INSTRUCTIONS FOR USE

®
TO i O ONE STEP hCG URINE / SERUM

DIAGNOSTICS PREGNANCY TEST

Product Code: THCGO03 Only for professional in vitro diagnostic use

Rapid b testfor the quali for i i (RCG) in urine /serum

BACKGROUND INFORMATION

Human Chorionic in (hCG)is with a molecular weight of approximately 46.000 daltons. hCG is initally secreted by the trophoblastic
cells of the placenta shortly after \mp\antauon of the fertized ovum into the uterine wall. As hCG appears shortly after conception both in serum and urine and the
increase in concentration during the early stages of provid marker for the early

REAGENTS

Mouse monoclonal anti-hCG antibody, goat ant 19G polyclonal antibody, colloidal gold ti-hCG antibod

The hCG test uses immunochromatographic technology for the qualitative detection of hCG in urine / serum. The test is a two-site immunometric assay in which a

of and polyclonal is used to y detect hCG in samples with a high degree of sensitivity. Mouse monoclonal anti-hCG
antibody was immobilized on the test area “T" and goat anti-mouse IgG polyclonal antibody was immobilized on the control area “C” of the nitrocellulose membrane.
Monoclonal anti-hCG antibody conjugated with colloidal gold particies, was dried on a conjugate pad. Sample is introduced from sampling pad. Ifthere is hCG in the

in (hCG)in human urine/ serum to indicate pregnancy for professional use.

sample, hCG binds to the mobile anti-hCG with colloidal gold particles. Together they move to the test area “T". hCG-molecules
i to tho [moblizod moliss monaclonal antEhCG antibody and as a result of this, hCG molecules that are already bound to mobile monoclonal anti-hCG
antibodies (conjugated with colloidal gold particles) become immobilized in the test area “T” thus creating a visible colored signal due to th of colloidal
gold particles in the test area “T" (a colored test ine), indicating positive test result. If there is no hCG in the sample then sample moves to the test area “T” together
with unbound (free) anti-hCG with colloidal gold particles. se anti-hCG antibodies cannot bind to
mobilized ti-hCG antibodi i ith colloid: therefore no visibly be obtained d
negative test result. Regardless of hCG content of the liquid sample, mobile anti-hCG antibodi with colloidal gold particles bind
1gG polyclonal liquid sample is passing through the control area “C”. Therefore accumulation of colloidal gold particles

produces a vlslble colored signal in the control area “C” (a colored control line) indicating a valid test result. Colored line should be visible in the control area “C" in
ises; if no visible colored line in control area "C”, testresult should be indicated as invalid.

PRECAUTIONS AND LIMITATIONS

1.For
2.Donotuse leslk\tbeyond expiry date. Thelestdevlcels single use. Donot reuse.
3.Thetest remainini usage. Do not use the testif the seal s broken or the pouch is damaged.

4. Wear disposable gloves while performing the test.
5. Use anew dropper for each sample.

6. All patient samples should be handled as taking capable of disease into consideration. Observe i against

hazard: follow proper disposal of samples.

7. Drugs containing hCG can affect the results of the test.

8. Very dilute urine samples, as indicated by a low specific gravity, may not contain levels of hCG. If is still afirst morning urine
sample should be collected 48 hours later and tested.

9. This test may produce false positive results in such conditions other than includin ic disease and certain non-trophoblastic neoplasms

ing
including breast cancer and Iung cancer, cause elevated levels of hCG. Therefore, the presence of hCG in urine or serum samples should not be used to diagnose

10. This test may produce false negative results. False negati Its may occur when the levels of hCG are below the sensitivity level of this test. When pregnancy
is still suspected, a first morning urine or serum samples should be collected 48 hours later and tested. In case pregnancy is suspected and the test continues to
produce negative resdlts, perform further tests.

11. As with any assay employing mouse antibodies, the possibility exists for by hum: ies (HAMAY) in the sample. Samples from
patients who have received preparations of monoclonal antibodies for diagnosis o therapy may contam HAMA. Such samples may cause false negative or false
positive results.

12. This testwillindi fhCGh ot be used as the only basi

Aswith all diagnostic tests, it should be keptin mind that an identiication diagnosis can'tbe basetioife Single iost resi. Disgnaeis can only be reached by an expert
after the evaluation of all clinical and laboratory findings.

STORAGE

keptaway from di light, moisture, heat and radiati . Storeatd-30°C (39 86 F). Donotfreeze.
The testin he originalpackaging il expiry date at: ditions. The testd dbe usedin hourafter the foil is opened.
i use.
ple collecti i rif d timer.
f Micropipettes to dellver mentioned amount of sample in the test procedure, negative and positive control

aterials.

