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Dear Ms Chan 

IN VITRO DIAGNOSTIC MEDICAL DEVICES REGULATIONS 2002: REGULATION 44 

Registration of manufacturers of In-Vitro Diagnostic Medical Devices  
and devices for Performance Evaluation 

 
Thank you for informing the Competent Authority of the details of Manufacturers Name:- Wuhan Life Origin
Biotech Joint Stock Co., Ltd located at Manufacturers Address:- Floor 1st. 2nd and 3nd , Wuhan Hi-Tech
Medical Device Park B11, No.818 Gaoxin Avenue, Donghu Hi-Tech Development Zone   Wuhan, Hubei
China 430000 for whom you are acting as the authorised representative and for supplying the medical device
information.

Your registration has been recorded based on your declaration that you have determined that the
device(s) fall within the definition of “in vitro diagnostic medical device”, and that you have classified
it/them correctly considering the intended purpose(s) and mode(s) of action. In accepting your
registration, I should make clear that the Competent Authority does not examine each individual
notification and therefore cannot and does not necessarily endorse these determinations.

Please note this letter does not represent any form of accreditation, certifcation or approval by the UK
Competent Authority.

If you stop placing devices on the market or if you are not complying with the Regulations you should
inform us as required by the Regulations.  You should be aware that it is an offence to place on the
market CE marked devices that do not comply with the Regulations.

 

The information you provided has been recorded against the reference number shown at the top of this letter, 
which we ask you to quote in all future correspondence and communications. 

Please inform us of any of the following changes; 

• the company information 

• additional generic groups of devices or, for Annex II or Self-Test devices, additional devices 

• discontinuation of a generic group of devices or, for Annex II or Self-Test devices, discontinuation of 
devices 

 

You should submit your change of registration via DORS with the required statutory fee, which should be 
accompanied with the information when it is supplied, (the fee is payable for each record notified, and you may 
place multiple changes on one record). 

 

Thank you for registering the following generic groups of devices 

Our Ref: IVD001157 
 
Ms Fiona Chan 
Manager 
SUNGO Certification Company 
Limited 
Unit 27 
48 Dumbryden Road 
Edinburgh 
EH14 2AB 
United Kingdom 
 
05 May 2020 
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RegRivd Vers 3 Oct 2008 

1. Part 5: IVDs which are not Annex II and not self-test devices 
2.  
3. For  reagnets, reagent products, calibration and control materials: 
4. group by common technological characteristics and/or analytes 
5.  
6. New products: 
7.  SARS-CoV-2 immunoglobulin G (IgG)/IgM antibody IVD, kit, 

immunochromatographic test (ICT), rapid  
8.  SARS-CoV-2 nucleic acid IVD, kit, nucleic acid technique (NAT)  
9.  
10. For performance evaluation: 
11.  None 
12.  
13. Neither: 
14.  None 
15.  
16.  
17. For  other IVDs, group by appropriate indications 
18.  
19. New products: 
20.  None 
21.  
22. For performance evaluation: 
23.  None 
24.  
25. Neither: 
26.  None 
27.  
28.  
29. Part 6: IVDs which are Annex II or self-test devices 
30.  
31. For  reagnets, reagent products, calibration and control materials: 
32. group by common technological characteristics and/or analytes 
33.  
34. New products: 
35.  None 
36.  
37. For performance evaluation: 
38.  None 
39.  
40. Neither: 
41.  None 
42.  
43.  
44. For  other IVDs, group by appropriate indications 
45.  
46. New products: 
47.  None 
48.  
49. For performance evaluation: 
50.  None 
51.  
52. Neither: 
53.  None 
54.  
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RegRivd Vers 3 Oct 2008 

If you have any queries regarding your registration, please do not hesitate to contact us.  

Yours sincerely 

 
Malcolm Ridgway 

Data Integrity Support Officer 
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Instruction of the SARS-CoV-2 IgM/IgG Antibody Assay Kit (Immunochromatography) 

【Product Name】 

SARS-CoV-2 IgM/IgG Antibody Assay Kit (Immunochromatography) 

【Package Specification】 

10 tests/pack, 25 tests/pack, 50 tests/pack, 100 tests/pack 

【Intended Use】 

This product is used for the qualitative detection of IgM and IgG antibodies of 

SARS-CoV-2 in human serum, plasma or whole blood in vitro. 

This product is only used as a supplementary detection indicator for suspected 

cases with negative detection of SARS-CoV-2 nucleic acid or used in conjunction 

with nucleic acid detection in the diagnosis of suspected cases. It cannot be used as 

a basis for diagnosis and exclusion of SARS-CoV-2 pneumonia, and is not suitable 

for general population screening. 

For medical institutions only. A positive test result needs further confirmation. A 

negative test result cannot rule out the possibility of infection. 

