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Technical Release Bulletin: QwikCheck™Test Strips
(For SQA-V software version 2.43 through 2.49 Gold)

Issue date: Wednesday, November 04, 2009
Subject: QwikCheck™Test Strips — pH labeling on Lot # 20074_200709 and 19776_200709

Background: QwikCheck™Test Strips are used to assay pH and WBC levels in semen. The outside label
provides ranges for pH based on a color chart.

Update: The pH color chart for LOT #20074_200709 and 09776_200709 are missing the numerical ranges.

Procedure for LOT # 20074 _200709: Please use the color chart and numerical ranges
below as a guideline for pH:

NEG MOD >1M/ml
Leukocytes

Qvikaeck"

TEST STRIPS

Reagent Strips
for Semen Analysis

Contents: 100 strips
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TEST AND READING TIMES b

60 sec

Important: Store at room temperature
below 30°C(86°F) and away from direct
sunlight/moisture. Keep the bottle tightly
capped. Avoid touching test pads.

For IRISpec QC — Use the color chart below:
IRISpec CA: IRISpec CB:
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Item #0700

HES

41 i Tini SyiTemy

E;‘ sec . !

50 60 65 70 75 8.0

©
o

ajpueH dins

Ce

Procedure for LOT # 19776_200709: Please use the color chart and numerical ranges
below as a guideline for pH:

Fa Y NEG MOD >1Miml
uﬁ ( Leukocytes
k ,l]eCk 60 sec
e TE_ST STRIPS H
P
&0 sec .
" A 50 60 65 7.0 75 8.0 |85
agen* Stn;.m @ Important: Store at room temperature |,
below 30°C(86°F) and away from direct | =.
=
semen AnalYSIS = sunlight/moisture. Keep the bottle tightly ?E
i i o
Contents: 100 strips (g') capped. Avoid touching test pads. 2
: : 2 5 s
for In Vitro Diagnostic Use Only uc:_l For IRISpec QC — Use the color chart below:
o IRISpec CA: IRISpec CB:
o
s ]
< Lot # 19776_200709 Expires: 01/2011 ||
m Leukocytes 5 o 50700
= i Z -

Distribution:

Effective Date:

Approval:

U.S. and on demand

Immediate, Wednesday, November 04, 2009
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