Clostridium Difficile Agar Base

ENEUEEN Agltio Aedopévov Acpareiog

oOpgova pe tov Kavoviopd REACH (EK) 1907/2006 6mog tpornonomOnke and tov Kavoviopo (EE) 2020/878
Hpepounvia éxdoong: 2/10/2025  exdoyin: 1.0

TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayveproTikog KOOKOS TPoidvTog

Mopen mpoidvtog © Meiypa

Eumopin ovopacio . Clostridium Difficile Agar Base
Kwducde mpoidvtog : NCMO0128

Eidog mpoiovtog . Food Safety -- [Food Safety]

Ap. eEaptipatog : NCMO0128|700004515|700004516

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]
Mn to&wvounpévog

AvemOOUNTES QUOIKOYNMKES EMIPAGELS, KAODGS KOl EMIPATELS 6TV avOpAOTIVY VYEio Kot 6TO TTEPLpdiiov

ZOUQOV L€ TA YVOOTA GTOXELD, TO TPOIOV deV TAPOVGIALEL GLYKEKPIUEVOVG KIVOUVOLG OTAV THPOVVTOL KOTA TN XPT)OT) TOV Ol KAVOVEG BLOUNYAVIKIG VYLEWVNG Ko
OCQAAELOG.

2.2. Zroyeio eTIKETOG

Xapaktnpiopds coppova pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

Aev omorteiton orpoven

2.3. AMLot Kivovvol

Agv mepiéyet ovoieg PBT fy/kon vPVB > 0,1%, ot omoieg £xovv a&toroynbet soppava pe to Iapdpmpa XIII tov Kavoviepod REACH

XVoTOTIKG

Ovoio(eg) mov dev mAnpoi(ovv) ta kprripia ABT tov Sodium cholate (361-09-1), Sodium chloride (7647-14-5), L-Arginine (74-79-3), Sodium pyruvate
kavoviopob REACH, coppava pe to Hoapdptnpo XIIT (113-24-6)

Ovoio(eg) mov dev mAnpoi(ovv) Ta kptripla VPVB tov Sodium cholate (361-09-1), Sodium chloride (7647-14-5), L-Arginine (74-79-3), Sodium pyruvate
kavoviopob REACH, coppava pe to Hapdpmpa XIIT (113-24-6)
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Clostridium Difficile Agar Base

Agltio Agdopévov Acpareiog

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

To petypa dev mepiéyet ovoio(eg) mov mepriapfaveral 6Tov Katdhoyo mov kataptiletat cvpemva pe to ApHpo 59 Iapaypapog 1 tov kavovicpod REACH yia tig
W10 TEG EVOOKPVIKNG draTapayng M (o) ovoia(eg) dev avayvmpiletar(ovtor) 6Tt Exel(0VV) W1OTNTEG EVOOKPIVIKNG SIULTAPUYNG COLPOVO LE TO KPLTHPLOL TTOV
opiCovtat otov Kot g&ovoloddton Kavoviouod g Emtponnic (EE) 2017/2100 1) tov Kavoviopd g Emitpornnig (EE) 2018/605 o cuykévipmaon ion N peyaddtepn

ond 0,1 %

TMHMA 3: Z0v0eon/ainpo@opies Yo To GVOTUTIKA

3.2. Meiypota

Ovopa AvayvoploTikog Kodikog | % Katdraén ocopomva pe v odnyia
TPOIGVTOG 1272/2008 EK [CLP]

Sodium chloride apBuog CAS: 7647-14-5 >10-<15 Mn to&wvounpévog

0VGI0L [LE OPLOKN TN ETOYYEAROTIKNG £KBEONG GE £BVIKO Kwd.-EE: 231-598-3

eninedo (LT, LV)

Starch, soluble (potato) apBuog CAS: 9005-25-8 >1-<5 Mn ta&wounpévog

ovGin Pe oplakt TN enoyyeALoTikng £kBeong oe eBvikd Kwd.-EE: 232-679-6

eninedo (BE, CZ, ES, FR, GB, GR, IE, PT, CH)

Sodium cholate apBuog CAS: 361-09-1 >1-<5 Aquatic Chronic 3, H412
Kw3.-EE: 206-643-5

L-Arginine apBpog CAS: 74-79-3 >1-<5 Mn to&wvounpévog

ovcia pe oplokn Tin exoyyelpotikng ékbeong oe ebvikd Kwéd.-EE: 200-811-1

eminedo (LV)

Sodium pyruvate apBuog CAS: 113-24-6 >1-<5 Eye Irrit. 2, H319
Kwd.-EE: 204-024-4 Skin Sens. 1B, H317

Aquatic Chronic 2, H411

IMAnpeg keipevo tov dnrdcewmv H ko EUH: BAéne tufpa 16

TMHMA 4: Métpa apdtov fondsiov

4.1. Ileprypa@n pétpov npoOTOV fondeidv

Tevikd pétpa TpmdTev Pondeidv
Métpa Tpmtev Pondeidv petd and ewomvon

Métpa TpmdTOVv Pondeidv Hetd amd enapn Le To dEp
Métpa TpmdTev Pondeidv Hetd and exapn 1e To LATIO
Métpa TpdTOv Pondeidv petd omd Katdmoon

. Xe mepintoon adwabesioc, cupfovievteite yloTpo.
© Mertagépete Tov Tabdvta 6Tov kabapd aépa Kot apnoTe ToV Vo EEKOVPUCTEL G GTACT TOV

S1EVKOADVEL TV OVATTVOT).

