European Directorate | Direction européenne

COUNCIL OF EUROPE . .
edorm Piroxicam
* &
for the Quality | delaqualité

Agltio Agdopévev Acpaleiog
of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE 'EUROPE ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tponomomOnke amd tov Kavoviepo (EE) 2020/878
Hpepounvia ékdoong: 03/04/2023 evnuépwon: 30/08/2023  Avtikabiotd Ty £kdoon: 03/04/2023  exdoyn: 2.0

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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Piroxicam

Xnuwn Ovopacio : 4-Hydroxy-2-methyl-N-(pyridin-2-yl)-2H-1,2-benzothiazine-3-carboxamide 1,1-dioxide
Kodiodg mpoidvtog : 201600732

1.2. Zvvo@eic TPocdLopilopeves YPNOGELS TNG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkéc mpoPrenopeveg yproerg

Kbpu katnyopia ypnong . To mpoidv mpoopileTar yio TNV £pevva Kot avamtuén Kot TV EXayyELLOTIKY eKTaidgvon.
Xpnon g ovoiog/Tov peiypotog : Movo yo emoryyehaTiky xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg yposig
Teplopiopoi oty xpron : Mn ypnowonoteite : Katdmoon, Eonvony, Aeppoticd

1.3. Ztoyeia Tov TpopunOcvTi) TOL dEXTiOV dEdOPEVEOV GPaLEiag

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 Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I[1p0oco10piopog eMKIVOUVOTNTOS

2.1. Ta&wvoépnon TG ovoiog 1| TOL pelypoTog

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

Oé&ela to&cdmra (amd Tov 6TOHTOC), Katnyopio 3 H301
To&wodmTa 6TV avamopay@yn, katnyopio 2 H361
Ewu to&ucotnta 6 0pyova-oToYous VoTEPO amd ETOVEIANUpEVT EKOEDT, H372

kotnyopia 1
I peg keipevo tov dniwcemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TNV avOpOTIVY VYEio Kan 6T0 TEPIPdALov

ATOQOOT LEG® KPIoNG EUTEPOYVOLOVOV KOl OTOSEIKTIKNG LGYVOG.
2.2. Xtoyyeia eTIKETOG

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

o

Ewovoypappata kivovvov (CLP)

GHS06 GHSO08
Ipogworomtikn AN (CLP) . Kivduvog
AnAdoelg emkvdvvottag (CLP) : H301 - To&wo oe mepintmon KoTdmoongs.

H361 - "Yronto yio mpoxAnon PAGPNG ot yovipdto 1 6to £uppuo.

H372 - TIpoxaiei PAGPec ota Opyavo VOTEPQ OO TAPATETAUEVT | ETAVEIANUUEVT EKBEOT.
AnAdoelg Tpoevraéng (CLP) . P201 - Epodiaoteite pe T1g 101kéG 0dnyieg mpv amd T xpnomn.

P202 - Mnv 10 ypnoyonomicete mpv SLofAoETe Kol KATOVONGETE TIG 0d1yieg TpoPOAAENG.

P260 - Mnv avoanvéete okOVI/avabupdcels/aépto/cToyovidia/ TV EKVEPMLATOL.
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Piroxicam
Agltio Agdopévev Acpaleiog

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

P264 - ITAOvete ta xEpio, ToVG THYELS (AVTIBPAYLL) KO TO TPOCHOTO GYOAACTIKA HETA TO YEPIGHO.
P270 - Mnv tpdrte, mivete M| kanvilete, dtav ypnoyonoteite avtd T0 TPOiov.
P280 - No 9opdte TpooTaTELTIKG YAVTLO/TPOCTATEVTIKG EVOVLATO/HEGE OTOUIKNG TPOCTAGIOG Y10 T
LGT10/T0 TPOCMOMO/TO AVTLAL.
P301+P310 - ZE ITEPIIITQEH KATAIIOZHX: koAéote apécmg To yuuTpo.
P314 - ZvpPovlrevdeite/Emoxeqbeite yiotpd eav ocbavBeite adwabecio.
P321 - Xpedlerar e1dwcn ayoyn (BAéne cupninpopoticég odnyieg tpdtmv fonbeidv oty eTikéTa).
P330 - Een\dvete 10 oTONO.
P405 - dvrdooetor KA ®LEVO.
P501 - AudBeon tov mepleyopEVoL/TEPIEKTN GE GNUEID GVAAOYNG EMKIVELV®V 1) £181KOV amofAnTmv,
GOUOOVO [LE TOVG TOTIKOVG, TEPLPEPELOKOVS, £BVIKOVG /Ko SeBVEIG KOvoVIGHOUG.

