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Hpepopnvia ékdoong: 16/07/2025  exdoymn: 1.0

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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Nimesulide impurity D
Xnuwn Ovopacio : 4-Nitro-2-phenoxyaniline
apOpuog CAS : 5422-92-4

Kodwdg mpoiévtog : 202500526

1.2. Zvvo@eic TPocdopllopeves YPNGELS TG OVGIAG 1] TOV MELYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

YyeTiké TpoPremopeveg yposig

Xpnon g ovoiog/Tov peiypotog . Emompovik épevva kon avémtoén
Teyvikég dOKIUES KO AVAADGELS
Movo Y10 emayyeApATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Teplopiopoi ot xpron 1 Oy v TpOQUULEL, GApRLOKE 1) OLKLOKT Xp1iomn
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&codmta (amd Tov 6TOHNTOC), Katnyopio 3 H301
MetoAa&Lyéveon) YEVVITIKOV KUTTAP®V, KaTyopio 2 H341
To&wdmTa 6TV avorapaywyn, katnyopio 1B H360FD
Ewu to&ucotnta 6 0pyova-otod)ous VoTEpO oo pic QTS H370

£xbeon, katnyopio 1

Ewwn to&ikomra o€ 0pyoava-ctdyovs Hotepa and emovelnuuévny  H372
£xbeon, katnyopio 1

I peg keipevo tov dnhooemv H kor EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPLPdALov

To&wo og mepintoon Kotdroons. Yronto yio tpokAncT YEVETIKOV elattopdtav. Mmopel va BAdyet T yovipdtnta. Mropei va Brdyet to EuBpvo. Ilpokodei
BraPeg ota opyava. Ilpokarei PAGBeES oTa Opyove VoTEPO 0O TOPOUTETAUEVT 1) EXAVEIANUUEVT EKOECT).

2.2. Zroyyeia eTIKETOG

Xapaxtnpropds coppove. pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

o

GHSO06 GHSO08

Ewovoypappata kivovvov (CLP)
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Nimesulide impurity D
Agltio Agdopévev Acpaleiog

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

Ipogworomtikn AéEn (CLP) : Kivdvvog

AnAdoelg emkvdvvomtag (CLP) : H301 - To&wo oe mepintmon KaTAmoongs.
H341 - "Y7ronto Y10 TpOKAN G YEVETIKOV EAATTOUATOV.
H360FD - Mmopeti va. BAGwet ) yovipdtnto. Mmopei va BAdyet to éufpuo.
H370 - IlpokoAei PAGBeg ota Opyave. (kevipikd vevpikd cvomua, tentikd cvomua) (0md to oToua).
H372 - Ilpokodei PAGBeg ota dpyave. (kapdiayyelokd cOoTNA, NTAP, VEPPD, SEPLLA, OVOGOTOUTIKO
ovotua) Hotepa and mapaTeTAREVN 1| ETovelnupévn ékbeon (amd to oTopa).

AnAdoetg Tpoeoiaéng (CLP) : P201 - Egodwaoteite pe TG £181kéG 0dMyieg mpv omtd T xprion.
P202 - Mnv 10 gpnoiponomoete mpv S0 ACETE KOl KOTAVOGETE TIG 001YiES TPOPOANENG.
P260 - Mnv avanvéete okovn/avabodoeis/aéplo/otayovidia/otnods/ekvepduata.
P264 - ITAovete ta gépra, Tovg TS (avtifpdyia) Kot 10 TpOomTO GYOAUGTIKA LETA TO XEPLOUO.
P270 - Mnv 1pdrte, mivete 1 Komvilete, OTAV XPNGUOTOLEITE OWTO TO TPOTOV.
P280 - No popdte TpOoCTATEVTIKG YAVTIO/TPOGTOTEVTIKG EVOVLATO/UEGO ATOUIKNG TTPOCTAGIOG Y10 T
LATI0/T0 TPOCMOTO/TOL AVTLAL.
P301+P310 - ZE IIEPIITQXH KATAIIOXZHEX: kaAéote apéons 1o yotpo.
P308+P311 - XE IIEPIITQXH ékbeong 1 mbavig ékbeong: KaAiéote to KENTPO
AHAHTHPIAZEQN 1} éva yuatpo.
P314 - ZupPovievbeite/Emokepeite yiatpd edv arcbavieite adiobdeoio.
P321 - Xpeidleton 8 ayoyn (PAéne copuminpopatikég 0dnyieg tpdTav Pondeidv oty etikéta).
P330 - Eem\dvete 10 oTOUA.
P405 - dvrdooeton KAEWOUEVO.
P501 - AudBeon tov meplexopévov/nepléktn o€ onpeio GLALOYNG ETKIVOLVEOVY 1 EWIKOV aroPARTOV,
GOUPOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SebVelg KOvoviGHOovE.

