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Agltio Aedopévav Acpaleiog
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Hpepopnvia ékdoong: 03/04/2023  exdoyn: 1.0

TMHMA 1: IIpoco10piop6g 0v6iag/peiypatos Kol ETapeiog/emysipnong

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Meiypa
Ovopo Tov TPoidvTog : Phenytoin for system suitability
Kodwog mpoidvtog : 202200206

1.2. Zovogeic mpocdtopillopeveg YPNGELS TG 0VGILAG 1] TOV REIYIATOS KOL OVTEVOELKVOOIEVES Y PNGELS

1.2.1. Zyetikéc mpofhemdpeveg yposeig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTVLEN KoL TNV ETAYYEALATIKY EKTOIOELOT.
Xpnion g ovsiag/Tov peiypotog : Mobvo Yo emaryyeApaTIKN YpIRoN
Katyopia Aettovpyiag 1 ypnong : Xnukég ovoieg epyaotnpiov

1.2.2. AVTEVOEIKVUONEVES (PN GEIS
Iepropiopot ot xprion © Mn ypnowonoteite : Katdmoon, Etonvon, Aeppaticd

1.3. Zroygia Tov TpopunBcvT) TOVL dEXTiOV dEdopEvEV acPadsing

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 THAEQ®OVOL EMETYOVGAS AVAYKNG

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piopog EMKIVOUVOTNTOS

2.1. Ta&woépnon g oveiag 1| TOV peiypatog

Kotaraén copoove pe v odnyia 1272/2008 EK [CLP]

O&eia To&ikomra (amd Tov oToONATOG), KaTnyopio 4 H302
Kapkwoyéveon, xatmyopia 2 H351
To&wdmta otV avamapaywyn, katyopia 1B H360D

IMnpeg keipevo twv dnidoewv H kon EUH: BAéne tunqpo 16

AvemOOpnTeg QUOIKOYNMIKES EMOPAGELS, KAODG KaL EMIPAGELS 6TNV avOpOTIVY VYEio Kan oTo TEPfdilov
Amopacn HESH KPioNG EUTEPOYVOUOVOV KOl OTTOSEIKTIKNG 10YVOG.

2.2. Zroyeio eTIKETOG

Xapaxtnpiopos copeova pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kwvdvovov (CLP)

GHS07 GHS08
[pogdomomtikn Aé€n (CLP) : Kivdvvog
Iepigyet . Phenytoin sodium
Anhaoeig emkwvdvvomrog (CLP) : H302 - Emprapés og mepintwon katdmoong.

H351 - "Yronto yio mpdxAnon kapkivov.
H360D - Mmopeti va. pAGwet o Euppuo.
Anidoeilg Tpopvriaéng (CLP) : P201 - Epodiaoteite pe i £181k€g 00nyieg Tpwv amd ) ypnon.
P202 - Mnv 1o ypnoytomomoete Tpv StaPAcEeTe Kot KATOVONGETE TIG 0dNYieg mpo@Oraéng.
P264 - TI\bvete ta xépia, Toug TXE (avTIBpdyLo) Kot To TPOGOITO GYOAACTIKG HETA TO YEPIGUO.
P270 - Mnyv tpmre, mivete 1| kanvilete, 0tav ypnotponoteite avtd To mPoiov.
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Phenytoin for system suitability
Agltio Agdopévov Acpaleiog

oopeova pe tov Kavoviepd REACH (EK) 1907/2006 6nwg tponomowdnke and tov Kavoviopd (EE) 2020/878

