\® Duchefa Biochemie RIbavirin RO182
AeATio Aedopevwyv Aopalcsiag
oUP@wva Pe Tov Kavoviopo REACH (EK) 1907/2006 6nwg Tpononoinénke anod Tov Kavovioud (EE)
2020/878
Ap1Bu0OG avapopdg: R0182
Hpepounvia ékdoong: 12/02/2025 evnuépwon: 12/02/2025 AvTikabioTa Tnv €kdoon: 18/04/2018
ekdoxn: 3.0

TMHMA 1: NpocdiopicHOG ouciag/HEIYHATOG KAl ETAIPEIAG/ eNIXEipNONG

Mop®r NpoiovTog : Ouoia
Epnopikn ovopacia : Ribavirin
Kwd.-EE 1 636-825-3
apiBuog CAS 1 36791-04-5
Kwd1KOC npoidvTog : R0O182
Xnuikog Tunog (Mapakapyn) 1 CgH12N4Os
Opada npoidvTwyv : Mp®Tn UAN

1.2.1. ZXeTIKEG NPOPBAENOHEVEG XPNOEIG

Kupia katnyopia xpriong 1 EnayyeApaTikn xprion

Mpoad. Blounxavikng/enayyeANaTikng Xpnong : Movo yia enayyeApaTikn Xpnon. Ta npoiovra Duchefa Biochemie B.V.
npoopilovTal Hovo yia epeuvnTikoUG okonoug "in vitro epyaoTtnpiou”.

1.2.2. AVTEVIEIKVUOHMEVEG XPROEIG

Agv undapyouv eninAéov NANpopopieg

1.3. ZTOIXEiIa TOU NPOUNOEUTH TOU DEATIOU SESOUEVMV AC

N

MpounOeuTig

Duchefa Biochemie B.V.

A. Hofmanweg 71

2031 BH Haarlem

The Netherlands

T +31(0)23-5319093, F +31(0)23-5318027

info@duchefa.nl

ApIBuOG TNAEQWVOU engiyoucag avaykng 1 Supplier contact information:
+31(0)23-5319093 (M-F 09:00-17:00)
+31(0)6-30008100 (outside office hours)

Xwpa Opyaviopog/ETaipia Ai1gOuvon ApIOHOG TNAEP®@VOU | ZXOAIa
€neiyouoag avaykng
EAAGDa Poisons Information Centre 11762 ABrva +30 2107 79 37 77
Children’s Hospital P&A
Kyriakou
Kunpog KévTtpou AnAnTnpidoswyv P.0O. Box 24855 Acukwaia | 1401 ®peg Aerroupyiag 24
TuAua EniBeopnong Epyaciac WPEG/24wPO, 7 NUEPEG TNV

£Bdopada

TMHMA 2: NMpoodiopIoHOG ENIKIVOUVOTNTAG

Katarain cUp@wva ge Tnv odnyia 1272/2008 EK [CLP]
SoBapn o@BaApikn BAGRN/o@BaAuIKOG epeBICUOC, KaTnyopia 2 H319

EuaioBnTtonoinon Tou d€épuaTtog, katnyopia 1 H317
MeTaAAa€lyéveon yevvnTIK®V KUTTAPWY, Katnyopia 2 H341
To&ikOTNTa 0TV avanapaywyn, katnyopia 1B H360
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Ribavirin R0O182

AeATio Aedopevwyv Aopalcsiag
gUpewva pe Tov Kavoviopd REACH (EK) 1907/2006 énwg Tpononoindnke anod Tov Kavoviopo (EE) 2020/878

Ei1d1kr TOEIKOTNTA o€ 6pyava-oToxXoug UaTepa ano pia epanag H335
£€kBean, kaTnyopia 3, epeBICUOC TNG AVAMNVEUCTIKNAG 0d0U

Ei1dikr) TOEIKOTNTA 0 Opyava-oToxoug UaTepa anod enaveliAnuuévn H373
€kBeon, kartnyopia 2

Enikivduvo yia To udaTivo nepiBdAAov — Xpoviog kivduvog, H412
katnyopiag 3

MARpeg keipevo Twv dnAwoewv H kal EUH: BAéne Tunua 16

AveMIOUUNTEG PUOIKOXNHIKEG EMBPACEIG, KAOWG KAl EMJPACEIG oTNV avOp®nivn uyeia kal oTo nepifaAlov

'YnonTo yia npoKANGN YEVETIKWV EAQTTWOHATWV. Mnopei va BAawel Tn yovigdtnTa n 7o €uBpuo. Mnopei va npokaléael BAGBeg oTa
opyava UoTepa anod NapaTeTapevn f enavelAnuuévn ékBeon. Mnopei va NnpokaAéoel peBITUO TNG avanveuaTikng odou. Mnopei va
npokaA&éoel aAAepyikn depuatikf avTidpaon. MpokaAei coBapd oPOaApIko £peBioud. EmBAaBEC yia Toug udpoBioug opyaviououlc,
ME HAKPOXPOVIEG EMNTWUEIC,.

2.2. ZTOIXEia ETIKETA
XapakTnpIoHOG cUpNPwva He Tov Kavoviouo (EE) Ap. 1272/2008 [CLP]

EikovoypappaTa kivduvou (CLP)

GHS07 GHS08
MpocidonoinTikf AEEN (CLP) 1 Kivduvog
AnAwoeig enikivduvoTnTag (CLP) 1 H317 - Mnopei va npokahéoel aAAepyikr) depuaTikr avTidpaon.

H319 - MpokaAei coBapo oPBAAUIKO peBIOO.

H335 - Mnopei va npokaAéoel epeBIoNO TNG avanveuoTIKNG 0dou.

H341 - 'YnonTo yia npOKANON YEVETIK®OV EAATTOHATWOV.

H360 - Mnopei va BAAyel Tn yoviuoTnNTa ) To €UBPUO.

H373 - Mnopei va npokaAéoel BAaBec oTa opyava (aiya) voTepa anod

napateTapévn r eNaveiAnuuevn kBean.

H412 - EmBAaBEC yia Toug udpoBioug opyaviopuoUc, HE HAKPOXPOVIEG ENNTWOEIG.
AnAwoeig npo@UAa&ng (CLP) 1 P201 - EpodiacoTeite Ye TIG €181KEG 0dnyieg npiv and Tn xpnon.

