e g3l (1RS,1'RS)-2,2"-azanediylbis[1-[(2SR)-6-fluoro-3,4-
: dihydro-2H-1-benzopyran-2-yl]ethan-1-ol]
Agltio Aedopévov Acpareiog

obpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpononomdnke and tov Kavoviopd (EE) 2020/878
Hpepopmvia ékdoong: 03/04/2023  exdoyn: 1.0

European Directorate  Direction européenne
for the Quality  de la qualité
of Medicines  du médicament
& HealthCare | & soins de santé CONSEIL DE 'EUROPE

TMHMA 1: IIpocdwopiopog oveiog/peiyparog ko erarpeiog/emyeipnong

1.1. AvayvepiloTikég KmdKog TpoiovTog

Mopen mpoidvtog : Ovoia
Ovopo ovoiog : (1IRS,1'RS)-2,2'-azanediylbis[1-[(2SR)-6-fluoro-3,4-dihydro-2H-1-benzopyran-2-yl]ethan-1-ol]
Kododg mpoidvtog : 202100174

1.2. Zuvogeic mpocotopiiopeveg YPNGELS TS OVGIAG 1] TOV PEIYIOTOG KO OVTEVOELKVOOILEVES YPNOELS

1.2.1. Zyetikéc mpofrendpeveg ypnoseig

Kbpur katmyopia ypnong : To mpoidv mpoopiletarl yio TNV £pEVVa Kot aVATTLEN KOL TV EMAYYEAUATIKY EKTOIGEVOT.
Xpnon g ovoiag/Tov petypatog : Movo yuo emayyehpatiky xprion
Kamnyopia Aetrovpyiog 1 xpnong : Xnukég ovoieg epyastnpiov

1.2.2. AVTEVOEIKVUONEVES AP GELS

Tepropiopoi oty xprion © Mn ypnowomnoteite : Katdmoon, Etonvon, Agppatikd

1.3. Zroygio Tov mpopun0cuTi) TOV dEATiOV dEFOPEVOV UGPALETNS

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F— 67081 Strashbourg

France

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

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApOpOC TNAEPDOVOL ETELYOVCOG OVAYKNG : +33(0)390215608

TMHMA 2: I1p0oco10piopég eMKIVOUVOTTOS

2.1. Ta&woéunon g oveiag 1| TOV pEIYRATOg

Koataraln oopoove pe v odnyia 1272/2008 EK [CLP]

Oé&ela to&icdmra (amd Tov 6TONTOC), Katnyopio 4 H302
Oé&ela to&ucdmra (814 Tov déppatog), kornyopio 4 H312
Oé&ela to&icdmra (14 ™G elomvong), Katnyopio 4 H332
Emkivduvo yio to vddtvo mepiBaiiov — Xpoviog kivduvog, katmyopiog 1 H410

ITAnpeg keipevo tov dnidcewv H kon EUH: BAére tunpa 16

AvemOOuNTEG QUOIKOYNMIKES EM PAGELS, KOODG KoL EMIPAGELS 6TV 0vOpOTIVI VYEia Kot 670 TEPIariov
Amopaon HECH KPIoNG EUTEPOYVOUOVEOV KOl OTOIEIKTIKNG 1GYVOG.

2.2. Zroygio eTIKETOG

Xapaktnpiopds copeova pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kwvdvvov (CLP)

¥

GHSO07 GHS09
[poewdomomrtikn Aé€n (CLP) . Ilpocoyn
Ankaoceig emkwvdvvomrag (CLP) : H302+H312+H332 - EmPrapés oe mepintmon KaTdmooNs, 68 ETAPY LLE TO dEPUA 1) GE TEPITTOON
£0TVONC.
H410 - TToAb to&tko 1o Tovg V3POPLOVG OPYAVIGHOVG, IE LAKPOYPOVIES EMTTAOGELS.
Ankaceig tpoporaing (CLP) : P261 - Amogehyete va avamvieTe GKOVI/ovoBuLAGELS/ AEPLO/GTOYOVISLO/ O THODG/EKVEQDLLOTOL.

