Tanzania Wedicines & Hedical Devices Autharity

PUBLIC ASSESSMENT REPORT FOR LH OVULATION RAPID TEST




1. Introduction

LH Ovulation Rapid Test is a class B in-vitro diagnostic device belonging to the in vitro diagnostic device

specialty category. It is approved in Tanzania as a family of single-use self-testing IVD devices for use by

laypersons in home or similar environments to predict the time of ovulation.

1.1.  Administrative Information
Registration number TAN 25 MDR 0181
Brand Name (if relevant) LH Ovulation Rapid Test
Common name Ovulation (LH) Test strip
Class of the device and rule | Class B; Rule 6 of the IVD classification rules
applied
GMDN code and term 65947
Luteinizing hormone (LH) IVD, kit, rapid ICT, self-testing.
Name and complete Gene Tech Ents Ltd,
address of the Market 475 Wall Street, #202,
Authorization Holder Princeton, NJ 08540,
USA.
Name and address(es) of Pharmarex (T) Limited
local responsible person Mtoni Mtongani, Opp Total Station
(LRP). 15129 Dar es salaam
Tanzania
1.2.  Assessment Procedure

The application for registration of LH Ovulation Rapid Test was submitted on 17.03.2025. The product

underwent full assessment. Assessment was completed in three (3) rounds of evaluation. LH Ovulation

Rapid Test was registered on 26.08.2025.
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2. Technical information

21. Intended use

The intended use of LH as declared by the manufacturer and approved by TMDA is the qualitative detection
of human luteinizing hormone (LH) in urine to predict the time of ovulation. LH is approved for self-testing

by women in reproductive age.

2.2. Device details and features

LH has been registered as a single invitro diagnostic device.

LH is manually operated. It is used to aid prediction of ovulation by detecting LH surge in urine. LH operates
by lateral flow immunochromatographic reaction in which labeled antibody-dye conjugate binds to LH in

the urine specimen and forms an antibody-antigen complex at the test region. The test output is qualitative.

The type of specimen used is urine. The specimen is collected urinating in a clean, dry plastic or glass

container.

The test contains colloidal gold-monoclonal antibody against LH coated on polyester membrane, and
monoclonal antibody against LH and goat anti-mouse IgG coated on cellulose nitrate membrane. A positive
result is indicated when the test line is equal to or darker than the control line; a negative result is indicated
when the test line is lighter than the control line or only the control line appears; and an invalid result is

indicated when no control line appears.

<+ MAX

>-Max Line
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2.3. Commercial presentation

There are three (3) approved commercial presentations: One device in a sealed pouch as the primary

package. 25 tests in a box as the secondary package.

Additional contents include desiccant in each pouch.

2.4. Items required but not submitted

Specimen collection container and timer.

3. Storage instructions

3.1.1. Shelf-life

The approved shelf-life is 24 months.

3.1.2. Storage conditions

The recommended storage condition is 4°C-30°C.

3.1.3. Shipping conditions

The recommended shipping condition is -20 to 50°C.

4. Manufacturing site audit

The manufacturer of the device is Hangzhou Clongene Biotech Co., Ltd., No.1 Yichuang Road, Yuhang

Sub-district, Yuhang District, Hangzhou, China.

5. Performance Evaluation

5.1.  Analytical Performance
The analytical performance characteristics of the device were established through the following test
parameters: analytical sensitivity, analytical specificity, repeatability, cross-reactivity/interference, and
usability/layperson study.
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5.2. Clinical Performance

Clinical performance was conducted at Zhejiang Provincial People’s Hospital and Women’s Hospital
School of Medicine, Zhejiang University. The following parameters were tested: clinical sensitivity, clinical
specificity and total coincidence rate.

Based on results of the performance studies, it was concluded that the test sensitivity and specificity is
100% and 100% respectively. The studies further concluded that CorDx is capable of consistently
producing accurate and reliable test output.

6. Product label and instructions for use

The content of the primary and secondary labels is in line with TMDA labeling requirements in terms of
content, layout and design. The final submitted commercial samples demonstrated legible, permanent and
prominent labeling information on the primary pack, and the secondary pack included the required
manufacturing and expiry information. The label contains sufficient information for proper identification of
the device and post-market follow-up of the product in the market.

The instructions for use include all the relevant information to ensure correct and safe use of the device by

intended user.

6.1.  Primary pack
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6.2. Secondary pack
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6.3 Instructions for use/Package insert

LH Ovulation Rapid Test
Strip
Engist

[INTENDED USE]

LH Ovulation Rapid Test Strp is a rapid one step assay designed for
qualitative detection of human luteinizing hormone (LH) in urine to predict
time of ovulation.

For seiftesting and in viro diagnostic use only.

[HOW DOES IT WORK]

Luteinizing hormone (LH) in elevated quanities causes ovulation (the

roloase o tho 0gg o ihe ovaran allc). Trroughout o mansiralcyce
yole LH

the sy iy-antigen comp
the anti-LH antibody in the tost rogion (T) and produces a color line. In the
abser LH, there is no color line in the test region (T). The reaction
mixture continues flowing through the absorbent device past the test region
(T) and control region (C). Unbound conjugate binds to the reagents in the
control region (C). producing a color line, demonsirating that the test sirp is
functioning corr e tost strip can accuratoly detect

when the concentration of LH is equal to or greater than 25miU/mi.
[WARNINGS AND PRECAUTIONS]

For in viro diagnostic use only

Please read all the information in this leaflet before performing the test
Do not use the kit beyond the labeled expiry date.

