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PRATYAM OVULATION TEST KIT

For the qualitative detection of LH (Luteinizing Hormone) in human urine.
INTENDED USE

PRATHAM® Ovulation Test Kit is a lateral flow through immunochromatographic test for the qualitative determination of
luteinizing hormone (LH) in urine specimens as an aid for detection of ovulation in female. For professional use only.

INTRODUCTION

Ovulation means the release of an egg from the ovary. The egg passes into the fallopian tube where it is ready for fertilization. In order
for pregnancy to occur, the egg needs to be fertilized by sperm within 24 hours after its release. When a women is about to ovulate, the
body produces a large amount of luteinizing hormone (LH) which triggers the release of a ripened egg from the ovary. This “LH Surge”
usually takes place in the middle of the cycle. Pratham Ovulation Test Kit helps to predict the time of ovulation, the time when women
is most fertile. Itis during this fertile time that pregnancy is most likely to occur. This test also tells that ovulation is likely to occur in the
next 24-28 hours.

TEST PRINCIPAL

Pratham® Ovulation Test Kit utilizes the principle of Inmunochromatography, a two site immunoassay on a membrane. As the test
sample flows through the membrane assembly of the device, the colored anti-LH-colloidal gold conjugate complexes with the LH in
the sample. This complex moves further on the membrane to the test region where it is immobilized by the anti-LH 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 indicates a negative test result. The un-reacted 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 line region, forming a colored band. This control band serves as an internal control to validate and interpret
the test result.

KIT COMPONENTS

1. Pouch contents: Test Cassette, Sample Dropper, Desiccant
2. Instruction for use

MATERIAL REQUIRED BUT NOT PROVIDED

Timer and Urine collection container etc.

STORAGE AND STABILITY

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

PRECAUTIONS

For professional in vitro diagnostic use only.

Bring all reagents and specimen to room temperature before use.
Do not pipette any material by mouth.

Do not eat, drink or smoke in the area where testing is done.

Use protective clothing and wear gloves when handling samples.
Use absorbent sheet to cover the working area.

Immediately clean up any spills with sodium hypochlorite.
Dispose of all reagents and material used as if they contain infectious agent.
9. Neutralize acid containing waste before adding hypochlorite.

10. Do notuse kit after the expiry date.

11. Do not mix components of one kit with another.
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SPECIMEN COLLECTION AND STORAGE

After calculating the first day of testing from “when to start chart”. Urine specimen should be collected and tested at a fixed time, for
all days of testing, preferably after 12 noon. Specimen should be collected in clean glass or plastic containers. Test should be
performed at the same time, every day (eg: if one performs test at 4 pm on the first day then all subsequent testing should be done at 4
pm.) from the start till the end day of testing (5 consecutive day) testing between 12-9 pm should be preferred. Turbid specimens
should be centrifuges or allowed to settle and only clear supernatant should be used. Prolonged storage of specimen is not
recommended.

WHEN TO START TESTING

First, determine the length of menstrual cycle in days. The length of menstrual cycle is the number of days from the first day of the
period (menstrual bleeding) to the last day before the next period starts. Circle the menstrual cycle length on the “WHEN TO START
CHART", look at the corresponding First day of testing below to get the start day, continue testing every day from the first day for five
consecutive days.

WHEN TO START CHART

Circle Cycle Length (in days)

Cycle length in days (X)

Test day (X-17)

Note: If the menstrual cycle length s irregular, then the shortest cycle length should be considered for reading the chart.

Example: If the first day of 28-day cycle, is 5th day of the month (suppose 5th may) then the start day for testing would be 15th may
(corresponding to the 11th day of the cycle) and should continue till 19th may (5 consecutive days from the start day of testing).

MONTH

WED

! ®

1

12

18

19

22

25

20

29

TEST PROCEDURE

Bring the pouch to room temperature before opening it. Remove the test device from sealed pouch and use it as soon as possible.
Check the packaging is not damaged. If damaged, discard the test and use another test.
Open the pouch & check the desiccant. If color of desiccant does not show any change (Remains blue) you can use the test. If color

changes then discard the test and use another test.

Add 3 drops of urine specimen into the sample well (S) using the disposable sample dropper provided in kit.
Wait for 5 minute and read result. Do not interpret result after 10 minutes.

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




SPECIMEN COLLECTION AND STORAGE
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Read results with
5 minutes.

Negative:
Appearance of only one colored band at control line region ‘C’. The result should be considered negative for LH surge. A negative result
means thatno LH Surge has been detected and one should continue testing on subsequent days.

Positive:

Appearance of two lines at “T" region and “C" region, the result should be considered positive for LH surge, suggesting that ovulation
will happen in next 24-48 hours.

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.

INTERNAL QUALITY CONTROL

An internal procedural control is included in the test. A colored line appearing in the control region (C) is considered an internal
positive procedural control. It confirms sufficient specimen volume and correct procedural technique. External controls are not
supplied with this kit. It is recommended that positive and negative controls should be tested as a good laboratory practice to confirm
the test procedure and to verify proper test performance. Handle the negative and positive controls in the same manner as patient
specimens.

PERFORMANCE CHARACTERISTICS

1. Sensitivity: Sensitivity of Pratham Ovulation Test Kit 40mIULH/ml.
2. Specificity: Specificity of Pratham Ovulation TestKit: 99.6%.
3. Average Surge levels is 40 mIULH/ml of urine.

LIMITATIONS

The test will not work properly when women is pregnant, in menopause, or are taking birth control pills.

Medication containing hCG or LH may affect the test and should not be taken while using Pratham Ovulation Test Kit.
This test not be used as a form of birth control.

Test results should not be affected by pain relievers, antibiotics and other common drugs.

The assay procedure must be followed carefully. Failure to follow the procedure may give inaccurate results.

The test works only when instructions are precisely followed.

Cross reaction with urine containing hCG, FSH and other hormones may occur.

DISPOSAL

Consider all test devices run with human specimen as potentially infectious and discard using standard biosafety practices.

DISCLAIMER:

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




WARNING

The Manufacturer and Distributors of this product shall not be liable for any losses, liability, claims, costs or damages whether
direct or indirect 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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Manufactured By:

ASTAM DIAGNOSTICS PVT. LTD.

Plot No. H-125, RIICO Indl. Area, Kaharani, Bhiwadi Extn.
Alwar, Rajasthan-301019 (INDIA)
For feedback/queries contact customer care : 011-27358101
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