P264 - TIMbvete ta xépia, Toug TNYE (AvTIPpayLo) Kot TO TPOGOTO GYOLAGTUCR HETA TO YEIPIGHO.
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(1RS,1'RS)-2,2"-azanediylbis[1-[(2SR)-6-fluoro-3,4-dihydro-2H-1-
benzopyran-2-yl]ethan-1-ol]
Agltio Agdopévov Acpaleiog

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

P270 - Mnyv tpmre, mivete 1} komvilete, 0tav ypnotponoteite avtd T0 TPOIov.
P271 - Na ypnoyomoteitat pévo 6€ avorkto 1 KaAd aeptlopevo ydpo.
P273 - Na anopedyetor 1 Elevbépmon oo meptPariov.
P280 - Na popdte mpoctotenTikd YEvTio/TposTateuTIkd eVOOIATO/ LEGH OTOUIKNG TPOGTAGIAG Yo TO.
naTio/To TPOoMTO/TOL OVTLE.
P301+P312 - ZE IEPIHITQXH KATAIIOZHE: KaAéote to KENTPO AHAHTHPIAZEQN 1 éva
ytpo, av aicbavieite adiabecio.
P302+P352 - ZE INEPIIITQXH EITAO®HE ME TO AEPMA: ITAdvte pe dpbovo vepo.
P304+P340 - XE INEPIIITQXH EIXIINOHX: Metogépate tov mabovia otov kabapd agpa kot
aPNOTE TOV VoL EEKOVPAGTEL GE GTAGT) TOV SLEVKOAVVEL TNV OVOTTVOT).
P312 - Kaiéote 1o KENTPO AHAHTHPIAZEQN 1 éva yuatpd, av aicbavieite adwabecio.
P321 - Xpewdleton ewdc| aymyn (PAEme copminpopotikés odnyieg mpdtov fondeidv oy eTikéTa).
P330 - Egm\dvete to oTOUA.
P362+P364 - Bydhite ta. poAvopéva potyo kot TAOVTE To. TPV ToL EAVOYPTCLLOTOMGETE.
P391 - Maléyte ™ yopévn mocdTaL.
P501 - AtdOeomn Tov TEPLEXOUEVOV/TEPLEKT GE GNUELD GLAAOYNG EMKIVELVDV 1] EBIKOV oA T®V,
GOUOOVOL [LE TOVG TOTKOVG, TEPLPEPELUKOVS, £0VIKOVG 1/Kat dieBveis kavoviopode.
Znuavon copemva pe: eEaipeitol 1 EcOTEPIKT GLOKEVAGIN, Ta TEPLEYOLEVH TG 0Toiag dev vrepPaivouy to 10ml
Agv amonteiTon spaven

2.3. AALot Kivovvor

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 3: ZivOeon/aAnpo@opies Y10 T0 GVGTATIKG,

3.1. Ovoigg

Ovopa AvayvopeTiKOg Kodkeg | % Kataraén copomva pe v 0dnyia
TPOIOVTOG 1272/2008 EK [CLP]

(1RS,1'R8)-2,2"-azanediylbis[1-[(2SR)-6-fluoro-3,4- - <100 Acute Tox. 4 (And tov otopatoc), H302

dihydro-2H-1-benzopyran-2-yl]ethan-1-ol] (ATE=500 mg/kg cwpoatikov apoug)

Acute Tox. 4 (Ad tov dépparog), H312
(ATE=1100 mg/kg copatikod Bépovg)
Acute Tox. 4 (Ald g etonvong), H332
(ATE=1.5 mg/l/4h)

Aquatic Chronic 1, H410

ITAnpeg keipevo tov dnidoewv H kon EUH: BAére tunpa 16

3.2. Meiypota

Aev 1oy0et

TMHMA 4: Métpa npdtov fonbsiov

4.1. Ileprypapn pETpov TpAOTOV fonderdv

Métpa tpdtev Bondeidv petd omd emaen e To dEppa : KoBapiote ™ peyarvtepn dvvarh mosdma okovmilovtds ) (kabapd Kot LoAaKo amoppoenTikod
Tavi).
Métpa tpdtev Bondeidv petd omd exapn pe To PaTio . Eemldvete to pdtio pue vepod yuo Aoyoug acpodeiog.

