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TMHMA 1: IIpoco10piop6g 0vGiag/peiypatos Kol ETapeiog/emysipnons

1.1. AvayvepioTikog KOOKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Methylphenidate hydrochloride
Xnuwn Ovopacio : Methylphenidate hydrochloride
Kwd.-EE 1 206-065-3

apOpuog CAS : 298-59-9

Kodwodg mpoidvtog : 201600578

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

YyeTikéc TpoPremopeveg yprosig

Xpnon g ovoiog/Tov peiypotog : Emompovikn épguva kot avamtuén
Teyvikég dOKIUEG KOl AVAADGELS
Movo Y10 emayyeEApATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Tepropiopoi ot xprion 1 Oyt v TpOQUULEL, GApRLOKa 1) OLKLOKT XpTiom
1.3. Ztoyyeia Tov TpopunOcvT) TOL dEXTioV dEdOPEvVEV 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.edgm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds AedVoV emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1| TOL pelypoTog

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

O&ela to&codmta (amd Tov 6TOHNTOC), Katnyopio 4 H302
EvawsOntonoinon tov déppoatog, katnyopio 1 H317
To&wdmTo 6TV avorapaywyr, Katnyopio 2 H361d
Ewwn| to&ikomra o€ 0pyova-ctdyovs Hotepa and pio EQAnas H370
£xbeon, katnyopio 1

Emcivduvo yio to vddtvo mepifdAiov — Xpoviog Kivduvoc, H412
Katnyopiog 3

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

AvemOopnTeS QUoKONIKES EMIPAGELS, KAOADG Kol EMIPAGEIS 6TV 0vOpAOTIVY VYEio Kot 6T0 TEPIPdAlov

Emprapés oe mepintmon kardmoong. EmProféc yia 1oug v3pdProvg opyavicrons, He Hakpoypovies emtdcels. Y monto yo tpdkinen PAPng oto Eufpuo.
Mmnopei va tpokarécet odlepyikn| deppotich avtidpaon. [Ipokaiel BraPeg ota dpyava.

2.2. Zroyeia eTIKETOG

Xapaxtnpiopds coppove. pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

Ewovoypappata kivovvov (CLP)
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Methylphenidate hydrochloride
Agltio Agdopévev Acpaleiog

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

GHSO07 GHSO08
[pogworomtikn AéEn (CLP) : Kivduvog
AnAdoelg emkvdvvomtag (CLP) : H302 - Emprapéc oe mepintwon katdnoong.

H317 - Mmopei vo mpokadécet oAlepyIkn SEPUATIKY avTidpoon.
H361d - "Yronto ywo tpdxinon BAapng oto Euppvo.
H370 - Ilpoxaiei PAéPec ota Opyava (Kopdayyelakd cOOTNLO, KEVIPIKO VEVPIKO GOGTNLAL).
H412 - EmBrofég yio toug v3poplovg opyaviopols, e HoKpoypOVvIES EMTTAOCELS.
AnAdoeig Tpoeoraéng (CLP) : P201 - Epodiacteite pe T1g 101kéG 0dnyieg mpv amd T ypnom.
P202 - Mnyv 10 ¥pnGLOTOMGETE TPV SLoPACETE KOl KATAVONGETE TIG 00N Yieg TPOPOAAENG.
P260 - Mnv avanvéete okovn/avabodoeis/aéplo/otayovidia/otnods/sekvepduata.
P264 - ITAMOvete Ta x€pia, ToVG TNXELS (AvTIBpayie) Kot T0 TPOGMTO GYOMUGTIKE LETH TO XEPIGHO.
P270 - Mnyv 1pdrte, mivete 1 Komvilete, OTAV XPNGULOTOLEITE 0WTO TO TPOTOV.
P272 - Ta polvopéva evdvpato epyociog dev mpénet vo. fyaivouv amd to ydpo epyosiog.
P273 - No amogevyeton 1) ehevbépwon oto meptBdAiov.
P280 - No popdte TpocTATEVTIKE YAVTIO/TPOGTOTEVTIKG EVEOUATO/HEGO ATOUIKNG TTPOCTAGIOG Y10 T
UATI0/T0 TPOCMOTO/TOL AVTLAL.
P301+P312 - XE IEPIIITQXH KATAIIOXHX: Kaiéote to KENTPO AHAHTHPIAZEQN 1) éva
ytpd, av oicbavieite adwbecio.
P302+P352 - XE ITEPIIITQXH EITA®HXE ME TO AEPMA: ITAbvte pe apBovo vepd.
P308+P311 - ZE IIEPIITQXH ékbeong 1 mbavig ékbeong: KaAéote to KENTPO
AHAHTHPIAZEQN 1} éva yuatpo.
P308+P313 - XE IIEPIITQXH éxbeong 1 mbovotntag £xbeong: Zvpfovievdeite/Enioxepbeite
yuTpo.
P321 - Xpeidleton 18in ayoyn (PAéne copuminpopatikég 0dnyieg TpdTav Pondeidv oty etikéta).
P330 - Eemldvete 10 oTOUA.
P333+P313 - Eav mapatnpn0ei epebiopdg tov 6éppatog N epoaviotel eEavonpua:
ZopPovlrevdeite/Emoxeqbeite yiotpo.
P362+P364 - Bydte to polvopuéva povya Kot TAOVTE To TP 1o EOVOYPTGULOTOUGETE.
P405 - dvrdcoeton KAEWOUEVO.
P501 - AuaBeon tov mepilexopévov/nepléktn o€ onpeio GLALOYNG ETKIVOLVOVY 1 EWIKOV amoPANTOV,
GOUPOVOL [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SeBVelg KOvoviGHOovE.

