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COUNCIL OF EUROPE . . .
edonme * Meloxicam impurity B

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
Hpepopnvia ékdoong: 21/08/2024  exdoyn: 1.0

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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Meloxicam impurity B
Xnuwn Ovopacio : 2-apwvo-5-pedvrobetaloro
No. kotardyov : 613-308-00-0

Kwd.-EE 1 423-800-5

apOpog CAS : 7305-71-7

Kodidg mpoiévtog 1202400414

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

YyeTikéc TpoPremopeveg yposig

Xpnon g ovoiog/Tov peiypotog . Emompoviki épevva kon avémtuén
Teyvikég dOKIUEG KOl AVAADGELS
Movo Y10 emayyeEAHATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

AVTEVIEIKVVOPEVES AP OELS

Tepropiopoi ot xpron 1 Oy v TpOQUULEL, GApRLOKa 1) OLKLOKT Xp1iomn
1.3. Ztoyyeia Tov TpopunOcvT) 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 EMEYOVOAS AVAYKNG

ApBpdg Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIVOUVOTNTOS

2.1. Ta&wvoépnon g ovoiog 1| TOL peiypoTog

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

O&ela to&coda (amd Tov 6TOHNTOC), Katnyopio 4 H302
Ewu to&ucotnta 6 Opyova-otod)ovs votepa and exovelnupévny  H373
£xbeon, kotnyopio 2

Emcivduvo yio to vddtvo mepifdAiov — 0&0g kivduvog, katnyopiog 1 H400
Emucivduvo yuo to vddtvo mepifdAiov — Xpoviog Kivduvoc, H410
Kkatnyopiag 1

I peg keipevo tov dniooemv H kot EUH: BAéne tunqua 16

AvemOopnTES QUoUKOYNIKES EMIPAGELS, KAOADG KoL EMIPAGEIS 6TV avVOpAOTIVY VYEio Kot 6T0 TEPIfdiiov

Emprapés oe mepintmon katdmoong. IToAd 1o&ucd yio Tovg vdpoBovg opyovionols, pe Lokpoypovies emmtdoels. Mmopet vo tpokarécet BAaPeg ota dpyava
VOTEPO OO TOPOUTETOUEVT ) ETAVEANUUEVT EKOEGT.

2.2. Zroyeia eTIKETOG

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

Ewovoypappata kivovvov (CLP)

$
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Meloxicam impurity B
Agltio Agdopévev Acpaleiog

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

GHSO08 GHSO07 GHS09
[pogwdomomtkn Aé€n (CLP) . IIpocoyn
Anhaoeig emkwvdvvornrog (CLP) : H302 - Emprafés og nepintoon katdmoonc.
H373 - Mmopet va tpokarécet BAaPeg ota Opyava HoTepa and TOPATETAUEVT 1| ETAVERTLILEV
£xBeon.
H410 - TIoA T0&1K6 Y10 TOLG VIPOPBLOVG OPYAVIGLOVGS, LE LOKPOYPOVIEG EMATOCELS.
AnAdoeig Tpoevraéng (CLP) : P260 - Mnv avanvéete okovn/avadopidosis/aépio/ctayovidia/otnods/ekvepduata.
P264 - IT\ovete ta gépua, Tovg myels (avtifpdyia) Kot 10 TpOomTO GYOAUGTIKA HETH TO XEPLOUO.
P270 - Mnv 1pdrte, mivete 1 Komvilete, OTAV XPNGUOTOLEITE OWTO TO TPOTOV.
P273 - No amogevyeton 1) ehevfépwon oto meptBdAiov.
P301+P312 - XE IEPIIITQXH KATAIIOXHX: Kaléote to KENTPO AHAHTHPIAZEQN 1) éva
ytpd, av oicbavieite adwabecio.
P314 - ZupPovievbeite/Emokepbeite yiatpd edv arcbavieite adiobeoio.
P330 - Eemldvete 10 oTONA.
P391 - Maléyte ™ yopévn mocdTa.
P501 - AuiBeon tov meplexopévov/nepléktn o€ oneio GLALOYNG ETKIVOLVOVY 1 EWIKOV amoPATOV,
GOUOOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £BVIKOVG /Ko SebVElg KOvoVIGHOUG.
INpavon cvppova pe: E&apeitor n ecotepikn) cvokevaoio, Ta teplexopeva g omoiag dev veepPaivovv to 10ml.
Ewovoypappoata kvdovov (CLP) :

GHS08
2.3. Ahhot kivovvor
AlAeg mAnpoopieg : IIpocoyn - n mapovca ovsio dev Exet aKOUN SOKIULAGTEL TAPMC.

