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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Metypa
Ovopa tov TpoidvTog : Morphine for system suitability
Kodiog mpoidvtog : 202300230

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
Metalha&ly£veon) YEVWINTIKGOV KUTTAp®V, Katnyopio 2 H341
To&wodmTa 6TV avamopay@yn, katnyopio 2 H361

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
Iepéyet : Morphine hydrochloride trihydrate; Oripavine; Morphinone; Morphine N-oxide
AnAdoelg emkvdvvottag (CLP) : H302 - Emprapéc o mepintwon katdnoong.

H336 - Mnopet va pokaiécet vrvnhio 1 (aAn.
H341 -"Y7omto Y10 TpOKAN G YEVETIKOV EAATTOUATOV.
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Morphine for system suitability
Agltio Agdopévev Acpaleiog

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

H361 - "Yronto yio mpoxAnon PAAPNS ot yovipdtto 1 6to £uppuo.
H362 - Mmopei va BAdwyet Ta. Bpépn mov TpEPovTaL Le UNTpIKo Yoo,

AnAdoetlg Tpoevraéng (CLP) : P201 - Epodiacteite pe T1g 101kéG 0dnyieg mpv amd T ypnom.
P202 - Mnv 10 ¥pnoLOTOMGETE TPV SLoPACETE Kl KATAVONGETE TIG 00N YieG TPOPOAAENG.
P260 - Mnyv avonvéete okdvn/avabopdoeic/aéplo/otayovidio/atpnods/ekvepdpota.
P263 - Amogedyete TV emapn 6T SLAPKELR TNG EYKVHOGVVNG KO TNG YOlovyiag.
P264 - ITAOvete Ta x€pia, ToVG TNXELS (AvTIBpdyie) Kot TO TPOGMTO GYOMUGTIKE LETA TO XEPIGHO.
P270 - Mnv 1pdrte, mivete 1 Komvilete, OTAV XPNGUOTOLEITE VTO TO TPOTOV.
P271 - Na ypnowonoteital poévo o€ avotkto 1 kakd aeptidpevo xmpo.
P280 - No popdte TpocTATEVTIKE YAVTIO/TPOGTOTEVTIKG EVOOLATO/HEGO ATOUIKNG TTPOCTAGIOG Y10 T
LATI0/T0 TPOCMOTO/TOL AVTLAL.
P301+P312 - XE IEPIIITQXH KATAIIOXHX: Kaléote to KENTPO AHAHTHPIAZEQN 1) éva
ytpd, av oicbavieite adwbecio.
P304+P340 - XE IIEPIIITQXH EIZIINOHE: Metagépate tov mafovia otov kabapd aépa kot
aPNoTE TOV Vo EEKOVPOOTEL GE GTAGT TOV GIEVKOADVEL THV OVOTTVOT.
P308+P313 - XE IIEPIIITQXH éxbeong 1 mbavotntag £xbeong: Zvpfovievdeite/Enoxepbeite
yuTpo.
P312 - KoAéote to KENTPO AHAHTHPIAXEQN 7 éva yutpd, av cicbavbeite adiabeoia.
P330 - Eemldvete 10 oTOUA.
P403+P233 - Anobnkeveton o€ KaAd aeplopevo ydpo. O mepléktng dtotnpeitot epunTikd KAEIGTos.
P405 - dvrdooeton KAEWOUEVO.
P501 - AudBeon tov meplexopévov/nepléktn o€ onpeio GLALOYNG ETKIVOLVEOVY 1 EWIKOV aroPARTOV,
GOUPOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SebVelg KOvoviGHOovE.

Ppdoeig EUH : EUH208 - Iepiéyet Oripavine, Morphinone, Morphine N-oxide. Mropei va tpokoréoet oAlepykn
avtidpaon.