0 ot open e ssaled ol poch urth you e ey to sta e st

Do not touch the membrane located within the Result Reg!

A5 with all diagnosic tests,a nal cnical dagnosis shouig ot bo based
on the results of a single test, but should only be made by a physician
after all clinical and lab findings have been evaluated

Do ot reusa th st sirp. Discard  nthe dustbin aflertostng

« All urine specimens and used strip shouid be considored potentially
infectious and avaided contact wih Skin

[COMPOSITION]

The test sip consists of calidal gold-monoclonal antbody against LH

coated en polyostor membrano. and monccional anibody against L and

Goat-anir touse IGG coatod on cellulose nirate membrar

Each pouch contains ono e taa 6 and one esiocart The quantiy of tests

is printed on the labeli

[STORAGE AND sualurv]

« Store as packaged in the sealed pouch at room temperature (4-30°C or
40-86°F). The kit is stable within the expiry date printed on the labeling.

« Once open the pouch, the test strip should be used within one hour

7. Risk - Benefit Analysis

On basis of the data submitted, the current state of knowledge and the submitted evidence on performance,

labeling and intended use, the benefit of the product outweighs the risks associated with its use when used

Prolonged exposure to hot and humid environment will cause product
doterioration.

[WHAT ELSE DO YOU NEED]
« Specimen collection container
[SPECIMEN]
First morning urine is not recommended. but any other fime of day is
suitable. For best results, try to colloct urine at approximately the same time

et 100 A.M. and 8:00 P-M. The urine specimen must be
collocted in a cloan, dry container oither plastic or glass.

[WHEN TO START TESTING]
The length of the menstrual cycle is the duration from your first menstrual

the next bleeding begins.

- Timer

s each erage numbor
of days for the last 3 months. If your cycle is shorter than 21 days or longer
than 40 days, consult a physician. If you do not know your cyclo longth, you
may begin i test 12 days after your st period since the average cycle
longth is 28 days. Perform ono tost each day over a 5 days period, o untl
the LH surge has been detected.
Cycle Chart
Tongtn of angth of [ Day o Gyele 1o
Normal  Cycle | Begin Testing | Normal  Cycle | Begin Testing
(Total days) (Total days)
21 ) Eil Day 15
22 Day 32 Day 16
25 Day 35 Day 17
24 Day 34 Day 18
Day Day 19
Day Day20
Day Day 21
Day 12 Day22
Day 15 Day2s
DBay 14 Day24
Foraxample f your pariod nommally egin every 26 days, you shouid bagin
sting twolve (12) days after the beginning of your last period.
ST on T TUE T WED T e SAT
T 3 6
] - 1 il i 13 e
15 5 1 18 1 206 | 21
22 3 2 25 2 27 28
29 0 3

Note: If the ninth (3th) in the calendar above is the first day (day one °) of

menstrual bleeding. then the 20th, or day twelve, of your cycle is the day to

begin testing (s).

[TEST PROCEDURE]

3,Fead ino enire procedure careluly beforo perorming an te

Alow 165 S o oine Specmon to.equnbrate 16 To lemperaturo

(20-30°C o 68.86'F) prior (o testin

1. Remove the test strip from the sealed pouch.

2. Holding the strip vertically. carefully dip it into the specimen with the arrow
end pointing towards the urine.

12

NOTE: Do not immerse the sirip past the Max

Line.

3. Remove the strip after 10 seconds and lay the
stip flat on a clean, dry. non-absorbent

 road results aftor 10 minutes
[INTERPRETATION OF REsuLTS]

To determine your resull. compare the color intensity, i.e. shade of color,
lightness o darkness of color. of the test fine fo the control line. In
determining a positive or negative result, it s important to compare the color
intensity, for this will indicate whether or not the LH surge (indicating
ovulation) is in progress.

tine— B IR

Positive

Negative
Positive: If the test line is equal to or darker than the control line. you
are experiencing the hormone surge that indicates you will ovulate soon.
usually within 24 o 48 hours of the surge. If you want to be pregnant,
bost time to have intercourse s after 24 hours but before 48 hours.

Invalid

Nogative: Only one color line appears in the control region. o the tost

ine appears but is lighter than the control line. This means there is no
frivr
Invalid: The result s invalid if no color line appears in the control region (C),
gven i ine appaars n e tetregon (1 I any oven, repea o st f
the problom porsists. the iot immediat
local distributor.

A color line appearing in the control region can be seen as a basis.
for offective testing.
[PERFORMANCE CHARACTERISTICS]
Sensitivity and Specificity

Tne L1 Ouaton Rapie Test Srp il dtect tne concarvaton of Lt o

altoor greater than ZSmiUm (calirated against WHO 214 S 80/552)

The adtion of Folicks Stimuiating Hor 'SH, 200mIU/ml, calibrated

against 1% 1 and Thyroid Stmulating Hormone (TS
specime

{OmIL/mI L+ showed that these hormones do not mpact the fest resuts
Cross-Reactivity

The following potentially interforing substances woro added to ither LH

egative urine specimens or LH positive urine specimens. none of the

Substances at the concentration tosted interfored in the assay.

in accordance with the manufacturer’s instructions. LH is recommended for registration.

8. Post-approval updates

8.1 Variation applications

Reference | Date

number

submitted

Change requested

Recommendation

Granting

date

None

None

None

None

None

8.2 Feedback from pharmacovigilance, post marketing surveillance and enforcement activities

Type of feedback

Impact

Response

None reported

None reported

None reported

8.3 Re-registration applications

Not Applicable.
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