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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Amlodipine besilate

Xnuwn Ovopacio : Amlodipine besilate

Kodiodg mpoidvtog : 201600049

Zovavopo : Amlodipine, salts, hydrates, isomers and impurities where applicable

1.2. Zvvo@eic TPocdopllopeves YPNGELS TG OVGIAG 1] TOV MELYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkéc TpoPrenopeveg yproerg

Kbpu katnyopia ypnong . To mpoidv mpoopileTat yio TV £pevva Kot avamtuén Kot TV EnayyELLOTIKY eKTaidevon.
Xpnon g ovoiog/Tov peiypotog : Movo yuo emaryyehaTiky xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg yposig
Teplopiopoi oty xpron : Mn ypnowonoteite : Katdmoon, Eonvon, Aeppoticd

1.3. Ztoyeia Tov TpopunOcvT) TOL dEXTioN dEdOpEvEOV dGPaLEiag

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@edgqm.eu - www.edgm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpdg Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I[1poco10piopog emKIVOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1| TOL pelypoTog

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

Oé&ela to&cota (amd Tov 6TOHNTOC), Katnyopio 4 H302
ZoPapn opboipkn BAAPN/0@Baipkg epebicpdg, Katnyopio 2 H319
Emcivduvo yio to vdatvo meptBdiiov — 0&0¢ kivovvog, kotnyopiag 1 H400
Emcivduvo yia to vddtvo mepiBdiiov — Xpoviog kivduvog, katnyopiog 1 H410

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

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODGS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPLPdALovV
AmOQaoN LEG® KPIoNG EUTEPOYVOLUOVOV KOl OTOSEIKTIKNG LGYVOGC.

2.2. Xtoyeia eTIKETOG

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

)

GHSO07 GHS09
Ipogworomtikn AEn (CLP) . IIpocoyn
AnAdoelg emkvdvvottag (CLP) : H302 - Emprapéc o mepintwon katdnoong.

H319 - IIpokaiei coPapd opBaipicd epediopo.
H410 - TToAd To&1Kd Y1t TouG VIPOPLOVG OPYAVIGHOVG, HE LOKPOXPOVIES EMTTMOOELS.

AnAdoelg Tpoeviaéng (CLP) : P264 - [TAdvete ta xépua, Toug el (avTifpdyiar) Kot To TpOCOTO GYOAUGTIKA LETA TO XEPIOUO.
P270 - Mnv tpdrte, mivete N kanvilete, 6tav ypnoyonoleite avtd T0 TPOiov.
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Amlodipine besilate
Agltio Agdopévev Acpaleiog

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

P273 - No amogedyetor 1) ehevBépwon oto meptBdAiov.
P280 - No 9opdte TpocTaTELTIKG YAVTLO/TPOCTATEVTIKG EVOVLATO/HEGE OTOUIKNG TTPOCTAGIOG Y10 T
LGT10/70 TPOCMOMO/TO AVTIAL.
P301+P312 - XE IIEPIIITQXH KATAIIOXHE: KaAéote to KENTPO AHAHTHPIAXZEQN 1 éva
ywtpd, av oicbavleite adwbeoio.
P305+P351+P338 - XE INEPIIITQXZH EITA®HE ME TA MATIA: Eenhdvete TpocekTikd e vepod
Y10 OPKETE AEMTA. AV VILAPYOVV QK0T ETAPNC, APALPESTE TOVG, OV £ival €0KOA0. Xvveyiote va
Eemlévere.
P330 - Eemhdvete to otopa.
P337+P313 - Edv dev voywpet 0 0p0apicds epebiopos: Toppovievdeite/Emokepbeite yrotpo.
P391 - Maléyte ™ yopévn mocdTA.
P501 - AuiBeon tov mepiexopévov/aepleéktn o€ onpeio GLALOYNG ETKIVOLVOVY 1 EWIKOV amoPAfTOV,
GOUOMVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £BVIKOVG /Kot Sebvelg KavovioHove.

