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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia
Ovopa ovsiog : Barbituric acid
Kwducde mpoidvrog : 202000063

1.2. Zuvageic mpocolopilopevES P GELS TS OVGIAG 1] TOV UEIYNATOG KU OVTEVOELKVUOIEVES YPNGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong . To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXOYYEANLNTIKNY EKTOISEVOT).
Xpnion g ovoeiog/Tov petypaTog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong 1 Xnpkég ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoelg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdOpéEVOV dcPaAEing

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG

Ap1Opog TNAe@dVOL EMETyOVOOG AVEYKNG : +33(0)390215608

TMHMA 2: IIpo6o10piop6g eMKIVOUVOTN TGS

2.1. Ta&woépunon g oveiag 1| TOL peiypaTog

Katareén copoova pe v odnyie 1272/2008 EK [CLP]

AGBpmon/epebiondg Tov déppatog, kotnyopia 2 H315
ZoPapn opborpkn PAAPN/o@Oarpdg epebiopds, kotnyopio 2 H319
Ewum to&ucomta o Opyava-otéyovs Dotepa and pia epdmnas £xdeon, kamyopio H335
3, epebIopOC TG AVATVEVGTIKNG 050V

ITAnpeg keipevo tov dnrdcemv H ko EUH: BAéne tpnpa 16

AvemOOuNTES QUOIKOYNIKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPLfaiiov

ATOQa0N HEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1OYVOGC.

2.2. Zroyeio eTIKETOG

Xapaktnpiopds coppove pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypdppoza ktvdovov (CLP)

GHS07
Ipogworomtikn AéEn (CLP) : IIpocoyn
Ankaoeig emucivdvvotntog (CLP) : H315 - ITpokahet epebiopd tov déppotog.

H319 - Ipokaiei coPfapd o@Oaipcd epebiopd.
H335 - Mnopei va tpokoréoel £pediopod TG aVOTVELGTIKNAG 0800.
Anhaoeig tpoedraing (CLP) : P261 - Anogpedyete va avanvéete oKOVI/avafupidcels/aépio/oTayovidio/oTHoVE/ EKVEPDHLOTAL.
P264 - IThovete to yépia, Toug Tyels (avTBphyior) Kot 10 TPOGONTO GYOAUGTIKG HETH TO YEPLOUO.
P271 - Na ypnotpomoteitor Lovo oe avorktd 1 KoAd aepiiopevo ympo.
P280 - No gpopdrte TpooTaTeLTIKG YOVTIO/TPOGTUTEVTIKG EVEVLOTO/HEGO ATOUIKNG TPOGTAGIOG Y10l TOL
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Barbituric acid
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

pHatio/TpdcmmO.
P302+P352 - ZE IIEPIIITQXH EITAO®HYE ME TO AEPMA: ITAvte pe dobovo vepd.
P304+P340 - XE ITIEPIIITQXH EIZIINOHEX: Metagpépate tov TofovTa otov Kabapd aépa Kot
APNOTE TOV VoL EEKOVPOOTEL OE GTACT] TTOV SIEVKOADVEL TNV OVOTVON.
P305+P351+P338 - ZE INEPIITQXH EITAOHY ME TA MATIA: Eenidvete TpoceKTKE e vePO
Y10l OPKETA AETTA. AV VITAPYOVV PAKOL ETUPNS, APOULPEGTE TOVG, OV Vol EDKOAO. ZVveXIoTE VoL
Eemlévete.
P312 - KoAéote 1o KENTPO AHAHTHPIAZEQN 1 éva yotpd, av arcBavieite adiobeoia.
P321 - Xpedleton g0k ayoyn (PAETE CUUTANPOUOTIKEG 081YiE TPOTOV PONOEIOV OTNV ETIKETR).
P332+P313 - Eqv mapatnpn0ei epediopodc tov déppatog: Zvppovievdeite/Emokepdeite yratpd.
P337+P313 - Edv dev vmoympei 0 o@BaApkdg epebiopodc: Zupfovievdeite/Emokepbeite yotpo.
P362+P364 - BydAte ta polvopéva povyo Kot TAVVTE Ta TPV T EQVOYPTCILOTOMCETE.
P403+P233 - Amobnkeveton o€ Kokd aepillopevo ympo. O mepiéktng dratnpeitan epunTiké KAEOTOC.
P405 - dvAdoceTon KAEWBOUEVO.
P501 - AuiBeom oV TEPLEYOUEVOV/TEPLEKTN GE OTIEID GLAAOYNG ETKIVELVEOV 1 EOIKOV AmOPANT®V,
GULOOVA LLE TOVG TOTIKOVG, TEPLPEPEINKOVGS, £BVIKOVG /Kot d1eBVEiC KavoVIGHOUG.

