SO BIOMEDICA AEATIO AEAOMENQON ASOAAEIAS

DIAGNOSTICS

TMHMA 1: TautoTroinon ouciag/UeiyaTog Kal eTaIpEiag/emmixeipnong
1.1. AvayvwplioTIK6G KWBIKOG TTPOoidvTog

Eutropikn ovopacia | wepiypagry  BooeidAg MNapdayovTtag Xa
TOU PEIYHOTOG

ApIOuOG KaTaxwpiong -

ZuvWVUHa Kavéva.

Kwdik6g TrpoidvTog 832, ACTICHROME® Heparin (Anti-FXa)
Hpepounvia ékdoong 15 ZemréuBplog 2022

Api1Bu6g €kdoong 02

Hpepounvia avabswpnong 18 louAiou 2017

AVTIKC(OIG‘!'é( TO £YYPAYO HE 11 louviou 2015

nuepopnvia

1.2. Zuva@eig TTPOOSIOPIOHEVEG XPAOEIG TG OUCIOG ) TOU PEIYHATOG KOl AVTEVOEIKVUOUEVEG XPNOEIG

Mpoodiopiouéveg XPNOEIG To ACTICHROME® Heparin (Anti-FXa) cival évag xpwuoyovog TTpoodIopIouog TTou
TTPOOPICETAI YIO TNV TTOCOTIKI) TTPOCBIOPICHOG UN KAQOUATOTIOINPEVWY Kal XapnAou
MopIaKoU BAPOUG NTTAPIVWV GTO avOpWTTIVO TTAAOHA JE JETPNON TNG AVACTOARG TOU
Tapdyovta Xa.

AVTEVOEIKVUOEVEG XPNOEIG XpnoIJoTroInoTe GUPPWVA WE TIG CUCTATEIG TOU TIPOUNBEUTH.

1.3. Zroixeia Tou rpounBguTh Tou SeATiou Sedopévwy ao@aleiag

KevTpikd ypageia eTaipeiag BioMedica Diagnostics Inc.
94 Wentworth Road, PO Box 1030
Windsor, Nova Scotia CANADA BON 2T0

Y1rev0uvog emKoIvwyviag Etaipiké TnAé@wvo: 1-902-798-5105
Etaipiké @ag: 1-902-798-1025
Email: info@biomedicadiagnostics.com
Website: www.biomedicadiagnostics.com

1.4. ApIOUOG THAEQPWVOU EKTAKTNG HMA, Kavaddag, MouépTo Piko kai MapBéveg NAoor 1-800-255-3924
avaykng Aigbvidg +1-813-248-0585
AuoTpaAia 1-300-954-583
Bpadihia 0-800-591-6042
Kiva 400-120-0751
Ivdia 000-800-100-4086
Me€ikd 01-800-099-0731

Api0pog cupBacng MIS9591327

TMHMA 2: NMpoodiopIiouog EMIKIVOUVOTNTAG
21. Tagivounon Tng ouoiag 1} TOU PEiyHATOG

To peiypa éxel agloAoynOei ri/kar eAeyxOei wg TTPOG TOUG YUOIKOUG KIVOUVOUG, TOUG KIVOUVOUG YIO TNV UYEIQ Kal TOUG KIVOUVOUG
yia 10 TTePIBAAAOV Kai 1IoXUEl N akdAoubn Tagivoéunan.

Ta§ivopnon cupewva pe Tov Kavovioué (EK) apif. 1272/2008, 6Twg Tpotrotroindnke

Kivduvol yia Tnv uyeia

AlaBpwaon/epeBiouds Tou dEPUATOG Katnyopia 2 H315 — MNpokaAei epeBIo6 TOu déPUATOG.
>oBapn o@OaApiKh BAGRN/ZoBapadg Katnyopia 2 H319 — MpokaAei cgoBapd opBaApikd
0PBOAUIKOG £peBITOG epebioo.

ZUvowyn £MIKIVOUVOTNTOG MpokaAei epeBIOUS TOU BEPPATOG KAl TWV PATIWV.

Booeidrig MNapayovrag Xa AAA EL
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2.2. Zroixeia emionpavong
Emionpavon ocoppwva pe Tov Kavovioué (EK) apif. 1272/2008, 6Twg Tpotrotroindnke

Eikovoypdppara KivGuvou

MposeidoTroinTikA Aégn Mpoegidotroinon

AnAwoseig emiKIviuvoTnTag
H315 MpokaAei epeBITUS TOU BEPUATOG.
H319 MpokaAei coBapd o@BAApIKS epeBioud.

AnAwoeig Tpo@uUAGEewv

MpéAnyn
P264 MAUVETE OXOAAOTIKG PETA TOV XEIPIOHO.
P280 Na @opdaTe TTPOCTATEUTIKA YAVTIO/IETA ATONIKAG TTPOCTACIAG VIO T PATIA/TTPOCWTTO.

AvTatmékpion

P302 + P352 >E MNEPINTQXZH ENA®HE ME TO AEPMA: TAUvTE pe GpBovo vepo.

P332 + P313 Edv TapatnpnBei epebiopdg Tou dépuaTtog: ZupPBouleudeite/ETTiokepOEiTe yiaTpo.
P362 A@aipéoTe Ta JoAuopéva poUuya Kal TTAUVTE Ta TIPIV Ta {AvVAXPNOIYOTIOINOETE.

P305 + P351 + P338 SE MEPINTQXH ENA®HZ ME TA MATIA: =eTTAUVETE TIPOCEKTIKA UE VEPO VIO APKETA

Aetrtd. Edv utrdpxouv @akoi eTTagng, apaipéaTe TOUG, EQOOOV gival EUKOAO. ZuveXioTe
va EETTAEVETE.

P337 + P313 Edv dev uttoxwpei 0 0@BaApIKOG epeBITPAG: ZUPBOUAEUBEITE/ETTIOKEPBEITE YIATPO.
Atrobnkeuon duAdooeTe pakpid atmd acUPPBaATa UAIKA.
Amoppiyn

P501 AIGBean TOU TTEPIEXOUEVOU/TTEPIEKTN TUN@WVA PE TOUG

TOTTIKOUG/TTEPIPEPEIKOUG/EBVIKOUG/DIEBVEIG KavovIoUOUG.
ZupTrAnpwHAaTIKEG TTANPOPOpPiEg
€MOAPAvong Aev 10XUEl.

2.3. AAAoi kivduvol Agv xapakTnpifetal wg ouaia A peiyua ABT (AvBekTIKO, BIOCUCOWPEUTIKO Kal TOEIKO) N
AAAB (Akpwg avBeKTIKO Kal AKPpWG BIOCUCTWPEUTIKO).

TMHMA 3: Z0vBeon/TTAnpo@opiEg yIo T CUOTATIKA

3.1. Meiypara

Fevikég TTANpo@opicg

XnuIKA ovopacia % Api16. CAS/ Api18. karaxwpiong Api6. EYPETHPIOY Znpsiwoeig
Api16. EK REACH
XAwpiouxo varpio 15-30 7647-14-5 01-2119485491-33-XXXX -
231-598-3
Tagivounon: -
Tpio(udpofuuebul)auivouedavio 10-15 77-86-1 - -
201-064-4
Tagivéounon: EpeB. Aépp. 2;H315, OpBaAu. Epeb. 2;H319, STOT SE 3;H335
ZxO6Ala yia Tn ouvleon 'OAeg 01 CUYKEVTPWOEIG AVAPEPOVTAl OE TTOOOOTO ETTI TOIG EKATO KATA BAPOG, EKTOG

€dv 10 cuoTaTikG gival aéplo. O CUYKEVTPWOEIG AEPIOU avaPEPOVTal O TTOOOCTO £TTI
TOIG €KATO KAT OYKO.

TMHMA 4: MéTtpa TpwTwV Bondsiwv

Fevikég TTANpo@opicg Aloo@aAioTE OTI TO 1ATPIKO TTPOCWTTIKO YVWPIel T EUTTAEKOUEVA UAIKG Kl £X€1 AGBEl
TTPOQUAAEEIS aTopIKAG TTpooTaciag. Av aioBavBeite adlabeaia, nTAOTE AUECWG

Booeidrig MNapayovrag Xa AAA EL
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ITPIKr) CUUBOUA (Bei€Te TNV €TIKETA AV gival duvaTo).

4.1. TMepiypa@n HETPWYV TTPWTWV Bondeiwv

Eiomrvon MeTagépeTte ToV TTABOVTA OTOV KABAPS aépa Kal aPrioTe TOV Va {EKOUPAOTEI € OTAON
TToU BIgUKoAUvel Tnv avatvor. KaAéote To KENTPO AHAHTHPIAZEQN 1 éva yiatpo
edv aioBavBeite adlabeaia.

Etragn pe To déppa A@aipéaTe Ta JoAuouéva pouxa. MAUveTe e dpBovo aatrouvi kal vepd. Edv
TTapaTnEnOEi epeBIopdg Tou SEPUaTOG: ZUpBouAeuBeiTe/ETTIOKEPOEITE YIaTPO. MNMAUVETE
TA JOAUCMEVA evOUUATA TTPIV TA EAVOXPNOIUOTIOINTETE.

Etragn pe Ta pdria Mnv TpiBeTe Ta pdTIa. Z€TTAUVETE AUECWG Ta PATIO e A@Bovo vePD yia TOUAAxIoTov 15
Aerrtd. Edv utrdpxouv @akoi eTTagng, aaipéaTe TOUG, EQO0oV gival EUKOAO. ZuvexioTe
va EETTAEVETE. Ze TTEPITTITWAON aVATTTUENG £pEBITOU N eTTidOVOU €pEBIOOU,
ETMOKEPOEITE YIaTPO.

Kardmroon =emAUveTe TO OTOMA. Edv TTapatnpnBolv CUPTITWHATA, ETTIOKEPOEITE yIaTpo.

4.2. ZnMAVTIKOTEPO CUUTITWHATA KOl Mrtropei va TTpokaAéael epuBpdTnTa Kal TTOVO. Ta CUUTITWHATA UTTEPPOAIKAG €KBEONG
emdpdoeig, ogeieg N JTTOPEi Va gival TTOVOKEPAAOG, CAAN, KOTTWON, VAuTia Kal EYETOC.
HETAYEVEOTEPEG

4.3. ’'Evdeién olaodATmoTe amaiToUpevng [MapéxeTe YeVIKA UTTOOTNPIKTIKG JETPO Kal XOpnyhnoTe BepaTtreia avaloya pe Ta

GPEONG 1ATPIKAG PPOVTISag Kal OUNTITWUATA.
€181KAg BeparTreiag

TMHMA 5: MéTpa yia TV KATATTOAEUNON TNS TTUPKAYIAG
[evikoi Kivduvol TTupkayidg Aev éxouv onuelwdei aouvrBioTol Kivduvol TTupkayidg i ékpnéng. Oa kasi edv
EUTTAQKET O€ TTUPKAYIAL.
5.1. MupooBeoTIKa péca
KatdAAnAa TupooBeoTiKG péca Exkvépwan vepou. AQpds. =npnA xnuIK okoévn. Alogegidio Tou dvBpaka (CO2).

AkaTtdAAnAa TUpooBeoTIKA pEoca  Mn XpNOIPOTTOIEITE YEKACHO VEPOU WG TTUPOCRETTIKG PECO, KABWG KATI TETOIo Ba
eCammAwoel TN QWTIA.

5.2. EIBikoi kiviuvol Tou TrpokUTrTouv  Katd tn Sidpkela TTUpKayIdG, eVOEXETAI VA OXNUATICTOUV AépIa ETTIKIVOUVA yia
aTré TNV oucia 1| To PEiypa TV uyEia.

5.3. ZuoTdoEIg YIO TOUG TTUPOOREDTEG

E181k6G TTpOOTATEUTIKOG 2 TTEPITITWAN TTUPKAYIAG, ATTAITEITAI N XPAON QUTOVOUNG AVOTIVEUCTIKNG

€§OTTAIOMOG YIa TOUG TTUPOCRECTEG CUOKEUNG KAl TTAPOUG TTIPOCTATEUTIKAG EVOUPOTIag.

Ei1dikég Siadikaoieg rupodoBeong E@appddete Tig ouvABeig diadikaoieg TTupOaeong Kal AauBAveTE UTTOWN TOUG
KIvdUVOUG TTOU €yKUPOVOUV Ta GAAa EPTTAEKOUEVA UAIKA.

TMHMA 6: Métpa yia TRV QVTIMETWITION TUXaioag éEKAuong
6.1. MpoowTrikég TPOPUAGEEIG, TTPOCTATEUTIKOG £EOTTAICHOG Kal BIASIKACIEG EKTAKTNG AVAYKNG

Mo TPOoWTITIKG PN EKTAKTNG KpatAoTe Yakpi& TO TTEPITTO TTPOCWTTIKO. DpovTioTe Ta dTopa va BpiokovTal pakpid

avdaykng atrd 1 diappon kal oTnv TTPoarvepn TTAeupd Tng diappong. Popdre KATGAANAO
TTPOOTATEUTIKO EOTTAIONO KAl poUuxa KOTA TOV KABApIoPd. ATTOQEUYETE TNV EI0TTVOR
oKovNnG. Alag@aAiaTte Tov KatdAANAo agpiagud. O1 TOTTIKEG apXES TTPETTEI va
evnNUePWOOUV £dv Bev gival dUVATAG O TTEPIOPIOUOG HEYAAWYV SIOPPOWV.

Mo dropa TToU TTPOCPEPOUV KpatroTe YJakpid TO TTEPITTO TTPOCWTTIKG. XPNOIUOTIOIEITE TA HECA ATOMIKNAG
TPWTES BoriBeieg TTPOCTOCIOG TTOU GUVICTWVTAI 0To TuAua 8 Tou AAA.
6.2. MepiBaAAovTikéG TTPOPUAGEEIG ATTOQUYETE TNV ATTOPPIYPN OE ATTOXETEUOEIG, OE UBATIVO pEUUATA i OTO £80QOG.
6.3. MéBodol kal UAIKG yia TTePIOPICHO  ATTOQEUYETE TOV SIACKOPTTIGNO TNG OKOVNG GToVv agpa (dnA. KaBapiouog
Ko kaBapiopod OKOVIOHEVWV ETTIQAVEIWV UE TTETTIECUEVO a€Pa). ZUANAESTE TN OKOVN PE NAEKTPIKA
okouUTra TTou d1abéTel piATpo HEPA. Z1auatAoTe Tn por] UAIKOU, €@v PTTopEi va yivel
ME ao@pdaAcia.

MeydAeg Blappoig: AlaBpEETe pe vepd Kal OKAWTE éva XAVTAKI YIa JETAYEVETTEPN
amméppiyn. PTuapioTe To UAIKO O€ TTEPIEKTN OTTORAATWY. METG TNV avAkTnon Tou
TTPOIOVTOG, EETTAUVETE TNV TTEPIOXN HE VEPO.
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6.4. Mapatmroutri og AAAa THAHOTA

Mikpég Slappoég: ZKOUTTIOTE i avappo@roTe Tn dlappor| Kal GUAAEETE TO UNIKO O€
KAaTt&dAANAo TTEPIEKTN Yia atréppiyn. KaBapioTe Tnv TmIQAvEIa evOEAEXWG VIO Va
ATTOPAKPUVBOUV UTTOAEippaTa pUTTWV.

MNa Ta yéoa atopIkng TTpooTaaiag, BA. TuAua 8. MNa Tnv amdéppiwn atmoARTwY, BA.
TuAua 13 Tou AAA.

TMHMA 7: Xe1piop6g Kal atrofnkeuon

71.

7.2. XuvBnkeg yia Tnv ac@aAn @UAagn,
OUUTTEPIAAUBAVOMEVWV TUXOV
AaoUMBIBACTWY KATAOTACEWV

7.3. E1BIkA TeAIKA Xpion | XpRoEIg

Mpo@uAdéeig yia ac@aAn XeIpIopd  EAAXIGTOTIOINOTE TOV OXNMATIGUO KAl T CUGCWEEUCT oKOvNG. Alao@aAioTe Tov

KaTdAANAo £§aepiopd og XWwpoug 6TTou oxXNUaTiCeTal OKOVN. ATTOQEUYETE va
QAvATTVEETE OKOVN. ATTOQEUYETE TNV ETTAPN PE TA PATIA, TO SEPUA Kal Ta poUxa.
ATToQUYETE TNV TTapaTETAPEVN €KBe0n. PopdTe KATAAANAG €SO ATOUIKAG
TTPoOoTaCiaG. TnpEEiTe TIG 0PBEG TTPAKTIKEG BIOUNXAVIKAG UYIEIVAG.

ATroBnkeleTal og KOAG agpifopevo Xwpo. PuldaoeTal pakpid atré acUpRaTa UAIKG
(BA. TuAua 10 Tou AAA).

Mn &1a6éaipo.

TMHMA 8: 'EAeyx0g TnG éKBeoNG/ATOMIKA TTPOCTACIN

8.1. TMapdueTpor eAéyxou
Oplakég TIMEG ETTAYYEAHATIKAG €KBEONG

BioAoyikég oplakEG TIMEG

ZuVIOTWHEVEG B1adIKATiEg
TapakoAoudnong

Mapdywyo eTmiTredo XWPIig EMMTWOEIG
(DNEL)

MpoBAETTOEVEG CUYKEVTPWOEIG XWPIiG
emmTwoelg (PNEC)

8.2.
KaTtdAAnAol pnxavikoi éAeyxol

"EAeyxol ékBeong

Aev €xouv eTmionuavOei oplakEG TINEG EKBEONG yIA €va ] TTEPICOOTEPA CUCTATIKA.