P261 - Ano@elyeTe va avanveeTe okovn.

P280 - Na qopdTe NpooTaTEUTIKA evdUUaTa, JECA ATOMIKAG NPoaTaadiag yia Ta

paTia/npocwno.

P308+P313 - ZE MEPINTQZH £kBeong | mBavoTnTag €kBeong:

SUMBOUAEUBEiTE/EMIOKEPOEITE YIATPO.

P312 - KaAéoTte To KENTPO AHAHTHPIAZEQN 1 €va yiatpo, av aioaveeite

adiabeaia.

P314 - ZupBouleuBeiTe/EniokepBeiTe yiaTpd €av aicbavbeite adiabeaia.

2.3. AAAo1 Kivduvol

Agv UnNApxouv eniNA£oV NANPOPOPIES

TMHMA 3: 20v0s0on/nAnpoPopisg yia Ta oUCTATIKA
3.i.Owiec |

Eidog ouaiag : HOVOOouOoTaTIKn

‘Ovopa AvayvwpioTIKOG %
K®J3IKOG NPOiovVTOoG

Ribavirin aplbuog CAS: 36791-04-5 | = 98,5
Kwd.-EE: 636-825-3

Aev 10xUEl
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Ribavirin R0O182

AeATio Aedopevwyv Aopalcsiag
gUpewva pe Tov Kavoviopd REACH (EK) 1907/2006 énwg Tpononoindnke anod Tov Kavoviopo (EE) 2020/878

TMHMA 4: MéTpa NnpOTWV Bondei®v

ETPWV NPOTOWV BonOeI®V

levika PETPa Np®TWV Bondeinv 1 ZE MNEPINTQZH €kBeong i mBavotnTag €kBeong: SupuBouleuBeiTe/EniokepOeiTe
ylatpo.
METpa NpwTwV BonBei®v PETA and sionvon 1 MeTa@épeTe Tov NabovTa oTov kaBapo agpa kal aproTe Tov va EEKoupacTei os

oTdon nou dieukoAUvel Tnv avanvor). KaA€oTe To KEVTPO ONANTNPIACEWY I Evav
ylatpd eav aiobavleite adiabeaia.

METpa npwTwV Bondei®v WeTd and enagn ge @ MAUveTe To d€pUa pe apOovo vepo. ByaATe Ta poAuouéva pouxa. Eav

To Oépua napatnpnOsi epedioudg Tou OEPUATOC I EUPavioTel eEavonua:
SupBouAeuBEeiTE/ENIOKEPOEITE YIATPO.

METpa NpwTwV BonBei®v WeTA and enagn Je  : ZenAUVETE NPOCEKTIKA UE VEPO YIa ApKETA AenTd. EAv unapxouv @akoi enaeng,

Ta pyarma apaipEaTe TOUG, OOV gival eUKONO. ZuvexioTe va EenAéveTe. Eav dev unoxwpei

0 0POAAMIKOG €peBIONOG: SUNPBOUAEUBEITE/EMIOKEPBEITE VIATPO.
METpa NpwTwV BonBei®v WETA and katanoon : KaA€éoTe To kEvTpo dnNANTnpIdcewy f évav yiaTpo €av aiobavBeite adiabeaia.

4.2. SnNUAvVTIKOTEPA CUUNTAOHATA Kal ENIOPACEIG, AUECEG | HETAYEVECTEPEG

SuhNTOHATa/EMOPATeIg YETA ano €i0nvon : Mnopei va npokaAéoel peBIOPO TNG avanveuaTikng odou.
SupnTopaTa/enidpacelg PETA anod enagn e : Mnopei va NpokaAéoel PETPIO PeBIONO. MMopei va NPoKAAETEl AANEPYIKD

To Oépua depuarikn avridpaon.

SuNNTOHATa/eEMOPAcelg HETA ano enagn Ye @ Evdéxetal va npokaAéoel epebiopd oTa PaTia. EpuBpoTnTa oToug 0pOaAUIKoUg
Ta paTia 10TOUG. Epebiopdg oTa paria.

SuhnTopaTa/emdpAacelc HETA ano katanoon @ Mnopei va npokaA£cel epeBICPO OTOV 0IG0PAYO0.

Xpdvia cugnTouara : Mnopei va BAawel Tn yovipoTtnTa. Mnopei va BAayel To €uppuo.

4.3. 'EvdeiEn onolacdNNoOTE anaiTOUHMEV

SUMNTWHATIKNA Bgpaneia.

TMHMA 5: M&Tpa yia TRV KAatanoAEUnNon TNG NUPKAyIAag

KaTtaAAnAa péoa nupdoBeong 1 Enpn XNMIKN okovn. Alo&gidio Tou avBpaka (CO2). Wekaopog Pe vepo.
AkaTaAANAO NUPOOBeCTIKO PETO : Auvarog nidakag vepou.

5.2. E181k0i TUNOI ENIKIVOUVOTNTAC NOU NPOKUNTOUV ano TNV ouaida I

Kivduvog nupkayiag 1 Aev undpxel Kivduvog nupkayidag.

Kivduvog £kpnéng 1 Asv undpyel kavevag Kivduvog apeong £kpnéng.

S€ NePINTWON Nupkaylag napayovrai 1 - H uywnAn Beppokpacia pnopei va aneAeubepwoel ToEIka agpia. - H uwnAn
enikivduva npoiovTta anoclveeong Bepokpaaia pnopei va aneAeubepwaoel ToEIKA agpia.

METpa yia TNV KaTanoA&éunon Tng nupkayidg : Mnv PnaiveTe o€ NepIoXn NUPKayldg Xwpig KATAAANAO NPOOTATEUTIKO EEONAICUO,

oupnepiAapBavopévng npoaTtaciag yia Tnv avanvor]. Ano@euyeTe (UNV
EMTPEWYETE) TO VEPO TNG NUPOAPeaNnG va dieigdUcoel aTo NePIBAAAOV.

MpooTacia katd Tnv nupdoBeon : ®opdTte KaTaAANAo npooTaTeuTikd €E0NAIOHO. Mnv enepPBaiveTe XwPig KATAAANAO
€E0NAIOUO. AUTOVOUN AVANVEUCTIKI CUOKEUN WE HOVwaon. OAdowun
NPOCTATEUTIKI GTOAR.

