gentian AgATio Aedopévwv Ac@aAeiog
Gentian Cystatin C Control Kit

oUpgpwva pe Tnv Kavoviopo (EK) Ap. 1907/2006 (REACH) kai Tnv TpotroAoyia Tou (EE) 2020/878
Hupepopnvia ékdoong: 18/12/2021 evnuépwon: 18/12/2021 exdoxn: 1.0 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 (kwdik6g tTrpoidvtog 1020, 1020A, 1024A, 1029, 1029A, 1029USA, 8020, 8020A,
8020N, 8020NA), Gentian Cystatin C Control High (kwdikég mpoidvTtog 1021, 1021A, 1025A, 1030,
1030A, 1030USA, 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

Xwpa Opyaviopog/ETaipia Aigbbuvon Ap18u6g TNAspwvou ZxOAia
€Teiyouoag avaykng

EAAGOQ Poisons Information Centre 11762 Athens +302 10779 3777
Children’s Hospital P&A Kyriakou

TMHMA 2: NpoodiopIoPog EMIKIVOUVOTNTAG

2.1. Tagivéunon Tng ouoiag I Tou peiypaTog

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

Mn Tagivounuévog

AvVEIBUUNTEG PUOIKOXNMIKEG ETTIBPATEIG, KOBWG Kal EMISPATEIS OTNV AVOPWTTIVN UyEia Kal oTo TTEPIBAAAov
Agv utt@pyouv emMITTAéOV TTANPOPOPIES

2.2. TToixeia emonuavong

XapakTnpiop6g ocuppwva pe Tov Kavovioué (EE) Ap. 1272/2008 [CLP]

Aev amraiteital opavon

2.3. AAAol Kivduvol

AuTh n ouaia/piypa dev Tnpei Ta kpimpia ABT Tou kavoviopou REACH, Mapdaptnua Xl
AuTn n ouoia/piypa dev Tnpei Ta KpITHpIa aAaB Tou kavoviouou REACH, Mapdptnua Xl

To piypa dev TTepIExel ouaia(eg) Trou TTepIAauBAaveTal oTov KATAAOYO TTOU KATAPTICETAI GUP@WVa pE To dpBpo 59 Trapdypapog 1 Tou kavoviopolu REACH yia Tig 1816TNTEG
€VOOKPIVIKAG BlaTapaxig i dev avayvwpidetal T €xel 1I010TNTEG EVOOKPIVIKAG SIATAPAXAG CUUQWVA PE Ta KPITAPIA TTou opiovTal aTov KaT' e§oucioddtnan Kavoviouod tng
Emrpotmg (EE) 2017/2100 A Tov Kavovioué tng Emtpotmg (EE) 2018/605
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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 3: Z0vBeon/TTAnpo@opieg yio Ta CUCTATIKA

3.1. Ouoigg
Aev 1oxU€l

3.2. Meiypata

To piypa dev TepIEXEl Kapia ouaia Ggia avapopds cUpPwva PE Ta KPITAPIa TnG Trapaypdgou 3.2 Tou TTapapTriuaTtog |l tou REACH

TMHMA 4: Métpa mpwTwv Bonbeiwv

4.1. Mepiypa@n TwV PHETPWV TTPWTWYV Bonbeitov

Ievikd PETpa TTPWTWV BonBelwv : Mnv xopnyAoeTe ToTé OTIOATTOTE OTTG TO OTOUA OE ATOUO TTOU £XEI XAOEI TIG AICOATEIG Tou.
ZupBouheuBeite/EmiokeBeite yiaTpd edv aioBavBeite adiabeaia. e TepiTTwon adiabeaiag,
oupBouleuTeite yiaTpo (deigTe TNV ETIKETA TTOU Eival duvaTOV).

Métpa TpwTwY Bonbeiwv PHETA aTTd €I0TTVON 1 Kavéva €101k6 / 101aiTepo PETPO. AQrOTE TO GTOUO TToU TTPOaRARBNKE va avatveloel kaBapd aépa.
A@AoTe Tov TTaBOVTA va EEKOUPaaTEi.

Métpa TTpwTwWY BonBeiwv HETA aTTd £TTAPr PE TO OEPUA : ATTOPOKPUVETE TO JOAUGUEVO POUXIOUO, TTAUVETE OAN TNV EKTEBEIPEVN TTEPIOXT) BEPUATOG ME ATTAAG
oatoUvi Kal VEPO, Kal OTN OUuVvEXEla ETTAEVETE Pe (EOTO veEPO.

