(& QASSAY
QASSAY Progesterone Rapid Test

FOR PROFESSIONAL USE  IFA-PROG-00T1

PACKAGING SPECIFICATIONS
24 Tests/Kit

INTENDED USE

This kit is suitable for in vitro quantitative detection of progesterone
concentration (PROG) in human serum, plasma, or whole blood.
Progesterone, a gestagenic steroid hormone, is formed primarily in the cells of
the corpus luteum and, during pregnancy, in the placenta. Progesterone
concentration correlates with the development and regression of the corpus
luteum. While progesterone is barely detectable in the follicular phase of the
female cycle, an increase in progesterone levels is seen one day before
ovulation. Increased progesterone synthesis occurs during the luteal phase. In
the second half of the cycle, pregnanediol is excreted in the urine as the main
breakdown product of progesterone. Progesterone induces the conversion of
the uterine mucosa info gland-rich tissue during the secretfion phase, preparing
the intrauterine implantation of the fertilized egg. During pregnancy,
progesterone inhibits the contraction of the myometrium. In the mammary
gland, progesterone (along with estrogen) promotes the proliferation, secretion,
and disposition of the alveoli. Progesterone screening is used in fertility
diagnosis for ovulation screening and luteal phase assessment.

PRINCIPLE OF THE PROCEDURE

This test kit uses a competitive principle and fluorescence
immunochromatography analysis fechnology to quantitatively defect the
concentration of PROG in human serum, plasma, or whole blood samples.
The lyophilized powder of this product contains fluorescent microspheres with
anti-PROG anfibodies and chicken anti-IgY antibodies, and the test line and
nitrocellulose membrane control line are coated with PROG anfigen and
chicken IgY, respectively. When the sample is analyzed. the PROG antigen from
the sample will combine with the flucrescent bead-labeled mouse anti-PROG
antibody embedded in the lyophilized powder to form a fluorescent bead-
labeled anti-PROG antibody immune complex. Under the action of
chromatography, the immune complex flows along the nitrocellulose
membrane fo the end of the absorbent filter paper. As there are no more PROG
antibody binding sites, the immune complex cannot be captured by PROG
anfigens that have been previously coated on the test line. However, the excess
of unbound fluorescent microspheres of the mouse anti-PROG antibody is
captured by the PROG antigens that have been pre-coated. Therefore, the
more PROG there is in the sample, the less fluorescent bead-labeled mouse
anti-PROG antibody will be enriched at the test line. When the samples pass
through the control line, the fluorescent particle-labeled anti-chicken IgY
antibodly is enriched by combining it with the pre-coated chicken IgY antibody.
The concentration of PROG in the sample is negatively correlated with the
fluorescence infensity of the test line. The concentration of PROG in the sample
is obtained by testing and analysis using the immunofiuorescence analyzer.
COMPONENTS

Main components (ref. IFA-PROG-00T):

The product is mainly composed of the following items:

Pouch (test card and desiccant) 24 tests

Sample Diluent 1 unit

Freeze-dried powder 24 units
Pipette tip 24 units
Directions for use 1 unit

Note: The components of the different batches of kits are not inferchangeable.
Materials Required, but Not Provided:

. Qassay Lateral Flow Reader (ref. QIA-DUO-USB)

. Transfer pipette

. Sample Collection Contfainers

. Timer (Quick Test Mode)

STORAGE AND STABILITY

1. The test kit should be stored at 2°C~30°C in a cool, dark and dry place, valid
for 18 months; Do not freeze or use after the validity period by all means. Keep
away from direct sunlight, moisture, and heat.

2. The test card should be used within 60 minutes of removing the foil bag.

3. The sample diluent should be used immediately after breaking the seal.

4. MFD date and CAD date marked on the label.

1. Applicable fo serum, plasma and whole blood samples. Commonly used
clinical anticoagulants (sodium heparin, EDTA, or sodium citrate) have no effect
on the screening results of this kit.

2. Specimens should be collected according o routine clinical methods and
hemolysis should be avoided.

3. If fresh serum or plasma samples are not tested immediately, they should be
stored at 2°C~8°C and fested within 7 days. For long-term sforage, freeze at -
20°C. Avoid freezing and thawing repeatedly.

4. Whole Blood Sample Collection: Collect venous blood with vacuum
disposable blood collection containing anficoagulant without separation and
directly as a test sample. Whole blood samples can be stored at 2°C~8°C in the
refrigerator, not frozen, and tested within 5 days of collection.

5. The sample stored at low temperature should be balanced at room
fermperature prior fo tesfing.

6. Obvious samples of hemolysis, lipemia, and jaundice should not be used.
TEST PROCEDURE

Download the app from the Google Play Store or Apple Store and sign in with
your credentials. If sign up is needed, please contact your distributor. For
specific operation of the instrument, follow the instructions on the reader.

Step 1: Preparation

The test and blood sample should be balanced at room temperature before the
test. Open the foil bag, take out the test card, and place it on a table.

New Test: Select the New Test mode, scan the QR code located in the fest and
follow the procedure. Select Patient ID, Sample ID, and sample type (if
applicable).

Quick Test: Select the Quick Test mode, connect the device and scan the QR
code on the test. Select Patient ID, Sample 1D, and sample type (if applicable).
Step 2: Sampling

Draw 60 uL of serum, plasma, or whole blood and 60 uL of sample diluent
info the freeze-dried powder tube. Be careful not fo inhale air bubbles.