TMHMA 6: MéTpa ot NePIiNT®ON akoUolag EKAUoNG

levika PETPa : Mpénel va yiveral XeIpIopog TnG diappong anod ekNAIdEUNEVO NPOCWMIKO
KaBapiopoU pe owoTd €EONAICUO PE MPOOTACIA Yia TNV avanvor Kai Ta uaria.
EidonoIfoTe TIG apXEG €AV To Npoidv d1EIgdUCEl OTOUG ANOXETEUTIKOUG aywyoug N
070 dnuoOaoIo SiKTUO VEPOU. SKOUMIOTE TN XUHEVN NOcOTNTA Yia va NPoAdBeTe
UAIKEG TnHIEG.
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Ribavirin R0O182

AeATio Aedopevwyv Aopalcsiag
gUpewva pe Tov Kavoviopd REACH (EK) 1907/2006 énwg Tpononoindnke anod Tov Kavoviopo (EE) 2020/878

6.1.1. Na Nnpoownikd AAAo anod To NPOCWNIKO EKTAKTNG AVAYKNG

E€onAiopog npooTaaiag : ®opdTe Ta CUVIOTWWUEVA aToMIKA WEOA NpooTaciag.

METpa EKTAKTNG AVAYKNG 1 Xelpiopog kal ene€epyaacia anokAEIoTIKG and eEeISIKEUNEVO NPOTWNIKO HE
KaTaAANAO NPOCTATEUTIKO €EOMAIGHO. MNV aVANVEETE OKOVN.

MéTpa o€ nepinTwon aneAeuBeépwaong okdvNG : AnNo@UYETE TO OXNUATIOHO OKOVNG.

6.1.2. Na aropa Nou NPocPEPOUV NPMOTEG BONOEIEG

E€onAiopog npooTaciag : Mnv enepBaivere Xwpig kKataAAnAo eEonAiopo. MNa nepIcooTEPEG NANPOPOPIEG
avaTpEETe oTnVv gvoTnTa 8 :"™EAeyxoG TnG €kBeonc-ATouikr npooTaaia”.
METpa €KTAKTNG avaykng : ANOPAKPUVETE TO MEPITTO MNPOCWIKO.

6.2. NepiBaAAovTIKEG NPOPUAGEE!

Na anogeuyeTal n eAeuBépwaon oTo nepiBaAiov. EUnodioTe Tnv €i0030 OTOUG ANOXETEUTIKOUG aywyoug r aTo dnuodacio dikTuo
vepoU. Mnv aprvete To Npoidv va diackopnioTei oTo nepiBaiAiov. EidonoinaTe TIG apXeg edv To npoidv dielodUCEl OTOUG
anoxeTeuTikoUG aywyoug ) aTo dnuoacio dikTuo vepou.

6.3. M£00d0I1 Kal UAIKaG

MNa Tnv anoBrkeuaon : XpnolgonoiwvTag eva kadapd PpTudapl, HETAPEPETE TO UAIKO O €vav OTeyVO
NEPIEKTN Kal KAAUWTE TO XWPIG va TO CUUMIECETE.
MéBodol kabapigpoU : SUAAEETE TO NPOIOGV WE PUNXAVIKO PECO. SKOUMIGTE TN OTEYVI OKOVN Kal

anopakpuUVeTe KaTaAANAd. KaTaoTpéWTe Je aoPaAr Tpono cUUPWVO HE TOUG
TonikoUug/ €BvikoUG Kavoviopouc. EidonoinaTe TiIg apxEG av To npoidv disigdlaoel
OTOUG amnoXETEUTIKOUG aywyoug f aTo dnuodaio dikTuo vepou.

NoINEG NANpopopieg : AnoppiyTe Ta UAIKA ) TQ UNOAEIPPATA OE EYKEKPIPEVO KEVTPO.

EninA€ov kivduvol KaTa Tnv enegepyaaia 1 Aegv BewpeiTal enikivduvo unod KavovIKEG GUVBNKEG Xprnong.

MPo@UAAGEEIC yia aopaAn XEIpIOUO : E€ao@alioTe kataAAnAo €Eagpiopd oTo XwpPo. EQodIacTeiTe PE TIG €10IKEG 0dNYieg
npiv and Tn XpAon. Mnv To XpnoiPonoInoeTe npiv dIaBACETE KAl KATAVONOETE TIG
odnyieg npopUAagnG. ®opaTe aTopikd eEONAIOPO NPOOTACIAG. Mnv avanveeTe
okovn. Na xpnoidonolgital yovo o avolkTo 1 KaAd agpifOPEVO XWwpo.
AnoQeUyeTE eNagn Pe To dEpUaA Kal Ta YATia.

METpa UYIEIVAG : XwpioTe Ta pouxa TnG epyaciag anod Ta undAoina pouxa. MAEveTE Ta xwploTd. Ta
HoAuopéva evdlpaTta epyaciag dev npenel va Byaivouv ano To XWpo gpyaaiag.
MAUveTe Ta poAuopéva evdluaTa npiv Ta EavaxpnoihonoifosTe. Mnv TpwTE,
niveTe n kanvilere, 6Tav XpnOILOMOIEITE AUTO TO NPOioV. MAEVETE NAVTOTE Ta
XEpIa oag YeTa ano kabe xpnon.

Texvika PETPa : AlaTnpeiTe og XWPOo SpoaePO e KaAd €Eaepionod, Kal Hakpia and nnyeg
BeppoTnTagc.

Suvenkeg eUAAgNG 1 AnoBnKeuoTe O€ OTEYVO, KAAG €EagpIlOPEVO HEPOG. ANOBNKEUOTE OE OTEYVO,
dpooepd péPog. DuldoosTtal KAEIdwEVO. Na diaTnpeiTal o NEPIEKTNG EPUNTIKA
KAEIOTOG.

YAikd ouokeuaaiag : AnoBnKeUETE NAVTOTE TO NPOIOV OE NEPIEKTN and To id10 UAIKO e TNV

£PYOOTACIAKN CUCKEUAoia Tou.

