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I Clinical validation time

This clinical evaluation was conducted from July 2020 to Aug 14th,2020.

IIBackground 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.

II. 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.

IV. Test design
1. Test plan selection and reasons
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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
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: Meets 2 of the following 3 criteria, it is inclusion into positive sample
group:

Antibody test is positive;

PCR Test is positive;

CT test results and symptoms are clinically positive;

Positive group exclusion:

Samples only Meet 1 of the 3 criteria of inclusion; it is exclusion out of positive sample group.
Negative inclusion: Meets 3 of the following 4 criteria, it is inclusion into negative sample

group:

Antibody test is negative;

PCR test is negative;

CT test results and symptoms are clinically negative;

No history of novel coronavirus exposure within 14 day.

Negative exclusion: ‘

Any sample that does not meet the inclusion criteria is excluded out of the negative group.

4. Sample collection, processing and storage

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

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 nasal basin for more accurate results.

5. 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

LOT: 202007046
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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: 2019-nCoV nucleic acid test kit (RT-PCR)
Manufacturer: Shanghai ZJ Bio-Tech Co.,Ltd.

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.

VI. Statistical methods of statistical analysis of clinical research data

File No. MF-GICT-0031
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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, 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.

VIl 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%.

Method 2019-nCoV nucleic acid | Total Results

File No. MF-GICT-0031
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test kit (RT-PCR)
Ths Novel Coronavirus Result positive negative
(SARS-Cov-2) Antigen Rapid positive A B A+B
Test 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:

Method 2019-nC.30V nucleic acid
test kit (RT-PCR) Total Restilts
R I g .

The Novel Coronavirus or pusitive negative

(SARS-Cov-2) Antigen Rapid positive A B A+B
Test Cassette(Swab) :
negative C D C+D
Total Results A+C B+D A+B+C+D

Po- (A+D)/(A+B+C+D)*100%
e=((A+B)(A+C) +(A+B)(B+D)) /(A+B+C+D)?

Kappa:( Po - Pe)/(1-pe)
If conducting Kappa consistency analysis for the base data above, high consistency can
be judged if the Kappa coefficient is >0.8,and both systems are considered as equivalent.
Consistency is considered if 0.4<Kappa coefficient <0.8, and the coincidence rate of
positive/negative shall be compared, with statistical analysis being made. Two such
systems are considered as inconsistent and in-equivalent if the Kappa coefficient is <0.4.

VIl Provisions for amendments to clinical validation

In general, the clinical validation should not be changed. Any modification to the project
during the test should be explained, and the time,reason,process of change, and whether
there is a record of the change are explained in detail and its impact on the evaluation of
the entire research result is explained.
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IX. Results and Analysis of Clinical Tests

In total, 232 test samples are included for the unit and all test samples included are tested.
Statistics on test results and those of the product tested are as follows:

Method 2019-nCoV Nucleic
. Acid Test Kit (RT-PCR) | 1o Resut
The Novel Coronavirus Results Positive Negative
(SARS-Cov-2) Antigen Rapid Positive 27 0 27
Test Cassette(Swab
( ) Negative 5 200 205
Total Results 32 200 232

Clinical sensitivity = 27/32=84.38%(67.77% 10 93.61%)

Clinical specificity = 200/200=100%(97.73% to 100%)

Accuracy: (27+200)/(27+0+5+200)*100%=97.84%(94.91% to 99.22%)
Pe=(27*32+27*200)/(232*232)=0.17

Kappa:( Po - Pe)/(1-pe) =0.97

According to the above table,200 are proven negative of 200 negative specimens, 27 are
proven positive of 32 positive specimens. The sensitivity and accuracy are more than 90%,
indicating favorable consistency with the reference product. The Kappa=0.97 >

0.8,indicating favorable and high consistency of two methods and equivalence of two such
systems.

X Analysis on Inconsistency in Test Results

Novel Coronavirus . .

) ] 2019-nCoV nucleic acid Clinical

NO. | Age Sex Antigen Rapid ) . )
test kit (RT-PCR) diagnostic
Test Cassette (swab)

209 | 23 F Negative Positive (N and E gene) Infection 37 days
210 14 M Negative Positive (RdRP and N gene) Infection 17 days
216 44 M Negative Positive (RdRP gene) Infection 18 days
218 33 F Negative Positive (N gene) Infection 41 days
229 | 20 M Negative Positive (N gene) Infection 27 days

XI Discussion and Conclusions

1.discussion

A Results of comparative analysis of the product tested and the reference product:

Test results of Swab specimen tested and the reference result: both the coincidence rate
of negative/positive and the total coincidence rate are larger than 85%, indicating
favorable consistency with the reference product. In the analysis results of Kappa

inspection, Kappa was proven >0.8, indicating favorable and high consistency of both
methods. Both systems were proven equivalent.
2.Test conclusions

By analyzing the test results of the product tested and the reference product, the

consistency percentage of negative/positive and the total consistency percentage are

File No. MF-GICT-0031
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proven high. Moreover, according to the results of statistical analysis, there is no
remarkable difference in test results of both, indicating favorable consistency in diagnosis
and equivalence of two such systems and can be used for auxiliary diagnosis of those
suffering from pneumonia triggered by COVID-19.

X. Quality control methods

On-site quality control

1) During the course of this study, clinical implementors appointed clinical inspectors to
conduct regular on-site supervision visits to the research hospital. Through monitoring
visits, it was found that all the contents of the research plan were strictly observed, and
the correctness of the research data was also guaranteed. Participating researchers have
undergone unified training, unified recording methods and judgment standards. The entire
clinical trial process is conducted under strict operation, and the test content is complete
and authentic. All observations and findings in the clinical trials have been verified and the
data are reliable. The conclusions in the clinical trials are derived from the original data.
2) Quality control of clinical experiment process

During the evaluation, quality control was performed daily to ensure that the product was
under control. Strict quality control is performed for each trial to ensure the quality of
clinical trials.

Xl. 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 2: Data of Clinical Tests

