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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia

Ovopa ovsiog : Epinastine

Kwducde mpoidvrog : 201600346

Suvovopa . Epinastine, salts, hydrates, isomers and impurities where applicable

1.2. Zuvogeig TpocdlopiopEVES P GELS TG OVGLNG 1] TOV UEIYIATOG KO OVTEVOELKVUOILEVES Y PIGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong : To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXOYYEANLOTIKY EKTOISEVOT).
Xpnion g ovoeiog/Tov petypatog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong o Xnpkéc ovoieg epyaotnpiov

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

1.3. Zroygio Tov Tpopun0evTI) TOL dEATiOV dEdopévev acparsiag

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 AVAYKNG 1 +33(0)390215608

TMHMA 2: IIp0o6o10piop6g eMKIVoUVOTNTOG

2.1. Ta&wopnon g 0veiag 1| TOL PEIYRATOG

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

O&ela to&komTaL (ad Tov GTOHTOC), Katnyopio 3 H301
ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

AvemOOuNTES QUOIKOYNMKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TeEPLfdilov

ATOQa0N HEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1GYVOGC.

2.2. Zroyeio eTIKETOG

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

S

Ewovoypdppoza kivdovov (CLP)

GHS06
Ipogworomtikn AéEn (CLP) : Kivdvvog
Anidoelg emkvdvuvomtag (CLP) 1 H301 - To&wd og mepintmon katdmroonc.
Anidoelg mpoevraéng (CLP) : P301+P310 - XE IMEPIIITQXH KATAIIOXZHX: KoAéote apéomng to KENTPO AHAHTHPIAXZEQN

1 éva yotpo.
Zhpavon cOUPOVO pe: eEapeital 1 EmTEPIKT GLOKELAGTN, TO TEPLEXOUEV TG omoiag dev vrepPaivovy ta 10ml

Ewovoypappata kvddvov (CLP) :
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Epinastine
Agltio Agdopévov Acpareiog

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

GHS06

Agv vapyovv emmAéov TANPOQOpieg

TMHMA 3: XovOeon/minpopopisg yio 10 6LOTATIKG

Ovopa AvVayvopLeTIKOg KOdkes | %0 Katdroin copeove pe vy odnyio
TPOI6VTOG 1272/2008 EK [CLP]
Epinastine - <100 Acute Tox. 3 (Am6 tov otoparog), H301
(ATE=50 mg/kg copatikod fapovg)

IMAnpeg keipevo tov dnidoewv H ko EUH: BAéne tpnpo 16

Aev woydet

TPO TPAOTOV fonderdv

Métpa npadtmv fonbetdv petd and ewomvon . Bydte tov mabovta otov kabopd aépa. Apnote to dropo mov TposPAnbnke va avamvedoet kabopd
oépa.

Métpa npadtmv fonbetdv petd and enogn pe 1o déppo  : Kobapiote  peyaidvtepn duvory mosdtnto okovmilovtdg t (kabopd kot parokd amoppoenTikd
mavi). [TAvte pe apBovo vepo/....

Métpa tpadtmv fondetdv Hetd and enapn 1e o LATIO : Eemldvete pe vepod KpatavTag o PAEPOpa KAAG ovolyTd.

Métpa ntpadtmv fondetdv petd and Katdmoon . Eem\vete 1o otopa. Koréote apéomng 1o KENTPO AHAHTHPIAZEQN/yotpd. Ewdikn wrpikn
Tapokolovdnon.

ZopnTOUATO/EMOPACELG HETA 0td E16TVOT © Avemapkn dgdopéva.
ZOUTTOUOTO/EMOPACELS HETG OO EMOQN LE TO dEPULOL © Avemapkn dgdopéva.
TOUTTOUATO/EMOPACELG HETA 0t EmOQN HE TOL piTio T Avemapkn dgdopéva.
Topntdpato/emdpdoelg petd omd Katdmoon . To cvpmtdpota evoéyetat va ivar CaAN, ke@aiodyieg, vantio Kot OTOAELN GUVTOVIGUOD.

Toppovievbeite/Emokepbeite yiatpo. Eqv givar duvartd deifte antd to gvilo acpodeiog, Kt av oyL, d&i&te ) cvokevacio 1 v etucéta. Evepyn ovoia.
DapUaKELTIKO TPOTOV.

TMHMA §: Métpa Y10 TNV KOTATOAEUN O] TG TVPKAYLAG

KotdAnia péoa muopdcBeong 1 KovBépta mupdcPeong.

