INSTRUCTIONS FOR USE
ONE STEP hCG URINE / SERUM

DIAGNOSTICS PREGNANCY STRIP TEST
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Only for professional in vitro diagnostic use
Pmducl Code: THCGO09

ptestforthe qualitati ion for! i in (hCG) i serum.
BACKGROUND INFORMATION
Human C in (hCG)is a si in with a molecular weight of approximately 46.000 daltons. hCG is initially secreted by the trophoblastic
cells of the placenta shomy aﬂerlmplanlauun of the fertilized ovum into the uterine wall. As hCG appears shortly after conception both in serum and urine and the
the early stages of provides this hormone as a perfect marker for the earl of

INTENDED USE

Qual ofh oni hCG)inhuman urine/ serumto indicate pregnancy for professional use.
Mouse monoclonal anti-hCG antibody, goatanti- antibody, colloidal gold conj nti-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
combination of monoclonal and polyclonal antibodies is used to selectively detect hCG in samples Wlth a high degree of sensitivity. Mouse monoclonal anti-hCG
antibody was immobilized on the test area “T" and goat anti-mouse IgG polyclonal antibody area “C” of the ni
Monoclonal anti-hCG antibody conjug: with colloidal gold particles, was dried on a conjugate pad. Sample s introduced from sampling pad. If there is hCG in the
sample, hCG binds to the mobile anti-hCG antibodi with colloidal gold particles. Together they move to the test area “T". hCG-molecules
bind to the immobilized mouse monoclunal anti-hCG antibody and as a result of this, hCG molecules that are already bound to mobile monoclonal anti-hCG
particles) b the test area “T" thus creating a visible colored signal due to the accumulation of colloidal
gold particles in the test area “T" (a colored testline), indicating positive test result. If there is no hCG in the sample then sample moves to the test area “T" together
with unbound (free) monoclonal antl hCG anubndles con;ugaled with colloidal gold particles. ilized mouse anh-hCG i cannot bmd to
mobilized ti-hCe particles, therefore no i
negative test vesult _Regardless of hCG content of |he Ilquld sample, mobile monoclonal anti-hCG antibodies conjugated with colloidal gold particles bind
IgG polyclonal liquid sample is passing through the control area “C”. Therefore accumulation of eolloidal gold pamcles
prcduces a vns«ble colored swgnal in lhe control arex C (a colored control line) indicating a valid test result. Colored line should be visible in the control area “C" in
", testresult should be indicated as invalid.

PRECAUTIONS AND LIM ONS
1.For andir only.
2. Donoluselestk»l <p iry date. The test devi ingle use. Do not reuse.
3.Thet i |lsong|na\ Donotuse the test ifthe sealis broken or the pouch s damaged.
4.Wear i e test.
5. All patient samples should be handled as taking capable of transmitting disease into consideration. Observe I against
follow for proper disp: samples.
6.Dr i hCt the
7. Very dilute urine samples, as indicated by a low. specmc gravity, may not contain ive levels of hCG. If is still , a firstmorning urine

sample should be collected 48 hours later and tested.

8. This test may produce false positive results in such conditions other than pregnancy, including trophoblastic disease and certain non-trophoblastic neoplasms
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
ru Ied out.

9. This testmay produce f: t: itive results urwhen the levels of hCG are below the sensitivity level of this test. When pregnancy is
still suspected, a first morning urine or semm sampies should be collected 48 hours later and tested. In case pregnancy is suspected and the test continues to
produce negative results, perform further tests.

10. As with any assay employing mouse antibodies, the possibility exists for interference by human anti-mouse antibodies (HAMAY) in the sample. Samples from
patients who have received preparations of monoclonal antibodies for diagnosis or therapy may contain HAMA. Such samples may cause false negative or false

positive results.
11. This testwil ly b: fhCG hormone r and should not be used as the only basxsfarlhedetec(mn olpregnancy
As withall diagnostic ests, itshould be keptin mind that an identification diagnosis can'tbe based on a single testresult. only P

afterthe evaluation of all clinical and laboratory findings.

away from dil i moisture, i ur t t4-30°C (39-86°F). Donotfreeze.
Thetestin iginal packagir i il expiry The test devi be hour afterthe foilis opened
Test devices and instructions for use.

