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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
Ewu to&ucotnta o 0pyova-otod)ous VoTepa omd pic QTS H336
£xbeon, kotnyopia 3, vépkwon

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

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPLPdALOV

To&wo og nepintwon kotdroons. Mmopet va mpokarécet vevniio 1y (ain.
2.2. Ztoyeia eTIKETOG

Xapaxtnpropds copgove. pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

ok

Ewovoypappata kivovvov (CLP)

GHS06
Ipogwboromtikn AN (CLP) : Kivduvog
AnAdoelg emkvdvvottag (CLP) : H301 - To&wo oe mepintmon KoTAmoongs.

H336 - Mnopet va mpokaiécet vrvnio 1 CaAn.
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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

AnAdoetlg Tpoevraéng (CLP) : P261 - Anogebdyete vo avomvéete okdvn/avabopidoels/aépia/otayovidio/aTons/eKvepMULOTaL.
P301+P310 - ZE ITEPIIITQEH KATAIIOZHX: koAéote apuécmg To yuuTpo.
Iipovon copeova pe: EEapeiton n eowtepikn cuokevacia, to nepleydpeva g onoiag dev vepPaivovy ta 10ml.

Ewovoypappata kvdovov (CLP) :

GHS06
2.3. Ahhor kivovvor
AlAeg mAnpoopieg : Evepyd ovotatiko (o€ QoplLoKenTIKA TpoidvTa).

Poyotpdmog ovcia.
ITpocoyn - N Tapodca ovaio dev Exet aKOUN SOKIULAGTEL TAPOC.

TMHMA 3: Z0vOeon/TAnpo@opies Y10 T0 CVGTATIKG,

3.1. Ovoieg
Ovopa AVayvopeTIKOg KOOTKOG % Koatdraén copoova pe v odnyia
TPOi6VTOG 1272/2008 EK [CLP]
Midazolam apOpog CAS: 59467-70-8 <100 Acute Tox. 3 (Amo tov otoparog), H301
Kwd.-EE: 261-774-5 (ATE=215 mg/kg copatikov Bépovg)
STOT SE 3, H336

ITAnpeg keipevo tov niocewv H kot EUH: BAéne tunqua 16

TMHMA 4: Métpa npdtov fonbsiov

4.1. Ileprypagn pétpov np@ToV fondeidv

Tevikd pétpa tpodTev fonderdv : Xe mepintoot apPoAdV 1| €4V T0 GUUTTOUATO ETLUEVOVV, KAAEGTE YLOTPO.

Métpa tpdTev Bondeidv petd and eilomvon 1 Metagépete Tov T0HovTa 6ToV Kabapd aépa Kot apnoTe TOV Vo EEKOVPOCTEL GE GTAGT) TTOV
S1evKoADVEL TV avomvor|. Apriote Tov Tafdvia va Eekovpaotel. Xe nepintoon adwbeciog :
ZvpPovievdeite/Emoxeqbeite yiotpo.

Métpa tpdTev Bondeidv petd omd emagn pe To dEpuo : ATOPOKPUVETE TO LOAVGUEVO POVYIGHO, TAOVETE OAN TNV EKTEDEIUEVT TEPLOYN OEPLATOG HE OTAAD
GOaTOVVL Kot VEPO, Kal TN GLVEXELD EemAévete pe (eoTd vepod.

Métpa tpdTev Bondeidv HeTd amd emapn 1e To LATIO : Eemlovete pe vepd kpoatdvtog to fAEeapa kakd avorytd. Zvpfovlevteite yiutpd edv cvveyiletat o
TOVOG M 1 KOKKIVILQL.

Métpa tpdtav Bondeidv petd omd katdmoon : Eemhovete o otopa pe vepd (Lovo edv to dtopo dtatnpei Tig aronoeig Tov). Mnv yopnynoete moté
0TWONTOTE OO TO GTOU GE ATOUO TTOV £XEL XAoeL Tig ashnoelg Tov. Koiéote apéowng to KENTPO
AHAHTHPIAZEQN/yotpo.

