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AEKJAPAIIA ITPO BIANTOBIAHICTD Ne8 (Bep. 1.0)
Declaration of Conformity No. 8 (ver. 1.0)

Hazpa mequunoro Bupoly ais
AiarHocTHKH in vitro

Name of medical device for in vitro diagnostics
Ilepenik MeIMIHHX BHPOOIB A5t
JIArHOCTHKH in vitro

List of medical devices for in vitro diagnostics

Bupo6uuk
Manufacturer

YnopHOBaXXeHHH NPeICTABHUK B
Yxpaini
Authorized Representative in Ukraine

Kaacudikanis srigno Texnignoro
peryiaMeHTy moJ0 MeAuIHUX BUPOOiB
/I JIaTHOCTHKM in vitro,
3aTBepaxkeHoro [locranosoro
Kaobinery MinicTpiB Yxpainu Ne754
Bix 2 sxoBTHs 2013p.

Classification according to Technical
Regulations on Medical devices for invitro

diagnostics, approved by Decree of Cabinet of
Ministers of Ukraine No. 754 dd 2 October 2013

Ilponeaypa ouinku BigmosigHocTi
Conformity Assessment Procedure

Tepmin aii nexknapanii npo
BiAMOBiAHiCTH
Validity term of the declaration of conformity

«lIBnaxki Tecru Boson Biotech mas niarmocruxu in vitro»
Boson Biotech Rapid tests for In Vitro Diagnostics

Jus. [lonatox 1 no miei Jlexnaparii mpo BiAMoBiAHICTE
See Annex I to this Declaration of Conformity

Xiamen Boson Biotech Co., Ltd
90-94 Tianfeng Road, Jimei North Industrial Park,
Xiamen, Fujian, 361021, P.R.China

TOB «<MEJJIJIEP 24»,
02068, Ykpaina, Kuis, By.1 /Iparomanona 3a, kB 82,
c€APIIOY 38703215
«Medlider 24» Ltd.
02068, Ukraine, Kiev, 3a Dragomanova str, apr. 82, EDRPOU 38703215

[] IMepenik A momatky 2 L] Tlepenik B, Jlonatky 2

List 4 of Annex 2 List B of Annex 2

[J [l caMOKOHTPOJTIO
Self-testing He BigHOCHTBCS 10

[ JIng omiHKH nepeniky A a6o B, He €
XapaKTepPUCTHK BHPOOOM 1115

CaMOKOHTPOIIO, HE I
OIIIHKH XapaKTEPHUCTHK
Not applicable to list A or B,
not for self-control, Not for
performance evaluation
Honarok 3 (6e3 nosnoxens 1. 6-8) no TexuigHOro periamMeHTy
II0JI0 MEAUYHHUX BHPOOIB I JIAaTHOCTH in vitro,
3arBepmkeHoro [locranoroto Kabinery MinicTpiB Ykpainu
Ne754 Bin 2 ot 2013p.

Annex 3 (excluding items 6-8) according to the Technical Regulation on
Medical devices for in vitro diagnostics, approved by Decree of Cabinet of
Ministers of Ukraine No. 754 dd 2 October 2013

26 xBiTHA 2022 D.
26 April 2022

For performance evaluation

Bupobuuk, Xiamen Boson Biotech Co., Ltd, nexiapye BUKOHaHHS OCHOBHHX BHMOT IOJ0 MEAWYHUX
BUPOOIB, 3rigno Jonatky 1 TexHiYHOro pernaMeHTy Imoao MeJMUHUX BHPOOIB I AiarHOCTHKY in Vitro,

3arBepxeHoro [locranosoro Kabinery MinictpiB Ykpainu Ne754 Bix 2 sxosTHs 2013p.
The manufacturer, Xiamen Boson Biotech Co., Ltd, declares the fulfillment of basic requirements for medical devices
according to Annex 1 of Technical Regulations on Medical devices for in vitro diagnostics, approved by Decree of Cabinet of

Ministers of Ukraine No. 754 dd 2 October 2013.
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Xiamen, China
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Honarok 1 no Jeknapanii Bianmoigzocti Ne 8 (ep. 1.0) | Annex 1 to the Declaration of Conformity No. 8 (ver 1.0)
Ne HajiMmenyBaHHsa BUPOGY Product name Kar. No/
n/n Cat. No.
1. [IBuakuii TECT JUIA BUSIBJICHHS aHTUTEHY Rapid SARS-CoV-2 Antigen Test Card | IN40C5U

xopoHaBipycy SARS-CoV-2, Tect kapTka (swab)
(Ma3oK)
2. Excnipec-tecT /U1s1 BU3HAUEHHs aHTUreHA 10 Rapid SARS-CoV-2 Antigen Test Card | IN40C5
Bipycy COVID-19
3 Isuaxuki MoABIHHMN TECT NSt BUSBJICHHS Rapid SARS-CoV-2/Influenza A+B IN41C5U
koponaBipycy SARS-CoV-2 ta rpuny A+B, Antigen Duo Test Card (swab)
TECT KapTKa (Ma3oK)
4, Ekcnpec-TecT A BU3HAYEHHS AaHTHIE€HA IO Rapid SARS-CoV-2/Influenza A+B IN41C5
Bipycy COVID-19 Ta rpuny A+B Antigen Duo Test Card
[Tignuc yroBHOBaXEHOI 0cOOU MII
Signature of Authorized person Stamp

Vice President, \Liangzhen Jiang
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