Agv €xouv etmionuavOei oplokEg TIMEG BIOAOYIKAG €KBeaNG yia éva 1) TTEPIOCCOTEPA
OUOTOTIKG.

AkoMouBeite TIg TUTTIKEG B10dIKATIEG TTOPAKOAOUBNONG.

Mn SiaBéaipo.

Mn diaBéaipo.

Mpétrel va xpnoipoTrolgital Kahd yeviKo auoThua eEagpiopol (0 aépag TTPETTEl va
avavewvetal auvnBwg 10 popéc avd wpa). O pubudg eEaspiouoU TTPETTE Va Eival
KATdAANAOG yia TIG cuvBnkeg. XpnoiyotroinoTte BaAduoug eTegepyaaiag, TOTTIKO
ouoTnua e§aywyng r GAAoug pnxavikoug eAEyXoug, avaAoya Pe Tnv TTEPITITWon, yida
TN S1IATAPNON TWV ETTITTESWY AEPOUETAPEPOUEVWV CWHATIOIWY KATW aTTd TA
ouvioTwyeva opla ékBeang. Edv dev £xouv kabBoplioTei Opia ékBeang, dlatnpeite Ta
QEPOUETAPEPOUEVA CWHATIOIO O€ ATTOOEKTA ETTITTEdA. EAV Ta unXavIKa péTpa dev
€TTOPKOUV yia TN S1ATHPNON TWV CUYKEVTPWOEWY OWHATIOIWV okévng KATW atrd TO
OEL (opiakr] TIUA €TTayYEAUATIKAG €KBEANG), TTPETTEI VO XPNaIJoTToloUvTal
KAaTtdAANAQ p€oa TTPOCTACIAG TWVY AVATIVEUCTIKWY 00WV. Z€ TTEPITTTWON AAeong,
KOTTAG 1} XPrioNG Tou UANIKOU o€ BIadIKAoieg TTOU UTTOPET VO TTIPOKAAEGOUV TOV
OXNMOATIONO OKAVNG, XPNOIMOTIOIEITE TOTTIKO oUCTNHA £€agpiouoU yia diathpnaon TG
€kBeong KATW atrd Ta cuvioTweva eTTiTeda €kBeong. Katd Tov xeipioud autol Tou
TTPOIOVTOG TTPETTEI VA JIATIOEVTAI EYKATAOTACEIG TTAUCONG VI T JATIA KOl VTOUG YIa
TTEPITITWOEIG £KTAKTNG AVAYKNG.

MéTpa aTOMIKAG TTPOOTACIAG, OTTWG ATOMIKOG TTPOOCTATEUTIKOG £SOTTAIONOG

Fevikég TTANpoO@OpiEg

MpooTacia Twv paTtiwv/Tou
TPOCWITOU

MpooTacia Tou dépuarog

- NMpooTacia Twv Xepiwv

- Noimra

XpnoIYoTToIEiTE HECO ATOUIKAG TTPOCTACIAG OTAV ATTAITEITAl. Ta HEOO OTOUIKAG
TTpoCTaCiag TTEETTEl va eAEyovTal CUMQWva e Ta TTpoTuTTa CEN KOl KaTotmv
ounTNONG UE TOV TTPOUNBEUTH TWV HECWYV ATOMIKAG TTPOOTACIAG.

@opdTe yuoMid ao@aAciag Kal TTpoowTTida.

Na @opdTte KaTAAANAQ yAvTIa AvOEKTIKA OTIG XNMIKEG ouaieg. O TTpounBeuThg
YavTiwv JTTopei va Tpoteivel KatdAAnAa yavria.

Na @opdTe KaTAAANAa pouxa avBeKTIKA OTIG XNMIKEG OUTIEG.

Booeidrig MNapayovrag Xa
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MpooTacia TwV AVATIVEUGTIKWV Y& TEPITITWON aveTTaPKOUG agpiopoU 1 KIVOUVOU €I0TTVORG OKOVNG A
odwv avabuuidoewy, XpNOILOTTOINATE KATAAANAO EOTTAICHG avaTIVEUGTIKAG TTPOCTACIAG.

O¢epuiIKoi Kivduvol ®opdre KaTGAANAO BePPIKS TTPOOTATEUTIKO POUXIOUG, TAV ATTQITEITAl.

MéTtpa uyigivig Tnpeite TavTa Ta HETPA KOAAG OTOUIKNAG UYIEIVAG, OTTWG TTAUGIHO PETA TOV XEIPIGUO
TOU UNIKOU KalI TTPIV aTTé TNV KATAVAAWGN TPO@INWY Kal TTOTWV f/Kal TTPIV aTTd TO
KA&mviopa. MNMAEVETE TOKTIKA T poUxa £pYACiag Kal TOV TTPOCTATEUTIKO €EOTTAIOUO yia

TNV QTTOPAKPUVON TwV PUTTWV.

‘EAeyxo1 repiBaAAovTiKAG €kBEONG O diaxelpIoThG TTEPIBAANOVTOG TTPETTEI VA EVNUEPWOET YIa OAEG TIG CNUAVTIKES

€KAUCEIG.

TMHMA 9: ®uoikég Kal XNHIKES IBIOTNTEG

9.1. Zroixeia yia TIG BACIKEG PUOIKEG KOl XNUIKEG IB10TNTEG

Oyn
DuoikA KaTtdoTaon >1eped.
Mopon >Kévn.
Xpwpa N€EUKO.
Ooun Mn diaBéaipo.
Katw@Aio oouig Mn diaBéaipo.
pH Mn diaBéaipo.
Znueio TAENG/Znueio TTAENG Mn SiaBéaipo.
ApXIK6 onueio Bpacou Kal TTEPIOXN Mn diaBéaipo.
Bpacuou
Znueio avapAegng Mn diaBéaipo.
TayxuTnra e€adTpIoONg Mn diaBéaipo.
Ava@Ae§IpOTNTA (OTEPED, AEPIO) Mn diaBéaipo.
Avwtepn/xapnAoTepn ava@Ae§iuéTNTA I 6pIA EKPNKTIKOTNTAG
Opio ava@Ae§ipoéTRTOG — Mn diaBéaipo.
XapnAotepo (%)
Opio ava@Ae§ipoéTRTOG — Mn diaBéaipo.
avwTePO (%)
Mieon arpwv Mn OXeTIKEG.
MukvéTnTa ATHWV Mn diaBéaipo.
ZXETIKA TTUKVOTNTA Mn diaBéaipo.

AilaAutoTnTa (S510AUTOTNTEG) AloAuTS OTO VEPO.

ZuvTeAEOTHG KATAVOUNG (N- Mn diaBéaipo.
OKTAVOAN/vePO)

Oepuokpaoia autTavapAeéng Mn diaBéaipo.
Oegpuokpagia aroouvleong Mn diaBéaipo.
IEwdeg Mn diaBéaipo.
EkpnKTIKEG 1510TNTEG Mn diaBéaipo.
O&e1BWTIKEG 1810TNTEG Mn diaBéaipo.

9.2. AAAeg TAnpo@opieg

Agv uttdipyouv S100£01UEG ETTITTAEOV OXETIKEG TTANPOPOPIEG.

TMHMA 10: Z1a0gpOTNTA KOI AVTIOPACTIKOTNTA

10.1. AvTIOpAOTIKOTNTA

10.2. Xnuik oTaBepoTNTA

To Tpoidv cival un avTIdPACTIKO UTTO KAVOVIKEG GUVORKES XPAONG, aTTOBAKEUONG Kal

HETAPOPAG.

To UAIKO gival oTaBepd UTTO KaVOVIKEG TUVORKEG.
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10.3. MBavéTnTa EMIKIVOUVWYV Agv Ba TTpaypatoTtroinBei e1KivOUVOg TTOAUPEPIOHOG.
avTidpdoewv

10.4. ZuvOnKeg TTPOG ATTOPUYRV duAdooeTe pokpIa atrd BeppodTNTA.
10.5. Mn oupBartd UAIKa loxupd o&éa. loxupd o&eIdwTIKG péoa. Avaywyikoi TTapAayovTEG.
10.6. Emkivduva mTpoidvTa O¢eidia Tou avBpaka. O&eidia Tou alwTou.

amroouvleong

TMHMA 11: To§ikoAoyikég TTAnpo@opisg

Fevikég TTANpo@opicg H emayyeApaTiki €kBeon oTnv oucia A TO YEiYPA UTTOPE VA TTPOKOAETEI APVNTIKEG
EMTITWOEIG.

MAnpo@opieg yia milavég odoug £€kBeang

Eiomrvon H okdévn utropei va TTpokaAéael epeBICUS TOU avVATIVEUCTIKOU CUCTHHOTOG.
Emragn pe To déppa MpokaAei epeBIoPO TOU BEPUATOG.
Etragn pe Ta pdria MpokaAei coBapd o@OBaApIKG epeBICPO.
Kardmroon 2 TEPITITWON KATATTOONG PTTOPET va TTPOKAAETEl OuaPopia.
ZUPTITWHOTA Ta cuptrTwpata uTTeEPBOAIKNAG €KBEaNG PTTOPET Va gival TTOVOKEPAAOG, CaAN,

KOTTWON, vauTia Kal eHETOg. MTTopei va TTpokaAéoel epuBpdTNTa KAl TTOVO.

11.1. MAnpo@opieg yia TIg TOIKOAOYIKEG EMITITWOEIG
O¢eia To§IkOTNTA > € TTEPITITWON KATATTOONG MTTOPE VO TTPOKAAETEI SUTPOPIA.

ZUOoTATIKA Eidog ATroteAéopara g§éTaong

XAwpioUxo varpio (CAS 7647-14-5)
O&éa

A6 TOU 8épUATOC
LD50 Kouvéh > 10000 mg/kg

A6 TOU OTOUATOC
LD50 ETripug > 3980 mg/kg

Noirra
LD50 Movriki 2602 mg/kg

Tpio(udpogupeBul)apivopedavio (CAS 77-86-1)

O&éa

A6 ToUu oTouarog

LD50 ETipug 5900 mg/kg
AiaBpwon/epediopndg Tou déppatog MpokaAei epeBIoUS TOU BEPPATOG.
Zofapn opBaApIkn BAGRN/ZoBapég MpokaAei coBapd 0@OBAAUIKS epeBITUO.

oPOAAMIKOG EPEBIONOG

EvaioOnrotroinon Tou avatrveuoTIKOU Agv TTpokaAei euaioBnToTToincn TOU
QAVATIVEUCOTIKOU CUCTAUOATOG.

EvaioOnrotroinon Tou dépparog Aev TTpoKaAEi uaioBNTOTTOINGN TOU BEPUATOG.
MeTaAAagIyéveon TWV YEVVNTIKWV Agv utrdpyouv dloBéoipa dedopéva TTOU va UTTOBEIKVUOUV OTI TO TTPOIOV N
KUTTApwv OTTOIOOATIOTE GUATATIKO TTOU UTTAPXEI € TTO00OTO pEyaAUTEPO atrd 0,1% cival

peTaAAagIoy6vo 1} YoVIBIOTOEIKOG.
Kapkivoyéveon Aev ptropei va TagivounBei wg KapKivoydvo yia Tov avepwTro.

ToIKOTNTA OTO AVATTOPAYWYIKO oUOTNMA AUTO TO TTPOIOV eV avapéveTal va TTPOKAAETEl EMIOPACEIG OTNV avaTTapaywyr A
oTnv avdTTugn Tou guBpuou.

Ei131kR} To§IKOTNTA OTO Opyava-oTOXoug — Acv £xel Tagivounoei.
e@amag ékBeon

Ei131kR} To§IKOTNTA OTO Opyava-oTOXoug — Acv £xel Tagivounoei.
emavaAappavouevn €k0eon
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Kivduvog atré avappoenon

MAnpo@opieg yia To peiypa évavTi
TTANPOPOPIWYV YIU TIG OUTIEG

AAAeg TAnpo@opieg

Agv €xel TagivounOei.

Mn diaBéaipo.

Agv €xouv onpeiwBei AAAeG €10IKEG O&Egies 1) XPOVIES ETIOPATEIG OTNV UYEIQ.

TMHMA 12: OikoAoyikég TTAnpo@opieg

12.1. To§ikéTnTaA

To 1poidv dev €xel TagivounBei wg emmikivduvo yia 1o TrepIBaAlov. QoTdoo, dev
atrokAgieTal n mOavoTNTa PHEYAAEG 1) CUXVEG IappoEg va Exouv eIBAABEig
EMTITWOEIG OTO TTEPIBAAAOV.

ZUOCTATIKA Eidog ATroteAéopara g§éTaong
XAwpioUxo varpio (CAS 7647-14-5)

Y3popiol opyaviopoi

Kapkivoeidn EC50 Nepdywuhhol (Daphnia magna) 874 mg/l, 48 wpeg

12.2. AvVOeKTIKOTNTA KAl IKAVOTNTA
amodopunong

12.3. Auvarétnra BIOCUCCWPEUONG

ZUVTEAEOTHG KATAVOMNG
n-okTavoAn/vepo (log Kow)

Aev uttdpyouv SlaBEaiua SeQOUEVA OXETIKA UE TNV IKAVOTNTA ATTOdOUNCONG AUTOU
TOU TTPOIGVTOG.

Tpio(udpofuuebul)auivouebavio (CAS 77-86-1) -2,31 (20°C)

ZuvTEAEOTHG BIOCUYKEVTPWONG
(BCF)

12.4. KivnTikéTnTa OTO £50(pOG

12.5. AmroteAéopara Tng agioAdynong
ABT ka1 AAAB

12.6. AAAEG APVNTIKEG ETITITWOEIG

Mn &1a6éaipo.

Agv uttdpyouv dlabéaipa dedopéva.

Aev xapakTnpietal wg ouaia A peiypa ABT )
AAAB.

Agv avapévovTtal GAAeG BUopEeVEIG TTEPIBANAOVTIKEG ETITITWOEIG (TT.X. YEIWON TOou
6¢ovTog, duvaTdTNTA PWTOXNMIKAG dnuIoupyiag 6ZovTog, eVOOKPIVIKEG SIOTAPAXEG,
QUVaIKO UTTEPBEPUAvONG Tou TTAQVATN) atrd autd TO CUCTATIKO.

TMHMA 13: Ztoixeia oxeTIKA pe T didBeon

13.1. Mé0odoi1 Siaxeipiong amofARTWY

YTroAgIgpaTikd améfAnTa

MoAuopévn ocuokeuaoia

Kw?diko6g ammroBARTwy EE

MéBodol/TTAnpogopieg d1a0song

H améppiyn Tpétmel va yivetal GUPQWVA PE TOUG TOTTIKOUG Kavoviauoug. Or adelol
TTEPIEKTEG 1 01 ABEIEG BAKEG UTTOPET VO TTEPIEXOUV KATAAOITTO TOU TTPOIOVTOG. AUTO TO
UAIKG Kal O TTEPIEKTNG TOU TTPETTEI VA ATTOPPITITOVTAI IE ao@aAn TpoTTo (BA.: Odnyieg
amoppIYng).

O1 ddelol TTEPIEKTEG TTPETTEI VA JETAPEPOVTAI OE EYKEKPINEVO PEPOG BlaXEipIong
atroBAATWYV yia avakUkAwaon f améppiyn. Kabwg ol Kevoi TTEPIEKTEG EVOEXETAI VA
TTEPIEXOUV UTTOAEIUPATA TOU TTPOIOGVTOG, TNPEITE TIG TTPOEIBOTTOINCEIG TTOU
avaypda@ovTal aTNV ETIKETA AKOWN KOl HETA TO AOEIQC A TOU TTEPIEKTN.

O KwdIkAG atToBARTWY Ba TTPETTEl va KaBoploBei oe guvevvonaon e Tov XprRaoTn, TOV
TTapaywyoé Kal Tnv eraipeia d1aBeong atmoBARTwWV.

ZUAAEETE KO QVAKUKAWGTE R OTTOPPIYTE 0€ OPPAYICUEVOUG TTEPIEKTEG OF
adeI0d0TNHEVO XWPO aTToppIYng atroBARTWY. H amdppiyn Tou
TTEPIEXOMEVOU/TTEPIEKTN TTPETTEI VA YiVETAI GUUPWVA UE TOUG
TOTTIKOUG/TTEPIPEPEIAKOUG/EBVIKOUG/BIEBVEIG KaVOVIOUOUG.

TMHMA 14: NMAnpo@opieg OXETIKA ME TN HETAPOPT

ADR

Agv UTTOKEITAI GTOV KAVOVIOUO OXETIKA PE TA ETTIKIVOUVA EYTTOPEUATA.

RID

Agv UTTOKEITAI GTOV KAVOVIOUO OXETIKA E TA ETTIKIVOUVA EUTTOPEUATA.

ADN
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Agv UTTOKEITAI GTOV KAVOVIOUO OXETIKA WE TA ETTIKIVOUVA EUTTOPEUATA.