Novel Corona.vi rus (S.ARS'COV-Z) 2019-nCoV nucleic acid test
NO. Age Sex Antigen Rapid ;
kit (RT-PCR)
Test Cassette (swab)
1 21 M Negative Negative (Ct/Cq) >43
2 24 M Negative Negative (Ct/Cq) >43
3 29 F Negative Negative (Ct/Cq) >43
4 58 F Negative Negative(Ct/Cq) >43
5 14 M Negative Negative(Ct/Cq) >43
6 21 M Negative Negative(Ct/Cq) >43
7 23 M Negative Negative (Ct/Cq) >43
8 15 M Negative Negative(Ct/Cq) >43
9 42 F Negative Negative(Ct/Cq) >43
10 83 M Negative Negative(Ct/Cq) >43
11 54 M Negative Negative(Ct/Cq) >43
12 86 F Negative Negative(Ct/Cq) >43
13 54 M Negative Negative(Ct/Cq) >43
14 30 F Negative Negative (Ct/Cq) >43
15 68 M Negative Negative(Ct/Cq) >43
16 64 M Negative Negative(Ct/Cq) >43
17 67 F Negative Negative(Ct/Cq) >43
18 30 M Negative Negative(Ct/Cq) >43
19 30 F Negative Negative(Ct/Cq) >43
20 23 M Negative Negative(Ct/Cq) >43
21 55 M Negative Negative(Ct/Cq) >43
22 65 M Negative Negative(Ct/Cq) >43
23 75 M Negative Negative(Ct/Cq) >43
24 56 F Negative Negative(Ct/Cq) >43
25 66 M Negative Negative(Ct/Cq) >43
26 22 M Negative Negative (Ct/Cq) >43
27 56 F Negative Negative(Ct/Cq) >43
28 31 M Negative Negative(Ct/Cq) >43
29 30 F Negative Negative(Ct/Cq) >43
30 70 M Negative Negative(Ct/Cq) >43
31 87 F Negative Negative(Ct/Cq) >43
32 35 F Negative Negative (Ct/Cq) >43
33 61 M Negative Negative(Ct/Cq) >43
File No. MF-GICT-0031
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34 31 M Negative Negative(Ct/Cq) >43
35 21 M Negative Negative(Ct/Cq) >43
36 92 M Negative Negative(Ct/Cq) >43
37 29 M Negative Negative (Ct/Cq) >43
38 28 F Negative Negative (Ct/Cq) >43
39 18 M Negative Negative(Ct/Cq) >43
40 29 F Negative Negative (Ct/Cq) >43
4] 52 F Negative Negative (Ct/Cq) >43
42 62 M Negative Negative (Ct/Cq) >43
43 57 F Negative Negative (Ct/Cq) >43
44 55 F Negative Negative(Ct/Cq) >43
45 73 M Negative Negative (Ct/Cq) >43
46 62 M Negative Negative (Ct/Cq) >43
47 64 M Negative Negative(Ct/Cq) >43
48 74 M Negative Negative(Ct/Cq) >43
49 26 M Negative Negative (Ct/Cq) >43
50 51 F Negative Negative(Ct/Cq) >43
51 50 M Negative Negative (Ct/Cq) >43
52 16 F Negative Negative (Ct/Cq) >43
53 59 M Negative Negative(Ct/Cq) >43
54 14 F Negative Negative (Ct/Cq) >43
55 29 M Negative Negative (Ct/Cq) >43
56 39 M Negative Negative(Ct/Cq) >43
57 61 M Negative Negative (Ct/Cq) >43
58 62 F Negative Negative(Ct/Cq) >43
59 70 M Negative Negative(Ct/Cq) >43
60 57 M Negative Negative(Ct/Cq) >43
61 26 M Negative Negative(Ct/Cq) >43
62 72 M Negative Negative (Ct/Cq) >43
63 16 M Negative Negative (Ct/Cq) >43
64 23 M Negative Negative (Ct/Cq) >43
65 53 F Negative Negative(Ct/Cq) >43
66 55 M Negative Negative(Ct/Cq) >43
67 32 M Negative Negative (Ct/Cq) >43
68 77 M Negative Negative(Ct/Cq) >43
69 21 M Negative Negative(Ct/Cq) >43
70 39 M Negative Negative(Ct/Cq) >43
71 11 F Negative Negative(Ct/Cq) >43
72 25 M Negative Negative (Ct/Cq) >43
File No. MF-GICT-003 1
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73 27 M Negative Negative (Ct/Cq) >43
74 40 M Negative Negative(Ct/Cq) >43
75 24 M Negative Negative (Ct/Cq) >43
76 36 F Negative Negative(Ct/Cq) >43
77 81 M Negative Negative (Ct/Cq) >43
78 16 F Negative Negative(Ct/Cq) >43
79 86 F Negative Negative(Ct/Cq) >43
80 31 F Negative Negative(Ct/Cq) >43
81 60 M Negative Negative(Ct/Cq) >43
82 35 M Negative Negative(Ct/Cq) >43
83 69 F Negative Negative (Ct/Cq) >43
84 29 M Negative Negative(Ct/Cq) >43
85 24 M Negative Negative (Ct/Cq) >43
86 27 F Negative Negative(Ct/Cq) >43
87 50 M Negative Negative(Ct/Cq) >43
88 38 F Negative Negative(Ct/Cq) >43
89 25 F Negative Negative(Ct/Cq) >43
90 53 F Negative Negative(Ct/Cq) >43
91 15 M Negative Negative(Ct/Cq) >43
92 18 M Negative Negative(Ct/Cq) >43
93 Negative Negative (Ct/Cq) >43
94 18 M Negative Negative (Ct/Cq) >43
95 33 F Negative Negative(Ct/Cq) >43
96 68 M Negative Negative(Ct/Cq) >43
97 31 M Negative Negative(Ct/Cq) >43
98 55 F Negative Negative(Ct/Cq) >43
99 46 M Negative Negative(Ct/Cq) >43
100 71 M Negative Negative(Ct/Cq) >43
101 24 F Negative Negative(Ct/Cq) >43
102 51 M Negative Negative(Ct/Cq) >43
103 43 M Negative Negative(Ct/Cq) >43
104 80 M Negative Negative(Ct/Cq) >43
105 71 F Negative Negative (Ct/Cq) >43
106 49 M Negative Negative(Ct/Cq) >43
107 64 M Negative Negative(Ct/Cq) >43
108 54 M Negative Negative(Ct/Cq) >43
109 23 M Negative Negative(Ct/Cq) >43
110 52 F Negative Negative(Ct/Cq) >43
111 32 M Negative Negative(Ct/Cq) >43
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112 19 M Negative Negative(Ct/Cq) >43
113 16 F Negative Negative (Ct/Cq) >43
114 23 M Negative Negative (Ct/Cq) >43
115 51 F Negative Negative(Ct/Cq) >43
116 25 M Negative Negative(Ct/Cq) >43
117 77 F Negative Negative(Ct/Cq) >43
118 22 M Negative Negative(Ct/Cq) >43
119 57 M Negative Negative(Ct/Cq) >43
120 18 M Negative Negative(Ct/Cq) >43
121 61 M Negative Negative (Ct/Cq) >43
122 30 M Negative Negative (Ct/Cq) >43
123 64 M Negative Negative (Ct/Cq) >43
124 57 M Negative Negative (Ct/Cq) >43
125 71 M Negative Negative(Ct/Cq) >43
126 31 M Negative Negative (Ct/Cq) >43
127 50 M Negative Negative(Ct/Cq) >43
128 58 M Negative Negative (Ct/Cq) >43
129 25 M Negative Negative(Ct/Cq) >43
130 75 M Negative Negative(Ct/Cq) >43
131 52 F Negative Negative(Ct/Cq) >43
132 46 M Negative Negative(Ct/Cq) >43
133 16 M Negative Negative(Ct/Cq) >43
134 28 M Negative Negative (Ct/Cq) >43
135 76 M Negative Negative (Ct/Cq) >43
136 13 F Negative Negative(Ct/Cq) >43
137 45 M Negative Negative (Ct/Cq) >43
138 38 M Negative Negative(Ct/Cq) >43
139 49 M Negative Negative(Ct/Cq) >43
140 16 M Negative Negative(Ct/Cq) >43
141 70 M Negative Negative(Ct/Cq) >43
142 33 M Negative Negative(Ct/Cq) >43
143 54 F Negative Negative (Ct/Cq) >43
144 66 M Negative Negative (Ct/Cq) >43
145 46 M Negative Negative(Ct/Cq) >43
146 40 M Negative Negative (Ct/Cq) >43
147 25 M Negative Negative (Ct/Cq) >43
148 20 M Negative Negative (Ct/Cq) >43
149 9 M Negative Negative (Ct/Cq) >43
150 32 M Negative Negative(Ct/Cq) >43
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151 15 M Negative Negative(Ct/Cq) >43
152 25 F Negative Negative(Ct/Cq) >43
153 44 M Negative Negative(Ct/Cq) >43
154 96 M Negative Negative (Ct/Cq) >43
155 31 M Negative Negative(Ct/Cq) >43
156 28 M Negative Negative(Ct/Cq) >43
157 30 F Negative Negative(Ct/Cq) >43
158 51 M Negative Negative(Ct/Cq) >43
159 9 M Negative Negative(Ct/Cq) >43
160 46 M Negative Negative(Ct/Cq) >43
161 56 M Negative Negative(Ct/Cq) >43
162 33 M Negative Negative (Ct/Cq) >43
163 15 F Negative Negative (Ct/Cq) >43
164 25 M Negative Negative(Ct/Cq) >43
165 52 F Negative Negative(Ct/Cq) >43
166 31 F Negative Negative (Ct/Cq) >43
167 57 M Negative Negative(Ct/Cq) >43
168 31 M Negative Negative(Ct/Cq) >43
169 57 F Negative Negative(Ct/Cq) >43
170 22 ] Negative Negative (Ct/Cq) >43
171 35 M Negative Negative(Ct/Cq) >43
172 74 M Negative Negative (Ct/Cq) >43
173 51 M Negative Negative(Ct/Cq) >43
174 59 M Negative Negative(Ct/Cq) >43
175 56 M Negative Negative (Ct/Cq) >43
176 47 M Negative Negative (Ct/Cq) >43
177 50 M Negative Negative(Ct/Cq) >43
178 57 F Negative Negative(Ct/Cq) >43
179 32 M Negative Negative(Ct/Cq) >43
180 56 M Negative Negative (Ct/Cq) >43
181 65 M Negative Negative(Ct/Cq) >43
182 78 M Negative Negative(Ct/Cq) >43
183 29 M Negative Negative(Ct/Cq) >43
184 50 F Negative Negative(Ct/Cq) >43
185 F Negative Negative (C1/Cq) >43
186 6 M Negative Negative(Ct/Cq) >43
187 19 F Negative Negative (Ct/Cq) >43
188 27 M Negative Negative(Ct/Cq) >43
189 59 M Negative Negative (Ct/Cq) >43
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Negative (Ct/Cq) >43

