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€ Pro-med established in 2013 which has two
production, R&D bases in Beijing’ s
Zhongguancun Science and Technology Park and
Jiangsu China Medical City, 30 independent
intellectual property rights, and 80 conventional
product lines.

€ More than 10,000 m? production area, 300
employees, the daily production capacity exceeds
3 million.

@ self-produced core IVD raw materials.

€ Pro-med have obtained CE certificates and China
whitelists, Germany BfArM, Italian approval and
Austrian BASG.

€ The self-test list of France, Netherlands, Denmark,
Austria and other countries are in application.




Milestone REL

Entered into the

pro-med was founded,  Entered into the POCT Set up a wholly international market.

focusing on rapid market, owned subsidiary, Business coverage of

diagnosis At present, the business Jiangsu Aoya Germany, France, the
has covered 8000+ Biotechnology Co., Netherlands, Denmark,

medical institutions Ltd Austria....
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7 Include Clinical Test Items

Safeguard Health of

People
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7 Technology Platforms

€ Immune Colloidal Gold Platform
\ 4 Immunofluorescence Platform

& Diagnostic platform for

bleeding/coagulation
€ Chemiluminescence Platform
® \olecular Diagnostics Platform
@ |nstrument Platform

@ Biological Raw Material Platform
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EiEE (k=) BiEsREe=EP ro-med (Beijing) Technology Co., Ltd. FAEHRESE COVID-19 and COVID-19 91110114078587382R EREECE
Pl ] Mutant Strain (B.1.1.7

Strain)Antigen Rapid
Detection Kit (Colloidal
Gold) COVID-12 Antigen
Rapid Detection Kit
{Colloidal Gold) Influenza
A+B and COVID-19
Antigen Combo Rapid
Detection Kit (Colloidal
Gold) COVID-19 IgM/1gG
Antibody Rapid
Detection Kit (Colloidal
Gold) COVID-19
MNeutralizing Antibody
Rapid Detection Kit
(Colloidal Gold)
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_ 95%iges 95%iges
Test-D Handelsname des Herstellers/ — Evaluierung .o Stact Land  Name Stact g DoUEN) poctor %  Vertrauens- %  Vertrauens-
Europ. Bevolimachtigten PEI Vertreiber . .
intervall intervall
COVID-19 Antigen-Schnelinachweis- Pro-med (Beijing) Foc
ATBSS2N s oK) Nein eemooa) Co L Beliing CN  LosNLB.V. Hague NL ¢ Details éogp;) 9398 88589692 9944 9909990
Hersteller Europaischer Bevollmachtigter Sensitivitat spezifitat
_ 95%iges 95%iges
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I Glob

Elenco dispositivi individuati

Dati aggiornati al: 16/05/2021

DISPOSITIVD MEDICO/ASSEMELATO

TIPOLOGEA

DISPOSITIVG

Dispositive

Dispositivo

Dispositive

Dispositivo

Drispositivo

Dispositive

Dispositivo

Dispositive

Dispositivo

IDENTIFICATIVG M
REGISTRAZICHE ED/RDM

2105341

2105344

2105345

2105346

2105347

2108357

21053485

2108355

2105349

SHIAE

al Certificates

ISCRITTO AL CODICE ATTRIBLITO DAL
REPERTORIO FABERICANTE/ASSEMELATORE

5 10 TESTE/AKIT

- I0 TESTE/AKIT

5 IE TESTS/KIT

3 30 TESTEAKIT

5 40 TESTE/AKIT

3 S TESTS/KIT

5 50 TESTS/KIT

3 OME TEET/KIT

5 0One test/packags

HOME COMMERCIALE E MODELLO

COVID-1% ANTIGEN RAPID DETECTION
KIT[COLLOIDAL GOLD)

COVID-1% ANTIGEN RAPID DETECTION
KIT[COLLOIDAL GOLD)

COVID-1% ANTIGEN RAPID DETECTION
KIT[COLLOIDAL GOLD)

COVID-1% ANTIGEN RAPID DETECTION
KIT[COLLOIDAL GOLD)

COVID-1% ANTIGEN RAPID DETECTION
KIT[COLLOIDAL GOLD)

COVID-1% ANTIGEN RAPID DETECTION
KIT(COLLOIDAL GOLD)