SAMPLE COLLECTION AND PREPARATION

The test can be performed using fresh human urine or serum.

For Urine Samples : No special preparations are required for urine samples. Sample must be collected in a clean, dry container that does not contain any

preservatives or chemical compounds. The urine sample collected at any time of day is used: however the first morning urine that generally contains highest levels of

hCG is preferred. Urine samples that contain visible precipitants should be centrifuged and filtered or should stand by in order to obtain a limpid supernatant for the

test. Urine samples can be kept for maximum of 2 hours at 2 - 8 °C before testing. Urine containing excessive amount of bacterial contamination should not be used

as leading toinaccurate results.

For Serum Samples : Blood sample can be collected at any time of day, to obtain serum sample. Collect blood into a collection tube without anticoagulant, leave to

settle for 30 minutes for blood coagulation and then centrifuge the blood. At the end of centrifuge period remaining supernatant is used as serum. Do not use turbid,

hemolyzed samples. If the sample cannot be tested on the day of collection, store the serum samples in a refrigerator or freezer. Do not freeze and thaw the serum

samples repeatedly. Bring the samples to room temperature belore testing. Frozen samples must be completely thawed and mixed well prior to testing. Turbid test
Using of frozen henever possible, di by the debris.

TEST PROCEDURE

1. Take the test device out ofits pouch. Bring the tests and urine / serum samples to room temperature.

2. Draw urine / seruminto dropper and put 3 drops (120 ) into the sample well of the cassette.

Avoid the formation of any air bubbles.

3. Depending on the hCG concentration i the sarmpl, the test can reacteven n § mintes. Resuls should be read within 10 minutes as shown below. Do not nterpret
results beyond 20 minutes, results uld be

INTERPRETATION OF RESULTS

Negative : Only one colored line s visible in “C” area, indicating that hCG hormone does not exist; NOT PREGNANT.
Positive : Two colored lines are visible in “C" and “T" areas, indicating that hCG hormone exists; PREGNANT.
LowccncentraﬂonothG maycauseafalnﬂlne in“T" "area. Evensuchafaintlinein “T" area should be rega(dedas “positive”.

Invalid : visible in “T" area;
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QUALITY CONTROL

Tests have built in procedural quality control features. When the test is complete, the user will see a colored line in the “C” area of the test on negative samples and a

colored line in the “T" and “C" area on positive samples. The appearance of the control “C” line is considered as an intemal procedural control. This line indicates that

sufiient volume of sample was added as well as valid test result It is recommended that a negaiive control and a positive control be used to verity proper test
, state and local guid Iq

PERFORMANCE EVALUATION
Cutoff:10IUhCG/L
Sensitivity : 99,4% Specificity : 99,9%

Reference
+ Result - Result

+Predictivevalue : 99,9% -Predi

ivevalue : 98,4%

Thetesthas been toWH
Thereis no Hook Effect (Measurement range upmzoo 0001UhCGIL)

Varying sample pH within the range of 4 and 9 h effectonth results.

Varying sample specific gravity within the range of 1.003 1.040 has nossignificant effecton the assay results.

Cross Reactivity : Cross reactvty has beentested with hormones as hFSH, hLH, NTSH. The addiion ofLH (500 IUIL), FSH (1000 1UIL), TSH (1000 UL o negative
and withthe hCG Pregnancy Rapid Test.

: Following potentially i dded to hCG p
hAlbumin 10mg/L.

hHaptoglobin 10mg/L

hMyoglobin 10mg/L.

Cow milk 100 mg/L

Ascorbic acid 2g/L

Salicylic acid 1g/L

Fruitacid 49/L

Alcohol SmiL

Cellulose 5g/L

Peroxides 100mg/L.

Bovine serum 100 mg/L

Caffeine 20 mg/dl

Glucose 2000 mg/dl

Hemoglobin 1mg/di

Protein 2000 mg/dI

GentisicAcid 20 mg/dl

Atropine 20 mg/dl

None of the it the i din the assay.

Hemolytic samples should not be used since they can cause to invalid or false resdlts. The test is designed for urine / serum samples. Using whole blood samples may
causeinvalid orfalse results.

EXPECTED VALUES

Negative results are expected in healthy non-pregnant women and healthy man. Healthy pregnant women have hCG present in their urine and serum samples. The
amount of hCG will very greatly with gestational age and between individuals. One step hCG test has a susceptibility of 10 IU/L for urine / serum. The test is capable of
detecting ithin the 7 days before expected period.
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