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Coronavirus Antigen Repid Test Kit

Brand: Wondfo

Type No.: 2019-nCOV Antigen Rapid Test

Features: Lateral Flow Method

EU Standard & Classifications: Tested by Qarad Belguim
Qualification: On the government procurement whitelist in the
most European countries

Specifications: For use by clinical laboratories or healthcare
workers

Shelf Life: 1 years

Storage Condition: 2-30 °C

Packing specifications: 20 pcs. / per box, 30 boxes / per carton
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Wondfo 2019-nCoV Antigen Test

(Lateral Flow Method)

Materials Provided

1. 20 Individual sealed pouches, each pouch contains:
= 1 x Test cassette

= 1 x Desiccant pouch

2. 20 Sample extraction tube

3. 20 Dripper

4. Extraction buffer (2*6 mL)

5. Instructions for use

6.Nasopharyngeal swab or oropharyngeal swab

Package Information &HS code

T/box Box/Carton  T/Carton GW/Carton Carton Size  HS code
20 30 600 11KG 60+44+44 3002150090

(Remark: The picture is for reference only, and the actual object shall prevail)

Wondfo’

2019-nCoV Antigen Test
(Lateral Flow Method)




Wondfo

WONDFO
2019-nCoV

ANTIGEN
TEST

Speed Up the COVID-19 Control !
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Product Components

Test cassette Extraction buffer Extraction tube Swab

Operation procedure

Nasopharyngeal swab

=k

Positive  Negative

H

Add 80 . (bout 3-4 drops)
he sample wel

Tronsfer 400 ul
{about 10 dreps)
extroction bulfer

Rolate abeut
10 Smes

Squeeze the
swoblip
Oropharyrgeal swob

{0d

Invalid

Performance
Reagents — -
Positive Negative
Wondfo 2019-nCoV Positive 478 1 479
Antigen Test
(Lateral Flow Method) Negative 19 361 380
Total 497 362 859

Sensitivity: 96.18% (95%Cl: 96.43%~98.49%)
Specificity: 99.72% (95%Cl: 98.45%~99.95%)
Total agreement: 97.67% (95%Cl: 94.11%~97.54%)

Order information

Product Name Storage Condition Shelf Life

Catalog No.

Packing Size Sample Type

Qualification

2019-nCoV
Antigen Test
(Lateral Flow Method)

W196

Nasopharyngeal swab

20T
or oropharyngeal swab

2~30°C 12 months

43
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WONDFO
2019-nCoV
ANTIGEN TEST

Direct detection Instant results Easy fo use, no
of the virus within 15mins equipment required
Room temperature Non-invasive sampling Early detection of COVID-19
storage( 2-30°C) (sample type: nasopharyngeal (WHO recommends the testing period
or oropharyngeal swab) is from 3 days before to 5-7 days

after symptoms onset)
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CURRENT DIAGNOSTIC METHODS FOR COVID-19

~ Antigen test
Antibody  petect the antigen of the virus, indicating the active viral infection.
)— RT-PCR
Antigen Detect the RNA of virus, indicating the active viral infection.
Antibody test
RNA

Detect the antibody generated by immune response after viral

infection, indicating the active or past viral infection.
2019-nCoV

WHEN TO USE ANTIGEN TEST?

Releasing profile L . )
Levels of 2019-nCoV virus and antibodies after infection

*For illustrative purpose only

Incubation Period
A
Recovery
% Virus (PCR. Antigen) Total antibody level
> 196
@
-
IgM irus
IgM Minimum
_____ - T Tl i IR . £ oieimom - - - - - defectable limit
Ly
>
7 [ 7 14 21 28 35 Days after
t onset of
First infection Symptom onset Second infection symptoms
‘\‘L"'ige" - Y
PCR v '
1M —— '
196G e—— '
1gM+196  m——

* Incubation Period: 114 days, mostly 3—7 days
* Antibody Window Period - 5-10 days after onset of symptoms
* The minimum detectable limit varies with methodology and sensitivity of test

ANTIGEN TEST ADVANTAGES

‘m— Window Period Testing Period

Antigen test RT-PCR

« Short turn-around time
(Antigen test: 20mins vs. RT-PCR: 2hours)

« Inexpensive cost, no equipment required and
simple operation make antigen test suitable
for point-of-care (POC) setting usage.

