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TMHMA 1: IIpoco10piop6g 0vGiag/peiypatos Kol ETapeiog/emysipnons

1.1. AvayvepioTikog KOOKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Metronidazole impurity A
Xnuwn Ovopacio : 2-Methyl-4(5)-nitroimidazole
Kwd.-EE 1 211-790-3

apOpuog CAS 1 696-23-1

Kodwodg mpoidvtog : 202100303

1.2. Zvvo@eic TPocdLoplopeves YPNOGELS TNG OVGIAG 1] TOV MELYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

YyeTikéc TpoPremopeveg yprosig

Xpnon g ovoiog/Tov peiypotog . Emompovikn épevva kon avémtuén
Teyvikég dOKIUEG KOl AVAADGELS
Movo Y10 emayyeEApATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Tepropiopoi ot xprion 1 Oyt v TpOQUULEL, GApRLOKa 1) OLKLOKT XpTiom
1.3. Ztoyyeia Tov TpopunOcvT) TOL dEXTioV dEdOPEvVEV 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| TOL pelypoTog

Kataraein oopoova pe v odnyia 1272/2008 EK [CLP]

O&ela to&codmta (amd Tov 6TOHNTOC), Katnyopio 4 H302
T peg keipevo tov dniocemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODGS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPIPdALovV
Emprapés oe mepintwon kotdmoong.
2.2. Zroyyeia eTIKETOG

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

GHSO07
Ipogworomtikn AN (CLP) . IIpocoyn
AnAdoelg emkvdvvottag (CLP) : H302 - Emprapéc o mepintwon katdnoong.
AnAdoelg Tpoevraéng (CLP) : P264 - [TAdvete ta xépua, Toug Tels (avTifpdyiar) Kot To TpOCOTO GYOAUGTIKA LETA TO XEPIOUO.

P270 - Mnv tpdrte, mivete N kanvilete, 6tav ¥pnoylonoleite avtd T0 TPOIoV.
P301+P312 - XE INEPIIITQXEH KATAIIOZHE: KaAéote to KENTPO AHAHTHPIAZEQN 1 éva
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Metronidazole impurity A
Agltio Agdopévev Acpaleiog

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

ywtpd, av aicbavieite adwabecio.

P330 - Een\dvete 10 oToONO.

P501 - ABeon tov mepieyopEvou/nepIEKT o€ oNUEi0 GLAAOYNG EMKIVELVMV 1| E18IKOV amofAnTmv,
GOUOOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £BVIKOVG /Kot Sebveilg Kovoviopove.

Iipoaven ocoppove pe: E€oipeitar n eomTepiki] cvokevooio, To tepreydpeva s omoiog dgv vreppaivovy Ta 10ml.

Agv amarteitol sipavon

2.3. A)hor Kivduvor

Aleg mAnpogopieg : IIpocoyn - n mapodca ovsio dev Exet okOUN SOKIHAGTEL TAP®G.

TMHMA 3: X0v0eon/ainpo@opies Yo T0 6VOTUTIKA

3.1. Ovoisg

Ovopa AvayvopieTikog KOOIKOG % Kataraln coppova pe tny odnyio
TPOIOVTOG 1272/2008 EK [CLP]

2-Methyl-4(5)-nitroimidazole apBuog CAS: 696-23-1 <100 Acute Tox. 4 (And Tov otopatog), H302
Kod.-EE: 211-790-3 (ATE=1540 mg/kg)

IIpeg keipevo tov dnhwoemv H kor EUH: BAéne tuqua 16

TMHMA 4: Métpa npatov fondsiov

4.1. Ileprypagn péTpov Tp@TOV fondeidv

Tevikd pétpa mpdtmv fonderdv 1 X mepintoon apeBoAMY 1| €0V TO. CUUTTOUATA ETLUEVOVY, KOAEGTE YOTPO.

Métpa tpotmv Bonbeldv petd amd giomvon 1 Metagépete tov mabovta otov Kabapd aépa Kot apioTe Tov Vo EEKOVPOCTEL GE GTACT IOV
S1evkoAvVEL TNV avamvon]. Aenote tov mabovta va Eekovpaotel. Te mepintwon adwbesiog :
Zvpfovievdeite/Emokebeite yiotpo.