COVID-1% ANTIGEN RAPID DETECTION
KIT(COLLOIDAL GOLD)

COVID-1% ANTIGEN RAPID DETECTICH
KIT(COLLOIDAL GOLD)

COVID-17 ANTIGEN RAPID DETECTION
KIT(COLLOIDAL GOLD)

CHD

BRI hR

'W010507709% - VIROLOGIA - TEST RAPIDI E

"POINT OF CARE" - ALTRI

'WO10507709% - VIROLOGIA - TEST RARIDI E

"POINT OF CARE" - ALTRI

'W010507709% - VIROLOGIA - TEST RAPIDI E

"POINT OF CARE" - ALTRI

‘WO1050%309% - VIROLOGIA - TEST RARIDI E

"POINT OF CARE" - ALTRI

'WO1050%3099 - VIROLOGIA - TEST RARIDI E

"POINT OF CARE" - ALTRI

‘WO1050%309% - VIROLOGIA - TEST RARIDI E

"POINT OF CARE" - ALTRI

WO10507309% - VIROLOGIA - TEST RARIDI E

"POINT OF CARE" - ALTRI

WO10507309% - VIROLOGIA - TEST RARIDI E

"POINT OF CARE" - ALTRI

WOD5073037 - WIRDLOGIA - TEST RAFIDI E

"POINT OF CARE" - ALTRI

Italian Salute

CLASEE CE

WD - Altra tipo
di IvD

WD - Alkrg tipo
di IvD

WD - Alkro tipo
di IvD

WD - Alkro tipo
di IvD

WD - Alkro tipo
di IvD

WD - Alkro tipo
di IvD

WD - Altro tipo
di IvD

WD - Altro tipo
di IvD

WD - Altro tipo
di IvD

DATA PRINA

PUBELICAZIOHE

13/08/2021

13/08,2021

13/08/2021

1370872021

1370872021

1370872021

1370572021

1370872021

1370572021

DATA FINE IMMISSIONE IN
COMMERCIO

FAEBERICANTE/ASSEMELATORE

RUDLD
AZIEHDA

FASERICANTE

MANDETARID

FASERICANTE

MANDATARID

FASERICANTE

MANDETARID

FAZERICAMTE

MAMNDATARID

FAZERICAMTE

MAMNDATARID

FAZERICAMTE

MAMNDATARID

FABBRICANTE

MAMNDETARID

FABBRICANTE

MAMNDATARID

FAEERICANTE

MANDETARID

DEMOMIHATIONE

PRO-MED (BEILNNG)

TECHMOLOGY CO., LTD.

LOTUS HL BV

PRO-MED (BEINNG)

TECHMOLOGY CO., LTD.

LOTUS HLEB. V.

PRO-MED (BEINNG)

TECHMOLOGY CO., LTD.

LOTUS HL BV

PRO-MED (BEILNNG)

TECHNOLOGY CO., LTD.

LOTUS HLEV.

PRO-MED (BEINNG)

TECHHOLOGY CO., LTD.

LOTUS HL BV,

PRO-MED (BEILNNG)

TECHROLOGY CO., LTD.

LOTUS HLE V.

PRO-MED (EELNNG)

TECHROLOGY CO., LTD.

LOTUS HLEB.V.

PRO-MED (BEINING)

TECHROLOGY CO., LTD.

LOTUS HLE V.

PRO-MED (EEILNNG)

TECHHOLOGY CO., LTD.

LOTUS HLE.V.

PARTITA IVANAT
HUMEER

BI1206675601

BI1206675801

BI1206675601

BIT206675E0

BI1206675801

BIT206675E01

BIT206675801

BIT206675E01
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BI12066T580M

HAZIONE

CH

ML

CH

ML

CH

ML

N

ML

€N

ML

N

HL

CH

HL

€N

HL

CH

ML
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Austrian BASG

VWUXI, Jiangsu, UN £141/4.

Pro-med (Beijing) Technology
Co., Ltd.

C-3F, 8#, 738 Changliu Road,
Machikou Town, Changping,
102202, Beijing, China

COVID-19 Antigen Rapid
Detection Kit (Colloidal Gold) -
Nasal swab

Pro-med (Beijing) Technology Co.,
Ltd.