IATA

Agv UTTOKEITAI GTOV KAVOVIOUO OXETIKA WE TA ETTIKIVOUVA EUTTOPEUATA.
IMDG

Agv UTTOKEITAI GTOV KAVOVIOUO OXETIKG ME TA ETTIKIVOUVA EUTTOPEUATOA.
14.1. MeTagopd Xudnv cUP@WVA |IE TO Aev 10X el

MapdpTnua Il Tng cuuBaong
MARPOL 73/78 ka1 Tov Kwdika IBC

TMHMA 15: NMAnpo@opieg KAVOVIOTIKOU XOpOaKTAP
15.1. Kavoviouoi/vouoBeoia oXeTIKA ME TRV AC@AAEIA, TNV UyEia Kal To TTEPIBAAAOV TTOU ad@OopoUV £I5IKA TNV oUdia R TO
Heiypa
Kavoviouoi Tng EE
Kavoviouog (EK) apif. 1005/2009 yia Tig ougigg TTou KATaoTpéPouV Tn oTIfdda Tou 6JovTog, MapaptApara | kai ll,
OTTWwG TpOoTTOTTOINONKE
Aev avagépeTal.

Kavoviouog (EK) apif. 850/2004 yia Toug épovoug opyavikoUg putroug, Mapdptnua l, 6TTwg Tpotrotroindnke
Aev avagépeTal.
Kavoviouég (EK) apif. 689/2008 yia Tnv e§aywyn Kal TNV E100yWYH ETTIKIVOUVWYV XNUIKWV ouoiwyv, MapdpTnua l,
MEpPOG 1, 6TTWG TPOTTOTTOINONKE
Aev avagépeTal.
Kavoviouoég (EK) apif. 689/2008 yia Tnv e§aywyn Kal TNV E100YWYH ETTIKIVOUVWYV XNUIKWV ouoiwyv, MapdpTnua l,
HEPOG 2, 6TTWG TPOTTOTTOINBNKE
Agev avagépeTal.
Kavoviouog (EK) apif. 689/2008 yia Tnv e€aywyn Kal TNV £100ywyn €MIKiVOUVWY XNHIKWV ouoiwy, MapdpTtnua l,
HEPOG 3, OTTWG TPOTTOTTOINONKE
Aev avagépeTal.
Kavoviouog (EK) apif. 689/2008 yia Tnv §aywyn Kol TV £100YyWYH EMIKIVOUVWY XNUIKWV ouoiwv, Mapdptnua V,
OTTWG TpOoTTOTTOINONKE
Aev avagépeTal.
Kavoviouog (EK) api8. 166/2006 Mapdaprnua Il MnTpwo ékAuong Kai NETAPOPAS PUTTWYV, OTTWG TPOTTOTTOINONKE
Agev avagépeTal.
Kavoviouog (EK) apif. 1907/2006, REACH ApBpo 59(10) KatdAoyog utropn@iwv ouci®wv O0TTwg dnpocieuTnKe

mpoéo@ara amé To ECHA
Agev avagépeTal.

Eykpioeig

Kavoviouog (EK) apif. 1907/2006 REACH MNapdptnua XIV Oucigg TTou UTTOKEIVTAI O€ £YKPION, OTTWG TPOTTOTTOINBNKE
Aev avagépeTal.

Meplopiopoi xprong

Kavoviouog (EK) api8. 1907/2006 REACH Mapdptnua XVII Oucigg TTou UTTOKEIVTAI O€ TTEPIOPICUO KUKAOPOPIiag oTnv
ayopd Kal XpRong, O1TTwg TPOoTToTroinénke

Aev avagépeTal.
Odnyia 2004/37/EK: OXETIKA JE TNV TTPOCTACIN TWV EPYAJOUEVWYV ATTO TOUG KIVEUVOUG TTOU CUVSEovTal JE TV
€kBeon o€ KOPKIVOYOVOUG Kal HETOAAOEIOYOVOUG TTOPAYOVTEG KATA TNV £PYaOia, OTTWG TPOTTOTToINBNKE

Aev avagépetal.
Odnyia 92/85/EOK: yia TRV ac@AAEla Kal TNV UYEia TwV eyKOWV £pYAJOMEVWV KOl TWV £PYAJOHUEVWV TTOU TTPOC QAT
€xouv yevvioel | OnAdadouv, 6TTWG TPOoTTOTTOINBNKE

Aev avagépeTal.

AAAol kavoviouoi Tng EE

Odnyia 2012/18/EE yia TNV AVTIMETWITION TWV KIVEUVWYV HEYAAWYV aTUXNHATWY OXETIJOPEVWYV |IE ETTIKIVOUVEG OUTIEG
Aev avagépeTal.
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Odnyia 98/24/EK yia Tnv TPOoOTACia TNG UYEIAG KAl TG AOQAAEING TWV EPYAJOPEVWV ATTO KIVEUVOUG OPEIAOEVOUG
o€ XNUIKOUG TTOPAYOVTEG KATA TNV EpyaACTia

Agv avagépeTal.

Odnyia 94/33/EK yia Tnv TpooTACia TWV VEWV KATA TNV Epyacia

Aev avagépeTal.

AAAol Kavoviouoi

E@vikoi kavoviouoi

15.2. AgloAéynon XnNMIKNAG ao@daAeiag

TMHMA 16: AAAeg TTAnpo@opieg

KatdAoyog ouvTunoewyv

BiBAloypa@ikég ava@popég
MAnpo@opisg oXeTIKA pE TN MEBOSO

agloAdynong rou XPnoIUMOTToIEiTAl VIO
TNV Ta§IvOUNoN TOU LEIYHOTOG

MARpeg keipevo Tuxov dnAwoewv H
TTou Sev avaypd@eTal TTARPWG oTA
TuAuaTta 2 éwg 15

MAnpo@opieg ekmaideuong

ARAwon atrotroinong eubuvv

To Tpoidv éxel TagivounBei kai emionuavOsi cupewva pe Tov Kavoviouo (EK)
1272/2008 (Kavoviopog CLP), 6TTwg TpoTToTroIfdnKe, KOl TOUG avTioToIXoUug EBVIKOUG
vOuouG TTou e@apuoouv Tig odnyieg TN EK. To mapdv AeAtio dedouévwv aag@aleiag
OUPHOPPWVETal PE TIG aTTaiTAoelg Tou Kavoviopou (EK) apiB. 1907/2006. Ztnv
EupwTraikr) ‘Evwaon, auté To TTpoidv UTTdyeTal aTny odnyia yia Ta 1aTPOTEXVOAOYIKA
BonBnuara TTou xpnaoiyotrolouvtal oTn didyvwon in vitro (98/79/EK).

Tnpeite ToV €BVIKO KAVOVIOUO OXETIKA WE TNV EQYACia PE XNMUIKOUG TTAPAYOVTEG.

Agv €xe1 TpaypaTotToindei agloAdynaon XNUIKAG aoPAAEIG.

DNEL: Mapdywyo eTTitTedo Xwpig EMITITWOEIG.

PNEC: MpoBAeTTOuEVN CUYKEVTPWOT XWPIG ETITITWOEIG.
ABT: AvBekTIKO, BIOOUCOWPEEUTINO Kal TOEIKO.

AAAB: Akpwg AvBekTIKS Kal dkpwg Bioouoowpelaipo.

Mn diaBéaipo.

H tagivéunon wg mpog Toug KIvOUVouUG yia TNV UyEia Kal Toug KivdUvoug yia TO
TTEPIBAAAOV TTPOKUTITEI ATTO £vaV OUVOUAOUO HEBODdWY UTTOAOYIOUOU Kal SEOOUEVWV
OoKIPwy, v diaTiBevTal.

H315 lMpokaAei epeBioud Tou dEPUATOG.
H319 lMpokaAei coBapd o@OBAAUIKO epeBIOHO.
H335 Mmopei va TrpokaAéoel epeBIOUO TNG AVATIVEUOTIKNG 000U,

AkoAouBeiTe TIG 00nyieg eKTTAIdEUONG KATA TOV XEIPIOWO AUTOU TOU UAIKOU.

O1 TTapatmavw TTANPOYOPIES TTAPEXOVTAI PE KOAR TTIOTN. OcwpouvTal akpIBEig Kal
QAVTITIPOCWTTEUOUV TIG KOAUTEPES TTANPOYPOPIES TTOU £XOUlE OTN IABECT YOG ETTi TOU
TapoévTog. QXTOZO, AEN NAPEXOYME KAMIA EIMYHEZH EMIMNOPEYZIMOTHTAZ
'H KATAAAHAOTHTAZ A ZYTKEKPIMENO 2KOINMO H EIMYHZH
OMNOIOYAHMOTE AAAQY TYTIOY, PHTH H ZIQMNHPH, ANA®OPIKA ME TA
MPOIONTA MOY MEPIFPA®ONTAI 'H TA AEAOMENA H TIZ NTAHPO®OPIEZ
NOY NMAPEXONTAI, KAl AEN ANAAAMBANOYME KAMIA EYOYNH MOY
AMOPPEEI AMO TH XPHZH TQN EN AOIQ MPOIONTQN, AEAOMENQN H
MAHPO®OPIQN. O xpAoTng Ba TpéTrel va TTpoBaivel O€ TIPOCWTTIKI €PEUVA
TTPOKEINEVOU Va KaBopioel TNV KATAAANASGTNTA TwV TTANPOPOPIWY YIa TOV
OUYKEKPIPEVO OKOTTIO Xpriong Kal avaAauBavel emmiong 6Aoug Toug KivoUvoug TTou
ATTOPPEOUV OTTO TN XPron Tou UAIKOU. O XprioTng OQEiAEl va GUUHOPQUVETAI JE
6Aoug TOUG VOPOUG Kal TOUG KAVOVIGHOUG TTOU OXETICOVTal JE TNV ayopd, TN Xprnon,
TNV ATTOBAKEUCN KAl TNV aTTOPPIYN TOU UAIKOU Kal TTPETTEN Va €ival EE0IKEIWPEVOG Kal
va akoAouBei TIG yevIKA atrodekTEG S1adIKATIEG aoPAAOUG XEIpIoPOU. Z& Kapia
mepiTTwon n BioMedica Diagnostics dev Ba gival utreuBuvn yia oTTo1E0OATTIOTE
aglwaoelg, atmwAEIEG R {NUieG OTTOIOUBATTOTE ATOMOU I YIA XaNEva KEPON 1] yia TUXOV
EIOIKEG, EMPEDEG, TTAPETTOUEVEG, ETTAKOAOUBEG ] TTAPABEIYUATIKEG CNnUiEG, Ye OTTOI0V
TPOTTO Kal av TTpokUyouv, akéun kail av n BioMedica Diagnostics €xel evnuepwdei
yla Tnv mOavoTnTa va uTTapEouV TETOIEG Cnuies.
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@BmM EDICA AEATIO AEAOMENQN AZOAAEIAZ

DIAGNOSTICS

ENOTHTA 1: TautoTtroinon ouciag/peiypaTtog Kal eTaipeiag/emixeipnong
1.1. AvayvwpIoTIKOG KWSIKOG TTPoIiovTOog
Eutropiki ovopacia A AvmidpaaTrpio R2 avBpwivng avtiBpouivng Il
TEPIYPAPH TOU MEIYUATOG
ApiBp6g KaTaxwpiong -

ZUVWVUNa Kavéva.
Kwdiko6g Trpoidvrog avBpwTivn avTiBpopRivn, R2 oTig dokipaoieg ACTICHROME® Heparin 820 kai 832
Hpepopnvia ékdoong 15 ZemréuBplog 2022
ApiBuo6g £kdoong 02
Hpepopnvia avaBewpnong 14 louhiou 2017
AvVTIKaBIOTA TO £YYypaPO ME 22 louviou 2015
nupepopnvia
1.2. Zuva@eig TPoaSIopICHEVEG XPNOEIS TNG OUCIAG I TOU LEIYHOTOG KOl OVTEVOEIKVUOMEVEG XPAOEIG
I'Ip906|op|apévsg MolkiAeg.
Xpnoeig
Astv6£|Kvu6psvag XpnOoIJoTroInoTe GUPPWVA WE TIG CUCTATEIS TOU TIPOUNBEUTH.
Xpnoeig

1.3. ZToixeia Tou TTpounBeuTH TOU SeATiou dedopévwv ao@algiag

Kevtpikd ypageia BioMedica Diagnostics Inc.

€TAIPEiOG 94 Wentworth Road, PO Box 1030
Windsor, Nova Scotia KANAAAZ BON 2T0

Y1reoBuvog Etaipiké TnAé@wvo: 1-902-798-5105

ETMIKOIVWViog Etaipiké @ag: 1-902-798-1025

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

1.4. ApiIOu6G TnAspwvou HMNA, Kavadag, MouépTo Piko kai MapBéves Nrjoor 1-800-255-3924
€KTOKTNG AVAYKNG AleBvwg +1-813-248-0585

AuaTpaoAia 1-300-954-583

BpadiAia 0-800-591-6042

Kiva 400-120-0751

Ivdia 000-800-100-4086

Megiké 01-800-099-0731

Ap1B8pég ocuppaong MIS9591327

ENOTHTA 2: NMpoodiopilonog IKIVOUVOTNTOG

2.1. Ta§ivounon Tng oudiag 1| Tou peiyparTog
To peiypa éxel alohoynBei A/kal eAeyxBei WG TTPOG TOUG PUGIKOUG KIVOUVOUG, TOUG KIVOUVOUG YIa TNV UyEia Kal Toug KivOUvoug yid TO
mePIBAAAOV Kal IoxUel N akdAouBbn Tagivounon.

Tagivopunon cupewva pe Tov Kavoviouoé (EK) api8. 1272/2008, 61Twg TpotroTroinénke
Kivduvol yia Tnv uyeia

AiGBpwon/epeBIopdg Tou dEpuaTog Karnyopia 2 H315 — lNpokaAei epeBiopd Tou
dépuarog.
ZoBapn opBaAuiki BAGRN/ZoBapdg Katnyopia 2 H319 — MpokaAei cgoBapd opBaApikd
0PBaAUIKOG £peBIOOG epeBIOUO.
Eidikn TogikétnTa oTA Spyava- Kartnyopia 3 epeBioudg TnG H335 — MTropei va TTpoKaAéael
OTOX0UG — e@aTTa £KkBean QAVATTVEUOTIKIG 000U £pEBIOYO TNG AVATTIVEUCTIKAG 080U.
Z0voyn £MIKIVOUVOTNTOG MpokaAei epeBioud Tou dépuarog. NpokaAei coBapd o@OaApIKS epeBioud. MTTopEi va TTPOKAAETE!

€peBIOUO TOU AVATTVEUOTIKOU GUGTHHATOG.

AvTidpaaTrpio R2 avBpwrivng avtiBpopRivng Il AAA ENA
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2.2. ZToIXEia emMIOAPAVONG

Emonipavon clpewva pe Tov Kavoviouoé (EK) apif. 1272/2008, 6Twg Tpotrotroindnke
Eikovoypdpparta KivSuvou

Mpo&i1dotroIinTikA Aégn
AnAwoseig emikiviuvoTnTag

MpogidotToinon

H315 MpokaAei epeBiopd Tou BEPUATOG.
H319 MpokaAei coBapd o@OBaApIKG epeBICPO.
H335 Mrtropei va TTpokaAéoel epeBIcPS TNG avaTTveUOTIKAG 000U.
AnAwoeig Tpo@uAGgewv

Mp6Anyn
P261 ATTOQEUYETE VA AVOTIVEETE OKOVI.
P264 [MAUveTe OXOAAOTIKA PETE TOV XEIPIOHO.
P271 Na xpnoigotroigital pévo o€ avoIkTo ) KOAG agPICOPEVO XWPO.
P280 Na @opdTe TTPOCTATEUTIKA YAVTIOL.
P280 Na @opdTe yéoa aTOMIKAG TTPOOTACIAG YIO TA HATIA/TTPOCWTTO.

AvTamrokpion
P302 + P352 2E NEPINTQZH ENA®HZ ME TO AEPMA: MNAUvTE pe dpbovo vepd.
P332 + P313 Edav TrapatnpnBei epebioudg Tou dépuaTtog: ZUPPBoUAeuBeiTe/ETTIOKEQBEITE YIATPO.
P362 + P364 A@aipéaTe Ta JoAUCPEVA pouxa Kal TTAUVETE Ta TTPIV TA EAVAXPNOIUOTIOINCETE.

P305 + P351 + P338

P337 + P313
P304 + P340

P312
®uAagn

P403 + P233

P405
Atréppiyn

P501

ZUPTTANPWHOTIKEG
TAnpoPopieg ETIOANAVONG

2.3. AAAol Kivduvol

SE MEPINTQXZH ENA®HE ME TA MATIA: ZeTTAUVETE TTPOTEKTIKA PE VEPO VIO OPKETA AETTTA.
Edv utrdpxouv @akoi eTTaPng, aQaipéoTe TOUG, EQOCOV €ival EUKOAO. ZUVEXIOTE va ETTAEVETE.
Edv dev utroxwpei 0 0@OaANIKOG peBITUOG: ZUNPBOUAeUBEiTE/ETTIOKEPOEITE YIATPO.

2E NEPINTQZH EIZINMNOHZ: MeTagépeTe Tov TTABOVTA 0TOV KABapd aépa Kal aprjoTe TovV va
gekoupaaoTei o€ aTdon TTou SIEUKOAUVEI TNV AVATIVON).

KaAéoTte To KENTPO AHAHTHPIAZEQN/yiatpd av aioBavBeite adiabeaia.

