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[ INTENDED USE]

The LH Ovulation Rapid Test Dipstick (Urine) is a rapid chromatographic i mmunoassay for

the qualitative detection of human luteinizing hor none (hLH) in urine to aid in the detection of

ovulation. Theresult can be read visually in minutes to indicate a positive or negative result
for ovul ation.

[ SUMMARY]

Ovulationis the rel ease of an egg from the ovary. The egg then passes into the fallopian tube

whereitis ready to be fertilized. In or der for pregnancyto occur, the egg must be fertilized by

sperm within 24 hours after its release. Immediately prior to ovulation, the body produces a

large amount of human | utei nizing hormone (hLH) which triggers the release of aripened eg

from the ovary. This “hLH surge” usually takes place in the middle of the menstrual cycle.

The LH Owlation Rapid Test Dipstick (Urine) is acomplete system to help predict the time of

ovulation, and peak fertility. Itis during this fertile time that pregnancyis most likely to occur.

The LH Owlation Rapid Test Dipstick (Urine) detects the hLH surge in urine, signaling that

ovulation is likely to occur in the next 24-36 hours. Important: The hLH surge and owlation

may not occur in all menstrual cycles.

[ PRINCIPLE]

The LH Owilation Testis a rapid | ateral flowimmunoassay for the qualitati ve detection of hLH
surges in urine, signaling that ovulation is likely to occur in the next 24-36 hours. The test
utilizes acombination of antibodies i ncluding a monoclonal hLH antibody to selecti vely detect
elevated | ewels of hLH.
The urine sample moves forwar d laterally on the test due to capillaryforces. In the presence
of hLH an immunol ogical reaction between hLH and labeled anti-hLH antibodies takes place
leading to a distinct red colored test line. Depending on the hLH concentration, the test line
becomes lighter or darker. Other labeled antibodies fromthe control line. This reaction ser ves
as a proof for the proper use and function of the test strip. This methodology is named
immunoc hromatography.

[ SPECIMEN COLLECTION AND PREPARATION]

« Determine the optimal time for urine collection. For best results, collect urine at about the
same time each day. Some women have found that their best specimen is after 12 noon.
Do not collect the first urine specimen after waking up.

« Reduce liquidintake approximately 2 hours prior to urine collection.

« Recordthe date, cycle day and time of urine collection. See the TEST RESULTS CHART
at the end of this package insert.

« Usea newspecimen collection container for every sample.

« Urine canbe stored at room temperature for up to 8 hours or at 2-8°C for up to 24 hours.
Do not freeze. For best results, test urine on the same day that it is collected. If
refrigerated, let urine reach roomtemperature before testing. Do not shake the container.
If a sediment forms at the bottom of the collection container, allow the sediment to settle.
Use only urine from the top of the container.

[ PRECAUTIONS]

Please read all the infor mationin this package insert before performing the test.

« Do notuse after the expiration date printed on the foil pouch.

e Donotuseif pouchis torn or damaged.

e Storeina dryplace at 2-30°C or 36-86°F. Do not freeze.

o Keepout of the reach of children.

« Donotopen the test foil pouch until you are readyto start the test.

e For in vitro diagnostic use. Not to be takeninternally.

e The used test can be disposed offin normal household waste.

o For single use only.

[ STORAGE]

The test kit has to be stored at temperatures between +2 and +30°C until the expirydate. The

foil pouch has to be kept closed until immediately before use. Avoid exposure to direct

sunlight, humidity or heat.

[ MATERIALS]

Materials provided: 1. TestDipsticks; 2. Package Insert;

Material s required but not provided: 1. Specimen collection container; 2. Timer

[ INSTRUCTIONS]

WHEN TO START TESTING

This kit contains 5 tests, allowing you to test over several days to find your most fertile time.

Calculate whento start testing using the chart below.

1)  First, determine your Menstrual Cycle Length. Your Menstrual Cycle Length is the
number of days from the first day of your period (menstrual bleeding) to the last day
before the next period starts.

2) Nex, determine the Days to Count Ahead after the period to start testing. Find the
menstrual cycle length on the first row of the chart below, and read the corresponding
number inthe second row. This is the number of days after your period to begin testing.