MéTpa TTpwTwWY BonBeitdv JETA aTTd £TTAPA PE TA YATIA : ZE MEPINTQZH ENA®HZ ME TA MATIA: ZeTTAUVETE TIPOOEKTIKA UE VEPO YIa apKETA AeTTTd. Edv

UTTGPXOUV PaKOIi ETTAPAG, OPAIPETTE TOUG, EPOTOV gival EUKOAO. ZUVEXIOTE va EETTAéVETE. ZETTAUVETE
apéowg Pe pBovo vepd. ZUPPBOUAEUTEITE YIOTPS €AV OUVEXICETAI O TTOGVOG ) N KOKKIVIAQ.

Métpa TTpwTwY BonBeitdv HETG aTrd KATATTOoN 1 Xg TTEPITITWON KATATTOONG, EETTAUVETE TO OTOUA PE VEPO (MOVO €dv TO ATOMO dlaTnpEi TIG AIOBATEIG TOU).
MHN trpokaAéoete epetd. Migite YepIKG TTOTAPIA VEPO A YaAa. KaAéoTe To kEvipo dnANTnpIdoewy 1 évav
ylatpo eav aiobavOeite adlabeaia.

4.2. INPAVTIKOTEPA CUUTITWHATA KOl ETISPACEIG, AUECES 1) HETAYEVECTEPEG

ZUPTITWUOTA/ETIOPACEIG PETA OTTO ETTAQPN UE TO BEPUA : Mmopei va pokaAéacel epeBIoud oTo dépua.
SUPTITWPATO/ETIOPATEIG PHETG OTTO ETTAPA PE T PATIO ; ZTaYOVEG OTO PATIO EVOEXETAI VA TTPOKAAETOUV EPEBITHO.
SUPTITWPATO/ETIOPACEIG PETA OTTO KATATTOON : H kardmoon eveéxeTal va TTPOKAAECEI VaUTiEG, EPETOUG Kal didppola.

4.3. 'Evdei1§n omolaodATToTE amaiToUpevng AUEONG IOTPIKAG PPOVTIdAG Kal £18IKNAG BepaTreiag

2€ TEPITITWON APPIBOAILV 1) EGV TA CUUTITWHATA ETTIHEVOUV, KOAEOTE yIATPO.

TMHMA 5: Métpa yia TNV KaTammoAéunon TG TTUpKayIdg

5.1. MupooBeoTikd péca

KartaAnAa péoa updoBeong . XpnaoipotroioTe péoa katdaBeang kKatdAAnAa yia Tnv TrepiBdAhouca Trupkayid. Appdg. =npr okovn.
Alogeidio Tou avBpaka. Wekaopog pe vepd. APPOG.
AkatdAANAo TTUPOCRBETTIKG pECO : Kavéva yvwoTd. Mn xpnoipoTrolgite peydhn por) vepou.

5.2. E1S1koi KivBuvol TTou TTpOKUTITOUV OT1TO TNV ougia | TO JEiypa
Kivduvog Trupkayiég 1 Mn-é@AexTo.

5.3. ZUOTAOEIG YIO TOUG TTUPOOREOCTEG

MéTpa yia TNV KaTaTToAuNOn TNG TTUPKAYIag 1 WUETE TOUG PUTTOOHEVOUG TTEPIEKTEG PE WEKAOUO VEPOU A VEPOUG WeKaoHOU. MNPOTEXETE TTAVTOTE KATA TN
SIAPKEIN KATAOBEONG MIOG XNMIKAG TTUPKAYIAG. ATToeUyeTe Tn Slaguyr Tou vepoU Tng TTUpOaREang oTo
ePIBAAAOV.

MpooTacia katé Tnv TUp6oBeon : Mnv ptraivete o€ TrEpIOXA TTUPKAYIAG XWPIG KATAAANAO TTPOCTATEUTIKG COTTAIONS, oupTIEpIAaBavopévng

TIPOCTACIAG YIa TNV AVATIVON).