4.2. ZNPavTIKOTEPO COPTTONATO KUL EMOPAGELS, APEGES 1] NETAYEVECTEPES
Agv vrtapyovv emmAéov TANPoPopieg

4.3."Evé€1&n 0mo1a60NTOTE AMULTOOPEVG GPECT|G LUTPIKIG PPOVTIdUG Ko E101KNG Ogpaneiog

Agv vrapyovv emmAéov TANpopopieg

TMHMA 5: Métpa yro. TNV KOTOToAEPN 0N TG TVPKAYLAG

5.1. MvpooPeotika péoa

Katdhnia péoa mopdofeong 1 Xpnowonomote péca KatdoPeons KatdAinia yia v neptBdilovoa mupkayld. Atoéeido Tov
avOpaxa. Pexaopos pe vepd. Enpn okovn. KovBépta mupdoPeonc.
AKATIAANA0 TUPOGPESTIKO LEGO : Mn ypnowonoteite peydin pon vepoo.
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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

X nePInTOON TVPKAYLIG TaPayovTaL ENKIVELVA : H orelg kadon amekevbepdver emkivovvo povoleidio tov dvBpaka, dto&eidio Tov avBpaka Kot
mpoidvta arochvieong Ao o€ aépta. [Tibovn amoBoin to&kod vEpoug.

Métpa Y10 TV KOTOTOAEUNGT TG TUPKOYLOG 1 Amogevyete T d1QLY1 TOL vEPOD TG TVPOGPecng 6To TEPPAALOV.
IIpocrtacio katd v TopdcPecn : Mnv enepoivete yopic katdAnio e£omAopd. AvTOVOUT OVOTVEVGTIKT GUGKELT UE HOVOGCT).
OMOGOUN TPOGTUTEVTIKT) GTOAN.

TMHMA 6: Métpa o€ TepinTton aKovoLaS EKAVONG

Tevikd pétpa : Amo@evyete TV ETAPN TOV TPOIOVTOG LLE TO SEPHA, TOL HATLO ) TO POVYIGUO.

I'a TpocmmKd GALO 076 TO TPOCOTIKO EKTUKTNG AVAYKNG
Métpa éktaxtng avykng : ATOPOoKPOVETE TO TEPLTTO TPOSWTIKO.
TN dropa wov TpocPépovy TpdTES fo10reg

E&onhopog mpootaciog : Mnv engpoivete yopic katdrinio egomhopd. ' tepiocdtepeg TAnpoPopics avatpié&te oty
evomta 8 :""Eleyyog tng ékbeong-Atopkn tpoctacio.

No amogevyeton 1 ehevbépwon oto nepifdirov. Epmodiote v €i6080 6TOVG amoyeTeLTIKOVG 0y®@YohG 1] 6TO dNUOGLO SIKTVO VEPOD.

T v anoBnikevon : ATOppoPNoTE TO HE £V 0dPAVEG DAIKO KO TOTOOETNOTE TO G £vav KATAAANAO TEPLEKTN d1aBeaNg
amopfATov.
MébBodot kabapiopon 1 Eemhdvete TG polvopéves empaveles pe apbovo vepd. Kabapiopdg pe amoppumovtikd.

Agite 10 Tpnpa 13 yio tAnpogopieg oyetikd pe t didbeon.

TMHMA 7: Xepiopog ko awodnkevon

TIpo@ura&els yio ac@ain yeipiopd . Amogevyete kGBe meprrth kbeon. Ppovtiote doTe 0 Y Dpog epyaciog va e&aepiletar cwoTd.

Métpa vyevig : Mnv tpare, mivete 1| kanvilete, dtav ypnoponoteite avtod to mpoidv. Ta poivopéva evévdpato
epyaciag dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oag Tpv amd kabe
£pYOOLOKO StAELpO KoL LETE TO TENOG TG EPYAGTINGC.

TovOnkeg @OAUENG : Amofnkedeton oe KoAd agpllopevo xmpo. O meptéktng dwatnpeiton epuntikd KAEWGTOG. AToQevyeTe
™ (éotn Kot TV Gpecn nAlokT akTvoBolia.
Y\ikd cvokevasiog 1 AltnpioTe GTOVG OPYLKOVG TEPLEKTES.

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 8: ‘Eleyyog ¢ ék0eonc/atopiki tpoctacio

Aev 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

8.2. "Edeyyon ék0gong

Kataiinior pnyavikoi éreyyol

Katalinior pnyavikoi éreyyou:
DpovticTte ®OTE 0 YDOPOS epyosiog vo e&aepiletal cmotd. Zuvndmg omatteitol GHOTNLA YEVIKOD HNYavIKoD eEQEPIGHOD TOV YMPOV. XTO HETPO TOV SLVATOL T
XPNOT TOV TPOIOVTOG TPEMEL VO, YIVETOL GE EPYUGTNPLUKT YOAUVN.