INpavon coppova pe: eEapeitor 1) E0OTEPIKY CLOKEVAGIN, Ta TEPLEXOLEVA TNG OToiag dev vrepPaivovv ta 10ml

Agv amtarteitol opavon

2.3. AlLot Kivovvol

Aev vdpyovv emmAov TANpoPopies

TMHMA 3: XvvOcon/TAnpo@opisg yia T GLOTATIKG

3.1. Ovoieg

Ovopa AVayvoOPGeTIKOG KOOTKOG % Koatdraén copoova pe v odnyia
TPOi6VTOg 1272/2008 EK [CLP]

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

(ATE=393 mg/kg copatikov Bépovg)
Eye Irrit. 2, H319

Aquatic Acute 1, H400

Aquatic Chronic 1, H410

IMA\npeg keipevo tov nidcewv H ko EUH: BAéne tunqpa 16

3.2. Meiypata

Aev 1oy0et

TMHMA 4: Métpa np@tov fonbsiov

4.1. eprypoon péTpov TpOTOV fonderav

Métpa tpdtev Bondeidv petd omd emagn pe To dEpuo : KoBapiote ™ peyaivtepn duvorr mosdtnto ckovmilovtdg m (kabapd Kot Lodakd amoppoenTikd
Tavi).
Métpa tpdTev Bondeidv HeTd amd emapn e To LATIo : Eemlovete to pLatio Pe vepod Yo AOyous acpoeiag.

4.2. ZnpovTiKOTEPO. GUUTTONATO KoL ETLOPACELS, APEGES 1| PETAYEVEGTEPES

Aev vrtdpyovv emmAEov TANPOPopies

4.3."Evé€1&n omo1a60NToTE AMULTOOPEVG GPECT|G LUTPIKIG PPOVTIdUG Kot 181K G Ogpaneiog

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 5: Métpa yio. TV KOTOTOAEP) 0N TG TVPKAYLAG

5.1. TvpooPestika péoa

Katdhnia péoa mopdofeong : KovBépta mupdoPeong.
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Amlodipine besilate
Agltio Agdopévev Acpaleiog

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

Kivévvog mopkayidc : BAéme tunpa 2.2.

Métpa Y10 TV KOTOTOAEUNGT TG TUPKOYLOG : Xpnowomromote péca KotdoBeons katdAnia yio v tepiparlovca TopKayid.

TMHMA 6: Métpa o€

6.1.1. I'a TPpoc®TIKG GALO 076 TO TPOGMOTIKO EKTAKTNG UVAYKNG

Meétpa £KTaKTNG OVAYKNG : Anogevyete kGO mepirtn ékbeon.

6.1.2. T GTopo mov TPpoceipovy TpdTEg fonidereg

Aev vrdpyovv emmAéov TANpoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 7: Xeipiopog ko amodnkevon
Agv vrdpyovv emALOV TANPOPOPIES

Agv vdpyovv emmAéov TANPOPOpieg

BAéme tunpa 1.

TMHMA 8: 'Eleyyog tg ékBeonc/atopikn Tpoctacio

8.1.1 EOvikég oprokés Tipés emayyeipotikig £€k0song ko frohoyikég oprokés Tipég

Agv vrdpyovv eEmmALOV TANPOPOPIES

8.1.2. ZuvioTApEVES S1001KOGIES TOPAKOLOVONONG
Aev vrdpyovv emmAéov TANpoPopieg

8.1.3. Zymportifovror sToygia pomaveng Tov aépa
Agv vdpyovv emALOV TANPOPOPIES

8.1.4. DNEL ka1 PNEC

Aev vrdpyovv emmAéov TANpoPopieg

8.1.5. Ileproyég eréyyov

Agv vdpyovv emmALov TANPOPOPiEs
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Amlodipine besilate
Agltio Agdopévev Acpaleiog

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

8.2. "Edeyyon ék0gong
8.2.1. Katdiinkior pnyavikoi éreyyor

Koataiinhor pnyavikoi éleyyou:
Awnpriote og KoAd eEaeptlOpevo xdpo. Zuvibog amatteitol GOGTNUA YEVIKOD UNyavikoD eE0EPIGHOD TOV XDHPOL.

