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= DECLARATION OF CONFORMITY =
= =
=2t Regarding In Vitro Diagnostic Directive (98/79/EC) =
':’:: Manufacturer: Hangzhou Tongzhou Biotechnology Co., Ltd. ==
= 7=
g:‘iz Address: No. 1 Ninghong Road, Donghu Street, Linping District, Hangzhou, _\{3.2
= Zhejiang 311199, P.R.China. =
B2 =
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= =
2E EC Representative: CMC Medical Devices & Drugs S.L. =
o= Address: C/Horacio Lengo Ne 18 =
= , . =
= CP 29006, Malaga-Spain f:z
2o
. . : AN
Product Name: Legionella pneumophila Rapid Test ==
| <
Y \Y /]
Al Classification: Other Y
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== Conformity Assessment _ . S )
=% Annex Il of In Vitro Diagnostic Directive (98/79/EC) e
B Procedure: ==
== CE N/REF: PS/IRPS/2074/2022 #e=)
o2 We herewith declare that the above-mentioned products meet the requirements of In Vitro :F.EE
o= Diagnostic Directive (98/79/EC) and the following harmonized standards. =
’:53 EN 1SO13485:2016, EN 1SO14971:2019, EN 13975:2003, EN ISO 18113-1:2022, EN ISO E.:bi;.
B =
_53;; 18113-2:2022, EN 13612:2002/AC:2002, EN ISO 17511:2003, EN 1S023640:2015, EN o=y
== 13641:2002, EN ISO 15223-1:2021 )
(o ¥
=22 Signature: STEVE Shao Place, Date of First Issue of DOC: in =
= o edmology (0, Ad Hangzhou on 25/05/2022 =
Seoghon S LK =
=20 N sition:Steve Shao / General Manage Date of Issue of DOC on 15/09/2026 L]
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