\@ Duchefasiochem= Amphotericin B A0103
AeATio Aedopevwyv Aopalcsiag

oUPQwva Pe Tov Kavoviopo REACH (EK) 1907/2006 6nwg Tpononoinénke anod Tov Kavoviouo (EE)
2020/878

Ap1BuoOG avapopdg: A0103

Hpepounvia ékdoong: 05/02/2025 evnuépwon: 04/02/2025 AvTikabioTa Tnv €kdoon: 11/10/2017
ekdoxn: 3.0

TMHMA 1: NpocdiopicHOG ouciag/HEIYHATOG KAl ETAIPEIAG/ eNIXEipNONG

Mop®r NpoiovTog : Ouoia
Epnopikn ovopacia : Amphotericin B
Kwd.-EE 1 215-742-2
apiBuog CAS 1 1397-89-3
Kwd1KOC npoidvTog : A0103
Xnuikog Tunog (Mapakapyn) 1 C47H73NOy 5
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]

A1GBpwan/epebiopog Tou dEpUATOC, KaTnyopia 2 H315
SoBapn o@BaApikn BAGRN/o@BaAuIKOG epeBIOUOC, KaTnyopia 2 H319
Eidikr) TOoEIKOTNTA 0g Opyava-oTdxoug UaTepa anod pia epanag H335

€kBean, kaTnyopia 3, epeBICUOC TNG AVANVEUCTIKNG 0d0oU
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Amphotericin B A0103

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

MARpeg keipevo Twv dnAwoewv H kal EUH: BA&ne Tunua 16

AvENIOUUNTEG PUOIKOXNHIKEG EMOPACEIG, KAOMG Kal ENIdPACEIG 0TV AvOp®NIvN UYEia Kal oTo nepiBaAAov

Mnopei va npokaA€oel epeBITUO TNG avanveuaTiKng 0doU. MpokaAei epeBioud Tou dépaTog. MNpokaAei coBapd oPBaipikd
€peBIopo.

2.2. ZTOIXEia ETIKETA
XapakTnpioHoG cUpPwva e Tov Kavoviouo (EE) Ap. 1272/2008 [CLP]

Eikovoypappara kivduvou (CLP)

GHSO07
MpoeidonoinTikn A&En (CLP) : Mpoooxn
AnAwoeig enikivduvoTnTag (CLP) 1 H315 - MNpokaAei epeBiopo Tou dEpUATOG.

H319 - MpokaAei coBapd oPBAAMIKO epeBITUO.
H335 - Mnopei va npokaAéoel epeBIonOd TNG avanveuoTIKNAG 0dou.

AnAwoeig npopuUAa&ng (CLP) 1 P261 - AnoQeUyETE va avanveeTe akovn.
P264 - MAUVETE Ta XEpIa OXOAAOTIKA HETA TO XEIPIOHO.
P280 - Na qopdTe NpooTaTeuTIKA evdUUaTa, JECA ATOMIKAG NPOOTAadiag yia Ta
paTia/npocwno.
P312 - KaAéoTe To KENTPO AHAHTHPIASZEQN R éva yiaTtpo, av aiobavBeite
adiabeaia.
P337+P313 - Edv dev unoxwpei 0 opBaApikdg epeBIopoc:
SUMBOUAEUBEITE/EMIOKEPOEITE YIATPO.

2.3. AAAo1 Kiviuvol

Agv UnNApxouv €niNAEOV NANPOPOPIES

TMHMA 3: Z0v0&e0on/nAnpopopieG yia Ta CUCTATIKG
3i.0wgicc |

Mapatnpnosig : MoiotnTa: >= 750 IU/mg
Eidog ouaiag : HOVOOouOoTaTIKn
‘Ovopa AvayvwpioTIKOG %

K®J3IKOG NPOiovToG

Amphotericin B apibuodg CAS: 1397-89-3 100
Kwd.-EE: 215-742-2

3.2. Mseiypara

Aev 10xUEl

TMHMA 4: MéTpa np®OTWV BonBei®v

Fevika PETPA NPWTWV Bonbeiwv : KaAéaTe To kévTpo SNANTNPIACEWY N £vav yiaTpo €av aiobavBeite adiabeaoia.

METpa npwTwv Bonbei®v WETA and sionvon : MeTa@épeTe Tov NabovTa oTov kabapo agpa kal aproTe Tov va EEKoupacTei oc
oTaon nou SIEUKOAUVEl TNV avanvor). KaA&éoTe To KEVTPo dNANTNPIAgEWY 1 €vav
yiatpd eav aiobavleite adiabeaia.

METpa npwTwV Bonbei®v WeTd and enapn ge @ TMAUveTe To O€pua Pe ApOovo vepo. ByaATe Ta poAucouéva pouxa. Eav

To d€ppa napatnpnOei epebIopog Tou SEPPUAToG: SUPBOUAEUBEITE/ENIOKEPOEITE YIATPO.
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Amphotericin B A0103

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

MeéTpa npwTwv BonBeIRV YETA anod enagr YE @ =eNAUVETE NPOCEKTIKA HE VEPO YIa apKeTd AenTd. EAv undpxouv pakoi enaeng,

Ta partia aQaipecTe TOUuG, £pOaov gival eUKoAo. SuvexioTe va EenAévete, Eav dev unoxwpei
0 0POAAMIKOG €peBIONOG: ZUNPBOUAEUBEiTE/EMIOKEPBEITE VIATPO.

