
Though random urine specimen can be used, first morning urine specimen 
is preferable as it contains the highest concentration of  hCG. Specimen 
should be collected in clean glass or plastic containers.  If testing is not 

0immediate, the urine specimens may be stored at 2-8 C for up to 72 hours.  
Turbid specimens should be centrifuged or allowed to settle and only the 
clear supernatant should be used for testing. For prolonged storage, 
specimens may be frozen and stored below -20°C. Frozen specimens 
should be thawed and mixed before testing.

1. Bring the sealed pouch to room temperature, if the pouch of the test 
 card is damaged discard the card and take a new one for the test.  
 Open the pouch and remove the test card. Check the color of the  
 desiccant. It should be blue, if it has turned colorless or faint blue,  
 discard the card and use another card.
2.  Label the card appropriately with patient identity.  Once opened, the 

card must be used immediately. Refrigerated specimen must be 
bought to room temperature prior to use.

3.  Add 2 drops of urine specimen into the sample well (S) using 
provided disposable sample dropper.

4.  Read result at the end of 5-10 minutes. Do not interpret result after 10 
minutes. 

5.   Discard used card in a biomedical waste container after interpreting 
the results.

Negative:
Appearance of only one colored band at control
line region 'C'. The result should be considered 
negative.

Positive:
Appearance of two colored bands, one at test 
region 'T' and other at control line region 'C'. 
The result should be considered positive.

Invalid
Appearance of no colored band at the control 
region C, the result should be considered as
invalid. Repeat the test with a new test card.

The control line serves as an internal control for integrity of reagents. It is 
recommended to use known positive and negative samples to check 
performance.

1.   Sensitivity: One Step hCG Pregnancy test device detects hCG at a 
 concentration of 25 mlU/ml or greater. The test has been   
 standardized to the W.H.O. International Standard.
2.  Specificity: Normal, healthy men and non-pregnant women do not 
 have detectable levels of hCG by the One step hCG Pregnancy Test 
 Device. Physiological levels of LH, FSH and TSH do not interfere with 
 the test.

MATERRIAL REQUIRED BUT NOT PROVIDED :

One Step hCG Pregnancy Test Device is a rapid, qualitative, two site 
sandwich immunoassay for the determination of human chorionic 
gonadotropin (hCG), a marker for pregnancy, in urine specimens. For 
professional use only.

Human chorionic gonadotropin (hCG), a glycoprotein hormone is secreted 
by viable placental tissue during pregnancy. The appearance of  hCG  in 
urine soon after conception and its rapid rise in concentration makes it an 
ideal marker for early detection and confirmation of pregnancy.  However 
elevated hCG levels are frequently associated with trophoblastic and non-
trophoblastic neoplasms and hence these conditions should be 
considered before diagnosis of pregnancy can be made. 

One Step hCG Pregnancy Test Device utilizes the principle of 
Immunochromatography, a two site immunoassay on a membrane.  As the 
test sample flows through the membrane assembly of the device, the 
colored anti-hCG-colloidal gold conjugate complexes with the hCG in the 
sample.  This complex moves further on the membrane to the test region 
where it is immobilized by the anti-hCG antibody coated on the membrane 
leading to the formation of a colored band which confirms a positive test 
result.  Absence of this colored band in the test region ‘T’ indicates a 
negative test result. The unreacted conjugate and unbound complex if any 
along with rabbit IgG colloidal gold conjugate move further on the 
membrane and are subsequently immobilized by the anti-rabbit IgG 
antibodies coated on the membrane at the control region, ‘C’ forming a 
colored band.  This control band serves as an internal control to validate 
the test results.

Catalogue Number   Number of Tests
HCG 02                 50 Tests

Each kit has 
A. 50 individually sealed pouches containing:
1.  Test card, comprising of a nitro cellulose membrane assembly  
 predispensed with anti hCG antibody at test line region “T” and Goat 
 anti rabbit IgG at control line region “C”. Conjugate pad containing  
 anti hCG antibody and rabbit IgG conjugated to colloidal gold. 
2.   Disposable plastic dropper 
3.   Desiccant pouch.
B. Product insert

Specimen collection container and timer.