P9

Antigen test Antibody test

« Detect the virus directly,
allowing the early detection
of COVID-19 7

* Non-invasive sampling
(sampling type: blood vs. swab)

Antigen Antibody
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ANTIGEN TEST APPLICATION

Similar to RT-PCR, the detection of antigen indicates the active infection. |
Under the circumstance that the area(s) still undergo widespread community |
transmission with limited RT-PCR resources, antigen can be used for aiding

il
in the diagnosis of COVID-19 suspect patients. o % |

L . . 7

* American CDC also recommends to use rapid antigen tests for screening testing in high-risk congregate settings where the
immediate result is required.

Result interpretation

POSITIVE NEGATIVE

c The patient is undergo active 5 The patient should be further evaluated
2019-nCoV infection. Further - by RT-PCR, especially if the result of
isolation is required. the antigen test is inconsistent with the

clinical context.

ANTIGEN TEST OFFICIAL GUIDELINES

World Health Antigen-detection in the diagnosis of novel coronavirus (2019-nCoV)
Organization infection using rapid immunoassays
Patients meet WHO
case definition for COVID-19
A\
Antigen test
v ) v
Negative Positive
(2019-nCoV not detected) (2019-nCoV detected)
NPV High
o l NPV Low l PPV Moderate/High
A
« Refer moderate/severe patient « Advise patients to exercise « Hospital admission for moderate/
to low likelihood ward infection control practices severe symptoms
* Work-up all cases for other « Repeat the antigen fest if the + Home or cohorted isolation for
causes of iliness ymp persist or prog mild cases

NPV- negative predictive value PPV- positive predictive value
*The value for NPV and PPV is decided based on products preformance ond disease prevolence in appiied scenarios.

Other antigen test related guidelines

@ Interim Guidance for Rapid Antigen Testing for 2019-nCoV, American CDC (8-16-20)

@® Considerations for Use of 2019-nCoV Antigen Testing in Nursing Homes, American CDC (8-27-20)

® Antigen-Detection in the Diagnosis of 2019-nCoV Infection Using Rapid Immunoassays, WHO (9-11-20)
@ Considerations for Implementation of 2019-nCoV Rapid Antigen Testing, APHL (9-2-20)



2019-nCoV Antigen Test
(Lateral Flow Method)
Catalog No. W196

Wondfo

Wondfo 2019-nCoV Antigen Test (Lateral Flow Method) is an
immunochromatographic assay for rapid. qualitative detection of novel
coronaviruses (2019-nCoV) antigen extracted from the nasopharyngeal
swab or oropharyngeal swab specimen. The test is to be used as an aid
in the diagnosis of coronavirus infection disease (COVID-19). which is caused
by 2018-nCoV.

The test provides preliminary test results. Negative results cannot
exclude 2019-nCoV Infection and they cannot be used as the sole
basis for treatment or other management deci .

For in vitro diagnostic use only, For professional use only,

directly detected without using extraction buffer.
5. Proper specimen collection, storage and transport are critical to the
performance of this test.

6 firstuse. the dropper and the test
device cannot be used mora than once.
7.Amummlymumnnmmmmmumwmr
stored at low need to be retumed
o absorption.

before opening
8. Do not touch the reaction area of test sirip.
9. Do not use test kit beyond the expiration date.
10. Do not use the kit if the pouch is punctured or not well sealed.
11.Testing should be applied by professionally trained staff working in
certified laboratories or cinics at which the sample(s) is taken by qualfied

medical s
12.The test result should be interpreted by the physician along with clinical

findings and other laboratory test results.
13.0ISPOSAL OF THE DIAGNOSTIC: All specimens and the used-kit has

local infectious disposal law or laboratory regulation.

infoctious dease. People are generaly susceptile. Curenty, the patents nfecied
by the novel coronavirus are the main source of infection; asymptomat infected
people can aiso be an infectious source, Based on the current epidemioiogical
investigation, the incubation period is 1 0 14 days, mostly 3 10 7 days. The main
‘manifestations include fever, fatigue and dry cough. Nasal congestion, runny
nose. sore throal, myaigia and diarthea are found in a few cases.

nibigen Test (L—- rinciy
of of 2019-nCoV antigen
extracted from the nasopharyngeal swab or orapharyngeal swab spacimon.

Co. Ltd., China)

When the extracted specimen is added into the test device, th
absorbed into the dovice by capillary action, mixes with the 2019-nCoV
the pre-coated membrane.

