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EGENS Business License
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EGENS Business License

No.320600000201 7071001 59

Business License of Corporation

(Copy?
Unified Social Credit Code 913206007183357959C (1/1)

Name: Nantong Egens Biolechnology Co., Lid,
Type of corporation: Company limited by shares (Unlisted)

Address: Block A Fificenth Factory-building No. 1692 Xinghu Avenue N g E & Technological
Development Zone PR. China

Legal representative: Ou Weijun
Register capital: CNY 57,813,334 Yuan
Establishment Date: December 7, 1999

Basiness Term: From December 7, 1999 1o **¢44e

Business scope: Production of Class 111 6840 In-Virro Diagnostic Reagent; Class (1 6840 Clinical A

fer of biological ol

8

Instruments (with valid permits), Research and 2v: Assembling, production, and
sales of electronic insirument. Self-suppont and act as an agent for the import expont business of all 1ypes of
goods and technologics, but goods and technologies, which are limited to the operations of companies or
prohibited 1o be impored and exported by the state, are exclusive,

(The item approved by luw, should be operated afier passed the relevant department approval).

Register organ:
Nantong Administration of Industrial and Commercial
(seal)

July 10,2017
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Medical Device Manufacturing Enterprise License

License No.: No. 20040108 of Device Manufacturing License Issued by Jiangsu Food & Drug Administration

| | Company name: N 2 Egens Giotechnology Co,, Lid.: Production Address: West of No.15 and No.12 Factory Building,
No.1692, Xinghu Road, Nantong Economic Developmenmt Zone,
WW\E?‘Q:,}; foia s B E V20040008 ) | | Legal Represemative; Ou Weijun Nantong City
S ik e ) L W ARSI R A 169257 155
Al BER i A ek A B 2 o) &7t ;i":"ﬁ :’,}"" 2?::;;’5 169255 155 Enterpeise Principal: Ou Weijun Production Scope: Refers to medical equipment manufactue product
G E-te R £
registration form

Address: Block A Fifteenth Factory-building No.1692 Xinghu Avenue
Nantong E ic& Technological Develop Zone PR. China

<

ERARA: g4 ST ;gAY SR B 0 2

Issuing Authority: Jiangsu Food and Drug Administration (scal)

EUHEA: 1y

Valid Until: May 05, 2024

. T AR Kl 1692 15 i
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Date of Issuing: May 06, 2019
b0y China Food und Drug Administration (CFDA)
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EGENS Brief Introduction
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Crre® * cparrs® ™ corp®
QUALITY MANAGEMENT ENVIRONMENTAL MANAGEMENT OCCUPATIONAL HEALTH AND SAFETY
SYSTEM CERTIFICATE SYSTEM CERTIFICATE MANAGEMENT SYSTEM CERTIFICATE

Certificate No.: 18E1098R4M

Nous
We hereby cerlify that Ue organization

No.:

We hereby certify that the organization Wo heroby certify thal the organization:

Nantong Egens Biotechnology

Nantong Egens Biotechnology Co., Ltd. Co., Ltd. Nantong Egens Biotechnology Co., Ltd.

Address; Block A N0 15 1692, Xinghu Avenus Nanlong Economy & Uniad social crodt code: 9113208007135570856C Regstend Addmes: Block A No.15 Buiding No.1852. Xinghu Avenue Nantong Econceny &

Tochnalogy MMMPRM (2260010} s i et MWMWMPRWM
Atk Address: Biock A No 18 g No 1652, o isin with System Auch Address: Bock A No.15 Buiding No 1682, Xingh
Development Zone, .I.wl’rku: P R China mm GBIT24001-2016 / 1SO14001:2015 Development Zone, .hmkwru PR am. czmm;
fi with O Health Safety gem!
is in conformity with Quality Management System Standard The certificats Is valid to the following product(s)iservice: Iy in = > Mana ont

GB/T19001-2008 idt ISO2001: 2008 Design and Development, Production of Three Class System Standard GB/T28001-2011

(The standard covers at the technical contents of OHSAS 18001, 2007)
The certificate is valid to the following product{s)/service:

Design and Development, Production of Class Il 6840

6840 in Vitro Diagnostic Reagents (within the Scope of
Medical Device Production Li } and Related
Management Activities

The certificate s valid to the following p

t(s) vice:

Design and Development, Production, Service
of Class Il 6840 in Vitro Diagnosis Reagents

