Campylobacter Bolton (with Amphotericin)

ENEUEEN Agltio Aedopévov Acpareiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6mog tpomomoninke and tov Kavoviouo (EE) 2020/878
Hpepounvia éxdoong: 23/7/2025  exdoyn: 1.0

TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayveproTikog KOOKOS TPoidvTog

Mopen mpoidvtog © Meiypa

Eumopin ovopacio . Campylobacter Bolton (with Amphotericin)
Kwducde mpoidvtog : NCM4074

Eidog mpoiovtog . Food Safety -- [Food Safety]

Ap. e€aptipatog : NCM4074-0.5700004915

1.2. Zuvogeig TpocdlopiopEvES P GELS TG OVGLNG 1] TOV UEIYIATOG KO OVTEVOELKVUOILEVES Y PIGELS

Xyetikég mpoPremdpeveg yprioeig

Xpnon g ovciag/tov peiypatog T Xnukég ovaieg epyactnpiov
Emotmpovikn épguva kot avamtoén

1.3. Zroycio Tov Tpopun v 1) TOL dEATION dEdOpEVOV acPaAEing

Neogen Corporation

620 Lesher Place

48912 Lansing, Michigan

United States of America

T 800.234.5333

sds@neogen.com, https://www.neogen.com/

1.4. Ap1Opog TNAEQAOVOL EMETYOVOGUS AVAYKNG

Ap1OpOG TNAEPDOVOL EMELYOVGOG OVAYKNG : 24 hours:
Medical: 1-800-498-5743 (U.S. and Canada) or 1-651-523-0318 (international)
Spill/ICHEMTREC: 1-800-424-9300 (U.S. and Canada) or 1-703-527-3887 (international)

TMHMA 2: [1poco10piopog emKIvVOUVOTNTOG

2.1. Ta&woépunon g oveiag 1| Tov peiypatog

Katateén copoova pe v odnyie 1272/2008 EK [CLP]

EvaisOntomoinon tov avanvevotikov, kotnyopio 1 H334
EvaisOntomoinomn tov déppatog, katnyopia 1 H317
IMAnpeg keipevo tov dnrdocewv H kon EUH: BAéne tufpa 16

AvemOOuNTES QUOIKOYNMKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPIfaiiov
Mmropei va Tpokarécet odlepyikn deppotik avtidpaon. Mropei va tpokorécel addepyio 1| copntdpaTo AcOUL0TOG 1 SVOTVOLN GE TEPINTOOT EIGTVONG.
2.2. Zroyeio eTIKETOG

Xapaktnpiopds coppove pe tov Kavovioné (EE) Ap. 1272/2008 [CLP]
Ewovoypdppoza ktvdovovo (CLP)

GHS08
[poewomomtkn AéEn (CLP) : Kivduvog
Iepiéyet : Cefoperazone sodium salt; Vancomycin hydrochloride
Ankaoeig emkvdvvotntog (CLP) : H317 - Mropei va mpokodécel aAAEPYIKT SepUATIKN ovTidpaom.
H334 - Mnopei va tpokarécet oddepyio 1| copntdpato dcbpotog 1 d0cnvola 6e TepinToon
ELOTVOT|G.
Anhaoelg Tpodraing (CLP) : P261 - Amogevyete va avanvéete oKOVIN/avabuuidoeis/aéplo/oTayovidia/ aTovs/ eKVEPOUATA.

P280 - No gopdte TpocTATEVTIKE YAVIIA/TPOCTUTEVTIKG EVOVULOTO/PEGO OTOLKNG TPOGTAGILOG Y10l TOL
NATI/TO TPOCHOTO/TAL AVTLAL.
P304+P340 - XE IIEPIIITQXH EIZIINOHX: Metagépate tov tafdvia 6tov kabapd agpa kot
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Campylobacter Bolton (with Amphotericin)
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviopd REACH (EK) 1907/2006 6mog tpomomoninke and tov Kavoviouo (EE) 2020/878

APNOTE TOV VO EEKOVPOCTEL GE GTACT TOL FLEVKOAVVEL TNV GLVOTVOT.

P321 - Xpedleton €0k ayoyn (PAETE CUUTANPOUOTIKEG 081YiE TPOTOV PONOEIOV OTNV ETIKETR).

P333+P313 - Eav mapatnpndei epediopoc tov déppatog N ppavictel Eavon o

Yvpupovievbeite/Emokeqbeite yratpo.

P342+P311 - Eqv mapovoidloviat avarnvevotikd coprtopata: Koiéote 1o KENTPO

AHAHTHPIAZEQN 1 éva yiotpo.

2.3. AMLot Kivovvol

Aev epiéyet ovoieg PBT /ot vPVB > 0,1%, ot onoieg éyovv a&roroyndei coppmva e to Mapapmpa XIII tov Kavoviopod REACH

YV6TOTIKO

Ovoio(eg) mov dgv mAnpoi(ovv) ta kprripie ABT tov Amphotericin B solubilized (1397-89-3)
kavovicpov REACH, cbppova pe to Hapdptmpo XIIT

Ovoio(eg) mov dgv mAnpoi(ovv) Ta kprripio vVPVB tov Amphotericin B solubilized (1397-89-3)
kavovicpod REACH, cbppova pe to Hapdpmmpo XIII

To peiypa dev mepiéyxel ovoio(eg) mov meprapfdvetor otov Katdhoyo mov kataptileton ovpeovae pe o Apdpo 59 Iapdypapog 1 Tov kavoviopod REACH yio tig