Movo yia enayyeAparikn xpron. Ta npoiovta Duchefa Biochemie B.V. npoopilovTal povo yia epeuvnTikoUg okonoug "in vitro
gpyaoTnpiou”.
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Ribavirin R0O182

AeATio Aedopevwyv Aopalcsiag
gUpewva pe Tov Kavoviopd REACH (EK) 1907/2006 énwg Tpononoindnke anod Tov Kavoviopo (EE) 2020/878

TMHMA 8: 'EAcyX0G TNG £KOEoNG/ATOHIKN NpooTacia
8.1. MapaperporeAéyxos |

8.1. MapapeTpol EAEyXOU

8.1.1 EOVIKEG OPIAKEG TIHEG ENAYYEAHATIKNAG EKOEONG KAl BIOAOYIKEG OPIAKEG TIHEG
Agv unapxouv eniNnAéov NANPoOPOopieg

8.1.2. ZuvIioT@HEVEG d1adikacieg napakoAoubnong

Agv UNApXouV enINA£OV NANPOPOPIEG

8.1.3. ZxnuaridovTal oToiXEia puUNavong Tou agpa

Agv unapxouv eNINAEOV NANPOPOPIEG

8.1.4. DNEL ka1 PNEC

Aev undapxouVv eniNA&ov NANPoPopieg

8.1.5. MNepioxég eAEyXou

Agv undapxouv eninAéov NANPOPOpPIeg

8.2. 'EAeyxol £KOEC
8.2.1. KataAAnAol pnxavikoi éAgyxol

KataAAnAoi gnxavikoi €Agyyol:
dpovTioTeE WOTE 0 XWPOG epyaciag va eEagpileTal owaTa.

8.2.2. ATOMIKOG NPOCTATEUTIKOG €E0NAICHOG

ATOHIKN NpooTacia:
®opdTe Ta CUVIOTWHEVA ATOMIKA HECA NPOOTACIAG.

ZUHBoAo(a) eEonAICHOU ATOMIKNG NpoOoTACiAG:

8.2.2.1. NpooTagia TWV HATIOV Kdl TOU NPOC®INOoU

MpooTacia opOaApmv

TUNOG MNMedio eppapHoOyYng XapakTnpIoTIKa MpoTuno

MpooTATEUTIKA YUAAId Skovn EN 166

8.2.2.2. NpooTacia Tou dEpHATog

MNMpooTacia Tou 3EpHATOG:
MakpupdAVvIKOG NPOOTATEUTIKOG POUXITHOG

MpooTacia TV Xepi®V

TUNOG Material Permeation NMaxog (mm) Penetration MpoTuno
ravtia EAacoTikd viTpiAiou 6 (> 480 AenTa) 0,11 EN ISO 374
(NBR)

8.2.2.3. MNpooTacia TV avanveuoTIKOV 030V

MpooTacia TwV avanveuoTIKOV 03wV

ZUOKEUR TUnog @iATpou Karaotaon MpoTuno

Mdoka npooTaaciag ano Tn okovn TUNogG P3 MpooTacia kata Tng okovng EN 143

8.2.2.4. Oeppikoi Kivduvol

Aev unapxouv eniNA€ov NANPOPOpIeg
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Ribavirin R0O182

AeATio Aedopevwyv Aopalcsiag
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8.2.3. 'EAeyxol1 nepiBaAAovTIKNG €EkOEONG

‘EAgyXol nepIBAAAOVTIKNG €KOEONG:
Na anogeuyeTal n eAeuBépwan aTo nepiBAAiov.

TMHMA 9: ®UOCIKEG Kal XNHIKEG IBIOTNTEG

duoikn katdoTaon 1 ZTeped
Xpwua 1 N\euko.
Eugavion 1 ZKkoOvn.
Mopiakn pada 1 244,2 g/mol
Ooun 1 Mn diaB6gaipo
‘Oplo 0OuNAG : Mn diaBéaiuo
Znueio TNEEWG : Mn diaBaipo
Snueio NR&EWGg : Aev IoXUEl
Snueio Bpaopoul 1 Mn diaBoipo
EupAekTOTNTA : AQAekTO.
‘'Opla KIvOUVOU €KPNEEWG 1 Aev 1oxUEl
XaunAoTepo dplo €kpnéng : Aev ioxUEl
AvoTaTo OpIo EKPNEINOTNTAG 1 Aev 1oxUEl
Znueio avapAegng 1 Aev IoXUEl
Oepuokpacia autavapAeeng 1 Aev 1oxUel
Oepuokpacia anooguvOeong : Mn diabéaiuo
pH : Mn diaBaipo
AidAupa pH : Mn diaB6gaiuo
1IEWOEG, KIVENATIKOG (1) 1 Aev IoXUEl
AlgAUTOTNTA : Nepo: TéAela diaAuTd
SUVTEAEDTNG KATAVOMNG O€ Peiypa n- : Mn diabgaipo
oKkTavoAng/vepou (Log Kow)

Taon atpwv : Mn diaBgaipo
Mison aTpou og Beppokpacia 50°C : Mn diabéaiuo
MukvoTnTa : Mn diaBaipo
SXETIKN NUKVOTNTA : Mn diabéaiuo
SXETIKNA NUKVOTNTA ATV oToug 20°C : Aev 1oxUEl
MéyeBoc owuaTIdinv 1 Mn diaBgaipo

9.2.1. NMANPOPOPIiEC OXETIKA HE TIG KAGOEIG PUOIKOU KIVEUVOU
Aev undpxouv eniNAE0V NANPOPOPIEG
9.2.2. AAAd XapakTnpIoTIKG acpalAsgiag

Agv unapxouv eniNnAEoV NANPOPOpPIEg

TMHMA 10: ZTaBepoTNTa KAl AVTIOPACTIKOTNTA

10.1. AvTidOpaoTIKOTNTA

STaBepod UNO KAVOVIKEC OUVBNKEG anoBnkeuong, XeipiopoU kKal XpAong.

10.2. Xnuikn oTaBepoTnTa

STaBepO UNO KAVOVIKEG OUVONKEG.

10.3. MOavoTnNTa €NiKivhuvwv avrtid

>TaBepog/-n/-o.
10.4. ZuVvONKEGC NPOG ANMOPUYI]

- OgppoTNTa.

