@ Duchefa Biochemic POlymixin B sulfate P0145

AeATio Aedopevwyv Aopalcsiag

oUP@wva Pe Tov Kavoviopo REACH (EK) 1907/2006 6nwg Tpononoinénke anod Tov Kavovioud (EE)
2020/878

Ap1BuoOG avapopdg: P0145

Hpepounvia ékdoong: 29/05/2024 evnuépwon: 29/05/2024 AvTikabioTa Tnv €kdoon: 16/03/2018
ekdoxn: 3.0

TMHMA 1: NpocdiopiCHOG ouciag/HEIYHATOG KAl ETAIPEIAG/ eNIXEipnoNng

Mop®r NpoiovTog : Ouoia

Epnopikn ovopacia : Polymixin B sulfate
Kwd.-EE 1 215-774-7

apiBuog CAS 1 1405-20-5

Kwd1KOC npoidvTog 1 PO145

XNHIKOG TUNOG 1 CssHogN16013 - 2H,S0,
Opada npoidvTwyv : MpwTn UAN

1.2.1. ZXeTIKEG NPOPBAENOHEVEG XPNOEIG

Kupia katnyopia xprnong : EnayyeAparikn xprion

Mpoaod. Blounxavikng/enayyeARaTikng Xpnong : Movo yia enayyeApaTikn Xpnon. Ta npoiovra Duchefa Biochemie B.V.
npoopilovTal Hovo yia epeuvnTIKoUG okonoug "in vitro epyaoTtnpiou”.

Katnyopia Asitoupyiag n xpnong : MpaTn UAN

1.2.2. AVTEVOEIKVUOHEVEG XPOEIG

Aev unapxouVv eniNA€ov NANPoPopieg

1.3. ZTOIXEIa TOU Npo

0

Alavopéacgg

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

DOVOU EMNEiyoUTac avayk

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

Xwpa Opyaviopog/ETaipia AigbOuvon ApIOHOG THAEP®VOU | ZxXO0AIa
€ngiyouoag avaykng
EAAGOa Poisons Information Centre 11762 ABnva +302107 793777
Children’s Hospital P&A
Kyriakou
Kunpog KévTpou ANANTNPIGoEWY Neukwoia 1401 wpeg Aerroupyiag 24
WPEG/24wpo, 7 NUEPEG TNV
€Bdopada

TMHMA 2: Npocdi10pICHOG ENIKIVOUVOTNTAG

Kataragn cUp@wva ge Tnv odnyia 1272/2008 EK [CLP]

OEcia To€ikd6TNTA (and Tou OTOMATOG), KaTnyopia 4 H302
MARpeg keipevo Twv dnAwoswv H kal EUH: BAéne Tunua 16
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Polymixin B sulfate P0145

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

AVENMIOUUNTEG PUOIKOXNHIKEG EMBPACEIG, KAOWG Kal eNIdPACEIG OTNV avOpmnivn UyEia kal oTo nepiBailAlov

EniBAaBeg o€ nepinTwon katanoong.

2.2. ZTOIXEIa ETIKETAG
XapakTnpIoHOG cUNPwva HE Tov Kavoviouo (EE) Ap. 1272/2008 [CLP]
EikovoypapuaTa kivduvou (CLP)

GHS07
MpoeidonoinTikn A€EN (CLP) : Mpoooxn
AnAwoeig enikivduvoTnTag (CLP) 1 H302 - EmBAaBeg o€ nepinTwon KATANoonG.
AnAwoeig npo@UAa&ng (CLP) 1 P264 - MAUVETE Ta XEPIA OXOAACTIKA LETA TO XEIPIGHO.

2.3. AAAol Kivduvol

Aev undpxouv eniNAE0oV NANPOPOPIEG

TMHMA 3: Z0vOeon/nAnpogpopisg yia Ta ouoTaTika

Mapatnpnoeig : MoioétnTa: > 6500 IU/mg
Eidog ouaiag : NMoAuouaoTaTikn ouaia
‘Ovopa AvayvmpioTIKOG %

K®J3IKOG NPOiovToGq

Polymixin B sulfate apibuog CAS: 1405-20-5 | 100
Kwd.-EE: 215-774-7

Aev 10xUEl

levika PETPA NpWTWV Bonbdeinv : KaAgoTe To KEVTpo dNANTNPIdoswy N €vav yiaTpd €av aicbavbeite adiabeaia.

MéTpa npwTwv BonBeiwV WETA Anod €10Nvon : MeTagépeTe Tov NaBovTa oTov KaBapod agpa kai aphaoTe Tov va §EKoupaacTei og
oTAon nou JIEUKOAUVEI TNV avanvon.

MéTpa npwTwv Bonbei®v PeTa and ena®n pe  : MAUvVeTE To d€pUa pe ApOOVO VePO.