4.2. ZNPavTiKTEPH COPTTONATO KU1 ETOPAGELS, APEGES 1] NETAYEVECTEPES

Agev vrdpyovv emmAfov TANpoPopieg

4.3."Evé€1&n 0mo10.601ToTE AmatTOOPEVIG GUESTG LUTPIKNG PPOVTIdUG Kot 101K Oepaneiog

Agv vrdpyovy emmAfov TANpoPopieg
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(1RS,1'RS)-2,2'-azanediylbis[1-[(2SR)-6-fluoro-3,4-dihydro-2H-1-
benzopyran-2-yl]ethan-1-ol]
Agltio Agdopévov Acpaleiog

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

TMHMA 5: Métpa y10. TNV KOTOTOAEPNN O] TS TUPKAYLAG

Katddnka péca mopdcPeong : KovBépra nupdcPeong.

Kivévvog mopkayiag © BMéme tpnpa 2.2.

MéTpa Y100 TNV KOTOTOAEUNGT| TG TUPKOYLAG . Xpnowomomote péca Katdofeons KatdAinia yio v mepBAALovco TupKayLd.

TMHMA 6: Métpa 6€ TEPINTOG 0KOVOLOG EKAVONG

6.1.1. I'a TPOSOTIKO G110 06 TO TPOSCMOMUKG EKTUKTIG UVAYKNG

Métpa €kTaxTng ovaykng . Amogevyete kGOe mepit Ekbeo.

6.1.2. o dTopo mov TPooPEpovy TPpdTEG o dsieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovy emmA£ov TANPoPopieg

TMHMA 7: Xepiopoc ko awodnkevon

Agv vdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

BAéme tuqua 1.

TMHMA 8: ‘Eleyyog ¢ ék0eong/atopki tpoctacio.

8.1.1 EOvikég oprokég Tipés emayyeipatikig ék0eong kor Proroyikég oprakés Tipég

Agv vdpyovv emmAfov mANpopopieg

8.1.2. ZuvieTdpeveg dradikacics Tapakorovdneng

Agv vrdpyovy emmAfov TANpoPopieg

8.1.3. Zympariovrar otoyygio pHTavVeNS TOL Gépa

Agv vdpyovv emTAL0V TANPOPOpPiEg
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(1RS,1'RS)-2,2"-azanediylbis[1-[(2SR)-6-fluoro-3,4-dihydro-2H-1-
benzopyran-2-yl]ethan-1-ol]
Agltio Agdopévov Acpaleiog

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

8.1.4. DNEL ko1 PNEC

Agv vrdpyovv emmAéov TANpoPopieg
8.1.5. Ileproyécg eréyyov

Agv vrdpyovy emmA£ov TANPOPopieg
8.2."ELeyyot £kBgong

8.2.1. Katdiinior pnyavikoi £reyyon

Katarlinior pnyovucoi éreyyor:
Awnpiote og kaAd e&aeptlopevo xdpo. ZuviBmg amarteitol GOGTNHA YEVIKOD UNYovIKoD £EAEPIGHOD TOV YDPOU.

