eom  Eragl (1R.2S)-2-(3,4-difluorophenyl)cyclopropan-1-
: amine;(2S)-2-hydroxy-2-phenylacetic acid
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviepdé REACH (EK) 1907/2006 6mwg tpomomomdnke ard tov Kavoviopo (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 1 (1R,2S)-2-(3,4-difluorophenyl)cyclopropan-1-amine;(2S)-2-hydroxy-2-phenylacetic acid
Kmdwog mpoiovrog : 202000100

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 ovoeiog/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. Zroygio Tov Tpopun0evTI) TOL dEXTiOV dEdopévev 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 0veiag 1| TOL pEIYNATOS

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

Oé&ela to&womra (amd Tov oToHaTOC), Katnyopio 3 H301
EvaisOntomoinomn tov déppatog, katnyopia 1 H317
Ewdu to&icdtnta o€ Opyava-ctoyovs Hotepa and emavelnppuévn ékbgon, H373
Katnyopio 2

Emucivduvo yia to vddtivo mepiBdrlov — Xpoviog kivduvog, katnyopiog 2 H411

IMAnpeg keipevo tov dnrdocewmv H kon EUH: BAéne tufpa 16

AvemOOUNTES QUOIKOYNIKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIV VYEio Kon 6T0 TEPIfaAloV
Andpaon HECE KplonG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1oYDOG.

2.2. Troyeio eTIKETOG

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

Ewovoypdppora ktvdovov (CLP) : I I

GHS06 GHS08 GHS09
Ipogwomomtikn AéEn (CLP) : Kivdvvog
Ankaoceig emucivévvotntog (CLP) : H301 - To&wo oe mepintwon kotdmoong.

H317 - Mnopsi va tpokarécel aAlepyikn deppoTikn avtidpaon.
H373 - Mnopei va tpokaréoet PAEPES oTa Opyova HOTEPO OO TAPOTETAUEVT 1| ETAVEIATLUEVT
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(1R,25)-2-(3,4-difluorophenyl)cyclopropan-1-amine;(2S)-2-hydroxy-2-
phenylacetic acid
Agltio Agdopévov Acpareiog

ovppova pe tov Kavoviepd REACH (EK) 1907/2006 6mwg tporormomnke and tov Kavoviopd (EE) 2020/878

£Kkbeon.
H411 - To&wd yia Toug VIPOPLOVG OPYAVIGHOVG, HE LOKPOXPOVIES EMTTMOCELG.
AnAdacelg mpoevraéng (CLP) © P260 - Mnv avanvéete okovn/avadudoeis/aéplo/oToyovidio/aTpons/ eKVEPM AT
P264 - TTAOvete Ta x€pia, Toug TXELS (avTIBpdyla) Kot To TPOSMTO GYOAIGTIKA UETE TO YEPIGUO.
P270 - Mnyv tpmr1te, ivete 1 Komvilete, OTAV XPNCULOTOIEITE VTO TO TPOIOV.
P272 - Ta polvopéva evdopata epyociog dev mpénet va fyaivouy omd 10 ydpo epyuciog.
P273 - No amopevyetar 1 ehevfépmon oto TepBaAlov.
P280 - No popdite TpOGTATEVTIKG YOVTLO/TPOGTATEVTIKG EVOVUUTO/UEGO OTOUIKNG TTPOSTUGIOG Y10l TOL
et/ TpdcmmO.
P301+P310 - ZE IIEPIIITQXH KATAIIOXHE: kaAéote apéomng 10 KENTPO AHAHTHPIAZEQN
1 éva yotpo.
P302+P352 - ZE IIEPIIITQXH EITAO®HYE ME TO AEPMA: ITAvte pe dobovo vepd.
P314 - ZvpPovievbeite/Emokepbeite yiotpod edv aobavieite adwabeoio.
P321 - Xpeidleton ek ayoyn (PAETE CUUTANPOUOTIKEG 081YiE TPOTOV PONOEIOV 0TV ETIKETR).
P330 - Eemivvete 10 oTOUA.
P333+P313 - Eav mapatnpndei epebiopodg tov déppotog N eppaviotei Eavonuo:
YvpBovievdeite/Emorebeite yrotpo.
P362+P364 - BydAte to polvopéva podya kot TAOVTE To Tptv To EQVOy P GILOTOGETE.
P391 - Maléyte ™ yopévn mocoTTa.
P405 - dvrdcoeton KAeW®UEVO.
P501 - AwdBgon tov Tepilexopévov/TeplEkTn o€ oNUEi0 GLALOYNG EMKIVELVOV 1] EWBIKOV aToPANTOV,
GUULP®VA LE TOVG TOTKOVG, TTEPLPEPELNKOVS, BVIKOVG /Ko Sebveig Kavoviopovs.
INpaven coppova pe: eEaipeitar 1) E60TEPIKT CLOKEVAGIN, Ta TEPLEXOUEVA TNG omoiag dev vrepPaivovv to 10ml