When the 2019-nCoV antigen level in the specimen is at or above the target
cutoff (the detection limit of the test), the antigen bound to the antibody-dye
conjugate are combined by 2019-nCoV antibody immobilized in the Test

the device, and this produces a colored test band thal indicates
 positive rosult, Whan the 2019-nCoV’ antigen lovel in the specimen is 2610 or
below the target cutoff, there is not a visible colored band in the Test Region
(T) of the device. This indicates a nogative resul.

To serve as a procedure control, a colored line will appear at the Control
Region (C). ifthe test has been performed properly,

L mmummmmm
All specimens should be treated as capable of ransmitting diseases. Use
" approprate precautions n the collecton, handing, storage and disposal of
patient samplas and used kit contents.
3. Wear appropriate mwmnw(og protective gloves,

5 mmmmtmamummmm
mwh

1. Store at 2-30'
package. Do not freeze.

2. The test cassette should be used within 1 hour after taking out from the
sealed pouch. Buffer sokution should be re-capped in time after use.

3 Koep away from sunlight, moisture and heat.

5 The production date Is printed on the outer box,

box.

The test can b swab or

swab

specimen.
|Amhmmmwmbuompmrwnnlsm

degrees. Insert swab into nostril (Swab should reach depth equal to
distance ils opening of the ear). Le f

3. Oropharyngeal swab specimen coflection: Insert swab into the posterior

stick). They may
p 10 8 hours, o they may be stored at -70'C for a long time.

NOTE: If the viral transport medium (VTM) is needed for transporting
wmﬂwmvummuumnmmm

mamumm-mun«umumnmm m-u.umnm
must be immersed in the liquid). Taking influenza virus as a reference,
the nasal swab or nasopharyngeal swab in the VTM can stay stable for
P10 72 hours at 2 ~ 8°C.

1 oo

1) Transfer 400 pL {about to the sampl
tube vertically.

2) has jons into the spe:

buffer and rotate about 10 times to issolve the specimen i the sokuion as
much as pos

3) Squeeze the swab Up to keep the fiuid in e tube as much as possible

4) Covor the drippar,

2 Jest procedure.
1) Romove a from the sealed pouch by tearing at the notch and.
place it on a level surface,

2) Add 80 L (about 3-4 drops) processed specimen to the sample well.

3) As the test begins o work, you will see purple color move across the result
window in the center of the test device.

4) Wait for 15~20 minutes and read the results. Do not read results after 30
minutes.

¢ [

> - >
- n -
a0 ok sbost Saveazo the
s 19 cpnl 10 tees Swab iy
> >
n n

this kit. ‘collection procedure.
Anmwwmmnmmmmnmm 2Nmphmynpalmh:p.cimmhmm Tit patient's head back 70 Coverthe rpser ALt - )
1z
NOTE: To obtain accurate results, avoid mucold substances when filling the 1) npww sample. eoum impropor sample transfer or handing, the virus [ Type Substance
micropipette with patient samle in VTM. the sample s too. Histamine Dify
z;mwdmmmvwnuummmmmumw interforon alpha
) o . |—Zonambar |
virn
Positive Result Antiviral drugs Qsaltamivi
Palamivie
Colored bands appear at both tostne (T) and control line () tindicatas 8 A. Sensitivity and Specificity Loponavir
for the 2019-nCoV antiger Ritonavic
859 clinical case samplos which include 497 confirmed as COVID-19 positive Abidor
Negative Result u\d 362 confirmed as COVID-19 negative by PCR assay, were obtained for cin
and then compared the tost results betwaen Wondfo 2019-nCoV
Colored band appoars at contral line (C) only. It ndicates that the concentra- Annu-n Tost (Lateral Flow Method) and the PCR results. The results are Antibiotics
tion of the 2019-nCaV antigen is zoro or below the detoction limit of the test shown below.
_ PCR Systomic Antibactorial Drugs fobramycin
tosul R
Positve Nogative ™ D. Hook effect
No visibla colored band appear or porforming the test. The
directions my have nor besa fokowed :ovuclly of mc un i have i igncov| Postive 478 f e Within the iter range of clinically positive samples of 2019-nCoV antigens,
Anigen Tt (Lateral thore is no hook effect in the test results of this product
Flow Mothod) Nogative 19 361 380 ey
Total 497 362 859
1. Within run pr ¥ tosting positive specimens in 10
Sensitivity: 96.18% (95%C]: 96 43%-98.49%) times, Tho agreoment rate was 100%.
Specificity: 99.72% (95%CI; 98.45%~99 95%) 2 pracision was tosting
Total agreemant: 97.67% (95%CI: 94.11%=97.54%) including mnm and nogatve in 3 dffocent ots oflest devices. The negatve