[Additional materials required but not provided RN timer.
|Ad ditional materials recommended but not provided : NEENVEELE] pOS\I\Ve control materials.

SAMPLE COLLECTION AND PREPARATION

fresh i serum.

For Urine Samples No special pre| parahons are required for urine samples. Sample must be collected in a clean, dry container that does not contain any
t any time of day is used; however the first morning urine that generally contains highest levels of

hCGis prelerred Urine samples that coma.n 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

asleading 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. Atthe end of centrifuge period remaining supematantis used as serum. Do not use turbid,

d samples. If the sampl 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. Bnng the samples to room temperature before tesnng Frozen samples mustbe complelely thawed and mlxed well prior to testing. Turbid test
Ising of fi henever possible, due to the the debris.

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

2. Placethe stripintothe urine / serum as far as the line (shown by arrow) and leave for 5 seconds thentake out immediately.

3. Depending on the hCG concentration in the sample, the test can react even in 5 minutes. Results should be read within 10 minutes as shown below. Do not interpret
results beyond 20 minutes, results forming after 20 minutes should be regarded as invalid.

INTERPRETATION OF RESULTS

*C area appears on the upper part of strip near with blue handling part.
et e :

(Pleaserefertofigure 1 forthe Cand T areas location)

Negative : Only one colored lineis visible in “C” area, indicating thathCG hormone does not exist; NOT PREGNANT.
Positive : Two colored lines are visible in “C" and “T" areas, indicating thathCG hormone exists; PREGNANT.
Lowoonoenlratmn of hCG may cause a faintlinein “T" area. Ever linein“T". “positive”.

Invalid: N is visible oronly iblein“T" area;
I O I O®

c
.

L \ -/ NEGATIVE POSITIVE INVALID INVALID
Figure 1

QUA

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 internal procedural control. This line indicates that
sufficient volume of sample was added as well as valid test result. It is recommended that a negative control and a positive control be used to verify proper test
performance as an external control. Users should federal, state ontrols.

PERFORMANCE EVALUATION

'Y CONTRO

Reference
Cutoff: 10IUhCGIL 2
Sensitivity : 99,4% Specificity : 99,9% Test * Rosult
+Predictivevalue : 99,9% -Predictivevalue : 98,4% - Result

Thetesthas been standardized to WHO International Standard.
Thereis o Hook Effect (Measurementrange up (o 200.000 IUNCGIL)

PH within th d 9 has i effectonthe assay results.
i 1.003 1.040hasr ton the assay results.
Cross Reactlvity Cross reactivity has beer\ tested with hormones as hFSH, hLH, hTSH. The addition of LH (500 IU/L), FSH (1000 1U/L), TSH (1000 IU/L) to negative
it G Pregnancy Rapid Test.
: Following potentially i tohCG
hAIbumin 10mg/L h Haptoglobin 10mg/L. h Myoglobin 10mg/L
Cowmill 100 mg/L. Ascorbicacid 2glL Salicylicacid 1g/l
Fruitacid 4g/L Alcohol S5mi/L Cellulose 5g/L
Peroxides 100mg/L. Bovine serum 100 mg/L Caffeine 20 mg/dl
Glucose 2000 mg/dl Hemoglobin 1 mg/dl Protein 2000 mg/dl
GentisicAcid 20mg/dl Atropine 20mg/dl
None of the ions tested i the assay.

Hemolytic samples should not be used since they can cause to invalid or false results. The test is designed for urine / serum samples. Using whole blood samples may
causeinvalid or false 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 susceptibilty of 10 1UAL for urine / serum. The test s capable of
detecting withinthe 7
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