: IThovete to 8éppa pe apBovo vepo.
. Hemhovete to pdtia Le vepod Yo AdYous acpoleiag.
: Ko)éote 1o kévrpo dnintnpidcewv 1 Evav yorpd edv aicbavbeite adiabecia.

4.2. ZNPavTIKOTEPO CUPTTONATO KON EMOPAGELS, GPECES 1] PETAYEVECTEPES

ZOUTTOHATO/EMIPACELG LETA OO EIGTVOT
ZOUTTOUOTO/EMOPACELS LETE OO ETOPT| LE TO FEPULOL
ZOUTTOUOTO/ EMOPAGELS LETE OO EXAPT PE TOL LATLOL

ZOUTTOUOTO/ ETOPAGELS LETE M KOTATOOT

: Kovévog/xapio/kavéva vrd kavovicés ouvinkeg. H dnpovpyia okdvng omd to mpoidv evdéyeton va

TPOKOAEGEL AVATVEVGTIKO £pEDIoUO HeTd amd vepPolikn £kBeon LESm elGTVONG.

. Kovévog/kapio/kavéva vrd kavovicég ouviikeg. Ot okoveg evagyetal vo Tpokarécovy epedicoig

oe dimheg Tov 6€ppatog N HESM ETAPNS OTAV O POVYIGHOG VOl GTEVOG.

o Kovévog/kapio/kavéva vrd Kavovicés cuvinkes. H okdvn amd to mpoidv evdéyetat va Tpokarécet

epediopd ota HaTio.

o Kovévog/kapio/kavéva vmd Kavoviés cuvOnKeg.

4.3."Evo€1En 0010601 TOTE AMOLTOOPEVIG GIESTS LUTPIKIG PPOVTIdUG Kut 18K Ogpaneiog

Yourtoporikn Oepameio.

TMHMA 5: Métpa yio. TNV KOTOTOAEPUN O] TG TVPKAYLAG

5.1. IvpocPestikd péoa

Katddnia péoa mopdoPeong

: Wekaopog pe vepd. Enpn okdvn. Aepog.
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Clostridium Difficile Agar Base
Agltio Agdopévov Acpareiog

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

AK0TAAANAO TUPOGPESTIKG HEGO © Mn ypnoyonoteite peydin pon vepoo.

5.2. Ewd1koi T0mol ETKIVOUVOTNTAS TOV TPOKVTTOVV OT6 TNV 0VGI 1] TO pEiypa

Kivéuvog mupkoytdg 1 Agv umdpyel Kivouvog TupKaytis.
Kivdvvog ékpnéng T Agv umdpyel Kovévag Kivduvog dpeong Ekpnénc.
e TePInTMON TVPKAYLHS TOPAYOVTOL ETIKIVELVAL : IIBavn amoPforn to&kod vépoug.

TPOIOVTO amocHVOESNG

5.3. Zv61aoe€ig Y10 Tovg mupocPicTeg

Métpa Yo TV KATOTOAEUNOT) TNG TUPKAYLAS . Katamolepnote ) ootid 06 a6QoA| ardoTaon Kot TPOGTUTEVUEVO onpeio. Mnv uraivete og
TEPLOYN TVPKAUYLAG XOPIG KATIAANAO TPOoTATEVTIKO EOTMGO, CUUTEPIAOUPAVOUEVIG TTPOCTAGIOG
YL0L TV OVOTTVOT].

Ipootocio katd v TopdoPeon 1 Mnv ernepfaivete yopig katdAnAo e£omhopd. AVTOVOLT AVOTVEVSTIKT GUGKELT 1E HOVOOT).
OLOCOUN TTPOGTUTEVTIKY GTOAN.

TMHMA 6: Métpa 6€ TEPINTOGN AKOVOLUS EKAVGNG

6.1. IIpocomKES TPOPVAAEELS, TPOGTATEVTIKOG EEOTMGIOG KOt H100IKOGIEG EKTUKTNG AVAYKNG

Ievikd pétpa . Ewonomorte t1g apyés ebv T0 mpoidv SEIGEVOEL GTOVG ATOYETEVLTIKOVG 0y®@YoLG 1 6T0 dNUOcto
3{KTVO VEPOV. ZKOVTIGTE TN YLUEVN TOGOTNTA V1o Vo TPOAAPeTe VAKES {niée.

INo TpocomKé GALo a6 TO TPOSMOTIKG EKTUKTNG AVAYKNG

E&onhonog mpootaciog : Dopdte T GUVIGTMOUEVO OTOMIKG PEGO TPOGTUGIOG.
Métpa EKTOKTNG OVAYKNG : E&aepilete  {dvn ekpong.

T dTopa wov TPooPEpovy TpdTES o Oereg

E&onMopnog mpootaciog . Mnv enepaivete yopig kordAinio eEomhopd. o teplocdtepeg TAnpopopieg avatpiéte otnv
gvomra 8 :""Eleyyog g ékOeong-Atopkn tpoctacia”.

Métpa EKTAKTNG OVAyKNG 1 ATIOHOKPVVETE TO TEPITTO TPOCOTIKO.