ATOPIKOG TPOCTATEVTIKOG EEOTAONOG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Ipootocio 0@Baipn®V:

Popdte cuokevn TpocTaciog yio o patio. [Ipoctatevtikd yvad pe Tidylo tpoctatevtikd. (EN 166)
Ipootacio Tov dépparog

IIpootacio Tov déppoToc:
Dopdte KATIAANAO TPOGTOTEVTIKO POVYICUO. XpHon 6€ epyacTipia : Todld epyactnpiov. (EN 13034)

Ipootacio TOV YEPLOV:
Na gopdte katdAinia yévto. [Ipootatevtikd yavtia avOektikd o ynukd apoiovta. (EN 374)

IIpooTucio TOV AVATVEVGTIKAOV 00®V

IIpootacio TOV OVATVEVGTIKOV 00(V:
Yg neplnton Topaymyng GKOVNG, XPNCULOTOUOTE TPOCTATEVTIKN HdoKa pHe iktpo : P3

TMHMA 9: ®vokég Kot ynNUIKEG 10160TNTEG

9.1. Zroyeia Yo Tig facikéc QUOIKES KOL YNUIKES 1OL0TNTEG

Dok KoTAoTUoT 1 Zteped
APDHOL 1 Mn Swbéopo
Epgdvion 1 Zkovn.

Oopn : Mn Swbéotpo
Op1o oopng : Mn Swbéorpo
Enpeio téewg : Mn Swbéorpo
Enpeio mhgemg : Mn Swbéotpo
Enpeio Bpacpod : Mn Swbéorpo
Evpiextémrta : Mn Swbéorpo
Xoaunidtepo 6pro Ekpnéng 1 Aev oyvet
AvdTato 0plo ekpnEpoTnTog 1 Aev oyvet
Enpeio avaereéng 1 Aev oyvet
Beppokpacio avtavapreing 1 Aev oyvet
Bgppokpacio arocHvheong : Mn Swbéorpo
pH : Mn Swbéorpo
Awddopo pH : Mn Swbéorpo
1E®deg, KvepoTiedg (1) : Aev oybdel
Awdvtomro : Nep6: <0.1 g/l
ZUVTELEGTNG KOTAVOUNG O Pely o N-0KTavOAN G/ vEPOD : Mn Swbéorpo
(Log Kow)

Téon otumv : Mn Swbéorpo
ITieon atpov oe Beppokpacio S0°C : Mn Swbéopo
TTukvotnta : Mn dwbéoyio
TyeTIKn TUKVOTNTOL : Mn dwbéoyio
ZyeTIKN TUKVOTNTA ATUAV 6TOVG 20°C : Agv oydet
Méyebog copatidiov : Mn dwbéoyio

9.2. Aoutéc TAnpogopisg

Agv vrdpyovv 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 10: Xta0gpdtnTo Kol avIIdpaoTIKOTNTO

Agv vdpyovv emmALov TANPOPOPiEg

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrapyovv emmAéov TANpopopieg

TMHMA 11: To&koroyikég TANPOPOPIES

Oé&eia to&ucdmra (amd 6ToOpaTOC) : To&wo og nepintwon Kotdmoongs.
Oé&eia to&ucdmra (deppotikn) : Mn ta&wopnpévog (EMeipaticd dedopévar)
Oé&eia to&ucdmra (avamvon) : Mn ta&wopnuévog (EMeipaticd dedopévar)

Midazolam (59467-70-8)

LD50 and tov 6tdpaTog 68 apovpaiong 215 mg/kg (RTECS NI12922190)
AGBpwon ko gpediopdg Tov dEppatog : Mn ta&wopnuévog (EMeiparticd dedopévar)
ToPapn opOaipkn PAPN/epedionog : Mn ta&wounuévog (EMeparticd dedopévar)
EvaisOntomoinemn tov avamvevoticob 1 : Mn ta&vounpévog (EAdepatikd dedopéva)
gvaucOntomoinomn Tov dEppatog
MetaAdogryéveon YEVVINTIKOV KUTTApOV 1 Mn ta&vounpévog (EAeipatikd dedopéva)
Koapkwvoyéveon : Mn ta&wopnpévog (EAdeiatikd dedopévar)
To&KdTNTO 6TV AVATAPOYOYN : Mn ta&wvopnpévog (EXketpaticd dedopévor)
Ewdu to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mmnopei va tpokoréoet vevniio 1) SOAN.
epamag éxbeon
Ewum to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn ta&wvounpévog (EMepaticd dedopévar)
emavelnupévn ékbeon
Enucvduvotnta avappdenong : Mn tag&vounpévog (Advvapio GVALOYNAG SESOHEVMV Yol TEXVIKOVG AOYOVG)

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 12: Owoloyikég TANpoQoOpies

Emikivduvo yia to vdartivo mepiBdrlov, Bpayunpobeopog : Mn ta&wounuévog (EAienaticd dedopéva)
(0&bg)

