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Corona Virus (COVID-19) Neutralizing
Antibody Detection Kit (Colloidal Gold)
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Significance

REAFALEZHRERNHEZFERBNAOTE, BEFUATTLIMRSIN TRMES, BREREES
ZRR9EEN, MEIDRSREME, LUERS “H7 87 . XEFUABIRA “hIivs” .

The immune system will produce corresponding antibodies after being stimulated by the virus. Some
antibodies can bind to the neutralizing epitope of the virus particles, making the virus lose the ability to bind to
the receptor, preventing the virus from infecting cells, so as to "neutralize" the virus. These antibodies are
called neutralizing antibodies.

s PHTUARIS N IR AR REBIRUNEBEIINR, BERIHRSTHILNEERERS
MR, BNLREZEERBIFARZRERRRS . XMFERK. BXSESEPMIeNS 22 ERT
ERERER. BREZTE IFHERE. Bt MAXEeNiEms PHVARE T — I THERRR
tEfeaEs . FERTIE. BRIFEERVIBENZETSIE .

The detection of neutralizing antibody of novel coronavirus can reflect the

individual's recovery and the effect of vaccine, but the traditional virus

neutralization experiment needs to use live virus and cells, and has high y 4
requirements for laboratory safety and operator skills. This time-consuming anTaI
and demanding traditional neutralization detection method does not apply to

COVID-19 with fast transmission speed and wide coverage. Therefore, the kit == *ﬁ § 2}%
provides a simple, time-consuming and convenient auxiliary diagnostic

method for the detection of of neutralizing antibody against neocoronavirus.
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Product features

® THEIOIIRTE, WIRFNIZLE
No test equipment, visual interpretation.
® GNATENE, 15-200FHER;
Test results within 15-20 minutes.
@ FEARXEINS: ME. MEXKREM;
Complete sample types: serum, plasma and whole blood.
o R{FEERE;
The operation is simple and fast.
® EiRFME, THHE
Room temperature storage without cold chain.

» EAGE

Mode of operation
1. 1SISIRME

Detection operation

£ T2 FIR3 £

Step1 Step2 Step3 Step4
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s s
el TINMBELIRAEA 20 pl IR RER 100 pL £1515-20 EEES
FEEER SEINE MAFZR 40 pL (2~37) paxiiblie Hiz
Bring the kit to Add 20 pL serum / plasma Add 100 pL of diluent Wait 15 - 20 minutes Result
room temperature or 40 pL whole blood (2~ 3droplets ) for interpretation Interpretation
o GBI 5 EEEE

* Interpretation of Results * Notice

1. KSR RAE 18 ~ 30 C Z a7,
The test must be done at temperature between 18 ~ 30C.

2. 1N R REERNZAF AR I FFITUARIKTE, A eeEME P MTNEE.
The test results can only show the level of neutralizing antibody in the
sample, and can not accurately quantify the neutralizing antibody titer.

c c c ¢ c 3. RN B HFHRFE TR, FREF T FaEREMER.
The rapid test should be sealed and kept in dry place and should be used
T T T T T as soon as the packing is opened.
4. RRGVERRIRRSE , SRS IRRIZEFD AT RIE—KYE .

The results of rapid test are only for clinical reference and should not be

@ @ @ @ @ the only basis for clinical diagnosis and treatment.
é § s s - 5. BRI EAOEF R E B TERIERIRAME .
Waste samples and test should be treated as potential infectious agents.
6. FiEZ& LI EAMEAFIRTE NS RAVKYE, FE 156-20 DHRFIRER.
PR R PRI ER THER The result should be read strictly within a time limit of 15-20 minutes.
Positive Negative Invalid 7. ZAF R AT REM R E R TR IR E EPITMAOKE, S eeRTIRER

EERPIERE .

This reagent can only be used to detect the level of neutralizing antibody
after vaccination or recovery from infection, and cannot be used to
evaluate the effectiveness of antiviral protection.