ZNpavon coppova pe: E&apeitor n ecwtepikn) cvokevaoio, Ta teplexoeva g omoiag dev veepPaivovv to 10ml.

Ewovoypappoata kvdovov (CLP)

GHS06 GHS08
2.3. Alhot kivovvol
AlAeg mAnpoopieg : IIpocoymn - n mapovca ovsio dev Exet aKOUN SOKIULAGTEL TAPMC.

TMHMA 3: Z9vOeon/aAnpo@opies Y10 To CVGTATIKG,

3.1. Ovoicg

Ovopa AvayvopieTikog KOOKOG % Koatdraén copoova pe tnv odnyia
TpoidvTog 1272/2008 EK [CLP]

4-Nitro-2-phenoxyaniline apOpog CAS: 5422-92-4 <100 Acute Tox. 3 (Am6 tov otoparog), H301
(ATE=100 mg/kg copatikov Bépovg)
Muta. 2, H341

Repr. 1B, H360FD

STOT SE 1, H370

STOT RE 1, H372

ITAnpeg keipevo tv niocemv H kot EUH: BAéne tpnua 16

TMHMA 4: Métpa np@tov fonbsiov

4.1. Ileprypaon pétpov tpatav fonderav

Tevikd pétpo mpdtmv fonderdv 1 e mepintoon apEBOAM®Y 1| €0V T CUUTTOUOTA ETUEVOVV, KOAEGTE YLOTPO.

Métpa tpotev Bonbeldv petd and glomvon 1 Metagépete tov mabovto otov Kabapd aépa Kot apioTe Tov Vo EEKOVPOCTEL G€ GTAGT TOV
S1eVKOADVEL TNV avamvon). Aenote Tov mabovta vo Eekovpaotel. Te mepintwon adwbesiog :
Yvppovievbeite/Emokepbeite yratpd.

Métpa tpotmv Bonbetdv petd and exaen pe To déppa : ATOPOKPOVETE TO LOAVGUEVO POVYIOUO, TAVVETE OAN TNV EKTEDEWEVT TEPLOYN SEPLOTOG e ATAAD
GOTOVVL KOt VEPO, Kol 6Tn cuvéyeta Eemlévete pe (eoTO vepo.

Métpa Tpotmv Bondetdv petd and exagn pe to pdtio 1 Eemlovete pe vepd Kpotdvtag to fAEPapa kaAd avorytd. Zvpfovievteite yoTpd £4v cuveyiletal o
TOVOG N 1 KOKKIVIAQL.
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Nimesulide impurity D
Agltio Agdopévev Acpaleiog

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

Métpa tpdTmv onderdv petd and katdmoon : Eemhdvete 1o otopa pe vepd (LOvo edv To dtopo dratnpet Tig aoBnoelg tov). Mnv yopnynoete moté
0TINTOTE 0O TO GTOHN GE ATOWO OV £xeL YAoeL Tig aucbnoelg Tov. Karéote apéomng to KENTPO
AHAHTHPIAZEQN/yotpo.

Agv vdpyovv emmA£ov TANPOPOPie

Aev vdpyovv emmAov TANPOPOpie

TMHMA 5: M£tpa y10. TNV KOTOTOAENN O] TG TUPKAYLAG

Katdnka péca nopdcPeong : Xpnowomomote péca Kotdofeons katdAnia yio v epipdrrovca mopkayid. Ato&eidio Tov
avOpora. Yekaopog pe vepd. Enpn okovn. KovBépta mupdoPeonc.

