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Agltio Aedopévav Acpaleiog
of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE LEUROPE  obpgova pe tov Kavoviopd REACH (EK) 1907/2006 6rnwg tpomomomOnke amd tov Kavoviouod (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 : Rivastigmine

Kodwog mpoidvtog : 201600801

Svvdvopo : Rivastigmine, 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 EKTAIBEVOT).
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. Zroyeia Tov TpopunBcvT) TOV dEXTiOV dEdopiveV acPadsiag

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 pEIYRATOG

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

O&eia To&ikomTa (amd Tov 6TONATOG), KaTnyopio 2 H300
Ewwn to&ikodma o€ Opyava-ctdxovs Hotepa and exavellnupévn ékbeon, H372
Kkatnyopia 1

Emkivduvo o to vdativo meptBaiiov — Xpoviog kivduvog, katnyopiog 2 H411
ITAnpeg keipevo tov dnidoewv H kon EUH: BAéne tunqpa 16

AvemOOpunTEg QUOIKOYNMKES EMOPAGELS, KAODG Kot EMIPAGELS 6TNV 0vOpOTTIVY VYl Ko 610 TEPIfaihov

Amopacn HESH KPioNG EUTEPOYVOUOVEOV KOl OTTOSEIKTIKNG 10YVOG.

2.2. Zroyeio eTIKETOG

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

Ewovoypappata kwvdvvov (CLP) : I I

GHS06 GHSO08 GHS09
Ipogwboromtiky AéEn (CLP) » Kivdvvog
Anhaoeig emkwvdvvomrog (CLP) : H300 - ®avatedpo e nepintmon katdroonc.

H372 - Ipokaiei Prafeg ota dpyava votepa amd mopateTapnévn 1 exavelnupévn £xbeon.
H411 - To&kd yua Toug VIPOPLOVE OPYAVIGHOVG, LE LAKPOXPOVIES EMTTAOCELG.
Anhdogig tpoeoraéng (CLP) : P260 - Mnv avamvéete oxdvn/avabopuidoeis/aépia/otayovidio/atpons/ekvepmLoTa.
P264 - TI\bvete ta xépia, Toug TXE (avTIBpdyLo) Kot To TPOGOITO GYOAACTIKG HETA TO YEPIGUO.
P270 - Mnyv tpmre, mivete 1} kanvilete, 0tav ypnotponoteite avtd To TPOiov.
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Rivastigmine
Agltio Agdopévov Acpaleiog

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

P273 - Na amo@edyetat 1 Elevbépwon oto meptPairov.
P301+P310 - XE ITEPIIITQXH KATAIIOXHZ: kaiécote apéows to KENTPO AHAHTHPIAXEQN
1M éva y1oTpo.
P314 - Zvppovievbeite/Emokepheite yratpd edv oncbavbeite adinbesio.
P321 - Xpe1dleton edkn ayoyn (BAETE CUUTANPOUOTIKEG 00N YieC TPOTOV Bonbedv otV TIKETA).
P330 - ZEgmldvete T0 oTONO.
P391 - Maléyte ) yupévn TocoTTa.
P405 - dvrdcoetot KAEW®UEVO.
P501 - Awébeomn tov Tepieyopévon/mepiéktn o€ onpeio GLAAOYNG emkivdLVeV 1} E18IKOV amofAfTmy,
GULPOVO LLE TOVG TOTKOVG, TEPLPEPELNKOVG, £BVIKODS 1/Kkon diebveig kavoviopovs.
Zhpavon cOpemva pe: eEapeital 1 ECMTEPIKN GLOKELAGTM, Ta TEPLEYOUEV TNG OTolnG dev vrtepPaivovy Ta 10ml

Ewovoypappata kivdvvov (CLP)

GHS06 GHS08

2.3. AlLot Kivévvor

Agv vrdpyovv emmAéov TANpoeopieg

TMHMA 3: Z0vOeon/TApo@opiss Y10 T0 GVGTATIKG,

3.1. Ovoigg

Ovopa AvayvopieTiKog KOSIKOG % Kataraén svopeova pe tnv odnyia
TPOidVTOg 1272/2008 EK [CLP]