190 59 M Negative
191 35 F Negative Negative (Ct/Cq) >43
192 6 M Negative Negative (Ct/Cq) >43
193 68 M Negative Negative(Ct/Cq) >43
194 69 F Negative Negative (Ct/Cq) >43
195 55 M Negative Negative (Ct/Cq) >43
196 2 F Negative Negative (Ct/Cq) >43
197 70 M Negative Negative(Ct/Cq) >43
198 81 M Negative Negative(Ct/Cq) >43
199 76 M Negative Negative (Ct/Cq) >43
200 22 M Negative Negative (Ct/Cq) >43
201 49 F Positive Positive (RdRP and N gene)
202 32 F Positive Positive (RdRP and N gene)
203 31 F Positive Positive (RdRP and N gene)
204 32 F Positive Positive (RdRP and N gene)
205 21 F Positive Positive (RdRP and N gene)
206 51 M Positive Positive (RARP and N gene)
207 22 F Positive Positive (RdRP and N gene)
208 46 F Positive Positive (RdRP and N gene)
209 23 F Negative Positive (N and E gene)
210 14 M Negative Positive (RdRP and N gene)
211 42 M Positive Positive (RdRP and N gene)
212 51 M Positive Positive (RdRP and N gene)
213 80 M Positive Positive (RdRP and N gene)
214 39 F Positive Positive (RdRP and N gene)
215 67 M Positive Positive (RJRP and N gene)
216 44 M Negative Positive (RdRP gene)
217 26 F Positive Positive (RdRP and N gene)
218 33 F Negative Positive (N gene)
219 38 F Positive Positive (RdRP and N gene)
220 36 F Positive Positive (RdRP and N gene)
221 3 F Positive Positive (RdRP and N gene)
222 35 F Positive Positive (RdRP and N gene)
223 23 F Positive Positive (RdRP and N gene)
224 43 M Positive Positive (RdRP and N gene)
225 13 F Positive Positive (RdRP and N gene)
226 46 F Positive Positive (RdRP and N gene)
227 55 F Positive Positive (RdRP and N gene)
228 22 E Positive Positive (RdRP and N gene)
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229 20 M Negative Positive (N gene)

230 42 M Positive Positive (RdRP and N gene)
231 56 F Positive Positive (RdRP and N gene)
232 56 M Positive Positive (RdRP and N gene)
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Sprava o klinickom overeni

kazety pre rychly test antigénu na
novy koronavirus (SARS-Cov-2)
(tampon)

Nazov produktu:  Kazeta pre rychly test
antigénu na novy koronavirus (SARS-Cov-2)
(tampon)

Package Specification: 25 testov/suprava
Vyrobca:Hangzhou Realy Tech Col. Ltd
Overilo: Shanghai klinické zdravotné stredisko

Xuzhou nemocnica infekénych chorob
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I Cas klinického overenia

Toto klinické hodnotenie sa uskutoénilo od jula 2020 do 14. augusta 2020.

Il Podkladové informacie pre klinické hodnotenie

Od decembra 2019 svet postupne objavil niekolko pripadov pacientov s koronavirusovou
pneumdniou nového typu. Epidémia sa rozsirila v Cine aj zahrani¢i. Ako akutne respiracné
infekéné ochorenie bolo toto ochorenie zahrnuté do infek&nych choréb triedy B stanovenych v
zakone Cinskej fudovej republiky o prevencii a kontrole infek&nych choréb a je lietena ako
infekéné ochorenie triedy A. Na z&klade sutasného epidemiologického vysetrenia je &as
inkubacie 1 — 14 dnl, v&&3inou 3 - 7 dnl.