P280 - Na. popdte mpooTaTELTIKE YAVTIO/TPOGTATEVTIKG EVOVLATO/LEGE ATOUIKNG TPOOTAGIONG YL0L TO.
UATL0/TO TTPOCOTO/TO AVTLA.
P301+P312 - XE ITEPIIITOXH KATAIIOXHE: KaAéote to KENTPO AHAHTHPIAZEQN 1 éva
yutpd, av acbavieite adabecia.
P308+P313 - XE ITEPIIITQXH £kbeong 1 mbavomrtog ékBeong: Zupfovievdeite/Emokepbeite
yutpo.
P330 - Egmldvete T0 GTOUO.
P405 - dvrdcoetot KAEW®UEVO.
P501 - Awébeomn tov Tepleyopévon/mepléktn o€ onpeio GLAAOYNG EmKivVELVEV 1} E18IKOV aToPANTOV,
GULPOVO LLE TOVG TOTKOVG, TEPLPEPELNKOVG, £BVIKODS 1/Kkon diebveig kavoviopovs.

Zrpavon cOpemva pe: eEapeital 1 E0MTEPIKY GLOKEVAGIM, Ta TEPLEYOLEVA TG OToi0G dgv vIepPaivovv Ta 10ml

Ewovoypappata kivdvvov (CLP) :

GHS08
Emikivduvo nepieyopevo : Phenytoin sodium

2.3. AALot Kivévvor

Aev mepiéyetl ovoieg PBT/VPVB > 0,1%, ot omoieg éxovv a&oloynBei coppwva pe to Iapdpmpa XIII tov Koavoviopod REACH

To piypo dev mepiéyetl ovoia(eg) mov TePLapPAvETOL 6TOV KATAAOYO TOL KotapTiletatl oOpemva pe o dpbpo 59 mapdypagog 1 tov kavovicpod REACH ya tig
W10 TEG EVOOKPIVIKNG Statapoyis 1 dev avayvopiletat 0Tt XL 1310TNTEG EVOOKPIVIKNG SLaTapoyNG COUP®VA LE Ta KPLTApLo mov opilovtatl 6Tov Kot'
e&ovoloddtnon Kavoviouo g Emrponng (EE) 2017/2100 1 tov Kavoviopd g Emponng (EE) 2018/605, oe cuykévtpwon ion 1 peyordtepn amd 0,1%

TMHMA 3: XvvOeon/TAnpo@opisg Y10 T GLOTATIKG

3.1. Ovoigg

Aev 1oy0et

3.2. Meiypota

Ovopa AvVayvopeTiKOg Kodkeg | % Kataraén copomva pe v odnyia
TPOidVTOg 1272/2008 EK [CLP]

Phenytoin sodium - =99.1 Acute Tox. 4 (Ao tov otopatog), H302
(ATE=500 mg/kg copatikov fapoug)
Carc. 2, H351

Repr. 1B, H360D

2-(carbamoylamino)-2,2-diphenylacetic acid - =0.5 Acute Tox. 4 (And tov otoparog), H302
(ATE=500 mg/kg copatikov Bapoug)
Carc. 2, H351

Repr. 2, H361d

ITAnpeg keipevo tv dnidcewv H kon EUH: BAére tunpa 16

TMHMA 4: Métpa npdtov fondsiov

4.1. Ileprypapn pETpov TpAOTOV fonderdv

Métpa tpdtev Bondeidv petd omd elomvon : Bydte tov mofovta otov kabapd afpa. AQNoTe TO GTOHO TOL TPoSPANONKE Vo avorvevoel kabapd
aépaL.

Métpa tpdteov Bondeidv petd omd emaen e To dEppa . KoBapiote ™ peyarvtepn dvvarh mosdmta okovmilovids ) (kabapd Kot LoAako amoppoenTikod
mavi). [TAvete pe GeOovo vepd Kot amoppLTAVTIKG.

Métpa tpdtev Bondetdv Hetd omd exapn pe To PaTLo : Eemldvete pe vepd Kpotdvtog To PAEQApO KOAG ovoryTd.