Zhpaven cOUPov pe: eEapeitor 1 E6MTEPIKT GLOKELAGIA, TO TEPLEYOLEVO TNG omtoiag dev vepPaivovy to 10ml

Agv ararteiton ofpavon

2.3. AALot Kivovvor

Agev vdpyovv emmAEOV TANPOQOPieg

TMHMA 3: Zov0eon/ainpo@opies yio To 6VOTUTIKA

3.1. Ovoigg

Ovopa AvayvopioTikog Kootkeg | % Katdraén oopomva pe v odnyio
TPOIOVTOG 1272/2008 EK [CLP]

Barbituric acid - <100 Skin Irrit. 2, H315

Eye Irrit. 2, H319
STOT SE 3, H335

ITAnpeg keipevo tov dnrdcemv H ko EUH: BAéne tpnpa 16

3.2. Meiypota

Aev woydet

TMHMA 4: Métpa npatov fondsidv

4.1. Ileprypa@n péTpov npdOTOV fondeidv

Métpa TpdTeVv Pondeidv pHetd amd emapn Le To dEpa . KoBapiote ™ peyoiivtepn duvorn mosdtnto okovmilovtdg ) (kabopd kot Hadakd amoppoenTikd
Tovi).
Métpa TpdTOV Pondeidv HeTd omd emapn He To PATLOL . Hemhovete to pdtia Le vepo Yo AdYous acpoleiag.

4.2. INPOvVTIKOTEPO CUUTTONATO KOL EMOPAGELS, GPEGES 1] HETAYEVECTEPES

Agv vrdpyovv emmAéov TANpoeopieg

4.3."Evo€1&n 0010601 TOTE AMOLTOOPEVIG GIESTG LUTPIKNG PPOVTIdUG Ku £18WKN G Ogpaneiog

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 5: Métpa y10. TNV KOTOTOAENN G THS TVPKAYLAG

5.1. IMvpocPestikd péoa

KorédAinio péoa mopocPeong : KovBépta mupdoPeonc.
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Barbituric acid
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Kivdvvog mopkayidg : BAéme tunpa 2.2.

Métpa Y10 THV KOTATOAEUNGT TNG TUPKOYLOG : Xpnowonomote péca katdoPeong KatdAAnia yio Ty neptPdAiovca TupKayid.

TMHMA 6: Métpo o€ TepinTtmon aKoVoLoS EKAVONG

6.1.1. I'a. TPocOTIKG GAAO 0TT6 TO TPOGCMOTIKO EKTUKTNG UVAYKNG

Métpa £kTOKTNG QvVayKng 1 Amogevyete kGbe meprrtn €xbeon.

6.1.2. e GTopa mov TPooPEpovy TPMOTES Por)Bereg

Aev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmaAEOV TANPOYOPiES

Agv vdpyovv emmaAEOV TANPOQEOPiEg

Agv vdpyovv emmAEOV TANPOYOPiES

TMHMA 7: X&eipiopoég kot amodnkevon

Agv vapyovv emmAEoV TANPOQOpieg

Agv vdpyovv emmAéov TANPOQOpieg

Béme tunpa 1.

TMHMA 8: ‘Eleyyoc tng ékBeonc/aropikn npoctacia

8.1.1 EOvikég oprokés Tipnés emayyelpatikig £k0gong ko froloyukég oprokés Tipég

Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.2. ZuvicTdpeveg drudikosics Topakorovdneng
Agev vdpyovv emmAéov TANPOQOpieg

8.1.3. ynuarifovrar otoyygio pomaveng tov apa
Agv vdpyovv emmAEOV TANPOQEOPiEg

8.1.4. DNEL kax PNEC

Aev vdpyovv emmAéov TANPOQOpieg

8.1.5. Meproyég eréyyov

Agv vdpyovv emmAEOV TANPOQOPiE

03/04/2023 (Huepopnvia ékdoong) EL (eMnvikd) 3/7



Barbituric acid
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

8.2."ELeyyor £k0gong

8.2.1. Katdhinhor pnyavikoi £reyyot

Kataiinior pnyavikoi éheyyou:
Awtnpniote og koAl e&aeplopevo ydpo. Zuvime amotteitan GOGTNHO YEVIKOU UNYAVIKOD EE0EPLGHOL TOV YHPOL.