Hlavnymi prejavmi su horagka, suchy kasel a unava. U niekolkych pacientov sa vyskytuju
priznaky ako upchatie nosa, nadcha, bolest hrdla, myalgia a hnadka. Zavazni pacienti maju
zvycajne dyspnoe a/alebo hypoxémiu jeden tyZdefn po objaveni sa priznakov a u z&vaznych
pacientov sa méze rychlo vyvinit' syndrém akutnej respiraénej tiesne, septicky $ok, tazko
napravitelna metabolickad acidéza, koagulaéna dysfunkcia a funkéné zlyhanie viacerych
organov atd. Stoji za zmienku, Ze u tazko chorych a kriticky chorych pacientov méze déjst k
miernej az nizkej horucke, a to aj bez zjavnej horagky.

Mierni pacienti vykazovali iba nizku hori&ku, miernu Gnavu a Ziaden zapal pltic. Podra
sUcasnych pripadov mé vagsina pacientov dobrii prognézu a niekofko pacientov je kriticky
chorych. Starsi ludia a pacienti s chronickym zakladnym ochorenim maju lepSiu prognézu.
Priznaky u deti st pomerne mierne.

Kazeta pre rychly test antigénu na novy koronavirus (SARS-Cov-2) (tampén) vyvinuta nasou
spolo¢nostou méze pomdct diagnostikovat, & st pacienti infikovani novym koronavirusom.
Dalej obohatila detek&né metédy nového koronavirusu, rozsirila ponuku detek&nych ¢inidiel a
pine sluzi potrebdm prevencie a kontroly epidémie.

lil. Ugely testovania

Na overenie uskutognitefnosti klinického hodnotenia a sporfahlivosti vysledkov testov pre &inske
subjekty sa pouZila nova kazeta pre rychly test antigénu na novy koronavirus (SARS-Cov-2)
(tampén) vyrobena spolonostou Hangzhou Realy Technology Co., Ltd.

l'JCe]om vyskumu klinického testu je vypogitat percento konzistencie negativneho /
pgzutlvneho a celkového percenta konzistencie a Kappa koeficientu &tatistickou analyzou
vysledkov testu prostrednictvom komparativneho experimentaineho vyskumu.

IV. Dizajn testu

1. Vyber planu testu a dévody

Suabor & MF-GICT-0031
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Diagnostické ¢inidla in vitro na testovanie a referenéné ¢&inidla sa pouzili na vykonanie
porovnavacich vyskumnych testov na klinicky podozrivych vzorkach z nazofaryngealneho
vyteru z nového koronavirusu. Bolo dokazané, Ze diagnostické ¢inidla in vitro pouZité v teste
mozu dosiahnut ofakavanu pomoc pri infikovani nového koronavirusu.

2. Pozadovany objem vzorky

Celkovy pocet klinickych pokusov s tymto produktom nie je niz&l ako 100 pripadov. Podla
vysledkov testu referenéného produktu sa vzorky klasifikuji do pozitivnej skupiny a negativnej
skupiny. Medzitym sa vzorky testuju pomocou kvalitativneho testovacieho pruzku, ktory sa
testuje, a referenénym produktom od toho istého pacienta, potom sa vysledky testu testovaného
produktu a referenéného produktu porovnaju so $tatistickou analyzou.

3. Osvedcenie o zaradeni / vylugeni vzorky.

Pozitivna skupina a negativna skupina v tomto experimente st pouzitelné pre nasledujuce
kritéria zahrnutia / vyliéenia

Zaradenie do pozitivnej skupiny: Spinenie 2 z nasledujucich 3 kritérii, znamena zaradenie do
skupiny pozitivnych vzoriek:

- Test na protilatky je pozitivny;

-  PCR test je pozitivny; .

- Vysledky a priznaky CT testu su klinicky pozitivne;
Vylaéenie z pozitivnej skupiny:
Vzorky spffiaju iba 1 z 3 kritérif zaradenia; ide o vylu&enie z pozitivnej skupiny vzoriek.
Negativna inkldzia: Splnenie 3 z nasledujlcich 4 kritéril, znamena zaradenie do skupiny
negativnych vzoriek:

- Test na protilatky je negativny;

- Test PCR je negativny;

- Vysledky a priznaky CT testu su klinicky negativne;

- Ziadna histéria expozicie novému koronavirusu do 14 dni.
Negativne vyluéenie:
Akakolvek vzorka, ktora nespliia kritéria na zaradenie, je vyli&ena z negativnej skupiny.

4. Odber, spracovanie a skladovanie vzoriek

Odber vzoriek: Je pouzZitelny na diagnostiku nového korinavirusu zo vzoriek nazalnych vyterov
alebo nazalnych aspiratov. Na zabezpelenie optimalneho vykonu testu pouzivajte &erstvo
odobraté vzorky. Nedostato¢ny odber vzoriek alebo nespravne zaobchadzanie so vzorkami
mozu viest k faloSne negativnemu vysledku.

Kompletne vioZte sterilizovany tampon dodavany v tejto siprave do nosovej panvy a
niekoflkokrat urobte vyter na odber epidermalnych buniek hlienu. Pre presnejsie vysledky sa
odporu&a odobrat vzorku z nosnej panvy.

5. Diagnostické &inidla in vitro a referenéné produkty na testovanie
5.1 Testujte diagnostické &inidl4 in vitro

Nazov: Kazeta pre rychly test antigénu na novy koronavirus (tampén)
Specifikacia: 25 testov / suprava

SARZA: 202007046
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Vypréanie platnosti: jun 2022 (predbezne)

Podmienky skladovania: Skiadujte na suchom mieste pri teplote 2-30°C, chranené pred
svetlom. Po otvoreni vnutorného obalu, testovacia karta stratl platnost v désledku absorpcie
vihkosti. Prosim pouzZite do 1 hodiny.

Zdroj: Hangzhou Realy Tech Co., Ltd.

5.2 Referenéné produkty

Nazov: Testovacia stprava nukleovych kyselin 2019-nCoV (RT-PCR)

Vyrobca: Shanghai ZJ Bio-Tech Co., Ltd.

Podmienky skladovania: Skladujte na suchom mieste pri teplote 2-8°C, chranené pred
svetlom.

V. Experimentalna metdda

1. Ziskajte vzorky sterov od pacientov v pozitivnej a negativnej skupine. ‘

2. Predbezne spracujte vzorky steru podrfa pokynov v kazete pre rychly test antigénu na novy
koronavirus (tampén) a vzorky ndhodne oznadte.

2.1 Do extrakénej skumavky pridajte 10 kvapiek (asi 0,3 ml) pufra na extrakciu vzorky.

2.2 Vlozte tampon do antigénového pufra SARS-Cov-2. Ota&ajte tampénom

priblizne 10 sekund, zatial &o tladite hlavu proti vnutornej strane trubice na

uvolnite antigénu v tampéne.

2.3 Vyberte tampén a suéasne stla¢ajte hlavu tampénu proti vnutornej ¢asti pufra

ked ho vyberate, aby ste z tamp6nu vytlacili &o najviac tekutiny. Zlikvidujte tampén

v sulade s vasim protokolom o znegkodiiovani biologického odpadu.

