HORIBA Ac)ktio 6edopévov ao@areiag vAKoy

Medical Zipewva pe tov Kavoviopo (EK) ap. 1907/2006 (REACH) Mapdptnpal ll

ABX CRP REA A91A00692BEL | Avafecpnon
07/11/2011

1. Ztotyeia mpoiovtog kat eTapeiag
1.1. Ztoyeia mpoiovtog
‘Ovopa mpoiovTog: ABX CRP REA

Kwd1kog mpoidvtog: Kwd. HORIBA Medical: 0501015 (R1 + R2 + R3)

1.2. Xpnjon tov poiovtog

To ABX CRP REA nipoopiZetal yia in vitro 81ayvwoTiKA xprion pe aipatoloyikols avaAutég tng Horiba Medical, yia tn pétpnon tng C-
avudpwoag npwrteivng (CRP).

1.3. Ztoyeia etapeiag

HORIBA ABX SAS

Parc Euromédecine - Rue du Caducée

BP 7290

34184 MONTPELLIER CEDEX 4

FRANCE

TnA.: +33(0) 4 67 14 15 16

®ag: +33(0) 4 67 14 1517

Email: documentation.med@horiba.com

1.4. Ap1Ouog TMAe@®d VoL EKTAKTNG AVAYKNG

Etaipeia: + 800 67 14 15 16

Emionpog cupBOUAEUTIKOG PopEag

FaMiag: ORFILA (INRS) : +33 (0) 1 45 42 59 59

2. [1poo61optopoG KIVOLVMV
AUTO o KIT TIEPLEXEL TTEPLOGOTEPA ATIO €va avTidpaotnpld. Avatpé&te ato AeAtio dedopévav acpaieiag uhikol kaBevog amd autd.

Emkivdvvo mapaockedaopa odpgmwva pe tig Odnyieg 67/548/EOK - 99/45/EOK (Na/Oyr): Oy

Inpaviikotepol Kivéuvot: Aev epappdletal.

Ta ABX CRP REA R2 kat R3 mepiéxouv UAikd Zwikng mpoéAeuong. KaBwg dev éxel dlevepynBei
Eidikol kivduvot: €YKEKPIPEVN GOKIPN Y1 TN GUYKEKPIPEVN TIPWTN UAN, Ba TIPEMEL AUTA va Bewpeital SuvnTIKwG
HOAUGHATIKN KAl VA TUYXAVEL avAAOYOoU XEIpLopOU.

3. XovOeon/mAnpo@opiec yia ta ovotatikd
3.1. ITeprypagn tov kit

1 KUT LE 1x10 ml R1: Avudpaotnplo atpéiuong
lu?\iuﬁlu3- 1x10 ml R2 : PuBpiotiké didAupa yAukivng

¢ ) 1x20 ml R3 : Avidpaotiplo Adte§
o] 3 s - ,
= 3.2. Emxkivévva ovotatikd (Ovopa, cuykEvipmon)
g AUTO TO KIT 8EV TIEPIEXEL GUYKEVIPWOELS EMKIVOUVWY OUCLAV TTIOU UMEPBAivVOUV Ta OXETIKA OpLa Kal ol OTIOIEG IPETEL VA avaPEPovTal €
< auThAv TNV evotnta, cUpgwva e thy toxiouod vopoBeaia tng EE.
N Ap. EK , , \ , Ap.
o
2 Ap. CAS (EINECS/ELINCS/NLP) Ovopaoia ZUYKEVIpWON ZupBoho Kivéuvog REACH
5 ANATPE=TE 2XTO ZYNHMMENO AEATIO AEAOMENQN AZ®AAEIAX
2
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HORIBA As)tio 8sdopévwv aopaieiag viikov

Medical Zipgwva pe tov Kavoviopo (EK) ap. 1907/2006 (REACH) Mapdptnpal ll

ABX CRP REA (R1) A91A00692BEL | Avafecpnon
07/11/2011

1. Zroyeia mpoiovtog kat etapeiag

1.1. Xtoyeia mpoiovtog
‘Ovopa mpoiovTog: ABX CRP REA (R1)

Kwd1kog mpoidvtog: Kwd. HORIBA Medical: 0501015 (R1 + R2 + R3)

1.2. Xpnjon tov mpoidovtog

To ABX CRP REA mpoopiCetal yia in vitro 31ayvwoTikn xpnon pe aipatoAoyikolq avalutég tng Horiba Medical, yia tn pétpnon tng C-
avudpwoag npwteivng (CRP).

1.3. Ztoyeia erapeiag

HORIBA ABX SAS

Parc Euromédecine - Rue du Caducée

BP 7290

34184 MONTPELLIER CEDEX 4

FRANCE

TnA.: +33(0) 4 67 14 15 16

®ag: +33(0) 4 67141517

Email: documentation.med@horiba.com

1.4. Ap1Ouog TnAe@®OVOL EKTAKTNG AVAYKNG

Etaipeia: + 800 6714 15 16

Emionpog oupBoUAEUTIKOG popEag

raAhiac: ORFILA (INRS) : +33 (0) 1 45 42 59 59

2. I[1pood10p1opo6G KIVEOVHOV

Emkivéuvo mapaokevaopa cvopgwva pe tig Odnyieg 67/548/EOK - 99/45/EOK (Nat/'Oy1): Oy

Inpaviikotepol kivouvol: Agv epappodletal.

Eid1koi kivduvol: Kavévag.