AxatdAnko TopocPesTiKd HEGO : Mn ypnoonoteite peydin pon vepov.

g TePINTOON TUPKAYLIG TOPAyOVTOaL ENKIVOVLVO : H atelig kavomn anglevbepmvet enticivéuvo povo&eidio Tov avBpaka, d10&eidio Tov dvOpaia kot

mpoidvta amocHvheong Lo ToEd aépta. [TiBovn amoBoin To&tkov vEQoug.

Métpa Y100 TNV KOTOTOAEUNGT) TG TVPKOYLOG 1 Amo@ebyete T S10puYT TOL VEPOL TNG TVPOSHRESNS 6TO TEPIPAAAOV.
TIpoctacio katd v TupdsPeon : Mnv enepPaivete xmpig katdAAnio eE0mAGHO. AVTOVOUN OVOTVEDGTIKI GUGKELT HE HOVAOGOT).
OLOGOUN TTPOCTUTEVTIKT) GTOAN.

TMHMA 6: Métpa 6€ TEPINTOGN 0KOVOLOG EKAVGTG

Tevikd pétpa : ATOQEVYETE TNV ENOPT| TOV TPOIOVTOG LE TO SEPLOL, TO LATIO 1] TO POVYIOUO.

I TpocOmKS GAL0 076 TO TPOGOTIKO EKTUKTNG AVAYKNG

Métpa £KTOKTNG OVAYKNG : ATONOKPUVETE TO TEPLTTO TPOCOTIKO.

I'a aropa mov Tpoceipovy TpATES foriOsieg

E&omhopdg mpoctaciog : Mnv erepPaivete ywpig katdAinio eEomhiopd. o nepiocdtepeg TANpo@opieg avatpéste oTnv
evomta 8 :""Eleyyog tng ékbeong-Atopkn tpooctacia.

Na anopedyetar 1 Erevbépmon oto mepipdrrov. Epmodicte T €i6080 6T0VG 0mOYETEVTIKOVG 0y@YOVG 1) 6TO dNUOGLO SIKTLO VEPOL.

INa v amobnkevon : Amoppo@noTe T0 Pe £va adpavEG DAIKO Ko TOTODETHOTE TO G€ évav KATAAANLO meptéktn S1ébeong
amofANToV.
MéBodot kabapiopon : Eemhivete TI LOAMGUEVEG EMPAVELEG pe GpBovo vepd. Kabopiopog e anoppumavtikd.

Agite To Tunpa 13 yo tAnpogopieg oyetikd e m didbeon.

TMHMA 7: Xepiopoég kon amo0ikevon

Emmdéov kivdvvor katd v encepyocio : Eyxvopovotoeg kot Onialovoeg va pmv £pyovtal o€ Kopio EToQT 1e TO TPOidV.
IIpo@ura&els yio ac@aAn yepiopod 1 Amogevyete kaOe mepirt Ekbeomn. Dpovticte dOTE 0 YOPOG epyosiag va e&uepileTal GOOTA.

16/07/2025 (Huepounvio £xdoong) EL (eMnvikd) 3/9



Nimesulide impurity D
Agltio Agdopévev Acpaleiog

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

Métpa vylewng : Mnv tpdre, nivete M| komvilete, Otav ypnoponoteite ovtd to mpoidv. Ta poivouéve evévpora
epyaociag dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oag mpv omd kabe
£PYOOLOKO SIEAELO KoL LETE TO TENOG TNG EPYAGINGC.

7.2. ZovOnkeg a6Qaiovg QOLAENS, CUPTEPILONPAVOREVAOV TVYOV acvpfoToTiTOV

ZovOnkeg eOAagng : Amofnkedeton og KoAG aeplopevo xmpo. O meptéktng dwatnpeiton epuntikd KAEWTOG. AmoQevyeTe
™ (éotn Kot TV Gpecn nAlokt aktvoBolia.
YAkd cuokevaciog 1 AltnpioTe 6TOVG OPYLKOVG TEPLEKTES.

7.3. Ewdun} telukn xpion 1 p1oeis

Aev vdpyovv emmAov TANpoPopie

TMHMA 8: 'Eleyyog ¢ ék0eonc/atopiki tpoctacio.

