Buxia 3 KapaHTUHY
TecTyBaHHA Ha aHTUTING A0 SARS - CoV - 2
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3 KAPAHTUHY

ITANIA

«... HaaBHicTb "npaBuabHUX"
aHTUTIN A0 BIPYCY B KPOBI -
NOTEHLIMHUN MAaPKep IMYHITETY -
MOKe He3abapom cTaTu
NeTepMIHAHTOO, KOMY
noBepTaTUCA Ha PODOTY,

a KOMY Hi ...»1

BE/INKOBPUTAHIA

«...ypaa po3pobus cTpaTerito
TecTtyBaHHA, ae pa3som 3 [1LUP
Tectamm 6yayTb BUKOPUCTAHI TECTH
Ha aHTUTING, WO6 BU3HAYUTU NOOEWN,
AKI MOXYTb MOBEPHYTUCA Ha pobOTY
6e3 cTpaxy OyTn iHPIKOBaHUMMU,
TOMY LLO BOHW MaKOTb IMYHITET A0
XBOPOOU »3

TecT Ha aHTUTINA PO3MNAAAETLCA AK CKNaAo0Ba CTpaTerii Buxoay

«... [lpodinbHa rpyna 3 binoro
[lomy obroBopto€ iaeto
"nocBigyeHb NPO IMYHITET", AKI
MOXYTb BMAABATUCA NHOAAM, AKI
bynn 3aparkeHi.

[Mpun ubomy Bia 25 oo 50 BigcoTKiB
noaen, aKi 3apasuanca, He Mmanu
CMMMTOMIB ab0O nepexBopinu B
nerkin dopmi...»?2
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https://www.nytimes.com/2020/04/10/health/coronavirus-antibody-test.html
https://www.research.ox.ac.uk/Article/2020-04-05-trouble-in-testing-land

AHTUTINA - "HaBYeHI' conAaaTu HALWOro iMmyHiTeTy

AHTUrEH - Lie YacTUHA CTPYKTYPU Bipycy * Mpu nepwin nonasi BipyCy HiXTO He MaB iMYHITETY A0 HbOro

Sars-CoV-2 Bipyc

Ma€ LMNMUKU Ha
NOBEPXHi —_—
( aHTUreH)

Bipyc BUKOPUCTOBYE
LUMMNUKMU, LLOO
NPUKPINAATUCA A0 KJITKU
Ta NOTIM 3apa)aTtu ix

* AKwo 80-90% nonynauii mae imyHiTeT Ao Bipycy iHdeKuiqa
BUABUTLCA MNiA KOHTPONAEM

KNniTUHHA CTiIHKA

LUnnnku moxke bytu
HenTpanizoBaHo abo
3abnokoBaHo

. Came Ha BU3HAYEeHHSA aHTUTIN CNPAMOBAHO TECTU
dHTUTI/IdMU

HANGZHOU TESTSEA BIOTECHNOLOGY

AHTUTINO

AHTUTING - NPOTEIHN, WO BUPObAAIOTbLCA
iIMYHHOIO cucTemoto ana 6opotTbbu 3 iHpeKLuiero

https://www.azcentral.com/story/news/local/arizona-health/2020/03/28/university-arizona-working-tests-detect-covid-19-antibodies/5083093002/



TESTSEALABS One step Rapid test — ue nerko ta HaginHoO

COVID-19

. IgG/IgM
1 Kpanna Kposi —_

2 Kpanni C
bydepa 3
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i IgG b igM

* [loctynHe TectyBaHHA NO KpanJii KPOBi 3 NanbLA 1 nosutmg | |r2 MO3UTMBHUK

* Bucoka uyrnusictb — 96% ans IgG, 88% pna IgM-
* UiBuaKe oTpMaHHA pe3yibtata — MAaKCMMyM 15 XBUNUH
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1.[JaHi BUpOOHMKA, IHCTPYKLiS 3 BUKOPUCTAHHS
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Fiscal Year 2020
CERTIFICATE OF FDA REGISTRATION
This certifies that:
HANGZHOU TESTSEA BIOTECHNOLOGY CO., LTD.
No. 8-2 Science-Tech Road, Bldg. 6, Yuhang District
Hangzhou, Zhejiang, 311121, CHINA

has completed the FDA Establishment Registration and Device Listing with

, the US Food & Drug Administration

Owner/Operator Number: 10064636

Listing No.  Product Code: Device Name:
D379560 QKp Coronavirus antigen detection test system

7056 Reagent, coronavirus serological{SARS-
D3 4 aKo CoV2 (COVID-19) IgG/igM TEST ).

of this centificate. we
nor does this certificate make sole benefit 1f 15 issued This
certificate does not denote endorsement or approval of the certificate-holder's device or establishment by the

of the calendar year stated above, unless szid mgistration 1s i d after i
makes no other 10ms o

Declaration of Conformity
Avvwrding v the Boe viteo Diagoestic Medical Deviee Divective 9500970 kG

