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Clinical Validation report of Novel
Coronavirus (SARS-Cov-2) Antigen Rapid
Test Cassette (Swab)

Product name: Novel Coronavirus (SARS-Cov-2) Antigen
Rapid Test Cassette (Swab)

Package Specification: 25 tests/kit

Manufacturer: Hangzhou Realy Tech Co., Ltd

Validated by: Shijiazhuang Fifth People's Hospital

File No. MF-K511416D-0010
Version: 1.3
Effective date:2020-10-13
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I. Clinical validation time
This clinical evaluation was conducted from July 2020 to Aug 14th,2020.

I1. Background information for clinical evaluation

Since December 2019, world has successively discovered multiple cases of patients with new-type
coronavirus pneumonia. With the spread of the epidemic, China and abroad have also been found.
As an acute respiratory infectious disease, the disease has been included in the Class B infectious
diseases stipulated in the Law of the People's Republic of China on the Prevention and Control of
Infectious Diseases, and is managed as a Class A infectious disease. Based on the current
epidemiological investigation, the incubation period is 1-14 days, mostly 3-7 days.

The main manifestations are fever, dry cough, and fatigue. A few patients have symptoms such as
nasal congestion, runny nose, sore throat, myalgia and diarrhea. Severe patients usually have
dyspnea and / or hypoxemia one week after the onset of symptoms, and severe patients can quickly
progress to acute respiratory distress syndrome, septic shock, difficult to correct metabolic acidosis,
coagulation dysfunction and multiple organ Functional failure, etc. It is worth noting that in the
course of severe and critically ill patients, there may be moderate to low fever, even without obvious
fever.

Mild patients showed only low fever, mild fatigue, and no pneumonia. Judging from the current
cases, most patients have a good prognosis, and a few patients are critically ill. The elderly and
those with chronic underlying disease have a better prognosis. Symptoms in children are relatively
mild.

The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (Swab) developed by our
company can help diagnose whether patients are infected with the Novel Coronavirus. It has
further enriched the detection methods of Novel Coronavirus, expanded the supply of detection
reagents, and fully served the needs of epidemic prevention and control.

I1I. Test purposes

The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (Swab) produced by
Hangzhou Realy Technology Co., Ltd. was used to verify the feasibility of clinical evaluation and
the reliability of test results for Chinese subjects.

The purpose of research of the clinical test is to calculate the consistency percentage of
negative/positive and the total consistency percentage and Kappa coefficient by statistically
analyzing test results through comparative experimental research.

1V. Test design

1. Test plan selection and reasons

In vitro diagnostic reagents for testing and reference reagents were used to conduct comparative
research tests on clinically suspected Novel Coronavirus Nasopharyngeal swab samples, and it
was proved that the in vitro diagnostic reagents used in the test can achieve the expected
assistance in infection of the Novel Coronavirus.

2. Sample volume required

The total number of clinical trials of this product is not less than 100 cases. The samples is

File No. MF-K511416D-0010
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classified into the positive group and the negative group as per the test results of the reference
product. Meanwhile, the samples shall be tested via the qualitative test strip tested and by
reference product from the same patient and then the test results of the product tested and the
reference product shall be compared, with statistical analysis being made.

3. Sample inclusion/exclusion certification.

The positive group and negative group in this experiment are applicable to the following
inclusion/exclusion criteria

Positive group inclusion:

PCR Test is positive;

CT test results and symptoms are clinically positive;

Negative inclusion:

PCR test is negative;

CT test results and symptoms are clinically negative;

Sample collection, processing

It is applicable to the diagnosis of the Novel coroinavirus from the samples of Nasopharyngeal
swab.Use freshly collected samples for optimal test performance. Inadequate sample collection or
improper sample handling may yield a false-negative result.

Sample collection procedure: Completely insert the sterilized swab supplied in this kit into the
nasal basin, and swab several times to collect the epidermal cells of the mucus.

It is recommended to collect sample from Nasopharyngeal for more accurate results.

Specimen preparation:

1) Take out 1 bottle of Sample Extraction Buffer, remove the bottle cap, add all the extraction buffer
into the extraction tube supplied in this kit, and put it on the tube stand.

2) Insert the swab into the extraction tube which contains Sample Extraction Buffer. Rotate the swab
inside the tube using a circular motion to roll the side of the extraction tube so that liquid is expressed
and reabsorbed from the swab, remove the swab. The extracted solution will be used as test sample.
4. In vitro diagnostic reagents and reference products for testing

5.1 Test in vitro diagnostic reagents

Name: The Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (Swab)
Specification:25 tests/kit

REF: K511416D

LOT: 202007046

Expiry: June,2022(Tentative)

Storage Conditions: Store in a dry place at 2-30°C, protected from light. After opening the inner
package, the test card will become invalid due to moisture absorption. Please use it within 1 hour.
Source:Hangzhou Realy Tech Co.,Ltd

5.2 Reference products
Name: Novel Coronavirus(2019-nCoV) Nucleic Acid Diagnostic Kit (PCR-Fluorescence Probing)

Manufacturer: Sansure Biotech Inc.
File No. MF-K511416D-0010
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Storage Conditions: Store in a dry place at 2-8°C, protected from light.

V. Experiment method

1. Get the Swab specimens from patients in positive and negative groups.

2. Pre-process the swab samples according to the instructions of the The Novel Coronavirus
(SARS-Cov-2) Antigen Rapid Test Cassette (Swab), and label the samples randomly.

2.1 Add 10 drops (about 0.3 ml) of the sample extraction buffer into the extraction tube.

2.2 Place the swab specimen in the SARS-Cov-2 antigen Buffer. Rotate the swab for
approximately 10 seconds while pressing the head against the inside of the tube to release the
antigen in the swab.

2.3 Remove the swab while squeezing the swab head against the inside of Buffer as you remove it
to expel as much liquid as possible from the swab. Discard the swab in accordance with your
biohazard waste disposal protocol.

2.4 Screw on and tighten the cap onto the specimen collection tube, then shake the specimen
collection tube vigorously to mix the specimen and the Buffer. Place the test device on a clean and
level surface.

3. The operation steps of the in vitro diagnostic reagents for the test are as follows. For details,
please refer to the product instruction manual:

3.1 remove the test sample and required reagents from the storage conditions and equilibrate to
room temperature (15-30°C).

3.2 When preparing for testing, open the aluminum foil bag from the tear. Remove the test card
and lay it flat on a horizontal table.

3.3 Label the sample number on the test card.

3.4 Add 3 drops of the solution (approx.80ul) to the sample well and then start the timer.

3.5 Time counting and interpret the results within 10 minutes.

Note: The detection steps need to be completed under protection against infection.
VL. Statistical methods of statistical analysis of clinical research data

A Methods evaluating clinical performance

Whether various indexes can reach the standards of clinical evaluation shall be judged by
calculating the consistency percentage of negative/positive and the total consistency

percentage in the test results of the product tested and the reference product, to validate the accuracy
and applicability of the product in clinical applications. The product tested shall be subject to tests
through the sample of different types, with statistics on the results. Meanwhile,different types of
sample of the subjects shall be subject to determination by the product tested synchronously, and
then the determination results of both shall be compared. The test results recorded shall be subject
to statistical analysis upon completion of determination of all clinical samples,to calculate the

consistency percentage of negative/positive and the total consistency percentage. Afterwards,
File No. MF-K511416D-0010
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equivalence of both shall be evaluated as per these statistical indexes

B Statistical method

The products launched on the market shall be subject to comparative study and evaluation.Kappa
inspection: each sample shall be tested with the product tested and the reference product respectively,
and then the consistency in statistical results of these two inspection methods shall be compared
through Kappa inspection.

