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COUNCIL OF EUROPE -
edome ~—m Olanzapine

Agltio Aedopévav Acpaleiog
of Medicines | du médicament

& HealthCare & soins de santé CONSEIL DE I'EUROPE ovppova pe tov Kavoviopd REACH (EK) 1907/2006 6mwg tpomomomifnke omd tov Kavoviouo (EE) 2020/878
Hpepopnvia ékdoong: 03/04/2023  exdoyn: 1.0

TMHMA 1: IIpoco10piop6g 0v6iag/peiypatos Kol ETapeiog/emysipnong

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia

Ovopo ovoiag : Olanzapine

Kodwog mpoidvtog : 201600655

Svvdvopo : Olanzapine, salts, hydrates, isomers and impurities where applicable

1.2. Zovogeic mpocdtopillopeEveg YPNGELS TS OVGIAG 1] TOV PEIYIOTOG KOL OVTEVOELKVOOIEVES YPNOELS

1.2.1. Zyenikéc mpofhemdpeveg ypNosig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTVLEN KoL TNV ETAYYEALATIKY EKTOIOELOT.
Xpnion g ovciag/Tov peiypotog : Mobvo Yo emaryyeApaTIKn YpHon
Katyopia Aettovpyiag 1| ypnong : Xnukég ovoieg epyactnpiov

1.2.2. AVTEVOEIKVUONEVES (PN GEIS
Iepropiopot ot xprion © Mn ypnowonoteite : Katdmoon, Etonvon, Aeppaticd

1.3. Zroygia Tov TpopunBcvT) TOV dEXTiOV dEdOPEVOV GPaLEing

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. Ap1Opiog THAEQ®OVOL EMETYOVGAS AVAYKNG

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piopog EMKIVOUVOTNTOS

2.1. Ta&woépnon s oveiag 1| TOV PEIYNATOG

Kotaraén copoove pe v odnyia 1272/2008 EK [CLP]

O&eia To&komTa (amd ToV GTONATOC), KaTnyopio 3 H301
EvawsOnromoinon tov dépparog, katnyopio 1 H317
To&wdmta 6TV avamapayoyn, ETmpochetn Katnyopia, emdpacelg ot yorovyio H362
1 pécm g yorovyiog

Ewdu to&wotnta og Opyava-otoxovs votepa amd pio epdmas £kbeon, katnyopia H336
3, vépkwon

Ewdu 10&kotnto o€ Opyova-otoyous Votepa amd exavelAnuuévn ékbeon, H373
Katnyopio 2

ITAnpeg keipevo tov dnidocewv H kon EUH: BAéne tunpa 16

AvemOOpunTEg QUOIKOYNMIKES EMOPAGELS, KAODG Kot EMIPAGEIS 6TNV 0vOpOTIVY) VYl Ko 610 TEPIfariov

Amopacn HESH KPioNG EUTEPOYVOUOVEOV KOl OTTOSEIKTIKNG 10YVOG.

2.2. Zroyeio eTIKETOG

Xapaxtnpiopos copeova pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

S

Ewovoypappata kwvdvvov (CLP)

GHS06 GHSO08
Ipogwboromtiky AéEn (CLP) » Kivdvvog
AnAdoelg emkvovvomtag (CLP) : H301 - To&wo o€ nepintoon Kotdmoons.

H317 - Mnopei va tpokoréoet aAlepyikn deppotikn avtidpoot.
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Olanzapine
Agltio Agdopévov Acpaleiog

oopeova pe tov Kavoviepd REACH (EK) 1907/2006 6nwg tpomonoundnke and tov Kavoviopd (EE) 2020/878

H336 - Mnopei va mpokaAiéoel vvniio 1 CoAN.
H362 - Mropei va BAayet ta Bpépn Tov Tpépovtat pe pnTpkd Yoo
H373 - Mnopei va tpokarécet BAafeg ota Opyoava HOTEPO OO TAPATETAUEVT 1| EXOVEIRUUEVT
£xOeon.