8.1. [TapapeTpor eréyyov
Aev vrdpyovv emmAéov TANpoPopieg

8.2."Edeyyon ék0eong

Katarlinior pnyavikoi £heyyon

Katarlinior pnyavikoi éreyyon:
Ppovricte Gote 0 YDPog epyaciog va eEaepiletol cmoTd. TovnOmg amoTeital GHGTNLL YEVIKOD UNYOVIKOD EEQEPIGLLOD TOV YDPOV. LTO HETPO TOV SLUVATOD M)
APNOT TOV TPOIOVTOG TPEMEL VaL YIVETOL GE EPYUCTNPLUKT YOAV).

ATOPIKOG TPOOTATEVTIKOG EEOTTAO NG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Mpootocio 0@OIAN®V:

Dopdre cLoKeLT TpocTaciog Yo Ta pdtia. [Ipoostatevtikd yvaid pe TAdylo Tpootatevtikd. (EN 166)
Ipootacio Tov déppatog

Ipootacia Tov déppotoc:
Dopdre KOTAAANAO TPOGTOTEVTIKO povyicpd. Xprion og gpyaotipia : modid epyactnpiov. (EN 13034)

Ipootacio TV yePLOV:
Na popdte kordAAnia yavtue. [Ipoctatevticd yavto avOektikd og ynukd mpoiovra. (EN 374)

IIpootucio TOV AVATVEVGTIKOV 00DV

IIpooTusio TOV AVATVEVGTIKAOV 00(DV:
Xe mepintmon Tapaywyfig oKOVNG, PTCLLOTOWGTE TPOSTUTEVTIKY HAoKa 1e giktpo : P3

TMHMA 9: ®voikég Ko YNRUIKES WOOTNTES

9.1. Zroyyeia Yo Tig faGIKES QUOIKES KA YNMIKES 1O10TNTES

Duon KotdoTacm 1 Xteped
APDHOL : Mn Swbéopo
Mopoxn pada 1 230.2 g/mol
Oopn : Mn Swbéopo
Op1o oopng : Mn dwbéoyo
Inpeio Eemg : 111-112°C
Inpeio m&ewg : Mn dwbéoyo
Inpeio Bpacpod : Mn dwbéoyo
Evplextomta : Mn dwbéoyo
Xopniotepo 6pio £kpnéng 1 Agv oydet
Avdtarto 6pro expn&pdmrag 1 Agv oydet
Inpeio avaereéng 1 Agv oydet
Bgppokpacio avtavaereéng 1 Agv oydet
Bgppokpacio arocvuvieong : Mn dwbéoyo
pH : Mn dwbéoyo
Awdivpo pH : Mn dwbéoyo
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Nimesulide impurity D
Agltio Agdopévev Acpaleiog

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

EmdeG, KvepoTikog (1) : Agv oydeL
Awrvtomra : Mn dwbéopo
2uvTedeoTNG KATOVOUNG OE pelYHo N-0KTOVOANG/VEPOD : Mn dwbéoipo
(Log Kow)

Téon atumdv : Mn dwbéoipo
Ilieon atpov ce Beppokpascio 50°C : Mn dwbéoipo
TTvukvoémta : Mn dwbéopo
TyETIKN TOKVOTNTOL : Mn dwbéopo
Zyetkn TokvoTnTa aTHAV 6Tovg 20°C 1 Aev oydet
Méyebog copatidiov : Mn dwbéopo

Agev vdpyovv emmAov TANPoPopie

TMHMA 10: Xta0gpdtnTo Kot avIidpaoTIKOTNTO

Aev vdpyovv emmAéov TANpoPopies

Agev vdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpoopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALOV TANPOPOPIES

TMHMA 11: To&wkoroyikég TANPOPOPIES

Oé&ela to&codmra (amd oTOHATOS)
Oé&ela to&ucdmra (Seppotikn)
Oé&ela to&ucdmra (avamvon)

: To&wod og mepintmon Katdmoonc.
: Mn ta&wvopnpévog (EAdepatikd dedopéva)
: Mn ta&wvopnpévos (Mn coprepacpotikd dedopévor)

4-Nitro-2-phenoxyaniline (5422-92-4)

LD50 and tov 6tdpaTog 68 0povpaiovg

> 50 — <300 mg/kg

AGBpmon ko gpediopdg Tov dEppatog

ZoPapn opOaipkn PAAPN/epedionog
Evaisbntomoinem tov avamvevustikov 1
gvoucOntomoinon Tov déppatog