1310t TEG EVEOKPIVIKAG dlorTapoyng N n(ot) ovoia(eg) dev avayvopiletar(ovior) 0Tt Exel(0vV) 110TNTEG EVOOKPIVIKNG S10Tapoy G VLMV UE TO. KPLTNPLOL TOV

opilovtan otov kot' e€ovorodotnon Kavoviopd g Emtporng (EE) 2017/2100 1y tov Kavoviopd g Emtponng (EE) 2018/605 ce cvykévipmon ion 1 peyoddtepn

omd 0,1 %

TMHMA 3: ZovOeon/ainpo@opies yio To 6VOTUTIKA

3.2. Meiypota

Kwd.-EE: 263-751-5

Ovopa AvayvoploTikés Kmdkég | % Katdraén ocopomva pe v odnyia
TPOIOVTOG 1272/2008 EK [CLP]
Cefoperazone sodium salt apBuog CAS: 62893-20-3 >10-<15 Resp. Sens. 1, H334

Skin Sens. 1, H317

Vancomycin hydrochloride apBuog CAS: 1404-93-9 >10-<15

Skin Sens. 1, H317

Kwd.-EE: 215-742-2

Amphotericin B solubilized apBuog CAS: 1397-89-3 >5-<10

Skin Irrit. 2, H315
STOT SE 3, H335
Eye Irrit. 2, H319

ovcia pe oplokn Tin exoyyehpotikng ékbeong oe Bvikd Kwéd.-EE: 201-800-4
eninedo (BE, FR, GB)

Polyvinylpyrrolidone apBpog CAS: 9003-39-8 >1-<5

Mn ta&wopnpévog

IMAnpeg keipevo tov dnrdocewmv H kon EUH: BAéne tufipa 16

TMHMA 4: Métpa apdTov fonbsiov

4.1. Meprypan péTpov TPAOTOV fonderidv

Tevikd pérpa mpmdTev Pondeidv : KoAéote 1o kévrpo dnintnpidcewv 1 évay yorpd edv acbavbeite adiabecia.
Métpa tpdTev Bondeldv petd amd lomvon 1 Metagépete tov mabovia otov kabopd aépa Kot apnoTe Tov Vo EEKOVPUoTEL GE GTAOT TOV
S1EVKOADVEL TV aVaTTVOT|. e TEPIMTOOT OVATVELSTIK®V TpofAnpdtmv: Koiéote to Kévrpo

AnAnmpuacev M T0 YTpd oG,

Métpa tpdTev Bonbewdv petd amd enagn [e To déppo » TIMovete o déppa pe agpBovo vepod. Bydrte ta poivopéva povya. Edv mapatnpnbel epebiopdg tov
déppatog 1 eppaviotet e£avonua: Zvppovievdeite/Emokepbeite ylatpo.

Métpa tpdTmv Bondedv petd amd enagn pe to patio 1 Eemlovete ta patio pue vepd yuo Adyoug ao@aieiog.

Métpa TpdTov Bondeidv petd amd Katdmoon : KoAéote 1o kévrpo dnintnpidoewv 1 évay yorpd edv acbavbeite adiabecia.

AVTO-TPOCTAGIN OTOLOV TOV TAPEYEL TIG TPADTES : Ta dropa mov mapéyovv Tig TpdTeg Porbeteg Ba eivar eEonopéva pe KatdAinio eEonopd

BonBeteg ATOUIKNG TPOGTAGIOGC.
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Campylobacter Bolton (with Amphotericin)
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviopd REACH (EK) 1907/2006 6mog tpomomoninke and tov Kavoviouo (EE) 2020/878

4.2. INROVTIKOTEPO CUUTTONATO KO ETOPAGELS, AUEGES 1] NETAYEVECTEPES

ZOUTTOHOTO/ETOPACELS HETA AT EIGTVON © Mmnopei va mpokarécel odlepyio 1| cupmtdpate Aobpatog 1 OOTVOLN GE TEPINTOON ELGTVONG.
ZOUTTOUOTO/ETOPACELS HETA OO EMAPN LLE TO OEPUQL 1 Mmnopei va mpokaArécel oALepYIK SEPUATIKY AVTIOpOOT.
ZOUTTOUATO/ETOPACES LETA OO EMOLPT] LE TOL LATIOL 1 Kavévag/kapio/kavéva vrd kavovikég cuvinkes. H okdvn amd to mpoidv evogyetar va TpokaréceL

epebiopd oto paTo.
ZOUTTOHATO/ETOPACES LETA OO KOTATOOT o Kavévog/kapio/kovéva vrd kavovikég cuvOnkes.

4.3."Evo€1&n 0To10.601TOTE OTOLTOVREVIG APLEGTG LUTPIKIG PPOVTIOUS Kon EL0IKNG Oepameiog

Tountopatiky Oepoaneio.

TMHMA 5: Métpa yio. TNV KOTOTOAEPUN O TG TVPKAYLOG

5.1. MvpooPeoTikd péca

KotdAinia péoa mopdcPeong . Wekaopog pe vepd. Enpn okdvn. Aepog.
AxatdAnlo TopocPecTikd HEGo © Mn gpnowonoteite peydin pon vepov.