6.2. Ileprparroviikéc TPoPUAGEELS
Na anopevyerar 1 erevbépmon oto mepiParrov.

6.3. M£00dot Kot VAKG Y10 GVYKPATI|ON Kot KaBapiopo

I v amobnkevon © Xpnoworoudvtog éva Kabapd eTuapt, LETAPEPETE TO VAKO € £VOV 0TEYVO TEPLEKTT KL KOAOYTE TO
Y®PIG V0L TO CLUTIECETE.

MéBodot kabapiopod . XoAAé€Te 1O TPOIOV e UNYaVIKO HEGO.

Aowég mAnpoopieg . Anoppiyte T VMK 1] T0 VTOAEIUNOTO GE EYKEKPILEVO KEVTPO.

6.4. Ilapomop ) o€ Grho THpOTO

TNo meprocdtepeg TAnpopopieg avatpétte oty evotta 13.

TMHMA 7: Xeipiopog kon amwo0ikevon

7.1. Mpo@uAracers Yo ac@uin yEIPLono

IIpogurd&els yio aopain xeplopnd . Dpovricte dote 0 YOPog epyaciag va e&aepiletar cwotd. Dopdte atopcd E0TAMGUO TPOCTOGIAG.
Métpa vytewvng © Mnv 1parte, mivete M| komvilete, 6tav ypnoponoteite avtd To Tpoidv. [Thévete Tavtote Ta YEpLa Gog
petd and kabe ypnomn.

7.2. ZovOnkeg ao@arods pOLAENG, cupmepthapfavopivav Toyov acvpfototinTOV

Teyvucd pétpa : Awnpeite o€ xOpo dpocepd pe kokd eEoepiopd, Kot Lakptd and any<g Oeppotnrog.

ZovOnkeg eOAAENG : No dwnpeitor dpooepd. No mpootatedetal and TG NAUKEG AKTIVES.

Oeppokpacio eOAAENS :2-30°C

Y\ cvokevaciog © Anofnkedete TOVTOTE TO TPOIOV GE TEPLEKTN O TO 1510 VAIKO LLE TNV EPYOCTAGLOKY GLUCKEVOAGIO
T0V.
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Clostridium Difficile Agar Base

Agltio Agdopévov Acpareiog

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

7.3. Exducn} TeEMkn gp1ion 1 yp1oEis

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 8: 'Eleyyog g ék0eonc/atopiki tpoostacio

8.1. MapapeTpor eréyyov

Agv vrtdpyovv emmAéov TANpopopieg

8.2. "Eleyyot ék0eong

Katarlinior pnyovucoi £reyyor

Kataiinior pnyavikoi éleyyou:

Dpovticte ®OTE 0 YDOPOS epyaoiog va e&aepiletatl GmOTA.
ATOPIKOG TPOCTATEVTIKOG EEOTMONOG

ATopki Tpoctacio:
Dopdte TO GLVIGTMOUEVO ATOUKE LEGO TPOGTAGIOC.
Zopporo(a) eE0TMOPOV ATOMKNAG TPOCTAGIAG:

t®) ( _ —

Ipootucio TOV pOTIAOV KOL TOV TPOGAOTOV

IIpoctacia 0pOorpdv:
Ipoctatevtikd yvod
IIpoctacio Tov déppatog

Ipooctocio Tov déppatog:
Dopdte KATGAANAO TPOGTOTEVTIKO POLYIGUO

Mpooctacio TOV yePLOV:
IpoototevTiKd yavtio

IpocTucio TOV AVOTVEVGTIKAOV 00DV

IIpocTucic TOV AVATVEVGTIKAV 00QV:

TV TEPINTOON [N EXOPKOVG OEPIGUOV POPATE TOV KATAANAO OVATVEVSTIKO EE0TMGHO

"Eleyyor meprforhovruig £k0song

‘Eleyyor meprpariovrikig ékBeong:
Na anopevyerar 1 elevbépmon oto mepiPariov.

TMHMA 9: ®voikég Ko ynIKEG 1016TNTEG

9.1. Zroyyeia Yo TIG PUGIKES QUOIKES KOL YNHIKES 1O10TNTES

Duown kordoTaon

XPOUO

Epedvion

Oopny

Opro oopng

Znueio méewg

Znueio méewg

Znueio Bpacpod
Evpiextomta

XoapnAotepo 6pro €kpnéng
Avdtoto 0plo expnépotrog
Znueio avaereéng
Ogppokpacio avtavaereéng
Beppokpacio arocuvieong

Yteped

Mmnel.

Zkovn.
XapaxTnpioTikod.
Mn Swbéopo
Mn Swbéoio
Agv 1oy0gt
Mn Swbéoio
A@pAekTo.