Rivastigmine - <100 Acute Tox. 2 (And Tov otdpatog), H300

(ATE=5 mg/kg copatikod Bapovg)
STOT RE 1, H372
Agquatic Chronic 2, H411

IMnpeg keipevo tmv dnidcewv H ko EUH: BAéne tunpo 16

3.2. Meiypota

Agv woyvet

TMHMA 4: Métpa npotov fondeiov

4.1. Ileprypagn péTpav TpATOV fonder®dv

Métpa tpdtov Bondeidv petd omd eilomvon : Bydte tov mofovta otov kabapd afpa. APote To GTopo mov TpocPAnOnKe va avarvevoel kabapd
aépaL.

Métpa tphrov Bondeidv petd omd emaen e To dEppa : KoBapiote ™ peyarvtepn dvvarh mocdmra okovmilovidg ) (kabapd Kot LoAako amoppoenTikod
mavi). [TAvete pe GeBovo vepd Kot amoppLTAVTIKO.

Métpa tpdrov Bondeidv petd omd exapn pe to pdTio . Eemhovete pe vepd kpotdvtog o PAEQapO KoAd avoryTd.

Métpa mpdrov fondeidv petd amd katdmoon . Eemhovete 1o otopa. Karéote apéong to KENTPO AHAHTHPIAXZEQN/yotp6. Edwkn wrpikn

mapakorovdnon. Evééyetar va cuotndel mapotetapévn wtpikn topakoroddnon.

4.2. ZNpavTiKTEPH COUTTONATO KUL ETIPAGELS, APEGES 1] NETAYEVECTEPES

ZOUTTONOTO/EMBPACELS © BMaBeg oty vyeia evdéyetar va gppaviotody pe kabvotépnon.

SounTdpoTo/EMSPACELS HETA OO E1GTVON . Avenopkn dedopéva.

ZouUTTOUOTO/EMSPACELS HETA 0O EXOPT LE TO SEPLLOL . Avenopkn dedopéva.

ZopUTTOUOTO/EMBPACELS HETA OO ETOPT HE TOL LTI . Avenopkn dedopéva.

ZOUTTOUOTO/EMBPACELS LETA OO KATATOOT . To copntopato evégyetor va givor (aAn, kKepolakyles, voutio Kot aT®AELL GUVTOVIGHOV.

4.3."Evé€1En 0mo1060NTOTE AMULTOONEVG GIESTG LUTPIKIG PPOVTIdUG Ko E181KN|g Ogpaneiog

ZopPovlrevdeite/Emoxeqbeite yuatpd. Edv givon duvatod dei&te owtd to gOAA0 acpaleiog, Kt av Oyl dei&te T cvokevasio N v etikéta. Evepyn ovaia.
DappokevTikod TPOidVv.
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Rivastigmine
Agltio Agdopévov Acpaleiog

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

TMHMA 5: Métpa yio TV KOTOmToAEPN 0N TS TVPKAYLAG

KatdAnka péoa mopdcPeong . KovuBépta nupdoPeong.

Kivdvvog mopkaytdg : BMéme tprpo 2.2.

Métpa Y10 TV KOTOTOAEUNGT| TG TUPKOYLAG . Xpnowonotote péca KatdoPeons katdAinia yio v mepBdiiovco Tupkayid.

TMHMA 6: Métpa o€ TepinTon aKoVoLOS EKAVONG

Tevikd pétpo . Amo@iyete v dueomn enopn pe To mpoidv. Mnv ovomvéete
oKOVI/avabVILAGELY/ 0PLa/oTaYOVISIO/ O THOVS/ EKVEPDLOLTA.