Iipoven ocoppove pe: E€oipeitar n eomtepiki] cvokevooio, To tepreydpeva tng omoiag dgv vaepPaivovv Ta 10ml.

Ewovoypappata kivovvov (CLP)

GHSO08

2.3. AALot Kivovvolr

Avti 1 ovsia/piypa dev pet Ta kpreiplo ABT tov kavoviopod REACH, Tapdaptpa XIII

Avti 1 ovsia/piypa dev pet Ta kprripla aAaB tov kavovicpov REACH, IMapdpmpa XIIT

AMeg TAnpogopieg . Evepyd ovotatikd (oe pappakevtikd npoidvra) (Puyotpdmog ovoia).
[Ipocoyn -  Tapodce ovaio dev Exet aKOUN SOKIUACTEL TANPMGC.

TMHMA 3: Z0vOeon/TApoQopies Y10 TO GVGTATIKG,

3.1. Ovoieg

Ovopa AvayvoproTikog KOOKOg % Koatateén copeova pe v oonyia
TPOIOVTOG 1272/2008 EK [CLP]

Methylphenidate hydrochloride apBuog CAS: 298-59-9 <100 Acute Tox. 4 (Amd tov otoparog), H302
Kd.-EE: 206-065-3 (ATE=350 mg/kg)

Skin Sens. 1, H317
Repr. 2, H361d

STOT SE 1, H370
Aquatic Chronic 3, H412

ITApeg keipevo tov nidcewv H ko EUH: BAéne tunipa 16
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Methylphenidate hydrochloride
Agltio Agdopévev Acpaleiog

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

TMHMA 4: Métpa npatov fonderov

4.1. eprypopn péTpov TpOTOYV fondsiav

levikd pétpa tpdTev Ponderdv . Ye mepintoon ap@BoAdV 1| €4V T0 GUUTTOUATO ETUEVOVV, KOAEGTE YLOTPO.

Métpa tpdtev Bonbetdv petd and glomvon : Metagépete Tov mofovta oTov Kabapd a€pa Kot apnoTe TOV Vo EEKOVPOCTEL 6€ GTAOT TTOV
SevkoAvveL TV avomvor|. Apriote tov Tafdvta va Eekovpaotel. e nepintoon adwdeciog :
Zvpfovievdeite/Emoxebeite yiotpo.

Métpa tpdtev Bondeidv petd omd enaen pe To dEpuo : Bydte ta poivopéva podya. ITivvete amakd pe dpbovo vepd kot comovvi. Eqv to cupntdpata
EMPEVOVV, KAAESTE Y10TPO.

Métpa tpdtev Bonbdeidv petd amd exapn He o LaTio . Eemhovete pe vepd kpatdvtog ta Bréeapa kakd avorytd. Zvpfovlevteite yiatpd edv cvveyiletat o
TOVOG M 1| KOKKWVIAQL.

Métpa tpdtov Bondeidv petd amd katdmoon . Eemhdvete o otOpa pe vepd (Lovo edv to dtopo dratnpel Tig atonoelg Tov). Mnv yopnynoete moté
0TWONTOTE OO TO GTOUA GE ATOUO TTOL £XEL XAoeL Tig aiohnoelg tov. Kodéote apéowg to KENTPO
AHAHTHPIAZEQN/yatpo.