C-3F, 8#, 738 Changliu Road,
Machikou Town, Changping, 102202,
Beijing, China

OSMUNDA Medical Technology Service GmbH
Von Oppen-Weg 15, 14476 Potsdam

Pro-med (Beijing) Technology
Co., Ltd.

C-3F, 8#, 738 Changliu Road,
Machikou Town, Changping,
102202, Beijing, China

COVID-19 Antigen Rapid
Detection Kit (Colloidal Gold) -
Saliva sample

Pro-med (Beijing) Technology Co.,
Ltd.

C-3F, 8#, 738 Changliu Road,
Machikou Town, Changping, 102202,
Beijing, China

OSMUNDA Medical Technology Service GmbH
Von Oppen-Weg 15, 14476 Potsdam

Pro-med (Beijing) Technology
Co., Ltd.

C-3F, 8#, 738 Changliu Road,
Machikou Town, Changping,
102202, Beijing, China

COVID-19 Antigen Rapid
Detection Kit (Colloidal Gold)

Pro-med (Beijing) Technology Co.,
Ltd.

C-3F, 8#, 738 Changliu Road,
Machikou Town, Changping, 102202,
Beijing, China

OSMUNDA Medical Technology Service GmbH
Von Oppen-Weg 15, 14476 Potsdam

14
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EERSYEIFRE | CFS

B 25 1R Bt i 30 HY 0T Ry
I P ¢ i IR 2
HPIE China Chamberof Commerce for Import & Export of Medicines & Health Products

® Add:11-121F \Bfdg}, Beijing INN, No.6 Nanzhugan Hutong, Dongeheng Dibt, Beijing, China P.C.100010
Tel: 008G NIS8036272/75/78/71/T0 Fax: 0086 10 58036274 ‘Website: www.ccemhpie.org.cn
Esmbild 110982739Gqq.com  82579517@qq.com  md@cccmhpic.org.cn

B W EIEH
CERTIFICATE OF FREE SALE

2021YB1414
FERAGTR: COVID-19 Hft R aAR & (A&
Product(s): COVID-19 Antigen Rapid Detection Kit (Colloidal Gold)
FUREEL R 1 AN AR, S AL 10 AfdEe 20 BB 25 A, 30
A, 40 Afhrdk. 50 A&
Model : 1 test/package;1 test/kit;5 tests/Kit;10 320 it;25 it;30
tests/kit; 40 tests/kit; 50 tests/kit.

PR A% COVID-19 $EHE 1gMIgC WMt IR & (RikEE)

Produet(s): COVID-19 IgM/IgG Antibody Rapid Detection Kit (Colloidal Gold)

MBS, | AR, L ABRL 5 ABE. 10 AByE. 20 M. 25 AbA. 30
A, 40 A, S0 ABHE

Model : 1 test/package;1 ftest/kit;5 tests/kit;10 tests/kit;20. tests/kit;25 tests/kit;30

tests/kit;40 tests/kit; 50 tests/kit.

= COV1D~19 ﬁﬂ*ﬂﬁ#ﬂéi&!dﬁﬁm (B G

g Antibody Rapid Detection Kit (Colloidal Gold)
W, l)\‘fﬁ'!ﬁ\ u«ma\ S A 10 AR, 20 AR 25 AHEE 30
At 40 Aﬁ}fﬁ\ 50 Aﬁ‘lﬁ

Model : 1 3 ;10 tests/kit;20 tests/kit;25 tests/kit; 30
tests/kit; 40 tests/Kit;50 tut:/kll

WERK: ®E

Exportto: Thailand

EH:
Buyer: AD NANO CO., LTD.

s
Address: 36/1-6, Soi Ramkhamhaeng 24 Yaek 4 (Thawon Tawat 2), Hua Mak, Bang Kapi,
Bangkok, 10240, Thailand.

R E (bR PHERAT

Manufacturer: Pro-med gﬂj Technology Co., Ltd.

Hibk,  AbROEER B SR 738 5 8 SHE= C X, Wi 102202
Address: C-3F, 8#,738 Changliu Road, Machikou Town, Chang ping, 102202, Beijng,
China.

AU B RS AR SR, RAE R A, OS2,

THIS IS TO CERTIFY THAT THE ABOVE PRODUCTS COMPLY WITH THE
RELEVANT STANDARD HAVE NOT BEEN REGISTERED IN CHINA THE
EXPORTATION OF THE PRODUCTS ARE NOT RESTRICTED.