12/02/2025 (evnuépwon) EL (eAANVIKa) 6/13



Ribavirin
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gUpewva pe Tov Kavoviopd REACH (EK) 1907/2006 énwg Tpononoindnke anod Tov Kavoviopo (EE) 2020/878

10.5. Mn ocupBara uAika

Toxupd oEeldwTikd. Ioxupd o&ta.

10.6. Enikivduva npoiovra anoocuUvOEc

'OTav BeppaiveTal yia Tn didonacn, ekNEWnel enikivuvoug Kanvoug: - H uwnAn Bgppokpaaia pnopei va aneAeuBepwoel ToEIka
agpia. - H uynAn Bepuokpacia pnopei va aneAeuBepwaoel ToEIKA agpia.

TMHMA 11: To&ikoAOYIKEG NANPOPOPIEG

OEecia To€ikdéTNTa (and OoTOMATOG)
O%fcia ToEikoTNTA (dEPMATIKNA)
OEscia To€ikdTNTA (avanvon)

KIVOUVOU, 0nw¢ opifovTal oToOV KAvoVvio

p16. 1272/2008

1 Mn Ta§ivopnuévog
1 Mn Ta&ivopunuévog
: Mn Ta§ivopnuevog

Ribavirin (36791-04-5)

LD50 ano Tou oTOMATOG O€ apoupaioug

2700 mg/kg

A1GBpwaon Kal peBIOPOG ToU SEPUATOC
SoBapr oBaApikr BAGBN/epediopdg
EuaiobnTonoinon Tou avanveuaTikou f
guaiobnTonoinon Tou d€pUATog
MeTaAAQEIYEVEDN YEVVNTIKOV KUTTAPWV
Kapkivoyéveaon

To&IkOTNTa oTNV avanapaywyn

EI1dIkr TOEIKOTNTA OTA OPYaAva-oToXouG
(STOT) — e@ana€ £kBeon

Ei1dikr TOEIKOTNTA oTa Opyava-oToxoug
(STOT) — enavelAnuuevn €kBeon
EnikivouvoTnTa avappodpnaong

: Mn Ta&ivounuévog
: MpokaAei coBapo oPBaApIKO £peBIOUO.
: Mnopei va npokaA£oel aAAepyikn deppaTikn avTidpaon.

1 'YnonTo yia npOKANGN YEVETIKQV EAATTOHATWY.

1 Mn Ta&ivounuevog

1 Mnopei va BAGWel Tn yovIiuoTnTa ) To £UBpuo.

: Mnopei va NpokaA£oel peBICUO TNG AvVaAnveUaTIKNG 0doU.

: Mnopei va npokaAéoel BAGBeg oTa dpyava (aipa) UoTepa anod napaTeTapévn n

enaveiAnpuevn €kBeon.

1 Mn Ta&ivopunuevog

Ribavirin (36791-04-5)

1IEMOEC, KIVEUATIKOC (R)

Aev 10XUEl

11.2.1. IS10TNTEG EVIOKPIVIKNAG diaTapaxng

AUCEVEIG ENINTWOEIG OTNV UyEia nou
npokaAoUvTal anod 1810TNTEG EVOOKPIVIKAG
diaTapaxng

11.2.2. Aoinég nAnpopopisg
Noinég NnAnpogopieg

. To peiypa dev nepiéxel ouaia(eg) nou nepIAaUBAvVETaAl OTOV KATAAOYO Mou

katapTileTal cUPPwWVa Pe To ApBpo 59 Mapdypapog 1 Tou kavoviouol REACH
yia Tig 1310TNTEG £VDOKPIVIKNG diatapaxng n n(oi) ouacia(eg) dev
avayvwpileTai(ovTal) o1l £xel(ouv) 1IB16TNTEG EVOOKPIVIKNG diaTapaxng cUPpva
ME Ta KpITRpIa nou opifovTal oTov Kat' €EouaiodoTnon Kavoviouo Tng Emimponng
(EE) 2017/2100 n Tov Kavoviouo Tng Enitponng (EE) 2018/605 0g OUYKEVTpWON
ion N peyaAuTepn and 0,1 %

: ApIBuog RTECS: XZ4250000

TMHMA 12: O1kOAOYIKEG NANPOPOPIEG

12.1. To&ikoTNTA

OikoAoyia - yevikd

Enikivduvo yia To uddartivo nepiBaiiov,
BpaxunpoBeopog (08UG)

Enikiviuvo yia To uddaTivo nepiBaAAov,
HakponpoBeapog (Xpoviog)

: EmBAABEG yia Toug udpoBiouc opyaviopous, HE HAKPOXPOVIEG ENINTWOEIG.
1 Mn Ta&ivopunuevog

1 EmiBAaBEg yia Toug udpofioug opyavigpoug, HE HAKPOXPOVIEG EMINTWOEIG.
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Ribavirin R0O182

AeATio Aedopevwyv Aopalcsiag
gUpewva pe Tov Kavoviopd REACH (EK) 1907/2006 énwg Tpononoindnke anod Tov Kavoviopo (EE) 2020/878

Ribavirin (36791-04-5)

EC50 - Kapkivoeidn [1] > 117 mg/l (Daphnia magna)

EC50 72h - ®Ukia [1] 72 mg/I

12.2. AVOEKTIKOTNTA Kdl IKAVOTNTA anodo

Ribavirin (36791-04-5)

Bloanodounon 15 %

12.3. AuvaTtoTnTa BIOOUGCMPEUC

Agv unapxouv eniNnA£ov NANPOPOpPIeg

12.4. KivhTIKOTNTA OTO £3A(pOo

Aev undapxouVv eniNA€ov NANPOPOpIeg

ABT ka1 aAaB

Auopeveig enINTWoEIG oTo NepIBAAAov nou : To peiypa dev nepiéxel ouoia(eg) nou nepIAaPBAVETAl OTOV KATAAOYO Mou
npokaAouUvTal ano 1810TNTEG EVOOKPIVIKNG kaTapTileTal cUP@Wva Pe To ApBpo 59 Mapdypagog 1 Tou kavoviopou REACH
diaTapaxng yia TiG 1310TNTEG €VDOKPIVIKNG diatapaxng n n(ol) ouacia(eg) dev

avayvwpiletai(ovtal) O €xel(ouv) 1I310TNTEG EVOOKPIVIKNG dlaTapaxng cuppwva

ME Ta KpITApIa nou opilovTal oTov KaT' €€ouciodoTnon Kavoviouo Tng Emmponng
(EE) 2017/2100 1} Tov Kavoviguo Tng Emirponng (EE) 2018/605 o€ GUYKEVTPWON
ion i peyaAuTepn ano 0,1 %.

