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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia
Ovopa ovsiog . Felodipine
Kwducde mpoidvrog : 201600375

1.2. Zuvageig mpocdlopilopevEg P GELS TG OVGIAG 1] TOV PEIYIATOG KU OVTEVOELKVUONEVES YPIGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong . To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXOYYEANLNTIKNY EKTOISEVOT).
Xpnion g ovoeiog/Tov petypaTog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiag 1 xpriong 1 Xnpkég ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoelg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdOpéEVOV dcPaAEing

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETyOVOOG AVEYKNG : +33(0)390215608

TMHMA 2: IIpo6o10piop6g eMKIVOUVOTN TGS

2.1. Ta&woépunon g oveiag 1| TOL peiypaTog

Katareén copoova pe v odnyie 1272/2008 EK [CLP]

O&ela to&kodmTaL (ad Tov 6ToOHATOC), Katnyopio 4 H302

To&wodTa 6TV avamapay®yn, Katnyopio 2 H361

Ewum to&ucodtta o€ 6pyava-ctoyovs Hotepa and emavenpupuévn ékbeon, H373

KoTnyopia 2

Emucivduvo yio to vddtvo meptBdriov — 0&0g kivduvog, katnyopiag 1 H400 (M=10)
Emucivduvo yio to vddtvo mepiBdriov — Xpoviog kivduvog, katnyopiog 1 H410 (M=10)

ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

AvemOOpuNTES QUOIKOYNMKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPIBaiiov
ATOQO0N HEG® KPIONG EUTELPOYVOUOVOV KOl OTOSEIKTIKNG 1oYVOGC.

2.2. Zroyeio eTIKETOG

Xapaktnpiopds coppove pe tov Kavoviouéd (EE) Ap. 1272/2008 [CLP]

Ewovoypappata kvddvov (CLP) : I I

GHSO07 GHS08 GHS09
Ipogworomtikn AéEn (CLP) : IIpocoyn
Aniaogig emkivdvvotntog (CLP) : H302 - Emprofés og nepintwon katdmoong.

H361 -"Yronto yia mpdknon PAaPng ot yovipdtnto 1) 6to EUPpuo.

H373 - Mnopei va tpokoréoet PAGBES oTa Opyave, VOTEPD 0O TAPUTETOUEVT 1] EXLOVEIANUUEVT
£xBeon.

H410 - TToAD to&o Y10 Tovg VEPOPLOVE OPYAVIGHODG, HE HAKPOYXPOVIES ETUTTMGELS.
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Felodipine
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

Anidacelg mpoevraéng (CLP) : P201 - Epodwoteite pe tig £101kéc 0dnyieg mpv amd T yxpnon.
P202 - Mnyv 10 pnoLOTOMGETE TPV S0PACETE Kol KATAVONGETE TIG 00N YiEG TPOPVAAENS.
P260 - Mnyv avomvéete okdvr, aTprols.
P264 - TTAOvete ta x€p1a, Toug TXELS (avTIBpdyla) Kot To TPOSMTO GYOAUGTIKA UETE TO YEPIGUO.
P270 - Mnyv tpm1te, mivete 1 Komvilete, OTAV XPNOUOTOLEITE CVTO TO TPOIOV.
P273 - No amopevyetar 1 ehevBépmon oto TepBaAlov.
P280 - No popdite TpOGTATEVTIKG YOVTLO/TPOGTATEVTIKG EVOVLATO/UEGO OLTOUIKNG TTPOGTUGIOG Y10, TOL
AT/ TO TPOGMTO/TAL CVTLAL.
P301+P312 - XE IEPIITQXH KATAIIOXHE: KoAéote to KENTPO AHAHTHPIAXEQN 1 évo.
ywTpo, av acbavleite adwbeoio.
P314 - ZupPovievbeite/Emokeqbeite yiotpod edv acbavieite adiabeoio.
P330 - Eemivvete 10 oTO.
P391 - Maléyte T yopévn moooTnTaL.
P405 - dvAdoceTon KAEWBOUEVO.
P501 - AuiBeom oV TEPLEYOUEVOV/TEPLEKTN GE OTIEID GLAAOYNG ETKIVELVEOV 1 EOIKOV AmOPANT®V,
GULOOVA LLE TOVG TOTIKOVG, TEPLPEPEINKOVGS, £BVIKOVG /Kot d1eBVEIC KOvVOVIGHOUG.
Zhpaven cOUPov pe: eEapeitor 1 E6MTEPIKT GLOKELAGIA, TO TEPLEYOLEVO TNG omtoiag dev vepPaivovy to 10ml
Ewovoypdppora ktvdovov (CLP) :

