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European Union :CE

WNT (EU:CE)

Registration number : DE/CA20/1VD-Luxuslebenswelt-83/2

ZUQCE CERTIFICATION AND TESTING CENTER

Providing Professional Service for Safety and Health

CERTIFICATE OF CONFORMITY

Certificate Na. : ZUOCE200309610

Company Name : Shanghai Liangrun Biomedicine Technology Co. Lid.

Company Address : Level 4, Building 1, No.271 Gang'ao Road, Pilot Free Trade Zone,
Shanghai, China

Product Name : Diagnostic Kit forAntibody [gM/IgG of Novel Coronavirus
COVID-19

Related Directives © 98/79/EC In Vitro Diagnastie Medical Directive

and Annex

Related Standards © ENISO 13485:2016; EN ISO 14971:2012; EN 1041:2008;

ENTSG 18113-2:2011; EN 13612: 2002 IS0 15223-1:2012;
ENISO 14155:2011; 150 13640:2002; 150 23640:2011
EN 980:2008

Examination Intent = :  Examination the compl af the Technical D fion
according io the requirements of the In Fitro Diagnostic Medical
Directive 98/79/EC Annex HI

Review result 2 During the examination of the provided Technica! Decumentation
(No.:LR-TCF-001, Revision: A0, dafed 2020-MAR-06), no Non-
compliance according to the requirements of the In Vitro
Diagnostic Medical Directive 98/79/EC dnnex [IT was detected.

Walid From 1 03.09.2020

Valid Until ;. 03.08.2025

Authorized Signer

Job Title - =

Page /1 Date of Issue @
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4 ]
Medical

Registration Notification

Reference number: JH-ERA-18083V01

Issued date: April 16, 2020

This certificate will be automatically void if the Notification is rejected by the EU Authorities
or upen termination of the EAR.

This is certify that, According to In Vitro Diagnostic Medical Device 98/79/EC, we accepted
the appointment to be the Authorized European Representative for products which listed in
the attached agreement between below manufacturer and Luxus Lebenswelt GmbH.

Manufacturer: Shanghai Liangrun Biomedicine Technology Co.,Ltd.
Address: Level 4, Building 1, No.271 Gang'ao Road, Pilot Free Trade
Zone Shanghai China

The Manufacturer declares that the IVD device complies with the all essential requirements of
In Vitro Diagnostic Medical Device 98/79/EC.

According to In Vitro Diagnostic Medical Device 98/79/EC, the European Databank on
Medical Devices (EUDAMED) is established as of May 1, 2011, the German Competent
Authority is notified of the manufacturer’s In Vitro Diagnostic Medical Devices and has
allocated registration numbers shown in:

Diagnostic Kit for Antibody IgM/IgG of Novel Coronavirus COVID-19
15-70-90-90-00
Registration number: DE/CA20/IVD-Luxuslebenswelt-83/20
Where the manufacturer affix the CE marking to the product listed they must ensure that all

the requirements of the appropriate EU directive(s) and standards have and continue to be
met.

|[For and on behalt of
LUXUS LEBENSWELT GMBH

Luxus Lebenswelt GmbH Kochstr.1, 47877 Willich, Germany

Kachstr. 1, 47877, Willich, Germany
infom@luxuslw.de % —M

Authorized Signature
Simon Qian
Only used for EU Representative sgrasmants

Declaration of Conformity

Manufacturer: Shanghai Liangrun Biomedicine Technology Co.,Ltd.
Level 4, Building 1, No.271 Gang'ao Road, Pilot Free
Trade Zone, Shanghai, China

whose single Luxus Lebenswelt GmbH
Authorized EU- Kochstr.1, 47877, Willich, Germany
Representative: : DIMID: DE/0000047791

Lin Sun

Tel: 0049- 1715605732
E-mail: info.m@luxusiw de

Product Name: Diagnostic Kit for Antibody IgM/IgG of Novel Coronavirus
COVID-19

Classification : Others of ANNEX Il of IVDD

Conformity Assessment Route: Annex 1l

We herewith declare that the above mentioned products meet the transposition into
national law, the provisions of the following EC Council Directives and Standards. All
supporting documentations are retained under the premises of the manufacturer.