Emikivduvo yia to vddrtivo mepiBdilov, pokporpodbeopog : Mn ta&wounuévog (EAhenaticd dedopéva)
(xpoV10G)
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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

Midazolam (59467-70-8)

AVvOeKTIKOTNTO KOt IKOVOTNTA ATOdOUNGONG | Aev vopiototon Tayeio anocvvheon

Aev vrdpyovv emmAéov TANPoPopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALov TANPOPOPies

Agv vdpyovv emmALov TANPOPOpieg

Aev vdpyovv emmAov TANpoPopie

TMHMA 13: Ztorycio oyeTikd pe T o1afeon

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA IE TT| LETAPOPD.

Zopeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opéc OHE 1 apOpog tavtotnTog

UN 2811 UN 2811 UN 2811

14.2. Oweia ovopacio amostoric OHE

TOZIKA XTEPEA, OPTANIKA, E.A.O. TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.

Meprypag] eyypdomv petapopdg

UN 2811 TOEIKA STEPEA, OPTANIKA, E.A.0., | 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) 11

14.3. Ta&n/-€1g KivdOvoL KOTE TN HETAPOPA

6.1 6.1 6.1
6 6
14.4. Opddo cvokevaciog
111 1 1T
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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

ADR

IMDG

IATA

14.5. IleprforhovTiki] emKivouvoTNTA

Emcivouvo yia to meptBdrrov: Oyt

Emwivduvo yuo to mepiaiiov: Oyt
MOAVGUOTIKOG TOPEYOVTAS Y10l TO VOUTIVO
meptpdirov: Oyt
ApBpdc EmS (TIupkayid): F-A
ApOudc EmS (Awppon): S-A

Emwivduvo yo to mepipdirov: Oyt

Aev vrdpyovv emmAéov dobéaies TAnpopopies

14.6. E101kéc TPoQUAGEELS Y10 TOV (PGTN

Eriyswo petagopd

Kodwog tagvounons (ADR)

Ewdwés dotaées (ADR)

[epopiopéveg mosdteg (ADR)

E&mpovpeves mocotnteg (ADR)

Odnyieg ovokevaciog (ADR)

Ewwés dotaéers ovokevooiog (ADR)

Awtaéerg peikmg cvokevooies (ADR)

Odmyieg Yo OpNTEG SEEAUEVEG KOl EUTOPEVULOTOKIBATIOL
yxoomv (ADR)

Ewdwcég dotaéers yio popntég deEopeveg Kot
gumopevpotokiBdtio xodnv (ADR)

Kodwog de&apevng (ADR)

Ewwés dotaels yua defapevég (ADR)

Oympo yo petopopd de&opevng

Kamnyopia petapopds (ADR)

Ewducés drotaéels ya ) petagopd - Xodnv (ADR)
Ewwég dotagers yuo ) petapopd - Poptmon,
£KPOPTOON Kot xeplopog (ADR)

Ewwég dotaers yo ) petapopd - Astrovpyio (ADR)
Ap1Bv avayvopiong kwvdvvov (Képrep Apiop.)
IMoptokoi dickot

Kodwog teplopiopmv yo onpayyes (ADR)

pETAPOPE pécm Bardcong

Ewdun mpopreyn (IMDG)
[epropiopéveg moosotnteg (IMDG)
E&ampovpeves mocotnteg (IMDG)
Odnyieg ovokevaciog (IMDG)

Odnyieg cLOKEVAGIOG EUTOPEVUATOKIBMTIOV-OEEAUEVDY
(kddwog IMDG)

Ewwég dorages IBC (IMDG)

Odnyieg v de€apevég (IMDG)

Ewwcés dotaéeis yua defapevég (IMDG)
Kamnyopieg poptiov (IMDG)

Enpeio avaereéng (IMDG)

1816t teg kan Tapanpricels (IMDG)

Evaépo petagopd

PCA E&apovpeveg mocotteg (IATA)

PCA Ileplopiopéveg mocomteg (IATA)

Kabapn péylom mocdmTo Yo TEPLoPIGUEVT) TOGOTNTOL
EMTPETOUEVT Y10 ETPOTNYE AEPOCKAPT KO YLOL
aepookden pHetapopds poptiov (IATA)

Odnyieg ovokevaciog yo emBatnyd oepookden (IATA)

. El
: P002, IBCO8, LP02, ROO1
: B3

: MP10

. Tl

. El
. P002
. IBCO8

T2
. 274,614

Skg

: TP33

SGAH, L4BH

. TUI1S5, TE19

. AT

2

: VCI1, VC2, AP7
: CV13,CV28

S9

;60

60
2811

1 223,274

Skg

: B3

. Tl

. TP33
A

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

. El
: Y645

10kg

1 670
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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