5.2. EWd1Kkoi T0mol EMKIVOLVOTNTAG TOV TPOKVITTOVY A6 TIV 0VGIa 1) TO peiypa

Kivduvog mopkayidg 1 Agv vmdpyel Kivouvog TupKayLig.
Kivduvog éxpnéng 1 Agv vmdpyet kovévog Kivouvog apeong Ekpnéne.
Yg TepinTon TupKayLig Topdyovtot Enkivovva » IMBovn amoBoin To&tkod vEQoue.

mpoidvta arocHvieong

5.3. Zv0TG6EIS Y10 TOVG TVPOGPEGTES

Métpa Yo, TV KOTOTOAEUNGT| TG TUPKOYLAG : Kotanolepnote m ootid and 06@oAn amdotaon Kot Tpoctotevpévo onueio. Mnv uraivete o
TEPLOYN TVPKAYLAG XDPIG KATAAANAO TPOSTUTELTIKO EEOTAGHO, GLUTEPLOUPAVOUEVIG TPOGTOGIOG
0L TV OVOTTVOT).

Ipoctacio kotd TV TopdoPeon © Mnv enepoivete yopig KotdAAnAo eEomAopd. AVTOVOUN OVAIVELGTIKY) GUGKELT HE HOVOOT).
OMOGOUN TPOGTATEVTIKT GTOAT.

TMHMA 6: Métpa o€ mepintmon akovolag EKAvong

6.1. TIpooc®TIKEG TPOPVAGEELS, TPOGTATEVTIKOG EEOTMGIOG KOl H1001KOGIEG EKTAKTNG AVAYKNG

Tevicd pétpa . Ewonomote t1g apyés ebv T0 Tpoidv S1EIGEVOEL GTOVG ATOYETEVTIKOVG 0y®YOLG 1 6TO dNUOGLo
3{KTVO VEPOV. TKOVTGTE TN YLUEVN TOGOTNTA V1o, Vo TPOAAPeTe VAKES Niég.
INo TpocomIKé GALo a7t TO TPOSMOTIKG EKTUKTNG AVAYKNG

E&onhonog mpootaciog : Dopdte TO GUVIGTMOUEVO OTOMIKG LEGO TPOGTUGING.
Métpa EKTOKTNG OVAYKNG . E&aepilete  {dvn ekpong. ATopedyete eTap UE TO SEPULO KOL TO. LATLOL ATOQEVYETE VO. AVATVEETE
oKovn/avabvpdoeis/aéplo/oTayovidi/ oTHOVE EKVEPD AT,

T dTopa wov TpooPEpovy TpdTES o dereg

E&omhopndg mpoctaciog © Mnv enepoivete yopig kotdAinio eEomhopd. o tepiocdtepeg TAnpogopieg avatpiéte otnv
evomta 8 :""Eleyyog g £ékBeong-Atopkn npootacia.

Métpa EKTAKTNG OVAYKNG . ATIOHOKPVVETE TO TEPITTO TPOCWOTIKO.

6.2. Tlep1parlovTikéc TPoPUAGEELS
Na anopevyerar n ekevbépmon oto mepiParrov.

6.3. M£00dot kot VAIKG Y10 6VYKpATIION Kol KaBopiopo

I v amobnkevon 1 Xpnowomotdvtog éva Kabapd eTuapL, LETAPEPETE TO VAIKO GE £VOV GTEYVO TEPIEKTN KoL KOAVYTE TO
XOPIG v TO GUUTIECETE.

MéBodot kabapiopod T XoAAéETe TO TTPOIGV e UNYAVIKO PHEGO.

Aowég Tnpogopieg . Amoppiyte To VAIKG 1) TO VTOAEIUUOTO GE EYKEKPIUEVO KEVTPO.

6.4. Mapamopmi o€ drho TPpOTY

INa tepiocdtepeg TAnpopopieg avotpéére oty evotnta 13.
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Campylobacter Bolton (with Amphotericin)
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviopd REACH (EK) 1907/2006 6mog tpomomoninke and tov Kavoviouo (EE) 2020/878

TMHMA 7: Xepiopog ko amwodnkevon

7.1. Mpo@uAacers Yo ac@uin yEIPIGNo

TIpo@uAG&ets yio acpon XEPIoUO . Opovtiote OOTE 0 YDPOg epyaciog va e&aepileTar 0mOTA. ATOPEHYETE EXUPN LE TO FEPLLA KOL TOL
patio. AToQEHYETE VO OVOTTVEETE GKOVI/ 0OV LLAGELS/ AEPIH GTOYOVISIO OTLOVC/ EKVEPD LLOTOL
Dopdte aToUKO EE0MTMGLO TPOGTAGIOGC.

Métpa vylewvng : Ta polvopéva evdopata epyaciog dev mpénet va Pyaivovv amd 1o ydpo epyociog. [Tidvete ta
poivopéva evdvpata Tpw ta Eavaypnolonotioete. Mnv tpdte, mivete 1 kanvilete, 6tav
xpnopomoteite avtd to mpoiov. [IAEvete Tavtote Ta XEpLa 6ag HETA amd KABE ypnon.

7.2. ZovOnkeg a6Qaiovg QOLAENS, CUPTEPILOUPAVOREVOV TUYOV aGVRPUTOTHTOV

Teyvikd pétpo 1 Awtnpeite o€ Ydpo dpocepd pe Kaho e&aeptopd, Kot pokptd amd mnyés Oepuotnrag.

ZovOnkeg pOAAENG © Na dwrnpeitor dpocepd. No tpootateveTan amd Tig NAOKES OKTIVES.

Beppokpacio pOAAENG : 2-8°C

Y\ud cvokevaciog : Anofnkelete TOVTOTE TO TPOIOV GE TEPLEKTN O TO 1510 VAIKO UE TNV EPYOCTAGLOKT CUGKEVAGIO
To0.

