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SARS-CoV-2 9,

INFECTIOUS

Antigen Test Kit (LFIA)

For SeIf—Testlng

Packing size: :
@ pc/Bog / 2 pcs/Box ﬁ gg’or? &

5 pcs/Box / 20 pcs/Box

Detection Time: 120 Shelf Life:

15-20 minutes 12 months

Company Profile

Jiangsu Medomics Medical Technology Co., Ltd., founded in October 2017, is located at Biotech
and Pharmaceutical Valley of Jiangbei New Area, Nanjing, Jiangsu Province. It is an international
high-tech enterprise driven by innovation in the area of medical devices R&D, production and
sales. Medomics focuses on diagnosis of microorganisms, tumors and some rare diseases, mainly
engaged in the research and development, production and sales of in vitro diagnostic reagents
and automatic instruments.

At the very beginning of COVID-19 on early 2020, Medomics developed IgM/IgG antibody detecting
kit with the team of Zhong Nanshan. And Medomics published the first research paper on
international journal together with State Key Laboratory of Respiratory Disease (National Clinical
Research Center for Respiratory Disease, Guangzhou Institute of Respiratory Health). The detect-
ing kit was validated by CDC, Harvard Medical School and Columbia University Irving Medical
Center etc. The kit has been exported to dozens of countries and areas, making great help against
SARS-CoV-2.

At present, Medomics's series product of SARS-CoV-2 detection have been developed according to
ISO 13485 Quality system and European CE Certification.
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Test Principle

SARS-CoV-2 Antigen Test Kit (LFIA) detects the SARS-CoV-2 nucleocapsid antigens with colloidal
gold immunochromatography using a double antibody sandwich assay. The test cassette contains
(1) colloidal gold-labeled anti-SARS-CoV-2 Nucleocapsid Protein antibody, (2) one detection T line
and one quality control C line fixed on a nitrocellulose membrane. T line is fixed with another
anti-SARS-CoV-2 Nucleocapsid Protein antibody for detecting SARS-CoV-2. The quality control
antibody is fixed on the C line. When the appropriate amount of test sample treated with lysis
buffer is added to the sample well of the test cassette, the sample will move forward along the test
strip via capillary action. If the sample contains SARS-CoV-2 nucleocapsid antigens and concentra-
tion is higher than the limit of detection, the antigens will bind to the colloidal gold-labeled
anti-SARS-CoV-2 Nucleocapsid Protein antibody.

The immune complex will be captured by another anti-SARS-CoV-2 Nucleocapsid Protein antibody
immobilized on the membrane, forming a red T line and indicating a positive result for
SARS-CoV-2. If the sample contains no SARS-CoV-2 nucleocapsid antigens or concentration is lower
than the limit of detection, a negative result is displayed.
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PCR test is appropriate for acute phase Antibody test is appropriate for convalescent phase of CoV in case
of illness of asymptomatic infection
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2 One step test. 2 Avisual guide is provided
for people who prefer
2 Very high sensitivity. images or where English

is their second language.
2 Results in 15 minutes.
2 Includes software sup-
2 Early detection of infec- port test kit tracking,
tion. digital instructions for

Detects current variants
with an ongoing progrom
to test against emerging
variants.

2 User friendly.

use, access to resources,
click to call customer
support, test history
passport, proof of and
reporting of test results
to those you specify.
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Intended Use

SARS-CoV-2 Antigen Test Kit (LFIA) is a
colloidal gold immunochromatography
for the rapid qualitative detection of
SARS-CoV-2 nucleocapsid antigens
present in human anterior nasal

P samples in vitro. The test kit is designed
/r,,%jjv;j,;e for use as self-testing. This test kit is
7 intended use for individuals by 18 or

older with clinical symptoms of
SARS-CoV-2 infection or who are
suspected of COVID-19. If the suspected
individual exhibits respiratory symptoms
or suspected to be infected, it is
recommended to combine PCR test,
clinical symptoms, prevalence and
further clinical data to confirm the
diagnosis.
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A step by step guide for MEDOMICS
SARS-CoV-2 Antigen Test Kit (LFIA)
For Self-Testing

Operation video

Packing size: 6 St : D jon Time: Shelf Life:
1 pc/Box / 2 pcs/Box vldge: @ etection Time: 12 TN,
5 gcs/Box/ZO ?)cs/Box ‘ 2EL 15-20minutes Pg 12 months
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QUALIFICATIONS

