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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia
Ovopa ovoiag : Temazepam
Xnukn Ovopocio : Temazepam
Kodiodg mpoidvtog : 201600871

1.2. Zvvo@eic TPocdLopilopeves YPNOGELS TNG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkéc mpoPrenopeveg yproerg

Kbpu katnyopia ypnong . To mpoidv mpoopileTar yio TNV £pevva Kot avamtuén Kot TV EXayyELLOTIKY eKTaidgvon.
Xpnon g ovoiog/Tov peiypotog : Movo yo emoryyehaTiky xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg yposig
Teplopiopoi oty xpron : Mn ypnowonoteite : Katdmoon, Ewonvony, Aeppotikd

1.3. Ztoyeia Tov TpopunOcvTi) TOL dEXTiOV dEdOPEVEOV GPaLEiag

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

ApBpds Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I[1p0oco10piopog eMKIVOUVOTNTOS

2.1. Ta&wvoépnon TG ovoiog 1| TOL pelypoTog

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

O&ela to&codTta (amd Tov 6TOHNTOC), Katnyopio 4 H302

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

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

1N péow g yarovyiog

Ewu to&ucotnta o Opyova-otodxous votepa and pia epdmas €xbeon, katnyopia H336

3, vapkoon

I peg keipevo tov dnhooemv H kor EUH: BAéne tunqua 16

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

ATOQOoN LEG® KPIoNG EUTEPOYVOLOVOV KOl OTOSEIKTIKNG LGYVOGC.
2.2. Xtoyeia eTIKETOG

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

GHSO07 GHSO08
Ipogworomtikn AéEn (CLP) . IIpocoyn
AnAdoelg emkvdvvottag (CLP) : H302 - Emprapéc oe mepintwon katdnoong.

H336 - Mnopet vo pokaiécet vrvnhio 1 (aAn.
H361d - "Yronto ywo tpdxinon BAGPng oto Euppvo.
H362 - Mmopei va fAdwyet Ta. Bpépn mov TpEPOVTAL e UNTPIKO YOAL.

12/04/2023 (evnpépwon) EL (eMnvikd) 1/8


mailto:sds@edqm.eu
http://www.edqm.eu/

Temazepam
Agltio Agdopévev Acpaleiog

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

Anhaogig tpoevraéng (CLP) : P201 - Egodwoteite pe TG e181kég 0dnyieg mpv omd T xpnion.
P202 - Mnv 10 ypnoiponotioete Tpv StoPACETE Kot KOTAVONGETE TIG 001yl TpoPOAaing.
P260 - Mnv avanvéete okovn/avadupudoeic/aéplo/otayovidto/atnods/ekvepdporta.
P263 - Amogevyete TV enapn 6T SIGPKELD TG EYKLHOGVVNG KoL THG Yahovyiog.
P264 - ITAOvete ta xépio, ToVG THYELS (AVTIBPAYLL) KO TO TPOCHOTO GYOAACTIKA HETA TO YEPIGHO.
P270 - Mnv tpdrte, mivete | kanvilete, dtav ypnoonoteite avtd T0 TPoiov.
P271 - Na ypnopomoteitat povo g avorktd 1 KaAd aeptlopevo Ydpo.
P280 - No 9opdte TpocTaTELTIKG YAVTLO/TPOGTATEVTIKG EVOVLATO/HEGE OTOUIKNG TTPOCTAGIOG Y10 T
UATI0/T0 TPOCMOTO/TOL AVTLAL.
P301+P312 - XE IIEPIIITQXH KATAIIOXHE: Kaiéote to KENTPO AHAHTHPIAXZEQN 1 éva
ytpo, av oicbavieite adwbecio.
P304+P340 - XE IIEPIIITQXH EIZIINOHE: Metagépate tov nafovta otov kabapd aepa kot
apNoTe ToV Vo EEKOVPOOTEL GE GTAGT TOV SIEVKOADVEL TV OVOTTVOT.
P308+P313 - XE INEPHITQZXH ékbeong 1 mbavotntog éxbeong: ZvpPovievbeite/Emokepbeite
yTpo.
P312 - Kaléote to KENTPO AHAHTHPIAXEQN 1 éva yotpd, av arcbavdeite adiobeoia.
P330 - Eemhvvete to otopa.
P403+P233 - Anofnkedetar o€ KoAd agplopevo ympo. O meptéktng Sratnpeiton epuntikd KAEWGTOG.
P405 - dvrdooetol KA ®EVO.
P501 - AudBeon tov mepieyopevou/nepIEKT o€ oNUEI0 GLAAOYNG EMKIVELVMV 1) E18IKOV amofAiTmy,
GOUOOVO L€ TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SebVelg KovovioHove.