GHS08

2.3. AALot Kivovvor

Agv vdpyovv emmAEOV TANPOQOPieg

TMHMA 3: X0vOeon/ainpo@opies Yo To GVOTUTIKA

3.1. Ovoigg

Ovopa AvayvopieTikog Kootkog | % Katdraén oopomva pe v odnyio
TPOIOVTOG 1272/2008 EK [CLP]

Felodipine - <100 Acute Tox. 4 (An6 tov otopoTog), H302
(ATE=1050 mg/kg copatikod Bapovc)
Repr. 2, H361

STOT RE 2, H373

Aquatic Acute 1, H400 (M=10)

Aquatic Chronic 1, H410 (M=10)

ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tpnpa 16

3.2. Meiypota

Aev woydet

TMHMA 4: Métpa npatov fondsidv

4.1. Ileprypa@n péTpov npdOTOV fondeidv

Métpa TpdTev Pondeidv Hetd ond enapn Le To dEp : KoBapiote ™ peyoivtepn duvorn mocdtnto okovmilovtdg ) (kabopd kot Ladakd amoppoenTikd
Tovi).
Métpa TpdTev Pondeidv netd and exapn He To LATIoL . Hemhdvete to pdtio Le vepO Yo AOYOUS aopoeiags.

4.2. INPOVTIKOTEPO GUUTTONATO KO ETOPAGELS, GPECES 1] NETUYEVECTEPES

Agv vrdpyovv emmAéov TANpoeopieg

4.3."Evo€1&n 0010601 TOTE AMOLTOOPEVIG GIEST|G LUTPIKIG PPOVTIdUG KuL E18WKN G Ogpameiag

Agv vrtdpyovv emmAéov TANpoeopieg
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Felodipine
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

TMHMA 5: Métpa Y10, TNV KOTATOAEUN O] TG TVPKAYLAG

KatddAinia péca mopdoPeong : KovBépta mupocPeong.

Kivdvvog mopkayidg : BAéme tunpa 2.2.

Métpa Y10 TV KOTATOAEUNGT) TNG TUPKOYLAG : Xpnowonowmote péca katdoPeong KatdAAnia yio Ty nepAAlovca TupKayid.

TMHMA 6: Métpo o€ TepinTtmon 0KoVoLoS EKAVONG

6.1.1. I'a TPoc®MIKS GALO 076 TO TPOCOMIKO EKTUKTNG UVAYKIG

Métpa €KTaKTNG OVAYKNG : Amogevyete kGBe meprrtn €xbeon.

6.1.2. ' GTopa mov TPooPEpovy TPAOTES Por)Osreg

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vdpyovv emmaAEOV TANPOQEOPiEg

Agv vdpyovv emmaAEOV TANPOYOPiES

Agv vapyovv emmAEOV TANPOQOPieg

TMHMA 7: X&eipiopog kot amo0nkevon

Agv vdpyovv emmAéov TANPOQOpieg

Agev vdpyovv emmAéov TANPOQOpieg

Béme tunpa 1.

TMHMA 8: ‘Eleyyog g ék0eonc/atopiki tpoostacio

8.1.1 EOvikég oprokis Tipég emayyelpatikig £k0song ko frohoyikég oprokés Tipég

Aev vdpyovv emmAéov TANPOQOpieg

8.1.2. ZuvieTdpeves dLudikasiss TapakorovOneng
Agv vdpyovv emmAEov TANPOQOPiEg
8.1.3. Zynpotifovror sToycia pomaveng Tov aépa

Aev vdpyovv emmaAéov TANPOQOpieg

8.1.4. DNEL ka1 PNEC

Agv vdpyovv emmAEOV TANPOQPOPIiEg
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Felodipine
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

8.1.5. Ileproyég eréyyov

Aev vdpyovv emmAéov TANPOQOpieg
8.2. "Eleyyot ék0eong

8.2.1. Kotdiinkot pnyovikoi Ereyyol

Katarlinior pnyavikoi éleyyon:
Awmpiote o€ KoAd eEoeptlopevo ydpo. Zuvibog amatteitor 6N YEVIKOD UNYavikoD £E0EPIGILOD TOV XDPOL.

