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COUNCIL OF EUROPE . oeme
edonme = Temazepam for system suitability

Agltio Agdopévev Acpaleiog
of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE 'EUROPE ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tponomomOnke amd tov Kavoviepo (EE) 2020/878
Hpepopnvia ékdoong: 12/04/2023  exdoyn: 1.0

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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Metypa
Ovopa tov TpoidvTog : Temazepam for system suitability
Kodiog mpoidvtog : 202300154

1.2. Zvvo@eic TPocdopilopeves YPNGELS TNG OVGING 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkég mpoPrenopeveg yproeig

Kbpu katnyopia ypnong . To mpoidv mpoopileTal yia TV £pevva Kot avamTuén Kot TV EnayyELLOTIKY ekTaidgvon.
Xpnon g ovoiog/Tov peiypotog : Movo yo emoryyeALaTIKy ¥prion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg ypnosig
Iepropiopoi otn xprion : Mn ypnowonoteite : Katdmoon, Ewonvony, Aeppoticd

1.3. Ztoyeia Tov TpopunOcvTi) TOL dEXTiOV dEdOPEVEOV aGPaLEiag

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.edqm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIVOUVOTNTOS

2.1. Ta&wvépunon g 0vGiag 1| TOV PEIYPRATOG

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

Oé&ela to&codTTa (amd Tov 6TOHNTOC), Katnyopio 4 H302

To&wodmTa 6TV avamopay@yn, katnyopio 2 H361d

To&wotTa 6TV avamopay®yn, emmpocbet Kotnyopia, Emdpacelg otn yorovyio H362

N péow g yarovyiog

Ewu) to&ucotnta o Opyova-otodxous votepa and pia epdmas €xdeon, katrnyopia H336

3, vapkoon

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

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODGS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPLPdALovV

AmOQaoN LEG® KPIoNG EUTEPOYVOLUOVOV KOl OTOSEIKTIKNG LGYVOGC.
2.2. Xtoyeia eTIKETOG

Xapoktnpiopog copeava pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kivovvov (CLP)

GHSO07 GHSO08
Ipogworomtikn AEn (CLP) . IIpocoyn
Tepiéyer : Temazepam
AnAdoelg emkvdvvottag (CLP) : H302 - Emprapéc o mepintwon katdnoong.

H336 - Mnopet vo tpokaiécet vrvnio 1 (aAn.
H361d - "Yronto ywo tpdxinon BAGPng oto Euppvo.
H362 - Mmopei va fAdwyet Ta. Bpépn mov TpEPOVTAL e UNTPIKO YOAL.
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Temazepam for system suitability

Agltio Agdopévev Acpaleiog

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

AnAdoetlg Tpoevraéng (CLP)

ENpavon coppova pe: eEapeitol ) EcOTEPIKY CLOKEVAGIN, TO TEPLEXOLLEVD TNG OToiag dev vrepPaivovv tao 10ml

Ewovoypdppoata kvdovov (CLP)

Emwcivduvo mepieydpevo

2.3. AlLot Kivouvol

P201 - Epodwioteite e Ti £181kég 0dnyleg Tpv amd ™ xpron.

P202 - Mnyv 10 pnCLOTOMGETE TPV SLoPACETE Kl KATAVONGETE TIG 00N Yieg TPOPOAAENG.
P260 - Mnyv avonvéete okdvn/avabopdoeic/aéplo/otayovidio/atnods/ekvepdpota.

P263 - Amogedyete TV emapn 6T SLAPKELR TNG EYKVHOGVVNG KO TNG Yolovyiag.

P264 - TTAMOvete Ta x€pia, ToLG TNXELS (AvTIBpdyie) Kot T0 TPOGMTO GYOMUGTIKE LETA TO XEPIGHO.

P270 - Mnv 1pdrte, mivete 1 Komvilete, OTAV XPNCUOTOLEITE OVTO TO TPOTOV.
P271 - Na ypnowonoteital poévo o€ avotkto 1 kakd aeplidpevo xmpo.

