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COMPANY PROFILE

New Gene (Hangzhou) Bioengineering Co., Ltd. is located in Hangzhou, China. It is a
high-tech company engaged in the research, development, manufacture and
distribution of biological products. It is committed to creating biological materials such
as antigens and antibodies, in vitro diagnostic reagents and related devices, and also
the complete industrial chain of artificial intelligence assisted diagnosis system. The
product line covers a full range of in vitro diagnostic products such as immune
diagnosis, molecular diagnosis, and microbiological testing. NEWGENE has profound
technical accumulation and unique technological advantages in the areas of early
cancer screening, rapid detection of infectious diseases, and rapid screening of
geriatric diseases.

NEWGENE's manufacturing system meets GMP standards for medical devices, and is
certified with ISO13485 by British BSI. Relevant in vitro diagnostic reagent products
have obtained the EU CE certification. NEWGENE is also a member on the "allow list"
issued by Chinese Ministry of Commerce for anti-epidemic products exporting.

At present, NEWGENE COVID-19 Antigen Detection Kit has registered in many
countries, including Germany, France, Italy, Switzerland, Belgium, Portugal, Czech,
Denmark, Hungary, Greece, Poland, Sweden, Moldova, Peru, Argentina, Ecuador,
Kenya, Zimbabwe, Malaysia etc., and Selftest of Germany, France, Czech,
Denmark, Belgium, Sweden, Austria, and passed the clinical validation in national
lab in Germany, Switzerland, Malaysia, Ecuador, Zimbabwe etc. The products
show good performance in sensitivity and specificity compared with international
brand products and have exported to more than 50 countries and regions.




NEWGENE BEeLe) i ELY-NliT

Bioengineering [RAAAIURAL

Multiple Sampling Methods
Nasal Swab / Nasopharyngeal Swab / Oropharyngeal Swab / Sputum (Saliva)

Multiple Packaging Specifications
25 Tests/Box, 5 Tests/Box or 1 Test/Box

@«

Global Recognition
Registered in 20+ Countries, Exported to 50+ Countries

Multiple Usage Scenarios
Professional Use & Home Use (Self-Testing)

Fast Detection
Results in 15 minutes

Superior Performance
High Sensitivity & Specificity

OO

Contact Info

New Gene (Hangzhou) Bioengineering Co., Ltd.
Website: www.new-gene.com

www.new-gene.net

Email: marketing@new-gene.com

24-hour Hotline: (+86) 0571-5651 5020
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COVID-19 Antigen Detection Kit
(Nasal Swab Sample)

m 25 Tests/Box | 5 Tests/Box | 1Test/Box

Test Card
2  Sample Extraction Tube & Tube Cap 25 5 1
3  Sampling Swab: for Nasal Swab 25 5 1
4  Package Insert 1 1 1
25 Tests/Box
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Nasal Swab

Test Procedures: Sampling

Test Procedures: Detection
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Interpretation of Results
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Positive(+): Red bands appear at both of T and C line in 15 to 30 minutes. A white band at
the T line should be considered as a negative result.

Negative(-): A red band appears at C line while no red band appears at T line in 15 to 30
minutes after sample loading.

Invalid: As long as no red band appears at C line, it indicates that the test result is invalid,
and should retest the sample with another test card.

Performance

Sensitivity Specificity

97.1% 99.2%
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COVID-19 Antigen Detection Kit
(Nasopharyngeal Swab Sample)

m 25 Tests/Box | 1Test/Box

Test Card

2 Sample Extraction Tube & Tube Cap 25 1
3 Sampling Swab: for Nasopharyngeal Swab 25 1
4 Package Insert 1 1
25 Tests/Box
Bienon . ¢
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1 Test/Box .
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Nasopharyngeal Swab

Test Procedures: Sampling

Test Procedures: Detection
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Interpretation of Results
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Positive(+): Red bands appear at both of T and C line in 15 to 30 minutes. A white band at
the T line should be considered as a negative result.

Negative(-): A red band appears at C line while no red band appears at T line in 15 to 30
minutes after sample loading.

Invalid: As long as no red band appears at C line, it indicates that the test result is invalid,
and should retest the sample with another test card.

Performance

Sensitivity Specificity

98.0% 99.1%
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COVID-19 Antigen Detection Kit
(Oropharyngeal Swab Sample)

m 25 Tests/Box | 1Test/Box

Test Card

2 Sample Extraction Tube & Tube Cap 25 1
3 Sampling Swab: for Oropharyngeal Swab 25 1
4 Package Insert 1 1
25 Tests/Box
(e Fi:
1 Test/Box
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Oropharyngeal Swab

Test Procedures: Sampling

Test Procedures: Detection
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Interpretation of Results
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Positive(+): Red bands appear at both of T and C line in 15 to 30 minutes. A white band at
the T line should be considered as a negative result.

Negative(-): A red band appears at C line while no red band appears at T line in 15 to 30
minutes after sample loading.

Invalid: As long as no red band appears at C line, it indicates that the test result is invalid,
and should retest the sample with another test card.

Performance

Sensitivity Specificity

95.7% 99.0%
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COVID-19 Antigen Detection Kit
(Sputum / Saliva Sample)

m 25 Tests/Box | 1Test/Box

Test Card
2 Sample Extraction Tube & Tube Cap 25 1
3 Paper Cup 25 1
4 Sputum Dropper 25 1
3 Package Insert 1 1
25 Tests/Box
' e |
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Sputum / Saliva

Test Procedures: Sampling 0.3 mL

—>
Test Procedures: Detection
é 3 x a
=
Interpretation of Results
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Positive(+): Red bands appear at both of T and C line in 15 to 30 minutes. A white band at

the T line should be considered as a negative result.
Negative(-): A red band appears at C line while no red band appears at T line in 15 to 30

minutes after sample loading.
Invalid: As long as no red band appears at C line, it indicates that the test result is invalid,

and should retest the sample with another test card.

Performance

Sensitivity Specificity

97.3% 99.2%



Packaging Information

Nasopharyngeal Swab: NPS
Nasal Swab: NS
Oropharyngeal Swab: OS
Sputum / Saliva: S

25 Tests/Box
Box (mm) 230*140*80 230*120*67
Box weight (kg) 0.34 0.38 0.32 0.36 0.35 0.4 0.39
Carton (mm) 585*485*425 510*490*360
Carton weight (kg) 1.5 1.3
PCS/Box 25
Boxes/Carton 40
PCS/Carton 1000
Volume/Carton 0.12CBM 0.09CBM
NW/Carton (kg) 13.6 15.2 12.8 14 .4 14 16 15.6
GW/Carton (kg) 15.1 16.7 14.3 15.9 15.5 17.5 16.9
5 Tests/Box
Size (mm) Weight (kg)
Inner box (mm) 193*85*42 0.081
Outer box (mm) 22519789 0.5
Carton 470*410*470 1.3
PCS/Inner Box 5
Inner Boxes/Outer Box 5
PCS/Carton 500
Volume/Carton 0.09CBM
NW/Carton (kg) 10
GW/Carton (kg) 11.3
1 Test/Box

Inner box (mm) 143*83*15 170*66*15
Inner box weight (kg) 0.026 0.027 0.03 0.024 0.028 0.028 0.032
Outer box (mm) 305*197*88 277*182*112
Outer box weight (kg) 0.78 0.80 0.88 0.73 0.83 0.83 0.93
Carton (mm) 630*420%470 590*570*395
Carton weight (kg) 1.8 2.2
PCS/Inner Boxes 1
Inner Boxes/Outer Box 25
PCS/Carton 500
Volume/Carton 0.13CBM 0.133CBM
NW/Carton (kg) 15.6 16 17.6 14.6 16.6 16.6 18.6
GW/Carton (kg) 17.4 17.8 194 16.8 18.8 18.8 204



CE Certification — CIBG Registration Letter

CIBG
Ministerie van Volksgezondheid,
Welzijn en Sport

> Retouradres Postbus 16114 2500 BC Den Haag

SUNGO Europe B.V.