TMHMA 6: MéTpa yia TNV avTIMETWITION TUXaiag éKAuong

6.1. NpoowTIKEG TTPOPUAAEEIG, TIPOOTATEUTIKOG EEOTTAIOOG Kal B1adIKOTieG EKTOKTNG AVAYKNG
[evika péTpa : AvaTpégTte oTo TUAMA 8 yia O,TI apopd GTNV TTPOCWTTIKY TTpoaTadia.
6.1.1. MNa TPOOWTTIKO N EKTAKTNG AVAYKNG

MéETpa €KTAKTNG aQvAYKNG : ATTOPOKPUVETE TO TIEPITTO TTPOCWTTIKO.
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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

6.1.2. MNa dropa TTou TTPOCPEPOUV TTPWTEG BondelEg

E¢omAiopdg TTpooTaaiag 1 EgomAioTe Toug TEXVIKOUG KaBapidTNTAg Ye KATAAANAN TTpooTacia.
MéTpa €kTOKTNG avAyKNng . E€aepwoTe TNV TTEPIOXN.

6.2. NepiBaAAovTiKEG TTPOQUAGEEIG

EpTrodioTe TNV €i0050 OTOUG ATTOXETEUTIKOUG aywyoug i oTo dnudaoio dikTuo vepou. Edv 1o uypd diagplyel oToug uttovououg i o€ JikTuo dnuéciwv UdATWYV TTPETTEI va
€1501T0INBOUV O APXEG.

6.3. MéBodo1 kail UAIKA yIo TTEPIOPICHO Kal KaBapiouo

MNa tTnv amodrikeuon 1 ZUAAEETE Ta AUpaTa o€ KATAAANAOUG ONUACPEVOUG TTEPIEKTEG KOI ATTOPPIWTE CUNPWVA PE TOUG KOTA
TOTTOUG KavoVIGUOUG.
MéBodol kabapiopol 1 ATToppo@naoTe TIG dIapPoEG PE KATTOI0 aTToppo@nTIKG UAIKS. KaBapioTe TIG HOAUGHEVES ETTIQAVEIEG UE

Kat@AANAo atroAupavTiké. MaléywTe Tn Xupévn TToooTnTa. ATroBNKEUETAI HOKPIG aTTO GAAT UAIKG.

6.4. MapatrouTri) o€ dAAA THAUATA
BAétre Tprpa 8. 'EAeyX0G €kpnéng / aToIKN TTpOoCTaCia.

TMHMA 7: Xeipiopo6g Kal amrofnkeuon

7.1. Npo@uAdgeig yia ao@ali XeEIpPIoHO

Mpo@uAdgelg yia acpaln XeipIoPo 1 ATro@eUyeTe £TTAPN PE TO O€ppa Kal Ta pdTia. PopdTe KaTGAANAa y€oa aTodIKAG TTpooTaaiag - Oeite TO
TuApa 8. MAUOveTe Ta xépia kal KAOE AAAN ekTeBeINEVN TTEPIOXA ME aTTAAS oaTroUvi Kal vePd TTPIV QPATE,
TIEITE A KaTTVioETE, KABWG Kal TTPIV PUYETE aTTO TNV £pyacia aag. E¢ao@alioTte kaAd eagpioyd oT0 XWPO
£PYOOIAG YIO VO ATTOTPATTIEI O GXNUATIOUOG ATHWV.

Métpa vyieivig . TAOveTe Ta XEPIa OXOAQOTIKG PETA TN Xpron. MAUvETE T poAuopéva evdUpaTa TTPIV TA
&avaypnoIYOTTOINOETE.

7.2. Tuvlnkeg ao@alolg QUAAENG, CUPTTEPIAGUBAVOUEVWY TUXOV aOUMBIBAOTWY KATAOTAGEWV

Texvika péTpa : ZUPHOPPWBOEITE PE TOUG IoXUOVTEG KAVOVIOUOUG.

Juvenkeg UAAENG 1 AtroBnkeUeTal o€ KaAd agpI{Opevo Xwpo. O TTEPIEKTNG SIOTNPEITAl EPUNTIKA KAEIOTOG.
Mn oupBatd uAik& 1 AvaTtpégre otnv evétnTa 10 yia Ta pn cupBartd uAIkd.

OepudTNTa KAI TTNYEG AVAPAEENG : KpatAoTe pakpid atré mnyEg ava@Aegng - ATrayopeUeTal TO KATTVIOUA.

7.3. EIdikn TeAIKA XpAon A XpRoEIg

MNa diayvwaoTIKA xpAon in vitro.

TMHMA 8: ‘EAeyxog TnG €KBeoNG/ATOUIKA TTIpOCTAC A

8.1. Mapdperpol eAéyxou
8.1.1 EOvikég oplakég TINEG eTTayyeAPATIKAG £€KBEONG KAl BIOAOYIKEG OPIOKEG TIMEG

Gentian Cystatin C Control Kit

EAAGSa - Opia ETrayyeApatikig ‘EkBeong

ToTmikr ovopagia Natpagidio

OEL TWA 0,3 mg/m?

