e g3l (3RS)-N-methyl-3-phenyl-3-[3-
: (trifluoromethyl)phenoxy]-propan-1-amine
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviepdé REACH (EK) 1907/2006 6nwg tpomonomnke and tov Kavoviopd (EE) 2020/878
Hpepounvia éxdoong: 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: IIpocdropiopog ovoiag/peiypatog ko erorpeiog/emyeipnong

1.1. AvayveproTikog KOOKOS TPoidvTog

Mopen mpoiovtog : Ovoia
Ovopo ovoiog . (3RS)-N-methyl-3-phenyl-3-[3-(trifluoromethyl)phenoxy]-propan-1-amine
Kmdwog mpoiovrog : 201900181

1.2. Zovo@eic Tpocdlopilopeves YPNGELS TG OVGING 1] TOV HEIYHOTOG KOl OVTEVOEIKVOOILEVES YPNOELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong : To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXOYYEANLOTIKY EKTOISEVOT).
Xpnion g ovoiog/Tov petypaTog : Moévo yio emoryyeApoTiky xpnon
Kotnyopia Aetrovpyiog 1 xpriong T Xnukég ovaieg epyactnpiov

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

1.3. Zroycio Tov TpopnBcvT) TOL dEXTioV dEdopivev acparsiag

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

F- 67081 Strashourg

France

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

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG

ApBuodg mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: [1poco10piopog emKIvoUvVOTNTOG

2.1. Ta&woépnon g oveiag 1| Tov peiypatog

Katarein oopoova pe v oonyie 1272/2008 EK [CLP]

O&ela to&womra (amd Tov oTopaToC), Katnyopio 4 H302
Emucivduvo yia to vddrtivo meptBdrlov — 0&0G kivduvog, katnyopiag 1 H400
Emucivduvo yia to vddrtivo mepiBdiiov — Xpoviog kivduvog, katnyopiog 1 H410

IMAnpeg keipevo tov dnrdocewv H kon EUH: BAéne tufipa 16

AvemOOUNTES PUGIKOYNIKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIV VYEio Kon 670 TEPIfaAlOV
Andpaon HEC® Kplong EPTEIPOYVOUOVAV KO ATOSEIKTIKNG 1oY00G.

2.2. Troyeio eTIKETOG

Xapaktnpiopds coppova pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypdppoza ktvdovov (CLP)

¥

GHSO07 GHS09
Ipogwomomtikn AéEn (CLP) . Ilpoocoyn
Aniaogig emkivdvvotntog (CLP) : H302 - Emprofés og nepintwon katdmoong.
H410 - TToAD to&o Y10 Tovg VEPOPLOVE OPYAVIGHODG, HE HAKPOYXPOVIES ETTTMCELS.
Anhaoeig tpoedraing (CLP) : P301+P312 - XE IIEPIITQXH KATAIIOXHX: Kaléote apéomng to KENTPO AHAHTHPIAXZEQN

1 éva yuarpo, edv aicbaveite adwbesio.
Zipoven cOpeve pe: eEalpeital | E0OTEPIKT GLoKELAGIN, TO TEPEXOUEVE TG omoiag dev vepPaivouy Ta 10ml
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(3RS)-N-methyl-3-phenyl-3-[3-(trifluoromethyl)phenoxy]-propan-1-amine
Agltio Agdopévov Acpareiog

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

Agv anarteitor 6jpoven

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]

(3RS)-N-methyl-3-phenyl-3-[3-(trifluoromethyl)phenoxy]- <100 Acute Tox. 4 (An6 tov 6tépaTog), H302
propan-1-amine (ATE=500 mg/kg copatikod Bapovc)
Aquatic Acute 1, H400

Aquatic Chronic 1, H410

IIMpeg keipevo tov Inkdoewv H kot EUH: BAéne tpunpa 16

Aev woydet

TMHMA 4: npATOV fonderdv

Métpa ntpadtmv fonbetdv petd and enogn pe 1o déppo  : Kobapiote t peyaidvtepn duvorn mosdtnto okovmilovtdg t (kabopd kot HaAakd amoppoenTikd
Tovi).

Métpa tpadtmv fondetdv Hetd and enapn 1e o LATIO : Hem\dvete o pation pe vepd yio Adyoug acaieiog.

Agv vdpyovv emmAEOV TANPOEOPiEg

Agv vdpyovv emmAEOV TANPOPOPIiEg

TMHMA §: Métpa Y10 TNV KOTATOAEUN O] TG TUPKAYLAG

Katddnia péca nuopdcPeong : KovBépra mupodcPeong.

