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TMHMA 1: IIpoco10piop6g 0vGiog/peiypatos Ko ETapeiog/emysipnong

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog . Levodropropizine impurity B
Xnuwn Ovopacio :1-Phenylpiperazine
Kwd.-EE 1 202-165-6

apOpuog CAS 1 92-54-6

Kodwodg mpoidvtog 1202400621

1.2. Zvvo@eic TPocdLopllopeves YPNGELS TG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1|OELS

YyeTiké TpoPremopeveg yproscig

Kbpua katnyopia ypnong . To mpoidv mpoopileTal yia TNV £pevva Kot avamtuén Kot TV EnayyELLOTIKY ekTaidevon.
Xpnomn g ovoiog/Tov peiypotog : Movo yuo emoryyeALaTiky xpron
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Teplopiopoi ot xpron : Mn ypnowonoteite : Katdmoon, Ewonvony, Aeppotikd
1.3. Ztoyeia Tov TpopunOcvT) TOL dEXTioV dEdopEvEV aGPaLeiag

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe

7, Allée Kastner, CS30026

F 67081 Strasbourg

France

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

sds@edgm.eu, www.edgm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds AedvoV emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1 TOV peiypoTog

Kataraein oopoova pe v odnyia 1272/2008 EK [CLP]

O&ela to&coda (amd Tov 6TOHTOC), Katnyopio 4 H302
ITAnpeg keipevo tv dniocewv H ko EUH: BAéne tpnpa 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TNV avOpOTIVY VYEio Kan 6T0 TEPIPdALov
Emprafés oe mepintwon kotdmoong.
2.2. Xtoyyeia eTIKETOG

Xapoxktnpiopog copeava pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kivovvov (CLP)

GHSO07
Ipogworomtikn AN (CLP) . IIpocoyn
AnAdoelg emkvdvvottag (CLP) : H302 - Emprapéc o mepintwon katdmnoong.
Ankaoeig tpoevraing (CLP) : P301+P312 - ZE IIEPIIITQXH KATAIIOZHX: KaAéote to yotpd edv aucbavOeite adiabecia.

Ipavon ocopeovo pe: E&apeitol n ecmtepikn cuokevacio, Ta nepleyopeve g onoiag dev vepPaivovy to 10ml.
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Levodropropizine impurity B
Agltio Agdopévev Acpaleiog

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

Agv amarteitol oypavon

Agv vdpyovv emmAéov TANPOPOpies

TMHMA 3: X0v0eon/ainpo@opies Yo T0 GVOTUTIKA

Ovopa AvayvoploTikos Kodwkés | % Kotaroln cdpoova pe tny odnyia
TPOiOVTOG 1272/2008 EK [CLP]

1-Phenylpiperazine apBuog CAS: 92-54-6 <100 Acute Tox. 4 (Amd tov otoparog), H302
Kod.-EE: 202-165-6 (ATE=500 mg/kg)

II\peg keipevo Tov dnidcemv H kot EUH: PAéne tunpa 16

TMHMA 4: Métpa npatov fonderaov

Métpa tpdtmv fondetdv LeTd and exaen 1e TO dEPLLO : KoBapiote ™ peyaivtepn duvorn mosdtnto okovmilovtdg ) (kabapd Kot Lakakd amoppoenTikd
mavi).
Meétpa ntpdtav fonbeidv petd and exapn pe o LaTio. 1 Eemhovete to pdtia Pe vepo yio AOyous acpoeiag.

Aev vdpyovv emmAéov TANpoPopie

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 5: Métpa yio. TNV KOTOTOAEPN 0N TG TVPKAYLAG

Katdnka péca mopdcPeong : Kovpépta mupdoPeong.

Kivduvog moprayidg : BMéme tufqpa 2.2,

Métpa yio TNV KOTATOAEUNGN TG TUPKAYLHG : Xpnowonowmote péca kotdoPeong KatdAAnia yio v nepiPdilovoa TupKayid.

TMHMA 6: Métpa o€ TEPINTOGN 0KOVOLOG EKAVOTG

I TpocOmKS GALO a6 TO TPOGOTIKO EKTUKTNG AVAYKNG

Métpa £KTOKTNG OVAYKNG 1 Amogevyete kGO mepirt Ekbeon.

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrdpyovv emmAéov TANpopopieg
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Levodropropizine impurity B
Agltio Agdopévev Acpaleiog

ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tporomomdnke omd tov Kavoviepo (EE) 2020/878

Agv vdpyovv emmALov TANPOPOPiEs

TMHMA 7: Xepiopog ko awodnkevon

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANpoPopieg

BAéme tunpa 1.

TMHMA 8: "EAeyyog Tng ék0eonc/atopiki Tpoctacio

Agev vrdpyovv emmAéov TANpogopieg

Katarlinior pnyavikoi éheyyor

Koataiinhor pnyavikoi éreyyou:
Awnpriote og KaAd eEaeptlOpevo xdpo. Zuvibmg amatteitol GOGTNUA YEVIKOD UNyavikoD) eE0EPIGHOD TOV XHPOL.