At R ARHEMEIERH AKX PR EHS R X AR EYEZ B RFEFEK29S EBiE/Tel: +86 01065426941 {HERBIE/Sales Tel: +86 15624954313
Address: No.29 Qingfeng Road, Daxing Bio—pharmaceutical Industry Base, Zhongguancun {EE/Fax: +86 01065426941 B R/ Website: www.bjzjat.com
Science & Technology Park,Daxing District, Beijing, 102629, P.R.China E-mail: zjatit@sina.com BB4w/Zip Code: 102629
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La notificacion se ha realizado correctamente.

Datos de registro

Codigo de Expediente: RPS/1632/2021

Fecha Registro: 07/07/2021 12:24:00
I N? registro General: RP5/1632/2021

Oficina: ETEL
N® registro Oficina: RPS/1632/2021
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gl e e e Envios Telematicos
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productss sanitarios

® Registro de [0 e 1 (& Usuario: LEI SHI Desconectar
Responsables de
Productos Sanitarios Registro de Responsables de Productos Sanitarios - RPS/1632/2021

Datos de la notificacion

Datos de registro

N® Registro | RPS/1632/2021 | Fecha Registro | 07/07/2021 |

Datos del Responsable

Tipo de Responsable (*) | Rep. Autorizado v | Tipo de entidad | Empresa v |

CIF(*) | BE8249594 | Nombre (*) | RIOMAVIX,SOCIEDAD LIMITADA |
Direccién{*) | CALLE DE ALMANSA 55,1D,MADRID |
Localidad (*) | MADRID |
Provincia{*) | Madrid | CP({*) | 280390 |

Teléfono{*) | 658396230 | Fax | |

e-mail(*) | RIOMAVIX@GMAIL.COM| Web | |

Datos del Fabricante

Nombre o Razon Social (*) | Beijing Zhonajian Antai Diagnostic Tech. Co., Ltd.

Direccion(*) | Mo.29 Qingfeng Road West, Daxing biological medicine base |

Localidad (*) | Beijing |
Pais({*) | Republica Popular Chine| cP 102629

Teléfono(*) [ +86-01065426041 | Fax | |

e-mail(*) | ziatit@sina.com | Web | |

Datos de Productos Comunicados

Estatus{*) | Primera Comunicacion ~

Relacion de Productos

Listado de Productos Sanitarios

Se encontro una fila.

Listado de Productos Sanitarios
Nombre Comercial +Tipo de Productot|Estado del producto|Accion

COROMNA VIRUS (COVID-10Y NEUTBALIFING ANTIBODY DETECTION KIT {COLLOIDAL GOLD)Y Diagnostico In Vitro Primera Comunicacion .4
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= Registro de
Responsables de
Productos Sanitarios

[0 e & A& Usuario: LEI SHI

Registro de Responsables de Productos Sanitarios - RPS/1632/2021

Desconectar

Formulario de edicion de Productos In Vitro

Listado de Productos Sanitarios In Vitro

Se encontro una fila.
Listado de Productos Sanitarios
Nombre Comercial s+ Tipo de Productes|Estado del producto

CORONA VIRUS (COVID-19) NEUTRALIZING ANTIBODY DETECTION KIT (COLLOIDAL GOLD) Diagnostico In Vitro Primera Comunicacion

Datos del Producto In Vitro

Tipo de Producto In Vitro

Estado del producto Primera Comunicacion

Nombre Comercial (*) |CORONA VIRUS (COVID-12) NEUTRALIZING ANTIBODY DETECTION KIT (COLLOI]

Otros Nombres Comerciales | |

Modelo(*) (COLLOIDAL GOLD |
Clase (*) | IWVD-G8/79/EC |
Nomenclatura {*) | No Asignado v|
Codige nomenclatura (*) [MNA |

Nomenclatura GMDN
Nomenclatura ECRI
Nomenclatura EDMS

Nombre genérico |
nomenclatura ESP

Nombre genérico |
nomenclatura ING

Diagndstico "In vitro™

Categoria
Uso

-
i5e trata de un producto nuevo? (Segin R.D. 1662 /2000 art. 3.k) {(*) Si No

Caracteristicas relevantes (Indicar como minimo el analito a detectar y el método analitico)