ENpavon coppova pe: eEatpeitor 1) E0OTEPIKY CLOKEVAGIN, Ta TEPLEXOLEVA TNG OToiag dev vepPaivouv ta 10ml

Ewovoypdppoata kvdovov (CLP)

GHS06 GHS08

2.3. AlLot Kivovvol

Aev vdpyovv emmAov TANPoPopie

TMHMA 3: XvvOeon/TAnpo@opisg yia T GLCTATIKG

3.1. Ovoieg
Ovopa AVayvoOPIeTIKOG KOOTKOG % Koatdraén copoova pe v odnyia
TPOi6VTOg 1272/2008 EK [CLP]
4-Hydroxy-2-methyl-N-(pyridin-2-yl)-2H-1,2- - <100 Acute Tox. 3 (Ao tov otoparog), H301
benzothiazine-3-carboxamide 1,1-dioxide (ATE=216 mg/kg copatikov Bépoug)
Repr. 2, H361
STOT RE 1, H372

ITAnpeg keipevo tov nidcewv H kot EUH: BAéne tunipa 16

3.2. Meiypata

Aev 1oy0et

TMHMA 4: Métpa npdtov fonbsiov

4.1. Ileprypagn pétpov np@ToV fondeidv

Métpa tpdTev Bondeidv petd and elomvon : Bydte tov mofovta otov kabapd aépa. AQoTe TO GTOHO TOL TPOSPAnOnKe va avarvevoet kabapd
aépa.

Métpa tpdTev Bondeidv petd omd emagn pe To dEpuo : KoBapiote ™ peyaivtepn duvorr mosdtnto ckovmilovtdg ) (kabapd Kot Lolakd amoppoenTikd
navi). [TAvete pe deBovo vepd Kot amoppuTOVTIKO.

Métpa tpdTev Bondeidv HeTd amd exapn He To LATIo : Eemlovete pe vepd kpotdvtog to BAEQapa Kakd avoryTd.

Métpa tpdtev Bondeidv petd omd katdmoon : Eemhovete 1o otopo. Kaiéote opéong to KENTPO AHAHTHPIAXEQN/yiatpd. Ewdkn wtpikn

mapakorovdnon. Evééyetat va cuotnbel mapotetopévn wtpikn mopakorovdnon.

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

ZOURTOUOTO/EMOPACELG . BAGPeg oty vyeia evdéyetan vo epeavictody pe kobvuotépnon.

TZOUTTOUOTO/ETOPAGELS LETO OO EI0TVON : Avemopkn dedopéva.

ZOUTTOUOTO/ETOPAGELS LETH OO EMAPT) LLE TO OEPLOL . Avemopkn dedopéva.

ZOUTTOUOTO/EMOPACELS LETA OO EMAPT] LLE TOL LOTIOL . Avemopkn dedopéva.

ZOUTTOUOTO/EMOPAGELS LETA OO KOTATOOT : Ta ocvpuntdpoto evdéyetor va ivor (AN, Kepaiolyies, vouTio Kot 0T®AELN GUVTOVIGUOD.
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Piroxicam
Agltio Agdopévev Acpaleiog

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

Toppovievbeite/Emokepbeite yiorpd. Eqv givar duvatd deiéte avtd to gdrlo acpodeiag, ki av 0L, dei&te ™ cvokevacia 1 Ty gtikéto. Evepyn ovoia.
DappoKeLTIKO TPOTOV.

TMHMA S: Métpa Y10, TNV KOTATOAEPUN O] TNG TVPKAYLAG

Katdnka péca nopdcPeong : KovBépta nupdoPeonc.

Kivévvog mopkayidc : BMéme tpnpa 2.2.

MéTpa yl0 TNV KOTOTOAEUNOT) THG TUPKOYLIG : Xpnoworomote péca KotdoBeons KatdAnia yio v tepparlovca TupKayid.

