GO BIOMEDICA

DIAGNOSTICS

AEATIO AEAOMENQN AZPAAEIAZ

ENOTHTA 1: Tautotroinon ouciag/peiyparog Kai eTaipeiag/emixeipnong

1.1. AvayvwpIoTIKOG KWSIKOG TTpoiovTog

Eptropiki ovopacia i
TMEPIYPAPH TOU MEIYHOATOG
ApIOuOG KaTaxwpiong
ZuvWVUHa

Kwdik6g TrpoidvTog
Hpepounvia ékdoong
Ap1Bp6g €kdoong
Hpepounvia avabewpnong
AvVTIKaBIOTA TO £yypa@oO UE
nuepounvia

1.2. Zuvageig TPOoodIoPICUEVEG XPOEIG TNG OUCIAG ] TOU MEIYHOTOG KAl AVTEVOEIKVUOLEVEG XPOEIG

Mpoodiopiouéveg XPNOEIG

ACTICHROME® Heparin LMWH Calibrator, ACTICHROME® Heparin UFH Calibrator,
ACTICHROME?® Heparin LMWH Control, ACTICHROME® Heparin UFH Control

Kavéva.

832CALLMWH, 832CALUFH, 832CONLMWH, 832CONUFH
15 ZemTéuBpiog 2022

01

07 louAiou 2022

Kavéva.

O1 BaBuovounTtég TpoopifovTal yia Tn dnuIoupyia KAUTTUAWY BabBuovounong yia TiG SOKIPATie

METPNONG TNG dPACTIKOTNTAG TNG NTTAPIVNG 0TO avBpwTTivo TTAGoUa. Ta UAIKG eAéyxou
TTpoopifovTal yia TV TTapakoAoUBnaon Tng arédoong Twv SOKIYACIWY PETPNONG TNG

OpaaTIKOTNTAG TNG NTTAPIVNG.

AvTeVOEIKVUOUEVEG XPOEIG XPNOIYOTTOINOTE CUUPWVA UE TIG CUCTACEIG TOU TTPOUNBEUTH.

1.3. Zroixeia Tou TTpounBeuTH TOU SeATiou Hedopévwv ao@aleiog

Kevtpikd ypageia etaipeioag BioMedica Diagnostics Inc.

Y1re0Buvog emmiKoIvwviag

1.4. Ap1Bu6g TNAEPwWVoU
€KTOKTNG AVAYKNG

Ap1O8pég ocupupaong

94 Wentworth Road, PO Box 1030
Windsor, Nova Scotia KANAAAZ BON 2T0
Etaipiké TnAé@wvo: 1-902-798-5105
Etaipiké @ag: 1-902-798-1025

Email: info@biomedicadiagnostics.com
lotéToTrOG: Www.biomedicadiagnostics.com

HIMA, Kavaddg, MouépTo Piko kai Mapbéveg Nrjoor 1-800-255-3924
Aigbvig +1-813-248-0585

AuoTpoAia 1-300-954-583

BpadiAia 0-800-591-6042

Kiva 400-120-0751

Ivdia 000-800-100-4086

Me€ik6é 01-800-099-0731

MIS9591327

ENOTHTA 2: NMpoodiopiopog mIKIVOUVOTNTAG

2.1. Ta§ivounon Tng oudiag ) Tou peiyparTog
To peiypa éxer agloAoynBei fi/kar eAeyxBei WG TTPOG TOUG PUOIKOUG KIVOUVOUG, TOUG KIVOUVOUG IO TNV UYEIX Kal TOug KIvOUVOoUg
yia 1o ePIBAAAOV Kai IoXUEl N akdAoubn Tagivéunon.

Ta§ivopnon cupyewva pe Tnv O3nyia 67/548/EOK i 1999/45/EK 61Twg TpoTroTroinénke

Ta§ivopnon

Xn,R22, R32

To TTANPEG KeiPeVo yia OAeg TIG dnAwaoelg R TTapouacidletal atny evétnTa 16.

Tagivopnon cupewva pe Tov Kavovioué (EK) api8. 1272/2008, 6Twg Tpotrotroindnke

To peiypa autd dgv TTANPOI Ta KpITApIa Tagivounong cupewva pe Tov Kavovioud (EK) 1272/2008, 6TTwg TPOTTOTTOINONKE.

ZUvowyn £MIKIVOUVOTNTAG
Quoikoi Kivduvol

Kivduvol yia Tnv uyeia

Kivduvol yia To
mwepiIBaAAov

E181koi Kivduvol

Kipia cuptmrtwpara

Aev €xel TagivounBei wg TTPOG TOUG YUOIKOUG KIVOUVOUG.

EmpBAaBég oe epimTwon katdmoong. Katd tnv emagr] pe o&éa, eAcuBepwvovTal TToAU

TOgIK& agpia.
Aev €xel TagivounBei wg TTPOG TOUG KIVOUVOUG YIa TO TTEPIBAAAOV.

ATTOQUYETE TNV ETTAQI PE TO BEPUA KAl TA PATIA. MV KATATTIVETE A EIGTTVEETE TO TTPOIOV.

H kartdmoon ptropei va Trpokaiéael epeBiopd kal ducgopia.

BaBpovounTng nmmapivng/YAIKO eA€yxou nrrapivng
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2.2. IToixeia emoAuavong

Emionuavon cupewva pe Tov Kavovioué (EK) apif. 1272/2008, 6Twg Tpotrotroindnke
Eikovoypdupara kKivoovou  Kavéva.

