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Company Profile

The predecessor of Shenzhen Microprofit Biotech Co., Ltd. is the Medical Division established
by the Group in 1996, which is specialized in the research, development, product on and sales
of biotechnology and intelligent medical equipment. It is a national high-tech enterprise,
specialized in speciality, and a new enterprise integrating the research, development, product
on and sales of biological reagents, cell therapies, bio-core raw materials, and intelligent
medical equipment. The company always adheres to independent innovation, and constantly
devotes itself to the research and development of new technology and new products,
undertakes several national projects, and has been awarded 51 patents (invention patents,

utility models, etc.).

The company has about 10,000 ¥ GMP product on workshops (2 independent Class 100,000
clean product on workshops and 3 independent Class 10,000 clean workshops), 600 nt
instrument product on workshop, 500 n* biochemistry and immunity laboratories, 900 nt
biosafety Level 2 laboratories (BSL-2), cellular drug laboratories (GMP Class-B) and GMP Class
100,000 standard PCR laboratory. The company has a high-level pragmatic and elite team, and

puts 100% effort and demands into every detail.

We are committed to serving human health with advanced technology, high quality

service and economic price, always adhering to the spirit of craftsmen, excellence.
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Product Brochure
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SARS-CoV-2 & Influenza A/B & RSV/ADV/hMPV
Antigen Combo Test Kit

(Colloidal Gold Chromatographic Immunoassay)

flucrecare ®

Antigen  Combe
 AEADY
COVID-13 P A II'!F".I'

High Performance
Accuracy:

'l‘.‘_ Mota Th S Secilslon mog ey o COVID-T Fiasm sshw Lo the B | @ masy dwt, _/

: Effective for mutants Alpha, Beta, Gamma, Delta and Omicron
Cnmpreheniwe of SARS-CoV-2 ; strains h3n2 and hinl of influenza A ; strains
victoria and yamagata of influenza B; types A and B of RSV

r—— D =5

Shenzhen Microprofit Biotech Co., Ltd.
Add:  Room 1101 of Unit 1, Building 2, Hongchuang Technodogy Center, Tek: B5-TS5-203034 16, B6-T 55-616880 35
¥ikeng Community, Fucheng Sub-district, Longhua District, Shenzhen, E-mail: bisg@microprofit.aembisgmi coprofit-bio_com

Guangdong, P.R.China Wie beite wanwmi cmprofit-bio com
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Characteristics

Method Colloidal Gold Chromatographic Immunoassay

Reaction Time 12 mins

Shelf Life 24 months

Storage Temperature 2-30°C

Sample Types Oropharyngeal swab, Nasal swab and Nasopharyngeal swab
Specification 1 Test/box, 25 Tests/box

Brief Operation Procedure

o Mfrf—xl ;g’ B r;:J-—H\I 0 1m
ANz o __} ! ff._':\ 34 - p—
e WY Y f

Sterile nasal swabs

TST(Sample treatment solution)

Test Card Bag

Instructions for Use

Test Card

Microprofitbio fh-1 icroprofit Biotech il"lh-ﬁcmpmﬁt Biotech @ www.microprofit-bio.com
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Product Photos

1 Test/Kit:
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SARS-CoV-2 & Influenza A/B & RSV/ADV/hMPV
Antigen Combo Test Kit

(Colloidal Gold Chromatographic Inmunoassay)

MF-129-01

For Professional Use Only.

12 minutes

HOW TO USE THE TEST? HOW TO READ THE RESULTS?

COVID-19 Antigen Results:
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Packing Information
1T/ Kit
Net Gross Volume
Packaging | length | Width | height | Kits(t) Net weight
weight weight weight
type (cm) (cm) | (cm) /Carton (kg)/Carton
(kg)/Kit (kg)/Carton (kg)/Carton
carton 67 35 43 500 0.030kg | 17.2kg 15.15kg 16.8kg
25T/ Kit
Net Gross Volume
Packaging | length | Width | height | Kits(t) Net weight
weight weight weight
type (cm) (cm) (cm) /Carton (kg)/Carton
(kg)/Kit (kg)/Carton (kg)/Carton
carton 58 44 43 40 0.49kg 21.60kg 19.60kg 18.3kg

For reference only, shipping cost according to the actual weight of the airline department.
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CE Certificate
EG [REF| e E EMC
Ver CERT-202303.\M '\\‘ﬂ '{r.'-. --/ )

CMC MEDICAL DEVICES & DRUGS S.L.

