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Features

El Affordable

Bl Fast Diagnostic Testing in 15 minutes
E For Non-Lab Settings Use

B Over 90% sensitivity

C¢ COVID-19 Rapid Diagnostic Testing Solution




reGpen

The reOpenTest™ COVID-19
Rapid Diagnostic Testing Solution

l

Up to 2 Million
Daily Capacity

Top Performance Made In China Affordable

Easy For Non-Lab Settings Use No Raw Materials Limitation Cost as low as few dollars
Point-of-Care Large Production Capacity Semi-Finished Solution Available
Online-Reports & Scan to Fill Up to 2 Million Tests / Day

*Can be Expanded to More
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3 COVID-19 Rapid Diagnostic Testing Solution

Up to 2 Million LMIC
Daily Capacity Availability
Top Performance Production Capacity Affordable
* Sensitivity > 90%; HTF . * Made in China;
+ specificity > 98% Up to 2 Million Daily
Non-Lab Setti U Made In China
on-La Ettlngs s€ * Full production supporting;
* Can be distribute to decentralized settings * Reliable and good material Supp]y chains.
(i.e. primary healthcare, community-level
care, hospital trige); Semi-Finished Solution
res;tixxﬁc::u:ezrzfrgt:fqUIre OPEE * Uncut-sheets available to LMIC countries; * Cost can be reduced further more
Y v * Bring production to target country directly; * Semi-finished solution and production in
* Get the most from production capacity LMIC countries available.
Fast and Easy to Use while reducing the cost further more.

* Operate in 3 steps;

* Use Nasopharyngeal Swab;

* View Results in 15 minutes

* Online report or Team manage.
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re@penTest User Instruction

w Prepare 10 drops or 400pL

D . of reagent solution

‘Xz . into empty reagent tube
+

*Recommended 4

* Colloidal Gold Assay can observe results with eye directly.
* Fluorescence Assay shall observe results under UV light(365nm).

[T7] Use dropper
or » 4 drchs or 100.uL
of mixed solution
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Wait 10-15 minutes ¢
to view the result
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For Prescriptio Use Only =) Put swab into reagent tube T
Use nasopharyngeal swab 3 and rotate to mix and dissolve Use reagent tube Clj o
4 drops or 100uL POSltlve
» \_/ % of mixed solution COVD-19
Ag
or S = ‘o g c '
® > 2 C T
| m»p = mp|
& Negative
Use oropharyngeal swab \ljf g
. s(0
Rotate it @ c c
x10 Times T T
Invalid
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reOpenTest

CEIvD

Catalogue No.:
COVG100 / COVG200

25 Test Kits Pack Contains

®© © &® O O O

25x
Test Cassettes with Foil Bag Sealed.

1x
Package Insert

25x
Nasopharyngeal Swabs

25x
Reagent Tubes

25X
Filter for Reagent Tubes

1x
Buffer / Reagent Solution



re@penTest (C|inical Performance

Method PCR Total Current Infection Ref:,f 2&!&2‘3%’;" Past Infection

Antigen Rapid Test IgG Antibody Test
Results  Positive Negative Results

reOpenTest™ COVID-19 Positive 7 5 29
Ag Test _

Negative 3 98 101

Total Result 30 98 130

Sensitivity = 90.0% (95% Cl = 73.47% to 97.89%)
Specificity = 98.0% (95% Cl = 92.96% to 99.76%)

DAYS AFTER START OF SYMPTOMS
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re@penTest

Manufacturer Declaration

12th, August 2020
Subject: Declaration of equivalence

To whom it may concern,

We undersigned, Zhejiang Anji Saianfu Biotech Co., Ltd., an IVD manufacturer having its
headquarters in No.3 Factory, No.489 WenYun Road, TangPu Industnal Park, Dipu Subdistrict, Anji
county, HuZhou, ZheJiang, China, here declare that the below products are manufactured by us and
comply with the origin criteria for the issue of a Certificate of Origin.

The brand re@penTest ™ is fully owned by Hangzhou Fenhe Technology Co., Ltd., and it has the
exclusive rights in our production and distribution of the below products and materials.

Original: COVID-19 Antigen Rapid Test
Certificate: CE-IVD (NL-CAD02-2020-52856)
Link: https://www.reopentest.com/

- Material: Uncut-sheet of COVID-19 Antigen Rapid Test

Yours sincerely,

CEO/ Q™

g3

EC Declaration of Conformity
in accordance with Directive 98/79/EC
Manufacturer: Zhejiang Anji Saianfu Biotech Co.,Ltd

Add: No.489 WenYun Rd., TangPu Industrial Park, Dipu Subdistrict, Anji county
, HuZhou, ZheJiang, China.

