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of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE LEUROPE  oOpgova pe tov Kavoviopé REACH (EK) 1907/2006 6nwg tpononoundnke and tov Kavovioud (EE) 2020/878
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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog © Meiypa
Ovopa, Tov TPoidvTog : Felodipine for peak identification
Kwducde mpoidvrog : 202200308

1.2. Zuvageig mpocdloplopeveg AP GELS TG OVGLAG 1) TOV PEIYIOTOS KU OVTEVOELKVUOILEVES YPNOELS

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 Aettovpyiog 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

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

Oé&ela to&kodmTa (amd Tov 6TOHATOC), 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 vddtivo meptBdriov — 0&0g kivduvog, katnyopiag 1 H400
Emucivduvo yio to vddtvo mepiBdriov — Xpoviog kivduvog, katnyopiog 1 H410

ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

AvemOOpuNTES QUOIKOYNMKES EMIPAGELS, KAODS KoL EMIPAGELS 6TV avOpOTIVY VYEio Kon oT0 TEPLPailov
ATOQa0T PEG® KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1OYVOGC.

2.2. Zroyeio eTIKETOG

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

Ewovoypdppora ktvdovov (CLP) : I I

GHS07 GHS08 GHS09
Ipogworomtikn AéEn (CLP) : IIpocoyn
Iepiéyet : Felodipine
Ankaoceig emukivovvotntog (CLP) : H302 - Emproféc oe mepintmon kotdmoong.

H361 -"Yronto yia mpdknon PAaPng ot yovipdtnto 1) 6to EuPpuo.
H373 - Mnopei va tpokoréoet PAGBES oTa Opyave, VOTEPD 0O TAPUTETOUEVT T) EXLOVEIANUUEVT
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Felodipine for peak identification
Agltio Agdopévov Acpareiog

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

£kbeon.
H410 - IToAd T0&1Ko Y10 TOVG VOPOPLOVG OPYAVIGHOVS, LE LOKPOYPOVIEG EMTTOCELS.
AnAdacelg mpoevraéng (CLP) : P201 - Epodwoteite pe tig £101kéc 0dnyieg mpv amd T yxpnon.
P202 - Mnyv 10 pnoLOTOMGETE TPV S0PACETE Kol KATAVONGETE TIG 00N Yieg TPOPOAAENS.
P260 - Mnyv avomvéete okdvn/avabupidoeic/oéplo/otoyovioto/atpods/eKvepdIoTa.
P264 - TTAOvete Ta ¥€p1a, Toug TXELS (avTIBpdyla) Kot TO TPOSMTO GYOAUGTIKA UETE TO YEPIGUO.
P270 - Mnyv tpm1te, ivete 1 Komvilete, OTAV XPNCULOTOLEITE CVTO TO TPOIOV.
P273 - No amopevyetar 1 ehevBépmon oto TepBaAlov.
P280 - No popdite TpOGTATEVTIKG YOVTLO/TPOGTATEVTIKG EVOVUUTO/UEGO OTOHIKNG TTPOGTUGIOG Y10, TOL
AT/ TO TPOGMTO/TAL CVTLAL.
P301+P312 - XE IEPIIITQXH KATAIIOXHE: KoAéote to KENTPO AHAHTHPIAXEQN 1 évo.
ywTpo, av acbavieite adwbeoio.
P314 - ZupPovievbeite/Emokeqbeite yiotpo edv aicbavieite adiabecia.
P330 - Eemivvete 10 oTOU.
P391 - Maléyte T yopévn moooTnTaL.
P405 - dvAdoceTon KAEWBOUEVO.
P501 - AuiBeom oV TEPLEXOUEVOV/TEPLEKTN GE OMIEID GLAROYNG ETKIVELVEOV N E0IKOV amoPAT®V,
GUUOOVO LLE TOVG TOTLKOVG, TEPLPEPEINKODGS, £BVIKOVG T)/Ka diebveic Kavoviopode.
Zhunaven cOUPoVe pe: eEapeitol 1 E6MTEPIKT GUOKELAGIN, TO TEPLEYOUEVO TNG oTtoiag dev vepPaivovy to 10ml
Ewcovoypappata kvddvov (CLP) :