P280 - No popdite TpOGTATEVTIKA YAVTLOU/ TPOGTATEVTIKG EVOVLLATO/UEGO OATOUIKNG TPOCTAGTLOG Y10l TOL

UATI0/T0 TPOCMOTO/TOL AVTLAL.

P301+P312 - XE IIEPIIITQXH KATAIIOXHX: Kaléote to KENTPO AHAHTHPIAZEQN 1) éva
ytpo, av acbavleite adwabecio.

P304+P340 - XE IIEPIIITQXH EIZIINOHZX: Metagépate tov Tafovio 6tov Kobapd aépa Kot
apNoTe ToV Vo EEKOVPOOTEL GE GTAGT TOV SIEVKOADVEL TV OVOTTVOT.

P308+P313 - XE IIEPIITQXH éxbeong 1 mbavotnrag £xbeong: Zvpfovievdeite/Enoxepbeite

yTpo.

P312 - KoAéote to KENTPO AHAHTHPIAXEQN 7 éva yutpd, av aicbavbeite adiabeoia.

P330 - Eemldvete 10 oTONA.

P403+P233 - Amobnkevetan o€ KaAd aeplopevo ydpo. O mepléktng doTnpeitat epunTikd KAEIGTos.

P405 - dvrdcoeton KAEWOUEVO.

P501 - AuiBeon tov mepiexopévov/nepléktn o€ onpeio GLALOYNG ETKIVOLVOVY 1 EWIKOV amoPATOV,

GOUOOVO L€ TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SebVelg KovovioHove.

GHSO08
Temazepam

Aev nepiéyet ovaieg PBT/VPVB > 0,1%, ot omoieg éxovv a&roroynBei coppmva pe to Mopapmuo XIII tov Kavoviepot REACH

To piypo dev mepiéyet ovoia(eg) mov meptapPaverar oTov KatdAoyo Tov Kataptiletar cuupmva pe to apbpo 59 mapdypagog 1 tov kavoviopod REACH yo tig

10T TEG EVOOKPIVIKAG dLoTapoyng M dev avayvepiletat 6Tt £xeL 1B10TNTEG EVOOKPIVIKNG d10TapOyNG COUPMVOL [E TA KPLTNPLo. TOV opilovtotl oTov Kat'
g&ovolodotnon Kavovioud mg Emrponng (EE) 2017/2100 1 tov Kavoviepd g Emtrponnig (EE) 2018/605, oe cuykévipwon ion 1 peyarvtepn and 0,1%

TMHMA 3: Z9vOeon/aAnpo@opies Y10 To CVGTATIKG,

3.1. Ovoieg

Agv 1oyvet

3.2. Meiypora

Ovopa AvayvopieTikog KOOKOG % Koraraén copeova pe tnv odnyia

TpoidvTog 1272/2008 EK [CLP]

Temazepam - >95- <100 Acute Tox. 4 (And Tov otopatog), H302
(ATE=1833 mg/kg copatikod Bépouvc)
Repr. 2, H361d
Lact., H362
STOT SE 3, H336

Oxazepam - >0,01-<1 Carc. 2, H351
Repr. 2, H361d
Lact., H362
STOT SE 3, H336

IIpeg keipevo tov dnhwoemv H kor EUH: BAéne tuqua 16
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Temazepam 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 fondsidv

Métpa ntpdtmv fondetdv petd and emaen pe o déppa @ Kobapiote m peyarvtepn dvvorh moodtnto okovmilovtdg ) (kabapd Kot palakd amoppoenTikd
mavi).

Métpa npdtav fondetdv petd and emagn pe o LaTio : Eem\dvete to pdtio e vepo yio AOYous aoQaieiog.

Aev vdpyovv emmAov TANPoPopies

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 5: Métpa Y10, TNV KOTATOAEPUN O] TG TVPKAYLOG

Katdnka péca nopdcPeong : KovBépta mupdoPeong.

Kivévvog mopkayidg 1 Bhéme tunpa 2.2.