2.4 Zaskrutkuijte a utiahnite uzaver na skimavku na odber vzoriek a potom s fiou potraste
dokladne premiesajte vzorku a pufer. Umiestnite testovaciu pomécku na &isty a rovny povrch.
3. Kroky diagnostickych reagencil in vitro na vykonanie testu st nasledujtice.

Podrobnosti najdete v navode na pouzitie produktu:

3.1 vyberte skusobnu vzorku a pozadované &inidla z podmienok skladovania a

ekvilibrujte na izbovu teplotu (15-30 ° C). :
3.2 Pri priprave na testovanie otvorte hlinfkové vrecko. Vyberte testovaciu kartu a polozte ju
naplocho na vodorovny stél.

3.3 Oznadte ¢&islo vzorky na testovacej karte.

3.4 Pridajte 3 kvapky roztoku (priblizne 80 ul) do jamky na vzorku a potom spustite ¢asovaé.
3.5 Potitanie ¢asu a vysledky interpretujte do 10 minat.

Poznamka: Kroky detekcie je potrebné dokon&it v ramci ochrany pred infekciou:

VI. Statistické metody Statistickej analyzy tidajov z klinického vyskumu
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A Metédy hodnotenia klinického vykonu

To, &i rézne indexy méZu dosiahnut Standardy klinického hodnotenia, sa posudi vypodtom
percenta konzistencie negativneho / pozitivneho a celkového percenta konzistencie vo
vysledkoch testu testovaného produktu a referenéného produktu, aby sa overila presnost a
pouzitefnost’ produktu v klinickej praxi. Testovany vyrobok musi byt podrobeny skiskam na
vzorke réznych typov so $tatistikou vysledkov. Medzitym budu rézne typy vzoriek subjektov
predmetom synchrénne testovaného produktu a potom budt porovnané vysledky determinacie
oboch. Zaznamenané vysledky testov budi po dokon&eni stanovenia vSetkych klinickych
vzoriek predmetom Statistickej analyzy, na vypo&et percenta konzistencie negativneho /

pozitivneho a celkového percenta konzistencie. Potom sa vyhodnoti rovhocennost oboch podfa
tychto Statistickych indexov

B Statisticka met6éda

Vyrobky uvedené na trh budu predmetom porovnavacej Studie a vyhodnotenia. Kontrola Kappa:
kazda vzorka sa testuje s testovanym produktom, respektive s referenénym produktom a potom

sa porovnava konzistencia statistickych vysledkov tychto dvoch - kontrolnych met6d
prostrednictvom Kappa kontroly.

Udaje musia byt podrobené Kappa kontrole a analyze a musi sa vypocitat Kappa koeficient.
Priazniva konzistencia sa d4 preukazat, ak je Kappa > 0,8. Konzistencia vysledkov testu
testovaného produktu a referenéného produktu sa hodnoti podra hodnotiacich $tandardov.

VIl Normy klinického hodnotenia

Miera zhody sa vypogita porovnanim s referenénym produktom, ktorého marketing je schvaleny.
Vykonnost vyrobku musi spliiat nasledujuce pozZiadavky.

1) Miera koincidencie negativna: vzorka, ktorej vysledky testu su negativne pre testovany

produkt aj pre referen&ny produkt, a podiel vo vzorke, ktorej vysledky testu su negativne pre
referenény produkt, je viac ako 95%.

2) Miera koincidencie pozitivna: vzorka, ktorej vysledky testu st pozitivne pre testovany produkt,

ako aj pre referenény produkt, a podiel vo vzorke, ktorej vysledky testu st pozitivne pre
referenény produkt, bude viac ako 85%.

3) Celkova miera koincidencie: vzorka, ktorej vysledky skusky su pre testovany vyrobok

rovnake, a referen¢ny produkt a jeho podiel na celkovom pocte vzoriek musi byt viac ako
90%.

Metéda 2019-nCoV nukleové kyselina Celkové vysledky
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Testovacia stprava

(RT-PCR)
Vysledok pozitivny negativny
Kazeta pre rychly test antigénu na
novy koronavirus (SARS-Cov-2) pozitivny A B A+B
(tampén)
negativny Cc D C+D
Celkové vysledky A+C B+D A+B+C+D

Klinicka senzitivita =A/(A+C)*100%
Klinicka $pecificita = D/(B+D)*100%
Presnost: (A+D)/(A+B+C+D)*100%

Ak miera pozitivnej / negativnej zhody dokaze spinit klinické poziadavky, za rovnocenné sa

povazuju dve metody alebo produkty; Ak je miera pozitivity / negativity velmi rozdielna, mala by
sa prepracovat’ klinicka schéma.

4) Na $tatisticku analyzu referengnych &inidiel sa pouzije analyza konzistencie Kappa.

Vysledky testovaného produktu su &tatistické materialy a mézu byt uvedené v nasledujucej
taburke:

2019-nCoV suUprava na
Metoda testovanie nukleovych  |seikove
kyselin (RT-PCR)

vysledky
Vysledok pozitivny negativny
Kazeta pre rychly test antigénu na
novy koronavirus (SARS-Cov-2) pozitivny A B A+B
(tampén)
negativny C D C+D
Celkové vysledky A+C B+D A+B+C+D

Po= (A+D)/(A+B+C+D)*100%

Pe=((A+B)(A+C) +(A+B)(B+D)) /(A+B+C+D)?

Kappa:( Po- Pe)/(1-pe)
Ak sa vykonava analyza konzistencie Kappa pre vysSie uvedené zakladné udaje, je mozné
posudit vysoku konzistenciu, ak je koeficient Kappa > 0,8 a obidva systémy sa povazuju za
rovnocenné. Konzistencia sa berie do Uvahy, ak sa porovna 0,4 <koeficient Kappa <0,8, a

miera zhody pozitivneho / negativneho a vykona sa $tatisticka analyza. Dva takéto systemy
$a povaZuju za nekonzistentné a ekvivalentné, ak je koeficient Kappa <0,4.

VIl Ustanovenia o zmenach a dopineniach klinickej validacie

V&eobecne by sa klinicka validacia nemala menit. Mala by sa vysvetlit akakolvek Uprava projektu

potas testu_ a podrobne sa vysvetli &as, ddvod, proces zmeny a &i existuje zaznam o zmene a
vysvetli sa jej vplyv na vyhodnotenie celého vysledku vyskumu.
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IX. Vysledky a analyza klinickych testov

Celkovo je pre jednotku zahrnutych 232 testovacich vzoriek a testované su vsetky zahrnute
testovacie vzorky. Nasleduju Statistické Udaje o vysledkoch testu a Statistike testovaného
produktu: ;

2019-nCoV suprava na ,
Metoda testovanie nukleovych I
kyselin (RT-PCR)  [Cokove

vysledky
. Vysledky Pozitivny Negativny
Kazeta pre rychly test antigénu na
novy koronavirus (SARS-Cov-2) Pozitivny 27 0 27
(tamp6n)
Negativny 5 200 205
Celkove vysledky 32 200 232

Klinicka senzitivita = 27/32=84.38%(67.77% to 93.61%)

Klinicka $pecificita = 200/200=100%(97.73% to 100%)

Presnost: (27+200)/(27+0+5+200)*100%=97.84%(94.91% to 99.22%)
Pe=(27*32+27*200)/(232*232)=0.17

Kappa:( Po- Pe)/(1 -pe) =0.97

Podfa vyssie uvedenej tabulky je 200 preukazanych negativnych z 200 negativnych vzoriek,
27 preukdzanych pozitivnych z 32 pozitivnych vzoriek. Citlivost a presnost su viac ako 90%,
¢o naznatuje priaznivi zhodu s referenénym produktom. Kappa = 0,97 > 0,8, ¢o naznatuje
priaznivi a vysoku konzistenciu dvoch metéd a ekvivalenciu dvoch takychto systémov.

