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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Thiamazole impurity C

Xnuwn Ovopacio . 1-methyl-2-(methylsulfanyl)- 1 H-imidazole
Kodiodg mpoidvtog : 201800042

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

1.2.1. Xyetkéc mpoPrenopeveg yproerg

Kbpu katnyopia ypnong . To mpoidv mpoopileTar yio TNV £pevva Kot avamtuén Kot TV EXayyELLOTIKY eKTaidgvon.
Xpnon g ovoiog/Tov peiypotog : Movo yo emoryyehaTiky xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg yposig
Teplopiopoi oty xpron : Mn ypnowonoteite : Katdmoon, Eonvony, Aeppoticd

1.3. Ztoyeia Tov TpopunOcvTi) TOL dEXTiOV dEdOPEVEOV GPaLEiag

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 Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I[1p0oco10piopog eMKIVOUVOTNTOS

2.1. Ta&wvoépnon TG ovoiog 1| TOL pelypoTog

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

ZoPapn opbaipkn BAAPN/0@Baipkdg epebiopdg, kKatnyopio 2 H319
Evaisbntomoinon tov déppotog, karnyopia 1 H317
To&wodmTa 6TV avamopayyn, katmyopio 2 H361d

ITAnpeg keipevo tv niocewv H ko EUH: BAéne tpnpo 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPIPdALOV
ATOQOoT LEG® KPIoNG EUTEPOYVOLUOVOV KOl OTOSEIKTIKNG LGYVOGC.

2.2. Xroyyeia eTIKETOG

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

GHSO07 GHSO08
Ipogworomtikn AéEn (CLP) . IIpocoyn
AnAdoelg emkvdvvottag (CLP) : H317 - Mnopetl va tpokaAiéoetl aAAePYIKT SEPUOTIKY OVTIOPAOT).

H319 - IIpoxaiei coPapd opBaipicd epediopo.
H361d - "Yronto ywo tpdxinon BAGPng oo Euppvo.
AnAdoeilg Tpoeviaéng (CLP) . P201 - Epodiaoteite pe t1g £101kéG 0dnyieg mpv amd T xpnomn.
P202 - Mnv 10 ypnoyonomioete mpv StofGoETe Kol KATOVONGETE TIG 0d1yieg TPoPOAAENG.
P261 - Amo@ehyete va avamvéete oKOVI/avaBVuIAGELY/ 0EPLO/GTOYOVISI/ OTHOVC/ EKVEPMLALTOL.
P264 - ITAOvete ta xépia, Toug Tyels (avTifpayia) Kot To TpOcOTO GYOANGTIKA LETA TO XEPIOUO.
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Thiamazole impurity C
Agltio Agdopévev Acpaleiog

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

P272 - To polvopéva evddporta epyaciog dev mpénet va Byaivovv amd 1o ydpo epyaciog.
P280 - No 9opdte TpocTaTELTIKG YAVTLO/TPOCTATEVTIKG EVOVLATO/HEGE OTOUIKNG TTPOCTAGIOG Y10 T
LGT10/70 TPOCMOMO/TO AVTIAL.
P302+P352 - XE IIEPIIITQXH EITA®HX ME TO AEPMA: IT\Ovte pe dpbovo vepo.
P305+P351+P338 - XE INEPIIITQXZH EITA®HE ME TA MATIA: Eenhdvete mpocekTikd e vepo
Y0 0PKETE AEMTA. AV VILAPYOVV QOKOT ETAPNC, APALPESTE TOVG, OV £lval €0KOA0. Xvveyiote va
Eemlévere.
P308+P313 - XE INEPHITQZXH ékbeong 1 mbavotntog ékbeong: ZvpPovievbeite/Emokepbeite
ytpo.
P321 - Xpedlerar e1dwn ayoyn (BAéne cupninpopoticég odnyieg tpdtmv fondeidv oty TiKETA).
P333+P313 - Eav mapatnpnei epebiopdg tov déppatog N epoaviotel e£avonpua:
Tvppovievbeite/Emokepbeite yotpod.
P337+P313 - Eav dev vroyopei 0 00Baipikig epebiopdc: Zvppovievdeite/Emokepbeite yotpod.
P362+P364 - Bydte ta poAvopéva podya Kot TAOVTE Ta TPV TO. EQVOYPT|GLLOTOGETE.
P405 - dvrdooetor KA ®LEVO.
P501 - AudBeon tov mepieyopEvou/nepIEKTN o€ GNUEID GVAAOYNG EMKIVELVMV 1) £181KOV oA Tmy,
GOUOOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £BVIKOVG /Ko SebVElg KOvoVIGHOUG.