The data shall be subject to Kappa inspection and analysis and the Kappa coefficient shall

be calculated.Favorable consistency can be proven if Kappa is>>0.8. The consistency in test results

of the product tested and the reference product is evaluated as per the evaluation standards.
VII Standards of clinical evaluation

The coincidence rate shall be calculated by comparing with the reference product whose

marketing is approved. The product performance shall meet the following requirements.

1)Coincidence rate of negative: the sample whose test results are negative for both the
product tested and the reference product and the proportion in the sample whose test results are
negative for the reference product shall be more than 95%.

2)Coincidence rate of positive: the sample whose test results are positive for both the
product tested and the reference product and the proportion in the sample whose test results are
positive for the reference product shall be more than 85%.

3)Total coincidence rate: the sample whose test results are the same for the product
tested and the reference product and its proportion in the total number of samples shall be more than

90%.
2019-nCoV nucleic acid
Method i
test kit (RT-PCR) Total Results
. Result positive negative
The Novel Coronavirus (SARS-
Cov-2) Antigen Rapid Test positive A B A+B
Cassette(Swab) .
negative C D C+D
Total Results A+C B+D A+B+C+D

Clinical sensitivity =A/(A+C)*100%

Clinical specificity = D/(B+D)*100%

Accuracy: (A+D)/(A+B+C+D)*100%

If the coincidence rate of positive/negative can meet clinical requirements, two methods or
Products are considered as equivalent; If the coincidence rate of positive/negative is greatly different,
the clinical scheme should be re-designed.

4)Kappa consistency analysis shall be adopted for statistical analysis of reference reagents.

The results of the product tested are statistical materials and can be per the table below:
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2019-nCoV nucleic acid
test kit (RT-PCR)

The Novel Coronavirus (SARS-

Cov-2) Antigen Rapid Test

Cassette(Swab)

The Novel Coronavirus (SARS-

Cov-2) Antigen Rapid Test 201 0 201

Cassette (Swab)

8 450 458
209 450 659
96.17 92.51% to 98.17%)
> 98.98% to 100%)

97.58% to 99.43%)
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XI. Prediction of adverse events

Because the Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test Cassette (Swab) is an in vitro
diagnostic reagent product, no direct contact with patients is required in clinical trials, no test
report is provided to patients, and the test results are only used for comparative studies. It involves
personal privacy, does not serve as a basis for auxiliary diagnosis, does not bring any risk to the
subject, and does not cause adverse events.

References:

1.The "Technical Review Points for the Registration of New Coronavirus Antigen / Antibody
Detection Reagents in 2019 (Trial)" issued by the State Drug Administration Medical Device
Technical Evaluation Center on February 25, 2020;

2. "Pneumonitis Diagnosis and Treatment Program for New Coronavirus Infection (Trial Version
7)" issued by the National Health Committee on February 19, 2020.
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Annex 1:Package Insert

Test Cassette (swab)
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NO. | Age | Gender Repid (RT-PCR)
Test
1 49 F Positive Positive (RARP and N gene)
2 32 F Positive Positive (RARP and N gene)
3 31 F Positive Positive (RARP and N gene)
4 32 F Positive Positive (RARP and N gene)
5 21 F Positive Positive (RARP and N gene)
6 51 M Positive | Positive (RdRP and N gene)
7 2 F Positive | Positive (RdRP and N gene)
8 46 F Positive | Positive (RdRP and N gene)
9 23 F Negative Positive (N gene)
10 | 14 M positive | Positive (RdRP and N gene)
11| 42 M Positive | Positive (RARP and N gene)
12 | 51 M Positive | Positive (RdRP and N gene)
13 80 M Positive | Positive (RARP and N gene)
14 | 39 F Positive | Positive (RdRP and N gene)
15 | 67 M Positive | Positive (RARP and N gene)
16 | 44 M positive Positive (RdRP gene)
17 26 F Positive Positive (RdRP and N gene)
18 | 33 F positive Positive (N gene)
19 38 F Positive Positive (RdRP and N gene)
20 36 F Positive Positive (RdRP and N gene)
21 3 F Positive Positive (RARP and N gene)

File No. MF-K511416D-0010
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NO. | Age | Gender | R2Pd (RT-PCR)
Test

22 35 F Positive Positive (RARP and N gene)
23 23 F Positive | Positive (RARP and N gene)
24 43 M Positive Positive (RdRP and N gene)
25 43 F Positive Positive (RARP and N gene)
26 | 46 F Positive | Positive (RARP and N gene)
27 | 55 F Positive | Positive (RARP and N gene)
28 | 22 F Positive | Positive (RARPand N gene)
29 | 20 M positive Positive (N gene)

30 | 42 M Positive | Positive (RdRP and N gene)
31 | 56 F Positive | Positive (RdRP and N gene)
32: )85 Positive | Positive (RARP and N gene)
33 | 26 F Positive | Positive (RARP and N gene)
34 54 M Positive Positive (RARP and N gene)
35 43 F Positive Positive (RARP and N gene)
36 | 69 M Positive | Positive (RdRP and N gene)
37 36 M Positive Positive (RdRP and N gene)
38 37 F Positive Positive (RdRP and N gene)
39 44 F Positive Positive (RARP and N gene)
40 | 43 F Positive | Positive (RARP and N gene)
41 67 F Positive Positive (RARP and N gene)
42 51 F Positive Positive (RARP and N gene)

REAN @ AR ARAT
Hangzhou Realy Tech Co., Ltd.