Positve  Negative Invalid  Invalid

Aprocedural control Is included In the tost. A colored line appearing in the
control region (C) is considered an internal procedural control. It confitms

8. Cross-reactivity

Cross-reactivity of the Wondfo 2019-1CoV Antigen Test (Lateral Flow Method)
was evaluated using specimens containing the antigens listod below. The

were 100%.

[1] Chen H , Wurm T , Britton P , et al. Interaction of the Coronavirus N 3
rotein with Nucleolar Antigens and the Host Cell{J). Journal of Virology.
2002, 76(10).

sulficiont iquid volume, adequate membrane wicking and correct procedural Common coronavinys (NL63, 229E. OCA3) antigen
tochnique. Influonza A HINT antigen
s i " Infuuonza A HINZ antgon
3959 ighcketory posciicn Aepind Infuenza B Yamogata antigen @‘ 1 e
froquency of assaying extomal qualty control matarials. Infuuenza 8 Vicloria aniigon N p e
Respiratory syncylial virus A/B anigen
Rhinovirus-A/-8 antigen & P el

1. This reagent is dosigned to dotact 2019-nCoV antigen in human ‘Adonovins-11-21-31-4(-8/-7155 antigon
2 The samplo Improper el AR sob! el 5| cwme

sample collection, improper sample storage, of repeated freezing and EB virus antigen

thawing of the samplo wil affect the test result Moaslos virus antgon

3 2 Quan M ntigen
concontration of 2019-nCoV antigen. If you nead 1o test the o 0. 1d
ploase uso Rotavirus antigen No.8 Lizhishan Road, Science City, Luogang

4. The tost rosuits of this raagent are for clinical reforence only and should not Norovirus antigen Daack St0ka Cutmgine

bo used as the sole basis clinical diagnosis and treatment. Tho clinical oy e sheaen o 6.20:3229608) 00898526811 Fe)

managemant of paiens should bo comprahensivly considerod based on 8820 325006

thair symplorms / signs, medical history, other laboratory Veroale Eosler Wit Rosiive Samyle ke wondocomen

troatmant rosponse. Mycoplasma preumoniae antigen "‘*"“ Wocaidnate.comin
5. Limitod by the method of antigen test reagents, for negative test rosults, it is CEER

focommended to use nucleic acid dotection or virus culture identification  C. Interforonce e

Cipistraat 3
2440 Gedl, Belgium

negative result of this reagent can be caused by.
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The test result of Wondfo 2019-nCoV Antigen Test (Lateral Flow Method) do
not be interferad with the following substance:

n

Rev. Ad
Rel 2020111105
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Guangzhou Wondfo Biotech Co., Ltd.

No. 8 Lizhishan Road, Science City, Luogang District,

510663 Guangzhou, P.R. China

Material Safety Data Sheet

Valid from: March 14,2019

1. Chemical product and company identification

Product Name: 2019-nCoV Antigen Test (Lateral Flow Method)

Catalogue Number: W196

Chemical Family: in-vitro diagnostic medical device
Manufacturer: Guangzhou Wondfo Biotech Co., Ltd.

Manufacturer’s Address: No.8 Lizhishan Road, Science City, Luogang District, 510663

Guangzhou, P.R. China

2. Composition/Information on Ingredients

Component Application Dangerous substance
Nitrocellulose membrane Coating membrane N/A
Glass fiber membrane Combination pad and sample pad N/A
Absorbent paper Guide chromatography process N/A
Base plate for carrying membrane,
PVC board colloidal gold, auxiliary materials and N/A
other components
Desiccant Silica gel, keep reagent dry N/A
2019-nC(?V arking Marking material N/A
antibody
2019-nCoV coating antibody | Coating material in test (T) line N/A
Anti- IgG clonal 5 s B :
i mousF PRIt Coating material in control (C) line N/A
antibody

3. Hazards Identification

Information Pertaining to Particular Dangers for Man and Environment:
The preparation is not classified as dangerous according to Directive 1272/2008/EC.