4.2. TnpavTIKOTEPO. GUUTTONOTO KOL ETLOPACELS, AUEGES 1| HETAYEVEGTEPES

ZOUTTOUOTO/EMOPACELS UETE OO ETOPT| LUE TO EPLLOL : Mmnopei va Tpokoréoet addepyikn deppatikn avtidpoon.

4.3."Evo€1En 0To10.601)TOTE ATUITOVREVIS GUESTG LUTPIKNG QPOVTIONS KAl 101K G Oepameiag

Agev vrdpyovv emmAéov TANpoPopieg

TMHMA 5: Métpa y10. TV KOTOTOAEPNN O] TG TUPKAYLAG

5.1. ITvpooPeotika péca

Katahinia péoa mopdofeong . Xpnowonomote péca KatdoPeons KatdAAnia yio v tepiBdilovoa Tupkoyld. Atogidio Tov
avOpaxa. Pexaopog pe vepd. Enpn okovn. KovBépta mupodcPeonc.
AKaTdAANA0 TUPOGPESTIKG HEGO : Mn ypnowonoteite peydin pon vepoo.

5.2. Exdukoi TOmol EMKIVOUVOTNTOS TOV TPOKVTTOVV 0Té TNV 0VGIA 1] TO PEIYRa

e mepinTmon TupKaylig Tapdyovtot ETKivéuva 1 H atelg kavomn anehevbepdver emkivdvvo povoeidio tov avBpaxa, d10&€id1o Tov avBpaia Kot
TPOIOVTO AmOGHVOESNG ko to&kd agpta. IIBavn amofoln to&kod vEpoug.

5.3. Zv6Ta0EIS Y10 TOVG TUPOGPEoTeg

Métpa Yo TV KATATOAEUNGT) TNG TUPKAYLAG 1 Amo@evyete T Slpuyn ToL vePoL T TupdcPeong 6To TEPBAALOV.
Ipooctocio katd v TupdoPeon 1 Mnv enepPaivete yopig KaTdAANA0 EOTAMOUS. AVTOVOLT AVOTVEVGTIKT) GUGKELN HE HOVAOOT).
OLOGOUN TPOCTUTEVTIKY) GTOAN.

TMHMA 6: Métpa o€ TEPINTOGN 0KOVOLOG EKAVOTG

6.1. Ilpocomikés TPOPVAGEELS, TPOGTATEVTIKOG EEOTMGIOS KOL H10OIKAGIEG EKTOKTNG OVAYKIG
Ievikd pétpa : AmoQevyETE TV EMOPT} TOV TPOIOVTOG LLE TO SEPLLA, T HATLO ) TO POVYLGLUO.

I TpocOmKS GALo a7 TO TPOGOTIKO EKTUKTNG AVAYKNG

Métpa EKToKTNG AvVayKNG : ATOPOKPUVETE TO TEPITTO TPOCOTIKO.

T dTopa wov TPocsPEPovy TpdTES forOreg

omhopdg TpooTaciog : Mnv enepPoivete ywpic katdAAnho eéomhopd. Mo tepiocdtepes Tnpopopicg avatpéée oty
Bfomhous . M . ; Ty o6, T . ) . .
evomra 8 :""Eleyyog g ékbeong-Atopkn tpootacia.

6.2. Ileprparrovrikég mpoPuAGEelg
Na anopedyetar 1 Elevbépmon oto mepipdrrov. Eumodicte v £i6080 6T0VG 0moXETEVTIKOVG 0y@YOVG 1) 6TO dNUOGLO SiKTLO VEPOL.

6.3. M£00d01 Kon VAIKG Y10 6VYKPAT 0N Kol KaOopLopo

IMa v amobnkevon : Amoppo@noTe T0 PE £va adpOvEG DAIKO Ko TOTODETHOTE TO G€ évav KOTAAANLO meptéktn Stébeong
amofANTmV.
Mé0odot kabopiopod : Eemhovete TI LOAMGUEVEG EMPAVELES [ GpBovo vepd. Kabopiopog e amoppumavTikd.
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Methylphenidate hydrochloride
Agltio Agdopévev Acpaleiog

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

6.4. [lopomopnn o Ghho TEqpOTO

Agite 10 Tunpa 13 yio tAnpogopieg oyetikd pe m d1dbeon.