To Oépua

METpa NpwTwV BonBei®wv WETA and enapn Je @ ZenAUveTe Ta PATIA PE VEPO YIA AOYOUG aopaAeiag.

Ta paTia

METpa NpwTwWV BonBei®v WETA and kaTtanoon : ZenAUVETE To OTOMA. KAAEOTE To KEVTPO dNANTNPIACEWV N £vav yiaTpo €av

aioBavBeite adiabeaia.

SUMNTOHATA/EMOPATEIG : BAABeg oT0 veupikd ouoTnua. MpooBaiAel Ta veppd. H katdnoon evOEXeTAl va
NPOKAaA&oel vauTieg, ePETOUG Kal didppoia.

SupnTwpaTikn Bepaneia.
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Polymixin B sulfate P0145

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

TMHMA 5: M&Tpa yia TRV KAatanoAEUnNon TNG NUPKAyIAg

5.1. MupooBeoTiKaG HECA

KaTtaAAnAa péoa nupdoBeong 1 Wekaopog Pe vepd. =npn okovn. AQpog.

5.2. E181k0i TUNOoI ENIKIVOUVOTNTAC NOU NPOKUNTOUV anod TNV oucia

Kivduvocg £kpnéng : To npoiov dev gival EKpNKTIKO.
J€ nNePINTWON Nupkaylag napayovrai 1 - H uywnAn Beppokpacia pnopei va aneAeubepwoel ToEIKA agpia. - H uwnAn
enikivduva npoiovTta anoclveeong Beprokpaaia pnopei va aneAeuBepwoel ToEIKka agpia. - H uwnAn Bepuokpaaia

Mnopei va aneAeuBepwasl TOEIKA agpia.

5.3. ZUCTAOCEIC YId TOUG NUPOOCPBECTE

METpa yia TNV KatanoAéunon TnG nupkaylag  : Ano@elyeTe Tn diapuyn Tou vepoU TnG NUPOOBECNG oTo NePIBAAAOV.

MpooTacia katd Tnv Nnupdopeon : Mnv unaivete o€ neploxn NUPKAyIag Xwpeig KaTaAANAo NpooTATEUTIKO €EONAICUO,
oupnepIAapBavopévng npoaTaaciag yia Tnv avanvorn. Mnv eneuBaivere Xwpig
KaTtaAAnAo €EonAIoUO. AUTOVOUN AVANVEUCTIKE CUOKEUN WE HOVwaon. OAdowun
NPOCTATEUTIK GTOAHR.

TMHMA 6: MéTpa o€ NePIiNT®ON akoUolag EKAUoNG

6.1.1. Na npoownikd AAAo anod To NPOCWNIKO EKTAKTNG AVAYKNG

METpa €KTAKTNG Avaykng . EEaepilete Tn Cwvn ekpong. EEaopalioTe Tov kaTdAAnAo e€agpiopd. Na
ano@eUYETE va ONKMVETE OKOVN.

6.1.2. Na aropa Nou NPocPEPOUV NPMOTEG BONOEIEG

E€onAiopog npooTtaaiag 1 Mnv enepBaivete Xwpic KaTaAAnAo €EonAIouo. ®opdaTe KATAAANAO MPOCTATEUTIKO
€E0NAIONO. [Z€ NepinTwon avenapkoUg agpIoPoU] XPNOIUOMNOIEioTE HECA ATOMIKNG
npooTaciag TnG avanvong. MNa NepioooTePEG NANPOPOPIEG AVATPEETE aTNV
evoTnTa 8 :"EAgyxoc TNG £kBeong-AToMIKN NpooTaacia”.

6.2. NepiBaAAoOVTIKEG NPOPUAGEE!

Na anogeuyeTal n eAeuBépwan aTo nepiBaAAov. ANo@UYETE TNV EKPON TOU MPOIOVTOC GTOUG UNMOVOHOUG.

6.3. M£€00d0I1 Kal UAIKG

MéBodol kabapiguol : SUAAEETE TO NPOIOGV HE PNXAVIKO PHECO. SKOUMIOTE TN OTEYVI OKOVN Kal
anopakpuveTe KataAAnAa. MNa Tov kabapiopd Tou danédou kKal OAWV Twv
QVTIKEINEVWV MOU €XOUV HOAUVOEI and To npoiodv xpnoiponoinoTe : Nepo.
NOINEG NANpOPOpieg : AnoppiyTe Ta UAIKA ) TQ UNOAEIUPATA OE EYKEKPIMEVO KEVTPO.

6.4. MNapanounn o€ GAAa Tunuara

Ma nNepIooOTEPEG NANPOPOPIEC avaTPEETE OTNV gvoTnTa 13.