TMHMA 3: Z9vOeon/aAnpo@opies Y10 T0 CVGTATIKG,

3.1. Ovoieg
Ovopa AvayvoploTikos Kodwés | % Kotaroln cdpgova pe tny odnyia
TPoidVTOg 1272/2008 EK [CLP]
2-apwvo-5-peburoberaloiio apOpog CAS: 7305-71-7 <100 Acute Tox. 4 (Ao tov otoparog), H302
Kwd.-EE: 423-800-5 (ATE=688 mg/kg copatikov Bépovg)
No. katardyov: 613-308-00-0 STOT RE 2, H373
Aquatic Acute 1, H400
Aquatic Chronic 1, H410

ITAnpeg keipevo tov Mnidcemv H kow EUH: BAéne tpnqua 16

TMHMA 4: Métpa np@tov fonbsiov

4.1. eprypoon pétpov TpoOTOV fonderav

Tevikd pétpo mpdtmv fondeidv 1 e mepintwon apeBOAM®Y 1 €0V TO. CUUTTOUOTE EXTUEVOVV, KOAEGTE YLOTPO.

Métpa tpotev Bonbeldv petd and glomvon 1 Metagépete tov mabovto otov Kabapd aépa Kot apioTe Tov Vo EEKOVPOCTEL GE GTAGT TOV
S1eVKOADVEL TNV avomvor]. Apriote Tov Tafdva va Eekovpaotel. e nepintwon adwbeciog :
Yvppovievbeite/Emokepbeite yratpd.

Métpa tpotmv Bonbetdv petd and exaen pe To déppa : ATOPOKPOVETE TO LOAVGUEVO POVYIOUO, TAOVETE OAN TNV EKTEDEWEVT TTEPLOYN SEPLOTOG e ATAAD
GOTOVVL KoL VEPO, Kol 6T cuvéyeln Eemhévete pe (eoTO vepo.

Métpa Tpotmv Bondetdv petd and exagn pe to pdtio . Eemlovete pe vepd kpotdvtag to fAEpapa kaAd avorytd. Zvpfovievteite yoTpd £dv cuveyiletal o
TOVOG N M KOKKIVIAQL.

Métpa tpotmv fondetdv petd and katdroon 1 Eemlovete 1o otopa pe vepod (LOvo edv To dtopo dratnpel i aebnoelg tov). Mnv yopnynoete noté
0TIONTOTE OO TO GTOUN GE GTOWO TTOV £XEL YhoEL TIS aotnoelg tov. Karéote apéowg to KENTPO
AHAHTHPIAZEQN/ywotpo.

4.2. ZNRovTIKOTEPO CUPTTONATO KUL ETOPAGELS, GPEGES 1] NETAYEVEGTEPES

Agv vrtdpyovv emmAéov TANpopopieg
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Meloxicam impurity B
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

TMHMA 5: Métpa yro TV KOTOTOAEPON TS TVPKAYLAG

Katddnka péca nopdcPeong : Xpnowomromote péca Kotdofeons katdAinia yio vy mepipdrrovca mopkayid. Ato&eidio Tov

avOpara. Yekaopog pe vepd. Enpn okovn. KovBépta mupdofeonc.
AxatdAnho TopocPecTikd HEGO : Mn ypnowonoteite peydin pon vepov.

Y TePIntTOON TVPKAYLIG TOPAyoVTaL ENLKIVEVLVO : H atelig kavomn anglevbepmdvet entkcivéuvo povo&eidio Tov avhpaka, d10&eidto Tov avOpaia Kot
mpoidvta amocHvieong Ao to&d aépa. [TiBovn amoBoin to&kod vEpoug.