Australian Government

Department of Health
Therapeutic Goods Administration

File Reference: D22-5610085

Sent by email

Email: info@jense.com.au

Attention: Zhen He

Notice under section 9D of the Therapeutic Goods Act 1989 of decision to vary ARTG
inclusions for the kind of medical device

Application ID / Submission ID: DV-2022-CR-11946-1 / DA-2022-04402-1

Sponsor: Pale Blue Medical Trading Pty Ltd

Manufacturer: Jiangsu Medomics Medical Technology Co Ltd

GMDN: Severe aFute respiratory syndrome-associated
coronavirus IVDs [CT772]

Classification: Class 3

SARS-CoV-2 antigen Test Kit (LFIA) for Self Testing
SARS-CoV-2 Antigen Test Kit (LFIA) for POCT

SARS-CoV-2 Antigen Test Kit (LFIA) External quality
control swab kit

ARTG Entry: 380739

Device Name(s):

As a delegate of the Secretary of the Department of Health (the Secretary), for the
purposes of section 9D of the Therapeutic Goods Act 1989 (the Act), I am writing to inform
you that | have made a decision to vary the ARTG entry in relation to the abovementioned
medical device.

I have decided to vary the abovementioned ARTG under subsection 9D(3D) of the Act, on
the basis that the information provided for this variation does not reduce the quality,
safety, or performance of the kind of medical device for the purpose for which it is
intended to be used.

1 Information as stated in the application

PO Box 100 Woden ACT 2606 ABN 40 939 406 804 Ith Saf
Phone: 1800 020 653 or 02 6232 8644 Fax: 02 6232 8112 I GAHegl th Safety
Email: info@tga.gov.au https://www.tga.gov.au

Regulation
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CERTIFICATE

EC Certificate No. 1434-IVDD-481/2021
EC Design-examination
Directive 98/79/EC concerning
in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
that manufactured by:

Jiangsu Medomics Medical Technology Co., Ltd.
F3, Building C, No.3-1 Xinjinhuroad, Jiangbei new
area, Nanjing, Jiangsu, China

in vitro diagnostic medical devices
for self-testing

SARS-CoV-2 Antigen Test Kit (LFIA)

REF: 1031-14-01, 1031-34-01, 1031-54-01

in terms of design doc ion, comply with requi
of Annex il (Section 6) to Directive 98/79/EC (as amended)
implemented into Polish law,
as evidenced by the audit conducted by the PCBC
Validity of the Certificate: from 03.11.2021 to 27.05.2024

The date of issue of the Certificate: 03.11.2021
C € 1434

The date of the first issue of the Certificate: 03.11.2021

Issued under the Contract No. MD-82/2021 Anna e o
Application No: 547/2021 Matgorzata weaviets
Certificate bears the qualified signature. Wyroba ~ Hiil
Warsaw, 03/11/2021 Vice-President

Mar. Anna Wyroba

POLISH CENTRE FOR TESTING AND CERTIFICATION 02-844 Warsaw, 469 Putawska Street, tel, +48 22 46 45 200, e-maik:pcbc@pcbe.gov.pl

Tel / 400-915-2000 « Web / www.medomics-dx.com ¢« E-mail / overseas@medomics-dx.com

* Bundesinstitut
fiir Arzneimittel
und Medizinprodukte

BfA, K- Georg-Kisnger-Als 2, 52475 Bon serenues Hiod inprodikte
seanseTETvON D, Camilla Lambertz

Neucomed Deutschland GmbH TEL  +49(0)228 99 307-5372

Pascal Geibl eustl  CamillaLambertz@bfarm.de

Albert-Einstein-Str. 3

85435 Exding HAUSANSCHRIFT  Kurt-Georg-Kiesinger-Allee 3

53175 Bonn
TeL +48(0)228 99 307-0
FAX  +49(0)228 99 307-5207
eumL  poststelle@bfarm.de
INTERNET  www.bfarm.de

Per E-Mail: pascal geibl@neucomed.com Bonn, den 08.06.2021
Nachrichtlich: GESCHZ  5640-5-286/21
ightnl; ics-dx.com;
b.bayern.de;

medizinprodukte@reg-ofr.bayern.de

Im Verfahren der Erteilung einer

gemiR § 11 Abs. 1 MPG

5640-5-286/21
aufgrund des Antrags vom 30.03.2021

an

Jiangsu Medomics Medical Technology Co. Ltd | Inhaber der Sonderzulassung”
Yifeng Qin

