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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog . Chloroxylenol for system suitability
Xnuwn Ovopacio 1 4-yhwpo-3,5-dtuebviopavoin

No. kotardyov : 604-038-00-4

Kwd.-EE 1 201-793-8

apOpog CAS : 88-04-0

Kodidg mpoiévtog : 202400004

1.2. Zvvo@eic TPocdLopllopeves YPNGELS TG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkéc TpoPrenopeveg yproeig

Kbpu katnyopia ypnong . To mpoidv mpoopileTat yio TNV £pevva Kot avamTTuén Kot TV EXayYELLOTIKY eKTaidgvom.
Xpnomn g ovoiog/Tov peiypotog : Movo yo emoryyeALaTiKy xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg yposig
Tepropiopoi ot xpron ;. Mn ypnowomnoteite : Katdnoon, Ewonvon, Agppaticd

1.3. Ztoyyeia Tov TpopunOcvT) TOL dEXTiOV dEdOPEVEOV dGPaLEiag

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.cu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds AedvoV emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1 TOV peiypoTog

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

O&ela to&coda (amd Tov 6TOHTOC), Katnyopio 4 H302
ZoPapn opboipkn BAGPN/0@Baipkdg epebicpdg, kKatnyopio 2 H319
AGBpwon/epebiopdg tov déppatog, katnyopio 2 H315
EvaisOntonoinon tov déppoatog, katnyopio 1 H317

I peg keipevo tov dniocemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPLPdALOV
ATOQOoT LEGH KPIoNG EUTEPOYVOLUOVOV KOt OTOSEIKTIKNG 1GYVOGC.

2.2. Ztoyeia eTIKETOG

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

GHSO07
Ipogwboromtikn AN (CLP) . IIpocoyn
AnAdoelg emkvdvvottag (CLP) : H302 - Emprapéc o mepintwon katdnoong.

H319 - IIpokaiei coPapd opBaipicd epediopo.
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H315 - Ilpokaiei epebiopd tov déppatoc.
H317 - Mmopet vo. mpokar£cel aAAEPYIKT SEPUATIKY AVTIdPACT|.

AnAdoetlg Tpoevraéng (CLP) : P261 - Anogebdyete vo avomvéete okdvn/avabopidoels/aépia/otayovidio/atpons/eKveQMLOTAL.
P264 - TTAovete ta gépua, Tovg myels (avtifpdyia) Kot 10 TpdomRo GYOAUCTIKA HETA TO XEPLOUO.
P272 - Ta podvopéva gvdvpata epyociog dev mpénet vo. fyaivouv amd 1o ydpo epyosios.
P280 - No popdte TpocTATEVTIKE YAVTIO/TPOGTOTEVTIKG EVEOLATO/HEGO ATOUIKNG TPOCTAGIOG Y10 T
UATIO/TPOCOTO.
P301+P312 - XE IEPIIITQXH KATAIIOXHX: Kaléote apéomg 1o KENTPO AHAHTHPIAZEQN
1 €va yopo, edv acbavleite adiabecio.
P302+P352 - XE IIEPIIITQXH EITAO®HXE ME TO AEPMA: ITAdvete pe GoBovo vepd Kot Gomovvi.
P305+P351+P338 - XE IIEPIIITQXH EITA®HX ME TA MATIA: ZEenlivete TpocekTikd pe vepd
Yo opKeTd Aemtd. EGv vmdpyovv @oxol enagng, apaipéote Toug, epOGoV eivat eDkoro. Zuveyiote va
Eemhévere.
P330 - Eemldvete 10 oTONA.
P332+P313 - Eav mapatnpnei epebiopdg tov déppatog: Zvppovievdeite/Emokepdeite yiatpo.
P333+P313 - Eav mapatnpn0ei epebiopdg tov 6éppatog N epoaviotel e£avonpua:
Tvppovievbeite/Emokepbeite yotpod.
P337+P313 - Eav dev vroyopei 0 00Baipikig epebiopdc: Zvppovievdeite/Emokepbeite yotpd.
P362+P364 - Bydte to polvopuéva povya Kot TAOVTE Ta TPy 1o EOVOYPTGULOTOUGETE.
P501 - AwaBeon tov mepieyopévov/nepiéxtn og : Emkivévva andfinto. Zoppopeodeite pe toug
10X 0OVTEG KOVOVIGHOVG,.