Classification System:

The classification is in line with current EC (European Community)-directives. It is expanded,
however, by information from technical literature and by information furnished by supplier

companies.

4. First Aid Measure

- Skin Contact: Remove from source of exposure. Wash affected area with soap and water. If




Guangzhou Wondfo Biotech Co., Ltd.

No. 8 Lizhishan Road, Science City, Luogang District,
510663 Guangzhou, P.R. China

signs of infection occur, seek medical attention.

- Eye Contact: Remove from source of exposure, immediately flush skin with cool water.
Obtain medical attention if needed or if irritation or other symptoms develop.

- Ingestion: If irritation or signs of toxicity occur, seek medical attention.

5. Fire-fighting Measures

Extinguishing Media: Use water spray, dry chemical, carbon dioxide, or chemical foam.

6. Accidental Release Measures

General Information: Use proper personal protective equipment to clean up.
Spills/Leaks: Clean up and wash hands with water.

7. Handling and Storage

Handling: Minimize contact and contamination of personal clothing and skin. Wash hands
thoroughly after handling.
Storage: Stored in 2 °C ~ 30 °C in the sealed pouch, do not freeze.

8. Exposure Controls/Personal Protection

See section 6, 7

Personal Protective Equipment (PPE):

Breathing Protection: Not necessary, if room is well-ventilated.
Eye Protection: Wear safety glasses or full face shield.

Skin Protection: Wear protective clothing or gloves.

9. Physical and Chemical Properties

Physical state: Cassette

Odor: Odorless

Solubility: Insoluble in water

Specific Gravity: Not available

Boiling Point: Not available

Melting Point: Not available

Fresh Point: Not applicable

Flammable Limits: Not applicable

Auto Ignition Temperature: Not applicable

10. Stability and Reactivity

Chemical Stability: Stable under ordinary conditions of use and storage. See Section 7.
Material to be Avoid: None know
Hazardous Polymerization: will not occur

11. Toxicological Information

P13
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Guangzhou Wondfo Biotech Co., Ltd.
No. 8 Lizhishan Road, Sci City, Luogang District,
510663 Guangzhou, P.R. China

Acute Toxicity: Quantitative data on the toxic effects of this product is not available.
This product is used in vitro. No sensitizing effect known.

12. Ecological Information

No energy harm is involved for this product.

13. Disposal Considerations

In general laboratory waste is under the special supervision of the authorities. Refer to applicable
local regulations.

14. Transport Information

Land Transport ADR/RID (Cross-Border): not restricted
Air Transport ICAO-TI and IATA-DGR: The substance is not subject to IATA DGR 60TH,
2020. Not restricted in IATA DGR.

15. Regulatory Information

Designation according to EC Guidelines: No marking required.

16. Additional Information

NA
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Date: November 6, 2020

The undersigned, Sara Van Wouwe, Device Compliance Assistant of Qarad BV hereby
declares that:

Guangzhou Wondfo Biotech Co. Ltd.
No. 8 Lizhishan Road, Science City Luogang District,
Guangzhou 510663
PR China

has signed the EC Declaration of Conformity in agreement with the Annex Il of the
European Directive 98/79/EC on In Vitro Diagnostic Medical Devices and has
submitted the required technical documentation, for the following IVD product (for
professional use only):

Wondfo 2019-nCoV Antigen Test (Lateral Flow Method) (REF: W196)

The notification to the Belgian Competent Authorities has been carried out on August
11, 2020 by Qarad BV, the appointed Authorized Representative of Guangzhou
Wondfo Biotech Co. Ltd. On November 6", a notification of change was carried out
during which the new product name Wondfo 2019-nCoV Antigen Test (Lateral Flow
Method) was notified.

Sara Van Wouwe Digitally signed by Sara
K . f e Van Wouwe (Signature)

Device Compliance Assistant Bato: 2020.41.06

Qarad BV 15:33:05 +01°00'

Authorized Representative

Qarad BV | Office Address: Pas 257, B-2440 Geel, Belgium | Social Siege: Cipalstraat 3, B-2440 Geel, Belgium
Tel. +32 (0)14 49 04 22 | ECREP@garad.com | www.garad.com

P15
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Guangzhou Wondfo Biotech Co., Ltd.
RF-008-00 Effective date: 2017-11-2

EC DECLARATION OF CONFORMITY
According the In Vitro Diagnostic Medical Device Directive 98/79/EC

Manufacturer: | Guangzhou Wondfo Biotech Co. Ltd.
Address: No.8, Lizhishan Road, Science City, Luogang District,

510663, Guangzhou,

P.R. China
In vitro Product Name: Cat. No.:
disgaestic Wondfo 2019-nCoV Antigen Test (Lateral Flow Method) w196
device(s): -

IVDD Classification: [Other, for professional use

This declaration of conformity is issued under the sole responsibility of the manufacturer that
that the above product(s) meet(s) the provisions of the European Directive 98/79/EC for in
vitro Diagnostic Medical Devices.