Métpa tpotmv Bonbeldv petd and emaen e To déppo : AmOpOKPOVETE TO LOAVGUEVO POVYIGHO, TAVVETE OAN TNV EKTEDEIEVT TEPLOYN OEPLATOG LE ATOAD
GATOVVL KaL VEPO, Kl 6T cuvéyela Eemlévete pe (eoTo vepo.

Métpa tpodtmv Bonbdetdv petd and exagn pe to pdtio . Eemhovete pe vepd kpatdvtag ta fAEeapa kakd avorytd. Zvpfovlevteite yiatpd edv cvveyiletat o
TOVOG N M KOKKWVIAQL.

Métpa tpdrov Bondeidv petd amd katdmoon . Eemhdvete o otopa pe vepd (Lovo eav to dropo dratnpel Tig arofoelg Tov). Mnv yopnynoete moté

0TWNTOTE OO TO GTOUA GE GTOUO TV £XEL XAoeL Tig aiobnoelg tov. Kodéote apéowng to KENTPO
AHAHTHPIAZEQN/yatpo.

4.2. TnpovVTIKOTEPO, GUUTTONOTO KOL ETLOPACELS, AUEGES 1| PETAYEVEGTEPES
Agv vdpyovv emmA£ov TANPOPOpieg

4.3."Evo€1En 0TT010.601)TOTE ATUITOVUEVIS GUEGTS LUTPIKNG QPOVTIONS KUl E0IKNG Oepameiag

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 5: M£tpa y10. TNV KOTOTOAEPNN O] TG TUPKAYLAG

5.1. IvpooPeotikd péoa

KotdAinia péoa mopodcBeong : Xpnowomomote péca Kotdofeons katdAnia yio v epipdrlovca mopkayid. Ato&eidio Tov
avOpora. Yekaopodg pe vepd. Enpn okévn. KovBépta mupdoPeonc.
AxatdAinko mpooPestikd péco : Mn ypnoonoteite peydin pon vepov.

5.2. Ewdwkoi T0mol EmKIVOUVOTNTAS TOV TPOKVTTOVV até TNV 0VGia 1] TO peiypa

X mepinT®on TupPKAyLiG TapAyovToL ETIKIVELVa . H atelg kavon anehevbepdver emkivovvo povoeidio tov avBpaxa, d10&€id10 Tov avOpaa Kot
TPOIOVTO amocHVOESNG ko to&kd agpta. TIiBavn amofoln to&kod vEpovg.
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Metronidazole impurity A
Agltio Agdopévev Acpaleiog

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

Métpa Y10 TV KOTOTOAEUNGT THG TUPKOYLOG : Amo@elyete T S1apuyn ToL vePoL G TupdoPeons oto mePPaiiov.
IIpoortacio katd v TupodcPeon : Mnv erepPaivete xmpig KatdAAnio eE0MAGHO. AVTOVOUN AVOTVEVGTIKT GUGKELT HE LOVOGT).
OMOGOUN TPOGTATEVTIKT) GTOAN.

TMHMA 6: Métpa o€ TEPINTOGN 0KOVGLOG EKAVOTNG

Tevikd pétpa : Amo@evyete TV ENOPY) TOV TPOIOVTOG LLE TO SEPHLM, T HATLO ) TO POVYLGUO.

I'a TpocmmK6 GALO 06 TO TPOCOTIKO EKTUKTNG AVAYKNG

Métpa ékToxTng avaykng : ATOUOKPOVETE TO TEPLTTO TPOSWTIKO.
TN dTopa mov TpocPEpovy TpdTES fo10reg

E&onhopog mpootaciog : Mnv enepoivete yopic katdAnio egomhopd. ' tepiocdtepes TAnpopopies avatpiéte oty
evomra 8 :""Eleyyog tng ékbeong-Atopkn tpoctacia.

No amogevyeton n ekevbépwon oto nepidirov. Epmodicte v €i6080 6TOVG 0moyeTeuTikods oymyods 1§ 6T0 dNUOGLO SIKTVO VEPOD.

T v anobnkevon 1 Amoppo@noTe T0 PE £V AdPOVEG DAIKO Kol TOTODETOTE TO G€ Evav KOTAAANAO Teptéktn S1ébeong
amofAnTmV.
MéBodot kabapiopov : Eemlovete TIG LOAGUEVEG EMPAVELES [ pBovo vepd. KaBopiopog pe anoppumavTikd.

