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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia

Ovopa ovsiog . 1-(3-benzoylphenyl)ethanone
Kodog mpoiovrog : 202000150

Zuvovopo : Ketoprofen impurity A

1.2. Zuvageig mpocdlopllopEvEg AP GELS TG 0VGILAG 1] TOV PEIYIOTOG KOL OVTEVOELKVOOIEVES PNOELS

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 petyHaTog : 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 Tpopun v T TOL dEXTiON dEdopévEV acPaLeiag

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026
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France
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1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETYOVOOG AVAYKNG 1 +33(0)390215608

TMHMA 2: IIp0o6o10piop6g eMKIVoUVOTNTOG

2.1. Ta&woépunon g oveiag 1| Tov peiypatog

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

Oé&ela to&kodTTa (ad Tov 6TOHATOC), Katnyopio 4 H302
O&ela to&kotTa (514 Tov déppatog), kotnyopia 4 H312
Oé&ela to&koTTa (814 TG e10mvong), Kotnyopia 4 H332

ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

AvemOOuNTES QUOIKOYNMKES EMOPAGELS, KAODGS KAl EMIPAGELS 6TV avOpOTIVY VYEio Kor 6T0 TEPLiaiiov
ATOQa0N HEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1OYVOGC.

2.2. Zroyeio eTIKETOG

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

GHSO07
Ipogworomtikn AéEn (CLP) : IIpocoyn
Aniaogig emkivdvvotntog (CLP) : H302+H312+H332 - EmPAafés o€ nepintmon Katdmoons, 6€ EnaQn Le TO dEPUA 1| € TEPInTOOT
£10TVONC.
Anhaogig tpoedraing (CLP) : P261 - Amogevyete va avamvéete okovn/avabudogis/aéplo/cTayovidio/oTons/ ekvepduaTa.

P264 - IThovete to yépia, Toug Tyels (avTBphyior) Kot 10 TPOGONTO GYOAUGTIKG HETH TO YEPLOUO.
P270 - Mnv tpdre, mivete N kanvilete, 6tav ypnowonoteite avtd To TPOiov.

P271 - Na ypnoonoteitor povo o€ avolkto 1 Kodd agptlopevo ympo.

P280 - No gpopdrte TpooTaTeLTIKG YOVTIO/TPOGTUTEVTIKG EVEVLOTO/HEGO ATOUIKNG TPOGTAGIOG Y10l TOL
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1-(3-benzoylphenyl)ethanone
Agltio Agdopévov Acpareiog

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

pHatio/TpdcmmO.
P301+P312 - XE IEPIITQXH KATAIIOXHE: KoAéote to KENTPO AHAHTHPIAXEQN 1 évo.
ywTpo, av archavieite adwbeoio.
P302+P352 - ZE IIEPIIITQXH EITA®HYE ME TO AEPMA: ITMvte pe dobovo vepd.
P304+P340 - XE ITIEPIIITQXH EIZIINOHEX: Metagépate Tov TofdvTa otov Kabapd aépa Kot
AENOTE TOV VoL EEKOVPOCTEL OE GTACT] TTOV SIEVKOADVEL TNV OVOTVON.
P312 - KoAéote 1o KENTPO AHAHTHPIAZEQN 1 éva yatpd, av orcbavbeite adiobecio.
P321 - Xpetdleton €0k ayoyn (PAETE CUUTANPOUOTIKEG 081YiES TPOTOV PONOEIOV 0TV ETIKETR).
P330 - Eemivvete 10 0TOM.
P362+P364 - BydAte ta LoAvopéVa povyo Kot TAVVTE Ta TPV T EQVOYPTCILOTOMCETE.
P501 - AuiBeom 1oV TEPLEXOUEVOV/TEPLEKTN GE OTEID GLAROYNG ETKIVELVEOV 1 EOIKOV AmoPANT®V,
GUHOOVO LLE TOVG TOTLKOVG, TEPLPEPEINKOVGS, £BVIKOVG 1)/Kat dieBveic Kavoviopode.

TApoven cOpeove, pe: EapEiTal 1| E6MTEPIKT GLOKELAGIN, TO TEPLEXOUEVA TNG ontoiag dev vrepPaivouy ta 10ml

Agv ararteiton ofpavon

2.3. AXLot Kivovvor

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 3: XovOeon/ainpo@opies yio T0 6VOTUTIKA

3.1. Ovoigg

Ovopa AvayvopieTikog Koowkog | % Katdraén oopoova pe v odnyio
TPOIOVTOG 1272/2008 EK [CLP]

1-(3-benzoylphenyl)ethanone - <100 Acute Tox. 4 (And tov otoparog), H302

(ATE=500 mg/kg copatikod Bapovg)
Acute Tox. 4 (A1 tov déppotog), H312
(ATE=1100 mg/kg copatikod Bapovc)
Acute Tox. 4 (A4 g etonvong), H332
(ATE=1,5 mg/l/4h)