6.1.1. I'a TPOCOTIKG GLLO A6 TO TPOSMMUH EKTUKTNG UVAYKNG

Métpa éktaxtng avaykng 1 ®opdte KOTAAANAO TPOGTUTEVTIKO POVYICUO, YAVTLL KOl TPOGTAGIO Ylot TOL LLATLOL KOl TO TPOCMOTO.

6.1.2. I dTopo mov TPooPEpovy TPpdOTES Podeieg

Agev vrdpyovy emmAfov TANpoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

MéBodot kabapiopow 1 Zyovpéyte, 011 To omoppipata Oa mepiouAleyodv kot Ba anobnkevtovv acparic. Kabapiote
mpooekTikd. [TMvete Ta vTokeippata TOL dev UTOPEITE VOL OVOKTNGETE He : ALGAV IO VTOYA®PIOS0VG

vatpiov.

Agv vrdpyovy emmAfov TANpoPopieg

THMA 7: Xepiop 1 0001 KEVON

Emmhéov kivéuvor katd v eneéepyoocio . Egiotdton emiong n mpocoyn Tov xpiotn 6Toug mhovong Kivduvoug Tov EVUTAPYOVV GTNV TEPITTOON
OV TO TPOTOV ypNoonombel pe TpOTO TOV OpIleTaL Umd TIG KOTUOKEVUGTIKES TPOILUYPAPES.

TIpouAaEels o QoA XEPIGHO 1 XpNoWonomoTe 10 TPOidV e TPOGOYT. ATOPVYETE TNV AUECT EXOQT LLE TO TPOTOV. TO HETPO TOV
SuvoTov 1 YPNON TOL TPOIOVTOG TPETEL VOL YIVETOL GE EPYACTIPLOKT XOAVT|.

Métpa vyevig 1 Xpnon tov Tpoidvtog pe opdn Propnyovikh vyewn kot dtadikaoies ac@aAgiog.

Teyvikd pétpo T Zoppopeobeite e Tovg 1XVOVTEG KOVOVIGHOVG.
ZovOnkeg OAOENG 1 DdvAdooetol KAEW®LEVO.

Béme tpnua 1.
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Rivastigmine
Agltio Agdopévov Acpaleiog

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

TMHMA 8: "EAgyyog Tng ék0eong/atopiki Tpoctacio

8.1. IMapapeTpor eréyyov

8.1.1 EOvikég oprakis Tipég emayyshpotikig £k0eong kot frolhoyukég oprokis Tipég
Aev vrdpyovy emmAfov TANpoPopieg

8.1.2. ZuvieTdpevES Sradikacisg TapakorovOnong

Agv vrdpyovv emmAéov TANpopopieg

8.1.3. Zympatifovror sToygia pdmavens Tov afpa

Aev vrdpyovy emmAfov TANpoPopieg

8.1.4. DNEL ka1 PNEC

Agv vrdpyovv emmAéov TANpoeopie

8.1.5. Ileproyés eréyyov

Agev vrdpyovy emmAfov TANpoPopieg

8.2."ELeyyor £ék0gong

8.2.1. Katdiinior pnyavikoi éreyyon

Katarinior pnyovucoi Ereyyor:
Awmpnote o koAl e€aeptlopevo Ydpo. XpNGUYLOTOLEITE AMOKAEIGTIKG 08 KAELGTN YOOV UE EVOOUATOUEVO QIATpo. DidTpo aepocmpaTidiny vynAng
anotereopatikottog (HEPA filter).

8.2.2. ATopKOG TPOGTATEVTIKOG E0TAMGNOG
8.2.2.1. IIpocTocio TOV HUTIAV KUL TOV TPOGAHTOV

Ipootacio 0@Oaipn®V:
Ipootatevtikd yvaAld. DIN EN 166

8.2.2.2. Ilpoctocio déppatog

IIpocrocio Tov déppatog:
Xpnowonoteiote TpooTateLTkd povyopd yua ynuikd. DIN EN 13034