OEL TWA [ppm] 0,1 ppm

OEL STEL 0,3 mg/m?

KOVOVIOTIKI) avapopd M.A. 90/1999 - MNpooTacia TNG uyeiag Twv EPYAJoPEVWY TTOU EKTIBEVTAI OE OPIOUEVOUG XNUIKOUG
TTapAyovTEG KATG T SIAPKEIQ TNG £PYOTIAG TOUG

8.1.2. TuvioTwpeveg dladikaaieg TrapakoAolbnong

Agv ut@pyouv emITTAéOV TTANPOPOPIES

8.1.3. ZxnuaridovTal oToIXEia PUTTAVONG TOU 0EPO
Agev ut@pyouv emITTAéOV TTANPOPOPIES
8.1.4. DNEL ka1 PNEC

Agv ut@pyouv emMITTAéOV TTANPOPOPIES

8.1.5. Meploxég eAéyxou

Agv ut@pyouv ITTAEOV TTANPOPOPIES
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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

8.2. 'EAeyxo1 ékBeong

8.2.1. KardAAnAol pnxavikoi éAeyxol

Aev uTt@pyouv eTITTA0V TTANPOPOpIEG

8.2.2. ATOIKOG TTPOCTATEUTIKOG ESOTTAICHOG
ATOpIKA TTpOCTOCIA:

AmroeUyeTe KABE TTEPITT €KBEON.

8.2.2.1. MpooTacia TWV HATIWY KAl TOU TTPOCWITOU
MNpooTacia o@BaApwWV:

MpooTareuTikd yuahid. STANDARD EN 166:2001
8.2.2.2. NpooTacia dépuatog

MpooTacia Tou dépuaTog:

Na @opdte KaTAAANAO pouxIoO 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 ISO 374-4:2019

8.2.2.3. MpooTacia TWV AVATIVEUCSTIKWY 00wV

MpooTaoia TWV AVATIVEUOTIKWY 03WV:
€ TIEPITITWON AVETTOPKOUG AEPITHOU, XPNOIUOTIOIEITE KATAAANAN avaTIVEUOTIKAGUTKEUR. PopdTe KatdAAnAn pdoka. TUTTog A - OpYavIKEG EVWOEIG PE UYNAS anpEio
Céocwg (>65 °C). Standard EN 143:2021.

8.2.2.4. OgppiKoi Kivduvol
Agv utT@pyOULV ETITTAEOV TTANPOPOPIES

8.2.3. Opi1oBéTnon kai rapakoAouBnon Tng epiBarAovroloyikng €kBeong o€ Kivduvo

AMAeg TAnpoopieg:
Mnv TpwrTE, TTiveTE A KaTTVICeTE KATG TN XPAON.

TMHMA 9: ®uoikég Kal XNHIKEG 1I810TNTEG

9.1. ZToIxeia yia TIg BaOIKEG PUOIKEG Kal XNMIKEG IB16TNTEG

Mopen ¢ Yypo
Xpwpua I AVOIXTO Ka@E.
Epgavion 1 ©OOoAS.
Oopn : Mn diaBéaipo
[Opio oopwv : Mn diaBéoipo
oanueio TAgNG / Trepioxn TENS : Mn diabéaipo
>nueio oTepeoTToinong : Mn diaBéaipo
Znueio Bpaouou : Mn diabéoipo
Eug@AexToTnTO 1 A@AexTo.
Opia KIvOUvVoU eKprgEwg : Mn diaBéoipo
XapnAdtepo épio €kpnéng : Mn diaBéaipo
YwnAoTepo 6plo €kpnéng . Mn diabéoiyo
2nueio ava@Aegng : Mn diaBéoipo
O¢eppokpaaia autavapAegng : Mn diaBéoipo
O¢eppokpaaia didoTTacng : Mn diabéoipo
pH : Mn diobéoipo
1IEWOEG, KIVEPATIKOG (1) : Mn diaBéoipo
AlgAuToTnTa : Mn diaBéoipo
ZUVTEAEOTAG KATAVONG O€ Peiypa n-okTavoAng/vepou (Log @ Mn diaBéoipo
Kow)
Mieon atpou : Mn diaBéoipo
Migon atpou o€ Bepuokpacia 50 °C : Mn diaBéoipo
MukvéTtnTa : Mn diaBéoipo
ZXETIKA TTUKVOTNTO : Mn diobéoiyo
ZIXETIKA TTUKVOTNTA OTPWV GToug 20 °C : Mn diaBéoipo
MéyeBog cwpaTidiwv 1 Aev ioxuel
Karavopn peyéBoug cwuamdiwv 1 Dev ioxoel
ZXANO CWHATIBIWY . Aev ioxUel
N\bGyog dI00TACEWY CWHATIdIWV 1 Aev ioxuel
4/8
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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