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

Ewovoypdppoata kvdovov (CLP) :

GHS08

2.3. AlLot Kivovvolr

Aev vdpyovv emmAov TANpoPopie

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

3.1. Ovoieg

Ovopa AVayvopeTIKOG KOOTKOg % Koatdraén copoova pe v odnyia
TPOidVTOg 1272/2008 EK [CLP]

Temazepam - <100 Acute Tox. 4 (Amd tov otopatog), H302

(ATE=1833 mg/kg copatikod Bapovg)
Repr. 2, H361d

Lact., H362

STOT SE 3, H336

ITAnpeg keipevo tov niocewv H kot EUH: BAéne tuniua 16

3.2. Meiypata

Aev 1oy0et

TMHMA 4: Métpa npdtov fonbsiov

4.1. eprypoon pétpov TpOTOV fonderav

Métpa tpdTev Bondeidv petd amd emaen pe To dEpuo : KoBapiote ™ peyaivtepn dvvorr mocotnto okovmilovtdg ) (kabapd Kot Lodakd amoppoenTikod
Tovi).
Métpa tpdTev Bondeidv HETd amd eTopn Le To LATIO : Eemlovete to Hatio Pe vepod Yo AOyous acpoleiag.

4.2. ZNPavTIKOTEPO COPTTONATO KUL ETOPAGELS, APEGES 1] NETAYEVEGTEPES

Aev vrdpyovv emmAéov TANpoPopieg
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Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

TMHMA §: Métpa Y10, TNV KOTATOAEPN O] TNG TVPKAYLAG

Katddnka péca nopdcPeong : KovBépta nmupdoPeonc.

Kivévvog mopkayidg : BMéme tpnpa 2.2.

Métpa Y10 TNV KOTOTOAEUNGT) TG TUPKOYLIG : Xpnoworomote péca KotdoBeons KatdAnia yio v tepparlovca TupKayid.

TMHMA 6: Métpo 6€ TEPITTOON 0KOVOLOG EKAVONG

6.1.1. I'a Tpoc®mTIKE GALO A6 TO TPOGMOTIKG EKTAKTNG UVAYKNG

Métpa kTaxTng aviykng : Amo@evyete kGBe meprrtn £xbeon.

6.1.2. ' Gropo mov Tpocpépovy TpaTeg PoniOereg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovv emALOV TANPOPOPIES

Agv vdpyovv emmAéov TANPOPOpieg

TMHMA 7: Xeipiopog ko amodkevon

Aev vdpyovv emmAov TANPoPopies

Aev vrdpyovv emmAéov TANpoPopieg

BAéme tunpa 1.

"EAeyyog ¢ ék0eonc/atopiki) TpocTac

8.1.1 EOvikég oprokég Tipés enayyeipotikig ék0eong kan froroyikég oprakés Tipég

Agev vdpyovv emmAéov TANPOPOpieg

8.1.2. ZuvioTdpeves dradikooieg TapaKorovOnong

Agev vrdpyovv emmAéov TANpogopieg
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Temazepam
Agltio Agdopévev Acpaleiog

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

8.1.3. Zymparilovrar otoygio pHmaveong tov aépo

Aev vrdpyovv emmAéov TANpogopieg

8.1.4. DNEL ka1 PNEC

Agv vrdpyovv emmAéov TANpopopies
8.1.5. Ileproyéc eréyyov

Agev vdpyovv emmAéov TANpoPopieg
8.2."ELeyyor £ék0gong

8.2.1. Katdiinkor pnyavikoi Eheyyor

Katalinior pnyavikoi éreyyou:
Awatpniote og kaAd e€aeptlOpnevo Ydpo. ZuvO®S amatteiton GOGTNHO YEVIKOD UNYOVIKOD £E0EPLGLLOD TOV YDPOL.