TMHMA 6: V pinTOon aKovoLug EKAVGNG

Tevikd pétpo : AToQUyETE TNV QLLECT EMAQT HE TO TPOTOV. MnV avanviete
oKOVN/avabVIIAcELS/ 0EPLa/CTAYOVIOI/ O THOVG/ EKVEPDHATO.

6.1.1. I'a Tpoc®mIKS GALO A6 TO TPOGMOTIKG EKTAKTNG UVAYKNG

Métpa éktaxtng avykng : Qopdte KATAAANLO TPOGTUTEVTIKO POVYIGHO, YAVTLO KOt TPOGTOGIA Yo To. Ldtia Kot T0 Tpdomno.

6.1.2. T Grope mov Tpocpépovy TpaTEg PoniOereg

Agev vrdpyovv emmAéov TAnpogopieg

Agv vrdpyovv emmAéov TANpopopieg

MéBodot kabapiopo : Zryovpéyre, 0Tt T amoppipata O mepiovAleyovv Kat Oa amobnkevtovv acparéc. Kabapiote
npocekTikd. [TAOvVeTe ToL VTOAELpOTA TTOL dEV PTOPEITE VO OVOKTHGETE HE : ALGAVpA VTOXA@PLOSOVG
vatpiov.

Agv vdpyovv emmAéov TANPOPOpieg

TMHMA 7: Xeipiopog ko amodnkevon

Emndéov kivdvvor katd v eneepyacio : Euotdton emiong n mpocoyn tov xpfiotn 6Toug Thavovg Kvdivous Tov EVOTIAPYOVV GTNV TEPITTMON
OV TO TPOTOV YpnoyLomondel pue tpdmo mov opileTar amd TIG KATUCKEVUGTIKES TPOSLOYPUPES.

IIpo@ura&els yio ac@aAn yepiopod 1 XpNOWOTOMGTE TO TPOIOV e TPOSOYT|. ATOPHYETE TNV AUECT ETAPN HE TO TPOIOV. XTO HETPO TOV
duvatov 1 xp1omN TOL TPOTOVTOG TPETEL VAL YIVETAL GE EPYOCTNPLAKT HOAVT.

Meétpa vytewng : Xp1ion tov npoidvtog e opb1 Prounyovikn vyewn Kot Stodikacieg oc@aieiog.

Teyvicd pétpa 1 Zoppopembeite Le TOVG IGYVOVTEG KAVOVIGHOVG.
ZovOnkeg OAUENG ;. DvAdooetol KAEW®LEVO.

BAéme tunpa 1.
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Piroxicam
Agltio Agdopévev Acpaleiog

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

TMHMA 8: "EAgyyog Tng ék0eong/atopiki tpoctacio

8.1. [TapapeTpor eréyyov

8.1.1 EOvikéc oprokég Tipés enayyelpatikig ék0eong ko froroyikég oprakéc Tipég
Aev vrtapyovv emmAéov TANPOPopieg

8.1.2. ZuvieTdpEvES SLad1Kacieg TaPaKOLOVONONG

Agv vdpyovv emmAéov TANPOPOpie

8.1.3. Zymparilovrar otoyygio pHmavong tov aépo

Aev vrtapyovv emmAéov TANPoPopieg

8.1.4. DNEL xau PNEC

Agev vdpyovv emmAéov TANPOPOpieg

8.1.5. Ileproyéc eréyyov

Aev vrtapyovv emmAéov TANPoPopies

8.2."ELeyyor £ék0gong

8.2.1. Katdiinkior pnyavikoi éheyyor

Katariinior pnyavikoi éreyyon:
Awnpriote o€ koAl eEaeplopevo ydpo. Xpnoomoeite amokAEIoTIKA 68 KAEIGTH X00vn HE EvoopaTopévo oiktpo. Oiktpo aepocmpatidiov vyning
amotereopatikomrag (HEPA filter).