Kardotaon cuoowpdTwong Twv owpaTidiwv 1 Aev ioxUel
Kardotaon oUpTNgnG Twv owuamdiwv 1 Aev ioxUel
Eppadov e1dIkAG £MQAVEING CWHPATIBIWY 1 Aev ioxuel
Anpioupyia okévNG Twv CWHATIdIWY 1 Dev iox0el

9.2. AAAeg TAnpoopieg
9.2.1. MAnpo@opieg OXETIKA UE TIG KAAOEIG PUTIKOU KIVOUVOU

Aev uTtapyouv eTITTA0V TTANPOPOpIEG

9.2.2. AAa XAPAKTNPIOTIKA ao@aAgiog

Aev uTt@pyouv eTITTA0V TTANPOPOpPIEG

TMHMA 10: Z1aBgpOTNTA KOI AVTIOPACTIKOTNTA

10.1. AvTISpaoTIKOTNTA

Y16 KavovikéG GUVOAKEG XPriong, Kapia yvwaoTr) eTmkivouvn avTidpaaon.
10.2. XnuikA oTaBepoéTnTa

2100€pd UTTO KAVOVIKEG TUVBNKEG XPAONG.

10.3. MBavoTNTA EMIKIVOUVWY avTIBpdoewy

Y16 KavovikéG GUVORKEG XPriong, Kapia yvwaoTr eTmikivouvn avTidpaaon.
10.4. ZuvBnKeg TTPOG ATTOPUYAV

Apeco NAIakS ewg. AKpwG UPNAEG i AKPpwG XaUNAEG BepUOKPATiEG.
10.5. Mn oupBard uAika

loxupd ogéa. loxupég Bdaaoeig. loxupd ogeIdwTIKA.

10.6. Emikivduva TpoidvTa amoouvleong

Mrropei va atreAeuBepwoel TogikG aépia. Movogeidio Tou dvBpaka. Alogeidio Tou dvBpaka.

TMHMA 11: To§ikoAoyikég TTAnpo@opisg

11.1. MAnpo@opieg yia Tig TAgEI§ KIVEUVou, 6TTwg opifovTal oTov Kavoviouo (EK) api8. 1272/2008

O¢eia TogIKOTNTA (TG GTOPATOG) 1 Mn 1agivopnpévog (Baaoel Twv diabéoipwy dedopévwy, Ta KPITApIa Tagivéunong dev TTAnpouvTal)
O¢eia TogIKOTNTA (dEPUATIKN) 1 Mn 1a€ivopnpévog (Baaoel Twv diabéoipwy dedopévwy, Ta KpITApIa Tagivéunong dev TTAnpouvTal)
O¢eia TogIk6TNTO (QvVaTTVON) : Mn 1agivounpévog (Bdoel Twv diaBéaipwy dedopévwy, Ta KpIThpia Tagivéunong dev TAnpouvTai)

a18avoAn- aiBuAikf aAkoOAn (64-17-5)

LD50 aT1ré Tou 0TOUATOG OE apoupaioug 6200 mg/kg (IUCLID)

LC50 Eiomivor - ETripug (Athor) 124,7 mg/l/4h (IUCLID)

AZIAIO TOY NATPIOY (26628-22-8)

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

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

LD50 a1ré Tou 0TéPATOG OE apoupaioug 4500 mg/kg OECD Test-Guide 401
AldBpwon kai epeBITPAS TOu BEPUATOG : Mn 1agivounuévog
Mepaitépw TTANPOPOpPIEg : Bdoel Twv diabéoipwy dedopévwy, Ta KPITAPIA Tagivopnong dev TTAnpoUvTal
>oBapn ¢nuia/epeBIoPEG TWV PaTILV : Mn 1agivopnuévog
Mepaitépw TTANPOPOpPIEg 1 Bdoel Twv diaBéoipwy dedopévwy, Ta KpITAPIA Tagivopnong 8ev TTAnpoulvTal
EuaigBnroTtroinon Tou avatrveuaTikoU ) euaiobnTtotroinan : Mn 1agivounuévog
TOU dépuaTog
Mepaitépw TTANPoPopieg : Bdoel Twv SiaBéoipwy dedopévwy, Ta KPITAPIA Tagivounong 8ev TTAnpoulvTal
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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