Sk

GHS06 GHS08

Ewovoypdppoza kvdovov (CLP)

2.3. AMLot Kivovvol

Agv vdpyovv emmAéov TANPOQEOPieg

TMHMA 3: Z0OvOeon/TAnNpo@opies Y10 TO GVOTATIKG

3.1. Ovoigg

Ovopa AvVayvopLoTIKOS KOOIKOG % Katdraén copomva pe v odnyia
TPOIOVTOg 1272/2008 EK [CLP]

(1R,2S)-2-(3,4-difluorophenyl)cyclopropan-1-amine;(2S)- |- <100 Acute Tox. 3 (Amd tov otopatog), H301

2-hydroxy-2-phenylacetic acid (ATE=100 mg/kg copotikod Bapovg)

Skin Sens. 1, H317
STOT RE 2, H373
Aquatic Chronic 2, H411

IMAnpeg keipevo tov dnrdocewv H kon EUH: BAéne tufipa 16

3.2. Meiypota

Aev 1oy0et

TMHMA 4: Métpa apdTtov fondsiov

4.1. Tleprypoon péTpov IpdTOV fondardv

Métpa mpdTev Bondeidv petd omd glomvon : Bydkte tov maBovta otov kabapd aépa. APnoTe T0 GTOopo OV TPOGPANONKE Va avarvedoet kabapd
aépo.
Métpa mpmdTov Pondeidv NHetd and enaen pe To SEp . KoBapiote ™ peyoivtepn duvorn mosdtnta okovmilovtdg m (kabopd kot paiakd amoppoenTikd

novi). ITAovete pe dpBovo vepod Kat amoppuTAVTIKO.

03/04/2023 (Hpepopnvia ékdoong) EL (eMnvikd) 2/9



(1R,2S)-2-(3,4-difluorophenyl)cyclopropan-1-amine;(2S)-2-hydroxy-2-
phenylacetic acid
Agltio Agdopévov Acpareiog

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

Métpa tpdtmv fonbetdv Hetd and emapn pe o LATIO : Eemldvete pe vepod KpaTavTag To PAEPOpE KAAG ovotyTd.
Métpa tpdtmv fonbetdv petd and Katdmoon : EHem\vete to otopa. Koréote apéomg 1o KENTPO AHAHTHPIAYEQN/yuatpd. Evééyeton va
GLOTNOEL TAPOTETANEVT LOTPIKT) TAPAKOAOVONOT).

ZOUTTOUOTO/ETOPAGELS : BAdPeg omv vyeia evdéyetat va epoaviotodv pe kabuotépnon.
ZOUTTOUATO/EMOPACELG LETA OO EIGTVON T Avemapkn dgdopéva.
ZOUTTOUOTO/ETOPACELS ETO O EMOQN LE TO dEPLLAL T Avemapkn dgdopéva.
ZOUTTOUATO/EMOPACELG LETA O EMOPN LLE T LATLo T Avemapkn dgdopéva.

Yoppovievbeite/Emokepbeite yrorpo. Eav eivar duvatd deiée avtd to gOALo acpodeiog, KL av oyL, dei&te T cuokevacio 1 TV £TUETa.

TMHMA 5: Métpa Y10, TNV KOTUTOAEPUN O TG TVPKOYLAS

Katddnka péca nupdcPeong : KovBépra mupocPeong.

Kivduvog mopkayidg : BAéme tunpa 2.2.