Kivduvog moprayidg : BMéme tunpa 2.2,

Métpa Y10 THV KOTATOAEUNGN TNG TUPKOYLOG . Xpnowonowmote péca katdoPeong KatdAAnia yo Ty tepdAlovca TupKayid.
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Epinastine
Agltio Agdopévov Acpareiog

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

TMHMA 6: Métpo o€ TepinTtmon 0KoVoLoS EKAVONG

Tevika pétpa : Amo@uyete TV Geon maen He To TPoidv. Mnv avamviete
oKkovn/avabupdoeis/aéplo/oTayovidi/ aTHoVE/ EKVEPD AT,

6.1.1. I'a TPooOTIKG GALO 0TT6 TO TPOGCMOTIKO EKTUKTNG UVAYKNG

Aev vdpyovv emmAéov TANPOQOpieg

6.1.2. T Gropa mov TPpocpipovy TPpMOTES Pondeieg

Agv vapyovv emmAEOV TANPOQOPieg

Agv vapyovv emmAéov TANPOQOpieg

Mébodot kabapiopon 1 Ziyovpéyte, 0Tt Ta. amoppipota Oo mepicuAeyovV kot Oo amobnkevtovv acearés. Kabapiote
TPOGEKTIKA.

Agv vdpyovv emmaAEOV TANPOQOPiES

TMHMA 7: 166G Ko amodikevon

Emm\éov kivduvol katd v eneéepyocio . Egiotdron eniong n mpocoyn| Tov xpNotn 6tovg mifovolg Kivdhvoug Tov EVOTAPYOVY 6TV TEPITTOGT
TOV TO TPOLOV ypnoworomdel pe Tpdmo mov opileTal amd TIG KATUCKEVAGTIKES TPOSIOLYPAPES.

TIpo@uraéels yio ac@ain yeipiopnd : XpNoomomote To TPOIOV e TPOGOYT. ATOPUYETE TNV GUECT) ETAPN LE TO TPOIOV.

Métpa vytewng 1 Xpnon tov Tpoidvtog pe opbn Propmyovikn vyewn kot dtadikacieg aceoeiog.

Teyvikd pétpo T Zoppopeobdeite pe Tovg 16YDOVTEG KOVOVIGHOVG.
TovOnkeg @OAAENG 1 Ouldooetat KAEWOUEVO.

Béme tunpa 1.

TMHMA 8: ‘Eleyyog g ék0eonc/atopiki tpootacio

8.1.1 EOvikég oprokés Tipnés emayyelpatikig £k0song ko froloyukég oprokés Tipég

Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.2. ZuvicTdpeves drudikocisg TapaxohovOneng
Agev vdpyovv emmAéov TANPOQOpieg

8.1.3. ynuarifovrar etoyygio pomavens tov aspa
Agv vdpyovv emmAEOV TANPOQEOPiEg

8.1.4. DNEL kax PNEC

Aev vdpyovv emmAéov TANPOQOpieg

8.1.5. Meproyég eréyyov

Agv vdpyovv emmAEOV TANPOQOPiEg
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Epinastine
Agltio Agdopévov Acpareiog

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

8.2."ELeyyor £k0gong

8.2.1. Katdhinhor pnyavikoi £reyyot

Kataiinior pnyavikoi éleyyou:
Awtnpiote og koAd e&aepllopevo ydpo. XpnoonoLEite AToKAEIGTIKG 6€ KAEIGTN Y04V Le EVOOUOTOUEVO GiATpo. DIATPO 0EPOCHOUOTISIOV VYNANG
anoteleopotikotnrag (HEPA filter).

8.2.2. ATopkOg TPOGTATEVTIKOG EEOTMONOG
8.2.2.1. IIpocTacio TOV HATIAV KUl TOV TPOGAHTOV

Ipoctucia 0pOorpndv:
Ipoctatevtikd yooiid. DIN EN 166

8.2.2.2. TIpoctacia déppatog

Ipoctacio Tov déppatog:
Xpnowonoteiote Tpoctatevtikd povyopod yio ynukd. DIN EN 13034

Mpooctucio TOV yePLOV:
ITpoctotevtikd yavTie aviekTikd og ynpkd tpoidvta. ISO 374-1
8.2.2.3. IIpooTacio TOV AVUTVEVGTIKAOV 0dMV

IIpoctucio TOV AVETVEVGTIKOV 00AOV:
Yg nepintoon amekevdipmong okovng : pnaokes pe eiktpo yio okoves P3. DIN EN 140 & 149. Yypo mpoidv : Mdaoka agpoidpatog. Popdte avamvevotikn
GLGKELT O€ TEPITTOON £kBeong o€ aTHODG/GKOVES/ aEPOAD AT

8.2.2.4. Ogppkoi kivovvol

Agv vapyovv emmAEOV TANPOQOPiEg

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

Agv vdpyovv emmaAEOV TANPOQEOPiES

TMHMA 9: ®voikég Ko ynMKEG 1016TNTEG

9.1. Zroyyeia Yo Tig facIKES QUOIKES KO YNHIKES 1O10TNTES

Dok KoTdoToom T Zteped
APDLLOL © Mn dwbéorpo
Epopdvion ToZkovn.

