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EAANVIKG

MpoopiZpevn xpiion

To PreciControl Cardiac Il xpnoiporoleitou yiok Tov €Aeyx0 ToIoTNTOC
OUYKEKPIUEVWV OVOGOAOYIKWV TTPOCOIOPIOHGVY OTOUC OVOGOAOYIKOUC
ovahuTeC Elecsys ko cobas e.

MepiAnyn

To PreciControl Cardiac Il eivou Auogiomoinpévog opdg eAéyxou pe Bdon

0p06 avBpaTIou, oe dUO elpn OUYKEVTPWONC. Ton DIAUMOTO EAEYYOU

XPNOILOTIOIOUVTON VIO TOV EAEYXO0 TNG OKPIBEINC KO TNC EMOVOANWILOTNTOC

TwV avooohoyikwv Tipoadiopiopwv Elecsys CK-MB, CK-MB STAT, Digitoxin,

gigoxin, Myoglobin, Myoglobin STAT, proBNP II, proBNP Il STAT kau
DF-15.

AvTidpaoTripia - SIKAUPATO EPYOICIAG
= PC CARDII: 2 pioNidio Twv 2.0 mL 0pol eAEyX0U TO KOBEV
= PC CARDII2: 2 diorhidio Twv 2.0 mL 0poU eAEyxOU TO KOEVQL

—4x2.0mL

Ouaia og matrix opou PC CARDII1 PC CARDII2
ovBpamou ng/mL ng/mL
CK-MB (avBpariou) riepimou 5 nepimou 50
Awyrrodivn Tepimou 17 nepimou 38
Aiyodivn mepinou 1.2 Tiepimou 3
Muoaodaipivn iepimou 80 mepirou 1000
(cvOparTou)

NT-proBNP 1-76 nepimou 0.15 Tepimou 5
(ouvBeTIKO)

GDF-15 mepirou 1.5 Tepimou 8

AvoAuTr cobas e 801: O1 akpiBeic avapevopeveg TIES Kol To UpN TILGV
TIOU eivail I0IKG yIor KGOE MOPTION SINTIOEVTOI GE NAEKTPOVIKO YPOUUIKO
KOOIKO Ko o GUANO TIHGV TTOU TTIOPEXETON UECW TOU OUVOEDLOU cobas link.
To 6Aoug Toug &Aoug avaAuTéG: Or akpIBEIC avOEVOPEVES TIHEG KOl TO!
elpn TIHGV TTOU Eivail EI0IKK YIor K&OE TTOPTIdN BPIoKOVTOI KWAIKOTOINUEVD
OTOUC YPOHHIKOUG KWOIKEG KO TUTTWUEVT OTO E0WKAEIOUEVO (F) NAEKTPOVIKG:
OI0OECIL0) GUANO TIHQV.

Znpeioon: Ta UM TIHGV yio Tov avahuTr) cobas e 801 eivan Siobgaipa
HOVO NAEKTPOVIKG PECW TOU ouvdEapoU cobas link.

Avapevopeveg TIHEG Ko eUpN TIHOV

O1 avoipevopeveg TIEC Kol Tox 0PN TIHGV EXOUV TTPOCOIOPIOTE! KO
a€iohoynBei omo Tn Roche. O1 Tipég auTéG eAdBnoav pe xpron Tov
avTIOPaOTNPIWV TNE avaiAuong Elecsys kail Twv avOIAUTQV TTOU UTTHPXOV
SI0BETIPOI T OTIYHI TNC AvEAUONG.

Edw o1 avopievopeveg TIUEQ Ko Tt eUpN TIHGV TV 0pGV ENEYXOU
avoBewpnBolv, ol MANPOdOpIEC AUTES MEPIAXUBAVOVTOI OTO YPOLIKO
KOBIKa Tw avTISpaoTpiv 1) Twv opov eAgyxou (1) diomiBevra
NAEKTPOVIKG) Kol 0g Eval TPOGBETO GUANO TIHGV TIOU OUVOEUE! TO KIT
avTIdpaaTPiwv. AuTO TO GUANO TIHWV VaOEPEI OAEC TIC TIOPTIOES OPLV
€AEYXOU IO TIC OTIOIEG 10XUOUV 01 VEEE TIUEC. Edv Kamoleg amd TIC TIHEC
TIOPOpEivouV apeTaBANTEC, Bt EEXKOAOUBROOUV VO IGXUOUV OI BPXIKEC
TIMEC TTOU QvOiDEPOVTOI OTO YPOUUIKO KSIKO 0pwv eAEyxou (CBC - Control
Barcode) kou 010 GUAO TIHGV TTOU E0WKAEIETOI OTO KIT 0PV EAEYXOU ()
OIOTIBETON NAEKTPOVIKK).