8.2.2. ATopkdg TPOOGTOTEVTIKOG EE0TAMGPOG
8.2.2.1. [IpocTucio TOV POTIAOV KL TOV TPOGAHTOV

Ipootocio 0@Baipn®V:
Ipoctatevtikd yvaiwd. DIN EN 166

8.2.2.2. [Ipootucio déppotog

IIpocrocia Tov déppartog:
XpNOYOTOLEIGTE TPOGTUTEVTIKO POLYIGHO Yot ynpcé. DIN EN 13034

Ipootacia TV yePLOV:
[poctatevtikd yavtio aviektikd og ynukd mtpoidvra. ISO 374-1
8.2.2.3. [IpocTucio TOV AVOTVEVGTIKAOV 00®V

IIpocTocia TOV aVATVEVGTIKAV 00(DV:
Ye nepintoon anelevbépmong okovNg : pnaokes pe eiktpo Yo okdves P3. DIN EN 140 & 149. Yypo npoidv : Mdoka agpoidpatos. Popdte avamvensTikn
GUGKELT G€ TEPINTOO £kbeong o€ aTODG/GKOVES/ 0EPOAD AT

8.2.2.4. Ogppikoi kivovvor

Agv vrdpyovv emmAéov TANpopopieg

8.2.3. Oprofétnon ko TapakorovOnon g nepifariiovroroyikig £ékOeong og Kivovvo

Aev vdpyovv emmAov TANpoPopie

TMHMA 9: ®vokég Kot yNUIKEG 10160TNTEG

9.1. Zroyeia o Tig fucikéc QUOIKES KoL YNUIKES 1OL0TNTEG

Puown KoTdoTaom 1 Xteped
APDHOL : Mn Swbéorpo
Epgpdvion 1 Ziovn.

Oopn 1 Aev oyt
Op1o oopng : Mn Swbéorpo
Inueio ™Eemg : Mn Swbéorpo
Inueio m&emg : Mn Swbéotpo
Inueio Ppoacod : Mn Swbéorpo
Evpiextomto : Mn Swbéopo
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Piroxicam
Agltio Agdopévev Acpaleiog

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

Opra kvdvvov ekpnéemg : Aev oydet
Xaunidtepo 6pro £kpnéng : Agv oydeL
Avatato opto ekpnéipdTnrag 1 Aev oydet
Enpeio avapreéng : Aev oydet
Ogppokpacio avtovapreéng : Aev oydet
Ogppokpacio anocHvbeong : Mn dwbéopo
pH : Mn dwbéopo
Awdropo pH : Mn dwbéopo
1EDOES, Kivepatikog (1)) : Aev oydet
Awdvtomra : Nepo: <0,1 g/l
TOVTEAEGTNG KOTAVOUNG G HElY L N-0KTAVOAN G/ VEPOD : Mn dwbéopo
(Log Kow)

Téon atpumdv : Mn dwbéopo
Ilieon atpov og Beppoxpacio 50°C : Mn dwbéopo
TTvkvoémta : Mn dwbéopo
TyETIKN TOKVOTNTO : Mn dwbéopo
ZYETIKN TUKVOTNTO 0TUAOV 6TOoVG 20°C : Agv oydet
Méyebog copatidiov : Mn dwbéopo

9.2.1. IIxnpo@opics GYETIKA BE TIS KAAGELS PUOIKOD KIVdHVOL
Agv vrdpyovv emmAéov TANpopopieg
9.2.2. AAAo (OPUKTNPIGTIKA 0.6QuLEing

Aev vdpyovv emmAov TANpoPopie

TMHMA 10: Zta0gp6TnTO KOl 0VTIOPAGTIKOTNTA

2100epd VIO KAVOVIKEG GUVOTIKEG.

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agv vrtdpyovv emmAéov TANPoPopies

Kapia o kavovikn ypnon. BAéne tpfipa 7.

‘Ortav Oeppaivetar péypt Tov onpeiov SACTOONG, EKTEUTEL EXKIVELYOVG KOTVODG.