NO. | Age | Gender Rapid (RT-PCR)

Test
43 75 F Positive | Positive (RdRP and N gene)
44 | 60 F Positive | Positive (RdRP and N gene)
45 25 M Positive Positive (RARP and N gene)
46 | 75 F Positive | Positive (RdRP and N gene)
47 | &3 F Positive | Positive (RdRP and N gene)
48 30 F Positive | Positive (RdRP and N gene)
49 | 30 M Negative Positive (N gene)
50 | 26 F Positive | Positive (RdRP and N gene)
51 32 F Positive | Positive (RdRP and N gene)
2|1 713 M Positive | Positive (RdRP and N gene)
53 58 F Positive Positive (RdRP and N gene)
54 | 66 F Positive | Positive (RARP and N gene)
55 1 29 F Positive | Positive (RARP and N gene)
56 | 56 M Positive | Positive (RdRP and N gene)
57 | 24 M Positive Positive (N gene)
58 36 M Positive | Positive (RdRP and N gene)
59 70 F Positive | Positive (RdRP and N gene)
60 45 M Positive Positive (RdARP and N gene)
61 38 F Positive | Positive (RARP and N gene)
62 42 M Positive Positive (RARP and N gene)
63 | 55 M Positive | Positive (RdRP and N gene)
64 33 M Positive Positive (RARP and N gene)
65 39 M Positive Positive (RARP and N gene)

File No. MF-K511416D-0010
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32

NO. | Age | Gender | R2PH (RT-PCR)
Test

66 58 F Positive Positive (N gene)

67 | 20 F Positive | Positive (RARP and N gene)
68 42 M Positive Positive (RARP and N gene)
69 27 F Positive Positive (RARP and N gene)
70 | 49 M Positive | Positive (RARP and N gene)
71 | 49 M positive Positive (N gene)

72 | 39 M Negative | Positive (RdRP and N gene)
73 17 F Positive Positive (RARP and N gene)
74 | 60 M Positive | Positive (RARP and N gene)
75 | 44 M Positive | Positive (RARP and N gene)
76 | 49 F Positive | Positive (RdRP and N gene)
77 11 M Positive | Positive (RdRP and N gene)
78 | 32 M positive Positive (RdRP gene)

79 1.:51 F Positive | Positive (RARP and N gene)
80 | 28 M Negative Positive (N gene)

81 31 F Positive | Positive (RARP and N gene)
82 50 M Positive Positive (RARP and N gene)
83 47 M Positive Positive (RARP and N gene)
84 | 44 F Positive Positive (N gene)

85 10 F Positive | Positive (RARP and N gene)
86 24 M Positive Positive (RARP and N gene)
87 2 F Positive Positive (RARP and N gene)
88 47 F Positive Positive (RARP and N gene)
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Hangzhou Realy Tech Co., Ltd.

n Rapid - Rapid
NO. | Age | Gender (RT-PCR) NO. | Age | Gender (RT-PCR)
Test Test

89 | 26 M Positive | Positive (RARP and N gene) 112 | 15 M Positive | Positive (RdRP and N gene)
9 | 43 F Positive | Positive (RARP and N gene) 113 | 53 F Positive | Positive (RARP and N gene)
91 55 M Positive | Positive (RARP and N gene) 114 | 10 M Positive | Positive (RARP and N gene)
92 50 F Positive Positive (RdARP and N gene) 115 ] 25 F Positive Positive (RARP and N gene)
93 | 26 M Positive | Positive (RARP and N gene) 116 | 39 M Positive | Positive (RARP and N gene)
94 | 51 F Positive | Positive (RARP and N genc) 117 | 56 M Positive | Positive (RARP and N genc)
95 20 F Positive Positive (RARP and N gene) 118 | 49 M Positive Positive (RARP and N gene)
9% | 44 M Positive | Positive (RdRP and N gene) 119 | 20 M Positive | Positive (RARP and N gene)
97 | 38 F Positive | Positive (RARP and N gene) 120 | 25 M Positive | Positive (RARP and N gene)
98 38 F Positive | Positive (RdRP and N gene) 121 | 37 F Positive | Positive (RARP and N genc)
99 | 39 M Positive | Positive (RARP and N gene) 122 | 52 F Positive | Positive (RARP and N gene)
100 | 30 ¥ Positive Positive (RdARP and N gene) 123 | 60 F Positive Positive (RARP and N gene)
101 | 57 F Positive | Positive (RARP and N gene) 124 | 25 M Positive | Positive (RARP and N gene)
102 | 45 M Positive | Positive (RARP and N gene) 125 | 19 F Positive | Positive (RARP and N genc)
103 | 41 F Positive | Positive (RARP and N gene) 126 | 32 M Positive | Positive (RARP and N gene)
104 | 26 F Positive | Positive (RARP and N gene) 127 | 28 F Positive | Positive (RARP and N gene)
105 | 58 F Negative Positive (N gene) 128 | 52 F Positive | Positive (RARP and N gene)
106 | 39 F Positive Positive (RARP and N gene) 129 | 40 F Positive Positive (RARP and N gene)
107 | 60 F Positive | Positive (RARP and N gene) 130 | 28 F Positive | Positive (RARP and N gene)
108 | 11 M Positive | Positive (RARP and N gene) 131 | 31 F Positive | Positive (RARP and N gene)
109 | 12 F Positive | Positive (RARP and N gene) 132 | 48 M Positive | Positive (RARP and N gene)
110 | 17 M Positive | Positive (RARP and N gene) 133 | 33 F positive | Positive (RARP and N genc)
1| 59 F Positive | Positive (RdRP and N gene) 134 | 44 M positive | Positive (RARP and N gene)

File No. MF-K5114160-0010
Version: 1.3
Effective date:2020-10-13
a/2
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Hangzhou Realy Tech Co., Ltd.

NO. | Age | Gender | R2PM (RT-PCR) NO. | Age | Gender | R2PH (RT-PCR)
Test Test

135 | 34 F Positive | Positive (RARP and N gene) 158 | 24 M Positive | Positive (RARP and N genc)
136 | 18 M Positive Positive (RdRP and N gene) 159 | 36 F Positive Positive (RdRP and N gene)
137 | 59 M Positive | Positive (RARP and N gene) 160 | 19 F Positive | Positive (RARP and N gene)
138 | 18 M Positive | Positive (RARP and N gene) 161 | 33 F Positive | Positive (RARP and N gene)
139 | 38 M Positive Positive (RARP and N gene) 162 | 53 M Positive Positive (RARP and N genc)
140 | 20 F Positive Positive (RARP and N genc) 163 | 43 M Positive Positive (RdRP and N gene)
141 | 54 F Positive | Positive (RRP and N gene) 164 | 12 F Positive | Positive (RARP and N gene)
142 | 43 F Positive | Positive (RARP and N gene) 165 | 14 M Positive | Positive (RARP and N gene)
143 | 23 M Positive Positive (RARP and N gene) 166 | 56 M Positive Positive (RARP and N genc)
144 | 27 F Positive Positive (RdARP and N gene) 167 | 52 F Positive Positive (RARP and N gene)
145 | 39 M Positive Positive (RARP and N gene) 168 | 32 F Positive Positive (RARP and N gene)
146 | 60 M Positive | Positive (RARP and N gene) 169 | 50 M Positive | Positive (RARP and N gene)
147 | 52 M Negative Positive (RdRP gene) 170 | 18 F Positive | Positive (RARP and N genc)
148 | 49 M Positive Positive (RdRP and N gene) 171 | 35 F Positive Positive (RARP and N gene)
149 | 42 M positive Positive (RARP genc) 172 | 12 M Positive Positive (RARP and N gene)
150 | 32 ¥ Positive | Positive (RARP and N gene) 173 | 14 F Negative | Positive (RARP and N gene)
151 59 M Positive Positive (RARP and N gene) 174 | 13 F Positive Positive (RARP and N gene)
152 | 33 ¥ Positive Positive (RdARP and N gene) 175 | 42 M Positive Positive (RARP and N gene)
153 | 1S I Positive | Positive (RARP and N gene) 176 | 13 F Positive | Positive (RARP and N gene)
154 | 16 F Negative Positive (N gene) 177 | 14 F Positive | Positive (RARP and N gene)
155 | 24 M Positive Positive (RARP and N gene) 178 | 60 M Positive Positive (RARP and N gene)
156 | 52 ¥ Positive | Positive (RARP and N gene) 179 | 13 F Positive | Positive (RARP and N gene)
157 | 60 M Positive | Positive (RARP and N gene) 180 | 51 M Positive | Positive (RARP and N gene)