Métpa ylo TNV KOTATOAEUNON TNG TUPKOYLAG . Xpnowonowmote péca katdoPeong KatdAnia yio v nepPaAlovca TupKayd.

TPO. GE TEPITTOGT AKOVGLOS EKAVONG

Tevikd pétpa : Amo@uyete TV Gpeon man e To Tpoidv. Mnv avamviete
oKkovn/avabvpdoeis/aéplo/oTayovidi/ oTHoVS/ EKVEPDUATA.

6.1.1. o TPooOTIKG GALO 076 TO TPOGMOTLKO EKTUKTNG UVAYKNG

Métpa EkTaKTng avéykng 1 Qopdte KATIAANLO TPOGTATEVTIKO POVYIGLO, YEAVTIO KO TPOGTAGIO Y10, TO. HATIO KO TO TPOCAOTO.

6.1.2. I'ie GTopa Tov TPooPEpovy TPAOTES Po1)0sreg

Agev vdpyovv emmAéov TANPOQOpieg

Agev vdpyovv emmAéov TANPOQOpieg

Mébodot kabapiopon 1 Ziyovpéyte, 0T Ta. amoppipota Ha mepiovALEYoVV kot Oo amobnkevTovy aceaAés. Kabapiote
mpooekTikd. [IAMOveTe T0 VTOAEIULOTA TTOV JEV UTOPELTE VO AVOKTNGETE UE : ALGAV O VTTOYA®PLHIOVG
votpiov.

Agv vdpyovv emmAEOV TANPOQEOPiEg

TMHMA 7: Xeipiopog ko amofdnkevon

Emm\éov kivduvol katd v eneepyocio . Egiotdron emiong 1 mpocoyn| Tov xpnotn 6Tovg mifovoig Kivdhvoug Tov EVUTAPYXOVV GTNV TEPINTOGT
OV TO TPOIOV YpnooromOel e Tpdmo mov opileTar amd TIG KATUOKEVAGTIKEG TPOSIALY PAPES.
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(1R,25)-2-(3,4-difluorophenyl)cyclopropan-1-amine;(2S)-2-hydroxy-2-
phenylacetic acid
Agltio Agdopévov Acpareiog

ovppova pe tov Kavoviepd REACH (EK) 1907/2006 6mwg tporormomnke and tov Kavoviopd (EE) 2020/878

TIpo@uAGEets Yo acpoAr XEPIGHO : XpNoWonomoTe To TPoidv pe Tpocoyr. ATOPHYETE TV GUECT] EXAQY LE TO TPOTOV. XTO HETPO TOV
SVVOToD 1 PNON TOL TPOIOVTOG TPEMEL VAL YIVETAL GE EPYACTNPLOKT] XOAVT.

Métpa vylewvng : Xpnon tov Tpoidvtog pe opbn Propmyoviky vyewn Kot Stadikocies ac@oieiog.

7.2. ZovOnkeg ao@arods pOLaENG, cupmeprhapfavopévov Toyov acvpfototiTOV

Teyvikd pétpoa T Zoppopembeite e TOVG 1oYVOVTES KOVOVIGHOVGE.

XovOnkeg OAAENG . dvrdooetor KAEW®LLEVO.

7.3. Exducn} TeEMkn gp1ion 1 ypNosis

BAéme tunpa 1.

TMHMA 8: 'E)eyyog g ék0eonc/atopikn tpoctacio

8.1. MapapeTpor eréyyov
8.1.1 EOvikég oprokég Tipég emayyenoTikig £k0eong kon froroyikég oprakés Tipég
Agev vdpyovv emmAEOV TANPOQOPieg

8.1.2. ZuvicTdpeves drudikociss TapakorovOneng

Agv vdpyovv emmaAEOV TANPOQEOPiES

8.1.3. Zynpatilovrar otoyycio pHTaveng Tov aépa

Agv vdpyovv emmAEOV TANPOQOPieg

8.1.4. DNEL kax PNEC

Agv vdpyovv emmaAEOV TANPOQEOPiES

8.1.5. Tleproyés eréyyon

Agv vdpyovv emmAEOV TANPOQOPieg

8.2. "Eheyyor £k0eong
8.2.1. KotdAinkot pnyovikoi Ereyyot

Kataiinior pnyavikoi éleyyou:
Awmpriote o€ KoAd eEoeplopevo ydpo. Xpnoomoleite amokAEIoTIKG 6 KAEIGTH XOUVN HE EVOOUOTOUEVO GidTpo. DIRTPO aepOcOmUATISIOV VYNANG
amotereopatikomrog (HEPA filter).