Metalho&ryéveon YEVNTIKOV KOTTAPOV
Kapxwoyéveon

To&wodmTa 6TV avamopay®yn

Ewdum to&ucotnta ota 6pyava-ctoyovs (STOT) —
epanag éxbeon

Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) —
emavelnppévn €kbeon

Enivduvotnta avappdenong

: Mn ta&wounuévog (EMeparticd dedopévar)
: Mn ta&vounpévog (EAiepatikd dedopéva)

1 Mn ta&vounpévos (Baoet tov dtabéciamv dedopévav, ta kptipia Tagvounong dev TAnpovvrat)

: 'YTOmTo Y10 TpOKANGN YEVETIKAOV EAATTOUATMV.
: Mn ta&wopnpévog (EAketpaticd dedopévar)
: Mmropei va PAdyet T yovipdmro. Mmopet va BAdyet o ufpuo.

: Ilpokaiel BraPeg ota Opyava (KEVIPIKO VEVPIKO GVGTNUA, TEXTIKO GVGTNHI) (OO TO GTOU).

. IIpokaiei PAaPeg ota Opyova (kapdayyelokd GOGTN O, NTAP, VEPPA, SEPHLO, OVOGOTOUTIKO

chotnra) VoTEPQ OO TOPATETAUEVN 1) EMAVEIRLUEVT £kBeom (amd TO OTOU).

: Mn ta&wopnuévog (EMeipartikd dedopévar)

16/07/2025 (Huepounvio £xdoong)
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Nimesulide impurity D
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

TMHMA 12: Owoloyikég TANpoQopies

Emwcivduvo yio to vddrtivo mepiBdrrov, Bpayvmpodbecpog : Mn ta&wounuévog (EAMeaticd dedopéva)
(0&be)

Emcivduvo yia to vddrtivo mepipdrrov, pakporpodbeopog : Mn tagwounuévog (EMenaticd dedopéva)
(xpoviog)

4-Nitro-2-phenoxyaniline (5422-92-4)

AVOeKTIKOTNTO KO IKOVOTNTO ATOdOUNoNG Aev voiotaton Taygio anocvvieon

Agv vdpyovv emmALov TANPOPOPies

Agv vdpyovv emmALov TANPOPOpieg

Aev vdpyovv emmAov TANpoPopieg

Aev vdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoopieg

TMHMA 13: Xtovyeio oyeTika pe ) 0100gon

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 14: ITAnpo@opieg 6YETIKA PE T1| PETAPOPA

Toupovo pe ADR / IMDG / IATA
ADR IMDG TATA

14.1. Ap1Opéc OHE 1 aprOpog TavtotnTog

UN 2811 UN 2811 UN 2811

14.2. Oweia ovopacio arostoiig OHE

TOZIKA XTEPEA, OPTANIKA, E.A.O. TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.

Ieprypagn eyypaoov perogopds

UN 2811 TOZIKA XTEPEA, OPT'ANIKA, E.A.O., | UN 2811 TOXIC SOLID, ORGANIC, N.O.S,, 6.1, UN 2811 Toxic solid, organic, n.o.s., 6.1, II
6.1, TI1, (E) I

14.3. Ta&n/-€1g KivdHvov KOTE TN PHETAPOPA

6.1 6.1 6.1
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Nimesulide impurity D
Agltio Agdopévev Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomomomidnke amd tov Kavoviopod (EE) 2020/878

IMDG IATA
6 6
14.4. Opado cvokevaciog
1II 11T 1II
14.5. Ileprforrovtikn emKivovvoTnTo
Enivduvo yia to mepifdiiov: Oyt Emucivduvo yio to mepifdiiov: Oyt Emucivduvo yia to meptfdiiov: Oyt
MOoAVGHOTIKOG TaPEYOVTOG Y10l TO VOGTIVO
mepdArov: Oyt
ApOpodg EmS (TTupkayid): F-A
ApBudc EmS (Awppon): S-A
Aev vrapyovv emmAiéov dabéoieg TAnpopopieg