X Analyza nekonzistentnosti vo vysledkoch testu

Kazeta pre rychly test 2019-nCoV suprava na Klinicky
¢ | Vek [Pohlavie antigénu na novy ' |testovanie nukleovych kyselin

koronavirus (tampén) } (RT-PCR) diagnosticky
209 23 Z Negativny Pozitivny (Na E gén) Infekcia 37 dni
210 14 M Negativny Pozitivny (RARP a N gén) Infekcia 17 dnl
216 44 M Negativny Pozitivny (RARP gén') Infekcia 18 dni
218 33 z Negativny Pozitivny (N gén) Infekcia 41 dni
229 20 M Negativny Pozitivny (N ‘gén) Infekcia 27 dni

Xl Diskusia a zavery
1. Diskusia

A Vysledky porovnavacej analyzy testovaného produktu a referenéného produktu:
Vysledky skusky testovanych vzoriek a referenény vysledok: miera zhody

negativny / pozitivny a celkova miera zhody je vy$sia ako 85%, ¢o naznaduje

priazniva zhoda s referenénym produktom. Vo vysledkoch analyzy Kappa
inSpekcia bola Kappa preukazana> 0,8, ¢o naznacuje priaznivl a vysokl konzistenciu oboch
metody. Ukazalo sa, Ze oba systémy su rovnocenné.

2, Zavery testov

Analyzou vysledkov testu testovaného produktu a referen&ného produktu sa preukazalo vysoké
percento konzistencie negativneho / pozitivneho a celkového percenta konzistencie.
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Podrla vysledkov Statistickej analyzy navyse neexistuje znac¢ny rozdiel vo vysledkoch testov
oboch, €o naznaluje priaznivi konzistenciu v diagnostike a ekvivalenciu dvoch takychto

systémov a je mozné ich pouzit na pomocnu diagnostiku u pacientov trpiacich na zapal pltc
vyvolany COVID-19.

X. Metédy kontroly kvality
Kontrola kvality na mieste

V priebehu tejto tudie klinick! realizatori vymenovali klinickych in&pektorov, aby vykonavali
pravidelné inSpekéné navitevy na mieste vo vyskumnej nemocnici. Monitorovacimi
navstevami sa zistilo, Ze bol dosledne dodrZany v8etok obsah vyskumného planu a bola tiez
zarutena spravnost adajov z vyskumu. Zugastneni vedci predli jednotnym $kolenim,
jednotnymi metédami zaznamenavania a tandardmi usudku. Cely proces klinického skusania
prebieha za prisnych podmienok a obsah testu je Uplny a pravy. Vsetky pozorovania a nalezy

z Klinickych $tudii boli overené a Udaje su spofahlivé. Zavery z klinickych &tudif su odvodené z
pbvodnych tdajov.

2) Kontrola kvality procesu klinickych pokusov
Pocas hodnotenia sa kazdy defi vykonavala kontrola kvality, aby sa zaistilo, Ze je produkt pod

kontrolou. U kazdého pokusu sa vykonava prisna kontrola kvality, aby sa zabezpecila kvalita
klinickych pokusov.

Xl. Predikcia neziaducich udalosti

PretoZe kazeta pre rychly test antigénu na novy koronavirus (SARS-Cov-2) (tampon) je produktom
diagnostickej reagencie in vitro, v klinickych $tudiach sa nevyZaduje priamy kontakt s pacientmi,
pacientom sa neposkytuje Ziadna sprava o teste a vysledky testu sa pouzivaju iba na porovnavacie
studie. Zahffia ochornu osobnych Udajov, nesluzi ako zaklad pre pomocnu diagnostiku, neprinasa
subjektu Ziadne rizika a nespésobuje neziaduce udalosti.

Referencie:

1. .Body technickej kontroly registracie novych koronavirusovych antigénov / protilatok na detekciu

protilatok v roku 2019 (skusobna verzia)* vydané Centrom technického hodnotenia zdravotnickych
pomécok Statneho dradu pre kontrolu lie€iv 25. februara 2020.

2. ,Program diagnostiky a lietby pneumonitidy pre novu infekciu koronavirusmi (skusobna verzia 7)"
vydany Narodnym zdravotnickym vyborom 19. februara 2020.
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Priloha 2: Data klinickych testov

¢ Vek | Pohlavie Kaﬁi:irf;jﬁg'}'g’;gg‘_gg\‘/‘%??;ﬂ‘:&:‘)’vy testgg;?ﬁgfrs%ggggﬁak;:enn

1 21 M Negativny Negativny(Ct/Cq) >43

2 24 M Negativny Negativny(Ct/Cq) >43

3 29 z Negativny Negativny(Ct/Cq) >43

4 58 z Negativny Negativny(Ct/Cq) >43

5 14 M Negativny Negativny(Ct/Cq) >43

6 21 M Negativny Negativny(Ct/Cq) >43 |
7 23 M Negativny Negativny(CtCq) >43 |
8 15 M Negativny Negativny(Ct/Cq) >43

