon.

TMHMA 7: Xeipiopég kon amo0ikevon

7.1. IIpo@uAGEELS Y10, AGPUAN YEIPLONO

Emndéov kivdvvor katd v eneepyocio . Eyxvopovotoeg kot Onhalovoeg va pnv £pyoviat o€ Kopio EToQT| e T0 TPoidv.
Ipoeuldéers Yo aoorn XEPLOUO 1 Amogevyete kaOe nepirt Ekbeomn. Dpoviicte MOTE 0 YOPOG epyosiog va e&uepileTal cOOTA.
Métpa vylewvng : Mnv tpdre, nivete M| komvilete, dtav ypnoponoteite ovtd to mpoidv. Ta poivouéve evévporo

epyaciog dev mpémet va Pyaivovy amd to ydpo epyacioc. [IMdvete ta xépla oag Tpv amd kabe
£PYOOLOKO StAEYLIO KO LETE TO TENOG TNG EPYAGINGC.

7.2. ZovOnkeg a6Qaiovg QOLAENS, cupmeplopfavopnévay T 6y acoppotoTiTav

ZovOnkeg OAUENG 1 Amofnkeveton og KoAQ aeplopevo ympo. O meptéktng Statnpeitat epunTiké KAEWGTOS. AToQevyeTe
™ (éotn Kot TNV Apecn NAloKT aKTvoBoAia.
Y\ cvokevasiog : AlnpnoTe 6TOVG apYLKODG TEPLEKTES.

7.3. Ewdun} Telkn ypnon 1 yp1oeis

Agev vrdpyovv emmAéov TANpoQopieg

TMHMA 8: ‘Eleyyog g ék0eonc/atopki tpoctacio

8.1. lapapeTpor eréyyov
Agv vrdpyovv emmAéov TANpopopieg

8.2."ELeyyor £ék0gong

Kataiinior pnyavikoi éreyyon

Kotaiinhor pnyavikoi éreyyou:
Ppovriote dote 0 YDPOg epyaciog vo e&aepiletol 6moTh. TovN0mG ATULTEITAL GUGTNLO YEVIKOD UNYOVIKOD EEQEPIGULOD TOV YDPOV. LTO HETPO TOV SVUVATOD M)
APNOT TOL TPOIOVTOG TPEMEL VO YIVETOL GE EPYUCTNPLUKT XOAV).

ATOMKOG TPOGTATEVTIKOG EE0TAGHOG

IIpoctacio TOV HOTIOV KOl TOV TPOGCAOTOV

Ipootocio 0@OaAn®V:

Dopdre cvuokevn Tpoctaciog yio Ta patia. [Ipostatevtikd yvaiid pe TAdylo tpootatevtikd. (EN 166)
Ipootacio Tov déppatog

IIpocrocia Tov déppartog:
Dopdte KOTGAANAO TPOGTOTEVTIKO povyIcHo. Xprion oe epyactipia : modid epyactnpiov. (EN 13034)

IIpocrocia TOV yEPLAOV:
Na popdte kordAAnio yavtue. IIpocstatevticd yavto avOektikd og ynukd npoiovea. (EN 374)

IIpoctacio TOV UVOTVEVCTIKAOV 00®DV

IIpootacio TOV OVATVEVGTIKAV 00GDV:
e mepinTmon Tapay@yng oKOVNG, YPTOLLOTOWOTE TPOSTUTEVTIKY HAoKa pe @iktpo : P3

