HORIBA AeATiO OEQOUEVWV AOPAAEIAG VAIKOV

Medical Z0pgwva pe Tov Kavoviopo (EK) ap. 1907/2006 (REACH) Mapdptnpalll
ABX Minotrol 16 A91A00725DEL AvaBewpnon
02/08/2011

1. Ztoyeia mpoiovtog kat eTaipeiag

1.1. Zroryeia mpoiovtog

‘Ovopa mpoiovTog: ABX Minotrol 16

| Kwd1ké¢ mpoidvrog: 2042202 AimAn ouokeuaaia 2N (2 @laAisia twv 2,5 ml + QUAAGSI0 TIHWY)
2042208 AmAn ouokeuaaia 2L (2 glaAidia Twv 2,5 ml + GUAAGDIO TIHWY)
2042209 AmAn ouokeuaaia 2H (2 @laAidia twv 2,5 ml + @UAAGSI0 TIHWV)
2042001 XapnAo eninedo (1 eLaAidio twv 2,5 ml)

2042002 Kavoviko eminedo (1 graAidio twv 2,5 ml)

2042003 YnAo eninedo (1 laAidio twv 2,5 ml)

1.2. Xpnon tov mpoidovtog

To ABX Minotrol 16 €ival éva UAMKO eAéyxou MOAATAGY TAPAPETPWY KAl TPLWV EMTESWY, YIa /7 Vitro B1ayvwoTIKA XpAan, TTOU €XEL
oxedlaoTei yla tnv mapakoAoluBnan tng opBOTNTAG KAl TNG AKPIBELAC TWV AIUATOAOYIKWY AVAAUTOV.

1.3. Zroyeia etapeiag

HORIBA ABX SAS - Rue du Caducée - Parc Euromédecine - BP7290
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. Ap1Opog THAe@@vov £€KTakIng avaykng

Etaipeia: + 800 67 14 15 16

Enionpog oupBouleutikog popeag MaAAiag: ORFILA (INRS) : + 33 (0) 1 45 42 59 59

2. I[1Ipood10p1opo6G KIVEOVHOV
Emkivduvo mapaokevaopa cvpgpava pe tig Odnyiec 67/548/EOK - 99/45/EOK (Nav/'Oyt): Oy

Inpaviikotepol Kivduvol: Aev epappdletal.

AuvnTikwg BloAoyikd emikivduvo UALKO.

Eidikoi Kivduvol: , , , , , ,
Mpénel va Tuyxdvel Tou avaAoyou XEIPIopPoU w¢ SUVNTIKA HOAUGHATIKO.

3. XovBeon/mAnpo@opiec yia ta ovotatikd

3.1. Ileprypaen tov kit

To ABX Minotrol 16 mepiéxet AeukokUttapa (WBC), epubpoxittapa (RBC) kat 8popBokitrapa (PLT)
OnAaoTIKwv, AlwpoUpEVa o€ UYPO TTOU TIPOCOHOLALEL e MAdopa.

FORM-0307-A, avab. 8

3.2. Emkivéuva ovotatikd (6vopa, cuykevipwon)

Ap. EK
(EINECS/ELINCS/NLP)

Ap. CAS Ovopaaia Juykévipwon I0pBoAo Kivéuvog Ap. REACH

AuTtd t0 TIpoidv, 0TO BABUO TTOU HAG EMITPEMETAL VA TO YVWPIJOUE, MEPIEXEL PN ETIKIVEUVA OUCTATIKA, OTIWG opileTal amd Tig 0dnyieg
ng EE.
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4. Métpa mpotwv fondeidv

Elonvon: Aev kabBopidetal.

Enagn pe 1o déppa: NMAUvete apéowg T0 d€ppa pe aamolvi Kat vepo.

Enagn pe ta pdua:

Zen\Uvete apéowg ta pdtia, KaBwE Kat tnv meploxn umnd twv BAEPapwy, pe ApOovo vepd yia TouAdxiotov
15 Aemtd.

Katdmoon: Av 0 aoBevig £xel Tig aloBnaoelg tou, EeMAUVeTe KAAd T0 0TOpA TOU M KAAEDTE LATPIKA Bonbela.

5. Métpa mmupoofeong

Méoa katdoBeong:

To mpoidv ev eival elpAekTo.

Edikoi Kivduvot:

Agv €xouv TPoadLopIoTEL.

E181KOG MPOOTATEUTIKOG EEOTAIOHOG: Agv €X€1 IPOOBIOPLOTEL.

Npoobeteg ouotdoelg:

Kapia.

6. Métpa yia v avipet®mon toyaiag €kAvong

ATOpIKEG TPOQUAAEEILG:

®opdte yavtia Epyactnplakng Xxpnong Kat mpooTateuTikd yuahid.

NepIBarovTiKEG TPOPUAAEEIG:

E€oudeTepwaTe To TPOIOV TIpLv TO amoppifeTe.

