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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Flavoxate impurity A

Xnuwn Ovopacio : 3-Methyl-4-oxo0-2-phenyl-4H-1-benzopyran-8-carboxylic acid
Kwd.-EE 1 222-425-2

apOpuog CAS : 3468-01-7

Kodwodg mpoidvtog : 202400721

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

YyeTiké TpoPremopeveg yproscig

Xpnon g ovoiog/Tov peiypotog . Emompovikn épevva kon avémtuén
Teyvikég dOKIUES KOl AVAADGELS
Movo Y10 emayyEAHATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVOPEVES AP OELS

Tepropiopoi ot xpron 1 Oyt v TpOQULEL, QApRLOKa 1) OLKLOKT XpTiom
1.3. Ztoyyeia Tov TpopunOcvT) TOL dEXTiOV dEdOPEVEOV dGPaLEiag

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

7, Allée Kastner, CS30026
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France

T +33(0)388412035, F +33(0)388412771
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1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpdg Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1 TOL peiypoTog

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

Oé&ela to&codmta (amd Tov 6TOHNTOC), Katnyopio 4 H302
I peg keipevo tov dniooemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODGS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPLPdALovV
Emprapés oe mepintwon kotdmoong.
2.2. Xtoyeia eTIKETOG

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

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

Iipavon ocoppovo pe: EEapeitol n ecmtepikn cvokevacio, Ta mepleyopeve g onolag dev vrepPaivoovy to 10ml.
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Flavoxate impurity A
Agltio Agdopévev Acpaleiog

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

Agv amarteitol oypavon

2.3. Alhor kivovvor
AMAeg mAnpoopieg : IIpocoymn - n mapovca ovsio dev Exet aKOUN SOKILAGTEL TAPOC.
TMHMA 3: Z9vOeon/TAnpo@opies Y10 T0 GCVGTATIKG,
3.1. Ovoieg
Ovopa AVayvoOpeTIKOG KOOTKOG % Koatdraén copoova pe v odnyia
TPOidVTOg 1272/2008 EK [CLP]
3-Methyl-4-0x0-2-phenyl-4H-1-benzopyran-8-carboxylic | aptBuog CAS: 3468-01-7 <100 Acute Tox. 4 (Amd tov otopatog), H302
acid Kw3.-EE: 222-425-2 (ATE=500 mg/kg)

ITAnpeg keipevo tov niocewv H ko EUH: BAéne tunqua 16

TMHMA 4: Métpa apdtov fonbsiov

4.1. leprypoon péTpov TpOTOV fondermrv

Tevikd pétpa tpdTev Ponberdv 1 Ye mepintoot apBoA®V 1| €AV T0 GUUATOUATO ETUEVOVV, KAAEGTE YLOTPO.

Métpa tpdtev Bondeidv petd and silomvon 1 Metagépete Tov Tofovta 6Tov Kabapd aépa Kot apnoTe TOV Vo EEKOVPOCTEL 6€ GTACT) TTOV
S1evkoAvVEL TV avomvor]. Apriote Tov Tafdvia va Eekovpaotel. e nepintoon adwbeciog :
ZvpPovievdeite/Emoxeqbeite yatpo.

Métpa tpdTov Bondeidv petd omd emaen pe To dEpuo : ATONOKPUVETE TO LOAVGUEVO POVYIGHO, TAOVETE OAN TNV EKTEDEIUEVT TEPLOYN OEPLATOG E OTAAD
GOTOVVL KOt VEPOD, Kal TN GLVEXELD EemAévete pe (eoTd vepod.

Métpa tpdTev Bondeidv Hetd amd emapn He To LATIo : Eemlovete pe vepd kpoatdvtog to fAEeapa kald avorytd. Zvpfovlevteite yiatpd edv cvveyiletat o
TOVOG M 1 KOKKIVIAQL.