MpogidotroInTikA Aégn Kavéva.

AnAwozig emikivduvoTnTag  Kavéva.

AnAwoeig Tpo@uAGgewv
MpoAnyn Kavéva.
AvTtamrokpion Kavéva.
®uAagn Kavéva.
Atoppiyn Kavéva.
ZUPTTANPWHOTIKEG EUH032 — X¢ emragn pe oéa eAeuBepwvovTal TToAU ToSIKda agpia.
TAnpoPopiEg ETIOCANAVONG
2.3. AAAoi kivduvol Aev xapakTnpifetal wg ouaia 1y peiypa ABT r} AAAB.

ENOTHTA 3: Z0vBeon/TrTAnpo@opieg yia TO CUCTATIKA

3.2. Meiypara
Fevikég TTAnpoOOpiEg

XnuIKA ovopacia % Api16. CAS / Api6. Api6. kaTtaxwpiong Api16. INUEIWOEIG

EK REACH EYPETHPIOY
AvBpwTTivo TTAdoua >99,9 Al Al Al
ACidl0 Tou varpiou >0,1 26628-22-8 - 11-004-00-7 #
247-852-1
Tagivépnon: DSD: T+,R28, R32, N,R50/53

CLP: O¢eia Tog. 2,H300, Oteia Tog. 1,H310, Oteia yia
Y&pobBioug 1,H400, Xpdvia yia YopoRioug 1,H410

KatdAoyog OUVTUAROEWYV Kol CUMBOAWY TTOU EVOEXETAI VA XPNOIUOTTOIOUVTAI TTAPATTAVW
#: MNa Tn ouykekpiyévn ouaia, kaBopifovTal KOIVOTIKA Opla €KBECNG GTOV XWPEO EPYATiag.
DSD: Odnyia 67/548/EOK.
CLP: Kavoviopdg apiB. 1272/2008.
ZxOAla yia T ouvleon ‘OAeG 01 GUYKEVTPWOEIG AVAPEPOVTAl O TTOCOOTO £TTi TOIG €KATO KATA BAPOG, EKTOG €AV TO
ouoTaTIKO gival aépio. OI CUYKEVTPWOEIG AEPIOU avaPEPOVTal OE TTOCOOTO ETTI TOIG EKATO
KAt Oyko. To TTAAPEG Keipevo yia OAeg Tig dnAwoeig R kai H rapouoidletal oto Tuua 16.

ENOTHTA 4: Métpa mpwTwyV Bonésiwv

Cevikég TTAnpoOpieg Aloc@aAioTE OTI TO 1ATPIKO TTPOCWTTIKG YVWPICEl TA EUTTAEKOPEVA UAIKA Kail £XEI NGBl
TTPOQUAGEEIG OTOUIKAG TTPOCTAGIOG.

4.1. Meprypa@n HETPWYV TTPWTWYV Bonbeiwv

Eiomrvon MeTagépete o€ KaBapd aépa. KaAéoTe Evav yiatpd edv Ta CUPTITWHOTA ETTIOEIVWOOUV 1)
ETTIUEVOUV.
Emagn pe 1o déppa Y& TTEPITITWON ETTAPAG PE TO OEPUA, EETTAUVETE PE APOOVO vEPS, APAIPWVTAG TAUTOXPOVA

Ta HOAUCHEVA poUxa. Ze TTEPITITWAON AVATITUENG £peBICUOU N €TTiOVOU £pEBIoOU,
€TMOKEPOEITE yIaTPO.

Emagn pe Ta pdria 2& EPITITWON ETAPAG PE TA YATIA, EETTAUVETE AUECWG TA PATIA PE TTOCIHO VEPO YIa
TOUAdIOTOV 15 AETTTA, KPATWVTAG Ta BAEPAPA AVOIKTA. EAv UTTAPXOUV QOKOI ETTAQNG,
APAIPEDTE TOUG. € TTEPITITWON ETTIHOVOU £PEBICHOU, ETTIOKEPOEITE yIaTPO.

Kardtroon >& EPITITWON KOTATTOONG UAIKOU, ETTIKOIVWVAOTE APECWGS PE 10TPO 1) KEVTPO EAEYXOU
onAnTnpidoswy.
4.2. InUavTiKOTEPQA H kartdtroon utropei va TrpokaAéael epeBioud kai duogopia.

CUUTITWMOATO KOl
emdpdoeig, ofeieg

METAYEVEOTEPEG
4.3. 'Evdeign otrolaodnroTe MapéXeTe YEVIKA UTTOOTNPIKTIKG PETPA Kl XopnyHoTe BepaTreia avdAoya ye Ta
ATTAITOUMEVNG GUEONG CUNTITWHATA.

10TPIKAG PPOVTISAG Kal
€181KAg BeparTreiag

BaBpovounTng nmmapivng/YAIKO eA€yxou nrrapivng
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ENOTHTA 5: Métpa yia TNV KATATTOAEUNON TNG TTUPKAYIAG

[evikoi kivduvol To 1poidv dev gival eUPAEKTO.
TTUPKaYIGG
5.1. NMupooBeoTikd péoa XpnoigoTroinoTe oUoTNPA KATAOREONG PE WEKAOUO veEPOU, BIoEEidIo Tou AvBpaKa,

5.2,

5.3.

