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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Fludarabine for peak identification
Xnuwn Ovopacio : Fludarabine phosphate

apOpuog CAS 1 75607-67-9

Kodwdg mpoiévtog 1202400657

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]

Metalha&ly£veon) YEVWINTIKOV KUTTAp®V, Katnyopio 2 H341
Kapxwoyéveon, katmyopio 2 H351
To&wdmTa 6TV avorapaywyn, katnyopio 1B H360Df

Ewu to&ucotnta o 0pyova-oto)ovs votepa and exovelnupévny  H372

£xfeom, katmyopio 1

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

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

"Yromto yio mpdkinon kapkivov. Yonto yio mpdkAnon yevetlk®mv erattopdtov. Mmopet va PAdyet To Euppuo. "Yronto yia tpdxAnon PAGBNG ot yovipuodma.
[pokaiel Prafeg oto Opyava votepa amd mopateTapévn 1 exavelinpupévn £xbeon.

2.2. Xroyeia eTIKETOG

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

GHS08
Ipogwomomtikn Aé€n (CLP) : Kivdvvog
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Fludarabine for peak identification
Agltio Agdopévev Acpaleiog

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

AnAdoelg emkvdvvomtag (CLP) : H341 -"Yronto yioa TpdKANGoN YEVETIKGOV EAATTOUATMV.
H351 -"Yronto yio mpoxkAnomn koapkivov.
H360Df - Mmopei va. Brayet To Euppuo. "Yronto yia tpoxkAnen PAGBNg ot yovipdta.
H372 - Ilpokodei PAGBeg ota Opyavo. (LVEAGG TV 06TMV) VOTEPO OTO TOPATETAUEVN I}
emavelnupévn ékbeon.
AnAdoeig Tpoeoraéng (CLP) : P201 - Egodwaoteite pe TG e181kéG 001 yieg mpv omd Tt xpnion.
P202 - Mnv 10 gpnoiponomoete mpv SofACETE KOl KOTAVONGETE TIG 001YiEg TPOPOAAENG.
P260 - Mnv avonvéete okovn/avabopdoeis/aéplo/otayovidia/otnods/sekvepduata.
P264 - ITAovete ta gépua, Tovg myels (avtifpdyia) Kot 10 TpOomTO GYOAUGTIKA LETH TO XEPLOUO.
P270 - Mnv 1pdrte, mivete 1 Komvilete, OTAV XPNGUOTOLEITE OWTO TO TPOTOV.
P280 - No popdte TpoCTATEVTIKE YOVTIO/TPOGTOTEVTIKG EVOOLATO/UEGO ATOUIKNG TTPOCTAGIOG Y10 TOL
LATI0/T0 TPOCMOTO/TO AVTLAL.
P314 - ZupPovievbeite/Emokepbeite yiatpd edv arcbavieite adiobeoio.
P405 - dvrdcoeton KAEWOUEVO.
P501 - AuiBeon tov meplexopévov/aepléktn o€ onpeio GLALOYNG ETKIVOLVOVY 1 EWIKOV amoPAfTOV,
GOUOOVO [LE TOVG TOTIKOVG, TEPLPEPELOKOVS, £BVIKOVG /Kot Siebveig KovovioHove.
INpavon cvppova pe: E&apeitor ) ecotepikn) cvokevaoio, Ta meplexoeva g omoiag dev veepPaivovv ta 10ml.
Ewovoypappoata kivdovov (CLP) :

GHS08
2.3. AXLot kivovvor
Alheg mAnpogopieg . Evepyd ovotatikod (68 QapHoKeLTIKE TPOIoVTaL).

ITpocoyn - N Tapodce ovaio dev Exel aKOUN SOKIUAGTEL TAPMC.