Regisiration Address” Block A, Workshop 15, No. 1682, Xinghu Avenus, Nanong

in Vitro Diagnosis ents (Medical Device Registered
P
(Medical Device Registered Products) e L s Products) and Related Management Activities
Avanue, Nantong E y & gy D of 2one, Mangsy Pravince. P,
R. Chima

Goto of lmsuo, I018-05-24
Uste of Expoy, 2021-05-23
Date of Witisd lnsue: 2006.07-1%
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Orgarmeetion shoust be sewmivites wvwry ywir i sashe “paws servwiance” @ Thes mu veness of the (mm cale 1 ul-,mnm;m( odde i the Bawer le Crpeniamt i hli) G Supersieed Susry yenr i pesie Tpave survelllsnes”
Tt 140 (1w et fimbe it Wbt in S bty Faw Beind n . can wearch 3 body-www hicebir A 1T S o TATS fr 4l g (e ubbel Ty Faa Secing Thws
Ploss ivaik the ¢ peireh the CNCA Wbty www, cncs pov.cn. e wwsdily of

Beijing Head International Certification Co.,Ltd. Beijing Head International Certification Co.,Ltd. Beijing Hoad International Certification Co.,Ltd,

Adkboans - TAFR, Bewses

Rojry, PR Ak Marrs 1807, Bukieg &, o, W1, Serpans Bt Fvad Chacywe] Dhtret Baiieg .7, O [100012)




EGENS COVID-19 Rapid Test

i - DAKKS
{{ pAKics (( pakks
Pt Sirvich
Certificate Certificate
No. Q5 063367 0018 Rev. 01 No. Q5 063367 0018 Rev. 01
. EMISO 14855018

Holder of Certificate: Nantong Egens Biotechnology Co., Ltd. ARl S R - il W s

s 150 R 050 odBs Ty T oS

H £ a i
g:;én:r;ﬁix;my B Technelogy Develeomant Zane Ium EN IS0 134§s.a{lfa
PEDPLES REPUBLIC OF CHINA, AH . Nantong Egens Bictschralogy Co., Lid.
Fﬂﬂlll!fﬂ [GB}. Building 15, Eulnng 12 fwest), Na. 1692 Xinghu Avenos, Narorg

Certification Mark: Er echnoiogy Developmenl Zone, 226070 Kantong

conaTy & oy
PECPLES REPUELIE OF GHIRA

Wankong Egens Bictechroiogy Co., Lid,

Buikiing %, Building-10, Ko, 16%2, Xnghu Swanua, MNanlong
Economy & Technology Development Zone, 226090 Nanbang,
Jiangsa Provincs, PEGPLE'S REPUBLIC OF CHIMNA

Scope of Certificate;  Deslgn and Development, Production and
Distribution of Rapkd Test Kit for the Detection of
Fartility Function Hormenes, Pregnancy, Tumor
Markers, Drugs of Abuse, Infectious Disease,
Sperm Concentration and Clinical Chemistry,
Blood Glucose Monitoring System
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EGENS COVID-19 Rapid Test

CERTIFICATE

Mo. Q56 063367 0019 Rev. 00

CERTIFICATE

No. QS6 063367 0019 Rev. 00

Certificate Holder! Nantong Egens Biotachnology Co., Lid.
Building 15, Building 12 (west) Regulatory Requirements:  Audit’Certification Criteria
Mo, 1692 Xinghu Avenue P
;";_?g;";"agNE“"‘"nmf & Technelogy Pevelopmient Zone - Medical Device Reguistions SORISE-282, Part 1
PEOPLE'S REPUBLIC OF CHIMA United States.

- 21 CFR Part 803
- 21 GFR Pant 806
- 21 CFR Part 807
-21CFR Part 820

Certification Mark:

Facility(ias): Nartong Egens Biotechnology Co., Lid,
Buliding 15, Building 12 {west}, No. 1682 Xinghu Avenue,
Mantong Economy & Technology Development Zone, 226010
Nantong; PEGQPLE'S REPUBLIC OF GHINA

Scope of Certificata: Design and Development, Production
and Distribution of Rapid Test Kit for the
Detection of Fertility Function Hormones,
Pregnancy, Drug of Abuse Test

Facllity Scopes: Cresign and Development, Preduction and Distribution
of Rpid Test Kit fod the Dedechon of Ferliity Funcion
Hormones, Pregnancy, Drug of Abuse Test
DUNS Mo: 856-451-D860

: & CEPTUGUKAT & CERTIFICADO ¢ CERTIFICAT
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Standard(s): IS0 1348520168

Regulatory Authority{ies):  Health Canada, USA FDA. See attached for Hsting of
specific regulatory requirements.