8.2.2. ATopkOG TPOGTOTEVTIKOG EE0TAMGOG

8.2.2.1. IIpocTucio TOV PUTIOV KUL TOV TPOGAHTOV

Aev vdpyovv emmAéov TANpoPopieg
8.2.2.2. [Ipootacio déppatog
IIpocrocia Tov déppartog:

o1l EpyooTNpiov

Ipootacia TV yePLOV:
IIpoctotevtikd yavtio

8.2.2.3. [IpocTucio TOV AVOTVEVGTIKMOV 00®V

Agv vrdpyovv emmAéov TANpopopieg

8.2.2.4. Ogppikoi kivovvol

Aev vdpyovv emmAfov TANpoPopie

8.2.3. OproBétnon kot TapakorovOnon g nepifariiovroroyikng £ékOeong o€ Kivovvo

Agv vrapyovv emmAéov TANpopopieg

TMHMA 9: ®voikég Ko ynRUIKES WO0TNTES

9.1. Zroyyeia yia Tig facIKES QUOIKES KA YNMIKES 1O10TNTES

Duowkn KoTdoToom 1 Zteped
APOLOL : Mn dwbéoyo
Epodvion 1 Xkovn.

Oopn : Mn dwbéoyo
Op1o oopng : Mn dwbéopo
Enueio thEewg : Mn dwbéopo
Inueio mEemg : Mn dwbéopo
Inueio Bpaopod : Mn dwbéopo
Evoiektomta : Mn dwbéopo
Opra ktvdvvov ekpnéemg 1 Agv oydet
Xopniotepo 6pto £kpnéng 1 Agv woydet
Avdtato 6pro expn&dmrag 1 Agv woydet
Inueio avaereéng 1 Agv oydet
Bgppokpacio avtavaereéng 1 Agv oydet
Bgppokpacio arochvieong : Mn dwbéopo
pH : Mn dwbéopo
Awdropo pH : Mn dwbéopo
1EDOES, KivepaTikog (1) 1 Agv oydet
Awrvtomra : Negp6: <0,1 g/l
ZUVTEAEOTNG KOTAVOUNG G€ UELYILO N-OKTOVOANG/VEPOD : Mn Swbéopo
(Log Kow)

Téon atumdv : Mn Swbéopo
ITieon atpov ot Ogppokpacio S0°C : Mn dwbéopo

12/04/2023 (evnpépwon) EL (eMnvikd) 4/8



Temazepam
Agltio Agdopévev Acpaleiog

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

TTvukvoémta : Mn dwbéopo
ZyeTkn mokvoTNnTOL : Mn dwbéopo
Zyetkn mokvoTnTa aTpdY otovg 20°C 1 Aev oydet

Méyebog copatidiov : Mn dwbéopo

9.2.1. IIxpo@opieg oyeTIKA pe TIC KLAGELS PVOLKOV KIVOUVOL
Agev vrdpyovv emmAéov TANpoQopieg
9.2.2. AMAo YOPUKTNPIGTIKA 0.6QULEiOG

Agv vdpyovv emmALov TANPOPOPieg

TMHMA 10: Xta0gpdtnTo Kot avIidpuoTIKOTNTO

2100epd VIO KAVOVIKEG GUVOTIKEG.

Aev vrdpyovv emmAéov TANpoPopieg

Kavévag yvootog/-17/-6.

Agv vrdpyovv emmAéov TANpogopieg

Kopio o kavovikn xpron. BAéne tuiqpa 7.