14.6. Ewdwkég mpo@uracerg yia Tov ypnotn

Eniyewo petagopa

Kddwcag ta&vopnong (ADR) : T2
Ewwég datd&elg (ADR) : 274,614
Tepropiopéveg moodtteg (ADR) . Skg
E&upovpeveg mocdtteg (ADR) : El
Odnyieg ovokevaciog (ADR) : P002, IBCOS, LP02, ROO1
Ewwég datdéelg ovokevooiog (ADR) : B3
Awragelg pektg cvokevooieg (ADR) : MP10
Odnyieg Yo opnTég deapeveg ko epmopevpatokiatio : Tl
x0onv (ADR)
Ewwéc datd&ers yuo popntég deEapevég Ko . TP33
eumopevpoTokiPdTie odnv (ADR)
Kodwog degapevig (ADR) : SGAH, L4BH
Ewucég doraels yia degapevég (ADR) : TU15, TE19
Oynua yo petapopd deEapevig AT
Katmyopia petapopds (ADR) : 2
Ewwég dratdéerg yuo t petagpopd - Xvdnv (ADR) : VCI, VC2, AP7
Ewwéc datdéerg yuo  petapopd - Poptwon, : CVI13,CV28
eKQOpTOON Kat Xepopos (ADR)
Ewwéc datdéerg yuo t petagpopd - Asttovpyioa (ADR) @ S9
ApBv avayvodpiong kwvdovov (Képrep ApBp.) : 60
Toptokoi dickot :
60

2811

Kwdwkog mepropiopdv yia onpayyes (ADR) : E

petapopd péco Baraocong

Ewwn tpopreyn (IMDG) 1 223,274
Iepropiopéveg moodtteg (IMDG) : S5kg
E&upovpeveg mocdmreg (IMDG) . El
Odnyieg ovokevasiog (IMDG) : P002
Odnyieg ocvokevaciog sunopevpotokiBotiov-deiopevav : IBCO8
(xddwog IMDG)

Ewwcég dorages IBC (IMDG) : B3
Odnyieg ywo de&apevég (IMDG) ¢ Tl
Ewwcég dorageis yua degapevég (IMDG) : TP33
Kamnyopieg poptiov (IMDG) DA

1310 teg ko mapatnpnoes (IMDG) . Toxic if swallowed, by skin contact or by inhalation.
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Nimesulide impurity D
Agltio Agdopévev Acpaleiog

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

Evoépua petagopd

PCA E&upovpeveg mocdmteg (IATA) : El
PCA Tlepropiopéveg mocdtteg (IATA) 1 Y645
Kabapn péyom nocdta yio mepopiopévn tocdmra @ 10kg

EMTPETOLEVT Y10 EMPOTIYE AEPOCKAPT KO YLOL
aepookden petapopds poptiov (IATA)
Odnyieg ovokevaoiog ya emPatnyd agpookden (IATA) : 670

Kabapn péyiom mocdtnta yio emBatnyd aepookaen : 100kg
Kat ylo aepookden petapopds eoptiov (IATA)

0dnyieg cvokevaciog HOVO Yol AEPOSKAPT) LETUPOPES 1677
poptiov (IATA)

Méyiotn mocdTTO HETAPOPAS ATOKAEIGTIKG amd : 200kg
aepookden petapopds poptiov (IATA)

Ewducée drotaéerg (IATA) : A3,AS
Kwdikog ERG (IATA) : 6L

14.7. @ahdooreg peTapopis yvony coppmva pe Tig Tpasels ron IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopoxtipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6Qaiera, Tnv vysio Kot 7o agpifdirov yio TV ovoia 1 10 peiypa
kavoviopoi EE

Hapéptype XVII tov REACH (IIpobmoBéceic mepropiopov)
Aev neprappéveton oto Mapaptnuo XVII too REACH

Hapapmpa XIV 100 REACH (Katdloyog 0.0£1060Tn61G)
Aev neprappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Katdroyog vroynerov oveidv REACH (SVHC)

Aev teptlapfavetotl 6tov KatdAoyo vroynieuwv ovcimwv REACH

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

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

Kavoviopog tov Zoppoviiov (EK) yia tov £reyyo e10@v dimhg ypiong
Aev meptrapBavetatl otov Kavoviopd (EK) tov Zvppoviiov ya ta £idn dtmhng ypnone.

