gentian AeATio Aedopévwyv Aopaleiag
Gentian Cystatin C Control Kit

ouuewva pe Tnv Kavoviopo (EK) Ap. 1907/2006 (REACH) kai Tnv Tpotrohoyia Tou (EE) 2020/878
Huepopnvia ékdoong: 18/12/2021 evnuépwon: 27/6/2024 AvtikaBioTd Tnv ékdoon: 18/12/2021 ekdoxn: 2.0 EL

TMHMA 1: NpoodiopIoHOGg oUTiag/pEiyHATOG KAl ETAIPEING/ETTIXEIPNONG

1.1. AvayvwpIoTIKOG KW3IKOG TTPoidvVTOg

Mopen TpoiévTog : Meiypa

Ovopa Tou TTPoiIdvVTog : Gentian Cystatin C Control Kit

Kwdikdg TrpoidvTog : 1019

AMa péoa TauToTTOiNGNG : Gentian Cystatin C Control Kit (kwdikég Trpoidvtog 1019B, 1019USA, 1026, 1026USA, A52765), Gentian

Cystatin C Control Low (kwd1kdg Trpoidvtog 1020, 1020A, 1024A, 8020, 8020A, 8020N, 8020NA),
Gentian Cystatin C Control High (kwdikdg Tpoidvtog 1021, 1021A, 1025A, 8021, 8021A, 8021N,
8021NA)

1.2. Zuvapeig TpoadiopIfOpevEG XPNOEIG TG OUCING I TOU PEIYHATOG KAl AVTEVOEIKVUOUEVESG XPNOEIG
TXETIKEG TTPOPBAETTOUEVEG XPNOEIG

Mpood. Biopnxavikng/eTTayyeAMATIKAG XPAONG : Movo yia eTTayyeApaTiKh Xprion
XpAaon Tng ouciag/Tou peiyuatog 1 XnuIKEG ouaieg epyaoTnpiou
MNa diayvwaoTikA xprion in vitro

AvTEVOEIKVUOPEVEG XPNOEIG

Aev uTtapyouv eTITTA0V TTANPOPOpIEG

1.3. ZToixeia TOU TTPOuNBEUTH Tou SeATiou Bedopévwy aopaleiag

Gentian AS

Bjgrnasveien 5

1596 Moss - Norway

T +47 993 39 905

info@gentian.no - www.gentian.com

1.4. ApIBu6G TNAEPWVOU £TTEiyOUCAG AVAYKNG

Agv uTT@pYOULV ETITTAEOV TTANPOPOPIES

TMHMA 2: NpoodiopIoHOG ETIKIVOUVOTNTAG

2.1. Ta§ivéunon Tng ouciag i} TOU PEiyMATOG

Kardragn ouppwva pe Tnv odnyia 1272/2008 EK [CLP]

Mn Tagivounuévog

AveIBUUNTEG PUOIKOXNMIKEG ETISPATEIG, KOBWG Kal EMISPATEIS OTNV AVvOPWTTIVN UyEia Kal oTo TTeEPIBAAAov
Agv utt@pyouv MITTAEOV TTANPOPOPIES

2.2. ZToIxeia ETIKETOG

XapakTnpiopég cUppwva pe Tov Kavovioué (EE) Ap. 1272/2008 [CLP]

Aev amraiteital ofpavon

2.3. AAAol Kivduvol

AuTn n ouoia/piypa dev Tnpei Ta kpitipia ABT Tou kavoviopoU REACH, Mapdptnua X
AuTn n oucio/piypa dev Tnpei Ta KpIThpIa aAaB Tou kavoviopou REACH, Mapdptnua Xl

To peiypa dev TepIExel ouaia(eg) TTou TrepIAaPBAvETal aTOV KATAAOYO TToU KaTapTideTal oUpgwva pe To ApBpo 59 Mapdypagog 1 Tou kavoviopol REACH vyia Tig 1810TnTEG
€vOOKPIVIKAG BlaTtapaxnig A n(or) oucia(eg) dev avayvwpidetai(ovTal) 6Tl €xel(OuV) IBIGTNTEG EVOOKPIVIKAG dlaTapayng cUP@wVa e T KPITAPIO TTOU opifovTal aTov KaT'
e¢oualodotnon Kavovioud 1ng Emirpotig (EE) 2017/2100 ) Tov Kavoviopd tng Emitpotmg (EE) 2018/605 o€ ouykévipwan ion f peyaAutepn améd 0,1 %

TMHMA 3: Z0vBeon/TTAnpo@opieg yia Ta CUCTATIKA

3.1. Ouoigg

Agv 10xVEl

3.2. Meiypata

To piypa dev TepI€xel kayia ouoia dgia avagopds cUPQWVa PE Ta KPITAPIa TNG Trapaypdgou 3.2 Tou TrapapTtiuarog |l tou REACH
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AgATio Aedopévwyv Ac@aleiag
Gentian Cystatin C Control Kit

oUpgpwva pe Tnv Kavoviopo (EK) Ap. 1907/2006 (REACH) kai Tnv TpotroAoyia Tou (EE) 2020/878

TMHMA 4: Métpa mpwTwv BonBeiwv

4.1. MNMeprypagn PETPpWV TTPWTWYV Bonbeiwv

levikd p€Tpa TTPWTWV BonBelwv : Mnv xopnyAoeTe ToTé OTIOATTOTE OTTO TO OTOUA OE ATOWO TTOU £XEl XAOEl TIG AITONATEIG TOu.
ZupBouheuBeite/EmokeBeite yiaTpd edv aioBavBeite adiabeaia. Xe TepiTTwon adiabeaiag,
oupBouleuTeite yiaTpo (deigTe TNV ETIKETO TTOU €ival duVATOV).