C € EC Declaration of Conformity c €

Manufacturer: Beijing Zhongjian Antai Diagnostic Technology Co., Ltd
29 Qingfeng Road West,Daxing biological medicine
base,Zhongguancun Science and Technology Park, Daxing,
Beijing 102629,P.R.China

Whose Single Riomavix S.L.
Authorized EU- Add.: Calle de Almansa 55, 1D, Madrid 28039 Spain
Representative:

Corona Virus (COVID-19) Neutralizing Antibody Detection Kit
Product Name: (Colloidal Gold)

Classification : Others of ANNEX Il of IVDD
Conformity Assessment Route: Annex Il

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 13485:2016,EN ISO 15223-1:2016,EN ISO 14971:2012, EN 13641: 2002,
EN ISO 18113-1:2011, EN ISO 18113-2:2011, EN 13612: 2002, EN ISO 23640:2015

Signature:
Name: Mr. Zhao znengfzﬁﬁ ,.;i- %
) - - = et - ;}-:‘?
Title: Deputy General manager of Operations
Place/Date: China, July 6,202/, _ 4
EC Declaration of Conformity No. ZJAT-DoC-01, A/O
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Declaration of Conformity

Manufacturer: Beijing Zhongjian Antai Diagnostic Technology Co., Ltd
29 Qingfeng Road West,Daxing biological medicine
base,Zhongguancun Science and Technology Park, Daxing,
Beijing 102629,P.R.China

Whose Single Riomavix S.L.
Authorized EU- Add.: Calle de Almansa 55, 1D, Madrid 28039 Spain
Representative:

Corona Virus (COVID-19) Neutralizing Antibody Detection Kit
Product Name: (Colloidal Gold)

Classification : Others of ANNEX Il of IVDD
Conformity Assessment Route: Annex Il

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 13485:2016,EN ISO 15223-1:2016,EN 1SO 14971:2012, EN 13641: 2002,
EN ISO 18113-1:2011, EN I1SO 18113-2:2011, EN 13612: 2002, EN ISO 23640:2015

Signature: M Zﬂmﬁm

Name: Mr. Zhao Zhengchun
Title: Deputy General manager of Operations
Place/Date: China, July 6,2021
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NOTIFICATION OF REGISTRATION

This is to certify that, according to the European Council Directive 98/79/EC, Riomavix S.L.
performed all notification duties and responsibilities as the European Authorized Representative:

MANUFACTURER: Beijing Zhongjian Antai Diagnostic Technology Co., Ltd
ADDRESS: No.29 Qingfeng Road West, Daxing biological medicine base, Zhongguancun Science and

Technology Park, Daxing, Beijing 102629, P.R.China

The manufacturer has provided Riomavix S.L. with all the appropriate declaration according
to the European Council Directive 98/79/EC including the Declaration of Conformity
confirming that its in vitro diagnostic medical device, as stipulated here below, is
fulfilling the essential requirements of the European Council Directive 98/79/EC.

IVD Devices:
Corona Virus (COVID-19) Neutralizing Antibody Detection Kit (Colloidal Gold)
Classification: Others

Where the manufacturer affix the CE mark to the device listed they must ensure that all the
essential requirements of European Council Directive 98/79/EC are met.