Agv 1oy0gt
Aev 1oy08t
Aev 1oy08t
Aev 1oy08t
Mn Swbéoio
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Clostridium Difficile Agar Base
Agltio Agdopévov Acpareiog

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

pH D 68-72
Adiopo pH : Mn Swbéorpo
EDdeC, KivepoTkog (1) I Agv woydet
AwAvtoma © d1lvTd 670 vePO.
ZUVTEAEOTIG KOTOVOUNG GE UELYHLO N-OKTOVOANG/VEPOD © Mn dwbéopo
(Log Kow)

Taomn atuodv © Mn dwbéopo
ITieon atpod og Heppokpacio 50°C © Mn dwbéopo
TTukvotta © Mn dwbéopo
ZYETIKN TUKVOTNTOL © Mn dwbéopo
ZyeTKN TUKVOTNTO. OTHOV 6ToVG 20°C I Agv woydel
Méyebog copatidimv © Mn dwbéopo

9.2. Aoutég mAnpoopicg

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 10: Xta0gpdtnTo KO OVIIOPUCTIKOTNTO

10.1. AvtidpacTikoTiTO

To mpoidv dev eivar adpavég oe Kovovikég cuVOnKeG XpNoNG, arobnievong Kot HETAPOPAS.
10.2. Xnpukn otabepétnTa

2t0epd V1o KAVOVIKEG GUVONKES.

10.3. MBavéTNTO ETKIVOVVOV VT PAoEMY

Ynd kavovikég cuvnkes ypriong, Koapio yvoot enkivéuvn avtidpoon.

10.4. ZovOnkeg Tpog amopuyn

Koavévag otig ouvictdpeveg ouvinkeg amobfikevong kot xeipiopon (BAéne tpipa 7).

10.5. Minj coppata vika

Agv vrdpyovv emmAéov TANpopopieg

10.6. Emkivdvva mpoiovra amocvvieong

Y76 kavovikég cuvinkeg OANENG KoL xp1ioNg OgV AVAIEVETOL TAPUY®YT| KAVEVOS ETIKIVOVVOL TPoidVTOG amocvvheonG.

TMHMA 11: To&ikoroyiKég TANPOPOPIES

11.1. IAnpogopicg yia Tig TAEELS KIvovvov, 0Ttmg opilovtar 6Tov kavoviopd (EK) api. 1272/2008

Oé&ela to&kodTTaL (0d GTOHATOS) © Mn ta&wvounpévog (Baoet tov dofécimv dedopévav, ta Kprtnpia Ta&tvounong dev TAnpovvatl)
Oé&ela to&coTTa (deppatikn) © Mn ta&wvounpévog (Baoet tov dofécimv dedopévav, ta kpttipla Tagvounong dev tAnpovvtat)
Oé&ela to&codmTa (avavon) © Mn ta&wvounpévos (Baoet tov dofécimv dedopévav, ta kptripta Ta&tvounong dev mAnpovvral)

Sodium cholate (361-09-1)

LD50 and to otopa 2400 mg/kg copaticov Bapovg Animal: mouse

Sodium chloride (7647-14-5)

LD50 amd T0v 6TOHaTOS 68 0povpaiovg > 3980 mg/kg copatkod Bapovg (Rat, Experimental value, 20 % aqueous solution, Oral)
LD50 pécw tov d€ppatog o€ KOLVEALD > 10000 mg/kg (Rabbit, Experimental value, Dermal)

LC50 Ewonvon - Emtipg > 42 mg/l air (1 h, Rat, Male, Experimental value, 20 % aqueous solution, Inhalation (aerosol))
LC50 Ewonvon - Exipog (Zxovng/cuykévipoong > 10,5 mg/l Source: Corporate Solution From Thomson Micromedex

oTayovidiov)
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Clostridium Difficile Agar Base

Agltio Agdopévov Acpareiog

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

Starch, soluble (potato) (9005-25-8)

LD50 and tov otépotog o apovpaiovg

> 2000 mg/kg (Rat, Literature study, Oral)

L-Arginine (74-79-3)

LD50 and tov 6tépatog 6 apovpaiovg

> 5110 mg/kg copatucod Badpovg Animal: rat, Guideline: other:

Sodium pyruvate (113-24-6)

LD50 and to otopa

3533 mg/kg copatikov Bapovg (Mouse, Experimental value, Oral)

LD50 péom tov 8éppatog o€ apovpaiovg

> 3000 mg/kg ocopatikov Bapovg (Rat, Male, Experimental value, Intraperitoneal)

AéBpwon Kot epebiopdg tov déppatog

1 Mn to&wvopnpévog (Baoetl tov doféotpmy dedopévav, To kprtnplo tavoumong dev TAnpovvot)

pH:6,8-7,2
Sodium cholate (361-09-1)
bH ‘ 8-95(5%)
Sodium chloride (7647-14-5)
pH ‘ 755 (18 °C)
Starch, soluble (potato) (9005-25-8)
pH ‘ 6-7502%)
Sodium pyruvate (113-24-6)
DH ‘ 7 (10 %)
ToBopy 0pBapkt PAGPN/cpediopds : Mn tofwopnpévoc (Boet Tov SLuféctumy SeSopEvay, Ta KpIThpo TOEWVOINGNC Sev TANpobvTaL)
pH:6,8-7,2
Sodium cholate (361-09-1)
oH ‘ 8-95 (5 %)
Sodium chloride (7647-14-5)
oH ‘ 755 (18 °C)
Starch, soluble (potato) (9005-25-8)
oH ‘ 67,5 (2 %)
Sodium pyruvate (113-24-6)
oH ‘ 7 (10 %)