GHS08
Emwcivduvo mepieydpevo : Felodipine

2.3. AALot Kivovvor

Aev mepiéyet ovaiec PBT/VPVB > 0,1%, ot omoieg £xovv a&loroyndel cdppova pe to Iapdptnuae XIII tov Kavoviepod REACH

To piypo dev meptéyel ovoio(eg) Tov TEPILAUPAVETUL GTOV KOTAAOYO OV KoTapTileTonr cOupmva e to apbpo 59 mapdypapog 1 tov kavoviopod REACH yuo tig
10T TEG EVOOKPIVIKNG droTapayng M dev avaryvepiletar 0Tt £xEL WOIOTNTEG EVOOKPIVIKNG SLOTAPOYIG COLPMOVOL LLE TO KPLTTpla Tov 0pilovtol oTov Kot
g&ovol0d6tnon Kavoviopd g Emtponric (EE) 2017/2100 1 tov Kavoviepo g Emtponnig (EE) 2018/605, oe ovykévipmon ion 1 peyorvtepn oo 0,1%

TMHMA 3: ZOvOeon/TAnNpo@opies Y10 TO GVOTATIKG

3.1. Ovoigg

Agv 1oy0gL

3.2. Meiypota

Ovopa AvVayvopLoTIKOS KOOIKOG % Katdraén copomva pe v odnyia
TPOiIOVTOg 1272/2008 EK [CLP]
Felodipine - 99,39 Acute Tox. 4 (And tov otoparog), H302
(ATE=1050 mg/kg copatikod Bapovg)
Repr. 2, H361

STOT RE 2, H373
Aquatic Acute 1, H400 (M=10)
Aquatic Chronic 1, H410 (M=10)

Dimethyl 4-(2,3-dichlorophenyl)-2,6-dimethyl-1,4- - 0,3 Acute Tox. 4 (And tov otopatog), H302
dihydropyridine-3,5-dicarboxylate (ATE=500)
Repr. 2, H361

STOT RE 2, H373
Aquatic Acute 1, H400 (M=10)
Agquatic Chronic 1, H410 (M=10)

I peg keipevo tov dnidoewv H ko EUH: BAéne tuiqua 16
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Felodipine for peak identification
Agltio Agdopévov Acpareiog

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

TMHMA 4: Métpo npatev fondsiov

Métpa npdtmv fonbetdv petd and enoen pe 1o déppa  : Koabapiote t peyaidvtepn duvorn mosdtnto okovmilovtdg t (kabopd kot Hadakd amoppoenTikd
Tavi).
Métpa npdtmv fonbetdv Hetd and enapn pe To LATIO : Hem\dvete o patio pe vepd yo Adyoug acaieiog.

Agv vapyovv emmAéov TANPOQOpieg

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 5: Métpa Y10, TNV KOTUTOAEUN O TG TVPKOYLAS

Katddnia péca nupdcPeong : KovBépra mupocPeong.

Kivduvog mopkayidg : BAéme tunpa 2.2.

Métpa ylo TV KOTATOAEUN OGN TG TUPKAYLAG . Xpnowonowmote péoca katdoPeong katdAnia yo v nepidAlovca TupKaytd.

TMHMA 6: Métpo 6€ TEpITTMON 0KOVOLUS EKAVONG

6.1.1. ' TPooOTIKG GALO 0TT6 TO TPOSMOTIKO EKTUKTIG UVAYKNG

Métpa €xtaktng avéykng 1 Amogevyete kG0e mepirn £kbeon.