Ipootacio TV (epLOV:
Ipoototevtikd yavtio avOekTikd og ynukd tpoiovta. ISO 374-1

8.2.2.3. TIpo6Tucio TOV UVATVEVGTIK®OV 060GV

IIpooTtacic TOV OVATVEVGTIKAV 00AV:

Xg mepintwon amelevbEpmong okovng : paokeg pe eiktpo yio okoveg P3. DIN EN 140 & 149. Yypo mpoidv : Maoka agpoidpatog. Popdte avamvevoTikn
GLOKEVT| O TEPInT®OoN £KOEONG OE ATHOVG/GKOVESG/AePOADLOITOL

8.2.2.4. Ogppikoi kivouvvor

Aev vrdpyovy emmAfov TANpoPopieg

8.2.3. OproBétnon kot TapakorovOnon g neprfariovroroyikis ékOeong og Kivovvo

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 9: ®voikég Ko YnNUIKES 1O10TNTES

9.1. Zroyegio Yo TG PAGIKES QUGIKES KoL YNUIKES 1G0T TES

Duowr Kotdotoon T Zteped
APDOUOL © Mn dwbéopo
Epedvion T Xkovn.

Oopn . Agvoyoet.
Opto oopng © Mn dwbéoyo
Inpeio ™Eemg © Mn dwbéoyo
Inpeio mEemg © Mn dwbéoyo
Inueio Bpacpod © Mn dwbéoyo
Evplextomta © Mn dwbéoyo
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Rivastigmine
Agltio Agdopévov Acpaleiog

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

Opuo kvdvvov ekpnéewmg 1 Agvioydet
Xapniodtepo 6pro £xpnéng 1 Agv ioydet
Avdtato pro ekpnEpomrag 1 Agvioyvet
Inueio avapredng 1 Asv ioyvet
Beppokpacio avtavaereng : Aev ioyoet
Beppokpacio arocHvheong : Mn dwbéopo
pH : Mn dwbéopo
Adiopo pH : Mn dwbéopo
1EDOES, Kivepatikog (1)) 1 Agvoyvet
AwAvtomro : Nepo: 10 —-33.3 g/l
ZUVTEAEGTIAG KOTAVOUNG O€ Helypo N-0KTAVOANG/VEPOL : Mn dwbéopo
(Log Kow)

Tdon atpdv © Mn dwbéoo
Ilieon atpov og Beppokpacio 50°C : Mn dwbéopo
TTvkvotnto © Mn dwbéopo
Zyetikn mokvoTnToL © Mn dwbéoo
ZyeTikn ToKkvOTTO 0TUOV 6ToVG 20°C 1 Agvoyvet
Méyebog copatidiov © Mn dwbéoo

9.2.1. IAnpo@opies GYETIKA PE TIS KLAGELS QUGIKOD KIVdHVOU

Aev vrdpyovy emmAfov TANpoPopieg

9.2.2. AMA0 {OpOKTNPIGTIKA 0.6QULEING

Agv vrdpyovv emmAéov TANpoeopie

TMHMA 10: Xta0gpdtnTo Kol avIIdpaoTIKOTNTO

Zta8ep6 VIO KAVOVIKEG GUVOTKES.

Agv vrdpyovy emmA£ov TANPoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Aev vadpyovy emmAfov TANpoPopieg

Kapio og kavovie ypnon. BAéme tunpa 7.

Ortov Beppaivetar p€ypt Tov onpeiov SIUCTOONG, EKTEUTEL EMKIVOVVOVG KOTVOVG.