Orav Oeppaivetar péypt Tov onpeiov S1GCTAONG, EKTEUTEL EXIKIVEVYOVG KOTVOUG.

TMHMA 11: To&koroyikég TANPOPOPIES

Oé&ela to&codmra (amd oTONATOC) . EmPlaPég oe mepintmon katdmoone.
Oé&ela to&ucdmra (deppotikn) : Mn ta&wounuévog (EMeparticd dedopévar)
Oé&ela to&ucdmra (avamvon) : Mn ta&wounuévog (EMeparticd dedopévar)
Temazepam
LD50 and tov otdpaTog 68 0povpaiong 1833 mg/kg
AGBpmon ko epediopdg Tov d€ppatog : Mn ta&wounpévog (EMeparticd dedopévar)
ZoPapn opOaipkn PAaPN/epedionog : Mn ta&vounpévos (EAiepatikd dedopéva)
Evaisbntomoinem tov avamvevstikob 1 1 Mn ta&vopnpévog (EAepatikd dedopéva)
gvoucOntomoinon Tov déppatog
Metalho&ryéveon YEVWNTIKOV KUTTAPOV : Mn ta&wopnpévog (EAleipatikd dedopévar)
Kapxwoyéveon : Mn ta&wopnuévog (Baoet tov dtobéoipwv dedopévav, ta kprrnpia ta&vounong dev minpovvan)
Temazepam
Aebvég Ivetitovto Epsuvav yio tov Kopkivo (IARC) 3 - Advvarto vo katnyopromowm el
To&wotnTa Y10 TNV avamTopay®yn . Ymomto yio mpdrinon BAGPng oo éuPpuo. Mropei va Brawet ta Bpépn mov TpEPovTaL He UNTPIKO
Yo
Ewdu to&ucotnta ota dpyava-ctoyovg (STOT) — : Mmnopei va mpokarécet vvniio 1y {arn.
epamag éxbeon
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Temazepam
Agltio Agdopévev Acpaleiog

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

Ewdu to&uwcotnta ota dpyava-otoyovg (STOT) — : Mn to&wopnuévog (EMeparticd dedopévar)
emavelnupévn ékbeon
Enucvdovotnta avappdenong : Mn taévounuévos (Advvapio GVAROYNG SESOUEVMV YlaL TEXVIKOVG AOYOVG)

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 12: OwkoAoyikég TAnpo@opisg

Owoloyia - yevikd 1 Aev mopovcidlet Wiaitepo Kivouvo Yo to TepPaiiov.

Emcivduvo yio to vdatvo mepiBdirov, Bpayurpdbecpog : Mn tadvounpévog (EAeyaticd dedopéva)
(0809)
Emcivduvo yio to vdatvo mepipdilov, pakporpodbespog : Mn tadwvounpévog (EAeyaticd dedopéva)

o

%
s\
o

<

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrapyovv emmAéov TANpoeopieg

Agv vdpyovv emmALoV TANPOPOPiES

Agv vdpyovv emmALov TANPOPOpie

Aev vdpyovv emmALov TANPOPOpieg

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 13: Ztoyyeia oyeTikd pe T ova0eon

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 14: ITAinpo@opieg 6YETIKA PE TI| HETAPOPD.

Zopeovo pe ADR / IMDG / IATA
ADR IMDG TATA

14.1. Ap1Opéc OHE 1 apOpog TavtotnTog

Aev 1oy0et Aev woyvet Aev woyvet

14.2. Oweio ovopacio arostomig OHE

Agev 1oy0¢t Agv 1oy0¢t Agv woyvet

14.3. TaEn/-e1g KtvdHvov KOTA TN PETOPOPE

Aev 1oy0et Aev 1oy0et Agv woyvet
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Temazepam
Agltio Agdopévev Acpaleiog