Métpa tpdtev Bondeidv petd omd katdmoon : Eemhdvete o otOpa pe vepd (Lovo edv o dtopo dtatnpel Tig arshnoeig Tov). Mnv yopnynoete moté
0TWONTOTE OO TO GTOU GE ATOUO TTOV £XEL XAoeL Tig ashnoelg Tov. Kodéote apéong to KENTPO
AHAHTHPIAZEQN/yotpo.

4.2. ZnpovTIKOTEPO. GUUTTONATO KOL ETLOPACELS, APEGES 1| PETAYEVEGTEPES

Aev vrtdpyovv emmAéov TANPOPopiesg

4.3."Evé€1&n 0mo1a60ToTE AMULTOOPEVG GIECT|G LUTPIKIG PPOVTIdUG Ko 181K G Ogpameiog

Agv vrdpyovv emmAéov TANpopopieg

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

5.1. MvpooPestika péoca

Katdhnia péoa mopdofeong ;. Xpnowonomote péca KatdoPeons KatdAAnia yia v neptBdilovoa mupkayld. Ato&eido Tov
avBpaxa. Pexaopog pe vepd. Enpn okovn. KovBépta mupodsPeonc.
AKaTIAANA0 TUPOGPESTIKO HEGO : Mn ypnowonoteite peydin pon vepoo.

5.2. E01ko0i TOmOoL ETKIVOUVOTNTAS TOV TPOKVTTOVV GT6 TNV 0VGia 1] TO peiypa

X nePInTOON TVPKAYLIG ToPAyovTaL ENKIVELVA . H atelig kavon anglevbepdvet emtcivéuvo povoEeidio Tov avBpaka, d10&€id10 Tov dvOpaka Kot
mpoidvta arochvheong Ao o€ aépa. [TiBovn amoBoin to&cod vEpou.

5.3. Z06TAGES Y10 TOVS TVPOGPEGTES

MEtpa yion TV KATOmTOAEUNoT TG TUPKOYLAG 1 Amogevyete T d1opLY1 ToL vEPOD TG TUPOGPecng 6To TEPPAALOV.
Ipoctacio kot v TpdoPeon : Mnv enepoivete yopic katdAnio e£omAopd. AvTOVOUT OVOTVELGTIKT) GUGKELT UE HOVOGCT.
OMOGOUN TPOGTUTEVTIKT) GTOAN.
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Flavoxate impurity A
Agltio Agdopévev Acpaleiog

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

TMHMA 6: Métpa o€ TEPINTOGN 0KOVOLOG EKAVOTG

Tevikd pétpa 1 ATOQEVYETE TNV EMOPT| TOV TPOIOVTOG LE TO OEPIOL, TO LATIO 1] TO POVYIGUO.

I TpocOmKS GAL0 a6 TO TPOGOTIKO EKTUKTNG AVAYKNG
Métpa £KTaKTNG OVAYKNG 1 ATOPOKPOVETE TO TEPITTO TPOCOTIKO.
T dTopa wov TPocPEpovy TpdTES fo10reg

E&omhopog mpootaciog : Mnv enepoiverte yopic katdhinio e€omhopd. I teplocdtepes TAnpoPopies avatpiéte oty
evomra 8 :""Eleyyog g ékbeong-Atopkn tpoctacia.

Noa amogevyetor n ekevbépwon oto nepifdirov. Epmodicte v €i6080 6T0VG amoyeteuTikods oymyods 1§ 670 dNUOGLo diKTvo vepov.

T v anobnkevon 1 Amoppo@noTe T0 PE £va AdPOVEG DAIKO Ko TOTODETOTE TO G€ Evav KOTAAANLO meptéktn S1dbeong
amofANTmV.
MéBodot kabapiopov : Eemhdvete TI LOAMGUEVEG EMPAVELES [ GpBovo vepd. KabBopiopog (e amoppumavTikd.

Agite o Tunpa 13 yo tAnpogopieg oyetikd pe ™ didbeon.

