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DECLARATION OF CONFORMITY

MANUFACTURER: DYONMED S.A.
182-184, Lavriou Av.,
153 54, Glyka Nera,
Athens, Attika, Greece.

PRODUCT: SieloCovid-Ag ® SARS COV-2 Antigen Saliva Rapid test
(chromatographic immunoassay)

CLASSIFICATION: Other

EDMA: Coronovirus

CONFORMITY ASSESSMENT ROUTE: 1VDD 98/79/EC Annex |lI
REGISTRATION (EOF) No: 2830000670372 / 27516 / 18-03-2021

WE, THE MANUFACTURER, ARE EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION
OF CONFORMITY. WE HEREWITH DECLARE THAT THE ABOVE MENTIONED PRODUCTS
MEET THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/EC AND THE MINISTERIAL
DECISION OF HELLENIC GOVERNMENT AY86/01k.3607/892/DEK 1060B/10-8-2001.

ALL SUPPORTING DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE
MANUFACTURER.

STANDARDS APPLIED: 98/79/EC,ENISO 18113-1:2011,ENISO 18113-2:2011,
EN 13612: 2002, EN ISO 23640:2015, EN 13641: 2002, EN ISO 15223-1: 2016,
EN 13975:2003, ENISO 14971:2012, ENISO 13485: 2016, ENISO 1751 1: 2003,
EN 62366-1:2015, EN ISO 9001:2015.
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Athens, 24/03/2021
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GERTIFIGATE
OF QUALITY

[MZTOMNOIHTIKO MOIOTHTAZ

Laboratory: DyonMed Quality Control Department

Ovopacia npoidvtos: Swab plastic stick «2123-1003» Baupakopopos oTUAEDS
Nasopharyngeal Pharyngeal - Nasal
CE0197

Mpwrtes UAes:

1.’0OAes ol npTeS UAES NOU XpNalhonoloUvial 0TNV KATAGKEUN TwV NPOIdVIwWwY
a€lohoyoUvtal ws KAtdAANAES yia XpAon HECW MNOAAWV SIAPOPETIKWV NAPAPETPWV.

2. Mévo ta KatdAAnAa UAIKG S1atiBevtal otnv KATtaoKeUh ToU NpoiovIos.

Ano@nkeuon:

To npoidv npénel va puidooetal o€ BepPokpaacia dwpatiou, ano@elyovas tnv €KOeon o€
Aueco NAIAKO Pws.

Eni@s®pnon noidtntas:
H noidtnta tou npoidvios eAEyxetal Pe Tuxaia enIAeyuéva Seiypata and ta TeAIKa npoiovra.

AnAwon noidtntas

* O BapBakoPdpos anootelpwpévos OTUAESS AnYns Seiypatos tunou «2123-1003» AEN
nepiéxel katdhoina tns 1o€ikns ouoias «ai@o§uAiwuévn gvvelidopaivoAn» (nonylphenol
ethoxylate) kai o1 npo&iaypagés tou gival andAuta cUPPWVES LE TIS andITNOEIS TOU
Eupwnaikou KavoviopoU «Commission Regulation (EU) 2016/26» kai tns eAANVIKNAS
vopo0eaias.

* To npoidv S1abétel 10 €161k6 CE 0197, and avayvwpiopévo opyavioud niotonoinons.

* Kavéva €idos padievepyol UAIKOU SV XpNOIPONOIEiTal 6TO NPOIGV A TNV KATAOKEURA TOU
npoiovtos.
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