TMHMA 11: To&koroyikég TANPOPOPIES

O&eia To&komra (amd oTOHUTOG) 1 OavoTneopo ot mEPINTOOoN KATATOoNG.
O&eia To&ikomTo (deppratiKn) 1 Mn ta&wopnpévog
O&eia To&otta (avomvon) 1 Mn ta&wopnpévog
Rivastigmine
LD50 and tov 61dp0T0g 68 apovpaiong 5—50 mg/kg
AGBpwon Kot epebiopdg Tov dEPHATOG 1 Mn ta&wvopnpévog (EAeparticd dedopéva)
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Rivastigmine
Agltio Agdopévov Acpaleiog

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

ToPBopn opBaipikn PAABN/epediopog 1 Mn ta&wvopnpévog (EAeparticd dedopéva)

EvatsOntonoinon tov avomvevotikod ) 1 Mn to&wopnpévog (Baoet tmv dtobécipmv dedopévmv, ta kprripia ta&vounong dev thnpovvtat)
gvaicOntomoinon Tov d€ppatog

MetaAro&ryéveon YEVWNTIKOV KUTTAP®OV © Mn tag&wvopnpévog (EAreipatikd dedopéva)

Kapxwoyéveon © Mn ta&vopnpévog (EAepatikd dedopéva)

To&woTTa Y10 TV AVATOPaYOYN : Mn tag&wopnpévog (Iepartépm minpogopies: O&eia to&ucdtnTol)

Ewdu to&ikotnta ota dpyava-otoyovg (STOT) — 1 Mn ta&wvopnpévog

gpanag £xbeon

Ewdu to&wotnta ota dpyava-otoyovs (STOT) — . IIpoxaket BraPeg ota dpyava Hotepa and mopateTapévn 1| emaveknupévn £kbeon.
emavelnupévn ékbeon

Enwwvdovomra avappoenong © Mn taé&wopnpévos (Baoet tov dabéciumv dedopévav, ta kptripta Taévounong dev mAnpovvrat)

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 12: Owoloyikég TAnpopopisg

Owoloyia - yevikd . Emivévve amdfinta. Xpnoyomoteite katdrinia doyeio andppymc.
Emivduvo o to vddtvo meptBaiiov, Bpayvmpdbecpog : Mn ta&vopnévog
(0809)

Emkivduvo yio to vdativo meptBailov, pokponpodbecpog : To&kd yio Toug vIPOBIOVG OPYOVIGHOVGS, HE HOKPOXPOVIEG EMTTOGELS.

o

%
s‘
o

<

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovv emmAéov TANPoPopieg

Agv vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovy emmA£ov TANPoPopieg

Agv vrdpyovy emmA£ov TANPoPopieg

Aev vadpyovy emmAfov TANpoPopieg

TMHMA 13: Xtovyeia oyeTika pe T 0100gon

Tomwr| vopoBeosio (amdfinta) : Kotaotpéyte pe ac@ain tpdmo GOUPMVO LE TOVG TOTIKOVS/ e0VIKODG KavoVIGHOUG.
ZVUOTAGELS GYETIKAL [E TNV AmdppLym © Mnv anoppintete 10 VTOAEILPOTO GTOV VITOVOLO, SDGTE TO TPOTOV KO TH GULGKEVOGIN TOV GE EOIKO
TPOIOVTIMV/GVGKEVUGLDY onpeio GLALOYNG EMKIVOLVAOV 1) EWBIKOV OTOPPLLUATOV.

TMHMA 14: ITAnpo@opisg 6YeTIKE pe TN PETAPOPE.

Yopeovo pe ADR / IMDG / IATA
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Rivastigmine
Agltio Agdopévov Acpaleiog

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

ADR IMDG IATA
14.1. AprOpég OHE 1 aprOpog tavtétnTag
UN 2811 UN 2811 UN 2811

14.2. Oweio ovopacio arostomig OHE

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

TOXIC SOLID, ORGANIC, N.O.S.

Toxic solid, organic, n.o.s.