TMHMA 11: To&woloyikég TANpOPOpPiES

Oé&ela to&codmra (amd oToOHITOC) 1 To&wod oe mepintmon Katdmoonc.
Oé&ela to&ucdmra (deppotikn) : Mn ta&vopnpévos (EAieipatikd dedopéva)
Oé&ela to&ucdmra (avamvon) : Mn ta&vopnpévog (EAdepatikd dedopéva)

4-Hydroxy-2-methyl-N-(pyridin-2-yl)-2H-1,2-benzothiazine-3-carboxamide 1,1-dioxide

LD50 and tov otdpatog 68 0povpaiovg 216 mg/kg Ap. RTECS

AGBpmon ko epediopog Tov d€ppratog : Mn ta&vopnpévog (EAdepatikd dedopéva)
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Piroxicam
Agltio Agdopévev Acpaleiog

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

ZoBopn opbakpky PAAPN/epediopdg : Mn ta&wopnpévog (EAketpaticd dedopévar)

EvaisOntomoinem tov avamvevotikod 1 : Mn ta&wvopnpévos (EAdepatikd dedopéva)

gvaucOntomoinom Tov dEppatog

MetaAro&ryéveon YEVWINTIKOV KUTTOpOV : Mn ta&vounpévog (Erdepatikd dedopéva)

Kapxwoyéveon : Mn ta&wvopnpévog (EMeiparticd dedopévar)

To&wdmTa Yo TNV avomapay®yn : Ymonto yio tpdrinon BAGPng ot yovpdtnto 1} 610 £uPpvuo.

Ewdu to&ucotnta ota dpyava-ctoyovg (STOT) — : Mn ta&wounuévog (EAeipaticd dedopévar)

epamag éxbeon

Ewdun to&ucotnta ota 6pyava-ctoyovs (STOT) — . Ipokaiei PAaPes ota dOpyovae voTepa amd mapateTapévn 1 eravelAnupévn ékbeon.
emavelnupévn ékbeon

Enucvduvotnta avappdenong : Mn tag&vounpévog (Advvapio GOALOYNG SESOUEVMV Yol TEXVIKOVG AOYOVG)

Agev vrdpyovv emmAéov TANpoQopieg

TMHMA 12: Owoloyikég TApopopicg

Owcoroyia - yevika : Emivdvva amopfinta. Xpnoyonoteite KatdAAnAa doxeio amdppryng.
Emkivduvo ya 1o vddtvo mepidrov, Bpayvmpddecpog : Mn ta&wvopnpévog (EAkepatikd dedopéva)

(0&bg)

Emkivduvo ya 1o vddrvo mepipdArov, pakporpdeopog : Mn ta&wvopnpévog (EAkepatikd dedopéva)

(xpoV10G)

Agv vdpyovv emmALOV TANPOPOPIES

Agv vdpyovv emmA£ov TANPOPOPies

Aev vdpyovv emmAov TANpoPopies

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe T o1040gon

Tomwn vopobeosio (amdPAnto) : Kataotpéyte pe ao@olf Tpdmo cOpe®vo pEe Toug Tomikods/ £Bvikong Kavoviopode.
ZVOTACELS CYETIKA LE TNV ATOPPLYN : Mnv amoppinTete ToL VIOAEILLATO GTOV VTOVOUO, SDOGTE TO TPOIOV KOt TH GCLCKEVUGIN TOV OE EISKO
TPOIOVTIMV/GVUOKEVACIOV onpeio GLALOYNG EMKIVILVOV 1| EIOIKAOV ATOPPLUUATOV.

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

Topeove pe ADR / IMDG / IATA
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Piroxicam

Agltio Agdopévev Acpaleiog

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

ADR IMDG IATA
14.1. ApwOpoc OHE 1 ap@pdg tavtotnTog
UN 2811 UN 2811 UN 2811

14.2. Oweia ovopacia amostoric OHE

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

TOXIC SOLID, ORGANIC,
N.O.S.

Toxic solid, organic, n.o.s.

Meprypogi] €yypao®v netopo

pag

UN 2811 TOEIKA ETEPEA,
OPI'ANIKA, E.A.O., 6.1, 111,

®

UN 2811 TOXIC SOLID,
ORGANIC, N.O.S., 6.1, 11

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

14.3. Ta&n/-g1g KivdOvov KOTA TN PETAPOPE.

6.1

6.1

C2X

6

14.4. Opado cvokevaciog

1

T

I

14.5. Ileprforrovtikn emKivovvéTnTo

Emicivouvo yuo to meptBaiiov:
Oy

Emcivouvo yua to meptBaiiov:
Ox
MOoAVGHATIKOG TapAyoVTaG
Yo 7o V3GTIVO TEPIPAAAOV:

Ox

Emwcivduvo yio to mepipdirov: Oyt

Aev vrapyovv emmAiéov dabéaies TAnpopopieg

14.6. Exdukég Tpo@uAa&els yia tov ypiotn

Eniyewo petagopa

Kodwog tagvounong (ADR)

Ewwég data&eg (ADR)

Tepropiopéveg moodtteg (ADR)

E&apovpeveg moodtnteg (ADR)

Odnyieg ovokevaciog (ADR)

Ewwég datdéelg cvokevooiog (ADR)

Awtdéel petg ovokevacieg (ADR)

Odnyies Yoo popnTéG de&OpUEVES KL EUTOPEVUOTOKIPAOTIOL
xodnv (ADR)

Ewdwkéc datd&ers yuo popntég deEapevég Ko
gumopevpotokiPatie odnv (ADR)

Kodwog de&apevng (ADR)

Ewwég datda&erg yuo deopevéc (ADR)

Oynua yo petapopd deEapevig

Katmyopio petapopds (ADR)

Ewwéc datd&erg yuo t petagpopd - Xvdnv (ADR)
Ewwég datdéerg yuo t petagpopd - Doptwon,
eKQOPTOON Kat XePopos (ADR)

Ewwég datdéerg yuo ) petapopd - Agttovpyio (ADR)
ApBv avayvodpiong kwvdovov (Képrep ApBp.)
IMoptokoi dickot

T2

274, 614

Skg

El

P002, IBCO8, LP02, ROO1
B3

MP10

T1

TP33

SGAH, L4BH
TU15, TEI9
AT

2

: VC1, VC2, AP7

CV13,CV28

S9
60

60
2811
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Piroxicam
Agltio Agdopévev Acpaleiog

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

Kodwods mepropiopndv yio onpayyes (ADR)

petagopd péco Baraocong

Ewu npopreyn (IMDG)
Iepropiopéveg moodtteg (IMDG)
E&upovpeveg mocdmreg (IMDG)
Odnyieg ovokevaciog (IMDG)

Odnyieg cvokevaciog epmopeLATOKIPOTIOV-deEAUEVHV
(xddwkog IMDG)

Ewwég datd&erg IBC (IMDG)

Odnyieg v de&apevég (IMDG)

Ewwég datda&ers v deopevég (IMDG)
ApBpds EmS (TTupraryid)

ApBuog EmS (Awppon)

Katmyopieg poptiov (IMDG)

1316t 1eg ko mapatnpricels (IMDG)

Evaépro petagopd

PCA E&apovpeveg mocotteg (IATA)

PCA Ileplopiopéveg mocomteg (IATA)

Kabapn péylom) mocdmTa Yo TEPLoPIGUEVT) TOGOTNTOL
EMTPETOUEVT Y10 ETPOTNYE AEPOSKAPT KO YLOL
aepookaen petapopds poptiov (IATA)

Odnyieg ovokevaciog yo emPatnyd oepookden (IATA)
Kabapn péyiom) mocdtnta yio emBatnyd aepookaen
KO Y10 0epOCKaQN peTapopds poptiov (IATA)
Odnyieg cuokevasiog HOVO Yol AEPOSKAPT HETUPOPES
eoptiov (IATA)

Méyiotn mocoTNTO LETAPOPAS OTOKAEIGTIKG AT
aepookden pHetapopds poptiov (IATA)

Ewwég dotaées (IATA)

Kodwog ERG (IATA)

E

223,274
S5kg

El

P002
IBCO8

B3
T1
TP33
F-A
S-A

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

El

1 Y645

10kg
670
100kg
677
200kg

A3, AS
6L

14.7. @alaooreg peTa@opég y0oNy cdppmva pe Tig Tpagerg rov IMO

Aev 1oyvet

TMHMA 15: Xtovyeio vopo0eTikov yopaxtipo

15.1. Kavoviopoi/vopo0soio 6YeTIKG pe TNV 06QaLEWD, TNV VYEID KoL TO TEPIBGLLOY Yia TNV OVGiC 1) TO pEiypa

15.1.1. kovovicpoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev neptrappaveton oto Mapaptnua XVII tov REACH

Mapéaptypae XIV tov REACH (Katdroyog ad6€1066tnong)

Aev neprappéveton oto Mapaptnuo XIV tov REACH (Kotdhoyog adetoddtnomng)

Kataroyog vroyiouov overdv REACH (SVHC)

Aev neprapfdvetor otov Katdloyo vroyneuwyv ovoiwv REACH

Kavoviopog PIC (EE 649/2012, IIponyovuevn cuvaivesn peta omd evpépmon)

Aev gpappodletar.