8.2.2. ATOpIKOG TPOGTATEVTIKOG EE0TAMGPOG

8.2.2.1. TIpooTucio TOV HUTIAV KUl TOV TPOGAHTOV

Agv vrdpyovv emmAéov TANpopopieg
8.2.2.2. Ilpootacia d&ppatog
IIpocrocio Tov dépparoc:

mod14 epyaoTnpiov

Ipootacio TV LepLOV:
IIpoototevTiKd yavtio

8.2.2.3. IIp0oTUGia TV UVATVEVGTIKAOV 00DV

Aev vrdpyovy emmAfov TANpoPopieg

8.2.2.4. Ogppukoi kivovvol

Agv vrdpyovv emmAéov TANpoeopieg

8.2.3. OproBétnon kot TapakorovOnon g neprfariovroroyikic £ékBeong og Kivouvo

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 9: ®voi1kég Kot ynNUIKES 1010TNTEG

9.1. Zroyeia Yo Tig facIKES QUOIKES KA YNUIKES 1O10TNTES

ook Kotdotoon T Zteped
APDOUOL : Mn dwbéopo
Oopny : Mn dwbéopo
Op1o ooung : Mn dwbéopo
Enpeio théewg : Mn dwbéopo
Enpeio mh&ewg : Mn dwbéopo
Enueio Bpacpod : Mn dwbéopo
Evpiextomra : Mn dwbéopo
Opra kvdvvov ekpnéemg 1 Aev oydet
Xoaumiotepo 6pro Ekpnéng 1 Aev oydet
AvdTato 6plo ekpnEpoTntog T Agvioydet
Enueto avapreéng 1 Aev oyvet
Bgeppokpacio avtavaereéng 1 Aev oydet
Bgeppokpacio arocHvieong : Mn dwbéopo
pH : Mn dwbéopo
Awdropo pH : Mn dwbéopo
1EDSeg, Kivepatikog (1) : Agvioyber
Awdvtémrto : Mn dwbéopo
ZUVTEAEOTNG KOTAVOUNG G€ UELY IO N-OKTOVOANG/VEPOD : Mn dwbéopo
(Log Kow)

Tdon otpumdv : Mn dwbéopo
ITieon atpov oe Beppokpoacio S0°C : Mn dwbéopo
IMukvomta : Mn dwbéopo
ZYETIKN TOKVOTNTA : Mn dwbéopo
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(1RS,1'RS)-2,2'-azanediylbis[1-[(2SR)-6-fluoro-3,4-dihydro-2H-1-
benzopyran-2-yl]ethan-1-ol]
Agltio Agdopévov Acpaleiog

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

ZYETIKN TOUKVOTNTO 0TUAOV 6ToVG 20°C 1 Agvioydet
Méyebog copatidiov © Mn dwbéopo

9.2.1. IIknpo@opics 6YETIKA PE TIS KLAGELS PUGIKOD KIVdHVOU

Agv vrdpyovy emmAfov TANpoPopieg

9.2.2. AMha YOpaKTNPLOTIKG A6QUAEING

Agv vrdpyovy emmA£ov TANPOPopieg

TMHMA 10: Z100gpdtNTO KOL OVTIOPOCTIKOTITO.

Zt00epd VIO KAVOVIKES GUVOTKEG.

Agev vrdpyovy emmAfov TANpoPopieg

Kavévag yvootog/-1/-6.

Agv vrdpyovy emmAfov TANpoPopieg

Kopia o kavovikn xprion. BAéne tuiqpa 7.

Ortav Beppaivetat péypt Tov oNUEIOL SUOTOONG, EKTEUTEL EMKIVOVLVOVS KUTVOUG.

TMHMA 11: To&wkoroyikég TANPOPOPIES

Oé&eia to&icdmra (amd 6Tdp0TOC) . EmProfés ot nepintoon kotdmoong.
Oé&eia to&ucdtn o (SdeppoTicn) . EmProféc og emaon pe to déppa.
Oé&geia to&icdmra (avamvon) . EmProfés o nepintoon gionvonc.
AGBpmon ko epediopog Tov Séppatog © Mn ta&vounpuévog

ZoPapn opOaipkr BAGPN/epebionog : Mn ta&vounpuévog
EvawsOntonoinon tov avomveuotikod 1 1 Mn ta&wvopnpévog
guaednTomoinon Tov SEPUATOG