T.a.v. de heer R. Luo
Olympisch Stadion 24
1076 DE Amsterdam

Datum: 1 oktober 2020
Betreft: aanmelding In-vitro diagnostica

Geachte heer Luo,

Op 30 september 2020 ontving ik uw notificatie krachtens artikel 4, eerste lid van
het Nederlandse Besluit in-vitro diagnostica (BIVD) om onder de bedrijfsnaam
New Gene (Hangzhou) Bioengineering Co., Ltd. met Europees gemachtigde
SUNGO Europe B.V. onderstaande producten als in-vitro diagnostica op de
Europese markt te brengen.

De producten staan geregistreerd als in-vitro diagnostica onder nummer:

COVID-19 / Influenza A / Influenza B Detection Kit
(geen merknaam) (NL-CA002-2020-53701)
COVID-19 Antibody / Antigen Detection Kit
(geen merknaam) (NL-CA002-2020-53700)
COVID-19 Antigen Detection Kit
(geen merknaam) (NL-CA002-2020-53699)
COVID-19 Neutralizing Antibody Detection Kit
(geen merknaam) (NL-CA002-2020-53702)
Novel Coronavirus Ribonucleic Acid Detection Kit
(geen merknaam) (NL-CA002-2020-53698)

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

In alle verdere correspondentie betreffende bovenvermelde producten verzoek ik
u deze nummers te vermelden. Aan deze nummers kunnen geen verdere rechten
ontleend worden, ze dienen alleen om de notificatie administratief te
vergemakkelijken.

De registratie van in-vitro diagnostica als medisch hulpmiddel op grond van de
Classificatiecriteria (Bijlage II) bij Richtlijn 98/79/EG betreffende medische
hulpmiddelen voor in-vitro diagnostiek is onderhevig aan mogelijke revisies van
Europese regelgeving inzake de classificatie van medische hulpmiddelen en aan
voortschrijdend wetenschappelijk inzicht (zie artikel artikel 10, eerste lid van
Richtlijn 98/79/EG).

NEWGENE

Bioengineering

Farmatec

Bezoekadres:
Hoftoren
Rijnstraat 50

2515 XP Den Haag

T 070 340 6161

http://hulpmiddelen.farmatec.nl

Inlichtingen bij:
M. Schmitz - Konte

medische_hulpmiddelen@
minvws.nl

Ons kenmerk:
CIBG-20204772

Bijlagen

Uw aanvraag
30 september 2020

Correspondentie uitsluitend
richten aan het retouradres met
vermelding van de datum en
het kenmerk van deze brief.

Pagina 1 van 2




CE Certification — CIBG Registration Letter

Notificatie van in-vitro diagnostische medische hulpmiddelen impliceert dat de
fabrikant, New Gene (Hangzhou) Bioengineering Co., Ltd. de CE-
conformiteitsmarkering heeft aangebracht op de desbetreffende producten
alvorens deze in een EU-lidstaat in de handel te brengen. Zodoende garandeert
SUNGO Europe B.V. dat de in-vitro diagnostica voldoen aan de essentiéle eisen
zoals opgenomen in bijlage I bij Richtlijn 98/79/EG (en in het daarmee
corresponderende onderdeel 1 bij het besluit)

Volledigheidshalve 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-taaleis 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
Surveillance- en vigilantiesysteem.

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 diagnosticum 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 een product, waarbij het volgens vaste
Jurisprudentie uiteindelijk aan de nationale rechter is om te bepalen of een
product onder de definitie van in-vitro diagnosticum valt.

De Minister voor Medische Zorg en Sport,
namens deze,

Afdelingshoofd
Farmatec

Dr. M.J. van de Velde

NEWGENE

Bioengineering

Pagina 2 van 2



CE Certification — Declaration of Conformity
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Product Name:
Product Code:
Specification:

Classification:

il
7

Conformity Assessment

Procedure:

EN 23640-2015

EN 980:2016

EN ISO 14971:2019
EN 13612:2002
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DECLARATION OF CONFORMITY

New Gene (Hangzhou) Bioengineering Co., Ltd.
Room 1606, Floor 16, Building 5, 688 Bin'an Road, Changhe Street, Binjiang
District, Hangzhou City, Zhejiang Province, P. R. China

We herewith declare that the above-mentioned products meet the requirements of In Vitro
Diagnostic Directive (98/79/EC) and the following harmonized standards.

Name/ Position: Mingfu Ei / ene

=

NN\t

NEWGENE

Bioengineering

. s e

s ¥ : e f-f.f S AT e
RN S e

%)

=
=
o

\
L2

SN
e _.

Sy
N

‘%g‘f

%

=
Ly
XA

!

e 2] &
.
3

=
“

.._.,,-
0
4

e

gt
R

i

W

f‘_
K

X
&

e
)

_ﬁ:‘f’

il

.‘

LY

1,

AL
LK

o,
Al

L

¥

!'"

R
0

P

Vitro Diagnostic Directive (98/79/EC)
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SUNGO Europe B.V.
Olympisch Stadion 24, 1076DE Amsterdam,
Netherlands
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COVID-19 Antigen Detection Kit
COVID-19-NG08

25Tests/Box 1Test/Box
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Annex lll of In Vitro Diagnostic Directive (98/79/EC)

EN 13640:2002

EN 13641:2002
EN I1SO 18113920/ o/ 5 UNGO Europe office, I confirmed we are

U REP of the company who issue this document.
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ISO 13485 Certification

bsi.

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that:  New Gene (Hangzhou) e LMD A TR RR A F
Bioengineering Co., Ltd. EEYEs
Room 1606,16th Floor, No.5 Building WHTA
688 Bin'an Road Wi T
Binjiang District YEIT X
hiangzhos e 457 1 5 B 688
Zhejiang 51E16)21606%
319052 W4 : 310052
China

Holds Certificate No: MD 729179
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

Design and Development, Manufacture and Distribution of In-vitro Diagnostic Rapid Test Kit of
Drug Abuse, Manufacture and Distribution of In-vitro Diagnostic Rapid Test Kit of Infectious

Diseases.
2590 R A2 W R AS MAR A & stit, FRR, S RE T, A 3tk sM2 Wb 48 I i 77
RS AR .

(on C el

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2020-07-27 Effective Date: 2020-07-27
Latest Revision Date: 2020-07-27 Expiry Date: 2023-07-26
Page: 1 of 1
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Evaluation Records (Partially)

