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Docun9ent No.」 T100-D()C-01EC:〕 ec:arat:on of Conforrn:ty

「
orthe fo!｜ ow:ng equiprnent:

丁yson Bio JT100 B!ood G｜ ucose MOnitoring Systern

(Pr。 duct Name)

Tyson B:o」 T100B:ood G!ucose Meter

Tyson B:o」 T100B!ood G:ucose Monitoring Systern

Tyson Bio」 T100B:ood G:ucose Test Str:ps

Tyson B:o」 T10。 Contro!So!ution

(M。 de!,Des:gnation｝

Device C!assification:Annex︳ :LiSt B

｜s herewith confirmed to comp!y vvith the requ:rements set outin the｛ Counci｜ Directive｜on the harrnlonizat:on ofthe

LaWs ofthe Member States concern:ng｜ n一Vitro D:agnostic Med:ca｜ Device一 !VD D:rectiVe｛ 98/79/EC｝

丁he fo｜ ｜owing standards were app!!ed:
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2.Product Re:ated Standard                      ｜EN︳ S。 15199:2015

3.Risk Management EN!SC9 14991:2012

4.Safety
EN:61。 10-1:2010,︳ EC 61010-2-1。 1:2015,

EN!61010-2-101:2019,!EC 60068-2-64:2008

5.E!ectromagnet:c corn 61326-1:2013,E:N｜ 61326-2-6:2013

6.Traceabi! ofthe ca!ibration :日 N!︳SC9 19511:2003

9.Stab:::ty :EN｜ !SC)23640:2015

8.Perform!ance

9.Labe::ng． o｜f med:ca:dev:ces

10.:nfo｜rmat:on supp::ed manufacturer w:th:n-vitro
d:agnost:cs rned:ca｜ dev:ces for se:f一 test:ng

11.!nfo｜ rrnat:on supp::ed n9anufacturer w:th in-vitro
diagnost:cs n9edica:dev:ces了 o．r profess:ona:use

12.So于 tware va::dation

13.usabi!ity

EN 13612:20。 2

E!N｜ !SC9 15223-1:2。16

E｜N!SC9 18113-1:2011,EN
E!N｜ !SC9 18113-5:2011

︳SC9 18113-4:20ii

=N︳
SC9 18113-2:2011,EN︳ SC)18113-3:2011

EN 62304:20。 6

EN 62366:2008

And a:so Annexes︳ ︳and︳V ofthe︳n-V:tro!D:agnost:c Medica!DeVice D:rect:ve

Comp::ance ofthe designated product w:th the D:rect:ve 98/99/EC has been assessed and certified by the Not:f:ed

Body:

Eurof:ns Expert Serv:ces(D｝ y｛NOt:fied Body no.0539｝

(C。mpany Name｝

K:vim:ehent:e4,「 !-0215。 ESP。
。
,「 !NLAND

(C。 mpany AddreSs)

The Authorized Representat:ve｛ EC REP｝ :s:

Med:ca:Device Safety Service GmbH｛ MDSS｝

(C。mpany Name)

Sch:1:graben 41,D-3。 195 HannoVer,Germany

(C。 mpany Address)

Person respons:b:e fo｜ r rnaking th:s dec!arat:on:

TySon B:oresearch,!nc.

(Manufacturer Name)

5「.,No.16,18,20,22,Kedong 3rd Rd.,Zhunan﹁ ovvnsh:p,M:ao!i County 35053,Ta:vvan

(PIace,Manufacture Address｝
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