CONFIRMED THAT CMC MEDICAL DEVICES & DRUGS S.L. Is the
European Authorized Representative of

Shenzhen Microprofit Biotech Co.,Ltd.

Room 1001 of Unit 2, Room 1001 and Room 1101 of Unit 1, Building 2,
Hongchuang Technology Center, Xikeng Community, Fucheng Sub-district,
Longhua District, 518000 Shenzhen, Guangdong, PEOPLE'S REFUBLIC OF

CHINA

OdvOldI1d3d 31VOHILYE3D

The certificate remains valid until the expiration date of the EC REP agreement, or
until manufacturing conditions, quality system or relevant legislation are modified.
The validity is subject to positive results of periodic surveillance audits.

The product liability rests with the manufacturer in accordance with applicable
directive/regulation menfioned in Annex | of this certificate and the applicable
standards. After fulfilling the relevant EU legislation requirements, the manufacturer
shall affix the appropriate CE marking to the relevant models of the medical devices
mentioned below.

These products included in the Annex | have been registered in the Spanish MOH
(AEMPS) if applicable. In this case, the column categorized as RPS reffers to their
registration number.

C€

Issue date: 17/05/2024
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CMC Medical Devices & Drugs S.L.
Cl Horaclo Lengo N*18, CP29008, Milaga-S pain
www.cmcmedicaldevices.com
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ANNEXI

REGULATION
D - Dareclive S8TH

Product Mame
——
WB12 Coninol

WD OTHERS

Status RFS

|Eagmend Wil AEMFS |

[ RPSE11/2024

Thyrod Stimulating WD OTHERS- D - Dineclive 58S
Hormone (TSH) Diagnostic
| KR

{lrersnos esmalagraphbe

Aszay)

RPEG11/2024 | Registemd wih AEMPS

Thyrad perosidase ansibody | 1W0 OTHERS- D - Direclive SATTS-
{AnE-TFO) Diagnosse Ki
{Imemunos heomalographic

Aszay)

RPEE11/2024 | Registesmd with AEMPS

SARS-CoV-2IRMITRIV &
Influenza AB & REWVADWVT

WD OTHERS NDD - Derective 98779

RPEM 2062024 | Registesd with AEMPS

WD OTHERS DD - Derective 9819

RPEE1172024 | Registemd with AEMPS

VD OTHERS WD - Dareclive S8MTS-

RPEE11/2024 | Registerd with AEMPS

1VD OTHERS WD - Dineclive S8BT

RPEHE11/2024 | Registesd with AEMPS

WD OTHERS D - Dineclve SBTS

RFS6E11/2024 | Registesd with AEMPS

WD OTHERS D - Deneclive 98NS

RPEE11/2024 | Registesd with AEMPS

IO OTHERS D - Dineclive BEMTG

RPIE11/2024 Registemd with AEMPS

WD OTHERS D - Daneclive SETS

RPEE11/2024 | Registesd with AEMPS

IVD OTHERS WD - Dinecive S8MTE-
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RPEHE11/2024 | Registesd with AEMPS

CLASS SELF
TESTING-

D - Direclive SBMTG

RP3&11/2024 | Registesd with AEMPS

Issue date: 17/05/2024

of N >

CMC Medical Devices & Drugs 5.L.
Cl Horacle Lenge N*18, CP23006, Milaga-S pain
www.cmcmedicaldevices.com
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Expiration date: 08/03/2025
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REP

‘Ver CERT-202303.\

CERTIFICATE

ECREP20240517.1

M
W MECAL

REGULATION

egislemd w

CLASS SELF
TESTING

D - Direciive 58T

WD OTHERS

D - Directve 98rToe

RFSE1112024

| R egistesd with AEMPS

WD OTHERS

WD - Dérecive 98T

RPSG11r2024

| Registesd with AEMPS

SARS-Cov-2 & Influenza AS
B Antigen Combo Test Kit
(Coliosdal Gold
Chromatograghic

I THTRENOEE S8y}

VD OTHERS

D - Derecsve 9879

RFSE1172024

R egistesd with AEMPS

SARS-Cov-2 & infusnza AS

D OTHERS

WD - Direcive 98779

RPSI531 2024

R egistemd wilh AEMPS

SARS-Cov-2 & Inusnza AS
|B & RSV Antigen Combo
Tesi Kil (Coloidal Gold
Chromatographic

IITHTHaNOES SAY)