6.1.2. I'ie GTopa ov TPosPEpovy TPAOTES fo1 O

Agev vdpyovv emmAéov TANPOQOpieg

Agev vdpyovv emmAéov TANPOQOpieg

Agev vdpyovv emmAéov TANPOQOpieg

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 7: Xeipiopog kot amo0nkevon

Agv vdpyovv emmAEov TANPOQEOPiEg

Agv vdpyovv emmAEOV TANPOQEOPiEg

BAéme tpipa 1.
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Felodipine for peak identification
Agehtio Aedopévav Acpaleiog

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

TMHMA 8: 'Eleyyog g ék0eonc/atopiki tpoostacio

8.1. IapapeTpor eEréyyov
8.1.1 EOvikég oprokés Tipnég emayyelpatikig £k0song ko froloyikég oprokés Tipég
Aev vdpyovv emmAéov TANPOQOpieg

8.1.2. ZuvioTdpeveg dradikaciss TapakorlovOnong

Agv vrtdpyovv emmAéov TANpopopieg

8.1.3. Xynportifovror otoycia pomaveng Tov aépa

Aev vdpyovv emmAéov TANPOQOpieg

8.1.4. DNEL kan PNEC

Agv vrtdpyovv emmAéov TANpopopieg
8.1.5. Mleproyég eréyyov

Aev vdpyovv emmAéov TANPOQOpieg
8.2."Eleyyon £k0eong

8.2.1. KatdAinkot pnyovikoi Ereyyol

Kataiinior pnyavikoi éleyyou:
Awnpiiote o KoAd eEoeplopevo ydpo. ZuviiBg amatteitol GOGTNUA YEVIKOD HNYaVIKoD EE0EPIGLOV TOV XMHPOL.

8.2.2. ATopKOG TPOOTATEVTIKOG EEOTIIONOG

8.2.2.1. IIpooTacic TOV HATIAV KUl TOV TPOCATOV

Agv vdpyovv emmaAEOV TANPOQEOPiEg
8.2.2.2. TIpoctacia déppatog
IIpocracia Tov déppartog:

o1 EPYaoTNPiOL

Mpooctucio TOV yePLOV:
Ipoctotevtikd yovTio

8.2.2.3. IIpooTacic TOV AVUTVEVGTIKAOV 00MV

Agv vdpyovv emmAEOV TANPOEOPIiES

8.2.2.4. Ogppkoi kivovvol

Agv vdpyovv emmAéov TANPOQOpieg

8.2.3. Oprobétnon kor wapokorovOnon s nepifailovroroyukns £kbeong o€ Kivovvo

Agv vdpyovv emmaAEOV TANPOQOPIiEg

TMHMA 9: ®uo1kég Ko ynHKEG 1016TNTEG

9.1. Zroyyeia Yo Tig facIKES QUOIKES KO YNHIKES 1O10TNTES

Puown KoThoTaom . Xteped
APDHLOL : Mn dwbéorpo
Oopn © Mn dwbéotpo
Opto ooung © Mn dwbéotpo
Inueio mEemg © Mn dwbéotpo
Inueio m&emg © Mn dwbéotpo
Inueio Bpoacod © Mn dwbéotpo
Evpiextomra © Mn dwbéotpo
Opra Ktvdvvov ekpri&emg 1 Aev woyet
Xoauniotepo 6pro Ekpnéng 1 Aev woyet
AvdTato 6plo ekpnEpdTTog 1 Aev woyet
Inueio avaprieéng 1 Aev woyet
Beprokpacio avtovapreing 1 Aev woyet
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Felodipine for peak identification
Agltio Agdopévov Acpareiog

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

Beppokpacio arocvvheong : Mn dwbéoo
pH : Mn Swbéoo
Adiopo pH : Mn Swbéoo
1EDdeg, Kvepotedg (1) T Agvioydet
AwdvtomTa : Mn Swbéoo
ZUVTELEOTNG KATOVOUNG O pelypa N-0kTavOAng/vepoD : Mn Swbéoo
(Log Kow)

Téon atudv : Mn Swbéoo
ITieon atpov ot Beppokpacio 50°C : Mn dwbéoo
IMukvotnto : Mn dwbéoo
Zyetikn TokvoTnTOL : Mn Swbéoo
ZyeTikn TokvoTNTa aTUAV 6ToLG 20°C : Aevioydet
Méyebog copatidinv : Mn Swbéoo

9.2.1. Iinpo@opieg GYETIKA BE TIS KLAGELS PUOIKOD KIvdHVOL

Agv vdpyovv emmAEOV TANPOEOPiEg

9.2.2. Ahha YOPAKTNPIOTIKG 06QaAciog

Agv vdpyovv emmAEOV TANPOQOPiEg

TMHMA 10: Xt00gpdtnTa Kot av

Z1abepd VIO KOVOVIKEG GUVOTKES.