MéTpa npwTwv BonBeiwyv WeTA anod katanoon : KaA€éoTe To kKEvTpo SNANTNPIACEWY N £vav yiaTpo av aiobavBeite adiabeaia.

ZUMNTOHATA/EMOPATEIg HETA ano €ionvon : Mnopei va npokaAéael peBIOPO TNG AvanveuaTikhG odou.
SupnTopaTa/enidpacelg HeTd and enapn pe  : Epebiopdc.

To Oépua

SupnTopaTa/enidpacelg PeTd anod enagn ye  : EpeBiopog ota pama.

Ta partia

JuhnTopaTa/emdpdcslg HETA ano katanoon @ Kavévacg/kapia/kavéva und KavovikeG oUVONKEG.

SUMNTWHATIKNA Bgpanceia.

TMHMA 5: M&Tpa yia TNV KatanoAéUnon TnG nupkayidag

KaTtaAAnAa péoa nupdoBeong 1 Znpn XNHIKA Kovia, appdg avlekTIKOG aTnv aAkooAn, S10&eidio Tou avBpaka
(CO2). Wekaopog pe vepo.
AkaTaAANAo NUPooBECTIKO HECO 1 Mn xpnoiJonolgiTe peyaAn pon vepou.

5.2. E101k0i TUNOI ENIKIVOUVOTNTAC NOU NPOKUNTOUV AnNoO TV ouaida I

Kivduvog nupkayidag : Aev undpxel Kivduvog NupKayidag.

Kivouvog €kpnéng 1 Agv UNApxel Kavevag Kivduvog AUeonG EKpnENG.

S€ nepinTwaon nupkayiag napayovral : - H uwnAn Bgpuokpacia pnopei va aneAeuBepwoel ToEIKA agpia. - H uwnAn
enikivduva npoidvra anoclvOeong Bepuokpaaia pnopei va aneAeuBepwoel ToEIKA agpia.

METpa yia TNV KATanoA&Unon TnG nupkayiag : KaTanoAgunoTe Tn @WTIA and acpaArn anoéoTacn Kal NpooTATEUHEVO anleio. Mnv

MNaiveTe o€ NeploXn NUPKAYIAG XWPIG KATAAANAO NPOCTATEUTIKO €EONAICHO,
oupnepiAayBavopévng npoaraaciag yia Tnv avanvor).

MpooTacia katd Tnv nupdoPean : Mnv pnaivere o€ Neploxn NUPKAyIAg Xwpic KATAAANAO NPOOTATEUTIKO EEONAICUO,
oupnepiAapBavopévng NpoaTaciag yia Tnv avanvor.. Mnv eneuBaiveTe Xwpig
KaTaAAnAo g€onAiopd. AuTOVOUN AvanveuoTIKR CUOKEUR HE HOvwan. OAGowN
NPOCTATEUTIKI GTOAR.

NoInEG NAnpopopieg : Ano@eUyeTe Tn d1A®uUYN TOU VEPOU TNG NUPOORETNG 0TO NepIBAAAOV.

TMHMA 6: MéTpa o€ NnePinT®ON akoUolag EKAUoNG

Fevika pETpa : Eidonoinore TIC apx£G dv To Npoidv dielgdUCEI OTOUG AMOXETEUTIKOUG aywyoug i
oT0 dNPOCIo BiKTUO VEPOU. SKOUMIOTE TN XUMEVN MOCOTNTA YIa va NPOoAGBeTe
UAIKEG TnUIEG.

6.1.1. MNa npoowniko AAAo ano ToO NPOCWNIKO EKTAKTNG AVAYKNG

E€onAlopog npooTtaaciag : ®opdTe KATAAANAO NPOCTATEUTIKO POUXIOHO.

METpa €KTAKTNG avaykng 1 EEaepilete Tn {wvn €kponG. ANOQEUYETE va avanveéeTe okOvn. ANOPeUYETE eNagn
ME To déppa kai Ta paria.

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

6.1.2. Na aropa Nou NPocPEPOUV NPMOTEG BONOEIEG

E€onAiopocg npooTtaaiag 1 Mnv enepBaivete Xwpic kataAAnAo €EonAiouo. MNa NeEPICOOTEPEG NANPOPOPIES
avaTpEETe oTnV evoTnTa 8 :"™EAEYX0G TNG €kBeonG-AToMIKN NpooTaaia”.
METpa EKTAKTNG AVAYKNG : ANOHAKPUVETE TO NEPITTO NPOCWNIKO.
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Amphotericin B A0103

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

MNa Tnv anoBnkeuon : XpnoigonolwvTag €va kabapo pTudapl, HETAPEPETE TO UAIKO OE £vav OTEYVO
NEPIEKTN Kal KAAUWTE TO XWPIG va TO GUMMIECETE.

Mé£Bodol kabapiopou 1 SUAAEETE TO NPOIdV PE PNXAVIKO HECO. ZKOUMIOTE TN OTEYVR OKOVN Kal
anopakpUVETE KaTaAAnAa.

N0INEG NANpOPOpieg : AnoppiyTe Ta UAIKA ) TQ UNOAEIPPATA O€ EYKEKPIKMEVO KEVTPO.

EninAéov kivduvol KaTa Tnv enegepyaaia 1 Aev BewpeiTal enikivduvo uno KavovIKEG OUVBNKEG XprnonG.