3. XvvOeon/mAnpo@opiec yia ta ocvotatikd

3.1. I1eprypaen tov kit

R1 1x10 ml ABX CRP-R1 AtdAupa atpoduong

© , L P
< 3.2. Emxkivéuva ovotatikd (0vopa, CUYKEVIPp®OON))
g AUTO TO KIT 3€V TEPIEXEL OUYKEVIPWOELG EMIKIVOUVWY OUCIWV TTOU UTIEPBAiVOUV Ta OXETIKA Opla KAl Ol OTOiEG TPEMEL va
< ava@épovral g€ auTnv TNV EVOTNTA, CUPQWVA PE TNV loxUouaa vopoBeaia tng EE.
N
2 Ap. EK , , , ,
o Ap. CAS (EINECS/ELINCS/NLP) Ovopaoia JUYKEVIpWON Zuppoho Kivéuvog Ap. REACH
z
o
[N
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ABX CRP REA (R1)

A91A00692BEL AvaBewpnon
07/11/2011

4. Métpa mpotov Pondeiodv

Elonvon: ‘Ex@eon o€ kabapd aépa.

Enagn pe 1o déppa: AQaip€ote T0 HoAUGPEVO pouxiopo. MAUVETE To 8€ppa e VEPO KAl oamouvl.

Enagn pe ta pdua:

Zenm\Uvete apéowg ta pdtia, Kabwg Kat tnv mepLoxn und twv BAePApwv, pe A@Oovo vepd yia TOUAAXIOTOV
15 Aentd. ZnTAOTE 1ATPIKN Bonbela.

Katdmnoon:

Av 0 a00evig €xel TIC AloBRGEIS ToU, EEMAUVETE KaAd TO 0TOpA Kat To Aalpo e vepo. MpokaAéate £peTo.
Zntnote 1aTpIkn Bonbela.

5. Métpa mupooPeong:

Méoa katdoBeong:

Xpnoomolnote ta anattoUpeva péaa yia tnv meptBdAlouca meploxn.

Eid1koi Kivduvot:

Aev kaBopiletal.

E181KGG MPOOTATEUTIKOG EEOTAIOHOG:

Aev anattouvtal €181kd peoa.

Npoobeteg ouotdoelg:

Kapia.

6. M£tpa yia v avipeT®mon toyxaiag €KAvong

Npo@UAAEEIG aTOIKAG ipoaTaaiag:

JuvioTdtal ol XpAGTEG va Gpopouv Epyactnplakn popmda, mpoaTaTteuTIKA ydvTia Kat
nPOooTateuTikd yuaAid.

NepIBarovTiKEG IPOPUAAEEIG:

Aev emutpénetal n andppufn g€ anoxeteloelg, uddtiveg 0doUG n 0To £3aQOg.

MéBodol kabapiopol/amoppdpnang:

TUMEETE pe amoppoPnTikd UAIKG Kat TomoBeTnoTe oe KatdAAnAo doxeio.

7. Xeptopog kar gvraén

7.1. Xeipropdg

Texvikd pétpa:

Agv UTIApXOUV EIBIKEG ATAITAGELG.

Npo@uAd&elc:

Npémnel va AapBdavovtal ot GUVABELG Epyactnplakég MPOoPUAAEELG.

ZUoTdoElg XEIPLOPOU:

Ano@eUYETE TNV EMAPN IE TA PATIA, TO JEPHA KAL TO POUXITHO.

7.2. ®vraén

Texvikd pétpa:

Npootatédte tn cuokeuacia amod UAIKEG CnpIEG.

Zuvenkeg @UAAgNG:

duldooete oe Beppokpaacia 2-10°C, o XWPO XwWPI¢ uypacia. Mnv kataduxete.

Mn cupBatd uAika:

Agv UnIdpxouv €181KEG AMAITACELG.

YAkd cuokeuaoiag:

Agv UTIAPXOUV EIBIKEG ATIAITAGELG.
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ABX CRP REA (R1) A91A00692BEL

AvaBewpnon
07/11/2011

8. ‘EAeyyot €k0eong/atopkn mpootaoia

8.1. Twécg opiwv €xkBeong

Eldikég mapdpetpot eAEyxou: Agv €xouv TIpoadIopLoTEL.

8.2. "EAeyyot €kBeong

8.2.1. ‘EAeyyot emayyeApatikic €ék0eong

Texvikd pétpa:

Agv kabopidetal.

Avanveuotikn mpootagia:

Aev anarteitat.

Npootaocia xeplwv:

Mpootateutika ydvua.

Npootacia patiwv:

Npootateutikd yuaAid.

Npootacia 6éppatog:

Epyaotnpiakn popma.

Métpa uylevng:

Aev kaBopidetal.

8.2.2. "EAeyyor mepipairovtikng €kOeong

Agv €xouv TPoadIopPIOTEL.

9. Dvo1KEG Kal YNUIKES 110TNTES

9.1. T'evikég TANpoO@Opieg

duoikn katdotaon:

Yypo

Xpwpa:

Axpwpo Oopn:

9.2. ZnUavTikéG ANPO@OPIES Yid TNV LYELA, TNV ao@dAgla kat to mepdirov

pH: Oudétepo IXETIKA TIUKVOTNTA: 1 g/cm3 otoug 20°C
Inpeio Bpaopol: 100°C AlaAutdtnta: NMAnpwg dlaAutd o€ vepd
Inpeio avaQAegng: Agv kaBopigetal ZUVTENEOTNG KaTavopng: | Aev kaBopidetal
AvaAe&potnta Agv kabopiletal IEwdec: Agv kabopiletal
(oteped, aéplo):

EKPNKTIKEG 1810TNTEC: Agv kaBopitetal MukvotnTa ATHWV: Aev kaBopigetal
OZe1dWTIKEG 1810TNTEG: Agv kaBopigetal Taxutnta e&dtpiong: Aev kaBopigetal

9.3. AA\Aeg MANPO@OPiEG

Aev diatiBevrat.
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ABX CRP REA (R1) A91A00692BEL AvaBedpnon
07/11/2011

10. XtaBeponra kat aviidpaotikotnta

ZUVBNKeG TIPOG ATOPUYI: Agv kaBopigetat.

To avidpacTnplo auto TEPLEXEL adidlo Tou vaTpiou o€ CUYKEVIPWON HIKPOTEPN aATIO
0,1%, WG CUVINPNTIKO.