Agite to Tpipa 13 yio Tinpopopieg oxetikd pe ) duabeon.

TMHMA 7: Xepiopog kon awodnkevon

TIpogura&elg yio ao@oAn (eEPLopd . Amogevyete k4B mepurth kbeon. Opovtiote OGoTE 0 YDpog epyaciog va e&aepileTar cwotd.

Métpa vyewvig : Mnv tpire, mivete 1| kanvilete, dtav ypnoponoteite avtod 1o mpoidv. Ta poivopéva gvéduato
epyaociag dev mpémet va, Pyaivovv amd to ydpo epyaciac. [IMdvete ta xépla oag mpv amd kabe
£PYOO10KO SIEAELpO KO LETE TO TENOG TNG EPYAGINGC.

XuvOnkeg poAagng : Anobnkedetat og KoAd aepliopevo xdpo. O TepEKTNG dratnpeitarl epUNTIKG KAEIGTOS. ATOPEDYETE
™ (éotn Kot TV Gpeon nAlokn aktvoBolia.
Y\iké cvokevasiog : Al0TNPOTE GTOVG UPYLKOVG TEPLEKTES.

Agv vdpyovv emmAéov TANPOPopies

TMHMA 8: "EAegyyog Tng £ék0eong/atopiki tpoctacic

Aev vdpyovv emmAéov TANpoPopie

Kotaiinhor pnyavikoi £éheyyor

Koatdiinhor pnyavikoi éleyyou:
Dpovticte OoTE 0 YDPOG epyaciog va e&aepiletar cmotd. Xvvibog anatteitatl GHOTNHA YEVIKOD UNYAVIKOD EE0EPIGHLOD TOV YDOPOV. XTO HETPO TOL SLUVOTOD 1
XPNOM TOL TPOIOVTOG TPEMEL VOL YIVETAL GE EPYOGTNPLOKT XOBVT.
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Metronidazole impurity A
Agltio Agdopévev Acpaleiog

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

ATOPIKOG TPOOTATEVTIKOG EEOTAO NG

Ipootacio TOV HOTIAOV KOL TOV TPOGAHTOV

IIpocrocia 0pOaipdv:

Dopdre cuokevn TpocTaciog Yo Ta patio. [Ipoctotevtikd yvad pe mAdylo tpoctatevtikd. (EN 166)
Ipootacio Tov déppatog

Ipootacia Tov déppotoc:
Dopdte KOTAAANAO TPOGTOTELTIKO povyiopd. Xprion og gpyaotipla : modid epyactnpiov. (EN 13034)

Ipootacio TOV yePLOV:
Na popdrte kordAAnia yavte. [Ipootateuticd yavto avOektikd og ynukd mpoiovra. (EN 374)

IIpootacic TOV AVATVEVGTIKAV 00DV

IIpooTucio TOV OVATVEVGTIKAOV 00(DV:
X TepinTOoN Topaymyng okoOvNG, YPNOLLOTOWCTE TPOSTATEVTIKY NACK e Gidtpo : P3

TMHMA 9: ®voikég Kot ynUIKEG 1016TNTEG

9.1. Zroyyeia Yo TG fAGIKES QUOIKES KA YNMIKES 1O10TNTES

DUoIKH KOTAGTOOT 1 Xteped
APOLOL : Mn dwbéoyo
Mopuoxn pada : 127,1 g/mol
Oopn : Mn dwbéoyio
Opo oopng : Mn dwbéoyo
Inpeio Eemg : Mn dwbéoyo
Inpeio m&ewg : Mn dwbéoyo
Inueio Bpacpod : Mn dwbéoyo
Evplextomta : Mn dwbéoyo
Xapnhotepo 6pio £kpnéng 1 Asv ioyoet
Avdtato 6pro ekpnEpomrag 1 Agv oydet
Inpeio avaereéng 1 Agv oydet
Bgppokpacio avtavaereéng 1 Agv oydet
Bgppokpacio amrocvuvieong : Mn dwbéoyo
pH : Mn dwbéoyo
Awdiopo pH : Mn Swbéopo
1EDOEG, Kivepatikog (17) 1 Asv oyoet
AwAvtomTo : Mn Swbéopo
ZVVTEAECTNG KOTAVOUNG O Helypao N-0KTavOANG/veEpoD 1 Mn Swbéopo
(Log Kow)