Kivduvog moprayidg © BAéme tunpa 2.2.

Métpa Y10 THV KOTATOAEUNGT TG TUPKOYLOG . Xpnowonowmote péca katdoPeong KatdAAnia yo Ty tepdAlovca TupKayd.

TMHMA 6: Métpo 6€ TEPITTMOON 0KOVOLUS EKAVONG

6.1.1. o TPoo@mTIKG GALO 07T6 TO TPOGMTLKO EKTUKTNG UVAYKNG

Métpa EKTOKTNG AVAYKNG 1 Amogevyete kG0 mepirn £kbeon.

6.1.2. e GTopa mov TPosPEpovy TPpdTES Por)Osreg

Aev vdpyovv emaAéov TANPOQOpieg
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(3RS)-N-methyl-3-phenyl-3-[3-(trifluoromethyl)phenoxy]-propan-1-amine
Agltio Agdopévov Acpareiog

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

Agv vapyovv emmAEOV TANPOQOPieg

Agv vapyovv emmAéov TANPOQOpieg

Agv vapyovv emmAEov TANPOQOPieg

TMHMA 7: Xeipiopog kot amo0nkevon

Aev vdpyovv emmAéov TANPoQopieg

Agv vdpyovv emmAEOV TANPOEOPiEg

Béme tunpa 1.

TMHMA 8: "Eleyyoc ¢ ék0eonc/aTopikn Ttpoctacio

8.1.1 EOvikég oprokés Tipés emayyelpatikig £k0song ko froloyukég oprokés Tipég

Agv vdpyovv emmAEOV TANPOQOPiEg

8.1.2. ZuvicTdpeves d1udikocsics Tapakorovdneng
Agv vapyovv emmAEOV TANPOQOPiEg

8.1.3. Xynpartifovrar stoygio pOmAVeNS TOL aEpa
Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.4. DNEL xox PNEC

Agev vdpyovv emmAéov TANPOQOpieg

8.1.5. leproyég eréyyov

Agv vdpyovv emmAEOV TANPOQOPIiEg

8.2.1. Kotdhinhor pnyavikoi éheyyor

Koataiinior pnyavikoi éleyyou:
Awmpfiote o€ koA eEoeptlopevo ydpo. Zuvibog amatteitor oo YEVIKOD HnyavikoD £E0EPIGLOD TOV XHPOL.

8.2.2. ATopkég TPOOGTATEVTIKOG EE0TAONOG

8.2.2.1. IIpocTacio TOV NATIAV KUl TOV TPOCAHTOV

Aev vdpyovv emmAEOV TANPOQOPiEg
8.2.2.2. Ilpootacio d¢ppatog
IIpoctacio Tov déppartog:

o314 EPYAOTNPiOL

IIpoctacio TOV XEPLOV:
IIpoctatevtucd yavta

8.2.2.3. IIpocTUGit TOV BVOTVEVGTIKAV 06MOV

Agv vdpyovv emmAEOV TANPOQPOPIiEg
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(3RS)-N-methyl-3-phenyl-3-[3-(trifluoromethyl)phenoxy]-propan-1-amine
Agltio Agdopévov Acpareiog

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

8.2.2.4. O@gppkoi Kivovvor

Aev vdpyovv emmAéov TANPOEOPieg

8.2.3. OproBétnon kor wapokorovOnon g meppaiiovroroyikiig £kOeong o€ Kivovvo

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 9: ®vokég Ko YNUIKES 10T TES

9.1. Zroyyeia Yo TG fUGIKES QUOIKES KOl YNUIKES 1O10TNTES

DuoIKN KOTAoTOOT T Xteped
APOLOL © Mn dwbéopo
Oopn © Mn dwbéopo
Opro oopng © Mn dwbéopo
Znueio Méewg © Mn dwbéopo
Znueio méewg © Mn dwbéopo
Inueio Bpoaciov : Mn dwbéorpo
Evpiextomta : Mn dwbéorpo
Opra Ktvdvvov ekprié&emg : Aev oyet
Xoapniotepo 6pro Ekpnéng : Aev oyet
Avdtato 6plo ekpn&pdTTog : Aev woyet
Inueio avapreng : Aev oyet
Bgppokpacio avtovapreing : Aev woyet
Bgeppokpacio anocvvheong : Mn dwbéorpo
pH : Mn dwbéorpo
Awdropo pH : Mn dwbéorpo
1EDdeG, Kvepotucdg (1) : Aevioyel
Awdvtomra : Mn dwbéorpo
ZUVTELEOTNG KATOVOUNG O pely o N-0KTavOANg/vepoD : Mn dwbéorpo
(Log Kow)