KatdAAnAa TTupooBeoTiKG  §npr) XNUIKN ouadia fj GAAo UAIKG KaTGAANAO yia Tnv TTepIBaAAouca TTupKayid.
Méoa

AxkatdaAAnAa Kavéva yvwoTo.

TTUPOORECTIKA HECT

E18ikoi Kivduvol Trou To agidlo Tou vaTpiou YTTOPEI VO OXNUOTIOEI EKPNKTIKEG EVWOEIG O JETAAAIKOUG OWARVEG
TPOKUTITOUV aTTO TV arroxéteuong. Otav atmopPITITETE dIAAUPATA HECW TWV USPAUAIKWV EYKOTOOTATEWY,
oucia 1 To peiypa EeTAéveTe pe apBovo vepod.

ZUOTAOEIG YIO TOUG 2& TTEPITITWON TTUPKAYIAG, ATTaITEITAl N XPAON auTAGVOUNG AVATTIVEUOTIKAG CUCKEUNS KOl
TMUPOORECTEG TTAAPOUG TTPOCTOTEUTIKAG EVOUUATIAg.

Ei131k6G TTpOCTATEUTIKOG
€£OTTAIONOG YIa TOUG

TMUPOORECTEG
Ei1d1kég Siadikaoigg E@appodete TIg ouvhBelg diadikaoieg TTupdoeong Kal AapBAaveTe uttTown Toug KIvoUvoug
mupooReong TTOU £YKUPOVOUV Ta AAAD EPTTAEKOMEVA UAIKG.

ENOTHTA 6: Métpa yia TV aQVTIHETWITION TUXaiag éKAuong

6.1.

6.2.

6.3.

6.4.

MpoowTrikég TTPOPUAAEEIG, TTPOCTATEUTIKOG ESOTTAICUOG Kal S1081KACIEG EKTOKTNG AVAYKNG

Mo TpoowITIKG un KpatAoTe HAKPIG TO TTEPITTO TTPOCWTTIKG. Mnv ayyileTe TTEPIEKTEG TTOU PEPOUV POOPEG 1
€KTOKTNG AVAYKNG UAIKO TToU €€l B1appeloel EKTOG EAV QOPATE KATAAANAG TTPOOTATEUTIKG EVOUNATA.

MNa dropa Trou XpNOIYOTTOIEITE TA HEGA ATOUIKAG TTPOCTACIAG TTOU CUVIOTWVTAI OTO TURua 8 Tou AAA.
TTPOCPEPOUV TTPWTEG

BonBeieg

MepiBaAlovTikég Aev TTPETTEI VO EI0EPXETAI OE OTTOXETEUOEIG, UTTOVOHOUG i} uddTIVa pedpaTa. Auto To peiyda
mwPOoPUAdselg TTEPIEXEI MIA PIKPA TTOCOTNTA adIdiou TOU VOTPIOU TTOU PTTOPET va avTIOPAaEl JE TOV XOAKO,

TOV HOAUBOO, TOV OPEIXAAKO A TOV KAOTITEPO TWV UBPAUAIKWVY GUOTNHATWY KAl VO
oxnuaTtioel duvnTiKE eKPNKTIKA adidia uETAAAWY. AKOAOUBROTE TIG KAOTAAANAEG BladIKaaieg

amoppIPng.
M£Bodo1 kal UAIKA yia Atroppo@nraTe Tn diappon Je BEPUIKOUAITN A dAAO adpavég UAIKG. ATToppiyTe Ta attoRANTA
TTEPIOPICUO Kal oUP@WVa e OAOUG TOUG I0XUOVTEG OJOCTTOVOIOKOUG, KPATIKOUG, TOTTIKOUG KAl
Kafapiouo TTEPIPEPEIOKOUG TTEPIBAAAOVTIKOUG KaVOVIOHOUG TTou avagépovtal oto TufRua 13.
Mapatroutrn 0 AAAQ MNa ta yéoa atopikng TTpooTaagiag, BA. TuAua 8 Tou AAA. Tia Tnv amdppiyn atmoBARTWY,
THAMATA BA. TuRua 13 Tou AAA.

ENOTHTA 7: Xeipiopog kai atrofnikeuon

71.

7.2,

7.3.

MNpo@uAdgeig yia ac@alf]  ATTOQUYETE TNV €TTAPT| UE TO SEpUa Kal Ta UATIA. [TAUVETE OXOAAOTIKA PETA TOV XEIPIOUO.

XEIPICUO >€ TTEPITITWON AVETTOPKOUG AEPIOHUOU, POPEDTE KATAAANAO €EOTTAICUO AVATIVEUGTIKAG

TTPOCTOCIOG. ATTAITEITAI TIPOCGOXN KATA TOV XEIPIOUO KAl TO AVOIYUO TOU TTEPIEKTN.
ZuvOnKeg yia TRV duAdoaoete o Bepuokpaaia 2—8 °C (35-46 °F). duldooeTe o€ epuNTIKA KAEIGPEVO
aoc@aln @UAagn, TTEPIEKTN, HOKPIG OTTO acUpBaTa UAIKA.

oupuTrePIAauBaAvouEVWV
TUXOV acupBiBacTwy
KOTAOTACEWV

Ei1dikA TeAIKA Xpron A MoikiAeg.
Xpfioeig

ENOTHTA 8: 'EAeyxog TnG £ék0eong/aTouIKA TTpooTACia

8.1. NapdpeTpol eAéyxou

Oplakég TIMEG ETTAYYEAHATIKAG £KBEONG

HB. EH40 Opia £ék@song oTov Xwpo epyaciog (WEL)