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

3.1. Ovoieg
Ovopa AVayvopeTIKOg KOOTKOG % Koatdraén copoova pe tnv odnyia
TPoidVTOg 1272/2008 EK [CLP]
Fludarabine phosphate apOpog CAS: 75607-67-9 <100 Muta. 2, H341
Carc. 2, H351
Repr. 1B, H360Df
STOT RE 1, H372

ITAnpeg keipevo tv Mnidcemv H kot EUH: BAéne tunua 16

TMHMA 4: Métpa npdtov fonbsiov

4.1. leprypaon pétpov Ttpatov fonderav

Tevikd pétpa tpodTev fonderdv 1 Xe mepintoot apPoAdV 1| €4V T0 GUUTTOUATO ETUEVOVV, KAAEGTE YLOTPO.

Métpa tpotev Bonbeldv petd and glomvon . Metagépete tov mabovto otov Kabapd aépa Kot apioTe ToV Vo EEKOVPOCTEL G€ GTAGT TOV
S1evKOADVEL TNV avomvoT|. Apriote Tov Tafdva va Eekovpaotel. e nepintwon adwbeciog :
Yvppovievbeite/Emokepbeite yratpd.

Métpa tpotev Bondeldv petd and exaen pe To déppo : ATOPOKPOVETE TO LOAVGUEVO POVYIOUO, TAOVETE OAN TNV EKTEDEWEVT TTEPLOYN SEPLOTOG e ATOAD
GATOVVL Kot VEPO, Kal 6Tn cuvéyeta Eemhévete pe (eoTO vepo.

Métpa tpotmv Bondetdv petd and exapn pe to pdtio . Eemlovete pe vepd kpotdvtag to fAEPapa kaAd avorytd. Zvpfovievteite yotpd €dv cuveyiletatl o
TOVOG N 1 KOKKIVIAQL.

Métpa mpotmv fondetdv petd and katdroon . Eemlovete 1o otopa pe vepod (LOvo v To dTopo dratnpel i aebnoelg tov). Mnv yopnynoete noté
0TINTOTE OO TO GTOUN GE GTOHO TTOV £XEL YAOEL TIS a1oONoELg Tov. ZvpPovievdeite/Emokepheite
apEcmG yoTpd.

4.2. ZNpOoVTIKOTEPE COPTTONOATO KOL EMOPAGELS, AUEGES 1] LETAYEVECTEPES

Agv vrapyovv emmAéov TANpopopieg
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Fludarabine for peak identification
Agltio Agdopévev Acpaleiog

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

4.3."Evo€1En 0TT010.601)TOTE ATUITOVUEVIS GUEGTG LUTPIKNG QPOVTIONG K E10IKNG Oepameiag

Agv vdpyovv emmALov TANPOPOPiEs

TMHMA 5: M£tpa y10. TNV KOTOTOAEN 6] TG TUPKAYLAG

5.1. [TvpooPeotika péca

KatdAinia péoa mopocBeong : 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.

5.2. Ewdwkoi T0mo1 ETKIVOUVOTNTAS TOV TPOKVTTTOVV até TNV 0VGia 1] TO peiypa

Ye mepinton ToupKoyLig Topdyovtor entkivévva : 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.

5.3. ZvoTdoeis 1o Tovg TupocPicTeg

Métpa yuo TV KATOTOAEUN O TG TUPKOYLAG 1 Amogevyete T S10QLY1 TOL VEPOD TG TVPOGPESNG 6TO TEPPAALOV.
ITpoctacia kotd TV TupdoPeon : Mnv enepoivete yopic KatdAANAo €E0TAGHO. AVTOVOUT OVOTVEVLGTIKT) GUGKELT HE HOVOOT).
OLOGOUN TTPOGTUTEVTIKT) GTOAN.

TMHMA 6: Métpa o€ epinTt@on oKovoLas EKAVONG

6.1. TIpocoTKES TPOPVAGEELS, TPOCTATEVTIKOG EEOTAMGIOG KUl 1SIKAGIEG EKTAKTNG OVAYKNG
Tevikd pétpo : ATOQEVYETE TNV EXAPY TOV TPOIOVTOG LUE TO SEPLLO, TO LATLOL T} TO POVYIGHO.