MéTpa yl0 TNV KOTOTOAEUNOT) TG TUPKOYLIG 1 Amogevyete T S10QLY1 TOL VEPOD TG TVPOGPESNG 6TO TEPPAALOV.
IIpoctacio kotd v TupdSPEST : Mnv enepoivete yopic KatdAANAo €E0TAGHO. AVTOVOUT OVOTVEVLGTIKT) GUGKELT HE HOVOOT).
OMOGOUN TPOGTUTEVTIKT) GTOAN.

TMHMA 6: Métpa 6€ TEPINTOGN 0KOVOLOG EKAVGNG

Tevikd pétpa 1 ATOQEVYETE TNV ENOPT| TOL TPOIOVTOG HE TO SEPUOL, TO LATIOL 1] TO POVYICHO.

T TpocOTIKG GAL0 076 TO TPOGOTIKO EKTUKTNG AVAYKNG
Mérpa éktaxtng avéykng : ATOPOKPOVETE TO TEPITTO TPOCWOTIKO.
TN dropa wov TpooPépovy TpdTES PorOereg

E&omiopdg mpoctaciog : Mnyv erepfaivete yopig katdAnio eEomiond. o neplocdtepeg TANpopopies avatpééte oty
evotnta 8 :""Eheyyog g ékbeonc-Atopkn Tpootaocia.

Na anogedyetar 1 Erevbépmon oto epipdrrov. Epmodicte v £i6080 6T0VG 0mOYETEVTIKOVG 0y@YOVG 1) 6TO dNUOGLO SIKTVLO VEPOL.

T v arnobnkevon 1 ATOppoPNGTE TO HE £VOL 0OPAVEG VAIKO Kot TomoBetnoTe 10 o€ Evav katdAAnio mepiéktn didbeong
amofANToV.
MéBodot kabapiopon : Eem\Ovete TIg LOAVGUEVEG EMGvELES pe dpBovo vepd. Kabapiopds pe amoppumoviikd.

Agite 10 Tunpa 13 yio tAnpogopieg oyetikd e m didbeon.

TMHMA 7: Xepwopoc ko awodnkevon

TIpo@ura&els yio ac@aAn YepIGpo 1 Amogevyete kaOe nepirt Ekbeomn. Dpoviicte dOTE 0 YOPOG epyosiag va e&uepileTal cOGTA.

Meétpa vytewng : Mnv tpdre, nivete M| komvilete, dtav ypnoponoteite ovtd to Tpoidv. Ta poivouéve evévporo
epyaciog dev mpémet va Pyaivouy amd to ydpo epyacioc. [Thdvete ta xépla oag mpv omd kabe
£pY0oLOKO StAeyLpa KoL LETE TO TENOG TNG EPYAGINGC.

ZovOnkeg OAUENG 1 Amofnkedeton og KoAd aeplopevo xmpo. O mepiéktng Statnpeitat eppnTiké KAEWGTOS. AToQevyeTe
™ (ot Kot TV Gpecn Ntk akTvoBolia.
Y\ued cvokevasiog 1 AInpioTe 6TOVG apYLKODG TEPLEKTES.

N=}
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Meloxicam impurity B
Agltio Agdopévev Acpaleiog

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

7.3. Ewducn} telkn xpion 1 p1osis

Agv vdpyovv emmALov TANPOPOPiEs

TMHMA 8: ‘Eleyyoc g £ék0gonc/otopkn Tpoctacio

8.1. [TapapeTpor eréyyov

Aev vdpyovv emmAov TANPOPopie

8.2. 'Edeyyor ék0gong

Koatarinkor pnyavikoi £reyyor

Katariinior pnyavikoi éreyyou:
Dpovtiote ®oTE 0 YDOPOS epyosiog va eEaepiletatl cmotd. Zuvnbmg amatteitol cOOTNHA YEVIKOD HNyavikoD eE0ePIGHOD TOV XMPOV. XTO HETPO TOV SUVATOV 1
APNOT TOV TPOIOVTOG TPEMEL VO YIVETOL GE EPYUGTNPLUKT YOAUV).