The Certdfication Body of TLW SUD America Inc. cerlifies that the guaslity menagamert system of the

manufacturer listed above his been auditad against the stated criteria and fourd to corform to thosa

critera or the seope of cadificalion listed Vasdily of this certficate can be cblained by vigiting he

welisibe hitps fwvww tuev-sued delproduct-testingteentificates

TUW SUD Armerica bnc. is an MOSAP Recognized Awitng Organizadion.

DUNS Mo: £5-441-0889
Effective Date: 2018-0:5-08
Expiry Date: 2022-01-08
Page 2ol 2
Page 1of2 Doate of lesue: F018-01-10
Date of lngaig: 20190110 Mﬂ/ ﬁ{q/
[ Arig Hankin §
{ Adie Herkin § Marmger, Canificalion Body MHES

Managsn, Condicaton Bady MHS TUY SO0 America ina - 10 Comenniat Drjve Ste 207 - Peabody, M UEED LESA - www sl coen

TUW S0 Ameica Ine. 10 Ceatencrial Dive 309 207 - Paabedy, MA DI9EDUSA = waw fivsud.com

MDSAP Certificate MDSAP SFERE

ZERTIFIKAT ¢ CERTIFICATE ¢ &
ZERTIFIKAT & CERTIFICATE ¢




EGENS COVID-19 Rapid Test

Aslage 2
fd Aba | M. 1 BIMDIY)
Fomuiamummar 00 154142

Allgemaine Anzeigepflicht nach §§265 und 30 Abs. 2 MPG
General Obligation to Notify pursuant to §§ 25 and 30 (2} Medical Devices Act, MPG

Formblatt fiir Invitro-Diagnostika / Form for in Vitro Diagnostic Madical Devices

Zustindige Be hime / Competent authority

Behlirde fur Gesundhalt und Verbraucherachutz, Referat V43

and/ Feders al state
Hamburg

ostieitzahl f Postal code

1'_! E-Mail / E-masl

digen By  |regoni e ]
{Registration date at competent authority f;, DE/CAOSND-238321-1348-00

—

| 0 And enungsanzesge / Noliication of change
EWstza'gelNoﬁicaﬁmdMMM

Regisi bei Andenggs- urd Wider rulsarceig
i B if nofification has been changed or witirawn

Araeigendes nach § 25 MPG / Reporier puraan 10 § 25 Medical Devices Acl, MPG
DHmﬂen‘Mmufauu'a

El Bevollimacheqter / Authorised Representatve

|0 En fokwer ¢ Impories
10 Ver antwonticher fir das 2 zen von Sy oder Behandiungseinheiten nach § 10 Abs. 1 und 2
|MPG 1 Asserler of systems or procedure packs p 10§ 10 {1) and {2) Medieal Devices Ad, MPG

|0 Betrieb odes Eavictrung (aubereiien) nach § 36 Abs. 1 MPG i. V. m. § 4 Abs. 2 MPBeireibY

Indtituian (processing ) pursuant 1D § 25 (1) Medcal Devices Adl, MPG in connecion with § 4 (2) MPBev eibV
|01 Bedrieb odes Einrichiung {stesiiseren) nach § 25 Aba. 2. V. m. § 10 Abs. 3 MPG

Intituion (sterilizing) purauant 1o § 25 (2) in conne ction with § 10 (3) Medical Devices Act, MPG

EUESR shiEE

Declaration of conformity

Declaration of Conformity

Manufacturer: Nantong Egens Biotechnology Co. Ltd
Building 15 , Building 12( west) ,
No. 1692 Xinghu Avenue,
Nantong Economy&Technology
Development Zone, 226010 Nantong,
People’s Republic of China
European Shanghai International Holding Corp.
Representative: GmbH (Europe)
Eiffestrasse 80, 20537

Hamburg, Germany
Product Name: COVID-19 IgG/IgM Rapid Test Kit
Model: Strip, Cassette
Classification (IVDD, Annex If): Others

Conformity Assessment Route: Annex I

We here with declare that the above mentioned
products meet the transposition into national law,

the provisions of the following EC Council

Directives 98/79/EC and Standards EN 1SO13485:2016,
under our sole responsibility.

All supporting documentations are retained under
the premises of the manufacturer.