ZUOTATIKA Totrog Tiyn
ACidlo Tou varpiou STEL 0,3 mg/m3
(CAS 26628-22-8) TWA 0,1 mg/m3

EE. EvdeiKkTIKéG TIEG Opiwv €kOeong oTig OBnyieg 91/322/EOK, 2000/39/EK, 2006/15/EK, 2009/161/EE

ZuoTaTIKA TUtOg Tiun
ACidl0 Tou varpiou STEL 0,3 mg/m3
(CAS 26628-22-8) TWA 0,1 mg/m3
BaBpovounTng nmmapivng/YAIKO eA€yxou nrrapivng AAA EL
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BioAoyIKEG OPIAKEG TIMEG Agv €xouv emonuavOei oplakég TINEG BIOAOYIKNAG €kBEONG yIa £va ) TTEPICTOTEPO

OUGCTATIKA.
ZUVIOTWHEVEG Bl1adIKaTieg AkolouBgiTe TIg TUTTIKEG BIadIKaaieg TTapakoAoubnang.
TTapakoAoudnong
Napdywyo emiTredo Xwpig Mn &1a6éaoipo.
emmTwoelg (DNEL)
MpoBAetropeveg Mn &1a6éaipo.
OUYKEVTPWOEIG XWPig
emimTwoelg (PNEC)
KateuBuvTipieg ypaupég
€kBeong
HB EH40 WEL: XapakTnpioMog yia To dépua

AZidio Tou vaTpiou (CAS 26628-22-8) Mrtropei va atroppo@nBei péow Tou dEPPATOG.
8.2. 'EAeyxo1 €kBeong
KaTtdAAnAol pnxavikoi MapéxeTe eTapkr) agpiopd. TnpeiTe TIG OpIaKES TINEG ETTAYYEAMATIKAG €KBEONG KAl
€Aeyxol €AAXIOTOTTOIEITE TOV KiVOUVO EIOTTVONG aTHWYV. [NapéxeTe eUKoAn TTpdoRaon o€ TTapoxr)

vepou Kal 0€ eyKaTaoTdoelg 61Tou gival duvartr| n TTAUCH TWV JOTIWV.

MéTpa ATOMIKAG TIPOOTACIAG, OTTWG ATOMIKOG TTPOCTATEUTIKOG £§OTTAICOG

Cevikég TTAnpoO@OpiEg O aTOMIKOG TTPOOTATEUTIKOG EEOTTAIONOG B TTPETTEN va ETTIAEYETAI CUPPIVA PE TA TTPOTUTTA
CEN ka1 kato1TIV 0UCATNONG ME TOV TTPOUNBEUTHA TOU ATOMIKOU TTPOOTATEUTIKOU £EOTTAICUOU.
MpooTacia Twv Na QopAaTe EYKEKPIUEVA TTIPOCTATEUTIKA YUOAIC.

MOTIWV/TOU TTPOCWTTOU
MpooTacia Tou dépuarog
- NpooTacia Twv Xepiwv Na @opdTte katdAAnAa yavTia avBeKTIKA OTIG XNUIKEG OUTIEG.

-AAAo Na @opdTe epyaoTnpIokr) TTodIA 1 GAAO TTPOCTATEUTIKG evOUPATA. AQAIPECTE OPECWG TA
HoAuopéva pouxa.

MpooTacia Twv Y16 Kavovikég ouvOrkeg, ouvABwG Bev OTTAITEITAI AVATTVEUCTIKA ) OUCKEUN.

AVOTIVEUOTIKWY 03 WV

O¢gppiKoi Kivduvol dopdre KAaTGAANAO BEPUIKO TTPOCTATEUTIKO POUXICHO, OTAV ATTAITEITAI.
METPO UYIEIVAG XeIpIoTeiTE CUPPWVA HE TIG OPBEG TTPAKTIKES BIOUNXAVIKAG UYIEIVIG KAl A0QAAEING.
"EAgyxol TrepIBAANOVTIKNAS EvnuepwveTte TO apuodIo SIEUBUVTIKS 1) ETTOTITIKO TTPOCWTTIKO Yia OAES TIG TTEPIBAAANOVTIKEG
£kBeong €KAUCEIG.

ENOTHTA 9: ®uoikég Kal XNMIKEG 1810TNTEG

9.1. Z1oIXeia yIa TIG BACIKEG PUOIKEG KAl XNHIKEG IB1IOTNTEG

Oyn Alquy£g, WYPOKITPIVO UyPo.
®uoikn KatdoTaon Yypo.
Mopen Yypo.

Xpwua Kitpivo.
Oopn Aocpo.
Katw@Aio oouig Mn diabéoipo.
pH Mn diabéaipo.
Znueio TAENG/Znueio TTAENG Mn diabéaipo.
ApXIk6 onpueio Bpacuou Kai Mn diaBéaipo.
mePIOXA Bpacol
Znpeio avda@Aegng Mn diaBéaipo.
TaxoTnra e§arpiong Mn diaBéaipo.
Ava@Ae§IpoTNTA Mn diabéaipo.