ATOMKOG TPOGTUTEVTIKOG EE0TAMGPOG

IIpootucio TOV HOTIOV KOL TOV TPOGAHTOV

IIpocrocia 0pOaipcdv:

Dopdte cuokevn TpocTaciog yio o patio. [Ipoctatevtikd yvad pe mAdylo tpoctatevtikd. (EN 166)
IIpoctacio Tov déppatog

Ipootacio Tov déppotoc:
Dopdte KATIANAO TPOGTUTEVTIKO POVYICUO. XPpHon GE pyasTipla : Todld epyactnpiov. (EN 13034)

Ipootacio TOV yePLOV:
Na popdrte kardAAnia yavte. [Ipootateuticd yavtio avlektikd og ynukd npoiovra. (EN 374)

IpooTtucio TOV AVATVEVGTIKOV 060GV

IIpocTocia TOV OVATVEVGTIKAV 00ADV:
Y nepinTOon Topaymyng okovng, YPNOLHLOTOWCTE TPOSTATEVTIKY NACK pe Gidtpo : P3

TMHMA 9: ®voikég Kol ynUIKEG 1016TNTEG

9.1. Zroyyeia Yo TG fAGIKES QUOIKES KA YNMIKES 1O10TNTES

DVoIKH KOTAGTOOT o Xteped
APOLOL : Mn dwbéoyio
Oopn : Mn dwbéoyio
Op1o oopng : Mn dwbéoyio
Inueio Eemg 1 =93°C
Inueio m&emg : Mn Swbéopo
Inueio Bpacpod : Mn dwbéoyio
Evpiextoémto : Mn Swbéopo
Xapnhotepo 6pio £kpnéng 1 Agv oyvet
Avdtato 6pro ekpnEpotrag 1 Agv oydet
Inueio avapredng 1 Asv oyoet
Bgppokpacio avtavaereéng : Agv oydet
Bgppokpacio arocvuvieong : Mn dwbéoyo
pH : Mn dwbéoyo
Adiopo pH : Mn Swbéopo
1EDOeG, Kvepatikog (17) 1 Agv oyoet
AwdvtoTTo : Nep6: 10-33.3 g/l
ZUVTEAEOTIG KOTAVOUNG GE HELYILOL N-0KTOVOANG/VEPOD : Mn dwbéoyto
(Log Kow)

Téon atumdv : Mn Swbéopo
ITieon atpov og Beppokpacio 50°C : Mn Swbéopo
Tukvomta : Mn dwbéoyo
ZyeTKN TOKVOTNHTOL : Mn Swbéopo
ZyeTkn TokvoTnTa aTHAV 6tovg 20°C 1 Asv oyoet
MéyeBog copatidiov 1 Mn Swbéopo

21/08/2024 (Huepounvia ékdoong) EL (eMnvikd) 4/9



Meloxicam impurity B
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

TMHMA 10: X100gp0TTO KO OVTIOPAGTIKOTTA

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrapyovv emmAéov TANpopopieg

Agv vrdpyovv emmALoV TANPOPOPiES

TMHMA 11: To&woloyikég TANPOPOPIES

Oé&ela to&ucdmra (amd oToOHATOC) . EmPlaPég oe mepintmon katdmoone.
Oé&ela to&ucdmra (Seppotin) : Mn ta&wounuévog (Baoet tov dtabéoipov dedopévav, Ta kprtnpio to&vounong dev minpovvon)
Oé&eia to&ucdmra (avamvon) : Mn ta&wounpévog (EMeparticd dedopévar)

2-apvo-5-pedvroderalomo (7305-71-7)

LD50 and tov otdpaTog 68 0povpaiong 688 mg/kg

LD50 péom tov d£pRatog 6€ apoupaiong > 2000 mg/kg
AGBpmon ko epediopog Tov d€ppratog : Mn ta&wvounuévos (Baoet tov dtabécimv dedopévav, ta kprripta Taévounong dev TAnpovvrat)
ZoPapn opOaipkn PAPN/epedionog 1 Mn ta&vounpévos (Baoet tov dtabécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
Evaicbntomoinem tov avoamvevstikov 1 : Mn ta&wopnuévog (Baoet tov Stoféoipamv dedopévmv, Ta Kprnpio toSvounong 6ev mAnpovval)
gvoucOntomoinon Tov déppatog
MetaAro&ryéveon yevwnTiKdV KuTTapOv : Mn ta&wopnuévog (Baoet tov dtobéoipwv dedopévav, ta kprrnpio ta&vounong dev minpovval)
Kapxwoyéveon : Mn ta&wounuévog (EMelpaticd dedopévar)
To&wodmTa 6TV avamopay®yn 1 Mn ta&wvounpévog (EMeparticd dedopévar)
Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) — 1 Mn ta&vounpévog (EAAepatikd dedopéva)
epanag £xbeon
Ewwn to&ikomra ota opyava-otoyovg (STOT) — : Mmnopei va mpokarécel PAAPec ota Opyava VOTEPO OO TAPOUTETAUEVT ) ETAVEIANUUEVT EKOEON.
emavelAnpupévn ékbeon
Enucivduvotnta avappdenong : Mn ta&wopnuévog (Advvopio cVALOYNG SEGOLEVOV Vi TEYVIKODG AOYOVC)