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

ADR IMDG TATA

14.4. Opado cvekevaciog

Agv 1oy0gL Agv 1oy0g1 Aev 1oy0det

14.5. IleprporhovTiKi| ETKIVOUVOTTO

Aev oy0et Agv et Agv woyvet

Agv vrapyovv emmAéov Stabéoipueg TANPoPopieg

Ermiysio petagopa
Aev woydet

HETOQOPE péc® Buhacong
Agev 1oy0et

Evoépuo petagopd
Agev 1oy0et

Aev 1oy0et

TMHMA 15: Xtovyeia vopo0etikov yopaxtipo

15.1.1. kovovicpoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)
Aev nepirappaveton oto Mapaptnuo XVII too REACH

Hapaptpa XIV 100 REACH (Kataloyog 0.0£1060Tn615)
Aev neprappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroynguov ovordv REACH (SVHC)

Aev teplapfavetol 6tov KatdAoyo vroynieuwv ovcuwv REACH

Kavoviopdog PIC (EE 649/2012, IIponyovpevny cuvaiveon petd amd evnuépmon)

Aev gpappoletor.

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

Aev gpoppoletar.

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

Aev nepthapfdvetor otov Katdhoyo ovotdv mov e&acbeviCovy to 6Cov (Kavoviopog EE 1005/2009)

Koavoviopdg mepi ekpnktikdv apodpopov ovordv (EE 2019/1148)

Aev mepiéyet kapio ovsia(eg) mov nephappdavetarovtat) 6Tov KatdAoyo tpddpopmv ovoldv ekpnktikdv (Kavoviopodc EE 2019/1148 oyetikd pe v epmopia Kot
™ PNoN TPOSPOU®Y OVCLOV EKPTKTIKDOV)

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

Aev mepiéyet ovaio(eg) mov mephapfavetayovial) 6Tov Kotdhoyo Tpddpopmy ovetdv vopkatikdv (Kavoviepog EK 273/2004 cyetikd pe Ti Tpoddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drotacerg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv eMmALOV TANPOPOPIES
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Temazepam
Agltio Agdopévev Acpaleiog

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

TMHMA 16: AlLeg TANPOQPOPIES

Emonpavon arhayov

Tpnpa Tpomorompévo cToyEio Tpomomoinon Mopatnpriceg
Avtikafiotd v £ékdoon Ipootédnke
svnuépmon Ipootédnke

2.1 Katdraén ooppova pe mv odnyia 1272/2008 EK | Tporormomfnke
[CLP]

2.2 Ewovoypdppora ktvdvvov (CLP) TpomomomOnie

22 Anhaoelg Tpoevraing (CLP) TpomomomOnie

22 Anhaoeig emucvdvvotntog (CLP) TpomomowOnie

9.1 YdatodaivtdtnTa Ipootédnke

11.1 ATE CLP (Am6 0V 6TOHATOC) Ipootédnke

11.1 Autia gav dgv éyovv ta&vounOet Ipootédnke

11.1 LD50 and tov otépotog 6 apovpaiovg TpomomomOnie

12.1 Attio v dev €xovv Tagvoundet ITpootébnke

M peg keipevo pacswv H xor EUH:

Acute Tox. 4 (Ao Tov O&ela to&ucomra (amd Tov 6ToN0TOC), Katnyopia 4

GTOLATOC)

H302 Emprapés oe mepintmon kardmoons.

H336 Mmropei va. Tpokarécet vvniio 1y Larn.

H361d "Yronto yua mpdxinon BAGPNG oo Euppuo.

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

Lact. To&wdmTa 6TV avorapaywyr, emmpdodetn katnyopia, emdpacels otn yokovyio 1| HES® TG YaAovyiog
Repr. 2 To&wodmTa 6TV avorapaywyr, katnyopio 2

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

Aghtio Agdopévaov Acpareiog (AAA), EE

ATIOIIOIHXZH EY®NHZX Ot tAnpogopieg mov mepiéyovtar 6e avtd o dedtio Tpoépyovtat amd mnyég Tig onoieg Oewpovue aéomotec. [Topodia awtd, divovran
Yopic Kapio gyyonon, pnti 1 appnTn, Yo Ty akpifetd tove.
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