KaBapn péytom mocotta yo emPatnyd 0epockaen : 100kg
Kat ylo agpookden petapopds eoptiov (IATA)

Odnyieg ovokevaoiog HOVO Yo AEPOSKAPT) LETAPOPES 1677
poptiov (IATA)

Méyiotn mocdTTO HETAPOPAS ATOKAEIGTIKG amd : 200kg
aepookden petapopds poptiov (IATA)

Ewducéc drotaéelg (IATA) : A3,AS
Kwdwkog ERG (IATA) : 6L

14.7. @aldooreg petapopis yvony copepmva pe Tig Tpatels ron IMO

Agev 1oy0et

TMHMA 15: Xtoyycio vopo0eTikov yapaxtipa

15.1. Kavovicpoi/vopoOecio oyeTikd pe Ty a6Qaield, TNV vyio Kot 7o agpiailov yio TV ovcia 1 T0 peiypa
kavoviopoi EE

Hapaptypa XVII tov REACH (IIpoimobéceig mepropiopov)
Aev meptrapBavetat oto [Mapdpmpa XVII tov REACH

Hapapmpa XIV 100 REACH (Katdloyog 0.0£1060Tn61G)
Aev nephappaveton oto [apaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroyngiov overdv REACH (SVHC)

Aev nepilapPévetar otov Katdioyo vroyneuwy ovsidv REACH

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

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

Kavoviopog tov Zoppoviriov (EK) yra tov £reyyo e10dv dimhg ypiong
Aev teptrapfavetatl otov Kavoviopd (EK) tov Zvppoviiov ya ta £idn dumng ypnone.

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

Aev nepiéyet kopia ovoio(eg) mov meprapfdvetoi(ovtat) 6Tov Katdloyo Tpddpopmv ovcotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetucd pe v epmopio. kot
™ XPNON TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviopog wepi apodpopmv overtdv vopkotikav (EK 273/2004)

Aev nepiéyer ovoio(eg) mov mephappavetay(oviar) otov Katdhoyo mpddpopmv ovodv vapkatikdv (Kavoviopog EK 273/2004 oyeticd pe Tig Tpodpopes ovoieg
VOPKOTIKOV)

15.2. A&wordynon ymuikis oo@dierog

Agv vdpyovv emmALov TANPOPOPieg

TMHMA 16: Alheg TAnpo@opisg

I peg keipevo ppacswv H ko EUH:

Acute Tox. 3 (And Tov O&elo to&kodmTa (amd Tov 6TOHTOG), Katnyopia 3

GTONOTOC)

H301 To&wd ot mepinTon KATATOONG.

H336 Mmopei vo mpokarécet vevniia 1) {aAn.

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

Aghtio Agdopévaov Acpareiog (AAA), EE
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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

ATIOIIOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o antd to dehtio mpoépyovtat and myég Tig onoieg Bempodpe a&iomotes. [Tapoia avtd, divovtat
YOPIic Kapia eyydnon, pnty N appntn, Yo v akpifetd tovg. Ot cuvbnkeg N ot pEBodot yeiptopod, amobnkevong, xpnong 1 ardppyng Tov TPoidVTog dev
VIOKEWVTAL 6T 1KY [ag gvBOVI Kot Hopet Kot vo. umv UminTouy Kot 6TIS approdtdtntég pog. I'i'ontoig kat yio GAlovg AdYoug, omomotovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAIKNAG 1| YPNUOTIKNG Cnpiag oo, 1 [e 0TotodNToTE TPOTO GUVOEVELEVN LLE, TO YEPLGUO, TNV 0oBNKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acparelog cuvtaydnke Kel TPETEL VoL YPTGLLOTOLEITOL Yol TO GUYKEKPILEVO TPoTlov. Edv 0o mpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, O TANPOPOPIES TOV TAPEXOVTAL EX( EVIEYETOL VL LNV Efval EQUPUOGLLES. VTEG 0L TANPOPOpies PacilovTul GTIC TPEXOVOES YVMGELS LLOG KoL
npoopilovTal Yo voL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10 AOYOLG LYEiNG, AoPUAEing Kot TEPPAAAOVTIKOV AmAITHCEWY. ZVVETADG, dev Oa mpémet vo. OewpnOel
OTL £YYLATAL OTOLOONTOTE GUYKEKPILEVT] 1LOTNTO TOV TPOIOVTOG.

22/11/2024 (Hpepounvia ékdoong) EL (eMnvikd) 9/9



