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Medomics has made an all-round layout around innovative technology platforms such as molecular
D POCT, immune analysis, super-pixel imaging, and artificial intelligence, and has obtained nearly a
hundred authorized intellectual property rights; we have established a GMP purification production
workshop that meets NMPA and IVDR standards, which can meet different needs. Our products focus on
the rapid detection in many fields such as infectious diseases, inflammatory infections, tumors and
| N T R O D J CT O N antibiotic resistance, with the advantages of rapid and precision, and have been exported to more than
70 countries and regions around the world. Since its establishment, Medomics has also won many
national, provincial and municipal honors, such as "National High-tech Enterprise", "Jiangsu Provincial

Jiangsu Medomics Medical Technology Co, Ltd, founded in October 2017, is located at Biotech and Engineering Technology Research Center”, "Jiangsu Specialized New Small and Medium Enterprises”,
Pharmaceutical Valley of Jiangbei New Area, Nanjing, Jiangsu, China. We are a company with artificial "Jiangsu Private Technology Enterprise" and "Nanjing Cultivation Unicorn Enterprise", etc., undertake the
intelligence and fully automated diagnostic technology as the core, focusing on the subdivision of in key research and development plan of the Ministry of Science and Technology, and won the third prize in
vitro diagnostics detection. In the field of research and development, production and marketing are the finals of the National Entrepreneurship and Innovation Competition, determined to become the
implemented and the strategic layout is integrated, an innovative high-tech medical device company leader in the development trend of the global IVD industry.

that provides high-precision, on-site fast solutions for the world. Medomics has always been adhering to the corporate values of "Integrity, Responsibility, Innovation, and

Excellency", and is committed to providing more accurate and convenient testing services for the medical
industry and the general public.
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. Respiratory Diseases -01-

- SARS-CoV-2 Ag Test Kit

 SARS-CoV-2 Ab Test Kit

- SARS-CoV-2 & Flu A/B Ag Combo Test Kit

- SARS-CoV-2 & Flu A/B & RSV Ag Combo Test Kit

- ADV & RSV & MP Ag Combo Test Kit

- ADV & RSV & Strep A Ag Combo Test Kit

- SARS-CoV-2 & Flu A/B & ADV & RSV & SA Ag Combo Test Kit

l Sexually Transmitted Diseases Tests -02-

- HIV-1/2 Antibody/p24 Antigen Test Kit
- Candida Albicans/Trichomonas vaginalis /Gardnerella vaginalis Ag Test Kit

I Infectious Disease Tests -03-

- Malaria Ag Test Kit

- Dengue Ag/Ab Test Kit

- Tuberculosis Ab Test Kit

- Rotavirus Ag Test Kit

- Monkeypox Ag/Ab Test Kit

. Antibiotic Resistant Bacteria Tests - 04 -

- KPC/IMP/NDM/VIM/OXA-48 Carbapenemase Combo Test Kit

. Cardiac Markers Tests - 04 -

- cTnl/CK-MB/Myo Combo Test Kit
- NT-proBNP Test Kit
- D-Dimer Test Kit

CONT

I Inflammatory Markers Tests
- CRP Test Kit
- PCT Test Kit
- IL-6 Test Kit
- CRP/SAA Combo Test Kit
- PCT/IL-6 Combo Test Kit

- 25-OH VD Test Kit
- HbA1c Test Kit
-VB12 Test Kit

- FA Test Kit

I Gastric Function Tests

PG /PG Il Test Kit
- G-17 Test Kit

- H.P. Ag Test Kit

- H.P. Ab Test Kit

I Tumor Markers Test
- PSA Test Kit

l Fluorescent Stain
- Dual Fluorescent Staining Kit
- Fungal Fluorescent Staining Solution

B Equipments
- Portable fluorescent immunoassay reader
- Fluorescent Immunoassay Reader
- Automated Stainer
- Scanner |l
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Respiratory Diseases

SELF-TEST
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:‘&. Multiple in one. | @%

e~ One step process differentiate
multiple infections

é) Rapid ."
Results in 20-25 minutes

Effective for mutation viruses %

Cover different virus strain types

Tests

SARS-CoV-2 antigen Test Kit (LFIA)
SARS-CoV-2 antibody Test Kit (LFIA)