TMHMA 7: XeIpIOHOG Kal ano®nKeuon

MPo@UAGEEIG yia aopaAn XeIpIoUO : OpoVTIoTE WOTE 0 XWPOG epyaaiag va eEagpileTal owoTd. PopaTe ATOUIKO
€E0NAIOUO NpooTaCiag. Xpraon Tou NpoiovTog KE opOn BIOKNXAVIKA UYIEIVR Kal
diadikaacieg aocpaeiag.

METpa UYIEIVAG 1 Mnv TpwTE, NIVeTE 1 KaAnvileTe, OTAV XPNOILOMOIEITE AUTO TO NPOidV. MAEveTE
NAavToTE TA XEPIA 0AG META and KABe xpnon.

SuUvOnKeg QUAAENG : AnoBnkeloTe o€ oTeYVO, dpooepd, kaAd eEagpilopevo PéEpog. Na diaTnpeital o
NEPIEKTNG EPUNTIKA KAEIOTOG. MpooTeTEWTE and Tnv uypaocia. Na npooraTeleTal
ano TIG NAIAKEG AKTIVEG.
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Polymixin B sulfate P0145

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

MeyioTog XpOvog GUAAgNg 1 5 &1og
Bepuokpaaia UAAENg 1 2-8°C

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

TMHMA 8: 'EAcyX0G TNG £KOEONG/ATOHIKN NpooTaacia

8.1. MapapeTpol eAEyxou

8.1.1 EOVIKEG OpPIAKEG TIHEG ENAYYEAHATIKNAG EKOEONG KAl BIOAOYIKEG OPIAKEG TIHEG

Polymixin B sulfate (1405-20-5)

EE - EVOEIKTIKN OpIaKn TIMN enayyeApaTikngG ékOsong (IOEL)

IOEL TWA 0,0005 mg/m3

8.1.2. ZuvioT@WHEVEG d1adikacieg napakoAoubnong

Agv undapyouv eninAéov NANPoPopieg

8.1.3. ZxnuarTifovTal oToixXeia puUNnavong Tou agpa
Aev unapxouVv eninA&€ov NANPoPopieg
8.1.4. DNEL ka1 PNEC

Agv unapxouv eniNnAEoV NANPOPOpPIES

8.1.5. MNepioxég eAéyxou
Agv unapxouv eniNnA£ov NANPOPOPIES

8.2. 'EAeyxol £KOEC
8.2.1. KataAAnAoil pnxavikoi éAgyxol

KataAAnAoi pnxavikoi £Agyxoi:
®povTioTE WOTE 0 XWPOG epyaaiag va e€agpileTal owaTa.

8.2.2. ATOMIKOG NPOCTATEUTIKOG €E0NAICHOG

ZUHBoAo(a) eEonAiIcHOU ATOMIKNG NpooTACIAG:

8.2.2.1. NpooTacia TOV HATIOV Kal TOU NPOoC®Nou

MpooTacia opOaApmV

TUNOG MNedio eqpapHoOyng XapakTnpIioTIKa MpoéTuno

MpooTaTeuTIKa yuaAid Skovn EN 166

8.2.2.2. NpooTacia Tou dEpHaATog

MNpooTtacia Tou d&pparog:
MpPOOTATEUTIKOG POUXIOHOG (KAEIOTA pavikia Kal Aaigokown)

MNMpooTacia Twv XepI®V

TUNOG Material Permeation NMaxog (mm) Penetration MpoéTuno
ravrtia EAacTikd viTpiAiou 6 (> 480 AenTa) 0,11 EN ISO 374
(NBR)
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Polymixin B sulfate P0145

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

8.2.2.3. NpooTacia TWV avanveuoTIKOV 03®mV

MpooTacia TWV avanveuoTIKOV 03®MV

ZUOKEUR Tunog piATpou KaraoTtaon MpoéTuno

Mdoka npooTaaciag ano Tn okovn TUNoOG P2 MpooTacia kata Tng okovng EN 143

8.2.2.4. OgppuIKOi Kivouvol
Agv undapyxouv eninA€ov NANPOPOPIES
8.2.3. 'EAcyxol1 nepiBaAAoVTIKNG €EKOEONG

‘EAgyxol1 nepiBaAAovTiknG EkBEONG:
Na anogeuyeTtal n eAeuBEpwaon oTo nePIBAAAOV.

TMHMA 9: DUOIKEG Kal XNHIKEG IBIOTNTEG

duoikn kaTdoTaon 1 STeped
XpWHa 1 AEUKO.
Eppavion 1 ZKOVN. KpuoTaAAikn okovn.
Mopiakn pala : 1385 g/mol
Ooun : Aogo.