8.2.2. ATopkdg TPOoTOTEVTIKOG EE0TAMGPOG

8.2.2.1. [Ipoctucio TOV PATIAOV KL TOV TPOGAHTOV

Agv vrdpyovv emmAéov TANpopopieg
8.2.2.2. TIpoctacio déppoTog
Ipootacia Tov déppoatoc:

mod14 epyooTnpiov

Ipootacio TOV yEPLOV:
IIpoototevTiKd yavTio

8.2.2.3. TIpo6TOcio. TOV AVOTVEVGTIKMOV 00OV

Agev vdpyovv emmAov TANPoPopieg

8.2.2.4. Ogppikoi kivovvor

Agv vrdpyovv emmAéov TANpopopieg

8.2.3. OproBétnon ko TapakorovOnon g nepifariovroroyikig £kOeong og Kivovvo

Aev vdpyovv emmAov TANPOPopie

TMHMA 9: ®vokég Kot yNUIKEG 10160TNTEG

9.1. Ztoyeia Yo TS facikéc QUOIKES KOL YNUIKES 1OL0TNTEG

Dok KoTdoToom 1 Zteped
APDUOL : Mn Swbéotpo
Epepdvion 1 Zkovn.

Oopn : Mn Swbéorpo
Op1o oopng : Mn Swbéorpo
Enpeio téewg : Mn Swbéorpo
Enpeio mgemg : Mn Swbéorpo
Enpeio Bpacpon : Mn Swbéopo
Evpiextomrta : Mn Swbéotpo
Opra ktvdvvov ekpn&emg 1 Aev oyvet
Xoaunidtepo 6pro Ekpnéng 1 Aev oyvet
AvdTato 0plo ekpnEpoTnTog 1 Aev oyvet
Enpeio avaereéng 1 Aev oyvet
Beppokpacio avTavapreing 1 Aev oyvet
Bgppokpacio arocHvheong : Mn Swbéorpo
pH : Mn Swbéorpo
Addopo pH : Mn Swbéorpo
1EDdeg, KvepoTiedg (1) : Aev oybdel
AwdvtomTo : Nepoé: 1-10g/1
ZUVTELEGTNG KOTAVOUNG O Pely o N-0KTavOANG/vEPOD : Mn Swbéorpo
(Log Kow)

Taon atuodv : Mn dwbéoyio
ITieomn atpov og Beppokpacio 50°C : Mn dwbéoyio
TTukvotnta ;. Mn dwbéoyio
TyeTikn TUKVOTNTOL : Mn dwbéoyio
TyeTikn TUKVOTNTO 0TUOV 6TOoVG 20°C : Agv oydet
Méyebog copatidiov : Mn dwbéoyio

9.2. Aoutéc TAnpogopisg

9.2.1. TIxnpoopicg oYeTIKA pE TIS KLAGELS PUOLKOD KIVOHVOU

Aev vdpyovv emmAov TANPoPopie
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Amlodipine besilate
Agltio Agdopévev Acpaleiog

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

9.2.2. AAA (OPUKTNPIGTIKA 0.6QuLeing

Aev vrdpyovv emmAéov TANpogopieg

TMHMA 10: Xt00gp6tnTo KO AVIIOPUOTIKOTNTO.

2100epd VIO KAVOVIKEG GUVOTIKES.

Agv vrtdpyovv emmAéov TANpopopieg

Kavévag yvootdg/-7/-6.

Agv vdpyovv emmALov TANPOPOPiEs

Kapio og kavovicr yprion. Biére tunpa 7.

‘Ortov Oeppaivetar péypt Tov onpeiov S06TOCNG, EKTEUTEL EXKIVEVYOVG KOTVODG.

TMHMA 11: To&ikoloyikég TANPOPOPIES

Oé&ela to&codmTa (amd TOHUTOC) ;. EmProfég o nepintoon kordmoong.
Oé&ela to&ucodmra (Seppotikn) : Mn ta&vounpévog (EAepatikd dedopéva)
Oé&ela to&ucdmra (avamvon) 1 Mn ta&vounpévog (EAdepatikd dedopéva)