SEAEY B BRI AN 2 4.

15
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Global Certificates

49
Bundesinstitut fiir Impfstoffe und biomedizinische Arzneimittel PH I.J|-Eh r| |‘(_«h_| nstitut H
Federal Institute for Vaccines and Biomedicines H
::::—mad COVID-19 Antigen Rapid Detection Pro-med (Beijing) Technology Co.,Ltd.

Search link:
https://www.pei.de/SharedDocs/Downloads/DE/newsroom/
dossiers/evaluierung-sensitivitaet-sars-cov-2-antigentests-
04-12-2020.pdf?__blob=publicationFile&v=49

16



éﬂﬁkﬁE A ' French Pro.
Global Certificates

Dear Sir/Madam

We acknowledge receipt of the EC certification and the documents provided for your antigen test for professional use for nasal
swabs.

The information provided is in accordance with national requirements. We will forward this information to the Ministry.

Kindly note that rapid antigen diagnostic tests on nasal swabs are subject to very restricted conditions of use, which must be
organized by a regional health agency or an educational institution, and have not yet been deployed as part of the national
strategy. As a result, and in order to avoid misuses or unregulated and unauthorized uses, the list of these products is not

published on the ministerial platform.

Persons interested in the methods of marketing and use of these tests are invited to refer to the provisions of the amended

Order of June 1, 2021 prescribing the general measures necessary for the management of the end of the health crisis.

Best regards,

Madame, Monsieur,

17
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Certification

| | _Oro-me
International Quality Management System &Authoritatieenologyz=isiz

Pro-med has established an international quality
management system, strictly complying with
international standards and regulations, including
ISO 13485:2016, 1SO 9001:2015, WHO, etc.

HETR4R 5 04720Q10000330

K IT 2% M
By B 32 T R A GE GE S
ZAUEW
A
bR FHEAIAT

YY/T 0287-2017 idt 1SO 13485:2016
TRAE SR AT s O A P AHHT B IR 30 B I B TR R AR

20 4 08 4 15 H
£08 A 14 H

AL B T AR GE SR

REGISTRATION NO. 04720Q10000330

CERTIFICATE OF QUALITY MANAGEMENT
SYSTEM FOR MEDICAL DEVICES

fown, Changping D)

-3F,C-1F, 84, 738 Changliu Rd., Machikou Town, Cha

nd conformed to the following standard(s)
YT

Date of issi
Date of ex)

17 idt ISO 13485:2016
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Oro-med
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Production Capacity




Oro-med

Mature production system and automated productior°fif&,°9Y ="
Production capacity 3 million tests/day
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COVID-19 Product Solution——
Antigen Test

www.pmdt.com.cn



Coronavirus Detection Method-Antigen Test QPO'med

technologyzimE

Nucleocapsid protein (N : Membrane
! __ glycoprotein (M)

ALl

Antigen Test

Spike
protein (S)

Envelope -
protein (E)

Pro-med COVID-19 Antigen Rapid Test Intended Use




Similar to RT-PCR, the detection of antigen indicates the active infection. Under the circumstance that the
area is still undergoing widespread community transmission and/or the area with limited RT-PCR resources,
antigen can be used for aiding in the diagnosis of COVID-19 suspect patients.
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Detection window of antigen test

Releasing profile
Levels of 2019-nCoV virus and antibodies after infection
*For illustrative purpose only

. Minimum detectable limit

=

Incubation Period
A IgM +19G
1 Recovery i
laG
P 9
@
- _
= Virus (PCR, Antigen) -..‘_i!IA
lgm
. 0 T 14 21 28 25
Firstinfection Sympfom onget Second infection

Antigen  e—
PCR PCR
|QA IgA —
IQM IgM  ——
|gG 196 m——

IgM+IgG 19M+196 me—

Days after onsef of symptoms

s Window Penod
Testing Period

Oro-med

technologyzimE

[J LR}

The best detection window
for antigen test is 3 days
prior to symptoms onset
and 7 days after symptoms
onset.