Métpa TTpwTWY Bonbeiwv HETA aTTd €I0TTVON . Kavéva €101k6 / 101aiTepo PETPO. AQROTE TO GTOUO TToU TTPOaRARBNKE va avatveloel kabapd aépa.
A@AoTe Tov TTaBOVTa va EEKoupaaTei.

Métpa TpwTwyv BonBeilv HETA aTTd £TTaPr PE TO SépUa 1 ATTOPOKPUVETE TO JOAUGUEVO POUXIOUO, TTAUVETE OAN TNV EKTEBEIPEVN TTEPIOXT) DEPUATOG ME ATTOAG
oatolvi Kal VEPO, Kal OTN ouvéxela EETTAEVETE Pe (EOTO vePO.

MéTpa TTpwWTWY BonBeIldv JETA ATTO £TTAP PE TA MATIA ;. ZE MEPINTQZH ENA®HZ ME TA MATIA: ZeTTAUVETE TIPOOEKTIKA UE VEPO VIO APKETA AeTTTd. Edv

UTTAPXOUV PaKOIi ETTAPAG, OPAIPEDTE TOUG, EPOTOV gival EUKONO. ZUvEXIOTE va EeTTAEvETE. Z€TTAUVETE
apéowg Pe ApBovo vePod. ZUPPBOUAEUTEITE yIOTPS €AV TUVEXICETAI O TTOVOG ) N KOKKIVIAQ.

Métpa TpwTwyv BonBeildv YETG aTrd KATATTOoN 1 Xg TTEPITITWON KATATTOONG, EETTAUVETE TO OTOHUA PE VEPO (MOVO €dv TO ATOWO dlaTnpEi TIG AlIOBATEIG TOU).
MHN trpokaAéoete epetd. Migite YepIKG TTOTAPIA VEPO A YaAa. KaAéoTe To k€vipo dnANTnpIdoewy 1 évav
y1aTpd edv aioBavOeite adlabeaia.

4.2. INPAVTIKOTEPA CUUTITWHATA KOl ETMISPACEIG, AUECES 1) HETAYEVECTEPEG

ZUPTITWUOTA/ETTIOPACEIG PETA OTTO ETTAQPN WE TO BEPUA : Mmopei va rpokaAéacel epeBIoud oTo dépa.
SUPTITWPATO/ETIOPACEIG PETG OTTO ETTAPNA PE TO PATIO : ZTOYOVEG OTO PATIO EVOEXETAI VA TIPOKAAETOUV EPEBITHO.
SUPTITWPATO/ETIOPACEIG PETA OTTG KATATIOON : H kardmoaon eviéxeTal va TTPOKAAECEI VAUTIEG, EPETOUG Kail Didppola.

4.3. 'Evé€1§n omol0odNTTOoTE ATTAITOUMEVNG AUEONG IATPIKAG @POVTIdaG Kal £151KNAG BepaTreiag

>€ TEPITITWON APPIBOAIWV 1) EGV TA CUUTITWHATA ETTIHEVOUV, KOAEOTE yIATPO.

TMHMA 5: Métpa yia TNV KATamoAéunon TG TTUpKayIdg

5.1. MupooBeoTikd péca

KatdAAnAa péoa rupdoBeong : XpnoiyotroinaTe péoa KardoReong KatdAAnAa yia Tnv mepiBdAAouaa TTupkayid. AQpag. =npr) okovn.
Alogeidio Tou avBpaka. Wekaopog pe vepd. APPOG.
AkatdAANAo TTUPOOREDTIKO pECO : Kavéva yvwoTd. Mn xpnoipoTrolgite peydin pory vepou.

5.2. Ei8ikoi TUTrOI EMIKIVEUVOTNTAG TTOU TTPOKUTITOUV ATTO TNV OUCia 1) TO HEiYHO
Kivduvog Trupkayidg 1 Mn-é@AexTo.

5.3. ZUOTAOEIG YIO TOUG TTUPOOBEDTEG

MéTpa yia TNV KOTATToAUNON TNG TTUPKAYIGG 1 WUETE TOUG PUTTOOUEVOUG TTEPIEKTEG UE WEKAOUO VEPOU A VEPOUG WeKaoPoU. MNPOoEXETE TTAVTOTE KATA TN
SIAPKEIN KATAOBEONG MIOG XNMIKAG TTUPKAYIAG. ATTOoeUyETE TN Slaguyr Tou vepoU TngG TTUpOOoREang oTo
ePIBAAAOV.

MpooTacia katé Tnv TUpdoBeon : Mnv ptraivete o€ TrEpIOXA TTUPKAYIAG XWPIG KATAAANAO TTPOCTATEUTIKO EEOTTAIONO, oupTIEpIAaBavopévng

TIPOCTACIAG YIa TNV AVOTIVOT).