8.2.2. ATopkog TPOoGTOTEVTIKOG EE0TAMGPOG
8.2.2.1. TIpo6Tacic TOV HATIOV KUl TOV TPOCHTOV

IIpoctacia 0pOorpdv:
Ipootatevtikd yvokd. DIN EN 166

8.2.2.2. TIpoctacia déppatog

IIpocracia Tov déppartog:
Xpnoonoteiote TPooTATELTIKO povy oo Yo ynukd. DIN EN 13034

IIpoctocia TV YEPLAOV:
[poctotentikd yavtie aviektikd og ynukd tpoidvra. ISO 374-1

8.2.2.3. IIpooTacio TMV AVUTVEVGTIKAV 00MV

IIpocTucic TOV AVATVEVGTIKAV 00AV:

Xe mepintmon amerevdépmong okovng : phokeg pe eidtpo yio okoveg P3. DIN EN 140 & 149. Yypd mpoiov : Mdoka agporvpatoc. Dopdte avamveuotikny
GLOKELT O TepinTmon EkBeong oe atpovs/ordves/ aepordpaTo

8.2.2.4. Ogppikoi kivovvol

Aev vdpyovv emmAéov TANPOQOpieg

8.2.3. Oprofétnon ko TapakorovOnon g tepifariovroroyikig £ékBeong og Kivovvo

Agv vépyovv emmAEoV TANPOPOpPieg
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(1R,2S)-2-(3,4-difluorophenyl)cyclopropan-1-amine;(2S)-2-hydroxy-2-
phenylacetic acid
Agltio Agdopévov Acpareiog

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

S

Dok KoTdoToom . Z1eped
APDLLOL : Mn dwbéoo
Ooun © Aev oydet
Opro ooung : Mn dwbéoo
Inueio mEemg : Mn dwbéoio
Inueio m&emg : Mn dwbéopo
Inueio Bpoaocod : Mn dwbéoo
Evpiextomra : Mn dwbéoo
Opra Ktvdvvov ekpnéemg © Aevioydet
Xapunhotepo 6pio Ekpnéng T Aevioydet
Avdtoto 0pilo expnépomrog : Agv oydet
Enueio avapieéng T Aev ioydet
Ogppokpacio avtovipreéng T Aev ioydet
Ogppokpacio anocHvieong : Mn dwbéoo
pH : Mn dwbéoipo
Awdropo pH : Mn dwbéopo
1EDAES, KvepaTikog (1) T Aev ioydet
AwdvtomTa : Mn dwbéopo
TUVTEAEGTNG KATAVOUNG O el n-0KTavOAng/vepoD : Mn dwbéopo
(Log Kow)

Téon oTumdv : Mn dwbéopo
Ilieon atpov oe Beppoxpocio 50°C : Mn dwbéoipo
TTvkvomta : Mn dwbéopo
TyeTIKN TOKVOTHTOL : Mn dwbéopo
ZyeTIKn ToKvOTNTO ATUAV 6TOLG 20°C : Aevioydet
Méyebog coparidiav : Mn dwbéopo

9.2.1. IIinpogopicg GYETIKA BE TIG KAAGELS PVOIKOD KIVOUVOL

Agv vdpyovv emmAéov TANPOQOpieg

9.2.2. AMLa YOpUKTNPLOTIKG 0.6QaAEing

Agv vdpyovv emmAEOV TANPOEOPIiEg

TMHMA 10: X100gp0TNnT0 KO AVTIOPACTIKOTI|TO.

2t00epd VIO KAVOVIKEG GLUVONKEG.

Agv vdpyovv emmAéov TANPOQOpieg

Aev vdpyovv emmAéov TANPOQOpieg

Aev vdpyovv emmaiéov TANPOQOpieg

Kapio og kavovicr xprion. BAéne tunipa 7.