MPoQUAAGEEIG yia aopaAn XEIpIOHO : EAayioTonoinon dnuioupyiag okovng. ®povTioTe wOTE 0 XWPOG Epyaaiag va
e€aepileTal cwoTd. Na Xpnaoiydonolsital povo o€ avoikTo ) Kala aspilOUEVO XWPO.
ANOQEUYETE va AvanveETe okOVN. ANOPeUYETE enagn Pe To dEpUa Kal Ta PATia.
dopaTe atopikd EoNAIoPO NpooTaciac.

METpa UYIEIVAG : MAUveTe Ta poAuopéva evdlpaTa npiv Ta EavaxpnoidonoinosTe. Mnv TpWTE,
niveTe f kanvigere, dTav XpnoIYONOIEITE AUTO TO NPoidv. MAEVETE NAVTOTE Ta
XEpla oag PeTa anod kabe xpnon.

Texvika pETpa : AlaTnpeiTe 08 XWPOo dpooepsd e KAAO €Eagpioud, Kal pakpid and nnyeg
BgpuoOTNTAG.

ZUVONKeG QUAAENG : Na npooTateleTtal ano TIG NAIAKEG AKTIVEG. ANoBNKeUETAl o€ KAAA agpI{OPEVO
Xwpo. Na diaTnpeiTal 0 NEPIEKTNG EPUNTIKA KAEIOTOG,.

Bepuokpaaia UAAENg 1 2-8°C

YAIKG oUOKEUAoiag 1 ANoBnKEUETE NAVTOTE TO NPOIOV OE NEPIEKTN ANO TO iB10 UAIKO HE TNV

£pPYOOTACIAKNA CUCKEUACia Tou.

Mdvo yia enayyeApaTikn xpnon. Ta npoiovrta Duchefa Biochemie B.V. npoopilovTal povo yia epeuvnTikoUG okonoug "in vitro
gpyaoTnpiou”.

TMHMA 8: 'EAsyXo0G TNG £KkOeoNG/ATOHIKN NpooTacia

8.1.1 EOVIKEG OPIAKEG TIHEG ENAYYEAHATIKNAG EKOEONG KaAl BIOAOYIKEG OPIAKEG TIHEG
Agv unapxouv eniNnA£ov NANPOPOPIEG

8.1.2. ZuvIioT@OHEVEG d1adikacieg napakoAoubnong

Agv UNApXoUV eNIMAEOV NANPOPOPIEG

8.1.3. ZxnuaridovTal oToiXEia punavong Tou agpa

Aev undpxouv eninAEoV NANPOPOPIEG

8.1.4. DNEL ka1 PNEC

Agv unapxouv eniNnAEoV NANPOPOpIeg

8.1.5. MNepioxég eAEyXou

Agv unapxouv eniNA£ov NANPOPOPIEG
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Amphotericin B A0103

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

8.2. 'EAeyxol £KOEC
8.2.1. KataAAnAol pnxavikoi éAgyxol

KataAAnAoi gnxavikoi €Agyyol:
dpovTioTe 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. NMpooTacia TWV HATIOV Kal TOU NPOC®IOoU

MpooTacia opOaApmv

TUNOG MNMedio eqpapHoOyYng XapakTnpIioTIKa MpoTuno

MpooTATEUTIKA YUAAId Skovn EN 166

8.2.2.2. NpooTacia Tou dEpHATog

MNMpooTacia Tou 3EpHATOG:
Na @opdTte kKaTAAANAN NPOCTATEUTIKN evdupaacia

MpooTacia TV Xepi®V

TUNOG Material Permeation NMaxog (mm) Penetration MpoTuno
ravria EAaaTikd viTpiAiou 6 (> 480 AenTd) 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. Oepyikoi Kivduvol

Aev unapxouv eninA€ov NANPOPopieg

8.2.3. 'EAgyxo1 nepiBaAAovTIKNG EKOEONG

‘EAgyxo1 nepIBaAAovTIKAG £kBEONG:
Na anogeuyeTal N eAeuBEépwan aTo nepiBaAiov.

duoikn kaTaoTaon 1 STeped

XpwHa 1 Kitpivo. MopTokdAl.
Epgavion 1 3KovN.

Mopiakn pada 1 924,1 g/mol

Ooun : XapakTnpioTIKO.
'Oplo 0OHNAG 1 Mn diaB6gaiyo
Znueio TNEEWG 1 > 170 °C

Znueio NR&Ewg : Aev IoXUEl

Snueio Bpaouou 1 Mn diabéaiuo
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Amphotericin B A0103

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

EupAekTOTNTA 1 A@AekToO.
'Opla kIvOUVoU ekpAEEWG 1 Aev 1oxUel
XapnAoTepo dplo €kpnEng 1 Aev IoXUEI
AvmTaTo OpI10 EKPNEINOTNTAG : Aev ioxUEl
Snueio avapAeEng 1 Aev 1oxUel
Oepuokpacia auTavapAeEng 1 Aev 1oxUEl
Oepuokpacia anoouvBeang : Mn diaBgaipo
pH : Mn diaBEaipo
Aidhupa pH 1 Mn diaBoipo
1IEWOEC, KIVEHATIKOC () 1 Aev 1oxUel
AlgAuToTnTa 1 Zxedov adidAuTo o€ : Nepo.
SUVTEAEDTNG KATAVOMNAG O Peiypa n- : Mn diaBaipo
okTavoAng/vepou (Log Kow)