TMHMA 6: Métpa o€ TTEPITTTWON akouoiag éKAuong

6.1. MpoowWTTIKEG TTPOPUAAEEIG, TIPOOTATEUTIKOG EOTTAICOG Kal Bl1adIKaTieg EKTOKTNG AVAYKNG

[evika péTpa : AvaTpégTte oTo TUAMA 8 yia O,TI apopd GTNV TTPOCWTTIKY TTpoaTagia.
6.1.1. MNa Tpoowmikd GAAO ATT6 TO TTPOCWTTIKOG EKTAKTNG AVAYKNG

Métpa €kTaKTNG avAaykng 1 ATTOPOKPUVETE TO TTEPITTO TIPOCWTTIKO.

6.1.2. MNa dTopa ToU TTPOCPEPOUV TTPWTEG BonBeleg

E¢omAiopo6g TTpooTaaiag 1 EgotrAioTe Toug TEXVIKOUG KaBapIdTNTAG YE KATAAANAN TTpoCTaACia.
MéTpa €kTOKTNG avAykng : ESaepwoTe TNV TTEPIOXN.

6.2. NMepiBaAAovTikéG TTPOPUAGEEIG

EpTrodioTe TNV €£i0000 OTOUG ATTOXETEUTIKOUG aywyoug i oTo dnuodaio dikTuo vepoul. Edv 1o uypd diagpulyel oToug utTovopoug i o€ BiKTuo dnuéciwy UdATWYV TTPETTEI va
€1501T0INBOUV OI ApXEG.

6.3. MéBodoi kai UAIKA yIo OUYKPATNON Kal KOBapiopo

MNa Tnv atmrodrikeuon 1 ZUAAEETE Ta AUpaTa o€ KaTAAANAOUG ONUOACPEVOUG TTEPIEKTEG KOI ATTOPPIYTE CUNPWVA PE TOUG KOTA
TOTTOUG KAVOVIGUOUG.
MéBodol kaBapiopou : AtToppo@noTe TIG dIapPoEG PE KATTOI0 aTTopPoPnTIKG UAIKS. KaBapioTe TIG HOAUGHEVES ETTIQAVEIEG UE

KaT@AANAo atroAupavTiké. MaléwTe Tn Xupévn TToooTnTa. ATroBnKEUETAI HOKPIG aTTO GAAG UAIKG.
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AgATio Aedopévwyv Ac@aleiag
Gentian Cystatin C Control Kit

oUpgwva pe Tnv Kavoviopo (EK) Ap. 1907/2006 (REACH) kai Tnv TpotroAoyia Tou (EE) 2020/878

6.4. Mapatroutri o€ dAAa THAUATA
BAétre TUrua 8. 'EAyX0G €KPNENG / ATOIKN TTPOCTACIA.

TMHMA 7: Xeipiop6g Kal atrofikeuon

7.1. Npo@uAdseig yia ao@aln XEIPIOUO

Mpo@uAd&eIg yia acpalr XeIpIouo : Atro@elyeTe €TTa@n pe To Séppa Kal Ta pdTia. Popdte KatdAAnAa péoa aTodikAg TTpooTaaiag - SeiTe TO
TuAKa 8. MAUveTe Ta xépia kal KABE AAAN ekTeBeINEVN TTEPIOXNA WE aTTAAG oaTTOUVI Kal vEPS TTPIV QPATE,
TEITE A KATTVIOETE, KABWG KaI TTPIV GUYETE aTTO TNV £pyaaia oag. E§aoc@alioTe KaAd eagpioyd aTo XWPO
£pYaCiag yla va AaTroTPATIEI O OXNUATIONOG ATPWV.

Métpa uyieivig : MAOveTe Ta xé€pia oxoAaoTIKG PeTd Tn xprion. MAUveTE Ta JoAuouéva evdUuaTa TIPIV TA
£avaxPnNOIYOTIOINOETE.

7.2. ZuvBnkeg ao@alolg @UAAENG, cupTTEPIAAUBAVOUEVWY TUXOV OUNBATOTATWYV

Texvika péTpa I ZUPHOPQWOEITE PE TOUG 1I0XUOVTEG KOVOVIOUOUG.

>uvOnkeg UAagNg : AmroBnkeveTal og KaA& agpi{opevo xwpo. O TTEPIEKTNG SIaTNPEITAl EpUNTIKA KAEIOTOG.
Mn oupBatd UAIKG : Avatpé€re otnv evotnta 10 yia Ta un oupBaTtd UuAIKA.

OeppdTNTA KAl TTNYEG AVAPAEENS : KpatAoTe pakpid atré mnyEG avAa@Aegng - ATTayopeUeTal TO KATTVIOUA.

7.3. Ei81kn TeAIKA Xpon A XpAoEIg

MNa diayvwaTIKA xpron in vitro.