AtroBnkeleTal o€ KaAG agpifopevo xwpo. Na diatnpeital o TTEPIEKTNG EPUNTIKA KAEIOTOG.
duAdooeTal KAEIdwpEvo.

H ammdppiyn Tou TTEPIEXOPEVOU/TTEPIEKTN TTPETTEI VA YiVETAI CUUPWVA PE TOUG
TOTTIKOUG/TTEPIPEPEIAKOUG/EBVIKOUG/BIEBVEIG KaVOVIOUOUG.

Kapia.

Agv xapakTnpietal wg ouaia A peiypa ABT (AvBekTIKO, Blooucowpeuaiyo kai Togikd) rj AAAB
(Akpw¢ avBeKTIKO Kal AKpwG BIOCUCTWPEUTINO).

ENOTHTA 3: Z0vBeon/TrTAnpo@opieg yia Td CUCTATIKA

3.2. Meiypyara

Fevikég TTANpo@opicg

XnuikA ovopagia % Ap16. CAS/ Ap10. kataxwpiong  Api8. EYPETHPIOY Znpeiwoeig
Ap16. EK REACH

Tpio(udpogupeBul)apivouedavio 35-45 77-86-1 - -
201-064-4

Tagivépnon:

Eped. Aépp. 2,H315, OpBaAy. Eped. 2,H319, STOT SE 3,H335

Tpivarpio dAag Tou

a1IBUAEVOBIANIVOTETPAOEIKOU

ogéog
Ta§ivopnon:

10-15 85715-60-2 - -

O@BaAyu. Epeb. 2,H319

ZxOAla yia T ouvleon

‘OAeG 01 GUYKEVTPWOEIG AVAPEPOVTAI O TTOCOOTO £TTi TOIG €KATO KATA BAPOG, EKTOG €AV TO
ouaTaTIKO gival aépio. OI CUYKEVTPWOEIG AEPIOU avaPEPOVTAl GE TTOGOCTO ETTI TOIG EKATO
KAt OyKO.

ENOTHTA 4: Métpa mpwtwyV Bondsiwv

Fevikég TTANpo@opieg

Al0G@AAIoTE OTI TO 1ATPIKO TTPOCWTTIKO YVWPIEl T EUTTAEKOUEVA UAIKA Kail £X€I AGBeI
TIPOPUAGEEIG aTOUIKAG TTpoaTaaiag. Av aigBavBeite adiabeaia, {NTRoTe AUECWG 1ATPIKA
OUpBoUAR (&eigTe TNV TIKETQ v gival duvaTo).

AvTidpaaTrpio R2 avBpwrivng avtiBpopRivng Il
926827 Ap. ékdoong: 02 Huepopunvia avaBewpnaong: 14 louliou 2017  Hpuepopnvia ékdoong: 15 Zemtéufpiog 2022 DAR1774

AAA EN
2/8



4.1. Mepiypa@n HETPWYV TTPWTWYV Bondeiwv

Eiomrvon

Etraen pe To Sépua

Emaen pe Ta gdTia

Kardmoon

4.2, INUAVTIKOTEPO CUUTITWHATA

Kal emMdpdoeig, ogeieg
METAYyEVEOTEPEG

4.3. 'Evd£1§n otrolaodn1ToTE
ATTAITOUMEVNG AEONG
I0TPIKAG PPOVTISag Kal
€101KNG BepaTreiag

MeTagépeTte TOV TTABOVTA OTOV KABAPO aépa Kal aQrjoTe TOV Va {EKOUPAaOTEi o€ OTACN TTOU

O1eukoAUvel Tnv avatvor]. KaAéate To KENTPO AHAHTHPIAZEQN n éva yiatpo edv
aioBavBeite adiabeaia.

AopaipéoTe Ta yoAuopéva pouxa. MAUveTe e dpBovo cartrouvi Kai vepd. Edv TapatnpnBei

€pEBIOPOG Tou dépuaTog: ZupPBouleuBeiTe/ETTIoKEPOEITE YIaTPO. MAUVETE TO HOAUOPEVA
evoupaTa TTpIv Ta EavayPnOIMOTIOINCOETE.

Mnv TpiBeTte Ta pdTia. Z€TTAUVETE AUECWG TA PATIO PE APOBOVO veEPD yIa TOUAGXIOTOV 15 AETTTA.
Edv utrdpxouv @akoi ETTaPng, a@aipéoTe TOUG, EPOOOV gival EUKOAO. ZuveXioTe va EETTAEVETE.

>€ TEPITITWON avATITUENG £PEBICOU 1) eTTiHOVOU £PEBICOU, ETTIOKEPOEITE YIATPO.
=emAUveTe TO OTOMA. Edv TTapatnpnBolv CUPTITWHATA, ETTIOKEPOEITE yIaTPo.

va gival TTovokEQPAAOG, {AAN, KOTTWGON, vauTia Kal EPETOG.

Mrtropei va TTpokaAéael epuBpdTnTa Kail TTOVo. Ta CUUTITWHATA UTTEPPOAIKAG €KBEONG PTTOPET

MapEXeTe YEVIKA UTTOOTNPIKTIKG PETPA KOl XopnyAoTe BepaTtreia avdAoya Ue TA CUPTITWHATA.

ENOTHTA 5: Métpa yia TNV KATATTOAEUNON TNG TTUPKAYIAG

[evikoi Kivduvol TTupkayidg
5.1.MupooBeoTIKA péca
KaTtdAAnAa
TTUPOORECTIKA HECT
AkaTdAAnAa
TTUPOORECTIKA Péoa

5.2. Eidikoi Kivbuvol 1Tou
TTPOKUTITOUV aTTO TNV
oucia f To peiypa

5.3 ZuoTdoelg yia Toug
TTUPOORECTEG
Eid1kég
TTPOCTATEUTIKOG
€§OTTAIONOG YIa TOUG
TTUPOORECTEG
Ei1di1kég Si1adikaoieg
mupoofeong

Aev éxouv onueiwdei acuvrnBioTol Kivduvol TTupkayidg 1 éKkpnéng. ©a kaei eav eUTTAOKE o€ TTUpPKAYIA.

Ekvépwaon vepoU. Appdg. =npn XNUIKN okévn. Alogeidio Tou dvBpaka (CO2).

Mn xpnoigoTroleiTe WeKaAouo vepoU WG TTUPOORECTIKG YECO, KaBWG KATI TETolo Ba eEATTAWCEI
™ QWTIA.

Katd mn didpkeia TTupkayidag, evoEXeTal va oXnNUaTIoTouV aépla eTTIKivduva yia Tnv uyeia.

2& TMEPITITWON TTUPKAYIAG, ATTAITEITAI N XPrjON QUTOVOUNG AVATIVEUOTIKI G CUCKEUNG Kal TTAfpoUg

TTIPOCTATEUTIKAG EVOUNATIAG.

E@apudete Tig cuviBeig diadikaoieg TTupooBeong Kal AauBAaveTe utrdyn Toug KIvoUvVoug TTou

€yKUpPovoUV Ta GAAa ePTTAEKOEVA UNIKA.

ENOTHTA 6: Métpa yia TV aQVTIHETWITION TUXaiag éKAuong

6.1. MpoowTTiKEG TTPOPUAGEEIG, TIPOOTATEUTIKOG EEOTTAIONOG Kal S108IKACIEG EKTAKTNG AVAYKNG

Mo TPOCWITIKG N
€KTOKTNG AVAYKNG

Mo dropa ToU
TTPOCPEPOUV TTPWTEG
BonOeieg
6.2. NepiBaAAovTikég
mwPOoPUAdGgelg
6.3. M£€00&o1 kal UAIKA yia
TTEPIOPICHO KAl KABAPIOHO

6.4. MNapatroutril o AAAa
THAMATA

KpaTtroTe gakpid 1o TTEPITTO TTPOoWTTIKG. PpovTioTe Ta GTopa va Bpickovtal JakpIG atré Tn
diappor kal aTnv TTPoarvepn TTAeupd Tng diappong. Popdrte KATAAANAO TTPOCTATEUTIKO
€€OTTAIONO Kal poUXa KOTA TOV KABAPIOUO. ATTOQEUYETE TNV EI0TTVOR OKOVNG. AldCQOAIOTE
TOV KATAAANAO agpiopd. O1 TOTTIKEG APXES TTPETTEI VA EvUEPWBOOUV €dv dev gival duvaTtdg o
TTEPIOPIOUOG HEYGAWY OlIappPOwV.

KpatroTe Jakpid TO TTEPITTO TTPOCWTTIKO. XPNOIUOTIOIEITE TA HECQ ATOMIKNG TTPOCTACIOG TTOU
ouvIoTWVTAl 0TO Turpa 8 Tou AAA.

ATTOQUYETE TNV ATTOPPIYN OE ATTOXETEUTEIG, OE UDATIVO PEUUATA  OTO £€30QOG.

ATro@eUyeTe TOV SIOOKOPTTIOUO TNG OKOVNG OTOV aépa (BnA. KaBapPIOPOG OKOVIGHEVWV
ETMQPAVEIWV E TTETTIECUEVO AEPQA). ZUAAEETE T OKOVN PE NAEKTPIKI OKOUTTA TTOU OIOBETEI
@iATpo HEPA. ZtapatroTe Tn ponR UAIKOU, eAv UTTopE va yivel Je ac@dAeia.

MeydAeg dlappoig: AIaBpEETe Pe veEPO Kal OKAYTE Eva XAVTAKI YIO JETAYEVECTEPN ATTOPPIYN.
@ruapioTe To UNIKG o€ TTEPIEKTN atToBARTWY. META TV QvAKTNGON TOU TTPOIOVTOG, EETTAUVETE
TNV TTEPIOYXN HE VEPO.

Mikpég SlappoEG: ZKOUTTIOTE i avappo@raTe Tn dlappPor| Kal GUAAEETE TO UAIKO o€ KaTAAANAO
TTEPIEKTN YIa aTTOppPIYn. KabBapioTe TNV em@Aveia evOEAEXWGS VIO VA ATTOMOKPUVOOUV
UTTOAEiypaTa pUTTWV.

MNa Ta yéoa atopIkng TTpooTaaiag, BA. TuARua 8. MNa Tnv améppiyn amoBAATWY, BA. TUAKa 13
Tou AAA.
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ENOTHTA 7: Xeipiopog kai atmrofnkeuon

7.1. Npo@uAdgeig yia ac@aAn
XEIPICUO

7.2. ZuvBnKeg yia TNV ac@aAn
pUAagn,
OUUTTEPIAOUBAVOHEVWV
TUXOV aoupBifacTwyv
KATOOTACEWV

7.3. E1dikn TeAIKA Xprion 1
Xproeig

H TpwTn UAN autoU Tou TTPOoIdVTOG gival avBpwTTIvnG TTPoEAEUCNG Kal £XEl BIOTTIOTWOE OTI
gival yn avTidpwaod yia 1o eTMIQaAveIokS avTiyovo tng ntraTindag B (HBsAg), Tov 16 Tng
nmatindag C (HCV) kai Tov 16 avocoaveTTdpkeiag Tou avepwtrou Tutrou 1 kai TUtTou 2
(HIV-1, HIV-2) pe Tn Xprion avayvwplioyévwy peBodwyv. Aedopévou 0TI Kapia péBodog eAéyxou
Oev UTTOopPEi va eyyunBei TTANpwG OTI Ta TTPOIGVTA TTOU TTPOEPXOVTAI aTTO avOpwTTIva deiyuaTa
o¢ev petadidouv HBsAg, HCV, HIV-1, HIV-2 | dAAa aigaToyevwg petadidopeva maboyova, o
XEIPIOPOGS auTou Tou avTiIdpaoTnpiou Ba TTPETTEl va yiveTal OTTWG GUVIOTATAI YIA OTTOI0OOATTOTE
OuVNTIKA JOAUCUATIKO avBpwTTivo deiypa. Alao@aAioTe Tov KATAAANAO ££aepIoud g€ XWPOoUg
610U oXNMaTifeTal OKOVN. ATTOQPEUYETE VA AVATIVEETE OKOVN. ATTOQEUYETE TAV ETTAPN UE TA
MaTia, To dépua Kal Ta pouxa. ATTOQUYETE TNV TTapaTeTAPEVN KBeaN. Tnpeite TIG 0pBEG
TIPAKTIKEG BIOUNXAVIKAG UYIEIVAG.

duAdooete o Bepuokpaaia 2—8 °C (35-46 °F). ATroBnkeleTal 0 KOAG AEPICOPEVO XWPO.
duAdooetal pakpid amé actpBara UAIKA (BA. TuAua 10 Tou AAA).

MoikiAeg.

ENOTHTA 8: 'EAgyxog TnG ékBeong/atoiki TpooTacia

8.1. NapdpeTpol eAéyxou

OpIaKEG TIMEG ETTAYYEAHATIKAG

€kBeong
BioAoyikég oplakEéG TIMEG

ZuVIOTWHEVEG B1adIKATiEg
mapakoAoudnong
MNapdywyo emiTredo Xwpig
emimTwoelg (DNEL)
MpoBAetropeveg
OUYKEVTPWOEIG XWPig
emimTwoelg (PNEC)

8.2. 'EAeyxo1 €kBeong

KatdaAAnAol pnxavikoi
€éAeyxol

Aev €xouv emonuavOei oplokég TIHEG €KBEANG yIa éva I TTEPICTOTEPA GUOTATIKA.

Agv €xouv emonuavOei oplokES TIHEG BIOAOYIKNG €KBEONG yia éva A TTepIoTOTEPA
OUOTATIKA.

AkoAouBeite TIg TUTTIKEG Sladikaaoieg TTapakoAouBnong.
Mn diabéaipo.

Mn &1a6éaipo.

Mpétel va xpnoipoTrolgital KaAd yeviKo oUoTnua e€aepiopol (0 a¢pag TTPETTEI VA AVAVEWVETAI
ouvnBwg 10 opég avda wpa). O pubudg ecaepiopol TTPETTEl va eival KATAAANAOG yia TIG
ouvBrkeg. Xpnaoipotroiote BaAdpoug eTTeéepyaoiag, TOTKG aUoTnua eaywyng i GAAoug
MNXaVIKOUG eAEyXoug, avAAoya e TNV TTEPITITWAN, YIa TN dIATAPNCT TWV ETTITTEOWY
QEPOPETAPEPOUEVWY OWUATIOIWV KATW ATTO TA OUVIOTWUEVA Opla €kBeong. Edv dev £xouv
KaBopioTei Opia €KBeaNG, OIATNPEITE TA AEPOUETAPEPOUEVA CWHATIOIO O€ ATTOOEKTA ETTITTEDQ.
Edv 1a unxavikd pétpa dev TTAPKOUV yia Tn SIATAPNGCN TWV CUYKEVTPWOEWY CWHATISIWY
oKOvNG KaTw atd 1o OEL (opiakr) Tiur eTTayyEAPATIKAG €KBEONG), TTPETTEI vV
XPNOILOTTOIOUVTal KATAAANAG €O TTPOCTACIAG TWV AVATIVEUCTIKWY 00WV. Z€ TTEPITITWAON
dAeong, KOTIAG 1 Xpriong Tou UAIKOU o€ d1adIKaoieg TTOU YTTOPET va TTPOKAAEGOUV TOV
OXNMOTIONO OKAVNG, XPNOIMOTIOIEITE TOTTIKO aUCTNHA EagpiopoU yia diatpnan TnG €kBeong
KATW a1é T oUVIOTWHEVA ETTITTEdA €KBEONG. KaTd ToV XEIPIOPO auTO TOU TTPOIGVTOG TTPETTE
va diaTiBevTal eykaTaoTACEIG TTAUONG YIO TA PHATIA KOI VTOUG VIO TTEPITITWOEIG EKTOKTNG
avaykng.

MéTpa ATOMIKAG TIPOOTACIAG, OTTWG ATOMIKOG TTPOCTATEUTIKOG £§OTTAICOG

Fevikég TTANpo@opicg

MpooTacia yia Ta
paTia/rpéowTTo
MpooTacia Tou
Sépuparog

- NpooTacia Twv Xepiwv

-AAMo

MpooTacia Twv
AVATIVEUOTIKWY 03wV

O¢epuiKoi Kivduvol

XpnoIYoTToIEiTE HEOA ATOUIKNG TTPO0TACIAg OTaV aTTaITeiTal. Ta yéoa atouikAg TTpooTaciag
TPETTEl Va eTTIAEyovTal oUP@wva pe Ta TTpoTutta CEN Kai katétmiv oulrTnong e Tov
TTPOMNBEUTH TWV PECWVY ATOMIKNG TTPOCTACIAG.

@opdTe yuoMid ao@aAciag Kal TTpoowTTida.

Na @opdTe KaTAAANAQ yavTia avBekTIKA OTIG XNMIKEG ouaieg. O TTPOUNOEUTHG YaVTIWY UTTOPET
va TTpoTeivel KaTdAAnAa yavria.

Na @opdaTte KaTAAANAQ poUxa avOEeKTIKA OTIG XNMIKEG OUTIEG.

>¢ TTEPITITWON avETTaPKOUG agpIooU 1 KIVOUVOU €I0TTVORG OKOVNG A avabuuidoewy,
XPNOIYOTTOINOTE KOTAAANAO £EOTTAIONO AVATIVEUOTIKNG TTPOOTATIOG.