Agv vdpyovv emmA£ov TANPOPOpieg
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Meloxicam impurity B
Agltio Agdopévev Acpaleiog

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

TMHMA 12: Owkohoyikég TAnpo@opisg

Emivduvo yia to vddrtivo mepiBdilov, Bpayvrpobecpog : ITohd T0&1Kd yio TOLG VIPOBLOVG OPYAVIGHOVC.

(080¢)

Enikivduvo yia to vddrtivo mepiBdrlov, pokporpodbeopog @ TToAd 10&k0 yio ToLG VIPOBLOVG OPYOVIGHOVS, HE LOKPOYPOVIEG EMMTAOGELS.
(xpoV10G)

2-apvo-5-pedvroderalomo (7305-71-7)

LC50 - Yapuw [1] 190 mg/l (96 dpeg, Brachydanio rerio (ywépt (EPpa)) (Mébodog dokiung EU C.1)
EC50 - Kapkwoewdn [1] 0.7 mg/1 (48 dpeg, Daphnia magna (Nepoyvirog)) (Mébodog OOZA 202)
ErC50 ¢dxn 136.2 mg/1 (72 dpeg, Desmodesmus subspicatus) (Mébodog dokiung EU C.3)
NOEC ypbvio ook 10.6 mg/1 (72 dpeg, Desmodesmus subspicatus) (Mébodog dokiung EU C.3)

2-opvo-5-pedvroderaloio (7305-71-7)

AvbektikodtnTa Kot ikavoTnta anodouneng Aev vpiotorot taygio omocvvheon

Agev vdpyovv emmALov TANPOPOpieg

Aev vdpyovv emmAov TANpoPopie

Aev vrdpyovv emmAéov TANpoPopieg

Agev vdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpogopieg

TMHMA 13: Xtovyeio oyeTika pe 0 0130gon

Agv vrtdpyovv emmAéov TANpopopieg

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

Topeove pe ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Ap1Opog OHE 1 aprOpég TovtétTog

UN 3077 UN 3077 UN 3077

14.2. Oweia ovopacia amostorisc OHE

TTEPIBAAAONTIKA EITIKINAYNEX OYZIEX, ENVIRONMENTALLY HAZARDOUS Environmentally hazardous substance, solid, n.o.s.
YTEPEEZ, E.A.O. SUBSTANCE, SOLID, N.O.S.

21/08/2024 (Hpepopnvia £ékdoong) EL (eMnvikd) 6/9



Meloxicam impurity B
Agltio Agdopévev Acpaleiog

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

ADR

IMDG

IATA

Meprypogn eyypaoov peragopdg

UN 3077 IIEPIBAAAONTIKA EIIKINAYNES
OYZIES, STEPEES, E.A.O., 9, I1L, ()

UN 3077 ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S., 9, IlI, MARINE
POLLUTANT

UN 3077 Environmentally hazardous substance,
solid, n.o.s., 9, TII

14.3. Ta&n/-g1g KivdHvov KOTA TN HETAPOPE.

14.4. Opado. cvokevaciog

I

1II

I

14.5. Ileprfoirovtikn emKivovvoTnTo

Emucivduvo yio to mepidiiov: Now

Emwivduvo yio to mepifpdidov: Now
MOoAVGHATIKOG TaPEYOVTOG Y10l TO VIGTIVO
nepBdiiov: Now
ApOuoc EmS (Ivpkayd): F-A
ApOudc EmS (Awppony): S-F