Xinjinhu-Str. 1-3, Gebaude C/F3
Jiangbei Nanjing

China

im Antragsverfahren vertreten durch
Neucomed Deutschland GmbH
Albert Einstein Str 3

85435 Erding
fur das Medizinprodukt
SARS-CoV2 Antigen Test Kit (LFIA)
des Unternehmens

wbetroffenes Medizinprodukt”

s.o. Inhaber der Sonderzulassung” JHersteller

‘mit dem europaischen Bevollméchtigten gem.
§ 3 Ziff. 16 MPG

RSight BV. Europiischer Bevollmichtigter und
Roald Dahllaan 47 Verantwortlicher nach § 5 MPG

5629 MC Einhoven
Niederlande

ergeht folgender
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bsi.

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that:  Jiangsu Medomics Medical Technalogy
Co.Ltd
F3,Building C
No.3-1 Xinjinhu road
Jiangbei new area

LEF AT RAT

ICLE X FRRA3-15

Nanjing TAESEMHETEE N
Jiangsu cHiafE

ZIFI'D3O #is: 210030

China

Holds Certificate Ho: ~ MD 728732

and operates a Quality Management System which complies with the requirements of 150 13485:2016 for the
following scope:

Design, Development, Manufacture and Distribution of immunoassay rapid diagnestic kit for
the diagnosis of viral infections.
FEL 406 T SR S i W ) 0 R RS MR 0 i, TP, WA .

QOM/\ CERTaelC

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2020-07-14
Latest Revision Date: 2020-07-12

Effective Date: 2020-07-14
Expiry Date: 2023-07-13

Page: 1 of 1

making excellence a habit™

resmaing the progerty of BS1 and s bound by the conditions

al.comy Cllento one +36 1) §507 3000,

S 8P, Tk +44 845 080 9000
ik High Reoad, Londion WA 4AL, UK

CERTIFICATE OF REGISTRATION

Jiangsu Medomics Medical Technology Co., Ltd.
F3, Building C, No.3-1 Xinjinhu Road

Jiangbei New Area

Nanjing

Jiangsu 21003C CHINA

UL LLC*{UL) issues this certificate to the Firm named above, after assessing the Firm’s quality system
and finding it in compliance with:

1SO 13485:2016
EN ISO 13485:2016

Design, e and distribution of self- rapid diagnostic kits for the

diagnosis of viral infection.

Authorized by

it

Paul Hilgeman Check Certificate
Director & Global Industry Leader, Medical Status: nere
CMIT - Medical Regulatory -
File Number A28944 Cycle Start November 29, 2021

Certificate Number 8217.211129
Initial Issue Date  November 29, 2021

Effective Date November 29, 2021
Expiry Date November 28, 2024

This quality system registration is included in UL's Directory of Registered Firms and applies to the provision of
goods and/or services as specified in the scope of registration from the address(es) shown above. By issuance of
this certificate the firm represents that it will maintain its registration in accordance with the applicable
requirements. This certificate is not transferable and remains the property of UL LLC.

uLue
333 Plingslen Road
Northbrook, IL 50062-2096 USA

Form-ULID-000724 Issue 3.0 UL and the UL logo are trademarks of Underwriters Laboratories Inc. @ 2018




MEDOMICS MEDICAL TECHNOLOGY Co., Ltd.

Australian Government

Department of Health
Therapeutic Goods Administration
Public Summary
Summary for ARTG Entry: 380739
v 3
Sponsor Jeninno Solutions Py Ltd
Postal Address PO Box 4129, Mckinnon, VIC, 3204
Australia

ARTG Start Dats 1311212021
Product Catagory Medical Devico Class 3
status Active
Approval Area o
Condtions

i imp: the ARTG entry. Refer Part 45, Division 2

the ot . Division Medical 002 for

elovant informaton.
and civil penalies may apply.
Manufacturers
Name Address

Jiangsu Medomics Medical Technology Co Ltd F3 Building C No 3-1 Xinjinhu Road
Jiangbei new area, Nanjing Jiangsu, 210030

China
Products

1. Severe acute ynd IVDs ]
Product Type VD Effective Date 131272021
GMoN crm2 WD
Intended Purposs  SARS-CoV-2 antigen TestKit LFIA) s a kind gent,

qualitatively detect the SARS-CoV-2 virus in people.

i lays. . It uses human
anierior nasal secretion, nasopharyngeal secreton,
9.1t s an aid for
SARS.CoV-2 nfecton
antigen test kit