TMHMA 7: Xeipiopég kon amo0ijkevon

7.1. IIpo@uAGEELS Y10, AGPUAN YEIPLONO

Emmdéov kivdvvor katd v eneepyacio . Eyxvopovotoeg kot Onhalovoeg va unv £pyoviat o€ Kopio EToQT| 1e T0 TPOoidv.
[Ipoeurdéers yio aoarn PO 1 Amogevyete kaOe nepirt Ekbeomn. Dpoviicte MOTE 0 YOPOG epyosiag va e&uepileTar cOOTA.
Métpa vylevng : Mnv tpdre, nivete M| komvilete, dtav ypnoponoteite ovtd to Tpoidv. Ta poivouéve evévporo

epyaciog dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oag Tpv omd kabe
£PYOOLOKO StAEYLIO KO LETE TO TENOG TNG EPYAGINGC.

7.2. ZovOnkeg a6Qaiovg QOLAENGS, cupmepiopfavopnévay T ov acoppototitav

ZovOnkeg OAUENG 1 Amofnkedeton og KoAd aeplopevo ympo. O meptéktng Sratnpeitar epunTiké KAEWGTOG. AToQevyeTe
™ (éotn Kot TV Apecn NALKT aKTvoBoAia.
Y\ cvokevaciog 1 AlTtnpioTe GTOVG APYLKOVG TEPLEKTES.

7.3. Ewdukn} telukn xpnon 1 yp1oeis

Agev vrdpyovv emmAéov TANpoPopieg

TMHMA 8: ‘Eleyyog ¢ ék0eonc/atopki tpoctacio

8.1. lapapeTpor eréyyov
Agv vrdpyovv emmAéov TANPopopieg

8.2."ELeyyor £ék0gong

Kataiinior pnyavikoi éheyyon

Koataiinhor pnyavikoi éreyyou:
Ppovricte dote 0 YDPog epyaciog vo e&aepiletol 6moTh. TvNOmG AmoLTEITOL GUGTNLOL YEVIKOD UNYOVIKOD EEQEPIGULOD TOV YDPOV. LTO HETPO TOV SLUVATOD M)
XPNOT TOL TPOIOVTOG TPEMEL VO YIVETOL GE EPYUCTNPLUKT YOAV).

ATOMKOG TPOGTATEVTIKOG EE0TAGHOG

IIpoctacio TOV POTIOV KO TOV TPOGCAOTOV

Ipootocio 0@OaAn®V:

Dopdre cuokevn Tpoctaciog yio Ta patia. [Ipostatevtikd yvaid pe TAdylo tpootatevtikd. (EN 166)
Ipootacia Tov déppatog

IIpocrocia Tov déppartog:
Dopdte KOTAAANAO TPOGTOTELTIKO povyIcHo. Xprion oe epyactipla : Todid epyactnpiov. (EN 13034)

IIpocrocia TOV yEPLAOV:
Na popdte kordAAnio yavtue. IIpocstatevticd yavto avOektikd og ynukd npoiovea. (EN 374)

IIpoctacio TOV UVOTVEVCTIKAOV 00®DV

IIpooTtacio TOV OVATVEVGTIKAV 00DV:
e mepintmon Tapay®yng oKOVIG, XPTCLLOTOWOTE TPOSTUTEVTIKY HAoKa ne @iktpo : P3

TMHMA 9: ®vokég Kot YNHIKEG 1010TNTEG

9.1. Ztoyeia o TS facikéc QUOIKES KoL YNUIKES 1O10TNTEG

Duowkn KoTdoToom 1 Zteped

APDLLOL : AevK0. 6YedoV AgVKO.
Epedavion : Kpvotodiikn okovn.
Mopiaxn pata : 269,77 g/mol

Oopn : Mn Swbéopo
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Methylphenidate hydrochloride
Agltio Agdopévev Acpaleiog

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

Op1o oopng : Mn dwbéopo
Inpeio mEemg : Mn dwbéoio
Inpeio méewg : Mn dwbéoipo
Inueio Bpaopod : Mn dwbéopo
Evopiektomta : Mn dwbéopo
Xapunhotepo 6pio £kpnéng : Aev oydet
AvdtoTo 0p1o expnEpomag : Agv oydet
Inueio avaereéng : Aev oydet
Bgppokpacio avtavapieéng : Aev oydet
Bgppokpacio arochvOeong : Mn dwbéopo
pH : Mn dwbéopno
Awdropo pH : Mn dwbéopo
EDOES, Kivepatikog (1) : Aev oydet
Awrvtomra : Nepo: 100 — 1000 g/1
TOVTEAEGTNG KOTAVOUNG G HElY L0 N-0KTAVOAN S/ VEPOD : Mn dwbéopo
(Log Kow)