Step 3: Mix

Close the test tube and shake for 60 seconds fo completely dissolve again and
mix the freeze-dried powder.

Step 4: Loading

Pipette 100 uL of sample mixture and load it into the sample well of the test
card.

Step 5: Testing

New Test: Press Start Timer button and wait for the 10 minutes reaction time. A
timer will be displayed on screen. The Qassay shall be connected to the Mobile
App before this timer has expired.

Quick Test: Wait for 10 minutes with an external timer.

Insert the fest into the Qassay. Once inserted, the animation on the Qassay App
will change and you will be requested to exfract the test at a constant speed.
Affer some seconds, the test result will be displayed. If asked fo repeat the
reading, follow the feedback warning for proper action. If the test is not
processed within & minutes affer the countdown concludes, the fest will be
considered invalid, and a new test must be used for refesting.

Traceability: Calibrafors for calibration curve sefting are traceable fo infernal
reference standards. This method has been standardized against Roche Elecsys
progesterone.

The calibration curve of the reagent is integrated into the identification chip. The
fluorescence analyzer replaces the test signal from the sensing card on the

calibration curve to calculate the concentration of PROG in the sample.
INTERPRETING TEST RESULTS

Gender Phase Range (ng/mL)
Male / 02—-15
Follicular phase 02—-15
Ovulatory phase 0.8 — 3.0
Luteal phase 1.7 =270
Female Postmenopausal 01-08
First trimester Q.0 — 470
Second frimester 17.0— 46.0
Third frimester 556.0-255

QUALITY CONTROL

This product used in conjunction with the lateral flow reader contains infernal
control for routine quality control requirements. This internal control is carried
out every fime a patient sample is analyzed. This check indicates whether the
fest cartridge was inserted and read correctly by the lateral flow reader. An
invalid internal control result causes an error message in the analyzer indicating
that the test should be repeated.

1. Positive results from this reagent can only be used as a basis for diagnosing
diseases. It is suggested fo confirm the diagnosis by combining other
pathologic feafures and testing methods.

2. This reagent is suitable for defection in human serum, plasma or whole blood
samples, the results will be erroneous in other types of samples.

3. The reagent is used to defect the concentration of progesferone by
immunological principle. The temperature will affect the results. The reagent
should be balanced at room temperature before use after cryopreservation.
Direct use of cryogenic reagents will affect the test results.

4. This reagent is used fo quantitatively detect the concentration of
progesterone and the fest reagent, ID card and corresponding instrument
should be used fogether. Make sure the test reagent lot number and ID card
are the same before use. The instrument is the applicable model and the correct
fest result cannot be obtained after exceeding the expected use.

5. Different batches of sample diluents cannot be mixed.

6. Improper operation and other factors can affect the accuracy of the results-
7. False-positive results may be due to (i) cross-reactivity between some
components of the serum with the capturing/detecting antibodies and/or (i)
nonspecific adhesion of certain components with similar epitopes fo bind fo
these antibodies. In the case of false negatives, the most common factors are:
the non-response of the antfigens to the antibodies as a result of the antigens



being masked by some unknown components, so that the antigens cannot be
detected or captured by the antibodies; instability or degradation of PROG
antigens due fo fime and/or femperature, making them unrecognizable by
antibodies; and reduce the quality of other test components. The effectiveness
of the test is highly dependent on the storage of the kit and the sample in
optimal conditions.

8. As with all diagnostic reagents, the final diagnosis should be made by the

physician after the combination of several clinical indicators and symptoms.
In-house calibration products were used for evaluation, and the kif's
performance indicators met the standards. The specific performance indicators
are as follows:

1. Linearity range: PROG 0.5 ng/mL — 60 ng/mL. linear correlation coefficient
(N = 0.9900

2. Accuracy: The relative deviation of the kif's accuracy is within £ 1.5%.

3. Detection limit: 0.5 ng/mL.

4- Repeatability and reproducibility: CV < 15%.

5. Interferences: no interferences of bilirubin < 12 mg/mL, hemoglobin < 6
mg/mL, and friglycerides < 15 mg/mL have been found

PRECAUTIONS

1. The reagent is a disposable in vitro diagnostic reagent, which is only used for
the defection of human serum, plasma. or whole blood samples. The operation
must be carried out strictly in accordance with the instructions. Do not use
expired and damaged products.

2. The kit should be sealed and kept away from moisture. Reagents or samples
sfored at low femperafure must be balanced aft room temperature before they
can be used.

3. If clinical specimens need to be frozen at -20°C or below, it is recommended
that the freezing sforage fime should not exceed three months, and that
repeated freezing and thawing should not exceed three fimes.

4. The reagents should be used as soon as possible after removing them from
the foil bag, fo avoid exposure to air for oo long and affect test results due to
moisture.

5. Do not use samples that have been in place for too long, bacteria and odor.
6. Operatfe according to laboratory festing procedures for infectious diseases.
Waste should be disposed of as if it were infectious.

7. Improper operation can affect the accuracy of the results, such as insufficient
sample mixing, incorrect amount of sample addition, wet viewing window or
inaccurate detfection time, efc.

8. If you have any questions, please contact the manufacturer or authorized
representative.
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