Amlodipine besilate

LD50 and tov 6TONTOG 68 Apovpaiong 393 mg/kg (Ap. RTECS US7967700)
AGBpmon kot epedicpog Tov d€ppratog : Mn ta&vounpévog (Erdepatikd dedopéva)
ZoPapn opbaipkn PAPN/epedionog : Ilpoxaiel coPapd opBaipkd epebiopd. (EAdepaticd dedopévar)
EvaisOntonoinon tov avomveuotikod 1 : Mn ta&wopnuévog (EMeipartikd dedopévar)
gvaicOntomoinon Tov dEppaTog
MetaAho&ryéveon YEVWNTIKOV KUTTApOV : Mn ta&wounuévog (Baoet tov dtobéoipov dedopévav, ta kprtpia ta&vounong dev minpovvaon)
Kapxwoyéveon : Mn ta&wvounpévos (Baoet tov dtubécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
To&wodtTa Yo TV avanopayoyn : Mn to&wvounpévog (Baoet tov dtobéoiov dedopévav, Ta Kprtnpla tastvouncong dev mAnpovval)
Eww to&ikomra ota opyava-otoyovg (STOT) — : Mn ta&wopnpévog (EAdeiatikd dedopévar)
epanaé £xbeon
Ewdu to&ucotnta ota dpyava-ctoyovg (STOT) — : Mn ta&wopnpévog (EMeparticd dedopévar)
emavelAnppévn ékbeon
Enucavdovotnta avappdenong : Mn ta&wvounuévos (Advvapio GVAROYNAG SESOUEVMV YiaL TEXVIKOVG AOYOVG)

Aev vrdpyovv emmAov TANpoPopie

TMHMA 12: Oworoyikég TAnpo@opisg

Owoloyia - yevikd : Aev mopovotdlet Waitepo Kivduvo o to TepPariov.
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Amlodipine besilate
Agltio Agdopévev Acpaleiog

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

Emikivduvo yia to vddrtivo meptBdilov, Bpayvrpobeopog : o) T0&1KO yio TOVG VIPOBLOVG OPYAVIGHOVC.

(0&0c)
Emwivéuvo yu to vddrvo mepiBdilov, pakponpdbespog : IToAd to&wd yio Toug v3pOPLOVG OPYAVIGHOVGS, HE HOKPOXPOVIES ETTTAOGCELS.
(xpoV10G)
Aev vpiototor toyeio amocvvheon
Amlodipine besilate
LC50 - Yapa [1] 14 mg/1 (96 dpeg, Oncorhynchus mykiss (Apepucdvikn I€otpoga)) (Zopeavo pe t uébodo
OCDE)
EC50 - Kapxwvoewdn [1] 9,9 mg/1 Daphnia magna (Nepoyviiog)
EC50 72h - ®bdxa [1] 0,28 mg/1 EbCIIpdowa @vkn

Aev vdpyovv emmAov TANPoPopie

Aev vdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrapyovv emmAéov TANpopopieg

Agv vdpyovv emmALOV TANPOPOPIES

TMHMA 13: Xtovyeia oyeTika pe 0 6100gon

Agv vdpyovv emmA£ov TANPOPOPies

TMHMA 14: ITAnpo@opieg 6YETIKA PE T1| PETAPOPA

Topeove pe ADR / IMDG / IATA
ADR IMDG TIATA

14.1. ApwOpog OHE 1 ap1Opég tavtétnTog

UN 3077 UN 3077 UN 3077

14.2. Oweia ovopacio arostorig OHE

TTEPIBAAAONTIKA ENVIRONMENTALLY Environmentally hazardous substance, solid, n.o.s.
EIIKINAYNEX OYZXIEZ, HAZARDOUS
XTEPEEZ, E.A.O. SUBSTANCE, SOLID,
N.O.S.
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Amlodipine besilate
Agltio Agdopévev Acpaleiog

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

ADR IMDG IATA

Ieprypogi] eyypaoov petapopag

UN 3077 UN 3077 UN 3077 Environmentally hazardous substance, solid, n.o.s., 9, II
TTEPIBAAAONTIKA ENVIRONMENTALLY
EIMIKINAYNEX OYZXIEZX, HAZARDOUS

YTEPEEZX, E.A.0.,, 9,111, (-) SUBSTANCE, SOLID,
N.O.S,, 9, III, MARINE
POLLUTANT

14.3. Ta&n/-e1g KivdHvov KOTA TN HETAPOPE.

9 9 9
alh. g,
14.4. Opado. cvokevaciog
1II ‘ 1II ‘ 1T

14.5. Ileprforrovtikn emKivovvoTnTo

Emwivduvo yio to mepipdrdov: | Emkivévvo yia to mepiBaiiov: Emivduvo yio to mepipairov: Now
Na Nat
MoAvopatikds Tapdyovtog

Yo T0 VOGTVO TTEPPAILOV:

No

Aev vrapyovv emmAdéov dabéoieg TAnpopopieg

14.6. Ewdwkég mpo@uracerg yia Tov ypnotn

Eniyeio petagopa
Kodwog tagvounons (ADR)
Ewwés dotaées (ADR)

M7
1 274,335,375, 601

Iepropiopéveg mosdteg (ADR) : Skg

E&mpovpeves mocotnteg (ADR) . El

Odnyieg ovokevaciog (ADR) : P002, IBCOS, LP02, ROO1
Ewwés dotaéels ovokevosiog (ADR) : PP12,B3

Awtaéerg pektg cvokevooieg (ADR) : MP10

Odnyieg Yoo OpNTEG SEEAUEVEG KO EUTOPEVULOTOKIBATIOL
yxoonv (ADR)

. Tl, BK1, BK2, BK3

Ewdwég dotaéeis yio popntég deEopevig Kot : TP33
gumopevpotokiBatio xodnv (ADR)

Kodwog de&apevng (ADR) : SGAV, LGBV
Oympo yio petopopd de&opevng . AT
Kamnyopia petapopds (ADR) : 3

Ewwég dotaéers yuo ) petapopd - Kora (ADR) : VI3

Ewucég drotaéels yo ) petapopd - Xodnv (ADR) : VCI, vVC2
Ewdwéc dratdéerg yuo ) petagpopd - Doptwoon, : CVI3
eKQOpTOON Kat Xepiopos (ADR)

ApBv avayvapiong kivdvvov (Képrep Apop.) : 90

IMoptokoi dickot

Kodwog meplopiopmv yo onpayyes (ADR)

petagopd pécm Boraocong
Ewwn mpopreyn (IMDG)
Mepropiopéveg mosdteg (IMDG)
E&upovpeveg mocdmreg (IMDG)

. El

90
3077

1 274,335, 966, 967, 969

S5kg
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Amlodipine besilate
Agltio Agdopévev Acpaleiog

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

Odnyieg ovokevaciog (IMDG)

Ewducés datdéers ovokevaoiog (IMDG)
0dnyieg cLOKELAGIOG EUTOPEVUATOKIBOTIOV-OEEAUEVDY
(kddwcog IMDG)

Ewucés dataées IBC (IMDG)

Odnyieg yio de€apevég (IMDG)

Ewducés dratdéers v deEapevég (IMDG)
ApBuog EmS (IMuprayid)

ApBuog EmS (Awppon)

Katyopieg poptiov (IMDG)
Amobnkevon ko yepopds (IMDG)

Evoépua petagopd

PCA E&upovpeveg mocdtteg (IATA)

PCA Tlepropiopéveg mocdtteg (IATA)

KaBopn péytotn mocotra yio TEpLopIoHéEV TOGOTHTO
EMTPEMOLEVT Y10 EMPATNYE AEPOCKAPT KOL YloL
aepookden petapopds poptiov (IATA)

Odnyieg ovokevaciog yio emPatnyd agpookden (IATA)
KaBopn péyrom mocotta yo emPatnyd oepockaen
Kot ylo agpookden petapopds poptiov (IATA)
Odnyieg cvokeLAGIOG LOVO YL AEPOSKAPT) HETAPOPAS
eoptiov (IATA)

Méyiotn mocdTTO HETAPOPAS ATOKAEIGTIKG ad
aepookaen petapopds eoptiov (IATA)

Ewucég dotaeg (IATA)

Kodwog ERG (IATA)

. LP02, P002
. PP12
. IBCO8

: B3

. BKI, BK2, BK3, T1
. TP33

. F-A

S-F

DA

SwW23

. El
: Y956
: 30kgG

1 956

: 400kg

. 956

: 400kg

1 A97, A158, A179, A197, A215
: 9L

14.7. @ardooreg peta@opég yHony cdppmva pe Tig Tpageig trov IMO

Agev 1oy0et

TMHMA 15: Ztorygio vopoBetikod yopoxtipa

15.1. Kavovicpoi/vopoOecio oyeTikd pe Ty a6QaAela, TNV VYo Ko To TEPIPAALOV Y0, TRV 0VGIA 1] TO peiypa

15.1.1. kovovicpoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev teprapfavetat oto Mapapmpoa XVII tov REACH

Hopaptpe XIV Tov REACH (Katdloyog ad£1006Tnong)

Aev nephappaveton oto Hapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroynguov ovordv REACH (SVHC)

Aev teplapfavetotl 6tov KatdAoyo vroyneuwv ovcuwv REACH

Kavoviopiog PIC (EE 649/2012, IIponyodpevny cuvaiveon petd amd evnuépmon)

Aev gpoppodletar.