8.2.2. ATopkog TPOSTOTEVTIKOG £E0MTAMGPOG

8.2.2.1. TlIpo6Tacic TOV HUTIAOV KUl TOV TPOCHTOV

Agv vrtdpyovv emmAéov TANpopopieg
8.2.2.2. Ilpoctacio déppatog
Ipoctocia Tov déppartog:

TOd14 EPYUGTNPIOL

[pooctucio TOV yePLOV:
Ipoctotevtikd yovTio

8.2.2.3. IIpooTacio TOV AVUTVEVGTIKAOV 03MV

Agv vdpyovv emmaAEOV TANPOQOPiES

8.2.2.4. Ogppkoi kivovvol

Agev vapyovv emmAEOV TANPOQOPieg

8.2.3. Oprobétnon kor wapokorovOnon g teppaiiovroroyikis £k0eong o€ Kivovvo

Agv vdpyovv emmaAEOV TANPOQEOPiES

TMHMA 9: ®voikég Ko ynUKEG 1016TNTEG

9.1. Zroyeia Yo Tig facIKES QUOIKES KO YNUIKES 1O10TNTES

Dok KotdoToom T Zteped
APDLLOL © Mn dwbéorpo
Epopdvion TZkovn.

Oopn © Mn dwbéoipo
Op1o oopng © Mn dwbéorpo
Enpeio Téewg © Mn dwbéorpo
Enpeio m&emg © Mn dwbéorpo
Enpeio Bpacpod © Mn dwbéoipo
Evpiextomta © Mn dwbéorpo
Opra Ktvdvvov ekpriéemg 1 Agv woydet
Xapunhotepo 6pio EkpnéEng 1 Agv woydet
Avartato dpro expn&uydmrag 1 Agv woydet
Enpeio avaoreéng . Aev woyvel
Beppokpacio avTavAPAEENS 1 Agv woydet
Beppokpacio anocHvieong © Mn dwbéorpo
pH © Mn dwbéoipo
Adropo pH © Mn dwbéorpo
1EDdeg, Kvepotucdg (1) : Aevioyel
AwAvtomra : Nepo:<0,1g/l
2VVTEAEOTNG KOTAVOUNG GE HElY O N-OKTAVOANG/VEPOD © Mn dwbéotpo
(Log Kow)

Tdon otumdv © Mn dwbéotpo
ITieon atpov o Heppoxpacio 50°C © Mn dwbéotpo
IMokvotnto © Mn dwbéotpo
ZyETIKN TOKVOTNTA © Mn dwbéotpo
ZyeTIKN TOKVOTNTA ATHAV 6ToVG 20°C 1 Aev woyet
Méyefog copatidiov © Mn dwbéoipo
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Felodipine
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

9.2.1. Iinpo@opieg GYETIKA BE TIS KLAGELS PUOIKOD KIVODVOL
Aev vdpyovv emmAéov TANPOQOpieg
9.2.2. AML0. YOpOKTNPLOTIKG 00QUAEing

Agv vapyovv emmAéov TANPOQOpieg

I ZtofgpOTNTO KO OVTIOPUCTIKOTNTO

Z1abepd VIO KOVOVIKEG GUVOTKES.

Aev vdpyovv emmAéov TANPOQEOPieg

Kavévag yvootog/-1/-0.

Agv vdpyovv emmaAEOV TANPOQEOPiEg

Kapio og kavovikn xprion. BAéne tunipa 7.

Ortov Beppaivetan LEXpt TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVIVVOVG KOTVOVG.