Métpa tpdteov Bondeidv petd and kotdmoon : Eemlvete 10 otopa. Evdéyeton va cvotbel mopatetapévn wtpikn mapaorlovdnon.
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Phenytoin for system suitability
Agltio Agdopévov Acpaleiog

ovppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpornomomdnke omd tov Kavoviopo (EE) 2020/878

SOUTTOHOTO/ETIOPAGELG © BAdPeg oy vyeia evdéyetar va eppavicTovy e kabvotépnon.
SOURTOUOTO/ETIIPACELG PETE omd eloTvon  Avemopkr dedopéva.
FOUTTOUOTO/EMBPACELS HETG OO EXOQT LE TO SEPUAL . Avemapkn dedopéva.
FOUTTOUOTO/EMBPAGELS HETG Ad EMAQT LE TOL pATIoL . Avemapkn dedopéva.

TopBovievdeite/Emokepbeite yiotpd. Eqv givan duvatd deilte avtd o 9OAA0 acpareiog, ki av oy, dei&te T cvokevacia 1 TV ETIKETA.

TMHMA 5: M¢ 0 TV KOTOTOAEPON TNG TVPKO

Katddnka péca mopdcPeong : KovBépra nupdcPeong.

Kivévvog mopkayidg . BMéme tpnpa 2.2.

MéTpa yio0 TNV KOTOTOAEUNGT| TG TUPKOYLAG . Xpnowomomote péca Katdofeons katdAinia yio v mepBAArovco TupKayid.

TMHMA 6: Métpa 6€ TEPIATOO 0KOVOLOG EKAVONG

Tevikd pétpo 1 Amo@lyete v dueomn enogn pe To Tpoidv. Mnv ovomvéete
oKOVN/avabVILACELY/ 0EPLE/GTAYOVISIO/ A THOVS/ EKVEPDLOLTA.

6.1.1. T TPocsOTIKS GALO 06 TO TPOGOTIKG EKTUKTNG AVAYKNG

Métpa €kTaxtng avaykng : ®ophte KOTAANAO TPOGTATEVTIKO POVYIGLO, YOVTIO KOL TPOGTAGIO Y10 TO HATLOL KOl TO TPOCMTO.

6.1.2. T dTopo mov TPooPLpovy TPpdOTES o dsieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopies

MébBodot kabapiopon 1 Zyovpéyte, 0TL Ta amoppipata o TepiovAleyovv Kot Oa amobnkevtovy aceoréc. Kabapiote
TpooekTikd. [TAOvVeTE To LTOAEINHATO TTOV dEV UTOPEITE VL AVOKTNGETE HE : ALGALILO VTTOYAW® PLOSOVG
vatpiov.

Agv vrdpyovv emmAéov TANpoPopie

TMHMA 7: Xepiopog kon awodnkevon

Emn)éov kivovvor katd v eneéepyacio . Eguotdron emiong n mpocoyn tov xpiot 61oug Thavodc Kivdivoug ov EVOTEpYOvV 6TV TEPITTOEN
OV TO TPOT6V YpNGionom el pe TPOTO OV OPIleTal Amd TIG KATACKEVACTIKEG TPOSLOY PAPES.

TIpogurdéerg yio acpoli xeipiopd : Xpnowomomote T0 TPOIOV [e TPOGoYN. ATOPVYETE TNV GLECT) ETAPY HE TO TPOTOV. XTO HETPO TOV
Suvotol 1 xpNoT TOL TPOIOVTOG TIPETEL VAL YIVETOL GE EPYOGTNPLOKT XOGV).

Meétpa vytewvng : Xpron tov TpoiovTog e opbn Propnyavikn vyen Kot Stadikacies acpaieiag.

Teyvikd pétpo 1 Zoppopewbeite pe Tovg 16YHOVTEG KAVOVIGHODG.
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Phenytoin for system suitability
Agltio Agdopévov Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 6énwg tpomoromidnke amd tov Kavoviopuo (EE) 2020/878

ZovOnkeg OAOENG 1 DdvAdooetol KAEW®HEVO.

7.3. Ewducn} Telukn xpiion 1 (pnosis
BAéme tpuipa 1.

TMHMA 8: ‘Eleyyog ¢ ék0eonc/atopiki Tpoctacio.