(oTepPED, aéPIO)
Avwrepn/xapnAoTepn ava@Ae§iuéTnTA 1] 6pIA EKPNKTIKOTNTAG

‘Opio ava@Ae§ipoTNTOG — Mn diabéoipo.
XapunAorepo (%)
‘Opio ava@AegipoTNTAG — Mn diaBéaipo.
avwTePo (%)
Mieon atpwv Mn diabéaipo.
MukvéTnTa ATHWV Mn diabéoipo.
ZXETIKN TTUKVOTNTA Mn diaBéaipo.
BaBpovounTng nmmapivng/YAIKO eA€yxou nrrapivng AAA EL
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AilaAutoTnTa
(S10AUTOTNTEG)

ZuvTeAEOTHG KATAVOHNG
(n-okTavoAn/vepd)

O¢gpuokpaoia autTava@Aeéng
Oegpuokpaoia arroouvleong
I§wdeg

EkpnKTIKEG 1810TNTEG
O&eIBWTIKEG 1810TNTEG

9.2. AAAeg TAnpo@opieg

AI0AUTO GTO VEPO.
Mn diaBéaipo.

Mn diaBéaipo.
Mn diaBéaipo.
Mn diaBéaipo.
Mn diaBéaipo.
Mn SiaBéaipo.
Aev uttdpyouv dI0BECIUEG ETTITTAEOV OXETIKEG TTANPOPOPIEG.

ENOTHTA 10: Z1a0gpdTnTa KAl AVTISPACTIKOTATA

10.1. AvTiISpaoTIKOTNTA

10.2. XnuIKA oTaBegpdTNTA

10.3. MOavoéTnTa eMIKivOiUvWwY

avTidpdoswv

10.4. ZuvlnkKeg TTpog
ATTOQUYAV

10.5. Mn oupBard uAikd

10.6. Emikivduva mTpoiovTa
amoouvleong

AuTté TO peiypa TTEPIEXEI hIa MIKPRA TTOoOTATA adidiou TOU vaTpiou TTou PTTopEi va avTidpaoEl
ME TOV XOAKO, TOV HOAUBDBO, TOV OPEIXAAKO i} TOV KAGGITEPO TWV USPAUAIKWY CUCTNUATWYV

Kal va oxnuaTioel SuvnTiKa eKPNKTIKG agidia eTAAAwY.
To UAIKO gival oTaBepd UTTO KAVOVIKEG OUVONKEG.
Agv TTpayUaTOTTOIEITAI ETTIKIVOUVOG TTOAUEPIOUOG.

duAdooeTe pakpid amd BepudTNTA.

loxupd o&éa. loxupd o&eIdwTiKG péoa. loxupd avaywyikd péoa.
O&eidia Tou dvBpaka.

ENOTHTA 11: To§ikoAoyikég TTAnpo@opieg

Cevikég TTAnpoOpieg

H emayyeApatikf €kBeon oTnv oucia A TO YEiypa PTTOPET VA TTPOKOAEDEI APVNTIKEG

EMTITWOEIG.

MAnpo@opieg yia mlavég odoug ékBeong

Eiomrvon

Etraen pe 1o déppa

Etraen pe Ta paTia

Kartdtmroon
ZUPTITWHOTA

O1 arpoi ytropei va epebicouv Tov Aaiud Kal TO AvaTTVEUOTIKO oUCTNUA KAl VO

TTPOKaAéCOUV BrXO.

Mrtropei va TTpokaAéoel epeBIoUO Tou SEPUATOG.

Mrtropei va TTpokaAéael o@BaApikéd epeBIoUO.

>& TEPITITWON KATATTOONG PTTOPE] VO TTPOKAAETEI BUTPOPIA.
H kartdmoon ptropei va Trpokaiéael epeBiopd kai ducpopia.

11.1. NMAnpo@opiteg yia TIG TOSIKOAOYIKEG ETTITITWOEIG

O¢eia To§IkOTNTA

> € TTEPITITWON KATATTOONG MTTOPE VO TTPOKAAETEI BUTPOPIA.

ZUOCTATIKA Eidog AtroteAéopara eg€Taong
ACidio Tou varpiou (CAS 26628-22-8)

O&éa

AepuaTtikd, LD50 Kouvéi 20 mg/kg

2rouarikd, LD50 Emipug 27 mg/kg

AidBpwon/epeBioudg Tou
Sépuparog

Zofapn oeOAAMIKA
BAGBRN/ZoBapog 0@OAAUIKOG
epediouog
EvaioOnrotroinon Tou
AVATIVEUOTIKOU CUCTAMOTOG

MetaAAagiyéveon Twv
YEVVNTIKWY KUTTAPpWV
Kapkivoyéveon

To§ikéTnTOa OTO
AVATTOPAYWYIKO OUCTNHA
Ei31kA} To§iIkéTNTO OTA
opyava-oTéXoug — e@Aatag
€kOeon

Mrtropei va TTpokaAéael epeBIod Tou SEPUATOG.

Mrtropei va TTpokaAéael 0o@BaApIKS epeBIoUO.

Aev €xel Tagivounoei.
Agv €xel TagivounOei.

Agv ptropei va TagivounBei wg KapKivoyovo yia Tov avepwTro.
Aev €xel Tagivounoei.

Aev €xel Tagivounoei.

BaBpovounTng nmmapivng/YAIKO eA€yxou nrrapivng
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Ei131kA} To§iIkéTNTO OTA Agv éxel TagivounOei.
opyava-oToéXoug —
emavaAappavouevn €k0eon

Kivduvog amré avappoépnon Aev €xel Tagivounoei.