ATOMKOG TPOGTATEVTIKOG EE0TAMONOG

IIpocrocia Tov déppatog

Ipootacio Tov déppoToc:
mod14 epyoaoTnpiov

Mpootacio TOV yEPLOV:
IIpoctatevtikd yavtio

TMHMA 9: ®voikég Ko ynNRUIKES 10T TES

Duowkn KotdoToom : Yypo

APDLLOL : Mn dwbéopo
Oopn : Mn dwbéoipo
Op1o oopng : Mn dwbéopo
Inueio Eemg : Mn dwbéopo
Inueio mEemg : Mn dwbéopo
Inueio Bpaocpod : Mn dwbéopo
Evopiextomrta : Mn Swbéopo
Xapunhotepo 6pio £kpnéng : Mn dwbéopo
Av®ToTo 0plo expnEpomTag : Mn Swbéopo
Inueio avaereéng : Mn Swbéopo
Bgppokpacio avtavapreéng : Mn dwbéopo
Bgppokpacio arocHvieong : Mn dwbéopo
pH : Mn Swbéopo
1EDOES, Kivepatikog (1)) : Mn Swbéopo
Awrvtomra : Mn Swbéopo
TOVTEAEGTNG KOTAVOUNG G UElY L N-0KTAVOAN S/ VEPOD : Mn Swbéopo
(Log Kow)

Téon atumdv : Mn Swbéopo
Ilieon atpov oe Beppoxpacio 50°C : Mn Swbéorpo
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Levodropropizine impurity B
Agltio Agdopévev Acpaleiog

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

TTvukvoémta : Mn dwbéopo
ZyeTkn mokvoTNnTOL : Mn dwbéopo
Zyetkn mokvoTnTa aTpdY otovg 20°C : Mn dwbéoipo
Xapoxtnplotikd copatidiov : Agv woydet

Agv vdpyovv emmAéov TANPOPOpieg

TMHMA 10: X100gp0T1TO KO OVTIOPAGTIKOTTA

2100epd VIO KAVOVIKEG GUVOTKEG.

Aev vrdpyovv emmAéov TANPoPopieg

Kavévag yvootog/-1/-6.

Agev vrdpyovv emmAéov TANpogopieg

Kopio o kavovikn xpron. BAéne tuiqpa 7.

‘Ortav Beppaivetar péypt Tov onpeiov SAOTOONG, EKTEUTEL ENKIVELYOUG KOTVODG.

Oé&ela to&ucodmra (amd oToOHATOC) . EmPlaPég oe mepintmon katdmoone.
Oé&ela to&ucdmra (deppotikn) : Mn ta&wounuévog (EAelparticd dedopévar)
Oé&ela to&ucdmra (avamvon) : Mn ta&wounuévog (EMeparticd dedopévar)

1-Phenylpiperazine (92-54-6)

LD50 and tov otdpaTOg GE 0povpaiong > 300 — <2000 mg/kg (ekTidpevn )
AGBpmon ko epediopdg Tov dEppatog : Mn ta&wounpévog (EAeipaticd dedopévar)
XoPapn opOaipkn PAPN/epedionog : Mn ta&vounpévog (EAdepatikd dedopéva)
EvaisOntomoinem tov avamvevustikcob 1 1 Mn ta&vounpévos (Baoet tov dtabécimv dedopévav, ta kptripia Tagtvounong dev TAnpovvat)
gvoucOntomoinon Tov déppatog
Metalho&ry€veon YEVWITIKOV KUTTAP®V : Mn ta&wopnpévog (EAdeiatikd dedopévar)
Kapxwoyéveon : Mn ta&wopnpévog (EMeipatikd dedopévar)
To&wodmTa 6TV avamopay®Yn : Mn ta&wounpévog (EMeparticd dedopévar)
Ewum to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn ta&vounpévog (EAdepatikd dedopéva)
epana ékbeon
Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn to&wvounpévog (EMepaticd dedopévar)
emavelnppévn €kbeon
Emucivduvotta avoppoenong : Mn ta&wopnpévog (EAdeiatikd dedopévar)

Agv vdpyovv eMTALOV TANPOPOPIES
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Levodropropizine impurity B
Agltio Agdopévev Acpaleiog

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

TMHMA 12: Owkohoyikég TAnpo@opisg

Emikivduvo yia to vddrtivo mepiBdrrov, Bpayumpobecpog @ Mn ta&wounuévog (EMenaticd dedopéva)
(080¢)

Emcivduvo yia to vddrtivo mepiBdrlov, pokporpodbeopog : Mn ta&wounuévog (EAenaticd dedopéva)
(xpoV10G)

1-Phenylpiperazine (92-54-6)

AVOEKTIKOTNTO KO IKAVOTNTO OTTOSOUNONG Aev voiotato tayeio omocuvheon

Agv vdpyovv emALOV TANPOPOPIES

Agv vdpyovv emmALoV TANPOPOPIiES

Agv vdpyovv emmALov TANPOPOpieg

Aev vdpyovv emmAov TANpoPopie

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe T 0100gon

Agev vrdpyovv emmAéov TANpoQopieg

TMHMA 14: ITAnpo@opieg 6YETIKA PE TT| PETAPOPA.