Métpa yio TNV KOTATOAEUNGN TG TVPKAYLHG : Xpnoomomote pEca KataoBeong KATOAANA Yo TV TepBAAlovca TUPKOYLE.

TMHMA 6: Métpo o€ TepintTon aKoVoLoS EKAVONG

6.1.1. T TpoSs KO GALO 0T6 TO TPOCOTIKO EKTUKTNG AVAYKNG

Métpa £KTOKTNG OVAYKNG 1 Amogevyete kGO mepirt Ekbegon.

6.1.2. I'a dTopa mov TPooPipovy TPMOTES for Oereg

Agv vdpyovv emmALOV TANPOPOPiES

Agv vdpyovv emmA£ov TANPOPOpieg

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 7: Xeipiopoég kot amodnkevon

Agev vrdpyovv emmAéov TANpoQopieg

Agev vrdpyovv emmAéov TANpogopieg

BM\éne tunpa 1.

12/04/2023 (Huepounvio £xdoong) EL (eMnvikd) 3/9



Temazepam for system suitability
Agltio Agdopévev Acpaleiog

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

TMHMA 8: "EAgyyog Tng ék0eong/atopiki tpoctacio

8.1. [TapapeTpor eréyyov

8.1.1 EOvikéc oprokég Tipés enayyelpatikig ék0eong ko froroyikég oprakéc Tipég
Aev vrtapyovv emmAéov TANPOPopieg

8.1.2. ZuvieTdpEvES SLad1Kacieg TaPaKOLOVONONG

Agv vdpyovv emmAéov TANPOPOpie

8.1.3. Zymparilovrar otoyygio pHmavong tov aépo

Aev vrtapyovv emmAéov TANPoPopieg

8.1.4. DNEL xau PNEC

Agev vdpyovv emmAéov TANPOPOpieg
8.1.5. Ileproyéc eréyyov

Aev vrtapyovv emmAéov TANPoPopies
8.2."ELeyyor £ék0gong

8.2.1. Katdiinkior pnyavikoi éheyyor

Katariinior pnyavikoi éreyyon:
Awnpriote o€ koAl eEaeplopevo ydpo. Zuvibog amatteitol cOoTNHA YEVIKOD UnyavikoD eE0epiopod Tov dPov.

8.2.2. ATopkdg TPOOTOTEVTIKOG EE0TAMGPOG

8.2.2.1. [IpocTucio TOV pOTIAOV KL TOV TPOGAHTOV

Agev vrdpyovv emmAéov TANpoPopieg
8.2.2.2. TIpoctacio déppotog
Ipootacio Tov déppoToc:

oS8 epyaoTnpiov

IIpocTocia TOV yEPLOV:
IIpoctotevtikd yavtio

8.2.2.3. [IpooTtocio TOV AVOTVEVGTIKAOV 00DV

Agv vrdpyovv emmAéov TANpoeopies

8.2.2.4. Ogppikoi kivovvor

Aev vdpyovv emmAéov TANpoPopieg

8.2.3. Opro0fétnon ko TapakorovOnon ™ wepifairovroroyikic £ék0eong o€ Kivovvo

Agv vrdpyovv emmAéov TANpoeopies

TMHMA 9: ®voikég Ko ynNUIKES 1O0TNTES

9.1. Ztoyeia o TS facikés QUOIKES KoL YNUIKES 1O10TNTESG

Duokn KoTdoToom 1 Xteped
APDLLOL : Mn dwbéopo
Oopn : Mn dwbéopo
Op1o oopng : Mn Swbéopo
Enpeio théewg : Mn Swbéopo
Enpeio méemg : Mn dwbéopo
Enpeio Bpacpod : Mn Swbéopo
Evpiektomra : Mn Swbéopo
Opra Ktvdvvov ekpnéemg : Aev woyvet
Xapunhotepo 6pio £kpnéng : Aev woyvet
Av®ToTo 0plo expnEpomTag 1 Agv oydet
Enpeio avaereéng 1 Aev woyvet
Bgeppokpacio avtavapreing 1 Aev woyvet
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Temazepam for system suitability
Agltio Agdopévev Acpaleiog