File No. MF-K511416D-0010
Version: 1.3
Effective date:2020-10-13
5/2




HANDEL FUR
INDIVIDUELLE
MEDIZINPRODUKTE

R E A g B RRREARAT
Hangzhou Realy Tech Co., Ltd.
NO. | Age | Gender | P14 (RT-PCR)
Test

181 | 56 M Positive | Positive (RARP and N gene)
182 | 14 F Positive | Positive (RARP and N gene)
183 | 45 F Positive | Positive (RARP and N gene)
184 | 24 F Positive | Positive (RARP and N gene)
185 | 15 M Positive | Positive (RARP and N gene)
186 | 51 F Positive | Positive (RARP and N gene)
187 | 31 M Positive | Positive (RARP and N gene)
188 | 49 M Positive | Positive (RARP and N gene)
189 | 28 M Positive | Positive (RARP and N genc)
190 | 80 M Positive | Positive (RARP and N gene)
191 | 47 M Positive Positive (RARP and N gene)
192 | 22 F Positive | Positive (RARP and N gene)
193 | 49 F Positive Positive (RARP and N gene)
194 | 23 M Positive | Positive (RARP and N gene)
195 | 30 F Positive Positive (RARP and N gene)
196 | 55 F Positive | Positive (RARP and N gene)
197 | 75 B Positive | Positive (RARP and N gene)
198 | 49 M Positive Positive (RARP and N gene)
199 | 81 M Positive | Positive (RARP and N gene)
200 | 51 F Positive | Positive (RARP and N gene)
201 | 12 F Positive | Positive (RARP and N gene)
202 | 47 M Positive | Positive (RARP and N genc)

File No. MF-K5114160-0010

Version: 1.3

Effective date:2020-10-13
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Rapid

NO. | Age | Gender Test (RT-PCR)
203 | 78 F Positive Positive (RARP and N gene)
204 | 73 M Positive | Positive (RdRP and N gene)
205 | 11 M Positive Positive (RdRP and N gene)
206 | 11 M Positive | Positive (RARP and N gene)
207 | 12 F Positive | Positive (RARP and N gene)
208 [ 60 M Positive | Positive (RARP and N gene)
209 | 77 F Negative | Positive (RARP and N gene)
210 | 62 F Negative Negative(Ct/Cq) >40
211 | 81 M Negative Negative(Ct/Cq) >40
212 | 18 F Negative Negative(Ct/Cq) >40
213 | 71 F Negative Negative(Ct/Cq) >40
214 | 37 M Negative Negative(Ct/Cq) >40
215 | 44 F Negative Negative(Ct/Cq) >40
216 | 79 M Negative Negative(Ct/Cq) >40
217 | 67 M Negative Negative(Ct/Cq) >40
218 | 61 F Negative Negative(Ct/Cq) >40
219 | 59 F Negative Negative(Ct/Cq) >40
220 | 28 F Negative Negative(Ct/Cq) >40

21 | 82 M Negative Negative(Ct/Cq) >40
222 | 63 F Negative Negative(Ct/Cq) >40
223 | 53 M Negative Negative(Ct/Cq) >40
224 | 43 M Negative Negative(Ct/Cq) >40

REN g AHREREARAT
Hangzhou Realy Tech Co., Ltd.
NO. | Age | Gender Rapid (RT-PCR)
Test

225 | 46 M Negative Negative(Ct/Cq) >40
226 | 46 F Negative Negative(Ct/Cq) >40
227 | 21 F Negative Negative(Ct/Cq) >40
228 | 46 B Negative Negative(Cv/Cq) >40
229 | 71 M Negative Negative(Ct/Cq) >40
230 | 60 F Negative Negative(Ct/Cq) >40
231 | 31 F Negative Negative(Ct/Cq) >40
232 | 72 M Negative Negative(Ct/Cq) >40
233 | 62 M Negative Negative(Ct/Cq) >40
234 | 39 F Negative Negative(Ct/Cq) >40
235 | 45 M Negative Negative(Ct/Cq) >40
236 | 21 M Negative Negative(Ct/Cq) >40
237 | 33 M Negative Negative(Ct/Cq) >40
238 | 83 M Negative Negative(Ct/Cq) >40
239 | 15 M Negative Negative(Ct/Cq) >40
240 | 59 M Negative Negative(Ct/Cq) >40
241 | 54 M Negative Negative(Ct/Cq) >40
242 | 84 Negative Negative(Ct/Cq) >40
243 | 84 F Negative Negative(Ct/Cq) >40
244 | 42 F Negative Negative(Ct/Cq) >40
245 | 63 F Negative Negative(Ct/Cq) >40
246 | 29 M Negative Negative(Ct/Cq) >40

File No. MF-K5114160-0010

Version: 1.3

Effective date:2020-10-13

72

NO. | Age | Gender Rapid (RT-PCR)
Test

247 | 50 M Negative Negative(Ct/Cq) >40
248 | 74 F Negative Negative(Ct/Cq) >40
249 | 43 M Negative Negative(Ct/Cq) >40
250 | 68 M Negative Negative(Ct/Cq) >40
251 | 29 M Negative Negative(Ct/Cq) >40
252 | 54 M Negative Negative(Ct/Cq) >40
253 | 49 M Negative Negative(Ct/Cq) >40
254 | 20 M Negative Negative(Ct/Cq) >40
255 | 26 M Negative Negative(Ct/Cq) >40
256 | 22 M Negative Negative(Ct/Cq) >40
257 | 32 F Negative Negative(Ct/Cq) >40
258 | 28 M Negative Negative(Ct/Cq) >40
259 | 44 M Negative Negative(Ct/Cq) >40
260 | 57 F Negative Negative(Ct/Cq) >40
261 | 64 F Negative Negative(Ct/Cq) >40
262 | 39 F Negative Negative(Ct/Cq) >40
263 | 38 F Negative Negative(Ct/Cq) >40
264 | 73 M Negative Negative(Ct/Cq) >40
265 | 45 M Negative Negative(Ct/Cq) >40
266 | 61 M Negative Negative(Ct/Cq) >40
267 | 13 F Negative Negative(Ct/Cq) >40
268 | 64 F Negative Negative(Ct/Cq) >40
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NO. | Age | Gender R::: (RT-PCR)