INpavon coppova pe: eEapeitol 1) E0OTEPIKY CLOKELAGIN, TO TEPLEXOLEVA TNG OToiag dev vepPaivovv ta 10ml

Ewovoypappoata kvdovov (CLP) :

GHS08

2.3. AlLot Kivovvol

Aev vrdpyovv emmAov TANPOPOpie

TMHMA 3: Z0vOeon/TAnpo@opies Y10 T0 CVGTATIKG,

3.1. Ovoieg
Ovopa AVayvoOpeTIKOG KOOTKOG % Katdraén copoova pe v odnyia
TPOi6VTOg 1272/2008 EK [CLP]
1-methyl-2-(methylsulfanyl)-1H-imidazole - <100 Eye Irrit. 2, H319
Skin Sens. 1, H317
Repr. 2, H361d

ITAnpeg keipevo tov niocewv H ko EUH: BAéne tuniua 16

3.2. Meiypata

Aev 1oy0et

TMHMA 4: Métpa npdtov fonbsiov

4.1. eprypoon pétpov TpOTOV fonderarv

Métpa tpdTev Bondeidv petd amd emagn pe To dEpuo : KoBapiote ™ peyaivtepn duvorr mosdtnto ckovmilovtdg ) (kabapd Kot Lodakd amoppoenTikd
avi).
Métpa tpdTev Bondeidv HeTd amd exapn 1e To LATIO : Eemlovete to patio pe vepod yio AOyous acpoeiag.

4.2. ZNpovTIKOTEPO. GUUTTONATO KOL ETLOPACELS, APEGES 1| PETAYEVEGTEPES
Aev vrtdpyovv emmAéov TANpopopieg
4.3."Evé€1&n 0mo1a6dNTOTE AMULTOOPEVG GPECT|G LUTPIKNG PPOVTIdUG Kot 101K G Ogpaneiog

Agv vrapyovv emmAéov TANpopopieg
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Thiamazole impurity C
Agltio Agdopévev Acpaleiog

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

TMHMA §: Métpa Y10, TNV KOTATOAEPN O TG TVPKAYLAG
Katdnka péca mopdcPeong . KovPépra mupocPeonc.

Kivévvog mopkayidc : BMéme tpnpa 2.2.

Métpa Y10 TV KOTOTOAEUNGT THG TUPKOYLOG : Xpnoworomote péca KotdoBeons kKatdAnia yio v tepiparlovca TupKayid.

TMHMA 6: Métpo 6€ TEPITTOON 0KOVOLUS EKAVONG

6.1.1. I'a TPoc®OMIKO GALO A6 TO TPOCOTIKO EKTUKTIG UVAYKIG

Métpa éktaxtng aviykng : Amogelyete k4B meprrtn Exbeon.

6.1.2. T Gropo mov Tpocpépovy TpdTES fonidereg

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovv emALOV TANPOPOPIES

TMHMA 7: Xeipiopog ko amodnkevon
Agv vdpyovv emmALov TANPOPOPiE

Aev vdpyovv emmAov TANPoPopies

BAéme tunpa 1.

