Verification of Compliance

No. EC.1282.0A140311.WHHO0789

™

— B8]

Certificate’s Holder:  ZENITH LAB{JIANGSU)CO.,LTD

MNo.12, Hongshan Road Jincheng Industrial Area,
lintan Jiangsu,China

— Certificat - =9 A

Product: STEAM STERILIZERS

Model(s): LDZX-40(50 75 100 150)B BD EF'%
DGL-30(35 40 50 60 75 80 1 % G2
DGS-280(A B C A+ B+ C+}BSC Bl2C,Bl6
B12C,B23C,BAC-V,B18C-V,B23C-V,B45C-V

Directives: 93/42/EEC Medical devices

Standards: EM 13060:2014 EN 61010-1:2010

EM 60601-1-2:2015  EN IS0 14971:2012

Remark: This Verification of Compliance has been issued on a voluntary basis, ECM confirms that a
Technical Construction File (TCF) is existent for the above lsted product(s). The TCF salistactorily
covers the essential requiramants of the above Ested Directive(s).

Othar relevant Directives have to be observed in case they are applicable

This Document is only valid for the equipment and configuration described and in conjunction with the
TCF detailed above. Whereas the Manufacturer is responsible of the cedification of the product{s) and
not exempted to paform all the necessary activities before placing the product(s) on the market.

The Manufacturer k5 also responsible of the internal production contrel to ensure the product(s) are in
complEnce with the essential requiraments of the above mentioned Directive(s).

This carificate can be checked for validity at wew. entecerma.it
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Date of Esue MARCH 2016

Expiry date MARCH 2024

Cartification Chiaf Managar

Digitally signed by Perminov Andrei
Date: 2022.07.18 12:02:44 EEST
Reason: MoldSign Signature
Location: Moldova

Ente Certificazione Macchine Srl
Via Mincio, 388/a = 41058 Savignano s./P. (MO - ITALY
W +30 059 TE3T36 - +39 000 TEE308 & +30 058 761838 1] info@entecerma.it & www.entecarma.it
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