Oopn 1 Agv oyoet.
Op1o oopng © Mn dwbéoipo
Enpeio téewg © Mn dwbéorpo
Enpeio m&emg © Mn dwbéoipo
Enpeio Bpacpod © Mn dwbéorpo
Evpiextomrta © Mn dwbéorpo
Opra Kvdvvov ekpiéemg 1 Agv woy0et
Xapunhotepo 6pio EkpnéEng 1 Agv woydet
Avartato dpro expn&uydmrag 1 Agv woy0et
Inueio avapreéng 1 Agv woydet
Bgppokpacio avtavaereéng 1 Agv woydet
Bgppokpacio arocHvieong © Mn dwbéoipo
pH © Mn dwbéorpo
Adiopo pH : Mn Swbéorpo
EDeC, KvepoTkog (1) T Agv woydet
AwAivtomra : Nepd: 100 — 1000 g/l
ZVVTEAECTIG KATOVOUNG G pelypa N-0kTavOAng/vepoD : Mn Swbéorpo
(Log Kow)

Téon atudv : Mn Swbéorpo
ITieon atpov oe Beppokpacio 50°C : Mn Swbéorpo
IMoukvotnro : Mn Swbéorpo
ZYETIKN TUKVOTNTOL © Mn dwbéopo
Zyetikn mokvoTnTa aTUdV 6tovg 20°C © Aev oyet
MéyeBog copatidiov : Mn Swbéorpo

03/04/2023 (Hpepopnvia ékdoong) EL (eMnvikd) 4/9



Epinastine
Agltio Agdopévov Acpareiog

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

9.2.1. Iinpo@opieg GYETIKA BE TIS KLAGELS PUOIKOD KIvdHVOU
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 TANPOQOpieg

Agv vdpyovv emmaAEOV TANPOYOPiES

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) . To&wo og nepintmon KoTdmoong.
Oé&ela to&coTTa (Seppatikn) : Mn ta&wopnuévog
O&ela to&koTTaL (avarvon) : Mn ta&wopnuévog
Epinastine
LD50 amd tov 6Tdp0T0G 68 0povpaiong 50 — 300 mg/kg
AGBpmon kot epebiopdg Tov déppatog : Mn ta&wopnuévog (EAkeltotiicd dedopévor)
ZoPapn opborukn PAGPN/epedionog : Mn ta&wopnuévog (EAkewotiicd dedopévor)
EvaisOntomoinon Tov avamvenostikon 1 : Mn ta&wopnuévog (Baoetl tov dtabéoipov dedopévmv, to kprmpio to&vounong dev minpovvan)
gvaucOnToToinom Tov dEPUOTOG
MetoAra&ryéveon YEVWNTIKOV KUTTAP®OV : Mn ta&wopnpévog (EAeaticd dedopévar)
Kapkwoyéveon : Mn ta&wopnpévog (EAetaticd dedopévar)
To&wodTa Yo TV avamopoyoyn : Mn ta&wopnuévog (Ileportépm minpogopies: O&eia ToSucotn o)
Ewum to&ucomta ota 6pyava-ctoyovs (STOT) — : Mn ta&wopnuévog
epanag ékbeomn
Ewduwm to&icdtnta ota 6pyava-otoyovg (STOT) — : Mn ta&wopnpévog
gmavelnupévn xbeon
Enucvduvotnto avappdenong : Mn ta&wopnuévog (Baoetl tov dtabéoipwv dedopévmv, to kprrnpio ta&vounong dev minpovvral)

Agv vdpyovv emmAEOV TANPOQPOPIiEg
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Epinastine
Agltio Agdopévov Acpareiog

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

TMHMA 12: Oworoyikég TAnpopopieg

Owoloyia - yevikd . Emuivdvva andpinta. Xpnoponoteite katdAinia doxeio amdpprymg.