Manulacture: Hangehou Testsea Biotechaology Co. Lud

Address: Building 6 No. 8 I Scien tech Road , Yuhang Swrect, Hangzhou 311121, China
Authurized Representative. Lows NL BV,

Address: Koningin Jelianaplaein 10, fe Vend, 2595AA, The Hague, Netherlands

Product: SARS CoV2ICOVID 19 16 1M Test Cassette {Whole BEood ‘Serum Tlasma’
Model: SARS COV-2-12G-1gM

Clagsification:Other 1V

I'ne manufacture, herewith, declares thar the product as specified above meets the applicabie
prowvisioms af the fllow the Directive and standards and falfil the obligations imposed by AnnexIl
of Directive 9897 'EC. All supporting docwmentations 15 retained under the premise of
authorized representative,

Directive:
In wvitzo Diagnostic Medical Device Directive: DIRECTIVE 9897 EC OF THE CUROPEAN

¢ CEPTUOWKAT & CERTIFICADO ¢ CERTIFICAT

B
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k Certificate

No. Q5 104467 0001 Rev. 00

Holder of Certificate: Hangzhou Testsea Biotechnology Co., Ltd.
Sic Flaor, Building B rarts, S 8-2 Kzji Avaroe
¥unang Cistrict
121 langehau, Frejiang Mrovines
PEOPLE'S REPLBLIC OF CHINA

ilitwli - Hargzhou Tesisea Boecsralogy Go., [,
FHCI'IW(]ES). rd Flrar, Building & north. Mo, B-2 Kgji Avenue, Yuhang Distict,
31112 Hargzhic., Zhejiang Pravinse, PEDPLE'S REPUBLIC OF
CHIRA

Certification Mark:

[ ]

Scope of Certificate: Design, Developmeant, Production and Distribution of In-
Vitro Diagnostic Kits for Fertility, Drug of abusc and
Infectious Discases

A lied Standard{s): EM 130 134852016
PP { ) Mecleal dev 223 - Quality managemenl syslams -

Racairarmanls fur rogulalory puposes
S0 124892016
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US. Food and Dmug Administration. we no lighility to any person or entity I connection with the W PART L AMENT AN OF THE COUMNCT of Ctober 1995 on imainn diapnastic medical deviee & =] CIN EM 150 134052018
a 3 i
foregomg_ The US. Food and Dimg Adnumistration does not 1ssue a certificate of registration, nor does the 1 i l i s The Carlificalior Body of TOW 500 Prody ot Sery ce GrlbH rertf 25 that the cansazny mentioned
e . . o ) B 5 Standan s K abowve Fas establishan &nd is mairtairing a quality managemenl syzlem. which mees the
US. Food and Drug 2 of e are not affilisted with the U.S. 1 el ¥ St ., o ) . 2 o W raquivements of tha listed standard{s). Sue a'sa notes overleaf,
Food and L. . '3 | Al application harmonized standards |published in the Official Journal of the Evropean | =
Drug Adnimistration. ;
Commumities va 17t Novemlse 2007 i I =L Report No.: SH1815650°
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The ahove declaration of conformiry is issued under the sole responsthility of the ms B [TH Valid from: 2020-02-21
‘ =+ i ': Valid until: E023-02-20
M0 24 I =
(Place and Date of lsiue) i ‘ T c
Signed for and on behalf of the manufacture E-: * '@iL\/
l fi. Date, 2020-02-21 Chizioph Dicks
— ¢ = Head ol GurlilivalionNulilied Bouy
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- AKol cTpaTerii 4oTpumyBaTUCL Y poboyoMy KonekTusi?

» OKpim TecTtyBaHHA, AO0TpUMYyBaTMUCA pekomeHaauin MO3 ( TepmomeTpia, HOCIHHA
MACOK, 3aCTOCYBaHHA aHTUCENTUKIB, coLiasibHa ANCTaHLiA)

* [IpoBecTun iHiLiaNbHE TECTYBAaHHA cNiBPOOITHUKIB Ha poboyomy micLi - ANA TUX, AKI
NPOAOBKYIOTb NPALLIOBATU | HE NLWIAU HA KapaHTUH

*TecTyBaHHA BAOMA - ANA NPALIBHUKIB, AKI 3HAXOANNNCA HA AOMALLUHbOMY KapPaHTUHI |
MOBUHHI BUNTM Ha poboTy ( abo Ha NiANPUEMCTBI i30/1bOBAHO Bia, TUX, XTO
NpPoAoBKYBaB NMpaLoBaT)

* [loBTOpPHE TecTyBaHHA 1 pa3 Ha TUXKAEeHb BNPOAOBXK 2-X TUXHIB NiCNA NPUNUHEHHA
KapaHTUHY ( cepegHin TepmiH PO3BUTKY iMYHHOI BignoBiAi Big MOXK/MBOTO
NEPBUHHOIO KOHTAKTY)

300poB A cniBpobiTHUKIB NoHaA yce!
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