TMHMA 8: 'EAgyxog TnG ékBeong/aTtouiki TTpoocTaCia

8.1. Mapduerpol eAéyxou
8.1.1 EBvikég oplakég TIpEG ETTayyEAPATIKAG £€KBEONG KAl BIOAOYIKEG OPIOKES TIMEG

Gentian Cystatin C Control Kit

EAAGSa - Opia ETrayyeApaTtikig ‘Ek8song

ToTmKr ovopaoia Natpadidio

OEL TWA 0,3 mg/m?*
0,1 ppm

OEL STEL 0,3 mg/m?

KOVOVIOTIKI) avapopd M.A. 90/1999 - MpoaoTacia TNG Uyeiag Twv £pyadopéVwy TTOU EKTIBEVTAI OE OPICUEVOUG XNMIKOUG
TIAPAYOVTEG KATA TN SIAPKEI TNG EPYATIAG TOUG

8.1.2. ZuvioTwpeveg diadikaoieg TTapakoAoldnong
Agv utr@pyouv emMITTAEOV TTANPOPOPIES

8.1.3. Ixnuariovrail oToixeia pUTTavong Tou aépa
Agev utt@pyouv €mMITTAEOV TTANPOPOPIES

8.1.4. DNEL ka1 PNEC

Agv utt@pyouv MITTAEOV TTANPOPOPIES

8.1.5. Meploxég eAéyxou

Agv utt@pyouv MITTAEOV TTANPOPOPIES

8.2. 'EAeyxol ékBeong

8.2.1. KardAAnAol pnxavikoi éAeyxol

Agv ut@pyouv emMITTAéOV TTANPOPOPIES

8.2.2. ATOIKOG TTPOCTATEUTIKOG E§OTTAICHOG
ATOMIKN TTpOCTOCIA:

ATroQeUyeTE KABE TTEPITTH EKOEDN.

8.2.2.1. MpooTacia TwV PATIWV KAl TOU TIPOCWITOU
MpooTacia oBaApwV:

MpooTateuTtikd yuahid. STANDARD EN 166:2001

8.2.2.2. NpooTacia Tou dépuarog
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AgATio Aedopévwyv Ac@aleiag
Gentian Cystatin C Control Kit

oUpgpwva pe Tnv Kavoviopo (EK) Ap. 1907/2006 (REACH) kai Tnv TpotroAoyia Tou (EE) 2020/878

MpooTtacia Tou dépuaTog:
Na @opdte KaTdAANAO pouxIouo yia va aTroeuxBei N TOavOTNTA ETTAPAG HE TO BEPNA.

MpooTacia TwV XEPIWV:
Na gopdre TpooTareuTikd yavTia. Nitril. Neoprene. Xpoévog diaguyng : 6 (> 480 Aemrtd). Maxog uhikou : 0,11 mm. STANDARD EN ISO 374-1:2016/A1:2018, EN ISO
374-2:2019, EN I1SO 374-4:2019

8.2.2.3. MpooTacia TWV AVATIVEUCTIKWY 03wV

MpooTagia TWV AVATIVEUCTIKWY 03WV:
S€ TTEPITITWON AVETTAPKOUG AEPITUOU, XPNOIUOTIOIEITE KATAAANAN OVATIVEUGTIKAOUOKEUR. PopdTe KATAAANAN pdoka. TUTTog A - Opyavikég eVwaElg e uPnAd anueio
Céoewg (>65 °C). Standard EN 143:2021.

8.2.2.4. O¢ppikoi Kivduvol
Agv ut@pYOULV ETTITTAEOV TTANPOPOPIES

8.2.3. "EAeyxol epIBalAovTiKAG €kBeong

Moitrég TAnpoopieg:
Mnv TpwrTE, TTiveTe A KaTTVi(eTe KATA TN XPAON.

TMHMA 9: ®uoikég Kal XNUIKEG 1I810TNTEG

9.1. ZToIxeia yia TIG BACIKEG QUOIKEG KAl XNHIKES 1810TNTEG

Puoikn katdoTaon : Yypo

XPpWua I AVOIXTO Ka@E.
Epgdvion 1 O0A6.

Ooun . Mn diobéoipo
Opio ogpng : Mn diaBéaipo
Znueio TAGEWG : Mn diaBéoipo
nueio TTASEwS : Mn diabéoipo
>nueio Bpaopou : Mn diaBéaipo
Eu@AekTOTNTO : A@AekTO.
Opia KIvOUVouU eKPAEEWS : Mn diaBéoipo
XaunAdTepo 6pio €kpnéng : Mn diaBéoipo
AvwTaTo 6plo ekpngINéTNTAG : Mn diaBéaipo
Znueio avapAegng . Mn diabéoiyo
O¢eppokpaaia autavapAegng : Mn diaBéoipo
O¢gppokpaaia amoolveang : Mn diaBéoipo
pH : Mn diobéoipo
IEWBES, KIVEHOTIKOG (1) : Mn diabéoiuo
AlgAuToTNTO : Mn diaBéoipo
ZUVTEAEOTAG KaTAvoUNG o€ peiypa n-oktavoAng/vepol (Log @ Mn diaBéaipo
Kow)