INpavon coppova pe: eEapeitor 1) EcOTEPIKY GLOKEVAGIN, Ta TEPLEXOLLEVD TNG omoiag dev vrepPaivovv to 10ml

Ewovoypappoata kvdovov (CLP) :

GHSO08
Enwcivduvo nepieydpevo : Morphine hydrochloride trihydrate; Oripavine; Morphinone; Morphine N-oxide

2.3. Al)Lot Kivovvol

Aev nepiéyetl ovaieg PBT/VPVB > 0,1%, ot omoieg éyovv a&roroynOei soppmva pe to Mopdpmuo XIII tov Kavoviepod REACH

To piypo dev mepiéyet ovoia(eg) mov meptapPfaverar 6Tov KatdAoyo mov Kataptiletar cuupmva pe to apbpo 59 mapdypapog 1 tov kavoviopod REACH yo tig
10T TEG EVOOKPIVIKAG dLoTapoyng M dev avayvepiletat 6Tt £xeL 1B10TNTEG EVOOKPIVIKNG d10TapOyNG COUPMVOL [E TA KPLTNPLo. TOL opilovtotl 6Tov Kat'
g&ovolodotnon Kavoviopd mg Emrponng (EE) 2017/2100 1 tov Kavoviepd g Emtrponnig (EE) 2018/605, oe cuykévipwon ion 1 peyarvtepn and 0,1%

TMHMA 3: X9vOeon/aAnpo@opies Y10 To CVGTATIKG,

3.1. Ovoieg

Agev 1oyvet

3.2. Meiypora

Ovopa AVoyvopeTIKOG KOOKOG % Koatdraén copoava pe tnv odonyia

TPoidvTOg 1272/2008 EK [CLP]

Morphine hydrochloride trihydrate - <100 Acute Tox. 4 (And Tov otopatog), H302
(ATE=335 mg/kg copotikod Bapovg)
Muta. 2, H341
Repr. 2, H361
Lact., H362
STOT SE 3, H336

21/06/2023 (Huepounvia ékdoong) EL (eMnvikd) 2/9



Morphine for system suitability
Agltio Agdopévev Acpaleiog

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

Ovopa AvoyvopieTiKég Kook | % Kataraln copeova pe v odnyio
TPOIOVTOG 1272/2008 EK [CLP]
Oripavine - <0,2 Acute Tox. 3 (And tov otdpatog), H301

(ATE=100 mg/kg copatikov Bépovg)
Acute Tox. 3 (A1 tov déppatog), H311
(ATE=300 mg/kg copatikov Bépovg)
Acute Tox. 3 (Awd g elomvong), H331
(ATE=0,5 mg/l/4h)

Resp. Sens. 1, H334

Skin Sens. 1, H317

Repr. 2, H361

Morphinone - <0,2 Acute Tox. 3 (Amd tov otoparog), H301
(ATE=100 mg/kg copatikov Bapoug)
Acute Tox. 3 (A4 g ewonvorg), H331
(ATE=0,5 mg/1/4h)

Resp. Sens. 1, H334

Skin Sens. 1, H317

Morphine N-oxide - <0,2 Acute Tox. 3 (Ao tov otoparog), H301
(ATE=100 mg/kg copatikov Bépoug)
Acute Tox. 3 (Ad g ewonvong), H331
(ATE=0,5 mg/l/4h)

Resp. Sens. 1, H334

Skin Sens. 1, H317

Repr. 2, H361fd

Lact., H362

TIpeg keipevo tov nkdcewmv H koar EUH: BAéne tpunpa 16

TMHMA 4: Métpa ap@tov fonbsiov

Métpa npdTmv fondetdv LeTd and enaQr 1e TO SEPHOL : KoBapiote ™ peyaivtepn duvorr mosdtnto okovmilovtdg ) (kabapd Kot Lodakd amoppoenTikd
Tavi).
Métpa npdTev fonderdv Petd and enapn pe o LaTio : Eemlovete to pLatio Pe vepo yio AOyous acpoeiag.

Agev vrdpyovv emmAéov TANpoQopieg

Agev vrdpyovv emmAéov TAnpogopieg

TMHMA 5: Métpa yio. TV KOTOTOAEPNON TG TVPKAYLAG

KoatdAinio péoa mopodsPeong : KovBépta mupdoPeong.

Kivduvog muproaytdg : BMéme tuipo 2.2.

Métpa Y10 TV KOTOTOAEUNGT TG TUPKAYLAG : Xpnoworowmote péca KotdoBeons katdAnia yio v tepipdrlovoa mopKayid.
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Morphine for system suitability
Agltio Agdopévev Acpaleiog

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

TMHMA 6: Métpo o€ Tepinton aKovoLos EKAVONG

6.1.1. '@ Tpocs®TKO GALO 0T6 TO TPOCOTIKO EKTUKTNG AVAYKNG

Métpa €KToKTNG OVAYKNG 1 Amogevyete kabe meprtn £kbeon.