Agv vdpyovv emmaAEOV TANPOQEOPiES

Kavévag yvootog/-1/-0.

Agv vdpyovv emmAEOV TANPOQOPIiEg

Kapio og kavovikn xprion. BAéne tunipa 7.

Ortov Beppaivetar LEXpL TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVIVVOUG KOTVOVG.

TMHMA 11: To&wkoroyikég TAnpopopisg

Oé&ela to&kodmTaL (0d GTOHATOS) . EmPrapés oe mepintmon katdmoong.
Oé&ela to&comTa (deppatikn) © Mn ta&wopnuévog (Baoetl tov dtabéoipmv dedopévav, Ta Kprmmpio to&vounong dev minpovval)
Oé&ela to&codmTa (avamvon) © Mn ta&wopnuévog (Baoetl tov dtabéoipmv dedopévmy, Ta Kprtnpio to&vounong dev minpovval)
Felodipine for peak identification
ATE CLP (An tov otép070G) 1056,444 mg/kg copatikod Bapovg
Felodipine
LD50 and T0v 6T0paToC 68 0povpaiovg 1050 mg/kg
AGBpwon kat gpebiopds Tov dEpraTog : Mn ta&wopnpévog
Tleportépo mAnpoopieg . Bdoel tov drabéopwv dedopévav, Ta kprrnpio to&vounong 8gv mAnpovvat
ZoPapn opborukn PAaPn/epedionog : Mn ta&wopnuévog (Baoetl tov dtabéoipov dedopévav, Ta Kprtnpio to&vounong dev mAnpovvol)
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Felodipine for peak identification

Agltio Agdopévov Acpareiog

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

EvaisOntonoinomn tov avamveuotikon 1
guaieOntonoinon Tov dEpHoTog

Metalha&ryéveon YEVWNTIKOV KUTTOP®V
Kapxvoyéveon

To&wodmTa Yo Vv avamopayoyn

Ewu to&ikdtnta ota dpyava-ctoyovg (STOT) —
epamag ékbeon

Ewu to&ikotnta ota dpyava-ctoyovg (STOT) —
emavelknpuévn £kbeon

Mn to&wopnpévog (Baoetl tav doféoipmv dedopévav, To kpreiplo tagvoumong dev Tinpovvat)

Mn ta&wvopnpévog (Baoet tov dtabéoiov dedopévmv, ta Kprimpio to&vounong 6ev minpovvat)

Mn ta&wvopnpévog (Baoet tov dtabéoov dedopévav, ta kprrnpio to&vounong dev minpovvar)

 'Ymomto ywo mpdrinon BAAPNg ot yovipuodtta 1) 6to £uPpvo.

Mn to&wopnpévog (Baoet tav doféoipmv dedopévav, To kprenpilo tagvoumong dev Tnpovvot)

Mrmnopei vo mpokarécel PAAPeG ota Opyava VOTEPQ OO TAPAUTETAUEVT ) EMAVEIANUUEVT EKOEON.

Felodipine

Ewu to&ikotna ota dpyava-ctoyovg (STOT) —
emavelnpupévn xbeon

Mrmnopei vo mpokarécel PAAPeG ota Opyave VOTEPO OO TOPATETAUEVT 1) EMAVEIANUUEVT EKOEON.

Dimethyl 4-(2,3-dichlorophenyl)-2,6-dimethyl-1,4-dihydropyridine-3,5-dicarboxylate

Ewdu to&ucodmta ota 6pyava-ctoyovs (STOT) —
emavenupévn xbeon

Mmopei va tpokarécet BAaPeg ota dpyava Hotepa and TopateTaévn 1| emavelnupuévn Ekbeon.