TMHMA 11: To&wkoroyikég TAnpopopisg

Oé&ela to&kodmTaL (0d GTOHATOS) . EmPrapés oe mepintoon katdmoong.
Oé&ela to&coTTa (Seppatikn) : Mn ta&wopnuévog (EAkewotiicd dedopévor)
O&ela to&koTTaL (avarvon) : Mn ta&wopnuévog (EAkewotiicd dedopévor)
Felodipine
LD50 amd tov 6Tdp0T0G 68 0povpaiong 1050 mg/kg
AGBpmon kot epebiopdg Tov d€ppatog : Mn ta&wopnuévog (EAkeltotiicd dedopévor)
ZoPapn opborukn PAGPN/epedionog : Mn ta&wopnuévog (EAkewotiicd dedopévor)
EvaisOntomoinon Tov avamvenostikon 1 : Mn ta&wopnpévog (EMeaticd dedopévar)
gvaucOnToToinom Tov dEPUOTOG
MetoAra&ryéveon YEVWITIKOV KUTTAP®OV : Mn ta&wopnpévog (EAeaticd dedopévar)
Kapkwoyéveon : Mn ta&wopnpévog (EAetaticd dedopévar)
To&wodTa Y10 TV avamopayoyn : Yromto yio mpoxinemn PAAPNG ot yovindtnto 1} 6to EpuPpvo.
Ewum to&ucomta ota 6pyava-ctoyovs (STOT) — : Mn ta&wopnuévog (EAkewotiicd dedopévor)
epanag ékbeomn
Ewduwm to&icdtnta ota 6pyava-otoyovg (STOT) — : Mmopei vo tpokaréoet BAGPeg ota dpyava dotepa and nopateTapévn 1 emavelnupuévn ékbeon.
gmavelnupévn xbeon
Enucvduvotnto avappdenong 1 Mn ta&wopnpévog (Advvapio cuAloyng dedopévav yio TexViKodg Adyoug)

Agv vdpyovv emmAEOV TANPOQPOPIiEg
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Felodipine
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

TMHMA 12: Owoloyikég TANpopopieg

12.1. To&ikétTnTa

Owcoroyia - yeVIKA

Emwcivduvo yio to vddrtvo epifdAiov, Bpoyvnpdbecsiog

(0509)

Emwcivduvo yio to vddrtvo tepiaAlov, pLokpompdhesog

(xpoviog)

. Agv mopovctdlet 1dtaitepo Kivouvo yia To TepBaiiov.

© TTod o€k Yo Tovg VIPOPLOVS OPYAVIGHOVG.

© TToAd t0&1Kd Yo Tovg VIPOPLOVE OPYAVIGHOVG, HE LAKPOXPOVIES EMTTOOELS.

Felodipine

LC50 - Yopua [1]

0,05 mg/l (966pa, rainbow trout)

NOEC ypovia yapuo

0,008 mg/1 (7 nuépeg fathead minnow)

12.2. AVOEKTIKOTITO KOL LKOVOTNTA 0.T036u10MG

Agv vrtdpyovv emmAéov TANpopopieg

12.3. Avvartétnta rocuocdpeveng

Agev vapyovv emmAEOV TANPOQOPieg

12.4. Kivnmikotnto 670 £80.00g

Agv vdpyovv emmaAEOV TANPOYOPiES

12.5. Anoteréopata Tng agordynong ABT kot aAaB

Agv vdpyovv emmaAEOV TANPOYOPiES

12.6. I810TNTES EVOOKPIVIKIG SraTapaynS
Agv vdpyovv emmaAEOV TANPOQEOPiES
12.7. Ahheg apvnTIKEG EMTTACELG

Agv vdpyovv emmAEOV TANPOYOPiES

TMHMA 13: Ztoyygio oyeTikd pe T ova0son

13.1. M£0odor enclepyaciog amofiiTov

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 14: IIAnpo@opieg 6YETIKA PE TN HETAPOPT,

Topeawvo pe ADR / IMDG / IATA

ADR IMDG IATA
14.1. AprOpég OHE 1 ap1Opog tavtétnrog
UN 3077 UN 3077 UN 3077

14.2. Oweia ovopacio arostoric OHE

TTEPIBAAAONTIKA ETIIKINAYNEX OYZIEX,
XTEPEEZ, E.A.O.

ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S.

Environmentally hazardous substance, solid, n.o.s.