Emucivduvo yio to mepidiiov: Now

Agev vrapyovv emmAéov Stabéoiueg TANPoopieg

14.6. Ewdwkég mpo@uracerg yia Tov ypnotn

Eniyewo petagopa

Kodwog tagvounong (ADR)

Ewwcég dorages (ADR)
Iepropiopéveg mocotnteg (ADR)
E&upovpeveg mocdtteg (ADR)
Odnyieg ovokevaciog (ADR)

Ewwég dotaéels ovokevooiog (ADR)
Awtdéel pektg cvokevacieg (ADR)

Odnyieg Yo popNTéG de&OUEVES KL EUTOPEVUOTOKIPAOTIOL

xodnv (ADR)

Ewwéc dratdéerg yio popntég deEapevig Ko
gumopgvpotoKBdTio udnv (ADR)

Koducog de&apevig (ADR)

Oympo yio petopopd de&apevng

Katmyopia petapopds (ADR)

Ewwég datdéerg yuo ) petagpopd - Koro (ADR)
Ewwéc dratdéerg yuo t petagpopd - Xvdnv (ADR)
Ewwég datdéerg yuo ) petapopd - Doptwon,
eKQOPTOON Kat Xepopog (ADR)

ApBv avayvodpiong kwvdovov (Képrep ApBp.)
Toptokoi dickot

Kwdwds tepropiopdmv yio onpayyes (ADR)

petapopd péco Baraocong

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

Ewwég dorages ovokevasiog (IMDG)

M7

274,335, 375, 601

Skg

El

P002, IBCOS, LP02, RO01
PP12, B3

MP10

T1, BK1, BK2, BK3

TP33

: SGAV, LGBV
AT
3
V13
VCl1, VC2
CV13

90

90
3077

274,335, 966, 967, 969
Skg

El

LP02, P002

PP12
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Meloxicam impurity B
Agltio Agdopévev Acpaleiog

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

Odnyieg cLOKELAGIOG EUTOPEVUATOKIBOTIOV-OEEAUEVDY
(kddwcog IMDG)

Ewducég dataées IBC (IMDG)

Odnyieg yio de€apevég (IMDG)

Ewducée drataéers yuo deEapevég (IMDG)

Katmyopieg poptiov (IMDG)

Amobnkevon kot yepopds (IMDG)

Evoépua petagopd

PCA E&aupovpeveg mocdmteg (IATA)

PCA Tlepropiopéveg mocotteg (IATA)

Kabapn péyom mocdmta yio meploptopévn tocomo
EMTPETOLEVT Y10 EMPOTIYE AEPOCKAPT KO YLOL
aepookden petapopds poptiov (IATA)

Odnyieg ovokevaoiog ya emPatnyd aepookden (IATA)
Kabapn péyiom mocdtnta yio emBatnyd aepookaen
KO yuoL 0epookaen petaeopds eoptiov (IATA)
Odnyieg ovokevaoiog LOVO Yo AEPOSKAPT LETUPOPES
poptiov (IATA)

Méyiot) mocoTNTo. LETAPOPAG OTOKAELGTIKG ATd
aepookden petapopds poptiov (IATA)

Ewducés drotaéerg (IATA)

Kwdwkog ERG (IATA)

: IBCO8

. B3

. BKI, BK2, BK3, T1
. TP33

A

Sw23

: El
: Y956
: 30kegG

: 956
: 400kg
: 956
: 400kg

. A97, A158, A179, A197, A215
: 9L

14.7. Oardooreg petapopis yvony coppmva pe Tig Tpasers ron IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopaxtipa

15.1. Kavoviopoi/vopoOeoio 6yeTikd pe Tnv a6@arera, tTny vysio kou to nepifariov yia Ty ovcia 1| To peiypo

kavovicpoi EE

Mapéptpe XVII tov REACH (IIpodmo0éceic mepropiopov)

Aev meptrapBavetat oto Mapdpmpa XVII tov REACH

Hapapmpa XIV 100 REACH (Katdloyog 0.0£1060Tn616)

Aev neprappaveton oto Mapaptnuoa XIV tov REACH (Kotdhoyog adetoddtnomng)

Katdroyog vroynerov oveidv REACH (SVHC)

Aev mepthapfavetotl 6tov KatdAoyo vroyneuwv ovcidv REACH

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

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

Kavoviopiog tov Zvpfoviriov (EK) yro Tov £heyyo e1d®@v Simhig ypfiong

Aev nepthapfaveton otov Kavoviepd (EK) tov ZvpBoviiov yia to £i6n Sumhng xprions.