TMHMA 8: ‘ELreyyog ¢ £ék0eonc/aTopiki TpocTacio

8.1.1 EOvikég oprokés Tipés emayyeipotikig £k0gong ko frohoyikég oprokés Tipég

Agv vdpyovv emmALoV TANPOPOPiES

8.1.2. ZuvioTdpeveS S10d1K0oiEg TOPAKOLOVONONG
Agev vrdpyovv emmAéov TANpoPopieg
8.1.3. Zymportifovror sToygia pomaveng Tov aépa

Agv vdpyovv emmALov TANPOPOPieg

8.1.4. DNEL xax PNEC

Agev vrdpyovv emmAéov TANpoQopieg
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Thiamazole impurity C
Agltio Agdopévev Acpaleiog

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

8.1.5. Ileproyéc eréyyov
Aev vrdpyovv emmAéov TANpogopieg
8.2.'E)eyyon ék0eong

8.2.1. Katdiinkior pnyavikoi Eheyyor

Katarlinior pnyavukoi éreyyou:
Awatpniote og koAl e€aepilOpevo Ydpo. ZuviBmS amotteiton GOGTNHO YEVIKOD INYOVIKOD £E0EPLGLLOD TOV YDPOL.

8.2.2. ATopKOG TPOGTOTEVTIKOG EE0TAMGPOG

8.2.2.1. TIpocTucio TOV PUTIOV KL TOV TPOGHTOV

Aev vdpyovv emmAov TANpoPopie
8.2.2.2. [Ipoctucio dépparog
IIpocrocia Tov déppatog:

o4 epyooTNpiov

Ipootacio TV yePLOV:
IIpoctotevtikd yavtio

8.2.2.3. [IpocTucio TOV AVOTVEVGTIKAOV 00®V

Agv vrdpyovv emmAéov TANpopopieg

8.2.2.4. Ogppikoi kivovvol

Aev vdpyovv emmAov TANPOPopie

8.2.3. OproBétnon kot TapakorovOnon g neprfariiovroroyikng £ékOeong og kKivovvo

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 9: ®voikég Ko YNUIKES 10T TES

9.1. Zroyyeia Yo Tig faSIKES QUOIKES KAl YNMIKES 1O10TNTES

Duowkn KoTdoToom : Yypd

APOLOL : Mn dwbéoyo
Oopn : Mn dwbéoyo
Op1o oopng : Mn dwbéoyo
Inueio T&emg : Mn dwbéoyo
Enueio m&emg 1 Mn dwbéoyo
Enueio Bpoacpon : Mn dwbéoyo
Evplextomta : Mn dwbéoyo
Opta kvdvvov ekpnéews : Mn dwbéopo
Xopniotepo 6pio £kpnéng : Mn dwbéopo
Avdrtato 6pro ekpn&dmrag : Mn dwbéopo
Enueio avaereéng : Mn dwbéopo
Bgppokpacio avtavapieéng : Mn Swbéopo
Ogppokpacio arochvOeong : Mn Swbéopo
pH : Mn Swbéopo
1EDOES, Kivepatikog (1) : Mn dwbéopo
Awdvtomra : Mn dwbéopo
ZUVTEAEOTNG KOTAVOUNG G€ LELYILO N-OKTOVOANG/VEPOD : Mn Swbéopo
(Log Kow)

Téon aTumdv : Mn dwbéopo
ITieon atpov ot Ogppokpacio 50°C : Mn dwbéopo
IMukvotnto : Mn Swbéopo
EYETIKN TOKVOTNTAL : Mn dwbéopo
etk ToKvOT T aTHOV 6ToVg 20°C : Mn dwbéopo
Xapoxtnplotikd copatdiov 1 Agv oydet
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Thiamazole impurity C
Agltio Agdopévev Acpaleiog

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

9.2.1. IIxnpo@opieg oyYeTIKA pe TIS KLAGELS PVOLKOV KIVOUVOL

Agev vrdpyovv emmAéov TANpoQopieg

9.2.2. AMha YOPUKTNPIGTIKA 0.6QULEing

Agv vdpyovv emmA£ov TANPOPOPie

TMHMA 10: X100gp0T1TO KO GOVTIOPAGTIKOTTA

21abepd VIO KAVOVIKEG GUVOTIKEG.