7.3. Exducn) tehkn xprion 1 xpioeig

Agv vdpyovv emmAEOV TANPOQOPiEg

TMHMA 8: 'Eleyyog g ék0eonc/atopikn tpoctacio

8.1. MapapeTpor eELéyy 0L

Agv vdpyovv emmaAEOV TANPOYOPiES

8.2. "Eheyyor £k0eong

Kataiinior pnyavikoi éheyyol

Kataiinior pnyavikoi éleyyou:

Ppovricte dote 0 YOPOg epyaciag va e&aepiletol cOOTA.
ATOPIKOG TPOCTATEVTIKOG EEOTAONOG

ATopKi TpocTacio:
Dopdte TO CLVIGTOUEVO ATOUKE LEGO TPOSTAGIOGC.
Xopporo(a) eEomiopod aTORIKIG TPOGTUGIOG:

y uy ﬂ N

Ipootocio TOV pOTIAOV KOL TOV TPOGAOTOV

IIpoctacia 0pOorpdv:
Ipoctatevtikd yvold
IIpostacio Tov dépparog

Ipoctacia Tov déppartog:
Dopdre KATAANAO TPOGTUTEVTIKO POVYLICUO

IIpoctacia ToV yepLAOV:

IpoctotevTikd yovTio

IpocTucio TOV OVOTVEVGTIKAOV 00DV

IIpocTucic TOV AVATVEVGTIKAV 00AV:

[Xe mepinton avemopkovs aepLGUOD] XPNCILOTOLEIGTE LEGO OTOUIKNG TPOCTUGIOG TNG OVOTVOTIC.
"Ereyyor neprfporhovrikig £kOeong

‘E)reyyor meprfpariovrucis ék0eong:
Na anogevyetar 1 elevbépmon oto nepiPailov.
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Campylobacter Bolton (with Amphotericin)
Aghtio Aedopévav Acpaleiog

oOpgova pe tov Kavoviopd REACH (EK) 1907/2006 6mog tpomomoninke and tov Kavoviouo (EE) 2020/878

S

Duon KoTdoTaom © Zteped

APDOHOL : Kitpwo.
Epgdvion . Kokkddng ovoia.
Oopn : XapoKTnpioTikod.
Opto oopng : Mn Swbéoo
Inueio ™Eemg : Mn dwbéoo
Inueio m&emg : Aevioydet
Inueio Ppoaciod : Mn Swbéoo
Evplektomra . Aglekro.
Xapnhotepo 6pto £kpnéng : Aevioydet
Avdtoto 0ptlo expnépuotrog : Aevioydet
Inueio avapredng : Aevioydet
Beppokpacio avtovapreing : Aevioydet
Bgeppokpacio arocvvheong : Mn dwbéoo
pH : Mn dwbéoo
Awdropo pH : Mn dwbéoo
1EDdeg, Kvepotucdg (1) T Agv ioydet
Awdvtomta . Ehagpd Sradvto.
ZUVTELEOTNG KATOVOUNG O pely e N-0KTavOAng/vepoD : Mn dwbéoo
(Log Kow)

Téon otudv : Mn dwbéoo
ITieon atpod oe Beppokpacio 50°C : Mn dwbéoo
TTvkvémta : Mn dwbéoo
ZyeTkn ToKvOTHTOL : Mn dwbéoo
ZyeTikn ToKvOTNTA aTUAV 6TOLG 20°C : Aevioydet
Méyebog copotidiav : Mn dwbéoo

Agv vdpyovv emmAéov TANPOQOpieg

TMHMA 10: Xt00gpdtnTo KOl OVTIOPAGTIKOTNTO,

To mpoidv dev eivar 0dpavEG 6€ KOVOVIKEG GUVONKEG XPNONG, 0TobNKELONG KO LETAPOPAC.

2t00epd VIO KAVOVIKEG GLUVONKEG.

Y76 kavovikég GuVONIKEG ¥pNoNG, Kapio yvmoT extkivduvn avtidpaon.

Kavévag otig cuviotdpeveg cuvinkeg amobnkevong kot yeipiopod (BAéne tpiua 7).

Aev vdpyovv emaAéov TANPOQOPieg

Y76 kavovikég cuvOnkeg OANENG Kot xpioNg OgV AVAUEVETOL TAPOYMYT| KAVEVOG ENKIVELVOL TPOoidvVTog 0mochvieonc.
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Campylobacter Bolton (with Amphotericin)
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviopd REACH (EK) 1907/2006 6mog tpomomoninke and tov Kavoviouo (EE) 2020/878

TMHMA 11: To&wkoloyikég TANpoPopisg

11.1. IAnpo@opisg Yio. Tig TAEELS KIvOUVOV, 67T(dg opilovTtar 6Tov Kavoviopo (EK) aprf. 1272/2008

O&eia To&dtnTaL (06 GTOHATOG) 1 Mn to&wvopunpévog (Baoetl tmv dobéoipmv dedopévav, to kprnplo tavoumong dev TAnpovvot)
O&eia To&wotnTa (deppatiKn) 1 Mn to&wvopnpévog (Baoetl tov doféotpmy dedopévav, to kprnplo Ta&vopunong dev TAnpovvor)
O&eia To&ikdtTaL (ovarvon) 1 Mn to&wvopunpévog (Baoet tov doféotpmy dedopévav, To kprnplo tavoumong dev TAnpovvot)

Vancomycin hydrochloride (1404-93-9)