Tdon aTpwy . Mn diabéoipo
Mieon atpou o€ Beppokpaaia 50°C : Mn diaBéoipo
MukvoéTtnTa : Mn diaBéoipo
ZXETIKA TTUKVOTNTA : Mn diaBéoipo
ZXETIKA TTUKVOTNTA OTPWV aToug 20°C . Mn diobéoipo
MéyeBog owpaTidiwv 1 Dev ioxlel
Karavoun yeyéBoug owuatdiwv 1 Aev ioxUel
ZXAMO owPaTIdiwv 1 Dev ioxoel
A\6Yog BIa0TEoEWY CWHATIBIWYV . Aev oxUel
KardoTtaon cucowpdtwong Twv owuaTidiwy 1 Aev ioxUel
KardoTtaon oUutngng Twv owpatidiwy 1 Aev ioxuel
EpBaddv €18IKAG TMIPAVEIAG CWHATISIWY 1 Dev ioxoel
Anpioupyia okévNG Twv CwHaTIdiWV 1 Dev ioxoel

9.2. Noitrég TAnpoopieg
9.2.1. NMAnpo@opieg OXETIKA ME TIG KAAOEIG PUOIKOU KIVEUVoU

Agv utT@p)OULV ETITTAEOV TTANPOPOPIES

9.2.2. AA\a XapakTNPIOTIKG ao@algiag

Agv utT@pYOULV ETITTAEOV TTANPOPOPIES
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AgATio Aedopévwyv Ac@aleiag
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oUpgpwva pe Tnv Kavoviopo (EK) Ap. 1907/2006 (REACH) kai Tnv TpotroAoyia Tou (EE) 2020/878

TMHMA 10: Z1a8gpdTnTA KAl AVTISPACTIKOTNTA

10.1. AvTISpaoTIKOTNTO

Y116 KavoVIKEG TUVBNKEG XPAONG, Kaia yvwaTh €Tikivouvn avTidpaon.
10.2. Xnuikf oTaBepoTnTA

2100€pd UTTO KAVOVIKEG TUVBNKEG XPAONG.

10.3. MBavoTnTa EMIKIVEUVWY avTIiSpdoewv

Y6 KavovikEG GUVOAKEG XPriong, Kapia yvwaoTr) TmKivouvn avTidpaaon.
10.4. ZuvBARKeG TTPOG ATTOPUYN

Apeco NAIakS Pws. AKpwG UPNAEG 1 AKPWG XaUNAEG BepUOKPATIEG.
10.5. Mn cupBartd UAIKG

loxupa ogéa. loxupég Baoeig. loxupd ogeIdwTIKA.

10.6. Emikivduva mpoiévra aroouvleong

Mrropei va areAeuBepwoel Togika aépia. Movogeidio Tou dvBpaka. Alogegidio Tou dvBpaka.

TMHMA 11: To§ikoAoyikég TTAnpo@opisg

11.1. NMAnpowopieg yia Tig Taelg KIvBUvVou, 6TTwg opifovral oTov Kavovioué (EK) apif. 1272/2008

Ogeia TogIKOTNTA (OTTO GTOPATOG) : Mn 1agivounpévog (Baoel Twv diabBéaipwy dedopévwy, Ta KpIThpla Tagivéunong dev TAnpouvTal) (Baoel
TwV SI0BEéaIpwV dedoPEVwY, Ta KPITAPIA Tagivounong dev TTAnpouvTal)

O¢eia TogIKOTNTA (dEPUATIKN) : Mn 1a&ivopnpévog (Baaoel Twv diabéoipwy dedopévwy, Ta KpITApIa Tagivéunong dev TAnpouvTal) (Bdoel
Twv d10Bé0Ipwv Bedopévwy, Ta KPITAPIA Tagivopnong dev TTAnpouvTal)

O¢eia TogIk6TNTO (QvaTTvon) : Mn 1agivounpévog (Baoel Twv diaBéaipwy dedopévwy, Ta KpIThpia Tagivéunong dev TAnpouvral) (Baoel

TwV SI0BéaIpwV dedoPEvwy, Ta KPITAPIA Tagivounong dev TTAnpouvTal)

a18avoAn- aiBuAik) aAkooAn (64-17-5)

LD50 atré Tou 0TOUATOG O€ apouUpaioug 6200 mg/kg (IUCLID)

LC50 Eiomrvon - Emripug (Atpor) 124,7 mg/l/4h (IUCLID)

AZIAIO TOY NATPIOY (26628-22-8)

LD50 atré Tou 0TOUATOG O€ apOoUpaioug 27 mg/kg
LD50 péow Tou BEPUATOG OE KOUVEAID 20 mg/kg (ECHA)
LC50 Eiomrvon - Emripug (Atpor) 0,054 — 0,52 mg/l/4h

Ethylenediaminetetraacetic acid disodium salt dihydrate (EDTA) (6381-92-6)

LD50 atré Tou 0TOUATOG O€ apOoUPaioug 4500 mg/kg OECD Test-Guide 401

AidBpwon kai epeBioudg Tou dépuaTog : Mn Tagivopnuévog

Mepaitépw TTANPOPOpPIEg ;. Bdoel Twv diaBéoipwy dedopévwy, Ta KpITAPIA Tagivopnong 8ev TTAnpouUvTal
2oBapr opBaAuIkr) BAGBN/epeBICHOG : Mn 1agivounuévog