‘Ortov Beppaivetar LExpt TOL GNUEIOL SAOTOONG, EKTEUTEL EMKIVOVYOVG KOTVOUG.
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(1R,2S)-2-(3,4-difluorophenyl)cyclopropan-1-amine;(2S)-2-hydroxy-2-
phenylacetic acid
Agltio Agdopévov Acpareiog

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

TMHMA 11: To&koroyikég TAnpopopisg

Oé&ela to&oma (0md oToOATOS) . To&wo o€ mepinton KoTdmoons.

Oé&ela to&ucomra (Seppatikn) © Mn ta&wopnuévog

Oé&ela to&omta (avamvon) : Mn ta&wopnuévog

AGBpmon kot epebiopdg Tov dEppatog : Mn ta&wopnuévog

ZoPapn opborukn PAAPn/epediopog : Mn ta&wopnpévog

EvoaisOntomoinem Tov avamvensTikov 1 : Mmopet vo TpokaA£cel aArepyIKh SEPUOATIKY AVTISPACT|.
gvoucOnTomoinom Tov dEPUITOG

MetoAhogryéveon YEVVINTIKAOV KOTTEP®OV : Mn ta&wopnpévog

Kapkvoyéveon © Mn ta&wopnuévog

To&wodmTa Yo v avamopayoyn © Mn ta&wopnuévog

Ewu to&icotta ota 6pyava-otoyovs (STOT) — : Mn ta&wopnpévog

epanag ékbeon

Ewum to&ucomta ota 6pyava-ctoyovs (STOT) — : Mmopet va npokarécet BAAPeg ota dpyava HoTEPE AT TOPATETAUEVN 1) EMAVENUUEVT EkBEOT).
emaveknppévn kbeon

Enucvduvotnro avoppdenong : Mn ta&wopnpévog

Agv vdpyovv emmaAEOV TANPOYOPiEg

TMHMA 12: OwoAroyikéc mAnpoQopies

Owoloyia - yevikd . Emwivduva andpinta. Xpnoponoteite katdAinia doxeio amdppryng.

Emucivduvo yia to vddrtivo mepiBdrlov, Bpayvrpodbeopog : Mn ta&wounpévog
(0&0¢)
Emcivduvo yia to vddtivo meptBdrlov, pakporpobecpog @ To&kd yio TOLG VIPOBLOVG OPYUVIGHOVGS, LE LOKPOXPOVIEG EMMTOGELC.

(xpdviog)

Agv vdpyovv emmAEOV TANPOEOPIiES

Agev vdpyovv emmAéov TANPOQOpieg

Agev vdpyovv emmAéov TANPOQOpieg

Agev vdpyovv emmAéov TANPOQOpieg

Aev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmAEOV TANPOQEOPiEg

TMHMA 13: Xtovyeio o

Tomwkr| vopoBeoio (amdfinto) . Koataotpéyte pe ao@aln Tpodmo cOUEOVO LE TOVG TOTKOVE £8VIKOUG KOVOVIGHOVG.
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(1R,25)-2-(3,4-difluorophenyl)cyclopropan-1-amine;(2S)-2-hydroxy-2-

phenylacetic acid
Agltio Agdopévov Acpareiog

ovppova pe tov Kavoviepd REACH (EK) 1907/2006 6mwg tporormomnke and tov Kavoviopd (EE) 2020/878

ZVOTACELS GYETIKA [LE TNV OTOPPLYN
TPOIOVTIMV/GVUOKEVAGIOV

: Mnv amoppintete T0. VTOAEILOTO GTOV VITOVOLO, ODGTE TO TPOIOV KOL TN GUOKELAGIN TOV GE EO1KO
onpeio GLALOYNG EMKIVEVV®V 1 EWBIKOV OTOPPLUHATOV.

TMHMA 14: ITAnpo@opieg 6YeTIKA PE TI| HETAPOPT,

Toppova pe ADR / IMDG / IATA

ADR IMDG IATA
14.1. AprOpoc OHE 1 apOpég tavtétnTog
UN 2811 UN 2811 UN 2811

14.2. Oweia ovopacio arostoric OHE

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

TOXIC SOLID, ORGANIC, N.O.S.

Toxic solid, organic, n.o.s.