The notification of abovementioned device has been completed by the European Authorized
Representative in Spain. The Spain Competent Authority is notifed of the manufacture’s device
and has allocated registration. The registration number is RPS/1632/2021

/ZJ Issue date: 7/JUL/2021
AN Cert. No.: R20210704

Executive Direct

Riomavix S.L.
Calle de Almansa 55, 1D, Madrid 28039 Spain



c € FEERFE (COVID-19) anTa[

FRHGTERN AR S (REEER)
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BBV (COVID-19) R INIH & (RIEEE)
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20 Ao/ &

[T A%]

ARFE R CE ANIEAR R T L R ZE 5, FAF ARSI 3 Rl B S DR 78801 UM B B TRy 7 Pk
=R DTN 1R % NS U E T o O (EN o N Yl i 1 i e RiR o AR i

[ )

AR A2 R AR S e BT R . TERHIRAT HE L R A ARAL (T £8) A AT 1gG B5e

Bebuik, TEIRRLR (C£%) {Upi bt RBD MSTREHIIR, TERARHEE COVID-19 TR, Al Pk

AN, FEATH) COVID-19 RIFUAT 5KAS (Au) FRICH) COVID-19 Ag £5 6T
(Au-COVID-19Ag-[COVID-19-1FI4ifK]) S a4, Wi 2 EN, S aWTEisfRea 4RI A

HIED, MEAWERIMLB 5/ NI 1gG BN ALE TR
“(Au-COVID-19Ag-[COVID-19-H FIHLIK])-UNERITA 1gG BpebEdiiR) 17, Mgk Ra, RIARMR K

SHARCHY COVID-19 TR 5 i £ A (g /NEIT RBD BRSEREAL IR BT 0, BIEREA

RS COVID-19 WAL, BEARREE S E oy, MRATEKX (CL&) LRHiE,
[EZER4]
THFRLTAENE ERZ (T %) BBU/NRIIA 1gG HICETUAR . Bt (CZ&) BRI RBD Mg
BEHitk, Strgh b EE R IESRCH COVID-19 FAHER,

LRl (20 #y )

2. FEARTRREK (4mL x 1 i)
[ ARA R

o 4-30°CTH, MG, AR 124H.

o PRI EAE 4~30°C TIRBOLITT. MIREE 60% AT, JFE 1 /NS, 4385 60%LA L, 7
FFEFRI

o R H I A MU AR
[HAER]

o ISR MFIKMURIL, A MAASRES MO, BRI, MEHEA#EI S h#hcRE,. M
FAER AT DA IFE . ATEIREA EDTA 403, My S MAAEA 5 RN & A TR AE 2~8°C AR
1. BEAEAE-20°C BT AR 3 A H.

o FEASEESYE M SR VRAL. VR MM EUE TITE MRS B 25 Bl R i JE T AR
[RREHE]

HESATIAZ 0, A2 BB 5 AR A RHR R A BEA IR AT 2 5 IR SCIR B NN 60%,
SCEGIRIER 18~30°C.  MHREEFIIT:
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1. MBS FBUEINR R, B TAES L E TR m iR,

2. BU20 WL I3, M2%ok 40 o L MR EEMAZINEELE ., FERIEEARRR 100 L (£ 2-3
) .

3. 15-20 A HIEGE R, FAMEEE SR ITE 20 43R5 B IA L
[R5 R AR ]

1P BNk (T 4k) AUREL (C4R) MEMBIMAL AN,  Fonkiig i 2w
(COVID-19) HRHTLIAR 2 B,

2. BTk RAERRLL (CLR) (rEIl—RL ik, FonkERhiilailiGge: (COVID-19) HFl
B BE AR BRI IK T

3. ORISR R (C L) (iEEA ML a & . XTSI B, Rl iy i ks 4%
TRULIH 58, R E RIS SRR R TR, 05 24 {3t 5 I 2R R R AR A T R IR A TR W 1
SE T R AT R,

I =R RRR ]

Lo A A AL, 1057 Bk 025 A A

2. AEF IR RAULIGE RS, ARG RIS A ME— K.

3. AR B TR D P e e B KA 5 ) T RIS, N BRI BUR R ORI A R

4. FERRINZER GHACRE . W, 2%, FEEREE X, AT IR A R R 1.

5. FHm: 1) MARLFEHKE <20mg/dL. L0 1 R <500me/dL . H =g & & < 1500mg/dL i,
RNEAFIRMGER;  2) SHHUARMN <1:320, KIBHEF<500IU/mL Hf, AT i
MZER,

[F= AR ]