D OTHERS

WD - Direcive 5879

RPEG1172024

| R egistesmd with AEMPS

SARS-Cov-2 & Infuenza AS

CLASS SELF
TESTING-

WD - Darecive 5879

RPSG1172024

| Registesd with AEMPS

D OTHERS

DD - Derective 9879

D OTHERS

D - Direcive S879

RESG1172024

| Registesmd with AEMPS

others

WD - Darecive 58779

RPS61172024

| Registesd with AEMPS

D OTHERS

D - Directve G875

RPSG1172024

| R egistersd with AEMPS

WD OTHERS

D - Direcive 9879

RPSE1172024

Iﬁegumwm.ﬁtm

WD OTHERS

DD - Dereclive 9879

RS 2062024

| R egistemad wim AEMPS

Issue date: 17/05/2024

CMC Medical Dovices & Drugs S.L.
C/ Horaclo Lengo N°18, CP29006, Malaga-5 pain
.emcmedicaldevices.com
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m E’llhﬁ@} Diagnosbe *:Jm
ml“rﬂﬂtﬂi
Assay)
Glycosylated Hemoglotin{Hb |IVD OTHERS- WD - Direchve SBTS | RPSIS11/22024 | Registesd with AEMPS
n Adic)Diagnos be
m | K[| rremwesnoc hevmiatogragphic
Aszay)
m FOB Quantiative Control IVD OTHERS DD - Direclive 3879 | RPSM 2062024 | Registemd wim AEMPE
:_' fhucrecare COVID-1S & VD OTHERS- WD - Direchve 5878 | RPSE11/2024 | Registemd with AEMPS
- Influenza AJB AnBgen
- Combo Test Kit{Coladal
g zﬂmn (FERF) Diagnostic  |IVID OTHERS- VD - Direclive SBT3 | RPSI611/2024 | Registesed with AEMPS
U {Im¥munoc hevmatographic
Aszay)
D |Fecal Oecult Bood (FOB)  |IVD OTHERS WD - Direcive SBTD RPSE11/2024 | Registesd with AEMPS
CQuanslave Delection Kil
Wqﬂlﬂ
E:h
g | Fecal Catpatectn IVD OTHERS WD - Direchive SBTD RPSIE11/2024 | Registesd with AEMPS
COuanttative Detection kil
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; Fecal Calpetecsn IVD OTHERS WOD - Directive 9879 | RPSM206/2024 lﬂagum wilh AEMPS
Cueaniitative Coninol
—
eTnT Conird WD OTHERS WD - Direclve SB7D RPSE11/2024 |Hagwe-ed with AEMPS
C-Reactve Prodein (CRP)  |IVD OTHERS- WD - Direchve SBTS | RPSIS11/2024 | Registesd wim AEMPS
_' ﬁmumlr:rrmngmpﬂc
Azzay)
AS0 Condorol VD OTHERS D - Direcive SHTS RPEE11/2024 Ragistesd with AEMPS
g Ant-TPO Confrol IVD OTHERS WD - Darechve SBTE RPRIE1/2024 | Registesd wilh AEMPS
Ant-cychc Girulinate I¥D OTHERS D - Direchve SBTD RPSIE11/2024 | Registemd wim AEMPS
a |gepmﬂ':::q' {Anl-CCP)
] {lmumunoe esmatographic
b g | Az Ay semi-quanitalive)
§ 25-Hydrooywitamin-0 (25-  |IVD OTHERS- VD - Dieckve SBT3 | RPSI611/2024 | Registesd with AEMPS
OH-D) Diagnostic Kil
(Imimunoc esmatlographic
Assay)
=
ik
#41
EI Issue date: 17/05/2024 Expiration date: 08/03/2025
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CMC Medical Devices & Drugs S.L.
Cl Horacle Lenge N*18, CP23006, Milaga-S pain
www . cmcmedicaldevices.com
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FLNECias sEvlEa s DEFART AMENTD DE

PRODUCIOS SAMITARICE

NREF: PS/RPY1206/2024

o F 1 C 1 O

CMC Medical Devices & Drogs 8.1,

Comunicaciin:  RPS/206/2024 O Horacio | 0,18,

N* AEMPS: 401816

Fecha 13/05/2024 B e
e T —— MALAGA
Asunto: Anotacion 4 COmuncacion SRk

en el Registro de Hesponsables
de la puesta en el mereado de
Prod uctos Sanitarios

Con fecha 13052024 ha sido registrada en la aplicacion de Registmo de Responsables de la puesta de mercado
de Productos Sanitarios (RPS) de la Agencia Espafiola de Mediwcamentos v Productos Sanitarios {AEMPS) la
comunicacion presentada por CMC Medical Devices & Drugs 5.1, con la siguente mformacion:

L. Nomero de identificacion asignado en el regstro

RPS/M1206/2024

I Responsable de la puesta en el mercado de los produoctos sanitarios

Empresa CMC Medical Devices & Drugs 5.1
C/ Homeio Lengn, 18.
29006 - Malaga (MALAGA)
Andalucia

En calidad de Representante

3. Legislacion gue declara cum plir:

DV = Directiva ST WEC

4. Pagina(s) adicionalies) de producios sanitarios incluidos en esta comunicacion

REGISTRO DE RESPONSABLES DE LA PUESTA EN EL MERCADO DE PRODUCTOS SANITARIOS
DEPART AMENTO DE PRODUCTOS SANITARIOS

Nor- Exter meiificercidn no Sene el comicter de wna awfonzar s somirri de comerc il sacidun, o entraita wn juicio sobre kv o onforomdoad
del prodicio con la kegixlacidn vigenie Umicenmente avala el complimienie del Regixiro de Responsables segin el articwlo @ del 80
166 3 0N v el gwe sie regdan lox Producios Sandanos paro Digpesbicn o vilm,

Agencia Espaniola de Modicam enos ¥ Producios Sanitarkos | AEMPS) CEV: BAR3STABAD
Focha de la firma: 13052024
Pusds compmbar i awsntiddad del domumento sn la sede de la AEMPEhtnsdboalador asmps. a5
Fagna 1 de3 ) CAMIFEZ O, 1 - EDIFICIO B
EOZE MO FID

Tedl- &1 BEZZ 54 52
Fai- 91 827 52 89

13
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Em mme mmm MM

NREF: PS/RPS12006/2024

EPART AMENTO DE
FRODUCTOS SANITARICS

ANEXO: PRODUCTOS SANITARIOS COMUNCADOS POR EL RESPONSABLE

MNombre comercial
Tipa de productn
1 - Fecal Calprotectin (huan fitative

Control

PARA DMAGNOSTICO "IN VITRO®
Autocentificacion

Fabhricante

Shenwhen Microgrofit Bitech Co, Lid.

2 -FOB Quantitative Control

PARA IMAGNOSTICO 1N VITRO®
Audocent leacidn

Fabricante

Shenchen Microprolilt Bedech Co., Lid.

3 - Herpes Simplex Virus-11gG (HSY -
L) Diagnostic Kit
(Immunochromatographic Assay)
PARA DIAGNOSTICO "IN VITRO®

Antocen flescdn

Fabricante

Fecha de introd pecion en el mercado
Finalidad

0052024

Feeal Calprotectn Chusmtitstive Control 15 miended for inovitro d sgnostie e in
the quality contiol o Fecal Calprotectin Cuantitstive Detection Kil. Fof i vitng
dimpnostic use only. For prolesional we onby.

Pais

REPLBLICA POPLILAR CHIMA f
PEOPLES REPUBLIC OF CHINA

0052024

FOB Cuantitative Contiel 13 mlended for in vitro dsgnaitic use in the qualing
comiro] of Fecal Oocult Blood {FOB) Cuant isiive Detection Bl For in vilre
d mpnaatic use only. For prolesional we onky.

Pais
REPLBLICA POPULAR CHIMA /
PEOPLES REPUBLIC OF CHINA

0052024

The Muorecared HEY =112l is applicable o the qusnt it ive detection of the
conceniraion of HSY-11gl m human serum or plagma, D18 mainly used for
anisei lary dizpnosia ol HEV-1 1ol infection For Profesional Ukse Ondy.

Pais

REPUBLICA POPULAR CHIMA /

Shershen Microgrolin Bidech Co., Lid

PEOPLES REPLUBLIC OF CHINA

Agencia Expaniola de Modicamemos y Froducios Santarios | AENPS)
Focha de la firma: 13052024

Pusde compnbar i aulsniodiad del SOTUMETD & 4 sede de A AEMFE NSNS e all B A8mOs. 5

CEV: B4RIETABAD

Fagna 2 de 3

14
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NREF: PS/RPST2062024

DEFARTAMENTO D
PRODASCTOS SAMITARICS

ANEXO: PRODUCTOS SANITARIOS COMUNICADOS POR EL RESPONSABLE

Nombre comercial

Tipo de producto

4 - SARS-CoV-2RhV/PIV & Influenca
A/B & RSV/IADV/hMPY A ntigen

Combo Test kit (Colloidal Cold
Chromatographic Immunoassay )