Hepvypagii eyypaowv petagopds

UN 3077 IIEPIBAAAONTIKA EITIKINAYNEX

UN 3077 ENVIRONMENTALLY HAZARDOUS

UN 3077 Environmentally hazardous substance,

OYZIEZ, XTEPEEZ, E.A.O., 9, 111, (-) SUBSTANCE, SOLID, N.O.S., 9, lll, MARINE solid, n.o.s., 9, 1l
POLLUTANT
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Felodipine
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

ADR IMDG IATA
14.3. Ta&€n/-e1g KtvdHvov KaTA TN HETAPOPA
9 9 9

14.4. Opada cvokevAGiog

14.5. Mgprforrovtiky EmKIvoLVOTNTO

Emucivduvo yia to meptBdAiov: Now

Emwcivduvo yia to mepidiiov: Not

MoAvopaTIKOg TopayovTag Y1 T0 VOGTIVO

neptBdAiov: Nat

Emucivduvo yia to meptBdAriov: Now

Aev vrdpyovv emmAéov dabéoec TAnpopopieg

14.6. Exdwkég Tpo@ura&erg yia tov ypieTn

Eniycwo petogopa

Koducde ta&ivopnong (ADR)

Ewwcéc data&erg (ADR)

Tepropiopéveg moodtteg (ADR)

E&apovpeveg mocotteg (ADR)

Odnyieg cvokevaciog (ADR)

Ewucés datdéelc ovokevaoiog (ADR)

Awtdéeig pewctg cvokevooieg (ADR)

Odnyieg yo popnTég deopevEs Kot EUTOPEVIOTOKIPOTIOL
xoonv (ADR)

E1ducéc datd&ers yio popntés deEapevég Ko
gumopevpotokiParia yvdnv (ADR)

Kodwog defapevig (ADR)

Oymuo yo petopopd de&opevig

Kotnyopia petapopds (ADR)

Ewwég dratagers yio ) petapopd - Kora (ADR)
Ewwég dotagels yio ) petapopd - Xodnv (ADR)
Ewwég dratageis yio ) petapopd - Doptmon,
ekQOpTOON Kot yewplopdg (ADR)

Ap1Bv avayvopiong kvdovov (Kéurep Apop.)
IMoptokoi dickot

Kodwos mepropiopdv yio onpayyes (ADR)

petagopd pécw Buraocong

Ewwn mpopreyn (IMDG)
Mepropiopéveg moodteg (IMDG)
E&apovpeveg mocomreg (IMDG)
Odnyieg cvokevaciog (IMDG)

Ewwés datdéelc ovokevaoiog (IMDG)
Odnyieg cvokevaciog epumopevpoToKIPoOTiov-deEopevay
(kodwog IMDG)

Ewwés datdéerg IBC (IMDG)

Odnyieg v de&apevég (IMDG)

Ewwés datdéers v deapevég (IMDG)
ApBpdc EmS (TTvprarytdr)

ApBudc EmS (Awppon)

Katyopieg poptiov (IMDG)

. 5kg

AT
3

: V13

. VC1,VC2

M7
274, 335, 375, 601

El

P002, IBC08, LP02, RO01
PP12, B3

MP10

: T1, BK1, BK2, BK3

: TP33

SGAV, LGBV

Cvi13

90

90
3077

274, 335, 966, 967, 969
5kg

El

LP02, P002

PP12

IBC0O8

B3
BK1, BK2, BK3, T1

. TP33

F-A
S-F

A
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Felodipine
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

Amobnkevon kot yepopds (IMDG) : SW23

Evoépra petagopd

PCA E&apovpeveg mocomreg (IATA) © El1
PCA Tlepropiopéveg mocomtes (IATA) T Y956
Kabopn péyom nocdtnra yia mepopiopévn mocdtnta.  : 30kgG
EMTPETOLEVT] V1L EXLPOTYE AEPOCKAPT KO Y10

aepookden petapopds poptiov (IATA)

Odnyieg ovokevaciog ywo emPotnyd oepookdon (IATA) : 956

KoBapn péyiom mocdmta yo emtPatnyd aeposkaen . 400kg

Ko Yo 0gpockden petapopds eoptiov (IATA)

Odnyieg cuokevasiog HOVO Yo AEPOSKAPT LETOPOPES : 956

eoptiov (IATA)

Méyiot TocOTNTO. LETAPOPAS OTOKAEIGTIKG. AT : 400kg

aepookden petapopds poptiov (IATA)