MetaAho&ryéveon YEVWNTIKOV KUTTAP®OV © Mn ta&wvounpévog
Koapkwvoyéveon © Mn ta&wvounpévog

To&wdTTa Y10 TV AVOTOPOY®OYN © Mn ta&vopnpévog

Ewum to&wotnto ota dpyava-otoyovs (STOT) — : Mn ta&vounpuévog

epanag éxbeon

Ewwn to&ikomra ota opyava-otoyovg (STOT) — © Mn ta&wvopnpévog

emovelnppévn €xbeon

Emkwvduvotra avappoenong © Mn ta&wvopnpévog

Agv vdpyovv emmAfov mANpopopieg
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(1RS,1'RS)-2,2'-azanediylbis[1-[(2SR)-6-fluoro-3,4-dihydro-2H-1-
benzopyran-2-yl]ethan-1-ol]

Agltio Agdopévov Acpaleiog

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

TMHMA 12: Owoiroyikég TAnpo@opisg

12.1. To&ikotnTO

Owoloyia - yevikd

Emkivduvo yio to vddrtivo meptBailov, Bpayumpdbecpog

(080¢)

Emikivduvo yio to vdativo meptBaAlov, pakporpodesiog

(upoviog)
Aev voiotator Tayeio amocvvieon

: Aev mopovoidlet Waitepo Kivouvo yio to teptBarlov.

: Mn ta&vopnpévog

12.2. AVOEKTIKOTITO KOL IKOVOTTO 0T036u10MG

Agev vrdpyovy emmAfov TANpoPopieg

12.3. AvvotétnTa frocuocdpevong

Agev vrdpyovy emmAfov TANpoPopieg

12.4. Krynmikomto. 670 £80.(0g

Agv vrdpyovv emmAéov TANpoPopieg

12.5. Anotehéoparto s a&roréynong ABT kot aAaB

Agv vrdpyovv emmAéov TANpoPopieg
12.6. I816TNTES EVOOKPIVIKNG SroTapayg
Aev vrdpyovv emmAéov TANpoeopie

12.7. AMLEG apVNTIKEG EMTTAOGELG

Agv vrdpyovv emmAéov TANPoPopieg

 TToAb to&1d yio Tovg VEPOPLOVES OPYOVIGHOVS, HE LOKPOYPOVIES EMMTOGELS.

TMHMA 13: Ztoiycio oyeTikd pe T 01a0gon

13.1. M£6odor enelepyacios amofiiTov

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 14: [TAnpo@opisg 6YeTIKA pE T PETAPOPE

Topeova pe ADR / IMDG / IATA

ADR IMDG IATA
14.1. AprOpoc OHE 1 ap1Opég TavtétnTog
UN 3077 UN 3077 UN 3077

14.2. Oweia ovopacia arostor)c OHE

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

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

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

Heprypagi eyypdowv petagopis

UN 3077 IIEPIBAAAONTIKA EITIKINAYNEZ

UN 3077 ENVIRONMENTALLY HAZARDOUS

UN 3077 Environmentally hazardous substance,

OYZXIEZ, XTEPEEZ, E.A.O., 9, 111, (-) SUBSTANCE, SOLID, N.O.S., 9, lll, MARINE solid, n.o.s., 9, Il
POLLUTANT
14.3. Ta&n/-e1g Kivdvvov KaTd T PETAPOPa.
9 9 9
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(1RS,1'RS)-2,2"-azanediylbis[1-[(2SR)-6-fluoro-3,4-dihydro-2H-1-

benzopyran-2-yllethan-1-ol]
Aghtio Aedopévav Acpaireiog

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

ADR

IMDG

14.4. Opdda cvokevaciog

14.5. TIeprparhoVTIK ERKIVOVVOTITO

Emwcivduvo yio to mepipdiiov: Now

Emkivduvo o to mepipdirov: Now
MoAvopoTikdg TapdyovTag Yo To VATVO

nepdiiov: Now

Enwivdvvo yua to mepipdrrov: Not

Aev vrapyovv emmAéov dobéaipeg TAnpopopieg

14.6. Ewdwkég mpouAdEerg yia Tov ypiotn

Eniyewo petagopa

Kodwog tagvounons (ADR)

