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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Celecoxib impurity A

Xnuwn Ovopacio : 4-(5-(m-Toly)-3-(trifluoromethyl)- 1 H-pyrazol-1-yl)benzenesulfonamide
apOpuog CAS : 170570-01-1

Kodwdg mpoiévtog : 202300086

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]

To&wodmta otV avaropayoyn, katmyopia 1B H360D

Ewu to&ucotnta 6 Opyova-otoxovs votepa and exovelnupévny  H373

£xbeon, katnyopio 2

Emcivduvo yio to vddtivo mepipdrlov — Xpoviog kivduvog, H410

Kkatnyopiag 1

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

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPIPdALOV

IToAb to&d Yo Tovg VEPOPLOVS OPYAVIGUOVG, LE HAKPOYPOVIES ETTTMOGELS. Mmopel va BAdyet o ufpvo. Mmopet va tpokarécet BAaPeg ota dpyava votepa amd
TopOTETAUEVT 1) ETAVEIANUUEVT EkBECT.

2.2. Xroyeia eTIKETOG

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

$ )

GHS08 GHS09
Ipogwomomtikn Aé€n (CLP) : Kivdvvog
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Celecoxib impurity A
Agltio Agdopévev Acpaleiog

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

AnAdoelg emkvdvvomtag (CLP) : H360D - Mmopei va fAdyet To Epppuo.
H373 - Mmopet va mpokarécet BAaPeg ota Opyava HoTEPE and TOPATETAUEVT 1] ETAVEIRTLUEVN
£xBeon.
H410 - TIoAd T0&1K6 Y10 TOLG VIPOBLOVG OPYAVIGHOVGS, LE LOKPOYPOVIEG EMATOCELS.
AnAdoetg Tpoevraéng (CLP) : P201 - Egodwaoteite pe TG e181kég 0d1yieg mpv omd Tt xpnion.
P202 - Mnv 10 gpnoiponomoete mpv S0 ACETE KOl KOTAVONGETE TIG 001YiEg TPOPOANENG.
P260 - Mnv avanvéete okovn/avabodoeis/aéplo/otayovidia/otnods/ekvepaduata.
P273 - No amogevyetor 1 ehevfépwon oto meptBdAiov.
P280 - Noa popdte TpocTATEVTIKE YAVTIO/TPOGTOTEVTIKG EVEVLATO/UEGO ATOUIKNG TPOCTAGIOG Y10 TOL
UATI0/T0 TPOCMOTO/TOL AVTLAL.
P314 - ZupPovievbeite/Emokepbeite yiatpd edv arcbavieite adiobeoio.
P391 - Maléyte ™ yopévn mocdTa.
P405 - dvrdcoeton KAEWOUEVO.
P501 - AudBeon tov meplexopévov/aepleéktn o€ onpeio GLALOYNG ETKIVOLVOVY 1 EWIKOV aroPAfTOV,
GOUOMVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £BVIKOVG /Kot SebVelg KOvoviGHOovE.
Inpavon cvppova pe: E&apeitor ) ecwtepikn) cvokevaoio, Ta meplexopeva g omoiag dev veepPaivovv ta 10ml.
Ewovoypappata kivdovov (CLP) :

GHSO08
2.3. Alhot kivovvor
AlAeg mAnpoopieg : IIpocoyn - n mapovca ovsio dev Exet oKOUN SOKIULAGTEL TAPMC.

TMHMA 3: Z9vOeon/aAnpo@opies Y10 To CVGTATIKG

3.1. Ovoieg
Ovopa AvVayvopeTIKOg KOoKog % Koatdraén copoova pe v odnyia
TPOidVTOg 1272/2008 EK [CLP]
4-(5-(m-Toly)-3-(trifluoromethyl)-1H-pyrazol-1- apOpog CAS: 170570-01-1 <100 Repr. 1B, H360D
yl)benzenesulfonamide STOT RE 2, H373
Aquatic Chronic 1, H410

ITAnpeg keipevo tov niocemv H kot EUH: BAéne tunua 16

TMHMA 4: Métpa npdtov fonbsiov

4.1. eprypoon pétpov TpOTOV fonderav

Tevikd pétpa podTev Ponderdv : Xe mepintoot apPoA®V 1| €4V T0 GUUTTOUATO ETUEVOVV, KAAEGTE YLOTPO.