T TpocOTIKG GALO 070 TO TPOGOTIKO EKTUKTNG AVAYKNG

Métpa KTOKTNG AVAYKNG : ATOPOKPOVETE TO TEPITTO TPOCWOTIKO.

INa drope mov Tpoceépovy TpdTEg PonBereg

E&omiopdg mpoctaciog : Mnv enepPaivete yopic katdAnio eEomhopd. o tepiocdtepeg mAnpoopieg avatpééte oTnv
evotnta 8 :""Eheyyog g ékbeonc-Atopkn Tpootaocia.

6.2. IleprBailovTikés TPoPUAGEES
Na anogedyetar ) Elevbépmon oto mepipdrrov. Epmodiote v £i6080 6TOVG 0mOYETEVTIKOVG Oy®YoVg 1] 6TO dNpOGLo SikTvo VEPOoL.

6.3. M£00d01 Kon VAIKG Y10 GVYKPATI O Kol KAOapPIopo

INa v amobnkevon : Amoppo@noTe 10 pe £va adpavEG VAKO Kot ToToDETHOTE TO 68 évav KaTdAANAo mepéktn d1ébeong
amofANToV.
MéBodot kabapiopod 1 EemhOvete TIG LOAGUEVEG EMPAVELEG pe GpBovo vepd. Kabopiopog e amoppumavticd.

6.4. [Topomwopnn) o GAho TEHpOTO

Agite 10 Tunpa 13 yo mAnpogopieg oyetikd e ™ didbeon.

TMHMA 7: Xeipiopoég kon amo0ikevon

7.1. IIpo@uAGEELS Y10, AGPUAN YELPLONO

Emndéov kivdvvor katd v encepyacio . Eyxvopovotoeg kot Onhalovoeg va pnv £pyoviar o€ Kopio EToQT 1e To TPOoidv.
ITpoeuldéers Yo aoorn XEPIoUO 1 Amogevyete kaOe mepirt ékbeomn. Dpovticte MOTE 0 YOPOG epyosiag va e&uepileTar OGTA.
Métpa vytevng : Mnv tpdre, nivete M| komvilete, 0tav ypnoponoteite ovtd to Tpoidv. Ta polvouéve evévporo

epyaciag dev mpémet va Pyaivovy amnd to ydpo epyacioc. [IMdvete ta xépla oag mpv omd kabe
£pY0oLOKO StdAeyLpa Ko LETE TO TENOG TNG EPYAGIOG.

7.2. ZovOnkeg a6Qaiovg QOLAENGS, copmepriopfavopnévav T ov acoppototitav

ZovOnkeg eoiagng 1 Amofnkedeton og KoAG aeplopevo xmpo. O meptéktng Statnpeitan eppnTiké KAEWGTOG. AToQevyeTe
™ (éotn Kot TV Gpecn nAlaK akTvoBolia.
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Fludarabine for peak identification
Agltio Agdopévev Acpaleiog

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

YAikd cvokevaciog 1 AltnpioTe 0TOVG OPYLKOVG TEPIEKTES.

7.3. Ewducn} Telkn xpion 1 p1osis

Agv vdpyovv emmAéov TANPOPOpies

TMHMA 8: ‘Eleyyoc g £ék0eonc/oTopkn Tpoctacio

8.1. [TapapeTpor eréyyov

Aev vdpyovv emmALov TANPOPOpieg

8.2. 'Edeyyor ék0gong

Koatarinkor pnyavikoi £reyyor

Katalinior pnyavikoi éreyyou:
Dpovticte ®oTE 0 YDOPOS epyosiog va e€aepiletatl cmotd. Zuvndmg amatteitol GOOTNHA YEVIKOD HNYaviKoD eE0EPIGHOD TOV XMPOV. XTO HETPO TOV SUVATOV 1
APNOT TOV TPOIOVTOG TPEMEL VO YIVETOL GE EPYUGTNPLUKT YOAV.