6.1.2. T GTope mov TPocPEpovy TPpdTES fonideieg

Agv vdpyovv emmAéov TANPOPOpie

Aev vrdpyovv emmAov TANPoPopie

Aev vrdpyovv emmAéov TANpoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 7: Xeipiopoég ko amodnkevon

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpoeopieg

Bléne tunpa 1.

TMHMA 8: ‘EAeyyoc tng ék0eonc/atopikn apoctacia

8.1.1 EOvikéc oprokég Tipés enayyeipatikig ék0eong ko froroyikég oprakéc Tipég

Agev vrdpyovv emmAéov TANpoopieg

8.1.2. ZuvieTApEVES SL0d1KaGiEg TUPaKOLOVONONG

Agv vdpyovv emmAéov TANPOPOpie

8.1.3. Zymparilovrar otoyycio pHTavong tov aépo
Agv vrdpyovv emmAéov TANpoQopieg

8.1.4. DNEL xox PNEC

Agv vdpyovv emmALov TANPOPOPieg

8.1.5. Ileproyéc eréyyov

Agev vrdpyovv emmAéov TANpoQopieg

8.2.1. Katdiinkior pnyavikoi éheyyor

Kotdiinhor pnyavikoi éleyyou:
Awmpriote og KaAd e&aeptlOpevo xdpo. Zuvibog anatteitatl GOGTNHO YEVIKOD UNYaviKoD eE0EPIGHOD TOV YOPOL.

8.2.2. ATopkog TPOoTOTEVTIKOG EE0TAMGPOG

8.2.2.1. [IpocTucio TOV PUTIAOV KL TOV TPOGAHTOV

Agev vrdpyovv emmAéov TANpoPopieg
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Morphine for system suitability
Agltio Agdopévev Acpaleiog

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

8.2.2.2. lIpoctacio déppoTog
Ipootacia Tov déppotoc:
mod14 epyooTnpiov
IIpocrocia ToV yepLOdV:
IpoctotevTikd yévTio

8.2.2.3. IIpocTucio. TOV AVOTVEVGTIKAOV 00®V

Aev vdpyovv emmAéov TANpoPopieg

8.2.2.4. Ogppkoi kivovvor

Agv vrdpyovv emmAéov TAnpogopieg

8.2.3. OproBétnon kot TapakorovOnon g tepifariiovroroyikng £ékOeong og Kivovvo

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 9: ®vokég Kol ynNUIKEG 1016TNTEG

9.1. Zroyeia o Tig facukéc QUOIKES KoL YNUIKES 1OLOTNTEG

Puon KotdoTaom 1 Xteped
APDOHOL : Mn Swbéopo
Oopny : Mn Swbéorpo
Op1o oopng : Mn dwbéoyio
Inueio Eemg : Mn dwbéoyio
Inueio m&emg : Mn dwbéoyio
Inueio Bpacpod : Mn dwbéoyio
Evplextomto : Mn dwbéoyio
Opo. kvdvvov ekpnéemg : Agv woydet
Xoapniotepo 6pio £kpnéng : Agv oydet
Avdtato 6pro expnEpomrag : Agv oydet
Inueio avaereéng : Agv oydet
Bgppokpacio avtavaereéng 1 Agv woydet
Bgppokpacio arocvvieong : Mn dwbéoyio
pH : Mn dwbéoyio
Avdivpo pH : Mn dwbéoyio
EDEC, KIVEPOTIKOG (1]) : Agv woydet
AwAvtomTo : Mn dwbéoyio
TUVTEAECTIG KOTAVOUNG GE HELYHLOL N-0KTAVOANG/VEPOD : Mn dwbéoyo
(Log Kow)

Téon atudv : Mn dwbéoyio
ITieon atpov og Beppokpacio 50°C : Mn dwbéoyio
TTukvotta : Mn dwbéoyo
ZyeTIKN TUKVOTNTOL : Mn dwbéoyo
Zyetikn TokvoOTTO 0TUOV 6ToVG 20°C : Agv oydet
Méyebog copatidiov : Mn dwbéoyo