To agidio tou vatpiou evdéxetal va avudpd pe 1o poAupdo (Pb) kat to xaAko (Cu),
oxnpartidovtag emikivéuva mpoiovta adidinv peTaAAwy.

YAIka mpog amopuyn:

Emkivduva mipoidvta amoclvBeong: Agv kaBopiletal.

‘AM\a oToIXEiq: Kavéva.

11. To&wkoAoyikd otoryeia

O&ela to&ikoTNTa: Aev kaBopidetal.
Xpovia to&kotnta: Aev kabBopidetal.
Elonvon: Aev kabopiletal.
Enagn pe 1o déppa: Agv kabopiletal.
Eman pe ta pdua: Agv kaBopigetat.
Katdnoon: Aev kaBopiletal.
‘AMa otoxeia: Kavévag,.

12. OwoAoyikd otoryeia

12.1. OlKOTOElKéTI‘]TG: Aev kaBopigetal.
12.2. Kwvnuuotta: Aev kaBopiZetat.
12.3. Ataomaowpotnra: Aev kaBopiZetal.
12.4. Avvatomra froovoocwpevong: Aev kaBopiZetal.

12.5. AmoteAéopata a&ohdynong PBT

. P . Aev kaBopigetal.
(AvBektikoTnTa, froovoowpevon, toikotnta): Pi¢

12.6. AAAeg emkivduveg emdpdoeig: Agv £X0UV IPOGBIOPIOTEL.

13. ZvvOnkeg amtoppryng

To avtidpaoTtrplo auto TepiExeL agidlo Tou vatpiou wg auvTNPNTIKG. ZUVIOTATAL N ATIOPUYA R

NMAgdvaopa n anopAnta 0 TEPIOPIOPOG TwV amoBAnTwy, av gival duvato. Ta kevd doxeia evOEXeTal va TIEPIEXOUV
(unoAeippata) urnoAeippata tou mpoidvtog. ‘OAa Ta anmoBANnTa, Ta Pn Xpnaotlponotnpéva mpoiovtad Kat n
MoAuopévn cuokeuaoia poAugpévn cuokeudoia TpEMeL va anoppintovial cUp@wva pe thv Woxtouoa vopobeoia. MNa

MEPAITEPW TMANPOPOPIEG OXETIKA E TOUG KAVOVIOHOUG, ameuBuvOEeite oTIq appUOdIEG APXEC.
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ABX CRP REA (R1)

A91A00692BEL

AvaBewpnon
07/11/2011

14. ITAnpo@opiec oyetikd pe ™ peta@opd (Awebveic kavoviouot)

levikég mAnpo@opleg:

Etkétec:

‘Oykog povadag:

Movdada nwAnoewv:

Kapia.

Aepotiopikn petagopd (IATA):

KatdAAnAn ovopacia amootoAng:

Ap16pag UN:
Katnyopia kivduvou:
Opdda ouokeuaoiag:

Aev epappoletal

KatdA\nAn ovopaoia amootoAng:

Xepoaia petagopd (Eupwmaikn AptOp6g UN: ,
oup@wvia ADR): Katnyopia kivduvou: Aev epappogeral
Opdda ouokeuaaoiag:
KatdAAnAn ovopacia amootoAng:
Ap1Bpdg UN:
©aAdoota petapopd (IMDG): Katnyopla kwouvou: Agv epappodetal

Opdda ouokeuaoiag:
MoAuopatiko yia Toug
OaAdoaloug opyaviopoug:

15. Kavoviotikég mAnpo@opieg

Z0pPBoAa: Kavéva.

dpdoelg kivduvou (R): Kapia.

®pdoelg acpatolg xpnaong (S): Kapia.

Ouoieg: Kapia.

E1diéqg S1atdEelg kat oxeTikn vopobeaia: Kapia.
Ounapoloeg mAnpopopieg dev anaAlddooouv g€ Kapia mepinTwon To xpAotn

'AN\EG KAVOVIOTIKEG AMAITACELG: amo Inv UMoXPEwan va yvupigel kat va epappodel dAoug Toug BvikoUg it
d1e0veig kavoviopoUg TTou OXeTICovTal € TN XpAGN TOU TIPOIGVTOG.

I'a v mAéov mpéogatn ékboon twv eyypd@ov, emoke@teite ) dievOvvon: www.horiba.com
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ABX CRP REA (R1) A91A00692BEL AvaBedpnon
07/11/2011

16. AAAec MANPOQPOPIEC

16.1. Katdioyog oxetikov @pdoewv kivdovov (R)

Kapia.

16.2. ZouvioTOpEVOL TIEPLOPIONOL KATA TN (pHON

AvatpéETe 0TIG GUYKEKPIUEVEG TANPOPOPIEG TTOU TTAPEXOVTAL OTO EVNHEPWTIKG PUAAGSIO TOU TIPOTdVTOG.

16.3. IleproooTtepeg MANpoO@POpPies

To mapov dehtio gupmAnpavel Tig 0dnyieg xpriong aAAd dev Tig urokaBiotd. To deAtio Bacifetal o mMAnpoPopieg mou ntav
S1aB£€01pEG YIa TO MPOTOV KATA TNV avaypa@OpEVN nepopnvia Kat ol omoieg, ato Babpd mou pag EMTPENETAL vVaA TO YVWPIJOUpE,
gival opOEg.

EmmA€ov, EQIOTATAL N TPOCOXNA TOU XPAGTN GTOUG KIVOUVOUG TIOU EVEXEL N XPAGN TOU POTOVTOG autoU yia omolovdnmote dAAo koo
niépav tou evoedELypEVOU.

0 xpnotng eival amokAELOTIKA uTEUOUVOG yIa T XpAGh TOU TIPOTOVTOG Kal MPEMEL va AdpBAVEL TIG AVTIOTOIXEG TPOPUAAGEELG.