PARA DIAGHNOSTIC O TN VITRO®
Aulocent Ncacion

Fabricante

Shenchen Microge ofii Brdech Co, Lid

Fecha de introd uccion en el mercado
Fimalidad

07052024

The Nuorecans® SARS-CoV=2 f RhVY PIV & Influenzs ASB &

REVAADY MMPY Antigen Combo Teat Kt i3 applicable 1o the simul taneous
gl tat ive detection and dil ferentiation n v itro of novel Coronanyirus (SA RS-
CoV=2) antigen, Influenea A virus anligen, Influenz B vimus antigen, R5Y
antigen, Adenovines{ AV ) antigen, Humsn Metapneumovinua hPMY) antigen |
BhY amiigen | PIV antigen in Oropharny neeal swab, Masal swaband

Nasophary noeal swab samples.
11 e b uged sianaid in the dis gromis of cononavinid infectiow disese

(OO0 19) cosed by SARS=C0V=2 n symyilomstic patiens within 7 doys of
gme] and in the diagnosis of disemies cnsed by RV, PIV, Inlfluenza AFH,
REV ADV Py,
For professional we only. For m vitno d sgnostic use only.

Pais

REPLBLICA POPULAR CHINA /
FEOPLES REFLIBLIC OF CHIMA

Fascha da la finma: 15052024

Agencia Espanola de Modicamenos y Produ cios Sanitanios | AEMPS) C5V: BARISTABAD

Pusds compmbar b awsniicdad dal documsnio sn la ssde de b AEMPS htpsihcalrador ssmps. s

Fagna Jd=3 O CAMPEZ G, 1 - EDIRICIO B
20T WD

Tei: 91 H22 54 99
Fan 91 BZ2 52 BB
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ZERTIFIKAT & CERTIFICATE & 2

1ISO13485 Certificate

(( AKKS

Oeutiche
Akraditiprungsstalia
O-T8-11321-01-00

Certificate

No. Q5 109172 0001 Rev. 01

Moduct Service

Holder of Certificate: Shenzhen Microprofit Biotech Co., Ltd
Room 1001 of Unit 2
Room 1001 and Room 1101 of Unit 1
Building 2, Hongchuang Technology Center
Xikeng Community, Fucheng Sub-district
Longhua District
518000 Shenzhen, Guangdong
PEOPLE'S REPLBLIC OF CHINA,

Certification Mark:

Scope of Certificate: Design and Development, Production and
Distribution of In Vitro Diagnostic Reagents
and In Vitro Diagnostic instruments for
Immunochemistry

The Certification Body of TUV SUD Product Senvice GmbH cerifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(=). All applicable requirements of the testing and certification
regulation of TUW SUD Group have to be complied with. For details and cerificate validity

see. www tuvsud comips-cert?g=cert: Q5 108172 06001 Rev. 01

Report No.: GZ2343602, GZ2343602-CN
Valid from: 2024-03-24
Valid umtil: 2027-03-23

CODn

Data, 2024-02-01 Christoph Dicks
Head of Certification/MNotified Body

1]
Page 1 of 2 Tov

TOW 50D Product Serice GmbH « Certiicafion Body + Ridlerstralle 65 « B0330 Murich » Garmany
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ZERTIFIKAT & CERTIFICATE ¢

(( DAKKS

Devtache
alwreditinrungsstalle
D=2 11321-01-00

Certificate

No. Q5 109172 0001 Rev. 01

Produet Serviie

H = |30 13485:2016
.A.PFII‘Ed Etandardts]. (EN 150 13485:2016/AC: 2018, EN 1530 13485201 6/A11:2021)

Medical devices - Quality management systems -
Requirements for regulatory purposes

Facility(ies): Shenzhen Microprofit Biotech Co., Ltd
Room 1001 of Unit 2, Room 1001 and Room 1101 of Unit 1,
Building 2, Hongchuang Technoogy Center, Xikeng Community,
Fucheng Sub-district, Longhua District, 518000 Shenzhen,
Guangdong, PEOPLE'S REPUBLIC OF CHINA

See Scope of Cerificate

i1}
Page 2 of 2 v
TV SUD Product Senice GmbH « Certiicaion Body * Ridlerstrale 65 + 80330 Muich + Germany
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Declaration of Conformity

*

MICROPROFIT

MAMUFACTURER

EUROPEAM
REPRESENTATIVE

BRAND
PRODUCT

CLASSIFICATION

DECLARATION OF CONFORMITY

Shenzhen Microprofit Biotech Co., Lid.