The following (harmonized) standards have been applied:

EN ISO 13485: 2016 EN ISO 14971: 2012 EN 13612:2002
EN ISO 15223-1:2016 ENISO 18113-1: 2011 EN ISO 18113-2: 2011
EN ISO 23640: 2015 EN 13641: 2002 EN 62366: 2008

The conformity with the requirements of the Directive has been assessed following the
procedure(s) outlined in the following annexes of the Directive: Annex Ill, excluding 6

Notified Body (if consulted): | Not applicable.

Technical documentation demonstrating compliance is kept by the manufacturer and can be
made available by the authorized representative in Europe:

Qarad BV, Cipalstraat 3, 2440 GEEL, Belgium

Yagin Chi, Regulatory Affairs Director

&'&Z‘m /\/ov- 6, 222° qu/‘]/\ M

(Place and date of issue) (name and signature or equivalent marking of
authorized person)
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ZERTIFIKAT ¢ CERTIFICATE & 2

A

B
AGA

((pAKks

Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 058008 0025 Rev. 00

Holder of Certificate:

Facility(ies):

Certification Mark:

Scope of Certificate:

Applied Standard(s):

GUANGZHOU WONDFO BIOTECH CO., LTD.
No. 8 Lizhishan Road, Science City

Luogang District

510663 Guangzhou

PEOPLE'S REPUBLIC OF CHINA

GUANGZHOU WONDFO BIOTECH CO., LTD.
No. 8 Lizhishan Road, Science City, Luogang District, 510663
Guangzhou, PEOPLE'S REPUBLIC OF CHINA

Design, Production and Distribution of In Vitro
Diagnostics for the Detection of Fertility, Pregnancy,
Infectious Diseases, Drugs of Abuse, Tumor Markers,
Cardiac Markers, Diabetes Markers, Renal Injury
Markers, Autoimmune Diseases, Infection,
Inflammation, Coagulation Factors, Blood Gas Markers
and Related Instruments, Sperm Concentration Test,
Fluorescence Immunoassay System, Blood Glucose
Monitoring System, Control Materials for Tumor
Markers, ECG Event Recorder

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.:

Valid from:
Valid until:

Date, 2019-03-11

Page 1of 1

TOV SUD Product Service GmbH « Certification Body » Ridlerstrafle 65 « 80338 Munich = Germany

SH1814116

2019-03-11
2021-01-31

[ o]

Stefan Preif3



* Bundesinstitut
fur Arzneimittel

und Medizinprodukte Ant'gen-TeStS ZUn

[5] Liste der Antigen-Tests zum direkten Erregernachweis d

die Gegenstand des Anspruchs nach § 1 Satz 1 gemaR "Dritte Vero
~ SARS-CoV-2 (Coronavirus-Testverordnung — TestV)" sind.

Alle Daten gemay Ubermittiung des Herstellers, verbindlich sind au

e EAE e T T I e e

¢ POC =Po
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— salute.gov.it

Area tematica Dispositivi medici | Archivio banche dati

il s
\[/\\/ = //)M}'/ﬂr- dtter /{r///r

& Stampa | & Scarica il dataset

Elenco dei dispositivi medici

Criteri di ricerca:

Denominazione fabbricante: guangzhou wondfo

Codice fiscale fabbricante:

Partita IVA / VAT number fabbricante:

Codice nazione fabbricante:

Denominazione mandatario:

Codice fiscale mandatario:

Partita IVA / VAT number mandatario:

Codice nazione mandatario:

Tipologia dispositivo:

Identificativo di registrazione attribuito dal sistema BD/RDM:
Codice attribuito dal fabbricante:

Nome commerciale e modello:

Classificazione CND:

Descrizione CND:

Classe CE (valida solo per dispositivi medici di classe, impiantabili attivi e IVD):