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

Aev nepiéyet kopia ovoio(eg) mov meprapfdvetoi(ovtat) 6Tov Katdloyo Tpddpopmv ovotdv ekpnktikdv (Koavoviopog EE 2019/1148 oyeticd pe v epmopio. kot
™ ¥XPNON TPOSPOUDY OVGLDV EKPIKTIKAOV)

Kavoviopog wepi apodpopmv overtdv vopkotikadv (EK 273/2004)

Aev nepiéyel ovoio(eg) mov mephappavetayoviar) otov Katdhoyo mpddpopmv ovotdv vapkatikdv (Kavoviopog EK 273/2004 oyeticd pe Tig Tpodpopes ovoieg
VOPKOTIKOV)

15.2. A&wordynon ymuikig oo@dierog

Agv vdpyovv emmAéov TANPOPOpieg

TMHMA 16: Alheg TAnpo@opisg

I peg keipevo ppacswv H kar EUH:

Acute Tox. 3 (And Tov O&eia To&wotnta (06 T0V GTOHATOC), KoTnyopio 3

GTOLOTOC)

H301 To&wod o€ mepinTon KATATOoNG.

H341 "YTOTTO Y10 TPOKANGT| YEVETIKAV EAOTTOUATOV.

H360FD Mmopei va. Prayet T yovipomta. Mmopet va PAdwet To Euppuo.
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Nimesulide impurity D
Agltio Agdopévev Acpaleiog

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

I peg keipevo ppacewv H ko EUH:

H370 Ipokaiei PAaPeg ota Opyava (kevipid vevpikd OGN, TEXTIKO cOGTNH) (0O TO GTOU).

H372 TIpoxaiei PAGPec ota Opyave (Kopdiayyelakd GOSN, NTOP, VEPPE, SEPLLO, VOCOTOMTIKO GOOTNN) DOTEPU OO TOPUTETAUEVT
1 emavelnupévn £kxbeon (amd to oTopw).

Muta. 2 Metorra&ryéveon YeVVNTIKOV KUTTAP®V, Katnyopio 2

Repr. 1B To&wodmTa otV avorapaywyn, katnyopio 1B

STOTRE 1 Educ to&ucdtnta o Opyava-ctoxovs Dotepa and enavelnupévn ékbeon, katmyopia 1
STOT SE 1 Ewdum to&ucotnta og Opyova-ctoxovs votepa omd pio epamas £xbeon, katnyopio 1

Aghtio Agdopévaov Acpaleiog (AAA), EE

ATIOITIOIHEH EY®NHEX Ot tAnpo@opieg mov mepléyovtat 6& avtd T0 dEATIO TpoépyovTal omd TyES TIg omoieg Dewpovpe a&omiotes. [Topodia awtd, divovron
YOPIG Kapio gyydnon, pntn N appnTn, Yo v akpifetd tovg. Ot cuvinkeg N ot pEBodot yeiptopod, amobnkevong, xpnong 1 ardppLyng Tov TPoidVTog deV
VIOKEWVTOL 6T S1KN HoG VOHVI Kot PHTopel Kot vor v EUmImTONY Kot 6TIG approdtoTnTég pog. I'l'ontong kot yio GALovg AGYoug, 0monolovpacte kabs evbuvn oe
TEPIMTOON OTMOAELNG, VAIKNG 1| YPNUOTIKNG CNuiag 0mtd, 1 [LE 0TTOL0ONTOTE TPOTO GUVOEVEUEVT LE, TO YEPLIGUO, TNV 0todnKeLoN 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acpaleiog cuvtaydnke KeL TPETEL VO YPTCILOTOLEITOL Y10l TO GUYKEKPIUEVO TPOTOV. EAv To TpoidV ¥pNoIonoleitent g cuoTatikd GAAOL
TPOIOVTOG, O TANPOPOPIES TTOV TOPEXOVTUL EOD EVOEXETOL VAL LIV EIVOL EQUPUOCILES. VTEG 0L TANPOPOpieg PacilovTol 6TIC TPEYOVOES YVMGCELS LOG KoL
TPoopilovTal Yl VoL TEPTYPAYOLY TO TPOTIOV ATOKAEIGTIKA Y10 AOYOUG VYEINS, AoPUAEING KOt TEPPAAAOVTIKOVY OOTOE®V. ZUVENMDG, Ogv o mpénet vo. OewpnOei
OTL €YYLATOL OTTOLUONTOTE GLUYKEKPIUEVT] 1O1OTNTO TOV TPOIOVTOG.
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