'OplIo 00[NAG : Mn diaBaipo
nueio TNEEWG : Mn diabgaipo
Snueio NR&EWG 1 Aev 1oxUsl
Snueio Bpaououl : Mn diaBgaipo
EupAekTOTNTA 1 A@AekToO.
'Opia kKIvOUVoU gkpAEEWG : Aev IoXUEl
XapnAoTepo Oplo €kPNENG 1 Aev 1oxUEl
AvmTATo OpIo €KPNEINOTNTAG 1 Aev IoXUEl
Snueio avapAeEng 1 Aev 1oxUel
Oepuokpacia autavapAeEng 1 Aev 1oxUEl
Oepuokpacia anoouvBeang : Mn diaBaipo
pH : 5-7
AidAupa pH : Mn diabgaipo
1IEWJEC, KIVENATIKOG (1) : Aev IoXUEl
AlgAuToTNTA : AlgAuTd OTO VEPO.
SUVTEAECTNG KATAVOUNG OE YEiyHa n- 1 Mn diaBoipo
okTavoAng/vepou (Log Kow)

Tdaon atpwv : Mn diabgaiuo
Mieon aTpoU oe Beppokpaaia 50°C : Mn diabaipo
MukvoTnTa : Mn diabgaiuo
SXETIKNA NukvoTNTA 1 Mn diaBoipo
SXETIKN AUKVOTNTA aTU®V oToug 20°C : 0,6

MeyeBog cwpaTidinv 1 Mn diabgaipo

9.2. Aoinéc nAnpopopic

9.2.1. NMANPOPOPIeG OXETIKA HE TIG KAAOEIG (PUCIKOU KIVEUVOU

Agv unNApxouv eniNnA£oV NANPOPOPIEG

9.2.2. AAAa XapakTnPIoTIKa acpalegiag
Agv UnNApxouv enINA£0V NANPOPOPIES

TMHMA 10: ZTaBOepoTNTA KAl AVTIOPACTIKOTNTA
10.1. AvridpaoTikéTQTel |

10.1. AvTidpaoTIKOTNTA

ZTaBepO UNO KAVOVIKEG OUVBONKEG anoBnKeuong, XEIPIGUOU Kal Xpriong.
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Polymixin B sulfate P0145

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

10.2. Xnuikn ota@epoTnTa

STaBgpO UNO KAVOVIKEC OUVONKEG.

Kavévag/kapia/kavéva unod KavoviKeG OUVONKEG.

10.4. ZuVvONKEG NPOG ANMOPUYI]

OeppoTnTa. YwnAég Beppokpaaies. dwg (Tng nuépac). Yypaaia.

10.5. Mn cupgBara uAika

Ioxupd o&eIdwTIKA.

10.6. Enikivduva npoiovra anoocUvOeo

H Bepuikf anooUvBeon dnuioupyei : - H uwnAr Beppokpacia pnopei va aneAeubepwaoel ToEIka agpia. - H uwnAn Bgpuokpacia
pnopei va aneheuBepwaoel ToEIka agpid. - H uwnAn Beppokpacia pnopei va aneAeuBepwoel ToEIKA agpia.

TMHMA 11: To&ikoAoYyIKEG NANPOPOPIEG

11.1. NMAnpoopisc yia TiG TAEEI
O%Ecia To€ikoTNTa (N6 OTOMATOG)

OEcia To€ikOTNTA (dpUATIKR)

OZ%eia To&ikdTNTA (avanvon)

KivoUvou, onwc¢ opifovral oTov kKavoviopo (EK) api6. 1272/2008
: EmBAaBég o€ nepinTwon KATANoong.
1 Mn Ta&ivounuévog
: Mn Ta&§ivounuévog

Polymixin B sulfate (1405-20-5)

LD50 ano Tou oTONATOC OE apoupaioug

790 mg/kg

AIGBpwon kal epeBIoPOG Tou SEPHUATOG

ZoBapn o@BaAuikr BAGRN/epebIoUOC

EuaioBnTonoinon Tou avanveuoTikou N
€uaiobnTonoinon Tou d€pUATog
MeTaAAa€lyEvean yevVNTIKOV KUTTAPWV
Kapkivoyéveaon

To&IkOTNTa oTNnV avanapaywyn

Ei1d1kr) TOEIKOTNTA OTA OpPyava-oToXouG
(STOT) — e@ana€ ékBeon

Ei1dikr TOoEIKOTNTA oTa Opyava-oToxoug
(STOT) — enavelAnuuévn €kBean
EnikivduvoTnTa avappopnong

: Mn Tagivounuévog

pH: 5-7

: Mn Ta&§ivounuévog

pH: 5-7

: Mn Ta§ivounuévog
: Mn Tagivounuévog
: Mn Ta§ivounpuévog
: Mn Ta&ivounuévog
: Mn Tagivounuévog

: Mn Ta&ivopnuévog

: Mn Ta&ivounuévog

Polymixin B sulfate (1405-20-5)

1IEWOEC, KIVEHATIKOC ()