Heprypagii eyypaoov petagopds

UN 2811 TOEIKA ETEPEA, OPI'ANIKA, E.A.O.,

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

UN 2811 Toxic solid, organic, n.o.s., 6.1, 1,

6.1, 111, (E), EITIKINAYNA T'IA TO 111, MARINE ENVIRONMENTALLY HAZARDOUS
ITEPIBAAAON POLLUTANT/ENVIRONMENTALLY
HAZARDOUS
14.3. TaEn/-e1g KtvdOvov KaTh TN PHETAPOPQ
6.1 6.1 6.1

£22

6

&)

€23

6

2

14.4. Opdada ocvokevaciog

14.5. Mgprfarrovtikny emKivovvéTHTO

Emcivéuvo yia to meptBdAiov: Now

Emwcivduvo yia to mepidiiov: Nou
MoAvopatikog Topdyovtag yio To VOGTIVO
nepBdAiov: Nat

Emicivduvo yia to mepidAiov: Now

Aev vdpyovv emmiéov Srabéotueg TANpoopieg

14.6. Exdwkég Tpo@uAa&erg yia tov ypioeTn

Eriysio petagopd

Kodwog ta&wvopnons (ADR)

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

Ewwég dataéels ovokevaoiog (ADR)
Awtaéerg petig cvokevaoieg (ADR)

N
1 274,614
: 5kg
El
P002, IBC08, LP02, RO01
B3
MP10

Odnyieg o popntég de€apevéc Kot epumopevpotokipotie @ T1

xoonv (ADR)

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

Koducog de&apevic (ADR)

Ewwés datdéers yo de€apevég (ADR)

Oynua yo Letapopd deEopeving

Kotnyopia petagpopds (ADR)

Ewwég draragels yio ) petagpopd - Xoonv (ADR)
Ewwég datagers yio ) petapopd - Doptmon,
ek@opTOoN Kot xewpiopdg (ADR)

. TP33

: SGAH, L4BH
: TU15, TE19
AT

22

. VC1,VC2, AP7
CV13,Cv2s
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(1R,25)-2-(3,4-difluorophenyl)cyclopropan-1-amine;(2S)-2-hydroxy-2-

phenylacetic acid
Agltio Agdopévov Acpareiog

ovppova pe tov Kavoviepd REACH (EK) 1907/2006 6mwg tporormomnke and tov Kavoviopd (EE) 2020/878

Edwég drataéeis yio n petapopd - Agttovpyia (ADR) S9
ApBv avayvopiong kwvdvvou (Képrep Apop.) 60
IMoptokoAi dickot

Kodwog meplopiopmv yio onpoyyes (ADR) E
peTaQopd péco Baraocong

Ewduc npopreyn (IMDG) 223,274
Odnyieg ovokevaciog (IMDG) P002
Odnyieg cuokevasiog ELTOPELUATOKIPOTIOV-OEEAUEVOV IBCO8
(kddwkag IMDG)

Ewwég datages IBC (IMDG) : B3
Odnyieg yio de&apevés (IMDG) Tl
Ewdwég dataéers yo de€apevég (IMDG) : TP33
ApBpoc EmS (Iuprayid) . F-A
ApBuoc EmS (Awppon) © S-A
Katnyopieg poptiov (IMDG) A

1810t teg ko Tapatnprioels (IMDG)

Evaépra petagopd

. Toxic if swallowed, by skin contact or by inhalation.

PCA E&apovpeveg mocotreg (IATA) © El1
PCA Tlepropiopéveg mocotteg (IATA) 1 Y645
KoBapn péylom mocdmta yio Teploptopévn TocotTo. 10kg
EMTPETOLEVT] Y10 EXPOATYE AEPOCKAPT KOl Y10

aepookden petapopds poptiov (IATA)

Odnyieg ovokevaciog yo emPatnyd aepookden (IATA) 670
KoBapn péyiom mocdta yio emPatnyd aeposkaen 100kg
Ko Yo 0gpockden petapopds eoptiov (IATA)

Odnyieg cuoKELAGING HOVO Y10 AEPOCKAPT LETAPOPES 677
poptiov (IATA)

Méyiot TooOTNTO. LETAPOPAS OTOKAEIGTIKG 0T 200kg
aepookden petapopds poptiov (IATA)