AnAdoeig Tpopvraéng (CLP) : P201 - E@odworteite pe Tig €1d1kég 0dnyieg Tpv omd ™ xpron.
P260 - Mnv avanvéete okOvNn/avaduidoeic/oépio/otoyovidt/atpons/eKvep®LaToL.
P263 - Amogevyete TV EXOQN 0T SIEPKELD TNG EYKVHOGVVIG KO THG YOAOLYIOG.
P264 - TTIAdvete ta yépua, Toug mXeLS (avTiBpdyla) Kot To TpOCOTO GXOAAGTIKA LETE TO YEPIOUO.
P270 - Mnv tpdte, mivete 1} kanvilete, OTav YpNGYLOTOLEITE AVTO TO TPOTOV.
P271 - Na ypnowonoteitat povo oe avolktd 1 KaAd aepilopevo xdpo.
P272 - Ta polvouéva evddpata epyaciog dev Tpénet va Pyaivovy amd To xHPo epyaciag.
P280 - Na gpopdte mpooTaTeELTIKE YAVTIO/TPOCTUTEVTIKG EVOVLATA/LEGH UTOUIKNG TPOCTAGING YioL T
UATLO/TO TPOGWTO/TO AVTLA.
P301+P310 - ZE INEPIITQXH KATAIIOXZHE: kaAéote apéomns to KENTPO AHAHTHPIAXEQN
1 éva y1oTpo.
P302+P352 - £E INEPIIITQXH EITA®HE ME TO AEPMA: ITAOvte pe apBovo vepd.
P304+P340 - £E ITEPIIITQXH EIZIINOHE: Metagépate tov mabovia otov kabapd aépa Kot
AQNOTE TOV Vo EEKOVPOCTEL GE GTAOT OV FLEVKOAVVEL TNV (LVOTTVOT).
P308+P313 - £E IIEPIIITQXH ékbeong 1 mBavomtag ékBeong: Zupfovievbdeite/Emokepbeite
ytpo.
P312 - KaAéote to KENTPO AHAHTHPIAZEQN 1 éva yiotpo, av arcBavieite adwabeoio.
P321 - Xpelaletar edkn ayoyn (BAETE cuUTANPOUOTIKEG 00N Yies TPOTOV Bondewdv otV £TIKETA).
P330 - Eemldvete T0 oTONO.
P333+P313 - Edv napotnpnbel epebiopdg tov déppatog 1 epaviotet e&avonpa:
Toppovievbeite/Emokeqbeite yiatpo.
P362+P364 - Bydite ta polvouéva povya Kot TAOVTE To TPV ToL EQVOyPTGULOTOMCETE.
P403+P233 - Amobnkevetat o Kold aepllopevo ydpo. O mepékg dratnpeitat epuntikd KAEGTOG.
P405 - dvrdcoetot KAEW®PEVO.
P501 - AwéBeon tov Tepieyopévou/meplEkTn o€ onpeio GLALOYNG EMKIVOLVOV 1 EWBIKOV anoBANTOV,
GULPOVO LLE TOVG TOTKOVG, TEPLPEPELNKOVG, £BVIKODS 1/Kkon diebveig kavoviopovs.

Ifpaven oopeeva pe: eEapeital 1 ECOTEPIKT CLOKEVOTIN, T TEPLEXOUEVO TG 0moiag dev vrepPaivouv Ta 10ml

b

GHS06 GHS08

Ewovoypdappata kivdovvov (CLP)

2.3. AlLot Kivovvol

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 3: Z0vOeon/TApo@opiss Y10 TO GVGTATIKG,

3.1. Ovoigg

Ovopa AvayvoploTIKOg KMOKOg % Kotaroén svpoova pe v odnyio
TPOidVTOg 1272/2008 EK [CLP]

Olanzapine - <100 Acute Tox. 3 (And tov otdparog), H301

(ATE=100 mg/kg copoatikov Bdpovg)
Skin Sens. 1, H317

Lact., H362

STOT SE 3, H336

STOT RE 2, H373

IIpeg keipevo tov nhmoewv H ko EUH: BAéne tunpo 16

3.2. Meiypoara

Agev 1oy0et
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Olanzapine
Agltio Agdopévov Acpaleiog

ovppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavoviepo (EE) 2020/878

TMHMA 4: Métpa npatov fondsiov

Métpa npdTev Bondeidv petd and silomvon : Bydte tov mofovta otov kabapd afpa. APote To GTopo mov TpocPAnOnKe va avorveboel kabapd
aépa.

Métpa tpdTav Pondeidv petd and enaen pe o déppo . KoBapiote ™ peyaivtepn dvvarh moodtnta okovmilovidg ) (kabapd Kot Hodako anoppoenTikod
mavi). [TAvete pe GeBovo vepd Kot amoppuTaVTIKO.

