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Novinky CC/HIA

- Tina-quant® C-Reactive Protein Gen.3 (COBAS INTEGRA, cobas ¢ 311/501)

- Tina-quant® D-Dimer Gen. 2
* Tina-quant® HbA1c Gen. 3

* Albumin BCP pro cobas ¢ 501/ ¢ 311

* PreciControl® ClinChem Multi 1&2
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Tina-quant® C-Reactive Protein Gen.3 (COBAS INTEGRA,
cobas ¢ 311/501)

= pro systémy Hitachi 902/912/917 a
MODULAR ANALYTICS P uvedeno 2009

= pro COBAS INTEGRA a cobas ¢ 311/501 1Q2010

* nutny upgrade softwaru pro Cl - zména kalibraéniho modulu
= zlepSeni parametril metody, snizeni vliva interferenci

= kalibratory i kontroly se neméni (nové hodnoty pro CRPL3)

= CRP Gen.3 nenahrazuje CRP HS
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Tina-quant® C-Reactive Protein Gen.3 (COBAS INTEGRA,
cobas ¢ 311/501)

Kriterium Soucasny CRP CRP Gen.3
Latex

Primarni merici 1 —250 mg/l 0.3 — 350 mg/l

rozsah

Limit detekce (LoD) <1 mg/l < 0.3 mg/l

Limit blanku (LoB) - < 0.2 mgll

FunkCni senzitivita - < 0.6 mg/l

Kat.Cislo 20764930 04956842

c-pack pocet testu 300 250
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Tina-quant® C-Reactive Protein Gen.3 (COBAS INTEGRA,
cobas ¢ 311/501)

"V vy

reprodukovatelné zmérena s VK < 10%

Performance Evaluation Study CRP Gen.3 : cobas c501
Functional sensitivity

CV [%]
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Tina-quant® C-Reactive Protein Gen.3 (COBAS INTEGRA,

cobas ¢ 311/501)

Kriterium Soucasny CRP CRP Gen.3
Latex

Primarni merici 1 —250 mg/l 0.3 — 350 mg/l

rozsah

Limit detekce (LoD) <1 mg/l < 0.3 mg/l

Limit blanku (LoB) - < 0.2 mgll

FunkCni senzitivita - < 0.6 mg/l

Kalibracni model Multi linear Spline

Kat.Cislo 20764930 04956842

c-pack pocet testu 300 250
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Tina-quant® C-Reactive Protein Gen.3 (COBAS INTEGRA,
cobas ¢ 311/501)

Interference Soucasny CRP CRP Gen.3

Latex
Iktericky index 60 60
Hemolyticky index 500 1000
Lipemicky index 400 1000
RF 1200 1200
Hook efekt 1000 mg/I 1200 mg/I
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Tina-quant® C-Reactive Protein Gen.3 (COBAS INTEGRA,

cobas ¢ 311/501)

Porovnani metody CRPLX (H917) a CRP Gen.3 (c501)

Figure 3: Method comparison
[¥] Current CRP (Latex) on Roche/Hitachi 917
[Y] CRP Gen.3 on cobas ¢ 501
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Tina-quant® D-Dimer Gen. 2

= uvedeno pro Systémy:

« COBAS INTEGRA® 400/ 400 plus / 800
 Hitachi902/912 /917 / Modular® P
e cobas c501/c 311

 souprava

* material Li-heparin, citratova plasma + EDTA plasma
« zlepSeni presnosti kolem hodnoty cut-off 0.5 ug FEU/ml
« eliminace interferenci a zkrizenych reakci

= kalibracni set

« 6 x0.5ml kapalna oproti 0.5 ml + 2.5ml diluentu
« minimalné 2 kalibrace
« stabilita po otevieni 3 mésice pri 2-8°C
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Tina-quant® D-Dimer Gen. 2

D-Dimer Calibrator

11556495 216

Citrated plasma/Citrat-Plasma/Plasma citraté/Plasma citratado/Plasma citratato/
Plasma citratado/Citrerad plasma/Citratplasma/Citratova plasma/Citratova plazma/

Osocze cytrynianowe/Citratos plazma/lIAdopa pe KITpIKO

621669 Ver.1

Dilution Instruction ¢ Verdinmungsanleitung / Protocole de dilution / Instruccionss de
dilucion ¢ Istruzioni per ka diluiziene / Instrucoes de diluicdo/Fortyndingsvejledning /

Spadningsinstruktion / Instrukoe k Fed&nl / Mdwod na redenie / Instukoja mzcienczania

/ Higitasi utasitas / O8nyic apaiuong

cobas”

D-Dimer Calibratar

Iem standard

RW?FH

Hitachi (pg/mL)

9.92

4.9

2.48

1.24

0.620

0.000

Integra (pg/mL)

10.70

£.38

2.68

1.34

0.669

0.000
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Tina-quant® D-Dimer Gen. 2