3) See the Example and Sample Calendar bel ow to determine which day you should begin
testing. First morning urine should NOT be used when testing for LH. For best results,
you should test around the same time each day. You should reduce your liquid intake
approx mately 2 hours prior to testing.

When to Start Testing Chart

Me”f_téﬁgjtﬁyc'e 21| 22| 23|24 | 25|26 |27| 28| 20|30| 31| 32|33 | 34| 35|36 | 37| 38
Days to Count
herd 66| 7|7| 8] 9]w0]|11]|12|13|14|15[16]17]18]|19]| 20|21

Example: My usual cycle lengthis 28 days. Mylast period started on the 3. The “When to
Start Testing Chart” shows that | will count ahead 11 days beginning with the 3% When |
coHnt 11 days ahead onthe calendar, | find that | will collect and test my urine starting onthe
13".

Sample Calendar
S M T w T F S

1| 2| ®f 4] 5] s
7| 8| 9| 10| 11| 12| [13

14 15 16 17 18 19 20

21 22 23 24 25 26 27

28 29 30 31

OFirstdayof the last period

OBegin testing with the LH Ovulation Test
[ DIRECTIONS FOR USE]

Determine the day you will begin testing using the “Whento Start T esting Chart”. Atimer is

needed to perform the test (not supplied).

1. Allow the test and urine s pecimen to reach room temperature (15- 30°C) prior to testing.

Bring the pouch toroom temperature before opening it. Remove the Dipsticktest from the

sealed pouch and use it within one hour.

. With arrows pointing towar d the urine specimen, immerse the test dipstick verticallyin the
urine specimen for at least 10-15 seconds. Do not pass the maxmum line (MAX) on the
test dipstick whenimmersing the dipstick See illustration below.

4. Place thetest dipstick on aclean, dry, non-absorbent flat surface, start the timer and wait

for the col ored line(s) to appear. Read results at 5 minutes. Do notinterpret the result after
10 minutes. The used test can be disposed off in normal household waste.
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[ READING THE RESULTS]
(Please refer to the illustration)
POSITIVE: Two lines are visible and theline in test lineregion (T) is the same as or darker
thanthe line in the control line region (C). This indicates probable owlationin 24-36 hours.
NEGATIVE: Twolines are visible, butthe lineinthe test line region (T) is lighter than the line
inthe control line region (C), or thereis noline inthe test line region (T). This indicates that no
hLH surge has been detected.
INVALID: Control line fails to appear. Insufficient specimen wolume or incorrect proc edur al
techniques are the most likely reasons for control line failure. Review the procedure and
repeat the test with a new test. If the problem persists, discontinue using the test kit
immediatel yand contact your | ocal distributor.
[ LIMITATIONS]
For self-testing in \itro diagnostic use
This test maynot be used as aform of birth control.
Do notreuse the dipsticks
The test results should not be affected by pain relievers, antibiotics and other common
drugs. Medicati on containing hCG or hLH may affect the test and should not be taken while
using the LH Ovulation Rapid T est Dipstick (Urine). In addition, the test will not wor k
properlyfor subjects who are pregnant, in menopause, or taking birth control pills.
Keep out of the reach of children.
[ EXTRA INFORMATIONS]
1. Q:When can |do thetest?
A: After you determine the best day to start testing based on your monthly cycle, you
can do the test any time on that day. Testing with first morning urine is not
recommended because it is concentrated and may give a false positive result. T esting
between 10:00 AM and 8:00 PM is a good timeframe, with many REs suggesting testing
at 10:00 AM. Test at about the same time each day. Reduce your liquid intake for 2
hours before testing.
2, Q:CanlusethelLH Ovulation Test to avoid pregnancy?
A: No, thetestshould not be used as aform of birth control.
3. Q: How accurate isthe LH Ovulation Test?
A: A clinical evaluation was conducted comparing the results obtained using the LH
Ovulation Test to another commercially available urine membrane LH test. The in-house
clinical trial included 300 urine specimens. The results demonstr ated >99.9% specificity
and >99.9% sensitivity with an overall accuracy of >99.9%.
4, Q:What if no lineappearsin the Control region?
A: If no line appears in the Control region after 5 minutes, the result is invalid and you
should repeat the test with anew test. If the problem persists, please contact the
manufacturer.
5. Q:lhavetested for several days and I did not see a surge. What do 1do?
A: Since every woman does not always ovulate at mid-cycle, you may not detect the
hLH surge inthe first seven days of testing. T his could mean you have not owlated yet
and you should continue testing with an additional LH T est.
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6, QI hivetested for 8 days or more and | still did not see my hLH surge, what is