MAnpo@opieg yia To peiypa Aev éxel TagivounOei.
EVavTI TTANPOPOPIWYV YId TIG
ouaoigg

AAAeg TAnpo@opieg Aev €xouv onuelwdei GAAEG €10IKEG OEgieg I} XPOVIEG ETTIOPAOEIG OTNV UYEIQ.

ENOTHTA 12: OikoAoyikég TTAnpo@opisg
12.1. To§ikéTNTOA

ZUOCTATIKA Eidog AtroteAéopara g§éTaong

ACidio Tou varpiou (CAS 26628-22-8)
Y3popiol opyaviouoi

dukn EC50 Pseudokirchnerella subcapitata 0,35 mg/l, 96 wpeg
Yapia LC50 Yapia 5,7 mg/l, 96 wpeg
12.2. AvOeKTIKOTNTA KOl Aev uttdipyouv d10B€aIpa BEBOPEVA OXETIKA PE TNV IKAVOTNTA ATTOdOUNONG auToU Tou

IKOVOTNTA aTTod6MNong  TIPOIGVTOG.
12.3. AuvatoTnTa BIOCUCOWPEUCNG

ZuvTeAEOTAG KATAVOMNAG Mn diaBéaipo.
n-okTavoAn/vepo (log Kow)

TuvTeAeoTAG Bloouykévipwong Mn diabéaipo.
(BCF)

12.4. KivnTik6TnTa O0TO £€80og  Mn diabéaipo.

KivnTikéTnTa YeEVIKA To 1poidv eival SIaAuTé oTO VEPO.

12.5. AmroteAéopara Tng Aev xapakTnpifetal wg ouaia 1y peiypa ABT r} AAAB.
agloAéynong ABT
ka1 AAAB

12.6. AAAEG ApVNTIKEG To 1poidv dev éxel Tagivoundei wg emikivouvo yia To TepIBAAAov. QoT600, dev ATTOKAEIETAI
EMITITWOEIG o1 ueydAeg i ouxvég BlappoEg va £xouv eTIRBAABEIG ETITTTWOEIG OTO TTEPIBAAAOV.

ENOTHTA 13: Z1oixeia oXeTikd e Tn d1d0gon

13.1. MéBodol diaxeipiong amroBARTWV
YtroAgigpaTikd améfAnTa ATTOPPITITETE CUPPWVA PE OAOUG TOUG ITXUOVTEG KAVOVIOUOUG.

MoAuopévn ocuokeuaoia O1 Gd¢l01 TTEPIEKTEG TTPETTEI VA PETAPEPOVTAI OE EYKEKPIMEVO PEPOG Blayeipiong atroBANTwY

yla avakUKAwWGN 1 atréppiyn.

Kwdiko6g amoBARTwy EE O kwdIk6g atroBARTwy Ba TpéTTel va kaBopioBei og guvevvonon PE TOV XPAOTN, TOV
TTapaywyo Kai Tnv eTaipeia d1a8eang atmmoBANTwY.

MéBodoi/TTAnpogopieg To TTOPACKEUOAOUA QUTO TTEPIEXEI MIA MIKPF TTOOOTNTA adIBiou TOU VATPIoU TTOU UTTOREI va
di1aBeong avTidpdoel pe Tov XaAko, Tov HOAUBSO, TOV OPEIXAAKO ) TOV KAOTITEPO TWV USPAUAIKWV

OUOTNUATWY Kal va oxnuaTiogl duvnTika eKpnKTIKA adidia peTAAAWY. Z& TTEPITITWON

€1I0XWPNONG TOU TTAPACKEUAOUATOG OTNV ATTOXETEUON, EETTAUVETE PE APBOoVOo vEPO yia va

ATTOQUYETE TN OUCOWPEUCH alIdiwv.

ENOTHTA 14: NMAnpo@opieg OXETIKA ME TN METAPOPA

ADR Agv UTTOKEITAI OTOV KAVOVIOUO OXETIKA PE TA ETTIKIVOUVA EUTTOPEUUATAL.
RID Agv UTTOKEITAI OTOV KAVOVIOUO OXETIKA PE TA ETTIKIVOUVA EUTTOPEUUATAL.
AND Agv UTTOKEITAI OTOV KAVOVIOUO OXETIKA PE TA ETTIKIVOUVA EUTTOPEUUATAL.
IATA Agv UTTOKEITOI OTOV KAVOVIOUO OXETIKA HE TA ETTIKIVOUVA EUTTOPEUUATA.
IMDG Agv UTTOKEITOI OTOV KAVOVIOUO OXETIKG HE TA ETTIKIVOUVA EUTTOPEUUATA.
14.7. MeTagopd xudnv Aev 10xUEl.

