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Ilepe;rirc MeAr.rrrHrrx urpo6in gln
niarnocrnrcn in vitro
List of medical devices for in vitro diagnostics

Bnpo6Hnrc
Manufacturer

Yuonuosaxeuufi rrpeAcraBHnrc B
Vnpaini
Authorized Repres entative in Ukraine

K;racu$ircaqiq sriAHo Texni.rHoro
pefJraMeHTy 4oAo MeAr.rrrHnx Bnpo6iB
Aflq AiarHocrr{Krr in vitro,
3arBepAr(eHoro locraHoBon)
Ka6inery Minicrpin Yrcpainn J\b754
nh 2 xoerHr 2013p.
Classification according to Technical
Regulations on Medical devices for in vitro
diagnostics, approved by Decree ofCabinet of
Ministers of Ukraine No. 754 dd 2 October 2013

Ilpoqegypa orliHKrr ni4noni4Hocri
C onformity A s s es s ment Pr o c edur e

Tepvrin 4ii qerurapaqii upo
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Validity term of the declaration of conformity

iamen Boson Biotech Co.,Ltd.
90-94 Tianfeng Road,Jimei North Industriat Park,

iamen, Fujian 36'1021, P.R. China
,'1r..:t|fi., jiililE-mair:inf o@bosonbio.com

AEKJIAPAIIIfl ilPO BIAIIOBIIHICTb J\b8 (nep. 1.0)
Declaration of Conformity No. I (ver. 1.0)

<<IIInnArci Tecrrr Boson Biotech g;rn qiarnocrnKrr in vitro>>
Boson Biotech Rapid tests for In Vitro Diagnostics

[un. [o4arox 1 4o qiei [er<napaqii npo niAnosiAHicrr
See Annex I to this Declaration of Conformitv

Xiamen Boson Biotech Co., Ltd
90-94 Tianfeng Road, Jimei North Industrial Park,

Xiamen, Fujian, 361021, P.R.China

TOB (MEilJIItrEP 24>>,

02068, Yr<paina, Knin, ny.n lparoManoBa 3a, rcn 82,
€APrroy 3870321s

<Medlider 24> Ltd.
02068, Ukraine, Kiev, 3a Dragomanova str, apr. 82, EDRPOU 38703215

n flepenir B, fiogarry 2
List B of Annex 2

E He ni4nocurrc-a go
nepeniry A a6o B, ue e
nupo6oru 4na
caMoKoHTpoJrro, He AJUr

oqimpr xapaKTepvcrt4K
Not applicable to list A or B,
not for self-control, Not for
p erfor m an c e ev a I u at i on

[o4arox 3 (6es ronoxeHb u. 6-8).4o Texniqnoro pernaMeHry
rrloAo MeAr,rqHr4x erapo6ie Ars Aiaruocrr4 in vitro,
3arBep,4xenoro llocraHoBoro Ka6inery Miuicrpir Yr<painz
Jt754 ni.q 2 xonnrt20l3p.
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 Knirus 2022 p.
26 April 2022

n fleperix AgogarKy 2
List A of Annex 2

n Ars caMoKoHrpomo
Self-testing

Z Atq oqinru
xapaKTepLrcTr4K
For p erform anc e ev alu at i on

Bzpo6nur, Xiamen Boson Biotech Co., Ltd, AeKnapye BrrKoHaHHr ocHoBHr4x Br4Mof rrloAo MeAlrqHprx
BI,Ipo6iB, ariluo .{o4arry 1 TexniqHoro pefnaMeHTy rrloAo MeAr4qHr,rx Bupo6iB 4nr 4iarHocrrlKrr in vitro,
3arBepAxeuoro flocraHoBolo Ka6inery Minicrpir Yrcpainz }le754 ni4 2 xonrut 20I3p.
The manufacturer, Xiamen Boson Biotech Co., Ltd, declares the fulfillment of basic requirements for medical devices
accordingto Annex I of Technical Regulations on Medical devicesfor invitro diagnostics, approved by Decree of Cabinet of
Ministers of Ukraine No.754 dd 2 October 2013.
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AoAaror 1 lo .Ilercrrapauii sianoei.{nocri Ns 8 (sep. 1.0) Annex I to the Declaration of ConformiW No. 8 (ver 1.0)
№

Ⅱ/Ⅱ

Ilaftuenynannr nnpo6y Product name KaT。 N℃/

Cat。 No。

1 lllnu4xlrfi Tecr AJrr BrurBJreHHrr aHTLrreHy
ropoHanipycy SARS-CoV-2, recr KaprKa
(uagor)

Rapid SARS-CoⅤ 9Antigen Test Card

swab)
1N40C5U

2. Encnpec-recr Alrt BrBHaqeHHr aHTr,IreHa Ao
sipycy COVID-l9

Rapid SARS-CoV-2 Antigen Test Card 1N40C5

3. lllnugxuft nolsifiHr.{fi Tecr .{nr Br.rJrBJreHHt

xopouanipycy SARS-C oY -2 ra rpurry A*B,
recr KaprKa (uason)

Rapid SARS-CoV -2 llnflienza A+B
Antigen Duo Test Card (swab)

lN41C5U

4. Ercupec-recr Am Bn3HaqeHHr aHTr{reHa Ao
eipvcy COVID-l9 ra ronnv A+B

Rapid sARs-CoV-2/Influenza A+B
Antigen Duo Test Card

lN41C5
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