LD50 and 10v 6Top0TOg 68 0povpaiovg ‘ > 10000 mg/kg (Rat, Oral)

Amphotericin B solubilized (1397-89-3)

LD50 and tov 6T0p0T0G 68 Apovpaiong ‘ > 5000 mg/kg copatucod Bapovg (Rat, Literature study, Oral)

Polyvinylpyrrolidone (9003-39-8)

LD50 amd 100 6TOpATOS 6 0povpaiovg 100000 mg/kg (Rat, Oral)
LD50 pécw tov 8£ppatog o€ apovpaiong > 12000 mg/kg (Rat, Dermal)
AGBpwon kot gpebiopdg Tov dEppatog © Mn to&wopnpévos (Baoet tov doféciumv dedopévav, ta kprripta Ta&vopnong dev mAnpovvrat)

Vancomycin hydrochloride (1404-93-9)

pH 2545 (5 %)

Amphotericin B solubilized (1397-89-3)

pH ‘ No data available in the literature

Polyvinylpyrrolidone (9003-39-8)

pH ‘377(5%)

ZoPapn opboiukn PAAPn/epediopog : Mn to&wvounpévog (Baoet tov dofécimv dedopévav, ta kpttipia Tagvounomng dev TAnpovvtat)
Vancomycin hydrochloride (1404-93-9)

pH ‘2,5—4,5 (5 %)

Amphotericin B solubilized (1397-89-3)

pH ‘ No data available in the literature

Polyvinylpyrrolidone (9003-39-8)

oH ‘ 3-7(%)
EvaicOntomoinem Tov avamvenosTikov 1 © Mmropei va mpokarécet odlepyio 1 cupaTOpOTO AGOHATOS 1) SVOTVOLN OE TEPIMTTMON ELGTVOTC.
gvaucOnTomoinom Tov dEPUOTOG Mmropei va TpokarEsel oALePYIKT SEPUATIKT OVTIOPOOT).
MetaAha&ryéveon YEVWNTIKOV KUTTAP®V © Mn to&wopnpévog (Baoet tov doféciumv dedopévav, ta kprripta Ta&vopnong dev mAnpovvrat)
Koapkwoyéveon © Mn to&wopnpévog (Baoet tov doféciumv dedopévav, ta kprripta Ta&vopnong dev mAnpovvrat)

Polyvinylpyrrolidone (9003-39-8)

Aebvég Ivetitovto Epevvav yio tov Kapxkivo (IARC) 3 - Ad0varo va katnyoptomon sl
To&wotTa 6TV avamapoy®yn © Mn to&wounpévog (Baoet tov dofécimv dedopévav, ta kptripia Tagtvounong dev mAnpovvrot)
Ewum to&ucomrta ota 6pyava-ctoyovs (STOT) — © Mn ta&wvounpévos (Baoet tov dofécimv dedopévav, ta kpttipta Tagvounong dev mAnpovvral)

epanag ékbeomn

Amphotericin B solubilized (1397-89-3)

Ewu to&ucomta ota 6pyava-otoyovs (STOT) — epdmas | Mmopel va mpokodécetl epeioid TG avamveELSTIKNG 0500.

£xBeon
Ewwm to&ikotnrta ota dpyava-ctoyovg (STOT) — 1 Mn ta&wopnpévog (Baoet tmv daféotpumv dedopévav, to kprenpo tavoumong dev TAnpovvtot)
emavelnpupévn xbeon
Enucivduvotnto ovappdenong © Mn ta&wvounpévos (Baoet tov dofécimv dedopévav, ta kptripta Tagvounong dev tAnpovvrat)
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Campylobacter Bolton (with Amphotericin)
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviopd REACH (EK) 1907/2006 6mog tpomomoninke and tov Kavoviouo (EE) 2020/878

Campylobacter Bolton (with Amphotericin)

1EDSES, KIvepaTkog (17) ‘ Aev 1oy0¢t

Amphotericin B solubilized (1397-89-3)

1EDSEG, Kivepatikog (1) ‘ Not applicable (solid)

11.2. IAnpo@opisg Yio. GALOVG TOTOVG EMKIVOVVOTNTOS

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 12: Owoloyikég TAnpopopieg

12.1. To&kétnTa

Owoloyia - yevikd : To mpoidv de Bempeitan emPraPég yio Tovg VIPOBLOVG OPYAVIGHOVS KL DEV EYEL LOKPOXPOVIES
avemBopunteg emMOPAGELS 6TO TEPLBAALOV.

Emucivduvo yia to vddtivo mepiBdrlov, Bpayvrpobeopog : Mn taéwounuévog (Bdoet tov dwabéotpumv dedopévav, ta kptripia ta&vopnong dgv Thnpodviat)

(0&0c)

Emucivduvo yia to vddrtivo mepiBdrlov, pakporpodbeopog : Mn ta&wounuévog (Baoet tov dabéotpumv dedopévav, to kprripla ta&vounong dev TAnpodvor)
(xpoviog)

Polyvinylpyrrolidone (9003-39-8)

LC50 - Yapua [1] > 10000 mg/l (96 h, Leuciscus idus)

EC50 96h - ®vxia [1] 162000 mg/l Source: Ecological Structure Activity Relationships

12.2. AvOEKTIKOTI|TO KOL IKOVOTNTA 003611 0NG

Campylobacter Bolton (with Amphotericin)

AVOEKTIKOTNTOL KO IKOVOTNTA ATOSOUN O ‘ Aev vopiotaton toyeio amocvvoeon

Cefoperazone sodium salt (62893-20-3)

AvVOEKTIKOTNTO KO IKOVOTNTO 0modOUNong ‘ Aev voiotaton toygio amocvvheon

Vancomycin hydrochloride (1404-93-9)

AvOeKTIKOTITA KoL IKOVOTITO, 0T0SOUN oG ‘ Biodegradability in water: no data available.