TMHMA 9: ®vokég Kot YNUIKEG 1010TNTEG

9.1. Ztoyeia Yo TS facikés QUOIKES KoL YNUIKES 1O10TNTESG

Duowkn KoTdoToom 1 Zteped

APDLOL : White. kitpvomodc.
Epedavion : Crystalline powder.
Mopiaxn pata : 325,8 g/mol
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Midazolam for system suitability
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Ooun : Mn dwbéoipo
Opro oopng : Mn dwbéopo
Inpeio mEemg : 161 -164°C
Inueio mEemg : Mn dwbéopo
Enueio Bpaopod : Mn dwbéopo
Evopiektomrta : Mn dwbéopo
Xapunhotepo 6pio £kpnéng : Aev oydet
AvdtoTo 0pilo expnépomrag : Agv oydet
Inueio avaereéng : Aev oydet
Bgppokpacio avtavapieéng : Aev oydet
Bgppokpacio arocHvieong : Mn dwbéopo
pH : 6-8(10%)
Awdropo pH : Mn dwbéopo
1EDOES, Kivepatikog (1)) : Aev oydet
Awrvtomra : Nepo: <0,1 g/l
TOVTEAEGTNG KOTAVOUNG G HETY L0 N-0KTAVOAN G/ VEPOD : Mn dwbéopo
(Log Kow)

Téon atumdv : Mn dwbéopo
Ilieon atpov og Beppoxpacio 50°C : Mn dwbéopno
TTvkvoémta : Mn dwbéopo
TyETIKN TOKVOTNTO : Mn dwbéopo
ZYETIKN TUKVOTNTO 0TUAOV 6TOoVG 20°C : Aev oydet
Méyebog copatidiov : Mn dwbéopo

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 10: X100gp0TTa KOl OVTIOPAGTIKOTTA

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALOV TANPOPOPiES

Agv vdpyovv emmA£ov TANPOPOPieg

TMHMA 11: To&woloyikég TANpOPOPiES

Oé&ela to&codmra (amd oTOHUTOS) . To&wod oe mepintmon Katdmoonc.
Oé&ela to&ucdmra (deppotikn) : Mn ta&wvopnpévog (EAdepatikd dedopéva)
Oé&ela to&ucdmra (avamvon) : Mn ta&wvounpévos (EAdepatikd dedopéva)

Midazolam (59467-70-8)

LD50 and tov otdépatog 68 0povpaiovg 215 mg/kg
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Midazolam for system suitability

Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

AGBpwon ko gpediopdg Tov dEppatog

ZoPapn opOaipkn PAPN/epedionog

EvaisOntomoinem tov avamvevuotikob 1
gvoucOntomoinon Tov d€ppatog

MetaAdogryéveon YEVVINTIKOV KUTTApOV
Koapkwvoyéveon

To&wodmTa 6TV avamopay®yn

Ewdu to&ucotnta ota 6pyava-ctoyovs (STOT) —
epanag éxbeon

Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) —
emavelnppévn €kbeon

Emucvdvvomnta avoppognong

: Mn ta&wopnpévog (EMeiparticd dedopévar)

pH: 6 — 8 (10%)

: Ilpokarel coPapd o@Oaipkod epebiopo.

pH: 6 — 8 (10%)

: Mn ta&vounpévog (EAiepatikd dedopéva)

: Mn ta&wopnuévog (Bdoet tov Stobéoipmv dedopévav, Ta Kprnpio toSvounong 6ev mAnpovval)
: Mn ta&wopnuévog (EMeiparticd dedopévar)

1 Ymomto yio mpdrinon BAEPng ot yovudtnto 1} 6o £uPpuo.

: Mmnopei va Tpokoréoet vivniia 1) SOAN.

1 Mn to&wvounpévog (EMepaticd dedopévar)

: Mn ta&wopnpévog (EAleipatikd dedopévar)

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 12: OwoAoyiKES TANPOPOPIE

Emikivduvo yia to vddrtivo mepiBdilov, Bpayvrpobeopog : Mn ta&wounuévog (Baoet tov drabéctumv dedopévav, o kprmpla ta&vounong dgv TAnpodvor)
(0&0c)

Emikivduvo yia to vddrtivo mepiBdAlov, pakporpobeopog : To&kd yio Toug VIPOBLOVG OPYAVIGLOVS, LE LOKPOXPOVIES EMTTOGELS.