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

14.7. O@alacoieg peTa@opig yVoNV cOppmva pe Tig Tpaéerg oo IMO

Agv 1oy0gL

TMHMA 15: Ztoyygio vopoOeTiko yopoktipa

15.1. Kavoviopoi/vopoOsoio 6YeTIKG pe THY 06QaLED, TNV VYEID KOl TO TEPLPGLLOV Y10 TNV 0VGid 1] TO pEiypa

15.1.1. xavovicpoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropicpov)
Aev neprapfavetor oto Hapdaptnua XVII tov REACH

Hapaptnpa XIV 100 REACH (Katdroyog 0d£1060Tn616)
Aev neprapfdaveton oto Hapaptnua XIV tov REACH (Katdloyog adetoddtnong)

Kataroyog vroynorov ovordv REACH (SVHC)

Aev neprapfavetor otov Katdhoyo vroynewv ovoidv REACH

Kavoviepog PIC (EE 649/2012, IIponyovpevn ovvaiveon petd omd evnpépmon)
Aev gpappoletor.

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

Agv gpappoletor.
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(1R,25)-2-(3,4-difluorophenyl)cyclopropan-1-amine;(2S)-2-hydroxy-2-
phenylacetic acid
Agltio Agdopévov Acpareiog

ovppova pe tov Kavoviepd REACH (EK) 1907/2006 6mwg tporormomnke and tov Kavoviopd (EE) 2020/878

Kavoviopog nepi e€aodévnong Tov 6Lovrog (EE 1005/ 2009)

Aev meprapfavetor otov Katdhoyo ovetdv mov eEacbeviCovy to 6Cov (Kavoviopog EE 1005/2009)

Kavoviopdg mepi ekpnktikav pédpopmv ovotdv (EE 2019/1148)

Aev Tepiéyet kapio ovoio(eg) Tov mepthappdvetar(ovtat) 6Tov KatdAoyo mpddpopmv ovoldv ekpnktik®v (Kavoviopog EE 2019/1148 oyetikd pe v gumopio Kot
™ ¥PNoN TPOSPOU®Y OLGLOV EKPNKTIKOV)

Kavoviopog nepi wpddpopmv over®dv vapkotikav (EK 273/2004)

Aev mepiéyet ovoia(eg) mov mepthapPaveta(ovial) 6Tov KoTdAoyo mpddpopmv ovetdv vopkatikdv (Kavoviopos EK 273/2004 oyetikd pe Tig Tpddpopes ovcieg
VOPKOTIKAOV)

15.1.2. EOvikég dwaraterg

Agv vrtdpyovv emmAéov TANpopopieg

15.2. A&wohoynon ynKkig acodielog

Agv vdpyovv emmAEOV TANPOQOPiES

TMHMA 16: Alleg TAnpo@opisg

M peg keipevo pacswv H xor EUH:

Acute Tox. 3 (An6 tov Oé&ela to&codTta (amd Tov 6TOHNTOC), Katnyopio 3

GTONOTOC)

Aquatic Chronic 2 Emucivévvo yia to vddrvo tepipdrlov — Xpoviog kivévvog, kotnyopiog 2

H301 To&wo ot mepintmon KoTAmoong.

H317 Mmopei vo TpokaAEGEL aAEPYIKT SEPULOTIKY AVTIOPAOT).

H373 Mmopet va Tpokarécet BAaPeg ota dpyava Hotepa amd TopateTApUEVN 1 emavenpupévn Exbeon.
H411 To&id o Tovg VIPOPLOVG OPYAVIGHOVG, IE HAKPOYPOVIES ETTTAOGELS.

Skin Sens. 1 EvawsOntonoinon tov déppatoc, kotnyopia 1

STOTRE 2 Ewum to&ikdmta og 6pyava-ctoyovs Hotepa and emavenupuévn ékbeon, katmyopio 2

Aghktio Agdopévav Acpaleiog (AAA), EE

ATIOTTIOIHEH EY®NHEX Ot tAnpo@opieg mov mepléyovtat 6& avtd T0 deATio TpoépyovTal omd TYEG Tig omoieg Oewpovpe aiomiotes. [Topodha avtd, divovol
XOPIG Kapio yydmen, pnTn 1 appnTn, Yo Ty akpifeld tov.
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