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Company Profile
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Hangzhou Realy Tech Co., Ltd was founded in 2015. It is a China
headquartered and globally operated in Vitro Diagnostic company,
specializing in analytical medical devices, POCT kits for more than 5 years.

We are offering products lines of rapid tests, portable analyzer,PCR and
operate strictly under EN ISO 13485:2016 and GMP guidelines.




RENG Product Description
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Product Name: Novel Coronavirus (SARS-Cov-2) Antigen Rapid Test
Cassette(swab)

Principle : Rapid detection of sars-cov-2 nucleo protein antigen
Standard: In vitro diagnostic devices, Directive 98/ 79/ EC, EC
Clinical sensitivity =97.14%

Clinical specificity >99.9%

Accuracy=99.34%



Components of the Test Kit
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« 1 Package Insert
« 1 Tube Stand R —e-
. 25 Test Device i 2

+ 25 Sterilized Swab ]/’ :

e 25 Nozzle with Filter
o 25 Extraction Tube
« 25 Sample Extraction Buffer



Components of the Test Kit
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« 1 Package Insert

e 1 Tube Stand (test box)

« 5 Test Device

5 Sterilized Swab

5 Nozzle with Filter

5 Extraction Tube

« 5 Sample Extraction Buffer




Packing Detalls
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25 tests/kit
500 tests/carton

Carton size: 45*44*28cm

Volume: 0.056CBM
Gross weight per carton: 7.5KG

Volume weight per carton via air
cargo:9.5KG Volume weight per carton

via express:11.5KG




Packing Detalls
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5 tests/kit
500 tests/carton
Carton size: 43*42*41cm
SRR — Volume: 0.0741CBM
| - Gross weight per carton: 9.2-9.7KG
Volume weight per carton via air cargo: 12.5KG
Volume weight per carton via express: 15KG




RENY Operation Notes
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1.Professionals is needed when collecting and operating specimens.

2.Personal protective equipment(PPE) such as lab coat, medical mask , medical

goggles and gloves is highly recommended to protect user from getting infected.
3.Delivery the specimens according to local law and regulation.

4.Samples should be tested as soon as possible after collection. Based on data
generated with influenza virus, throat swabs are stable for up to 24-hours at room

temperature or 2 °C to 8°C.

5.Special disposal of used waste according to local law and regulation.



REAL?I Nasopharyngeal Swab Specimen Collection g
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1.Insert the swab into one nostril of the patient. The swab tip should be
Inserted up from 2cm to 5cm from the edge of the nostril.

2.Roll the swab 5 times along the mucosa inside the nostril to ensure that
both mucus and cells are collected.

3.Using the same swab, repeat this process for the other nostril to ensure

that an adequate sample Is collected from both nasal cavities. Withdraw
the swab from the nasal cavity.
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POSITIVE: Two red lines appear. One
red line appears in the control

region(C), and one red line in the test

region(T). The shade of color may vary,

but it should be considered positive

whenever there is even a faint line.

Interpretation of test results

NEGATIVE: Only one red line appears
in the control region(C), and no line in
the test region(T). The negative result
indicates that there are no Novel
coroinavirus particles in the sample or
the number of viral particles is below

the detectable range.

INVALID: No red line appears in the
control region(C). The test is invalid
even if there is a line on test region(T).
Insufficient sample volume or incorrect
procedural techniques are the most
likely reasons for control line failure.
Review the test procedure and repeat
the test using a new test device. If the
problem persists, discontinue using the
test kit immediately and contact your
local distributor.



REN

Medical Device Manufacture License
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Quality System-1SO 13485:2016
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REN Product Certification-CE Wil
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in accordance with Directive 98/79/EC
Manufacturer:

Name: HANGZHOU REALY TECH CO., LTD.
Address:4th Floor,#12 Building,Eastern Medicine Town, Xiasha Economic& Technology
Development, 310018 Hangzhou,Zhejiang,P.R.China

Category: Other Devices (All devices except Annex 11 and sclf-testing devices)
Conformity assessment route: Annex l1l.except Point 6,0f Directive

Applicable Standards:EN ISO 13485:2016:EN ISO 15223-1:2016;
EN ISO 14971:2012 :EN ISO 13612:2002; EN ISO 17511:2003: EN
ISO 18113-1:2011:EN ISO 18113-2:2011 EN ISO 23640:2015.

We, the Manufacturer, herewith declare with sole responsibility that our products
mentioned above meet/s the provisions of the Directive 98/79/EC of the European
Parliament and of the Council on In-Vitro Diagnostic Medical Devices.

We hereby explicitly appoint Luxus Lebenswelt GmbH located at Kochstr.1,47877,

Willich,Germany to act as our European Authorised Representative as defined in the
aforementioned Directive.
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RENE Expecting our new product
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Realy lech® Expecting
SARS=CoV=2:&AINntiuenza ‘
A&BICOMDORapIdest
Eassette(Swan)




RENE Contact us
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Add: No.763, Yuansha Industrial Zone
Xiaoshan District, Hangzhou

Tel: 0571-56050793

Email: ryw@realytech.com

http://www.realytech.com
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