(xpoV10G)

Midazolam (59467-70-8)

LC50 - Yapa [1] 4,3 mg/1 (96 dpeg, Oncorhynchus mykiss (Apepucivikn Iéotpoea)) (MéBodog OOZA 203)

EC50 - Kapkwoewdn [1] 7,1 mg/1 (48 dpeg, Daphnia magna (Nepodyvirog)) (Mébodog OOZA 202)

- ®vko 4 mg ®peg, Scenedesmus subspicatus (ITpdcva @okn £00d80g
EC50 72h - @Y 1 11,4 mg/1 (72 & Scened bspi Ipd 0 MéBodog OOZA 201

Midazolam (59467-70-8)

AVOEKTIKOTNTO KO IKAVOTITO OTTOSOUNONG Agev voiotato tayeio omocuvheon

Agv vdpyovv emmALOV TANPOPOPiES

Agv vdpyovv emmALov TANPOPOPies

Aev vdpyovv emmAov TANPoPopie

Aev vdpyovv emmAéov TANpoPopie

Agev vdpyovv emmAéov TANpoPopieg
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Midazolam for system suitability

Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 13: Xtovyeia oyeTika pe tn 613d0gon

13.1. M£00odor emeCepyaciog amopritmv

Agv vdpyovv emmALov TANPOPOPiEg

TMHMA 14: [TAnpo@opisg 6YeTIKE pe T PETAPOPE.

Toppova pe ADR / IMDG / IATA

ADR IMDG IATA
14.1. ApwOpég OHE 1 apiBpég tavtétnTag
UN 2811 UN 2811 UN 2811

14.2. Oweia ovopacsio arostolic OHE

TOZEIKA XTEPEA, OPTANIKA, E.A.O.

TOXIC SOLID, ORGANIC, N.O.S.

Toxic solid, organic, n.o.s.

Heprypagi eyypaowv petagopds

UN 2811 TOEIKA XTEPEA, OPTANIKA, E.A.O.,

UN 2811 TOXIC SOLID, ORGANIC, N.O.S,, 6.1,

UN 2811 Toxic solid, organic, n.o.s., 6.1, III,

6.1, 111, (E), EINIKINAYNA I'IA TO 111, MARINE ENVIRONMENTALLY HAZARDOUS
INEPIBAAAON POLLUTANT/ENVIRONMENTALLY
HAZARDOUS
14.3. Ta&n/-e1¢ KivdHvov KOTA TN RETO.QOPA
6.1 6.1 6.1

£23

6

¥

$

14.4. Opada cvokevaociog

111

11

111

14.5. Tlep1falhovTIKI EMKIVOVVOTITA

Emwivduvo yo to mepipdiiov: Now

Emcivouvo yo to mepipdiiov: Now
Molvopatikdg Tapdyovtog Yo To VOATIVO
neppaiiov: Now
ApBudc EmS (TTupkayid): F-A
ApOuodc EmS (Awppon): S-A

Emwcivduvo yo to mepipdiiov: Now

Aev vrdpyovv emmAéov dabéaies TAnpopopies

14.6. Ewdwuéc mpo@uAhagerg yia Tov (pioetn

Eniyewo petagopa

Kddwog ta&vounong (ADR)

Ewducée dotaées (ADR)
Mepropiopéveg mosdteg (ADR)
E&apovpeveg mocdmteg (ADR)
Odnyieg ovokevaoiog (ADR)

Ewducés dotaéelg ovokevooiog (ADR)
Awtdéelg pektg ovokevaocieg (ADR)

T2

. 274,614
: Skg

. El
: P002, IBCOS, LP02, ROO1
: B3

: MP10

Odnyieg yio opnTég defapeveig ko gpmopevpatokifotia : Tl

x0dnv (ADR)

Ewducég drataéers yio popntég deEapevig Kot
gumopevpotokiBatia xodnv (ADR)
Kodwog de&apevig (ADR)

Ewducéc dotaéers ya deEapeveg (ADR)
Oympo yo petopopd deEapevng

Katmyopia petagopds (ADR)

1 TP33

. SGAH, L4BH
. TU15, TEI9

. AT

: 2
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Midazolam for system suitability

Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Ewducés drotaéelg yia mn petapopd - Xodnv (ADR)
Ewducés drataéers yuo ) petapopd - Poptmon,
eKQOpTOON Kat xeptopos (ADR)

Ewducég drataéers yuo ) petapopd - Agtrovpyia (ADR)
ApBv avayvopiong kvdvvoo (Képiep App.)
IMoptokoAi dickot

Kodwog meploptopmv yio onpayyes (ADR)

petagopd péco Baraocong

Ewu mpopreyn (IMDG)
Iepropopéveg mosodtnteg (IMDG)
E&apovpeveg mosdtnteg (IMDG)
Odnyieg ocvokevasiog (IMDG)

Odnyieg cvokevaciog epmopevpaToKIPOTIOV-deEAIevHV
(kadwkog IMDG)

Ewwég dataéerg IBC (IMDG)

Odnyieg v de&apevég (IMDG)

Ewwéc datdcers v de€apevég (IMDG)
Katyopieg poptiov (IMDG)

1310 teg ko mapatnpnoeg (IMDG)

Evoépua petagopd

PCA E&aupovpeveg mocdmteg (IATA)

PCA Tlepropiopéveg mocdtteg (IATA)

Kabapn péyiom mocdta yio meploptopévn tocotmto
EMTPETOLEVT Y10 EMPOTIYE AEPOCKAPT KO YLOL
aepookden petapopds poptiov (IATA)

Odnyieg ovokevaoiog ya emPatnyd aepookden (IATA)
Kabapn péyiom mocdtnta yio emBotnyd aepookaen
Kat ylo agpookden petapopds eoptiov (IATA)
Odnyieg ovokevaoiog HOVO Yol 0EPOGKAPT) LETUPOPES
poptiov (IATA)

Méyiotn mocdTTO HETAPOPAS ATOKAEIGTIKG ad
aepookden petapopds poptiov (IATA)

Ewucés drotaéelg (IATA)

Kwdwkog ERG (IATA)

. El
: P002
: IBCO8

1 VCI1, VC2, AP7
: CV13,CV28

S9

. 60

1 223,274

Skg

: B3

¢ Tl

: TP33
A

: Toxic if swallowed, by skin contact or by inhalation.

. El
: Y645

10kg

1 670

100kg

1 677

: 200kg

: A3,AS
: 6L

14.7. @aldooreg peTapopis yvony coppmva pe Tig Tpatels ron IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopoktipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6@aiera, Tnv vysio kKot 7o agpifdirov yio TV ovcia 1 0 peiypa

kavovicpoi EE

Hapéptype XVII tov REACH (IIpobmoBéceic mepropiopov)

Aev neprappéveton oto Mapaptnuo XVII too REACH

Hapapmpa XIV 100 REACH (Katdroyog 0.0£1060Tn61\G)

Aev neprappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Katdroyog vroynerov oveidv REACH (SVHC)

Aev meptlapfavetotl 6tov KatdAoyo vroyneuwv ovcimwv REACH

Kavoviopog mepi e€aodévnong Tov 6Covrog (EE 1005/ 2009)

Aev nepthappdvetor otov Katdloyo ovstdv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)

23/10/2025 (svnuépwon)

EL (eAnvicd)

8/11



Midazolam for system suitability
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Kavoviopog tov Zvpfoviriov (EK) yia Tov éheyyo e1d®@v dimhig ypiong
Aev neprappaveton otov Kavoviepd (EK) tov Zvpfoviiov yia to £i6n Sumhng xprions.