Amphotericin B solubilized (1397-89-3)

AvBexTikdTnTa Kot kavoTnTa aroddunong ‘ Not readily biodegradable in water.

Polyvinylpyrrolidone (9003-39-8)

AvOeKTIKOTITO KoL IKOVOTITO, 0T0SOUN oG ‘ Not readily biodegradable in water.

12.3. AvvartétnTa rocuocdpevog

Vancomycin hydrochloride (1404-93-9)

Avvatémta Blocveodpevong ‘ No bioaccumulation data available.

Amphotericin B solubilized (1397-89-3)

ZVVTELEOTNG KaTaVOUNG o€ pelypa n-oktavoing/vepon -2,8 (Estimated value, KOWWIN)
(Log Pow)
Avvatdmta Plocvocmdpevong Not bioaccumulative.

Polyvinylpyrrolidone (9003-39-8)

ZVVTELEOTNG KaTOVOUNG o€ pelypa n-oktavong/vepon 0,29 Source: Quantitative Structure Activity Relation
(Log Pow)
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Campylobacter Bolton (with Amphotericin)

Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviopd REACH (EK) 1907/2006 6mog tpomomoninke and tov Kavoviouo (EE) 2020/878

Polyvinylpyrrolidone (9003-39-8)

Avvatémra Blocveodpevong

No bioaccumulation data available.

12.4. Kiyynmikotnta 670 £80.00g

Amphotericin B solubilized (1397-89-3)

Empaveiokn téon

No data available in the literature

avOpaxa (Log Koc)

Kavovikomompévog Guvtelestng TpospoOPnomng 0pyovikoh

7,858 (log Koc, SRC PCKOCWIN v2.0, Calculated value)

Oworoyia - £50.p0g

Adsorbs into the soil.

12.5. Amoteréopata g a&oroynong ABT kot aAaB

TVoTOTIKO

Ovoia(eg) mov dev mAnpoi(ovv) ta kpripio ABT tov
kavoviopov REACH, coppova pe to Mopdpmpo XIII

Amphotericin B solubilized (1397-89-3)

Ovoia(eg) mov dev mAnpoi(ovv) ta kprripla vVPVB tov
kavoviopov REACH, coppova pe to Mopdpmpo XIII

Amphotericin B solubilized (1397-89-3)

12.6. I8160TNTEG EVOOKPIVIKIG SLoTapayNS
Agv vdpyovv emmaAEOV TANPOYOPiES
12.7. Adhheg duopeveic EMRTOGES

Agv vdpyovv emmAéov TANPOEOPieg

TMHMA 13: Ztoyyeio oyeTikd pe tn ova0son

13.1. M£0odor enelepyaciog amofiitov

[eprpeperaxds kavoviopdg tepi amofritov
MéBodor eneepyaoiog amofAntmv

YVOTAGELS Y10 ATOPPLYN OTIS UMOYETEVCELG
2VOTAGELS GYETIKA [E TNV amdppLym
TPOIOVTIMV/GVOKEVAGLOV

Mepartépo TAnpogopieg

Kodwog HP

: H amdppwym npémet v yiverar cOppmva pe tig dradikacieg mov mpoPAémovial amd To VOLO.
1 Andppuym tov TEPLEXOUEVOL/0YEIOL CULPMVA LE TIG 001 YiES S1OAOYNG TOV EYKEKPLEVOV POPED

GLAAOYNG.
H amdppryn npémnet va yiverar cOLQmva HE TiG S1ad1Kacieg mov tpoPAémovial ad To VOLO.

1 Zoppopembeite e TOVG 1XVOVTEG KOAVOVIGLOUS Y0 TV amdppLyn 1OV 6Tepedv amofAntov. H

amoppyn TPETEL VoL YiveTon cOUPmVa LE Tig dradikacies mov TpoPAémovtal amd To VOuO.

© Mnv emovoypnoyoTolEite ToVG AE0VG TEPLEKTEC.

HP13 - “EvaicOnromomtikd”: andPinta mov mepiéyouvv pio 1 tepiocdtepeg 0VGies ot omoieg ival
YVOOTO OTL 0LV EVUL- GONTOTOMTIKES EMBPAGELG GTO FEPLLO 1| GTAL AVOTVEVGTIKG OPYAVOL.

TMHMA 14: TIAnpo@opisg 6YeTIKG pe TN PETAPOPE

Topewva pe ADR / IMDG / IATA / ADN / RID

ADR IMDG IATA ADN RID
14.1. AprOpoc OHE 1 apOpég tavtétnTog
Aev 1oy0et ‘ Mn pvOulopevo ‘ Mn pvBulopevo ‘ Agev 1oyvet ‘ Agv 1oy0gt
14.2. Oweio ovopacio arostorl)c OHE
Aev woyvet ‘ Mn pvOulodpevo ‘ Mn poOulopevo ‘ Aev woydet ‘ Aev 1oy0¢t
14.3. Ta&En/-e1g KtvdOHvov KOTA TN PHETAPOPA
Agv woydet ‘ Mn poOulopevo ‘ Mn poBulopevo ‘ Agv oy0et ‘ Agev 1oy0et
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Campylobacter Bolton (with Amphotericin)
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviopd REACH (EK) 1907/2006 6mog tpomomoninke and tov Kavoviouo (EE) 2020/878

