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

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia

Ovopo ovoiag 1 2-Methyl-4(5)-nitroimidazole
Kodwog mpoidvtog : 202100303

Svvdvopo : Metronidazole impurity A CRS

1.2. Zovogeic mpocdtopillopeEveg YPNGELS TS OVGIAG 1] TOV PEIYIOTOG KOL OVTEVOELKVOOIEVES YPNOELS

1.2.1. Zyenikéc mpofhemdpeveg ypNosig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTVLEN KoL TNV ETAYYEALATIKY EKTOIOELOT.
Xpnion g ovciag/Tov peiypotog : Mobvo Yo emaryyeApaTIKn YpHon
Katyopia Aettovpyiag 1| ypnong : Xnukég ovoieg epyactnpiov

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

1.3. Zroygia Tov TpopunOcvT) TOV dEXTiOV dEdOPEVOV dGPaLEing

European Directorate for the Quality of Medicines & Healthcare
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1.4. Ap1Opiog 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&komra (amd Tov oTONATOG), KaTnyopio 4 H302
IIpeg keipevo tov nhmoemv H ko EUH: BAéne tunqpo 16

AvemOOpnTEg PUOIKOYNMIKES EMOPAGELS, KAODG KUl EMIPAGELS 6TNV 0vOpOTIVY VYEia Kon 610 TEPIfaihov
Amdeaon HECE KPIoTG EUTEPOYVAOUOVAV KO ATOIEIKTIKNG 1o)Y00G.
2.2. Zroyeio eTIKETOG

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

GHSO07
[pogdomomtikn Aé€n (CLP) . IIpocoyn
Anhaoeig emkwvdvvomrag (CLP) : H302 - Emprapés oe mepintmwon katdmoong.
Anidoeilg Tpopvriaéng (CLP) : P264 - TTIiovete ta yépia, toug myels (avtpdyio) Kot 0 TpOGMmTO GXOAACTIKG LETE TO XEPIOUO.

P270 - Mnyv tpmre, mivete 1} kanvilete, 0tav ypnoiponoteite avtd T0 TPOiov.
P301+P312 - ZE INEPIITQXH KATAIIOZHE: KaAéote to KENTPO AHAHTHPIAXZEQON 1 éva
yutpo, av acbavieite adabecia.
P330 - Egn\dvete o oTOMA.
P501 - AwdOgomn tov Tepieyopévon/mepléktn o€ onpeio GLAAOYNG emkivduveV 1 E181IKOV amofART®y,
GOUOOVO LLE TOVG TOTKOVG, TEPLPEPELUKOVS, £BVIKOVG /Kot Siebveig Kavoviopove.

Zipavon cOpeeva pe: eEapeital | ECOTEPIKT CLOKEVOTIN, Ta TEPLEXOUEVA TG omoiag dev vrepPaivouv Ta 10ml
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2-Methyl-4(5)-nitroimidazole
Agltio Agdopévov Acpaleiog

oopemva pe Tov Kavoviopd REACH (EK) 1907/2006 6mwg tporomoumidnke ond tov Kavoviopod (EE) 2020/878

Agv amarteitol ofjpavon

Agv vdpyovv emmAfov mANpopopieg

TMHMA 3: Z0vOeon/mAnpo@opies Y10 T0 GVGTATIKG,

Ovopa AvayvopoTikog Kodikos | % Kararaén copeova pe v 0dnyia
TPOiOVTOG 1272/2008 EK [CLP]
2-Methyl-4(5)-nitroimidazole - <100 Acute Tox. 4 (Ao tov otoparog), H302
(ATE=500 mg/kg copotikov Bapovg)

TIMpeg keipevo tov rdoewv H ko EUH: Bréne tpnipa 16

Agev 1oy0et

TMHMA 4: Métpa npatov fondsiav

Métpa npdTav Pondetdv petd and emaen pe o dEpuo : KoBapiote ™ peyadvtepn dvvarh mocdmta okovmilovidg ) (kabapd Kot Lodakd amoppoenTikd
mavi).
Métpa npdTav fondetdv Hetd and enaen pe o Lot . Eemldvete to. pdtia pue vepod yuo Aoyoug acpodeiog.

Agv vrdpyovy emmA£ov TANPoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

TNV KOTATOAEPN 6] TG TUPK!

KatdAnka péca mopdcPeong : KovBépta nupdcPeong.