General applicable directives:
In Vitro Diagnostic Medical Devices DIRECTIVE 98/79/EC

Harmonized standards:
EN ISO 134852016

EN ISO 14971:2012

EN 1041:2008

EN SO 18113-2:2011

EN 13612: 2002

150 15223-1:2012

EN ISO 14155:2011

ISO 13640:2002

IS0 23640:2011

Signature:
Name:
Title:
Position: Shanghai
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¥l Direccion General
e Medicamantos,
| [nsurmies y Broges.

[
| Direccion General Ministerio Vi
de Medicamentos, dé Salud d
¥ Insumos y Drogas. y
“Docanio de laI Iguaidad de Opartunidades para Mujeres y Hombres™
"Afio de [a Universalizacién de la Salud"

“Decanio de la lgualdad ve Opartunidades para Mujeres y Hombres"
“Aflo de la Universalizacion de la Salud

L

| Medicines & Healthcare products
Regulatory Agency
= DMP/UFDMMINSA
R.D. N*Z2+£5:2020/DIGEMIDID R.D. N*Z#5%2020/DIGEMID/DDMPIUFDMMINSA
RESOLUCION DIRECTORAL Farmacéuticos, Dispositivos Médicos y Productos Sanitarios, Decreto Legislativo N° 1161, Decreto
LBQISLBNW que aprueba la Ley de Organizacién y Funclones del Ministerio de Salud y modificatoria,
Lima, 15 A%, 10 Ley N° 27444 Ley del Procedimenio Administrativo General y sus madificatorfas; y el TUO de la
Medicines and Healthcars products A Ley N° 27444, aprobado por Decrete Supremo N° 004-2019-JUS,
s ¥ Visto, el expediente N° 20-028489-1 del 13 de Abrl del 2020, presentados par €l() |I(ap)i-| he
s ; 10 South Colonnade ga;‘ CicT endcri?"i:?m mim‘ ga;’;asammz Lleg;;grsulan?nfzagERIér:gﬁuEi:? Lsmicimndu Estando a o informado por [a Uridad Funcional de Dispositivos Médicos;
A, con domicilio en Av, Defensores del & 4
Covestus Lid i i AUTORIZACION EXCEPCIONAL PARA LA IMPORTACION ¥ USO DE DISPOSITIVO héstTlgg SE RESUELVE:
| Pulteney Road E14 4PU SIN REGISTRO SANITARIO O EN CONDICIONES NO ESTA?\LEmDAs EN EL RE!
Bath BA2 4HD United Kingdom SANITARIO, EN SITUACIONES DE EMERGENCIA DECLARADA; Articulo Unico.- AUTORIZAR, LA IMPORTACION Y USO DEL DISPOSITIVO MEDICO DE
UK +44{0) 20 3060 6000 CONSERRANDO! DIAGNOSTICO IN VITRO en aplicacion a lo dispuesto en el articulo 20° del
e 5 = F;eglam:n:p para el Registro, Contral y Vigilancia Sanitarla de Productos
Que, ¢l articulo 16 da |a Lay N2 23450 Ley de Ios Productos Farmacéuticos, Dispos tivos Megicas amacéuticos, Dispositivos Medicos y Preductos Sanitaries, respacto a la
y Productos Sanftarios surza!a qua 'la y.lﬂutondar! Nacional de Salud (ANS), {...) autoriza 2 AUTORIZACION EXCEPCIONAL DE IMPORTACION Y USO DE
— 3420 importacion, I fabricacion y €l uso de productos fammacéuticos, disposilivos médicos y productos DISPOSITIVOS MEDICOS SIN REGISTRO SANITARIO O EN CONDICIONES
sanltarlos sin registro sanitario o en condiciones no establecidas en 8l regisiio sanitario entre otros, NO ESTABLECIDAS EN EL REGISTRO SANITARIO, EN SITUACIONES DE
en situaciones de urgencia o emergencla declarada...’; URGENCIA O EMERGENCIA DECLARADA durante el periodo gue dure la
Dear Tony, i el - ol Emergencia Sanitaria declarada por el Ministerio de Salud debido a la
Que, &l articulo 20° del Decreto Supremo N° 013-2011-SA y modificatorias, s existencla del COVID-19, por los motivos expuestos en la parte considerativa