8.1. lapapeTpor eAéyyov
8.1.1 EOvikég oprokis Tipég emayyshpotikig £k0eong kot froloyukég oprokés Tipég
Aev vrdpyovy emmAfov TANpoPopieg

8.1.2. ZuvieTdpeves Sradikacisg mopaKorovONoNg
Agv vrdpyovy emmA£ov TANPOPopieg

8.1.3. Zympartiovrar otoyygio pHTaveng Tov aépa
Agv vrdpyovv emmAéov TANpoPopieg

8.1.4. DNEL kax PNEC

Agv vrdpyovy emmA£ov TANPOPopieg

8.1.5. Tleproyég eréyyon

Agv vrdpyovv emmAéov TANpoPopieg

8.2. "Edeyyon ék0gong

8.2.1. Katdiinior pnyavikoi éreyyon

Katarinior pnyovucoi Ereyyor:
Awampnote o€ kaAd e€aeptlopevo Ydpo. XPNOUYLOTOLEITE AMOKAEIGTIKG O KAELGTN XOAVT LE EVOMUATOUEVO OIATPO. DIATPO cepocmpATOI®V LVYNANG
amoteheopoticomtog (HEPA filter).

8.2.2. ATopkOG TPOOTATEVTIKOG E0TAMGOG
8.2.2.1. IlpocTocio TOV PUTIAV KUL TOV TPOGATOV

IIpocrocia 0@OaipdV:
Ipooctatevtikd yvald. DIN EN 166

8.2.2.2. Ilpootucia d&ppatog

IIpocTacio Tov dépparoc:
Xpnoonoteiote TPooTaTELTIKO povyIoHd Yo ynpkd. DIN EN 13034

Ipootacio TV (epLOV:
IpootatevtiKd yavtio avBekTikd oe ynukd tpoiovta. ISO 374-1
8.2.2.3. IIpocTocio TOV UVATVEVGTIK®OV 060GV

I1po6TOGia TOV OVUTVEVGTIKAV 06AV:

Ye nepintoon anelevdépmong okovNg : pnaokes e iktpo Yo okdveg P3. DIN EN 140 & 149. Yypd mpoiov : Mdaoka agpordporoc. Popdte avamvenoTikn
GLGKELT 6€ TepinToon £keong oe aToVg/oKOVES/ aepoAD LT

8.2.2.4. Ogppikoi kivévvol

Agv vrdpyovv emmAéov TANpoPopies

8.2.3. OproBétnon ko TapakorovOnon g meprfariovroroyikis £k0eong o€ Kivovvo

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 9: ®uo1kég Kot (NHIKEG 1010TNTEG

9.1. Zroygia Yo TG PAGIKES QUGIKES KL YNUIKES 1O10TNTES

Dduow KoTdotoon T Zteped
APOLLOL © Mn dwbéoyo
Oopn . Agvoyoet.
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Phenytoin for system suitability
Agltio Agdopévov Acpaleiog

ovppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpornomomdnke omd tov Kavoviopo (EE) 2020/878

Opro oopng © Mn dwbéoyo
Inueio &ewg : Mn dwbéopo
Inueio m&emg : Mn dwbéorpo
Inueio Bpacpod : Mn dwbéopo
Evelektomta © Mn Swbéoyo
Opra kvdvvov ekpn&emg : Asv oyvet
Xapniotepo 6pio £kpnéng : Agv ioyoet
AvdtoTo 0pio expnéipomtog : Aev ioyoet
Inuelo avapredng 1 Asvioyoet
Ogppokpacio avtavapreéng T Agvioyvet
Bgppokpacio arocHvieong : Mn dwbéopo
pH : Mn dwbéopo
Awiopo pH © Mn dwbéoo
1EDOES, Kivepatikog (1)) T Agv ioyvet
Awdvtoétto © Mn dwbéopo
ZUVTEAEOTIG KOTAVOUNG OF HElyLLo n-0KTAVOANG/VEPOL : Mn dwbéopo
(Log Kow)