L PSS WA G TS M AF A RN 878,

2. S RO S S R INAF AN 8/8.

3. AR R B A RN 1: 8. (NT50=10)

4 TR ME: MR 2 ASRREIZKCER) R EE M, B 10 1k, S5RNCh .

[HEFMR]

1 QSRARH S A REA LRSI IR 2] 18~30°C, I BATHRAR, DA SEmss S R .

2. B AR S AS B SRR AR, 55 oAb DTk — 2B A

30 W R BT TRAL . ARA e R B 5 R R PR TR, bk S s A P K ],
FHCZW.

4. RN LR B DR AR B SRR AR T BV — MR R, 20 Z3BiE IR A SR TEAL.

5. ARG SR HLIE RS2, R RAE MG RISTRI E— K

6. I I R REAR I ) B AR B A A RV e B A e oA 3

7. IR (C LK) WBANTBIRBRIEN ARG (T L) SRMIERNE. BOZRNAE 15-20 404
PR 2T T

8. [UHTHAHMZIWE.

Beijing Zhongjian Antai Diagnostic Technology Co., Ltd.
“ No.29 Qingfeng Road, Daxing Bio-pharmaceutical Industry Base, Zhongguancun Science

& Technology Park, Daxing District, Beijing, 102629, P.R.China



-
~

/
\

@S

\
)}/.

£

EC

Index of Symbol
R VD
IR 1 4-30°C | i
o BIRR LOT
FLERAR Y17 i W
S ATK
A7 H d

Wi CE SAIE
REP

Riomavix S.L.
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Add.: Calle de Almansa 55, 1D, Madrid 28039 Spain

E-mail: leis@riomavix.com

Tel.: +34 658 396 230

Version Number : 1.1

Effective Date: June 4, 2021
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C € Corona Virus (COVID-19)
Neutralizing Antibody Detection Kit

(Colloidal Gold)

[Product namel

Corona Virus (COVID-19) Neutralizing Antibody Detection Kit (Colloidal Gold)
[ Packing specification]

20 tests / box

[ Intended use])
This product is for professional use and is used for in vitro detection of antibody levels in human blood
samples after being vaccinated with the Novel Coronavirus vaccine or recovered from the Novel
Coronavirus. But it cannot be used to evaluate the effectiveness of anti-virus protection.

[ Test principle]

This kit adopts the principle of colloidal gold immunochromatography technology. The detection area (T line)
of the nitrocellulose membrane is coated with mouse anti-human 1gG monoclonal antibody, and the quality
control area (C line) is coated with Mouse anti-RBD monoclonal antibody, Colloidal gold-labeled
COVID-19 recombinant antigen is coated on a gold-labeled pad. When testing the sample, the COVID-19
neutralizing antibody in the sample combines with the COVID-19 Ag labeled with colloidal gold (Au) to
form (Au- COVID-19Ag-[ COVID-19-Neutralizing antibody]) immune complex, As the chromatographic
complex flows forward inside the nitrocellulose membrane, it combines with the coated mouse anti-human
IgG monoclonal antibody when passing through the detection area to form "(Au- COVID-19Ag-
[ COVID-19- Neutralizing antibody])-[mouse anti-human IgG monoclonal antibody)]” form agglutination,
and the remaining colloidal gold labeled COVID-19 recombinant antigen combines with the mouse
anti-RBD monoclonal antibody coated at the quality control line to agglutinate Color rendering. For example,
if the sample does not contain COVID-19 neutralizing antibodies, which prevents the formation of immune
complexes in the detection area, only the quality control area will show color.

[ Principal component]
The test consists of a membrane strip coated with mouse anti-human 1gG on the test line, and the dye pad
contains colloidal gold conjugated with COVID-19 recombinant antigen.
1. Test cassette ( 20 tests )
2. Sample diluent (4mL x<1bottle )
[ Storage conditions and expiry date]
e 4~30°C dry, keep away from light, valid for 12 months.
e The product should be stored in dry condition under 4~30°C and kept away from light. When humidity is
less than 60%, it should be used within 1 hour and when humidity is more than 60%, it should be used
immediately.

e Expiration date and lot number are shown in the label.

