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Certificate of Analysis

:The Trinity Biotech Resolution Analytical Column is intended for use with the Liltra2
Resclution Variants Analyzer. No substitutions are permitted, regisiered, cieared or
authorized. No other uses are intended, registered, cleared or authorized.

Intended |The Uiira2 Resolution Variants Analy2er is intended for the qualitative detection of
Use hemoglobin variants and quantitative measurement of hernoglobin HbF and HbAZ in
| human capillary, venous whole blood and dried blood spots. HbF and HbAZ are used for
|evaluating samples for thalassemia and other hemoglobinopathies,
For in vitro diagnostic use only. @

Performance Analysis
I BASELINE ACCEPTABILITY
| Standard | Initial baseline flat with no deflection higher than 20 mm above starting base.
Result The initial baseline Is flat with no deflection on the printed

| chromatogram greater than 20mm above the starting base.

- HbA2 INTEGRATION ACCEPTABILITY
Standard | Baseline separation of AZ from HbA and HbS with symmetncal peak shape. |
Resut | HbA2is symmetrical and has baseline separation from HbA and HbS.

A2F CONTROL RESULTS
Standard |  HbF and HbAZ2 recovery within limits for normal and abnormal controls,

Result HbF and HbA2 values are within specs stated in the package inserl.

FASC RETENTION TIME (QUICK SCAN]) - HbF PEAK
Standard | HbF elutes between 1.4 and 1.6 minutes.

Result | The retention time of HbF is between 1.4 and 1.6 minutes.
FASC RETENTION TIME(QUICK SCAN] - HbA PEAK
Standard HbA elutes between 2.2 and 2.6 minutes.
Resut | The relention time of HbA is between 2.2 and 2.6 minutes.
FASC RETENTION TIME {QUICK SCAN) - HbS PEAK
| Standard | HbS elutes between 2.8 and 3.2 minutes.
Result The retention time of HbS is between 2.8 and 3.2 minutes.
. FASC RETENTION TIME (QUICK SCAN) - HbC PEAK
Standard | HbC elutes between 3.3 and 3.6 minutes and retums to baseline.
Result | The retention time of HbC is between 3.3 and 3.6 minutes.
. . CROSS COLUMN PRESSURE
Standard The cross-column pressure is less than 75bar at 1.5ml/minute.

Result | At 1.5mL/min the cross-column pressura is [ess than 75bar.
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INTENDED USE

The Trnity Biotech Resolution Analytical Column is intended for use with the Ulra2 Resolution
Variants Analyzer. No substitutions are permitted, registered, cleared or authorized. No other uses
are intended, registered, cleared or authorized.

The Ulra2 Resolution Variants Analyzer is intended lor the qualilative delection of hemoglobin
variants and quantitative measurement of hemoglobin HbF and HbAZ in human capillary, venous
whole blood and dvied Diood spots. HDF and HbA2 are used for evaluating samples for
thalagsemia and other hemoglobinopathies.
For in vilro diagnostic use only. @l

SUMMARY AND EXPLANATION OF TEST

Ulilizing a High Perlormance Liquid Chromatography {HPLC) system hemoglobins are separated,
quantified and presumptively identified by comparison to reference peaks of Hb F, A, S and C. The
lon-exchange column that has been equilibrated with respect to pH and ionic strength is used lo
separate the hemoglobin species.

Resolution Analytical Columns are performance validated (o assure accuracy and precision with
our assays and systems for (he measurement of hemoglobin species.

The Column is ready for use.
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STORAGE AND STABILITY

‘r Store at 2= 8*C for long tem storage,

Columns that are relrigerated at 2-8°C are stable for two years when kepl tightly closed. Columns
thal are placed into service have a limited shelf lite of a few weeks and will be gradually consumed
once placed into service,

B EXP See the column (abel for the expiration date. DO NOT USE aiter the expiration date,

Allow the column to warm to room temperatwre belore mstalling
on the insirument, Equiibrate the cofumn at 1.5mL/min al the

EE} Important

Information

Standby conditions for 15 minutes before use.

PRECAUTIONS

For in witno diagniostic use only. Avoid skin contact, Consult the product MSDS for safety information.
This column is used in conjunction with blood testing equipment and wamrants handling undes uhiversal
precaution procedures for salety,

ORDERING INFORMATION
lres) tem Quantity
01-05-0015 Resoluion Analytical Column 1 each
COLUMN LIFE

Column life will vary depending on dilipence in system maintenance {reqular and preventative
maintenance, as scheduled and using manufacturer specified flems). Column life will vary
depending on weehly test throughput {low throughput and infrequenty used systems may not
achieve the average number injections.) Column lfe wall vary depending on diligence in calumn
maintenance (il changes, reversing column direcion [Bppingl, proper  Shuldowns
[mightty/weekends) to preserve the column.  Column life will vary depending on diligence in
reagent management (closed containers, no topping-off, replacement of fouled check-valves if
reagent is alowed 0 run dry). Column lile will vary depending on diligence in control
management (careful preparation according to Pl reconstitution instructions, careful preservation
according fo Pl instructions).

Any ceries of columns experiencing reduced life on the same instrument is an indication of a
system or operation issue [or very low weekly iesl throughpst). Systems in need of routine or
preventive maintenance will experience reduced column Kfe. For these systems, although
changing the column provides improvement, it is not the underdying cause, and short column jife
will continue wntil the issue i properly addressed.

NOTE: Column waranty claims must include the following supporting information: maintenance
schedule {date of last PM}, column change report {or monthly inventory) report, chiomatography
{including cover page and header Information), the number of injeclions, and any follow-up
information requests made. Any claim with missing information, as specified above, cannot be
processed,

USED COLUMN RETURN

Please return used columns each month, Columas are tracked by serial number. Retum columns
may be tested and reviewed for the purposes of producl improvemenl.
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