Ewwcés dotaéeg (ADR)

[epropiopéveg mocdteg (ADR)

E&upovpeveg moootnteg (ADR)

Odnyieg ovokevaoiog (ADR)

Ewwés dotdéelg ovokevooiag (ADR)

AwrtdEeig pektig ovokevaoies (ADR)

Odnyieg Yo opNTEG FEEAUEVEG KO EUTOPEVUATOKIPATIOL
xoonv (ADR)

Ewducéc dotdéels yioa popntég de&apevés Kan
gumopevpatokiPatio yodnv (ADR)

Kodwog de&apevng (ADR)

Oympa ylo petoopd de&opevng

Kamyopia petagpopdc (ADR)

Ewducés dotaéers yua ) petapopd - Kora (ADR)
Ewdwcés drotdéelg ya ) petagpopd - Xodnv (ADR)
Ewducés dotaéels yua ) petapopd - optmon,
eKQOpTOON Kot XePoHOS (ADR)

ApBv avayvopiong kwvdvvov (Kéuhep Apiop.)
IMoptokoi dickot

Kodwog meplopiopmv yio onpoyyes (ADR)

petapopd pécm Boraoong

Ewwn tpopreyn (IMDG)
Mepropiopéveg mocdteg (IMDG)
E&apovpeveg moodmreg (IMDG)
Odnyieg ovokevaciog (IMDG)

Ewwég datdéerg ovokevaciog (IMDG)
Odnyieg ovokevaciog epmopeLIATOKIBOTIOV-deEAUEVHY
(k®dkag IMDG)

Ewwég datagerg IBC (IMDG)

Odnyieg ya de&apevég (IMDG)

Ewwéc datdéers yur de€opevég (IMDG)
ApBpdés EmS (TTupxayid)

ApBpds EmS (Awppon)

Katmyopieg poptiov (IMDG)
Amofnkevon kot yepiopdg (IMDG)

. 5kg

: 5kg

M7
274,335, 375, 601

El

P002, IBCO8, LP02, RO01
PP12, B3

MP10

. T1, BK1, BK2, BK3
. TP33

. SGAV, LGBV
AT

© 3

: V13

: VC1,VvC2

Cv13

: 90

90
3077

274, 335, 966, 967, 969

El

LP02, PO02
PP12
1BCO8

B3
BK1, BK2, BK3, T1

. TP33

F-A

. S-F
A
. Sw23
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(1RS,1'RS)-2,2"-azanediylbis[1-[(2SR)-6-fluoro-3,4-dihydro-2H-1-
benzopyran-2-yl]ethan-1-ol]
Agltio Agdopévov Acpaleiog

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

Evoépuo petagopd

PCA E&upovpeveg mocdmeg (IATA) : El
PCA Tlgpropiopéveg nocotteg (IATA) : Y956
Kabapn péyiomn tocdtnto yio tepropiopévn tosdtnro. - 30kgG

EMTPETOLEVT Y10 EMPATNYE AEPOCKAPT] KOL V10U
aepookaen petapopds eoptiov (IATA)
0dnyieg ovokevaoiog yo emPatnyd agpookden (IATA) : 956

Kabapn péyiomn mocdtnta yo emPBatnyd aepookaen : 400kg

Kot ylo agpookden petapopds eoptiov (IATA)

Odnyieg cvuokeLUTIOG LOVO Y10 AEPOCKAPT) LETAPOPAG : 956

poptiov (IATA)

Méyiot mocoTNTa HETAPOPAG OTOKAELGTIKG aItd : 400kg

aepookaen petapopds eoptiov (IATA)