Métpa npdtav Bondetdv petd and enaen pe o paTio : Eemlovete pe vepd kpotdvtog o PAEQapo KoAd avoryTd.

Métpa pdTav Pondeidv petd and katdmroon . Eemhovete 1o otopo. Karéote apéowg to KENTPO AHAHTHPIAZEQN/yotpd. Evééyetor va

ovot el mopateTapévn 10Tpikn Tapokolovonomn.

ZOUTTOUOTO/EMOPACELS © BMaPeg oty vyeia evdéyetot va eppaviotodv pe kabvotépnon.
TOUTTOUOTO/EMOPAGELS LETG Ad ELGTIVOT| . Avemapkn dedopéva.
ZOUTTOUOTO/EMOPAGELS LETE OO ETOQT| UE TO FEPLLQL . Avemapkn dedopéva.
TOUTTOUOTO/EMOPAGELS LETG Amd ETAQT L TOL phTior . Avemapkn dedopéva.

TvpPovievdeite/Emokepbeite yiorpd. Eqv eivan duvatd deilte avtd o gOAA0 ac@areiog, K av oyL, deifte T cvokevacio 1) Vv eTkéTa.

TMHMA 5: M£tpa y10. TNV KOTOTOAEPN O] TS TUPKAYLAG

KatdAnka péca mopdcPeong : KovBépta nupdcPeong.

Kivévvog mopkayiag . BMéme tpnua 2.2.

METpa Y100 TNV KOTOTOAEUNOT| TG TUPKOYLAG 1 Xpnowomomote péca Katdofeons KatdAinia yio v TepBUALOVGH TUPKAYLA.

TMHMA 6: MTOGT OKOVGLOG EKAVGTG

Tevikd pétpo 1 Amo@lyete v dpeon enogn pe To Tpoidv. Mnv ovomvéete
oKOVN/avabVILACELY/ 0EPLE/GTAYOVISIO/ A THOVS/ EKVEPDLOLTA.

6.1.1. T TPocsOTIKG GALO 06 TO TPOGOTIKG EKTUKTNG AVAYKNG

Métpa éktaxTng ovaykng : ®ophte KOTAANAO TPOGTATEVTIKO POVYLGLO, YAVTIO KOL TPOCTAGIO Yot TOL LATIOL KOt TO TPOGMTO.

6.1.2. ' dTopo mov TPooPEpovy TPpdOTES o dsieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovv emmAéov TANpoPopieg

MébBodot kabapiopon 1 Zryovpéyte, 0TL Ta amoppipata o TepiovAleyovv Kot Oa amobnkevtovy acporéc. Kabapiote
TpooekTikd. ITAOVETE To VITOAEINATO TTOV dEV UTOPEITE VL AVOKTNGETE HE : ALGAVILO VTTOYA®PLOSOVG
vatpiov.

Agv vdpyovv emmAfov mANpopopieg
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Olanzapine
Agltio Agdopévov Acpaleiog

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

TMHMA 7: Xepiopog kon awodnkevon

7.1. IIpo@VAGEELS Y10, AGQUA YEPLGNO

Emmhéov kivouvor katd v eneéepyacio . Egiotdton emiong n mpocoyn Tov xpiotn 6Toug mhovong Kivduvoug oL EVUTAPYOVV GTNV TEPITTOON
OV TO TPOTOV ypnoonombel pe TpOTO TOV 0pileTal Umd TIG KATAOKEVUGTIKES TPOILUYPAPES.

TIpo@uAd&els yio aoPain xEPLopod 1 XpNoWonomote 10 TPoidV e TPOGOYT. ATOPVYETE TNV AUECT EXAQT LE TO TPOTOV. TO HETPO TOV
SvuvaTov 1 YPNON TOL TPOIOVTOG TPEMEL VOL YIVETOL GE EPYACTIPLOKT XOGAVT|.

Métpa vytewng 1 Xpnon tov Tpoidvtog pe opdn Propnyavikh vyewn kot dtadikaoies ac@aAsiog.

7.2. ZovOnkeg 06Qarovs gOLAENS, copmepthapfavopévoy Toyov acvpfatotiTOV

Teyvikd pétpo T Zoppopembeite pe TOVG 1GYHOVTES KAVOVIGUOVG.

ZovOnfkeg eOAagng . DvAdooetol KAEW®UEVO.

7.3. Exducn) tehucn) xprion 1 ypniosig

BAéne tpnua 1.