9.2. Aoutéc TAnpogopicg
9.2.1. IIxnpo@opicg oYeTIKA pe TIS KLAGELS PVOLKOV KIVOUHVOL
Agev vdpyovv emmAéov TANpoPopieg

9.2.2. AAL0 YOPUKTNPIGTIKG 0GQUAELOG

Agv vrdpyovv emmAéov TANpoeopieg

TMHMA 10: Xta0gpdtnTo Kol avVIIOPUoTIKOTNTO

10.1. AvnidpaoTikOTNTO

Ztabepd VIO KAVOVIKEG GUVOTKEG.
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Morphine for system suitability

Agltio Agdopévev Acpaleiog

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

10.2. Xnuki] 6tafspoTnTa

Agv vdpyovv emmALov TANPOPOPiEs

10.3. IIBavOTNTO ETKIVOLVOV AVTIOPACEDV

Kavévag yvootog/-1/-6.
10.4. ZovOnkeg TPpog awopuyn
Aev vrdpyovv emmAéov TANPoPopieg

10.5. Mn coppoatd vikd

Kapia og kavovikn yprion. BAéne tpunpo 7.

10.6. Emuxivovva wpoiovra amwoovvleong

‘Otav Oeppaivetar péxpt Tov oNUEOL SACTAONG, EKTEUTEL EXKIVELVOLG KOTVOVG.

TMHMA 11: To&ikoroyikég TANPOPOPIES

11.1. ITAnpo@opieg yia Tig TAEES Kivovvov, 0Ttmg opilovtar otov kavoviepd (EK) apif. 1272/2008

Oé&ela to&ucodmTa (amd TOHUTOG)
O&ela to&ucodto (Seppotikn)
O&eia To&wotnta (avomvon)

EmProfég o nepintmon katdmoong.
Mn ta&wvounpévog (Baoet tov dabéoipmv dedopévav, Ta kpreipila tagvounong dev Thnpovvrot)
Mn ta&wvounpévog (Baoet tov diabéoipumv dedopévav, Ta kpreipila tagvounong dev Thnpovvrot)

Morphine for system suitability

ATE CLP (A7 T00 GTOHATOG)

‘ 331,264 mg/kg copoatikov Bapovg

Morphine hydrochloride trihydrate

LD50 amd tov 6tép0t0g 68 apovpaiovg

‘ 335 mg/kg RTECS : QC8590000

Oripavine

LD50 and tov 6T0p0T10g 68 0povpaiong

50 — 100 mg/kg

LD50 péom tov déppatog 6g apovpaiovg

200 — 1000 mg/kg

LC50 Ewnvon - Entipog (Xxévng/cuykévipoong
oTayovidiov)

0,5 — 1 mg/l/4h

Morphine N-oxide

LD50 amd tov 6T0p0T0g 68 apovpaiong

50 - 300 mg/kg

LC50 Ewnvon - Extipg (Zxévng/cuykévipoong
oTayovidiov)

0,5 - 1 mg/l/4h

AGBpmon kot epebiopog Tov d€ppratog
ToPBopn opBaipkn PAGPN/epebiopog
EvaisOntonoinon tov avomveuotikod 1
guaedntomoinon Tov dépHaTog
Metalho&ryEveon YEVWNTIKOV KUTTAP®V
Kapxivoyéveon

To&wdTnTa Y100 TNV AVOTOpay @Y

Ewua to&ucotnta ota dpyava-ctoyovs (STOT) —

eamaé £xbeon

Mn to&vopnpévos (Baoet tov dtobéoiyiov dedopévav, ta kprnpo to&vouncong 6ev minpovval)
Mn ta&wvounpévog (Baoet tov dabéoipmv dedopévav, Ta kpreipla tagvounong dev Thnpovvot)

Mn ta&wvounpévog (Baoet tov dtabéoipumv dedopévav, Ta kpreipila tagvounong dev thnpovvot)

: 'Y®omTo yio TpOKAN G YEVETIKOV EANTTOUATOV.

Mn to&vopnpévos (Baoet tov dobéoiov dedopévav, ta kprrnpla to&vounong 6ev minpovval)

: Yromto yio mpoxAnon PAAPNG ot yovyudta 1 6to £uPpuo. Mropei va Brdyet To. fpéen mov

TPEPOVTOL PUE UNTPIKO YEAQL.

Mmopei va tpokarécet vevniia 1) {aAn.

Morphine hydrochloride trihydrate

£xbeon

Ewum to&wotnta ota dpyava-otéxovs (STOT) — epdnal

Mmnopei va tpokarécet vavniio 1| {oAn.