Enucivduvotnto ovappdenong

Mn ta&wvopnpévog (Advvapio cLALOYNG SEdOUEVEOV Yo TEXVIKODG AOYOVC)

11.2. IIAnpo@opicg Yo GAAOVS TOTOVG EMKIVOIVVOTNTAG

Agv vapyovv emmAEoV TANPOQOpieg

TMHMA 12: Owoloyikég TAnpopopicg

12.1. To&ikétTnTa

Owcoroyia - yeviKa

Emucivduvo yio to vddtvo mepiBdilov, Bpayumpobesiog
(0&09)

Emucivduvo yio to vddtivo meptBdilov, pokponpobesiog

(xpoviog)
Agv voiotatot Tayeio amocvvheon

Aev mapovoidlet Wioitepo kivovvo yio To mepBUALOV.
TToAb to&ko Y10 Toug VIPOPLOVG OPYAVIGHOVG.

TToAb To&Ko Y10 Toug VIPOPLOVG OPYAVIGUOVG, HE HAKPOXPOVIEG ETITTMCELS.

Felodipine

LC50 - Yapua [1]

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

NOEC ypdévio. ywapro

0,008 mg/l (7 nuépeg fathead minnow)

12.2. AVOEKTIKOTI|TO KOL LKOVOTNTA 0.T030u110MG

Agv vdpyovv emmAEOV TANPOQOPieg

12.3. AvvartétnTta Procuocdpeveg

Agev vdpyovv emmAéov TANPOQOpieg

12.4. Kivnmikotnto 670 £80.00g

Agv vrdpyovv emmAéov TANpopopieg

12.5. Anoteréopata g a&ordynong ABT kot aAaB

Agv vrtdpyovv emmAéov TANpoPopieg

12.6. Ia10TNTES EVOOKPIVIKIG SraTapaynig
Agv vrdpyovv emmAéov TANpoeopieg
12.7. Ahheg apvNTIKEG EMTTAOCELS

Aev vdpyovv emmaAéov TANPOQOpieg
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Felodipine for peak identification

Agltio Agdopévov Acpareiog

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

TMHMA 13: toyyeia oyeTika pe tn o1adeon

13.1. M£0odor enetepyacios amofiiTov

Agv vrtdpyovv emmAéov TANpopopieg

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

Toppova pe ADR / IMDG / IATA

ADR IMDG IATA
14.1. AprOpoc OHE 1 apOpég tavtétnTog
UN 3077 UN 3077 UN 3077

14.2. Oweio ovopacia arostomig OHE

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

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

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

Ieprypaei eyypapov petopopdg

UN 3077 IIEPIBAAAONTIKA EITIKINAYNEZ

UN 3077 ENVIRONMENTALLY HAZARDOUS

UN 3077 Environmentally hazardous substance,

OYZXIEX, XTEPEEX, E.A.O., 9, 111, (-) SUBSTANCE, SOLID, N.O.S., 9, Ill, MARINE solid, n.o.s., 9, Il
POLLUTANT
14.3. TaEn/-e1g KtvdOvov KaTa TN PHETAPOPQ
9 9 9

14.4. Opdada ocvokevaciog

14.5. Mgprfarrovtikny emKivoLvéOTNTO

Emcivéuvo yia to mepiBdAiov: Now

Emwcivduvo yia to mepidiiov: Nou
Molvopatikdg Topdyovtag yio To VOGTVO
nepBdAiov: Nat

Emicivduvo yia to mepifdAiov: Now

Agv vdpyovv emmiéov Srabioiues TAnpoopieg

14.6. Exdwkéc TPo@UAAGEELS Y10 TOV (P oTY

Eriysio petagopd

Kodwog ta&wvopnons (ADR)

Ewdwkég dotdEeis (ADR)
Mepropiopéveg moodteg (ADR)
E&aupovpeveg mocomteg (ADR)
Odnyieg ovokevaciog (ADR)

Ewwég datages ovokevaoiog (ADR)
Awtdéeig pektg ovokevooieg (ADR)