ITApeg keipevo tov dnidoewv H ko EUH: BAéne tuipa 16

3.2. Meiypota

Aev woydet

TMHMA 4: Métpa npatov fondsidv

4.1. Ileprypa@n pétpov npdOTOV fondeidv

Métpa TpmdTOVv Pondeidv Hetd amd enapn Le To dEpUa : KoBapiote ™ peyoiivtepn duvorn mosdtnto okovmilovtdg ) (kabopd kot Lodakd amoppoenTikd
Tovi).
Métpa TpmdTev Pondeidv Hetd and exapn 1e To LATIO . Hemhovete to pdtia Le vepod Yo AdYous aopoleiag.

4.2. INPOVTIKOTEPO CUUTTONATO KOL EMOPAGELS, GPEGES 1] HETAYEVECTEPEG

Agv vrdpyovv emmAéov TANpoeopieg

4.3."Evo€1En 0010601 TOTE AMOLTOOPEVIS GIECT|G LUTPIKIG PPOVTIdUG Kot E101KNG Ogpaneiog

Agv vrdpyovv emmAéov TANpoeopieg

TMHMA 5: Métpa y10. TNV KOTOTOAENN G THS TVPKAYLAG

5.1. IvpocPestikd péoa

KorédAinio péoa mopocPeong : KovBépta mupdoPeonc.
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1-(3-benzoylphenyl)ethanone
Agltio Agdopévov Acpareiog

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

Kivdvvog mopkayidg : BAéme tunpa 2.2.

Métpa Y10 THV KOTATOAEUNGT TNG TUPKOYLOG : Xpnowonomote péca katdoPeong KatdAAnia yio Ty neptPdAiovca TupKayid.

TMHMA 6: Métpo o€ TepinTmMOon 0KOVOLUS EKAVONG

6.1.1. I'a. TPocOTIKG GAAO 0TT6 TO TPOGCMOTIKO EKTUKTNG UVAYKNG

Métpa £kTOKTNG QvVayKng 1 Amogevyete kGbe meprrtn €xbeon.

6.1.2. ' GTopa mov TPocPEpovy TPAOTES fonOereg

Aev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmaAEOV TANPOYOPiES

Agv vdpyovv emmaAEOV TANPOQEOPiEg

Agv vdpyovv emmAEOV TANPOQOPiES

TMHMA 7: X&eipiopoég kot amodnkevon

Agv vapyovv emmAEoV TANPOQOpieg

Agv vdpyovv emmAéov TANPOQOpieg

Béme tunpa 1.

TMHMA 8: ‘Eleyyog g £ék0eonc/atopikn tpootacio

8.1.1 EOvikég oprokés Tipnés emayyelpatikig £k0gong ko froloyukég oprokés Tipég

Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.2. ZuvicTdpeveg drudikosics Topakorovdneng
Agev vdpyovv emmAéov TANPOQOpieg

8.1.3. ynuarifovrar etoyygio pomaveng tov aspa
Agv vdpyovv emmAEOV TANPOQEOPiEg

8.1.4. DNEL kax PNEC

Aev vdpyovv emmAéov TANPOQOpieg

8.1.5. Meproyég eréyyov

Agv vdpyovv emmAEOV TANPOQOPiE
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1-(3-benzoylphenyl)ethanone
Agltio Agdopévov Acpareiog

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

8.2."ELeyyor £k0gong

8.2.1. Katdhinhor pnyavikoi £reyyot

Kataiinior pnyavikoi éleyyou:
Awtnpniote og koAl e&aeplopevo ydpo. Zuvime amotteitan GOGTNHO YEVIKOU UNYAVIKOD EE0EPLGHOL TOV YHPOL.

8.2.2. ATopkOg TPOGTATEVTIKOG EEOTMONOG

8.2.2.1. IlIpocTacio TOV HATIAV KUl TOV TPOGATOV

Aev vdpyovv emmAéov TANPOQOpieg
8.2.2.2. TIpoctacia déppatog
Ipoctacio Tov déppatog:

oS8 EpyacTnpiov

Mpoctocio TOV yEPLOV:
IIpoctotevTikd yavtio

8.2.2.3. IIpooTacio TMV AVUTVEVGTIKMDY 03DV

Agv vapyovv emmAEOV TANPOQOPieg

8.2.2.4. Ogppikoi Kivovvor

Agv vdpyovv emmaAEOV TANPOQOPiES

8.2.3. Oprofétnon ko TapaxorovOnon g tepifariovroroyikig £kBeong og Kivdvvo

Agev vapyovv emmAEOV TANPOQOPieg

TMHMA 9: ®vokég Kot YnUIKES 1O0TNTES

9.1. Zroyeia o TIg PaoIKES PUOLKEG KO YNUIKES 1OLOTNTES

Puown KoTdoTaon © Yypod

APDHOL : Mn dwbéorpo
Oopn : dvvar.