8.2.2. ATopkOg TPOGTATEVTIKOG EEOTMONOG

8.2.2.1. IlIpocTacio TOV HATIAV KUl TOV TPOGATOV

Aev vdpyovv emmAéov TANPOQOpieg
8.2.2.2. TIpoctacia déppatog
Ipoctacio Tov déppatog:

oS8 EpyacTnpiov

Mpoctocio TOV yEPLOV:
IIpoctotevTikd yavtio

8.2.2.3. IIpooTacio TMV AVUTVEVGTIKMDY 03DV

Agv vapyovv emmAEOV TANPOQOPieg

8.2.2.4. Ogppikoi Kivovvor

Agv vdpyovv emmaAEOV TANPOQOPiES

8.2.3. Oprofétnon ko TapaxorovOnon g tepifariovroroyikig £kBeong og Kivdvvo

Agev vapyovv emmAEOV TANPOQOPieg

TMHMA 9: ®vokég Kot YnUIKES 1O0TNTES

9.1. Zroyeia o TIg PaoIKES PUOLKEG KO YNUIKES 1OLOTNTES

Puown KoThoTaom . Xteped
APDHOL : Mn dwbéorpo
Oopn : Mn dwbéorpo
Opto ooung : Mn dwbéorpo
Inpeto ™&emg © Mn dwbéoo
Inpeio mEemg © Mn dwbéoo
Inueio Bpocpod © Mn dwbéoo
Evplektomta © Mn dwbéoo
Opra kKtvdvvov ekpri&emg 1 Aev oyet
Xoauniotepo 6pro Ekpnéng 1 Aev oyet
Av@Tato 6plo ekpnEpdTTog : Aev oyet
Inueio avapiedng : Aev oyvet
Beppokpacio avtovapreing 1 Aev oyet
Bgeppokpacio arocvvieong © Mn dwbéoipo
pH : Mn dwbéorpo
Awdiopo pH © Mn dwbéoo
1EDdeg, Kvepotucdg (1) : Aevioyel
AwAvtomta © Nepo:1-109/l
ZUVTELEOTNG KATOVOUNG O€ pely o n-0KTavOAng/vepoD : Mn dwbéorpo
(Log Kow)

Téon atudv : Mn Swbéorpo
ITieon atpov oe Beppokpacio 50°C © Mn Swbéorpo
Tukvotta © Mn dwbéopo
ZyeTIKN ToKvOTHTO © Mn Swbéorpo
ZyeTikn TokvoTNTa aTUAV 6TOLG 20°C © Aev oyvet
MéyeBog copatidiov © Mn Swbéorpo

9.2. Aowrtég TAnpogopisg

9.2.1. IIinpo@opieg GYETIKA BE TI KLAGELS PUOIKOD KIvdHVOL

Aev vdpyovv emmaAéov TANPOQOpieg
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Barbituric acid
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

9.2.2. AMLa YOpUKTNPIOTIKG 06QaAEiog

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 10: Zt00gp0tTnNTa Kol OVTIOPAGTIKOTNTA

2tabepd Vo KOVOVIKEG GUVOTKES.

Aev vdpyovv emmAéov TANPOQOpieg

Kavévag yvootog/-1/-6.

Agev vdpyovv emmAEOV TANPOQOPiEg

Kapio og kavovicr xprion. BAéne tpnqua 7.

Ortov Beppaivetan LEXPL TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVIVYOUG KOTVOVG.

Oé&ela to&woma (amd oToOHATOS)
Oé&ela to&ucomra (Seppatikn)
O&eia to&womra (avamvon)

AGBpwon kot gpebiopds Tov dEppatog

ToPapn opboipkn PAaPn/epediopdg
EvaicOntomoinem Tov avamvenosTikov 1
gvaucOnTomoinom Tov dEPUOTOG

Metorho&ryéveon YEVVINTIKAOV KOTTAP®OV
Kapkvoyéveon

To&wodTa Y10 TV avamopayoyn

Ewum to&ucomta ota 6pyava-ctoyovs (STOT) —
epanag ékbeomn

Ewum to&ucomta ota 6pyava-ctoyovs (STOT) —
emavenupévn xeon

Enucivduvotnto ovappdenong

: Mn ta&wopnpévog

: Mn ta&wopnpévog

: Mn ta&wopnpévog

. Tpokoei epebiopd tov dépparog.

. TpokoAei cofapd opOuiuicd epebiopod.
: Mn ta&wopnuévog

: Mn ta&wopnuévog

: Mn ta&wopnpévog

: Mn ta&wopnpévog
: Mmopet vo TpokaA£cet epeBIopO TG OVATVEVGTIKIG 030V.

: Mn ta&wopnuévog

: Mn ta&wopnuévog

Agv vdpyovv emmAEOV TANPOEOPiEg

TMHMA 12: OwoAoyikéc mAnpo@opies

Owoloyia - yevikd

1 Aev mapovotdlel 1iaitepo Kivouvo yio To mepBUALOV.

Enucivduvo yia to vddtivo mepiBdilov, Bpayvrpodbeopog : Mn ta&wopnpévog

(0&bg)

Emucivduvo yia to vddtivo meptBdilov, pakporpodbeopog @ Mn ta&wopnpévog

(xpoV106)
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Barbituric acid
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Agv vdpyovv emmAéov TANPOQOpieg