Ewwég dota&ers (IATA) © A97, A158, A179, A197
Kodwog ERG (IATA) : 9L

14.7. @ardooreg peTa@opis yvony copgpmva pe Tig Tpaters ron IMO

Agev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopaxtipo

15.1. Kavovicpoi/vopoOecio 6yeTukd pe TNV 06QAAELN, TNV VYELN KOl TO TEPLBAALOV Y10 TV OVGIX 1] TO peiypa
15.1.1. kavoviopoi EE

Mopaptypo XVII tov REACH (Ilpotmo0<ceig mepropiopo)

Aev tepthapfavetat oto Moapapmpo XVII tov REACH

Hapapmpa XIV 100 REACH (Katdroyog ad£1060TNn01|G)
Aev neprhappaveron oto [Mapapmuo XIV tov REACH (Katdloyog adei0d0tnong)

Koatdroyog vroynerov ovoidv REACH (SVHC)

Aev epthapfavetol 6Tov Katdioyo vroyneiov oveuwv REACH

Kavoviopég PIC (EE 649/2012, ITponyodusvn cuvaivesn petd omé evnpépmon)
Aev gpoppoletat.

Kavoviopég POP (EE 2019/1021, Eppovor opyavukoi pomor)

Aev gpapuoletat.

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

Aev mepihapfaveton 6tov Katdroyo ovoidv mov eEacbevitovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopdg mepi ekpnktik®dv tpodpopmv ovordv (EE 2019/1148)

Aev Tepiéyer kapia ovoia(eg) mov meprappavetar(ovtar) 6Tov KatdAoyo tpddpopmv ovoimv ekpnktikdv (Kavoviopoc EE 2019/1148 oyetikd pe v epmopio ko
™ XpHon TPOSPOL®Y OLCLDY EKPNKTIKDOV)

Kavoviopdg mepi mpodpopmv oveidv vapkotikav (EK 273/2004)

Aev mepiéyet ovoia(eg) mov mepthapfavetayoviat) 6tov Katdhoyo mpddpopmv ovetdv vaprkatikdv (Kavoviopdog EK 273/2004 oyeticd pe tig tpoddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drotaserg

Agv vrdpyovv emmAéov TANPOPOpieg
15.2. A&orhoynon ymuikng oc@aielog

Agv vrdpyovv emmAéov TANpoPopieg
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(1RS,1'RS)-2,2"-azanediylbis[1-[(2SR)-6-fluoro-3,4-dihydro-2H-1-
benzopyran-2-yl]ethan-1-ol]
Agltio Agdopévov Acpaleiog

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

TMHMA 16: Alheg TAnpo@opisg

IMqpeg keipevo ppacsov H ko EUH:

Acute Tox. 4 (A6 Tov O&eia To&wotnra (ammd Tov 6TONATOG), KaTtnyopio 4

GTOLATOG)

Acute Tox. 4 (A4 g O&eia To&otnra (816 TG €16mVoNg), Katnyopio 4

£10TTVONC)

Acute Tox. 4 (A6 Tov O&ela to&ucomra (816 Tov déppatog), katnyopia 4

déppatog)

Aquatic Chronic 1 Emucivduvo yio to vdartvo meptBaiiov — Xpoviog kivduvog, katmyopiog 1
H302 Emprofés oe mepintwon kordmoong.

H312 Emprapés oe emapn pe to dépua.

H332 EmProfég o nepintmon gionvonc.

H410 TIoA) T0&1Kd Yo TOVG VIPOPLOVG OPYAVIGHOVG, HE LOKPOYPOVIEG ETTTOCELS.

Aghtio Agdopévov Acpadeiog (AAA), EE

ATIOIIOIHXEH EY®NHZX Ot mAnpo@opieg mov TepLEyovTat 6€ avtd To dEATIO TPOEPYoVTaL 0md TNYEG TIG omoieg Bewpovpe agomotes. [lapdra avtd, divovtot
Yopig Kapio eyydnon, pnty N appnTn, Yo v akpifetd toue.
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