EvaisOntonoinon tov avomveuotikoo 1
gvatsOntonoinon Tov dépraTog

MetoAha&Lyéveon YEVVNTIKOV KUTTAP®V
Kapxivoyéveon

To&wodmTa 6TV avamapay®yn

Ewum to&ucomta ota 6pyava-ctoyovs (STOT) —
epanag ékbeomn

Ewwm to&ikotnra ota dpyava-ctoyovg (STOT) —
emavelnpupévn xeon

Emucvdvvomta avappoenong

1 Mn ta&wopnpévog (Baoet tov daféotpumy dedopévav, To kprenplo tagvounong dev TAnpovvot)
1 Mn ta&wopnpévog (Baoet tov daféotpumy dedopévav, To kprenplo tagvounong dev TAnpovvot)
1 Mn ta&wopnpévog (Baoet tmv doféotpumy dedopévav, o kprenpio tagvoumong dev TAnpovvtot)
© Mn ta&wvounpévos (Baoet tov dofécimv dedopévav, ta kptripta Tagvounong dev tAnpovvrar)
© Mn ta&wvounpévos (Baoet tov dofécimv dedopévav, ta kptripta Tagvounong dev tAnpovvrar)

1 Mn ta&wopnpévog (Béoet tov daféoipumy dedopévav, To kprenplo tagvoumong dev TAnpodvtot)

1 Mn ta&wopnpévog (Béoet tmv daféoipmy dedopévav, To kpreipilo tagvoumong dev TAnpovvot)

Clostridium Difficile Agar Base

EDeC, KvepaTkog (1)

‘ Agv 1oy0gt

Sodium chloride (7647-14-5)

1EDSEC, KvepaTkog (17)

‘ Not applicable (solid)
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Clostridium Difficile Agar Base

Agltio Agdopévov Acpareiog

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

Starch, soluble (potato) (9005-25-8)

1EDSEC, Kvepatikog (1)

‘ Not applicable (solid)

Sodium pyruvate (113-24-6)

EddeC, Kivepotkdg (1)

‘ Not applicable (solid)

11.2. IAnpo@opisg Yio. GALOVG TOTOVG EMKIVOVVOTNTOS

Agv vrtdpyovv emmAéov TANpoPopie

TMHMA 12: Owoloyikég TAnpopopieg

12.1. To&kétnTa

Owoloyia - yevikd

Emucivduvo yia to vddtivo mepidrlov, Bpayunpodeciog
(0&0c)

Emucivduvo yia to vddtivo mepiBdilov, pokporpodespog
(xpoviog)

: To mpoidv de Bempeitan emPraPég yio Tovg VIPOBLOVG OPYAVIGHOVS KL DEV EYEL LOKPOXPOVIES

avemBopunteg emMOPAGELS 6TO TEPLBAALOV.

: Mn to&wopnpévos (Baoet tov doféciumv dedopévav, ta kprripta Taé&vopnong dev mAnpovvrat)

© Mn to&wopnpévos (Baoet tov doféciumv dedopévav, ta kprripta ta&vounong dev mAnpovvat)

Sodium cholate (361-09-1)

LC50 - Yopua [1]

45356,434 mg/l Source: Ecological Structure Activity Relationships

EC50 - AMLot vdpoPiot opyavicpot [1]

35,8713 mg/I Test organisms (species):

EC50 72h - @bk [1]

169,7059 mg/l Test organisms (species):

EC50 96h - @bk [1]

22734,682 mg/l Source: Ecological Structure Activity Relationships

Sodium chloride (7647-14-5)

LC50 - Yapua [1]

5840 mg/l (ASTM, 96 h, Lepomis macrochirus, Flow-through system, Fresh water, Experimental
value, Lethal)

LOEC (yp6évio)

441 mg/l Test organisms (species): Daphnia pulex Duration: 21 d'

NOEC (ypdviog)

314 mg/l Test organisms (species): Daphnia pulex Duration: 21 d'

L-Arginine (74-79-3)

LC50 - Yapua [1]

2,8 g/l (OECD 203: Fish, Acute Toxicity Test, 96 h, Danio rerio, Semi-static system, Fresh water,
Experimental value)

EC50 96h - @bk [1]

26857 mg/l Source: Ecological Structure Activity Relationships

Sodium pyruvate (113-24-6)

LC50 - Yopua [1]

> 100 mg/I (96 h, Pisces, QSAR, Nominal concentration)

EC50 - Kapkwoedn [1]

> 100 mg/l (OECD 202: Daphnia sp. Acute Immobilisation Test, 48 h, Daphnia magna, Static
system, Fresh water, Experimental value, Nominal concentration)

EC50 72h - @bk [1]

2,78 mg/l Test organisms (species): Raphidocelis subcapitata (previous names: Pseudokirchneriella
subcapitata, Selenastrum capricornutum)

EC50 96h - ®oxua [1]

94800000 mg/l Source: ECOSAR

ErC50 @ixn > 3 mg/l (OECD 201: Alga, Growth Inhibition Test, 72 h, Pseudokirchneriella subcapitata, Static
system, Fresh water, Experimental value, GLP)
NOEC (ypdviog) 3,95 mg/l Test organisms (species): Duration: 28 d'
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Clostridium Difficile Agar Base

Agltio Agdopévov Acpareiog

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

12.2. AvOEKTIKOTNTO KOL IKOVOTNTO 0T000116NG

Clostridium Difficile Agar Base

AvOEKTIKOTNTO KL IKOVOTNTO 0TOdOUNGoNG

Aev voictaton toygio amocvvheo

Sodium cholate (361-09-1)

AVOEKTIKOTNTO KO IKAVOTITO OTOSOUNONG

Not readily biodegradable in water.