Métpa tpdTev Bondeidv petd anod silomvon : Metagépete Tov Tofovta 6Tov Kabapd aépa Kot apnoTe TOV Vo EEKOVPOCTEL 6€ GTAGT) TTOV
S1eVKOADVEL TNV avomvor]. Apriote Tov Tafdva va Eekovpaotel. e nepintwon adwbeciog :
ZvpPovievdeite/Emoxeqbeite yotpo.

Métpa tpotmv Bondeldv petd and emaen pe To déppo : ATOPOKPOVETE TO LOAVGUEVO POVYIGHO, TAOVETE OAN TNV EKTEDEIUEVT TEPLOYN OEPLATOG HE OTAAD
GATOVVL KoL VEPO, Kol 6TN cuvéyetn Eemdévete pe (e6TO vepo.

Métpa tpotmv Bondetdv petd and exagn pe to pdtio : Eemlovete pe vepd kpotdvtog ta fAEeapa kakd avorytd. Zvpfovlevteite yiatpd edv cvveyiletar o
TOVOG N 1 KOKKIVIAQL.

Métpa tpotmv fondetdv petd and katdroon : Eemlovete 1o otopa pe vepd (LOvo edv To dTopo dratnpel i aebnoelg tov). My yopnynoete moté
0TINTOTE OO TO GTOUN GE GTOLO TTOV £XEL YAOEL TIS aoONoElg Tov. ZvupPovievdeite/Emokepeite
apEcmG yoTpd.

4.2. ZNPavTIKOTEPO COPTTONATO KUL ETOPAGELS, APEGES 1] NETAYEVEGTEPES
Agv vrdpyovv emmAéov TANpopopieg

4.3."Evé€1&n omo1acdNmToTE amotTOOPEVIG GIECTIG LUTPIKNG PPOVTIdUG Kot E101KN G Ogpaneiog

Agv vrdpyovv emmAéov TANpopopieg
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Celecoxib impurity A
Agltio Agdopévev Acpaleiog

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

TMHMA 5: Métpa yro TV KOTOToAEP) 0N TS TVPKAYLAG

Katdnka péca mopdcPeong : Xpnowonowmote péca katdoPeons KatdAAnAa yo tv nepipdiiovoa Topkaytd. Ato&eidio Tov
avOpara. Yekaopodg pe vepd. Enpn okovn. KovBépta mopdoPeonc.

AxatdAnko TopocPecTikd HEGo : Mn ypnoponoteite peydin pon vepov.

X TePItTOOT TVPKAYLIG TOPAYOVTOL ENIKIVEVLVO : H atelig kavon anglevbepmdvet entcivéuvo povo&eidio Tov avBpaka, d10&eidio Tov avOpaia Kot

mpoidvta arochvieong Ao o€ aépra. [TiBovn amoBoin to&kod vEpoug.

MéTpa Y100 TNV KOTOTOAEUNGT THG TUPKOYLIG 1 Amogevyete T S1opLY1 TOL vEPOD TG TVPOGPESNS 6TO TEPPAALOV.
IIpoctacio kotd v TupdSPecT : Mnv engpPoivete yopic kKatdAAnio e£0TAGHO. AVTOVOUT OVOTVEVLGTIKT GUGKELT LE HOVOGT).
OMOGOUN TPOGTUTEVTIKT) GTOAN.

TMHMA 6: Métpa 6€ TEPINTOGN GKOVGLOG EKAVONG

Tevikd pétpa : Amo@evyeTe TV ETAPY) TOV TPOIOVTOG LE TO SEPLA, TOL HATLO ) TO POVYIGHO.