Taon aTpwv : Mn diaBoipo
Mieon aTpou oe Beppokpaaia 50°C : Mn diaBgaipo
MukvoTnTa : Mn diabéaiuo
SXETIKN NUKVOTNTA : Mn diaBaipo
SXETIKN NUKVOTNTA aTU®V oToug 20°C 1 Aev 1oxUEl
MeyeBog cwpaTidinv : Mn diabgaipo

9.2. Aoinég nAnpowopis
9.2.1. NMANPOPOPIEG OXETIKA HE TIG KAACEIG PUOIKOU KIVEUVOU
Aev unNApxouV eNINAEOV NANPOPOpPIeG

9.2.2. AAAa XapakTnPIoTIKG acpalegiag
Agv undapyouv eninAéov NANPoPopieg

TMHMA 10: ZTaOgpoTNTA KAl avTidpaocTIKOTNTA

10.1. AvTidpaoTIKOTNTA

To npoiov dev gival adpavég o KAVOVIKEG GUVBNRKEG Xprong, anoBrkeuong Kal HETapopdg.

10.2. XnuIKn ota@epoTnTa

ZTaBep06 UNO KAVOVIKEG OUVBNKeG. Mnopei va anoouvTeBei und Tnv €nidpacn Tou PWTOG.

10.3. MOavoTnNTa ENIKivOUV®V avTidpacewv

Ynd KavovikeéG oUVBRKeG Xpnong, kapia yvwaoTr enikivduvn avTidpaon.

10.4. SUVONKEC NPOG ANOMUYH
dw¢ (TNg nuépac). Nepo, uypaaia.

10.5. Mn cupBarta uAika

Aev unapxouv eniNA€ov NANPOPOpIeg

10.6. Enikivduva npoiovra anocUvOso

- H uynAn Bgpuokpacia pnopei va aneAeuBepwael ToEIKG agpia. - H uwnAn Beppokpaaia pnopei va aneAeuBepwoel ToEIKA agpia.

TMHMA 11: To&ikoAoYyIKEG NANPOPOPIEG

KivoUvou, onwc¢ opifovral oTov kavoviopo (EK) api6. 1272/2008

OEgia To&IkOTNTA (N6 OTOHATOG) 1 Mn Ta&ivopunuévog
OEcia To€ikOTNTA (dEPUATIKA) : Mn Ta&ivounuévog
OZgia To&ikdTNTA (avanvon) : Mn Ta&§ivounuévog

Amphotericin B (1397-89-3)

LD50 ano Tou oTOPATOC OE apoupaioug > 5000 mg/kg

A1GBpwaon Kal epeBICPOC TOU BEPHATOG : MpokaAei epeBIoPO Tou dEPHATOG.
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Amphotericin B A0103

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

ZoBapn o@Baipikr BAABN/epebiopog : MpokaAei goBapo oPOBaAApIkO epeBIOUO.
EuaiobnTonoinon Tou avanveuaTikou f : Mn Ta&ivounuévog

guaiobnTonoinon Tou d€pUATog

MeTaAAa&lyevean yEVVNTIKOV KUTTAPWV : Mn Ta&§ivounpuévog

Kapkivoyévean : Mn Ta&ivounuévog

To&IkOTNTa oTNnV avanapaywyn 1 Mn Ta&ivounuévog

Ei1dikr) TOEIKOTNTA oTa Opyava-oToxoug : Mnopei va npokaAéoel peBIOPd TNG avanveuaTikhg odou.
(STOT) — epanag ékBeon

Eidikrf TOEIKOTNTA oTa Opyava-oToxoug 1 Mn Ta&ivounuévog

(STOT) — enavelAnuuévn €kBeon

EnikivouvoTnTa avappodpnaong 1 Mn Ta&ivounuévog

Amphotericin B (1397-89-3)

1IEWJEC, KIVENATIKOG (1) Aev 10xUEl

11.2.1. IS10TNTEG EVIOKPIVIKNG diaTapaxng

AUCEVEIC ENINTMOEIG OTNV UYEia nou : To peiypa dev nepigxel ouaia(eg) nou nepIAaPBAVETAl GTOV KATAAOYO Mou
npokaAoUvTal anod 1810TATEG EVOOKPIVIKAG katapTileTal cUPPwWva Pe To ApBpo 59 Mapdypapog 1 Tou kavoviouol REACH
diatapaxng yia Tig 1310TNTEG €VDOKPIVIKNG diatapaxng n n(oi) ouacia(eg) dev

avayvwpiletai(ovTal) o1l £xel(ouv) 1IB16TNTEG EVOOKPIVIKNG diaTapaxng cUPpwva
ME Ta KpITApla nou opilovTal oTov KaT' €€ouciodoTnon Kavoviouo Tng Emimponng
(EE) 2017/2100 1 Tov Kavoviguo Tng Enirponng (EE) 2018/605 o€ GUyKEVTPWON
ion i peyaAuTepn ano 0,1 %

11.2.2. Aoinég nAnpopopisg

Agv UNApxXouv enINAEOV NANPOPOPIES

TMHMA 12: Oi1k0AOYIKEG NANPOPOPIEG

12.1. To&ikoTnTa

OikoAoyia - yevika : To npoiov de BewpeiTal eniBAaBEC yia Toug udpoORIoUG opyaviopoug Kal dev EXEl
HakpoxXpOVIeG aveniBupnTeg eMSpAcelG oTo NEPIBAAAOV.

