This is to certify that the quality management system of
EASYSEAL MEDICAL TECHNOLOGY CO.,LTD.
Uniform Code of Social Credit:91370308556745059

: 150 METERS SOUTH EAST, DING ZHUANG ROAD DEVELOPVENT ZONE AND NORTH ROAD INTERSECTION, HIGH TECH ZONE, ZIBO, SHANDONG
:150 METERS SOUTH EAST, DING ZHUANG ROAD DEVELOPMENT ZONE AND NORTH ROAD INTERSECTION, HIGH TECH ZONE, ZIBO, SHANDONG

~ Which is in conformity with
19001-2016/1S09001:2015

-ertificate covers the following scope of

les of medical devuxs thhm the scope of licensing; Des:gq,@s;ﬁixctlon and sale of medical sealing machines
and medical msulg s
Zé’k“i"’”

This certificate will not remain valid unless and until the certified customers accepts at least once surveillance
audit annually within the validity period of the certificate and the surveillance audit conforming mark is affixed
to the designated place on the certificate.Please login into www.zrxbj.com for this certificate's validity status.

Issue Date: (7. 10. 2019 Expiration Date: (7. 09. 2022
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CERTIFICATE

ATTESTATION CERTIFICATE
OF MACHINERY AND ELECTROMAGNETIC
COMPATIBILITY AND LOW VOLTAGE DIRECTIVES

Technical file of the company mentioned below has been inspected and audit has been
completed successfully.
2006/42/EC lMochinery Directive 2014f30/EU Bectromagnefic Compafibility Direcfive

and 2014/35/EU Low Veoliage Drecfives have been taken as references for these processes
Company Marme . Easyseal Medical Technology Co., Lid.

Company Address : Bast of the Cross of Luxin Road and Dingzhuang Road, High-tech
District, Tibe, Shandong, Ching

Related Directives and Annex : 2004/42/EC Machinery Direclive
2014/35/EU Low Voltoge Directive
2014/30/EU Electromagnetic Compafibility Directive

Related Standards : EM 15O 12100:2010, EN 60204-1:2018, EN 41000-6-3:2007
EN 61000-6-1:2007, EM 41000-3-2:-2014, EN £1000-3-3:2013

Praduct Name : Heat Sealer

Report Mo and Date T NIU-CEZ272A07 16764

Product Brandfl.lodel/Type  : EFOXY(K=0-9;¥=0-F)\EFOXY[X=0-F:¥=0-9)-[A\B):
EF 1Y | K=0-9-¥=0-%]-[z\ab):
EF XY [ ¥=0-;¥=0-F] EFZXY [K=0-7-Y=0-7)-[ A} B):
EF3X Y[ ¥=0-9:¥=0-9]\ EF2 %Y [X=0-9:-Y=0-9}-{A\B}:
EF&XY[¥=0-9:¥=0-9]\ EF& XY [K=0-9-Y=0-9)-[ A\ B):
EEEX Y[ K=0-9:7=0-9] EFBXY [X=0-9:¥=0- }-[A\B); [a=A-T:b=A-T]

Cerificate Humber CML2019.206.C2830
Initicl Assessment Date 17.079.201%
Registration Dafte - 18.09.201%
Reissue Datef/Mo D -
Expiry Date - 17.09.2024 and Trade Inc. Co.
The wolicity of e carficole oon be checked  mough wesvudemuoomr. The CF marc shown an ihe dght
oon only be used under the regoondilily of fhe monulochuner wifh fhe complefion of BC Dwedonafion of ¥
Confority or ol e reievont DiFeciees. This cerficote nemaing the: property of LDEM infemofiondl Cerficoion e
Auciiing Toining Ceniee Incusiry and Trode Inc. Co 1o whom i must be refumed upon request. The obove ﬂ
.

named i must keep o copy of this cerfioone for |5 years bom ihe segisiolion of carfficole. This corilicoie
anly cowers the procucts) siofed obove ond UDERM must be noficediin cose-of ony chonges on ihe product{s)

Address: [hutlukent | lohales 2073 Sokak [Eski 73 Sokok] No:10 Gaonkoya - Ankaro - TUBKEY U D E M
Phone: +90 0312 443 0390 Fax- +P0031244302 74
E-muil: info@wdemfd.comir vanv.udem.comdr
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“MEDICAL DEVICE QUALITY
MANAGEMENT SYSTEM CERTIFICATE

CertificationNo. 117 21 QOM 0059 ROS
Thisis to cenify that Easyseal Medical Technology Co., Ltd
Unified social credit code  91370303556745059X

Location No. 6199, Qjhuan Road, High-tech District, Zibo, Shandong

has been assessed and registered ns meeting the requirements of
1SO13485:2016

Scope of approval Production of Medical Sealing Machine, Seal Strength Tester,

First  Certification: 25 Mar. 2021
Expiry Date: 24 Mar. 2024

Signed by:

Stanghai ingeer Corticatin Assessiment Co Lid.  [a) okt @

Ceslicaton ad Acsudtion Adewestaton of PRCCNCAR0IS 117 4! #:
Teh 400-502 B001/+H6 21-51 144700

Wit www et ong cn

Add: Room 801 HuDiny Maosn, 23688 West Zhongahun Ry, A
Xumed Do, Tranghor, Chna, JON235 e Talowiontdt  SondioelenA®  Sariaien st

The W of the ingewr Go., L. The inturmation & valitatoe af fhi

oommm mnN“QMMAMMMBWONMWManIW Ihmmbcpl
certificals m cetly valid when wsed logather with reisted permuts when i the org €ant affsctivety martain the
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