269 | 26 F Negative Negative(Ct/Cq) >40
270 | 28 M Negative Negative(Ct/Cq) >40
271 | 58 M Negative Negative(Ct/Cq) >40
272 | 35 F Negative Negative(Ct/Cq) >40
273 | 51 M Negative Negative(Ct/Cq) >40
274 | 60 M Negative Negative(Ct/Cq) >40
275 | 17 M Negative Negative(Ct/Cq) >40
276 | 18 F Negative Negative(Ct/Cq) >40
277 | 15 M Negative Negative(Ct'Cq) >40
278 | 52 M Negative Negative(Ct/Cq) >40
279 | 33 M Negative Negative(Ct/Cq) >40
280 | 41 F Negative Negative(Ct/Cq) >40
281 | 11 M Negative Negative(Ct/Cq) >40
282 | 19 F Negative Negative(Ct/Cq) >40
283 | 10 F Negative Negative(Ct/Cq) >40
284 | 62 F Negative Negative(Ct/Cq) >40
285 | 68 F Negative Negative(Ct/Cq) >40
286 | 38 M Negative Negative(Ct/Cq) >40
287 | 59 M Negative Negative(Ct/Cq) >40
288 | 76 F Negative Negative(Ct/Cq) >40
289 | 24 M Negative Negative(Ct/Cq) >40
290 | 68 M Negative Negative(Ct/Cq) >40

File No. MF-K511416D-0010
Version: 1.3
Effective date:2020-10-13
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NO. | Age | Gender Raped (RT-PCR)
Test

291 | 82 F Negative Negative(Ct/Cq) >40
292 | 64 F Negative Negative(Ct/Cq) >40
293 [ 59 M Negative Negative(Ct/Cq) >40
294 | 59 M Negative Negative(Ct/Cq) >40
295 | 83 M Negative Negative(Ct/Cq) >40
296 | 3R F Negative Negative(Ct/Cq) >40
297 | 68 M Negative Negative(Ct/Cq) >40
298 | 77 M Negative Negative(Ct/Cq) >40
299 | 47 F Negative Negative(Ct/Cq) >40
300 [ 71 M Negative Negative(Ct/Cq) >40
301 1 F Negative Negative(Ct/Cq) >40
302 | 52 M Negative Negative(Ct/Cq) >40
303 | 70 M Negative Negative(Ct/Cq) >40
304 | 63 M Negative Negative(Ct/Cq) >40
305 | 59 M Negative Negative(Ct/Cq) >40
306 | 26 M Negative Negative(Ct/Cq) >40
307 | 36 F Negative Negative(Ct/Cq) >40
308 | 47 F Negative Negative(Ct/Cq) >40
309 | 45 M Negative Negative(Ct/Cq) >40
310 | 29 F Negative Negative(Ct/Cq) >40
311 | 30 M Negative Negative(Ct/Cq) >40
312 | 25 F Negative Negative(Ct/Cq) >40

REN @ PMRERSEARAT
Hangzhou Realy Tech Co., Ltd.
NO. | Age | Gender [ R2PH (RT-PCR)
Test

313 | 73 M Negative Negative(Ct/Cq) >40
314 | 76 M Negative Negative(Ct/Cq) >40
315 | 25 M Negative Negative(Ct/Cq) >40
316 | 49 F Negative Negative(Ct/Cq) >40
317 | 62 M Negative Negative(Cv/Cq) >40
318 | 38 M Negative Negative(Ct/Cq) >40
319 | 33 M Negative Negative(Ct/Cq) >40
320 | 39 M Negative Negative(Ct/Cq) >40
321 | 69 M Negative Negative(Ct'Cq) >40
32|17 F Negative Negative(Ct'Cq) >40
323 | 32 M Negative Negative(Ct/Cq) >40
324 | 35 M Negative Negative(Ct/Cq) >40
325 | 39 M Negative Negative(Ct/Cq) >40
326 | 61 F Negative Negative(Ct/Cq) >40
327 | 10 F Negative Negative(Ct/Cq) >40
328 | 37 M Negative Negative(Ct/Cq) >40
329 | 52 F Negative Negative(Ct/Cq) >40
330 | 41 M Negative Negative(Cv/'Cq) >40
331 | 74 M Negative Negative(Ct/Cq) >40
332 | 51 B Negative Negative(Ct/Cq) >40
333 | 56 M Negative Negative(Ct/Cq) >40
334 | 62 F Negative Negative(Ct/Cq) >40

File No. MF-K511416D-0010
Version: 1.3
Effective date:2020-10-13
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NO. | Age | Gender [ R2P4 (RT-PCR)
Test

335 | 60 F Negative Negative(Ct/Cq) >40
336 | 54 F Negative Negative(Ct/Cq) >40
337 | 81 F Negative Negative(Ct/Cq) >40
338 | 79 F Negative Negative(Ct/Cq) >40
339 | 73 F Negative Negative(Ct/Cq) >40
340 | 35 F Negative Negative(Ct/Cq) >40
341 | 76 F Negative Negative(Ct/Cq) >40
342 | 23 M Negative Negative(Ct/Cq) >40
343 | 13 F Negative Negative(Ct/Cq) >40
344 | 14 M Negative Negative(Ct/Cq) >40
345 | 43 M Negative Negative(Ct/Cq) >40
346 | 30 F Negative Negative(Ct/Cq) >40
347 | 57 M Negative Negative(Ct/Cq) >40
348 | 30 F Negative Negative(Ct/Cq) >40
349 | 65 M Negative Negative(Ct/Cq) >40
350 | 66 F Negative Negative(Ct/Cq) >40
351 | 38 F Negative Negative(Ct/Cq) >40
352 | 49 M Negative Negative(Ct/Cq) >40
353 | 23 F Negative Negative(Ct/Cq) >40
354 | 51 M Negative Negative(Ct/Cq) >40
355 | 64 F Negative Negative(Ct/Cq) >40
356 | 67 M Negative Negative(Ct/Cq) >40
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NO. | Age | Gender Rapid (RT-PCR) NO. | Age | Gender Rapid (RT-PCR)
Test Test