Mepaitépw TTANpoPopieg : Bdoel Twv diaBéoipwy dedopévwy, Ta KPITAPIA Tagivounong dev TAnpouvTal
EuaioBntotroinan Tou avatrveuoTikoU ) euaigbnTtotroinon : Mn 1agivopnuévog

TOU B€PUATOG

Mepaitépw TTANPOPOpPIES : Bdoel Twv diaBéoipwy dedopévwy, Ta KPITAPIA Tagivounong dev TTANpoUvTal
MeTaAAagiyévean yEVVNTIKWY KUTTAPWY : Mn 1agivounuévog

Mepaitépw TTANpoPopieg : Bdoel Twv diaBéoipwy dedopévwy, Ta KPITAPIA Tagivopnong dev TTAnpouvTal
Kapkivoyéveon : Mn Ta&ivopnuévog

Mepaitépw TTANPOPOpPIES : Bdoel Twv diaBéoipwy dedopévwy, Ta KPITAPIA TAgIivounong dev TTANpoUvTal
TogikéTNTa OTNV avaTtrapaywyn : Mn Tagivounpévog

Mepaitépw TTANPoPopieg . Bdoel Twv diaBéaipwy dedopévwy, Ta KPITAPIA Tagivounong 8ev TTAnpouvTal

Eidikr TogIkdTNTa 0TO dpyava-oTtoxoug (STOT) — epatmag  : Mn Tagivounuévog
€kBeon
Mepaitépw TTANPoPopieg : Bdoel Twv SiaBéoipwy dedopévwy, Ta KPITAPIA Tagivounong 8ev TTAnpouvTal
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Eidikn TogIkéTNTO OTa 6pyava-oT1éxoug (STOT) — : Mn Tagivopnuévog
eTmavelAnpuévn ékBeon
Mepaitépw TTANPOPOpPIES : Bdoel Twv diaBéoipwv dedopévwy, Ta KPITAPIA Tagivounong dev TTAnpoUvTal

AZIAIO TOY NATPIOY (26628-22-8)

E1dIkr TogIK6TNT OTa Opyava-oTtdxoug (STOT) — MTropei va mpokaAéael BAGBeG oTa 6pyava UoTepa aTTd TTapaTeTapévn A eTavelAnupévn €kBean.
emmavelAnupévn ékBeon

EmikivduvéTnTa avappdenong 1 Mn Tagivopnuévog

Mepaitépw TTANPOPOpPiEg 1 Bdoel Twv diaBéoipwy dedopévwy, Ta KpITAPIA Tagivopnong 8ev TTAnpouvTal
11.2. MAnpo@opieg yia dAAoug TUTTOUG ETTIKIVEUVOTNTAG

11.2.1. I1816TNTEG EVEOKPIVIKAG SlaTapaxng

AuCoEVEIG ETITITWOEIG GTNV UYEIQ TTOU TTIPOKAAOUVTaI aTrd : To peiypa dev repiéxel ouaia(eg) Tou TTEPIAAPBAVETAI GTOV KATAAOYO TTOU KaTaPTiETal CUPPWVA UE TO

1016TNTEG EVOOKPIVIKAG BIaTApaxXng ApBpo 59 Mapdypagog 1 Tou kavoviopou REACH yia Tig 1816TnTEG EVOOKPIVIKAG dlaTtapaxng i n(o1)
ouaia(eg) dev avayvwpileTal(ovTar) 6TI EXEI(OUV) IDIGTNTEG EVOOKPIVIKAG dlaTapaxfG CUNPWVA PE TO
KPITAPIa TTou opifovTal oTov Kat' egouaiodotnon Kavoviopd tng Emitpotrig (EE) 2017/2100 ) Tov
Kavoviopé tng Emrpotig (EE) 2018/605 oe ouykévipwon ion A peyaAdtepn amé 0,1 %

11.2.2 Noitrég TAnpo@opieg

MBavég BAaBepég emdPATEeIg aTOV AvBPWTTO Kal TTIBava : Bdoel Twv diaBéoipwy dedopévwy, Ta KPITAPIA Tagivounong dev TTAnpoUvTal
OUNUTITWHOTA

TMHMA 12: OikoAoyikéG TTAnpo@opieg

12.1. To§ikéTnTO

Emmikivduvo yia 1o uddaTivo trepiBaAiov, BpaxuttpdBeapog : Mn 1agivopnpévog (Baaoel Twv diabéoipwy dedopévwy, Ta KpITApIa Tagivéunong dev TAnpouvTal) (Bdoel
(o&ug) Twv d1aBéoIpwy dedopévwy, Ta KPITAPIA Tagivopnong dev TTAnpouvTal)
Emikivduvo yia 1o uddtivo epIBaAAoV, JaKpoTTPOBECHOG : Mn 1agivounpévog (Baoel Twv diaBéaipwy dedopévwy, Ta KpIThpia Tagivéunong dev TAnpouvTal) (Baoel
(xpoviog) TwV SI0BéaIpWV BEdoPEVWY, Ta KPITAPIA Tagivounong dev TTAnpouvTal)

a18avoAn- aiBuAiki aAkoOAn (64-17-5)

LC50 - Wapia [1] 8140 mg/l Leuciscus idus (To1pwvi)