Téon otudv : Mn dwbéorpo
ITieon atpov ot Beppokpacio 50°C : Mn dwbéorpo
IMokvotnto : Mn dwbéorpo
ZyeTkn ToKvOTHTO © Mn dwbéorpo
ZyETIKN TUKVOTNTO 0TUGV 6TOVG 20°C 1 Aev oyvet
Méyefog copatidiov : Mn dwbéorpo

9.2. Aoutég TAnpoopisg

9.2.1. Iinpo@opies 6YETIKA HE TIS KLAGELS QUOIKOD KIvdHVOU
Agv vrdpyovv emmAéov TANpopopieg

9.2.2. AMA0. YO.pOKTNPIGTIKG 0.6QUAEiG

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 10: Zta0gpdtnTo KOl OVIIOPUCcTIKOTN T

10.1. AvtidpasTikOT|TO

2t08epd VIO KAVOVIKEG GUVONKES.

10.2. Xnpun etabepétnTa

Agv vrdpyovv emmAéov TANpopopieg

10.3. IMBavoTNTA EMKIVOUVOV AVTIOPAGEDV
Koavévag yvootog/-i/-6.

10.4. ZovOnkeg mpog amouyn

Aev vdpyovv emmAEOV TANPOQOPiEg
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(3RS)-N-methyl-3-phenyl-3-[3-(trifluoromethyl)phenoxy]-propan-1-amine
Agltio Agdopévov Acpareiog

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

Kapio og kavovicr xprion. BAéne tpnqua 7.

Ortov Beppaiverar LEXpt TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVIVVOVG KOTVOVG.

TMHMA 11: To&koroyikég TAnpopopieg

O&elo to&koTTaL (Ad GTOHATOS) . EmPrapés oe mepintmon katdmoong.
O&ela to&cotTa (Seppatikn) : Mn ta&wopnpévog
Oé&ela to&omta (avamvon) © Mn ta&wopnuévog
AGBpmon kot epebiopdg Tov dEppatog © Mn ta&wopnuévog
ZoPapn opOoipkn PAaPn/epediopog : Mn ta&wopnpévog
EvaisOnronoinon tov avamvevotikol 1 : Mn ta&wopnuévog
gvoucbnTomoinot Tov dEPUTOG

MetoAho&ryéveon YEVVINTIKAOV KOTTAPOV : Mn ta&wopnuévog
Kapkvoyéveon : Mn ta&wopnpévog
To&wodmTa Yo v avamopayoyn : Mn ta&wopnpévog
Ewdu to&ucdtnra ota dpyova-ctoyovg (STOT) — T Mn ta&wopnpévog
epamnag éxbeon

Ewum to&dmra ota dpyava-ctdyovg (STOT) — : Mn ta&wopnuévog
emaveknppévn kbeon

Enmucvéovomta avappoenong : Mn ta&wopnuévog

Agv vdpyovv emmaAEOV TANPOQEOPiES

TMHMA 12: OwoAroyikéc mAnpoQopies

Owoloyia - yevikd 1 Aev mapovotdlel iaitepo kivouvo yio To mepBUAiov.
Emucivéuvo yia to vddtvo mepipdilov, Bpayvrpdecspog : IMoAd to&uicd yia Tovg v3pdPLovg opyavicrons.
(0&0c)

Emucivéuvo yua o vddtvo mepipdilov, poxponpdbespog : IoAD to&icd yio Toug v3pOPLOVG 0PYAVIGHOVS, LE LOKPOYPOVIES ETTTMOCELS.

(xpdviog)

Agv vdpyovv emmAEOV TANPOEOPIiEg

Agv vdpyovv emmAEOV TANPOEOPiEg

Aev vdpyovv emmaiéov TANPOQOpieg

Aev vdpyovv emmaAéov TANPOQOpieg

Aev vdpyovv emmaAéov TANPOQOpieg

Agv vdpyovv emmAEOV TANPOQOPiE

©
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(3RS)-N-methyl-3-phenyl-3-[3-(trifluoromethyl)phenoxy]-propan-1-amine

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 TN HETAPOPT.