Along with the disease
progress, the viral load will
decrease and the detection
rate for antigen will go
down.
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Applicabe sample types QPO'med
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Nasopharyngeal Swab Oropharyngeal Swab Nasal Swab Saliva
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COVID-19 Antigen Rapid Test

(Nasal swab)
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Pro-med Covid-19 Antigen Rapid Test

+ Nasal Antigen Test (1Test/Box) cassette

coviD-19

Antigen Rapid Detection Kit
(Colloidal Gold)

Box Size: 400 tests in box
Length: 12.5cm ,

. Outside box:
Width: 8cm 60cm*45.5cm*46¢cm

Height: 2.5cm

Components:
1. Individual sealed pouches, each pouch contains: 3. Nasal swab
. 1xTest cassette 4. Dripper

« 1xDesiccant pouch 5. Sample extraction tube

2. Single-use extraction buffer 6. Instruction for use




Pro-med Covid-19 Antigen Rapid Test on-med

technologyz=imE

+ Nasal Antigen Test (20 Tests/Box)

Antigen Rapid Detection Kit
(Colloidal Gold)

Box Size:
1000 tests in box

Length: 17cm
Width: 12.5cm Outside box:

. *38. *67
Height: 7cm 38.5cm*38.5cm*67¢cm

Components: 2. Extraction buffer(2*6ml)
1. 20 Individual sealed pouches, each pouch 3. 20 nasal swabs

contains: 4. 20 sample extraction tubs
« 1xTest cassette 5. 20 Drippers
. TxDesiccant pouch 6. Instruction for use

< Single-use extraction butier can also be provided for 20 tests/box antigen test



Operation Procedure (After Sample Collection)

»* J »* ..:l !4 i
11 ; .!
>
Transfer all of the extraction buffer Rotat= about 10 imes leave the swab Squeeze the
Into the extraction tube In the extraction buffer for 1 minute swab lip
I
A/

| Giee)

: Add BO pL (about 3~4 drops)
Cover the drippes fo I"|:|"|9E'53mplﬂ wallmpﬁ'

Oro-med
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BELR (RHER)

Operation Procedure (After Sample Collection)

For with bottle buffer

e )
> . > 4 >
Transter 400 plL Rotate about Squeaze he
(about 10 s) 10 tmes swab tp
axiracion o
N
L
»> > P
a
® @ )
Cover the dripper Add B0 plL (about 3~4 drops)
1o the sampie weil

Oro-med
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SihEmEhRE (KREPEX)

Pro-med Covid-19 Antigen Rapid Test

+ Nasal Antigen Test (1Test/Box) card

250 tests in box

Box Size: Outside box:
: Length: 19cm 60cm*45.5cm*46cm
= Width: 1.5cm 420 tests in box(small card)
. | | | mma'a‘-:., Height: 14cm Outside box:
e 50.5*55.5*49.5

Components:
- _ 3. Nasal swab
1. Individual sealed pouches, each pouch contains:

o 1xTest Card

4. Instruction for use

» TxDesiccant pouch - Card can also be provided for 25 tests/box antigen test
2. Single-use extraction buffer




Oro-med
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COVID-19 Antigen Rapid Test
(Saliva)
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SEEmEnFRAIE (BREPEX)

Pro-med Covid-19 Antigen Rapid Test

+ Saliva Antigen Test (1/20 Test/Box)

| tnerintteann cassette

Box Size: 400 tests in box

Length: 12.5cm Outside box:
Width: 2.5cm 60cm*45.5cm*46cm

Height: 8cm .
1000 tests in box

20 tests/kit Box Size; Outside box:
17cm*12.5cm*7¢cm 38.5cm*38.5cm*67¢cm

Components: : :
1. Individual sealed pouches, each pouch contains: 3. Saliva collection
« 1xTest Card

. 1xDesiccant pouch

4. Dripper
5. Sample extraction tube

: . 6. Instruction for use
2. Single-use extraction buffer HEH .



Clinical Data(Sample: NP/OP)

PCR
Positive Negativ

Reagent

Pro-med Covid-19

. :
Antigen Rapid Test Positive 125 126
(Colloidal Gold) Negative 8 178 186
Total 133 179 312

Sensitivity: 93.98%
(95%Cl:88.58%~96.92%)
Specificity: 99.44%
(95%Cl1:96.90%~99.90%)
Total agreement: 97.12%
(95%Cl:94.61%~98.48%)
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Pro-med Covid-19 Antigen Rapid Test Kit Advantages

technologyzimE
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More detalls please further contact
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