Ewwég dotaées (IATA) : A97, Al158, A179, A197, A215
Kwdwog ERG (IATA) © 9L

14.7. O@araooieg peTa@opig yVoNy cdppmva pe Tig Tpaseg tov IMO

Agv 1oy0gt

TMHMA 15: Ztoyygio vopoOetikod yopoxktipa

15.1. Kavoviopoi/vopoOsoio 6YeTIKG pe TNV 06QaAED, TNV VYEIN KOl TO TEPLPALLOV Y10 TNV 0VGIA 1] TO pEiypa
15.1.1. kavoviopoi EE

Hapaptnpa XVII tov REACH (IlpoimoBéceig mepropiopov)

Aev neprapfavetor oto Hapdaptnua XVII tov REACH

Hapaptnpae XIV 100 REACH (Katdloyog 00£1000Tn61|G)

Aev neprapPéveton oto Iapaptnpa XIV tov REACH (Katdroyog adetoddtnomng)

Kataroyog vroynorov ovordv REACH (SVHC)

Aev neprapfavetor otov kKatdhoyo vroyneuwv ovoidv REACH

Kavoviopog PIC (EE 649/2012, IIponyoduevn cuvaivesn PETE omd evpuépmaony)
Aev gpappoletor.

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

Aev epappodletart.

Kavoviepdg mepi e€as0évnong Tov 6Lovrog (EE 1005/ 2009)

Aev nepropfévetol oTov Katdrloyo ovciav mov e&acbeviCovv to 6Cov (Kavoviepog EE 1005/2009)

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

Aev mepiéyet kopio ovoio(eg) mov meprapfavetoi(ovrat) 6tov Katdhoyo mpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v epmopia kKot
™ XpNoN TPOSPOUMY OVGLDV EKPNKTIKADV)

Kavoviopog ngpi Tpodpopmv oveidv vapkotikdv (EK 273/2004)

Aev mepiéyet ovaia(eg) mov mepthapfavetar(oval) 6Tov KatdAoyo Tpddpopmy ovetdv vopkeTikev (Kavoviopog EK 273/2004 oyetikd pe Tig Tpddpopieg ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dwuraterg
Agv vrdpyovv emmAéov TANpopopieg
15.2. A&wohdynon ynkig acodaislog

Agv vrdpyovv emmAéov TANpoeopieg
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Felodipine

Agehtio Aedopévav Acpaleiog

cvppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

TMHMA 16: Alhec TAnpo@opies

Emonfpaven olhaydv:

Toa&woumon g ovsiag 1 Tov HelyLoTOC.

M peg keipevo pacswv H ko EUH:

Acute Tox. 4 (A Tov
GTOLOTOC)

O&eia To&otnta (amd Tov 6TOHATOG), KaTnyopio 4

Aquatic Acute 1

Emwivduvo yio to vddtvo teptaiiov — 0£0g kivouvvog, kKotnyopiog 1

Aquatic Chronic 1

Emucivduvo yia to vddrvo mepifarrov — Xpdviog kivéuvog, kornyopiog 1

H302 EmPrapés oe mepintmon kotdmoons.

H361 "Yromto yio mpdkinon BAAPng ot yovipdmea 1) 6t0 £uppvo.

H373 Mrmnopei va mpokarécel PAGPeg ota Opyavo VOTEPO OO TAPUTETAUEVT ) ETAVEIANUUEVT EKOEOT.
H400 TIoAd to&o Y10 Toug VIPOPLOVG OPYAVIGHOVG.

H410 TIoAd o0& Y10 Toug VOPOPLOVG OPYAVIGHOVG, HE HAKPOXPOVIEG ETITTMCELS.

Repr. 2 To&wodmTa otV avamapoymyn, katnyopio 2

STOTRE 2 Ewdum to&icodmra o 6pyava-ctoyovs Hotepa and emavenupévn ékbeon, katnyopio 2

Aehktio Agdopévav Acpaleiog (AAA), EE

ATIOITOIHXZH EY®NHZX Ot mAnpogopieg mov meptéyovial 6 avtd 10 deATIO TPoépyovtat and myég TS onoleg Bempodpe a&idmotes. [Tapoia avtd, divovtot

YOPic Kapio gyyomon, pnti 1 appnTn, Yo Ty akpifetd tovg.
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