®opdre KaTGAANAO BePPIKS TTPOOTATEUTIKO POUXIOUG, TAV ATTQITEITAl.
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MéTpa uyieiviig Tnpeite TavTa Ta PETPA KAAAG ATOMIKNAG UYIEIVAG, OTTWG TTAUCIYO HETA TOV XEIPICUO TOU UAIKOU
Kal TTPIV atrd TV KATavAAwWaoT TPOQINWY Kal TTOTWVY /KAl TTPIV oTTd To KATTVIoHA. MAéveTE
TAKTIKA TA poUxa £pYACiag Kal TOV TIPOCTATEUTIKO £EOTTAIOUO YIa ThV ATTOPAKPUVOT TwV
pUTTWV.

"EAeyxol epIBAAAOVTIKAG O diaxelpIoThG TTEPIBAANNOVTOG TTPETTEI VA EVNUEPWOET yIa OAEG TIG ONUAVTIKEG EKAUCEIG.

€kBeong

ENOTHTA 9: ®uoikég Kal XNMIKEG 1810TNTEG

9.1. Zroixeia yia TIG BAOCIKEG PUOIKEG KAl XNUIKEG 1IB10TNTEG

Own
DuoIKA KAaTAoTACT 21eped.
Mopon A€uKkn oKOvN.
Xpwua NAEUKO.
Oopn Kavéva.
Katw@Aio oouig Mn diaBéaipo.
pH Mn diaBéaipo.

Znueio TAENG/Znueio TTAENG Mn diaBéaipo.
ApXIk6 onpueio Bpacuou Kai Mn diaBéaipo.
mepIoxn Bpacol

Znueio avapAegng Mn diaBéaipo.
Tayxurnra §dTpIoNg Mn diaBéaipo.
Ava@AegIpoTNTA (OTEPED, Mn diaBéaipo.
agplo)

Avwtepn/xapnAoTepn ava@Ae§iudTNTA | 6pIA EKPNKTIKOTNTAG
Op1o ava@Aegipotnrag  Mn diabéaiyo.
— XoaunAotepo (%)

Opio ava@Ae§ipoétnrag  Mn diabéoipo.
— avwTepo (%)

Mieon arpwv Mn diaBéaipo.

MukvoéTnTa ATHWV Mn diaBéaipo.

ZYETIKA Mn diaBéaipo.

TTUKVOTNTA

AiaAutéTnTa AloAuT6 GTO VEPO.

(d10AuTOTNTEG)

ZuvTeAEOTAG Mn diaBéaipo.

KOTAVOUAG

(n-okTavOAn/vepo)

O¢epuoKpacia Mn diaBéaipo.

auTavAa@AeEng

O¢gpuoKpacia Mn diaBéaipo.

amoouvleong

IEwdeg Mn diaBéaipo.

EkpnKTIKEG 1510TNTEG Mn eKpnKTIKO.

OgeIBWTIKEG 18160TNTEG Mn o&e1dwTiKS.

9.2. AANAeg TTANnpOPoOpiEg Aev uttdpyouv BIOBETIPEG ETTITTAEOV OXETIKEG
TTANPOYOPIEG.

ENOTHTA 10: ZraBepdéTnTa Kal avTISPACTIKOTNTA

10.1. AvTISpaoTIKOTNTA To 1poidv gival un avTidpaoTIKG UTTO KAVOVIKEG CUVBRKES XPrONG, ATTOBAKEUONG Kal
HETAPOPAG.
10.2. XnuiknA oTaf0epoTNTA To UAIKO gival oTaBepd UTTO KaVOVIKEG TUVORKEG.
10.3. MBavoTnTa £MIKiVOUVWYV Agv TTpayUaTOTIOIEITAI ETTIKIVOUVOG TTOAUMEPICHOG.
avTidpdoewv
10.4. ZuvOnkKeg Tpog duAdooeTe pokpIG atrd BepuoTNTA.
ATTOQUYAV
10.5. Mn oupBartd UAIKA loxupd o&éa. loxupd o&eIdwTIKG péoa. Avaywyikoi TTapAayovTEG.
10.6. Emikivduva TrpoidvTa O¢eidia Tou avBpaka. O&eidia Tou alwTou.
amoouvleong
AvTidpaaTrpio R2 avBpwrivng avtiBpopRivng Il AAA ENA
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ENOTHTA 11: To§ikoAoyikég TTAnpopopiEg

Fevikég TTANpo@opicg

H emayyeApaTikn €kBeon oTnv ouaia f TO PEiYUA ITTOPET va TIPOKAAETEI ApVNTIKEG ETTITITWOEIG.

MAnpo@opieg yia mlavég odoug ékBeong

Eiomrvon

Etraen pe To Sépua

Emaen pe Ta pdTia

Kardmoon
ZUPTITWHOTA

H okdévn ptropei va TTpokaAéael epeBICUS TOU avVATIVEUCTIKOU OUCTAUOTOG.
MpokaAei epeBiopd Tou dEPUATOG.

MpokaAei coBapd oPOaApIKS epeBICUO.

2 € TEPITITWON KATATTOONG PTTOPET va TTIPOKAAETEl OuaPopia.

Ta cuptrTwpata uTTeEPBOAIKAG €KBEONG PTTOPET Va gival TTOVOKEPAAOG, CAAN, KOTTWON,
vauTia Kal eHETOG. MTTopei va TTpokaAéoel epuBpdTNTA Kal TTOVO.

11.1. NMAnpo@opiteg yia TIG TOSIKOAOYIKEG ETTITITWOEIG

Ogeia TogIKOTNTA

ZUOTOTIKA

>€ TEPITITWON KATATTOONG PTTOPED va TTPOKAAETEl BuaPopia.

Eidog AtroteAéopara g§éTaong

Tpio(udpofupeBul)apivouedavio (CAS 77-86-1)

O¢&ta
A6 TOU OTOUATOC
LD50

AidBpwon/epeBioudg Tou
dépuparog

Zofapn oPOAAMIKA
BAGRN/ZoBapog 0@OAAUIKOG
epedioog
EvaioOnrotroinon Tou
AVATIVEUOTIKOU
EvaioOnrotroinon Tou
dépuparog

MetaAAagiyéveon Twv
YEVVNTIKWV KUTTAPpWYV

Kapkivoyéveon

TogikéTnTO OTO
AVATTOPAYWYIKO OUCTNHA
Ei131kA} To§iIkéTnTA OTO OpYyava-
oTéX0oUG — g@ataf ékBeon
Eid1kA To§IkéTNTO OTCO O6pYyava-

oTéxoug — eravaAaupBavopevn
€kBeon

Kivduvog amé avappoenon

MAnpo@opisg yia To peiypa
EVAVTI TTANPOQPOPIWYV YIA TIG
ouaoigg

AAAeg TAnpo@opieg

Etripug 5.900 mg/kg

MpokaAei epeBiopd TOoUu BEPUATOG.

MpokaAei coBapd oPOaApIKS epeBICUO.

Agv TTpOKaAEi euaioBNTOTTOINGT TOU AVOTIVEUOTIKOU CUCTHAUOTOG.
Agv TTpokaAei euaioBnTOTTOINCN TOU SEPUATOG.

Agv uttdpyouv diabéaiua dedouéva TTou va UTTOJEIKVUOUV OTI TO TTPOIOV ) OTTOI0OATTOTE
OUGTATIKO TTOU UTTAPXElI O€ TTO00ATO peyaAUTepo ammd 0,1% eival petaAAagioyovo n
YOVIBIOTOEIKO.

Agv ptropei va tagivounBei wg Kapkivoyévo yia Tov avBpwTro.
AuTé TO TTPOIGV OEV AVAUEVETAI VA TTPOKAAEDEI ETTIOPACEIG OTNV AVATIAPAYWYA 1 aThV

avamTuén Tou guppuou.
Mrtropei va TTpokaAéael €peBITUO TNG avATTVEUCTIKAG 000U.
Aev €xel TaglvounOei.

Aev €xel TagivounOei.
Mn diabéaipo.

Agv €xouv onuelwBei GANeG €18IKEG O&eieg ) XPOVIEG ETTIOPACEIG TNV UYEia.

ENOTHTA 12: OikoAoyikég TTAnpo@opisg

12.1. To§ikéTNTOA

12.2. AvOEKTIKOTNTA Kl
IKAVOTNTA ATTodounong

To Tpoidv dev €xel TagivounBei wg eTiKivouvo yia 1o TTePIBAAoV. QaTdo0, dev ATTOKAEIETAI OI
MEYAAEG 1) ouXVEG BIappoEG va éxouv eTIBAABEIG EMITITWAOEIG OTO TTEPIBAAAOV.

Agv uttdpyouv dlaBéaipa dedoPéva OXETIKA YE TNV IKAVOTNTA ATTodOUNCONG AuToU Tou
TTPOIOVTOG.

12.3. AuvatoTnTa BIOCUCOWPEUCNG

ZuvTeAEOTHG KATAVOUNG
n-okTavoAn/vepo (log Kow)

Tpio(udpofupueBul)apivouedavio (CAS 77-86-1) -2,31 (20 °C)

ZuUVTEAEOTHG BIOCUYKEVTPWONG
(BCF)

12.4. KivnTikOTNTA OTO £50pOG

12.5. ATroteAéopara TnNg
agloAéynong ABT kai

Mn diabéaipo.

Agv uttdpyouv dlabéaipa dedopéva.
Aev xapakTnpietal wg ouaia A peiypa ABT 1) AAAB.

AAAB
12.6. AAAeg apvnTIKEG Aev avapévovtal GAAEG duaueveig TTEPIBAAAOVTIKEG ETITITWOEIG (TT.X. MEIWON Tou 6JovTog,
EMITITWOEIG duVaTATNTA PWTOXNMIKNG dNuIouUpPYiag 6JOVTOG, EVOOKPIVIKEG DlATAPAXES, OUVANIKO
uTTEPBEPUaVONG TOU TTAQVITN) OTTO AUTO TO CUOTATIKO.
AvTidpaaTrpio R2 avBpwrivng avtiBpopRivng Il AAA EA
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ENOTHTA 13: Z1oixeia oXeTikd pe Tn d1d0gon

13.1. MéBodol diaxeipiong amroBARTWV

YtroAgigpaTikd améfAnTa H amdppiyn mrpétrel va yiveral oUWV PE TOUG TOTTIKOUG Kavoviopoug. O1 ddeiol TTEPIEKTEG
1 o1 adeleg BAKEG UTTOPE va TTEPIEXOUV KATAAOITTO TOU TTPOIOVTOG. AuTé TO UAIKS Kail O

TTEPIEKTNG TOU TTPETTEI VA ATTOPPITITOVTAI JE ao@aAn TpOTTO (BA.: Odnyieg amoéppiwng).

MoAuopévn ocuoKkeuaoia O1 &d¢ciol TTEPIEKTEG TTPETTEI VA UETAPEPOVTAI OE EYKEKPIPEVO PEPOG DlaxEipIong aTToRAATWY yia
avakUkAwaon A atméppiyn. Kabwg ol Kevoi TTEPIEKTEG EVOEXETAI VO TTEPIEXOUV UTTOAEIUUOTA TOU

TTPOIOVTOG, TNPEITE TIG TTPOEIBOTTOINCEIG TTOU AVAYPAPOVTAl OTNV ETIKETA AKOUN KAl JETE TO
4delaoua TOU TTEPIEKTN.

Kwdik6g amroBARTwy EE O KwdIKAG atToBARTWY Ba TTPETTEl VA KaBoploBei o€ auvevvonon PE TOV XPAOTN, TOV TTAPAywyo
Kal TNV eTaipeia d1a0eong atToRANTWV.

MéBodoi/TTAnpogopieg ZUAAEETE KO QVAKUKAWOTE R OTTOPPIYTE 0€ OPPAYICUEVOUG TTEPIEKTEG OE AdEIOOOTNHEVO XWPO

d1a0gong amméppiyng amoBARTWY. H amméppiyn Tou TTEPIEXOUEVOU/TTEPIEKTN TTPETTEI VA YIVETAI CUNQWVA JE

TOUG TOTTIKOUG/TTEPIPEPEIAKOUG/eBVIKOUG/BIEBVEIG KavOoVIoUOUG.

ENOTHTA 14: NMAnpo@opieg OXETIKA ME TN METAPOPA

ADR

Agv UTTOKEITAI GTOV KAVOVIOUO OXETIKA E TA
ETMKIVOUVA EUTTOPEUUATA.

RID

Agv UTTOKEITAI GTOV KOVOVIOUO OXETIKA UE TA
ETMIKIVOUVA EUTTOPEUPATA.

ADN

Agv UTTOKEITAI GTOV KAVOVIOUO OXETIKA E TA
ETMKIVOUVA EUTTOPEUPATA.

IATA

Agv UTTOKEITAI OTOV KOVOVIOUO OXETIKA UE TA
ETMKIVOUVA EUTTOPEUHATA.

IMDG

Agv UTTOKEITAI GTOV KAVOVIOUO OXETIKA UE TA
ETMIKIVOUVA EUTTOPEUPATA.

14.7. MeTagopd x0dnv Aev 10YUEl.
oUuewva pe 1o MapdpTnua

Il Tng ouppaong MARPOL

73/78 ka1 Tov KWdika IBC

ENOTHTA 15: NMAnpo@opieg KavovioTIKOU XapaKTHpa

15.1. Kavoviopoi/vopoBeoia OXeTIKA JE TV AO@PAAEIA, TNV UYEia Kal TO TTEPIBAAAOV TTOU a@opoUV €18IKA TNV oudia | To Yeiypa

Kavoviopoi Tng EE

Kavoviouog (EK) apif. 1005/2009 yia Tig oudigg Trou KataoTpéPouv Tn oTifdda Tou 6ovTtog, MapapThpara | kai I, 61TWG

TPOTTOTTOINONKE
Agev avagépeTal.

Kavoviouog (EK) apif. 850/2004 yia Toug épovoug opyavikoUg putroug, Mapdptnua l, 6TTwg Tpotrotroinénke

Agev avagépeTal.

Kavoviouog (EK) apif. 689/2008 yia Tnv e§aywyn Kal TNV €100ywyn €MIKivOUVWVY XNUIKWV ouciwyv, Mapdptnua l, yépog 1,

OTTWG TpOTTOTTOINONKE
Aev avagépeTal.

Kavoviouog (EK) apif. 689/2008 yia Tnv e§aywyn Kal TNV £100yWYH ETMIKIVOUVWV XNUIKWV ouoiwv, MapdpTtnua |, yépog 2,

OTTWG TpOoTTOTTOINONKE
Aev avagépeTal.

Kavoviouog (EK) apif. 689/2008 yia Tnv e§aywyn Kal TNV £100ywyn €MIKivOUVWVY XNUIKWV ouciwyv, Mapdptnua l, yépog 3,

OTTWG TpOTTOTTOINONKE
Aev avagépeTal.

Kavoviouog (EK) apif. 689/2008 yia Tnv e§aywyn Kal TNV £100yWYH EMIKIVOUVWV XNHIKWV ouoiwyv, Mapdptnua V, 61TTwg

TPOTTOTTOINONKE
Aev avagépeTal.

Kavoviouog (EK) apif. 166/2006 Mapdaprnua Il MnTpwo ékAuong Kai METAPOPAS PUTTWYV, OTTWG TPOTTOTTOINONKE

Agv avagépeTal.

Kavoviouog (EK) apif. 1907/2006, REACH ApBpo 59(10) KatdAoyog utroyn@iwv oucsiwyv O0TTwg dnPooieUTnKe Tpoo@aTa

amwé To ECHA
Aev avagépeTal.

AvTidpaaTrpio R2 avBpwrivng avtiBpopRivng Il
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Eykpioeig

Kavoviouog (EK) apif. 1907/2006 REACH NMapdptnua XIV Oucieg TTou UTTOKEIVTAI O€ £YKPIOT, OTTWG TPOTTOTTOINONKE

Aev avagépeTal.
Meplopiopoi xpong

Kavoviouog (EK) apif. 1907/2006 REACH Mapdptnua XVII Oucieg TTou UTTOKEIVTOI O€ TTEPIOPICHO KUKAOQOpPIag oTnv ayopd
Kal XpRong, 61TTw¢ TPOTToTroIN0nKe

Aev avagépeTal.

Odnyia 2004/37/EK: OXETIKA [JE TNV TTPOCTACIN TWV EPYAJOUEVWYV ATTO TOUG KIVEUVOUG TTOU OUVOEovTal JE TNV €KBEon O€
KAPKIVOYOVouGg Kal JeTaAAa§IoyOvoug TTapAyoVTEG KATA TNV EPYATia, OTTWG TPOTTOTTOINONKE

Aev avagépeTal.

Odnyia 92/85/EOK: yia TRV ac@AAgia Kal TNV UyEia Twv eyKUWV EPYAoNEVWV KAl TWV EPYASOHEVWV TTOU TTPOC@ATA £XOUV
vevvioel i BnAdadouv, 6TTwWG TPOTTOTTOINONKE

Aev avagépeTal.
AAAol kavoviopoi Tng EE

Odnyia 2012/18/EE yia TNV AVTIMETWITION TWV KIVEUVWYV HEYAAWYV aTUXNHATWY OXETIJOPEVWYV |IE ETTIKIVOUVEG OUTIEg

Aev avagépeTal.