SARS-CoV-2 & Influenza A/B Antigen Combo Rapid Test Kit (LFIA)
SARS-CoV-2/RSV + Influenza A/B Antigen Combo Rapid Test Kit (LFIA)
ADV/RSV/MP Antigen Combo Rapid Test Kit (LFIA)

ADV/ RSV/ STREP A Antigen Combo Rapid Test Kit (LFIA)

SARS-CoV-2/FluA/FluB + ADV/RSV/SA Antigen Combo Rapid Test Kit (LFIA)
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Easy process

Self operation, no extra equipment
needed
Easy storage

Room temperature storage and
transportation

Integrated strip design

Multiple test lines combined in one
strip to facilitate the procedure

Specimen Platform Reaction Time

NP/OP GICA 15-20min
S/P/WB GICA 15-20min
NP/OP GICA 15-20min
NP/OP GICA 20-25min
NP/OP GICA 20-25min
NP/OP GICA 20-25min
NP/OP GICA 15-25min

Sexually Transmitted Diseases

» - Human Immunodeficiency Virus

Intended Use: Auxiliary diagnosis of people suspected
N of being infected with HIV type 1/2. For qualitative
HV-A12 Antipog ;| detection of HIV1 antibody, HIV2 antibody and p24

Test i Antigen - ; ;
KMLH) i antigen in human serum, plasma or whole blood
i

sample, The reaction on Ag or Ab test line suggest the
possible infection.

Tests Specimen Platform Reaction Time

HIV-1/2 Antibody/p24 Antigen Test Kit (LFIA) S/P/WB GICA 15-20min

Candida Albicans/Trichomonas vaginalis /
Gardnerella vaginalis antigen Combo Test Kit (LFIA)

® Quick resultsin 15 min

® Double strip design for easier operation

® Minimal training requirements to operate T"":hu:, nalblcans/

agln-'alls/

""gen c agln
C€ s, omb Test K'atI;iFIA / {
§

® Detectinfected pathogen antigen with
high specificity

Tests Specimen Platform Reaction Time

Candida Albicans/Trichomonas vaginalis /
Gardnerella vaginalis antigen Combo Test Kit (LFIA)

Latex Microsphere

15-20min
Immunoassay

Vaginal secretion
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Infectious Diseases
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Rotavirus Tuberculosis Monkeypox
Category Tests Specimen Platform Reaction Time
Dengue Fever IgM/IgG Test Kit S/P/WB GICA 15min
Dengue Fever Dengue Fever NS1 Antigen Test Kit S/P/WB GICA 15min
Dengue Fever NS1/IgM/1gG Test Kit S/P/WB GICA 15min
Malaria P.f. Antigen Test Kit Whole Blood GICA 20min
Malaria Malaria P.f. /P.v. Antigen Test Kit Whole Blood GICA 20min
Malaria Pan/P.f. Antigen Test Kit Whole Blood GICA 20min
Rotavirus Rotavirus Antigen Test Kit Feces GICA 5-10min
Tuberculosis Tuberculosis IgG Antibody Test Kit Whole Blood GICA 15min
Monkeypox Virus Antigen Detection Kit (LFIA) Blister fluid GICA 15-20min
Monkeypox
Monkeypox Virus Antibody (IgM+1gG) Detection Kit (LFIA) Pustular fluid GICA 10-20min
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Antibiotic Resistant Bacteria Tests