[ Sample requirements]
e The whole blood should be venous blood. Serum samples can be collected by vein in a conventional manner.

anTal

anTal

The plasma samples can be treated with heparin, sodium citrate and EDTA. Above samples can be placed
under 2~8°C for 5 days. Samples under -20°C can be stored for at least 3 months.

e Samples should avoid hemolysis or repeated freezing-thawing. If the sample is turbid or has precipitation, it
should be centrifuged or filtered to clarify before testing.

[ Test procedurel

This package insert must be read completely before performing the test. Please restore the reagent and
sample to room temperature before inspection. Experimental humidity should be less than 60%, the
experiment temperature is 18~30°C. Test procedure is as follows:

1. Remove the test card from the aluminum foil bag, mark the sample and put it on the horizontal work table.

2. Take 20pL serum, plasma samples or 40l whole blood to be directly added to the add hole or the bottom
of the indicator arrow, and then add the sample diluent 100 pL (about 2-3 drops).

3. Result should be read at 15-20 minutes, negative results must be confirmed at the end of 20 minutes.

[ Interpetation of assay result]

1. Positive: color development of the detection line and quality control line. It is suggested that the
neutralizing antibody of the novel coronavirus (COVID-19) detected is positive.

2. Negative: Only the quality control line develops color in the detection window. It is suggested that the
concentration of neutralizing antibody for novel coronavirus (COVID-19) in the sample has not reached the
level of detection.

3. Invalid results: The control line has no red stripe. The invalid results should resume experiment again, and
the test should be in strict accordance with the instructions operation, if the test result is still invalid, please
contact local suppliers or customer service with our company for technical consultation.

[ Limitations of the test method]

. The product is only used for the detection of whole blood, serum or plasma.

. This product inspection result is only for clinical reference, should not serve as the only basis for clinical
diagnosis and treatment.

N -

3. This reagent can only be used to detect the neutralizing antibody titer after vaccination or recovery from
infection, and cannot be used to evaluate the effectiveness of antiviral protection.

4. The results of sample testing are related to factors such as sample collection, testing, transportation and
storage. Any error will affect the accuracy of the results.

5. Interfering substances: 1) When the bilirubin concentration <<20mg/dL, the hemoglobin content<500mg/dL,
and the triglyceride content<<1500mg/dL, it will not interfere with the test results of this product; 2) when
the antinuclear antibody titer<1:320, rheumatism factor <5001U/mL will not interfere with the test results
of this product.

[ Product performance indicator]

1. Compliance rate of positive quality control products: the positive internal quality control compliance rate
should be 8/8.

2. Compliance rate of negative quality control products: the negative internal quality control compliance rate
should be 8/8.

3. Minimum detection limit: the minimum detection limit of quality control products should not be lower than
1:8. (NT50>10)

4. Repeatability: test 2 internal repeatability quality control products, each test for 10 times, results should be



[N

anTal

positive.
[ Cautions]

. The operation shouldn’t be done if the condition of kit and samples are not restored to 18 ~ 30°C, in case it

will affect the accuracy of the results.

. The positive samples obtained by the rapid test should be confirmed by other methods.
. The rapid test should be sealed and kept in dry place. The test bar should be tested as soon as possible after

being removed from the packaging, so as to avoid placing it in the air for too long, causing the damp.

. The deepness of the test line color is not necessarily associated with the titer of the antibody in the sample,

and the results of the interpretation after 20 minutes are invalid.

. The results of rapid test are only for clinical reference and should not be the only basis for clinical diagnosis

and treatment.

. Waste samples and test should be treated as potential infectious agents.
. The appearing time of the Control Line should not be taken as the time basis for judging the results of test

line. The color rendering results should be observed and judged within a time limit of 15-20 minutes.

. The rapid test is only used for in vitro diagnosis.

Beijing Zhongjian Antai Diagnostic Technology Co., Ltd.