Odnyia 98/24/EK yia TNV TPOOTACIA TNG UYEIAG KAl TNG AO@AAEING TWV £pYAJOUEVWYV aTTO KIVEUVOUG OPEIAOEVOUG OE
XNUIKOUG TTapdyovVTEG KATA TNV Epyacia

Agv avagépeTal.

Odnyia 94/33/EK yia TV TpooTaCia TWV VEWV KATA TNV Epyaoia

Agv avagépeTal.
AAAol Kavoviouoi

E@vikoi kavoviouoi

15.2. ASloAdynon XnHIKAG
aoc@daAeiag

To poidv éxel TagivounBei kai emionuavoei cuugwva pe Tov Kavoviouo (EK)
1272/2008 (Kavoviopog CLP), 61Twg TpoTToTroIndnKe, KOl TOUG avTioTOIXOUG EBVIKOUG
vopoug Trou e@apuoélouv Tig 0dnyieg TG EK. To mapdv AgAtio dedopévwy ao@aleiag
CUMMOPQWVETAI JE TIG aTTaITACEIS Tou Kavoviouou (EK) api®. 1907/2006.

Tnpeite Tov €BVIKO KOVOVIOUO OXETIKA PE TV £pYACia PE XNUIKOUG TTAPAYOVTEG.
Agv €xel TpaypaTotToindei agloAdynaon XNUIKAG AOPAAEIG.

ENOTHTA 16: AAAeg TAnpo@opieg

KatdAoyog ouvTunoewyv

BiBAloypa@ikég ava@popég
MAnpo@opisg OXETIKA ME TN
H€B0S0 agloAdynong Trou
XPNOIPOTTOIEITAI YIO TRV
TagIvOMNON TOU LEIYUOATOG
MARpeg Keipevo TUXOV
dnAwoeswv H 1Tou dev
avaypdeeral TARPWG OTA
TuRuarta 2 éwg 15

MAnpo@opieg ekmaideuong

ARAwon atrotroinong
gubuvwv

DNEL: Mapdywyo eTTiTTed0 XwpIg ETTITITWOEIG.

PNEC: MpoBAetréuevn CUYKEVTPWAN XWPIG ETTITITWOEIG.
ABT: AvBekTIKO, BilooUGOWPEUOIPO Kal TOEIKO.

AAAB: Akpw¢ avBekTIKS Kal AKpws BIOCUGOWPEUTIHO.

Mn &1a6éaipo.

H tagivounon wg Tpog Toug KIvAUVOoUG yIa TNV UYEia Kal TOUG KIVOUVOUG yia TO TTEPIBAAAOV
TTPOKUTITEI OTTO évav GUVOUAGHO HEBOOWYV UTTOAOYIGHOU Kal O£doUEVWY SOKIUWY, £Gv OlaTiBevTal.

H315 MpokaAei epeBiopd Tou déppaTog.

H319 MpokaAei coBapd 0@BaAUIKS epeBITUO.

H335 Mmropei va TpokaAéael peBICO TNG AVATIVEUCTIKAG 0d0U.
AkoAouBeiTe TIG 00nyieg ekTTai®EUONG KATA TOV XEIPIOKO auTOU TOU UAIKOU.

O1 TTapaTTdvw TTANPOQOpPIES TTAPEXOVTAI UE KOAR TTiIOTN. O@cwpouvTal akpIBEiG Kal avTITTPOoWTTEUoOUV
TIG KAAUTEPEG TTANPOPOPIES TTOU €xoupe oTh O1ABean pag eTTi Tou TTapdévTog. Q3XTOX0, AEN
MAPEXOYME KAMIA EITYHZH EMMNOPEYZIMOTHTAZ 'H KATAAAHAOTHTAZ TA
>YTKEKPIMENO 2KOMNO H EIMYHZH OMOIOYAHMOTE AAAOY TYNOY, PHTH 'H ZIQMNHPH,
ANA®OPIKA ME TA MNMPOIONTA MOY MEPIFPA®ONTAI 'H TA AEAOMENA H TIZ
MAHPO®OPIEZ MOY MNMAPEXONTAI, KAl AEN ANAAAMBANOYME KAMIA EYOYNH IMOY
AMOPPEEI AMNO TH XPHZH TQN EN AOIQ MPOIONTQN, AEAOMENQN 'H MAHPO®OPIQN.

O xpnoTng Ba péTrel va TTpoRaivel o€ TTPOCWTTIKI €PEUVA TTPOKEIUEVOU Va KaBopioel TV
KOTOAANASTNTA TWV TTANPOPOPIWV VIO TOV OUYKEKPIMEVO OKOTTO XPHong Kal avaAauBavel e1Tiong
OAoug Toug KIVOUVOUG TToU aTToppEOUV aTrd Th Xprion Tou UAIKoU. O xprioTng o@eiel va
CUPHOPPUWVETAI e BAOUG TOUG VOUOUG KOl TOUG KAVOVIGHOUG TTOU OXETICOVTaI UE TNV ayopd, TN
XPAon, TNV atroBrKeuon Kal TNV ammoppIpn Tou UAIKOU Kal TTPETTEN va €ival E0IKEIWPEVOGS Kal v
0KOAOUBEI TIG YEVIKA aTTOOEKTEG O1adIKATIEG AOPAAOUG XEIPIOHOU. Z€ Kapia TTEPITITWON N

BioMedica Diagnostics dev Ba gival utrelBuvn yia OTTOIEGONTIOTE OEIWOEIG, ATTWAEIEG I {Nieg
OTTOIOUBNTTOTE ATOMOU A YIa Xapéva KEPDN A yia TUXOV EIDIKEG, EUUECEG, TTAPETTOUEVEG, ETTAKOAOUBEG
1] TTOPOBEIYUATIKEG CNUiEG, Je OTTOI0V TPATTO KAl av TTPOKUWOoUY, aKOun Kal av n

BioMedica Diagnostics éxel evnuepwBei yia Tnv mlavoTtnTa va uttdpgouv TETolEG Cnuieg.

AvTidpaaTrpio R2 avBpwrivng avtiBpopRivng Il

AAA EN
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@BIOMEDICA AEATIO AEAOMENQN AZOAAEIAZ

DIAGNOSTICS

TMHMA 1: TautoTroinon ouciag/UeiyaTog Kal eTaIpEiag/emmixeipnong
1.1. AvayvwplioTIK6G KWBIKOG TTPOoidvTog

Eptropiki ovopacia [ repiypa@y SPECTROZYME® FXa
TOU PEIYHOTOG

ApIOuOG KaTaxwpiong -

ZuvWVUHa Kavéva.

Kwdik6g TrpoidvTog 222,832, 846, 848
Hpepopunvia ékdoong 15 ZemtéuBpiog 2022
Ap18uég €kdoong 02

Hpepounvia avabswpnong 11 louAiou 2017
AVTIKC(OIG‘!'é( TO £YYpPOQO HE 14 louAiou 2015
nuepopnvia

1.2. Zuva@eig TTPOOSIOPIOHEVEG XPAOEIG TG OUCIOG ) TOU PEIYHATOG KOl AVTEVOEIKVUOUEVEG XPNOEIG
Mpoodiopiouéveg XPNOEIG Mévo yia epeuvnTIKr XPNon.

AvTEVOEIKVUOUEVEG XPNOEIG XpnoiyoTroINoTe CUP@WVA PE TIGC CUCTACEIG TOU TTPOUNBEUTH).

1.3. Zroixeia Tou rpopunBeuTh Tou SeATiou Sedopévwy ao@alegiag

KevTpikd ypageia eTaipeiag BioMedica Diagnostics Inc.
94 Wentworth Road, PO Box 1030
Windsor, Nova Scotia CANADA BON 2TO

Y1reu0uvog emKoIvwviag Etaipiké TnAépwvo: 1-902-798-5105
Etaipiké @ag: 1-902-798-1025
Email: info@biomedicadiagnostics.com
Website: www.biomedicadiagnostics.com

1.4. Ap1BuO6G THAEQPWVOU EKTAKTNG HIMA, Kavaddg, MouépTo Piko kai Mapbéveg Nrjoor 1-800-255-3924
avaykng Aigbvwg +1-813-248-0585
AuoTpalia 1-300-954-583
BpadiAia 0-800-591-6042
Kiva 400-120-0751
Ivdia 000-800-100-4086
Me€ik6 01-800-099-0731

ApiBpog ocupBacng MIS9591327

TMHMA 2: NMpoodiopIouog EMIKIVOUVOTNTAG
2.1. Ta§ivopnon Tng ouciag fj TOU pEiyHaTOG

To peiyua éxel agloAoynBei f/kar eAeyxOei wg TTPOG TOUG PUAIKOUG KIVOUVOUG, TOUG KIVOUVOUG YIa TNV UyEia Kal Toug KIvOUvoug
yia 10 TTePIBAAAOV Kal 1I0XUEl N akdAoubn Tagivounaon.

Ta§ivopnon cupewva pe Tov Kavovioué (EK) apiB. 1272/2008, 6Twg Tpotrotroindnke

Kivduvol yia Tnv uyeia

AlaBpwaon/epeBiouds Tou d€pUATOG Katnyopia 2 H315 — MNpokaAei epeBIoU6 TOU dEPUATOG.
>oBapr o@OaApiKh BAGRN/ZoBapdg Katnyopia 2 H319 — lMNpokaAei coBapd o@OaApIKO
0PBaAUIKOG £peBITOG €peBIONO.

EidikA TogikdTNTA OTQ Katnyopia 3 epeBioydg tng  H335 — Mmropei va TpokaAéael epeBioud
Opyava-oToxoug — e@arrag €kBeon QVATIVEUOTIKIG 000U TNG AVATIVEUOTIKNG 000U.

Zuvoyn emiKIvduvoTnTag EpeBidel Ta paTIa, TO AVATIVEUCTIKO oUOTNHA Kal TO dEPUQ.

SPECTROZYME® FXa AAA EL
926239 Ap. ékdoong: 02 Huepopnvia avaBewpnaong: 11 louAiou 2017 Hpepopnvia ékdoong: 15 Zemtéuppiog 2022 DAR 1774 1/9



2.2. ZIXroixeia emonpavong

Emionpavon ocoppwva pe Tov Kavovioué (EK) apif. 1272/2008, 6Twg Tpotrotroindnke

Mepiéxer:

Eikovoypdppara KivGuvou

MposidotroinTikA Aégn
AnAwosig emiKIviuvoTnTag

H315
H319
H335
AnAwoeig Tpo@uAGgewv
MpéAnyn

P261
P264
P271
P280
P280

AvTtarmrékpion

P302 + P352
P304 + P340

P305 + P351 + P338

P312

P332 + P313
P337 + P313
P362 + P364

DUAagn
P403 + P233

P405

Atréppiyn
P501

ZUPTTANPWHOTIKEG TTANPOPOPIES
EMOANAVONG

2.3. AAAoi kivduvol

AAag d10&iIkoU H-D-kukAog§uhahavuA-ahavuA-apyivivn-rapa-vitpoaviAidiou.

Mpogidotroinon

MpokaAei epeBIopd TOU BEPPATOG.
MpokaAei coBapd 0@OBAAUIKS epeBITUO.
Mrtropei va TTpokaAécel peBIOUO TNG AVATTVEUCTIKAG 080U.

ATTOQEUYETE TOV QVATIVEETE OKOVI.

MAOveTE OXOANQOTIKG PETA TOV XEIPIOUO.

Na xpnoigotroigital pévo o€ avoikTo | KOAd agpI{OPEVO XWPO.
Na QopdaTe TTPOCTATEUTIKA YAVTIAL.

Na popdTte péoa aTopIKAG TTPOCTACIAG VI TO HATIO/TTPOCWTTO.

E MEPINTQXZH ENA®HE ME TO AEPMA: MAUvTE pe dpBovo vepo.

2E MEPINTQZH EIZNNOHZ: MeTagépeTe TOov TTaBOVTA OTOV KABAPO aépa Kal aQroTe
TOV VO EEKOUPOOTEI O€ OTACN TTOU BIEUKOAUVEI TNV AVATTVON).

>E MEPINTQXZH EMNA®HE ME TA MATIA: ZeTTAUVETE TTPOCEKTIKA YE VEPO VIO APKETA
Aerrtd. Edv uttdpxouv @akoi ETTaQAG, apaipéaTE TOUG, EQOCOV gival EUKOAO. ZUVEXIOTE
va EETTAEVETE.

KaAéote To KENTPO AHAHTHPIAZEQN/yiatpd edv aioBavBeite adiabeaia.

Edv TaparnpnBei epeBiopodg Tou dépuatog: ZupPouleudeite/ETiokepOEeiTe yiaTpo.

Edv dev uttoxwpei 0 0@BaApIKOG epeBIoUOG: ZupBouleuBeite/ETIokePOEiTE yIaTpo.
BydATte Ta poAucpéva poUya kal TTAUVETE Ta TIPIV T EAVAYPNOIUOTTOINTETE.

AmroBnkeveTal o KOAG agpifopevo Xwpo. Na diatnpeital o TTEPIEKTNG EPUNTIKA
KAEIOTOG.
@®uldooeTal KAEIBWPEVO.

Ai1GBeon TOU TTEPIEXOUEVOU/TTEPIEKTN CUPPWVA UE TOUG
TOTTIKOUG/TTEPIPEPEINKOUG/EBVIKOUG/BIEBVEIC KavoVIoUOUG.

Kayia.

Agv xapakTnpifetal wg ouaia ) peiypa ABT (AvBeKTIKO, BIOCUGOWPEUTIKO KAl TOEIKO) N
AAAB (Akpwg avBeKkTIKO Kal AKPWGS BIOCUCCWPEUTIKO).

TMHMA 3: 20v0son/TTAnpo@opisg yia T CUCTATIKA

3.1. Meiypata
Cevikég TTAnpoOOpiEg

XnuIKA ovopacia Api16. CAS/ Api10. karaxwpiong Ap16. EYPETHPIOY Znueiwoeig
Ap18. EK REACH
Aukivn 45-65 56-40-6 - -
200-272-2
Tagivounon: -
AAag dio€ikou H-D- 20-40 Kavéva. - -

KUKAOEEUAQAQVUA-aAQVUA-

apyivivn-trapa-virpoaviAidiou

Tagivéunon:

Epeb. Aépp. 2;H315, O¢pBaAy. Epeb. 2;H319, STOT SE 3;H335

ZxOAIa yia Tn ouvleon

'OAeg 01 CUYKEVTPWOEIG AVAPEPOVTAI OE TTOOOOTO ETTI TOIG EKATO KATA BAPOG, EKTOG
€dv 10 cuoTaTiké gival aéplo. O CUYKEVTPWOEIG OEPIOU AVAPEPOVTAI OE TTOOOCTO £TT1

SPECTROZYME® FXa

TH AAAEL

926239 Ap. ékdoong: 02 Hpuepopnvia avaBewpnong: 11 louAiou 2017 Hpepopnvia ékdoong: 15 Zemtéuppiog 2022 DAR 1774 2/9



TOIG €KATO KAT OyKO. To TTANPEG Keipevo yia OAeg TIG dnAwoelg H TTapoucidletal aTo
TuAua 16.

TMHMA 4: MéTtpa TpwTWwV Bondsiwv

Cevikég TTAnpoO@OpiEg

4.1.

4.2,

4.3.

Aloc@aAioTE OTI TO 1ATPIKO TTPOCWTTIKG YVWPICEl TA EPTTAEKOPEVA UAIKA Kail £XEI AGBEI
TPOPUAGEEIG aTOUIKAG TTpoaTaaiag. Av aigBavBeite adiabeaia, {NTACTE AUEoWG
1aTpIKA cUUBOUAN (B€iTe TNV €TIKETA av gival duvaTo).

Mepiypa®n HETPWYV TTPWTWYV BonbBeiwv

Eiomrvon

Emragn pe To déppa

Etragn pe Ta pdria

Kardmroon

ZNHUAVTIKOTEPA CUMTITWHATA KOl
emdpdoeig, ofeieg R
METOYEVEOTEPEG

‘Evde&1§n 01003 ATTOTE ATTAITOUMEVNG

dueong 10TPIKAG PPOVTISAG Kal
€181KAg BeparTreiag

MeTagépeTe Tov TTABOVTA OTOV KABAPO aépa Kal aPrioTe TOV VA EEKOUPAOTEI O€ OTAON
TToU BIgUKoAUvel Tnv avatvor. KaAéote To KENTPO AHAHTHPIAZEQN n éva yiatpo
edv aioBavBeite adlabeaia.

A@aipéaTe Ta JoAuouéva pouxa. MAUveTe e dpBovo aatrouvi kal vepd. Edv
TTapaTnEnOei epeBIopdg Tou SEPUATOG: ZUpBouAeuBeiTe/ETTIOKEPOEITE YIaTPO. MNMAUVETE
TA JOAUCMEVA evOUUATA TTPIV TA EAVOXPNOIUOTIOINTETE.

Mnv TpiBeTe Ta pdTia. Z€TTAUVETE AUECWG Ta PATIO e A@Bovo vePO yia TOUAAxIoTov 15
Aerrtd. Edv utrdpxouv @akoi eTTagng, agaipéaTe TOUG, EQO0oV gival EUKOAO. ZuveXioTe
va EETTAEVETE. Ze TTEPITTITWAON aVATITUENG £peBITOU N eTTidOVOU €pEBIOOU,
ETMIOKEPOEITE YIaTPO.