9 42 Z Negativny Negativny(Ct/Cq) >43

10 83 M Negativny Negativny(Ct/Cq) >43

11 54 M Negativny Negativny(Ct/Cq) >43

12 86 Z Negativny Negativny(Ct/Cq) >43

13 54 M Negativny Negativny(C¥/Cq) >43

14 30 Z Negativny Negativny(Ct/Cq) >43 f
15 68 M Negativny Negativny(Ct/Cq) >43

16 64 M Negativny Negativny(Ct/Cq) >43 |
17 67 z Negativny Negativny(C/Cq) >43 |
18 30 M Negativny Negativny(Ct/Cq) >43 !
19 30 z Negativny Negativny(Ct/Cq) >43 |
20 23 M Negativny Negativny(Ct/Cq) >43
21 55 M Negativny Negativny(Ct/Cq) >43 |
22 65 M Negativny Negativny(CtCq) >43 |
23 75 M Negativny Negativny(Ct/Cq) >43 |
24 56 z Negativny Negativny(Ct/Cq) >43 ‘
25 66 M Negativny Negativny(Ct/Cq) >43 4
26 22 M Negativny Negativny(Ct/Cq) >43
27 56 z Negativny Negativny(Ct/Cq) >43 |
28 31 M Negativny Negativny(Ct/Cq) >43 |
29 30 z Negativny Negativny(Ct/Cq) >43
30 70 M Negativny Negativny(Ct/Cq) >43 1
31 87 z Negativny Negativny(Ct/Cq) >43 |
kY] 35 Z Negativny Negativny(Ct/Cq) >43
33 61 M Negativny Negativny(C/Cq) >43
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34 31 M Negativny Negativny(Ct/Cq) >43
35 21 M Negativny Negativny(Ct/Cq) >43
36 92 M Negativny Negativny(Ct/Cq) >43
37 29 M Negativny Negativny(Ct/Cq) >43
38 28 Z Negativny Negativny(Ct/Cq) >43
39 18 M Negativny Negativny(Ct/Cq) >43
40 29 Z Negativny Negativny(Ct/Cq) >43
41 52 Z Negativny Negativny(Ct/Cq) >43
42 62 M Negativny Negativny(Ct/Cq) >43
43 57 2 Negativny Negativny(Ct/Cq) >43
44 55 4 Negativny Negativny(Ct/Cq) >43
45 73 M Negativny Negativny(Ct/Cq) >43
46 62 M Negativny Negativny(Ct/Cq) >43
47 64 M Negativny Negativny(Ct/Cq) >43
48 74 M Negativny Negativny(Ct/Cq) >43
49 26 M Negativny Negativny(Ct/Cq) >43
50 51 Z Negativny Negativny(Ct/Cq) >43
51 50 M Negativny Negativny(Ct/Cq) >43
52 16 Z Negativny Negativny(Ct/Cq) >43
53 59 M Negativny Negat i ve(Ct/Cq) >43
54 14 Z Negativny Negativny(Ct/Cq) >43
5 29 M Negativny Negativny(Ct/Cq) >43
56 39 M Negativny Negativny(Ct/Cq) >43
57 61 M Negativny Negativny(Ct/Cq) >43
58 62 Z Negativny Negativny(Ct/Cq) >43
59 70 M Negativny Negativny(Ct/Cq) >43
60 57 M Negativny Negativny(Ct/Cq) >43
61 26 M Negativny Negativny(Ct/Cq) >43
62 72 M Negativny Negativny(Ct/Cq) >43
63 16 M Negativny Negativny(Ct/Cq) >43
64 23 M Negativny Negativny(Ct/Cq) >43
65 53 Z Negativny Negativny(Ct/Cq) >43
66 55 M Negativny Negativny(Ct/Cq) >43
67 32 M Negativny Negativny(Ct/Cq) >43
68 77 M Negativny Negativny(Ct/Cq) >43
69 21 M Negativny Negativny(Ct/Cq) >43
70 39 M Negativny Negativny(Ct/Cq) >43
71 11 P4 Negativny Negativny(Ct/Cq) >43
72 25 M Negativny Negativny(Ct/Cq) >43
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73 27 M Negativny Negativny(Ct/Cq) >43
74 40 M Negativny Negativny(Ct/Cq) >43
75 24 M Negativny Negativny(Ct/Cq) >43
76 36 Z Negativny Negativny(Ct/Cq) >43
77 81 M Negativny Negativny(Ct/Cq) >43
78 16 Z Negativny Negativny(Ct/Cq) >43
79 86 Z Negativny Negativny(Ct/Cq) >43
80 31 Z Negativny Negativny(Ct/Cq) >43
81 60 M Negativny Negativny(Ct/Cq) >43
82 35 M Negativny Negativny(Ct/Cq) >43
83 69 Z Negativny Negativny(Ct/Cq) >43
84 29 M Negativny Negativny(Ct/Cq) >43
85 24 M Negativny Negativny(Ct/Cq) >43
86 27 Z Negativny Negativny(Ct/Cq) >43
87 50 M Negativny Negativny(Ct/Cq) >43
88 38 Z Negativny Negativny(Ct/Cq) >43
89 25 Z Negativny Negativny(Ct/Cq) >43
90 53 74 Negativny Negativny(Ct/Cq) >43
91 15 M Negativny Negativny(Ct/Cq) >43
92 18 M Negativny Negativny(Ct/Cq) >43
93 Negativny Negativny(Ct/Cq) >43
94 18 M Negativny Negativny(Ct/Cq) >43
95 33 Z Negativny Negativny(Ct/Cq) >43
9% 68 M Negativny Negativny(Ct/Cq) >43
97 31 M Negativny Negativny(Ct/Cq) >43
98 55 4 Negativny Negativny(Ct/Cq) >43
99 46 M Negativny Negativny(Ct/Cq) >43
100 71 M Negativny Negativny(Ct/Cq) >43
101 24 Z Negativny Negativny(Ct/Cq) >43
102 51 M Negativny Negativny(Ct/Cq) >43
103 43 M Negativny Negativny(Ct/Cq) >43
104 80 M Negativny Negativny(Ct/Cq) >43
105 71 Z Negativny Negativny(Ct/Cq) >43
106 49 M Negativny Negativny(Ct/Cq) >43
107 64 M Negativny Negativny(Ct/Cq) >43
108 54 M Negativny Negativny(Ct/Cq) >43
109 23 M Negativny Negativny(Ct/Cq) >43
110 52 Z Negativny Negativny(Ct/Cq) >43
111 32 M Negativny Negativiy(Ct/Cq) >43
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112 19 M Negativny Negativny(Ct/Cq) >43
113 16 Z Negativny Negativny(Ct/Cq) >43
114 23 M Negativny Negativny(Ct/Cq) >43
115 51 Z Negativny Negativny(Ct/Cq) >43
116 25 M Negativny Negativny(Ct/Cq) >43
117 77 Z Negativny Negativny(Ct/Cq) >43
118 22 M Negativny Negativny(Ct/Cq) >43
119 57 M Negativny Negativny(Ct/Cq) >43
120 18 M Negativny Negativny(Ct/Cq) >43
121 61 M Negativny Negativny(Ct/Cq) >43
122 30 M Negativny Negativny(Ct/Cq) >43
123 64 M Negativny Negativny(Ct/Cq) >43
124 57 M Negativny Negativny(Ct/Cq) >43
125 71 M Negativny Negativny(Ct/Cq) >43
126 3] M Negativny Negativny(Ct/Cq) >43
127 50 M Negativny Negativny(Ct/Cq) >43
128 58 M Negativny Negativny(Ct/Cq) >43
129 25 M Negativny Negativny(Ct/Cq) >43
130 75 M Negativny Negativny(Ct/Cq) >43
131 52 Z Negativny Negativny(Ct/Cq) >43
132 46 M Negativny Negativny(Ct/Cq) >43
133 16 M Negativny Negativny(Ct/Cq) >43
134 28 M Negativny Negativny(Ct/Cq) >43
135 76 M Negativny Negativny(Ct/Cq) >43
136 13 Z Negativny Negativny(Ct/Cq) >43
137 45 M Negativny Negativny(Ct/Cq) >43
138 38 M Negativny Negativny(Ct/Cq) >43
139 49 M Negativny Negativny(Ct/Cq) >43
140 16 M Negativny Negativny(Ct/Cq) >43
141 70 M Negativny Negativny(Ct/Cq) >43
142 33 M Negativny Negativny(Ct/Cq) >43
143 54 Z Negativny Negativny(Ct/Cq) >43
144 66 M Negativny Negativny(Ct/Cq) >43
145 46 M Negativny Negativny(Ct/Cq) >43
146 40 M Negativny Negativny(Ct/Cq) >43
147 25 M Negativny Negativny(Ct/Cq) >43
148 20 M Negativny Negativny(Ct/Cq) >43
149 79 M Negativny Negativny(Ct/Cq) >43
150 32 M Negativny Negativny(Ct/Cq) >43

Subor ¢ MF-GICT-0031
Verzia: 1.0
Détum G¢innosti:2020-08-20



Hangzhou Realy Tech Co., Ltd.