Odnyieg yo popnTég deaplevég Kot UTopeLIOTOKIPAOTIL

x0dnv (ADR)

Ewdwcéc dratdéers yio popntég deEapevég Ko
sumopgvpoToKiBdTa 0NV (ADR)

Koducog de&apevic (ADR)

Oynua yo petaopd deEapevig

Katnyopia petagopds (ADR)

Ewwég darageis yio ) petapopd - Koéra (ADR)
Ewwég draragels yio ) petagpopd - Xoonv (ADR)

M7

. 274, 335, 375, 601

: 5kg

© El

: P002, IBCO8, LP02, ROO1
: PP12,B3

: MP10

: T1, BK1, BK2, BK3

. TP33

. SGAV, LGBV
AT

03

: V13

: VC1,VvC2
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Felodipine for peak identification
Agltio Agdopévov Acpareiog

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

Ewwcés datdéels yio  petapopd - Doptwon, : CVvi1i3
eKQOPTOON Kot xePopog (ADR)

ApBv avayvopiong kwvdvvou (Képrep App.) : 90
IMoptokoAi dickot :

Kodwog meplopiopmv yio onpayyes (ADR) Do-

peTa@opd pécw® Boracong

Ewwm npopreyn (IMDG) 274,335, 966, 967, 969
[epropiopéveg mosdteg (IMDG) . 5kg

E&apovpeves mocodteg (IMDG) © El1

Odnyieg ovokevaciog (IMDG) : LP02, PO02

Ewdwég dataées osvokevaoiog (IMDG) : PP12

Odnyieg cvokevaciog eunopevpatokiPotiov-deéapnevov : IBCO8

(kddwkag IMDG)

Ewwig datages IBC (IMDG) : B3

Odnyieg yio de€apevéc (IMDG) © BK1, BK2, BK3, T1
Ewdwég drataéers yuo de€apevég (IMDG) : TP33

ApBpoc EmS (IMuprayid) . F-A

ApBuoc EmS (Awppon) © S-F

Kotnyopieg poptiov (IMDG) DA

Amobnkevon ko yepopos (IMDG) © SW23

Evoépra petagopd

PCA E&upovpeveg mocotreg (IATA) : El1
PCA Ilepropiopéveg mocotteg (IATA) © Y956
Kabapn péyrom nocdtnra yia mepopiopévn mocdtnta @ 30kgG

EMTPETOUEVT] Yot EMPOTIYE AEPOCKAPT KOL Y10
aepookden petapopds eoptiov (IATA)
Odnyieg cvokevasiog yo emPotnyd oepookden (IATA) : 956

KoBapn péyiom mocodtta yio emBotnyd aeposKaen : 400kg

KO Y10 0epOocKaQN petapopds poptiov (IATA)

Odnyieg cuokevAGLG LOVO Y10 AEPOTKAPT LETUPOPES : 956

poptiov (IATA)

Méyiot T0osOTNTO. LETAPOPAS OTOKAEIGTIKG AT : 400kg

aepookden petapopds poptiov (IATA)

Ewwég dotaées (IATA) . A97, Al158, A179, A197, A215
Kwdwkog ERG (IATA) © 9L

14.7. @aracoreg peTO.QOPES yVONY cOpPmva pe Tig Tphéeg Tov IMO

Agv 1oy0gL

TMHMA 15: Ztoyygio vopoOeTiko yopoktipa

15.1. Kavoviopoi/vopoOsoio 6yeTIKG pe TNV 06QaLED, TNV VYEIX KOl TO TEPLPELLOV Y10 TNV 0VGi 1] TO pEiypa
15.1.1. xavovicpoi EE

Hapaptnpa XVII tov REACH (Ilpoirmobéceig mepropispov)

Aev mepiéyet kopio ovsio(eg) mov meprapfavetayovar) oto Hapdaptnpa XVII tov REACH (Ilpodmobéceis meplopiopov)
Hapaptnpa XIV 100 REACH (Kataloyog 0d£1000Tn61\6)