Kivdvvog mopkoayidg © BAéme tpfpa 2.2.

METpa Y100 TNV KOTOTOAEUNOT| TG TUPKOYLHG 1 Xpnowomomote péca Katdofeons katdAinia yio v TepBUALOVGH TUPKAYLA.

TMHMA 6: Métpa 6€ TEPINTOON 0KOVOLOG EKAVGTG

6.1.1. I'a TPOcOTIKO GLIO a6 TO TPOSCMOAUKG EKTUKTIG UVAYKNG

Mérpa éktaxtng ovaykng . Amogevyete kGOe mepirt Ekbeo.

6.1.2. o dTopa mov TPooPEpovy TPMTEG PorOsreg

Agv vrdpyovv emmAéov TANpoPopieg
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2-Methyl-4(5)-nitroimidazole
Agltio Agdopévov Acpaleiog

oopemva pe Tov Kavoviopd REACH (EK) 1907/2006 6mwg tporomoumidnke ond tov Kavoviopod (EE) 2020/878

Agv vdpyovv emmAfov mANpoPopieg

Agv vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovy emmA£ov TANPOPopies

TMHMA 7: Xeipiopég kon amo0ikevon

Agev vrdpyovy emmAfov TANpoPopieg

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 8: ‘Eieyyog tng £k0eong/atopiki tpoctacio

8.1.1 EOvikég oprokis Tipég emayyshpotikig £k0gong Kot froloyukés oprokis Tipnég
Agv vrdpyovy emmA£ov TANPoPopieg

8.1.2. ZunieTdpeveg dradikacics Tapakorovdneng

Agv vrdpyovy emmAfov TANpoPopieg

8.1.3. Zympariovrar otoyygio pHTavVeNS TOV Gépa
Agv vrdpyovy emmA£ov TANPoPopieg
8.1.4. DNEL kot PNEC

Agv vrdpyovy emmAfov TANpoPopieg

8.1.5. Tleproyés eréyyon

Agv vrdpyovy emmA£ov TANPoPopieg

8.2.1. Katarinliot pnyovikoi £reyyot

Katarinior pnyovucoi £reyyor:
Awnpiote og kaAd e€aepildpevo xdpo. ZoviBwg amorteitor GOSN YEVIKOD UNXOVIKOD EAEPIGULOD TOV YDPOV.

8.2.2. Atopikdég TPooTaTEVTIKGG EEOTAGHOG

8.2.2.1. TIpocTucio TOV HUTIAV KUL TOV TPOGAHTOV

Agv vrdpyovy emmA£ov TANPOPopieg
8.2.2.2. Ilpootucia d&ppotog
IIpoctocia Tov déppatog:

mod14 epyaoTnpiov

IIpootacia TV xepradvV:
TIpoctatevTikd yavtio

8.2.2.3. IIp06TUGia TOV UVATVEVGTIKAOV 00OV

Agev vrdpyovy emmAov TANpoPopieg
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2-Methyl-4(5)-nitroimidazole
Agltio Agdopévov Acpaleiog

oopemva pe Tov Kavoviopd REACH (EK) 1907/2006 6mwg tporomoumidnke ond tov Kavoviopod (EE) 2020/878

8.2.2.4. Ogppukoi kivovvor

Agev vrdpyovy emmA£ov TANpoPopieg

8.2.3. Opro0étnon ko TapakorovOnon g meptparhovroroyikig £k0eong o€ kivovvo

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 9: ®voikég Ko YNUIKES 1OWOTNTES

Duon kotdotaon T Xteped
APDOHO : Mn dwbéopo
Oopny : Mn dwbéopo
Op1o oopng : Mn dwbéopo
Inpeio méewg © Mn dwbéoo
Inpeio Téewg © Mn dwbéoo
Inpeio Ppacpod © Mn dwbéoo
Evelektotmnta © Mn dwbéoo
Opra kvdvuvov ekpnéemg T Agv oydet
XapnAotepo 6pio £kpnéng 1 Asvioyoet
Avdtato 6pro ekpn&dmrag T Agv oyvet
Inuelo avapredng 1 Asvioyoet
Bgppokpacio avtavapreéng 1 Agvoyvet
Bgppokpacio arocHvieong : Mn dwbéopo
pH : Mn dwbéopo
Awiopo pH © Mn dwbéoo
1EDOES, Kivepatikog (1) T Agv oyvet
Awdvtoémto : Mn dwbéopo
ZOVTEAEOTIG KOTAVOUNG OF HelyLLo n-0KTAVOANG/VEPOL : Mn dwbéopo
(Log Kow)