Agv vapyovv emmAéov TANPOQOpieg

Agv vapyovv emmAEov TANPOQOPieg

Aev vdpyovv emmAéov TANPoQOpieg

Aev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmaAEOV TANPOQEOPiES

TMHMA 13: Ztovycio oyetikd pe tn ovd0eon

Agv vapyovv emmAEOV TANPOQOPiEg

TMHMA 14: ITAnpo@opies GYETIKA PE TN HETAPOPT,

Zopeava pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpég OHE 1 apOpdg TavtotnTog

Agv 1oy0gt I Agv 1oy0gL | Agv 1oy0gt

14.2. Oweio ovoposia aroctoriig OHE

Agv 1oy0gt ‘ Agv 1oy0gL ‘ Agv 1oy0gt

14.3. Taén/-g1g KivdHvov KaTa T1) PETAPOPA

Aev 1oy0et | Aev 1oy0et l Aev 1oy0et

14.4. Opéoda cvokevaciag

Agv 1oy0gt ’ Agv 1oy0gL ‘ Agv 1oy0gt

14.5. ep1parhovTiKi ETIKIVOVVOTITA

Aev 1oy0et | Aev 1oy0et l Aev 1oy0et

Aev vdpyovv emmiéov Srabéotueg TANpoopieg

Eniyewa peragopd
Aev woydet

HETOQOPA pécm Barhacong
Agv 1oy0et

Evaépra petagopa
Agv 1oy0gt
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Barbituric acid
Agehtio Aedopévav Acpaleiog

cvppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

14.7. O@alacoieg peTa@opig yOoNv cdppova pe Tic Tpatelg tov IMO

Agv 1oyvet

TMHMA 15: Xtoyygio vopo0etikov yopaxtipo

15.1. Kavoviopoi/vopo0soio 6YETIKG pE TNV 06QALEWD, TNV VYEIX KoL TO TEPLaLLOVY Yi0 TNV 0VGiA 1] TO peiypa
15.1.1. kavoviopoi EE

Hapaptnpa XVII tov REACH (Ilpoirmobéceig mepropispov)

Aev neprapfaveton oto Hapaptnua XVII tov REACH

Hapaptnpae XIV Tov REACH (Katdhoyog ad£1060T11010)

Aev teprappavetor oto Mapdpmpa XIV tov REACH (Katdloyog adeioddtong)

Katarhoyog vroyngrov ovordv REACH (SVHC)

Aev mephapfavetor otov Katdhoyo vroyneumv ovoidv REACH

Kavoviopog PIC (EE 649/2012, IIponyoduevn cvvaivesn peETd omd evpuépmaon)

Aev gpappoletor.

Kavoviepog POP (EE 2019/1021, Eppovor opyavikoi pomor)

Aev epappdletat.

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

Aev mepthapfévetol 6Tov Katdrhoyo ovoidv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)

Kavoviopog mepi ekpnktik®@v npédpopmv over®v (EE 2019/1148)

Aev mepiéyet kopio ovoio(eg) mov meprapfavetoai(ovrat) 6tov Katdhoyo mpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gumopio Kot
™ XpNoN TPOSPOUMY OVGLDV EKPNKTIKADV)

Kavoviepdg wepi mpodpopmv ovortdv vapkotik®dv (EK 273/2004)

Aev mepiéyet ovaia(eg) mov mepthapfavetar(oval) 6Tov KotdAoyo Tpddpopmv ovetdv vopkaTikeV (Kavoviopog EK 273/2004 oyeticd pe Tig Tpddpopes ovcieg
VOPKOTIKOV)

15.1.2. EOvikég dwotdierg

Agv vdpyovv emmAEOV TANPOEOPIiES

15.2. A&wohdynon ynmkig ao@aietog

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 16: Alheg TAnpo@opies

ITqpeg keipevo ppacemv H kan EUH:

Eye Irrit. 2 YoPapn opOoipkn PAaPn/oeBaipikdg epediopdg, katnyopio 2

H315 TpokoaAei epeBiopd tov déppatos.

H319 TpokoAei coPfapd o@OaAcd epebiopd.

H335 Mmopei vo TpokaAEseL EpEBIOHO TG AVOTVEVGTIKNG 050V

Skin Irrit. 2 AuiBpoon/epebionos tov déppatog, kotnyopia 2

STOT SE 3 Ewdum to&ikdmra og 6pyava-ctoyovs votepa omd pio epdnaé ékbeom, katnyopia 3, epediopdg ™G oVOTVELGTIKNG 0500

Aghtio Agdopévav Acpaleiog (AAA), EE

ATIOTIOIHEH EY®NHEX Ot tAnpo@opieg mov meptéyovtat 6& avtd T0 AT TPoépyovTal 0mtd TNYES TIg omoieg Oewpovpe alomiotes. [Topdha avtd, divovtol
XOPI Kapio yyvmon, pnTn 1 appnTn, Yo Ty akpifeld tovg.
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