wrong?
A: About 90% of ovulating women with regular cycles will see their surge during 8-10
days of testing. If you do not, it could mean that you have not owlated this month. If you
are having a short cycle this month, it is possible that you have owlated before you
started testing. If you are having along cycle this month, you maynot have owlated yet.
You maycontinue testing or test again next month. Don't worry; itis normal to have an
occasional short or long cycle, or to have acycle without ovulating.

7. Q:lhave used theovulation test for three months, and each month Ihave seen a

surge and have had intercourse that day or night. I have not become pregnant yet.
What is wrong?
A: First, it is important to remember that it can take normal, healthy couples many
months to become pregnant. There are many factors that can affect your ability to
become pregnant even if you have been able to have intercourse during your most
fertile days. If after several months you have no success, consult with your physician or
health car e provider.

8, Q: What could interfere with my test result?

A: if you are already pregnant, have recently been pregnant, or havwe reached
menopause you may get a misleading result. Some prescription drugs, such as
menotropins for injection and Danazol may affect the results you see. Please consult
your physicianif youhave anyquestions about prescription drug interacti ons.

9, Q: Willoral contraceptives affect theresult?

A: After using the pill your cycle may be irregular and may take some time to stabilize
again. You may wish to wait until you have had two normal periods befor e starting to use
the Test.

10, Q: If the Test can determine my most fertile time, why can't | use it for
contraception?

A:Spermcan survive up to 72 hours, and this test predicts your hLH surge only up to 24
to 36 hours in advance. T herefore, if you have intercourse before you discover your
surge, the egg can still be fertilized.

11, Q: How sensitiveis the LH Ovulation Test?

A: The LH Ovulation Test detects human luteinizing hormone (hLH) in urine at
concentrations of 30 mlU/mL or higher. Standard control calibrator use WHO NIBSC
code: 80/552. The addition of FSH (1,000 mlU/mL), hCG (10,000 mIU/mL), and T SH
(1,000 plU/mL) to negative (0 miU/mL hLH) and positive (30mIU/mL hLH) specimens
showed no cross-reactivity.

12, Q: Do alcohol or common medications affect the test?

A: No, but you should consult your physicianif you are taking any hormonal medication.
Also, recent oral contraceptive use, breastfeeding, or pregnancy could affect the test
results.

13, Q: Howlong will the lines remain visible?

A: The test should be read at 3 minutes for best results. A positive (Surge) result will
never disappear. The colored line(s) may become darker and a tinted background may
appear after several hours. Some negative results maylater display a faintsecond color
line becaus e of evapor ation fromthe test line. Ther efore, you should not read the results
after 10 minutes; discard the test once you have read the result.

14, Q: | am now using the basal body temperature method (BBT). Does this test
replace BBT?

A: The LH Ovulation Test does not replace the BBT method. The shift in basal body
temperature primarily indicates that owlation has already occurred. The LH Owlation
Testindicates that owlationis about to occur.

15, Q: I received a positive result and had intercourseduring these fertile days but |

have not become pregnant. W hat shall |do?
A: There are many factors that can affect your ability to become pregnant. It can take
normal, healthy couples many months to achieve a pregnancy and often you may need
to use the test kit for 3-4 months before achieving pregnancy. If pregnancy is not
achieved after 3-4 months, you and your partner should consult your physician.

16, Q: | have had a positive result and had intercourse during these fertile days. |
think  may be pregnant. How soon can I find out?

A: The HCG Pregnancy T est can provide you with results as earlyas the first day of your
missed period.
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