Pass the evaluation by PEI of
Germany

A
5 insti i izini irnithe . - N
Sundesinstitut fir Impfstoffe und biomedizinische Arzneimitt=l "
Federal Institute for Vace nes and Bicmedicines Pa u I -Eh rl ICh -I n St ItUt "ﬂ‘
26,03, 2021
Comparative evaluation of the sensitivities of SARS-
CoV-2 antigen rapid tests
Aim
Comparson of different antigen rapid tests with using identical sample material
Material
Fools from nasopharyngeal and cropharyngeal swabs.
Cry swabs were included in PEBS; moist swabs were already included in the transport media of
wvarious compostions. Fools are random mixtures abtained from up to 10 samples of
comparable CT values diluted 1:10 in negative samples in PEBS. The CT wvalues of a poal were
determined by means of different PCR assays, and the putative number of RMNA copies
calculated with the aid of the INSTAMND standards. In the case of the PCRs used, a CT value of
25 corresponds to around 108 RMNA copies/imL. 18 samples each were analysed with CT=25, 23
samples with ST bebween 25 and 20, arnd 2 samples with CT=30. The replication of the virus in
cell culture was detaermined as a possible correlate far infectiousness as ancther characteristic
of the samplas.
Method
The pools were aliquoted, frozen, shipped, and thawed for evaluation of the tests. For each test,
S0 pL of the pool were analysad using the components of the test provided, e.g. swabs.
Labaoratones participating in the comparative evaluation included the Robhert Koch-Institut, the
Faul-Ehrlich-Institut, the reference laboratory for coraonavinuses (Charitd), and the Institute for
Microbiology of the German Army [(Bundeswehr).
Summary
This comparative evaluation of a larmge number of SARS-CoW-2 rapid antigen tests (point of care
tests, POCT) of different designs and manufacturers with the same sample set allows an
cwerview of the cument state of art regarding sensitivity. The results do not allaw any
conclusions regarding specificity of the tests.
Thaose POCTs which have up t© now been included in the evaluation and have been assessed
as reflecting the current state of the art are listed in the table below. Cther tests, which were
assessed as not reflecting the state of the art were deleted from the list of the Federal Institute
for Drugs and Medical Devices (Bundesinshtut for Arsneimittel und Mediznprodukte, BfACR S
Thig comparative evaluation s constantly continued, and the table s amended acocordingly.
¥ou should be avware that this comparative evaluation can only cover a randaom sample
of the SARS-CoV-2 rapid antigen tests listed by the BfArM, thus eligible for refunding,
and that few other products could not {yet) be taken into account, despite the interests
on the part of the manufacturers/distributors.
Contact
Emalil: sarscov2ivd o oei
Faul-Ehrlich-Institut
Paul-Ehrlich-Str. £1-59
GB3Z225 Langen, Germany’ w2 e
o=,
Bundesinstizut filr Impfstoffe un biomedizinische Arzneimitzel Paul-Ehrlich-Institut =4
Federal Institute for Waccines and Biomedicines -

NMame of Test Manufacturer [Distributor)
|'l.".'uvil:l-'1 HAnfigﬁn-Tﬂst kit New Gene (Hangzhou) Bioengineering Co., Ltd.



Evaluation Records (Partially)

Pass the evaluation by BAG of

Switzerland
worlage Priifbericht fir Validationan / Werifikationen e e ot L o R, (RUET
el s bk wesie s D Risch 4%
2465 2.0

Validation

Sars-CoV-2 Antigen Test

with

COVID-19 Antigen Detection Kit
(Newgene{Hangzhou) Bioengineering)

Department of microbiclogy LMZ Dr Risch Pregassona

Validation interval 01721 — 02521

5 Conclusions

The comparable results with the R ** : Test makes the newgene test suitable to be introduced in
Switzerland. It important to note the better sensitivity of that assay in comparison to R = 2




Evaluation Records (Partially)

Pass the evaluation by MDA of
Malaysia

INSTITUTE FOR MEDICAL RESEARCH
KUALA LUMPUR

Performance of Newgene Bioengineering COVID-19 Antigen Detection Kit

Intended use
This product is suitable for the qualitative detection of novel coronavirus in nasopharyngeal swab or sputum samples.
It provides an aid in the diagnosis of infection with novel coronavirus.

Manufacturer
New Gene (Hangzhou) Bioengineering Co., Ltd., China.

Test Principle

This kit is an immunochromatographic membrane assay that uses highly sensitive monoclonal antibodies to detect
nucieocapsid from protein from SARS-CoV-2. When the sample is added into the sample well, colioidal-gold conjugated
with the monoclonal antibody against the nucleocapsid protein of SARS-CoV-2 absorbed in the reagent pad are
dissolved and migrate along with the sample. If SARS-CoV-2 antigen is present in the sample, the complex of the anti-
SARS-CoV-2 conjugate and the virus will be captured by the specific anti-SARS-CoV-2 monoclonal antibodies coated
on the test line region (T). Absence of T line suggests a negative result. To serve as a procedural control, a red line will
always appear in the control line region (C).

Test Kit
The evaluation was carried out using this kit with the lot number of 20210228-01, and the expiry date is Feb 27, 2022.

Instrument Used
NA

Reagent and Sample Preparation, Result Interpretation
Kindly refer to product package insert in the attachment

Sample Used

Sample type = Deep throat saliva (DTS)
Known Positive Sample= 50

Known Negative Sampie= 50

Total samples used for analysis = 100

Performance Analysis

Test Tested Kit Assay Interpretation
Positive Negative
IMR In- SARS-CoV2 Positive (COVID-19) 48 2 Sensitivity= 96%
house e
paL:}e; SARS-CoV2 Negative (COVID-19) 0 50 Specificity = 100%
Comments

This kit was tested using DTS samples that had been tested positive using our RT-gPCR test system and the Ct values
were ranged from 12 to 28. Saliva samples that had been tested negative using COVID-19 RT-qPCR test system and
cultured samples of Influenza A H3, Influenza A pdm08, Adenovirus and Dengue were selected as negative panels.

Test performed b Reviewed b oved b
p Yy a Y (‘ﬂl& Y
Ehl ol - it
Pn. E. Kavithambigai A/P Ellan Pn. Hariyati Md. Ali Dr. Ravindran A/L Thayan Dr. Hj. Tahir bin Aris
Evaluator 1/Officer in charge Evaluator 2 /Officer in charge Head of Virology Unit, IDRC, IMR Director of IMR

Disclaimer:

The content of this report does not imply that this product is endorsed or recommended by the Insfitute for Medical Research (IMR).
This report may not be reviewed, abstracted, quoted, reproduced or translated, in part or in whole, without the prior written permission
of IMR. IMR does not allow the use of this report or reference in any manner in the labeling or advertising of this product or kit package.
However, the permission to Import, export, or piace in the market is subject to Medical Device Authority, Ministry of Health Malaysia's
approval.



Evaluation Records (Partially)

Pass the evaluation by
Zimbabwe
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COMPARISON REPORT

Conclusion
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test ¢ £ ) :
ind SARS CoV-2 PCR test done using stored samples at NMRL. NEWGEN
recommended for use in Zimbabwe WOENE kit is

Evaluation team
|

| |
Stanford Mupandasekwa Lab Scientist SignatureE.E= “ Date '/1- -/'LG'H

Boniface Muzividzi Lab Scientist Signaturepp. . A Date?—(f 2f 2¢ >
Reviewed by:

1 1 i H I q’; : F -] | A | e _"‘ 2 |
Lucia Sisya  Quality officer Signature_—t_ - Date _ - | 8&. | =9¢

D ol |
Agnes Juru  Chief lab Scientist Signature_lf_‘__._)l_"____oate s Ll?m

Approved by:

: Op €. 00 B
Dr Sekesayi Zinyowera Coordinator Signature_// _‘r w,  Date_ ¢ &eh- s {?*Jz—r

| 2 LR a
AL &
g

26 FEB 2021

PO. BOX 51 740 4 F
HARARE, 71 s
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Evaluation Records (Partially)

Pass the evaluation by
Ecuador

Sﬁ Ministerio
de Salud Publica

Agencia Nacional de Regulacion, Control
y Vigilancia Sanitaria - ARCSA

INFORME TECNICO PARA LA EMISION DEL CERTIFICADO DE INSCRIPCION EN EL REGISTRO
SANITARIO DE DISPOSITIVOS MEDICOS DE FABRICACION EXTRANJERA

Fecha de elaboracion: 30/10/2020

De conformidad con el (los) analisis técnico (s) y legal realizados para la Emisién del Certificado De Inscripcion
En El Registro Sanitario De Dispositivos Médicos De Fabricacidn Extranjera, correspondiente a la solicitud Nro.
16822166202000000008P, ingresada el 08/10/2020, se emite el siguiente informe:

Datos del producto analizado

Nombre de producto: 18-988 Reactivos/Kits para Ensayos de DIV, Quimica Clinica, Ensayo
Rapido
Clasificacion: DIV DIAG UU Gs&VIR Rl
Fabricante: NEW GENE (HANGZHOU) BIOENGINEERING CO., LTD.
Solicitante: ANDRADE PACHECO JORGE LUIS
Resultados

Analisis Documental Técnico
Fecha de elaboracion de informe: 2020-10-30 14:25:20
Técnico responsable del analisis: VERONICA ELIZABETH PORTERO LOPEZ
Lider responsable del analisis: FERNANDO FABIAN JIMENEZ SALAZAR

Resultados del analisis:  Aceptado

Conclusion:  Aceptado
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BfArM of Germany
B[

wivedzmpodice — Antigen-Tests zum direkten Erregernachweis des Coronavirus SA| @ messun @ aaminsraion

Ule nacnroigenae iapelie zeigt aie Uriginai-1ests mit INfem vom Hersieler DZw. europaiscnen sevolimacnugien vergenenen randaeisnamen. £iNe UDErsicnt aer jewelligen aeutscnen vertreiner
und deren ggfs. abweichender Benennung finden Sie unter dem Link in der Spalte ,,Deutsche(r) Vertreiber.