Téon otpumdv : Mn Swbéopo
ITieon atpod og Beppokpacio 50°C © Mn dwbéoyo
TTvkvotnta © Mn dwbéoyo
ZYETIKN TOKVOTNTOL : Mn dwbéopo
ZyeTikn TokvOTTO 0TUOV 6ToVG 20°C T Agv oyet
Méyebog copatidiov © Mn dwbéoyo

9.2.1. IIAnpo@opics GYETIKA PE TIS KLAGELS UGIKOD KIVdVVOU

Agv vrdpyovy emmAfov TANpoPopieg

9.2.2. AMA0 {OPOKTNPIGTIKA 06QULEING

Agv vrdpyovy emmA£ov TANPOPOpieg

TMHMA 10: Xta0gpdtnTo Kol avIidpaoTIKOTNTO

ZtaBepd Vo KAVOVIKEG GUVOTKES.

Aev vrdpyovy emmAfov TANpoPopieg

Kavévag yvootog/-1/-6.

Agv vrdpyovy emmAfov TANpoPopieg
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2-Methyl-4(5)-nitroimidazole
Agltio Agdopévov Acpaleiog

oopemva pe Tov Kavoviopd REACH (EK) 1907/2006 6mwg tporomoumidnke ond tov Kavoviopod (EE) 2020/878

Kapia og kavovikn ypiion. BAéne tpipa 7.

Ortav Beppaivetat péypt Tov oNUEIOL SIACTOONG, EKTEUTEL EMKIVOVVOVG KUTVOUG.

TMHMA 11: To&wkoroyikég TANPOPOPIES

111 Minpogopiss 1ia 7 Tias kwvdivov, émog opilovea otov kavovions (EK) api0. 12722008
Oé&ela to&icdmra (amd oTdON0TOC) . EmProfés o nepintoon kotdmoong.
Oé&ela to&ucdt o (deppoTikn) © Mn ta&wvounpévog

Oé&eia to&icdmra (avamvon) © Mn ta&vounpuévog

AGBpmon kot epediopog Tov d€ppatog : Mn ta&vounpuévog

ZoPapn opOaipkr BAGPN/epebionog : Mn ta&vounpuévog
EvatsOnromnoinon tov avamnvevotikon 1 1 Mn ta&wvopnpévog

gvaicOntomoinon Tov dEppratog

Metarlho&ryéveon YEVWNTIKOV KOTTAP®OV 1 Mn ta&wopnpévog

Koapkwvoyéveon © Mn ta&vounpuévog

To&wdTTa Y10 TV OVOTOpOy®YN © Mn ta&vounpévog

Ewu to&wotnto ota dpyava-otoyovg (STOT) — : Mn ta&vounpuévog

epanag £xbeon

Edun to&ucdtnta ota opyava-ctoyovg (STOT) — © Mn ta&wvopnpévog

gmavelnupévn ékbeon

Emucvdovotnto avappdenong © Mn ta&wvounpuévog

Agv vrdpyovy emmA£ov TANPoPopieg

TMHMA 12: Owo)royikég TANPOQOPIES

Owoloyia - yevikd . Aev mopovoidlet Waitepo Kivouvo yio to TepiPaiiov.
Emucivéuvo yia to vddrvo mepiBarrov, Bpayunpdbecpog @ Mn ta&vounuévog

(080¢)

Emucivéuvo yia to vddrvo mepiarlov, pakporpoddecpog : Mn ta&vounpévog

(xpdviog)

Aev voiotator Tayeio amocvvieon

Aev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovv emmAéov TANpoPopieg

Agv vdpyovv emmAfov mANpopopieg

3
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2-Methyl-4(5)-nitroimidazole
Aghtio Aedopévav Acpalreiog

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

12.7. AdheS 0pVNTIKEG EMTTAOCELS

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 13: Ztoiycio oyeTikd pe T 01a0son

13.1. M£60odor enelepyaociog amofijTov

Agv vrdpyovv emmAéov TANpoeopie

TMHMA 14: [TAnpo@opisg 6YeTIKA pE T1 RETAPOPE

Zopgavo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. AprOpoc OHE 1 ap1Opég tavtétnTog

