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Beijing Lepu Medical Technology Co., Ltd.
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LEPU TECHNOLOGY

Statement on FDA Recall of Lepu Leccurate SARS-CoV-2
Antibody Rapid Test Kit and SARS-CoV-2 Antigen Rapid Test Kit

Lepu Medical has two types of products related to SARS-CoV-2 detection,
including the antibody or antigen detection systems that assist the users to
test if they have infected with COVID-19 and the neutralization antibody
detection that evaluates the effectiveness and duration of the COVID-19
vaccine. The products that were mentioned by FDA involved the antibody
and antigen test kits. The antibody test kit (product name: Leccurate SARS-
CoV-2 antibody Rapid Test Kit) is designed to detect the antibody of the
users, functioning as a complementary method for SARS-CoV-2 detection.
The antigen test kit (product name: SARS-CoV-2 Antigen Rapid Test Kit)
i1s designed to detect the antigen of the users, functioning as another

complementary method for SARS-CoV-2 detection.

Beijing Lepu Medical Technology Co., Ltd.

Regarding the antigen test kit, Lepu has never tried to sell the product in
the U.S. market, while according to the customs data there have been
200,000 kits in the U.S. market. They might have been shipped to other

countries, transited via the U.S., or might have entered into U.S. market. At

this point, we are probing and verifying the logistics of the products that
went to distributors. Moreover, we are assisting FDA with the recall

procedure based on the regulations as well.
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Notice

Dear Agents,

Flight CA603/BKK transported a large amount of Covid-19 vaccines
which led to the delay for the goods planned to be transported by 24JUL,
and meanwhile the flight will only depart on each Thursday and Saturday,
so the delayed goods will be sent out by 29JUL. We are really sorry for
the inconvenience, and thank you very much for your support and

understanding.

Air China Cargo Co., Ltd.
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Comparative evaluation of the sensitivities of SARS-
CoV-2 antigen rapid tests
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Last updated: 26.01.2021
Overview of SARS-CoV-2 Antigen Rapid Tests

Assessed as Reflecting the Current State of the Art

SARS-CoV-2 Antigen Rapid Test Bejing LEPU Medical Technology Co., Ltd.
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Federal Institute for Drugs and Medical Devices
(Bundesinstitut flr Arzneimittel und Medizinprodukte, BfArM).



EUROPEAN COMMISSION
DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY

Public health, country knowledge, crisis management
Health Security

EU health preparedness:

A common list of COVID-19 rapid antigen tests and a
common standardised set of data to be included in
COVID-19 test result certificates

Agreed by the Health Security Committee

This document was agreed by the HSC on 17 February 2021
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Medical

Technology Co,

Ltd

2% senstivity, 99.3% spectficty, Nasal
SARS-(oV-2 Antigen 920 sensitivity ,BE, DE¥, 17 February

Rapid Test Kit Nasalswab | DE: 92.0% sensitivity, 99.6% specifcty , 0

SI: 2% sensitivity, 99.2% specfcity, NP

A1SUS=NIAS18950300SID
LLUUQSDDKILLDUQLDUDIA
drwusglsu

AfuzASSUISA1salsU
(European Commission)
lagd the Health security committee
[aUs:mA sredannwanisnadaulasu
N1SYUSUSIUAULLAEaTDYaAUIOSTIU
N IUAD: s:)uaafufususa\)wamsnoaau
COVID 19
(anavlagAtuzNSSUMSAILLUUALGIU
dumwLUadun 17 AuMwus 2564)
gowaalas Beijing Lepu Medical
‘Technology Co.Ltd. mglawaanturi
¥0“SARS-CoV-2 Antigen Rapid Test”
Wuktvlusrgdoavnald



O

u1asTIu
A1SSuUSsov CE

yaasddwaalas Beijing Lepu

Medical Technology Co, Ltd.

Malanannaunygo
*"SARS-CoV-2

Antigen Rapid Test Kit”
[asunissSusov

Conformite European (CE)

VAN

EC Certificate TOVRheinland

Full Quality Assurance System
rective 9 C onln Vi agnostic ical Devices,
nex IV excluding (4, 8
; 3 T1d-1 Q
: C Y
L
Building 7-1, No. 37 .

TUV Rhainkand LGA Progucts GmbH is a Notfied Body sccording to Directive 98/TR/EC concerning in vitro
disgnostic medical devices with the identification number 0187
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Declaration of where the product is sold

To whom it may concern,

We, Beijing Lepu Medical Technology Co., Ltd, having principal place of business at Building
7-1, No.37 Chaogian Rd., Changping District, Beijing 102200, China, hereby making a
declaration of the commercial situation of SARS-CoV-2 Antigen Rapid Test Kit (Colloidal
Gold Immunochromatography). We have approved the Declaration of Conformity on 3rd,
Sep., 2020 and we are also applying for SARS-CoV-2 Antigen Rapid Test Kit(Colloidal Gold
Immunochromatography)'s registration in many other countries, the listing is shown as

below:
Argentina
Czech
China Hong Kong
Germany
Hungary
Hellenic
Ireland
Pakistan

Until now, we have received th
Philippines and Malaysia.

2021/06/01

Swede

n Chile

Denmark Croatia

Slovak

Poland

Netherlands Slovenia
Belgium Ghana
Romania Italy
Ukraine Seychelles

Swiss

Japan

] aﬁtﬁf‘b@ls in Brazil, Russia, Indonesia,
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Port Inspection Notice
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I'he customs declaration number declared by

your company has been reviewed and
decided to implement port inspection.

Please contact relevant departments such as

and send personnel to Beijing Airport Customs to
cooperate with the customs in implementing port inspections.

port affairs to make preparations

Hereby notify the above.

Customs declaration number: 010120210000430521 Waybill number: 99913485754 13485754 Conveyance:

Inspection area: 0101Beijing Airport Inspection type: Check

Other tips:
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