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

Bgppokpacio arochvOeong : Mn dwbéopo
pH : Mn dwbéopo
Awdropo pH : Mn dwbéoipo
EMdeG, Kvepotikog (1) : Aev oydet
Awdvtomra : Mn dwbéopo
TOVTEAEGTNG KOTAVOUNG G HElY O N-0KTAVOAN G/ VEPOD : Mn dwbéopo
(Log Kow)

Téon aTumdv : Mn dwbéopo
Ilieon atpov ce Beppokpascio 50°C : Mn dwbéoipo
TTvkvoémta : Mn dwbéopo
TyETIKN TOKVOTNTO : Mn dwbéopo
ZYETIKN TUKVOTNTO 0TUAOV 6TOoVG 20°C : Agv woydet
Méyebog copatidiov : Mn dwbéopo

9.2.1. IIxpo@opieg oyeTIKA pE TIC KLAGELS PVOLKOV KIVOUVOL
Agv vrdpyovv emmAéov TANpogopieg
9.2.2. AAA YOPUKTNPIGTIKA 0.6QuLEing

Aev vdpyovv emmAov TANPOPopie

TMHMA 10: Z100gpdtnTO KO OVTIOPOCTIKOTITO.

2100epd VIO KAVOVIKEG GUVOTIKEG.

Agev vdpyovv emmAéov TANpoPopieg

Kavévag yvootog/-17/-6.

Agv vrapyovv emmAéov TANpopopieg

Kapio o€ kavovikn yprion. BAéne tuipa 7.

Ortav Oeppaivetar péypt Tov onpeiov SACTOONG, EKTEUTEL EXKIVELYOVG KOTVODG.

TMHMA 11: To&koroyikég TANPOPOPIES

Oé&ela to&codmra (amd 6ToOHOTOS) . EmProfés oe mepintowon kotdmoong.
Oé&ela to&ucdmra (deppotikn) : Mn ta&wvounpévos (Baoet tov dtabécimv dedopévav, ta kprripta Taévounong dev TAnpovvrat)
Oé&ela to&ucdmra (avamvon) : Mn ta&wvopnpévos (Baoet tov dtabécimv dedopévav, ta kprripta Taévounong dev TAnpovvrat)
Temazepam for system suitability
ATE CLP (An6 tov 6t0p070G) 1842,211 mg/kg ocopatikod Bapovg
Temazepam
LD50 and tov 6topaTog 68 apovpaiong 1833 mg/kg
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Temazepam for system suitability
Agltio Agdopévev Acpaleiog

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

Oxazepam

LD50 amd tov 6tép0T10g 68 apovpaiong > 8 g/kg Ap. RTECS: DF1400000
AGBpwon kot epeblopdg Tov dEPHATOG 1 Mn ta&wopnpévog (Baoet tov dwabécipmv dedopévav, To kpreipla tagvounong dev Thnpovvot)
ZoPBoapn opBaipikn PAAPN/epebiopog 1 Mn ta&wopnpévog (Baoet tav dwubéoipumv dedopévav, To kpreipla tagvounong dev mhnpovvot)
EvaisOntomoinem tov avamvevotikod 1 : Mn ta&wvopnpévos (Baoet tov dtubéciumv dedopévav, ta kprripta taé&vounong dev mAnpovvrat)
gvaucOntomoinom Tov dEpRaTog
Metalha&ry£veon YEVWITIKOV KUTTAPmV 1 Mn ta&wvounpévos (Baoet tov dtubécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
Kapkwvoyéveon : Mn ta&wopnpévog (Baoet tav dtabéoipmv dedopévav, to kprepila tavounong dev Thnpovvot)

Temazepam

Aebvég Ivetitovto Epsuvav ya tov Kopkivo (IARC) ‘ 3 - Advvaro va katnyopromonOei

Oxazepam

Aebvég Ivotitovto Epevvav yua tov Kapkivo (IARC) ‘ 2B -Towg Kopkvoydvo yio tov avBporo
To&odTTa Y10 TV aVATOpayOYN : 'Yromto yuo poxAnon PAGBNG oto £uPpuo. Mropel va Brdyet o Bpéen mov TpépovTar ue UnTpikd

YoAQL.