Die Angabe ,Evaluierung PEI* bildet die entsprechende, auf der Webseite des Paul-Ehrlich-Instituts (PEI) verdffentlichte Ubersicht zur dortigen vergleichenden Evaluierung der Sensitivitat von SARS-CoV-2
Antigenschnelltests ab (siehe Webseite des PEI).

+ Ja“ bedeutet, dass der Test bereits mit positivem Ergebnis durch das PEI evaluiert wurde.
+ ,Nein" bedeutet, dass bislang keine entsprechenden Testergebnisse vorliegen.

Im Falle einer negativen Evaluierung durch das PEI streicht das BfArM den entsprechenden Test mit allen zugeordneten Vertreibern von seiner Liste.

Qv  newgene Los Aktionen v [8 Zuriicksetzen

v v Nach 'new gene' suchen

Hersteller Europaischer Bevollmachtigter Sensitivitat Spezifitat
Handelsname des Evaluier Deutsch 95%iges 95%ig
Test-ID Herstellers / Europ. PEI " Name Tz Stadt Land Name Stadt Land Venreib;r' Test... % Vertrauens % Vertra
Bevollmachtigten intervall interv:
. . New Gene (Hangzhou) POC
AT416/21 E.? xg;;gsAnngen Detection Bioengineering Co., Hangzhou CN  SUNGOEuropeBV.  Amsterdam NL dJDet.. (ohne 97,30 92.4-994 99,20 958-
Ltd. Gerat)
. . New Gene (Hangzhou) POC
AT502/21 ;‘OLIED;QSﬁntlgen Detection Ja Bioengineering Co., Hangzhou CN SUNGO Europe B.V. Amsterdam NL &) Det... (ohne 97,10 934-991 9920 973-
Ltd. Gerat)
. . New Gene (Hangzhou) POC
AT331/21 E? \N’g;;zgm'ge" Detection |, Bioengineering Co., Hangzhou CN  SUNGOEuropeBV.  Amsterdam NL dJDet.. (ohne 08,00 90,3-99.3 9910 952-
: Ltd. Gerat)
1 > > 1-3von3
EN PLATEFORME COVID-19 +] Se connecter
MINISTERE ) P — -
DES SOLIDARITES
ET DE LA SANTE
i [O Tests RT-PCR de criblage
Frateraité
@ Accueil Statut Type de test Sous-type de test Cibles Type prélévement Rechercher
CE ~ CNR Antigénique e : wee C Qnewgene @
HAS
& Tests
Cette liste a été constituée en I'état actuel des connaissances scientifiques et sur la base des informations remontées par les opérateurs (fabricant ou distributeur) a
43: Projets FANSM. Elle est susceptible d'étre modifiée en fonction des évolutions de I'état de la connaissance.

3 tests affichés

I veille

NOM FABRICANT DISTRIBUTEUR CE CNR HAS SOUS-TYPE DE TEST
ua Antigénique non
¥= Eaux usées New Gene (Hangzho .
COVID -19 Antigen detection kit ,e ) ( ) RSz AITECH & (4 automatisé (dont >
Bioengineering TROD)
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Italy

htp:/hwww. sal ute.gov.itfinterrogazioneDispositivi/RicercaDispositiviServiet?action=ACTION_MASCHERA

NOVEL
COROMAVIRUS
ANTIGEN NEW GENE
W0101060499 -
DETECTION KIT e 0;2:3 72 VD - FABBRICANTE | BIOENGINEERING N
o., LTD
Dispositiva | 2021549 s COVID-19-NGO2 ég‘::or:ml MULTIPARAMETRICI :“’: 02/11/2020
” ) :: “POINT OF CARE" - :’:D
DFUI'IE\’I“.-IS .1gen N_TR'
Detection Kit
(Colloidal Gold) MANDATARIO | WELLKANG LTD. GB4740528 GB
88021
NOVEL
COROMAVIRUS NEW GENE
SPIKE VD - FABBRICANTE = BIOENGINEERING CN
ALy GLYCOPROTEIN W0105040619 - Altro co., LTD
ti 012166 N ID-19-NG04 21/10/2020 -, LTD.
Dipsitivo A COVID-13:HG DETECTION KIT CORONAVIRUS | tipo di 2
(LIGAND-RECEPTOR D
COMPETITIVE
MANDATARIO | WELLKANG LTD GB4740528 GB
CHROMATOGRAPHY)
NEW GENE
V.- FABBRICANTE | BIOENGINEERING N
W 2
Dispositive 2050024 N COVID-19-NGOB TESTRAPIOG 0105040619 N'“’_ 19/01/2021 €o., LTD.
COVID-19 SPUTUM | CORONAVIRUS | tipo di
o MANDATARIO suuoz E:JROPE 857821659801 |  NL
NEW GENE
COVID19 / it | il FABBRICANTE  BIOENGINEERING CN
VIROLOGIA - TEST = Altro
Dispositivo 2012575 5 COVID-19-NG10 INFLUENZA A / TEE L 21002020 CO., LTD.
TR RAPIDI E "POINT | tipo di =
OF CARE™- ALTRI | VD JMANDATARIO SUNGORE_"'RO 2 857821659801 NL
Swit land
Schweizerische Eidgenossenschaft Eidgenossisches Departement des Innern EDI
Confédération suisse Bundesamt fiir Gesundheit BAG
Confederazione Svizzera Taskforce BAG Covid-19 AG Testung

Confederaziun svizra

Listen der validierten SARS-CoV-2-Schnelltests’
Listes des tests rapides validés pour le SARS-CoV-2

Lista dei test rapidi validati per il SARS-CoV-2
15.03.2021

Die Schrelltests sind ausschliesslich fur bestimmte Probematerialien validiert und nur dementsprechend anzuwenden. . :
Informationen bezaglich des Einsatzes der Schnelltests finden Sie auf der BAG-Webseite Covid-19-Testung. Webseite Covid-19 Testu

Les tests rapides sont validés exclusivement pour certains types de prélévements et ne doivent ainsi étre utilisés que pour ceux-ci.
Ces informations sur I'emploi prévu des tests rapides sont disponibles sur le site web de 'OFSP Tests COVID-19.

| testi rapidi sono validati solo per certi tipi di campioni e possono essere utilizzati solo per questo scopo. Le informazioni sucome
utilizzare | test rapidi sono dispenibili sul sito internet dell UFSP «Test COVID-19. Sito web Test COVID-19

Site internet Tests COVID-19

Validierte SARS-CoV-2-Schnelltests nach diagnostischem Standard zur Fachanwendungz
Tests rapides SARS-CoV-2 validés selon le standard diagnostic pour usage professionnel
Test rapidi SARS-CoV-2 validati secondo lo standard diagnostico per uso professionale

Hersteller Antigen Schnelltest
Fabricant Tests rapides antigéniques
Azienda Test antigenici rapidi