Emucivduvo yio to vddrtivo mepiBdiiov, Bpayvnpodbecpog : Mn ta&vopnpévog
(080g)

Emucivduvo yio to vddtivo meptBdilov, pakporpdbespog : Mn ta&wvopnpévog
(xpdviog)

Agv vapyovv emmAéov TANPOQOpieg

Aev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmaAEOV TANPOYOPiES

Agv vdpyovv emmaAEOV TANPOYOPiEg

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vapyovv emmAEOV TANPOQOPiEg

TMHMA 13: Xtovyeio oyeTikd pe tn ovd0eon

Tomwr| vopoBesio (amdfinto)
TVOTACELS GYETIKA [E TNV omdppLym
TPOIOVTIMV/GUOKEVAGLOV

. Kotaotpéyte pe aopoli) TpOTO GOUPOVO e TOVG TOTIKOVS/ €BVIKOUG KOVOVIGHOVG.

: Mnv omoppintete To VIOAEILIATO GTOV VTOVOLO, SDGTE TO TPOIGV KOt TN GUGKELAGIO TOL GE ELSWKO

onpeio GLALOYNG EMKIVOLVAV 1 EWIKOV OTOPPLLULATOV.

TMHMA 14: ITAnpo@opies GYETIKA UE TN HETAPOPT,

Topeawvo pe ADR / IMDG / IATA
ADR IMDG IATA
14.1. Ap1Opog OHE 1 aprOpog tovtéTnTog
UN 2811 UN 2811 UN 2811

14.2. Oweio ovoposia aroctoriig OHE

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

TOXIC SOLID, ORGANIC, N.O.S.

Toxic solid, organic, n.o.s.

Meprypogi eyypapov petopopdsg

UN 2811 TOEIKA XTEPEA, OPIANIKA, E.A.O.,
6.1, 111, (E)

UN 2811 TOXIC SOLID, ORGANIC, N.O.S,, 6.1,
1

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

14.3. Ta&n/-e1g KtvdHvov KOTA TN PHETAPOPA

6.1

6.1

6.1
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Epinastine
Agltio Agdopévov Acpareiog

cvppmva pe tov Kavoviepdé REACH (EK) 1907/2006 6mwg tpororomnke omd tov Kavoviopd (EE) 2020/878

IMDG IATA
6 6
14.4. Opada cvokevaciog
11 1 1l
14.5. Meprforrovtiky EmKIvoLVOTNTO
Emcivouvo yua to meptBdiiov: Oyt Enmwivduvo yo to mepipdiiov: Oyt Emwcivouvo yuo to mepiaiiov: Oyt

MOoAVoHaTIKOG TapEyovTag Y1 TO VIATIVO
meptpdirov: Oyt

Aev vdpyovv emmiéov drabéoiues TAnpogopieg

14.6. Exdwkég mpo@uAdEerg yia Tov ypiotn

Eniyewo petogopa

Koducde ta&ivopnong (ADR) : T2

Ewwcéc data&eg (ADR) 1 274,614
Tepropiopéveg moodtteg (ADR) . 5kg
E&apovpeveg mocotteg (ADR) : El1

Odnyieg cvokevaciog (ADR) : P002, IBCO8, LP02, RO0O1
Ewucés datdéelc ovokevaoiog (ADR) : B3

Awtdéeig pewctg cvokevooieg (ADR) : MP10

Odnyieg yo popntég deapevéc Kot epumopevpotokifotie @ T1

xoonv (ADR)

E1ducéc datd&erg yio popntég deEapeveg Ko : TP33
gumopevpotokiParia yvdnv (ADR)

Koducog de&apevic (ADR) : SGAH, L4BH
Ewucéc datdéerg yio deopevég (ADR) : TU15, TE19
Oynua yo petapopd de&opevig AT

Kotnyopia petapopds (ADR) i 2

Ewwég dotagets yuo ) petagpopd - Xodnv (ADR) : VC1,VC2, AP7
Ewwég datageis yio ) petapopd - Doptmon, : CV13,CVv28

ekQOpTOON Kot yewplopdg (ADR)
Ewwég drataéers yuo ) petapopd - Asttovpyio (ADR) @ S9
Ap1Bv avayvopiong kvdovov (Kéurep Apop.) : 60

Toptokoi dickot : 60

2811

Kodwog meplopiopmv yio onpoyyes (ADR) : E

peta@opd péocw Bordacong

Ewum npopreyn (IMDG) 1 223,274
Iepropiopéveg mosotnteg (IMDG) : 5kg
E&mpovpeveg mocottes (IMDG) : El1
Odnyieg osvokevasiog (IMDG) : P002
Odnyieg ovokevaciog epnopevpotokiPotiov-deiapnevov : IBCO8
(kddkag IMDG)