Kavoviepog POP (EE 2019/1021, Eppovor opyevikoi pvmor)

Aev gpappoletar.

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

Aev nepthappdvetor otov Katdhoyo ovatdv mov e&acbeviiovy to 6Cov (Kavoviopog EE 1005/2009)

Kavoviopdg mepi ekpnktik®dv mpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kapio ovsia(eg) mov nephappdvetar(ovtat) 6Tov KatdAoyo tpddpopmv ovoldv ekpnktikdv (Kavoviopodc EE 2019/1148 oyetikd pe v epmopio Kot

™ XPHoN TPOSPOUDY OVCLOV EKPTKTIKDOV)

Kavoviopog mepi mpodpopmv overdv vapkotikdv (EK 273/2004)

Aev nepiéyet ovaio(eg) mov mephappavetayovial) 6Tov Kotdhoyo Tpddpopmv ovetdv vapkatikdv (Kavoviepuog EK 273/2004 cyetikd pe 11 TpOSpopes ovoieg

VOPKOTIKOV)
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Amlodipine besilate
Agltio Agdopévev Acpaleiog

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

15.1.2. EOvikég drwatacerg

Aev vrdpyovv emmAéov TANpogopieg

15.2. A&oroynon yMuikig acQaielag

Aev vrtdpyovv emmAéov TANPoPopies

TMHMA 16: A)Leg TANPOQPOPIES

Emonqpavon arlhayov

Tpnpa Tpomomompévo crovyeio Tpomomoinon Mapoatnpioelg
Avtikofiotd v ékdoon Ipootédnke
EVNUEPOOT| ITpootédnke
Hpepopnvio ékdoong TponomomOnke
1.1 Ovopa TponomomOnke
2.1 Katdraén coppova pe mv odnyia 1272/2008 EK | Tporormomfnke
[CLP]
22 Anhaoelg Tpoevraing (CLP) TpomomomOnie
22 Anhaoeig emukvdvvotntog (CLP) TpomomomOnie
22 Ewovoypdppota ktvdvvov (CLP) TpomomowOnie
11.1 Autia €dv dev €xovv Ta&voun0ei Ipootédnke
11.1 ATE CLP (Am6 0V 6TOHOTOC) TponomomOnke
11.1 LDS50 and tov otépatog o€ apovpaiovg TpomomowOnke
12.1 ECS50 72h - ®bka [1] Ipootédnke
12.1 LC50 - Yap [1] ITpootébnke
12.1 ECS50 - Kapkwvoewdn [1] Ipootédnke

MMpeg keipevo ppacswv H ko EUH:

Acute Tox. 4 (A6 Tov O&ela to&ucodmra (amd tov 6TdN0TOC), Katnyopio 4

GTOHATOC)

Aquatic Acute 1 Emwcivduvo yio to vdativo meptBdrlov — 0&0G kivovvog, katnyopiag 1
Aquatic Chronic 1 Emwcivduvo yio to vdatvo mepidriov — Xpoviog kivduvog, katnyopiog 1
Eye Irrit. 2 YoPapn opborpikn PAABN/0@OaApKdg epebiopdc, katyopio 2

H302 EmBrapég o nepintwon katdmoong.

H319 IpokaAei cofapd opboipicd epebiopo.

H400 TToAd to&o 1o Tovg VEPOPLOVG OpYAVIGHODG.

H410 TToAd to&d 1o Tovg VEPOPLOVG OPYAVIGUOVG, LE HOKPOYPOVIES EXITTMOCELS.

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOITIOIHEH EY®NHEX Ot tAnpo@opieg mov meptéyovtal o€ avtd 0 dEATIO TpoépyovTtat amd TyES Tig omoieg Oewpovpe alomiotes. [Tapodia avtd, divovran
XOPIG Kapio gyydnon, pntn N appnTn, Yo Ty akpifetd tove.
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