Meprypagn eyypaoov petagopag

UN 2811 TOZEIKA XTEPEA, OPTANIKA, E.A.O.,

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

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

6.1, 11, (D/E), EIIIKINAYNA I'IA TO 11, MARINE ENVIRONMENTALLY HAZARDOUS
IMEPIBAAAON POLLUTANT/ENVIRONMENTALLY
HAZARDOUS
14.3. Ta&n/-e1g Kivdovvov KOTa TN PHETAPOPA
6.1 6.1 6.1

14.4. Opdoda cvokevaciog

14.5. Tlgprfairovtikn emKivoLvOTITO

Emivduvo yio to mepipdiiov: Nat

Emkivduvo yio to mepipdirov: Now
MoAvopotikdg TapdyovTag yio to VATvVOo
mepPaiiov: Non

Emucivduvo yio to mepidiiov: Now

Aev vrdpyovy emmAéov Stabécipueg TANpoPopieg

14.6. Exdukég Tpo@uAaGEELS Y1a TOV (pGTY

Eniyewa petagopa

Kodwods tagivopnong (ADR)

Ewwég datagerg (ADR)
Iepropiopéveg mosdtnteg (ADR)
E&upovpeveg moootnteg (ADR)
Odnyieg ovokevaciog (ADR)

Ewwég datdéelg ovokevaoiog (ADR)
Awtdéelg pewtg ovokevaocieg (ADR)

T2
. 274,614
: 5009
E4
P002, IBC08
B4
MP10

Odnyieg yio opnTég de&opevig Kot epmopevpatokifotio @ T3

x0onv (ADR)

Ewwég drataerg v popntég delaptevég Kot
gumopevpoTokiPdTie x0dnv (ADR)

Kodwodg de&apevng (ADR)

Ewwég datdaterg yua deopevég (ADR)

Oynua ylo petapopd de&opevig

Katmyopia petagopds (ADR)

Ewwég datdlerg yuo ) petagpopd - Koia (ADR)
Ewwég datderg yuo  petagpopd - Doptwon,
eKQOPTOON Kot XEPIopHOS (ADR)

Ewwég datderg yuo ) petagpopd - Agttovpyio (ADR)

ApBv avayvodpiong kwvdvvov (Képiep ApBp.)
Toptokai dickot

Kodwods mepropiopdv yuo onpayyes (ADR)

. TP33

. SGAH, L4BH

: TU15, TE19

AT

D2

© Vi1l
CV13,CVv28

. 89,819

60
60
2811

D/E
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Rivastigmine
Agltio Agdopévov Acpaleiog

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

petapopd péco Baracong

Ewu mpopreyn (IMDG) 1 274
Iepropiopéveg moosodtnteg (IMDG) : 5009
E&apovpeves mosotnteg (IMDG) : E4
Odnyieg ovokevaciog (IMDG) : P002
Odnyieg ovokevaoiog epumopevpotokiBotiov-dciopevaoy  : 1BCO8
(kddwog IMDG)

Ewwés doraées IBC (IMDG) . B21,B4
Odnyieg v de&apevég (IMDG) : T3
Ewwcés dotaéels yua defapevég (IMDG) : TP33
ApOpdc EmS (ITupkoryid) : F-A
ApOpdc EmS (Awppony) : S-A
Kamyopieg poptiov (IMDG) B
[816tnteg kou mapotnproels (IMDG) : Toxic if swallowed, by skin contact or by inhalation.

Evaépro petagopd

PCA E&oupovpeveg mocotmteg (IATA) . E4
PCA Tleplopiopéveg mocdmteg (IATA) 1 Y644
KaBopn} péytom nocdtnta yio neplopopévn tosdétra  : 1kg

EMTPETOLEVT Y10 EMPOTIYER AEPOGKAPT KO Y10
aepookden petapopds poptiov (IATA)
Odnyieg ovokevaoiog yo emPatmyd aepookaen (IATA) : 669

Kabapn péyiom mocdtnta yio ematnyd aepookden . 25kg
KO Yot 0epOSKaQn petapopds goptiov (IATA)

Odnyieg ovokevAGIOG LOVO Y10 0EPOCKAPT LETAPOPAG . 676
poptiov (IATA)

Méyiot 60T Te LETAPOPAG OTTOKAELGTIKE OO : 100kg
aepookden petapopds eoptiov (IATA)