ADR IMDG IATA ADN RID

14.4. Opada ocvokevaciog

Aev 1oy0et ‘ Mn pvOuldpevo ‘ Mn poOulopevo ‘ Aev 1oy0et ‘ Agv 1oy0gt

14.5. Ilgprfarrovtikny emKivovvéTyTO

Aev 1oy0et ‘ Mn pvOuldpevo ‘ Mn povOulopevo ‘ Aev 1oyvet ‘ Agv 1oy0gt

Aev vdpyovv emmiéov drabéoiues TAnpogopieg

14.6. Exdukéc Tpo@ura&els yia tov ypioTn

Eniyewo petogopd
Agv 1oy0et

petagopd pécw Buraoong
Mn pvuldpevo

Evoépra petagopd
Mn pvBuldpevo

Hotama peragopd
Agv 1oy0gt

X101 POSPOUIKT] NETUPOPE
Agv 1oy0gt

14.7. @araooieg peta@opég yvony cvppova pe Tic paselg tov IMO

Aev woydet

TMHMA 15: Xtoyygio vopo0eTikov (opaKtipo

15.1. Kavoviopoi/vopoOeoio 6YeTIKG pe TNV 06QdLELd, TV VYEIO Kou TO TEPIBAAAOY Yia TNV 0VGia 1] TO pEiypa
kavoviopoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropicpov)
Aev mepiéyel kopio ovoio(eg) mov meprapfavetay(ovrar) oto Hapdaptnua XVII tov REACH (Ilpodmobiceig meplopiopon)

Hapaptnpa XIV 100 REACH (Kataroyog 06£1006tnomn5)
Aev mepiéyet kopia ovoio(eg) mov meptrapfavetaiovrar) oto Iapdaptmua XIV tov REACH (Katdloyog adetoddtnong)

Kataroyos vroynorov ovetdv REACH (SVHC)

Aev mepiéyet kopio ovoio(eg) mov meprapfavetai(ovrat) otov Katdhoyo vroyneuwy ovoidv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevn cvvaiveon petd omd evnpuépmon)

Aev mepiéyet kapia ovsio(eg) mov meprapfavetayovtat) otov katdroyo PIC (Kavoviopog EE 649/2012 oxetucd pe v e&oymyn kot 100ymyn entkiviuveov
ANUKOV OVGLDV)

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

Agv mepiéyet kapio ovoio(eg) mov mepthoppavetarovtar) otov Katdroyo POP (Kavoviopuds EE 2019/1021 oyetikd e TOUG ELUOVOVG OPYAVIKODS PUTOVGS)

Kavoviopog mepi 6{ovtog (2024/590)

Aev mepiéyet kopio ovoio(eg) mov meprapfdvetay(ovtat) otov Katdhoyo ovatdv mov e&acbevilovv to 6Cov (Kavoviopdg EE 2024/590 oyetikd e Tig ovoieg mov
e&acbeviCouv ™ otifdda Tov 6lovtog)

Kavoviopog Tov Zvppovriov (EK) yia Tov éheyyo 1d0®v durhig xprong

Aev mepiéyet ovoia mov vokertor otov Kavoviopd (EK) tov Zvpfoviiov yio tov Ereyyo 8@V SUTANG xpiong

Kavoviopog mepi ekpnkTik®@v Tpodpopmv overdv (EE 2019/1148)

Aev mepiéyet kapio ovoio(eg) mov mepthapfdveta(ovtat) 6Tov Katdrhoyo mpddpopmv ovctdv ekpnktikdv (Koavoviopog EE 2019/1148 oyetikd pe v gpmopio Kot
™ XPNoN TPOSPOUDY OVGLOV EKPNKTIKAOV)
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Campylobacter Bolton (with Amphotericin)
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviopd REACH (EK) 1907/2006 6mog tpomomoninke and tov Kavoviouo (EE) 2020/878

Kavoviopdg nepi mpédpopwv overav vapkotikdy (EK 273/2004)

Aev mepiéyet ovoia(eg) mov mepthapfavetar(ovial) 6Tov KoTdAoyo mpddpopmv ovetdv vopkatikdv (Kavoviopos EK 273/2004 oyeticd pe Tig Tpddpopes ovcieg

VOPKOTIKOV)

15.2. A&wohoynon ynmkig ac@dietog

Aev €xel mpaypatonon el KEVEVOG VTOAOYIGHOS YMNIKNG OGQUAELG

TMHMA 16: Al)eg TAnpo@opisg

ZUVTONOYPOPIES KOL KPDOVONLOL:

ACGIH American Conference of Governmental Industrial Hygienists (Apepucavikn Atdokeyn tov KoBepvntikdv Biopnyoavikdv
Yyewoldywv)

ADN Evponaikn copeavio yo t S1ebvi) petapopd enicivduveov ELTOPEVHATOV HLECH ECOTEPIKAOV TADTAOV 00OV

ADR Evponaikn copeavio yio tig diebveic 081kég HeTapopis EMKIVOLVOV EUTOPEVUATOV

ATE Extiunon oégiag to&ucdtnrog

BCF Tapdyovtog PlocuocmpencotudTTog

Ty BloAoyikov Opiov Buohoywr oprakn tn

BOD Buoynpikag anortovpevo O&uydvo (BOD)

apBpog CAS Ap1Bpoc Chemical Abstract Service

CLP Kavoviopdg yio mv ta&vounon, myv emonpaven Kot ) cvokevacio, Kavoviepos (EK) apd. 1272/2008