=ZemAUveTe TO OTOPA. Edv TTapatnpnBolv CUPTITWHATA, ETTIOKEPOEITE yIaTpo.
Mrtropei va TTpokaAéael epuBpdTNTa Kal TTOVO. Ta GUUTTTWHATA UTTEPBOAIKAG €KBEONG

JTTOPEi Va gival TTOVOKEPAAOG, {AAN, KOTTWON, VAUTia Kal EYETOC.

MapéXeTe YEVIKA UTTOOTNPIKTIKG YETPA KAl XopnyHoTe BepaTreia avdAoya ye Ta
CUNTITWHATA.

TMHMA 5: Métpa yia TRV KATATTOAEUNON TNG TTUPKAYIAG

[Cevikoi Kivduvol TTupkayidg

5.1.

5.2,

5.3.

MupooBeoTika péca
KatdAAnAa TupooBeoTIKA Péoa

AkatdAAnAa TTUpOOoReCTIKA péoa

E181koi Kivduvol TTou TTpoKUTTTOUV
a1ré TNV ouadia 1 To Jeiypa
ZUOTAOEIG YIO TOUG TTUPOORBECTEG

E1831k6G TTpOOCTATEUTIKOG
€€0TTAIONOG VIO TOUG TTUPOOPBECTEG

Eid1kég Si1adikaoieg TupooBeong

Aev €xouv onueiwdei acuvrBiaTol Kivouvol TTupKayidg r ékpnéng. Oa kaei edv
EUTTAOKEI O€ TTUPKAYIA.

Ekvépwaon vepoU. Appdg. =npn XNUIKN okévn. Alogeidio Tou dvBpaka (CO2).

Mn xpnoipoTroleiTe Wekaouod vepou wg TTUPOOREDTIKG PHECO, KaBWG KATI TETolo Ba
eCATTAWCTE TN QWTIA.

Kartd mn didpkeia TTupkayiag, evoEXETal va oXnNUaTIoTouv agpia TTIKivduva yia tnv
uyeia.

>¢ TEPITITWON TTUPKAYIAG, ATTAITEITAI N XPrON QUTOVOUNG AVATIVEUOTIKNG
OUOKEUNG Kal TTAAPOUG TTPOCTATEUTIKAG EVOUUATiag.

E@apudete TiG cuviBeig diadikaaieg TTupOoeang Kal AauBAveTe uTTOWn Toug
KIVOUVOUG TTOU €EYKUPOVOUV Ta AAAG EUTTAEKOEVO UAIKAL.

TMHMA 6: MéTpa yia TRV QVTIMETWITION TUXaioag éEKAuong

6.1. MpoowTikég TTPOQPUAGEEIS, TIPOOTATEUTIKOG EEOTTAICMOG Kl B108IKATIEG EKTAKTNG AVAYKNG
Mo TPOoWTTIKG Un EKTAKTNG avaykng KparioTte pakpid 1o TepITTd TpoowTriKG. PpovTioTe Ta dTopa va BpiokovTal
Jakpi& atréd Tn dlappor] Kal oTnv TTPooAveUn TTAsupd Tng diappor|g. PopdTe
KATAAANAO TTPOCTATEUTIKO EEOTTAIGHO Kal poUxa KAt Tov KaBApIouS. ATTOQEUYETE
TNV €1I0TTVOR OKOVNG. Alac@aAioTe Tov KATAAANAO aepiaud. O1 TOTTIKEG apxEG
TIPETTEl VA evnuEPWOOUV €dv dev gival SuvaTdg o TTEPIOPIOUOS PeYAAwY SlIappowV.
Mo dropa Tou Tpoo@épouv TpwTeg  KpatroTe JakpId TO TTEPITTO TTPOCWTTIKG. XPNOIUOTIOIEITE TO JECA ATOMIKAG
BonBeieg TTPOOTACIOG TTOU CUVIOTWVTAI 0TO TuAua 8 Tou AAA.
6.2. MepiBaAAovTikéG TTPOPUAGEEIG ATTOQUYETE TNV OTTOPPIYN OE ATTOXETEUOEIG, O€ UBATIVA PEUPOTA i} OTO £80QOG.
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6.3. MéEBodoi1 kal UAIKA yia TTEPIOPIOHO Kal ATTOQEUYETE TOV BIAOKOPTTIONO TNG OKOVNG aTov aépa (dnA. kaBapiouog

KaBapiouo

6.4. Mapatmoptri o€ GAAA TUAMATA

OKOVIOUEVWV ETTIPAVEIWV HE TTETTIEGUEVO AEPA). ZUAAEETE TN OKOVN PE NAEKTPIKNA
okouUTra TTou 61a6¢Tel iATpo HEPA. ZrapatioTe Tn por} UAIKoU, edv PTTopEi va yivel
JE aopaAcia.

MeydAeg Siappoég: AIaBpEETe Pe veEPO Kal OKAYWTE va XAVTAKI VIO JETAYEVEDTEPN
ammoppiwn. GTuapioTe To UAIKO O€ TTEPIEKTN aTTOBAATWY. METG TNV avAKTNON TOU
TTPOIOVTOG, EETTAUVETE TNV TTEPIOXNA MUE VEPO.

Mikpég dlappoég: ZKOUTTIOTE | avappoPraTe Tn dloppor) Kal CUAAEETE TO UAIKG o€
KaTdAANAo TTepIékTn yia atréppiyn. KabapioTe Tnv em@dveia evOEAEXWG YIa va
QTTOMAKPUVOOUV UTTOAEiUPaTa PUTTWV.

lMNa Ta péoa atouikng TpooTaadiag, BA. TuAua 8. MNa Tnv améppiwn atmoBARTWY, BA.
Tunua 13 Tou AAA.

TMHMA 7: Xe1piop6g Kal atrofnkeuon

7.1. Npo@ulAdseig yia ao@ali XeIpIouo

7.2. XuvOnkeg yia Tnv ac@aAn @UAagn,
oupuTtrEPIAAUBAVONEVWV TUXOV
AaoUMBIBACTWY KATACTACEWYV

7.3. E181kA TeAIKA Xpon N Xpnoeig

EAayioTotroifjoTte Tov oXNUATIoNO Kal T CUGOWPEUOT oKOvNG. AlaopalioTe Tov
KaTadAANAo €€agpiaud oe Xwpoug OTTou axXNUaTifeTal OKOVN. ATTOQEUYETE Va
AVATTVEETE OKOVN. ATTOQEUYETE TNV ETTAPN PE TA PATIA, TO SEPUA Kal Ta pouxa.
ATToQUYETE TNV TTapaTETAPEVN €KBe0N. PopdTe KATAAANAG €SO ATOUIKAG
TTPoOoTaCiaG. TnpEEiTe TIG 0PBEG TTPAKTIKEG BIOUNXAVIKAG UYIEIVAG.

duldooeTal kKAeIdwpévo. PuAGoaeTal OTOV APXIKO, EPUNTIKG KAEIGTO TTEPIEKTN.
ATtroBnkeleTal o KOAG agpIfopevo Xwpo. PuldaoeTal pakpid atré acUpRaTa UAIKG
(BA. TuAua 10 Tou AAA).

Moévo yia epeuvnTIKr XpPRon.

TMHMA 8: 'EAeyx0g TnG £€KOEONG/ATOMIKN TIPOCTATIX

8.1. TMapdaperpol eAéyyou
Oplakég TINEG ETTAYYEAPATIKAG £KBEONG
BioAoyIKEG OPIAKEG TIMEG

ZUVIOTWHEVEG Bl1adIKagieg
mapakoAoudbnong

Mapdywyo emmiTredo XWPIg EMITTTWOEIG
(DNEL)

MpoBAETTOUEVEG CUYKEVTPWOEIG XWPIG
emimTwoelg (PNEC)

8.2. 'EAeyxol ékBeong

KatdaAAnAol pnxavikoi éAeyxol

Agv €xouv emonuavOei oplokEG TIHEG €KBEONG yIa £va 1) TTEPICCOTEPA CUOTATIKA.

Aev €xouv emonuavei oplokég TIHEG BIOAOYIKNG €KBEONG yIa éva A TTEPICTOTEP
OUOCTOTIKG.

AkoAouBeiTe TIG TUTTIKEG dladikaaieg TTapakoAoudnong.

Mn &1a6éaoipo.

Mn &1a6éaipo.

Mpétrel va xpnoipotrolgital KaAd yeviké cUaTnua e€aepiouoU (0 aépag TTPETTEl VO
avavewveral ouvABwg 10 gopég ava wpa). O pubudg eCagpiopoU TTPETTEN va ival
KAT@AANAOG yia TIG ouvOrKeg. XpnaiyotroinaTte BaAduoug ee€epyaaiag, TOTKS
auoTnua e§aywyng rf GAAoUG unxavikoug eAEyXOUg, avaAoya PE TNV TTEPITITWON,
yia Tn dlatApnon Twv MTESWV OEPOUETOPEPOUEVWV CWHATISIWY KATW aTTd Ta
guvioTwueva épla €kBeang. Edv dev £xouv kabopiaTei dpla €kBeang, diatnpeite Ta
OEPOUETAPEPOPEVA CWHATIOIO OE ATTOOEKTA ETTITTEdA. EAV T unXavikd pETpa dev
ETTAPKOUV Yia TN S1ATAPNCN TWV CUYKEVTPWOEWY CWHATISIWV oKéVNG KATW aTTo TO
OEL (oplokn TIPA eTTaYYEAPATIKAG €KBEONG), TTPETTEI VO XPNCIUOTTOIOUVTAI
KAaTdAANAa péoa TTPOOTACIAG TWV AVATIVEUCTIKWYV 00WV. Z€ TTEPITITWON dAeong,
KOTTAG 1 XPrioNG ToU UAIKOU o€ SIadIKACIEG TTOU WTTOPE VO TTPOKAAETOUV TOV
oxnNUaTioyd okévng, XPNOIMOTIOIEITE TOTTIKO oUoThA €agpiopou yia diatApnon
NG €KkBeaNG KATW ATTO TO CUVIOTWHEVA eTTITTEdA €KBeONG. KaTtd Tov XeEIpIoUo auTd
TOU TTPOIGVTOG TTPETTEI Va BIaTIBEVTAI EYKATAOTACEIG TTAUONG VIO TO YATIA KAl VTOUG
YIQ TTEPITITWOEIG EKTAKTNG AVAYKNG.
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MéTpa aTOMIKAG TTPOOTACIAG, OTTWG ATOMIKOG TTPOCTATEUTIKOG £SOTTAIONOG

Fevikég TTANpoO@OpiEg XpnOIYOTTOIEITE HEOA ATOUIKNAG TTPOCTACIAG OTAV ATTAITEITAIL. Ta HéOA OTOPIKAG
TTPOCTACIOG TTPETTEI va ETTIAEYoVTal CUUQWVa e Ta TTpoTutta CEN Kkal Katotiv
oulNTNONG HE TOV TTPOUNBEUTH TWV PECWY ATOMIKAG TTPOCTACIAG.

MpooTtacia Twv patiwv/Tou dopdre yuaAid ac@aAeiag Kal TTPoowTTidA.
TPOCWITOU

MpooTacia Tou dépuarog

- MpooTacia Twv xepiwv Na @opdTe KaTaAANAQ yavTIa avBeKTIKA OTIG XNMIKEG ouaieg. O TTPounBeuTrG
YOVTIWV UTTOopEl va TTpoTEivel KATAAANAQ yavTIa.

- Aoimra Na @opdTe KatdAANAa pouxa avBeKTIKE OTIG XNMIKEG OUTIEG
MpooTacia TwV AVATTVEUCSTIKWV 2 TIEPITITWON AVETTAPKOUG AEPITHOU 1) KIVOUVOU EICTTIVOAG OKOVNG N
odwv avabupidoswy, XpnoIPoTToINOTE KATAAANAO EOTTAICHG QVATIVEUGTIKAG
TTPOCTACIOG.
O¢gpuikoi Kivduvol DopdTe KAaTAAANAO BEPUIKO TTPOCTATEUTIKO POUXIOUO, OTAV ATTAITETAI.
MéTtpa vyigivig Tnpeite Tavta Ta HETPA KAAAG ATOUIKAG UYIEIVAG, OTTWG TTAUCIHO PETE TOV XEIPIOPO

TOU UAIKOU Kal TTpIv atrd TNV KATavaAwaon TPO@iwY Kal TTOTWV f/Kal TTPIV aTTo TO
KATTviopa. MAEVETE TOKTIKA T poUxa £pyACiag Kal TOV TIPOCTATEUTIKO £EOTTAIOUO
yIQ TNV ATTOPAKPUVOT TwV PUTTWV.

‘EAeyxo1 repiBaAAovTiKAG €KBEONG O diaxelpIoThG TTEPIBAANOVTOG TTPETTEI VA VNUEPWOEI yia OAEG TIG ONUAVTIKEG
eKAUOEIG.

TMHMA 9: Quoikég Kal XNMIKES IBIOTNTEG

9.1. Zroixeia yia TIG BACIKEG PUOIKEG KOl XNUIKEG IB10TNTEG

Oyn
DuoIKA KATAoTACT 21eped.
Mopon Neukn okévn.
Xpwpa N€EUKO.
Oopn Mn SiaBéaipo.
Katw@Aio oouig Mn diaBéaipo.
pH Mn diaBéaipo.
Znueio TAENG/Znueio TTAENG Mn diaBéaipo.
ApXIK6 onueio Bpacou Kal TTEPIOXN Mn diaBéaipo.
Bpacuou
Znueio avapAegng Mn diaBéaipo.
TayuTnra e§dTpIoNg Mn diaBéaipo.
Ava@Ae§IpOTNTA (OTEPED, AEPIO) Mn diaBéaipo.
Avwtepn/xapnAoTepn ava@AegiuéTNTA 1] 6pIA EKPNKTIKOTNTAG
Opio ava@Ae§ipoéTRTOG — Mn diaBéaipo.
XapnAotepo (%)
Op1o ava@AegipoTnTag — Mn diaBéaipo.
avwTePO (%)
Mieon arpwv Mn diaBéaipo.
MukvéTnTa aTHWV Mn oXeTIKEG.
ZXETIKNA TTUKVOTNTA Mn diaBéaipo.
AlaAutoTnTa (S10AUTOTNTEG) AI0AUTO GTO VEPO.

ZuvTeAeoTAG KATAVOUNRG (N-OKTAVOANn/vepd)  Mn diabéaoipo.

Oeppokpacia auTava@Aeéng Mn diaBéaipo.
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Oegpuokpaoia aroouvleong
IEwdeg

EkpnKTIKEG 1510TNTEG
OgeIBWTIKEG 18160TNTEG

9.2. AAAeg TAnpo@opieg

Mn diaBéaipo.
Mn diaBéaipo.
Mn diaBéaipo.
Mn diaBéaipo.

Aev uttdpyouv SI0BECIUEG ETTITTAEOV OXETIKEG TTANPOPOPIEG.

TMHMA 10: Z1aB0epOTNTA KAI AVTISPACTIKOTNTA

10.1. AvTIOpAOTIKOTNTA

10.2.
10.3.

XnMIKA oT00gpOTNTA

MlavoTnTa emiKiviuvwy
avTiIdpdoewyv
10.4. XuvOnKeg TPOG ATTOPUYRV

10.5. Mn cupBard UAIKa

10.6.

To Tpoidv cival oTabepd Kal un avTidpaaTIKO UTTG KAVOVIKEG CUVBNKES XProng,
aTTOBrKEUONG KAI JETAPOPAG.

To uAIKG gival oTaBepd UTTO KAVOVIKEG TUVONKEG.

Agv Ba TTpaypaToTroindei eTKivOUVOG TTOAUUEPICHOG.

Etragr pe un oupfard uAika.

loxupd o&eldwTiké péoa. loxupd oéa.

Emikivduva mrpoiévTa atroouvleong Movogeidio Tou dvBpaka. Aio&eidio Tou avBpaka.

TMHMA 11: ToikoAoyikég TTAnpoopisg

Fevikég TTAnpooOpieg

MAnpo@opieg yia milavég odoug £€kBeang

Eiomrvon

Emragn pe To déppa
Etragn pe Ta pdria
Kardmoon

ZUPTITWMOT

11.1.
Ogcia To§iIkOTNTA
Ai1dBpwon/epedionodg Tou Sépuarog

Zofapn opBaApIkn BAGRN/ZoBapog
oPOAAMIKOG EPEBIONOG

EvaioOnrotroinon Tou avamveuoTIKOU
EvaioOnrotroinon Tou dépparog

MeTaAAagIyéveon TWV YEVVNTIKWV
KUTTApWV

Kapkivoyéveon

To§IKOTNTA OTO AVATTAPAYWYIKO GUCTNHA

Ei31kA To§IK6TNTO OTO OpYyaVa-OTOXOUG —
epartras ékBeon

Ei31kA To§IK6TNTO OTO OpYyaVa-OTOXOUG —
emavaAappavouevn €k0eon

Kivduvog amé avappopnon

H emayyeApaTikr €kBeon oTnv ouaia A TO Peiyha PTTOPET va TTPOKOAETEI APVNTIKEG

EMTITWOEIG.

H okoévn utropei va TTpokaAéael €peBICUG TOU avaTTVEUOTIKOU CUCOTAUaTOG. H
TTApaATETAPEVN EICTIVON PTTOPE] va gival eTTIBAABNAG.