151 15 M Negativny Negativny(Ct/Cq) >43
152 25 7 Negativny Negativny(Ct/Cq) >43
153 44 M Negativny Negativny(Ct/Cq) >43
154 96 M Negativny Negativny(Ct/Cq) >43
155 31 M Negativny Negativny(Ct/Cq) >43
156 28 M Negativny Negativny(Ct/Cq) >43
157 30 Z Negativny Negativny(Ct/Cq) >43
158 51 M Negativny Negativny(Ct/Cq) >43
159 96 M Negativny Negativny(Ct/Cq) >43
160 46 M Negativny Negativny(Ct/Cq) >43
161 56 M Negativny Negativny(Ct/Cq) >43
162 33 M Negativny Negativny(Ct/Cq) >43
163 15 Z Negativny Negativny(Ct/Cq) >43
164 25 M Negativny Negativny(Ct/Cq) >43
165 52 Z Negativny Negativny(Ct/Cq) >43
166 31 Z Negativny Negativny(Ct/Cq) >43
167 57 M Negativny Negativny(Ct/Cq) >43
168 31 M Negativny Negativny(Ct/Cq) >43
169 57 Z Negativny Negativny(Ct/Cq) >43
170 22 M Negativny Negativny(Ct/Cq) >43
171 35 M Negativny Negativny(Ct/Cq) >43
172 74 M Negativny Negativny(Ct/Cq) >43
173 51 M Negativny Negativny(Ct/Cq) >43
174 59 M Negativny Negativny(Ct/Cq) >43
175 56 M Negativny Negativny(Ct/Cq) >43
176 47 M Negativny Negativny(Ct/Cq) >43
177 50 M Negativny Negativny(Ct/Cq) >43
178 57 7 Negativny Negativny(Ct/Cq) >43
179 + 32 M Negativny Negativny(Ct/Cq) >43
180 56 M Negativny Negativny(Ct/Cq) >43
181 - 65 M Negativny Negativny(Ct/Cq) >43
182 78 M Negativny Negativny(Ct/Cq) >43
183 29 M Negativny Negativny(Ct/Cq) >43
184 50 Z Negativny Negativny(Ct/Cq) >43
185 2 z Negativny Negativny(Ct/Cq) >43
186 6 M Negativny Negativny(Ct/Cq) >43
187 19 Z Negativny Negativny(Ct/Cq) >43
188 27 M Negativny Negativny(Ct/Cq) >43
189 59 M Negativny Negativny(Ct/Cq) >43
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190 59 M Negativny Negativny(Ct/Cq) >43
191 35 V4 Negativny Negativny(Ct/Cq) >43
192 6 M Negativny Negativny(Ct/Cq) >43
193 68 M Negativny Negativny(Ct/Cq) >43
194 69 Z Negativny Negativny(Ct/Cq) >43
195 55 M Negativny Negativny(Ct/Cq) >43
196 2 Z Negativny Negativny(Ct/Cq) >43
197 70 M Negativny Negativny(Ct/Cq) >43
198 81 M Negativny Negativny(Ct/Cq) >43
199 76 M Negativny Negativny(Ct/Cq) >43
200 22 M Negativny Negativny(Ct/Cq) >43
201 49 Z Pozitivny Pozitivny (RARP a N gén)
202 32 z Pozitivny Pozitivny (RdRP a N gén)
203 31 z Pozitivny Pozitivny (RARP a N gén)
204 32 z Pozitivny Pozitivny (RARP a N gén)
205 21 Z Pozitivny Pozitivny (RARP a N gén)
206 51 M Pozitivny Pozitivny (RdRP a N gén)
207 22 Z Pozitivny Pozitivny (RdRP a N gén)
208 46 z Pozitivny Pozitivny (RARP a N gén)
209 23 z Negativny Pozitivny (N a E gén)
210 14 M Negativny Pozitivny (RdRP a N gén)
211 42 M Pozitivny Pozitivny (RdRP a N gén)
212 51 M Pozitivny Pozitivny (RARP a N gén)
213 80 M Pozitivny Pozitivny (RARP a N gén)
214 39 y4 Pozitivny Pozitivny (RdRP a N gén)
215 67 M Pozitivny Pozitivny (RARP a N gén)
216 44 M Negativny Pozitivny (RARP gén)
217 26 z Pozitivny Pozitivny (RARP a N gén)
218 33 z Negativny Pozitivny (N gén)

219 38 z Pozitivny Pozitivny (RdRP a N gén)
220 36 Z Pozitivny Pozitivny (RARP a N gén)
221 3 Z Pozitivny Pozitivny (RdRP a N gén)
222 35 ? Pozitivny Pozitivny (RdRP a N gén)
223 23 Z Pozitivny Pozitivny (RdRP a N gén)
224 43 M Pozitivny Pozitivny (RdRP a N gén)
225 43 z Pozitivny Pozitivny (RARP a N gén)
226 46 Z Pozitivny Pozitivny (RARP a N gén)
227 55 z Pozitivny Pozitivny (RdRP a N gén)
228 22 z Pozitivny Pozitivny (RdRP a N gén)
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229 20 M Negativny Pozitivny (N gén)

230 42 M Pozitivny Pozitivny (RdRP a N gén)
231 56 Z Pozitivny Pozitivny (RARP a N gén)
232 55 M Pozitivny Pozitivny (RARP a N gén)
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Prekladatel'ska dolozka

Preklad som vypracovala ako prekladatel zapisany v zozname znalcov, timo¢nikov a
prekladatelov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore anglicky
a slovensky jazyk, evidenéné &islo prekladatela 971014,

Preklad je v denniku zapisany pod &islom? //2020.

Preklad suhlasi s prekladanou listinou.

Translator’s clause

| produced the above translation as a translator listed in the Register of Experts, Interpreters
and Translators maintained by the Ministry of Justice of the Slovak Republic, discipline Slovak
and English languages, translator’s Reg. No. 971014.

This translation is registered under No. $07/2020.

The translation corresponds with the translated document.

I am aware of the consequences of deliberate untrue translation.

Mgr. Petra Luptakova, sudny prekladatel
anglicky jazyk/slovensky jazyk

Certified translator
English language/Slovak language