oUU@WVA PE TO
MapdpTnua ll Tng
ouppaong MARPOL 73/78
Kal Tov Kwdika IBC
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ENOTHTA 15: NMAnpo@opieg KavovioTIKOU XapaKTHpA
15.1. Kavoviopoi/vopoBeoia OXeTIKA [JE TV AOQAAELIA, TNV UyEia Kal TO TTEPIBAAAOV TTOU a@opoUV €IBIKA TNV oudia N TO Jeiypa
Kavoviouoi Tng EE
Kavoviouog (EK) apif. 1005/2009 yia TiIg ougigg TTou KATaoTpé@ouV TN oTIfAda Tou 6JovTog, Mapapthpara | kai ll, 61TTWG
TPOTTOTIOINONKE
Agev avagépeTal.
Kavoviouog (EK) apif. 850/2004 yia Toug épovoug opyavikoUg putroug, Mapdptnua |, 0TTwg Tpotrotroindnke
Aev avagépeTal.
Kavoviouoég (EK) api6. 689/2008 yia Tnv e§aywyn Kal TNV E1I00YWYH ETIKIVOUVWV XNUIKWV ouoiwyv, Mapdptnua I, pépog 1,
OTTWG TpOTTOTTrOINONKE
Aev avagépeTal.
Kavoviouog (EK) apif. 689/2008 yia Tnv e§aywyn Kal TNV E1I0AywWYN €MIKiVOUVWYV XNUIKWV ouciwyv, Mapdptnua l, pépog 2,
OTTWG TpOTTOTTOINONKE
Agv avagépeTal.
Kavoviouog (EK) apif. 689/2008 yia Tnv e§aywyn Kal TNV E1I0AywWYN €MIKiVOUVWYV XNUIKWV ouciwyv, Mapdptnua I, pépog 3,
OTTWG TpOTrOTTOINONKE
Aev avagépeTal.
Kavoviouég (EK) api6. 689/2008 yia Tnv £§aywyn Kal TNV E100YWYH ETTIKIVOUVWY XNUIKWV ouoiwyv, Mapdptnua V, 6TTwg
TPOTTOTTOINONKE
Agev avagépeTal.
Kavoviouog (EK) apif. 166/2006 Mapdptnua Il MnTpwo éKAuong Kal METAPOPAS PUTTWYV, OTTWG TPOTTOTTOINONKE
Agv avagépeTal.

Kavoviouog (EK) apif. 1907/2006, REACH ApBpo 59(10) KatdAoyog utroyn@iwv oucsiwv O01TTwg dnuocieUTnKe Tpéo@aTa
amé To ECHA

Aev avagépeTal.
Eykpioeig
Kavoviouog (EK) apif. 1907/2006 REACH NMapdptnua XIV Oucieg TTou UTTOKEIVTAI O€ £YKPIOT, OTTWG TPOTTOTTOINBNKE
Aev avagépeTal.
Meplopiopoi xpong
Kavoviouog (EK) apif. 1907/2006 REACH Mapdptnua XVII Oucieg TTou UTTOKEIVTAI O€ TTEPIOPICHO KUKAOQOPIag oTnv ayopd
Kal XPAONG, OTTWG TPOTTOTToINBNKe
Agev avagépeTal.
Odnyia 2004/37/EK: OXETIKA YE TNV TTPOCTACIN TWV EPYUONEVWYV OTTO TOUG KIVEUVOUG TTOU OUVvdEéovTal PE TNV €KBEOT O€
KAPKIVOYOVOUG Kal HETOAAOIOYOVOUG TTOPAYOVTEG KATA TNV £PYOOia, OTTWG TPOTTOTToINBNKE
Aev avagépeTal.
Odnyia 92/85/EOK: yia TRV ao@AAgia Kal TV UyEia TwV eyKUWV £PYAJOHEVWV KOl TWV EPYASOUEVWV TTOU TTPOCPATA £XOUV
YEVVAOEl 1 BnAddouv, 6TTwG TPOTTOTTOINONKE
Agv avagépeTal.
AAAol kavoviouoi Tng EE
Odnyia 2012/18/EE yia TNV QVTIMETWITION TWV KIVOUVWYV HEYAAWY ATUXNHATWY OXETIOPEVWV UE ETTIKIVOUVEG OUTIEG
ACidio Tou varpiou (CAS 26628-22-8)
Odnyia 98/24/EK yia TNV TTPOCTACIA TNG UYEIAG KAl TNG AOQAAEING TWV epyalopévwy a1rd KIVEUVOUG OQEIAOUEVOUG OE
XNMIKOUG TTapdyovTEG KATA TNV Epyaagia
ACidio Tou varpiou (CAS 26628-22-8)
Odnyia 94/33/EK yia TV TTPOCTACIA TWV VEWV KATA TNV £pyacia
ACidio Tou varpiou (CAS 26628-22-8)

AAAol Kavoviouoi To 1poidv €xel TagivounBei kal emonuaveei cupewva pe Tov Kavoviopd (EK) 1272/2008
(Kavoviopog CLP), 6TTwg TpoTToTToINonKe, Kal TOug avTioTolxoug £8viKoUg VOUOUG TToU
epapuoélouyv TG 00nyieg TNG EK. To mapdv AeATtio dedopévav aoPaAEiog CUUPOPPUWVETAI PE
TIg atraitrjoelg Tou Kavoviopou (EK) api®. 1907/2006.
>1nv EupwTrdikr) 'Evwon, autéd 1o Tpoidv uttokeiTal oTig pubuicelg Tou Kavoviopou (EE)
2017/746 yia Ta in vitro d1ayvwaTIKA 10TPOTEXVOAOYIKA TTPOIOVTA.

E@vikoi kavoviouoi To 1poidv dev éxel Tagivounbei wg emKivOuvo aUp@wva Pe TNV IoXUouaa vouobeaia.