TMHMA 8: ‘Eleyyog g £ék0eonc/otopki mpootacio

8.1. lapapeTpor eréyyov
8.1.1 EOvikég oprokég Tipég emayysipatikig £ék0eong kor Proroyikég oprakés Tinég
Aev vrdpyovv emmAéov TANpoeopieg

8.1.2. ZuvieTdpEvES drodikacics Tapakorhovdneng

Aev vrdpyovy emmAfov TANpoPopieg

8.1.3. Zympariovrar otoyygio pHmaveng Tov aépa

Agv vrdpyovv emmAéov TANpoPopieg

8.1.4. DNEL ka1 PNEC

Aev vrdpyovy emmAfov TANpoPopieg

8.1.5. Tleproyég eréyyov

Agv vrdpyovv emmAéov TANpoPopieg

8.2."Elgyyot £ékBgong
8.2.1. Katdiinior pnyavikoi éreyyol

Kotahinhor pnyovikoi £reyyol:
Awnpiote og kard e€aepilopevo ydpo. XpnoHomoteite amokAEIGTIKG 6€ KAEGTN Yoavn pe evoopatmpévo eiktpo. Piltpo agpocopatidiov vyning
anotelecpatikomrog (HEPA filter).

8.2.2. ATopikdg TPOSTUTEVTIKOG EEOTAGNOG
8.2.2.1. IIpocTucio TOV HUTIAV KUl TOV TPOGATOV

Ipocrocia 0pOaipdV:
Ipoctatevtikd yvaid. DIN EN 166

8.2.2.2. TIpoctocio déppatog

Ipootacia Tov déppatoc:
XpNoWOTOolEioTE TPOGTATEVTIKO POVYIGUO Yo ynpucd. DIN EN 13034

IIpocTocia TOV yePLOV:
Ipootatevtikd yavtia avBektikd oe ynukd tpoiovta. ISO 374-1

8.2.2.3. IIpocTuGic TOV UVATVEVGTIKAV 00DV

I1po6TOGia TOV OVUTVEVGTIKAV 06AV:
Ye nepintoon anelevdépmong okovNG : paokes pe iktpo Yo okdveg P3. DIN EN 140 & 149. Yypo npoidv : Mdoka aepordpatos. Popite avamveuoTikt
GVLGKELT 6€ TepinTon £kbeong oe aToVG/oKOVES/ aepoD LT
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Olanzapine
Agltio Agdopévov Acpaleiog

ovppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavoviepo (EE) 2020/878

8.2.2.4. Ogppukoi kivovvor

Agev vrdpyovy emmA£ov TANpoPopieg

8.2.3. Opro0étnon Kk TapakorovOnon g meptparhovroroyikig £kOeong o€ Kivovvo

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 9: ®voikég Ko YNUIKES 1OWOTNTES

Duon kotdoTaon T Xteped
APDOHO : Mn dwbéopo
Epgdvion TXZKoVI.

Oopny 1 Agv oyvet
Op1o oopng : Mn dwbéopo
Inpeio méewg © Mn dwbéoo
Enpeio Téewg © Mn dwbéoo
Inpeio Ppacpod © Mn dwbéoo
Evelektomnta © Mn dwbéoo
Opra kvdvuvov ekpnéemg T Agv ioyvet
XapnAotepo 6pto £kpnéng 1 Asvioyoet
Avdtato dpro ekpn&dmrag T Agv oyvet
Inuelo avapregng 1 Asvioyoet
Bgppokpacio avtavapreéng T Agvioyvet
Ogppokpacio arocHvieong : Mn dwbéopo
pH : Mn dwbéopo
Awiopo pH © Mn dwbéoo
1EDOES, Kivepatikog (1)) T Agvioyvet
AwAvtomro : Nepo:<0.1g/l
ZOVTEAEGTIG KOTAVOUNG OF HElYLLO N-0KTAVOANG/VEPOD © Mn dwbéoyo
(Log Kow)

Téon atpumdv : Mn Swbéopo
ITieon atpod og Oeppokpacio 50°C © Mn dwbéoyo
TTvkvotnta © Mn dwbéoyo
ZYETIKN TOKVOTNTOL : Mn Swbéopo
ZyeTikn TokvOTTO 0TUOV 6ToVG 20°C T Agv oyvet
Méyebog copatidiov © Mn dwbéoyo

9.2.1. IIAnpo@opics GYETIKA PE TIS KLAGELS UGIKOD KIVIVVOU

Agv vrdpyovv emmAfov TANpoPopieg

9.2.2. AMA0 {OPpOKTNPIGTIKA 06QULEING

Agv vrdpyovy emmA£ov TANPoPopieg

TMHMA 10: Xta0gpdtnTo Kol avIidpaoTIKOTNTO

2t00epd VIO KAVOVIKEG GUVOTKEG.