Kavoviopog mepi ekpnkTik®v Tpodpopmv overdv (EE 2019/1148)

Aev mepiéyer kopia ovoio(eg) mov meprapfavetoi(ovrat) 6Tov Katdloyo Tpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gpmopio kot
™ XpNoN TPOSPOUDY OVGLDY EKPNKTIKADV)

Kavoviopog mepi mpédpopmv overdv vapkoTikav (EK 273/2004)

Aev mepiéyet ovaio(eg) mov mepthapfavetayovial) 6Tov Kotdhoyo Tpddpopmy ovetdv vapkatikdv (Kavoviepog EK 273/2004 oyetikd pe Tig TpOSpopes ovoieg
VOPKOTIKOV)

15.2. A&oroynon yMuikig acQaielog

Agv vrtapyovv emmAéov TANpopopieg

TMHMA 16: AlAeg TANPOQPOPIES

Emonqpavon arlrhayov

Tpnpa Tpomomompévo croryeio Hapotnpiicerg
Avtikofiotd v ékdoon Ipoctédnke
EVNUEPOOT| Ipoctédnke
ApBuog OHE (RID) Ipoctédnke
Ap1Bpos kKOvov/pmhe ehtov (ADN) Ipoctédnke
Ynroypewtikog eEomiopog (ADN) Mpootédnke
Emupenopeva péoa petapopdc (ADN) Ipootédnke
E&mpovpeves mocdtnteg (ADN) Ipoctédnke
Iepropopéveg mosotnteg (ADN) IIpoctédnke
Etucéreg kvddvov (ADN) Ipootédnke
Kwdwog ta&vopnong (ADN) Ipootédnke
KatdAinin ovopacio amoctolrg (RID) Mpootédnke
Ap. Tavtomoinong kwdvvov (RID) Ipoctédnke
Aépota e&npég (RID) IIpoctédnke
Ewwcég dratdéels yio  petapopd - Doptwon, Ipootidnke

eKQOpTOON Kot xepopdg (RID)

Ewwcég datdéerg yio  petagopd - Xoony (RID) | [Ipootédnke

Metagopikny katnyopio (RID) Mpootédnke

Ewdwcég dratagers yo tig de&apevég RID (RID) Mpoctédnke

Kodwoi de&opevav yio tig defapevég RID (RID) | Ipoctédnke

Ewwcég drotaéers yio kvmtég debapeveg ko xoomv | IIpoctédnke

nepiékteg (RID)

Odnyieg yo kvntég delapevég kat ooy mepiékteg | lIpootédnke
(RID)

Aotaéets Yo 11 petktég cuokevaocies (RID) Ipoctédnke
Edwcég datdéers ovokevaoiag (RID) Mpoctédnke
Odnyieg ovokevaoiog (RID) Ipootédnke
E&mpovpeves mocdtnteg (RID) Ipoctédnke
Iepropiopéveg mosotnteg (RID) IIpoctédnke
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Midazolam for system suitability
Agltio Agdopévev Acpaleiog

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

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Hopatnpicseig
Ewum npopreyn (RID) Ipoctédnke
Katmyopia cvokevaciog (RID) Ipootédnke
Kddwkag ta&vounong (RID) Ipootédnke
Enpeio avapreéng (IMDG) Aoupidnke