16.4. IInyéc onupavukov dedopévov

To éyypago auto Bacifetal o€ MANPOPOPIEG ATIO TEKUNPIWGN TTOU TTAPEIXAV Ol TPOPNBEUTEC MPWTWV UAWV TNG £TAIPEiAG pag.

16.5. AvaBe®pnon

Ot evotnteg Mo €xouv TpoTomolnBei oe oxéan pe tnv mponyoUpevn €ékdoon monpaivovtal e pia KABETN ypappun otnv aplotepn
mAEUPA ToU Tivaka.
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HORIBA Achtio Sedopévov aocpareiag vikod

Medical Z0ppwva pe Tov Kavoviopo (EK) ap. 1907/2006 (REACH) Napdptnpa ll

ABX CRP REA (R2) A91A00692BEL | Avafecpnon
07/11/2011

1. Zroryeia mpoiovtog kat etaipeiag

1.1. Xroyeia mpoiovtog
‘Ovopa mpoiovTog: ABX CRP REA (R2)

Kwd1kog mpoidvrtog: Kwd. HORIBA Medical: 0501015 (R1 + R2 + R3)

1.2. Xpnjon tov mpoidovtog

To ABX CRP REA mpoopiCetal yia in vitro 31ayvwaTikn xpnon pe aipatoAoyikols avalutég tng Horiba Medical, yia tn pétpnon tng
C-avudpwoag npwteivng (CRP).

1.3. Xtoeia eTaipeiag

HORIBA ABX SAS

Parc Euromédecine - Rue du Caducée

BP 7290

34184 MONTPELLIER CEDEX 4

FRANCE

TnA.: +33(0) 4 67 14 15 16

®ag: +33(0) 4 67141517

Email: documentation.med@horiba.com

1.4. Ap1Ouo6g TnAe@®VOL €KTAKTNG avAYKNG

Etaipeia: + 800 6714 15 16

Enionpog oupBouleutikdg gpopeag MaAhiag: ORFILA (INRS) : +33(0) 145 42 59 59

2. [1poo61optopoG KIVOLVMV

Emkivduvo mapaockevaopa odpgomva pe tic Odnyieg 67/548/EOK - 99/45/EOK (Nar/Oyt): Oy

Inpaviikotepol kivouvol: Agv epappodletal.

AuvnTikwg Blodoyikad emikivduvo UAKG. Mpémet va Tuyxdvel Tou avaloyou XepLopol wg

Eidikol kivduvot: , .
duvnTikd HOAUOHATIKO.

3. XovOeon/mAnpo@opiec yia ta ovotatikd

3.1. Ileprypaen Tov kit

2 R2 1x10 ml ABX CRP-R2 PuBpiotiké didAupa
S
>
; 3.2. Emxkivévva ovotatikd (Ovopa, cuykEvipmon)
. To MapacKEUAOHA AUTO BEV TTEPIEXEL CUYKEVIPWOELG EMIKIVEUVWV OUGLWY TTOU UTTEPPBAIVOUV T OXETIKA OPLA Kal Ol OTIOIEG IPEMEL Va
g avagépovtal g€ auTnv TNV EVOTNTA, CUPQWVA PE TNV loxUouaa vopoBeaia tng EE.
g Ap. CAS Ap. EK Ovopaoia Zuykévipwon Z0pBoho Kivduvo Ap. REACH
Q - (EINECS/ELINCS/NLP) H YKEVIP H o p-
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ABX CRP REA (R2)

A91A00692BEL AvaBewpnon
07/11/2011

4. Métpa mpotov Pondeiodv

Elonvon: ‘Ex@eon o€ kabapd aépa.
Enagn pe 1o déppa: AQaip€ote T0 HoAUGPEVO pouxiopo. MAUVETE To 8€ppa e VEPO KAl oamouvl.

. , Zenm\Uvete apéowg ta pdtia, Kabwg Kat tnv mepLoxn und twv BAePApwv, pe A@Oovo vepd yia TOUAAXIOTOV
Enagh pe ta pémia: HEOWG Ta pdua, G p BAepdpwv, pe ap poy

15 Aentd. ZnTAOTE 1ATPIKN Bonbela.

Katdmoon: Av 0 a00evig €xel TIC AloBRGEIS ToU, EEMAUVETE KaAd TO 0TOpA Kat To Aalpo e vepo. MpokaAéate £peTo.
) Zntnote 1aTpIkn Bonbela.

5. Métpa mupooPeong:

Méoa katdoBeong:

Xpnaolpomotnote ta anattolpeva péoa yia tny mepiBdAlouaa meploxn.

Eidtkoi kivduvol:

Aev kaBopidetal.

E181K6¢ pooTateuTIKGG EEOMAIOPOG:

Aev kaBopidetal.

NpooBeteg ouotdoelg:

Kapia.

6. M£tpa yia v avipeT®mon toxaiag €KAvong

Npo@UAAEEIG aToIKAG TipoaTaaiag:

Juyviotdtal ot XpAOTEG va GpopouV Epyactnplakn pouma, mTPOCTATEUTIKA YAvTIa Kal
MPOCTATEUTIKA yuaAld.

NepBarovTikég MPOPUAAEEIG:

Aev emitpénetal n andppidn o€ anoxeteloelg, udATIVEG 080UG h 0TO £8a(OG.

MéBodol kabapiapou/amoppdpnong:

YUAAEETE e aTOPPOPNTIKO UALKG Kal ToroOeTnate o€ katdAAnAo doxeio.

7. Xeptopog kar gvraén

7.1. Xeipropdg

Texvikd pétpa:

Agv UTIApXOUV EIBIKEG ATAITAGELG.

Npo@uAd&elc:

Npémnel va AapBdavovtal ot GUVABELG Epyactnplakég MPOoPUAAEELG.

ZUoTdoElg XEIPLOPOU:

Ano@eUYETE TNV EMAPN IE TA PATIA, TO JEPHA KAL TO POUXITHO.

7.2. ®vraén

Texvikd pétpa:

Npootatédte tn cuokeuacia amod UAIKEG CnpIEG.