»  Antibiotic Resistant Bacteria Carbapenemases Test

® Rapid test of CRE in bacterial samples
obtained after culture

® Significantly save time compare to
antibiotic sensitivity test and PCR test

® Fasy operation, Point-of-Care Test for ICU

Tests Specimen Platform Reaction Time

KPC/IMP/NDM/VIM/OXA-48 Carbapenemase Bacterial samples obtained

Combo Test Kit (LFIA) after culture GICA 15-20min

Cardiac Markers

Tests Specimen Platform Reaction Time
cTnl+Myo+CK-MB Combo Rapid Test Kit S/P/WB FICA 15min
NT-proBNP Rapid test Kit S/P/WB FICA 15min
D-Dimer Rapid test Kit P/WB FICA 15min
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Inflammatory Markers
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Tests Specimen Platform Reaction Time
CRP Quantitative test Kit S/P/WB/Peripheral blood FICA 15min
PCT Quantitative Test Kit S/P/WB FICA 15min
IL-6 Quantitative Test Kit S/P/WB FICA 15min
C Reactive Protein /Serum amyloid A (SAA) Determination Kit S/P/WB/Peripheral blood FICA 15min
PCT&IL-6 Quantitative Test Kit S/P/WB FICA 15min
Health Monitoring
]
Hbfr\;sctka_i’id s | -Vitamin p se | Vm'““}:s?usntitaﬁ\,er FARapiﬁe‘i{’annmive oe |
< Kit % <€ s ,% ce Kit éE < kit é
Tests Specimen Platform Reaction Time
HbA1c Rapid test Kit Whole Blood FICA 5min
Vitamin D Rapid Quantitative Test Kit S/P/WB FICA 15min
VB12 Rapid Quantitative Test Kit S/P/WB FICA 15min
FA Rapid Quantitative Test Kit S/P/WB FICA 15min
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Gastric Function
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Tests
G-17 Quantitative Test Kit
PGI/PGII Quantitative Test Kit
H.Pylori Antigen Test Kit

H.Pylori Antibody Test Kit

Tumor Marker

Intended use in detection of the concentration of
prostate-specific antigen (PSA) in human whole blood,
plasma and serum samples. It is mainly used for the
dynamic monitoring of patients with malignant
tumors to assist in judging the disease process or
treatment effect.

Tests

Prostate Specific Antigen (PSA) Test Kit (LFIA)

H.Pylori o H-Pylori png;

Testytigen % : Tesantibogy 5 %
Specimen Platform Reaction Time
S/P/WB FICA 15min
Serum FICA 15min
Stool GICA 12min
Serum GICA 12min

Meddmics

Prosta

te-Spacis:
Test kit (Lg:;?lflc Antige (Psa)
Qs Ce LI —
Specimen Platform Reaction Time
S/P/WB GICA 8-10min
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Fluorescent Stain Equipments

» » Dual Fluorescent Staining Kit > - Portable fluorescent immunoassay reader

Wet slide Lol gl © 2 Clinical Testing for multiple fluorescent test cassettes. Apply to various kinds of medium and small medical
& ' institutions and rescue centers.

Gram Staining

Triclkmon‘a L
-

s
Wet Slide

Performance parameters:

Se
- 0
- '

P

-, .-’ ~
-
Gram Staining Dual fluoresc&Hl staining Gram Staining Dual fluorescent staining

3
-

* Testing principle: Fluorescence immunoassay

. . - . . . e . * Testing channel: Single-channeled
Intended use in microscopic procedures for the initial detection of microbiological in clinical specimens. The & 8

compound staining method makes the morphology of epithelial cells, leukocytes, bacilli, cocci, molds and
trichomoniasis.

Portable * Screen size: 5-inch touchscreen

* Language interface: English and other languages
* Printer: Built-in thermal printer

® Rapid fluorochrome stain for microscopic detection * Reagent card code: Bar code, QR code (customizable)
* Dimension: 240 mm*90 mm*45 mm

* Net weight: 0.7 kg

® Clearer view under microscope

Rapid

® Easy to operate, staining time < Tmin

® Reduce the workload of laboratory technicians

» - Fluorescent Immunoassay Reader

. Fungal Fluorescent Staining Solution Clinical Testing for multiple fluorescent test cassettes. Apply to various kinds of medium and small medical
institutions and rescue centers.

Fluorescent staining for fungal D-glucan detection. The D-glucan in the fungal cell wall binds to the

high-purity fluorescein in this kit to form a complex that emits strong fluorescence at a specific excitation
ST e _ Performance parameters:
wavelength and can be distinguished from other substances by biological (fluorescent) microscopy.

* Testing principle: Fluorescence immunoassay

. , , , * Testing channel: Single-channeled
® Morphological microscopic detection . )
* Screen size: 7-inch touchscreen

® Provide clearer view under microscope * Language interface: English and other languages

* Printer: Built-in thermal printer

® Increase detection rate and accuracy * Reagent card code: Bar code, QR code (customizable)
* Dimension: 215 mm*302 mm*155 mm

* Net weight: 3 kg

® Significantly reduce microscopy time
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Equipments

» ~ High-Throughput Automated Stainer

Medomics high-throughput autostainer, combined
with the double fluorescent staining solution, can
perform fluorescent staining on standard glass slides
coated with gynecological pathogen samples.