Aev vrdpyovv emmAéov TANpoPopieg

Kavévag yvootog/-1/-6.

Agev vrdpyovv emmAéov TANpogopieg

Kopio o kavovikn xpron. BAéne tuiqpa 7.

‘Ortav Beppaivetar péypt Tov onpeiov SAOTOONG, EKTEUTEL ENKIVELVOVG KOTVODG.

TMHMA 11: To&wkoroyikég TApoPopie

Oé&ela to&ucodmra (amd oToONATOC) : Mn ta&wounuévog (Baoet tov dtobéoipov dedopévav, ta kprtnpio to&vounong dev minpovvan)
Oé&ela to&ucdmra (deppotikn) 1 Mn ta&wounuévog (EMeparticd dedopévar)

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

AGBpmon kot epediopog Tov d€ppratog : Mn ta&wvounpévos (Baoet tov dtabécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
ZoPapn opbaipkn PAPN/epedionog : Ilpokaiel coPapd o@Baipcod epebiopo.

EvaisOntonoinon tov avomveuotikod 1 : Mmnopei va TpokaAEcel OAAEPYIKT SEPLATIKY AVTIOPOOT|.

guaieOntomoinon Tov déppratog

Metodho&tyéveon YeEVWTIKOV KUTTAP®OV : Mn ta&wopnpévog (EAketpaticd dedopévar)

Kapxwoyéveon : Mn ta&wvopnpévog (EAdepatikd dedopéva)

1-methyl-2-(methylsulfanyl)-1H-imidazole

Aebvég Ivetitovto Epguvav yia tov Kapkivo (IARC) 3 - Advvaro va katnyoplononfei
To&wodTa Yo TV avamTopayoyn . Yromto yio mpdrinon BAaPng oto Eufpuo.
Ewdum to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn ta&vounpévog (EAdepatikd dedopéva)
epanad éxbeon
Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn to&wvounpévog (EMetpaticd dedopévar)
emavelnppévn €kbeon
Emucivduvomta avoppoenong : Mn ta&wopnpévog (EAleiatikd dedopévar)

Agv vdpyovv emmALov TANPOPOPiEs
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Thiamazole impurity C
Agltio Agdopévev Acpaleiog

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

TMHMA 12: Owkohoyikég TAnpo@opisg

Owoloyia - yevika : Aev mapovoidlet wiaitepo kivéuvo yio to meptBaAiov.
Emwcivduvo yia to vddrtvo mepiBdrrov, Bpayvnpodbecpog : Mn ta&wounuévog (EAeaticd dedopéva)

(080¢)

Emicivduvo yia to vddrtivo mepiBdirov, pokporpodbeopog : Mn ta&wounuévog (EAeaticd dedopéva)

(xpoV10G)

Aev vdpyovv emmAov TANpoPopie

Aev vrdpyovv emmAéov TANPoPopieg

Aev vrdpyovv emmAéov TANpoQopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALoV TANPOPOPIiES

TMHMA 13: Xtovyeia oyeTika pe tn 613d0gon

Agv vdpyovv emmA£ov TANPOPOPieg

TMHMA 14: ITAnpo@opieg 6YETIKA PE T1| HETAPOPA

Topeove pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. ApOpog OHE 1 ap1Opég TavtétnTog