15.2. A§iIoAdynon XNMIKAG Agv éxel TpaypaToTroindei agloAdynaon XnUIKAG acpdAsiag.
aoc@daAeiag
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ENOTHTA 16: AAAeg TAnpo@opieg

KatdAoyog ouvTunoewyv

BiBAloypa@ikég ava@popég

MAnpo@opisg OXETIKA PE Th
HéB0BO agloAdynong Tou
XPNOIPOTTOIEITAI YIO TRV
TagIvOUNON TOU LEIYUOATOG
MARpPEeg Keipevo yia OAEG TIg
dnAwosig R kai H
TTAPOUCIAZETAI OTIG
Evétnreg 2 éwg 15

MAnpo@opieg ekmaideuong

ARAwon atrotroinong
gubuvwv

DNEL: Mapdywyo eTTitTedo Xwpig EMITITWOEIG.

PNEC: MpoBAeTTOUEVN CUYKEVTPWOT XWPIG ETTITITWOEIG.
LD50: Gavarngdpa ddéan, 50%.

Movoypagicg IARC. ZuvoAikA aloAdynon TnG KAPKIVOYEVEDNG
HSDB® — Tparmela 5eSopévwy ETTIKIVOUVWY OUGIV

H Tagivopunon wg mpog Toug KIvOUVOUG YIa TNV UyEia Kal Toug KivdUvoug yia To TTepIBAAAoV
TTPOKUTITEl ATTO évav ouvOUAo O YEBGBwWY UTTOAOYIOUOU Kai BESOPEVWV BOKINWY, EAV
diaTiBevTal.

R22 EmBAaBég o€ TTepITITWON KATATTOONG.

R28 MoAU T0EIKO O€ TTEPITITWON KATATTOONG.

R32 X¢ emmagr pe oéa eAeuBepwvovTal TTOAU TOEIKA aépia.

R50/53 MoAU ToIk6 yia Toug udpoRioug opyaviouoUs. MTTopei va TTPOKAAETEl JOKPOXPOVIEG
OUOHEVEIG EMTITWOEIG OTO USATIVO TTEPIBAAAOV.

H300 Gavatngopo o€ TTEPITTITWAON KATATTOoNG.

H310 Gavatngopo o€ eTTagn Je To OEpUa.

H400 lMoAU T0EIKS yia Toug udPORIoUG OPYaAVIGUOUG.

H410 lMoAU T0EIKS yia Toug udPORIOUG OPYAVICHOUG, UE HAKPOXPOVIEG ETTITITWOEIG.
AkolouBgite TIG 00nyieg ekTTai®EUONG KATA TOV XEIPIOWO AUTOU TOU UAIKOU.

O1 TTapatrdvw TTANPOPOPIES TTAPEXOVTAI E KAAN TTiaTN. ©gwpouvTal akpIBEis Kal
QAVTITIPOCWTTEUOUV TIG KAAUTEPEG TTANPOYPOPIES TTOU £XOUlE OTN BIABECT UagG ETTi TOU
mapovrog. QXTOZO, AEN NMAPEXOYME KAMIA EFTYHEH EMIMOPEYZIMOTHTAZX

'H KATAAAHAOTHTAZ A £YTKEKPIMENO KOO 'H EFMMYHXH OMNOIOYAHIMOTE
AAAQY TYTOY, PHTH H ZIQMHPH, ANA®OPIKA ME TA MNMPOIONTA MOY
MEPIFTPAPONTAI'H TA AEAOMENA ‘H TIZ NIAHPO®OPIEZ MOY NMAPEXONTAI,

KAI AEN ANAAAMBANOYME KAMIA EYOYNH MOY AMOPPEEI ANMO TH XPHZH TON
EN AOIrQ NMPOIONTQN, AEAOMENQN 'H MAHPO®OPIQN. O xpAoTng Ba TrpéTel va
TTpoBaivel o€ TTPOCWTTIKA £PEUVA TTPOKEINEVOU va KaBopioel TNV KATAAANASGTATA TwV
TTANPOPOPIWV YIO TOV GUYKEKPIUEVO GKOTTO Xpriong Kal avalauBavel emiong 6Aoug Toug
KIvOUVOUG TTOU aTToppEouV atrd Tn Xpron Tou UAIKou. O XpAGTNG OQEIAEl VO CUPHOPQWVETAI
pe 6Aoug TOUG VOPOUG Kal TOUG KAVOVIOPOUG TTOU OXETICOVTaI PE TNV ayopd, Tn Xpnon,

TNV aTTOBAKEUCN KAl TNV OTTOPPIYN TOU UAIKOU Kail TTPETTEI va gival eE0IKEIWPEVOG KOl VA
aKkoAouBEei TIG YeVIKA aTTOdEKTEG B1adIKaaieg ao@AAOUG XEIPIOYOU. Z& KApia TTEPITITWON

n BioMedica Diagnostics d¢v Ba gival utrelBuvn yia oTToIE0ONTTOTE AEIWOEIG, ATTWAEIEG

| ¢nuieg oTToIOUBATTOTE ATOUOU 1) YIO XauEVa KEPDBN 1) yIa TUXOV €IOIKEG, EUUEDEG,
TTAPETTOUEVEG, ETTAKOAOUBEG 1] TTOPABEIYUATIKEG CnUiEG, e OTTOIOV TPOTTO Kal AV TTPOKUYOUV,
akéun kai av n BioMedica Diagnostics £xel evnuepw®Oei yia Tnv mBavoTnTa va utrdpgouv
TETOIEG (NMiEG.
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