ENpavon coppova pe: eEapeitol ) EcOTEPIKY CLOKEVAGIN, TO TEPLEXOLLEVD TNG OToiag dev vrepPaivovv tao 10ml

Agv anarteitol opavon

2.3. AlLot Kivovvol

Aev vdpyovv emmAéov TANpoPopieg

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

3.1. Ovoieg
Ovopa AVayvoOpeTIKOG KOOTKOG % Koatdraén copoova pe v odnyia
TPOi6VTOg 1272/2008 EK [CLP]
4-yAopo-3,5-ipuebvropavoin ap1Opog CAS: 88-04-0 <100 Acute Tox. 4 (Amd tov otopatog), H302
Kwd.-EE: 201-793-8 (ATE=500 mg/kg)
No. katardyov: 604-038-00-4 Eye Irrit. 2, H319
Skin Irrit. 2, H315
Skin Sens. 1, H317

ITAnpeg keipevo tov Mniocewv H ko EUH: BAéne tuniua 16

3.2. Meiypata

Aev 1oy0et

TMHMA 4: Métpa npdtov fonbsiov

4.1. Heprypoon pétpov TpOTOV fonderav

Métpa tpdTev Bondeidv HeTd omd emaen pe To dEpuo : KoBapiote ™ peyaivtepn duvorr mocotnto ckovmilovtdg ) (kabapd Kot Lodakd amoppoenTikd
Tavi).
Métpa tpdTev Bondeidv HETd amd eTopn He To LATIO : Eemlovete To HaTior Pe vepod Yo AOyous acpoeiag.

4.2. ZNPavTIKOTEPO COPTTONATO KUL EMOPAGELS, APEGES 1] NETAYEVECTEPES
Agv vrtdpyovv emmAéov TANpopopieg
4.3."Evé€1&n omo1a6dNToTE AMOLTOOPEVG GIECT|G LOTPIKIG PPOVTIdUG Ko 81K Ogpameiog

Agv vrdpyovv emmAéov TANpopopieg
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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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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. [Ipoctacio Tov déppatog
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."Ekeyyor meprfarrovrikig ékbeong

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 9: ®voikég Ko YNUIKES 10T TES

9.1. Zroyyeia Yo Tig faSIKES QUOIKES KAl YNMIKES 1O10TNTES

Duowkn KoTdoToom 1 Zteped
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 1 Agv oydet
Xopniotepo 6pio £kpnéng 1 Agv oydet
Avdrtato 6pro ekpn&dmrag 1 Agv oydet
Inueio avagreéng 1 Agv woydet
Bgppokpacio avtavaereéng 1 Agv oydet
Ogppokpacio arochvOeong : Mn Swbéopo
pH : Mn Swbéopo
Awdropo pH : Mn dwbéopo
1EDOES, Kivepatikog (1)) 1 Agv oydet
Awrvtomra © Negp6: 0.1-1g/l
ZUVTEAEOTNG KOTAVOUNG G€ UELYILO N-OKTOVOANG/VEPOD : Mn dwbéopo
(Log Kow)

Téon atpumdv : Mn dwbéopo
ITieon atpov ot Ogppokpacio 50°C : Mn Swbéopo
IMukvotnto : Mn dwbéopo
EYETIKN TOKVOTNTAL : Mn dwbéopo
ZyeTikn TokvOTNTA ATU®OV 6Tovg 20°C 1 Agv oydet
Méyebog copatidiov : Mn Swbéopo
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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) . EmPlaPég oe mepintmon katdmoone.
Oé&ela to&ucdmra (deppotikn) : Mn ta&wounpévog

Oé&ela to&ucdmra (avamvon) : Mn ta&wounpévog

AGBpmon kot epediopog Tov d€ppratog : Ilpokaiel epebiond tov déppatog.
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&wounpévog

Koapkwvoyéveon : Mn ta&wounpévog

To&wodmTa 6TV avamopay®yn : Mn to&wvounpévog

Ewu to&ucotnta ota 6pyava-ctoyovg (STOT) — : Mn to&wopnpévog

epanag £xbeon

Ewdu to&wcotnta ota dpyava-otoyovg (STOT) — : Mn ta&wopnpuévog

enavelAnppévn ékbeon

Enuivdovotnta avappdenong : Mn ta&wopnpévog

Aev vdpyovv emmAov TANPoPopies

TMHMA 12: OwoAoyikég TAnpo@opisg

Owoloyia - yevikd 1 Aev mopovctalet Waitepo Kivduvo yio to TepPariov.
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Emiivduvo yia to vddrtivo mepiBdAlov, Bpayvrpodbeopog : Mn ta&wopnpévog
(0&0c)