COVID-19 Antigen Detection Kit

TestKitCode
for electronic
declaration

8 nasopharyngeal

| New Gene (Hangzhou) Bicengineering Co. Ltd., China
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Portugal
PO I'tu g a I https: /Awww . Infarmed pt/web/Infarmed/pesquisa-dispositivos
ﬂ, Infarmed

herorviack Mool 80 Mo

= P o Sanicie L

COVID-10- New Gene 62788353 DM Diagnostico  NEWGENE NGO08 Qutros (DIV nao COVID-19 L e
NGo8 (Hangzhou) In Vitro (DIV) listado no ANTIGEN
Bioengineering anexollda  DETECTIONKIT
Co., Ltd Directiva
08/79/CEe
nao destinado a
auto
diagnostico)
COVID-19 New Gene 63025426 DM Diagnostico  NEWGENE NGo8 Outros (DIV nao COovID-19 fE
ANTIGEN (Hangzhou) In Vitro (DIV) listado no ANTIGEN
DETECTION  Bioengineering el anexollda  DETECTIONKIT
KIT Co. Ltd Directiva
08/79/CE e
nao destinado a
auto
diagnostico)

L

Este site utiliza cookies. Ao carregar em "Aceitar”, esta a consentir a sua ulilizag@o. Podera saber mais acedendo a nossa pagina sobre utilizagdo de cookies. ( Aceitar

Czech

Zadost o notifikaci zdravotnického prostiedku

Zadatel

Registracni Cislo: 054535

Nazev: Markmed s.r.o.

IC: 02478170

Ulice: Kubanské namésti 1391
Obec: Praha

PSC: 10000

Stat: Ceska republika

Identifikace zdravotnického prostredku

Druh zdravotnického prostfedku: Diagnosticky zdravotnicky prostfedek in vitro
Typ evidence zdravotnického prostredku: Notifikace dle § 33
Cinnost: Distributor

Obchodni nazev zdravotnického prostfedku: Novel Coronavirus Spike Glycoprotein Detection Kit (Ligand-
receptor Competitive Chromatography)

Jedna se o prislusenstvi? Ne
Jedna se o soupravu/systém zdravotnickych Ne
prostredka?

Mira zdravotniho rizika zdravotnického

prostredku: NANES
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Bundesinstitut Self-Test of Germany

flir Arzneimittel
und Medizinprodukte

BfAr, Kurt-Georg-Kiesinger-Allee 3, D-53175 Bonn ABTEILUNG edizi nprodukte
BEARBEITET ¥ON Dr. Laura van Diepen

Simmeons & Simmons LLP TEL - +49 (0)228 99 307- 3923
Thierschplatz 6 E-MAIL Laura.vanDiepen@bfarm.de

80538 Miinchen o
HAUSANSCHRIFT  Kurt-Georg-Kiesinger-Allee 3

53175 Bonn
TEL  +49 (0)228 99 307-0
FAX +49 (0)228 99 307-5207
E-MAILL poststelle@bfarm.de
INTERMET wwwbfarm.de

Per E-Mail: Caroline VonNussbaum@Simmons- Bonn, den 11.05.2021
Simmons.com GESCHZ 5640 -5-296/21
Nachrichtlich: ecrep@sungogroup.com; marke-

- ting@new-gene.com

Im Verfahren der Erteilung einer Sonderzulassung gemaf} § 11 Abs. 1 MPG

5640-5-296/21
aufgrund des Antrags vom 30.03.2021

an

L]

New Gene (Hangzhou) Bioengineering Co., Ltd | ., Inhaber der Sonderzulassung’
Zang Yang
Bin'an Street

310052 Hangzhou
China

im Antragsverfahren vertreten durch

Simmons & Simmons LLP

Thierschplatz 6
80538 Miinchen

fiir das Medizinprodukt
Covid- 19-Antigen-Testkit .betroffenes Medizinprodukt”

des Unternehmens

5.0. .. Inhaber der Sonderzulassung” ~Hersteller”

mit dem européischen Bevollmichtigten gem.
§ 3 Ziff. 16 MPG

SUNGO Europe B.V. ~Europiischer Bevollmichtigter” und
Yana Zhang (Ms.) Verantwortlicher nach § 5 MPG
Olympisch Stadion 24

1076DE Amsterdam

Niederlande

ergehtfolgender



Registration or Allowed List (Partially)

Self-Test of France

NS

Agence nationale de sécurité du médicament
et des produits de santé REPUBLIQUE FRANCAISE

DIRECTION DES DISPOSITIFS MEDICAUX,
DES COSMETIQUES ET DES DISPOSITIFS DE
DIAGNOSTIC IN VITRO

Saint-Denis, le 14 mai 2021
Dossier suivi par Corine Maillard
Tel.: +33 (0)1 55 87 31 14

E-mail : corine.maillard@ansm. sante.fr New Gene Bioengineering Co., Ltd.
N/Réf. : OTES Room 16086, Floor 18, Building 5,

638 Bin'an Road,
Changhe Street,
Binjiang District,
Hangzhou,
Zhejiang,
P.R.China

marketing@ new-gene.com

Obijet : dérogation pour le dispositif médical de diagnostic in vitro dénommé
Kit autotest antigénique COVID-19

PJ : Cahier des charges version 13 avril 2021

Madame, Monsieur,

Vous avez formulé auprés de mes services une demande de dérogation afin de pouvoir mettre sur le marché
en tant gqu'autotest, le dispositif medical de diagnostic in vitro (DIV) de détection antigénique du virus SARS-
CoV-2 vise en objet.

Ce produit n'a pas encore satisfait aux procédures de conformité applicables aux autotests et nécessaires a
l'apposition du marquage CE telles que prévues par la directive 98/79/CE du Parlement européen et du Conseil
du 27 octobre 1998 relative aux dispositifs médicaux de diagnostic in vitro relative, et dont le respect doit étre
préalable a la mise sur le marché des dispositifs médicaux de diagnostic in vitro ; il n'est notamment pas
couvert, a ce jour, par un certificat CE de conformité délivré par un organisme notifie.

L'article 9 § 12 de la directive 98/79/CE precitée me permet toutefois de vous autoriser, a titre dérogatoire et
sous conditions, a mettre sur le marché des dispositifs nayant pas fait I'ocbjet de ces procédures de
certification, mais dont I'utilisation présente un intérét pour la protection de la santé.

Dans ce contexte et a cet égard, l'arrété du 26 mars 2021 modifiant l'arréte du 10 juillet 2020 prescrivant les
mesures d'organisation et de fonctionnement du systéme de santé nécessaires pour faire face a I'épidémie de
covid-19 dans le cadre de I'état d'urgence sanitaire, prévoit notamment qu'une telle dérogation est susceptible
d'étre accordee pour des autotests qui nauraient pas complété leur évaluation de conformité permettant
l'apposition du marquage CE, d'une part s'ils satisfont aux critéres édictés par la Haute autorité de santé,
d'autre part g'ils respectent le cahier des charges publié sur le site internet du Ministére chargé de la santé et
de I'Agence nationale de sécurité du médicament et des produits de santé.

A cet égard, je note d’'une part que vous avez d'cres et déja apporté un certain nombre d'éléments de nature a
garantir les performances du produit objet de votre demande, ainsi que des données quant a la praticabilité
pour leur utilisation par une personne profane, d'autre part que les démarches que vous avez engagees aupres
d'un organisme notifié en vue du marquage CE de ces produits, ont abouti & un contrat.