Enikiviuvo yia To uddaTivo nepiBaiioy, : Mn Ta&ivounuévog

BpaxunpoBeopog (0EUG)

Enikivduvo yia To uddartivo nepiBaiiov, : Mn Ta&ivounuévog

HakponpoBeapog (XpOviog)

12.2. AVOEKTIKOTNTA KAl IKAVOTNTA anodouno

Agv unapxouv eninAéov NANPOPOopPIeg

12.3. AuvaToTnta BIOCUCOWPEUC

Aev unapxouVv eniNA€ov NANPOPOpIeg

12.4. KivnTIKOTNTA OTO £3apO

Aev undpxouv eniNAE0OV NANPOPOPIEG

ABT ka1 aAaB

Agv undapyouv eninAéov NANPoPopieg
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Amphotericin B A0103

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

AUGUEVEIG ENINTWOEIC 0TO NEPIBAAANOV Mou : To peiypa dev nepiéxel ouoia(eg) nou nepIAaPBAVETAl GTOV KATAAOYO Mou
npokahoUvTal ano 1810TNTEG EVOOKPIVIKAG kaTapTileTal cUPPwVa Pe To ApBpo 59 Mapdypapog 1 Tou kavoviouoUl REACH
diatapaxng yia TIg 1316TNTEG eVDOKPIVIKNG diatapaxng n n(ol) ouaia(eg) dev

avayvwpiletai(ovTtal) ot £xel(ouv) 1I310TNTEG eVOOKPIVIKNG diaTapaxng cUPewva

ME Ta kpITrpIa nou opifovTal oTov kat' e€ouaioddTnon Kavoviopo tng Emimponng
(EE) 2017/2100 1} Tov Kavovioud Tng Emitponng (EE) 2018/605 0g oUyKEVTPWON
ion N yeyaAUtepn and 0,1 %.

12.7. AAAEC QUOHEVEIC ENINTWOEI

Agv unapxouv eniNnA£ov NANPOPOpPIEg

TMHMA 13: ZTOIXEia OXETIKA HE TN 81a0&€0N

13.1. M£0odol eneEepyaciac anofANTmV

MNepIPeEPEIAKOC KAVoVIOUOC Nepi anoBARTWV : H andppiyn npénel va yivetal cUP@wva pe Ti¢ diadikaoieg nou npoBAénovTal and
TO vopo.
MéBodol eneEepyaciag anoBANTwY : KaTtaoTpewTe pe ao@ar Tpono cUNPVO WE TOUug TonmikoUg/ €BvikoUg

kavoviopoUc. Na ano@euyeTal n eAeuBEpwan oTo NePIBAAlov. Anodppiyn Tou
nepiexopévou/doxeiou oUPPVa e TIG 0dnyieg dIAANOYNG TOU EYKEKPIUEVOU POpPEA

OUAAOYNG.

SZUQTACEIG YIa anoppiyn OTIG ANOXETEUCEIG : H andppiyn npénel va yivetal cUPewva pe Tig diadikaoieg nou npoBAénovTal anod
To vopo.

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

NpoioVTWV/CUOKEUATIOV anoBARTwv. H anoppiyn npénel va yiverar cUp@wva pe Tig diadikaoieg nou
npoBAEnovTal anod To VOWo.

MNepaiTépw NANPOPOpPIESg : Mnv enavaypnoiPonoIEITE TOUG ADEIOUG NEPIEKTEC.

TMHMA 14: lNANpoPOPIEG OXETIKA HE TN HETAPOPA

SUpQwva pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opo6G OHE 1 apiOpog TauToTNTAG

14.2. Oikeia ovopacia anooTtoAng OHE

14.3. Tagn/-<ig Kivduvou KATa Tn HETAPOPA

14.4. Opada cuokeuaciag

14.5. NepiBaAAovTikn €NIKIV3UVOTNTA

Aev 10xUEl Aev 10XUEl Aev 10XUEl

Agv undapyouv eninAéov d1aBETIPEG NANPOPOPIEG

Eniyeia HeETa@opa
Aev 10XUEl

HETAPOPa HEow OaAdaocong
Aev 10xUEl
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gUpewva pe Tov Kavoviopd REACH (EK) 1907/2006 énwg Tpononoindnke anod Tov Kavoviopo (EE) 2020/878

Evaépia perapopa
Aev 10xUEl

15.1.1. kavoviopoi EE

Mapaptnpa XVII Tou REACH (Mpoiino0£osig nepiopiopoU)

Aev nepihappaveral oto Mapaptnua XVII Tou REACH

Mapaptnpa XIV Tou REACH (KatdAoyog ad€iod0TnonG)

Aev nepihapBaveral oto Mapdptnua XIV Tou REACH (KatdAoyog adeiod0Tnong)

KataAoyog unown@inv ouciov REACH (SVHC)

Aev nepiéxel kapia ouaia(eg) nou nepihapBaverai(ovral) oTov KATaAoyo unown@iwyv ouciwv REACH

Kavoviopog PIC (EE 649/2012, MponyoUHEvVN OUVAIVESH HETA ANO evNHEPWON)

Aev nepiAapBaveral otov katdaAoyo PIC (Kavoviopodg EE 649/2012)

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

Aev nepihappaveral otov katdhoyo POP (Kavoviopog EE 2019/1021)

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

Aev nepiAapBaveral oTov kaTdAoyo ouadiwv nou eEaaBevifouv To 0lov (Kavoviopdg EE 2024/590)

Kavoviopog nepi eKpnNKTIKOV Npodpopmwv oucimv (EE 2019/1148)