MéBodot kabapiopou/
amoppoé@nong:

MeTd tnv €§0UBETEPWAN, ATIOPPOPACTE TO MPOIOV e KATdAANAo pégo kat EemMAUveTte
0AOKANPN TNV TIEPLOXN HE VEPO.

7. Xepropog katr @vraén

7.1. Xe1ptopog

Texvikd pétpa:

Ano@UuyeTe TNV ENAPN Pe To dEpPa Kal ta Pdta.
Fdvtia epyactnplakng XxpAong KAt mpoaTateuTika yuaAld.

Npo@uAdEelc:

Kd6e xelplop oG Tou mpoidvTog Mpénel va mpaypatonoleital mdvia o€ KaAd agpl{opevn MEPLOXN.

JUOTAOEIG XEIPIOpOU:

Agv kaBopigetal.

7.2. ®6haén

Texvikd pétpa:

Agv kaBopigetal.

TuvBnkeg UAAENG:

MNa dia@UAagn Tng moldTnTag ToU MPOIovVIog, Pnv To Katauxete. Ta glaAidia ABX Minotrol 16
Ba npenel va eival KaAd oppaylopéva kal va puAdaoovtal oe Beppokpaaia 2-8°C, dtav dev
xpnatpotmotouvtat. To ABX Minotrol 16 ival ataBepd yia 16 deiypatoAnieg yia péyiotn
S1dpkela €wg 16 NPEPWV PETA To Avotypa Ttou Qlaiidiou, epooov Tuyxdvel katdAAnAou
Xelplopol kal tomoBeteital otnv PUuEn €ykaipa émetta and kA6e xprnon. To ABX Minotrol 16 o
KAEloTd QlaAidia mou puAdooovtal oe Beppokpaacia 2-8°C mapapével oTabepod péxpl tnv
npepopnvia AREng mou avaypa@eTal oIny EUKETA.

Mn cupBatd uAikd:

Aev kaBopiletal.

YAkd ouokeuaoiag:

Aev kaBopiletal.
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8. ‘EAeyyot €ék0eonc/atopikn mpootaoia

8.1. Twécg opiwv €xkBeong

E181kég mapdpetpol eAEyxou:

Agv kabopigetal.

8.2. "EAeyyot €kBeong

8.2.1. 'EAeyyotl emayyeApatikig €k0eong

Texvikd pétpa:

To ABX Minotrol 16 6a mp€nel va xpnaotpomoleital omwg éva deiypa avbpwmivou

aiparoc.

Ytafpol mAlong o@OaApwY, Katalovntipeg ac@aleiag, yaviia epyactnplakng
XpAGNG, MPOOTATEUTIKA YUaAld, € TIEPIMTWON MAPATETAUEVNG EMAPAG,.

AvanveuoTikn pootagcia:

Agv kabopigetal.

Npootaacia xeplwv:

Mpootateutikd ydvua.

Npootaocia patiwv:

MNpootateutikd yuaAid.

Npootaacia 6¢ppatog:

Epyaotnplakn popma.

Métpa uylewvng:

Tnpeite TG 0pBEG EPYATTNPIAKEG TIPAKTIKEG.

8.2.2. ‘EAeyyot mepipairovtiknig €kBeong

9. Dvo1KEG KAl YNUIKES 110TNTES

9.1. T'evikég TANpoO@Opieg

duoikn katdotaon: Yypo.

Xpwpa:

ZKoUpo KOKKIVO

‘Aocpo

9.2. ZNUavtikég mMANPOPOPIEC yid TNV LYELQ, TNV ac@dAgla kat to meptpdiiov

pH:

Agv xaBopiZetat.

IXETIKA TIUKVOTNTA:

Agv kaBopiZetat.

Inpeio Bpaopou:

Aev kaBopiletal.

AaAutotnra:

AlaAuTo ot vepo.

L . , TuvteAeoTNG ,
Inpeio ava@Aegng: Aev kaBopiletal. katavopAc: Aev kaBopiletal.
AvagAegiionta Mn gd@AekTo. IEwdeg: Aev kaBopidetal.

(oteped, aéplo):

EKPNKTIKEG 1810TNTEG:

Aev kaBopiletal.

NMukvoTNTaA ATHWV:

Aev kaBopiletal.

OZeIBWTIKEG 1810TNTEG:

Aev kaBopiZetat.

Taxutnta e&Atpiong:

Agv kabopiZetat.

9.3. Al\ec MANpOPOPIEG

Agv kabopiletat.
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10. XtaBepomnra kar avudpaotikotnta

ZUvONKEG TTPOG ATOPUYN: Hupepopnvia ARgng.
YAIKG ipoG anopuyn: Aev kaBopiZetat.
Emikivduva mpoidvta anoolvBeonc: Mn ta&wopnpévo.
‘ANAa gtoixeia: Kapia.