Zuvenkeg @UAAgNG:

duldooete oe Beppokpaacia 2-10°C, o XWPO XwWPI¢ uypacia. Mnv kataduxete.

Mn cupBatd uAika:

Agv UnIdpxouv €181KEG AMAITACELG.

YAkd cuokeuaoiag:

Agv UTIAPXOUV EIBIKEG ATIAITAGELG.
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ABX CRP REA (R2)

A91A00692BEL

AvaBewpnon
07/11/2011

8. ‘EAeyyot €k0eong/atopkn mpootaoia

8.1. Twécg opiwv €xkBeong

E181kég mapdpeTpol eAEyxou:

Agev €xel IPOOdI0PLOTEL.

8.2. ‘EAeyyot €k0eong

8.2.1. ‘EAeyyot emayyeApatikic €ék0eong

Texvikd pétpa:

Aev kaBopiletal.

AvanveugoTiKn Tpootacia:

Aev anarteitat.

MNpootacia xeplwv:

Npootateutikd yavtia.

Npootacia patiwv:

MNpootateutikd yuaAid.

Npootaacia 6¢ppatog:

Epyaotnplakn popma.

MéEtpa uylEvAG:

Agv kaBopigetat.

8.2.2. "EAeyyor mepipairovtikng €kOeong

Agv €xouv TPOOdI0PIOTEL.

9. Dvo1KEG KAl YNUIKES 1O10TNTES

9.1. I'evikég TAnpo@opieg

duoikn katdotaon:

Yypo

Xpwpa:

‘Axpwpo

Oopn: ‘Aocgpo

9.2. ZnUavTikéG ANPO@OPIES Yid TNV LYELQ, TNV ao@dAigla kat to mepdirov

pH: Oudétepo IXETIKNA MUKVOTNTA: 1g/cm3 otoug 20°C.

Inpeio BpaopoU: 100°C AwgAutétnta: NAnpwg dtaAutd o vepo.
, , , Tuvieleotng ,

Inpeio ava@Aegng: Agv kaBopigetal Katavopic: Aev kaBopidetal

AvagpAegpdtnta , A ,

(otepes, agpio): Agv kaBopidetal IEwdeg: Aev kaBopigetal

EKPNKTIKEG 110TNTEG: Agv kabopigetal MukvoTNTa ATHWV: Agv kaBopigetal

OEe1dWTIKEG 1B1OTNTEG: Aev kaBopiletal Taxdtnta e&dtpiong: Aev kaBopiletal

9.3. A\\ec MANPOPOPIEG

Aev dlatiBevtat.

I'a v mAéov mpéogatn ékboon twv eyypd@ov, emoke@teite ) dievOvvon: www.horiba.com
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ABX CRP REA (R2)

A91A00692BEL AvaBewpnon
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10. XtaBeponra kat aviidpaotikotnta

ZUuvBNKeG PO amoPuyn:

Aev kabopidetal.

YAIka mpog amopuyn:

To avidpacTnplo auto TEPLEXEL adidlo Tou vaTpiou o€ CUYKEVIPWON HIKPOTEPN aATIO
0,1%, WG CUVINPNTIKO.

To agidio tou vatpiou evdéxetal va avudpd pe 1o poAupdo (Pb) kat to xaAko (Cu),
oxnpartidovtag emikivéuva mpoiovta adidinv peTaAAwy.

Emkivduva mipoidvta amoclvBeong:

Agv kaBopiletal.

‘AM\a oToIXEiq:

Kavéva.

11. To&wkoAoyikd otoryeia

O&ela to&ikoTNTa:

Aev kaBopidetal.

Xpovia to&kotnta:

Aev kabBopidetal.

Elonvon:

Aev kabopiletal.

Eman pe 1o 6éppa:

Agv kaBopigetat.

Eman pe ta pdua:

Agv kaBopigetat.

Katdmnoon:

Aev kaBopiletal.

‘AM\a oTolxela:

Kavéva.

12. OwoAoyika otoryeia

12.1. Oworto&ikomta:

Agv kaBopigetat.

12.2. Kwvnukotnta:

Agv kaBopigetal.

12.3. Ataomaowpotnra:

Aev kaBopidetal.

12.4. Avvatonrta froovoocwpevong: Aev kaBopigetal.

12.5. AmoteAéopata a&rohoynong PBT
(AvBektikotnta, floovoodpevon, To&ikotnta):

Agv kaBopidetal.

12.6. AlAeg emkivduveg emdpdoeig: Agv £x0Uv IPOGBIOPIOTEL.

13. ZvvOnkeg amtoppryng

NMAgdvaopa n anopAnta
(umoAeippata)
MoAuopévn cuokeuaoia

To avtidpaoTtrplo auto TepiExeL agidlo Tou vatpiou wg auvTNPNTIKG. ZUVIOTATAL N ATIOPUYA R
0 TEPIOPIOPOG TwV amoBAnTwy, av gival duvato. Ta kevd doxeia evOEXeTal va TIEPIEXOUV
urnoAeippata tou mpoidvtog. ‘OAa Ta anmoBANnTa, Ta Pn Xpnaotlponotnpéva mpoiovtad Kat n
poAucpévn guokeuacia mpénel va anoppintovial cUP@wva Pe Tnv 1oxuouoa vopobeaia. Na
MEPAITEPW TMANPOPOPIEG OXETIKA E TOUG KAVOVIOHOUG, ameuBuvOEeite oTIq appUOdIEG APXEC.
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14. ITAnpo@opiec oyetikd pe ™ peta@opd (Awebveic kavoviouot)

Etkétec:
levikég mAnpo@opleg: ‘Oykog povadag: Kapia
Movdda nwAnoewv:

KatdAAnAn ovopacia amootoAng:
Ap16pag UN:

Katnyopia kivduvou:

Opdda ouokeuaoiag:

Aepormopikn petagopd (IATA): Agv e@appoletal

KatdA\nAn ovopaoia amootoAng:

Xepoaia petagopd AptOp6g UN: ,
(Eupwnaikn cup@wvia ADR): Katnyopia kivduvou: Aev epappogeral
Opdda ouokeuaaoiag:
KatdAAnAn ovopacia amootoAng:
Ap1Bpdg UN:
©aAdoota petapopd (IMDG): Katnyopla kwouvou: Agv epappodetal

Opdda ouokeuaoiag:
MoAuopatiko yia Toug
OaAdoaloug opyaviopoug:

15. Kavoviotikég mAnpo@opieg

Z0pBoAa: Kavéva.
®pdoelg kivdivou (R): Kapia.
®pdoelg acpatolg xpriong (S): Kapia.
Ouoieg: Kapia.
E1dikéq dlatd&eg kat oxetkn vopobeoia: | Kapia.