143/147, bd Anatole France - F-93285 Saint-Denis cedex - tél. +33 (1)1 55 87 30 00 - www.ansm.sante.fr
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Self-Test of Czech

MINISTERSTVO ZDRAVOTNICTVi
Palackého namésti 375/4, 128 01 Praha 2

Praha 26. unora 2021
C. j.- MZDR 7614/2021-2/0OLZP

MZDRX01EOP0OO

ROZHODNUTI

Ministerstvo zdravotnictvi (dale jen ,Ministerstvo®) jako organ pfislusny k rozhodnuti podle
ustanoveni § 12 odst. 1 pism. h) zadkona €. 22/1997 Sb., o technickych pozadavcich na vyrobky a
o zméné a doplnéni nékterych zakonu, ve znéni pozdéjSich prfedpist ve spojeni s § 4 odst. 8

narizeni vlady ¢€. 56/2015 Sb., o technickych pozadavcich na diagnostické zdravotnické
prostiedky in vitro (dale jen ,nafizeni viady®), na zakladé zadosti spoleCnosti

Markmed, s.r.o.

se sidlem Kubanské namésti 1391/11, 100 00 Praha 10, ICO: 024 78 170

(dale jen ,zadatel)
rozhodlo v souladu s ustanovenim § 67 a nasl. zakona €. 500/2004 Sb., spravni fad, ve znéni
pozdéjSich predpisu (dale jen ,spravni fad®) tak, ze

povoluje

Zadateli uvést na trh a do provozu diagnosticky zdravotnicky prostfedek in vitro COVID-19
Antigen Detection Kit, jehoZz vyrobcem je New Gene (Hangzhou) Bioengineering Co., Ltd.,
se sidlem Room 1606, Floor 16, Building 5, 688 Bin'an Road, Changhe Street, Binjiang District,

Hangzhou, Zhejiang, PR. China, pro pouziti laickou osobou

a stanovuje

po dobu platnosti tohoto rozhodnuti Zadateli nasledujici povinnosti k zajiSténi ochrany

verejného zdravi:

- informovat odbératele o povinnosti v ramci testovani zajistit pfi pozitivité antigenniho testu
provedeného laickou osobou bezprostfedni informovani poskytovatele zdravotnich sluzeb
za ucelem provedeni konfirmacéniho testu,

- v pfipadé zajmu odbératele zajistit prosSkoleni urcené osoby,

- hlasit Statnimu dstavu pro kontrolu IéCiv kaZzdou nepfiznivou udalost, ke které bé&hem
pouzivani vyrobku dojde.

Platnost povoleni:.
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<& Self-Test of Denmark

LAGEMIDDELSTYRELSEN

DANISH MEDICINES AGENCY

New Gene (Hangzhou) Bioengineering Co., Ltd.
Building 5, 688 Bin'an Road, Changhe Subdistrict, Hangzhou, Zhejiang,
P.R. China

The Danish Medicines Agency hereby authorises New Gene (Hangzhou)

Bioengineering to place on the market/put into service the COVID-19 Antigen
Detection Kit in Denmark.

The authorisation is conditional with the following terms and conditions.

Terms and conditions:

e This authorisation is valid until 01.10.2021, or until the date when the
device is CE marked, if this occurs before 01.10.2021. The manufacturer
must inform the Danish Medicines Agency when the CE-mark has been
acquired.

e The authorisation is limited to marketing/putting into service in Danish
schools and Danish educational institutions.

e If the CE marking has not been achieved 01.07.2021 the manufacturer
shall provide a status for the CE marking process.

e New Gene Bioengineering (manufacturer) shall establish a vigilance
system, that ensures the collection and reporting to The Danish
Medicines Agency of any incident, which occurs during the authorisation
period.

e The manufacturer must ensure traceability of products through, for
example, batch / LOT numbers.

e The information on the labelling and in the instruction for use (IFU) for the
“COVID-19 Antigen Detection Kit” shall be in Danish, before distribution to
the end-user.

e The labelling must clearly state that the products are placed on the market
under this authorisation as a derogation from the conformity assessment
procedures.

e The test must be accompanied by a detailed IFU, intended specifically for
lay people and the intended user group (Danish educational institutions
under supervision).

e Technical documentation for the product must be kept for a minimum of 5
years.

e A status shall be provided 01.07.2021 and by the end of this authorisation
period of how many devices has been placed on the market under this
authorisation.

The authorisation covers the following product:

Product: COVID-19 Antigen Detection Kit

Catalogue/ Model number(s): COVID-19-NG08

In Vitro Medical Device: General IVD, non-CE-marked for self-testing

Scope: immunoassay strip intended for the detection of SARS-CoV-2 nucleocapsid
protein in human nasal swab samples.

8 April 2021

Case no. 2021040180
T +45 44889775

E jast@dkma.dk

Danish Medicines
Agency

Axel Heides Gade 1
2300 Copenhagen S
Denmark

T +45 44 88 95 95

E dkma®@dkma.dk
LMST.OK
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Self-Test of Belgium

Get approved and listed by Belgium famhp as self-tests.

Other information and services: www.belgium.b h

About the FAMHP  Jobs Publications Press Contact Complaints Webportal @

Your medicines and
health products, our concern

famh

federal agency for Il medicines

ﬁ Human use Veterinary use Information for the Information for professionals
public

Home » Humanuse » Health Products » Medical devices and their accessories » COVID-19 » Tests

Tests Notification of adverse

reactions or incidents
Antibody and antigen tests for professional use

* New validation procedure for serological tests and antigenic tests
* List of the recommended tests PIL and SPC

of a medicine

Self-tests

. 7 : . : . Z (PIL: patient information leaflet SPC: summary of
* List of SARS-CoV-2 antigen self-tests with a CE-certificate that can be sold in pharmacies to private persons

product characteristics)
* Procedure for manufacturers to market SARS-CoV-2 antigen rapid tests for professional use as self-tests in
Belgium (see Dutch or French)

List of professional rapid tests that may be sold as self-tests

afmps =
1999 .

Lijst van SARS-CoV-2 voor p gebruik die van het FAGG een toelating hebben om als zelftest in de apotheek aan particulieren te worden verkocht

Liste des tests antigéniques du SARS-CoV-2 a usage professi I qui sont app és par I'AFMPS pour étre vendus aux particuliers en autotest en pharmacie
List of SARS-CoV-2 tests for pr use that are approved by the FAMHP to be sold as self-tests to private individuals in pharmacies

versie/version 20.04,2021
Merk op dat de verkoop van deze zelftesten aan particulieren momenteel enkel toegelaten is in de apotheek. De apotheker informeert bovendien de koper over het gebruik van de zelftest en wijst erop dat een arts moet gecontacteerd worden in geval van een positief resultaat
A noter que la vente de ces autotests (i des particuliers n'est actuellement autoris € e qu'en pharmacie. Le pharmacien informe ¢ galement I'acheteur de |'utilisation de l'autotest et rappelle qu'un m édecin doit € tre contact€ en cas de r € sultat positif
MNote that the sale of these sel~tests to private individuals is currently only allowed in pharmacies. The pharmacist alsa informs the purchaser about the use of the self—test and points out that a doctor should be contacted in case of a positive result.

Fabrikant/Fabricant/| /répr autorisé/authorised Naam van de test/Nom du test/Name of the test / ./ Datum toelating
representative Date approbation
Approval date
et B ] LR il I S SARS-CoV-2 Rapid Antigen Test Nasal 9901-NCOV-03G 14/04/2021

859269 (1 test/kit)

T ] S 'BIOSYNEX COVID-19 Ag BSS self-test 859270 (5 tests/kit) 29,/03/2021
: g - s . ; . COVID-19-NGO8 (1 test/kit)
I New Gene (Hangzhou) Bioengineering Co, Ltd (CN) ISUNGO Europe B.V. (NL) COVID-19 Antigen Detection Kit COVID-19-NGO8/S5 (5 tests/kit) 20/04/2021




Registration or Allowed List (Partially)

Self-Test of Sweden

’ LAKEMEDELSVERKET Beslut

SWEDISH MEDICAL PRODUCTS AGENCY

Enheten for Medicinteknik Datum: 2021-04-21 Dnr: 5.2.3-2021-029480

New Gene Bioengineering.

