LINEARITY AND CALIBRATION VERIFICATION
PRODUCT AVAILABLE FOR

ROCHE COBAS®

®

alidate

As a five level, liquid-stable product, VALIDATE® hsTnT is tailor-made to
specifically challenge the reportable range of Roche’s Troponin T Gen 5
STAT (TnTG5) assay, eliminating the need for manual dilutions.

This FDA listed material allows clinical laboratories to fulfull their Linearity
and Calibration Verification requirements for high sensitivity Troponin T.
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Linearity Across the Reportable Range: hsTnT
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Results of Lot 45AA16918R on Roche Cobas® TNTG5 assay. Mean versus
target regression: y = 1.032x - 2.724 (r* = 0.9997). Limits applied as 50% of
the Total Allowable Error (the greater of 2 ng/L or 22% of recovered means).

EASY ¢« FAST ¢ EFFICIENT

LIQUID, READY-TO-USE

Increase productivity and avoid the time, error and
inconvenience of reconstitution. Supplied in dropper
bottles, simply bring to room temperature and dispense into
the sample cup, reducing the risk of contamination.

MULTI-USE & OPEN-VIAL STABILITY

Multiple freeze-thaws, through to the expiration of the
product, provide for 2+ testing cycles. Cap the bottle, return
to storage and use again.

TROUBLESHOOTING

As a multi-use product, VALIDATE® is readily accessible
for use after preventative maintenance or to troubleshoot
across the full reportable range.
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VALIDATE® hsTnT
Order No. 405ro

Typical Recovery: 12 - 936 ng/L

Matrix: Human Serum

Form: 1.5 mL, Liquid-Frozen

Storage: -10° to -25°C

Open-Vial: 4 freeze-thaws through expiration
Units: ng/L L1 L2 L3 L4 L5
Target 10.0 223.0 436.0 649.0 862.0
Mean 10.0 223.0 445.3 675.3 883.3
% Diff 0.0% 0.0% 9.3% 26.3% 21.3%

LINEARITY & PEER GROUPS

5 Level products with free data reduction services offers
instant linearity results via MSDRx® with ready access to
Peer Statistics.

QUALITY

Products are U.S. FDA cleared or listed and are CE
marked. Our facility is registered with the U.S. FDA and
our QMS is certified to ISO 13485.

FDA

REGISTERED

ACCREDITATION

For use at installation, or during the laboratory’s routine
6-month testing interval, rely on VALIDATE® to satisfy
ISO 15189, CAP, JCI and local regulatory requirements,
including AMR validation.

Learn more by visiting www.mainestandards.com
(L) 1.207.892.1300 or 1.800.377.9684
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