= uvedeno pro Systémy:

« COBAS INTEGRA® 400/ 400 plus / 800
 Hitachi902/912 /917 / Modular® P
e cobas c501/c 311

 souprava

* material Li-heparin, citratova plasma + EDTA plasma
« zlepSeni presnosti kolem hodnoty cut-off 0.5 ug FEU/ml
« eliminace interferenci a zkrizenych reakci

= kalibracni set

« 6 x0.5ml kapalna oproti 0.5 ml + 2.5ml diluentu
« minimalné 2 kalibrace
« stabilita po otevieni 3 mésice pri 2-8°C

= kontrolni set

« 2x2x1ml (kapalné) oproti 1 x 2 x 0.5 ml

«  4x vétsi poéet kontrol c,:o}ba S@
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Tina-quant® D-Dimer Gen. 2

Multicentricka studie:

Multicenter evaluation of Tina-quant® D-Dimer Gen. 2, a reagent optimized with respect to
Precision and Interference
A Busse Grawitz (1), M Miuller (1), G Honauer (2), H Maier (3), A Hubbuch (4), C. Stein (4)

1: University Hospital Freiburg (D), 2: Furst Stirum Klinik Bruchsal (D),
3: Kreiskrankenhaus Altétting (D); 4: Roche Diagnostics GmbH, Mannheim (D)

» shoda vysledkl obou metod na vSech pristrojovych platformach s pouzitim vSech
doporucéenych typua materialu

« zvySeni presnosti metody, snizeni interferenci a nespecifickych reakci

* novy kalibraéni koncept snizuje mozné chyby zplsobené pfipravou kalibratort a kontrol
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Tina-quant® D-Dimer Gen. 2

Produkt Katalogové cislo
D-Dimer Gen. 2 (cobas/INTEGRA systems) 04912551190
100 testu

D-Dimer Gen. 2 (Hitachi systems) 04912497190
100 testu

D-Dimer Gen. 2 Calibrator Set (6 x 0.5ml) 05050901190
D-Dimer Gen.2 Controll /1l (2x2x1ml) 05050936190

Stavajici produkty budou k dispozici do kvétna 2010 a jsou postupné nahrazovany

novou generaci.

cobas’

Life needs answers



Tina-quant® HbA1c Gen. 3

Soucasné portfolio testu Tina-quant [a] HbA1c Gen.2 je dostupna na téchto platformach:

System platform

Instrument

Roche/Hitachi

Hitachi 902
Hitachi 904
Hitachi911/912
Hitachi 917
MODULAR P

Roche/Hitachi cobas ¢

cobas c 311
cobas c 501
cobas ¢ 502 module

COBAS INTEGRA 400 plus

COBAS INTEGRA COBAS INTEGRA 800
COBAS INTEGRA 800 CTS
cobas c cobasc 11l
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Tina-quant® HbA1c Gen. 3

Duvody pro vyvoj nové generace testu:

= ,cuvette coating“
= systémy s kyvetami pro opakované pouziti

= Sedo-bily povlak komplexu antibody-polyhapten
= pfi velkych poctech vysSetreni nutno pouzit SCCS (Special Cell Cleaning Solution) pro

c311/¢c501

= vylepsSeni linearity v okrajovych ¢astech kalibracni krivky

= priprava na budouci prisnéjsi certifikacni kriteria CAP/NGSP

The College of American Pathologists (CAP) se rozhodla nastavit nova kritéria pro povolené rozmezi

cilovych hodnot nasledovné:

Survey 2007A 2008 2009A 2009B 2010 2011
Acc. limit + 15% +12% +10% +10% + 8% + 6%
cobas
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Tina-quant® HbA1c Gen. 3

Uvedeni:
Roche/Hitachi, cobas ¢311/501 v pribéhu roku 2010

COBAS INTEGRA, cobas c111 leden 2012

Novy format vysledkt (pozadavek IFCC)

Protocol 1 (mmol/mol HbA1c acc. to IFCC): HbA1c (mmol/mol) = (HbA1c/Hb) x 1000

Protocol 2 (% HbA1c acc. to DCCT/NGSP): HbA1c (%) = (HbA1c/Hb) x 91.5 + 2.15

Oc¢ekavané hodnoty

Protocol 1 (mmol/mol HbA1c acc. to IFCC): 29-42 mmol/mol HbA1c

Protocol 2 (% HbA1c acc. to DCCT/NGSP): 4.8-5.9% HbA1c
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Albumin BCP pro cobas ¢ 501/ ¢ 311

= ,zlaty standard“ imunonefelometrie ( cena)

= v rutinnim provozu pouziti barvickovych metod

* Methyl oranz pH 3.5, 550 nm rtizovy komplex
= 2-(4-hydroxy-azobenzen) benzoova kyselina (HABA)

- bromkresolova zelein BCG (Doumas) pH 3.8.-5.4 (\nizké hodnoty, |
vysoké hodnoty)