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

Aev gpappoletar.

Kavoviopog wepi eEac0évnong tov 6Lovrog (EE 1005/ 2009)

Agv epthapfavetatl 6tov KatdAoyo ovoudv mov e&acbevilovv to 6lov (Kavoviouog EE 1005/2009)

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

Aev mepiéyet kopia ovoio(eg) mov meptrapfdvetoi(ovtat) 6Tov Katdroyo Tpddpopmv ovctdv ekpnktikdv (Koavoviopog EE 2019/1148 oyetucd pe v epmopio. kot

™ XPNON TPOSPOUDY OVGLDV EKPIKTIKAOV)
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Kavoviopog mepi mpodpopmv overdv vapkoTikav (EK 273/2004)

Aev mepiéyetl ovaio(eg) mov mepthapfavetayovial) 6Tov Kotdhoyo Tpddpopmv ovetdv vopkatikdv (Kavoviepog EK 273/2004 oyetikd pe Tig TpOSpopes ovoieg

VOPKOTIKOV)

15.1.2. EOvikég dworateg

Agv vdpyovv emmALov TANPOPOPies

15.2. A&wordynon ymuikis ao@dierog

Agv vdpyovv emmA£ov TANPOPOpies

TMHMA 16: Alreg TAnpoopisg

Emonpavon arhayov

Tunpo Tpomomompévo cTorycio Tpomomoinon Tapoatnpiceg
svnuépmon Ipootédnke
Avtikofiotd v ékdoon Ipootédnke

2.1 Katdraén coppova pe mv odnyia 1272/2008 EK | Tporomomfnke
[CLP]

22 Ewovoypdppota kvdovov (CLP) TpomomomOnie

22 Anhaoeig Tpogvraing (CLP) TpomomowOnie

2.2 Aniocelg encvdvvottag (CLP) TponomomOnke

4.1 Métpa tpdTev Bonbeldv petd amd enaen pe T0 TponomomOnke
dépua

4.1 Métpa tpdTev Bondeidv petd omd katdmoon TpomomowOnie

4.2 ZOUTTOUOTO/EMOPACELS Ipootébnke

6.1 Métpa EKTOKTNG OVAYKNG ITpootébnke

6.3 MébBodot kabapiopon TponomomOnke

7.1 TIpo@uAd&els Yo acQoAn XEPIGHO TponomomOnke

11.1 Autia gdv dev €ovv Ta&vounBet Ipootédnke

11.1 LD50 and tov otépotog o€ apovpaiovg Ipootédnke

11.1 Attio v dev €xovv Ta&vopndet TpomomomOnie

11.1 ATE CLP (Az6 T00 6TOpHATOG) TpomomowOnie

12.1 Autia gdv dev €xovv Ta&voun0ei Tpootédnke

13.1 YVOTAGELS GYETIKG [LE TNV amdppLym Ipootédnke
TPOIOVIOV/GVOKEVAGLOV

ITqpeg keipevo ppacewv H ko EUH:

Acute Tox. 3 (Amo Tov O&ela to&kdmra (amd Tov 6ToHToC), Katnyopia 3

6TONOTOC)

H301 To&wo og nepinton Kotdmnoong.

H361 "Yronto yio mpoxAnon PAAPNG ot yovdmta 1 610 Euppuo.

H372 TIpoxaiel PAGPec ota Opyave VOTEPO OO TOPATETAUEVT 1) ETAVEIANUUEVT EKOEO).

Repr. 2 To&wodmTa 6TV avamapay®yn, katnyopio 2

STOTRE 1 Edun to&ucotnta o dpyava-ctoéxovs Dotepa and enavelnupévn ékbeon, katmyopia 1

Aektio Agdopévov Acpaleiog (AAA), EE
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ATIOIIOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o antd to dehtio mpoépyovtat and myég Tig onoieg Bempodpe a&iomotes. [Tapoia avtd, divovtat

YOPic Kapio eyydnon, pnty N appntn, Yo Ty akpifetd tove.
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