11. To&woroyika otoryeia

O&ela to&ikoTNTa: Aev kaBopidetal.
Xpovia to&kotnTa: Agv kabopigetal.
Elonvon: Aev kaBopidetal.
Eman pe 1o 6éppa: Aev kaBopigetat.
Enagn pe ta pdua: Aev kaBopidetal.
Katdmoon: Agv kabopiletal.
‘AM\a otoixeia: Kavéva.

12. OwoAoyika otoryeia

12.1. Owoto&ikomta: Aev kabopiletal.
12.2. Kiwvnuikomta: Aev kaBopigetal.
12.3. Ataomaowpotnra: BL0B1AOTIHEVO > 90%.

12.4. Avvatotnta

, Agv kabopiletat.
Broovoowpevong:

12.5. AmoteAéopata a&lohdynong
PBT (AvOexktikotnta, Kavéva.
Broovoowpevon, To&ikotnta):

12.6. AXheg emkivioveg

, Aev kaBopiletat.
emdpdoeig:

13. ZvvOnkeg amtoppryng

Zuyviotdtal h anoQuyn 1 o MEPLOPIoPAS Twv anmoBAnTwyY, av eivat duvato. Ta kevd doxeia

NMAedvaopa n andpAnta €VOEXETAL VA TTEPIEXOUV UTIOAEIPPATA TOU TIPOi6VTOG. ‘'OAa Ta andBAnta, ta pn
(unoAeippata) xpnaoipgomotnpéva mpoiovta Kal n joAugpévn cuokeuaoia mpémnel va anoppimtovial cUpwva
MoAuopévn ocuokeuaoia HE TNV loxUouoa vopoBeaia. MNa mepatépw MANPoPopieg OXETIKA PE TOUG KAVOVIOHOUG,

aneuBuvOeite oTiq appPOdIES ApXEC.
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14. ITAnpo@opieg oxetika pe T peragopd (Aebveic kavoviopot)

Ovopagcia peTapopag:
Ap16pdg UN:
Katnyopia kivduvou:
Opdda ouokeuaoiag: I

Aepotiopiki petapopad (IATA): Agev epappoletal.

Ovopagcia petagopdg:
Xepoaia petagopd Ap1Bp6g UN:
(Eupwnaikn cuppwvia ADR): Katnyopia kivduvou:
Opdda cuokeuaoiag:

Agv epappodetal.

Ovopacia petapopag:

Ap1Bpdg UN:

Katnyopia kivdUvou:

Opdda cuokeuaoiag:
MoAuopatikd yia toug 8ahdaatoug
opyaviopoug: Nai/Oxt

©alAdaoota petapopd (IMDG): Agev epappoletal.

15. Kavoviotikég mAnpo@opieg

Z0pBoAa: Kavéva.
®pdoelg kivdivou (R): Kapia.
®pdoeig mpopurdgewv (S): Kapia.
Ouoieg: Kapia.
E181k€¢ B1aTAEEIG Kal OXETIKN vopoBeaia: Kapia.

Oumapouaeg mAnpopopieg dev analAdooouv o€ Kapia mep(mTwan To XpRoTtn ano v
AN\EG KOVOVIOTIKEG ATAITATELG: unoxp£wan va yvwpidet katva epappogel 0Aoug toug eBviKoUg i dleBveig kavoviopoug
TIOU OXETIZovTal € TN XPAON TOU TIPOTIOVTOG.

16. AlAeg mMAnpo@oOpieg

16.1. Katdioyog oxetikov @pdoewv kivdovov (R)

Kavévac.

16.2. ZuviOTOUEVOL MEPLOPLOUOL KATA T XP1ION

AvatpéETe OTIG GUYKEKPIUEVEG TANPOPOPIEG TTOU TTAPEXOVTAL OTO EVNHEPWTIKG PUAAGSIO TOU TIPOTdVTOG.

16.3. IleproooTtepeg MANpoO@POpPies

To mapov deAtio cupmAnpavel Tig 0dnyieg xpriong aAAd dev Tig urtokaBiotd. To deAtio Bacifetal o mMAnpoopieg mou ntav
S1aB£€01pEG YIa TO MPOTOV KATA TNV avaypa@OpEVN nepopnvia Kat ol omoieg, ato Babpd mou pag EMITPEMETAL va TO YVWPIJOUpE,
gival opOEg.

EmmA€ov, EQIOTATAL N TPOCOXNA TOU XPAGTN GTOUG KIVOUVOUG TIOU EVEXEL N XPAGN TOU POTOVTOG autoU yid omolovdnmote dAAo Koo
niépav Tou evoedELypEVOU.

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

16.4. TInyéc onuavukaov dedopévmv

To éyypago auto Baoiletal o€ MANPOPOPIEG ATIO TEKUNPIWON TTOU TTAPEIXAV Ol MPOPNBEUTES MPWTWV UAWV TNG €TAIpEiag pag.

16.5. AvaBewpnon

O1 evotnteg MoU €xouv TpomomolnBei ae oxéan pe tny ponyoupevn €kdoon emonpaivovtal pe gia KABeTn ypappn atnv aplotepn
TAEUPA Tou Ttivaka.
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