Sodium chloride (7647-14-5)

AVOEKTIKOTNTO KO IKAVOTITO OTOSOUNONG

Biodegradability: not applicable.

Xnukd anorrovpevo o&vuyovo (COD)

Not applicable (inorganic)

BOeopnTik®dg amartovpevo o&vydvo (ThOD)

Not applicable (inorganic)

Starch, soluble (potato) (9005-25-8)

AVOEKTIKOTNTOL KO IKOVOTNTA ATOSOUN GG

Readily biodegradable in water.

BeopnTikdg anottodpevo o&vyovo (ThOD)

1,18 g0-/g ovoiog

L-Arginine (74-79-3)

AVOEKTIKOTNTOL KO IKOVOTNTA ATOSOUN GG

‘ Readily biodegradable in water.

Sodium pyruvate (113-24-6)

AVOEKTIKOTNTO KO IKOVOTNTO 0modOUNoNg

‘ Readily biodegradable in water.

12.3. AvvartétnTta rocuocdpevcg

Sodium cholate (361-09-1)

ZUVTELEOTNG KATOVOUNG O€ pelyia n-0KTavOAng/vepoD
(Log Pow)

-0,29 (Calculated, KOWWIN)

Avvatdmta flocvecm@pevong

Not bioaccumulative.

Sodium chloride (7647-14-5)

AvvotdmTa BlocvecOpevong

Not bioaccumulative.

Starch, soluble (potato) (9005-25-8)

AvvotdmTa BlocveoOpevong

No bioaccumulation data available.

L-Arginine (74-79-3)

YUVTEAEOTNG KOTAVOUNG O€ HETYLLO N-OKTOVOANG/VEPOD
(Log Pow)

-4,2 (Practical experience/observation, 20 °C)

Avvatdémta flocvecm@pevong

Not bioaccumulative.

Sodium pyruvate (113-24-6)

YUVTEAEOTNG KUTAVOUNG O€ HElYLLO N-OKTAVOANC/VEPOD
(Log Pow)

-3,8 (Practical experience/observation, OECD 107: Partition Coefficient (n-octanol/water): Shake
Flask Method, 20 °C)

Avvatdémta flocvecmpevong

Not bioaccumulative.

12.4. Kiwwnmikétnro 610 £00.00G

Sodium cholate (361-09-1)

Kwnrikémra 670 £30¢0¢

1140 Source: Quantitative Structure Activity Relation

Oworoyia - £dapog

Highly mobile in soil.
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Clostridium Difficile Agar Base

Agltio Agdopévov Acpareiog

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

Sodium chloride (7647-14-5)

Emeaveiokn téon

73,03 mN/m (23 °C, 14.5 g/l)

Oworoyia - £50.p0g

No (test)data on mobility of the substance available.

Starch, soluble (potato) (9005-25-8)

Owcoroyia - £50pog

No (test)data on mobility of the substance available.

L-Arginine (74-79-3)

Owcoroyia - £50pog

No (test)data on mobility of the substance available.

Sodium pyruvate (113-24-6)

Emeaveiokn téon

No data available in the literature

Owoloyia - £50pog

No (test)data on mobility of the substance available.

12.5. Anoteréopata Tng a&ordynong ABT kot aAoB

YVOTUTIKO

Ovoia(eg) mov dev mAnpoi(ovv) ta kprripa ABT tov
kavovicpod REACH, cbpupova pe to Hapdpmpo XIIT

Sodium cholate (361-09-1), Sodium chloride (7647-14-5), L-Arginine (74-79-3), Sodium pyruvate
(113-24-6)

Ovcia(eg) mov dev mAnpoi(ovv) ta kprriplo vPVB tov
kavovicpod REACH, coppova pe to Hapdpmmpo XIIT

Sodium cholate (361-09-1), Sodium chloride (7647-14-5), L-Arginine (74-79-3), Sodium pyruvate
(113-24-6)

12.6. Id10tNTEg EVOOKPIVIKIG SroTapaynic
Agv vapyovv emmAEoV TANPOQOPieg
12.7. AhheS SUGPEVEIS EMTTAOGEIS

Agv vdpyovv emmAéov TANPoQOpieg

TMHMA 13: Ztovygio oyeTikd pe tn ovadeon

13.1. M£0odor enctepyaciog amofiiTov

Ieprpeperaxds kavoviopog tept anofritov
MéBodor emetepyaoiog omoBAntmv

ZVOTACELS Y10, AmOPPIYN OTIG UMOYETEVCELG
TVOTACELS GYETIKA. [E TNV OmdppLym
TPOIOVTIMV/GUOKEVAGLOV

Iepartépo TAnpogopieg

. H andpprym npénet va yivetar cOupmva pe Tig Sradikacieg mov tpoPAémoviat omd To VOLLO.
1 Andpprym tov meplexopévov/doyeiov GULPMVA UE TIG 00N YiEg SIOAOYNG TOL EYKEKPYLEVOL POPEN

GLALOYNG.