Oumapouoeg mAnpopopieg dev analAdooouv o€ Kapia mep(mTwon To Xpnotn ano v
ANAEG KAVOVIOTIKEG AMAITACELG: unoxp£wan va yvwpidet katva epappogel 0Aoug toug eBvIKoUG i dleBveig kavoviopoug
TIOU OXETICoVTal € TN XPNON TOU TIPOIOVTOC.
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16. AAAec MANPOQPOPIEC

16.1. Katdioyog oxetikov @pdoewv kivdovov (R)

Kapia.

16.2. ZouvioTOpEVOL TIEPLOPIONOL KATA TN (pHON

AvatpéETe 0TIG GUYKEKPIUEVEG TANPOPOPIEG TTOU TTAPEXOVTAL OTO EVNHEPWTIKG PUAAGSIO TOU TIPOTdVTOG.

16.3. IleproooTtepeg MANpoO@POpPies

To mapov dehtio gupmAnpavel Tig 0dnyieg xpriong aAAd dev Tig urokaBiotd. To deAtio Bacifetal o mMAnpoPopieg mou ntav
S1aB£€01pEG YIa TO MPOTOV KATA TNV avaypa@OpEVN nepopnvia Kat ol omoieg, ato Babpd mou pag EMTPENETAL vVaA TO YVWPIJOUpE,
gival opOEg.

EmmA€ov, EQIOTATAL N TPOCOXNA TOU XPAGTN GTOUG KIVOUVOUG TIOU EVEXEL N XPAGN TOU POTOVTOG autoU yia omolovdnmote dAAo koo
niépav tou evoedELypEVOU.

0 xpnotng eival amokAELOTIKA uTEUOUVOG yIa T XpAGh TOU TIPOTOVTOG Kal MPEMEL va AdpBAVEL TIG AVTIOTOIXEG TPOPUAAGEELG.

16.4. IInyéc onupavukov dedopévov

To éyypago auto Bacifetal o€ MANPOPOPIEG ATIO TEKUNPIWGN TTOU TTAPEIXAV Ol TPOPNBEUTEC MPWTWV UAWV TNG £TAIPEiAG pag.

16.5. AvaBe®pnon

Ot evotnteg Mo €xouv TpoTomolnBei oe oxéan pe tnv mponyoUpevn €ékdoon monpaivovtal e pia KABETN ypappun otnv aplotepn
mAEUPA ToU Tivaka.
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HORIBA As)tio dsdopévwv aopaleiag viikov

Medical Oyiouia ia i Eafiieotii (AE) an. 1907/2006 (REACH) Panliiocia II

ABX CRP REA (R3) A91A00692BEL | Avafecpnon
07/11/2011

1. Ztotyeia mpoiovTog Kat etalpeiag

1.1. Xtoyeia mpoidvtog

‘Ovopa mpoiovTog: ABX CRP REA (R3)

Kwdikég mpoidvrtog: Kwd. HORIBA Medical: 0501015 (R1 + R2 + R3)

1.2. Xpnrjon tov mpoiovtog

To ABX CRP REA mpoopiZetat yia in vitro dlayvwoTikin xpnon pe aipatooyikols avaAutég tng Horiba Medical, yia n pétpnon tng
C-avudpwoag npwteivng (CRP).

1.3. Xtoeia eTaipeiag

HORIBA ABX SAS

Parc Euromédecine - Rue du Caducée

BP 7290

34184 MONTPELLIER CEDEX 4

FRANCE

TnA.: +33(0) 4 67 14 15 16

®ag: +33(0) 4 67 141517

Email: documentation.med@horiba.com

1.4. Ap1Opo6g TnAe@®vov €KTAKTNG avaykng

Etaipeia: + 800 6714 15 16

Enionpog oupBouleutikdg gopeag MaAhiag: ORFILA (INRS) : + 33 (0) 1 45 42 59 59

2. [1poo61optopoG KIVOLVMV

Emkivduvo mapaockevaopa odpgomva pe tic Odnyieg 67/548/EOK - 99/45/EOK (Nar/Oyt): Oy

Inpaviikotepol kivouvol: Agv epappodletal.

AuvnTikwg Blodoyikad emikivduvo UAKG. Mpémet va Tuyxdvel Tou avaloyou XepLopol wg

Eidikol kivduvot: , .
duvnTikd HOAUOHATIKO.

3. XovOeon/mAnpo@opiec yia ta ovotatikd

3.1. Ileprypaen Tov kit

R3 1x20ml ABX CRP-R3 Adteg/avtiowpata

© , L2 .
< 3.2. Emxkivévva ovotatikd (Ovopa, cuykEvipmon)
g To MapaoKeUaopa auto dev MEPLEXEL CUYKEVIPWOELG EMIKIVEUVWV OUCIWV TIOU UTtEpBaivouv Ta OXETIKA Opla Kal ol omoieg MpEmel
< va ava@épovial o€ autAv TNV evotntd, UPQWVa PE TNV loxUouad vopobeaia tng EE.
N
2 Ap. EK , . . ,
o Ap. CAS (EINECS/ELINCS/NLP) Ovopaoia ZUYKEVIpWON ZupBoho Kivéuvog Ap. REACH
z
o
[N
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A91A00692BEL AvaBewpnon
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4. Métpa mpotov Pondeiodv

Elonvon: ‘Ex@eon o€ kabapd aépa.
Enagn pe 1o déppa: AQaip€ote T0 HoAUGPEVO pouxiopo. MAUVETE To 8€ppa e VEPO KAl oamouvl.