Shanghai Liangrun Biomedicine Technology Co. Ltd, Diagnostic Kit for Antibody lgMgG of

Autoridad Nacional ce Salud (ANS), a fravés de la Autoridad Nacianai de_Productos
Farmacéuticos, Dispositivos Médicos o Productos Sanitarios, autoriza (,..) la Impurfacwop.
fabricacion y el uso de productas farmacéuticos, dispositivos médicos, productos sanltarios sin

de la presente Resclucién, en las siguientes condiciones:

- d Immunochromatogral A :
Novel Coronavirus COVID-19 (Colloidal Gold Immu ography) reglstra sanitario o en condiclones no establecidas en el registro sanitario, en Io_s sc\lgu:snlss c:sos Descripelén N o o
- ! . debidamente califcadcs: [...) a) Uso en situaciones de urgencia o emergencia declarada. Fara Datarm, omponentes B Fabricante/Pals
From a regulatory point of view, we can confirm that the ab”"JKSM:???' Llar:fgn.l? ;ﬂarm;dinﬂrr;a i estos casos se presenta la copia de la Resolucien de declaracion de emergencia emitida por 2 TR eSS
Technology Co. Ltd branded product can be placed on the UK market for professional u Autoridad competente y el listado de los productos o dispositivos con sUs esp fones Atbocy loMac of ~Casselts do ruena + micropipeta CRRCoE Shanghal liang Run
not for home use. técnicas; Novel Coranayius Dillyente sonleriende 20 cassette | Blomedicine
COVID-19 de prugba y sus Technology Ca., Ltd
Que, mediante el expediente N° 20-028489-1 del 13 de Abril del 2020, Is DROGUERIA INRETAIL ~Almohacilia de alcchol + fanceta 4 ~ CHINA

Just to clarify that MHRA do not ‘approve’ such products.

Legally the product can be placed on the market but just to confirm; MHRA does not quality approve the
validity of the test.

Itis not allowed to be available on-line.

If you are looking to supply this test kit to the heaith service contact M@ﬁmﬂ\l_ﬂ in
the first instance. A one line of expression of interest will suffice. This then triggers an acknowledgement

and a request to complete an excel form that is used for triage.

PHARMA S.4., solicita la AUTORIZACION EXCEPCIONAL PARA LA IMPORTACION Y USO
DEL DISPOSITIVO MEDICO DE DIAGNOSTICO IN VITRO: Diagnostic Kit for Antibody
IgM/lgG of Novel Coronavirus GCOVID-19, fabricados por Shanghai liang Run Biomedicine
Technology Co., Ltd - CHINA;

En el marco del Decreto Supremo N° 008-2020-SA, Decreto Supremo que declara en
Emergencia Sanitaria a nivel naclonal por el plazo de noventa (30) dias calendario y dicta
medidas de prevencién y control del COVID-19, de fecha 11 de marzo del 2020y el Decreto
Supremo N° 044-2020-PCM, Decreto Supremo que declara Estado de Emergencia Nacional
por las graves circunstancias que afectan la vida de la Nacidn a consecuencia del brote del
COVID-18 de fecha 15 de marzo del 2020 y ante el incremento de casos de COVID-19 a nivel
nacional, se autorizar 2 Importacidn y el uso del dispositivo médico de diagnéstice in vitro
sin registro sanitario por la situacion de emergencia declarada durante el periodo que dure

Yours sincerel,
! la Emergencia Sanitaria declarada por el Ministerio de Salud debido a la existencia del

Q‘ covID-18,

Rob Higgins Que, se ha evaluado Iz documentacion presentada por el administrado, en aplicacion de lo