Product/s: COVID-19 Antigen Rapid Test Kit

Model: Cassette

Category: Other

Conformity assessment route:  Annex /Il (EC DECLARATION OF CONFORMITY)
Applicable Standards:

EN ISO 13485:2016 Medical devices - Quality systems - i ts for regy Y

purposes (ISO 13485:2016)EN ISO 13485:2016/AC: 2018

EN I1SO 14971:2012 Medical devices - Application of risk management to medical devices (ISO
14971:2007, Corrected version 2007-10-01)

EN ISO 18113-1:2011 In vitro diagnostic medical devices - Information supplied by the manufacturer
(labelling) - Part 1: Terms, definitions and general requirements (IS0
18113-1:2009)

EN SO 18113-2:2011  In vitro diagnostic medical devices - Information supplied by the manufacturer
(labelling) - Part 2: In vitro diagnostic reagents for professional use

EN ISO 15223-1:2016 Medical devices - Symbols to be used with medical device labels, labelling and
information to be supplied - Part 1: General requirements (ISO 15223-1:2016,
Corrected version 2017-03)

EN 62366:2008 Medical devices - Application of usability engineering to medical devices

EN 13612:2002 Performance evaluation of in vitro diagnostic medical devices

EN 13641:2002 Ellmlnanon or reduction of risk of infection related to in vitro diagnostic reagents
EN 13975:2003 used for testing of in vitro diagnostic medical

devices - Statistical aspects

EN 1SO 17511:2003 In vitro diagnostic medical devices - of i
samples - Metrological traceability of values assigned to oallbrators and control
materials (ISO 17511:2003)

EN ISO 23640:2015 In vitro diagnostic medical devices - Evaluation of stability of in vitro diagnostic
reagents (ISO 23640:2011)

We, the Manufacturer, herewith declare with sole responsibility that our product/s mentioned above meet/s
the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In-Vitro
Diagnostic Medical Devices.

We hereby explicitly appoint Lotus NL B.V. located at KoninginJulianaplein 10, 1e Verd, 2595AA, The
Hague, to act as our P i Representative as defined in the aforementioned
Directive.

Signed on /(Day)/ _08  /(Month) of ng I(Vea!)
Place Am_zngna_ng._fl\m
Represented by

Signature:

Name of authorized signatory: Wang Qin
Position held in the company: General Manager
Seal/Stamp:

CIBG
Ministerie wan Volksgezondheid,
Welzijn en Sport

> Retowradres Posthus 16114 2500 BC Dea Hasg

Lotus NL B.V.

T.a.v. de heer X. Wei
Koningin Julianaplein 10
2595 AA 's-Gravenhage

Datum: 10 sugustus 2020
Betreft: aanmelding In-vitro diagnostica

Geachte heer Wel,

Op 7 augustus 2020 ontving ik uw notificatie krachtens artikel 4, eerste fid van
het Nederfandse Besiuit in-vitro diagnostica (BIVD) om onder de bedrijffsnaam
Zhejiang Anji Salanfu Biotech Co.,Ltd. met Europees gemachtigde Lotus NL B.V.

Farmatec

Bezcekadres.

XP Den Hang

7070 340 6161
eI Mukmiddeien farmates.o

Tnlichtingen bij:
M, Schmitz - Konte

adnche_hupmiddetens
minvws.é

Biagen

Uw aanvrasg
7 augustus 2020

onderstaande producten als in-vitro di op de Europese markt te
brengen.
De producten staan geregi als in-vitro ica onder nummer:

COVID-19 Antigen Rapid Test,Malaria pf/pv One Step Rapid Test,Malaria
pf/pan One Step Rapid Test,Toxo 1gG/IgM Rapid Test,fFN Rapid Test,D-
dimer Rapid Test,PCT Rapid Test,Influenza A/B Ag Rapid Test,Rotavirus
Rapid Test,Adenovirus Ag Rapid Test

(geen merknaam) (NL-CA002-2020-52856)
Mycobacterium Tuberculosis Antibody Rapid Test,Strep A Rapid
Test,Dengue NS1 Rapid Test,FOB Rapid Test,PSA Rapid Test,One Step
COC Rapid Test,One Step Multi-Drug Test Dip Card,iGFBP-1 Rapid
Test,SAA Rapid Test,Ferritin Rapid Test
(geen merknaam) (NL-CA002-2020-52857)

Hiermee heeft u voldaan aan uw verplichting op grond van artikel 4, BIVD.