Aev nepiéxel kapia ouaia(eg) nou nepiAapBaverai(ovral) oToV KATAAOYO NPOdPOUWY OUCIWV €KpNKTIKWV (Kavoviouog EE
2019/1148 oxeTikd Pe TNV €UNopia Kal Tn Xpnon npodpoHwy oUCINV EKPNKTIKWV)

KavovioHoG nepi npodpopmV ousi®OV VapKoTIK®OV (EK 273/2004)

Aev nepigxel ouoia(eg) nou nepihappaverai(ovral) oTov KaTaAoyo npodpopwY oUCI®V VAaPKWTIK®V (Kavoviouog EK 273/2004
OXETIKA WE TIC NPOOPOUEC OUTIEG VAPKWTIKWV)

15.1.2. EOvikEG diaTa&eig

Feppavia

KaTtnyopia kivdUvou yia 1o vepd (WGK) : WGK 3, Idiaitepa enikivduvo yia Ta Udata (Katata&n cUppwva Pe TN YEPHAVIKN
odnyia AwSV).

Odnyia nepi enikivduvwv atuxnuatwyv (12. : Aev unokeiTal oto Odnyia nepi enikivduvwv atuxnuaTtwv (12. BImSchV)

BImSchV)

OAAavdia

SZW-lijst van kankerverwekkende stoffen : H ouaoia dev eival kaTayeypappévn

SZW-lijst van mutagene stoffen : H ouadia dev gival katayeypappévn

SZW-lijst van reprotoxische stoffen - : H ouoia dev ival katayeypappévn

Borstvoeding

SZW-lijst van reprotoxische stoffen - : H ouaia dev eival katayeypappévn

Vruchtbaarheid

SZW-lijst van reprotoxische stoffen - : H ouaia dev gival katayeypappévn

Ontwikkeling

Aavia

EBvikoi kavoviouoi Tng Aaviag : AnayopeUETal n Xprnon Tou NpoiovTog anod atopa KATw Twv 18 eTwv
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15.2. AZioA6ynon XnNMIKNG ac@paAsia

Agv £x€l npaypaTonoindei Kevévag UNoAoYIOHOG XNMIKAC aoPAAsiag

TMHMA 16: AAeG NANPOPOPIEG

Eniofjpavon aAAayeov

TunHa TpononoinHEVO OTOIXEIO Tpononoinon Maparnpnoeig
Eidog ouaiag MpooTédnke
AUGEVEIG ENINTWOEIG TNV UYEIa Nou MpooTebnke
npokaAoUvTal ano 1910TNTEG
€vOOKPIVIKAG diaTapaxng
ZxOAIa (navw and Tn ouvBeon) Tpononoinénke

1.1 Opada npoiovTwv MNpooTédnke

1.1 XnUIKOG TUMNOG Tpononoinénke

2.1 Katata&n cuuewva pe Tnv odnyia Tpononoinénke
1272/2008 EK [CLP]

2.1 AvVeNIBUUNTEG PUOIKOXNHIKEG €NIdpacelg, | MpooTeBnke
Kabwg kal eMdpAceIg aTnV avBpwnivn
uyeia kal oTo nepiBaiiov

2.2 AnAwoeig npopUAa&gng (CLP) TpononoifBénke

3 SUvBegon/nNAnpoPopieC yia Ta ouoTaTIKA | Tpononoindnke

4.1 METpa npwTwv Bonbeiwv yia dtoua nou | MpoaoTtednke
napEXouV TIG NPWTEG BonBeIeg

4.1 Fevikd pETPaA NPpWTWV BonBeinv MpooTéBnke

4.1 METpa npwTwv Bondei®v WeTd anod Tpononoinénke
enagn pe 1o d€pua

4.1 METpa npwTwV Bondei®v WeTd anod Tpononoinénke
€lgnvon

4.1 MéTpa npwTwv Bondeiwv PETA ano Tpononoinénke
Karanoon

4.1 METpa npwTwV Bondei®v PeTd anod Tpononoinénke
€Naen We Ta PaTia

4.2 SupnTopaTa/emdpacsig HETG anod MpooTeBnKe
Karanoon

4.2 SupnTopata/emdpdacsic HETA anod snagr | MNpooTednke
ME Ta paTia

4.2 SupnTopaTa/enidpacelg ueTd anod enagn |MNpooTédnke
ME To dépua

4.2 SupnTouaTa/enidpacslg HeTd ano MNpooTédnke
glgnvon

4.3 AAAN 1aTPIKA YVWHPATEUON 1) Bepaneia MpooTebnke

5.1 AkaTaAAnAo NupooBeaTIKO PECO MpooTEBnke

5.1 KatdAAnAa péoa nupooBeong Tpononoinénke
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Eniofpavon aAAayov

TunHa Tpononoinpévo oToIXEio Tpononoinon MNapatnpnosig
5.2 Se nepinTwon nupkayidg napdyovral Tpononoinénke
enikivduva npoiovra anocUvOeong

