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INTENDED USE

The hCG Pregnancy Enhanced Sensitivity Rapid Test
Midstream is a rapid chromatographic immunoassay for
the qualitative detection of human chorionic gonadotropin
in urine to aid in the early detection of pregnancy.

PRINCIPLE

HCG Pregnancy Enhanced Sensitivity Rapid Test Midstre-
am is a rapid, one-step lateral flow immunoassay in midstre-
am format for the qualitative detection of human chorionic
gonadotropin (hCG) in urine to aid in the early detection of
pregnancy. The test utilizes a combination of antibodies
including a monoclonal hCG antibody to selectively detect
elevated levels of hCG. The assay is conducted by adding
urine to the hydrophil stick and obtaining the result from
the colored lines.

REAGENTS
The test contains anti-hCG particles and anti-hCG coated
on the membrane.

PRECAUTIONS

Please read all the information in this package insert be-

fore performing the test.

» Do not use after the expiration date printed on the foil
pouch.

+ Store in a dry place at 2-30°C or 35.6-86°F. Do not freeze.

+ Do not use if pouch is torn or damaged.

* Keep out of the reach of children.

« For in vitro diagnostic use. Not to be taken internally.

+ Do not open the test midstream foil pouch until you are
ready to start the test.

* The used test midstream should be discarded according
to local regulations.

STORAGE AND STABILITY

The kit can be stored at room temperature or refrigerated
(2-30 °C). Do not open the pouch until ready for use. DO
NOT FREEZE. Do not use beyond the expiration date.

SPECIMEN COLLECTION AND PREPARATION

The urine specimen should be collected in a clean and dry
container. Afirst morning urine specimen is preferred since
it generally contains the highest concentration of hCG; ho-
wever, urine specimens collected at any time of the day
may be used. Urine specimens exhibiting visible particles
should be centrifuged, filtered, or allowed to settle to obtain
a clear specimen for testing.

If the urine specimen cannot be detected immediately, it
should be stored at 2-8°C for up to 48 hours prior to testing.
For prolonged storage, specimens may be frozen and sto-
red below -20°C. Frozen specimens should be thawed and
mixed before testing.

MATERIALS PROVIDED

« Test Midstream * Package Insert

MATERIALS REQUIRED BUT NOT PROVIDED

« Timer

» Specimen Collection Container

INSTRUCTIONS

Allow the test, urine specimen to reach room tempe-

rature (15-30°C) prior to testing.

1. Remove the midstream from the foil pouch and test it
immediately in one hour.

2. Take down the cap of the midstream, hold the midstre-
am so as to place the absorbent tip in the urine stream
or place the absorbent tip (22/3) in urine in a clean cup
for at least 15 seconds.

NOTE: Do not urinate on the Result Window.

3. Cover the cap on the testing midstream, then lay down
the midstream on a clean and stable desk, start the ti-
mer immediately.

4. Read the result at 3 minutes; don'’t interpret the result
after 10 minutes.
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READING THE RESULTS

POSITIVE: Two colored lines appear. One line should be
in the control line region (C) and another line should be in
the test line region (T). One line may be lighter than the
other; they do not have to match. This means that you are
probably pregnant.

NEGATIVE: One colored line appears in the control line
region (C). No line appears in the test line region (T). This
means that you are probably not pregnant.

INVALID: The result is invalid if no colored line appears in
the control line region (C), even if a line appears in the test
line region (T). You should repeat the test with a new test
midstream.

QUALITY CONTROL

A procedural control is included in the test. A colored line
appearing in the control line region (C) is considered an
internal procedural control. It confirms sufficient specimen
volume, adequate membrane wicking and correct proce-
dural technique.

LIMITATIONS

This test might give wrong results. Talk to your doctor be-

fore making medical decisions.

1.Some drugs with hCG (such as Pregnyl, Profasi, Pergo-
nal, APL) can cause false positives. But alcohol, birth
control pills, painkillers, antibiotics, and non-hCG hormo-
ne therapies shouldn't affect it.

2.If your urine is very dilute, it might not have enough hCG.
If you still think you're pregnant, test again with first mor-
ning urine after 48 hours.

3.Low hCG levels (less than 50mIU/mL) can happen right
after implantation. If the test is weakly positive, retest with
first morning urine after 48 hours.
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4 False positives can happen due to conditions like tropho-
blastic disease or cancers (testicular, prostate, breast,
lung), cause elevated levels of hCG.12 Don't use hCG to
diagnose pregnancy unless other causes are ruled out.

5.False negatives can happen if hCG levels are too low. If
you still suspect pregnancy, test again with first morning
urine after 48 hours. If it’s still negative, see a doctor.

6.This test only suggests pregnancy. A doctor must confirm
it after checking all findings.

EXTRA INFORMATIONS

How it works: It detects hCG, a hormone produced during
pregnancy, in your urine.

When to test: The test can detect hCG 6 days before your
missed period (5 days before day of the expected period).
Use first morning urine for the best results, as it has the
highest hCG concentration.

Accuracy: Over 99% accurate compared to another urine
hCG test in a clinical evaluation.

Sensitivity: Detects hCG at 10 mlU/mL or higher.

If pregnant: See your doctor to confirm and discuss next steps.
If not pregnant: If your period doesn’t start within a week,
retest. If still negative and no period, see a doctor.
Disposal: Dispose of the used test according to local regulations.
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GIMA WARRANTY TERMS

The Gima 12-month standard B2B warranty applies
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IT - Conservare al riparo dalla luce solare GB -
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GB - Don't use if package is damaged FR - Ne pas
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IT - Attenzione: Leggere e seguire attentamente le
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IT - Dispositivo medico-diagnostico in vitro con-
forme alla direttiva 98/79/CE GB - In vitro dia-
gnostic medical device compliant with Directive
98/79 / EC FR - Dispositif médical de diagnostic
in vitro conforme a la directive 98/79/CE ES -
Producto sanitario para diagnéstico in vitro con-
forme con la Directiva 98/79/CE PT - Dispositivo
médico de diagndstico in vitro em conformi-
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