MeTtaAagyévean BAAOTIKWVY KUTTEPWY : Mn 1agivopnuévog
Mepaitépw TTANPOPOpPIEg 1 Bdoel Twv diaBéoipwy dedopévwy, Ta KPITAPIA Tagivopnong 8ev TTAnpoulvTal
Kapkivoyéveon : Mn 1agivounpévog
Mepaitépw TTANpoPopieg : Bdoel Twv diaBéoipwy dedopévwy, Ta KPITAPIA Tagivopnong dev TAnpouvTal
To&IkOTNTA yIa TNV AvVaATTAPAY WY : Mn 1agivopnpévog
Mepaitépw TTANPOPOpPIES : Bdoel Twv diaBéoipwv dedopévwy, Ta KPITAPIA Tagivounong dev TTAnpolvTal

Eidikn TogIkéTNTO OTa 6pyava-o1oxoug (STOT) — epdmmal @ Mn Tagivopnuévog

£kBeon

Mepaitépw TTANPOPOpPIES : Bdoel Twv diaBéoipwy dedopévwy, Ta KPITAPIA Tagivounaong dev TTANpolvTal
Eidikn TogikéTNTO OTa 6pyava-oT1éxous (STOT) — ;' Mn 1agivopnuévog

emmavelAnuuévn ékBeon

Mepaitépw TTANPOPOpPIEG : Bdoel Twv diaBéoipwv dedopévwy, Ta KPITAPIA Tagivounong dev TTAnpoUvTal

AZIAIO TOY NATPIOY (26628-22-8)

Eidikn TogIkéTNTa OTa 6pyava-oTtdxoug (STOT) — MTropei va pokaAéael BAGBeg oTa 6pyava UoTepa aTTé TTapaTeTapévn i eTavelAnupévn €kBean.
emmavelAnupévn ékBeon

TogikéTNTa avappdenong : Mn Tagivounpévog

Mepaitépw TTANPoPopieg 1 Bdoel Twv SiaBéoipwy dedopévwy, Ta KPITAPIA Tagivounong 8ev TTAnpouvTal
11.2. MAnpo@opieg yia dAAoug TUTTOUG ETTIKIVOUVOTNTAG

11.2.1. I1816TNTEG EVOOKPIVIKAG SiaTapaxng

AuCEVEIG ETTITITWOEIG TNV UYEIQ TTOU TTPOKAAOUVTaI aTTd : To piypa dev Tepi€xel ouaia(eg) Trou TTepIAapBaveTal oTov KATAAOYOo TToU KOTaPTICETAI GUPPWVA PE TO

1816TNTEG EVOOKPIVIKAG BIaTapaxng apBpo 59 apdaypagog 1 Tou kavoviopoU REACH yia Tig 1816TNTeg evOOKPIVIKAG diaTapaynig r dev
avayvwpigeTal 0TI £XEl 1816TNTEG EVOOKPIVIKAG SIaTapaxng cUNPWVa PE Ta KPITAPIO TTOU OpifovTal oToV
Kat' e§ouaioddtnon Kavoviopoé tng Emrpotig (EE) 2017/2100 1 Tov Kavoviopé tng Emitpotiig (EE)
2018/605

11.2.2 AAAeg TAnpo@opieg

MBavég BAaBepég emOPATEIG OTOV AvBPWTTO Kal TTIBavd : Bdoel Twv diaBéoipwy dedopévwy, Ta KPITAPIA TagIivounong dev TTAnpolvTal
CUUTITWHOTO

TMHMA 12: OikoAoyikég TTAnpo@opieg

12.1. To§ikéTnTO

Emikiviuvo yia o uddrivo mepiBaAiov, BpaxuTrpdBecpog : Mn tagivounuévog (Baoel Twv dioBéoipwy dedopévwy, Ta KpITApla Tagivounong dev TTAnpouvTal)
(080g)

Emikivduvo yia 1o uddtivo epIBaAAoV, HaKpOTTPOBECUOG : Mn 1agivounpévog (Bdoel Twv diaBéaipwy dedopévwy, Ta KpIThpia Tagivéunaong dev TTAnpouvTai)
(xpoviog)

a18avoAn- a1BuAik) 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 - AAo1 udpoBiol opyavigpol [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 (Apepikavikn 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)
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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