TMHMA 7: Xepiopog kon awodnkevon

TIpopura&elg yio ao@oAn YEPLopd 1 Amogevyete kdBe meprrtn £kBeon. Dpovticte OoTE 0 YDpog epyasiog va e&aepileTar cwoTd.

Métpa vyevig : Mnv 1pdte, mivete 1| Komvilete, OTAV XPNOUOTOLELTE 0WTO TO TPOTIOV. T LOAVGHEVE EVIVLLATO
epyaciog dev mpémet va Byaivouv amnd o xmpo epyaciog. ITAOVETE Ta ¥€pLo cog Tpv and Kabe
EPYOCLOKO SLIAEYLILO KoL LETG TO TENOG TNG EPYACING.

TovOnkeg @OAAENG : AmofBnkebeton og kol agpilopevo ydpo. O mepiéktng dratnpeiton EpUNTIKA KAEIGTOC. ATOQEVYETE
T (éotn kot TV Gpeon nAlok aktvoBolia.
Y\iké cvokevaoiog : Al0TNPNOTE GTOVG UPYLKOVG TEPLEKTES.

Agv vdpyovv emmALov TANPOPOPiE

TMHMA 8: "EAgyyog g £ék0eong/atopiki tpoctacio
Aev vdpyovv emmA£ov TANPOPopie

Kotaiinhor pnyavikoi heyyor

Katalinior pnyavikoi éreyyou:
Dpovtiote ®OTE 0 YDOPOS epyosiog va eEaepiletarl cmotd. Zuvndmg amatteitol cOOTNHA YEVIKOD HNYaviKoD eE0EPIGHOD TOV XMPOV. XTO HETPO TOV SUVATOL 1
APNOT TOV TPOIOVTOG TPEMEL VaL YIVETOL GE EPYUGTNPLUKT YOOVN.

ATOMKOG TPOGTUTEVTIKOG EE0TAMGPOG

IIpocTocia TOV HOTIOV KUl TOV TPOGCAOTOV

IIpocrocia 0pOaipdv:
Dopdre cuokevn TpocTaciog yio o ptio. [Ipootatevtikd yvaid pe Tidylo tpoctatevtikd. (EN 166)
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Flavoxate impurity A
Agltio Agdopévev Acpaleiog

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

Ipootacio Tov déppatog

IIpocrocia Tov déppartog:
Dopdte KOTGAANAO TPOGTOTEVTIKO povyicpo. Xprion oe epyactipla : Todid epyactnpiov. (EN 13034)

IIpootacia Tov xeprav:
Na popdte kordAAnia yavtue. IIpocstatevticd yavta avOektikd og ynukd npoiovra. (EN 374)

TMHMA 9: ®vo1kég Kot ynUIKEG 1010TNTEG

Duon KotdoTaom : Xteped
APDHOL : Mn Swbéopno
Mopraxn pacoe : 280,3 g/mol
Oopn : Mn Swbéopno
Op1o oopng : Mn dwbéoipo
Inueio &emg : Mn dwbéoipo
Inueio m&emg : Mn dwbéoipo
Inueio Bpacpod : Mn dwbéoipo
Evplextomto : Mn dwbéoipo
Xoapniotepo 6pio £kpnéng : Agv oydet
Avdtato 6pro expnEpomrag : Agv oydet
Inpeio avaereéng : Agv oydet
Bgppokpacio avtavaereéng : Agv oydet
Bgppokpacio arocvuvieong : Mn dwbéoipo
pH : Mn dwbéoipo
Awdivpo pH : Mn dwbéoipo
EDEC, KIVELOTIKOG (17) : Agv oydet
AwAvtomTo : Mn dwbéoipo
TOVTEAEGTNG KOTAVOUNG OE HEYHO N-0KTAVOAN G/ VEPOD : Mn dwBéoipo
(Log Kow)

Téon atudv : Mn dwBéoipo
ITieon atpov ot Beppokpacio S0°C : Mn dwbéoipo
TTvkvétta : Mn dwbéopo
TyeTIKN TOKVOTITOL : Mn dwbéopo
ZYETIKN TUKVOTNTO 0TUOV 6ToVG 20°C : Agv woydet
Méyebog copatidiov : Mn dwbéopo