Ewu to&ucotnta ota 6pyava-ctoyovg (STOT) — : Mmnopei va tpokoréoet vivniia 1) SOAN.

gpanag éxbeon

Temazepam

Ewdu to&uwcotnta ota dpyava-otoxovs (STOT) — epdnal | Mmopet va mpokaiécet vvnhio 1) CaAn.
£x0eon

Oxazepam

Ewwn to&icomra ota opyava-otdyovs (STOT) — epdnas | Mmopei va mpokarécet vevnkio 1 LGAn.
£xBeon

Ewdu to&uwcotnta ota 6pyava-ctoyovs (STOT) — : Mn taéwopnpévos (Baoet tov dabéciov dedopivav, ta kprripo tavounong dev mAnpovval)
emavelnupévn ékbeon

Enucvduvotnta avappdenong : Mn tag&vounpuévog (Advvapio GOALOYNG SESOUEVMV YloL TEXVIKOVG AOYOVG)

11.2. ITAnpo@opieg yro. GAhovg TOTOVG EMKIVOVVOTN TS

Aev vrtapyovv emmAéov TANpoPopieg

TMHMA 12: Owkohroyikég TAnpo@opieg

12.1. To&ikétTnTa

Owcoroyia - yevika . Agv mopovotalet 1daitepo kivouvo yia 1o TEPBAALOV.
Emcivduvo yuo 1o vddtvo mepifdrov, Bpayvrpddecpog : Mn ta&vopunuévog (Baoetl tav dtabécipmv dedopévav, To kprenpla tagvounong dev Thnpovvot)
(0&bg)

Emkivduvo yo 1o vddrvo mepifdArov, pakporpddeopog : Mn ta&vopunuévog (Baoetl tov dwabécipmv dedopévav, to kprenpla tagvounong dev Thnpovvot)

(xpovioc)
Agv voiotatot Tayeio amocuvheon

12.2. AVOEKTIKOTITO KOL IKOVOTNTA 0TOS6UONG

Agv vrtdpyovv emmAéov TANpopopieg

12.3. Avvototnto frocvecdpevons

Agv vrdpyovv emmAéov TANpopopieg

12.4. KivntikétnTo 670 £60.005

Agv vdpyovv emmALov TANPOPOpies

12.5. Anotehéopora g a&roidynons ABT ko aAaB

Aev vdpyovv emmAov TANPOPOpie
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Temazepam for system suitability
Agltio Agdopévev Acpaleiog

ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tporomomdnke omd tov Kavoviepo (EE) 2020/878

Agv vdpyovv emmALov TANPOPOPiEs

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA IE T LETAPOPA

Yopeovo pe ADR / IMDG / IATA
ADR IMDG TATA

14.1. ApwOpég OHE 1 apBpéc tavtétnTag

Agv 1oy0€t Agv 1oy0€t Aev 1oy0et

14.2. Oweia ovopacio amostorlic OHE

Agv 1oy0gt Agv 1oy0g1 Aev 1oy0et

14.3. TaEn/-e1g KtvdHvov KOTA T PETOPOPE

Aev 1oy0et Agv et Agv oyvet

14.4. Opada cvokevaciog

Agv 1oy0et Agv 1oy0€L Aev 1oy0et

14.5. IleprparrovTiKi emKIVOUVOTTA

Aev 1oy0et | Aev 1oy0et | Agv oyvet

Agv vrdpyovv emmAéov Stabéctpueg TANPOEOpisg

Eniysiwo petagopa
Agev 1oyvet

HETOPOPE pécm Buhacong
Aev woyvet

Evoépuo petagopd
Agev 1oy0et

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopaxtipa

15.1.1. kavovicpoi EE

Hopaptmpe XVII oo REACH (Ilpobmodiceis mepropiopov)