« Maximum capacity of 10 slides, and high speed of 80 sec./slide

* Independent micro-drop dyeing technology, effectively ensure the homogeneity
« Automatic, simple operation, standardized process

* Preserve cell morphology and quantity, reduce misjudgment

» - Digital Micro-Scanner

Medomics digital micro-scanner is an image analysis system, which can perform microbial morphology
scanning and artificial intelligence interpretation on stained samples, and realize full automation from the
input of processed samples to the output of results.

« Multi-depth fusion technology, intelligent inspection
information system

* Fully automatic cell morphology analyzer for sample
review

* Big data personalized diagnosis analysis

09

CERTIFICATEOF REGISTRATION

Jiangsu Medomics Medical Technolog'

3, Buiding C. No-1 Xinfishu Road
Jiangbei New Area

ioning
Jiangsu 210030 CHINA

Certificate

Quality Managoment System
3

ENISO 13485:201
Registraton No. X 23642671
Organizaton Jangsy Modomics ealTechnlegy o, L4

iding C. No.3-1 Xinjnhu Road, Jangbei New Area,

ing.
210638 dangsa
China

ULUCBIUL sues s ceticate Lo the Fm nomed above, ot

and finding tin compiiance wit
1SO 13485:2016
ENISO 13485:2016

Oetion Geveiopment. marfacts ond dtibution of selesing ‘

dlagnosis o viol nfection.

Authorized by

D&
™
) . pit
te of Registration
ENT SYSTEM - ISO 13485:2016
' ey 1 #
i e
Timiuront i
nowares e rrat]
SR GH R
E i, momo

T s Sy o TOV e LGA ks Gro e hathe rgaricaion has etabaned and sl & V728732

CERTIFICATOF REGISTRATION @

Jiangsu Medomics Medical Technology Co., Ltd.
5, Buiding C. No &1 Xirprhu Road
Jangoei New Area
Naning
Jangsu 210080 CHINA
oy D: FO06370

u attr qudting i

50 734853016

Design, development,
Vet fectons.

Authotzed by

IMDSAPISRCCCIN SGS

Ovector s Gobolnauty loader Modcal LS inology

CMIT- Mecicol Reguictory

fr s

| .

sy s s
o one s st

ety o e scen il Number 2 CidesiotDote  Noverber 29,202
P o S i b Do eqErrs specied o carercred S we (e T iy 16550 20030 ifocive Date September 30 2022
S e st e 8 st ey F folkaue Date . Seplomoer 30,2022 ExpeyDete Novemoer 26, 2024
£ Paul Higeman Reporto. 10918982110 i
- Diactor  Global industy Leader, e Efectve date 20220028 =y |
Gt Medicol Regultory Boiydate: 2025.0927 | T S
sue date 20220628 o [Em—
oo einiand LGA Products Gt
Tihsirato 2 90431 Norberg: Germany
DAk r9- Germany UL Medical and Regulatory
ey 1z @ Services UL, LLC is an
9 '3 MDSAP Recognized uuc
¢ > e 353 Pingsten Road
Comn CRae i Oeion o

Fie Number AZE944

i

22
InitclIssue DateNovember 29,2021 Explry DateNovember 28, 2024

T 0

o ssnce of

roqurements Ths Coriicots & ol 1GAerate ond mons he popery of UL LC.

e
et oot
Norbrook . 0003 3763

oD 007240 30 UL .o v et of Uncerartes Loboratoras . 02016

e

e
Ausralian Goverament

et
Therpeic Goods Admiistion

Australian Register of Therapeutic Goo

tasvadto
Pale Blue Medical Trading Pty Ltc

fo approval o supply
Severe acute respiratory syndrome-associated ¢
ARTG dertiter asora0

ARTG StartDate 1anzz021
Product Category Modical DovicaIncodd - VD Class 3
mon o2