EC50 - Kapkivoeidn [1] 9268 — 14221 mg/l (48 wpeg - Daphnia magna)
EC50 - ANor udpoBiol opyaviapol [1] 6500 mg/l (48 wpeg - Pseudomonas putida)
EC50 72h - ®ukia [1] 5000 mg/l Scenedesmus subspicatus

AZIAIO TOY NATPIOY (26628-22-8)

LC50 - Wapia [1] 2,75 mg/l Oncorhynchus mykiss (Auepikavikn MéoTpoga)

EC50 96h - ®ukia [1] 0,35 mg/l (Pseudokirchneriella subcapitata)

Ethylenediaminetetraacetic acid disodium salt dihydrate (EDTA) (6381-92-6)

LC50 - Wapia [1] | 41 mg/l (96 wpeg Lepomis macrochirus)

12.2. AvBeKTIKOTNTA KAl IKAVOTNTA aTTOd6UNONG

Gentian Cystatin C Control Kit

AvVBEKTIKOTNTA KAl IKAVOTNTA ATTOdOUNCONG | Agv €xel kaBopIOTEi.

ai8avoAn- alBuAikA aAkoOAn (64-17-5)

Bioatrodéunon | 94 %

12.3. AuvaTtoTnTa BIOCUCCWPEUCNG

Gentian Cystatin C Control Kit

AuvatéTnTa BlooucoWPEUONG | Aev €xel kaBopPIOTEI.
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AgATio Aedopévwyv Ac@aleiag
Gentian Cystatin C Control Kit

oUpgpwva pe Tnv Kavoviopo (EK) Ap. 1907/2006 (REACH) kai Tnv TpotroAoyia Tou (EE) 2020/878

AZIAIO TOY NATPIOY (26628-22-8)

JUVTEAEOTAG KOTAVOUNG O€ PEiypa n-okTavoAng/vepou (Log 0,3 OECD TG117
Pow)

12.4. KivnTikOTNTa OTO £801¢pOG

Gentian Cystatin C Control Kit

OikoMoyia - £€dagpog Agv uttdpyouv diabéaipa oToixeia.

12.5. AroteAéopara Tng agioAéynong ABT ka1 aAaB

Gentian Cystatin C Control Kit

AuTA n oucia/piypa dev Tnpei Ta kpiTApIa ABT Tou kavoviopol REACH, Mapdptnua Xl

AuTA n oucia/piypa dev Tnpei Ta KpITApIa aAaB Tou kavoviopou REACH, Mapdaptnua Xl

12.6. 1816TNTEG EVOOKPIVIKAG SlaTtapaxng

Auopeveig emmTWOoEeIG oTo TrEPIBAANOV TTOU TTpoKaAoUvTal @ Bdoel Twv diabéoipwy dedopévwy, Ta KPITAPIa Tagivéunong dev TAnpoUvTal
atro 1916TNTEG EVOOKPIVIKNAG BIOTAPAXAS

12.7. ANAeg BUOUEVEIG ETITITWOEIG

AMAEG OUOUEVEIG ETTITITWOEIG : Kavéva yvwaoro.
Mepaitépw TTANPoPopieg : Na ammogeUyeTal n ameAeubépwon oTo TTEPIBGAAOV.

TMHMA 13: Z1oixeia oXeTIKA JE TN S1d0eon

13.1. M€6odo1 emre§epyaciag amoBARTWY

MéBodol eTreepyaaiag amoBARTWY : ATTOpPPIYN TOU TTEPIEXOUEVOU/DOXEIOU OCUPPWVA PE TIG 08NYieg DIAAOYNG TOU EYKEKPIPNEVOU PopEa
ouAoyng.

ZUOTAOEIG OXETIKA PE TNV ATTOPPIYN : Na ammogeUyeTal n ameAeubépwon oTo TTePIBAAAOV. KataoTpéyTe pe ag@alr TpOTTo CUPPWVO PE TOUG

TIPOIOVTWV/GUOKEUATIWV TOTTIKOUG/ €BVIKOUG Kavoviopoug.

Mepaitépw TTANPoPopieg 1 O mrapexopevog Kwdikdg LoQ eival kaBodnynTikdg kai eapTdTal atéd To TTWG SiapoppuvovTal Ta
améfAnTa. O xpAoTng TTPETTEl va agloAoynoEl TNV €TTIAOYT TOU CWOTOU KwAIKOU.

OikohoyIkéG TTANpopopieg aTTOBARTWY : Na ammogeUyeTal n ameAeubépwon oTo TTEPIBGAAOV.