Avautnc cobas e 801: O1 evnuepwPEVES GVOLEVOLEVES TIHEC KO TO €UPN
TIHQV JIOTIOEVTOI 08 NAEKTPOVIKO YPOULIKO KQOOIKO KO 08 GUAAO TIGV TTOU
TIopEXETAN PEOW TOU oUVOETpOU cobas link.

Tox omoTEAEGUOTO TTPETTE! VO BPIOKOVTOH EVTOG TWV KABOPIOUEVWY EUPGV
TIH@V. Edv SiomoTwBolv Tdoeic auénong 1 Peiwong ) ampoodoknTeC
OTTOKAIOEIG EKTOC TWV OpiwV TOU EUPOUC TIHWY, Bax TIPEME! var EAEYYOVTOI OAGH
TO BAMOTO TG Av&AUONC.

MAnpodopiec oxeTIKA e TV IxvnAaoIpoTnTe divovTal 0To GUANO PebOdoU
™G awvTioToixng ovéuong Elecsys.

KdBe epyaiorpio B mipémel vor KaBiepwae T JIopBWTIKG PETPOK TToU Bok
ripémel va AndgBouv v o1 TIHEC BPEBOUV EKTOC TWV KOBOPIOPEVLV OPIWV.

cobas’

Npodulaeig Ko PoEIdOTIOINGEIG

Mo in vitro dioyveoTikr xprion.

No TnpouvTol o1 GuvABeIC TTIPOGUAGEEIC O OTTOIEG OIAITOUVTAN KOTKX TOV
XEIPIOUO OAGV TWV EPYOOTNPICKWV QVTIOPAOTNPIGV.

H omoppiyn 6Awv Tov omoBARTY B TIPETE VO TIPGYHOTOTIOIEITON CUPPLVXL
HE TIC TOTTIKEG KOTEUBUVTAPIEC 0ONYiES.

AioriBeTan, Kamomv aimfoews, GUANC dedOpEVLV BODAAEIOG VIO
emoyyeAOTieg XEIPIOTEC.

‘Ohat T UNIKG avBpmvng TipogAeuonc 6o TTpEmel vor BwpouvTal dUVNTIKGG
poAuopomike. OAak T TIPOidVTOH TIOU TIPOEPXOVTAN OTTO QiU ovBp@IToU
€XOUV TI(POOKEUIOTE ATTOKAEIOTIKK OO Gl SOTGV TTOU EXOUV EEETOOTE
XopIoTd ko xouv Bpebei ereUBepol avtiyovou HBSAG kau avTIowpdTGY
gvovTl TV 10V HCV kou HIV. Or pyeébodor e€€Taiong mou epoppoaTnKav fTov
eykekpipeveg omo Tov FDA 1) oe oupdwvia pe Tv Eupwmaikn

Odnyia 98/79/EK, Mapdptna I, Kardhoyog A.

Qo1600, KOOWC Kapior PEBOSOC eAEyXOU dev propei vor mokAeioe! T
duvnTIKO Kivouvo poAuvong pe omoAuTn BeBaIdTNTA, O XEIPIOHOC TWV UNIKGV
Bat ipeTTel Vot yiveTou Pe TNV i0Iol TIPogoYXT TTou GIVETOI KOTG TO XEIPIOHO TV
OelyudTeV aobevav. Xe Tepimmwon EkBeong, Ba TPETe v GKOAOUBOUVTO
o1 0dnyieg TG CPHOBIOG UYEIOVOUIKNG apxXNG. 12

O1 opoi eAéyyou dev TIPEMEN VOt XPNOIKOTTOIOUVTO ETG TNV TIPEAEUON TN
NHEPOUNVIOG AENG.