No.29 Qingfeng Road, Daxing Bio-pharmaceutical Industry Base, Zhongguancun Science
& Technology Park, Daxing District, Beijing, 102629, P.R.China

Index of Symbol

Do not reuse VD For in vitro diagnostic use only

9

Store between 4-30°C Consult instructions for use

b
o
2

Use by Lot number

Do not use if package is damaged Contains sufficient for <n> tests

@ K
Eo 4B

Ny
~7 |\“" Keep away from sunlight Keep dry
=
@ Manufacturing date Manufacturer

EC

REP
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Authorized representative in the European Community
Riomavix S.L.
Add.: Calle de Almansa 55, 1D, Madrid 28039 Spain
E-mail: leis@riomavix.com
Tel.: +34 658 396 230
Version Number : 1.1

Effective Date: June 4, 2021
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This is an SGS translation of CN18/42005 Issue 3
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Certificate CN18/42005

The management system of

Beijing Zhongjian Antai
Diagnostic Technology Co., Ltd.

No. 29 Qingfeng West Road, Daxing Bio-pharmaceutical Industry Base,
Zhongguancun Science & Technology Park, Daxing District,
Beijing City, 102609, P.R. China

has been assessed and certified as meeting the requirements of

ISO 13485:2016
EN ISO 13485:2016

For the following activities

Design, Development and Manufacture of In Vitro Diagnostic Kits
based on Gold immunochromatography Assay and Fluorescence
Immunochromatography Assay; Design, Development and
Manufacture of Fluorescence Inmunochromatography Analyzer

This certificate is valid from 18 January 2021 until 17 January 2024
and remains valid subject fo satisfactory surveillance audits.

Re certification audit due before 23 November 2023

Issue 3, Certified since 18 January 2018

Authorised by @

MANAGEMENT
SYSTEMS
SGS United Kingdom Ltd
Rossmore Business Park  Ellesmere Port Cheshire CHE5 3EN UK 0005
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Beijing Zhongjian Antai Diagnostic Technology Co., Ltd.

ERFRZRVDMBERERATDAIEREDIRNBERSKERABE T ERREAQ
Bl L DRMERS REYZE. Eram. 2T BoETr 825 E. B0 F
MR FSER A,

£ DRMERARFEE BN +ET S el i At R E Rl i eI B, 115
Rl &R B RS AFEUME WU AL EF-EETE.

IERPRLRIZEIRHR B RA B IR FAIMZETIRF (VD) f & GEM £~ 51
S NEREEMRARBRARATES, RESFEUINETRAE, RARE
FEUINREEFmAE BRI QRHRB12IMSEAFRESTH . IBUARESF 15
MR R 12T A E (BN AR RTF EXESH AT 5 “HXN &
A" WEFIAE U, NEIERTT 2. BReE, HBERENRGMPEZE,

Beijing Zhongjian Antai Diagnostic Technology Co., Ltd. is a controlling member
company of Beijing Hinspire Healthcare Group Co., Ltd. Hinspire Healthcare
Group are involved in high-tech fields such as biomedicine, medical instru-
ments, diagnostic reagents, mobile medical treatment, intellectual endowment,
high polymer materials and so on.

Hinspire Healthcare Group relies on Internet plus medical innovation incubation
and Beijing international science and technology innovation base, create a
healthy industry cluster; Establish investment and financing platform through the
incubation industry capital link.

Beijing Zhongjian Antai Diagnostic Technology Co., Ltd. is based on the
research and development, registration, production and sales of in-vitro diag-
nostic reagents. At present, there are two technical platforms of colloidal gold
and fluorescent immunity, the colloidal gold platform is mainly type Il products,
while the fluorescent immune platform is mainly type Il quantitative products.
The company has 12 utility model patents, 1 invention patent, 1 design patent
and 12 software copyrights.. As a high-tech enterprise with GMP standard
production plant, the company belongs to the national high-tech enterprises and
high-tech enterprises in Zhongguancun, had a full set of license.