12.2. AVBEKTIKOTNTA KAl IKAVOTNTA OTTOd6HNoNg

Gentian Cystatin C Control Kit

AvOEeKTIKOTNTA KAl IKAVOTNTA ATTOdOUNCONG | Agv €xel kaBopIOTEI.

a18avoAn- alBuAiki aAkooAn (64-17-5)

Bioatrodéunon | 94 %

12.3. AuvaTtoTnTa BIOCUCCWPEUCNG

Gentian Cystatin C Control Kit

AuvatéTnTta BIOoUCOWPEUONG | Aev éxel KaBoPIOTE.

AZIAIO TOY NATPIOY (26628-22-8)

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

12.4. KivnTIKOTNTA OTO £€50pOG

Gentian Cystatin C Control Kit

Oikohoyia - £€dagpog Aev utt@pyouv diabéaipa oTolxeia.

12.5. AtmroteAéopara Tng agioAéynong ABT kai aAaB

Gentian Cystatin C Control Kit

AuTh n ouoia/piypa dev Tnpei Ta kpiTApia ABT Tou kavoviouoU REACH, Mapdptnua Xl

AuTh n oucio/piypa dev Tnpei Ta KPITHPIa aAaB Tou kavoviopou REACH, Mapdptnua Xl

12.6. 1516TNTEG EVOOKPIVIKAG dlaTapayxng

Auopeveig emmTWoelg aTo TePIBAAAOV TTou TTpokaAoUvTal  : Bdoel Twv diaBéoipwy dedopévwy, Ta KPITAPIA Tagivopnong dev TTAnpouvTal
atro 1516TNTEG EVOOKPIVIKAG SIATAPAXAG

12.7. ANAEG apVNTIKEG ETTITITWOEIG

AMEG apvNTIKEG ETTITITWOEIG : Kavéva yvworo.
Mepaitépw TANPOPOpPIEg : Na ammogeuyetal n ameAeuBépwan oTo TePIBGAAOV.

TMHMA 13: Z1oixeia oXeTIKA HE TN S1d00n

13.1. Mé€6odo1 Siaxeipiong amoBARTWYV

MéBodol diaxeipiong aTmoBARTWY 1 ATTOppIYn Tou TTEpIEXOPEVOU/DOXEIOU CUPPWVA PE TIG 0BNYieG DIGAOYNG TOU EYKEKPIUEVOU POPET
ouAoynG.

ZUOTACEIG OXETIKG PE TNV OTTOPPIYN : Na ammogeuyetal n ameAeuBépwan aTto epIBAAAov. KataoTpéwTe e ag@aAr TPOTTO CUUPWVO PE TOUG

TIPOIOVTWV/CUCKEUATIWV ToTTIKOUG/ €BVIKOUG KAVOVITHOUG.

Mepaitépw TTANPOPOpPIEg 1 O mapeydpevog kwdikdg LoQ eival kaBodnynTikag Kal apTdTal aTrd TO TTWG SIaPopPUIVOVTal T
ammépAnTa. O XpAoTng TTPETTEI va agIoAOYROEl TNV ETTIAOYT TOU CWOTOU KwAIKOU.

Oikohoyia - amépAnTa : Na ammogeUyeTal n ameAeubépwon oTo TTEPIBAAAOV.

Kwdikég EupwTraikol KataAdyou AtroBAntwy (EKA) ;18 01 03* - améBANTa TWV OTToIWV N CUANOYR Kal DIGBE0N UTTOKEIVTAI O€ EIBIKEG ATTAITACEIG OE OXEDTN HE

TNV TPOANYN poAuvong
18 01 06™ - xnUIKEG ouaieg TTou aTroTeEAOUVTAI OTTO 1) TIEPIEXOUV ETTIKIVOUVEG OUTTEG

TMHMA 14: NMAnpo@opieg OXETIKA HE TN HETAPOPA

S0p@wVa ue ADR / IMDG / IATA / ADN / RID /
ADR | IMDG | IATA |ADN | RID

14.1. Ap1Bu6g OHE 1 apiBuog TautéTnTag

Aev 10x0€l | Agv 10Ul | Agv 10Ul | Agv 10xUEl | Agv 10xUEl

14.2. Oikeia ovopagia ammootoAg OHE

Aev 10XVl Agv 10XVl Agv 10XVl Aev 1oxUEl Aev 1oxUEl
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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