In alle verdere cor producten verzoek Ik
u deze nummers te vermeiden, Aan deze nummers kunnen geen verdere rechten
ontleend worden, ze dienen alleen om de notificatie administratief te
vergemakkelijken.

De registratie van in-vitro a als medisch op grend van de
Classlficatiecriteria (Bijlage 1I) bij Richtiijn 98/79/EG betreffende medische
hulpmiddelen voor in-vitro di is # g aan revisies van
Europese regelgeving inzake de classificatie van medische hulpmiddelen en aan
voortschrijdend wetenschappelijk inzicht (zle artikel artikel 10, eerste lid van
Richtlijn 98/79/EG).

takatert
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van in-vitro di dat da
fabrikant, Zhejiang Anji Saianfu Biotech Co.Ltd. de CE- cnnlormltenlsmarkenng
heeft aangebracht op de desbetreffende producten alvorens deze in een EU-
lidstaat In de handel te brengen. Zodoende garandeert Lotus NL B.V. dat de in-
wvitro a voldoen aan de eisen zoals in bijlage I bij
Richtlijn 98/79/EG (en in het daarmee corresponderende onderdeel 1 bij het
besluit)

Volledigheldshalve wijzen wij u erop dat een in-vitro diagnosticum moet voldoen
aan de eisen uit het BIVD. Het BIVD Is gebaseerd op Richtlijn voor in-vitro
diagnostiek, 98/79/EG. Met name wijzen wij u op de Nederlandse-taalels zoals
deze in Nederland geldt, de eisen voor het ter beschikking houden van de
technische documentatie en de plicht tot het hebben van een Post Marketing
Survelliance- en vigllantiesysteem.

Tot slot merk ik op dat met uw notificatie - de administratieve notificatie als
fabrikant - en deze brief geen sprake is van een oordeel over de status of
kwalificatie van uw product: notificering betekent niet dat daadwerkelijk sprake is
van een In-vitro dlagnosticum in de zin van de onderhavige wet- en regelgeving.
In voorkomende gevallen kan de Inspectie Gezondheidszorg en Jeugd (IGJ),
belast met het toezicht op de naleving van het bij of krachtens de wet bepaalde,
een standpunt innemen over de status van eéen product, waarbif het volgens vaste
jurisprudenti aan de nat rechter is om te bepaien of een
product onder de definitie van in-vitro diagnosticum valt.

De Minister voor Medische Zorg en Sport,
namens deze,

Afdelingshoofd
Farmatec

Dr, M.). van de Velde
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DOWNLOAD - CE/IFU/DATA/BROCHURE

Download Link: http://www.reOpenTest.com/ifu
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reOpen Passport

re@penTest

COVID-19
Ag

Team Manage Trial \

Login: http://www.reOpenTest.com/guide/admin
Account: demo@reopentest.com
Password: demo

U ST

> -]
Patient Trial Scan to Test
> Contains: 25 Test Cassettes 1 Package Insert
25 Reagent Tubes ~ 25 Swabs
1 Reagent Solution
re@penTest § 3
covo-1s 202009002 & 202203
& > ‘
" TreGpenTest
: j 1 e
$ o o :
i s 110 o
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reOpenTest

4 ) ) Mobile Testing & Tracking

|
i - @ Get Report @ reOpen-Passport
°°VA'§ 19 v" 15 minutes View Result Red Positive / Green Negative
\ ”e@pe"“*s‘ v Report to CDC / Encrypted Data Stored Offline
v Easy to Read and Show with Any

scanner App or device.

Data Encrypt in PDF417.

re@penTest

COVID-19 Antigen Rapid Test COVID-19 Antigen Rapid Test
Testing Report Testing Report

Scan to View Testing Guide

IS it

(@ Easy to Test

re@penTest re@penTest
v" Follow Guide
v' 3 Step
v" 15 minutes
v' Testing At-Home / Non-labs Settings Negative Positive
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Global Representative Office Contact

[l Rep. & Available to sell
Available to sell
B Looking for exclusive

Tel/Fax/WhatsApp: +86-57187763175 [=] 2 =]
Web: www.reopentest.com =] re@penTest