MpokaAei epeBIoUS TOU SEPUATOG.
MpokaAei coBapd 0PBAAUIKS epeBITUO.
3¢ TTEPITITWON KATATTOONG PTTOPE VO TTPOKAAETEI BUTPOPIA.

Ta cupTrTwpaTta uTTeEPPBOAIKNG €KBEaNG UTTOPET va gival TTovokEPAAog, CAAN,
KOTTWOTN, vauTia Kal eUETOG. MTtTopei va TTpokaAéael epuBpdTNTA Kal TTOVO.

MAnpo@opieg yia TIG TOSIKOAOYIKEG ETTITITWOEIG

>€ TePITITWON KATATToong PTropei va TTpokaAéoel ducpopia.
MpokaAei epeBIoPO TOU BEPUATOG.

MpokaAei coBapd o@OBaApIKS epeBIOPO.

Agv TTpOKaAEl euaIoBNTOTTOINGT TOU AVOTIVEUOTIKOU CUCTAUOTOG.
Agv TTpokaAei euaioBnToTTOINCN TOU SEPUATOG.

Aev uttdpyouv diabéaiua dedouéva TTou va UTTOJEIKVUOUV OTI TO TTPOIOV N
OTTOIOBATTOTE CUCTATIKO TTOU UTTAPXEl O€ TTO00OTS peyaAuTepo atrd 0,1% eivail
peTaAAagioydvo i yoviSIoTOEIKO.

Agv ptropei va TagivounBei wg Kapkivoyévo yia Tov avBpwTro.

AuTé TO TTPOIGV Oev AVAUEVETAI VA TTPOKAAETEI ETTIOPACEIG OTNV AVATTAPAYWYNA N
aTnv avaTTugn Tou gupuou.

Mrtropei va TTpokaAéoel epeBIcPS TNG avaTTveUOTIKAG 000U.

Aegv €xel TaglvounOei.

Aev €xel TagivounOei.
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MAnpo@opieg yia To peiypa évavri
TTANPOPOPIWYV YIA TIG OUTIEG

AAAeg TAnpo@opieg

Mn &1a6éaoipo.

Agv €xouv onueiwBei GANeG €18IKEG O&eieg ) XPOVIEG ETTIOPACEIG TNV UYEia.

TMHMA 12: OikoAoyikég TTAnpo@opieg

12.1. TofikéTnTaA

12.2. AvVOeKTIKOTNTA KAl IKAVOTNTA
amodopunong

12.3. Auvarétnra BIOCUCCWPEUONG

ZUVTEAEOTHG KATAVOMNG
n-okTavoAn/vepé (log Kow)

ZUVTEAEOTHG BIOCUYKEVTPWONG
(BCF)

12.4. KivnTiIKOTNTA OTO £50QOG

12.5. AmroteAéopara tng aioAoynong ABT
ko1 AAAB

12.6. AAAEG APVNTIKEG EMITITWOEIG

To 1poidv dev €xel TagivounBei wg emikivduvo yia 1o TepIBaAAov. QaTdoo, dev
QTTOKAEIETAI O HEYAAEG 1) OUXVEG BIAPPOEG va Exouv eTTIBAABEIG ETITITWOEIG OTO
TTEPIBAANOV.

Agv uttdpyouv SlaBEaiua SeQOUEVA OXETIKA UE TNV IKAVOTNTA ATTOdOUNONG AUTOU
TOU TTPOIGVTOG.

Mn &1a6éaoipo.

Mn diabéaipo.

Agv uttdpyouv diabéaiua dedopéva.

Agv xapakTnpietal wg ouaia A peiypa ABT 1)
AAAB.

Aev avapévovTtal GAAeG duopeveig TTEPIBAAAOVTIKEG ETITITWOEIG (TT.X. MEIWON TOU
6CovTog, duvaTdTNTA PWTOXNMIKAG dnUIoupyiag 6ZovTog, EVOOKPIVIKEG DIOTAPAXES,
OUVAUIKO UTTEPBEPUAVONG ToU TTAQVATN) aTTd auTd TO GUCTATIKOS.

TMHMA 13: Ztoixeia oxeTikd pe Tn d1d0eon

13.1. MéBodoi diaxeipiong amrofARTwV

YTroAgiypaTikd amrofAnTa

MoAuopévn cuokeuaaoia

Kw?diko6g ammroBARTwy EE

MéBodol/TTAnpogopieg 5160song

H améppiyn mTpéTel va yivetal cUP@wva PE TOUG TOTTIKOUG Kavoviopoug. O adelol
TTEPIEKTEG R 01 AdEIEG BAKES UTTOPEI VA TTEPIEXOUV KATAAOITTA TOU TTPOIGVTOG. AUTO
TO UAIKO KQI O TTEPIEKTNG TOU TTPETTEI VO ATTOPPITITOVTAI JE ACPOAAR TPOTTO (BA.:
O0nyieg yia TNV amméppiyn).

O1 &d¢ciol TTEPIEKTEG TTPETTEI VA JETAPEPOVTAI OE EYKEKPIPEVO PEPOG DlaXEipIong
atroBAATWYV yia avakUkAwon 1 améppiyn. Kabwg ol Kevoi TTEPIEKTEG EVOEXETAI VA
TTEPIEXOUV UTTOAEIIMATA TOU TTPOIGVTOG, TNPEITE TIG TTPOEIOOTTOINTEIG TTOU
avaypAa@ovTal OTNV €TIKETA OKOPN KAl YETA TO AOEIOOUA TOU TTEPIEKTN.

O kKwdIkAG atTroBARTWY Ba TTPETTEl va KaBoploBei oe aguvevvonon e Tov XpRaoTn,
TOV TTapaywyo Kal Tnv eTaipeia d1d0eong atroBARTWY.

SUAAEETE KOl AVOKUKAWOTE | ATTOPPIYTE OE OPPAYIOUEVOUG TTEPIEKTEG OE
adeI0d0TNHEVO XWPO aTTéppIYns atroBAATWY. H atmdppiyn Tou
TTEPIEXOMEVOU/TTEPIEKTN TTPETTEI VA YiVETAI CUPPWVA JE TOUG
TOTTIKOUG/TTEPIPEPEIAKOUG/EBVIKOUG/DIEBVEIG KavovIouoUG.

TMHMA 14: NMAnpo@opieg OXETIKA ME TN HETAPOPT

ADR

Agv UTTOKEITAI GTOV KAVOVIOUO OXETIKA E TA ETTIKIVOUVA EUTTOPEUATA.
RID

Agv UTTOKEITAI GTOV KAVOVIOUO OXETIKA PE TA ETTIKIVOUVA EYTTOPEUATA.
ADN

Agv UTTOKEITAI GTOV KAVOVIOUO OXETIKA PE TA ETTIKIVOUVA EYTTOPEUATA.
IATA

Agv UTTOKEITAI GTOV KAVOVIOUO OXETIKA PE TA ETTIKIVOUVA EYTTOPEUATA.
IMDG

Agv UTTOKEITAI GTOV KAVOVIOUO OXETIKA E TA ETTIKIVOUVA EUTTOPEUATA.
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14.1. MeTagopd XUdnv cUNPWVA UE TO Agv 10XUEL.

Mapdptnua Il Tng cOuBaong
MARPOL 73/78 ka1 Tov Kwdika IBC

TMHMA 15: NMAnpogopisg KAVOVIOTIKOU XOPAKTAP
15.1. Kavoviopoi/vouoBeoia oXeTIKA HE TRV AO@AAEIA, TNV UYEia Kal To TTEPIBAAAOV TTOU a@OpoOUV £151KA TV oudia A TO
Heiypa
Kavoviouoi Tng EE
Kavoviouog (EK) apif. 1005/2009 yia TiIG ougieg TTou KATaoTpéPouV TN oTIfAda Tou 6JovTog, MapaptAparta | kai ll,
OTTWG TpOTTOTTOINONKE
Aev avagépeTal.

Kavoviouog (EK) apif. 850/2004 yia Toug éupuovoug opyavikoug putroug, Mapdprnua |, 6TTwg Tpotrotroidnke
Aev avagépeTal.
Kavoviouog (EK) apif. 689/2008 yia Tnv e§aywyn Kal TNV E10aywyn €MIKiVOUVWY XNUIKWV ouaiwyv, Mapdptnua l,
MEpPOG 1, 6TTWG TPOTTOTTOINONKE
Agv avagépeTal.
Kavoviouog (EK) api6. 689/2008 yia Tnv g§aywyn Kai TNV £I00YWYN EMIKiVOUVWYV XNUIKWV ouciwv, MapdpTnua l,
HEPOG 2, 6TTWG TPOTTOTTOINONKE
Aev avagépeTal.
Kavoviouog (EK) apif. 689/2008 yia Tnv e§aywyn Kal TNV £100yWYH EMIKIVOUVWVY XNUIKWV ouoiwyv, MapdpTnual,
HEPOG 3, OTTWG TPOTTOTTOINONKE
Agv avagépeTal.
Kavoviouog (EK) api6. 689/2008 yia Tnv e§aywyn Kai TNV €I0aywyn €MIKivBUVWV XNUIKWV ouciwv, MapdpTnua V,
61TWG TPpOTTOTTOINONKE
Agev avagépeTal.

Kavoviouog (EK) api. 166/2006 Mapdptnua Il MnTpwo £ékAuong Kal HETAPOPAG PUTTWYV, OTTWG TPOTTOTTOINBNKE
Aev avagépeTal.
Kavoviouog (EK) apif. 1907/2006, REACH ApBpo 59(10) KatdAoyog utropn@iwv oucsi®wv O01TTwg SnuocieuTnKe
mpoéoc@ara amé To ECHA
Aev avagépeTal.

Eykpioeig

Kavoviouog (EK) apif. 1907/2006 REACH Mapdaptnua XIV Oucieg TTou UTTOKEIVTAI O€ £YKPION, OTTWG TPOTTOTTOINBNKE
Agev avagépeTal.

Meplopiopoi xpRong

Kavoviouog (EK) api8. 1907/2006 REACH MapdpTtnpa XVII Oucieg TTou UTTOKEIVTOI O€ TTEPIOPICHO KUKAOQpOpiag aTnv
ayopd Kal XpAong, OTTwg TPOoTToTroINénke

Agv avagépeTal.
Odnyia 2004/37/EK: oXETIKG ME TNV TTPOCTACIA TWV EPYAJOUEVWV ATTO TOUG KIVEUVOUG TTOU GUVOEOVTaI UE TRV
€kBeon o€ KapkKivoyovoug kai peTaAAagioyovoug TTapdyovTeg KATd TNV EPyacia, OTTwG TPOTTOTroINBnke

Aev avagépeTal.
Odnyia 92/85/EOK: yia TRV ao@AAgIa Kal TNV UYEia TWV eyKUWV EPYASOHEVWV KAl TWV EPYNSOUEVWV TTOU TTPOC QAT
€xouv yevvnoel  BnAddouv, 6TTwG TPOTTOTTOINONKE

Aev avagépeTal.

AAMoi kavoviopuoi Tng EE

Odnyia 2012/18/EE yia TNV QVTIMETWITION TWV KIVEUVWYV HEYAAWYV ATUXNHATWY OXETICOPEVWYV UE ETTIKIVOUVEG OUTIEG
Agv avagépeTal.
Odnyia 98/24/EK yia Tnv TpooTaCia TNG UYEIAg Kal TG Ao@PAAEI0g TwV epyadopEVWY aTTo KIVEUVOUGg opelAOpEvoug
o€ XNUIKOUG TTOPAYOVTEG KATA TNV EPYyaACTia
Agv avagépeTal.

Odnyia 94/33/EK yia Tnv TpooTacia TwWV VEWV KATA TNV £pyaoia
Aev avagépeTal.
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AAAol Kavoviouoi

E@vikoi kavoviouoi

15.2. AgloAéynon XNMIKNAG ao@daAeiag

TMHMA 16: AAAeg TTAnpo@opisg

KatdAoyog ouvTunoewyv

BiBAloypa@Iikég ava@popég

MAnpo@opisg oxXeTIKA pe TN pEBOSO
agloAdynong rou XPnoIUOTToIEiTAl VIO
TNV Ta§IvOUNoN TOU UEIYHOTOG

MAARpeg keipevo Tuxov dnAwoewv H
TTou Sev avaypd@eTal TTARPWG oTA
TuAuara 2 éwg 15

MAnpo@opieg ekaideuong

ARAwon atrotroinong eubuvwv

To Trpoidv éxel TagivounBei kal emonuavOei cuppwva pe Tov Kavoviouo (EK)
1272/2008 (Kavoviguédg CLP), 6TTwg TpoTToTToINBNnKE, KAl TOUG AVTIOTOIXOUG £BVIKOUG
vOuouGg TTou epapuolouv TIG odnyieg Tng EK. To Trapdv AegAtio dedopévwv acpaheiag
OUPPOPPUVETaI PE TIG aTtaiThoelg Tou Kavoviopou (EK) apiB. 1907/2006. Ztnv
EupwtraikA ‘Evwaon, autd 1o TTpoidv UTTAdyeTal aTnv odnyia yia Ta 1aTpoTEXVOAOYIKA
Bon@rjuara 1Tou xpnoipotrololvTal oTn didyvwon in vitro (98/79/EK).

Tnpeite ToV €BVIKO KAVOVIOUO OXETIKA E TV EQYATia e XNUIKOUG TTAPAYOVTEG.

Agv €xel TTpayuoToTToINBEl a§IoAGYNoN XNUIKAG 0OPAAEIAG.

DNEL: Mapdywyo eTTitTedo Xwpig EMTITWOEIG.
PNEC: MpoBAeTTOuEVN CUYKEVTPWOT XWPIG ETITITWOEIG.
Movoypagieg IARC. ZuvoAikA a&loAdynon TNG KAPKIVOYEVEDNG.

H Tagivopunon wg mpog Toug KIvOUVOUG yia TNV UyEia Kal Toug KivdUvoug yia To
TTEPIBAAAOV TTPOKUTITEI ATTO £vaV OUVOUAOHO HEBOBdWY UTTOAOYIOUOU Kal SEQOUEVWV
OoKIpwy, v diaTiBevTal.

H315 lMpokaAei epeBioud Tou dEPUATOG.
H319 MpokaAei coBapd oPBAAUIKS epeBIGHO.
H335 Mrmropei va TTpokaAéoel epeBIOUO TNG AVATTIVEUOTIKNG 060U.

AkoAouBeiTe TIG 00nyieg ekTTAIdEUONG KATA TOV XEIPIOWO AUTOU TOU UAIKOU.

O1 TTapatrdvw TTANPOPOpPIES TTapEXOVTal e KOAN TTIoTN. @cwpolvTal akpIBEiS Kal
QAVTITTPOOWTTEUOUV TIG KAAUTEPEG TTANPOPOpIES TTOU EXoupE OTh O1ABeoT| pag eTTi TOU
TapovTog. QXTOZ0, AEN MAPEXOYME KAMIA EIMYHZH EMMOPEYZIMOTHTAZ H
KATAAHAOTHTAZ A ZYTKEKPIMENO XKOINO 'H EIMYHZH OMOIOYAHIMNOTE
AAAQY TYTIOY, PHTH 'H ZIQMHPH, ANA®OPIKA ME TA MPOIONTA MOY
NEPITPA®ONTAI'H TA AEAOMENA H TIZ NAHPO®OPIEX MOY MAPEXONTAI, KAI
AEN ANANAMBANOYME KAMIA EYOYNH MOY AMOPPEEI ANO TH XPHZH TQN
EN AOIQ MPOIONTQN, AEAOMENQN ‘H MAHPO®OPIQN. O xpAaTng Ba TTpéTTel va
TTPpOPBaivel O TTPOCWTTIKI £PEUVA TTPOKEIUEVOU VA KABOPIoel TNV KATAAANASGTATA TwV
TTANPOPOPIWY VIO TOV GUYKEKPIUEVO OKOTTO XPHONG Kal avaAauavel eTriong 6Aoug Toug
KIv&UVOUG TTOU atToppéouv atré Tn Xprion Tou UAIKou. O XproTng o®eilel va
CUUHOP@UWVETaI JE OAOUG TOUG VOUOUG KOl TOUG KAVOVIGHOUG TTOU OXETICovTal e ThV
ayopd, TN XPAon, TNV aTToBAKEUCN Kal TV aTTéppIYn TOU UAIKOU Kol TTPETTEI va Eival
€COIKEIWPEVOG KAl VO OKOAOUBEI TIG YEVIKA aTTOBEKTEG B1adIKaoieg aa@aAoOUG XEIPIOHOU.
>¢ kapia TepiTTwon n BioMedica Diagnostics dev 8a gival uttelBuvn yia oTToIECOATTIOTE
AgIDOEIG, aTTWAEIES 1) {NMiEG OTTOIOUBKTTOTE ATOPOU 1 YIa XAUEVA KEPDN 1 YIA TUXOV
€I0IKEG, EMUETEG, TTAPETTOPEVEG, ETTOKOAOUBEG 1) TTAPAdEIYHATIKEG NUieg, JE OTTOIOV
TPOTTO Kal av TTpoKUYouv, akoun kai av n BioMedica Diagnostics €xel evnuepwoei yia
TNV TMOAVOTNTA VA UTTAPEOUV TETOIEG CNUIEG.
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