Eupwraikég KatdAoyog AroBAATwy (LoW, EK 2000/532)  : 18 01 03* - amréBANnTa TwV OTT0iWV N cUAOYT Kai SIGBean UTTOKEIVTaAI O€ EIDIKEG OTTAITATEIG OE OXEON UE

TNV MPAANYN péAuvong
18 01 06™ - xnuIkéG ouaieg TTou atroteAoUvTal aTTd 1 TTEPIEXOUV ETTIKIVOUVEG OUTieg

TMHMA 14: NMAnpo@opieg OXETIKA HE TN HETAPOPA

S0u@ova ue ADR / IMDG / IATA / ADN / RID /
ADR | IMDG | IATA |ADN | RID

14.1. Ap1Bp6g OHE i apiBuég TautéTnTOg

Agv 10XVl | Agv 10Ul | Agv 10XVl | Agv 1oxUEl | Agv 1oxUEl

14.2. Oikeia ovopaagia ammootoAng OHE

Aev 10XUEl | Agv 10XUEl | Agv 10X0El | Agv 10x0El | Agv 10x0El

14.3. Tagn/-e1g KIvdUVOU KATA TN HETAPOPT

Agv 10xUEl | Agv 10xUEl | Agv 10Ul | Agv 1oxUEl | Agv 10Ul

14.4. Opada ouokeuaoiag

Aev 1o0x0€1 | Aev 1o0xU€l | Aev 10xU€l | Aev 10xU€l | Aev 10xUEl

14.5. MepiBalAovTIKR eMIKIVEUVOTNTA

Aev 10xU€l | Agv 10Ul | Agv 10Ul | Agv 10xUEl | Agv 10xUEl

Agv utr@pyouv emITTAéov dIaBETIPEG TTANPOPOPIES

14.6. E101kég TTpO@UAGSEEIG yia TOV XPAROTN

Emiyeia peragopd
Agv 1oxU€l
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AgATio Aedopévwyv Ac@aleiag
Gentian Cystatin C Control Kit

oUpgpwva pe Tnv Kavoviopo (EK) Ap. 1907/2006 (REACH) kai Tnv TpotroAoyia Tou (EE) 2020/878

HeTaPOpPd péow Baldoong
Aev 1ox0€l

Evaépla peragopd

Aev 1oxU€l

MoTtdpia peTagopd

Agv 10xVEl

Z185npodpouIKn HETAPOPA
Aev 1oxU€l

14.7. OaAdooleg HETAPOPEG XUBNV CUPPWVA UE TIG TTPpagelg Tou IMO

Aev 1oxU€l

TMHMA 15: Z1oixcia VOUOBETIKOU XapaKTAPA

15.1. Kavoviopoi/lvopoBeoia oXETIKA ME TNV AO@AAEIA, TNV UYEia Kal To TTEPIBAAAOV yia TV ouadid 1 TO pEiypa
15.1.1. kavoviopoi EE

Aev Trepiéxel kapia ouaia(eg) Tou TrepiAapBaverai(ovrar) oo Mapdptnua XVII tou REACH (MpoitoBéaeig repiopiguol)

Aev epiéxel kayia ouoia(eg) TTou TTepIAapBaveTal(ovTal) oTov KatdAoyo utrown@iwy ouciwv REACH

Aev repiéxel kapia ouoia(eg) TTou TrepIAapBavetai(ovTar) oto Mapdptnua XIV Tou REACH (KatdAoyog adeioddTnong)

Aev Trepiéyel kapia ouaia(eg) Trou TrepIAapBavetai(ovtar) otov katdAoyo PIC (Kavovioudg EE 649/2012 oxeTikd e TNV e§aywyr| Kal E10aywyn ETTIKIVOUVWY XNUIKWV
0ouaIWV)

Aev epiéxel kapia ouoia(eg) TTou TrepIAapBavetai(ovTar) otov katdhoyo POP (Kavovioudg EE 2019/1021 oxeTIKG Je TOUG EUPOVOUG OPYAVIKOUG PUTTOUG)

15.1.2. EBvikég Siarageig

Aev utapyouv eTITTAE0V TTANPOPOpIEG

15.2. A§loAdynon XnMIKAG ao@aAsiag

Agv €xel TTPAYUOTOTTOINBEI KEVEVAG UTTOAOYIONAG XNUIKAG A0@AAEIag

TMHMA 16: AAAeg TTAnpo@oOpiEg

Emionpavon aAAaywv:

Tunua Tpotrotroinuévo OToIXEIO TpoTromoinon NMaparnpnosig
1.1 AMa péoa TautoTroinong TpoTroTToInenke
Mnyég dedopévwv : KANONIZMOZ (EK) apif. 1272/2008 TOY EYPQIMAIKOY KOINOBOYAIOY KAI TOY ZYMBOYAIOY Tng 16ng Askepppiou

2008 yia Tnv Tagivéunon, TNV €MOHPAVCN KAl TN CUCKEUAGTO TWV OUCIWY KAl TwV HEIYUATWY, TNV TPOTTOTTOINGN KOl TNV
KaTdpynon Twv odnyiwv 67/548/EOK kai 1999/45/EK kai Tnv TpoTroTroinon Tou kavoviopouU (EK) apiB. 1907/2006.
AMAeG TTANpOYOPIEG ;. Kavévag/Kapia/Kavéva.

UTEG 01 TTANPOQOpIES BaaifovTal OTIG TPEXOUOEG YVWOEIG POG KAl TIPOOPIfovTal yia va TTEPIYPAYWOUV TO TIPOIOV aTTOKAEIOTIKA yia AOyoug uyeiag, ac@aleiag Kal
TTEPIBANNOVTIKWV ATTAITAOEWY. ZUVETTWG, OEV Ba TTPETTEI VO BEWPNBET OTI yYUATAI OTTOIOSATTOTE CUYKEKPIMEVN 181IOTNTA TOU TTPOIOVTOG.
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