. , Zenm\Uvete apéowg ta pdtia, Kabwg Kat tnv mepLoxn und twv BAePApwv, pe A@Oovo vepd yia TOUAAXIOTOV
Enagh pe ta pémia: HEOWG Ta pdua, G p BAepdpwv, pe ap poy

15 Aentd. ZnTAOTE 1ATPIKN Bonbela.

Katdmoon: Av 0 a00evig €xel TIC AloBRGEIS ToU, EEMAUVETE KaAd TO 0TOpA Kat To Aalpo e vepo. MpokaAéate £peTo.
) Zntnote 1aTpIkn Bonbela.

5. Métpa mupooPeong:

Méoa katdoBeong:

Xpnoipomotngte Ta anattolpeva péaa yia Tnv mepiBdAlouca meploxn.

Eidikoi kivduvot:

Aev kaBopiletal.

E181KOG MPOOTATEUTIKOG EEOTIALONOG:

Aev kaBopiletal.

NpooBeteg ouotdoelg:

Kapia.

6. M£tpa yia v avipeT®mon toxaiag €KAvong

Npo@UAAEEIG aToIKAG TipoaTaaiag:

Juviotdtatl ot XpAGTEG va GpopouV EpYAcTNPIAKn pOUma, MPOCTATEUTIKAG yAvTia Kal
MPOOTATEUTIKA yuaAld.

NepiBarovTikég MPOPUAAEEIG:

Aev emitpénetal n anoppidn oe anoxeteloelg, udATIveg 0doUG i 0To £€8a(POG.

MéBodol kabapiopou/amoppdpnang:

YJUMEETE pPe anoppo®nTikd UAIKO Kal TomoBeTnote o€ katdAAnAo doxeio.

7. Xeptopog kar gvraén

7.1. Xeipropdg

Texvikd pétpa:

Agv UTIApXOUV EIBIKEG ATAITAGELG.

Npo@uAd&elc:

Npémnel va AapBdavovtal ot GUVABELG Epyactnplakég MPOoPUAAEELG.

ZUoTdoElg XEIPLOPOU:

Ano@eUYETE TNV EMAPN IE TA PATIA, TO JEPHA KAL TO POUXITHO.

7.2. ®vraén

Texvikd pétpa:

Npootatédte tn cuokeuacia amod UAIKEG CnpIEG.

Zuvenkeg @UAAgNG:

duldooete oe Beppokpaacia 2-10°C, o XWPO XwWPI¢ uypacia. Mnv kataduxete.

Mn cupBatd uAika:

Agv UnIdpxouv €181KEG AMAITACELG.

YAkd cuokeuaoiag:

Agv UTIAPXOUV EIBIKEG ATIAITAGELG.
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ABX CRP REA (R3)

A91A00692BEL

AvaBewpnon
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8. ‘EAeyyot €k0eong/atopkn mpootaoia

8.1. Twécg opiwv €xkBeong

E181kég mapdpeTpol eAEyxou:

Agv €xouv TTPoodLopIOTEL.

8.2. ‘EAeyyot €k0eong

8.2.1. ‘EAeyyot emayyeApatikic €ék0eong

Texvikd pétpa:

Aev kaBopiletal.

AvanveugoTiKn Tpootacia:

Aev anarteitat.

MNpootacia xeplwv:

Npootateutikd yavtia.

Npootacia patiwv:

MNpootateutikd yuaAid.

Npootaacia 6¢ppatog:

Epyaotnplakn popma.

MéEtpa uylEvAG:

Agv kaBopigetat.

8.2.2. "EAeyyor mepipairovtikng €kOeong

Agv €xouv TPOOdI0PIOTEL.

9. Dvo1KEG KAl YNUIKES 1O10TNTES

9.1. I'evikég TAnpo@opieg

duoikn katdotaon:

Yypo

Xpwpa:

YnoAeuko

Oopn: ‘Aocpo

9.2. ZnUavTikéG ANPO@OPIES Yid TNV LYELQ, TNV ao@dAigla kat to mepdirov

pH: Oudétepo IXETIKNA MUKVOTNTA: 1g/cm3 otoug 20°C.

Inpeio BpaopoU: 100°C AwgAutétnta: NAnpwg dtaAutd o vepo.
, , , Tuvieleotng ,

Inpeio ava@Aegng: Agv kaBopigetal Katavopic: Aev kaBopidetal

AvagpAegpdtnta , A ,

(otepes, agpio): Agv kaBopidetal IEwdeg: Aev kaBopigetal

EKPNKTIKEG 110TNTEG: Agv kabopigetal MukvoTNTa ATHWV: Agv kaBopigetal

OEe1dWTIKEG 1B1OTNTEG: Aev kaBopiletal Taxdtnta e&dtpiong: Aev kaBopiletal

9.3. A\\ec MANPOPOPIEG

Aev dlatiBevtat.

I'a v mAéov mpéogatn ékboon twv eyypd@ov, emoke@teite ) dievOvvon: www.horiba.com
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ABX CRP REA (R3)

A91A00692BEL AvaBewpnon
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10. XtaBeponra kat aviidpaotikotnta

ZUuvBNKeG PO amoPuyn:

Aev kabopidetal.

YAIka mpog amopuyn:

To avidpacTnplo auto TEPLEXEL adidlo Tou vaTpiou o€ CUYKEVIPWON HIKPOTEPN aATIO
0,1%, WG CUVINPNTIKO.

To agidio tou vatpiou evdéxetal va avudpd pe 1o poAupdo (Pb) kat to xaAko (Cu),
oxnpartidovtag emikivéuva mpoiovta adidinv peTaAAwy.