. H andpprym npénet va yivetar cOupmva pe Tig Sradikacieg wov TpoPAémoviat omd To VOLLO.
T ZoppopemBEeite e TOVG 1YDOVTEG KOVOVIGLOVS Y0 TNV aTOpPLyT TOV 6Tepe®V amofAntov. H

andppwyn TPEMEL VoL YiveTor cOpPmVa Le TiG Sradikacies mov TpoPAémoviat omd To VOLO.

: Mnv emovoypnoyLoToleite TOVG AOE0VG TEPLEKTEC.

TMHMA 14: IIAnpo@opieg 6YETIKA IE TN HETAPOPD,

2opeovo e ADR / IMDG / IATA / ADN / RID

ADR IMDG IATA ADN RID
14.1. AprOpég OHE 1 ap1Opog tavtétnrog
Aev woyvet ‘ Mn poOulodpevo ‘ Mn poOulopevo ‘ Aev woydet ‘ Aev 1oy0¢t
14.2. Oweia ovopacio arostoric OHE
Aev 1oy0et ‘ Mn pvOulopevo ‘ Mn pvOulopevo ‘ Agev 1oyvet ‘ Agv 1oy0gt
14.3. Ta&n/-e1g KtvdOvov KoTd TN HETUPOPA
Aev woyvet ‘ Mn poOulopevo ‘ Mn poOulopevo ‘ Aev woydet ‘ Aev 1oy0¢t
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Clostridium Difficile Agar Base
Agltio Agdopévov Acpareiog

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

ADR IMDG IATA ADN RID

14.4. Opada ocvokevaciog

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

14.5. Ilgprfarrovtikn emKivovvéTNTO

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: Ztoyygio vopoOeTikov yopaKTipo

15.1. Kavoviopoi/vopoOsoio 6YeTIKG pe THY 06QaAELD, TNV VYEN KOl TO TEPLPALLOV Y10 TNV 0VGid 1] TO pEiypa
kavoviopoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropicpov)
Aev mepiéyet kopio ovoio(eg) mov meprapfavetayovrar) oto MHapdaptnua XVII tov REACH (Ilpodnobiceig neplopiopon)

Hapaptypa XIV 100 REACH (Katdroyog 0:0£1000Tn61G)
Aev mepiéyet kopia ovoio(eg) mov meptrapfavetaiovrar) oto Iapdaptmua XIV tov REACH (Katdloyog adetoddtnong)

Kataroyos vroynorov ovetdv REACH (SVHC)

Aev mepiéyel kopio ovoio(eg) mov meprapfdveta(ovrat) otov Katdhoyo vroynemv ovoidv REACH

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

Aev mepiéyet kopia ovsio(eg) mov meprapfavetaovtat) otov katdroyo PIC (Kavoviopog EE 649/2012 oxetucd pe v e€aymyn Kot elooymyn entkivéuvov
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{ovrtog (2024/590)

Aev mepiéyet kopia ovoio(eg) mov mepthapfdvetai(ovtat) 6Tov Katdrhoyo ovaidv mov e&acbeviCovv to 6Cov (Kavoviondg EE 2024/590 oyetikd pie Tig ovoieg mov
e&acbeviCouv ™ otifdda Tov 6lovtog)

Kavoviepdg Tov Zvppoviiov (EK) yia Tov éheyyo e18@Vv dumhng ypiiong

Agv mepiéyet ovoia mov voketor otov Kavoviopod (EK) tov Zvpfoviiov yio tov Eleyyo eddv SmAng xpriong

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

Aev mepiéyet kapio ovoio(eg) mov meprapfdvetaiovtat) 6Tov Katdrhoyo npddpopmy ovatdv ekpnkTikdv (Kavoviouog EE 2019/1148 oyetikd e v epmopio. kot
™ XPNoN TPOSPOUDY OVGLOV EKPNKTIKAOV)
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Clostridium Difficile Agar Base
Agltio Agdopévov Acpareiog

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

Kavoviopdg nepi mpédpopwv overav vapkotikdy (EK 273/2004)

Aev mepiéyet ovoia(eg) mov mepthapfavetar(ovial) 6Tov KoTdAoyo mpddpopmv ovotdv vapkotikav (Kavoviepog EK 273/2004 oyeticd (e Tig Tpodpopes ovoieg

VOPKOTIKOV)

EOvikég dwatacerg

Tolrio

15.2. A&wohoynon ynmkig ac@dielog

Aev €xel mpaypatonon el KEVEVOG VTOAOYIGHOS MIKNG OGQUAELG

TMHMA 16: Alleg TAnpo@opisg

ZUVTONOYPOPIES KOL GKPDOVUILOL:

ACGIH American Conference of Governmental Industrial Hygienists (Apepwovikn Awdokeyn tov KuBepvntikdv Biopnyovikadv
Yyewoldywv)

ADN Evponaikn copeavio yio t S1ebvi) petapopd entcivduveov ELTOPEVHATOV LECH ECOTEPIKAOV TADTAOV 03OV

ADR Evponaikn copeavio yio tig diebveic 081kég HeTapopis EMKIVOLVOV EUTOPELUATOV

ATE Extiunon oégiag to&ucdtnrog

BCF Tapdyovtog Plocuoc®pencotudTTog

Ty BloAoyikov Opiov Buohoywr oprakn tpn

BOD Buoynpikag anortovpevo O&vyodvo (BOD)

apipog CAS ApBuog Chemical Abstract Service

CLP Kavoviopdg yio mv ta&wvounon, myv emonuaven Kot ) cvokevacio, Kavoviepds (EK) apf. 1272/2008