Tdon atpdv © Mn dwbéoo
Ilieon atpov og Beppokpacio 50°C : Mn dwbéopo
TTvkvotnto : Mn dwbéopo
Zyetikn mokvoTnToL © Mn dwbéoo
ZyeTikn TokvOTTO 0TUOV 6ToVG 20°C T Agvioyvet
Méyebog copatidiov © Mn dwbéoo

9.2.1. IAnpo@opies GYETIKA PE TIS KLAGELS QUGIKOD KIVdHVOU
Aev vrdpyovy emmAfov TANpoPopieg
9.2.2. AMAa {OpOKTNPIGTIKA 0.6QULEING

Aev vrdpyovv emmAéov TANPoPopieg

TMHMA 10: Xta0gpdtnTo Kol avIdpaoTIKOTNTO

ZtaBepd VIO KAVOVIKEG GUVOTKES.

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Kapio og kavovicn ypnon. BAéme tunpa 7.

Otav Beppaivetor péxpt Tov oNUEOL SACTACNG, EKTEUTEL EMKIVOLVOLG KATVOUG.

TMHMA 11: To&koroyikég TANPOPOPIES

O&eia To&omra (amd oTONUTOG) . EmProfég og nepintmon kotdmoong.
O&eia To&ikomTo (deppratiKn) 1 Mn ta&wvopnpévog (Baoet tov dtabéoipmv dedopévav, Ta KpLTiplo Ta&tvoumong dev TApovvToL)
O&eia To&otta (avomvon) 1 Mn ta&wvopnpévog (Baoet tov Stabécipmv dedopévav, Ta KpLTipio ToEvounong dev mAnpovvot)
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Phenytoin for system suitability

Agltio Agdopévov Acpaleiog

oopeova pe tov Kavoviepd REACH (EK) 1907/2006 6nwg tponomowdnke and tov Kavoviopd (EE) 2020/878

Phenytoin for system suitability

ATE CLP (Amo T00 GTOpATOS)

‘ 504.541 mg/kg copotikov épovg

Phenytoin sodium

LD50 a6 tov 6t6p0T0G 68 epovpaiong

‘ 300 — 2000 mg/kg

AGBpmon kot epediopog Tov dEppatog

ToPBopn opBaipikn PAAPN/epebiopog
EvawsOnronoinon tov avomveuotikod 1
guatednTomoinon Tov dEPHATOG

Metala&ry£veon YEVWNTIKOV KUTTApmV
Kapxvoyéveon

To&wdTTa Y10 TV QVOTOpOy®YN

Ewwn to&icodmra ota opyava-otoyovg (STOT) —
epamag £xbeon

Ewua) to&iodtnta ota dpyava-otoyovg (STOT) —
emavelAnupévn ékbeon

Enwvdovomta avappoenong

© Mn tag&vopnpévos (Baoet tov dabécyov dedopévav, ta kptripta tagvounong dev TAnpovvrat)
1 Mn ta&wvounpévog (Baoet tov dtabéoipmv dedopévav, Ta kpiripio To&vounong dev mAnpovvot)
1 Mn ta&wvopunpévog (Baoet tov dabéoipumv dedopévav, Ta Kpiripio To&vounong dev mAnpovvrot)

© Mn ta&wopnpévos (Baoet tov dabéciumv dedopévav, ta kptripta Taévopnong dev mAnpovvrat)
: 'Ymomto yia tpoKkAnon KopKivov.

© Mmnopei va Brayet to pfpvo.