Eww to&ikomra ota opyava-otoyovg (STOT) —

emavelAnpupévn ékbeon

Mn ta&wvounpévos (Baoet tov dobéoipmv dedopévav, ta kprripila tagvoumong dev TAnpovvrat)
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Morphine for system suitability
Agltio Agdopévev Acpaleiog

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

Enwivduvotnta avappdenong : Mn ta&wopnuévog (Baoet tov dtabéoipwv dedopévav, ta kprrnpia to&vounong dev minpovvaon)

Agv vdpyovv emmAéov TANPOPOpies

TMHMA 12: Oworoyikég TANpoQopies

Owoloyia - yevikd 1 Aev mopovotdlet Waitepo Kivduvo yio to TeptPaiiov.

Emwivduvo yio to vddrtivo mepiparrov, Bpayvrpodbeopog : Mn ta&wopnuévog (Baoetl tov dtabéotumv dedopévav, to kprmpla ta&vopunong dgv TAnpodvar)
(080¢)

Emwivduvo yio to vddrtivo mepiBailov, pakporpdbespog : Mn ta&wopnuévog (Baoet tov dtabéotumv dedopévav, to kprmpla ta&vopunong dgv TAnpodvar)
(xpdviog)

Aev voiotaton Tayeio amocvvheon

Aev vrdpyovv emmAov TANPOPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agev vrdpyovv emmAéov TAnpogopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALov TANPOPOPies

Agv vdpyovv emmALov TANPOPOpies

TMHMA 13: Xtovyeia oyeTika pe tn 61d0gon

Aev vdpyovv emmAéov TANPOPopie

TMHMA 14: [TAnpo@opisg 6eTIKE pe TN PETAPOPE.

Yopeovo pe ADR / IMDG / IATA
ADR IMDG TIATA

14.1. AprOpoég OHE 1 ap1Opég TavtétnTog

Agv 1oy0gt Agv 1oy0€1 Aev 1oy0et

14.2. Owkeio ovopasia arootorig OHE

Agv 1oy0g1 Agv 1oy0g1 Aev 1oy0det

14.3. TaEn/-e1g KtvdHvov KOTA TN PETOPOPE

Aev 1oy0et Aev woyvet Aev woyvet

14.4. Opada cvokevaciog

Agv 1oy0gL Agv 1oy0g1 Agev 1oy0et
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Morphine for system suitability
Agltio Agdopévev Acpaleiog

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

ADR IMDG IATA

14.5. IleprforhovTiki] emKivouvoTNTA

Agv 1oy0gL Agv woyvet Agv woyvet

Agv vapyovv emmAéov Stabéctpes TANPOEOpies

14.6. EWdwuéc mpo@uAhdelg yia Tov (pietn

Eniyewo petagopa
Aev 1oy0et

petapopd péco Baraocong
Aev 1oyvet

Evaépro petagopd
Aev 1oy0et

14.7. Oaldooreg petapopis yvony coppmva pe Tig Tpatels ron IMO

Aev 1oy0et

TMHMA 15: Xtoryeio vopo0etiko yopakTipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6@aiera, Tnv vyeio Ko o aepifdirov yio TV ovoia 1 10 peiypa
15.1.1. xovoviopoi EE

Hapaptpa XVII tov REACH (IIpoimobéceig mepropiopov)

Aev mepiéyer kapia ovoio(eg) mov meprapfavetoovar) oto Mapaptnua XVII oo REACH (Ilpodnobiceig neplopiopon)
Hapaptpa XIV 100 REACH (Katdroyog a.0£1060Tn61G)

Aev Tepiéyet kapio ovoia(eg) mov nephappavetar(ovror) oto Mapdapmpa XIV oo REACH (Katdloyog adg1086tnong)
Kataroyog vroyiguov overdv REACH (SVHC)

Aev mepiéyetl kopia ovoio(eg) mov meptrapfavetoiovrat) 6Tov Katdroyo vioyneuy ovoidv REACH

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

Aev gpoppoletar.

Kavoviepéc POP (EE 2019/1021, Eppovot opyavikoi pomot)

Aev gpoppodletar.