In the process of pathogenic microorganism infection, IgG and IgM are the most 

commonly used antibody markers of infectious diseases. IgM, as the first antibody 

in the process of infection, is usually used as a marker of acute infection. With the 

development of infection, IgM concentration gradually decreased and disappeared 

after the appearance of IgG. IgG usually exists in the body for a long time, even if 

the virus has been completely eliminated. Positive blood can be used as an indicator 

of infection and previous infection. Therefore, detecting SARS-CoV-2 IgM antibody 

and IgG antibody is of great clinical significance and is of great significance for 

effective control of the large-scale transmission of the SARS-CoV-2. 

【Test Principle】 

This product adopts colloidal gold immune technology, spraying SARS-CoV-2 

recombinant antigen labeled with colloidal gold and chicken IgY on the gold pad; 

two detection lines (G-line and M-line) and a control line (C-line) are coated on the 

nitrocellulose membrane. The M-line is coated with mouse anti-human IgM 

monoclonal antibody, which is used to detect the SARS-CoV-2 IgM antibody. The 

G-line is coated with mouse anti-human IgG monoclonal antibody for detecting the 

SARS-CoV-2 IgG antibody. The C-line is coated with rabbit anti-chicken IgY. When 

testing, an appropriate amount of sample to be tested is added to the sample well of 

the test card, and the sample will move forward along the test card under capillary 

action. If the sample contains the SARS-CoV-2 IgM antibody, the antibody binds to 

the colloidal gold-labeled SARS-CoV-2 recombinant antigen, the immune complex 

will form a complex with the coated mouse anti-human IgM monoclonal antibody 

at the M-line, showing a purple-red M-line, suggesting that the SARS-CoV-2 IgM 

antibody is positive. If the sample contains the SARS-CoV-2 IgG antibody, the 

antibody binds to the colloidal gold-labeled SARS-CoV-2 recombinant antigen, and 

the immune complex will form a complex with the coated mouse anti-human IgG 

monoclonal antibody at the G-line, showing a purple-red G-line, suggesting that the 

SARS-CoV-2 IgG antibody is positive. If the test G-line and M-line are not colored, 

a negative result is displayed. The test card also contains a control C-line. The 

purple-red control C-line should appear regardless of whether a test line appears. If 

the control C-line does not appear, the test result is invalid, and the sample needs to 

be tested again. 

【Main Components】 

(1) Test card: The test card is consists of a plastic card and a test strip. The test strip 

is consists of a nitrocellulose membrane (the detection area is coated with mouse 

anti-human IgM antibody and mouse anti-human IgG antibody, and the quality 

control area is coated with rabbit anti-chicken IgY antibody), gold pad (sprayed with 

colloidal gold-labeled SARS-CoV-2 recombinant antigen and chicken IgY antibody), 

sample pad, absorbent paper, and PVC board. 

(2) Sample diluent: Buffer solution (pH 6.5-8.0) that contains phosphate, 

corresponding to the specifications of the kit. 

(3) Pasteur pipette: corresponded to the specifications of the kit. 

Packing 

specification 

10 

tests/pack 

25 

tests/pack 

50 

tests/pack 

100 

tests/pack 

Sample 

diluent 

450μL/pc* 

10 pcs or 

450μL/pc* 

25 pcs or 

450μL/pc* 

50 pcs or 

450μL/pc* 

100 pcs or 

2mL/bottle 

* 1 bottle 

4mL/bottle 

* 1 bottle 

4mL/bottle 

* 2 bottles 

4mL/bottle 

* 4 bottles 

Pasteur 

pipette 

≥10 pcs * 

1 bag 

≥25 pcs * 

1 bag 

≥25 pcs * 

2 bags 

≥25 pcs * 

4 bags 

/ 

See 

packaging 

for details 

See 

packaging 

for details 

See 

packaging 

for details 

See 

packaging 

for details 

Note: The components in different batches of kits can't be used interchangeably.

【Storage And Validity】 

Store the test kit at 2℃-30°C, with a valid period of 6 months. Test strip should 

be used within 20 minutes once the foil pouch is opened. The date of manufacture 

and expiry date are shown on the label. 

【Sample Requirement】 

1. Apply to serum, heparin and sodium citrate anticoagulated plasma, EDTA 

anticoagulated whole blood samples. 

2. The samples should be shaken up and down 5-10 times immediately after 

collection, and should not be shaken with force. 

3. Serum, plasma and whole blood samples can be stored at 2-8 ℃ for 7 days; 

serum and plasma samples can be stored frozen at -20 ℃ for 25 days. It should be 

returned to room temperature before the test, and the test should be conducted as 

soon as possible within 8 hours after the sample is collected. If the samples cannot 

be detected timely, they should be stored at 2-8 ℃, and avoid repeated freezing and 

thawing. 