AnoduyeTe To oxNUOTIONO adPOU 08 OAX TG AVTIOPXOTHPI KO TOUC
TUMoUG GelypdTav (Seiypama, BaBpovopunTES Kot 0poi EAEYXOU).

Xeipiopog

AioAUoTE TIPOCEKTIKG TO TIEPIEXOMEVO EVOC PIoAIdioU, TIPOCOETOVTOG
OKPIBGG 2.0 mL omeoTayUEVOU 1) KITIOVIOHEVOU VEPOU, KO aiprioTe TO 08
npepio emi 15 AeTT& KAEIOTO WOTE VO AVOOUGTOOE!. AVOIETE TPOCEKTIKY,
OTIOHEUYOVTOC TOV OXNUOTIONO aidpoU.

MeTapEPETE TOUC BVOIOUTTOBEVTEC OPOUC EAEYXOU OTOX TIOPEXOHEVDL KEVE
QIoNidIon e TP, oTor oTToio: £Xouv eMKOANBEI ETIKETES, 0 TIPOTBETN!
roidio e mopa (ControlSet Vials). ETkoMAGTE TIC TTOOEXOUEVEC ETIKETES
o€ ot Ta ipoobeTa drakidion. O1 pepideg mou TipoopiovTan yiok GUAREN oe
Beppokpadic: -20 °C Box TTPEME! VOL KOTAWUXOVTOI GUECC.

KaBe pepidan Bok ipérel vou XpnoILOTIOIEITON Yok Hitk HOVO SISIKODiK
eAéyxou.

2Znueioon: O1 eTkETeS TV GIGAIBIOV KO 0 TIPOGOETES ETIKETES (€GvV Eivail
dioBeapeg) nepthapBdvouv 2 diodopeTikoUg YpoppIKoug kadikeg. O
YPOUHIKOC KODIKOC OVAHETN OTOUC KITPIVOUC OEIKTEC TIPOOPICETON OVO YIGK
ouoTnuoTa cobas 8000. Eav xpnaoiporoieite cuotnuc cobas 8000,
TePIOTPEYTE TO MUK Tou dicthiGiou kKord 180° ot owaTr| 60N, oUTWE WOTE
Vo propei Vo SIBOoTEl 0 YPOUUIKOG KWBIKOG OTTO TO GUGTNLGK.
ToroBetnoTe TO PICKAIGIO OTOV AVOAUTH), OTTIWE TO TOTTOBETEITE OUVIBWC.

Ouhadn kou oTABEPOTNTA

OuhdooovTon oe Beppokpaaio: 2-8 °C.

O AuodiAoroinuévog 0pog eAEYXOU givail aTOBEPOC EWC TNV OVOYPadOpEVN
nuepopnvia Aéng.

ZTOOEPOTNTA TWV GUOTATIKGV OTOV OVOGUOTAOEVTO 0p6 EAEYYOU:

&iTe o€ Beppokpaaio -20 °C 3 prveg (vor kamowuyBouv
pict pop& povo)

&ite o€ Beppokpaaia 2-8 °C 3 nuépeg

0TOUG OVOIAUTEC, £0¢ 3 wpee

og Beppokpaaia 20-25 °C

Duldére Toug 0poug eNEyXOU O OPBIA BEDH, TIPOKEIPEVOU VOL OTTOGEUXBEi
N TPOGKOAANGN TOU 0pOU EAEYXOU OTO TIGHOL.

Napexopeva UAIKG

= PreciControl Cardiac Il, 2 k&pTeC YPOUPIKOU KOBIKX, GUANO YpOpUIKOU
KQOOIKO DIAUHOTOG EAEYXOU, 2 X 2 KeV DIOAISIO PE TTIOHOX OTOX OTTOIk
£XOUV €TIKOANBEI ETIKETEC, 2 X 6 £TIKETEC PIoNidiwv

Amaiutoupeva UAIKG TIou dev TapExovTal
03142949122, ControlSet Vials, 2 x 56 kevax GIONISIOK e TGN

= Avooohoyikoi ovahuté¢ MODULAR ANALYTICS E170 ) cobas e ko
QVTISPOIOTAPIC TNG AvaAUONG
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= AmeoToypEVO 1) OTTIOVIOPEVO VEPO

Agite To UANO peBOdOU TNE AVTIOTOIKNG VAAUGNG KOl TO EYXEIPIBIO XPriong
VIO TOL TIPOOBETO AMOITOULEVOX UNIKG.