12.7. AAAEC QUOHEVEIC ENINTOOEI

MepaiTépw NANPOPOpPIEG : Na anogelyeTal n eAeuBépwan oto nepiBaAlov. EunodioTe Tnv €icodo aTOUG
anoXeTeuTikoUG aywyoUg | aTo dnuoaoio dikTuo vepoU

TMHMA 13: ZTlesia OXETIKA HE TN 31a6e0n
13.1. M€00doI eneEepyaciac anoBARTWV

MepipepeIakdG KavovIoHOG NePi anoBAATwWY H andppiyn npénel va yiverar cUp@wva pe Tig diadikagieg nou npoBAgnovTal ano
TO VOWO.
MéBodol eneEepyaciag anoBANTwY : KaTtaoTpéwTe pe ao@aAr Tpono cUPPVO WE TOug Tomikoug/ €BvikoUg

kavoviopoUc. Na ano@euyeTal n eAeuBEPwaOn oTo NepIBAAlov. Anodppiyn Tou
nepIeXopévou/doxeiou oUNPWVA HE TIG 0dnYieg SIAAOYNG TOU EYKEKPIMEVOU POpEQ

OUAAOYNG.

SUOTACEIC YIa anoppiyn OTIG ANOXETEUCEIG : H andppiyn npénel va yivetal cUP@wva pe Ti¢ diadikaaoieg nou npoBAénovTal anod
TO VOHO.

SUOTACEIC OXETIKA KE TNV anoppiyn : SUPHOPPWOEITE WE TOUG 1I0XUOVTEG KaVOVIONOUG Yia TNV anoppiyn TWV OTEPEWV

NPoioGVTWV/CUCKEUATIDV anoBAATWV. H anoppiyn npénel va yiveral cUPQwva pe Tig 31adikagieg nou
npoBA€novTal anoé To vouo.

MNepaiTépw NAnpogopieg : Mnv enavaxpnoiPonoIEITE TOUG AJEIOUG NEPIEKTEG.

TMHMA 14: NANpoQpopieG OXETIKA HE TN HETAPOPA

Supewva pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opo6G OHE 1 apiOpog TauToTNTAG

Mn puBuIlOpEVO Mn puBuIlOpEVO Mn puBuIlOpEVO
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Ribavirin R0O182

AeATio Aedopevwyv Aopalcsiag
gUpewva pe Tov Kavoviopd REACH (EK) 1907/2006 énwg Tpononoindnke anod Tov Kavoviopo (EE) 2020/878

ADR IMDG IATA

14.2. Oikeia ovopacia anooTtoAng OHE

Mn pubuIZopevo Mn pubuIZopevo Mn pubuiIZopevo

14.3. Tagn/-<ig KivdUuvou KATa Tn HETAPOPA

Mn puBuIfopEvO Mn puBuIfopEevO Mn puBuIZopevo

14.4. Opada cuokeuaciag

Mn puBuIfopevo Mn puBuIZopEvO Mn puBuIZopevo

14.5. NepiBaAAovTikn €NIKIVEUVOTNTA

Mn puBuIlopevo Mn puBuIZopevo Mn puBuIZopevo

Aev undpxouv eninAéov d1abEaIpeg NANPoPopieg

14.6. EI0IKEC NPpo@PUAAEEL

Eniysia HeETAapopa
Mn puBuIlOpEVO

HETAPOpPa HEoW BaAdoong
Mn puBuIZOuEVO

Evaépia perapopa
Mn puBuIZopEVO

Tou IMO

15.1.1. kavoviopoi EE

Mapaprnua XVII Tou REACH (Mpoiino®£oeig neplopICHOU)

Aev nepihapBaveral oto Mapaptnua XVII Tou REACH

Mapaptnpa XIV Tou REACH (KatdAoyog ad&iod0TnonG)

Aev nepiAapBaveral ato MapapTtnua XIV Tou REACH (KataAoyoc ade1od6Tnong)

KataAoyog unown@pimv ouci®ov REACH (SVHC)

Aev nepiéxel kapia ouaia(eg) nou nepithapBaverai(ovral) oTov KATaAoyo unown@iwv ouci®v REACH
Kavoviopog PIC (EE 649/2012, MponyoUHEVN OUVaiveSH HETA ANO EVNHEPWON)

Aev nepihapBaverar oTov kataloyo PIC (Kavoviopog EE 649/2012)

Kavoviopog POP (EE 2019/1021, 'Eppovol opyavikoi punot)

Aev nepiAapBaveral otov katdAoyo POP (Kavoviopog EE 2019/1021)

Kavoviopog nepi e§ac0évnong Tou 6fovtog (EE 1005/ 2009)

Aev nepiAapyBaveral oTov KaTaloyo ouciwv nou eEacBevilouv To 6Zov (Kavovioudg EE 2024/590)
Kavoviopog nepi EKpNKTIKOV Npodpopmwv oucimv (EE 2019/1148)

Aev nepiéxel kapia ouaia(eg) nou nepiAapBaverai(ovral) oTov KATAAOYo NPOdPOUWY OUCIWV eKpNKTIKWV (Kavoviouog EE
2019/1148 oxeTIkG PE TNV EUNOPIa Kal Tn Xpnon npodpopwY OUCINV EKPNKTIKOV)
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Ribavirin

AeATio Aedopevwyv Aopalcsiag

R0182

oUp@wva pe Tov Kavoviopo REACH (EK) 1907/2006 onwg TpononoinBnke ano Tov Kavoviouo (EE) 2020/878

Kavoviopog nepi npo3dpopmV ouosi®v VapkwTik®wv (EK 273/2004)

Aev nepiexel ouoia(eg) nou nepihappaverai(ovral) oTov KaTaAoyo npodpopmY oUdI®V VAapKWTIK®WV (Kavoviopog EK 273/2004

OXETIKA WE TIC NPOOPOUEC OUTIEG VAPKWTIKWV)

15.1.2. EOvIKEG di1aTa&eig

BeBaiwBeiTe 0TI €xouv An@Bei undwn OAoI 01 KaVoVIoWoi, £BVIKOI/TOMIKOI.