(LFIR)
Specific Conditions.
No Specifc Condilons induded on Record

, distrbute

it Further
Page 10f 1 Produced at 14.12.2021 at 11:52:04 AEDT

This is not an ARTG Certificate document.
The onus is on the reader to verlfy the current accuracy of the information on the document subsequent to the date shown.
Visit www.tga.gov.au for contact information

djagouull dujall dalooll l

l KINGDOM OF SAUDI ARABIA
Saudi Food & Drug Authority Adoallg danll éelnll dall

geb potina /Sl S15m1 531
Medical Device Marketing Authorization

Bsung Date:06/1/2022 Authorzation Nun ber: MDMA-1-2022-0044 531 s, 03/6/1443 3100 ¥ 1 s
Versbn Nus ber: 1

ExpiyDate:27/5/2024 Sas 3163y

20/11/1445 t4ny 1 s

LastVersonDate:06/1/2022 03/6/1443 3iaa | 41 gass

‘The Authorization s issued in accordance with the Medical M ey B 18 arpns 3591t i |

Devices Law Issued by Royal Decree No. (/) dated o B/T/AA2 gy B4 5 Sl 5 it
a2k,

This authorization allows: ME0D000D4527

Jangsu Medomics MedicalTechnology Co. Lid

Um oapriss

F3, Buiding € No. 3-1 Xinjishu Road, Jangbei New area, Naring, Jiangsu,
China,Nanjing 210031 China
To market the madical davices listed i the attached annex”

LS L 8 Bssmal e fim /A1)
in the Kingdom of Saudi Arabla

MedicalDovics Description | s ualimtive wsthatdetots the presence ofSARSCoV-2 fsmat) [t im
W edicalD avics National

Listing Number

roni i pstimat / Bt 13 35

SEDAA00001
[T
Brand /Trads Nams

SARS-Cov-2 Antien Testkiz LFR) gt a3t

L 61t gt s
Exacutive Director of Medical Davices
Evaluation

g

Abchlatif Al WatbanPh.
Pagelof 1

Arewrwung orqng
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' KEMENTERIAN KESEHATAN REPUBLIK INDONESIA
DIREKTORAT JENDERAL KEFARMASIAN DAN ALAT KESEHATAN

¥

>
GERMAS

Jalan HLR. Rasuna Said Biok X-5 Kavling 4 - @ Jakarta 12950
Telepon - (021) 5201590 Pesawat 2029, 8011
Faksimil : (021) 52964838 Kotak Pos : 203

Berdasarkan Peraturan Menteri Kesehatan R.I Nomor 62 Tahun 2017 Tentang Izin Edar Alat Kesehatan,
Alat Kesehatan Diagnostik In Vitro Dan Perbekalan Kesehatan Rumah Tangga dengan ini diberikan
persetujuan untuk diedarkan dengan

NOMOR IZIN EDAR

ALAT KESEHATAN

KEMENKES RI AKL 20303127539

Nama Dagang / Merek MEDOMICS SARS-CoV-2 antigen Test Kits ( LFIA )

Kelompok / Kelas Resiko Diagnostik In Vitro/ B

Kategori Produk Peralatan Imunologi dan Mikrobiologi

Sub Kategori Pereaksi Serologi

Jenis Produk Respiratory viral panel multiplex nucleic acid assay
Tipe / Ukuran Tipe Il

Kemasan Dus, kit, isi 20 tes

Nama Produsen / Pabrikan : JIANGSU MEDOMICS MEDICAL TECHNOLOGY CO., LTD., Ghina
Nama Pendaftar
Atas dasar lisensi dari
Ketentuan
1. Persetujuan ini adalah Persetujuan Izin Edar Dimasa Darurat Covid-19, berlaku sampai dengan
01 Desember 2022 (1 Tahun),
2. Wajib menyampaikan laporan berkala dan laporan jika ada kejadian yang tidak diinginkan akibat
penggunaan Alat Kesehatan tersebut di atas sesuai ketentuan berlaku,
3. Persetujuan Izin Edar Dimasa Darurat dapat diperpanjang jika tidak ditemukan kejadian tidak
diinginkan pada pemakaian,
4. Kementerian Kesehatan berhak meninjau atau mengevaluasi aspek keamanan, mutu, dan
Kemanfaatan apabila ditemukan buki baru terkait Alat Kesehatan yang diterbitkan izin edamya.
5. Apabila dikemudian hari ada pihak lain yang berhak atas merek dan/atau keagenan produk
tersebut, pendaftar bersedia mengembalikan izin edar.
6. Penandaan dan informasi produk yang terlampir merupakan bagian yang tidak terpisahkan dari
persetujuan izin edar