= bromkrezolova cerven BCP pH 5.2-6.8 (eliminace nespecifickych
reakci)
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Albumin BCP pro cobas ¢ 501/ ¢ 311

= eliminuje ) a | vysledk( s porovnanim s BCG
= Iépe“ koreluje s imunonefelometrii
= cena testu je stejna jako BCG

= pfibalovy letak - cobas link

Cat. No. Parameter Name Kit size

System

05599 261 190 | Albumin BCP 295

cobas ¢ 501 & c 311
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PreciControl® ClinChem Multi 1&2
Novy kontrolni koncept

= nové multi-analytové kontroly

* PreciControl® ClinChem Multi 1 a PreciControl® ClinChem Multi 2
= 55 analytt pro klinickou chemii a sérové proteiny

= 2 hladiny, 33 CC, 18 SP, ISE, Li

* PreciControl® ClinChem Multi nahradi 12 sou¢asnych kontrol

» systémy RD/Hitachi, COBAS INTEGRA® a cobas ¢

cobas’
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PreciControl® ClinChem Multi 1&2
Novy kontrolni koncept

PreciControl® ClinChem Multi 1&2 bude obsahovat tyto analyty:

Enzymes and Substrates

ACP CHE LDL-C _
ACP-P CHOL LACT Proteins
ALB CK LDH AAGP FERR
ALP CK-MB LIP ATRYP | HGLOB
ALT CREA Mg Apo-A1 IGA ISE
AMYL Fe PHOS Apo-B IGG Cl
AMYL-P GGT TG ASLO IGM K
AST GLDH TP C3 KAPPA Na
BIL-D GLUC UA C4 LAMBDA
BIL-T HBDH UIBC CERU PREA TDM
Ca HDL-C |UREA/BUN CRP TRSF Li
cobas’
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PreciControl® ClinChem Multi 1&2

Novy kontrolni koncept

Current ClinChem rowutine ctrls Cat.No. Kit Size Future ClinChem routine ctrils Kit Size
PrecinormU 10171743122 205 mil
Precinormu 10171735122 4 %5 mi
Precinorm U plus 12149435122 10%3 ml ﬂ
Precinorm U plus 121459435 160 10x3ml  © | PreciControl ClinChem Multi 1
Precinorm CK-MB 11447378122 d4x3aml__ S 2o mi
PrecinormL 10781827 122 4% 3 mi ©
PrecinormP 10557897 122 Jx1ml §
PREA / CERU Control Set 04567021190  3x1ml {2%) "E
-
Precipath U 10171778122 20x 5 ml 2
Precipath U 10171760122 4 %5 ml ﬁ
Precipath U plus 12149443122 10% 3 mil %
Precipath U plus 121459443 160 10%3mi % PreciControl ClinChem Multi 2 20 %5 mi
Precipath CK-MB 04358210180 4%3ml
Precipath L 11285874 122 4% 3ml
Precipath HDLLDL 11778552122 4 %3 ml
Precipath P 11333127 122 ¥ 1ml
cobas
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PreciControl® ClinChem Multi 1&2
Novy kontrolni koncept

QCS kontroly budou nahrazeny - PreciControl® ClinChem Multi QCS

Current ClinChem routine ctrls Cat.No. Kit Size Futtre ClinChem routine ctris Kit Size
(=]

Precinoom U/ QCS 10651257 922 20xaml g -

Precinorm CK-MB / QCS 03004252 922 4% 3ml o § PreciControl ClinChem Multi 1 20x 5ml

PrecinormL / QCS 11240161 822 4% 3ml g s QCs

Precinorm Protein QCS 115535877 822 3x1ml = :a:

Precipath U/ QCS 10651265 922 20x5ml |z | £

Precipath CK-MB / QCS 04379772 922 4% 3ml _—.:,. = . i _ .

Precipath L / OCS 11291114 922 4x3m = | B P’"“C"”““’gg’;ﬂhe’"”’”’“‘? 20 % 5 ml

Precipath HDLLDL QCS 03004244 9272 4x3ml #

Precipath Protein OCS 11553585 922 3% 1ml

cobas’
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PreciControl® ClinChem Multi 1&2
Novy kontrolni koncept

Prinos pro zakaznika:

= snizeni po¢tu kontrol 12 - 2

* redukce manualni prace: €as pfripravy, rozpusténi, alikvéty 10> 2

= zvySeni poctu volnych QC pozic v analytickém systému

= optimalni vyuziti, redukce celkového mrtvého objemu 500 ul x 100 ul
= jednoduché planovani a objednavky

= zvy$eni stability kritickych analyta (bilirubin)

= zlepSeni komutability

= baleni 20 x 5ml
cobas’
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- uvedeni v CR 402010, dostupnost ptvodnich kontrol 052012



Déekuji za pozornost.
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