Feppavia

KaTtnyopia kivdUvou yia 1o vepd (WGK)

AldTaypa anayopeuong XNUIKWV oUCIov
(ChemVerbotsV)

Odnyia nepi enikiviuvwy atuxnuaTtwov (12.

BImSchV)
OAAavdia

SZW-lijst van kankerverwekkende stoffen
SZW-lijst van mutagene stoffen

SZW-lijst van reprotoxische stoffen —
Borstvoeding

SZW-lijst van reprotoxische stoffen -
Vruchtbaarheid

SZW-lijst van reprotoxische stoffen -
Ontwikkeling

Aavia

EBvikoi kavoviouoi Tng Aaviag

1 WGK 3, IdiaiTepa enikivduvo yia Ta udata (Katdtagn oupewva Pe Tn YEPHAVIKN

odnyia AwSV).

: AUTO To Npoidv unokeiTal oTnv Kataxwpion 1 Tou MapapTipaTog 2 Tou

ChemVerbotsV. Mpénel va TnpoUvTal ol akdAoUBEG anaItnoeig: anaitnon
€€ou01030TNONG (oUPPWvVa Pe To § 6, Nnapdypapog 1, npotaon 1), BAcIKEG
anaiTAoEIC YIa TNV €KTEAECN TNG napadoong (cUP@wva Pe To § 8, napaypagol 1,
3 kal 4), TauTOTNTA Kal TekPnpiwon (oUPewva Je To § 9, napdypagog 1 £€wg 3)
kal e€aipeon TnG d1adpopng anooToAng (cUu@wva Pe To § 10).

Aev unokerTal oTto Odnyia nepi enikivduvwv atuxnuatwv (12. BImSchV)

: H ouaia dev gival kaTayeypappévn
: H ouaia dev eival katayeypappévn
: H ouaia dev cival kaTayeypappevn

: H ouaia dev eival katayeypappévn

: Ribavirin €xel kaTaypagei

: AnayopeUETal n Xprnon Tou NpoiovTog anod aTopa KATw Twv 18 eTwv

'Eyyueg/OnAalouceg nou epyddovTal Je To Npoidv Oev Npenel va €pXovTal o€
enaen paldi Tou

15.2. AEioAGynon XNHIKAC acpaAsia

Aev €xel npaypaTonolinBei Kevévag unoAoyIoHOG XNHIKNG aopAaAeiag

TMHMA 16: AAeG NANPOPOPIEG

Eniorjpavon aAAaywov

Tunua TpononoinHEVO OTOIXEIO Tpononoinon NMaparnpnosig
Eidog ouaiag MNpooTédnke

1.1 Kwd.-EE MpooTeBnke

1.1 Xnuikog TUNOoG TpononoifBnke

3 SUvBeon/NAnpoPopieC yia Ta ouoTaTIKa | Tpononoindnke

8 XNMIKOG TUNOG Tpononoinénke

ZUVTOHOYPAPIEG KAl AKPOVUHA:

ATE EkTignon o&siag ToEIkOTNTAG

ADR Eupwnaikn cup@wvia yia Tig 51BVEIG 00IKEG HETAPOPEG EMIKIVOUVWY EUMOPEUNATWV

BCF MNapayovTag BIOCUCCWPEUCIPOTNTAG

CLP Kavoviouog yia Tnv Ta&ivounon, Tnv enichuavon Kal Tn ouokeuaaia, Kavoviopog (EK) apiB. 1272/2008
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Ribavirin

R0182

AeATio Aedopevwyv Aopalcsiag
oUp@wva pe Tov Kavoviopo REACH (EK) 1907/2006 onwg TpononoinBnke ano Tov Kavoviouo (EE) 2020/878

ZUVTOHOYPAPIEG KAl AKPOVUHA:

DPD Odnyia yia Ta enikivduva napackeuaouata 1999/45/EK

DSD Odnyia yia TIg enikivduveg ouaieg 67/548/EOK

IATA A1gBVNG 'Evwon AEpoUETapopwv

IMDG AigBvic NauTikog Kwdikag Enikivouvwyv Euynopeupdtwv

LC50 OUYKEVTPWON Nou npokaAei 8avato oto 50% nAnOuopoU JOKIKAG

LD50 d060n nou npokaAei Bavato ato 50% nAnBuopol dokiung (Siapeon BavaTtneodpog do6on)

LOAEL KaTwTAaTo ninedo oTo onoio napartnpouvTal eniAaBeig emdpdoeig

NOAEC OUYKEVTPWON oTnVv onoia dev napatnpoUvTal SUCHEVEIG ENINTWOEIC

ABT AvBEeKTIKN, BloouGowpPEUOIPN Kal To&ikr ouaia

REACH KaTtaxwpion, aloAdynon, ad€iodoTnaon Kal NEPIOPICHOi TWV XNMIK®V NpoiovTwy Kavoviouog (EK) apib.
1907/2006

AAA AeATio Acdopévwv Aopaleiag

ACGIH American Conference of Governmental Industrial Hygienists (Apepikavikn Aldokewn Twv KuBepvnTikwv
Blopunxavikwv YYIEIVOAOYWV)

ADN Eupwnaikr) cupgpwvia yia Tn d1Bvr HETAPOPA ENIKIVOUVWOV EUNOPEUHATWV HECW ECWTEPIKWV NAMTOV

0dwVv

Tiur BioAoyikoU Opiou

BioAoyIkn opiakr| Tiun

BOD Bloxnuikw¢ anairolpevo OEuydvo (BOD)

apiduodg CAS Ap1Budg Chemical Abstract Service

COoD Xnuika anairoupevo oEuyodvo (COD)