1 Mn ta&wvounpévog (Baoet tov dtabéoipmv dedopévav, Ta Kpiripio To&vounong dev mAnpovvot)

© Mn ta&wvopunpévog (Baoet tov Stabéoipmv dedopévav, Ta KpLripio To&vounong dev mAnpovvIot)

© Mn taé&wvopnuévog (Advvapio GOAROYNAG SESOUEVMV Y10l TEXVIKOVS AOYOUE)

11.2. ITAnpo@opisg yro GAAOVS TOTOVG ETIKIVOIVVOTITOS

Agv vrdpyovy emmA£ov TANPOPopieg

TMHMA 12: Owoloyikég mAnpopopies

12.1. To&ikotnTO

Owoloyia - yevikd

Emkivduvo yio to vddtvo meptBaiiov, Bpayumpddecpog
(0&0¢)

Emkivduvo yio to vdativo meptBailov, pakporpodecsiog

(updviog)
Aev voiotator Tayeio amocvvieon

12.2. AVOEKTIKOTITO KOL IKOVOTNTO 0T036U0NG

Aev vrdpyovy emmAfov TANpoPopieg

12.3. AvvoTétnTa frocuocdpevong

Agv vrdpyovv emmAéov TANPoPOpieg

12.4. Krynmikémto 670 £30¢0g

Agv vrdpyovv emmAéov TANpoPopieg

. Emivévva amdfinta. Xpnoyomoteite katdrAinia doyeio andppymc.
© Mn ta&wvopnpévos (Baoet tov dabéciov dedopévav, ta kptripta ta&vounong dev minpovval)

1 Mn ta&wvopnpévos (Baoet tov dabéciov dedopévav, ta kptripta Tagvounong dev TAnpovvrat)

12.5. Anotehéoparo g a&roroynong ABT kot aAoB

Agv vrdpyovv emmAéov TANpoPopieg

12.6. Id10TNTEG EVOOKPIVIKNG draTapayns

Agv vrdpyovv emmAéov TANpoPopieg

12.7. AMAES APVNTIKEG EMTTAOGELS

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 13: Ztoiycio oyeTikd pe T 01a0son

13.1. M£6odor enelepyucios amofiiTov

Tomwr| vopoBeosio (amdfinta)

. Kotaotpéyte pe ac@ain tpdmo cOUP®MVO pE TOVG TOTKOVS/ e0ViKoDG Kavoviopovs.
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Phenytoin for system suitability
Aghtio Aedopévav Acpalreiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 6énwg tpomoromidnke amd tov Kavoviopuo (EE) 2020/878

TMHMA 14: ITAnpo@opieg 6YETIKA PE TN PETAPOPA

Topupovo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. ApwOpég OHE 1 aprOpoég tavtétnTog

Aev 1oy0et ‘ Agv woydet ‘ Agv oyvet

14.2. Oweio ovopacio arostomig OHE

Aev 1oydet ‘ Agv 1oy0et ‘ Aev 1oydet

14.3. Ta&n/-€1g KivdOvov KOTA T1] HETAPOPA

Agv 1oy0gt ‘ Agv 1oy0et | Aev 1oydet

14.4. Opdaoda cvokevaciog

Aev 1oydet ‘ Aev 1oy0et ‘ Aev 1oydet

14.5. Tlgprfairovtikn emKIvoLvOTITO

Agv 1oy0gL ‘ Agv 1oy0et ‘ Aev 1oydet

Aev vrapyovv emmAfov Stabéotpues TANPoPopies

14.6. Exdukég Tpo@uAaEels yia Tov YpieTy

Eriyewo petagopa
Agev 1oy0et

petapopd pécm Boracong
Aev 1oydel

Evaépro petagopa
Aev 1oy0et

14.7. @alaooreg peTa@opég y0oNy cdpemva pe Tig Tpageig rov IMO

Aev 1oy0et

TMHMA 15: Xtoryeio vopoOetikod yopaxtipa

15.1. Kavoviopoi/vopo0eoio 6YETIKA pe THY 06QAILED, TNV VYEIN KOl TO TEPLPGLLOV Y10 TNV 0VGiA 1] TO pEiypa
15.1.1. kavoviopoi EE

Hapaptnpa XVII Too REACH (ITpoimobiceig mepropiopov)