Téon atumdv : Mn Swbéopo
ITieon atpov oe Beppokpacio 50°C : Mn Swbéopo
Tukvomta : Mn dwbéoyo
ZYETIKN TUKVOTNTOL : Mn dwbéoyo
ZYETIKN TUKVOTNTO 0TUDV 6ToVG 20°C 1 Agv oydet
Méyebog copatidiov : Mn dwbéoyo

9.2. Aownéc TAnpopopics

Agv vdpyovv emmALov TANPOPOPie

TMHMA 10: Z100gpdTNTO KO OVTIOPOCTIKOTITO.

10.1. AvnidpaocTikéTnTO
Aev vdpyovv emmAov TANPoPopieg
10.2. Xnpkn ctabepétnta

Aev vdpyovv emmAéov TANpoPopie
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Metronidazole impurity A

Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmA£ov TANPOPOPieg

Aev vdpyovv emmAov TANPoPopieg

Aev vdpyovv emmAéov TANpoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 11: To&wkoloyikég TANpopopisg

O&ela to&codTTa (amd GTOHTOC)
O&ela to&ucodtoa (Seppotiky)
Oé&ela to&ucodmta (avamvon)

: EmPraPég oe mepintmon katdmoons.
: Mn ta&wvopnpévog (EMAeiparticd dedopévar)
1 Mn ta&wvopnpévog (EMeparticd dedopévar)

2-Methyl-4(5)-nitroimidazole (696-23-1)

LD50 and tov 6T0p0TOG GE Apovpaiovg

1540 mg/kg

AGBpmon kot epebiopdg Tov d€ppatog

ToPapn opboipun PAPN/epedionog
EvaisOntomoinom tov avamvevotikod 1
gvaucOntomoinomn Tov dEpRaTog

MetaAro&ryéveon YEVWINTIKOV KUTTAPOV
Kapxwoyéveon

To&wdmTo 6TV AvoTapoy®Yn

Ewdu to&wcotnta ota dpyava-ctoyovg (STOT) —
gpamag éxbeon

Ewdu to&ucotnta ota 6pyava-ctoyovs (STOT) —
emavelnupévn ékbeon

Emtvéuvomta avappoenong

Agev vrdpyovv emmAéov TANpoPopieg

TMHMA 12: OwkoAoyIKES TANPOPOPIESG

1 Mn ta&wvopnpévog (EMelparticd dedopévar)

Emikivduvo yia to vdativo mepiBdilov, Bpayumpobesiog

(0809)

Emicivduvo yia to vdativo meptBdilov, pokponpobesiog

(xpoviog)

: Mn ta&wopnpévog (EMeparticd dedopévar)
: Mn ta&wopnpévog (EAdeiatikd dedopévar)
: Mn ta&wounpévog (EMepaticd dedopévar)

: Mn ta&vounpévos (EAdepatikd dedopéva)
1 Mn ta&vounpévog (EAepatikd dedopéva)
: Mn to&wvopnpévog (EMAepnaticd dedopévar)
: Mn ta&wopnuévog (EMeiparticé dedopévar)

: Mn ta&wounpévog (EMepartucd dedopévar)

: Mn ta&vounpévog (Erdepatikd dedopéva)

: Mn ta&wopnpévog (EMeiparticd dedopévar)

2-Methyl-4(5)-nitroimidazole (696-23-1)

AVOEKTIKOTNTO KoL IKOVOTNTO ATOdOUNGNG

Aev voiotaton Tayeio amocvvieon

Agev vrdpyovv emmAéov TANpoPopieg
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Metronidazole impurity A
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmA£ov TANPOPOPieg

Aev vdpyovv emmAov TANPoPopieg

Aev vdpyovv emmAéov TANpoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 13: Xtoyycio oyeTikd pe T o1a0eon

Agev vrdpyovv emmAéov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA PE TN PETAPOPA.