Aev mepiéyet kapio ovoio(eg) mov mepthappavetar(ovtar) oto Mapdpmua XIV tov REACH (Katdhoyog adei0d6tong)
Kataroyog vroyngrov ovordv REACH (SVHC)

Aev mepiéyet kapio ovsio(eg) mov meprapfdvetayovtat) 6Tov Katdhoyo vroynemv ovsidv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevn ovvaiveon petd amd evnpépoon)

Agv gpappoletor.
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Felodipine for peak identification
Agltio Agdopévov Acpareiog

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

Kavoviepég POP (EE 2019/1021, Eppovor opyavikoi pomor)
Aev gpappoletor.
Kavoviopdg nepi e5ac0évnong Tov 6Zovrog (EE 1005/ 2009)

Aev epiéyet kapio ovoio(eg) mov mepthappdvetarovtat) 6Tov KatdAoyo ovcumv mov e&aobeviCovv to 6lov (Kavoviopodg EE 1005/2009 oyetikd e TG ovoieg Tov
eEaobeviCouv ™ otada tov 6LovTog)

Kavoviopog mepi ekpnktik®@v mpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kopio ovoio(eg) mov meprapfavetaiovrat) 6Tov Katdhoyo mpddpopmv ovctdv ekpnktikdv (Kavoviepog EE 2019/1148 oyetikd e v epmopio Kot
™ XPNoN TPOSPOUMY OVGLDV EKPNKTIKAOV)

Kavovionég nepi mpédpopwv overav vapkotikdy (EK 273/2004)

Aev mepiéyet ovoia(eg) mov meplapPaveTa(oviot) 6Tov Katdrloyo Tpodpopmy ovotdv vapketikdv (Kavoviepdog EK 273/2004 oyetikd pe tig mpddpopeg ovoieg
VOPKOTIKOV)

15.1.2. EOvikéc dwotdierg

Aev vdpyovv emmAéov TANPoQOpieg

15.2. A&wohdynon ynmkig acodisiog

Agv vdpyovv emmAEOV TANPOQOPiEg

TMHMA 16: Alleg TAnpo@opisg

M peg keipevo pacswv H xor EUH:

Acute Tox. 4 (Ao Tov Oé&ela to&cotta (amd Tov 6TOHNTOC), Katnyopio 4

GTONOTOC)

Aquatic Acute 1 Emucivdvvo yia to vddrivo teptfdrlov — 0&0g kivduvog, katmyopiog 1

Agquatic Chronic 1 Emkivéuvo yia to vddrvo mepiarrov — Xpodviog kivéuvog, karnyopiog 1

H302 EmPrapég oe mepintmon katdmoong.

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

H373 Mmopet va pokarécet BAAPeg ota dpyava HoTeEPX 0md TOPATETAUEVN 1| ETAVENUUEVT £kDeOT).
H400 TIoAd to&o Y10 Toug VOPOPLOVG OPYAVIGHOVG.

H410 TIoAd to&Ko Y10 ToVg VOPOPLOVG OPYAVIGHOVG, HE HAKPOXPOVIEG ETITTMCELG.

Repr. 2 To&wdta oty avamapayoyn, katnyopio 2

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

Katnyopromoinon ko 7p@TéKoALO Y10 THY KOTIYOPLOTOINGT] TOV PIYRATOV 6Op@®va pe Tov kavovicpo (EK) 1272/2008 [TEX]:

Acute Tox. 4 (An6 tov H302 Mé00d0g vroroyiopon
GTOUOTOC)

Repr. 2 H361 Mé00d0g vroroyiopon
STOTRE 2 H373 MéB0d0g vroroyiopon
Aquatic Acute 1 H400 Mé0080¢ VTOAOYIGHOD
Aquatic Chronic 1 H410 Mé£60d0g vroroylopon

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOTTIOIHEH EY®NHEX Ot tAnpo@opieg mov mepléyovtat 6& avtd To AT TPoépyovTal omd TYES TIg omoieg Oewpovpe aiomiotes. [opdra avtd, divovtot
XOPIG Kapio yydmon, pnTn 1 GppnTn, Yo TV akpifeld Toue.
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