GMON Term Sovero acute respratry yndrome-associatc

e
(COVID 19 fom sympiomat ncvcual at
eaihprofosionas (atorior nacal asopha

8 ing o aypersons

'ARTG Standard Conditons.

ollwig condons
“The mcksson f e

T

@

\wa

CERTIFICATE

ECCemfICGIe No. 1434-IVDD-194/202
esign-examination
Diectve EPSIEC conceming
invitro diagnostic medical devices

Polsh Cente for Testing andCersficction certiies
thatmanufacturedy:

Jiangsu Medomics Medical Technolog
F3, Building C, No.3-1 Xinjinhu Roc
Jiangbei New Area, Nanjing, Jiangsu 210C
invitodiognostamedicaldevices
Torselftosting
SARS -Co\V:2 Antigen Test Kit (LFIA]
e, 1001141 1031-3£01, 1031-54.0)
oA eions 1o mmw?x”&"v*,?m'f:n;ﬂfé'
mplomantod it P oy
s cvdencad by e ol concated by e PCAC
Validity ofthe Certicate from 24052022 to
The e of s of the Grlifcote: 2405
The dote o the fistise of the Cerlicoteds.1 12021

c€1434

et unces e Contoct NaUD82/201

pcttc

imposedon he ARTG enty. Reor Part &5, Dmm«z(conmmmwnﬂ
g ar - Ditsn 5. Conatns) o s Trrspuic Goos i

Tlvant i

o
&

Products Covered by This Entry
1.Severs acut respratory syndrome-associated coronavirus IVDs.
Thisenty:  doss ot contain Systam(e)Procure Packis)

POLISH CENTE FOR TESTING AND CERTIFICATI@Nutirioutsscurasres .4

ot bos i std sopotue.
Ve

e e

—~ Gy Esiads,

‘Orghal Regstion Date: 2020.07-14 Efectve Dote: 20200714
LatestReviion Date: 20200714 iy Date: 2220713

Page: 1011

making excellence a habit”

N T ]

ik AR FHE
EFSREARE (FMSEIRH)

XD

‘ AR

CERTIFICATE

ECCem'lCGIe No. 1434-IVDD-193/2022
esign-examination
Dicive S9ISIE conceming
invitro diagnostic medical devices

Polish Cente for

R —
Deparmeat of ek
Thempesic Gonds Admisiaion

N 2019-Cov) TR "
[ 019-2CoV Registor of

PNZS

it
50 05 1 .

ARTG Idontior sz

that manufacturedy:

Jiangsu Medomics Medical Technology Co., Ltd.

F3, Building C, No.3-1 Xinjinhu Road,
Jiangbei New Area, Nanjing, Jiangsu 210030 CHINA

inviro degrescmedicaldevices

SARS -CoV:2 & nfluenza A/ Antigen Combo Rapid Test Kit (LFIA)
©f.n0.:1041-14-01, 1041-24-01, 1041-34-01, 1041-54-0

e desr documertotieomply it eauterents
Pl fsoctond o DrecinesT9/EC 05 amendel
memertad nio Posh o
s evidencod iy he U conducied by the PCC
Vol ofthe Certicate rom 24052022 t
The dite of e of the Qi cole: 24

The date of thefst sue of he Certicate2e.

C €1434

oct N 02021

&=

i

POLISH CENEFOR TESTING AND CERTIFICATI@bken

ARTG Star Date 20042025
Product ategory MadcalDoic ncudod - IVD Ciass 3
awoN croe

GHON Torm Mutploiuses VDS

2C-30CRAMIE

e
SARS-Col-2 o sympiomatcnccuas for s esing oy ly
porsons (rass ot

anga Mdomcs Medca Technaogy
cotts

0 JR—— 'ARTG Standard Condiions

" olowing conaiions:
;, et ver e
0 e ARTG oty Relr Par 5.5, ivlon 2 (Condlions of he Therapeutc Good Ac 1999

lant icmatin,
i

Products Coversd by This Entry

Product Specifi Condions
e kg o conirs o oo selestogdov
Gumom s

v, and e arrsianon ot 1t o5, any sty retad oo, and
" operates etween & am and 7 pr (AEST). or 8 am and 8 (AEDT), 7 Gy por wesk

Sonces mantonsd i condon |