4. Samples with severe lipemia, hemolysis, and microbial contamination cannot 

be used for the detection of this product; Turbid samples affect the determination 

results of this product. The use of heat-inactivated samples is not recommended. 

【Detection Procedures】 

1. If the reagent is removed from the refrigerator, it needs to be restored to room 

temperature before testing. The test should be performed at room temperature. 

2. Open the aluminum foil bag of the test card, take out the test card and place it 

on the table horizontally. 

3. Pipette 10μL (1 drop with Pasteur pipette) of serum, plasma , or 20μL(2 drops 

with a Pasteur pipette) of the whole blood into the sample hole, then pipette 60μL 

buffer (2 drops with a dropper) into the sample hole of the test card too. 

4. Read the result within 15 minutes, and the results read after 18min are invalid.

【Interpretation Of Result】 

1) Positive results: Both the test line (G) and the control line (C) show color bands,

indicating that IgG antibody of the SARS-CoV-2 is positive; Both the test line (M) 

and the control line (C) show color bands, indicating that the SARS-CoV-2 IgM 

antibody is positive. The test line (M), (G) and control line (C) all show color bands, 

indicating that the SARS-CoV-2 IgM and IgG antibodies are positive. As shown in 

the figure. 

Control line(C)  Control line(C)  Control line(C) 

Test line (G) 检  Test line (G) 

Test line (M)  Test line (M) 

2) Negative result: If only the control line C develops color, and neither the G nor 

M detection lines develop color, no IgM/IgG antibody of SARS-CoV-2 is detected, 

and the result is negative. As shown in the figure. 

Control line(C) 
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Instruction of the SARS-CoV-2 IgM/IgG Antibody Assay Kit (Immunochromatography) 

3) Invalid result: No band appears on the control line (C), and it is judged as an

invalid result regardless of whether the detection line (G) (M) shows a band. As 

shown in the figure. 

Control line (C)  Control line (C)  Control line (C) 

Test line (G)  Test line (G) 

 Test line (M) Test line (M) Test line (M) 

【Performance】 

1. Coincidence rate of negative reference: Test negative reference materials of 

enterprises, the results should be all negative. 

2. Coincidence rate of positive reference: Test positive IgM antibody reference 

materials (including strong, medium and borderline positive) of enterprise, the 

results should be positive, and the results of IgG antibody should be all negative；

Test positive IgG antibody reference materials (including strong, medium and 

borderline positive) of enterprise, the results should be positive, and the results of 

IgM antibodies should be all negative. 

3. Minimum detection limit: Enterprise reference products for the minimum 

detection limit of IgM antibody, S1, S2 test results should be positive, S3 test results 

should be positive or negative, IgG antibody results should be negative; Enterprise 

reference products for the minimum detection limit of IgG antibodies, S4, S5 test 

results should be positive, S6 test results should be positive or negative, IgM 

antibody results should be negative. 

4. Repeatability: Test IgM antibody precision reference materials of enterprises, the 

results should be positive, and the results of IgG antibody should be all negative; 

Test IgG antibody precision reference materials of enterprises, the results should be 

positive, and the results of IgM antibody should be all negative. 

5. Batch to batch: Test IgM antibody precision reference materials of enterprises, the 

results should be positive, and the results of IgG antibody should be all negative; 

Test IgG antibody precision reference materials of enterprises, the results should be 

positive, and the results of IgM antibody should be all negative. 

【Limitation】 

1. The kit is only for the detection of human serum, plasma and whole blood samples. 

2. The test results may be wrong due to technical reasons, operational errors and

other sample factors. 

3. In the early stage of infection, if the virus-specific IgM antibody is not produced

or the titer is very low, it will lead to negative results. If a virus infection is suspected, 

the patient should be reminded to check again within 7-14 days. During re-

examination, the second sample was taken and tested at the same time with the first 

sample under the same conditions to determine whether there was a serum 

transformation of the first infection or the titer of virus-specific IgM or IgG antibody 

increased significantly. 

4. The test results of this product are only for clinical reference, and should not be 

used as the sole basis for clinical diagnosis and treatment. The clinical management 

of patients should be considered in combination with their symptoms/signs, medical 

history, other laboratory tests, treatment response, epidemiology and other 

information. 

5. Patients with impaired immune function or receiving immunosuppressive therapy,

such as those infected with human immunodeficiency virus (HIV) or receiving 

immunosuppressive therapy after organ transplantation, have limited reference value 

for serological IgM antibody detection, which may lead to wrong medical 

interpretation. 

6. Those who have accepted blood transfusions or have been treated with other blood

products in recent months should be cautious in analyzing their positive test results. 

【Precautions】 

1. Equilibrate the sample diluent and test card to room temperature (more than 30min) 

before testing. 