Aev nepiéyerl kopia ovoio(eg) mov meprapfavetorovrar) oto MHapaptnua XVII tov REACH (Ilpodnobiceig meplopiopon)
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Temazepam for system suitability
Agltio Agdopévev Acpaleiog

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

Hapaptpa XIV 100 REACH (Katdroyog 0.0£1060Tn61G)
Aev mepiéyet kopia ovsio(eg) mov meptrapfavetoiovrar) oto [apdapmmua XIV tov REACH (Kotdhoyog adetoddtnomng)

Kataroyog vroyiguov overdv REACH (SVHC)

Aev mepiéyel koapia ovoio(eg) mov meprapfavetoiovrat) 6tov Katdroyo vioyneuy ovoidv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevny cuvaiveon petd amd evnpépmon)

Aev gpappoletor.

Kavoviepog POP (EE 2019/1021, "Eppovor opyavikoi pomor)

Aev gpappodletar.

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

Aev mepiéyet kopia ovsio(eg) mov meptrapfdvetoiovtat) 6Tov Katdroyo ovstdv mov e&acbevilovv to 0lov (Kavoviopnog EE 1005/2009 oyetikd pie Tig 0voies mov
e&aobeviCouv ™ otifdda Tov 6lovtog)

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

Aev mepiéyel kopia ovoio(eg) mov mephapfdvetoi(ovrat) 6Tov Katdloyo Tpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gumopio. kot
™ XPNON TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviopog mepi mpodpopmv over®dv vapkotikav (EK 273/2004)

Aev Tepiéyet ovoio(ec) mov TepAapBaveTa(oviot) 6Tov KotdAloyo Tpodpopmy ovstdv vapketikav (Kavoviopog EK 273/2004 oyetikd pe tig tpdSpopeg ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drwataéerg

Agv vdpyovv emmA£ov TANPOPOpie

15.2. A&ordynon ymuikis o.o@dierog

Aev vdpyovv emmAov TANPOPopie

TMHMA 16: Alheg TAnpo@opisg

IMpeg keipevo ppacemv H xan EUH:

Acute Tox. 4 (And tov O&eia To&wotnta (06 T0V 6TOHATOC), KoTnyopio 4

GTOLOTOC)

Carc. 2 Kapxwoyéveon, katnyopio 2

H302 Emprapés oe mepintmon kardmoons.

H336 Mmropei va. Tpokarécet vvniio 1y Carn.

H351 "Yronto yuo tpdxAnon koapkivov.

H361d "Yronto yio mpoxAnon PAAPNG ato Eufpuo.

H362 Mmopei vo. BAdyet Ta. Bpépn mov TPEPOVTAL e UNTPIKO YO

Lact. To&wodTa 6TV avamapoy®yn, Emmpochetn KoTnyopia, EMOPAGELS 6T YoAOLYio 1| LEG® TNG YOAOLXiog
Repr. 2 To&wodmTa 6TV avamapay®yn, katnyopio 2

STOT SE 3 Ewdum to&ucotnta o Opyoava-ctodxovs Votepa amd pio epamas £xbeon, katnyopia 3, vapkoon

Katnyopromoinon ko 7p®TéKOALO Y10 TNV KATIYOPLOTOIN G TOV PIYRATOV GORO@VA pe Tov Kavoviopo (EK) 1272/2008 [TEX]:

Acute Tox. 4 (And tov H302 Mé£60d0¢ VTTOAOYIG OV
GTONOTOC)

Repr. 2 H361d MéBodog voroyiopon
Lact. H362 M£00d0g VTOAOYIGHOV
STOT SE 3 H336 MéBodog voroyiopon

Aghtio Agdopévov Acpaleiog (AAA), EE
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Temazepam for system suitability
Agltio Agdopévev Acpaleiog

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

ATIOIIOIHZH EY®NHZX Ot tAnpogopieg mov meptéyovtat 6e autd To deATIO TPoépyovTal amd TyES TIG omoieg Bewpolue a&omiotec. [lapodra avtd, divovron

YOPic Kapio eyydnon, pnty N appntn, Yo Ty akpifetd tove.
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