Aev vrdpyovy emmAfov TANpoPopieg

Agev vrdpyovv emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg
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Olanzapine
Agltio Agdopévov Acpaleiog

ovppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavoviepo (EE) 2020/878

Kapia og kavovikn ypiion. BAéne tpipa 7.

Ortav Beppaivetat péypt Tov oNUEIOL SIACTOONG, EKTEUTEL EMKIVOVVOVG KUTVOUG.

TMHMA 11: To&wkoroyikég TANPOPOPiES

Oé&ela to&icdmra (amd oTdON0TOC)

. To&wod og mepintmon Katdmoong.

Oé&ela to&ucdt o (deppoTikn) © Mn ta&wvounpévog
Oé&eia to&icdmra (avamvon) © Mn ta&vounpuévog
AGBpmon kot epediopog Tov d€ppatog : Mn ta&vounpuévog

ZoPapn opOaipkr BAGPN/epedionog
EvatsOnromnoinon tov avamnvevotikon 1
gvaicOntomoinon Tov dEppratog

Metarlho&ryéveon YEVWNTIKOV KOTTAP®OV
Koapkwvoyéveon

To&wdTTa Y10 TV OVOTOpOy®YN

Ewu to&wotnto ota dpyava-otoyovg (STOT) —
epanag £xbeon

Edun to&ucdtta ota opyava-ctoyovg (STOT) —
gmavelnupévn ékbeon

Emucvdovotnto avappdenong

: Mn tagvounpévog (Zaen ov Kot avemopkr dedopéva o Ty TaStvounon)
© Mmnopei va Tpokodéoel aAAEPYIKT deppaTiKn ovTidpaon.

1 Mn ta&wopnpévog

© Mn ta&vounpuévog

: Mmnopei va Bréwyet to fpéen mov TpépovTar ue PnTpkd yola.
: Mmnopei va tpokorécet vavniia 1 CoAn.

: Mmnopei va mpokodéoel PAafeg ota Opyava VoTepa amd mopateTapévn 1 Exavenupévn Ekbeon.

© Mn ta&wvounpuévog

Agv vrdpyovy emmA£ov TANPOPopieg

TMHMA 12: Owo)royikég TANPOQOPIES

Owoloyia - yevikd . Emwivdvva amdfinta. Xpnoylomoteite katdAinia doyeio andppymc.
Emucivéuvo yia to vddrvo mepiBarrov, Bpayunpdbecpog @ Mn ta&vounuévog
(080¢)

Emucivéuvo yia to vddrvo mepiarlov, pakporpoddecpog : Mn ta&vounpévog
(xpdviog)

Aev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovv emmAéov TANpoPopieg

Agv vdpyovv emmAfov mANpopopieg

Agv vdpyovv emmALoV TANPOPOpPiEg

o
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Olanzapine
Agltio Agdopévov Acpaleiog

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

TMHMA 13: Xtovyeio oyeTika pe 1 6130gon

13.1. Mé0odor emeéepyaciog amopfrntmv

Tomwn vopoBesio (amdPAnto)
ZVOTAGELS OYETIKG [e TNV amdppLym
TPOIOVTIMV/CLGKEVACLOV

1 Kataotpéyte pe aopain tpdmo cOUP®VO LE TOVG TOTIKOVS/ £BVIKOVG KOVOVIGHOVG.
© Mnv anoppintete To VIOAEIPATO GTOV VIOVOLLO, SMGTE TO TPOIOV KAt T GLOKEVAGIO TOV GE ELOIKO

onpelo GLAROYNG EMKIVELVEOV 1 EIOIKAOV ATOPPLUULATMV.

TMHMA 14: [TAnpo@opisg 6YeTIKA pE T1 RETAPOPE

Topupove pe ADR /IMDG / IATA

ADR IMDG IATA
14.1. AprOpoc OHE 1 ap1Opég tavtétnrog
UN 2811 UN 2811 UN 2811

14.2. Oweio ovopacio arostomig OHE

TOZIKA XTEPEA, OPT'ANIKA, E.A.O.