Agv vdpyovv emmALOV TANPOPOpPiEg

TMHMA 10: X100gp0TNTO KO OVTIOPAGTIKOTTA

Agev vdpyovv emmA£ov TANPOPOpie

Aev vdpyovv emmAéov TANpoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpoPopieg
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Flavoxate impurity A
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

TMHMA 11: To&woloyikég TANpOPOPiES

Oé&ela to&codmra (amd 6ToOH0TOC) . EmProfés oe nepintowon kotdmoong.
Oé&ela to&ucdmra (deppotikn) : Mn ta&vounpévos (EAdepatikd dedopéva)
Oé&ela to&ucdmra (avamvon) : Mn ta&vopnpévos (EAdepatikd dedopéva)

3-Methyl-4-oxo-2-phenyl-4H-1-benzopyran-8-carboxylic acid (3468-01-7)

LD50 and tov otdpatog 68 0povpaiovg > 300 — <2000 (eKTILDUEVN TIUN)
AGBpmon ko epediopog Tov dEppratog : Mn ta&wvounpévog (EAdepatikd dedopéva)
ZoPapn opOaipkn PAPN/epedionog : Mn ta&vounpévog (EAdepatikd dedopéva)
Evaicbntomoinem tov avoamvevustikov 1 1 Mn ta&wopnpévog (EXeiparticd dedopévar)
gvaucbntomoinon Tov déppatog
Metarho&ryéveon YEVWINTIKOV KLTTAPOV : Mn ta&wopnuévog (EMeparticd dedopévar)
Kapxwoyéveon : Mn ta&wounuévog (EMeparticd dedopévar)
To&wodmTa 6TV avamopay®yn 1 Mn ta&wvounpévog (EMepaticd dedopévar)
Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) — 1 Mn ta&vounpévog (EAAepatikd dedopéva)
epanag éxbeon
Ewwn to&ikomra ota 0pyava-otoyovg (STOT) — : Mn ta&wvopunpévog (EAlelatikd dedopéva)
emovelknppévn €xbeon
Emkwvdvvotmta avoppoenong 1 Mn ta&wopnpévog (EMAeyaticd dedopévar)

Agv vdpyovv emmAéov TANPOPOpieg

YIKEG TANPOPOPIES

Emwcivduvo yio to vddrtivo mepiBdrrov, Bpayvmpodbecpog : Mn ta&wounuévog (EAeaticd dedopéva)
(080)

Emwcivduvo yio to vdartivo mepipdrrov, pakporpodbeopog : Mn ta&wounuévog (EAeyaticd dedopéva)
(xpdviog)

3-Methyl-4-oxo-2-phenyl-4H-1-benzopyran-8-carboxylic acid (3468-01-7)

AVOEKTIKOTNTO KO IKOVOTNTO AT0dOUNoNG Aev voiotaton Tayeio anocvvieon

Agev vdpyovv emmALov TANPOPOPies

Aev vdpyovv emmAov TANPoPopie

Aev vdpyovv emmAéov TANpoPopieg

Aev vdpyovv emmAéov TANpoPopieg

~
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Flavoxate impurity A
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

TMHMA 13: Xtovyeia oyeTika pe tn 610d0gon

Aev vdpyovv emmAov TANPOPopie

TMHMA 14: [TAnpo@opisg 6eTIKE pe TN PETAPOPE.

Yopeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpog OHE 1 ap1Opég TavtétnTog

Agv 1oy0et Agev 1oy0et Agv 1oy0et

14.2. Owkeia ovopasia omostoric OHE

Agev 1oy0et Agv woydet Aev 1oy0et

14.3. Ta&n/-€1g KivdoHvov KOTE TN HETAPOPQ

Aev 1oy0et Aev woydet Aev oy0et

14.4. Opada cvokevaciog

Agv 1oy0gL Agev 1oy0et Agv 1oy0gt

14.5. IleprporrovTiKi ETKIVOUVOTTO

Aev oy0et | Aev woyvet | Aev oy0et

Aev vrdpyovv emmAéov dabéaies TAnpopopieg

Eniyewo petagopa
Agev 1oy0et

petapopd pécm Baraoong
Agv 1oy0et

Evoépua petagopd
Agv 1o0et

Agev 1oy0et

TMHMA 15: Xtovyeia vopo0etikov yopaxtipo

Kkavovicpoi EE

Hopapmpe XVII oo REACH (Ilpovmodiceis mepropiopov)

Aev tepthapBavetat oto [Mapdpmua XVII too REACH

Hapaptpa XIV 100 REACH (Katdloyog 0.d£1060Tn615)

Aev neprappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)
Kotdaroyog vroyigrev overdv REACH (SVHC)

Aev tepilapfavetotl 6tov KatdAoyo vroynieiwv ovcuwv REACH
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Flavoxate impurity A
Agltio Agdopévev Acpaleiog

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

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

Aev nephapPdveton otov Katdroyo ovetdv mov e&acbeviCovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopdog tov Zvpfoviriov (EK) yro Tov £heyyo e1d®@v Simhig ypiong
Aev nepthapfaveton otov Kavoviepd (EK) tov ZvpBoviiov yia to £i6n Sumhng xprions.

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

Aev mepiéyet kopia ovsio(eg) mov meptrapfdvetoi(ovtat) 6Tov Katdloyo Tpddpopmv ovcoidv 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 mephappavetayoviar) 6tov Kotdhoyo mpddpopmv ovotdv vapkatikdv (Kavoviopog EK 273/2004 oyeticd pe T Tpodpopes ovoieg
VOPKOTIKOV)

15.2. A&wordynon ymuikis ao@dierog

Aev vdpyovv emmAov TANPOPopieg

TMHMA 16: Alheg TAnpo@opisg

Emonpavon arhayov

Tunpo Tpomomompévo cTorycio Hapotnpiicers
Avtikafiotd v ékdoon Ipootédnke
evnuépmon Mpootédnke

9.1 DuoiKn KoTdoToo Ipootédnke

IMpeg keipevo ppacemv H xan EUH:

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

Aghtio Agdopévaov Acpareiog (AAA), EE

ATIOINOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o antd 1o dehtio mpoépyovtar and myég Tig onoies Bempodpe adiomotes. [Tapoia avtd, divovtot
YOPIG Kapio eyyonon, pnty N appntn, Yo v akpifetd tovg. Ot cuvbnkeg N ot pEBodot yeptopod, amobnkevong, ypnong 1 ardppLyng Tov TPoioVTog dev
VIOKEWVTOL 6T KN [ag gvBHVI Kot PHropet Kat vo. v UminTouy Kot 6TIS approdtdtntég pog. I'iontoig kat yio GALovg AdYoug, omomotovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAIKNAG 1| YPNUOTIKNG Cnpiag oo, 1 [e 0TOL0dNTOTE TPOTO GUVOEVELEVT LLE, TO YEPLGUD, TNV 0toBNKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acparelog cuvtaydnke Kel TPETEL VoL YPTGILOTOLEITOL Yol TO GUYKEKPILEVO TPOTOV. Edv 10 Tpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, Ol TANPOPOPIES TOV TUPEXOVTUL EO( EVOEYETOL VaL LNV Vol EQUPUOGLLES. VTEG 0L TANPOPOpies PacilovTol GTIC TPEXOVCES YVMGELS LLOG KoL
npoopilovTal Yo va TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Yo AOYOLG LYEiNG, aoQuAeing Kot TEPPAAAOVTIKAOY ATAITHCEWY. ZVVETADG, dev Ba mpémet vo. OewpnOel
OTL £YYLATAL OTOLUONTOTE GUYKEKPILEVT] 1LOTNTO TOV TPOIOVTOG.
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