Aev 10XUEl

11.2.1. I310TNTEG EVOOKPIVIKAG diaTtapaxng

AUCEVEIG ENINTWOEIG OTNV UYEia nou
npokaAouvTal ano 1310TNTeG EVOOKPIVIKNG
diatapaxng

11.2.2. Aoinég nAnpopopisg
NoINEG NANPOPOpIEG

: To peiypa dev nepigxel ouaia(eg) nou nepIAauBAaveTal oTov KataAoyo nou

katapTileTal cUPPwWVa Pe To ApBpo 59 Mapdypapog 1 Tou kavoviouol REACH
yia Tig 1316TNTEG evDOKpIVIKNG SiaTtapaxng f n(ol) oucia(eg) dev
avayvwpiletai(ovTtal) ot £xel(ouv) 1I310TNTEG eVOOKPIVIKNG diaTapaxng cUPewva
ME Ta KpITRpIa nou opifovTal oTov Kkat' eEouaioddTnon Kavoviouo Tng Enimponng
(EE) 2017/2100 1} Tov Kavovioud Tng Emitponng (EE) 2018/605 0g OUYKEVTPWON
ion N yeyaAuTepn and 0,1 %

1 ApiBpog RTECS: TR1150000
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Polymixin B sulfate P0145

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

TMHMA 12: O1KkOAOYIKEG NANPOPOPIEG

12.1. To§ikoTnTA

OikoAoyia - yevika : To npoiov de BewpeiTal eniBAaBEC yia Toug udpORIoUG 0pyaviopoug Kal dev EXEl
HakpoxXpOVIeG aveniBupnTeg eMdpAcelG oTo NEPIBAAAOV.

Enikiviuvo yia To udaTivo nepiBaiioy, 1 Mn Ta&ivounuévog

BpaxunpoBeopog (0EUG)

Enikivduvo yia To uddartivo nepiBaiiov, : Mn Ta&ivounuévog

HakponpoBeapog (Xxpoviog)

12.2. AVOEKTIKOTNTA KAl IKAVOTNTA anodouno

Agv unapxouv eniNnAEov NANPOPOpPIES

12.3. AuvaToTnTta BIOCUCOWPEUC

Aev unapxouVv eniNA€ov NANPoOPOpieg

12.4. KivnTIKOTNTA OTO £3apO

Aev undpxouv eniNAE0V NANPOPOPIEG

12.5. AnoTteAéopara T 5 ABT ka1 aAaB

Agv undapyouv eninAéov NANPoOPOopPieg

12.6. I310TNTEG EVOOKPIVIKAG d1aTapayxne

AUGCHEVEIG ENINTWOEIC 0TO NEPIBAAANOV Mou 1 To peiypa dev nepiéxel ouoia(eg) nou nepIAaPBAVETAl GTOV KATAAOYO Mou
npokaAoUvTal ano 1510TNTEG EVOOKPIVIKNG katapTifeTal cUpPwva pe To ApBpo 59 Mapaypapog 1 Tou kavoviopol REACH
diatapaxng yla TIG 1310TNTEG evdokpIvikNG diatapaxng r n(ol) ouaia(eg) dev

avayvwpiletai(ovTtal) 6T £xel(ouv) 1I310TNTEG EVOOKPIVIKNG dlaTapaxng cUhpwva

ME Ta kpITrpia nou opifovTal aTov kat' eEouaioddTnon Kavoviouo Tng Emimponng
(EE) 2017/2100 1 Tov Kavoviouo Tng Enirponng (EE) 2018/605 o€ GUYKEVTPWON
ion N peyaAUTtepn anod 0,1 %.

12.7. AAAEC QUOLEVEIC ENINTOOEI

MNepaITépw NANPOPoOpPieg : EunodioTe TNV €i0030 OTOUG ANOXETEUTIKOUG aywyoug r aTo dnuodaio dikTuo
vepou. Na anogelyeTtal n eAeuBepwan oTo nepiBAAlov

TMHMA 13: ZToIXEia OXETIKA ME TN d1a0s0N

13.1. M£060odoI1 eneEepyaciac anoBARTOV

MéBodol eneEepyaciag anoBANTwV : AnogeUyeTe aneAeuBépwan aTo nepiBailov. Anoppiyn Tou
nepieXopéVou/doxeiou CUP@WVA HE TIG 0dnYieg SIAAOYNG TOU EYKEKPILEVOU (OpEQ
OUAAOYNG.

SUOTACEIC OXETIKA PE TNV anoppiyn : KataoTpéwTe hge aopain Tpomno cUPPWVO HUE TOUG ToMIKoUG/ €8VIKOUG

npoidvVTwV/CUCKEUATIWV Kavovigpoug.