Ewwég datages IBC (IMDG) : B3
Odnyieg yio de&apevéc (IMDG) Tl
Ewwég datagers v de&apevég (IMDG) : TP33
ApOpdg EmS (ITupkoyidr) : F-A
Ap1Opog EmS (Awppony) : S-A
Katnyopieg poptiov (IMDG) A
Enpeio avapreéng (IMDG) :

[816tteg ko mapatnpioels (IMDG) : Toxic if swallowed, by skin contact or by inhalation.
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Epinastine
Agltio Agdopévov Acpareiog

cvppmva pe tov Kavoviepdé REACH (EK) 1907/2006 6mwg tpororomnke omd tov Kavoviopd (EE) 2020/878

Evoépra petagopd

PCA E&apovpeveg mocomreg (IATA) © El1
PCA Tlepropiopéveg mocomreg (IATA) 1 Y645
Kabopn péyiom nocdnra yia mepopiopévny nocdtnra.  : 10kg

EMTPETOUEVT] Y10t EXLPOTYE AEPOCKAPT KOl Y10
aepookden petapopds poptiov (IATA)
Odnyieg ovokevaciog yo emPotnyd aepookaon (IATA) : 670

KoBapn péyiom mocdmta yio emtPatnyd aeposkaen : 100kg
Ko Yo 0gpockden petapopds eoptiov (IATA)

Odnyieg cuokevaciog HOVO Yo AEPOSKAPT LETOPOPES . 677
eoptiov (IATA)

Méyiot TocOTNTO. LETAPOPAS OTOKAELGTIKG. AT . 200kg
aepookden petapopds poptiov (IATA)

Ewwég dotaées (IATA) : A3, A5
Kwdwog ERG (IATA) © 6L

14.7. @aracoreg peTaQopis yHoNY ovpemva pe Tig Tpaéeg Tov IMO

Agv 1oy0gt

TMHMA 15: Ztoygio vopoOetikod yopoktipa

15.1. Kavoviopoi/vopoOeoio 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 meprapfavetor oto Hapdaptnua XVII tov REACH

Hapaptnpa XIV tov REACH (Katdloyog 00£1000Tn61|G)

Aev neprapPéveton oto Hapaptnpa XIV tov REACH (Katdroyog adetoddtnomng)

Kataroyog vroynorov ovordv REACH (SVHC)

Aev meprapfavetor otov Katdhoyo vroynemv ovoidv REACH

Kavoviepog PIC (EE 649/2012, IIponyoduevy cuvaivesn PETd omd evpuépmaony)
Aev gpappoletor.

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

Aev gpappodletat.

Kavoviopog nepi eEaodévnong Tov 6Lovrog (EE 1005/ 2009)

Aev nepthapfévetol oTov Katdrhoyo ovctav mov e&acbeviCovv to 6Cov (Kavoviepog EE 1005/2009)

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

Aev mepiéyel kopio ovoio(eg) mov meprapfavetoi(ovrat) 6tov Katdhoyo mpddpopmv ovotdv ekpnktikdv (Koavoviopog EE 2019/1148 oyetikd pe v gpmopio Kot
™ XpNoN TPOSPOUMY OVGLDV EKPNKTIKADV)

Kavoviopog ngpi Tpodpopmv oveidv vapkotikdv (EK 273/2004)

Aev mepiéyet ovaia(eg) mov mepthapfavetar(oval) 6Tov KotdAoyo Tpddpopmv ovetdv vopkeaTikev (Kavoviopog EK 273/2004 oyetikd e Tig Tpddpopieg ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dwotdierg
Agv vrtdpyovv emmAéov TANpopopieg
15.2. A&wohdynon ynkig acodaislog

Agv vrdpyovv emmAéov TANpoeopieg
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Epinastine
Agehtio Aedopévav Acpaleiog

cvppmva pe tov Kavoviepdé REACH (EK) 1907/2006 6mwg tpororomnke omd tov Kavoviopd (EE) 2020/878

TMHMA 16: Alhec TAnpo@opies

I peg keipevo pacewv H kar EUH:

Acute Tox. 3 (Ao tov Oé&eia to&ucodmra (amd Tov 6ToONNTOC), Katnyopio 3
GTOLOTOC)
H301 To&wo o€ mepinTt®on KATATOONG.

Aghtio Agdopévov Acpadreiog (AAA), EE

ATIOITIOIHZH EY®NHZX Ot mAnpogopieg mov meptéyovtat 6e avtd o dertio Tpoépyovtal amd tnyEg Tig omoieg Oewpovpe a&omiotec. [Topoia avtd, divovot
xopic Kapio eyyomon, pnn 1 appnTn, Yo Ty akpifetd tovg.

03/04/2023 (Huepopnvia ékdoong) EL (eMnvikd) 9/9