Rm. 405, 406, Zone B /4F, Rm. 206, 206-1, 207, West Side of Zone B 2F,
Haowsi Building, Mo, 8 Langshan 2nd Road, Songpingshan,
Songpingshan Community, Xili Strest, Manshan District, Shenzhen, PR,
China

CMC MEDICAL DEVICES & DRUGS, 5.L.
C/ Horacio Lenga nl8 - CF 29006 - Malaga-Spain

fluorecare

See the attachment

Othear Devics of VDD 98/7WEC

CONFORMITY ASSESSMENT  Annex Il of VDD 98/79/EC

We the manufacturer herewith declare on our solo responsibility that the above mentioned
products meet the provisions of the following EC Councll Directives and Standards, All
supporting documentations are retained under the premisas of the manufacturer,

The products comply with the sssental requirements in accordance with Annax | of the VDD

98/TU/EC.

STANDARDS
APPLIED

PLACE

DATE OF IS5UE

SIGNATURE

EN 13612: 2002/ AC: 2002 EN 150 134852016
EM IS0 149712012 EM 150 23640: 2015
EN IS0 18113-1:2011 EM IS0 18113-2:2011
EN IS0 15223-1:2016 EM 13641:2002

EN 62366-1:2015

Shanzhen, China

2022-5-25

J e L

General Managor
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ATTACHMENT
Mo, | Catalog Mo. Froduct nams
1 | ME-120 25-Hydronawwitamin -0 {25-0H-D) Diagnostic Kit
{Immunochromatographic Assay)
2 | ME-127 Anti-cyclic citrullinate peptds antibody (Ant-CCP) Diagnostc Kit
{Immunochromatographic Assay)(semi-quantitative)
MF-278 Anti-TPO Control
MF-275 ASO Cantral
C-Reactive Protein (CRP) Diagnostic Kit {Immunochromatographic
5 | MF-118
Assay)
6 | MF-274 ¢TnT Cantrol
7 | ME-125 Fecal Calpratectin Quantitative Detection Kit
{Immunochromatographic Assay)
g | Me-126 Fecal Qccult Blood (FOB) Quantitative Detaction Kit
(Immunochromatographic Assay)
g9 | MF-119 Feritin {FERR) Diagrastic Kit {immunochromatographic Assay)
10 | ME-66 fllrmr-acar.e COVID-19 & Influenza AB Antigen Combo Test
Kit{Calloidal Gald)
11 | ME-122 Glyoosylated Hemoglobin{HbALc)Diagnostic
Kit{lmmunochromatographic Assay)
12 | Me-80 Helicobacter pylar Antigen (Hp-Ag) Diagnostic Kit
(Immunochromatographic Assay)
13 | MF-276 I-PTH Cantral
14 | ne10a talaria P/ Pv Antigen Test Kit (Colloidal Gold Chromatographic
Immunoassay)
15 | MF-116 Malaria Pf/Pan Antigen Test Kit {(immunochromatographic Assay)
16 | MF-124 Malana PPy antigen Tast Kit (Immunochromatagraphic Assay)
SARS-CoV-2 & Influenza AB & RSV Antigen Combio Test Kit (Collaidal
17 | MF-T1-1 :
Gold Chromatographic Immunoassay)
SARS-CoV-2 & Influsnza AB & RSV Antigen Combio Test Kit {Colloidal
18 | MF-71-2 ;
Gol Chromatographic Immunoassay)
SARS-CoV-2 & Influsnza AB & RSV Antigen Combo Test Kit {Colloidal
13 | MF-71-5 ;
Gold Chromatographic Immunoassay)
SARS-CoV-2 & Influsnza AB & RSV Antigen Combo Test Kit {Collaidal
20 | MF-T1 :
Gold Chromatographic Immunoassay)
21 | ME-69 SARS-CoV-2 & !nfll.-enza AB Antigen Combo Test Kit (Colloidal Gold
Chromatographic Immunoassay)
22 | ME-59 SARS-CoV-2 Antibody Test Kit (Colloidal Gold Chromatographic
Immunoassay)
23 | MF-62 SARS-CoV-2 Antibody Test Kit (Huorescence Immunoassay)
24 | ME-68 SARS-CoV-2 Antigen Test Kit (Colloidal Gold Chromatographic
Immunoassay)
25 | MF-91-1 SARS-CoV-2 Antigen Test Kit (Colloidal Gold Chromatographic
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Immunoassay) { Salna)
SARS-CoW-2 Antigen Test Kit{Colloidal Gold Chramatagraphic

26 | MF-91-2 .
Immunoassay) { Salwva)