Senior Regulatory Aiirs Maniager establecido en el art, 20° del Reglamento para el Registro, Control y Vigilancia Sanitaria de

MHRA (Devices) Productos Farmacéutices, Dispositivos Médicos y Productos Sanitarios aprobado mediante

10 South Colonnade, Decreto Supremo N° 018-2011-8A y sus modificatorias, por lo que correspende olorgarle la

Canary Wharf, autorizacién excepcional solicitada;

London

E144PU De conformidad & lo dispuesto por el Decreto Supremo N* 016-2011-SA y sus modificatorias,
,Necreto Supremo N° D0B-2017-SA y medificatorias, Ley N° 23458 Ley de los Productos

Tel : +44 (0] 20 3080 7185
Email : rob.higeins@mhra.gov.uk

in

Av. Parque de las Leyendas 240
San Miguel, Perd
T(511) 631-4300

[EL Perg PriMero |

Reglstrese, comuniquese y cimplase,

HILDEBRAND
i . Directora Ejosut
Diraceidnda nmmmmmpzwsmm

fos
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MALK A 311 OIS VETANDLTNS M

PIHAK BERKUASA PERANTI

PERUBATAN TC
Medical Device Authorit e
Health Sciences Authority ‘Y KEMENTERAN KESHATA MALATSHA SAGLIE BARANLIGI
11 Outrzm Road Singapore 169078 Ministry of Health Malaysia Halk Saghs Genal Maduriagn
Tel: 65 6213 0838 Fax: 65 6213 0749 Aras &, Prima 9, Prima Avenue || Tel: (+403)8230 0300
Website: www.hsa.gov.sg ’ I I SA Block 3547, Persiaran APEC Faks: (+603)8230 0200
S ‘ Haath Sciences Asthariy 63000 Cyberjaya. Portal Rasmi: e, —
P Malaysia. Emaik mdb@mda gov.my ' TNet
Sy (/(’ siRiTeE Say : B0S62070-605.02 2=
yp PEOPLE lf?\@t‘uw-.n . e Eoma : Covid-19 Degerlendirme soomg
STAR Ref. : (121} dim. MDA.600-3/1/12 Jilid 25 Tapora
Date: % April 2020
HSA 600:36/01
FELCRA Bekalan dan Perkhidmatan TURKIYE ILAG VE TIBBI CIHAZ KURUMU BASEANLIGINA
No. 9-2, Jalan Seri Rejang 1,
27 April 2020 Rampal Business Park (Sputh),
Taman Sri Rampai,
Veredus Laboratories Pte Ltd 53300 Kuala Lumpur. i . .
83 Science Park Drive #04-02, The Curie (Attention to: Mr Megat Ammar Afandi bin Megat Shahrul Anuar) ng - 16/042020 taribli ve 37106781 "!"hl"l
Singapore 118258 Dear S . i
F i, 09.01.2007 tarihli ve 26398 sayih Resmi Gaszets'ds yrymlaman “Vocut Digmda
Dear Mr Roland Sim, NOTIFICATION ON IMPORTATION OF MEDICAL DEVICES FOR SPECIAL ACCESS UNDER Eullambaa (in vitro) Tibbi Cihazlan Yomstmelifi™ gerefince yaplan tibhi cibaz tammslanma
THE MEDICAL DEVICE (EXEMPTION) ORDER 2016 . . . . .
RE: STATUS OF SUPPLY OF MEDICAL DEVICES IN SINGAPORE gore mmalatgn rafmdsn COVID-19 emfelisiyonums teghise yonelk prynsaya arz edilen kitler
With reference to your notification dated 6™ April 2020 regarding the above matter, I wish to inform in vitro tbbi tan: ciham olarak degerlsndirilmekts ol meskdr trinlerin dgili yénstmeligin
This letter serves to confirm that the following medical device product(s) have been issued Provisional you that there is no restriction on importation of medical devices for special access as listed in
Authorisation (MDPA2020-27) for supply in Singapore and may be exported from Singapore. Appendix 1. gerekliliklenmi karplamas gerekmekteds.
No. | Device Proprietary Name d Use 2, Please be infarmed that permission granted is subject to the following: COVID-19 aamsnds kullamlan lotlenmin, yeau gelijtnlmiy olmas ve yetark sapda
. i ) . kimdk pumume s tst edilmemesi mbe ko goclokders bagh olark, belriszes pivenlk
The LIONRUN Diagnostic Kit for Antibody IgM/lg6 of Novel i.  Ensure that all medical devices used in this special access comply with the safety and i
Coronavirus COVID-19 is an in vitro diagnostic test for the qualitative performance requirements as stipulated in Medical Device Act 2012 (Act 737); wahindan daha yoksek hata pay: banndma olanhi nedsaryle kalk saghgmm koruzmas ve