TMHMA 14: NANpoQOPIEG OXETIKA HE TN HETAPOpPA

SUp@wva e ADR / IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opo6G OHE 1 apiOpog TauToTNTAG

Mn puBuIlOpEVO Mn puBuIlOpEVO Mn puBuIlOHEVO

14.2. Oikeia ovopacia anooTtoAng OHE

Mn pubuIfopevo Mn pubuIfopevo Mn pubuiIZopevo
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Polymixin B sulfate P0145

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

ADR IMDG IATA

14.3. Tagn/-<ig Kivduvou KATa Tn HETAPOPA

Mn pubuIfopevo Mn pubuIZopEvo Mn pubpiIZopevo

14.4. Opada cuokeuaciag

Mn puBuIfopEevo Mn puBuIfopEvO Mn puBuIZopEVO

14.5. NepiBaAAovTikn €NIKIV3UVOTNTA

Mn puBuIfopEevO Mn puBuIZopEVO Mn puBuIZopEVO

Agv undapyouv eninAéov d1aBETIPEG NANPOPOPIEG

14.6. E1d1kéc NnpOoPUAGEE!
Eniysia HeTapopa

Mn puBuIZOuEVO

HETAPOPa HEow OaAdaocong
Mn puBuIZopEVO

Evaépia perapopa
Mn puBuIZopevo

Tou IMO

€14, TNV UyEia kail To nepiBaAAov yia Tnv ouagia n To

15.1.1. kavoviopoi EE

Mapaptnpa XVII Tou REACH (Mpoiino0£osig nepiopiopoU)
Aev nepiAapBaveral oto Mapaptnua XVII Tou REACH

Mapaptnpa XIV Tou REACH (KatdAoyog ad&iod0TnonG)
Aev nepiAapBaveral oto Mapaptnua XIV Tou REACH (Kataloyog adeiodo6Tnong)

KataAoyog unown@pimnv ouci®ov REACH (SVHC)

Aev nepIAapPBAaveTal oTov KAaTaloyo unowneiwv ouci®v REACH

Kavoviopog PIC (EE 649/2012, MponyoUHEvVN OUVAIVESH HETA ANO evnHEéPWON)
Aev nepiAapBaveral otov katdaAoyo PIC (Kavoviopdg EE 649/2012)

Kavoviopog POP (EE 2019/1021, 'Eydovol opyavikoi punoi)
Aev nepihapBaveral otov katdAoyo POP (Kavoviopog EE 2019/1021)

Kavoviopog nepi e§aoc0évnong Tou 6fovtog (EE 1005/ 2009)

Aev nepiAapyBaveral oTov KaTaloyo ouciwv nou eEacBevilouv To 6Zov (Kavovioudg EE 1005/2009)

Kavoviopog nepi EKpNKTIKOV Npodpopmwv oucimv (EE 2019/1148)

Aev nepiéxel kapia ouaia(eg) nou nepiAapBaverai(ovral) oTov KATAAOYO NPOdPOUWY OUCIWV EKPpNKTIKWV (Kavoviouog EE
2019/1148 oxeTIKG PE TNV EUNOPIa Kal Tn Xpnon npodpopwY OUCINV EKPNKTIKWV)

Kavoviopog nepi npodpopmV ouosi®dVv VapkoTIK®V (EK 273/2004)

Aev nepigxel ouoia(eg) nou nepihappaverai(ovral) oTov KaTaAoyo npodpopwY oUCI®V VAPKWTIK®V (Kavoviouog EK 273/2004
OXETIKA HE TIC NPOOPOUEC OUTIEG VAPKWTIKWV)
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Polymixin B sulfate
AeATio Aedopevwyv Aopalcsiag
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oUp@wva pe Tov Kavoviopo REACH (EK) 1907/2006 onwg TpononoinBnke ano Tov Kavoviouo (EE) 2020/878

15.1.2. EOvikEG diaTa&eig

Feppavia
KaTtnyopia kivduvou yia 1o vepd (WGK)

Odnyia nepi enikivduvwyv atuxnuaTtwv (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 —

: Aev Ta&ivopeital cUPPwva pe To Kavoviopog nou dI€Nel Ta GUCTAKATA XEIPIOHOU

ouCI®V Mou gival enikivduveg yia Ta udarta (AwSV).
Aev unokeiTal oo Odnyia nepi enikivduvwv aTuxnuatwv (12. BImSchV)

: H ouaoia dev eival kaTayeypappévn
: H ouaia dev eival kaTayeypappévn
: H ouaia dev eival katayeypappévn

: H ouadia dev gival katayeypappévn

1 H ouaia dev eival kaTayeypapupévn

Ontwikkeling

15.2. AZioAoynon XNHIKAC acpAaA&ia

Aev €xel npaypaTonoindei Kevévag UNoAoyIoHOG XNMIKNG aoPAaAeiag

‘TMHMA 16: AAAeG NAnpoPoOpiEg

Eniofpavon aAAayov

Tunua Tpononoinuévo OTOIXEIO Tpononoinon MapaTnpnoeig
AUGEVEIG ENINTWOEIC TNV UYEIa Nou MNpooTeBnke
npokaAoUvTal ano 1910TNTEG
evOOKPIVIKAG diaTapaxnc
evnuépwon Tpononoinénke
AvTIKaB1oTa To AgATio MpooTeBbnKke
EupAekTOTNTA MNpooTédnke
KavoviaTiko nAaioio MNpooTeBnke
Eidog ouaiag MpooTéBnke