I'a Tpoc®mIKO GALO amd TO TPOCOTIKO EKTUKTNG UVAYKIG

Métpa éktaxtng avykng : ATMOUoKpOVETE TO TEPLTTO TPOSOTIKO.

TN dropa wov TpooPépovy TpdTES for)Bereg

E&onhopog mpootaciog : Mnv enepfoivete yopic katdrinio egonhopd. ' tepiocdtepeg TAnpopopics avaTpiste oty
evomta 8 :""Eleyyog tng ékbeong-Atopkn tpoctacio.

No anopevyetar 1 ehevbépwon oto mepBarrov. Epmodiote v 16060 6TOVG OMOYETEVTIKOVS Ay®YOVS 1) GTO SNUOGLO JIKTVLO VEPOL.

T v anobnkevon 1 ATOppoPNGTE TO HE £VOL 0OPAVEG VAIKO Kot TomoBeTNoTE T0 68 vav KatdAAnio mepiéktn didbeong
amofANToV.
MéBodot kabapiopon : Eem\Ovete Tig LOAVGUEVEG EPGvELES pe dpBovo vepd. Kabapiopds pe amoppumoviikd.

Agite 10 Tunpa 13 yio tAnpogopieg oyetikd pe m d1dbeon.

TMHMA 7: Xepiopog ko awodnkevon

Emn\éov kivduvor katd v eneepyacio . Eyxvopovotoeg kot Onhalovoeg va umv £pxoviat o€ Kopio ETaQt| He T0 TPoidv.
Ipoeurd&ers yio aoorn XEPIGUO 1 Amogevyete kaOe meprrt ékbeomn. Dpoviicte MOTE 0 YOPOG epyosiog va e&uepileTal cOGTA.
Mérpa vytewvig : Mnv tpdre, nivete M| komvilete, dtav ypnoponoteite ovtd to mpoidv. Ta poivouéve evévporo

epyaciog dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oag Tpv omd kabe
£PYOOLOKO StEAEYLHO KO LETE TO TENOG TNG EPYAGINGC.

ZovOnkeg @OAUENG 1 Amofnkeveton og KoAG aeplopevo xmpo. O meptéktng Statnpeitat epunTiké KAEWGTOG. AToQevyete
™ (éotn Kot TV Gpecn nAloKT akTvoBolia.
Y\ cvokevasiog : AloTnpnote 6TOVG apYLKODG TEPIEKTEG.

Agev vdpyovv emmAéov TANpoPopieg
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Celecoxib impurity A
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

Agv vdpyovv emmALov TANPOPOPiEg

8.2. 'Edeyyon ék0gong

Katariinior pnyavikoi éreyyol

Katarlinior pnyavikoi éreyyou:
Dpovtiote ®OTE 0 YDOPOS epyosiog va eEaepiletal cmotd. Zuvnbmg amatteitol cHOTNHA YEVIKOD HNyaviKoD eE0EPIGHOD TOV XMPOV. XTO HETPO TOV SUVATOV 1
APNOT TOV TPOIOVTOG TPEMEL VO YIVETOL GE EPYUGTNPLUKT YOAVN.

ATOMKOG TPOGTUTEVTIKOG EE0TAMGPOG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Ipocrocia 0pOaipdv:

Popdte cuokevn TpooTaciog yio o patio. [Ipootatevtikd yvad pe midylo tpoctatevtikd. (EN 166)
IIpootacio Tov déppatog

Ipootacio Tov déppoToc:
Dopdte KATIANAO TPOGTUTEVTIKO POVYICUO. XPpron € epyasTipla : Todld epyactnpiov. (EN 13034)

Ipocrocia ToV yepLodv:
Na popdte kordAAnio yavtie. IIpostatevticd yavtio avOektikd og ynukd npoiovra. (EN 374)