The sealed pouches in the test kit may be stored between  2-30°C till the 
duration of shelf life as indicated on the pouch.  Do not freeze. Once the 
pouch is opened, test card must be used immediately.

1. For professional use only, not to be used by the general public.
2. The test must be carried out by or under the direction of a registered 

medical practitioner or by a technician at the request of registered 
medical practitioner.

3. Bring all reagents and specimen to room temperature before use.
4. Do not pipette any material by mouth.
5. Do not eat, drink or smoke in the area where testing is done.
6. Use protective clothing and wear gloves when handling samples.
7. Use absorbent sheet to cover the working area.
8. Immediately clean up any spills with sodium hypochlorite.
9. Dispose off all the reagents and material used as if they contain 

infectious agent.
10. Neutralize acid containing waste before adding hypochlorite.
11. Do not use kit after the expiry date.

TEST PRINCIPLE

INTENDED USE:

SUMMARY

INTERPRETATION OF RESULTS :

REAGENTS AND MATERIALS SUPPLIED

SPECIMEN COLLECTION AND STORAGE :

PRESENTATION

 STORAGE AND STABILITY : 

PRECAUTIONS : 

TEST PROCEDURE : 
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QUALITY CONTROL :

PERFORMANCE CHARACTERISTICS :



3.   Accuracy: A multi-centeric clinical evaluation was conducted. The  
 results of  One Step hCG Pregnancy Test device  was compared  
 with other commercially available hCG tests (urine). The study  
 showed identical results with100 urine specimens tested. 
4.    Precision: Repeatability and reproducibility (inter-assay and inter-lot) 
 were evaluated on a number of negative and positive samples. No  
 variations were found in the outcome of the different tests.

The following potentially interfering substances were added to hCG 
negative and positive specimens.

None of the substances at the concentration tested interfered in the 
assay.

1. A number of conditions other than pregnancy including trophoblastic 
 and non-trophoblastic neoplasms such as hydatidiform mole,  
 choriocarcinoma etc. cause elevated levels of hCG. Such clinical  
 conditions must be ruled out before  diagnosis of pregnancy can be  
 made.
2. Highly dilute urine specimens and specimens from very early  
 pregnancy may not contain representative levels of hCG. If pregnancy 
 is still suspected, repeat the test with first morning urine 48-72 hours 
 after the initial test.
3. As with any assay employing animal antibodies, presence of cross- 
 reacting heterophilic antibodies may yield discrepant results.
4. As with all diagnostic tests, the results must be correlated with clinical 
 findings.

 

Every precaution has been taken to ensure diagnosticability and accuracy 
of this product. This product is used outside the control of manufacturer 
and distributors. Various factors including storage temperature, 
environmental conditions, and procedural errors may affect the result. A 
person who is subject of the diagnosis should consult a doctor for further 
confirmation.

The manufacturer and distributor of this product shall not be liable for any 
loses, liability, claims, costs or damages whether direct or consequential 
arising out of or related to an incorrect diagnosis, whether positive or 
negative, in the use of this product.
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LIMITATIONS :

WARNINGINTERFERING SUBSTANCES :

DISCLAIMER

REFERENCES

Version No: HCG 02/1215/Ver 02

Acetaminophen 20 mg/dl Caffeine 20 mg/dl

Acetylsalicylic Acid 20 mg/dl Gentilis Acid 20 mg/dl

Ascorbic Acid 20 mg/dl Glucose 2g/dl

Atropine 20 mg/dl Hemoglobin 1 mg/dl

Bilirubin 2 mg/dl

Consult instructions for use

Do not reuse

Storage temperature

Use by
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SYMBOLS USED ON ONE STEP HCG PREGNANCY TEST DEVICE LABELS
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QARAD BV
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