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

IIEPIBAAAONTIKA EINIKINAYNEX 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. Megprfarrovtikny emKIvoLVOTNTO

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. E1xdwkéc TPpo@uAaEElS Yia Tov xpioTn

Eriysio petagopd

Kodwog ta&wvopnons (ADR)

Ewdwég dataées (ADR)
Mepropiopéveg moodteg (ADR)
E&aupovpeveg mocomteg (ADR)
Odnyieg ovokevaciog (ADR)

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

Odnyieg yio popnTég deEaplevég Kot EUTOPELHOTOKIPAOTIL

x0dnv (ADR)

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

Koducog de€apevic (ADR)

Oynua yo petaopd deEapevig

Kotnyopia petagpopds (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

03/04/2023 (Hpepopnvia ékdoong)
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(3RS)-N-methyl-3-phenyl-3-[3-(trifluoromethyl)phenoxy]-propan-1-amine
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

Ewwn mpopreyn (IMDG) . 274, 335, 966, 967, 969
[epropiopéveg tocoteg (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 moootreg (IATA) : El1
PCA Ilepropiopéveg mocotteg (IATA) © Y956
Kabapn péyom nocdtnra yia mepopiopévn nocdtnra.  : 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 0epOCKAPN petapopds poptiov (IATA)

Odnyieg cuokevAGLG LOVO Y10 AEPOTKAPT LETUPOPES : 956

poptiov (IATA)

Méyiot T0osOTNTO. LETAPOPAS OTOKAEIGTIKG AT : 400kg

agpookaen petopopdg poptiov (IATA)

Ewwég dotaées (IATA) : A97, A158, A179, A197
Kodwog 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/vopoOscia 6YeTIKG pe TNV 06QaAEd, TNV VYEID Kot TO TEPIBGALOY Yia TNV OVGia 1| TO peiypo
15.1.1. xavovicpoi EE

Hapaptnpa XVII tov REACH (Ilpoirmobéceig mepropispov)

Aev neprapfaveton oto Hapdaptnua XVII tov REACH

Hapaptnpa XIV 100 REACH (Kataloyog 0d£1000Tn61\6)

Aev meprappavetor oto [apdpmpa XIV tov REACH (Katdhoyog adei0d6tong)

Kataroyog vroyngrov ovordv REACH (SVHC)

Aev neptrapfdvetol otov Katdhoyo vroyneumv oveidv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevn cvvaiveon petd omé evnuépmon)

Agv gpappoletor.
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(3RS)-N-methyl-3-phenyl-3-[3-(trifluoromethyl)phenoxy]-propan-1-amine
Agltio Agdopévov Acpareiog

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

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

Aev gpappoletor.

Kavoviopdg nepi e5ac0évnong Tov 6Zovrog (EE 1005/ 2009)

Aev teplappavetol 6tov KatdAoyo ovclmv mov e&acbevilovv to 6lov (Kavoviopog EE 1005/2009)
Kavoviepdc mepi ekpnkTik@v mpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kopio ovoio(eg) mov meprapfavetoaiovrat) 6tov Katdhoyo mpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gpmopio Kot
™ XPpNoN TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavovionég nepi mpédpopwv overav vapkotikdy (EK 273/2004)

Aev mepiéyet ovaia(ec) mov meplapPaveTa(oviot) 6Tov Katdrhoyo Tpodpopmy ovotdv vapkeTtikdv (Kavoviopog EK 273/2004 oyetikd pe tig Tpddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikéc dwotdierg

Aev vdpyovv emmAéov TANPOQOpieg

15.2. A&wordynon ynpuikig ac@aretog

Agv vdpyovv emmAéov TANPOEOPieg

TMHMA 16: Alleg TAnpo@opisg

M peg keipevo pacswv H xor EUH:

Acute Tox. 4 (A6 tov Oé&ela to&cotta (amd Tov 6TOHNTOC), Katnyopio 4

GTONOTOC)

Aquatic Acute 1 Emucivdvvo yia to vddrivo tepifdrlov — 0&0g kivduvog, katmyopiog 1
Agquatic Chronic 1 Emkivéuvo yia to vddrvo mepiBarrov — Xpdviog kivéuvog, karnyopiog 1
H302 EmPrapég oe mepintmon katdmoons.

H400 TIoAd to&o Y10 ToVG VIPOPLOVG OPYAVIGLOVG.

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

Aghktio Agdopévav Acpaleiog (AAA), EE

ATIOTIOIHEH EY®NHEX Ot tAnpo@opieg mov mepléyovtat 6e avtd T0 AT TpoépyovTal omd TYEG Tig omoieg Oewpovpe aiomiotes. [Topdha avtd, divoval
XOPI Kapio yydmen, pnTn 1 appnTn, Yo TV okpifeld tovg.
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