1.1 XnUIKOG TUMNOG Tpononoinénke

2.1 AvenIBUUNTEG PUOIKOXNUIKEG €NIdPAcelG, | MpooTeBnke
Kabwg kal eNIdpAceic oTnV avepwnivn
uyeia kai oTo nepiBaiiov

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

2.2 AnAwaoeic npo@UAa&ng (CLP) Tpononoinénke

2.2 AnAwoeig enikivduvoTnTag (CLP) TpononoinBénke

4.1 METpa npwTwV Bondei®v WeTd anod MNpooTeBnke
enaon Je To dépua

4.1 METpa npwTwv Bondei®v PeTd anod MNpooTebnke
€lgnvon

4.1 METpa npwTwV Bondei®v PeTG anod MpooTeBbnKe
€Naen We Ta PaTia

4.1 levika pETPa NpWTWV Bonbeinyv MpooTeBnKe

29/05/2024 (evnuépwan)
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Emionpavon aAAayeov
TunHa Tpononoinpévo oToIXEiO Tpononoinon MNapatnpnosig
4.1 METpa NpOTWV BonBeiwV PETA ano MpooTednke
Kartanoon
4.3 AAAN 1aTPIKA YVWHPATEUON 1) Bepaneia MpooTednke
5.1 KaTaAAnAa p€oa nupooBeong MpooTEBnke
5.2 S nepinTwaon nupkaylag napayovrai MNpooTédnke
enikivduva npoiovra anocUvBeong
5.3 MNpooTacia kata Tnv nupodoBeon Tpononoinénke
6.1 E&onAiopog npooTaciag Tpononoinénke
6.1 METpa €KTAKTNG avaykng Tpononoinénke
6.2 NepIBAANOVTIKEG NPOPUAAEEIG Tpononoinénke
6.3 NoINEG NAnpopopieg MpooTebnKe
6.3 MéBodol kabapigpou Tpononoinénke
6.4 Napanopnn os dAAa TuAuaTta (8, 13) MNpooTeBnke
7.1 METpa uyleIvig MpooTéBnke
7.1 Mpo@UAAGEEIG yia aocpaAn XEIPIOHO Tpononoinénke
8.2 'EAgyXol NePIBAAAOVTIKAG €kBEONG MpooTebnke
8.2 MpooTacia Twv XepIOV MpooTebnke
8.2 KaTtaAAnAol pnxavikoi €\eyxol MNpooTédnke
8.2 MpooTacia oPBaApwV Tpononoinénke
9.1 1IEWOEC, KIVEPATIKOC (1)) MpooTebnKke
9.1 Znueio NRgEwg MNpooTédnke
9.1 Snueio avapAeEng MpooTeBnke
9.1 ‘'Opia kivduvou ekpn&ewg (vol %) MpooTéBnke
9.1 Oepuokpacia autavapAeEng MpooTeBnke
10.6 Enikivduva npoidvta anoouvOeong Tpononoinénke
11.1 ATE CLP (Ano Tou oTOMATOG) Tpononoinénke
12.1 OikoAoyia - yevika MpooTédnke
12.6 AUGHEVEIG ENINTWOEIG 0TO NePIBAAAOV MpooTeBnke
nou npokaAouvTal anod 1310TNTeg
€vOOKPIVIKNG diaTapaxng
13.1 Mé&Bodol eneEepyaaiag anoBARTWV Tpononoinénke
16 Mnyéc dedopEvmv Tpononoinénke
16 SUVTOUOYPAYIEG KAl AKPWVUHA Tpononoinénke
ZUVTOHOYPAPIEG KAl AKPOVUHA:
ATE EkTignon o&siag ToEIkOTNTAG
ADR Eupwnaikn cupgwvia yia Tig dIeBVEIG 03IKEG HETAPOPEG EMIKIVOUVWV EUNOPEUNATWV
BCF MNapayovTag BIOCUCCWPEUTIPOTNTAG
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ZUVTOHOYPAPIEG KAl AKPOVUHA:

CLP Kavoviouog yia Tnv Taivounon, Tnv enionyavaon Kai Tn cuokeuaacia, Kavoviopog (EK) apib. 1272/2008