5.2 Kivduvog nupkayidg MpooTednke
5.2 Kivduvog €kpnéncg MpooTEBnke
5.3 METpa yia TNV KATanoA&Unon Tng MNpooTédnke
nupKayiag
5.3 MpooTacia kata Tnv nupdoBeon Tpononoinénke
6.1 METpa €KTAKTNG Avaykng MpooTeBnke
6.1 E€onAiopocg npooTtaaiag MNpooTeBbnKe
6.1 METpa €KTAKTNG Avaykng MpooTebnke
6.1 levika pETpa MpooTebnKe
6.2 NepIBAANOVTIKEG NPOPUAAEEIG Tpononoinénke
6.3 MNa Tnv anobrkeuaon MNpooTeBnke
6.3 Noingg NAnpopopieg MpooTéBnke
6.3 MéBodol kabapiapoU Tpononoinénke
6.4 Napanopnn o€ dAAa TuAuaTa (8, 13) MpooTebnke
7.1 Mpo@UAAGEEIG yia acpaAn XEIPIOHO Tpononoinénke
7.1 EninAgov kivBuvol kaTtd Tnv ene€epyacia | MpooTednkKe
7.1 METpa uyIEIviG MpooTédnke
7.2 Suvenkec QUAAENGg Tpononoindnke
7.2 Texvika PETPA MNpooTédnke
7.2 YAIKG ouoKeuaaiag MpooTeBnke
8 Xnuikog TUNOG TpononoifBnke
8.2 MpooTacia Twv avanveuoTIK®V 0dwV AQalpébnke
8.2 MNpooTacia o@BaApwV Apalipednke
8.2 'EAgyXol NepIBAANOVTIKAG €KOEONG MpooTEBnke
8.2 ATOWIKN npoaoTacia MpooTédnke
8.2 KaTaAAnAol punxavikoi €Agyxol MpooTeBnke
9 AlgAuToTNnTa MpooTebnke
9 XpWHa Tpononoinénke
9 EupAekTOTNTA MNpooTeBnKe
9 1IEWOEG, KIVENATIKOG (1) MNpooTéBnke
9 Snueio NAgswg MpooTeBnke
9 Znueio avapAeEng MpooTebnke
9 Oepuokpacia auTavapAeEng MpooTeBnke
9.1 'Opia kIvdUvou ekpn&ewg (vol %) MNpooTédnke
10.1 AvTIOpaoTIKOTNTA MpooTédnke
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Eniofpavon aAAayov

TunHa TpononoinHEVO OTOIXEIO Tpononoinon Maparnpnoeig
10.3 MeavoéTnTa enikivduvwy avTidpdoswyv MpooTéBnKe
10.6 Enikivduva npoidvra anoolvOeong Tpononoinénke
12.1 OikoAoyia - yevikd MpooTeBbnKe
12.6 AUGHEVEIG ENINTWOEIG 0TO NePIBAAAOV MpooTebnke
nou npokaAouvTal anod 1310TNTeg
€vOOKPIVIKNG diaTapaxng
13.1 SUOTACEIG OXETIKA WE TNV andppiyn MpooTédnKe
NPoIOGVTWYV/CUCKEUACIMV
13.1 ZUOTACEIG YIa anodppiyn OTIG MpooTebnke
anoxeTeUoEIg
13.1 MNepairépw nAnpopopieg MpooTéBnke
13.1 MNepIPEPEIAKOC KAVOVIOUOG nepi MpooTebnke
anoBAnTwV
13.1 MéBodol eneEepyaaiag anoBARTWV Tpononoinénke
15.2 A&IoAOYNON XNUIKNAG aopaAeiag MpooTebnke
16 AAEG NAnpopopieg MNpooTéBnke
16 Mnyég dedopévwv Tpononoinénke
16 SUVTOMOYPAPIeG KAl akpwvula Tpononoinénke

SUVTOHOYPAPIEG KAl AKPOVUHA:

ATE ExTipnon o&eiag To&IkOTNTAG

ADR Eupwnadikr cup@wvia yia Tig d1BVeic 00IKEG NETAPOPEG EMNIKIVOUVWY EUMOPEUNATOV

BCF MNapayovTac BIOCUCCWPEUCIPOTNTAG

CLP Kavoviouog yia Tnv Ta&ivounon, Tnv enionuavon Kai Tn cuokeuacia, Kavoviopog (EK) apib. 1272/2008

DPD Odnyia yia Ta enikivduva napacksuaocuata 1999/45/EK

DSD Odnyia yia Tig enikivduveg ouaieg 67/548/EOK

IATA AIBVAG 'Evwaon AEpoNETaPoOpwV

IMDG Algbvig NauTikdg Kwdikag Enikivduvwv Epnopeupdatov

LC50 OUYKEVTPWON Nou npokaAei 8avato ato 50% nAnOucopoU JOKIKAG

LD50 d6an nou npokaAei BavaTo aTo 50% nNAnBuopoU Sokiung (diapeon BavaTtneopog d6an)

LOAEL KaT®WTATo €ninedo oTo onoio napaTtnpouvTal eniAaBeic emdpdaoeig

NOAEC OUYKEVTPWON oTnV onoia dev naparnpoUlvTal SUCHEVEIG ENINTWOEIC

ABT AVOEKTIKN, BloouaowpeUOIPN Kal TOEIKN ouaia

REACH KaTtaxwpion, afloAdynon, ad€iodoTnon Kal NEPIOPIoHOI TWV XNHIK®V npoiovTwy Kavoviopog (EK) apib.
1907/2006

AAA AeATio Acdopevwv Aopaleiag

ACGIH American Conference of Governmental Industrial Hygienists (Apepikavikn Aldokewn Tov KuBepvnTiKHV

Blopnxavik®v YYIEIVOAOYWV)
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ZUVTOHOYPAPIEG KAl AKPOVUHA:

ADN Eupwnaikr cup@wvia yia Tn dI1€0vr HETAPOoPAa ENIKIVOUVWV EUNOPEUNATWV HECW EOWTEPIKWOV MAWTWOV
00wV