27 | MF-91-5 3AR5-CaoV-2 Antigen Test Kit {Colloidal Gold Chromatographic
Immunoassay) (Salwa)

o8 | ME-91 SARS-Cov-2 Antigen Test Kit{Colloidal Gold Chramatagraphic
Immunoassay) Salva)

29 | MF-67 SARS-CaV-2 Antigan Test Kit {Hueorescence Immunoassay)
SARS-CaoV-2 IgG and IgM Antibody Combinad Test Kit (Colloidal Gald

0 | MF-61 :
Chromatographic Immunoassay)

a1 | Me-64 SARS-CoV-2 IgG and IgM Antibody Combined Test Kit (Fluorescsnce
Immunoassay)

1 | ME-90 SARS-Cov-2 Na:l.ltnalizirr;; Antibiody Test Kit (Colloidal Gold
Chromatographic Immunoassay)

33 | ME-70 SARS-CoV-2 Mautralizing Antibody Test Kit (Flueorescencs
Immunoassay)

34 | ME-60 SARS-CoV-2 Spiks Protein Test Kit (Colloidal Gold Chromatographic
Immunoassay)

35 | MF-63 SARS-CoV-2 Spike Protain Test Kit (Fluorascancs Immunoassay)
Thyroid peroxidass antibody (Anti-TPO) Diagnostic Kit

36 | MF-121 !
{Immunochromatographic Assay)

o | g Thyroid Stimulating Hormans (TSH) Diagnostic Kit
{Immunochromatographic Assay)

3B | MF-277 WB12 Contral

39 | ME-129 SARS-CoV-2 & Inflesnza ASB & RSVAADVMMPY Antigen Combo Test
Kit (Collaidal Gold Chromatographic Immunoassay)

a0 | Me-a3 Herpes Gmplex Vires-1igG  (HSV-1lgG)  Diagnostic Kit
{Immunochromatographic Assay)

a1 | ME-130 SARS-CoV-2/RhW/PIV & Influenza AB & RSWADVAMPY Antigen
Combao Test Kit {Collaidal Gold Chramatographic Immunoassay)

42 | MF-283 Facal Calprotectn Quantitative Control

43 | MF-282 FOB Quantitative Cantral
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Shenzhen Microprofit Biotech Co., Ltd.

Declaration of Conformity (DOC) Corrigendum

Product name: See the attachment

Model: See appendix for details

Class: Other Device of VDD 98,/ 79/EC
Date of the DOC: 2022-05-25

This corrigendum intends to correct the following information in DoC(s) of the above listed
product(s).
Change Oid Manufacturing Address:  Bm. 405, 406, Zone B /4F, Rm. 205, 206-1, 207, West Side
of Zone B/ 2F, Hoowel Building, No. 8 Lengshan 2nd Road,
Songpingshan, Songpingshan Community, Xii Street,
Nanshan District, Shenzhen, P.R. Ching.

To new Manufacturing Address: Room 1001 of Unit 2, Room 1001 and Room 1101 of Unit 1,
Building 2, Hongchuang Technology Center, Xikeng
Community, Fucheng Sub-district, Long hua District, 518000
Shenzhen, Guangdong, PEOPLE'S REPUBLIC OF CHINA

According to Regulation (EL) 2017 /746 (IVDR), for legacy devices according to Art. 110 (3), no
changes te DOCs signed prior to May 26, 2022 can be performed. In case of the above described non-
significant change(s) [as defined in MDCG 2022-8), the existing DOC(s) is (are) still valid and this
Corrigendum will be attached to the originally signed DOC(s). The DOC(s) will be updated upon
transition to VDR,