Zopeovo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opéc OHE 1 apOpog TavtotnTog

ZOpeavo pe Tig StoTdEels PETapopag To TPoidv awtod de yapaktpiletot og emkivouvo

14.2. Oweia ovopaosio amostorisc OHE

Mn povOulopevo Mn poBuldpevo Mn pvBulopevo

14.3. Taén/-e1g KtvdOvov KaTd TN PETOPOPA

Mn pvBulopevo Mn pvOulopevo Mn pvOulopevo

14.4. Opddo cvokevaciog

Mn poOulopevo Mn poOuldpevo Mn poOulopevo

14.5. Ilgprforrovtikn emKivovvoTnTO.

Mn puOulodpevo Mn puBuldpevo Mn puOulodpevo

Aev vapyovv emmAéov Stabécipues TANPOEOpies

Eriysio petagopa
Mn pvOulopevo

peta@opd péow Boricong
Mn pvOulopevo

Evaépro petagopd
Mn pvOulopevo

Aev woyvet
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Metronidazole impurity A
Agltio Agdopévev Acpaleiog

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

TMHMA 15: Xtovyeia vopo0etikov yopaxtipo

15.1. Kavovicpoi/vopoOecio oyeTikd pe Ty a6QaAela, TNV vyeio Ko 7o IEPIBAALOV Y0, THV 0VGia 1] TO peiypa
kavoviopoi EE

Hapaptypa XVII tov REACH (IIpoimobéceig mepropiopov)
Aev teprapfavetat oto Mapapmmpoa XVII too REACH

Hapaptpa XIV 100 REACH (Katdloyog 0.0£1060Tn61G)
Aev nepthappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroynguov ovordv REACH (SVHC)

Aev teptlapfavetotl 6Tov KatdAoyo vroynieuwv ovciwv REACH

Kavoviopog mepi 6 ovtog (2024/590)

Aev neprhapfdveton otov Katdhoyo ovoidv mov e&acbeviCovv to 6lov (Kavoviepog EE 2024/590)

Kavoviopég tov Zvpfoviriov (EK) yra Tov éheyyo e1d®@v dimhig ypriong
Aev tepirapfavetatl otov Kavoviepd (EK) tov Zvpfoviiov yuo ta €idn dumng ypnone.

Kavoviopdg mepi ekpnktikdv apédpopmv ovordv (EE 2019/1148)

Agv avoypaQeToL 6ToV KATAoyo TPOSPOUmY 0VGLdV EKPNKTIKOV VAGV (EE)

Kavoviopég mepi mpédpopmv overdv vapkotikav (EK 273/2004)

Aev avaypaeetatl 6Tov KatdAloyo Tpddpopmy ovcldv vapkotikdv (EE)
15.2. A& orhoynon ymuikig acQaietag

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 16: ALLheg TANPOPOPIES

Emonpovoen erhaydv:
Ta&woéunon g ovciog 1 Tov peiypatoc.

Emonpavon arlhayov

Tpnpa Tpomorompévo cToyyEio Hopatnpriceg
Avtikofiotd v ékdoon Ipoctédnke
svnuépmon Ipootidnke

1.1 Kwd.-EE Ipootédnke

1.1 apOpog CAS Mpoctédnke

1.1 Zuvovopo Aoupidnke

1.1 ‘Ovopo TpomomouniOnke

1.2 Iepropiopoi otn xprion TpomomouOnke

1.2 Xpnfion g ovoiog/Tov pelypotog TpomomouOnke

1.2 Kopuo katnyopia ypnong Aparpédnke

2.1 AvemBopunteg puotkoynkeég emdpacels, kabng | TpomomorOnke
Ko €mOPAcELS 6TV avOpdTvn vyeia Kot 6To
nepBAiov

2.3 AMeg mAnpoopieg Ipoctédnke

4.1 Tevikd pétpa TpdTRV Pondeidv Ipoctédnke

4.1 Métpa tpodtev Bondeudv petd amd enaen pe T0 TpomomouOnke
dépo
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Metronidazole 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 tpodtov Bonbeldv petd and lomvon Ipootidnke