TOXIC SOLID, ORGANIC, N.O.S.

Toxic solid, organic, n.o.s.

Heprypagn eyypdowv petagopis

UN 2811 TOZIKA STEPEA, OPTANIKA, E.A.O.,
6.1, 11, (E)

UN 2811 TOXIC SOLID, ORGANIC, N.O.S,, 6.1,
11

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

14.3. Ta&n/-€1g KivdHvov KaTd T PETAQOPA

14.4. Opada cvokevaciog

14.5. Ilgprfarrovtikn emKivovvoTnTa

Enucivduvo yio to mepifdiiov: Oyt

Emwcivduvo yio to mepipdirov: Oyt
MoAvGpaTIKOG TapAYOVTOG Yol TO VOGTVO
nepdArov: Oyt

Emivduvo yia to mepifdiiov: Oyt

Aev vrapyovv emmAéov Stabécueg TANpoPopieg

14.6. Exdukég Tpo@uAaEELS Y10 TOV (p1oTY

Ermiyswo petagopa

Kodwog tagvounons (ADR)

Ewwcés dotaéeg (ADR)
[epropiopéveg mocoteg (ADR)
E&upovpeveg moootnteg (ADR)
Odnyieg ovokevaoiog (ADR)

Ewwés dotdéelg ovokevosiag (ADR)
Awtaéers pektg cvokevooies (ADR)

© T2
. 274,614
. 5kg
: E1
P002, IBC08, LP02, R0O01
B3
MP10

Odnyieg yio opnTég defopevig Kot epmopevpatokifotio : T1

x0dnv (ADR)

Ewducéc dotdéets yro popntég de&apevés Kot
gumopevpatokifatio yvdnv (ADR)

Kodwog de&apevng (ADR)

Ewducée drotaéelg ya degapevég (ADR)

Oympa ylo petopopd de&opevng

Katmyopia petagpopdc (ADR)

Ewducés drotdéerg ya ) petagpopd - Xodnv (ADR)

. TP33

: SGAH, L4BH
: TU15, TE19
AT

D2

: VC1,VC2, AP7
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Olanzapine
Agltio Agdopévov Acpaleiog

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

Ewwég datd&elg yuo  petapopd - Doptwon, : CV13,Cva28
eKQOPTOON Kot XEPIGHOS (ADR)

Ewwég datd&erg yuo ) petagpopd - Asttovpyioa (ADR) @ S9

ApBy avayvopiong kwvdovov (Képiep Apip.) : 60

IMoptokoAi dickot

Kodwog teplopiopav yio onpoyyes (ADR)

petapopd péco Balacong

Ewdu mpopreyn (IMDG) 1 223,274
[epropiopéveg mosodtnteg (IMDG) . 5kg
E&aupovpeves mosdtnteg (IMDG) © E1
Odnyieg ovokevaciog (IMDG) . P002
Odnyieg ovokevaoiog epumopevpotokiBotiov-dciopevaoy : 1BCO8
(kddwog IMDG)

Ewwés doraées IBC (IMDG) : B3
Odnyieg Y de&apevég (IMDG) Tl
Ewwcés dotaéels yua defapevég (IMDG) : TP33
ApOpdc EmS (ITupkoryid) : F-A
ApBpdg EmS (Awappony) : S-A
Katmyopieg poptiov (IMDG) A
Enpeto avaereéng (IMDG) :

[816tnteg kou mapotnproels (IMDG) : Toxic if swallowed, by skin contact or by inhalation.

Evaépro petagopd

PCA E&apovpeveg mocotreg (IATA) © El
PCA Ileplopiopéveg mocotmteg (IATA) © Y645
Kabapn péyiom mocdtnta yo mepropiopévn tocdtnro.  : 10kg

EMTPETOLEVT Y10 EMPATN YA AEPOCKAPT] KOL YL0L
aepookaen petapopds eoptiov (IATA)
Odnyieg ovokevaciog yio emBatnyd aepookden (IATA) : 670

Kabapn péyiom mocdtnta yio emPatnyd aepookden . 100kg
Kat ylo oagpookden petapopds eoptiov (IATA)

Odnyieg cvokevAGLOG LOVO Y10 0EPOCKAPT LETAPOPAG . 677
poptiov (IATA)

Méyiot mocoTTe LETAPOPAG OTOKAELGTIKG OO : 200kg
aepookden petapopds eoptiov (IATA)