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

14.7. @ardooreg peta@opég x0onv cdppova pe Tic Tpageig rov IMO

Aev 1oy0et

TMHMA 15: Xtoryeio vopo0eTikod yopaxTipa

15.1. Kavoviopoi/vopo0eoio 6YETIKA pe THY 06QAILED, TNV VYEIN KOl TO TEPLPGLLOV Y10 TNV 0VGiA 1] TO pEiypa
15.1.1. kavovicpoi EE

Hapapmpa XVII Tov REACH (ITpoimobéceig mepropicpov)
Aev nepilappaveron oto Moapapmmuo XVII tov REACH

Hapapmpa XIV 100 REACH (Katdroyog a0£1060TNn01G)
Aev nepihappaveton oto Moapapmua XIV tov REACH (Katdloyog adei0d6tnomng)

Kataroyog vroyniguov overdv REACH (SVHC)

Agev mepilappaveton otov Katdloyo vroyneiev ovcsiov REACH

Kavoviopég PIC (EE 649/2012, ITponyodpevn cuvaiveon petd omd evynpépmon)

Aev gpappoletat.
Kavoviopég POP (EE 2019/1021, "Eppovor opyavikoi pomor)
Aev gpopproletor.
Kavoviopég mepi e€aoBévnong Tov 6Covrog (EE 1005/ 2009)

Agv mepiloppavetar otov KatdAoyo ovoldv mov eEacdeviCovv o 6lov (Kavoviopdg EE 1005/2009)

Kavoviopog mepi ekpnktik@v tpoédpopomv ovordv (EE 2019/1148)

Aev mepiéyer kapia ovsia(eg) mov nephappavetar(oviat) 6Tov Katdhoyo Tpddpopmv ovcimv ekpnktikdv (Kavoviopndg EE 2019/1148 oyetikd pe v epmopio Kot
™ PO TPOSPOU®Y OLCLDY EKPNKTIKDV)
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Rivastigmine
Aghtio Aedopévav Acpalreiog

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

Kavoviopdég mepi mpodpopmv overdv vapkotikav (EK 273/2004)
Aev nepiéyet ovoio(eg) mov mephapfavetayoviat) 6Tov Katdhoyo pddpopmv ovatdv vopkatikdv (Kavoviopog EK 273/2004 oyetucd pe i mpddpopes ovoieg

VOPKOTIKOV)

15.1.2. EOvikég dwotateg

Agv vrdpyovv emmAéov TANpoPopieg

15.2. A&wordynon ymuikis o.c@aierog

Agv vrdpyovv emmAéov TANpopopie

TMHMA 16: Alheg TAnpo@opisg

Emonpovon arloy®v:
Ta&wounon g ovciog 1 Tov HeIYHATOC.

ITiqpeg keipevo ppaceov H ko EUH:

Acute Tox. 2 (A6 Tov O&ela to&codmra (amd tov 6TdH0TOC), Katnyopio 2

GTOHATOG)

Aquatic Chronic 2 Emcivduvo yio to vdartvo meptBairov — Xpoviog kivduvog, katnyopiog 2

H300 BOavatnPOpo Ge TEPITTMON KATATOONG.

H372 TIpoxahiei PAGPeg ota Opyave VOTEPO OO TOPATETAUEVT] 1) ETAVEIANUUEVT EKOEGT).
H411 To&wd Y10 TOLG VIPOPBLOVG OPYAVIGUOVGS, LE HOKPOYPOVIEG EMTTOOELS.

STOTRE 1 Ewwm to&ikomra og 0pyova-otdyovs Hotepa and exavelknupévn ékbeon, katmyopiao 1

Aghtio Agdopévov Acpadeiog (AAA), EE

ATIOITOIHXEH EY®NHZX Ot mAnpo@opieg mov TePLEYovTal 6€ avtd T0 EATIO TPOEPYOVTAL Omd TNYES TIG omoieg Bewpolpe a&omotec. [Tapoia avtd, divovton

YOPig Kapio eyydnon, pntn N appnTn, Yot MV aKpifeid Toug.
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