4.1 Métpa tpodtmv Bonbeldv petd and katdnoon Ipootédnke

4.1 Métpa tpdTev Bonbeldv petd amd emaen pe To TpomomouOnke
pétio

5.1 Axatdrinlo mvpooPeotid péco Ipoctédnke

5.1 Katdiinka péoa mopdcPeong TpomomouniOnke

5.2 Y mepinton TuPKAYLAS ToPAyovVToL ETIKIVELVE Ipootidnke
TPOIGVTO. 0TocVVOESTG

52 Kivdvvog mupkaytdc Aparpénke

53 Ipootaoio katd v TopdoPeon Ipootédnke

53 Métpa Yo TV KATATOAEUNGT) TNG TUPKAYLAG TpomomouOnke

6.1 E&onhopnog npoctaciog Ipoctédnke

6.1 Métpa EKTOKTNG aVAYKNG TpomomoumiOnke

6.1 Tevikd pétpa Ipootidnke

6.2 Tlep1Barrovticég TPoPLAGEELG Ipootidnke

6.3 T v amobrikevon pootédnke

6.3 MéBodot kabopiopod poctédnke

6.4 Moapamopnn o dAho tpfpota (8, 13) Ipoctédnke

7.1 IIpopura&els yio aopain xePLopod Ipoctédnke

7.1 Métpa vylewng Ipootidnke

7.2 YuvOnkeg O agNg Ipootédnke

7.2 YAkd cvokevaciog Ipootédnke

7.3 Edwcég yprioetg telucod katavoimt Aoupidnke

8.2 [Ipoctacio TV AVOTVELGTIKOY 0dMV Ipootédnke

8.2 IIpoctacio tov yepudv TpomomouOnke

8.2 TIpootacio opBaApmv Ipootidnke

8.2 Katdiinkot unyavikoi Ereyyot TpomomouOnke

8.2 TIpootacio Tov déppoatog TpomomouOnke

9 Mopuaxn péao Ipootédnke

10.1 AvtidpacTtikéTTo Apurpédnke

10.3 IMBavomTo EMKIVOLVOV 0VTIOPAGEDV Aparpédnke

10.5 Mn ocvpfatd vikd ApupiOnke

10.6 Emwivduva tpoidvta amocdvieong Aparpédnke

11.1 LD50 and tov otdpotog o€ apovpaiovg Ipootédnke

11.1 ATE CLP (And tov 6T0pH0TOG) TpomomouOnke

12.1 Owoloyia - yevikd Agorpédnke
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Metronidazole impurity A
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:

Acute Tox. 4 (And tov
GTONOTOC)

O&ela to&codmra (amd Tov 6TONTOC), Katnyopia 4

H302

EmPropég o nepintmon katdmoong.

Aghtio Agdopévaov Acpakeiog (AAA), EE

ATIOIIOIHXZH EY®NHZ Ot mAnpogopieg mov mepiéyovtal o antd 10 dehtio mpoépyovtar and myég Tig onoies Bempodpe a&iomotes. [Tapoia avtd, divovtot
YOPIG Kapio gyydnon, pntm N appnTn, Yo v akpifetd tovg. Ot cuvinkeg N ot pEBodot yeiptopod, amobnkevong, ypnong 1 ardppLyng ToL TPOIOVTOG deV
VIOKEWVTOL OT S1KN HaG VOHVI Kot PHTopel Ko VoL v EUmITTONY Kot 6TIG ApprodtoTTég pog. I'l'ontong kot yio GALovg AGYOUG, 0moTolovpaoTe KGOe vBvvn oe

TEPIMTOON UTMOAELNG, VAKNAG 1| YPNUOTIKNG CNuicg 0o, 1 LLe OTTOL0ONTOTE TPOTO GUVIEVELEVT LLE, TO YEPLGUO, TNV 0t0ONKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO

Aghtio Agdopévav Acpareiog cuvTaydnKe KeL TPEMEL VO YPTGILOTOLEITOL Y10l TO GUYKEKPILEVO TTPOTOV. Edv T0 Tpoidv ypnoiponoteitent g cuoTtatikd GAAOL
TPOIOVTOG, O TANPOPOPIES TTOV TUPEXOVTUL £ EVOEXETOL VO LNV EIVOL EQUPUOCILES. VTEG 0L TANPOPOPieg PacilovTol GTIC TPEXOVOES YVMGELS LLOG KoL
TPoopilovTal Yo VoL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10 AOYOLG VYEINS, AGQUAENS Kot TEPPAAAOVTIKOV OmOITOEWY. ZVVETMG, Oev o mpémet vo. OewpnOel

OTL £YYLATOAL OTOLUONTOTE GUYKEKPILEVT] 11OTNTA TOV TPOIOVTOG.
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