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

Aev Tepiéyet kapio ovaia(eg) mov nepthappdvetarovtat) 6Tov KatdAoyo ovoumv mov e&acbevifovv to 6Cov (Kavoviopdg EE 1005/2009 oyetucd e Tig ovoieg Tov
eEaobeviCouv ™ oTdada Tov 6LoVTog)

Kavoviopds mepi ekpnktikdv apédpopmv ovordv (EE 2019/1148)

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

Kavoviepog nepi npédpopmv ovordv vapkotik®dv (EK 273/2004)

Aev mepiéyet ovoio(eg) mov TePAaUBAVETAL(OVTOL) GTOV KOTAAOYO TPOSPOU®Y 0VGIOV VapKOTIK®OV (Kavoviopog EK 273/2004 oyetikd pe tig tpdSpopeg ovoieg

VOPKOTIKOV)

15.1.2. EOvikég drwataéerg

Aev vdpyovv emmAov TANPOPopies

15.2. A&ordynon ymuikig aoc@dierog

Aev vdpyovv emmAéov TANpoPopie
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Morphine for system suitability
Agltio Agdopévev Acpaleiog

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

TMHMA 16: AlLeg TANPOQPOPIES

I peg keipevo ppacewv H ko EUH:

Acute Tox. 3 (And Tov
GTONOTOC)

O&elo to&kodmra (amd Tov 6TOHTOG), Katnyopia 3

Acute Tox. 3 (A1q g
£10TVONC)

O&eia To&wotnTa (816 TG €10TVOTG), Katnyopia 3

Acute Tox. 3 (A4 Tov
Séppatog)

O&eia To&wotnTa (516 Tov d€PHATOG), Katnyopio 3

Acute Tox. 4 (And tov
GTOHATOC)

O&eia To&otnta (06 T0V 6TOHATOC), KoTnyopia 4

EUH208 [epiéyer Oripavine, Morphinone, Morphine N-oxide. Mropei va tpokoréoet oaAdepykn avtidpaon.
H301 To&wo og nepintoon Kotdmoong.

H302 Emprapég oe mepintmon kotdmoong.

H311 To&wd og TP HE TO FEPLLAL.

H317 Mmnopei va tpokarécel oAlepyikn) SepUaTIK avTidpaoT).

H331 To&wo o€ nepinTOon €16TVoNC.

H334 Mmnopei va. tpokarécet odlepyio 1} cuprtdpato AcOatog 7| SOGTVOLN 68 TEPITTOO ELGTVOTC.
H336 Mmropei va tpokarécet vavniio 1y LaAn.

H341 "YTomTo Y10 TpOKANGCT YEVETIKOV EANTTOUATOV.

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

H361fd "Yronto yio mpoxkAnon PAAPNG ot yovipdmta. "Yronto yio tpdkinon PAAPng oto uppuo.

H362 Mmopei va. PAayet Ta Bpéen mov Tpépovtat e unTpkd yaia.

Lact. To&wodmTa 6TV avamapay®yn, emmpdchet Kotnyopia, ETOPAGELS 0T YoAOLXio 1| LEG® TNG YOAOLXiOG
Muta. 2 Metarlha&ry€veon YEVVNTIKOV KLTTAp®V, Kotnyopio 2

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

Resp. Sens. 1 EvaisOntonoinon tov avoamvevotikov, katnyopio 1

Skin Sens. 1 EvaisOnromoinomn tov déppoatog, kotnyopia 1

STOT SE 3 Educn to&ucotnta og Opyava-ctoxovs votepa amd pio epamaé £xbeon, katnyopia 3, vapkoon

Katnyopromoinon kot 7p@TéKoALo Y10 TNV KATNYOPLOTOINGT TOV PIYRATOV 6OpQovVe pe Tov kavoviopo (EK) 1272/2008 [TEX]:

Acute Tox. 4 (And Tov H302 Mé£60d0¢ VITOAOYIGHLOV
GTOLOTOC)

Muta. 2 H341 Mé£60d0¢ VTTOAOYIG OV
Repr. 2 H361 MéBodog voroyiopon
Lact. H362 MéBodog voroyiopon
STOT SE 3 H336 MéBodog voroyiopon

Aghtio Agdopévaov Acpaleiog (AAA), EE

ATIOITOIHXZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o€ antd to dehtio mpoépyovtat and mnyés Tig onoieg Oempodpe a&iomotes. [Tapoia avtd, divovtot
XOPIG Kapio gyydnon, pntn N appnTn, Yo Ty akpifetd tove.
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