2. The test should be performed strictly in accordance with the instructions. 

3. The result must be interpreted at 15min, and the result read after 18min is invalid. 

4. Do not use repeated freeze-thaw, highly hemolyzed and lipemia samples.

5. The test samples should be regarded as infectious agents, and they must be 

operated in accordance with the infectious disease laboratory operation rules, and 

pay attention to biological safety. 

6. This product is a single-use in vitro diagnostic reagent. Do not reuse it. It is only 

used for in vitro diagnostics. Do not use expired products. 

7. Do not use a kit with obvious damage and damaged test card in the package. 

8. There is desiccant in the aluminum foil bag, not to be taken orally.

9. There may be bleeding or slight hemolysis during the use of the product, which 

is normal and does not affect the judgment of the result. 

Caution: After the test is completed, the used test cards, sample diluents, and 

straws, etc. are treated as biomedical waste. Users should take precautions to 

ensure their safety and that of others. 

【Interpretation Of Logo】 

CE mark Temperature limit 

Batch code 
Keep away from 

sunlight 

Catalogue number Keep dry 

Use-by date Do not re-use 

Date of manufacture 
Consult Instructions 

for use 

Manufacturer 
In vitro diagnostic 

medical device 

Caution 

Authorized 

representative in the 

European Community 

Contains sufficient 

for<n> tests 

【Bsaic Information】 

Wuhan Life Origin Biotech Joint Stock Co., Ltd. 

Wuhan Hi-tech Medical Devices Park, Building 

B11, #818 Gaoxin Road, Donghu Hi-Tech 

Development Area, Wuhan, Hubei Province 430206, 

P.R. China 

Tel:+86-027-87926888 Fax:+86-027-87196320 

SUNGO Europe B.V 

Olympisch Stadion 24, 1076DE Amsterdam, 

Netherlands 

Tel/Fax: +31(0)2021 11106  

E-mail: ec.rep@sungogroup.com 

【Modification Date】06/05/2020 
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一、 中文版包装及运费规则 

包装尺寸 规格/容量 尺寸和体积 

含箱重量

（kg） 
体积重量（kg） 

国内快递 国际快递 

试剂盒 25 人份/盒 180*130*80mm 0.22-0.26 / 

包装箱（中号） 
40 盒/箱 

（共计 1000 人份） 

55*39*43cm 

（体积 

0.092235m³） 

10.08-11.68 19 

包装箱（大号） 
60 盒/箱 

（共计 1500 人份） 

57*55*43cm 

（体积 

0.134805m³） 

15.12-17.52 27 

试剂人份数 箱数 总体积（m³） 

含箱重量

（kg） 
体积重量（kg） 

国内快递 国际快递 

1000 1（1000 人份 1 箱） 0.092235 10.08 - 11.68 19 

5000 
4（1500 人份 2 箱，

1000 人份 2 箱） 
0.45408 50.4 - 58.4 92 

1 万 
7（1500 人份 6 箱，

1000 人份 1 箱） 
0.901065 100.8 - 116.8 181 

5 万 

34（1500 人份 32

箱，1000 人份 2

箱） 

4.49823 504 - 584 902 

10 万 

67（1500 人份 66

箱，1000 人份 1

箱） 

8.989365 1008 - 1168 1801 

100 万 

667（1500 人份 666

箱，1000 人份 1

箱） 

89.872365 100080 - 11680 18001 

存储条件及有效期 2-30℃储存，有效期 6 个月。
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二、 English version 

Packing size Specification Size and volume 

Gross weight

（kg） 

Volume weight

（kg） 

China Express 
International 

express 

Independent 

packaging 
25tests/pack 180*130*80mm 0.22 - 0.26 / 

Medium carton 
40 packs/box 

（1000 tests） 

55*39*43cm 

（volume 

0.092235m³） 

10.08 - 11.68 19 

Large carton 
60 packs/box 

（1500 tests） 

57*55*43cm 

（volume 

0.134805m³） 

15.12 - 17.52 27 

Tests Cartons Volume（m³） 

Gross weight

（kg） 

Volume weight

（kg） 

China express 
International 

express 

1000 1 (Medium carton) 0.092235 10.08 - 11.68 19 

5000 
4 (2 Medium cartons 

and 2 Large cartons) 
0.45408 50.4 - 58.4 92 

10000 
7 (1 Medium carton 

and 6 Large cartons) 
0.901065 100.8 - 116.8 181 

50000 

34 (2 Medium 

cartons and 32 Large 

cartons) 

4.49823 504 - 584 902 

100000 

67 (1 Medium carton 

and 66 Large 

cartons) 

8.989365 1008 - 1168 1801 

1000000 

667 (1 Medium 

carton and 666 

Large cartons) 

89.872365 100080 - 11680 18001 

Storage And Validity 
Store the test kit at 2℃-30°C, with a valid period of 6 

months. 
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