Emkivéuvo yur to vddrtvo mepiBdilov, pakponpdbespog : Mn ta&vounpévog
(xpoV10G)

Aev vpiototor toyeio amocvvheon

Agv vdpyovv emmA£ov TANPOPOpPies

Aev vdpyovv emmAov TANpoPopie

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpoeopieg

TMHMA 13: Xtoyycio oyeTikd pe 11 o1a0gon

Agv vdpyovv emmALOV TANPOPOPIES

TMHMA 14: ITinpo@opieg 6YeTIKA PE T1| HETAPOPA

Topeove pe ADR / IMDG / IATA
ADR IMDG TIATA

14.1. ApwOpog 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 KivdvvoL KOTE TN HETAPOPA

Agv 1oy0gt Agv 1oy0gL Aev 1oy0et

14.4. Opddo cvokevaciog

Aev 1oy0et Aev 1oy0et Agv oyvet

14.5. Ileprforrovtikn emKivovvéTnTo.

Agv 1oy0et Agv 1oy0gt Aev 1oy0et

Agev vrdpyovv emmAéov Stabéoiueg TANPOPopieg

Enriyewo petagopa
Aev woyvet
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petagopd péco Baraocong
Aev 1oyvel

Evaépro petagopd
Aev 1oy0et

14.7. O@ardooreg peta@opég xHonNyV cvppova pe Tic Tpdaéeig oo IMO

Aev woyvet

TMHMA 15: Xtovyeio vopoBetikod yopaktipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6@aiera, Tnv vyeio kKo 7o agpidirov yio tTnv ovoia 1 0 peiypa
15.1.1. xovoviopoi EE

Hapaptpa XVII tov REACH (IIpoimobéceig mepropiopov)

Aev nepthapfaveton oto Mapaptnua XVII tov REACH

Hapaptypa XIV 100 REACH (Katdroyog ad£1060Tn61G)

Aev teprapfavetot oto Mapdapmmua XIV tov REACH (Katdloyog ade1086tmong)

Kotdroyog vroynigrov oveidv REACH (SVHC)

Aev nepthapfavetor otov Katdroyo vroyneuwy ovcidv REACH

Kavoviopég PIC (EE 649/2012, IIponyovpevn cuvaiveon petd amd evnpépmon)

Aev gpappoletar.

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

Aev gpoppodletar.

Kavoviepog nepi eacBévnong tov 6Lovrog (EE 1005/ 2009)

Aev teptlapfaveral 6tov Katdioyo ovcumv mov e&acbevilovv to 6lov (Kavoviopog EE 1005/2009)

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

Aev nepiéyetl kopia ovoio(eg) mov meprapfdvetoi(ovrat) 6Tov Katdroyo Tpddpopmv ovcotdv ekpnktikdv (Kavoviopos EE 2019/1148 oyeticd pe v epmopio. kot
™ XPNON TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviopég mepi mpédpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyet ovoio(eg) mov TepAapBaveTa(oviot) 6Tov Katdloyo Tpodpopmy ovotdv vapKketik®dv (Kavoviopog EK 273/2004 oyetikd pe tig mpd3popeg ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drwataéerg

Aev vdpyovv emmAov TANpoPopieg

15.2. A&ordynon ymuikig aoc@dierog

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 16: Alheg TAnpo@opisg

Mpeg keipevo ppacswv H xor EUH:

Acute Tox. 4 (Ao Tov O&ela to&ucomra (amd Tov 6ToN0TOC), Katnyopia 4

GTOLATOC)

Eye Irrit. 2 YoBapn o@Oaipkn BAGPN/0pBakkdg epediopdg, katmyopio 2
H302 Emprapé oe mepintmon kordmoong.

H315 IpokaAei epebiopd tov déppatog.

H317 Mrmopei vo. Tpokarécel oAlepyKn depUaTIKT avTidpoon.

H319 TIpoxarei coPapd opBaiikd epebiopo.
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I peg keipevo pacewv

H xor EUH:

Skin Irrit. 2

AGBpmon/epediondg tov déppatog, kotnyopia 2

Skin Sens. 1

EvaisOntonoinon tov déppatog, katnyopio 1

Aghtio Agdopévaov Acpakeiog (AAA), EE

ATIOIIOIHXZH EY®NHZ Ot mAnpogopieg mov mepiéyovtal o€ antd 10 dehtio mpoépyovtat and mnyég Tig onoieg Bempodpe a&iomotes. [Tapoia avtd, divovtol

yxopig kapio eyydnon, pnmm M ép

pNTN, Yo TV akpifetd Tovg.
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