IIpooTucio TOV AVATVEVGTIKAOV 00GV

IIpocTocia TOV OVATVEVGTIKAV 00DV:
Y nepinTOon Topayyng okovng, YPNOLLOTOWGTE TPOCTATEVTIKY LACK pe Pidtpo : P3

TMHMA 9: ®voikég Kol ynUIKEG 1016TNTEG

9.1. Zroyeia Yo Tig fucikéc QUOIKES KoL YNUIKES 1OLOTNTEG

Duon KotdoTaom 1 Xteped
APDOHOL : Mn Swbéopo
Oopn : Mn Swbéorpo
Op1o oopng : Mn Swbéorpo
Inpeio mEemg : Mn Swbéoyo
Inueio m&emg : Mn Swbéopo
Inueio Bpacpod : Mn dwbéoyio
Evpiextomto : Mn Swbéopo
Xoapniotepo 6pio £kpnéng : Agv woydet
Avdtato 6pro expnEpomrag 1 Agv woydet
Inueio avapreéng 1 Aev oyvet
Bgppokpacio avtavaereéng : Agv woydet
Bgppokpacio arocvuvieong : Mn dwbéoyio
pH : Mn dwbéoyo
Addopo pH : Mn Swbéopo
EDOEC, KIVEUOTIKOG (17) : Agv oydet
AwAvtomTo : Nepo: Erappd SraAvtd
TUVTEAEOTIG KOTAVOUNG GE HELYHLOL N-0KTOVOANG/VEPOD : Mn dwbéoyio
(Log Kow)

Taon atuodv : Mn dwbéoyio
ITieon atpov og Beppokpacio 50°C : Mn dwbéoyio
Tukvotnta : Mn dwbéoyio
ZyeTIKN TUKVOTNTO : Mn Swbéopo
ZyeTIKN TUKVOTNTO 0TUOV 6ToVG 20°C 1 Agv woydet
Méyebog copatidiov : Mn dwbéoyo

9.2. Aoutéc TAnpogopieg

Agv vrdpyovv emmAéov TANpopopieg
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Celecoxib impurity A
Agltio Agdopévev Acpaleiog

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

TMHMA 10: Xta0gpdtnTo Kol avIIdpaoTIKOTNTO

Agv vdpyovv emmALov TANPOPOPiEg

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrapyovv emmAéov TANpopopieg

TMHMA 11: To&koroyikég TANPOPOPIES

Oé&eia to&ucdmra (amd 6ToOpaTOC) : Mn ta&wopnuévog (EMeiparticd dedopévar)
Oé&eia to&ucdmra (deppotikn) : Mn ta&wopnpévog (EMeipaticd dedopévar)
Oé&eia to&ucdmra (avamvon) : Mn ta&wopnuévog (EMeipaticd dedopévar)
AGBpmon ko epediopdg Tov dEppratog : Mn ta&wvopnpévos (EAdepatikd dedopéva)
ZoPapn opOaipkn PAPN/epedionog : Mn ta&vounpévog (EAdepatikd dedopéva)
Evaisbntomoinem tov avamvevstikov 1 1 Mn ta&vounpévog (EAdeipatikd dedopéva)
gvoucOntomoinon Tov déppatog

Metalho&ryéveon YEVWNTIKOV KUTTAPOV : Mn ta&wopnpévog (EAleiatikd dedopévar)
Kapxwoyéveon : Mn ta&wounpévog (EMeipaticd dedopévar)
To&wodmTa 6TV avamopay®yn : Mmnopei va. Brayet To £uppvo.

Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) — 1 Mn ta&vounpévog (EAepatikd dedopéva)
epanag éxbeon

Ewu to&ucotnta ota dpyava-ctoyovg (STOT) — : Mmnopei va mpokarécel PAAPec ota Opyave VOTEPO OO TAPOTETAUEVT | ETAVEIANUUEVT EKOEON.

emavelAnpupévn ékbeon
Enucvduvotnta avappdenong : Mn ta&wopnuévog (Advvopio cVAAOYNG SEBOUEVOV Vi TEYVIKODG AOYOLC)

Agv vdpyovv emmALov TANPOPOPies

TMHMA 12: Owoloyikég TApopopies
Emcivduvo yia to vddrtvo mepiBdrrov, Bpayvrpodbecpog : Mn ta&wounuévog (EMeyaticd dedopéva)
(080¢)

Emcivduvo yio to vddrtivo mepiBdrlov, pokporpodbecpog @ IToAd T0&kd yio TOLG VIPOBLOVG OPYOVIGHOVS, HE LOKPOYPOVIEG EMMTAOGELS.
(xpoviog)

4-(5-(m-Toly)-3-(trifluoromethyl)-1H-pyrazol-1-yl)benzenesulfonamide (170570-01-1)

AVOEKTIKOTNTO KO IKAVOTNTO OTTOSOUNONG Agev voiotatot tayeio omocvvieon
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Celecoxib 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

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANPoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

TMHMA 13: Xtovyeio oyeTika pe ) o100gon

Agv vrapyovv emmAéov TANpopopieg

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

Topeovo pe ADR / IMDG / TATA
ADR IMDG TATA

14.1. Ap1Opog OHE 1 aprBpég tovtétnTog

UN 3077 UN 3077 UN 3077

14.2. Oweia ovopacio amostoric OHE

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

Meprypogi eyypaoov petagopag

UN 3077 IIEPIBAAAONTIKA EITIKINAYNEX | UN 3077 ENVIRONMENTALLY HAZARDOUS UN 3077 Environmentally hazardous substance,
OYZIEL, XTEPEEX, E.A.O., 9, 111, (-) SUBSTANCE, SOLID, N.O.S., 9, III, MARINE solid, n.o.s., 9, IIT
POLLUTANT

14.3. Ta&n/-e1¢ KivdHvov KOTa TN PETAPOPA

14.4. Opddo cvokevaciog

1II 1II 1II

14.5. Ileprforrovtikn emKivovvoTnTO

Emucivduvo yio to mepidiiov: Now Emucivéuvo yia to mepiBdiiov: Now Emucivduvo yio to mepidiiov: Now
MOoAVGHATIKOG TAPEYOVTOG Y10l TO VIGTIVO
nepBdiiov: Noaw
ApOuoc EmS (ITvpkayd): F-A
ApBuog EmS (Awppon): S-F

Agev vrapyovv emmAéov Stabéoiueg TANPoopieg
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Celecoxib impurity A
Agltio Agdopévev Acpaleiog

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

14.6. E101kéc TPOoQUAGEELS Y10 TOV (P1GTN

Eniyewo peragopd

Kddwoag ta&vounong (ADR) : M7
Ewducée dotaées (ADR) 1 274,335, 375, 601
Mepropiopéveg moodteg (ADR) . Skg
E&mpovpeves mocotnteg (ADR) . El
Odnyieg ovokevaoiog (ADR) : P002, IBCOS, LP02, ROO1
Ewdwés dotaéerg ovokevooiog (ADR) : PP12,B3
Awtdéelg pektg cvokevacieg (ADR) : MP10
Odnyieg yio opntég defapeveg kon gpmopevpotokifotie : T1, BK1, BK2, BK3
x0dnv (ADR)
Ewducég drotaéers yio popntég deEopevig Kot : TP33
gumopgvpotokiBdtio xodnv (ADR)
Kodwog de&apevig (ADR) : SGAV, LGBV
Oympo yo petopopd de&apevng : AT
Katmyopia petapopdc (ADR) : 3
Ewducéc draraéers yuo ) petapopd - Kora (ADR) : V13
Ewducés drotaéels yia ) petagopd - Xodnv (ADR) : VCl,vC2
Ewdwcés dataéers yuo ) petapopd - Poptmon, : CVI13
eKQOPTOON Kat xePopog (ADR)
Ap1Bv avayvopiong kwvdvvov (Kéuhep Apiop.) : 90
IMoptokoi dickot :