Ewucés dotaéerg (IATA) : A3, A5
Kwdwkog ERG (IATA) T 6L

14.7. @ardooreg peta@opég x 00Ny cdppova pe Tig Tpageig trov IMO

Agev 1oy0et

TMHMA 15: Ztorygio vopoOetikoy yopaxtipo

15.1. Kavoviopoi/vopoOeoio 6yeTikd pe TNV 06@areld, TNV vYEia Ko To TepIfarliov yia TNV ovcia 1| To peiypo
15.1.1. kavovicpoi EE

Hapapmpa XVII Tov REACH (ITpoimobéceig mepropicpov)

Aev nepilappaveron oto Mapapmmuo XVII tov REACH

Hapapmpa XIV 100 REACH (Katdroyog ad£1060TNn01G)
Aev nepihappaveton oto [oapapmua XIV tov REACH (Kotdhoyog adetoddtnong)

Katdroyog vroynerov ovoidv REACH (SVHC)

Aev teptlapfavetol 6Tov Katdioyo vroyneiev ovcuwv REACH

Kavoviopég PIC (EE 649/2012, ITponyoduevn cuvaiveon petd omd evpépmon)

Aev gpappoletar.

03/04/2023 (Huepopmvia ékdoong) EL (eMnvicd) 8/9



Olanzapine
Agltio Agdopévov Acpaleiog

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

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

Aev gpappoletar.
Kavoviopog mepi eac0évnong tov 6Lovrog (EE 1005/ 2009)

Aev tepthapfavetol 6Tov KatdAoyo ovoumv mov e&acbevifovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopdg mepi ekpnkTik®v Tpodpopmy ovordv (EE 2019/1148)

Aev mepiéyet kapia ovoio(eg) mov mepthapfdvetoi(ovrat) 6Tov Katdroyo Tpddpopmv ovoidv ekpnktikav (Kavoviopoc EE 2019/1148 oxetikd pe v gumopio kot
™ XPNON TPOSPOUOV OVGLDYV EKPNKTIKMDV)

Kavoviopog wepi apodpopmv oveidv vopkontikdv (EK 273/2004)

Aev mepiéyel ovoia(eg) mov meplapfaveTal(oviot) 6Tov Katdloyo Tpodpopmy ovctdv vapketik®v (Kavoviopog EK 273/2004 oyetikd pe i TpOdpoLES 0Vsieg
VOPKOTIKOV)

15.1.2. EOvikég drotagerg
Aev vrdpyovy emmAfov TANpoPopieg
15.2. A&orhoynon yMuikig ocQarelog

Agev vrdpyovy emmAfov TANpoPopies

TMHMA 16: Alheg TAnpo@opieg

Emoipoven alhoydv:
Ta&wvoéunon g ovoiag 1 Tov pelypaToc.

IMqpeg keipevo ppacsov H ko EUH:

Acute Tox. 3 (A6 Tov O&eia To&otnTa (06 TOV GTONATOC), KoTnyopio 3

GTOLATOG)

H301 To&wd o mepinTOON KATATOONG.

H317 Mrmopei vo Tpokarésel aAAEPYIKY SEPUOTIKT avTidpao.

H336 Mmnopei va. tpokarécet vavniio 1} LaAn.

H362 Mmnopei va. Prayet Ta Bpéen mov TpEPovTat e unTpko yaia.

H373 Mmropei va Tpokarécet BAABES oTa Opyova VOTEPO OO TAPOTETAUEVT | EXOVEIANUUEVT EKOECT.
Lact. To&wdTa 6TV avorapay®yn, ETmPOcheT) Katnyopia, ETSPAcELG 6T Yolovyia 1| HEGH TG Yahovyiog
Skin Sens. 1 EvaisOntonoinon tov déppartog, katnyopio 1

STOTRE 2 Ewwn to&ikomra o€ 0pyava-otdyovs Hotepa and exovelknupévn ékbeon, katmyopio 2

STOT SE 3 Edun to&ucotnta og Opyoava-otdxovg votepa amd pio epamaé £kbeon, katnyopia 3, vapkoon

Aghtio Aedopévov Acpareiog (AAA), EE

ATIOIIOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyoviat oe ovtd To deATio mpoépyovtat amd Ty Tig omoieg Bempovpe adiomotes. [Tapdra avtd, divovran
Yopic kapio eyydnon, pnty 1 appnTn, Yoo v aKpifetd Toug.
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