il. Ensure that the devices are supplied only to the Healthcare Professional and at the

and differential detection of IgM and IgG antibodies against the COVID-19 Pademismin yayilmasmmn Smfne gegdebilmesi igin b tam kitlerinm UTS

2019 novel Coronavirus (2019-nCoV) also known as Severe Acute Healthcare Facility as slated in AP"“dix_l' . o .
Respiratory Syndrome Coronavirus 2 (SARS-CoV-2) in human whole fii.  Adherence to the conditions as stipulated in Appendix 2. kaytlan ve ithalan TITCK a imine baglanmegtr (02.14.2020 taribli ve 31087 sayils Resmt
blood, serum or plasma. § 2 . . Ly . .
Disgnostic kit For Antibody P 3. Advertising of unregistered product as stated in Appendix 1 is an cffence under Section 44, Gaszete; “Tibbi Tami Kitlarinin Ithaling Nligkin Teblig") Bu kapsamda; TITCK tnfindan
1| IgM/igG of Novel This test detacts the presence of COVID-19 antibodes (IgM/1g6) in ﬁ;ﬁ;?ﬂﬁ g A L R st i 03.04.2020 taribli ve 48535386-511-EB5079 sayh yam il COVID-I9 tam kislorinin
Coronavirus COVID-19 blood samples. As there may be a few days’ delay between the viral b il imprisonment for not exceeding 3 years or both. . . ..
infection and development of antibodies in an individual, any P Tl pavepeiEnf oo, et sl e el S . bastnbis tmunds etin obsp clmadmin trymin yapimas: yetis Halk Saghip Gessl
; It from this test should not be used Je basis to rul . upply under special access has been implemented as an . . -2 - . - .
:?ngactg\e"::; ixcliu: :hesn::ati:: re:ul:ts: h::emt: h:s:;:f::; interim measure in response to the current public health need during COVID-19 infections. If you wish Madarigo'as vertmigeir. TITCE tarafindan Covid-19 tam kitlarinin 0TS yo kayt iglemleri
considered together with clinical presentations. Any positive result to import ah"d, supplyr thlsflcﬂ_’dw:@ basns on the long-term, it must be registered with Medical serdaralodken. orenlanin smel goviailolk vo parfoman: parametraln agumdan yeasomelk
from this test should be confirmed with supplemental laboratory Device Authority, Ministry of Health Malaysia. gorekliliklerini karpladiging s Laresd Imali wygusluk tostleri Taraf Iaral
testing (e.g. RTPCR). ’ = o
ing (e.¢ ) s This letter does not constitute an approval for the importation of medical device for somsglannes bildirimi TS ye kayd: yapimak igin TITCK 'ya bildiribmosi istemmigtir.

commercial release and shall not be used for the purpese of promoting or advertising of the product.

It also does not exempt you from abiding to any laws or requirements by any autherities of Malaysia.