Opto ooung : Mn dwbéorpo
Inpeto ™&emg © Mn dwbéoo
Inpeio mEemg © Mn dwbéoo
Inueio Bpocpod © Mn dwbéoo
Evplektomta © Mn dwbéoo
Opra kKtvdvvov ekpri&emg : Mn dwbéorpo
Xoauniotepo 6pro Ekpnéng © Mn dwbéoipo
Av@Tato 6plo ekpnEpdTTog : Mn dwbéorpo
Inpeio avapredng © Mn dwbéoo
Beppokpacio avtovapreing : Mn dwbéorpo
Bgeppokpacio arocvvieong © Mn dwbéoipo
pH : Mn dwbéorpo
1EDdeg, Kvepatucdg (1) i Mn Sdwbéopo
AwdvtomTa : Mn dwbéorpo
ZUVTELEOTNG KATOVOUNG O€ Hely o N-0KTavOAng/vepoD © Mn dwbéorpo
(Log Kow)

Téon aTudv © Mn dwbéorpo
ITieon atpov oe Beppokpacio 50°C : Mn Swbéorpo
Tukvotta © Mn dwbéopo
ZyeTIKN ToKVOTHTO : Mn Swbéorpo
Zyetikh) mokvotnto atpdv otovg 20°C © Mn dwbéoo
XapoaKTnplotiké copatdioy © Aev oyet

9.2. Aowrtég TAnpogopisg

9.2.1. IIinpo@opieg GYETIKA BE TI KLAGELS PUOIKOD KIvdHVOL

Aev vdpyovv emmaAéov TANPOQOpieg

03/04/2023 (Hpepopnvia ékdoong) EL (eMnvikd) 4/8



1-(3-benzoylphenyl)ethanone
Agltio Agdopévov Acpareiog

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

9.2.2. AMLa YOpUKTNPIOTIKG 06QaAEiog

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 10: Zt00gpdtnTo Kol avTiopacTIKOTN T,

2tabepd Vo KOVOVIKEG GUVOTKES.

Aev vdpyovv emmAéov TANPOQOpieg

Kavévag yvootog/-1/-6.

Agv vapyovv emmAEOV TANPOQOPiEg

Kapio og kavovicr xprion. BAéne tpnqua 7.

Ortov Beppaivetan LEXPL TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVIVYOUG KOTVOVG.

Oé&ela to&woma (amd oToOHATOS) . EmPrapés oe mepintmon katdmoong.

Oé&ela to&ucomra (Seppatikn) . EmPraPég oe emapn pe to déppa.

O&eia to&womra (avamvon) . EmPrapés oe nepintmon ewonvongs.
AGBpwon kot gpebiopds Tov dEppatog : Mn ta&wopnpévog (EXeaticd dedopévar)
ZoBopn opOaikn PAAPN/epediopds 1 Mn a&wvopnpévog (Erkepnatikd dedopévar)
EvaicOntomoinem Tov avamvenosTikov 1 : Mn ta&wopnpévog (EAketaticd dedopévor)
gvaucOnTomoinom Tov dEPUOTOG

Metorho&ryéveon YEVVINTIKAOV KOTTAP®OV : Mn ta&wopnuévog (EAkewtoticd dedopévor)
Kapkwoyéveon : Mn ta&wopnpévog (EMeaticd dedopévar)
To&wodTa Y10 TV avamopayoyn : Mn ta&wopnpévog (EXeaticd dedopévar)
Ewum to&ucomta ota 6pyava-ctoyovs (STOT) — : Mn ta&wopnuévog (EAkewotiicd dedopévor)
epanag ékbeomn

Ewum to&ucomta ota 6pyava-ctoyovs (STOT) — : Mn ta&wopnuévog (EAkewotiicd dedopévor)
emavenupévn kbeon

Enucivduvotnto ovappdenong : Mn ta&wopnuévog (EAketaticd dedopéver)

Agv vdpyovv emmAEOV TANPOEOPiEg

TMHMA 12: OwoAoyikéc mAnpo@opies

Owoloyia - yevikd 1 Aev mapovoidlel 1iaitepo kivouvo yio To mepBAALOV.
Emicivduvo yia to vddtivo mepiBarlov, Bpayurpodbeopog : Mn ta&wopnpévog

(0&bg)

Emucivduvo yia to vddtivo meptBdilov, pakporpodbeopog @ Mn ta&wopnpévog

(xpoV106)
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1-(3-benzoylphenyl)ethanone
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