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

Aev mepiéyet kopia ovoio(eg) mov mepthapfdvetoi(ovtat) 6Tov Katdloyo Tpddpopmv ovoidv ekpnktikdv (Koavoviopog EE 2019/1148 oyeticd pe v epmopio kot

™ PN TPOSPOUDY OVGLDV EKPIKTIKAOV)

Kavoviopiog nepi mpodpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyel ovoio(eg) mov mephappavetay(ovior) 6tov KoTdhoyo mpddpopmv ovetdv vapkatikdv (Kavoviopdog EK 273/2004 oyeticd pe 11 Tpodpopes ovoieg

VOPKOTIKOV)

15.2. A&ordynon ymuikis ao@dierog

Agv vdpyovv emmAéov TANPOPOpieg
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Meloxicam impurity B
Agltio Agdopévev Acpaleiog

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

TMHMA 16: AlLeg TANPOQPOPIES

I peg keipevo ppacewv H ko EUH:

Acute Tox. 4 (Ao Tov O&ela to&codmra (amd Tov 6TONTOC), Katnyopia 4

GTONOTOC)

Aquatic Acute 1 Emwcivduvo yuo 1o vddtvo mepifdAiov — 0&0g kivduvog, katnyopiog 1

Aquatic Chronic 1 Emcivduvo yua to vddtvo mepifdAiov — Xpoviog kivduvog, katnyopiog 1

H302 Emprapés oe mepintmon katdmoons.

H373 Mmnopei va tpokarécet BAAPeg ota dpyava VoTEP aTd TAPATETOUEVN | EmavEUUEVT EkOgoT.
H400 TToAd o0& Y100 Tovg VEPOPLOVG OPYAVIGHOVG.

H410 TToAd to&Ko Yo Tovg VEPOPLOVG OPYAVIGHOVG, LE HOKPOYPOVIES EXITTMOCELS.

STOT RE 2 Ewwn to&ikotra o€ 0pyava-ctdyovs Hotepa and exovellnupévn Ekbeon, katnyopio 2

Aghtio Agdopévav Acpalreiog (AAA), EE

ATIOIIOIHXZH EY®NHZX Ot mAnpo@opieg mov mepiéyovial o antd To dehtio mpoépyovtar and mnyég Tig onoies Bempodpe a&iomotes. [Tapoia avtd, divovtot
YOPIG Kapio gyydnon, pnt N appnn, Yo v akpifetd tovg. Ot cuvinkeg N ot pEBodot yeiptopod, amobnkevong, xpnong 1 ardppLyng Tov TPoidVTOg deV
VIOKEWVTOL 6T KN [ag VOHVI Kot Hopet Kot vor v UminTony Kot 6TIG approdtotntég pog. I'iontoig kot yio GALovg AGYoUG, 0momolovpacte Kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAKNAG 1| YPNUOTIKNG CNpiog oo, 1] LLe 0TTOL0dNTOTE TPOTO GUVOEVELEVT LE, TO YEPLGUO, TNV 0t0ONKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acpareiog cuvTaydnke KeL TPETEL VO YPTGILOTOLEITOL Y0l TO GUYKEKPILEVO TTPOTiov. Edv 1o Tpoidv ypnoiponoteitent g cuoTtatikd GAAOL
TPOIOVTOG, Ol TANPOPOPIES TOV TAPEXOVTUL £ EVOEXETOL VO LNV VOl EQUPUOGLLES. VTEG 0L TANPOPOPieg PacilovTol GTIC TPEXOVCES YVMGELS LLOG KoL
TPoopilovTal Yl VoL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10 AOYOLG VYIRS, AoQUAENS Kt TEPPAAAOVTIKOV OTOITOEWY. ZVVETADG, dev Ba mpémet va. OewpnOei
OTL £YYLATOAL OTOLUONTOTE GUYKEKPILEVT] 1L1OTNTA TOV TPOIOVTOG.
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