Emkivduva mipoidvta amoclvBeong:

Agv kaBopiletal.

‘AM\a oToIXEiq:

Kavéva.

11. To&wkoAoyikd otoryeia

O&ela to&ikoTNTa:

Aev kaBopidetal.

Xpovia to&kotnta:

Aev kabBopidetal.

Elonvon:

Aev kabopiletal.

Eman pe 1o 6éppa:

Agv kaBopigetat.

Eman pe ta pdua:

Agv kaBopigetat.

Katdmnoon:

Aev kaBopiletal.

‘AM\a oTolxela:

Kavéva.

12. OwoAoyika otoryeia

12.1. Oworto&ikomta:

Agv kaBopiZetat.

12.2. Kwvnukotnta:

Agv kaBopigetal.

12.3. Ataomaowpotnra:

Aev kaBopiletal.

12.4. Avvatonrta froovoocwpevong: Aev kaBopigetal.

12.5. AmoteAéopata a&rohoynong PBT
(AvBekTikoTnTa, frocvoocwpevon, To&ikoTnTa):

Aev kaBopiletal.

12.6. AlAeg emkivduveg emdpdoeig: Agv £X0UV IPOGBIOPIOTEI.

13. ZvvOnkeg amtoppryng

NMAgdvaopa n anopAnta
(umoAeippata)
MoAuopévn cuokeuaoia

To avtidpaoTtrplo auto TepiExeL agidlo Tou vatpiou wg auvTNPNTIKG. ZUVIOTATAL N ATIOPUYA R
0 TEPIOPIOPOG TwV amoBAnTwy, av gival duvato. Ta kevd doxeia evOEXeTal va TIEPIEXOUV
urnoAeippata tou mpoidvtog. ‘OAa Ta anmoBANnTa, Ta Pn Xpnaotlponotnpéva mpoiovtad Kat n
poAucpévn guokeuacia mpénel va anoppintovial cUP@wva Pe Tnv 1oxuouoa vopobeaia. Na
MEPAITEPW TMANPOPOPIEG OXETIKA E TOUG KAVOVIOHOUG, ameuBuvOEeite oTIq appUOdIEG APXEC.
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14. ITAnpo@opiec oyetikd pe ™ peta@opd (Awebveic kavoviouot)

levikég mAnpo@opleg:

Etkétec:

‘Oykog povadag:

Movdada nwAnoewv:

Kapia

Aepotiopikn petagopd (IATA):

KatdAAnAn ovopacia amootoAng:

Ap16pag UN:
Katnyopia kivduvou:
Opdda ouokeuaoiag:

Aev epappoletal

KatdA\nAn ovopaoia amootoAng:

Opdda ouokeuaoiag:
MoAuopatiko yia Toug
OaAdoaloug opyaviopoug:

Xepoaia petagopd (Eupwmaikn AptOp6g UN: ,
oup@wvia ADR): Katnyopia kivduvou: Aev epappogeral
Opdda ouokeuaaoiag:
KatdAAnAn ovopacia amootoAng:
Ap1Bpdg UN:
©aAdoota petapopd (IMDG): Katnyopla kwouvou: Agv epappodetal

15. Kavoviotikég mAnpo@opieg

Z0pBoAa: Kavéva.

®pdoelg kivdivou (R): Kapia.

®pdoelg acpatolg xpriong (S): Kapia.

Ouoieg: Kapia.

E1dikéq dlatd&eg kat oxetkn vopobeoia: | Kapia.
Oumapouoeg mAnpopopieg dev analAdooouv o€ Kapia mep(mTwon To Xpnotn ano v

ANAEG KAVOVIOTIKEG AMAITACELG: unoxp£wan va yvwpidet katva epappogel 0Aoug toug eBvIKoUG i dleBveig kavoviopoug
TIOU OXETICoVTal € TN XPNON TOU TIPOIOVTOC.
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16. AAAec MANPOQPOPIEC

16.1. Katdioyog oxetikov @pdoewv kivdovov (R)

Kapia.

16.2. ZouvioTOpEVOL TIEPLOPIONOL KATA TN (pHON

AvatpéETe 0TIG GUYKEKPIUEVEG TANPOPOPIEG TTOU TTAPEXOVTAL OTO EVNHEPWTIKG PUAAGSIO TOU TIPOTdVTOG.

16.3. IleproooTtepeg MANpoO@POpPies

To mapov dehtio gupmAnpavel Tig 0dnyieg xpriong aAAd dev Tig urokaBiotd. To deAtio Bacifetal o mMAnpoPopieg mou ntav
S1aB£€01pEG YIa TO MPOTOV KATA TNV avaypa@OpEVN nepopnvia Kat ol omoieg, ato Babpd mou pag EMTPENETAL vVaA TO YVWPIJOUpE,
gival opOEg.

EmmA€ov, EQIOTATAL N TPOCOXNA TOU XPAGTN GTOUG KIVOUVOUG TIOU EVEXEL N XPAGN TOU POTOVTOG autoU yia omolovdnmote dAAo koo
niépav tou evoedELypEVOU.

0 xpnotng eival amokAELOTIKA uTEUOUVOG yIa T XpAGh TOU TIPOTOVTOG Kal MPEMEL va AdpBAVEL TIG AVTIOTOIXEG TPOPUAAGEELG.

16.4. IInyéc onupavukov dedopévov

To éyypago auto Bacifetal o€ MANPOPOPIEG ATIO TEKUNPIWGN TTOU TTAPEIXAV Ol TPOPNBEUTEC MPWTWV UAWV TNG £TAIPEiAG pag.

16.5. AvaBe®pnon

Ot evotnteg Mo €xouv TpoTomolnBei oe oxéan pe tnv mponyoUpevn €ékdoon monpaivovtal e pia KABETN ypappun otnv aplotepn
mAEUPA ToU Tivaka.
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