..Shen::han,Ehina...?ﬁ?ﬁ..ﬁ..ﬂ. s e RNAE
Place/Date legally binding sig

.LiuYing.....General Marjger...
Name and function
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ATTACHMENT
Mo, | Catalog No. Product name
1 | ME-120 25-Hydroxyvitamin=0D (25-0H-0) Diagnostic Kit (Immunochromatographic
Assay)
5 | ME-127 Anti=cyclic citrullinate peptide antibody (Anti-CCP) Diagnostic Kit
[Immunochromatographic Assay ) semi-quantitative)
3 | MF-278 Anti-TPO Control
4 | MF-275 ASO Control
5 | MF-118 C-Reactive Protein (CRP) Diagnostic Kit (Immunochromatographic Assay)
6 | MF-274 cTnT Control
7 | MF-125 Fecal Calprotectin Quantitative Detection Kit (Immunochromatographic Assay)
Fecal Occult Blood (FOB) Quantitative Detection Kit [Immunochrematographic
8 | MF-126
Assay)
9 | MF-119 Ferritin [FERR) Diagnostic Kit {Immunochromatographic Assay)
10 | MF-BE fluprecare COVID=-19 & Influenza A/B Antigen Combo Test Kit(Colloidal Gold)
Glycosylated Hemoglobin{HbA lc)Diagnostic Kit{immunochro matograp hic
11 | MF-122
Assay)
12 | ME-8D Helicobacter pylerl Antigen (Hp-Ag) Diagnostic Kit (Immunrcchrematographic
Assay)
13 | MF-276 I-PTH Control
14 | ME-123 falaria Pf/ Pv Antigen Test Kit [Colloidal Gold Chromatographic
Immiunoassay )
15 | MF-116 Malaria PffPan Antigen Test Kit {Immunochromatographic Assay)
16 | MF-124 Malaria PffPv antigen Test Kit (Immunochromatographic Assay)
17 | ME-71-1 SARS-CoW-2 & Influenza AJB & RSV Antigen Combo Test Kit (Colloidal Gold
Chromatographic Immunoassay)
SARS-CoV-2 & Influenza A/B & RSV Antigen Combo Test Kit (Colloidal Gold
18 | MF-71-2
Chromatographic Immunoassay)
SARS-CoV=2 & Influenza A/B & RSV Antigen Combo Test Kit [Colloidal Gold
19 | MF-71-5
Chromatographic Immunoassay)
SARS-CoV=-2 & Influenza A/B & RSV Antigen Combo Test Kit [Colloidal Gold
20 | MF-71
Chromatographic Immunoassay)
SARSCoV-2 & Influenza A/B Antigen Combo Test Kit (Colloldal Geld
21 | MF-69
Chromatographic Immunoassay)
22 | MF-59 SARS-CoV=2 Antibody Test Kit (Colloidal Gold Chromatographic Immuno assay )
23 | MF-&2 SARS-CoV=2 Antibody Test Kit (Fluorescence Immunoassay )
24 | MF-68 SARS-CoV-2 Antigen Test Kit [Colloidal Gold Chromatographic Immunoassay)
SARSCoV=2 Antigen Test Kit (Colloidal Gold Chromatographic Immunoassay)
25 | MF-91-1
[Saliva)
SARS-Col=2 Antigen Test Kit (Colloidal Gold Chromatographic Immunoassay)
26 | MF-91.2 (Saliva)
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SARS-CoV-2 Antigen Test Kit {Colloidal Gold Chromatographic Immunoassay)

27 | MF-81-5
[Saliva)
SARSCoV-2 Antigen Test Kit {Colloidal Gold Chromatographic

28 | MF-81
I rLno assay ) Saliva)

29 | MF-E7 SARS-CoV-2 Antigen Test Kit (Fluorescence Immunoassay)
SARS-CoV-2 lgG and Igh Antibody Combined Test Kit (Colleidal Gold

30 | MF-E1
Chromatographic Immunoassay)

31 | ME-64 SARS-CoV=2 lgG and lgh Antibody Combined Test Kit (Fluorescence
Immunoassay)

32 | ME-90 SARS-CoV=2 Neutrallzing Antibody Test Kit (Colloidal Gold Chromatographic
| A FrILIND 3558y |

33 | MF-T0 SARS-CoV-2 Neutralizing Antibody Test Kit (Fluorescence Immuncassay)

14 | ME60 SARS-CoV-2 Spike Protein Test Kit [Colleidal Geld Chromatographic
Immunoassay)

35 | MF-B3 SARS-CoW-2 Spike Protein Test Kit (Fluorescence Immunoassay)
Thyrold peroxidase antibody (Anti=TPO) Diagnostic Kit

36 | MF-121 3
[Immunochromategraphic Assay)

37 | ME-117 Thyrold Stimulating Hormone (TSH) Diagnostic Kit (Immunochromatographic
Assay)

38 | MF=277 WB12 Control

39 | ME-129 SARS-CoV-2 & Influenza A/B & RSV/ADN/hMPY Antigen Combo Test
Kit (Colloidal Gold Chromatographic Immunoassay)

40 | MF-g3 Herpes Simplex h'lrus-:llg; (HEW=1lgG) Diagnostic Kit
[Immunochromatographic Assay)

41 | mMe-130 SARS-CoV-2/RhV/PIV & Influenza AJB & RSV/ADV/hM PV Antigen Combo Test
Kit [Colloidal Gold Chromatographic Immunoassay)

42 | MF-283 Fecal Calprotectin Quantitative Control

43 | MF-282 FOB Quantitative Control
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