Tiun BioAoyikoU Opiou | BioAoyikr oplakn Tiun

BOD Bloxnuikwg anairoupevo O&uydvo (BOD)

apibuog CAS ApIBu0OG Chemical Abstract Service

COoD Xnuika anairolpevo oguydvo (COD)

CSA A&loAOYNON XNMIKNAG aopdAeiag

DMEL Napaywyo £ninedo Pe eAAXIOTEC ENINTWOEIG

DNEL MNapdywyo eninedo Xwpig ENNTWOEIG

Kwd.-EE Ap1Budc Eupwnaikng KoivotnTag

EC50 JIAPEDTOG TIKN ANOTEAECHATIKAG OUYKEVTPWONG

ED Ev3OoKpIVIKOC 31aTapakTng

EN Eupwnaikd MpoTuno

EKA Eupwnaikog kataAoyog anoBART®V

IARC Algbvig Opyaviopodg Epeuvav yia Tov Kapkivo

Log Kow SUVTEAEDTNG KATAVOWUNG O€ Peiypa n-okTavoAng/vepoU (Log Kow)

Log Pow SUVTEAEDTNG KATAVOMNG O HEiyHa n-okTavoAng/vepou (Log Pow)

MAK maximum workplace concentration

NOAEL €ninedo pn napaTtipnong dUCKEVWV ENIOPATEWY

NOEC OUYKEVTPWON KN NapatnpouUpevng enidpaong

E.A.O. Aev opileTal d1IaPopeTIKA

OECD Opyaviopdg OIKoVouIKNG Zuvepyaaiag kal AvanTugng

OEL 'Oplo enayyeANaTiknG €kBeang

OSHA Ouocnovdiakn Ynnpeoia yia Tnv Ac@aleia kal Tnv Yyeia otnv Epyacia, Tov Hvwuévwv MoAiTeiov

PNEC MpoBAENOUEVN/EC CUYKEVTPWAON/EIG XWPIG ENINTWOEIC

EAMN ATOMIKOC NPOOTATEUTIKOG EEOMAIONOC

RID Kavoviopoi yia Tn 31€bvr a1dnpodpoiKr HETAPOoPa eNKivOUVWV EUNOPEUNATWV

STP Movada BloAoyikoU kabapiopol

TF Texvikn AgiToupyia

OewpPNTIKWG OewpNTIKWC analToUPevo 0Euyovo

anaiToUpevo o§uyovo

(ThOD)

TLM AlGPEeco OpIo avoxng

TWA Méon Xpovika STaduilopevn Tiun

MNOE MNTNTIKEG OPYAVIKEG EVOEIG

aAaB AKPWC avBeKTIKN Kal dkpw¢ Bloouoowpelaiun ouaia

UFI Movadikog Kwdikdg Tautonoinong Tunou
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Mnyeg dedopEVWV

AANEG NANpoPOpieg

‘Eyypa®a Tou npopnBeuTr OXETIKA PE TNV aog@dAeia. ECHA (Eupwnaikog
Opyaviopog Xnuikwv Mpoidvtwv). KANONIZMOS (EK) api8. 1272/2008 TOY
EYPQIMAIKOY KOINOBOYAIOY KAI TOY SYMBOYAIOY Tn¢ 16nc AekeuBpiou 2008
yla Tnv Ta&ivounaon, TNV €NICAUAvVON Kai T GUCKEUACia TwV OUCI®V Kal TWV
MEIYUATWYV, TNV Tpononoinon Kal Tnv Karapynon Twv odnyiov 67/548/EOK kal
1999/45/EK kai Tnv Tpononoinon Tou kavoviopou (EK) api®. 1907/2006.

: AMOMNOIHZH EYONHS O1 nAnpo®opicg Nou NepIEXOVTAl O AuTO TO JEATIO
NPoEPXOVTal ano nnyeg TiG onoieg Bewpoupe agionioTeg. MapoAa auTtd, divovTal
XWPIG Kapia gyyunon, pnTn N dppnTn, Yia Tnv akpipeid Toug.

MNMAnpeg keipevo ppacewv H kai EUH:

Eye Irrit. 2 SoBapn o@BaApikn BAGBN/oPBaANIKOG epeBICUOC, KaTnyopia 2

Skin Irrit. 2 A1GBpwaon/epebiopog TOou dEpUATOG, KaTnyopia 2

STOT SE 3 Eidikr ToEIkOTNTa o€ Opyava-oToXoug UoTEpa anod pia epanag €kbeon, katnyopia 3, €peBICUOC TNG
avanveuaTIKnG odou

H315 MpokaAei epeBIoP6 TOU dEPUATOG.

H319 MpokaAei coBapd o@BaApIkd epeBITHO.

H335 Mnopei va npokaAéael peBIOPO TNG AvanveuaoTIKhG odou.

Safety Data Sheet (SDS), EU Duchefa 2023

UTEG Ol MANpogopieg BaaciovTal OTIG TPEXOUCEG YVWOEIG ag Kal npoopifovTadl yia va neplypayouv To npoidv anokAEIoTIKA yid
AOYoUG uyeiag, acpaAeiag kal nepIBAANOVTIK®OV anaitnoswy. ZUvenwg, dev 6a npenel va Bewpnbei 0TI eyyudTal onoladnnoTe
OUYKEKPIMEVN 1010TNTA TOU NMPOoidvTOC.
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