COoD Xnukd arortodpevo o&uyovo (COD)

CSA A&oloynon ynuikng aceaiglog

DMEL Tapdymyo eninedo pe eEAIYIOTES EMATOCES

DNEL Tapaymyo eninedo yopig emntOoeg

Kwd.-EE Ap1Bpdc Evponoaiknig Kowomrag

EC50 S1GLE00G TN OTOTELEGHATIKNG GUYKEVTPOGTG

ED Evdokpivikog drotaplxtng

EN Evponaiké [Ipéturo

EKA Evponaikdg katdhoyog amopfAntov

IARC Aebvng Opyaviopog Epeuvav yia tov Kapikivo

IATA Aebvig 'Evaon Agpopetopopdv

IMDG Aebvig Nawticog Kadwcag Emikivovvev Epropevpdtov

LC50 GLYKEVTPOON TOL TTpokaAel Bavato 6to 50% TANBVGHOD JOKIUNAG

LD50 d060m mov TpokaAel Bdvato 6to 50% TANBLoHOD dokiung (Siapeon Bavatneopog ddom)

LOAEL KOTMTATO £ninedo 6To omoio mapoTnpovvTal emPAafeic endpioelg

Log Kow YUVTEAESTNG KOTAVOUNG G€ pelypa n-oktavoing/vepov (Log Kow)

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

MAK HEYLOTN GLYKEVIPMGCT) GTOV YMPO EPYUCILOG

NOAEC GUYKEVTIPOGT TNV 0Tl dEV TOPATNPOVVTAL SUGUEVEIS EMATAOGELG

NOAEL emimedo pun TapaTHPNONG SUGLEVOV EMIPACEDV
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Clostridium Difficile Agar Base
Agltio Agdopévov Acpareiog

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

XUVTONOYPOPIES KOL GKPDVONOL:

NOEC GLYKEVTPMOGT U1 TOPATNPOVEVIG ENIBPAOTS

E.A.O. Aev opiletar dlopopeTikd

OECD Opyaviopog Owovopukng Xvvepyaciog kot AvAmToéng

OEL Opro enayyelpotikng ékBeong

OSHA Opocmnovdlakn Yanpeoia yio v Acedlrewn kat Ty Yyeio oty Epyacio, tov Hvopévev Iolteidv
ABT AvBektikn, Blocvocmpevoiun kot To&kn ovoio

PNEC TIpoPremduevn/eg cuYKEVIPOON/EIG YOPIG ENMTOGELG

EAIT ATOHIKOG TPOGTUTEVTIKOG EEOTAMGHOG

RID Kavoviopot yio t 81e0vi| 610npodpopiir| HETOPOPH ETKIVOLVOV EUTOPEVUATOV
AAA Agktio Agdopévav Acpadeiog

STP Movdda Broroyikol Kafopiopov

TF Teyvicn Aetrovpyio

BOe®PNTIKMOG ATOLTOVUEVO Oe®PNTIKAOG OTOLTOVUEVO 0EVYOVO

o&vyovo (ThOD)

TLM AGpeco 6pto avoyng

TWA Méon Xpovikd Zrabulopevn Tyun

IIOE TItntikég opyavikég evacelg

aAaB Axpog ovOeKTIKN Kot AKpms Blocvecmpedoiun ovcio

UFI Movadikog Kmdikog Tavtomoinong Tomov

ITpeg keipevo ppacemv H kan EUH:

Aquatic Chronic 2 Emikivdvvo yia o vddtvo mepiBdirov — Xpdviog kivéuvog, katnyopiog 2
Aquatic Chronic 3 Emucivdvvo yia to vddrvo epipdrlov — Xpoviog kivévvog, kotnyopiog 3
Eye Irrit. 2 YoPapn opOuipkn PAPN/0@Baipkdg epebiopdg, kKatnyopio 2

Skin Sens. 1B EvarsOnromoinon tov déppatoc, katnyopia 1B

H317 Mmopei vo TpoKaAEGEL OAEPYIKT SEPULOTIKY AVTIOPAOT).

H319 TpokoAei coPfapd o@OaAcd epebiopd.

H411 To&id o Tovg VEPOPLOVG OPYAVIGHOVG, LE HAKPOYPOVIES ETTTAOGELS.
H412 EmPrapés yio Toug vdpofiovg opyoviopovs, pue HoKpoypOVIEG EMTTAOGELS.

Aghktio Agdopévav Acpaleiog (AAA), EE

VTEG Ol TANPOPOpieg Pacilovtal OTIS TPEXOVOES YVMGELS LOG KOl TPOOPILovTaL YioL VoL TEPLYPAYOLV TO TPOIOV OTOKAEIGTIKA Y10 AOYOLG VYEINS, AoQUAEing Kot

TEPPUALOVTIKOV OOLTNOEWV. ZOVETMDG, dev Oa Tpémel va, OsmpnOel 0Tt eyyvdTal 0To10dNTOTE GLYKEKPILEVT 11OTNTO TOV TPOIOVTOG.
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