357 | 34 M Negative Negative(Ct/Cq) >40 379 | 20 M Negative Negative(C/Cq) >40
358 | 55 M Negative Negative(Ct/Cq) >40 380 | 75 F Negative Negative(Ct/Cq) >40
359 | 58 M Negative Negative(Ct/'Cq) >40 381 | 49 M Negative Negative(Ct/Cq) >40
360 | 67 F Negative Negative(Ct/Cq) >40 382 | 47 M Negative Negative(Ct/Cq) >40
361 | 20 F Negative Negative(Ct/Cq) >40 383 | 65 F Negative Negative(Ct/Cq) >40
362 | 42 M Negative Negative(Ct/Cq) >40 384 | 78 M Negative Negative(Ct/Cq) >40
363 | 59 M Negative Negative(Ct/Cq) >40 385 | 84 M Negative Negative(Ct/Cq) >40
364 | 12 M Negative Negative(Ct/Cq) >40 386 | 72 F Negative Negative(Ct/Cq) >40
365 | 37 F Negative Negative(Ct/Cq) >40 387 | 20 F Negative Negative(Ct/Cq) >40
366 | 63 M Negative Negative(Ct/Cq) >40 388 | 23 F Negative Negative(C/Cq) >40
367 | 39 F Negative Negative(Ct/Cq) >40 380 | I8 F Negative Negative(Ct/Cq) >40
368 | 38 M Negative Negative(Ct/'Cq) >40 390 | 67 M Negative Negative(Ct/Cq) >40
369 | 37 M Negative Negative(Ct/Cq) >40 391 | 39 F Negative Negative(Ct/Cq) >40
370 | 37 F Negative Negative(Ct/Cq) >40 392 | 80 M Negative Negative(CtCq) >40
371 | 56 F Negative Negative(Cv/Cq) >40 393 | 74 F Negative Negative(Ct/Cq) >40
372 | 56 F Negative Negative(Ct/Cq) >40 394 | 14 M Negative Negative(Ct/Cq) >40
373 | 59 M Negative Negative(Cv/'Cq) >40 395 [ 62 M Negative Negative(Ct/Cq) >40
374 | 13 M Negative Negative(Ct/Cq) >40 396 | 24 F Negative Negative(Ct/Cq) =40
375 | 80 F Negative Negative(Ct/Cq) >40 397 | 13 M Negative Negative(Ct/Cq) >40
376 | 59 M Negative Negative(Ct/Cq) >40 398 [ 39 F Negative Negative(Ct/Cq) >40
377 | 61 F Negative Negative(Ct/Cq) >40 399 | 32 M Negative Negative(Ct/Cq) >40
378 | 70 M Negative Negative(Ct/Cq) >40 400 | 15 M Negative Negative(Ct/Cq) =40

File No. MF-K511416D-0010
Version: 1.3
Effective date:2020-10-13
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Hangzhou Realy Tech Co., Ltd.

NO. | Age | Gender Rapid (RT-PCR) NO. | Age | Gender Rapid (RT-PCR)
Test Test

401 | 16 M Negative Negative(CvCq) =40 423 | 37 F Negative Negative(Cv/Cq) >40
402 | 11 M Negative Negative(Ct/Cq) >40 424 | 60 F Negative Negative(Cv/Cq) >40
403 | 29 M Negative Negative(CvCq) >40 425 | 78 M Negative Negative(Ct/Cq) >40
404 | 83 F Negative Negative(Ct/Cq) >40 426 | 48 M Negative Negative(Ct/Cq) >40
405 | 66 F Negative Negative(Cv/'Cq) >40 427 | 39 M Negative Negative(Ct/Cq) >40
406 | 20 M Negative Negative(C/Cq) >40 428 | 31 F Negative Negative(Ct/Cq) >40
407 | 73 F Negative Negative(Ctv/Cq) >40 429 | 24 M Negative Negative(Ctv/'Cq) >40
408 | 54 M Negative Negative(Ct/Cq) >40 430 | 51 F Negative Negative(Ct/Cq) >40
409 | 61 M Negative Negative(Ct/Cq) >40 431 | 43 M Negative Negative(CvCq) >40
410 | 14 M Negative Negative(CvCq) >40 432 | 49 F Negative Negative(Ct/Cq) >40
411 | 29 F Negative Negative(Cv/Cq) >40 433 | 18 F Negative Negative(Ct/Cq) >40
412 | 63 F Negative Negative(CvCq) >40 434 | 32 M Negative Negative(Ct/Cq) >40
413 | 56 M Negative Negative(CUCq) >40 435 | 77 M Negative Negative(Cv/Cq) >40
414 | 28 M Negative Negative(CtCq) >40 436 | 47 M Negative Negative(CvCq) >40
415 | 50 F Negative Negative(Ct/Cq) >40 437 | 82 F Negative Negative(Ct/Cq) >40
416 | 21 F Negative Negative(Cv/Cq) >40 438 | 38 F Negative Negative(Ct/Cq) >40
417 | 24 M Negative Negative(Ct/Cq) >40 439 | 51 M Negative Negative(Ct/Cq) >40
418 | 51 F Negative Negative(Ct/'Cq) >40 440 | 40 F Negative Negative(Ct/Cq) >40
419 | 63 M Negative Negative(Ct/Cq) >40 441 | 21 F Negative Negative(Cv/Cq) >40
420 | 22 M Negative Negative(Ct/Cq) >40 442 | 60 M Negative Negative(Ct/Cq) >40
421 | 55 F Negative Negative(Ct/Cq) >40 443 | 80 F Negative Negative(Ct/Cq) >40
422 | 11 F Negative Negative(Ct/Cq) =40 444 | 12 M Negative Negative(Cv/Cq) >40

File No. MF-K5114160-0010
Version: 1.3
Effective date:2020-10-13
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Rapid Rapid

NO. | Age | Gender (RT-PCR) NO. | Age | Gender (RT-PCR)
Test Test

445 | 68 F Negative Negative(CvCq) >40 467 | 82 M Negative Negative(CvCq) >40
446 | 11 M Negative Negative(Ct/Cq) >40 468 | 48 M Negative Negative(CvCq) >40
447 | 55 M Negative Negative(CvCq) >40 469 | 73 F Negative Negative(Ct/Cq) >40
448 | 83 M Negative Negative(CvCq) >40 470 | 71 M Negative Negative(Ct/Cq) >40
449 | 83 M Negative Negative(Ct/Cq) >40 471 | 69 F Negative Negative(CvCq) >40
450 | 84 F Negative Negative(Ct/Cq) >40 472 | 22 M Negative Negative(CvCq) >40
451 | 29 F Negative Negative(CvCq) >40 473 | 52 M Negative Negative(C/Cq) >40
452 | 53 F Negative Negative(Ct/Cq) >40 474 | 26 M Negative Negative(Ct/Cq) >40
453 | 42 M Negative Negative(Ct/Cq) >40 475 | 82 M Negative Negative(CvCq) >40
454 | 48 M Negative Negative(CvCq) >40 476 | 36 M Negative Negative(CvCq) >40
455 | 34 F Negative Negative(Ct/Cq) >40 477 | 46 M Negative Negative(Cv/Cq) >40
456 | 40 M Negative Negative(CvCq) >40 478 | 47 F Negative Negative(Cv/Cq) >40
457 | 77 F Negative Negative(Ct/Cq) >40 479 | 24 F Negative Negative(CvCq) >40
458 | 39 F Negative Negative(CvCq) >40 480 | 33 M Negative Negative(CvCq) >40
459 | 81 M Negative Negative(Cv/Cq) >40 481 | 17 M Negative Negative(Cv/Cq) >40
460 | 63 M Negative Negative(CvCq) >40 482 | 34 F Negative Negative(Ct/Cq) >40
461 | 1S M Negative Negative(Ct/Cq) >40 483 | 76 F Negative Negative(Ct/Cq) >40
462 | 81 F Negative Negative(Ct/Cq) >40 484 | 53 M Negative Negative(CvCq) >40
463 | 79 M Negative Negative(Cv/Cq) >40 485 | 53 M Negative Negative(CvCq) >40
464 | 58 M Negative Negative(CvCq) >40 486 | 76 F Negative Negative(Ct/Cq) >40
465 | 23 M Negative Negative(Cv/Cq) >40 487 | 66 F Negative Negative(CvCq) >40
466 | 15 M Negative Negative(Ct/Cq) >40 488 | 57 F Negative Negative(C/Cq) >40

File No. MF-K511416D-0010

Version: 1.3

Effective date:2020-10-13
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Hangzhou Realy Tech Co., Ltd.