Elenco dispositivi individuati

Dati aggiornati al:15/11/2020

DISPOSITIVO MEDICO/ASSEMBLATD FABBRICANTE/ASSEMBLATORE
IDENTIFICATIVO out DATA FINE
e
TIPOLOGIA | DI ISCRITTO AL | CODICE ATTRIBUITD DAL DATAPRMA  IMMISSIONE RUOLO conice
COMMERCALEE  CND CLassE cE DENOMINAZIONE
DISPOSITIVO REPERTORIO ATORE PUBBLICAZIONE I AZIENDA FISCALE
MODELLO
B0/ROM COMMERCIO
Serm — GUANGZHOU
-Test
GRAVIDANZAPIC | WATO2160302 iane] e
autodiagnostici
Oiposttve | 1166007 N 0023010100000 SoLUTION HCG - TEST 200672014 BIOTECH €O
(non inclust -
PERSONAL TEST RAPIDO
neltall Il
i MANDATARIO | QARAD BVBA
TESTO! — GUANGZHOU
s
GRAVIDANZAPIC | WOT02160302 . WoHRED
autostagnostici FABBRICANTE | opomecn co.
Dipasitia | 1166029 N 0002301100000 soLuTION HCG - TEST 20/08/2014
(nan inclusi e
PERSONAL TEST RAPIDO 1
nettall I}
w2 MANDATARIO | QARAD BVBA
GuANGZHOU
WO102160302 ST Test
TESTOH mmcome | YOMOFC
HCG TEST  autodiagnostict AmSICRE |
Oipositiva | 1165844 N 0061437200000 GRAVDANZA 20/06/2014
RAPIDIE POINT (non inclust =
ANALYSIS 1P2 1
oF cane” neltall Il
MANDATARIO | QARAD BVEA
GUANGZHOU
wot02160302 ST Test
TEST O asncare | WONDRO
HEG - TEST | autodiagnostict & sioTEcH e
Dipositiv | 1165972 N 0061438200000 GRAVIDANZA 20/0612014
RAPIDIE POINT | (non inclusi -
ANALYSIS 2P
OF CARE neltall i)
MANDATARIO | QARAD BVBA
T a GUANGZHOU
WO102160302 ST Tst
GRAVIDANZAPIC somcune] | PO
HCG-TEST  autodiagaostici
4 o BIOTECH €O,
Dispositivo. | 1623698 s 0202301010000 soLUTION 102017 :
RAPIDIE POINT | (non inclust =
PERSONAL TEST
OF carE” neltatl 1)
Iz MANDATARIO | QARAD BVEA
] Wo102160302 ST T S
st
GRAVIDANZAPIC g | o
HCG-TEST | autodiagnostics
i BIOTECH CO.
oupasitiva | 1623713 s 0202301100000 soLuTION 3100017
RAPIDIE PONT | (non inclusi o
PERSONAL TEST
oF CaRE" neltall Il
wz MANDATARIO | QARAD BVBA
GUANGZHOU
TEarni Wo102160302 ST-Test - S ern)
HCG-TEST  autodiagnostici T
g BIOTECH €O,
Oipesitiva | 1623715 s 02083800000000 GRAVIDRNZADR. 007
RAPIDIE FONT | (non inclust i
MARCUS
oF carE” neltal: 1
MANDATARIO | QARAD BVEA
GUANGZHOU
Wo102160302 ST Test
TEST O [
HCG - TEST | autedagaostict 8 P
Oipositva | 1755107 s 02083900000000 ‘GRAVIDANZADR. 1071002018
RAPIDIE FONT | fnon inclusi "
MARCUS o
OF CaRE" neltall I

MANDATARIO | QARAD BVBA

GUANGZHOU

¢

PARTITA
IVAIVAT
NUMBER

0471972009

0471572008

0471972009

0471972009

0471572009

0471972009

0471972009

0471972009

NAZIONE

P19



Dispositivo

Dispositivo

P20

1936702

2000527

W195

W196

SARS-COV-2
ANTIBODY
TEST(LATERAL
FLOW METHOD)

SARS-COV-2
ANTIGEN TEST

W0105040599 -

TEST DI
IVD - Altro tipo
VIROLOGIA - 21/03/2020
di IVD
REAGENTI NAS -
ALTRI
W0105099099 -
VIROLOGIA - TEST ' IVD - Altro tipo
01/10/2020
RAPIDI E “POINT di IVD

OF CARE" - ALTRI