Rm. 16086, Floor 16, Building 5, 688 Bin'an
Road, Changhe Street, Binjiang District,
Hangzhou, Zhejiang,

P. R. China

Betriiffande anstokan om dispens frin kraven pa procedur for
bedémning av dverensstimmelse giilllande sjilvtest

Beslut

Gibson Medical AB pa uppdrag av New Gene (Hangzhou) Bicengineering Co., Ltd.
(tillverkaren) anstkan om dispens fran kraven pa procedur for bedémning av
gverensstammelse géllande produkten 'COVID-19 Antigentest - Sjalvtest’ beviljas.

Dispensen galler som langst fram till den 31 juli 2021 eller sa snart produkten CE-
markts, om sa blir fallet dessférinnan.

Dispens beviljas med féljande villkor:

» Tillverkaren eller den som féretrader tillverkaren ska vid dispensens utgang
sakerstalla att forsaljningen (tillhandahallandet) av produkten till
slutanvandaren upphér.

« Tillverkaren eller den som féretrader tillverkaren ska upplysa berérda
aterférsaljare om att produkten har beviljats tillfallig dispens fran kraven pa
procedur for bedémning av dverensstammelse som innefattar anmalt organs
granskning (extern oberoende organisation) avseende produktens
konstruktion samt upplysa om att dispensen endast géller inom Sverige.

« Tillverkaren eller den som féretrader tillverkaren ska sékerstélla att produktens
medféljande information (bruksanvisning, férpackning) ska vara avsedd for
sjalvtestning (anvandning av lekman i hemmiljé) och vara avfattad pa svenska.

+ Tillverkaren eller den som foretrader tillverkaren ska sakerstalla att
medféljande bruksanvisning innehaller radgivande information om de atgarder
som anvéndaren skall vidta i handelse av ett positivt, negativt eller oklart
resultat.

» Tillverkaren eller den som féretrader tillverkaren ska i medféljande information
(bruksanvisning, férpackning) informera om sannolikheten for ett falskt positivt
eller falskt negativt resultat samt évriga begransningar géllande testets
tillforlitlighet som sjélvtest samt vilka konsekvenser begransningarna medfér
fér den enskilde anvandaren.

Fostadress/Postal address PO Box 26, SE-T51 03 Uppsala, SWEDEN Mallversion 202 1/03
Besoksadress/\Visiting address Dag Hammarskjalds wvag 42, Uppsala

Telefon/Phone: +46 (0) 18 17 46 00 Fax. +46 {0) 18 54 85 66

Internet: www lakemedelsverket.se E-mail: registrator@lakemedelsverket se 1(4)
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Greece

@ EBvmoc Opyovicpos Sopgase. X | @ GreMDNS - Prochuct Appheations X =4

&« - - vairps,pnfgrr.:;m:nd-.',r.imhr.fnﬂfrfl-'l JatallsViewApplicGaneral xhtmil a ¥ . :

3 Egoppoyic @ ESvroc Opyavicuo ¢ Bainloop Webmail

D "!i:: GreMDIS - Greek Medical
GreMOLS Devices Information System
-
=
Kowonolinan In Vitre (Alavoptag) - Mpodvia ~ Nolification of IVD (Distributor) - Producls
B Nesdwa
w [poidara atmony; 1
T T e e e e T e R code that a product aquires after
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S T COVID-} AAD TipoN Others 2830000648531 n
COVID 19 Antigen Detection Kit NGOos

Hungary

1051 Budapest, Zrinyi ulca 3.

= Orszagos Gyogyszerészeti Levélcim: 1372 Postafiok 450

0 GY E I és Elelmezés-egészségiigyi Intézet Tel.: +36 1 886 9300, Fax: +36 1886 9460
E-mail: ogyei@ogyei.gov hu

s . Web: www.ogyei.govhu
Orvostechnikai FOosztaly

Ugyiratszam: OGYEI/4321-3/2021
Nyilvantartasi szam: HU/CA01/4321/21
Targy: Nyilvantartasba vétel igazolasa
Ugyintézd: Szlobodnyik Gébor

Az eszk6z(6k) neve:

COVID-19 Antigen Detection Kit | db/doboz
tesztkazetta 25
minta extrakcios cso 25
tampon palca 25
papir tasak 25
hasznalati utasitas 1

A gyarto neve: New Gene (Hangzhou) Bioengineering Co.Ltd.

A gyarto kédja: CN/000000053699

A meghatalmazott képvisel6 neve: Sungo Europe B.V.

A meghatalmazott képvisel6 kodja: NL/492381971

A forgalmazo neve: Biosan Egészségiigyi Kereskedelmi €s Szolgaltato Kit.
A forgalmazé kodja: HU/10331701-2-41
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Poland

Urzad Rejestracji
Produktéw Leczniczych, Wyrobéw Medycznych i Produktéw Biobdjczych

Al. Jerozolimskie 181C, 02-222 Warszawa,; tel. +48 22 492-11-00; fax +48 22 492-11-09
NIP 521-32-14-182 REGON 015249601

Warszawa, 2021-04-01

ZASWIADCZENIE NR 80 / 2021

Cavassi Steel sp. z o.0.
Al Jerozolimskie 89/43
02-001 Warszawa

Na podstawie art. 217 § 2 pkt 2 w zwiazku z art. 218 § 1 ustawy z dnia 14 czerwca 1960 r.
Kodeks postepowania administracyjnego (Dz.U. z 2020 r. poz. 256 ze zm. ), po rozpatrzeniu
wniosku z dnia 26.03.2021 r.:

Prezes Urzedu Rejestracji Produktow Leczniczych, Wyrobéw Medycznych i Produktéw
Biobéjczych

zaswiadcza ze:

po analizie danych pochodzacych ze zgtoszen i powiadomien, o ktérych mowa w art. 64  ust.
1 ustawy z dnia 20 maja 2010 r. o wyrobach medycznych (Dz. U. z 2020 r. poz. 186 1 1493.)
stwierdzono, ze w dniu 29.03.2021 roku wplyneto powiadomienie od dystrybutora:
Cavassi Steel sp. z 0.0., Al. Jerozolimskie 89/43, 02-001 Warszawa dotyczace:

Zestaw do wykrywania antygenu COVID-19 / COVID-19 Antigen Detection Kit

Wytwérca: New Gene (Hangzhou) Bioengineering Co., Ltd, Room 1606, Floor 16,
Building 5, 688 Bin’an Road, Changhe Str, 310052, Hangzhou City, Zhejiang Province,
Chiny

Autoryzowany przedstawicie: SUNGO Europe B.V, Olimpisch Stadion 24, 107DE
Amsterdam, Holandia

Dystrybutor: Cavassi Steel Sp. z o0.0., Al. Jerozolimskie 89/43, 02-001 Warszawa

Prezes Urzedu informuje, ze wydane zaswiadczenie potwierdza powiadomienie, jednoczesnie nie
potwierdza, ze powiadomienie zostalo zlozone jako kompletne i prawidlowe oraz nie rozstrzyga, ze
ww. wyroby sq wyrobami medycznymi do diagnostyki in vitro w rozumieniu ustawy z dnia 20
maja 2010 r. o wyrobach medycznych (Dz. U. z 2020 r. poz. 186 i 1493.) ani, ze spetniajqg wymagania
zawarte w w/w ustawie.