7. Apabila di kemudian hari terdapat kekeliruan, maka persetujuan izin edar ini akan ditinjau
kembali.
Jakarta, 01 Desember 2021

P o,
e
‘ INDONESIA: . Sofkin Sk, WKes

o,
Cataan
~UUIITE No 11 Tahun 2007 Pasal 5 ot 1

Iformasi Elekironik danatau Dokumen Elekironik dan/atau hasi cetaknya merupakan alat bukt hukum yang sah.
~Dokumen n

FORM MD-15
[See sub-rule (1) of rule 36]
Licence to Import Medical Device

Licence No. : IMP/IVD/2021/000290

1. M/s Regulatory1, 34, 1st FLOOR, 6th CROSS, 6th MAIN, M S R NAGAR, MATHIKERE , Bengaluru
(Bangalore) Urban, Karnataka (India) - 560054 Telephone No.: 7337811324 FAX: 7337811324 is hereby

licenced to import the medical device(s)

by overseas having site as

specified below.

S.No

Name and Address of Manufacturer Name and Address of Manufacturing Site

Legal Manufacturing Site : M/s Jiangsu
Medomics Medical Technology Co. Ltd,

F3, Building C, No 3-1 Xinjinhu Road Jiangbei
new Area, 210046 Nanjing,

Country: China Country: China

Telephone No.: 86 25 58601060 FAX: 86 25 Telephone No.: 86 25 58601060 FAX: 86 25
58601060 ail : chaizz@medomic: com | 58601060 E-Mail

Actual Manufacturing Site : M/s Jiangsu
Medomics Medical Technology Co. Ltd,
F3, Building C, No 3-1 Xinjinhu Road Jiangbei new|
Area, 210046 Nanjing ,

chaizz@medomif

3. Details of medical device(s):

S.No

Medical Device Details

1. Generic Name :SARS-CoV-2 Antigen Test Kit (LFIA)

2. Brand Name(if registered under the Trade Marks Act, 1999) :NA

3. Class of Medical Device :Class C

4. Shelf Life :24 Months

5. Sterile/Non-sterile:Non-Sterilized

6. Intended Use :SARS-CoV-2 antigen Test Kit (LFIA) is used to qualitatively detect SARS-CoV-2
inhuman samples in vitro.

7. Material of Construction: The test strip contains colloidal gold-labeled anti-SARS- CoV-2
Nucleocapsid Protein antibody, nitrocellulose membrane (C line fixed with goat-anti-mouse 1gG
polyclonal antibody, and T line fixed with another anti-SARS- CoV-2 Nucleocapsid
Proteinantibody).

8. Dimension: 12119 CM

9. Model No. :Type 1 - Type | test kit contains test cassettes, Sterile swabs, sampling tubes, a vital
containing lysis buffer, droppers and instructions for use.,Type Il - Type Il test kit contains test
cassettes, Sterile swabs, sampling tubes containing Individual lysis buffer, droppers and
instructions for use., Type IIl - Type Il test kit contains test cassettes, sampling tubes, sterile swabs,

buffer capsules containing Individual lysis buffer, droppers and instructions for use.