Avaduon

low va emeepyaoTeite TOV avaiouaTOBEVTO 0p0 EAEYXOU TTOU BpioKeTan OTxL
oupBaTd e To oUoTNUO: GIGAIdIC PE ETIKETO, OkoAouBnaTe TV idIok
OIOIKOTICE AVEIAUGNG TTOU XPNOIKOTTOIEITE VIO T SEIYHOT OBEVAQV.

Karowpriote T SedopEVD OTOV VOAUTH.

Mpiv amo T pétpnon, BeBouwbeite 6T o 0poi eAEyXoU BpiokovTal oe
Beppokpaaio 20-25 °C.

Avéhuon Tev 0pwv eAEyoU TIpETE! VoL KTEAEITON KOBNUEPIVE, TOPAAANAC
pe Tor SeiypoTar 0oBevav, KaBWGS Kol Pe K&OE VEO KIT avTIOPOOTNPIWV KOl
K&Be Gopd ToU TpayaToTToIEiTaN BoBpOVOUNON. Tok SIGOTAUGTO HETOEY
TWV EAEYXWV KO TO OpIot Bck TTPETTE VOl TIPOCOPHOCOVTON OTIC GITONTHOEIG
K&Oe epyaatnpiou.

AkoAouBnoTe Toug 1I0XUOVTEC KPOTIKOUG KOVOVIOHOUG KO TIC TOTTIKES
KoTeuBuvTApIEG 0dNYIEC YIG TOV EAEYXO TIOIOTNTOLG.

BiAioypadia
Occupational Safety and Health Standards: Bloodborne pathogens.
(29 CFR Part 1910.1030). Fed. Register.

2 Directive 2000/54/EC of the European Parliament and Council of
18 September 2000 on the protection of workers from risks related to
exposure to biological agents at work.

lo epioodTepeg MAnpodopies, avaTpesre aTo KATGAANAO eyxelpidio
XProNG TOU GUYKEKPILEVOU QVOAUTH, OTOL QvTIOTOIXO GUAAGK EDOPLOYNC,
oTIC TANpodOpiEC TIPOIOVTOC Ko oTO GUAAGL EBOAOU OAWV TwV
OTIOPAITTWV CUOTOTIKGV (EGv givail SINOETIIO IO Tr) XWPOk 00C).

Ze ot T0 GUANO PEBOBOU XPNOIKOTIOIETAN TIGVTOTE MIC TEAEIOH (OTIVI) WG
UTTOSIATOAN), TIPOKEIUEVOU VO ONUOTOSOTE TO OPI0 PETOEU TOU OKEPAIOU
KOl TOU KAOOPOTIKOU pépoUg evog GekadikoU apiBpou. Aev
XPNOIHOTIOIOUVTOI TEAEIEC WC DICWPIOTIKA OTIC XINGOEC.

Zuppola

H Roche Diagnostics ypnoiporoiei To okdAoubo GUPPBOAN Kail GAPOT
TIEPOV QUTQV TTOU TIaparTiBevTan ato mpdTumo ISO 15223-1:

—_

CONTENT MepiexOpeva TOU KIT
YSTEM AvaAUTEC OTOUG OTT0IOUG UMOPOUV VX Xpnaolpomoinfolv
TO OVTIOPOOTHPIC
REAGENT AvTIdpaoThpIo

CALIBRATOR BoBpovopnTc
'Oykog petd Tnv avaouoToon fi TNV avepicn

5|Bf B8

GTIN Aigbvic Kwdikdg Movadag Epmopioc

01 mipoabrkeg, ol dlotypaidEg ) o GAGYES UTTOSEIKVUOVTON OO pio Awpida UMOSEZNG dAAyrG oTo TIEPIBPIO.
© 2016, Roche Diagnostics

Roche Diagnostics GmbH, Sandhofer Strasse 116, D-68305 Mannheim
www.roche.com
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