NO. | Age | Gender | R2PY (RT-PCR) NO. | Age | Gender | R2PH (RT-PCR)
Test Test

489 | 21 F Negative Negative(Ctv/Cq) >40 5111 79 M Negative Negative(Cv/Cq) >40
490 | 35 M Negative Negative(Ct/'Cq) >40 512 | 84 F Negative Negative(Ct/Cq) >40
491 | 21 F Negative Negative(Ct/Cq) >40 513 | 62 M Negative Negative(Ct/Cq) >40
492 M Negative Negative(CvCq) >40 514 | 50 F Negative Negative(Ct/Cq) >40
493 | 28 F Negative Negative(CvCq) >40 515 | 21 F Negative Negative(Cv/Cq) >40
494 | S8 M Negative Negative(Cv/'Cq) >40 516 | 81 F Negative Negative(Cv/Cq) >40
495 | 37 M Negative Negative(Ct'Cq) >40 517 | 76 F Negative Negative(Ct/Cq) >40
496 | 22 M Negative Negative(CvCq) >40 518 | 41 F Negative Negative(Cv/Cq) >40
497 | 65 M Negative Negative(Ct/Cq) >40 519 | 73 M Negative Negative(Ct/Cq) >40
498 | 29 M Negative Negative(Ct/Cq) >40 520 | 83 F Negative Negative(Cv/Cq) >40
499 | 48 M Negative Negative(CvCq) >40 521 | 71 M Negative Negative(Ct/Cq) >40
500 | 11 M Negative Negative(Ct/Cq) >40 522 | 10 M Negative Negative(Cv/Cq) >40
501 | 29 F Negative Negative(Ct/Cq) >40 523 | 63 M Negative Negative(Ct/Cq) >40
502 | 11 F Negative Negative(Ct/Cq) >40 524 | 72 M Negative Negative(Cv/Cq) >40
503 | 79 M Negative Negative(CvCq) >40 525 | 59 M Negative Negative(Ct/Cq) >40
504 | 46 F Negative Negative(Ct'Cq) >40 526 | 35 M Negative Negative(Ct/Cq) >40
505 | 14 M Negative Negative(CvCq) >40 527 | 58 M Negative Negative(Cv/Cq) >40
506 | 17 M Negative Negative(Cv'Cq) >40 528 | 46 F Negative Negative(Cv/Cq) >40
507 | 72 F Negative Negative(Ct'Cq) >40 529 | 79 M Negative Negative(Ct/Cq) >40
508 | 83 F Negative Negative(Ct/Cq) >40 530 | 76 M Negative Negative(Ct/Cq) >40
500 | 30 F Negative Negative(CvCq) >40 531 | 77 F Negative Negative(C/Cq) >40
510 | 71 M Negative Negative(CvCq) >40 532 | 45 F Negative Negative(CvCq) >40

File No. MF-K5114160D-0010
Version: 1.3
Effective date:2020-10-13
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NO. | Age | Gender Rapid (RT-PCR)
Test

533 | 73 M Negative Negative(Ct/Cq) >40
534 | 38 F Negative Negative(Ct/Cq) >40
535 | 41 F Negative Negative(Ct/Cq) >40
536 | 32 F Negative Negative(CUCq) >40
537 | 50 M Negative Negative(Ct/Cq) >40
538 | 31 M Negative Negative(Ct/Cq) >40
539 | 74 F Negative Negative(Ct/Cq) >40
540 | 16 F Negative Negative(Ct/'Cq) >40
541 | 69 M Negative Negative(Ct/Cq) >40
542 | 72 M Negative Negative(Ct/Cq) >40
543 | 40 F Negative Negative(Ct/Cq) >40
544 | 78 F Negative Negative(Ct/Cq) >40
545 | 53 M Negative Negative(Ct'Cq) >40
546 | 44 F Negative Negative(Ct/Cq) >40
547 | 28 M Negative Negative(Ct/Cq) >40
548 | 14 M Negative Negative(Ct/Cq) >40
549 | 80 F Negative Negative(Ct/Cq) >40
550 | 40 F Negative Negative(Ct/Cq) >40
551 | 26 M Negative Negative(Ct/Cq) >40
552 | 11 F Negative Negative(Ct/Cq) >40
553 | 53 F Negative Negative(CtCq) >40
554 | 19 M Negative Negative(Ct/Cq) >40

File No. MF-K5114160-0010
Version: 1.3
Effective date:2020-10-13
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NO. | Age | Gender | F2PY (RT-PCR)
Test

555 | 21 M Negative Negative(Ct/Cq) >40
556 | 60 M Negative Negative(Ct/Cq) >40
557 | 12 F Negative Negative(Ct/Cq) >40
558 | 58 M Negative Negative(Ct/Cq) >40
559 | 62 M Negative Negative(CUCq) >40
560 | 45 M Negative Negative(Ct/Cq) >40
561 | 34 F Negative Negative(Ct/Cq) >40
562 | 35 F Negative Negative(Ct/Cq) >40
563 | 82 M Negative Negative(Ct/Cq) >40
564 | 59 F Negative Negative(Ct/Cq) >40
565 | 59 F Negative Negative(Ct/Cq) >40
566 | 38 F Negative Negative(Ct/Cq) >40
567 | 82 M Negative Negative(Ct/Cq) >40
568 | 22 F Negative Negative(Ct/Cq) >40
569 | 50 M Negative Negative(Ct/Cq) >40
570 | 25 M Negative Negative(Ct/Cq) >40
571 | 52 M Negative Negative(Ct/Cq) >40
572 | 13 M Negative Negative(CvCq) >40
573 | 33 M Negative Negative(Ct/Cq) >40
574 | 60 F Negative Negative(Ct/Cq) >40
575 | 43 F Negative Negative(Ct/Cq) >40
576 | 46 M Negative Negative(Cv'Cq) >40

NO. | Age | Gender Repud (RT-PCR)
Test

577 | 76 F Negative Negative(Ct/Cq) >40
578 | 34 M Negative Negative(Ct/Cq) >40
579 | 52 F Negative Negative(Ct/Cq) >40
580 | 50 F Negative Negative(Ct/Cq) >40
581 | 64 F Negative Negative(Ct/Cq) >40
582 | 52 M Negative Negative(Ct/Cq) >40
583 | 57 M Negative Negative(Ct/Cq) >40
584 | 50 F Negative Negative(Ct/Cq) >40
585 | 52 M Negative Negative(Ct/Cq) >40
586 | 60 F Negative Negative(Cv/Cq) >40
587 | 16 F Negative Negative(Ct/Cq) >40
588 | 18 F Negative Negative(Ct/Cq) >40
589 | 58 M Negative Negative(Ct/Cq) >40
590 | 26 F Negative Negative(Ct/Cq) >40
591 | 62 F Negative Negative(Ct/Cq) >40
592 | 28 M Negative Negative(Ct/Cq) >40
593 | 50 M Negative Negative(Ct/Cq) >40
594 | 26 M Negative Negative(Ct/Cq) >40
595 | 82 F Negative Negative(Ct/Cq) >40
596 | 24 F Negative Negative(Ct/Cq) >40
597 | 77 M Negative Negative(Ct/Cq) >40
598 | 13 M Negative Negative(Ct/Cq) >40