Zopeovo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opéc OHE 1 apOpog TavtotnTog

Aev oy0et Aev woydet Aev oy0et

14.2. Oweia ovopacio arostoiig OHE

Agv 1oy0et Agev 1oy0et Agv 1oy0et

14.3. Taén/-e1g KtvdOvov Katd TN PETOPOPA

Agv 1oy0et Aev 1oyvet Agv 1oy0gt

14.4. Opaoda cvokevaciog

Aev oy0et Aev woydet Aev oy0et

14.5. Ilgprforrovtikn emKivovvoTnTO

Agv 1oy0et Agev 1oy0et Agv 1oy0et

Agev vapyovv emmAéov Stabéotpes TANPOEOpiss
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Levodropropizine impurity B
Agltio Agdopévev Acpaleiog

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

14.6. EWduéc mpo@uAhdgels yia Tov (pioetn

Eniyewo petagopa
Aev 1oy0et

petapopd pécm Boraoong
Aev 1oy0et

Evoépuo petagopd
Agev 1oy0et

14.7. @ardooreg petapopis yHony coppmva pe Tig Tpaters ron IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoBetikod yopaxtipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6@aiera, Tnv vyeio Kot 7o agpifadirov yio TV ovoia 1 10 peiypa
kavovicpoi EE

Mapéptpe XVII tov REACH (IlpodmoBéceic mepropiopov)
Aev meptrapBavetat oto [Mapdpmpa XVII tov REACH

Hapapmpa XIV 100 REACH (Katdloyog 0.0£1060Tn061G)
Aev nephappaveton oto Mapaptmuo XIV tov REACH (Kotdhoyog adetoddtnomng)

Katdroyog vroyneromv oveidv REACH (SVHC)

Aev nepthapfdvetor otov Katdloyo vroyneuwy ovoidv REACH

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

Aev nepthapfdveton otov Katdloyo ovatdv mov e&acbeviCovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopdog tov Zvpfoviriov (EK) yra Tov £heyyo 8@V Simhig ypiong
Aev nepihappaveton otov Kavoviepd (EK) tov ZvpBoviiov yia ta £i6n Sumhng xprions.

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

Aev mepiéyet kopia ovsio(eg) mov meptrapfdvetoi(ovtat) 6Tov Katdloyo Tpddpoumv ovoidv ekpnktikdv (Kovoviopog EE 2019/1148 oyeticd pe v epmopio kot
™ PN TPOSPOUDY OVGLDV EKPIKTIKAOV)

Kavoviopog nepi mpodpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyel ovoio(eg) mov mephappavetayovior) 6tov KoTdhoyo mpddpopmv ovotdv vapkatikdv (Kavoviopdog EK 273/2004 oyetikd pe 11 Tpodpopes ovoieg
VOPKOTIKOV)

15.2. A&ordynon ymuikis ao@dierog

Agev vdpyovv emmAov TANpoPopie

TMHMA 16: Alheg TAnpo@opisg

I\ peg keipevo ppacswv H ko EUH:

Acute Tox. 4 (And Tov O&eia To&otnTa (06 T0V 6TOHATOC), KoTnyopin 4
GTOLOTOC)
H302 EmPraBég o nepintwon katdmoong.

Aghtio Agdopévaov Acpareiog (AAA), EE
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Levodropropizine impurity B
Agltio Agdopévev Acpaleiog

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

ATIOIIOIHXH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o avtd 1o dehtio mpoépyovtar and myég Tig onoies Bempodpe adiomotes. [Tapodia avtd, divovtat
YOPIic Kapia eyydnon, pnty N appntn, Yo v akpifetd tovg. Ot cuvbnkeg N ot pEBodot yeiptopod, amobnkevong, xpnong 1 ardppyng Tov TPoidVTog dev
VIOKEWVTAL 6T 1KY [ag gvBOVI Kot Hopet Kot vo. umv UminTouy Kot 6TIS approdtdtntég pog. I'i'ontoig kat yio GAlovg AdYoug, omomotovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAIKNAG 1| YPNUOTIKNG Cnpiag oo, 1 [e 0TotodNToTE TPOTO GUVOEVELEVN LLE, TO YEPLGUO, TNV 0oBNKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acparelog cuvtaydnke Kel TPETEL VoL YPTGLLOTOLEITOL Yol TO GUYKEKPILEVO TPoTlov. Edv 0o mpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, O TANPOPOPIES TOV TAPEXOVTAL EX( EVIEYETOL VL LNV Efval EQUPUOGLLES. VTEG 0L TANPOPOpies PacilovTul GTIC TPEXOVOES YVMGELS LLOG KoL
npoopilovTal Yo voL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10 AOYOLG LYEiNG, AoPUAEing Kot TEPPAAAOVTIKOV AmAITHCEWY. ZVVETADG, dev Oa mpémet vo. OewpnOel
OTL £YYLATAL OTOLOONTOTE GUYKEKPILEVT] 1LOTNTO TOV TPOIOVTOG.
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