90

3077

Kodwog teplopiopmv yo onpayyes (ADR) Do

petapopd pécm Boraoong

Ewwm npopreyn (IMDG) 1 274, 335, 966, 967, 969
[epropiopéveg mosdmteg (IMDG) : Skg

E&mpovpeves mocdtnteg (IMDG) : El

Odnyieg ovokevaciog (IMDG) : LP02, P002

Ewducée dataées ovokevasiog (IMDG) : PP12

Odnyieg ovokevaoiog eunopevpotokiBotiov-deiopevav  : IBCO8

(kddwog IMDG)

Ewucés daraées IBC (IMDG) : B3

Odnyieg yio de€apevég (IMDG) : BKI1, BK2, BK3, T1
Ewducés dotaéers yua defapevég (IMDG) : TP33

Katmyopieg poptiov (IMDG) DA

Amofrkevon kot xeptopdg (IMDG) : SW23

Evaépia petagopd

PCA E&apovpeveg mocoteg (IATA) . El
PCA Tlepropiopéveg mocotteg (IATA) : Y956
Kabapn péyom mocdmta yo tepopiopévn tocdmta @ 30kgG

EMTPETOLEVT Y1 ETPOTIYE AEPOCKAPT KO YLOL
agpookden petapopds poptiov (IATA)
Odnyieg ovokevaoiog ya emPatnyd oepookden (IATA) : 956

Kabapn péyiom mocdtnta yio emBatnyd aeposkaen : 400kg

Ko yu 0epookaen petapopds goptiov (IATA)

Odnyieg cvokevAGIOgG LOVO YO0 HEPOTKAPT LETUPOPAS 1 956

poptiov (IATA)

Méyiot mocdTNTo. LETAPOPAS UTOKAEIGTIKG AT : 400kg

aepookden petapopdg eoptiov (IATA)

Ewwés dotaers (IATA) . A97, A158, A179, A197, A215
Kodwog ERG (IATA) : 9L

14.7. Oaldooreg petapopis yvony copgpmva pe Tig Tpaters ron IMO

Agv oyvet
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Celecoxib impurity A
Agltio Agdopévev Acpaleiog

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

TMHMA 15: Xtovyeio vopo0etikov yopaxtipo

15.1. Kavovicpoi/vopoOsecio oyeTikd pe Ty a6Qaiera, Tnv vysio Ko 7o agpailov yio TV ovcia 1 T0 peiypa

kavoviopoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev teprapfavetat oto Mapapmpoa XVII tov REACH

Hapaptpa XIV 100 REACH (Katdloyog 0.0£1060Tn61G)

Aev nepthapPaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroynguov ovordv REACH (SVHC)

Aev tepilapfavetol 6tov KatdAoyo vroynielwv ovcuwv REACH

Kavoviopdg mepi e&ac0évnong Tov 6ovrog (EE 1005/ 2009)

Aev neprapfdaveton otov Katdhoyo ovatdv mov eEacbeviCovy to 6Cov (Kavoviopog EE 1005/2009)

Kavoviepog tov Zoppoviiov (EK) yia tov éleyyo e1d@v Siwiig xpiong

Aev tepirapfavetal otov Kavoviopd (EK) tov Zvpfoviiov yuo ta €idn dumdng ypnone.