Téon atumdv : Mn dwbéopo
Ilieon atpov og Beppoxpacio 50°C : Mn dwbéopno
TTvkvoémta : Mn dwbéopo
TyETIKN TOKVOTNTOL : Mn dwbéopo
ZYETIKN TUKVOTNTO 0TUADV 6TOoVG 20°C : Agv woydet
Méyebog copatidiov : Mn dwbéopo

Aev vdpyovv emmAov TANpoPopie

TMHMA 10: X100gp0TTa KOl OVTIOPAGTIKOTNTA

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALoV TANPOPOPiE

Agv vdpyovv emmALov TANPOPOpies

TMHMA 11: To&woroyikég TANPOPOPIES

Oé&ela to&codmra (amd oToOH0TOC) ;. EmProfés oe nepintowon kotdmoong.
Oé&ela to&ucdmra (deppotikn) : Mn ta&vopnpévog (EAdepatikd dedopéva)
Oé&ela to&ucdmra (avamvon) : Mn ta&vopnpévog (EAdepatikd dedopéva)
Methylphenidate hydrochloride (298-59-9)
LD50 and tov otépatog o apovpaiovg 350 mg/kg (Ap. RTECS TM3850000)
AGBpmon ko epediopog Tov d€ppratog : Mn ta&wvopnpévog (EAdepatikd dedopéva)
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Methylphenidate hydrochloride

Agltio Agdopévev Acpaleiog

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

YoBapn o@Boipkn PAaPn/epediopde
EvaisOntomoinem tov avamvevotikob 1
gvaucOntomoinom Tov dEpRaTog

Metalha&ly£veon YEVWITIKOV KUTTAP®V
Kapkwvoyéveon

To&wdmta TNV avomapoyoyn

Eww to&ikomra ota dpyava-ctoyovg (STOT) —
epamag éxbeon

Ewdu to&uwcotnta ota 6pyava-ctoyovs (STOT) —
emavelnupévn ékbeon

Enucvduvotnta avoppoenong

1 Mn ta&wvopnpévog (EAkepatikd dedopéva)
: Mmnopei va tpokoréoet addepyikn deppatikn avtidpoon.

1 Mn ta&vounpévos (Baoet tov dtabéciomv dedopévav, ta kptripta Tagvounong dev tAnpovvrat)
1 Mn ta&wvopnpévog (Baoet tav dtabéoipumv dedopévav, to kpreipila tagvounong dev Thnpovvot)
: Yrmomto yio mpoxinon PAGPNS oto Eufpvo.

: TIpoxaiei PraPec ota Opyava (Kopdiayyelakd GOGTNUA, KEVIPIKO VEVPIKO COCTNLL).

: Mn tag&wvopnuévos (Baoet tov dobécyiov dedopévav, ta kprripa tavounong dev mAnpovval)

1 Mn ta&wvopunpévog (EAkepaticd dedopéva)

11.2. ITAnpo@opieg yro. GAAOVG TOTOVS EMKIVOLVOTNTOG

Agv vrtapyovv emmAéov TANPoPopieg

TMHMA 12: Owkohroyikég TAnpo@opieg

12.1. To&ikétnTa

Emkivduvo yuo to vddtvo mepifdarov, Bpoyunpdbecspog

(0809)

Emikivduvo yua to vddtvo tepifdAlov, LokpompdBesog
(xpoviog)

1 Mn ta&wopnpévog (Baoet tov dwabéoipmv dedopévav, To kpreipla tagvounong dev Thnpovvrot)

1 EmProaBég yio toug v3popiovg opyaviopole, te HoKpoypOVIES EMTTMOCELS.

Methylphenidate hydrochloride (298-59-9)

LC50 - Yapua [1]

> 100 mg/1 (96 ®peg, Brachydanio rerio (yapt (éPpa)) (MéBodog OOZA 203)

EC50 - Kapkwoewdn [1]

42 mg/l (48 dpec, Daphnia magna (Nepoyvirog)) (MéBodog OOZA 202)

EC50 72h - @vka [1]