Agv 1oy0gL Agv 1oy0g1 Aev 1oy0et

14.2. Oweia ovopacio arostorig OHE

Aev 1oy0et Aev 1oy0et Agv woyvet

14.3. Ta&n/-€1g KivdoHvov KOTE TN PHETAPOPA

Agv 1oy0€t Agv 1oy0€L Aev 1oy0et

14.4. Opdado cvokevaciog

Agv 1oy0gL Agv 1oy0g1 Aev 1oy0et

14.5. IleprporhovTiKi ETKIVOUVOTTO

Aev 1oy0et Aev et Aev woyvet

Agv vrapyovv emmAéov Stabéoiueg TANPOPopieg
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Thiamazole impurity C
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

petagopd péow Bordcong
Aev woyvet

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
15.1.1. kavovicpoi EE

Mapéptpe XVII tov REACH (IlpodmoBéceic 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 Katdroyo vroyneuwy ovoidv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevny cuvaiveon petd amd evnpépmon)

Aev gpappoletor.

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

Aev gpappodletar.

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

Aev nepthappdvetor otov Katdloyo ovsidv mov e&acbeviCovv to 6Lov (Kavoviopog EE 1005/2009)

Kavoviopog mepi ekpnkTIk®V Tpodpopmv overdv (EE 2019/1148)

Aev mepiéyerl kopia ovoio(eg) mov meptrapfdvetoi(ovrat) 6Tov Katdloyo Tpddpoumv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gumopio kot
™ XpNoN TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviopog mepi mpédpopmv overdv vapkoTikav (EK 273/2004)

Aev nepiéyet ovoio(eg) mov mepthapfavetayoval) 6Tov KotdAhoyo Tpddpopmv ovetdv vapkatikdv (Kavoviepnog EK 273/2004 cyetikd e Tig TpOSpOLES OVGieg
VOPKOTIKOV)

15.1.2. EOvikég drwataéerg

Agv vdpyovv emmALov TANPOPOPieg

15.2. A&ordynon ymuikis aoc@dierog

Aev vdpyovv emmAov TANPOPOpieg

TMHMA 16: Alheg TAnpo@opisg

Emonpavon ailaycdv

Tunpo Tpomomompévo cTorycio Tpomomoinon Hapoatnpiceg
svnuépmon Ipootédnke
Avtikofiotd v ékdoon Ipootédnke
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Thiamazole impurity C
Agltio Agdopévev Acpaleiog

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

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Tpomomoinon Mopatnpriceg

2.1 Katdtaén oopemva pe v odnyio 1272/2008 EK | TpomomowOnke
[CLP]

22 Ewcovoypappata kivddvov (CLP) TponomomOnke

2.2 Anidoelg Tpoeoraéng (CLP) TpomomowOnie

22 Anhaoeig emucvdvvotntog (CLP) TpomomomOnie

11.1 Attio v dev €xovv Ta&voundet TpomomomOnie

11.1 LD50 and tov 6T0p0T0G 68 poupaiong ITpootébnke

11.1 Aebvég Ivatitovto Epevvav yuo tov Kapxivo Ipootédnke
(IARC)

12.1 Avtia gdv dev €ovv Ta&vounBet Ipootédnke

Ipeg keipevo ppacewv H ko EUH:

Eye Irrit. 2 YoPoapn o@Oaipcr BAAPN/0pBokikdg epediopdg, katmyopio 2
H317 Mmnopei va Tpokoarécet oAlepyikn deppatiKy avtidpoon.

H319 TIpoxarei coPapd opBaiikd epebiopo.

H361d "Yronto yio mpoxAnon PAAPNG oto Eufpvo.

Repr. 2 To&wodmTa 6TV avamapay®yn, katnyopio 2

Skin Sens. 1 EvaisOntomoinomn tov déppatog, katnyopia 1

Aektio Agdopévov Acpaleiog (AAA), EE

ATIOIIOIHZH EY®NHZX Ot minpogopieg mov mepiéyoviat 6e avtd 10 deATio mpoépyovtan amd mnyég Tig onoieg Oempovpe a&omiotes. [apdra avtd, divovar
xopis Kapio eyyomen, pnm M appnTn, Yo TV aKpifeid Toug.
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