14.3. Tagn/-e1g KIvBUvou KaTA TN PETAPOPG

Agv 10XUEl | Aegv 10xUEl | Agv 10x0El | Agv 10x0El | Agv 10xUEl

14.4. Ouada ouokevaaiag

Agv 10XVl | Agv 10XVl | Agv 10Ul | Agv 10Ul | Agv 10Ul

14.5. NMepiBalAovTikoi Kiviuvol

Aev 10XVl | Aev 10xUEl | Aev 10X0El | Agv 10x0El | Agv 10xUEl

Aev uttapyouv eTiTTAéov dlaBEoIuEG TTANpPOPOpPiEg

14.6. E1d1kég TTpO@UAGEEIG Yia TOV XPROTN

ETiyeia peragopd

Agv 1oxU€l

HeTOPOPda pEow Baldoong
Aev 10xUEl

Evaépia peragopd

Aev 1oxU€l

Motdpia peTagopd

Agv 1oxU€l

Z183npodpouIKn HETAPOPA
Agv 1oxU€l

14.7. OaAdoo1Eg HETAPOPEG XUBNV CUNPWVA PE TIG TIPpagelg Tou IMO

Agv 1oxU€l

TMHMA 15: Z1oixeia VOUOBETIKOU XapaKTApa

15.1. Kavoviouoi/lvopoBeaia oXeTIKA ME TNV ACQAAEIQ, TNV UyEia Kal To TTEPIBAAAOV yia ThV oudid 1| TO peiypa

15.1.1. kavoviopoi EE

Agv TTEPIEXEI OUTTO TTOU UTTOKEITAI OE TTEPIOPIOHOUG GUNPWVA pe To TTapdpTtnua XVII tou REACH

Aev Trepiéyel kayia ouaia TTou va cupTrepiAauBavetal otn AioTa utrown@iwy ouciwv REACH

Aev Trepiéxel kayia ouaia TTou va oupTrepiAauBavetal otn Aiota Tou MapaptApatog X1V Tou REACH

Aev Trepiéxel kapia ouaia TTou uTrékeiTal otov KANONIZMO (EE) Ap. 649/2012 TOY EYPQMAIKOY KOINOBOYAIOY KAI TOY YMBOYAIOY a6 Tig 4 louhiou 2012

OXETIKA PJE TNV EEQYWYN KAl EI0OYWYT ETTIKIVOUVWY XNUIKWY OUCIWV.
Aev TrepIEyel kayia ouaieg TTou utTokeIvTal aTov Kavovioud (EE) Ap. 2019/1021 Tou EupwTraikod KoivoouAiou kai Tou ZupouAiou Tng 20r¢ louviou 2019 yia Toug

£€UMOVOUG OpyavIKoug pUTTOUG
15.1.2. EBvikég Siarageig

Agv ut@pyouv emITTAéOV TTANPOPOPIES

15.2. A§loAdynon XnMIKAG ao@dAsiag

Agv €xel TTpAYPOTOTTOINGET KEVEVAG UTTOAOYIOUOG XNUIKAG Ao@AAEIag

TMHMA 16: AAAeg TTAnpo@oOpiEg

Mnyég dedouéviv : KANONIZMOX (EK) api. 1272/2008 TOY EYPQIMAIKOY KOINOBOYAIOY KAI TOY ZYMBOYAIOY tn¢ 16ng AckepBpiou
2008 yia Tnv Tagivounaon, TNV €MOAUYAVON KAl TN CUOKEUACIA TWV OUCIWY KOl TWV PEIYUATWY, TNV TPOTTOTTOINGN Kal TV
kaTdpynon Twv odnyiwv 67/548/EOK kai 1999/45/EK kai Tnv TpoTroTroinon Tou kavoviopou (EK) apiB. 1907/2006.

AMEG TTANpoPOpiEg . Kavévag/Kapia/Kavéva.

UTEG 01 TTANPOQOpiES BaaifovTal OTIG TPEXOUTES YVWOEIG POG KAl TIPOOPICovVTal yia va TTEPIYPAWOUV TO TTPOIOV aTTOKAEIOTIKA yia AGyoug uyeiag, ac@aAegiag Kai
TTEPIBAANOVTIKWV ATTAITACEWY. ZUVETTWG, dEV Ba TTPETTEI va BewpnBei 0TI yyudTal OTTOINdATIOTE CUYKEKPIPEVN 1010TNTA TOU TTPOIOVTOG.
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