6 mg/l (72 dpeg, Scenedesmus subspicatus (IIpdcwva eokn)) (MéBodog OOZA 201)

NOEC ypovia yépro

3,3 mg/l (35 nuépeg, Brachydanio rerio (yapt (&Bpa)) (MéBodog OOZA 210)

NOEC ypovia kopKivoedn

5,2 mg/l (21 nuépeg, Daphnia magna (Nepoyuvirog)) (Mébodog OOZA 211)

NOEC ypdvia pOKn

0,77 mg/1 (72 @peg, Scenedesmus subspicatus (IIpdcwva eokn)) (Mébodog OOZA 201)

12.2. AvOEKTIKOTNTO KL LKOVOTNTO 0T000UONG

Methylphenidate hydrochloride (298-59-9)

AVOEKTIKOTNTO KO IKAVOTNTO OTOSOUNONG

Tayéwg amodopnopo

12.3. Avvatétnta Brocveodpevong
Aev vdpyovv emmAéov TANPoPopieg
12.4. Kiwwynmikétnto 610 £60.00G

Aev vdpyovv emmAéov TANpoPopie

12.5. Anoteréoparto g o&rordynong ABT kot aAaB

Methylphenidate hydrochloride (298-59-9)

Avti 1 ovsia/piypa dev pet o kpreipla ABT tov kavoviopod REACH, Tapdapmpa XIII

Avt 1 ovoio/piypa dev mpet ta kprripa aAaB tov kavoviopod REACH, Hoapdaptpo XIIT

12.6. 1016TNTES EVOOKPIVIKNG SLOTAPUYNS
Aev vdpyovv emmAov TANPoPopie
12.7. Alheg dOVOPEVEIG EMATAOCELS

Aev vrdpyovv emmAéov TANpoPopieg
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Methylphenidate hydrochloride
Agltio Agdopévev Acpaleiog

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

TMHMA 13: Xtovyeia oyeTika pe tn 6130gon

13.1. M£00odor emetepyaciog amopritmv

Agv vdpyovv emmA£ov TANPOPOpieg

TMHMA 14: [TAnpo@opisg 6YeTIKA pe T1 PETAPOPE.

Toppova pe ADR / IMDG / IATA
ADR IMDG TIATA

14.1. AprOpog OHE 1 ap1Opég tavtétnTog

TOpeova pe Tig Stotdéels HeTapopig To TPoiov avtod de xapaktnpiletorl og emkivéuvo

14.2. Oweia ovopacia amostorisc OHE

Mn poOulopevo Mn pvOulopevo Mn pvOulopevo

14.3. Ta&n/-€1g Kivdovvov KOTE TN PHETAPOPA

Mn pvOulopevo Mn poOuldpevo Mn pvOulopevo

14.4. Opado. cvokevooiog

Mn pvBulopevo Mn pvOulopevo Mn pvBulopevo

14.5. Ileprforrovtikn emKivovvoTnTo

Mn poOulopevo Mn poOuldpevo Mn poOulopevo

Agv vrapyovv emmAéov Stabéoipueg TANPOPopieg

14.6. Exdukég Tpo@uAa&els yia tov ypiotn

Eniyewo petagopa
Mn pubulopevo

peTapopd péco Baraocong
Mn pubulopevo

Evoépua petagopd
Mn pubulopevo

14.7. @ardooreg peta@opég yHonv cdppmva pe Tig Tpageig rov IMO

Agev 1oy0et

TMHMA 15: Xtovyeia vopo0etikov yopaxtipo

15.1. Kavovicpoi/vopoOecio oyeTikd pe Ty 06QaAela, TNV vysio Ko 7o IEPIBAALov Yo, TNV 0VGia 1] TO peiypa
kavoviopoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev teprapfavetot oto Mapapmmpoa XVII tov REACH

Hapaptpa XIV 100 REACH (Katdloyog 0.0£1060Tn61G)

Aev nepthapPaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroynguov ovordv REACH (SVHC)

Aev tepilapfavetol 6tov KatdAoyo vroynieuwv ovciwv REACH

Kavoviopog mepi 6 ovtog (2024/590)

Aev nepihapfdveton 6tov Katdhoyo ovotdv mov e&acbeviCovv to 6lov (Kavoviepdg EE 2024/590)
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Methylphenidate hydrochloride
Agltio Agdopévev Acpaleiog

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

Kavoviopog tov Zvppoviriov (EK) yra Tov éheyyo e1ddv dimhig ypfiong

Aev nephappaveton otov Kavoviepd (EK) tov Zvpfoviiov yia to £i6n Sumhng xprions.