Page 1 of 2
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[ANIRIA'N
A ina - Poder Ejecutivo Nacional
. o e Las Malvinas son argentinas
Tuuseamsuszdlu f T 6500031 Certificado - Redaccion libre
Niimero:
Tususesmsusediuatuifivlun
uFiin lowneious wielulad 1
waamziTouanuUsznaunTHaAnviow e 6 lu oul @ 433/2555
iieuansiiugranioiuededtowmitllasumsusad 8 Aunn o (@) Referencia: EX-2021-86180222- -APN-DGA#ANMAT
unawszsydRiedodlouns na. beee dmuirdosdiounnsd
SARS-CoV-2 Antigen Test Kit (LFIA) & Medomics
CERTIFICADO DE AUTORIZACION E INSCRIPCION
swavdusedodlouws  swaduen PRODUCTOS PARA DIAGNOSTICO IN VITRO
WAL 1 yan 1enAvs , 20 AN onAed
Ussinniiemsidadameusnsnen elladionsidedeneyana wuussadanses
= v ] v EX-2021-86180222- -APN-DGA#ANMAT
WUURTIIM lmummu'l‘z‘ﬁmawsmauwwwuﬂ'ﬁuwwa (Professional use only)
Adansaa Nasal swab La Administracién Nacional de Medi . Alimentos y Tecnologia Médica (ANMAT) certifica que, de
3 —% R ey acuerdo con lo solicitado por la firma se autoriza la inscripcion en el Registro Nacional de
vesANUTINAALA e il y Productos de Tecnologia Médica (RPPTM), de un nuevo producto médico para diagnéstico in vitro
Jiangsu Medimics Medical Technology Co., Ltd. F3, Building C, No.3-1 Xinjinhu Road, con los siguientes datos identificatorios caracteristicos:
Jiangbei New Area, Nanjing, Jiangsu, China
w anuikdmBethaniededounste U3tn lowisious melulad $1ifa
PR A NOMBRE COMERCIAL: SARS-CoV-2 Antigen Test Kit (LFIA)
fgiavii 98/13-14 yiyyuundidlen twaa
- p et e B~ INDICACION DE USO: El Kit de prucba de antigenos SARS-CoV-2 (LFIA) es una inmunocromatografia de
I— e Sittonan o * oro coloidal para la d i6 itativa rdpida de anti; de leocapside del SARS-CoV-2 presentes en
; Y AN ‘muestras nasales anteriores humanas in vitro. E kit de prueba esta disefiado para su uso como autotest. Este kit de
Join  njvavues sdluswede 10240 Tnsdwn 02509 1623 Tnsens 02509 1625 prueba esta destinado a personas mayores de 18 afios con sintomas clinicos de infeccién por SARS-CoV-2 o
ool au Fuit 20 \fou unTIRY wA. 2565 sospeclisadds COVID19

FORMA DE PRESENTACION: Envases por 1 determinacion individual conteniendo: 1 casete de prueba (en
R una bolsa de papel de aluminio con desecante), 1 tubo tampon de lisis, 1 hisopo estéril, 1 tapén gotero, 1 Bolsa de
bioseguridad y las instrucciones de uso.

NILNTNATITUGY

éa\,!mﬂm PERIODO DE VIDA UTIL Y CONDICIONES DE CONSERVACIO
la fecha de elaboracion, conservado entre 2°C-30°C.

: 24 (VENTICUATRO) meses desde

% Bundesinstitut

PR O A, fiir Arzneimittel
epublic of the Philippines il

Department of Health FDA., und Medizinprodukte
FOOD AND DRU DMINISTRATION o

Civic Drive, Filinvest Corporate City, Alabang, Muntinlupa City

CERTIFICATION

Ex

MINISTERE
DES SOLIDARITES
ET DE LA SANTE

To Whom This May Concemn:

This is to certify that the SARS-CoV-2 Antigen Test Kit (LFIA) Medomics (NL-CA002-
2020-53182) d by: Jiangsu Med medical technology Co., Ltd - F3, BuildingD,
No.3-1 XinjinhuRoad, Jiangbei New Area, Nanjing, Jiangsu, China has complied with all the
uirements for the special certification of COVID-19 Diagnostic Kits. The product has a Product
egistration from Ministry of Health, Welfare and Sport of Netherlands. With this approval, the
company is required to indicate in the product label or in the accompanying product insert the
following statement:

“This product is strictly for medical professional use only and not intended for
personal use. The administration of the test and the interpretation of the results
should be done by a trained health professional. The result of this test should not
be the sole basis for the diagnosis: confirmatory testing is required”

This certification is issued upon the request of
with business address at Unit 702 Common Goal Tower, Finance St, Cor.
Industry St.. Madrigal Business Park, Ayala Alabang, Muntinlupa City for whatever legal purpose

this may serve.
This certificate cannot be used for advertising purposes in whatever medium and neither S A P R A
can this certificate be construed as an endorsement by the Center for Device Regulation, Radiation .

Health, and Research. South African
Health Products

Done this 23 N, ber 2020 at Alabang, City. Regulatory Authority

BY AUTHORITY OF THE DIRECTOR GENERAL

&
Center for Device Regulation, Radiation Health, and Research

Not valid without FDA Seal

Seq No. 110620198537
Amount PhP 510.00

Date 06 November 2020
SC-COVID19-2020-767

DTN: 20201105133241

mish

FDA-0475113
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