Aev nepiéyet kapia ovoio(eg) mov meprapfavetoi(ovrar) oto Mapaptua XVII tov REACH (Ilpodmobiceis meplopiopon)
Hapaptnpa XIV tov REACH (Katdroyog ad£1060TNn01G)

Aev Tepiéyel kapia ovoia(eg) mov mephappavetar(ovrar) oto Iapaptnue XIV tov REACH (KotdAoyog ade0d0tnong)

Kataroyos vroyiguov overdv REACH (SVHC)

Aev mepiéyet kapia ovoio(eg) mov meprapPdaverar(ovtar) otov Katdroyo vroynelev ovoldv REACH
Kavoviopég PIC (EE 649/2012, ITponyodpevn cuvaiveon petd omé evpépmon)

Aev gpapuoletat.

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

Aev gpoppoletat.

Kavoviepog nepi eac0évnong tov 6Zovrog (EE 1005/ 2009)

Aev nepiéyet kapio ovoio(eg) mov meprapPdvetarovtar) otov Katdroyo ovoidv mov e&ocbevitovv to 6lov (Kavoviopdg EE 1005/2009 oyetikd pie Tig ovoieg mov

e&acbeviCovv ™ otifdda Tov 6LovTtog)
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Phenytoin for system suitability
Agltio Agdopévov Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 6énwg tpomoromidnke amd tov Kavoviopuo (EE) 2020/878

Kavoviopdg mepi ekpnkTik®v Tpodpopmy ovordv (EE 2019/1148)

Aev mepiéyet kapio ovoio(eg) mov meprapPdvetar(oviar) otov Katdroyo Tpddpopav ovoldv ekpnktikav (Kavoviepog EE 2019/1148 oyetikd pe v eumopio. kot
™ XPNON TPOSPOLUOV OVGLDY EKPTKTIKAOV)

Kavoviopog wepi apodpopmv oveidv vopkontikdv (EK 273/2004)

Aev Tepiéyel ovoia(eg) mov meptiapfaverar(oviol) 6Tov KatdAoyo Tpodpopmv ovctdv vapkatik®v (Kavoviopog EK 273/2004 oyxetikd pe tig mpoddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dworacelg
Agv vrdpyovy emmA£ov TANpoPopieg
15.2. A&orhdynon yMuikig ocQaielog

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 16: Alheg TAnpo@opieg

Emoipoven alhoydv:
Ta&wvoéunon g ovoiag 1 Tov pelypaToc.

IMqpeg keipevo ppacsov H ko EUH:

Acute Tox. 4 (A6 Tov O&eia To&wotnra (amd Tov 6TONATOC), KaTtnyopio 4
GTOLATOG)

Carc. 2 Kapkwoyéveon, katmyopio 2

H302 Emprapég oe mepintwon kotdmoong.

H351 "Yronto yio tpéxAnon kapkivov.

H360D Mmopei va. Prayet To Euppvo.

H361d "Yronto yuo mpdxinon BAAPNG oo Euppvo.

Repr. 1B To&wdmTa 6TV avorapaywyn, katnyopio 1B
Repr. 2 To&wdTa 6TV avorapay®yn, Katnyopio 2

Katnyopromoinon ko 7p@TéKoALO Y10 TNV KATNYOPLOTOINGT TOV IYRATOV 6OPQ@Ve pe Tov kavoviop6 (EK) 1272/2008 [TEX]:

Acute Tox. 4 (A Tov H302 Mé£00d0g VTOAOYIGHOD
GTOHATOG)

Carc. 2 H351 MéBodog vroroyiopon
Repr. 1B H360D MéE00d0¢ VTOAOYIGHOV

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOITOTHXEH EY®NHZX Ot mAnpo@opieg mov TePLEYOVTaL 6€ avTd TO SEATIO TPOEPYOVTUL 0O TNYEG TIG 0Toieg Dewpovpe agomiates. [lapdra avtd, divovtol
XOPIG Kapio gyydnon, pntn N appnTn, Yoo v aKpifed toug.
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