CSA AEloAOYynaon XNMIKNAG ao@dAeiag

DMEL Napaywyo €ninedo Pe eAAXIOTEG EMNNTWOEIG

DNEL Napaywyo £ninedo Xwpig ENINTWOEIG

Kwd.-EE ApiBuoG Eupwnaikng Kovotnrag

EC50 SIGUETOG TIMN ANOTEAECUATIKAG OUYKEVTPWONG

ED Ev3okpivikOG d1aTapakTng

EN Eupwnaiko MpoTuno

EKA Eupwnaikdg kataAoyog anoBARTwY

IARC Aigbvng Opyaviopog Epeuvav yia Tov Kapkivo

Log Kow SUVTEAEDTNG KATAVOMNG O€ Peiypa n-okTavoAng/vepou (Log Kow)
Log Pow SUVTEAEDTNG KATAVOWUNG O Peiypa n-okTavoAng/vepoU (Log Pow)
MAK maximum workplace concentration

NOAEL €ninedo pn napaTtrnpnong dUCHEVWV ENIOPATEWV

NOEC OUYKEVTPWON KN napatneoUpevVnG enidpaong

E.A.O. Aev opileTal dIaPopPETIKA

OECD Opyavioudg OIKoVOouIKNAG Zuvepyaaiag kal AvanTuéng

OEL ‘Oplo enayyeApaTikng €kBeong

OSHA Opoonovdiakn Ynnpeaia yia Tnv AcpaAegia kal Tnv Yyeia otnv Epyacia, Twv Hvwuévwv MoAiTeiov
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Ribavirin

R0182

AeATio Aedopevwyv Aopalcsiag
oUp@wva pe Tov Kavoviopo REACH (EK) 1907/2006 onwg TpononoinBnke ano Tov Kavoviouo (EE) 2020/878

ZUVTOHOYPAPIEG KAl AKPOVUHA:

anaiToUpevo oEuyovo
(ThOD)

PNEC MpoBAENOUEVN/EC CUYKEVTPWON/EIG XWPIG ENINTWOEIC

EAN ATOUIKOG NPOCTATEUTIKOG EEONAIONOG

RID Kavoviopoi yia Tn 31€bvn a1dnpodpopiK HETAPOoPa eNIKiVOUVWV EUNOPEUNATWV
STP Movada BioloyikoU kabapiopol

TF Texvikn AsiToupyia

OewpPNTIKWG OewpPNTIKWC analToUPevo 0Euyovo

TLM AlGPeco OpIo avoxng

TWA Méon Xpovika Ztaduifopevn Tiun

MNoOE MTNTIKEG OPYAVIKEG EVOEIG

aAaB AKPpWC avBeKTIKA Kal dkpw¢ Bloouoowpelaiun ouaia
UFI Movadikog Kwdikdg Tautonoinong Tunou

Mnyég dedopevwv

AAAEG NAnpopopieg

: ECHA (Eupwnaikdg Opyaviopog Xnuikwv Mpoiovtwy). 'Eyypa®a Tou npopndeuTn
OXETIKA We TNV aopaieia. KANONIZMOZ (EK) apif. 1272/2008 TOY
EYPQIMAIKOY KOINOBOYAIOY KAI TOY SYMBOYAIOY Th¢ 16nc AckeuBpiou 2008
yia Tnv Tagivounaon, TNV €NICHHAvVON Kai Tn GUOKEUAoia TwV OUCI®V KAl TWV
MEIYUATWYV, TNV TpOnonoinon Kal Thv Karapynon Twv odnyiwv 67/548/EOK kal
1999/45/EK kai Tnv Tpononoinon Tou kavoviopoU (EK) api®. 1907/2006.

: AMONOIHZH EYONHZ O1 nAnpogopieg Nou nepiéxovral g€ auTo To JEATIO
NPoEPYOVTaAl ano nnyEg TIG onoieg BewpoUpe agioniaTeg. MapdAa auta, divovTal
XWPIG Kapia gyyunon, pnTtn n appnTn, yia TNV akpifeid Toug.

MNMAnpeg keigevo ppacewv H kai EUH:

Aquatic Chronic 3 Enikivduvo yia To udarivo nepiaiiov — Xpdviog kivduvog, kaTnyopiag 3

Eye Irrit. 2 ZoBapn o@BaApikn BAGRN/opBaAAUIKOG epeBICHOC, KaTnyopia 2

Muta. 2 MeTaAAa€lyéveon YEVVNTIKOV KUTTAPWYV, Katnyopia 2

Repr. 1B To&IkOTNTa oTnV avanapaywyn, karnyopia 1B

Skin Sens. 1 EuaioBnTonoinon Tou d€ppartog, katnyopia 1

STOT RE 2 Ei1dikr) ToEIKOTNTA 0€ Opyava-oToXoug UOTEPA anod enavelAnuuevn €kBeon, katTnyopia 2

STOT SE 3 Ei1dikr ToEIkOTNTa o€ Opyava-oToXouG UOTEPa anod pia epanag €kbeon, katnyopia 3, €peBICUOC TNG
avanveuaTIKAG odoU

H317 Mnopei va npokaAéasl aAAepyikn depuaTikn avTidpaon.

H319 MpokaAei coBapd oPBaipikd epeBIGHO.

H335 Mnopei va npokaAéael peBIoPd TNG avanveuaoTiKhG odou.

H341 'YNonTo yia NpOKANGN YEVETIKWV EAATTWHATWV.

H360 Mnopei va BAGyel Tn yoviuoTnTa r 1o £URpuo.

H373 Mnopei va npokaAéoel BAGBeg aTa dpyava (aipa) UoTepa and napaTeTapévn rn enavelAnuuévn €kBean.

H412 EnmiBAaBEG yia Toug udpoBioug opyaviopoUc, HE HAKPOXPOVIEG ENINTWOEIG.

Safety Data Sheet (SDS), EU Duchefa 2023
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Ribavirin R0182
AeATio Aedopevwyv Aopalcsiag

gUpewva pe Tov Kavoviopd REACH (EK) 1907/2006 énwg Tpononoindnke anod Tov Kavoviopo (EE) 2020/878

UTEC ol NAnpogopiec BaacilovTal OTIG TPEXOUTEG YVWOEIG Hag Kal npoopilovTal yia va nepIypayouyv To NMpoiov anokAEIOTIKA Yid
AOYoOUC uyeiag, acpaAsiag kal nepIBAANOVTIK®OV anaitnoswy. SUVen®c, dsv Ba npenel va BswpnBei 0TI eyyudaTal onoladnnoTe

OUYKEKPIPEVN 1010TNTA TOU MPOIdVTOG.
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