Signature: Su LA 1Y) 5#})

Name: Su Lingling

Position:




EGENS COVID-19 Rapid Test Brazil License

i:‘4‘ U.S. FOOD & DRUG ' REPUBLICA FEDERATIVA DO BRASIL
‘_‘_“ ADMIRISTRATNIQN
CADASTRO NACICNAL DA PESSOA JURIDICA
oty COMPROVANTE DE INSCRICAO E DE SITUAGAD| gt ooty
a:rg.zmm-n CADASTRAL ! 161272014
Acknowledgment Letter
Emuu_wmu
TMNSRETE IR, A Wl T l
326/2020
TITULD DO ESTASELECIMENTO INOME DE FANTASIA} PORAE
. TOTH LIFE CARE l EPP
Joe Shia, Director
LSI intemnational, Inc. ]'cﬁmbb'e DESCRIGAG BA ATIVIDADK ECONOMICA PRINCIPAL " ]
504 E. Diamond Ave, Suite #J 25 5R400" Fabiricaciolde < ° deimadiag
Gaithersburg, MD 20877 CODIGO E DESCRIGAG DAS ATIVIDADES ECONORCAS SLCUNDARIAS
UNITED STATES 33.1244.03 - e 4 dn' an h let | aal uti s @ de
77.39-0-02 - Aluguel de e sem
46,45-1-01 - arci ista de o iais para uso médico, trgi e de
dnd 27.00-2-93 - Fabricago da out p tricos ni anteri
Bear;Joahia: 26.213-00 - Fabricag g equiph o lnforn o
The Center for Devices and Radiological Health {C DRH) of the Food and Drug Administration COBIG0 E DESCRIGAD DA MATUREZA JURIDICA ‘
{FDA) has received your submission. This submission has been assigned the unique document A8t~ BoAE CA I MR AC
control number below. All future correspondence regarding this submission should be identified [Tmu,. IR COWAENENTO
prominently with the number assigned and should be submitted to the Document Control R ALAMEDA BA INOVACAO I [s‘“‘ 0405€E 08 ]
Center at the above letterhead address. Failure to do so may result in processing delays. [ you 3 T T =
belicve the information identified below is incorrect, please notify the Program @perations Staff Is;.nnoo l [IONA INDUSTRIAL | Icmpo BOM I I RS l
at301) 765640 ENDERECO ELETRONICO TELEFONE
[~ G \
Submission Number: PEUA200222
Received: 326/2020 I’mm |
Applicant: NANTONG EGENS Biotech Co., Ltd. -
Device: EGENS COVID-19 1gG/Igh Rapid Test Cassette T Ty e g Y. T, T
ATIVA l mmmt
We will notify you when the review of this document has been completed or if any additional HOTVEDK STUAGROTIIMSTRA: l
information is required. [fyou are submitting new information about a submission for which
we have already made a final decision. please note that your submission will not be re-opened. Imiwscw. ’?ATA‘W
For infonmation about CDRH review regulations and policies, please refer to i I e
it wow fda sovMedical Device 1 C allonan ndanc 3 1
Sincerely yours, Aprovado pela Instrugio Normativa RFB n° 1.863, de 27 de dezembro de 2018.
Center for Devices and Radiological Health Emitido no dia 29/04/2020 &s 09:53:56 {data e hora de Brasilia). Pagina: 11

USA-PEUA 75 IVERSI1E /R
KE FDA B2 EHAFF D2 EMHSE
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Fertility

L — Pregnancy (‘k(iCG) test kit
Ovu!anon iest kit
# FSH (Fofli lating Hormone) test kit
= TFN (feﬂ Fibronectin) test ki

l’

D14001 OHSASIBO0T 813435 CMDCAS

* hCG (HiR)

* LH (#EBR)

°* FSH (FEFHIEE)
* hCG +-

* FYHIEIRRE
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fectious
Disease Lo

= HIV 1/2 antibody = Chiamydia

= Syphilis antibody = Tubearculosis antibody
= Malaria PPy = Mycoplasma antibody
= Dengue IigM/lgG » H.Pylor antibody

= Dengue NS1 s H.Pylori antigen

ISO%001 1SO14001 OHSAS18001 ISO1‘34%";’ CMDCAS
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Dengue IgM/IgG
Dengue NS1
Dengue Combo
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Multi-DOA

= Morphing m THC
m  Methyl amphetamine = Barbital
n  Ampheiamine = MDMA &
n  Cocame m  Benzodiazepams
" Ketamine »  Tramadol
n Methadone . DOA2-10 COMBO
= MOR + MET (SALIVA)
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Available Formats & Features
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We are your purchasing
assistant in EGENS
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