Product Owner:  Shanghai Liangrun Biomedicine Technology Co., Ltd COVID-19 molektler tamsmda kullamimak fmere Arkemed frmalan tarafindan

Level 4, Building 1, Mo. 271, Gang'ao Road, Pilot Free Trade Thank you. geliptirilmiy olan Shanghai Lm markah astikor kiti; COVID-19 jophali 211 Bastaya ait
Zone, Shanghai, China 200131 & 5
\/ z Yours Sincerel
Manufacturing Shanghai Liangrun Bi dicine Technology Co., Ltd & H SAZ )/
Site: Level 4, Building 1, No. 271, Gang'ac Road, Pilot Free Trade \
Zone, Shanghai, China 200131 g (AHI SHARIFF BIN HAMBALI) TC Hulk Sagings el Macringt Mikmbryshop Referms [ . "
Chief Executive Biyclajik Ortmker DB Bl sinMUHITTIN DEMIRKASIMOILD
Medical Device Authority, Telelon: Fuks No: (31 25685408 DOKTOR
Pagelof2 i A
Ministry of Health Malaysia. e-Prix m dernrtwersognag bk gov ir el Adren 03123831438

Teledin NecfD 112) 865 7 17

Health Products Regulation Group » Blood Services Group » Applied Sciences Group Ivmakis eheorrest ivoas wresee by -helpemglic pov 7 acreaaden se TV el 4 ¥ bed- dh laTho T kod i e ergpelnlremez.
A Statutory Bused of the Ministry of Health | The Singapore Public Service : Iategrity = Service » Excallence Tha b pe 57wl dleESTA & T3 Eavaas piey pEvesd deETTedk irery de irmaleraer
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4 U.S. FOOD & DRUG
'4.‘\" ADMINISTRATION

Acknowledgment Letter
3/28/2020

Veronique Li, Senior Medical Device Regulatory Expert
Hyman, Phelps, & McNamara

700 13th St. NW, Suite 1200

Washington, DC 20005

UNITED STATES

Dear Veromique Li:

The Ceater for Devices and Radiological Health (CDRH) of the Food and Drug Administration
(FDA) has received your submission. This submission has been assigned the unique document
control number below. All future correspondence regarding this submission should be identified
prominently with the number assigned and should be submitted to the Document Control
Center at the above letterhead address. Failure to do so may result in processing delays. If you
believe the information 1dentified below is incorrect, please notify the Program Operations Staff
at (301) 796-5640.

Submission Number: PEUA200238

Receved: 3/28/2020

Apphcant: Global Diagnostic Medical Corporation

Device: Diagnostic Kit for Antibody IgM/IgG of SARS-CoV-2

We will notify you when the review of this document has been leted or if any additional
mformation 1s required. If you are submutting new mformation about a submission for which
we have already made a final decision, please note that your submission will not be re-opened.
For information about CDRH review regulations and policies, please refer to

http-/'www fda sov/MedicalDevices/DeviceRegulationandGuidance/default htm

Sincerely yours,
Center for Devices and Radiclogical Health

U.S. Food & Drug Administrafion
10803 New Hampshire Avenue
Silver Spring, MD 20993
www.fla.gov

-J
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Name List of Medical Devices and Supplies Companies with Certification/Authorization from other

Countries

ZHEEH: 202045 H13H TR

Beijing Wantai Biological Pharmacy Enterprise

Co., Lid.

5 | A4k G —HofE RN 1= A3
IAVETE 3L
T | Frf bR 9% B IR ] Coronavirus Reagent
Test kits
1 db T e dh W A TR A ] 91110114600067778R Fk ¥ CE

i RAEYEAPEARA A

Shanghai Liangrun Biomedicine Technology Co.,
Ltd.

913100000781742111
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Test cassette Disposable micropipette Diluent Mm% (M2 10 ul
TAMIEY M EWETIZERY M #RE

20 v ~/1%8

SELD° ELD’

Alcohol Prep Pad

Alcohol Prep Pad 2 _ 3 O°C
70% Isopropyl Alcohol 70% Isopropyl Alcohol
5.5ample collection )
Suck bloc he tick mark of the disposable micropipette, and then press wound
with alcohol swab to stop bleeding: If the blood flows is not enough, press the left For Professional Use e 4
ring finger (from the palm towards the fingertip) slightly to make blood flow out. For Professional Use
: 125 A
User’s Manual Alcohol swab Hemostix Alcohol swab
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