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

Agv avoypaQeTaL 6Tov KATdAoyo Tpodpopmy ovctdv ekpnktikdv VAGV (EE)

Kavoviopog mepi mpodpopmv overdv vapkoTikav (EK 273/2004)

Agv ovorypageTat 6Tov KatdAoyo Tpddpoprav ovcldv vapkotikav (EE)

15.2. A&rorhoynon yMuikig acQarelag

Aev vrtapyovv emmAéov TANPoPopieg

TMHMA 16: ALAheg TANPOQPOPIES

Emonpavon ailaydv

Tpnpa Tpomomompévo croryeio Hapotnpiceg
Avtikofiotd v ékdoon Ipoctédnke
EVNUEPOOT| Ipoctédnke

1.1 Kwd.-EE Ipootédnke

1.1 apOpog CAS Ipoctédnke

1.1 Zuvevopa Aparpédnke

1.1 ‘Ovopa TpomomouOnke

1.2 TIeplopiopoi ot xprion TpomomouniOnke

1.2 Xpron g ovciag/tov pefypatog TpomomoumiOnke

1.2 Kopuo katnyopia ypnong Aparpédnke

2.1 AvemB0OUNTEG PLGIKOYNIIKEG EMIPAGELS, KAODG TpomomouOnke
Kot EMOPACELS 6TV avBpOTIVI VYEin Kot GTO
neptPariov

2.1 Katdraén coppova pe mv odnyia 1272/2008 EK | TpomororOnke
[CLP]

22 [poewdomomtikn Aé€n (CLP) TpomomouniOnke

22 Ewovoypdppota ktvdvvov (CLP) TpomomoumiOnke

2.2 AnAdacelg Tpoporaéng (CLP) TpomomouOnke

2.2 Anidoeig emkvdvvomtag (CLP) TpomomouOnke

2.3 AM\eg mAnpogopieg Ipootédnke

4.1 Tevikd pétpa tpdTOV Pondeidv Mpoctédnke

4.1 Métpa tpdTev Pondeidv petd omd exopn pe To TpomomouniOnke
déppa

4.1 Métpa tpdTRv Bondeidv petd omd eilomvon Ipoctédnke

4.1 Métpa tpmdtmv Bonbeldv petd and katdnoon Ipootédnke

4.1 Métpa tpdTev Bonbeldv petd amd emaen pe To TpomomouOnke
pétio

4.2 ZOUTTOUOTO/EMOPAUCELS LETE OO ETOPT| LE TO Mpootédnke
déppa

5.1 Axatdrinko mopooPeoticd péco Ipoctédnke

5.1 KatdAinka péoa mopdcPeong TpomomouniOnke
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Methylphenidate hydrochloride
Agltio Agdopévev Acpaleiog