ATOMKOG TPOGTUTEVTIKOG EE0TAMGPOG

Ipootacio TOV HOTIAOV KOL TOV TPOGAHTOV

IIpocrocia 0pOaipdv:

Dopdre cuokevn TpocTaciog Yo Ta LT, [Ipoototevtikd yvad pe mAdylo tpoctatevtikd. (EN 166)
IIpoctacio Tov déppatog

Ipootacio Tov déppotoc:
Dopdte KATIAANAO TPOGTATEVTIKO PoVYICUO. XPpHon e epyasTipla : Todld epyactnpiov. (EN 13034)

Mpootacia TOV yePLOV:
Na popdre kardAinia yavte. [Ipootatevticd yavto avOektikd og ynukd npoiovra. (EN 374)

Ipootucio TOV AVATVEVGTIKOV 00MV

IIpocTocia TOV OVATVEVGTIKAV 00ADV:
X TePInTOON TOPAyYNG OKOVNG, XPNOLLOTOUWOTE TPOSTATEVTIKY NACK e GiAtpo : P3

TMHMA 9: ®voikég Kot ynuIKEG 10160TNTEG

9.1. Ztoyyeia Yo TG fUGIKES QUOIKES KA YNMIKES 1O10TNTES

DVoIKH KOTAGTOOT 1 Xteped

KPOHOL : AevK0. VTOAEVKO.
Epgdvion : Kpvotodiikn okoévn.
Mopuoxr pada 1 365.2 g/mol
Oopn : Mn dwbéoyo
Opto oopng : Mn dwbéoyio
Inueio &emg 1 195-202°C
Inueio m&emg : Mn Swbéopo
Inueio Bpacpod : Mn dwbéoyo
Evopiextomto : Mn Swbéorpo
Xapnhotepo 0pio £kpnéng 1 Asv oyoet
Avdtato 6pro expn&pomrag 1 Agv oydet
Inueio avapredng 1 Asv oyoet
Bgppokpacio avtavaereéng 1 Agv oydet
Bgppokpacio amrocvuvieong : Mn dwbéoyo
pH : Mn dwbéoyo
Awddopo pH : Mn Swbéopo
1EDOEG, Kvepatikog (17) 1 Asv oyoet
AwdvtomTo : Nepé: 1-10g/1
ZUVTEAECTIG KOTAVOUNG GE HELYILOL N-0KTOVOANG/VEPOD : Mn dwbéoyo
(Log Kow)

Téon atumdv : Mn Swbéopo
ITieon atpov oe Beppokpacio 50°C : Mn Swbéopo
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Fludarabine for peak identification
Agltio Agdopévev Acpaleiog

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

TTvukvoémta : Mn dwbéopo
ZyeTkn mokvoTNnTOL : Mn dwbéopo
Zyetkn mokvoTnTa aTpdY otovg 20°C 1 Aev oydet

Méyebog copatidiov : Mn dwbéopo

Agv vdpyovv emmAéov TANPOPOpieg

TMHMA 10: X100gp0T1TO KO OVTIOPAGTIKOTTA

Aev vdpyovv emmAov TANpoPopie

Aev vrdpyovv emmAéov TANPoPopieg

Aev vrdpyovv emmAéov TANpoQopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALoV TANPOPOPIiES

Oé&ela to&ucodmra (amd oToOHATOC) 1 Mn ta&wounuévog (EMeparticd dedopévar)

Oé&ela to&ucdmra (deppotikn) : Mn ta&wounuévog (EAelparticd dedopévar)

Oé&ela to&ucdmra (avamvon) : Mn ta&wounuévog (EMeparticd dedopévar)

AGBpmon kot epediopog Tov d€ppratog : Mn ta&vounpévog (Erdepatikd dedopéva)

ZoPapn opbaipikn BAPN/epedionog 1 Mn ta&vopnpévog (EAdeipatikd dedopéva)

EvaisOntonoinon tov avomveuotikod 1 : Mn ta&wopnpévog (EAdeiatikd dedopévar)

guaieOntonoinon Tov dépratog

MetaAro&ryéveon yevwnTikdv KuTTtapov : 'Ynonto yio ipOKANGY YEVETIKAV EAATTOUATOV.