Agv 1oy0g1 ‘ Agv 1oy0et ‘ Aev 1oydet

14.2. Oweia ovopacio arostor)sc OHE

Aev 1oydet ‘ Aev 1oy0et ‘ Aev 1oydet

14.3. Ta&n/-e1g Kivdvvov KOTH TN HETAPOPA

Aev 1oydet ‘ Agv 1oy0et ’ Aev 1oydet

14.4. Opada cvokevaciog

Agv 1oy0g1 ‘ Aev 1oyvet | Aev 1oyder

14.5. Ilgprfarrovtikn emKivovvoTnTa

Aev 1oydet ‘ Agv 1oy0et ’ Aev 1oydet

Aev vrdpyovv emmAéov Stabécipueg TANpoPopieg

14.6. Exdukég Tpo@UAGEELS YIa TOV PN GTY

Ermiyswo petagopa
Aev 1oy0et

petagopd pécw Bordcong
Agev 1oy0det

Evoépuo petagopd
Aev 1oydel

14.7. @aldooreg peta@opég x0oNy cdppmva pe Tig Tpageig rov IMO

Aev 1oydel

TMHMA 15: Xtovyeio vopo0eTikov yopaKTipo

15.1. Kavovicpoi/vopoOsecio 6yeTikd pe TV 06QAaAEWN, TNV VYEIO KO TO TEPLBAALOV Y10 TNV OVGIA 1] TO pEIYRO
15.1.1. kavoviopoi EE

Hapapmnpa XVII Too REACH (ITpoimobiceig mepropiopov)

Aev nepihappaveton oto [oapapmuo XVII tov REACH

Hapapmpa XIV tov REACH (Kotdloyog 00£1060Tn615)
Aev tepthapfavetat oto Mapapmpe XIV tov REACH (Katdloyog adei0ddtong)
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2-Methyl-4(5)-nitroimidazole
Aghtio Aedopévav Acpalreiog

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

Kataroyog vroyiguov oveidv REACH (SVHC)

Aev neprhapfavetor otov Katdloyo vroyneiev ovoidv REACH

Kavoviopog PIC (EE 649/2012, ITponyodpevn ovvaiveon petd amd evnpépmon)
Aev gpapuoletar.

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

Aev gpappoletat.

Kavoviopog mepi eac0évnong tov 6Lovrog (EE 1005/ 2009)

Aev epthapfavetol 6Tov KatdAoyo ovoumv mov e&acbeviCovv to 6ov (Kavoviopog EE 1005/2009)

Kavoviopdg mepi ekpnktik®@v tpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kapio ovoio(eg) mov meptrapPdvetar(oviat) 6Tov Katdroyo Tpddpopav ovoldv ekpnktikav (Kavoviopog EE 2019/1148 oxetikd pe v epmopio. kot
™ ¥XPNOT TPOSPOLUDV OVGLDY EKPTKTIKMDV)

Kovoviepéc mepi mpodpopmv ovcidv vopkotik®dv (EK 273/2004)

Aev mepiéyel ovoio(eg) mov mepAapfaveTar(ovial) 6Tov KatdAoyo Tpodpopmy ovotdv vapkaTik®v (Kavoviopog EK 273/2004 oyxetikd pe tig mpoddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drotagerg

Agev vrdpyovy emmAfov TANpoPopieg

15.2. A&orhdoynon ymuikig oc@aielog

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 16: Alheg TAnpo@opieg

Emoipoven alhoydv:
Ta&wounon g ovciog 1 Tov HelyHaToC.

I\ peg keipevo ppaoccwv H ko EUH:

Acute Tox. 4 (A6 Tov O&eia To&wotnta (ammd Tov 6TONATOC), KaTnyopio 4
GTOLOTOG)
H302 EmProfég o nepintmon katdmoong.

Aghtio Agdopévov Acpadeiog (AAA), EE

ATIOITOIHXEH EY®NHZX Ot mAnpo@opieg mov TEPLEOVTAL GE VTO TO SEATIO TPOEPYOVTUL OO TNYEG TIG omoieg Bewpovpe agomiotes. [lapdra avtd, divovtol
YOPig Kapio eyydnon, pnty N appnTn, Yo v akpifed toue.
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