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

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyEio Hopatnpicseig

52 Y mepinTOon TUPKAYLAS TOPAyOVTOL ETKIVELVEL Ipootidnke
TPOIGVTO. 0TocVVOESNG

5.2 Kivdvvog mupkoaytdc Aparpénke

53 Ipootacio katd v TopdoPeon Ipootédnke

53 MEtpa Yo, TV KATOTOAEUNGT| TG TUPKOYLAG TpomomouOnke

6.1 E&onhonog mpoctaciog Ipoctédnke

6.1 Métpa éktaktng ovéykng TpomomouOnke

6.1 Tevikd pétpa Ipootidnke

6.2 Tep1parrovticég Tpo@LAGEELG Ipootédnke

6.3 To v arobfkevon Mpootédnke

6.3 MéBodot kabopiopod Ipoctédnke

6.4 Iapamopnn o dAha tpipota (8, 13) Ipoctédnke

7.1 Emumhéov kivouvor kotd v eneéepyacio Ipootédnke

7.1 TIpo@uAGEeLs Yo aGQOAN XEPIGHO Ipootédnke

7.1 Métpa vylevnig Ipootédnke

7.2 YuvOnkeg eOAaENG Ipootédnke

7.2 Ylkd cvuokevaciog Ipootédnke

7.3 Ewdwég yprioetg telcod kotavoimt Agorpédnke

8.2 TIpootooio TV AVOTVEVSTIKOV 03MV Ipootidnke

8.2 TIpootacio tov yepudv TpomomouOnke

8.2 TIpootacio opBaipmv Ipootédnke

8.2 KatdAinkot punyavucoi EAeyyot TpomomouniOnke

8.2 [Ipoctacio tov déppatog TpomomouOnke

9 YdatodaivtdtnTa IpootiOnke

9 Moproxn palo Ipootidnke

9 APOLLOL Ipootédnke

9 Epopdvion TpomomouOnke

10.1 AvtidpaocTtikéTTo Aparpédnke

10.3 MBovomTa enKivouvmV ovTdpdcemv Agorpédnke

10.5 Mn ovppatd vk Aparpédnke

10.6 Emwivduva tpoidvta amocdvieong Aparpédnke

11.1 ATE CLP (Zkovn/ctayoviola) Aparpédnke

11.1 ATE CLP (Atpoi) Aparpédnke

11.1 ATE CLP (Aépu) Apurpédnke

11.1 ATE CLP (A7 T00 6TOpHOTOG) TpomomouniOnke

11.1 LD50 and tov 6TON0TOG G 0povPaiong TpomomoumOnke

12.1 NOEC ypovia yapra Ipootidnke

12.1 EC50 72h - ®vkia [1] Ipootédnke
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Methylphenidate hydrochloride

Agltio Agdopévev Acpaleiog

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

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyEio Hopatnpriceig
12.1 NOEC ypovia KopKivoeidn Ipootidnke
12.1 NOEC ypovia ¢ukn Ipootédnke
12.1 LC50 - Yapua [1] Ipootédnke
12.1 EC50 - Kapkwvoewdn [1] Mpootédnke
12.1 Owoloyia - yevikd Agopédnke

IMTpeg keipevo ppacemv H xan EUH:

Acute Tox. 4 (And tov

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

GTOLOTOC)

Aquatic Chronic 3 Emucivduvo yia to vddrtivo mepBdrlov — Xpoviog kivduvog, katnyopiog 3

Repr. 2 To&wodmTa 6TV avamapay®yn, Katnyopio 2

Skin Sens. 1 EvaisOntomoinen tov déppatog, katnyopia 1

STOT SE 1 Ewum toéucotnta o Opyova-otod)ovs Votepa omd pia epamas £xdeon, katnyopio 1
H302 EmBrafég o nepintwon katdmoong.

H317 Mrmopei vo Tpokarécel aALepYIKN dEpUaTIKT avTidpoon.

H361d "Yronto yu mpdxinon PAGPng oo éuppuo.

H370 Ipokaiei Prafes ota dpyava (kapdoyyelokd GUGTNUN, KEVIPIKO VEVPIKO GOGTNLLL).
H412 Emprapég yio Toug vdpoBLovg opyavioovs, e HoKPOYPOVIEG EMMTOGELS.

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
YOPIG Kapio gyydnon, pntn N appnn, yio v akpifetd tovg. O cuvinkeg N ot pEBodot yeiptopod, amobnkevong, ypnong 1 ardppLyng Tov TPOidVTOg deV

VTOKEWVTOL 0T SIKN HoG gVOHVI Kot PHTtopet Ko vor unv EUTinTony Kot 671G approdtotnTég pog. I'iontong kot yio GALovg AOYoUG, 0momolovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAIKNG 1) YPNUOTIKNG CNuiag 0mtd, 1 [Le 0TT010dNTOTE TPOTO GUVOEVEUEVT LE, TO YEPLGUO, TNV 0todnKeLON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO

Aghtio Agdopévav Acpareiog cuvtaydnke KeL TPETEL VO YPTGILOTOLEITOL Y10l TO GUYKEKPILEVO TPOTOV. Edv To TPoidv ¥pnolponoleitent g cuoTatikd GAAOL
TPOIOVTOG, Ol TANPOPOPIES TTOV TOPEXOVTUL £ EVOEXETOL VAL LIV EIVOL EQUPUOCILES. VTEG OL TANPOPOpieg PacilovTol GTIC TPEYOVOES YVMGELS LLOG KoL

TPoopilovTal Yo VoL TEPTYPAYOLY TO TPOTIOV OMOKAEIGTIKA Y10 AOYOUG VYEINS, ACPUAEING Kot TEPPAAAOVTIKOV OOITOEWY. ZOVETADG, Ogv o mpémet vo. OewpnOei

OTL £YYLATOL OTTOLUONTOTE GUYKEKPILEVT] 11OTNTO TOV TPOIOVTOG.
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