File No. MF-K511416D-0010
Version: 1.3
Effective date:2020-10-13
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NO. | Age | Gender Rapid (RT-PCR)
Test

599 | 62 M Negative Negative(Ct/Cq) >40
600 | 47 M Negative Negative(Ct/Cq) >40
601 [ 62 M Negative Negative(Ct/Cq) >40
602 | 33 F Negative Negative(Ct/Cq) >40
603 | 37 F Negative Negative(Ct/Cq) >40
604 | 60 F Negative Negative(Ct/Cq) >40
605 [ 70 M Negative Negative(Ct/Cq) >40
606 | 30 F Negative Negative(Ct/Cq) >40
607 | 23 M Negative Negative(Ct/Cq) >40
608 | 23 M Negative Negative(Ct/Cq) >40
609 | 70 M Negative Negative(Ct/Cq) >40
610 | 41 F Negative Negative(Ct/Cq) >40
611 | 50 M Negative Negative(Ct/Cq) >40
612 | 26 F Negative Negative(Ct/Cq) >40
613 | 22 F Negative Negative(Ct/Cq) >40
614 M Negative Negative(Ct/Cq) >40
615 | 79 F Negative Negative(Ct/Cq) >40
616 | 64 F Negative Negative(Ct/Cq) >40
617 | 83 F Negative Negative(Ct/Cq) >40
618 | 76 M Negative Negative(Ct/Cq) >40
619 | 25 M Negative Negative(Ct/Cq) >40
620 | 41 M Negative Negative(Ct/Cq) >40
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j Hangzhou Realy Tech Co., Ltd.
NO. | Age | Gender | R2PY (RT-PCR)
Test

621 | 30 F Negative Negative(Ct/Cq) >40
622 | 30 M Negative Negative(Ct/Cq) >40
623 | 37 F Negative Negative(Ct/Cq) >40
624 | 46 F Negative Negative(Ct/Cq) >40
625 | 48 F Negative Negative(Ct/Cq) >40
626 | 20 F Negative Negative(Ct/Cq) >40
627 | 77 F Negative Negative(Ct/Cq) >40
628 | 55 F Negative Negative(Ct/Cq) >40
629 | 55 F Negative Negative(Ct/Cq) >40
630 | 80 F Negative Negative(Ct/Cq) >40
631 | 45 F Negative Negative(Ct/Cq) >40
632 | 17 F Negative Negative(Ct/Cq) >40
633 | 47 F Negative Negative(Ct/Cq) >40
634 | 48 F Negative Negative(Ct/Cq) >40
635 | 30 F Negative Negative(Ct/Cq) >40
636 | 55 F Negative Negative(Ct/Cq) >40
637 | 16 F Negative Negative(Ct/Cq) >40
638 | 43 F Negative Negative(Ct/Cq) >40
639 | 35 F Negative Negative(Ct/Cq) >40
640 | 67 F Negative Negative(Ct/Cq) >40

File No. MF-K511416D-0010

Version: 1.3

Effective date:2020-10-13
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Hangzhou Realy Tech Co., Ltd.

File No. MF-K511416D-0010
Version: 1.3
Effective date:2020-10-13

NO. | Age | Gender | R2PH (RT-PCR)
Test

641 | 82 F Negative Negative(Ct/Cq) >40
642 | 55 F Negative Negative(Ct/Cq) >40
643 | 75 F Negative Negative(Ct/Cq) >40
644 | 56 F Negative Negative(Ct/Cq) >40
645 | 16 F Negative Negative(Ct/Cq) >40
646 | 21 F Negative Negative(Ct/Cq) >40
647 | 18 F Negative Negative(Ct/Cq) >40
648 | 20 F Negative Negative(Ct/Cq) >40
649 | 63 F Negative Negative(Ct/Cq) >40
650 | 49 F Negative Negative(Ct/Cq) >40
651 | 63 F Negative Negative(Ct/Cq) >40
652 | 18 F Negative Negative(Ct/Cq) >40
653 | 27 F Negative Negative(Ct/Cq) >40
654 | 29 F Negative Negative(Ct/Cq) >40
655 | 47 F Negative Negative(Ct/Cq) >40
656 | 26 F Negative Negative(Ct/Cq) >40
657 | 65 F Negative Negative(Ct/Cq) >40
658 | 28 F Negative Negative(Ct/Cq) >40
659 | 67 F Negative Negative(Ct/Cq) >40
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Certificate

No. Q5 094846 0002 Rev. 01

Produt Serves

Holder of Certificate: Hangzhou Realy Tech Co., Ltd.
4th Floor, #12 Building
Eastern Medicine Town
Xiasha Economic&Technology Development
310018 Hangzhou, Zhefang
PEOPLE'S REPUBLIC OF CHINA

FﬂC"ltY('OS): Hangzhou Realy Tech Co., Lid
4th Floor, #12 Building, Eastern Medicine Town, Xiasha

Economic&Technology Development, 310018 Hangzhou,
Zhejiang, PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

Scope of Certificate:  Design, Development,
Production and Distribution of

POCT Analyzers and Related Diagnostic Kits

Applied Standard(s): ENISC 134852016

Medical devices - Quality management sysiems -
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2016
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The Certification Body of TUV SUD Product Service GmbH certifies that the company menticned
above has established and is maintaining a qualty management system, which meets the
requirements of the listed standard(s). See also notes overleal.

Report No.: SH19105604
Valid from: 2020-03-05
Valid until: 2023-01-23

Ch

Date, 2020-03-05 Christoph Dicks
Head of Certification/™otifed Body

ZERTIFIKAT @ CERTIFICATE ¢

Page 101
TOV SUD Product Service GmbH « Certification Body + Ridlarstrale 65 + 80339 Munich « Germany
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SARS-COVID 19- ANTIGEN SCHNELLTEST

Hersteller HANGZHOU REALY TECH CO., LTD. - “REALY TEST”
Kartoninhalt 20 Boxen a 25 Test-Kits (500 Test)
Das Produkt ist getestet und beim Bundesamt fiir Arzneimittel und
Medizinprodukte (BfArM) registriert.
Minimum Verkauf ab 100 Test
Lieferung innerhalb von 72 Stunden, Versand durch DHL, bei 100% Vorauszahlung
Bei Bestellungen iber 20.000 Stiick betragt die Lieferzeit 7 — 9 Werktage.
Bestellbar durch:
P&S Handels GmbH Registration: HRB 90321 Tel: 0163 75 98 265

Auf der Gemarke 1 Steuer-Nr: 103/5753/3212 www.ps-handel.com
40625 Disseldorf USt-1d: DE332844604 Email: info@ps-Handel.com
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