Koapkwvoyéveon : 'Ymomto yio tpoxAnon Kopkivov.

To&wodmTa 6TV avamopay®yn : Mmnopei va PAdyet To EuPpuo. "Yronto yia tpdxkAnen PAGBNG ot yoviuodmTa.
Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn ta&wvopnpévog (EMeiparticd dedopévar)

epanag £xbeon

Ewdu to&wcotnta ota dpyava-otoyovg (STOT) — : Tpokodei PAaPeg ota Opyava (LLEAGS TV 06TOV) DVOTEPN OO TAPUTETOUEVT | ELOVEIANUUEVT
enavelAnppévn ékbeon £kBeon.

Enucivdovotnta avappdenong : Mn ta&wounpévog (EMeparticd dedopévar)

Aev vdpyovv emmAov TANPOPopies
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Fludarabine for peak identification
Agltio Agdopévev Acpaleiog

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

TMHMA 12: Owkohoyikég TAnpo@opisg

Emikivduvo yia to vddrtivo mepiBdrrov, Bpayumpobecpog @ Mn ta&wounuévog (EMenaticd dedopéva)
(080¢)

Emcivduvo yia to vddrtivo mepiBdrlov, pokporpodbeopog : Mn ta&wounuévog (EAenaticd dedopéva)
(xpoV10G)

Fludarabine phosphate (75607-67-9)

AVOEKTIKOTNTO KO IKAVOTNTO OTTOSOUNONG Aev voiotato tayeio omocuvheon

Agv vdpyovv emALOV TANPOPOPIES

Agv vdpyovv emmALoV TANPOPOPIiES

Agv vdpyovv emmALov TANPOPOpieg

Aev vdpyovv emmAov TANpoPopie

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe T 0100gon

Agev vrdpyovv emmAéov TANpoQopieg

TMHMA 14: ITAnpo@opieg 6YETIKA PE TT| PETAPOPA.

Zopeovo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opéc OHE 1 apOpog TavtotnTog

Aev oy0et Aev woydet Aev oy0et

14.2. Oweia ovopacio arostoiig OHE

Agv 1oy0et Agev 1oy0et Agv 1oy0et

14.3. Taén/-e1g KtvdOvov Katd TN PETOPOPA

Agv 1oy0et Aev 1oyvet Agv 1oy0gt

14.4. Opaoda cvokevaciog

Aev oy0et Aev woydet Aev oy0et

14.5. Ilgprforrovtikn emKivovvoTnTO

Agv 1oy0et Agev 1oy0et Agv 1oy0et

Agev vapyovv emmAéov Stabéotpes TANPOEOpiss
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Fludarabine for peak identification
Agltio Agdopévev Acpaleiog

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

14.6. EWduéc mpo@uAhdgels yia Tov (pioetn

Eniyewo petagopa
Aev 1oy0et

petapopd pécm Boraoong
Aev 1oy0et

Evoépuo petagopd
Agev 1oy0et

14.7. @ardooreg petapopis yHony coppmva pe Tig Tpaters ron IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoBetikod yopaxtipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6@aiera, Tnv vyeio Kot 7o agpifadirov yio TV ovoia 1 10 peiypa
kavovicpoi EE

Mapéptpae XVII tov REACH (IIpodmoBéceic mepropiopov)
Aev meptrapBavetat oto [Mapdpmpa XVII tov REACH

Hapapmpa XIV 100 REACH (Katdloyog 0.0£1060Tn061G)
Aev nephappaveton oto Mapaptmuo XIV tov REACH (Kotdhoyog adetoddtnomng)

Katdroyog vroyneromv oveidv REACH (SVHC)

Aev nepthapfdvetor otov Katdloyo vroyneuwy ovoidv REACH

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

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

Kavoviopdog tov Zvpfoviriov (EK) yra Tov £heyyo 8@V Simhig ypiong
Aev nepihappaveton otov Kavoviepd (EK) tov ZvpBoviiov yia ta £i6n Sumhng xprions.