Kavoviopog mepi ekpnkTIk®V Tpoédpopmv overdv (EE 2019/1148)

Aev mepiéyel kopia ovoio(eg) mov meptrapfdvetoi(ovrat) 6Tov Katdroyo Tpddpopmv ovcotdv ekpnktikdv (Kavoviopos EE 2019/1148 oyeticd pe v eumopio. kot

™ XPNON TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviepog nepi npédpopmv ovordv vapkotik®dv (EK 273/2004)

Aev mepiéyet ovoio(eg) mov TePLapBAvETaL(OVTOL) GTOV KOTAAOYO TPOSPOU®Y 0VGIOV VapKOTIK®OV (Kavoviopdog EK 273/2004 oyetikd pe Tig tpd3popeg ovoieg

VOPKOTIKOV)

15.2. A&oroynon ymuikig acQaielag

Agv vrdpyovv emmAéov TAnpogopieg

TMHMA 16: ALLheg TANPOPOPIES

Emonpavon arhayov
Tpnpa Tpomorompévo cToyyEio Hopatnpriceg
Avtikofiotd v ékdoon Ipoctédnke
evnuépmon Ipootidnke
Hpepopnvia ékdoong TpomomouOnke
1.1 apbpog CAS Ipoctédnke
1.2 Ieplopiopoi otn xprion TpomomouOnke
1.2 Xpron g ovciag/Tov pelypatog TpomomouniOnke
1.2 Kopa katmyopio xprong Aparpédnke
2.1 AvemBOunTEG PUOIKOYNUKEG EMSPACELS, KAODG TpomomouOnke
Kot EMOPACELS 6TV avOpOTIVI VYEin Kot GTO
neptPariov
2.3 AM\eg mAnpogopieg Ipootédnke
4.1 Tevikd pérpa tpdTOV Pondeidv poctédnke
4.1 Métpa tpdTev Pondeidv petd omd exapn pe To TpomomouniOnke
déppa
4.1 Métpa tpdTev Bondeidv petd omd eilomvon TpomomoumOnke
4.1 Métpa tpodtmv Bonbetdv petd and katdnoon TpomomouOnke
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Celecoxib impurity A
Agltio Agdopévev Acpaleiog

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

Emonpavon arhayov
Tpnpa Tpomorompévo cToyyeio Hopatnpicseig
4.1 Métpa tpdTov Bondeldv petd amd emaen pe To TpomomouOnke
pétio
42 ZOURTOUATO/ETOPACELS Aparpénke
4.2 ZOUNTOUOTO/EMOPACELS LETG OO ETAPN LLE TO Aparpédnke
dépuo
4.2 ZOUTTOUOTO/ETOPAGELS LETE OO ELGTVOT| Aparpédnke
4.2 SOUTTOUOTO/ETOPACELS LETE OO ETOPT| UE TOL Apurpédnke
pétio
43 AN wTpkn yvoupdtevon 1 Bepomeio Aparpédnke
5.1 AxotdAAnAo TpocPecTikd HéEGo Ipootidnke
5.1 Katdhiniao péoa mopdoPeong TpomomouOnke
5.2 Y mepinton TupKAYLAS TopayovTaL ENKIVELVEL Ipootédnke
TPOIOVTO 0TOGVVOESNG
5.2 Kivduvog mopkayidc Apupédnke
53 IIpoctacio katd TV TopdcPeon Ipoctédnke
53 Métpa Yo TV KATATOAEUNGT TNG TUPKAYLAS TpomomouOnke
6.1 E&omhopndg mpoctaciog Ipootidnke
6.1 Métpa EKTAKTNG OVAYKNG TpomomouOnke
6.1 Tevikd pétpa TpomomouOnke
6.2 [eptBoailovtikés TPOPLAGEELS Ipoctédnke
6.3 T v amoOfikevon Ipootidnke
6.3 MébBodot kabapiopon TpomomouOnke
6.4 THapanopn og GAho tunpota (8, 13) Ipootédnke
7.1 Emumhéov kivéuvol katd v enegepyacio TpomomouOnke
7.1 IIpo@ulaéels yio ao@ain xEPoUO TpomomouniOnke
7.1 Métpa vylevig TpomomouOnke
7.2 YAkd cvokevaciog Ipootidnke
7.2 Teyvikd pétpo Aparpénke
7.2 YuvOnkeg O aENg TpomomouOnke
7.3 Ewwcés ypnoetg telikod Kotovolot Aparpédnke
8.2 [Ipoctacio TV VOTVELGTIKOV 00MV TpomomouOnke
8.2 TIpoctacio tov yepudv TpomomoumOnke
8.2 TIpootaoio opOaipmv TpomomouOnke
8.2 Katdiinkot unyavikoi Ereyyot TpomomouOnke
8.2 TIpootacio Tov déppoatog TpomomouOnke
9 Oopn Aparpédnke
10.1 Avtidpactikémro Apurpédnke
10.5 Mn cvppatd vikd Agorpédnke
10.6 Emwivduva tpoidvta amochvieong Aparpédnke
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Celecoxib impurity A
Agltio Agdopévev Acpaleiog