Z upowadhienia Prezesa

ZASTE KTORA
Departam rmac]l
oWy yoznych

Anna Pustol
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Peru

Direccion General -
de Medicamentos,
Insumos y Drogas

;‘;; e s
o -
L) Ministerio ;
SEE’, PERU de Salud -

“Decenio de la Igualdad de Oportunidades para Mujeres y Hombres”
"Afo de la Universalizacion de la Salud"

R.D. N° 6450 -2020/DIGEMID/DDMP/UFDM/MINSA

RESOLUCION DIRECTORAL

Lima, 09 SEP. 2020

Visto el tramite virtual, del expediente N° 20-062595-1 del 14 de Agosto del 2020 y Anexo 1 del 03
de Setiembre del 2020, presentados por el Sr. Yin Li, Representante Legal de la DROGUERIA
GRAND TAI LATIN AMERICA SA.C., con domicilio en Av. Los Frutales N° 1030 Urh. Camino Real,
La Molina - Lima, SOLICITANDO AUTORIZACION EXCEPCIONAL PARA LA IMPORTACION Y USO
DE DISPOSITIVO MEDICO SIN REGISTRO SANITARIO O EN CONDICIONES NO ESTABLECIDAS
EN EL REGISTRO SANITARIO, EN SITUACIONES DE EMERGENCIA DECLARADA;

CONSIDERANDO:

Que, el articulo 16° de la Ley N° 29459 Ley de los Productos Farmaceéuticos, Dispositivos Médicos y
Productos Sanitarios sefiala que “La Autoridad Nacional de Salud (ANS), (...) autoriza la importacién,
la fabricacion y el uso de productos farmacéuticos, dispositivos médicos y productos sanitarios sin
registro sanitario o en condiciones no establecidas en el registro sanitario entre otros, en situaciones de
urgencia o emergencia declarada...”;

Que, el articulo 20° del Decreto Supremo N° 016-2011-SA y modificatorias, establece que “La Autoridad
Nacional de Salud (ANS), a través de la Autoridad Nacional de Productos Farmacéuticos, Dispositivos
Médicos o Productos Sanitarios, autoriza (...) la importacién, fabricaciéon y el uso de productos
farmacéuticos, dispositivos médicos, productos sanitarios sin registro sanitario o en condiciones no
establecidas en el registro sanitario, en los siguientes casos debidamente calificados: (...) a) Uso en
situaciones de urgencia o emergencia declarada. Para estos casos se presenta la copia de la
Resolucién de declaraciéon de emergencia emitida por la Autoridad competente y el listado de los
productos o dispositivos con sus especificaciones técnicas;

Que, mediante el expediente N° 20-062595-1 del 14 de Agosto del 2020 Y Anexo 1 del 03 de
Setiembre del 2020, la DROGUERIA GRAND TAI LATIN AMERICA SA.C., solicita la
AUTORIZACION EXCEPCIONAL PARA LA IMPORTACION Y USO DEL DISPOSITIVO MEDICO DE
DIAGNOSTICO IN VITRO EXTRANJERO: Novel Coronavirus Spike Glycoprotein Detection Kit,
fabricado por: New Gene (Hangzhou) Bioengineering Co., Ltd. - China;

Que, en el marco de lo dispuesto en el Decreto Supremo N° 008-2020-SA, Decreto Supremo que
declara en Emergencia Sanitaria a nivel nacional por el plazo de noventa (90) dias calendario y
dicta medidas de prevenciéon y control del COVID-19, de fecha 11 de marzo del 2020, Decreto
Supremo N° 044-2020-PCM, Decreto Supremo que declara Estado de Emergencia Nacional por
las graves circunstancias que afectan la vida de la Nacion a consecuencia del brote del COVID-
19 de fecha 15 de marzo del 2020 y Decreto Supremo N° 094-2020-PCM, Decreto Supremo que
establece las medidas que debe observar la ciudadania hacia una nueva convivencia social y
prorroga el Estado de Emergencia Nacional por las graves circunstancias que afectan la vida de
la Nacién a consecuencia del COVID-19 de fecha 23 de mayo del 2020 y ante el incremento de
casos de COVID-19 a nivel nacional, se considera procedente autorizar excepcionalmente la
importacion y el uso del Dispositivo Médico de Diagnéstico In Vitro sin registro sanitario por la
situacion de emergencia declarada durante el periodo que dure la emergencia sanitaria
declarada por el Ministerio de Salud debido a la existencia del COVID-19.

Que, se ha evaluado |la documentacién presentada por el administrado, en aplicacion de lo establecido
en el art. 20° del Reglamento para el Registro, Control y Vigilancia Sanitaria de Productos
Farmaceuticos, Dispositivos Médicos y Productos Sanitarios aprobado mediante Decreto Supremo N°
016-2011-SA y sus modificatorias, por lo que corresponde otorgarle la autorizacion excepcional
solicitada;

De conformidad a lo dispuesto por el Decreto Supremo N° 016-2011-SA y sus modificatorias, Decreto
.. Supremo N° 008-2017-SA y modificatorias, Ley N° 29459 Ley de los Productos Farmacéuticos,
%, Dispositivos Médicos y Productos Sanitarios, Decreto Legislativo N° 1161, Decreto Legislativo que \%

A 1/2

! 1 ; Av, Parque de las Leyendas 240
.digemid.minsa.gob.pe San Miguel, Pert

TiS11) 6314300 | EL Pero PRrIMERO |
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Argentina

"2020 - ANO DEL GENERAL MANUEL BELGRANO"

Ministerio de Salud
Secretaria de Calidad en Salud
ANMAT.

AUTORIZACION PARA LA IMPORTACION DE PRODUCTOS PARA
DIAGNOSTICO DE USO IN VITRQ NO REGISTRADOS DE BAJA
COMERCIALIZACION
DISP. 2675/99 ART. 6°

ANEXO

DATOS DEL SOLICITANTE
Razon Social: ALCAT S.A.
N° de Inscripcién: 1680

Direccién: INGENIERO EIFFEL 4180 ,PARTIDO DE MALVINAS ARGENTINAS, EL
TRIANGULO BUENOS AIRES
Teléfono: 011-15-2461-2223

DATOS DEL PRODUCTO

Nombre del producto: Novel Coronavirus Spike Glycoprotein Detection Kit {Ligand-receptor
Competitive Chromatography)
Marca: NEWGENE

Indicacion de uso: Este producto es adecuado para la deteccidn cualitativa y cuantitativa
del nuevo coronavirus (SARS-CoV-2) en muestras de vias respiratorias o muestras fecales.
Esta tira se puede aplicar a la deteccidn rapida de SARS-CoV-2 y es adecuada para
hospitales, empresas, escuelas, tropas, comunidades y familias.

Los sintomas comunes de la infecciéon humana con el coronavirus incluyen sintomas
respiratorios, fiebre, tos, dificultad para respirar. En los casos mas graves, la infeccion
puede provocar neumonia, sindrome respiratorio agudo severo, insuficiencia renal e
incluso la muerte.

Descripcion: COMPOSICION
Tarjeta de prueba desechable; Hisopo de algododn; Tubo de extraccion de muestras; Taza
de muestra;

PRINCIPIO
El SARS-CoV-2 invade las células humanas mediante la union especifica de su

Pagina 1 ded Pigina 1 de 4

El presente documento electrénico ha sido firmado digitalmente en log térmminog de la Ley N° 25.508, el Decreto N° 26282002 y el Decreto N° 283/2003.-
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Kenya

MINISTRY OF HEALTH
PHARMACY AND POISONS BOARD
iSection 38(2)(e) of the Pharmacy and Posons Act, Cap 244 Laws of Kenya)

IN-VITRO DIAGNOSTIC EMERGENCY USE AUTHORIZATION

This Emergency Use Authorization is issued to New Gene (Hangzhou) Bioengineering
Co., Ltd,ior distnibution and sale of Novel Coronavirus Antigen Detection Kit (Colloidal

Gold)
E_Flmcrgrﬁf y use Authorization {iﬁ.i A} No. MD/2021/7674
|
4 EUA valid until | End of COVID - l'-)szdrrﬁii:an
| revocation
Elj““‘ '.—'-*-'-‘.'-'Ibl""'\' e | Medical Device class C/D
TGMDN Term N/A
|Intended purpose For epidemiological COVID- 19 Screening
ji Conditional Approval ' T INIA

EUA No.: MD/2021/7674

Date of Authorization:March 4, 2021
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