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

Aev mepiéyet kopia ovsio(eg) mov meptrapfdvetoi(ovtat) 6Tov Katdloyo Tpddpoumv ovoidv 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 mephappavetayovior) 6tov KoTdhoyo mpddpopmv ovotdv vapkatikdv (Kavoviopdog EK 273/2004 oyetikd pe 11 Tpodpopes ovoieg
VOPKOTIKOV)

15.2. A&ordynon ymuikis ao@dierog

Agev vdpyovv emmAov TANpoPopie

TMHMA 16: Alheg TAnpo@opisg

I\ peg keipevo ppacswv H ko EUH:

Carc. 2 Kapkwoyéveon, katmyopio 2

H341 "YTOTTO Y100 TPOKANGT YEVETIKMV EAVTTOUATOV.

H351 "Yonto yio mpOKANGT KopKivov.

H360Df Mmropei va. Prayet To £uPpvo. Yronto yia tpékAnen PAAPng ot yovipdmra.

H372 Ipokaiei PAaPeg ota Opyava (LLEAIG TV 0GTAOV) VGTEPO OO TAPOTETOUEVT | EXAVEIANUUEVT EKOECT.
Muta. 2 Metahlha&ryEveon YEVVINTIKOV KLTTAp®V, KoTnyopio 2

Repr. 1B To&wodmTa 6TV avoropaywyn, katnyopio 1B
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Fludarabine for peak identification
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:

STOTRE 1 Ewdum to&ucotnta o Opyova-ctéxous Votepa and enavelAnupévn ékbeon, katnyopia 1

Aektio Agdopévov Acpaleiag (AAA), EE

ATIOITOTHXZH EY®NHZX Ot mAnpo@opieg mov mepiéyovial o€ antd 1o dehtio mpoépyovtat and mnyés Tig onoieg Oempodpe a&iomotes. [Tapoia avtd, divovtot
YOPIG Kapio gyydnon, pntn N appntn, Yo v akpifetd tovg. O cuvinkeg N ot pEBodot yeiptopod, amobnkevong, ypnong 1 ardppLyng Tov TPOioVTOg deV
VIOKEWVTOL 0T SIKN HoG VOHVI Kot HTopel Ko VoL v EUmInTONY Kot 6TIG approdtoTnTég pog. I'lontong kot yio GALovg AGYous, 0monolovpacte kabe evbuvn oe
TEPITTOON ATMOAELNS, VAKNG 1 XPNUATIKNG {NUiog 0md, 1) e OTO0TOTE TPOTTO GUVOEVEUEVT LIE, TO XEPIGHO, TNV amodiKevo 1) T ¥PNoN TOL TPOidvTos. AVTd TO
Aghtio Agdopévav Acpaleiog cuvtaydnke KeL TPETEL VO YPTGILOTOLEITOL Y0l TO GUYKEKPILEVO TTPOTOV. Edv TO TPoidV ¥pNoIHonoleitent g cuGTUTIKO GAAOL
TPOIOVTOG, 0L TANPOPOPIES TOV TAPEXOVTOL EGM EVOEYETOL VOL UMV EIVOL EQAPHOCIUES. VTES OL TANPOPOPies PacilovTol TS TPEYOVGES YVMGELS LG KOt
TPpoopilovTal yio Vo TEPTYPAWYOLV TO TPOTOV AMOKAEIGTIKE Y10t AOYOLG VYEiNG, AoPOAELNG Kot TEPIPUALOVTIKMOV OTOLTHOEMV. ZVVETMS, dev Oo mpémet va Bewpn et
OTL €YYLATOL OTTOLUONTOTE GUYKEKPILEVT] 1B1OTNTO TOV TPOIOVTOG.
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