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

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Hopatnpriceig
12.1 Oworoyia - yevikd Aparpédnke
13.1 Tleprpepelakdg kavoviopog mepi amofANTev Aparpénke

I peg keipevo ppacewv H ko EUH:

Aquatic Chronic 1 Emucivduvo yio to vdatvo mepidriov — Xpoviog kivduvog, katnyopiog 1

H360D Mmropei va. PAdyet To Euppuo.

H373 Mrmopei vo tpokarécetl PAAPEG 0T Opyava VOTEP OO TUPATETOUEVT] 1) ETAVEIANUUEVT EKOEG).
H410 TToA) T0&1Kd Y1 ToVG VIPOPLOVG OPYAVIGHOVG, LE LAKPOXPOVIES EMATOCELG.

Repr. 1B To&wodmta oty avamapayoyn, katyopio 1B

STOT RE 2 Edu to&ucotnta o Opyava-otoxovs Votepa and exovelnupévn ékbeon, kotnyopia 2

Aehktio Agdopévov Acpakeiog (AAA), EE

ATIOIIOIHZH EY®NHZX Ot minpogopieg mov mepiéyoviat 6e avtd 10 deATio mpoépyovtar amd mnyég Tig onoieg Oempovpe a&dmiotes. [apdra avtd, divovat
xopis Kapio eyyomon, pnm N appntn, yio v akpifeid tovg. Ot cuvinkeg N ot pébodot xeptopov, amobnkevong, xpiong 1 ordPPIYNG TOL TPOIOVTOG deV
VIOKEWTAL 6T S1KH pog €0OHVN Kot PITopEl Kt vor NV EUTITTOVY Kot 6TIS appodtotTég Hog. [''avtong Kot yio GAAoLG AdYoVS, omomotovpacte kabe evbovn o
TEPINTOON AMOAELNG, VAIKNG T XPNHOTIKAG {Npiog 0o, 1| (e 0Tot0dNToTe TPOTO GUVOEVELEVT LE, TO YEIPIGHO, TNV amodnKevoT 1 TN XP1oN TOL TPOIOVTOG. AVTO TO
Aehktio Agdopévav Acpaleiog cuvtayOnke Ket TPETEL VoL XPNGILOTOLEITAL Y10 TO GUYKEKPLLEVO TPOTov. Edv to mpoidv ypnoiomoteiteat ©g Guatatikd GAlov
TPOTOVTOG, Ol TANPOPOPIES TTOV TAPEXOVTOL GG EVOEYETOL VOL UV EIVOL EPUPUOGLUES. VTEG OL TANPOPOPieS BacilovTal 6TIS TPEYOVGES YVAOGELS UG KOL
TpoopilovTat yio. Vo, TEPLYPAYOLV TO TPOTOV OTOKAEIGTIKA Y10 AOYOVG VYELNG, AoQaAElg Kot TEPPAAAOVIIKOV ATOITOEDV. XVVERMS, dgv Oa Tpémet va DewpnOet
OTL £YYVATOL OTOLOINTOTE GLYKEKPULEVT 1O1OTNTOL TOV TPOTOVTOG.
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