DPD Odnyia yia Ta enikivduva napackeuaopara 1999/45/EK

DSD Odnyia yia Tig enikiviuveg ouaieg 67/548/EOK

IATA AIEBVAG 'Evwon ASpoNETa®opwV

IMDG Algbvng NauTikog Kwdikag Enikivduvwv Epnopeupdtov

LC50 OUYKEVTPWON NMou npokaAei 8avato ato 50% nAnBuopou JoKIKAG

LD50 d0on nou npokaAei 8avarto oto 50% nAnBuopou dokiung (Siapeon BavaTngodpog do6aon)

LOAEL KaTwTaTo ninedo oTo onoio napaTtnpouvTal eniBAaBeic emdpdoeig

NOAEC OUYKEVTPWON OTNV onoia dev napartnpouvTal SUCHEVEIG ENINTWOEIG

ABT AvOeKTIKN, Bloouogowpeloiun Kal ToEIkN ouaia

REACH KaTtaxwpion, agloAoynaon, adgioddTnon Kal NEPIOPIoHOi TwV XNHIKWV NpoiovTwyv Kavoviouog (EK) apib.
1907/2006

AAA AeATio Acdopevwv Aopaleiag

ADN Eupwnadikr cup@wvia yia Tn di1€dvr HETAPOopPa £NIKIVOUVWV EUNOPEUNATWV HECW ECWTEPIKWOV MAWTMOV

odwv

Tiur BioAoyikoU Opiou

BloAoyIKn 0pIakm TIUn

BOD Bloxnuikwg anairoupevo O&uydvo (BOD)

COoD Xnuika anairoupevo oEuyovo (COD)

DMEL MNapdywyo eninedo pe eAAXIOTEG ENINTWOEIG

DNEL Napaywyo €ninedo Xwpig ENINTWOEIG

Kwd.-EE Ap1Budc Eupwnaikng KoivotnTag

EC50 JIAUEDTOG TIKN ANOTEAECHATIKNG OUYKEVTPWONG

EN Eupwnaiko MpoTuno

IARC Algbvig Opyaviopodg Epeuvmv yia Tov Kapkivo
NOAEL €ninedo pn napaTtripnong dUCHEVWV ENIOPATEWV
NOEC OUYKEVTPWON KN napatnpoUpevng enidpaong

OECD Opyaviopog OIKovouIKNnG Zuvepyaaoiag kal AvanTugng
OEL 'Opio enayyeAUaTIKnG €kBeang

PNEC MpoBAENOUEVN/EC CUYKEVTPWON/EIG XWPIG ENIMNTWOEIC
RID Kavoviopoi yia Tn 31ebvn a1dnpodpopikh HETAPOPa ENIKIVOUVWV EUNOPEUNATWV
STP Movada BioAoyikoU kabapiopou

OewpPNTIKWG OewpNTIKWC analToUPevo 0Euyovo

anaiToUpevo oEuyovo
(ThOD)

TLM AlGpeco O0pIo avoxng

MNOE NTNTIKEG OPYAVIKEG EVOOTEIC

apibuog CAS ApiBuo6G Chemical Abstract Service

E.A.O. Aev opileTal d1IaPopeTIKa

aAaB AKPWG avOeKTIKN Kal dkpwg Bloouoowpelaoiun ouaia
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Polymixin B sulfate P0145

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

ZUVTOHOYPAPIEG KAl AKPOVUHA:

ED 1316TNTEG EVDOKPIVIKNG dlaTapaxng

Mnyeg dedopevwv : KANONIZMOZ (EK) apif. 1272/2008 TOY EYPQIMAIKOY KOINOBOYAIOY KAI TOY
ZYMBOYAIQY Tng 16n¢ AskeuBpiou 2008 yia Tnv Ta&ivounan, TNV €NiChHavon
Kal TN OUOKEUAOia TWV OUCIWV Kal TwV WelYPdTwy, TV Tpononoinon kai Tnv
Katapynon Twv odnyinv 67/548/EOK kal 1999/45/EK kai Tnv Tpononoinaon Tou
kavoviopouU (EK) apif. 1907/2006. ECHA (Eupwnaikdg Opyaviopdg Xnpikwv
MpoiovTwV).

MANpeG keipevo ppacewv H kai EUH:

Acute Tox. 4 (Ano Tou |O&eia To§IkOTNTA (aNd Tou OTOMATOG), KaTnyopia 4
oTOMATOG)

H302 EniBAaBEg o€ nepinTwon KATanoong.

Safety Data Sheet (SDS), EU Duchefa 2023

UTEG Ol MANpogopieg BaciovTal OTIG TPEXOUCEG YVWOEIG Wag Kal npoopifovTal yia va neplypayouv To npoidv anokAEIoTIKA Yid
AOYouUG uyeiag, acpaAeiag kal nepIBAANOVTIK®OV anaitnoswy. Zuvenwg, dev 6a npenel va Bewpnbei 0TI eyyudTal onoladnnoTe
OUYKEKPIMEVN 1010TNTA TOU NMPOoidVTOC.
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