Aev vdpyovv emmAéov TANPoQOpieg

Aev vdpyovv emmaAEOV TANPOQOPiES

Agv vdpyovv emmaAEOV TANPOQEOPiES

TMHMA 13: Ztovycio oyetikd pe tn ovd0eon

Agv vapyovv emmAEOV TANPOQOPiEg

TMHMA 14: ITAnpo@opies GYETIKA PE TN HETAPOPT,

Toupova pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpég OHE 1 apOpdg TavtotnTog

Agv 1oy0gt I Agv 1oy0gL | Agv 1oy0gt

14.2. Oweio ovoposia aroctoriig OHE

Agv 1oy0gt ‘ Agv 1oy0gL ‘ Agv 1oy0gt

14.3. Taén/-g1g KivdHvov KaTa T1) PETUPOPA

Aev 1oy0et | Aev 1oy0et l Aev 1oy0et

14.4. Opéoda cvokevaciag

Agv 1oy0gt ’ Agv 1oy0gL ‘ Agv 1oy0gt

14.5. ep1parhovTiKi ETIKIVOVVOTITA

Aev 1oy0et | Aev 1oy0et l Aev 1oy0et

Aev vdpyovv emmiéov Srabéotueg TANpoopieg

Eniyewa peragopd
Aev woydet

HETOQOPA pécm Oaracong
Agv 1oy0et

Evaépra petagopa
Agv 1oy0gt
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1-(3-benzoylphenyl)ethanone
Agehtio Aedopévav Acpaleiog

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

14.7. O@alacoieg peTa@opig yOoNv cdppova pe Tic Tpatelg tov IMO

Agv 1oyvet

TMHMA 15: Xtoyygio vopo0etikov yopaxtipo

15.1. Kavoviopoi/vopo0scio 6YETIKG pe TNV 06QaLELD, TNV VYEIN KoL TO TEPLPaLhov Yia TNV 0vGia 1| TO peiypa
15.1.1. kavoviopoi EE

Hapaptnpa XVII tov REACH (Ilpoirmobéceig mepropispov)

Aev neprapfaveton oto Hapaptnua XVII tov REACH

Hapaptnpae XIV Tov REACH (Katdhoyog ad£1060T11010)

Aev teprappavetar oto Mapdpmpa XIV tov REACH (Katdloyog aderodotong)
Katarhoyog vroyngrov ovordv REACH (SVHC)

Aev mephapfavetor otov Katdhoyo vroyneumv ovoidv REACH

Kavoviopog PIC (EE 649/2012, IIponyoduevn cvvaivesn peETd omd evpuépmaon)
Aev gpappoletor.

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

Aev epappodletat.

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

Aev mepthapfévetol 6Tov Katdrhoyo ovoidv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)

Kavoviopog mepi ekpnktik®@v tpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kopio ovoio(eg) mov meprapfdveta(ovat) 6tov Katdhoyo mpddpopmv ovaotdv ekpnktikdv (Kavoviouog EE 2019/1148 oyetikd pe v gumopio. kot
™ XpNoN TPOSPOUMY OVGLDV EKPNKTIKADV)

Kavoviopog nepi Tpodpopmv over®dv vapkotikdv (EK 273/2004)

Aev mepiéyet ovaia(eg) mov mepthapPavetar(oval) 6Tov KaTdAoyo Tpoddpopmv ouctdv vapkeTikev (Kavoviouog EK 273/2004 oyetikd pe Tic TpoOdpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dwotdierg
Agv vdpyovv emmAEOV TANPOEOPIiES
15.2. A&wohdynon ynmkig acodisiog

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 16: Alheg TAnpo@opies

Emonipaven ahhaydv:
DLoKEG Ko YN UIKEG W1OTNTEG.

ITpeg keipevo ppacewv H kan EUH:

Acute Tox. 4 (An6 tov Oé&ela to&cota (amd Tov 6TOHNTOC), Katnyopio 4
GTOUOTOC)

Acute Tox. 4 (A1 g Oé&eta to&comra (14 TG elomvong), Kotnyopia 4
£LGTTVOTIC)

Acute Tox. 4 (A& Tov O&eia To&otnra (S1é Tov d€pHatog), katnyopio 4
déppatog)

H302 Emprapéc oe mepintwon katdmoong.

H312 EmPrapéc oe emopn pe to déppa.

H332 EmPrapés oe mepintmon eiomvong.

Aghtio Agdopévov Acpaleiog (AAA), EE
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1-(3-benzoylphenyl)ethanone
Agltio Agdopévov Acpareiog

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

ATIOITOIHXEH EY®NHZX Ot mAnpogopieg mov mepiéyoviatl o€ antd T0 deATiO TPoEPYovTaL amd TyES TS onoies Bempodpe a&iomotes. [Tapoia avtd, divovtot

xopis Kapio eyyomon, pnm N appnTn, Yo TV aKpifetd Toug.
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