2.1 AvemOOUNTEG PLOTKOYNKES EMOPAGELS, KAODS TpomomouOnke
KO EMOPACELS 6TV avOpdTIvN vYEia Kot 6T0
nepBéAiov

2.1 Katdto&n oopemva pe v odnyio 1272/2008 EK | TpomomounjOnke
[CLP]

2.2 Ewcovoypappata ktvddvov (CLP) TpomomouOnke

2.2 Anidaoelg Tpoeoraéng (CLP) TpomomouOnke

2.2 Anioocelg emkivduvomtag (CLP) TpomomouOnke

2.3 AMeg mAnpogopieg TpomomouniOnke

4.1 Métpa tpdTev Pondeidv puetd and emopn pe to TpomomouniOnke
pétio

4.2 ZOUATOUOTO/EMOPACELG LETG OO EMOAPT) LLE TO. Ipootidnke
pétio

7.1 Emm\éov kivduvol katd v eneéepyocio Ipoctédnke

9 APOHOL Ipootédnke

9 Epopdvion TpomomouOnke

9 pH Ipootédnke

9 Moptoxn pade Ipootidnke

9 Inueio T&emg Ipootidnke

11.1 LD50 and tov 6topt0g 6€ 0povpaiovg TpomomouOnke

12.1 LC50 - Yapua [1] Ipootédnke

12.1 EC50 72h - ®bka [1] Ipootédnke

12.1 EC50 - Kapkwvoewdn [1] Ipootédnke

14.1 ApOuoc OHE (ADN) Ipootidnke

14.2 KatdiAnin ovopacio amootodric (ADN) Ipootidnke

14.3 Etucéreg kvddvov (RID) Ipootédnke

14.4 Kammyopia cvuokevaciag (ADN) Mpootédnke

14.6 Ewducn npopreyn (ADN) Ipoctédnke

IIMpeg keipevo ppacseowv H kon EUH:

Acute Tox. 3 (And Tov O&eia To&wotnta (06 T0V GTOHATOC), KoTnyopio 3

GTOLOTOC)

Aquatic Chronic 2 Emkivduvo yuo to vddrvo mepifdAiov — Xpoviog kivduvog, katnyopiog 2

Eye Irrit. 2 YoPapn o@Oaiucr BAAPN/00Balikdg epebiopdg, kKatnyopio 2

H301 To&wo og nepintoon Kotdmoong.

H319 Ipokaiei coPapd opbuipkd epebiopo.
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Midazolam for system suitability
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

I peg keipevo ppacewv H ko EUH:

H336 Mmropei va tpokarécet vvniio 1y (aAn.

H361 "Yronto yio mpoxAnon PAAPNG ot yovydmta 1} 610 Euppuo.

H411 To&wd Y10 TOVG VIPOPLOVG OPYOVIGHOVS, LE HAKPOYPOVIEG EMITTMCELS.

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

STOT SE 3 Edun to&ucotnta og Opyava-otoxovs otepa and pio epamaé £xbeon, katnyopia 3, vapkoon

Aghtio Agdopévaov Acpareiog (AAA), EE

ATIOIIOIHXZH EY®NHX Ot tAnpogopieg mov mepiéyovtar 6e avtd o dedtio Tpoépyovtat amd mnyég Tig onoieg Oewpovpe aédmiotec. [Tapodia awtd, divovran
Yopic Kapio gyyonon, pnty N appntn, Yo v akpifetd tovg. Ot cuvinkeg N ot pébBodot yeptopod, amobnkevong, ypNnong 1 ardppLyng Tov TPoidvTog dev
VIOKEWTAL 6T S1KH pLog €0OHVN Kot PITOPET Kot VoL NV EUTITTOVY Kat 6TIS appodtotTég Log. [''avtong Kot yio GAAovG AdYove, omomotovpacte kabe evbovn o
TEPIMTOOT AMOAELNG, VAKNG ) XPNHOTIKAG {NUiog 0o, 1 e 0TotodNmoTe TPOTO GUVOEVELEVT LE, TO YEIPIGHO, TNV amodKevon 1) TN XP1oN TOL TPOIdVTOS. AVTO TO
Aehktio Agdopévav Acpaleiog cuvtayOnke Kel TPETEL VoL XPNGULOTOLEITAL Y10 TO GUYKEKPLLEVO TPOTov. Edv to mpoidv ypnoiomoteiteat ©g cuatatikd GAlov
TPOTOVTOG, Ol TANPOPOPIES TTOV TAPEXOVTOL GG EVOEYETOL VOL UMV EIVOL EPUPUOGLUES. VTES OL TANPOPOPieS BacilovTal 6TIS TPEYOVGES YVAOGELS UG KOL
TpoopilovTal yio. vo. TEPLYPAYOLV TO TPOTOV OTOKAEIGTIKA Y10 AOYOVG VYELNG, c@aAelog Kot TEPPAAAOVIIKOV ATOITHOEOV. XVVERMS, dgv Oa Tpémet va DewpnOet
OTL £YYVATOL OTOLOINTOTE GUYKEKPULEVT 1O1OTNTOL TOV TPOTOVTOG.
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