COoD Xnud arortodpevo o&uyovo (COD)

CSA A&oloynon ynukng ac@aiglog

DMEL Tapdymyo eninedo pe EAAYIOTES EMMTAOCELS

DNEL Tapaymyo eninedo yopig ematOoeg

Kwd.-EE ApBpdc Evponoaiknig Kowomrag

EC50 S1GLE00G T OTOTELECHATIKNG GUYKEVTPOOTG

ED Evdokpivikog drotapdxtng

EN Evponaiké [Ipdturo

EKA Evponaikdg katdhoyog amoPfAntov

IARC Aebvng Opyaviopog Epeuvav yia tov Kapikivo

IATA Aebvig 'Evaon Agpopetopopdv

IMDG Aebvig Navtikog Kadikag Emkivévvev Epropgopdtov

LC50 oVYKEVTPOOT oV TTPoKaiel Odvato oto 50% mAnBuopov dokyng

LD50 d060m mov TpokaAel Odvato 6to 50% TANBLoHOD dokung (Sidpeon Bavatneopog ddom)

LOAEL KOTMTATO €ninedo 610 omoio mapoTnpovvTal enPAofeic emdpdoelg

Log Kow YVVTEAESTNG KOTAVOUNG G€ pelypa N-oktavoing/vepov (Log Kow)

Log Pow 2VVTEAESTNG KOTOVOUNG G€ pelypa n-oktavorng/vepod (Log Pow)

MAK maximum workplace concentration

NOAEC GUYKEVIPMOGT GTNV 0Toi SEV TAPATNPOVVTOL SUCUEVEIG EMTTAOGELG

NOAEL EMIMEDO [N TOPOUTAPNONG SVGUEVAV EMSPAUCEDY

NOEC GLYKEVTIPMOOT U1 TOPATNPOVIEVNG ENIBPACTS

E.A.O. Aev opiletar dlopopeTikd
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Campylobacter Bolton (with Amphotericin)
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviopd REACH (EK) 1907/2006 6mog tpomomoninke and tov Kavoviouo (EE) 2020/878

X UVTONOYPOPIES KOL KPOVUNO.:

OECD Opyaviopog Owovopukng Xvvepyaciog kot AvAmToéng

OEL Opro erayyehpotikng ékbeong

OSHA Opoomovdlakr Yanpeoio yia tnv Acedieia kat v Yyeia oy Epyacia, tov Hveopévov Iolteidv
ABT AvBektikn, Blocvoompevoiun kot To&kn ovoio

PNEC TIpoPrendpevn/eg GUYKEVTPOON/ELG YOPIG EMTTOGELS

EAIT ATOIKOG TPOGTATEVTIKOG EE0TMGLOG

RID Kavoviopot yio t d1ebvi| 610npodpopiikr| HETOPOPE ETKIVOLVOV EUTOPEVUATOV
AAA Aektio Agdopévov Acpaleiog

STP Movdda Broroyikod Kabapiopo

TF Teyvicn Aetrovpyio

BOeOPNTIKMOG ATOLTOOUEVO OeOPNTIKAOG OTULTOVUEVO 0EVYOVO

o&vyovo (ThOD)

TLM Adpeco 6pto avoyng

TWA Méon Xpovikd Zrabulopevn Tyun

IIOE T Tikég opyavikég evioelg

aAoB Axpog avOekTikn Kot dkpmg Bocvcompedoun ovoio

UFI Movadikog Kmdikog Tavtomoinong Tomov

I peg keipevo pacswv H kar EUH:

Eye Irrit. 2 YoPapn opOoipkn PAaPn/oeBaipikdg epediopdg, katnyopio 2
Resp. Sens. 1 EvatsOnronoinon tov avanvevotikov, katnyopia 1
Skin Irrit. 2 AwiBpwon/epebionog tov déppatog, kotnyopia 2
Skin Sens. 1 EvawsOntomoinon tov déppatoc, kornyopia 1
STOT SE 3 Ewum to&ikdmra og 6pyava-ctdyovs votepa and pio epdnas kbeom, katnyopia 3, pediopdg ™G OVOTVELGTIKNG 0500
H315 TIpokaiel epebiopd tov déppatog.
H317 Mmopei vo TpoKaAEGEL OAEPYIKT SEPULOTIKY AVTIOPAOT).
H319 TpokoAei coPfapd o@OaAcd epebiopd.
H334 Mmopei va tpokaiécet allepyio 1 copmtdpata doduatog 1} SHoTVoln 6€ TEPITTMOON EIGTVONG.
H335 Mmopet vo TpokaAEsel EpEBIOHO TG AVOTVEVGTIKNG 050V.
H to&wvoumon ivor coppovn pe : ATP 12

Aghtio Agdopévov Acpaleiog (AAA), EE

VTEG Ol TANPOPOpieg Pacilovtal OTIS TPEXOVOES YVMGELS LOG KOL TPOOPILoVTaL Y10l VoL TEPLYPAYOLV TO TPOIOV OTOKAEIGTIKA Y10 AOYOLG VYEINS, AoQUAEing Kot
TEPPUALOVTIKOV OOTOE®V. ZOVENMDG, 0ev o Tpémet va, OsmpnOel 0Tt £yyvaTaL 0OTOI0SNTOTE GLUYKEKPIUEVT 11OTNTO TOV TPOIOVTOGC.
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