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Applicant:

address:

Manufacturer:

Review goal:

Product:

Model(s):

Product trademark:
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classification:

Technical
Documentation:
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S/N: 003940

No.: ICR Polska/DR/HS221134

JIANGYIN BINJIANG MEDICAL EQUIPMENT CO.LTD
NO.38, YUNGU ROAD, CHANGSHOU TOWN, JIANGYIN CITY, CHINA

JIANGYIN BINJIANG MEDICAL EQUIPMENT CO. LTD
NO.38, YUNGU ROAD, CHANGSHOU TOWN, JIANGYIN CITY, CHINA

Verification of the presence of Technical Documentation compatible with the Medical
Devices Regulation (EU) 2017/745 Annexes Il & Il

Autoclave
see page 2/2

n/a

Class | (Not Sterile according to the Manufacturer's declaration — does not require the
participation of a NB)

SF-01TCF
prepared by JJANGYIN BINJIANG MEDICAL EQUIPMENT CO.,LTD

23.11.2022
22.11.2027

e This document was issued voluntarily and at the request of the applicant.

e The above-mentioned Technical Documentation provided to us by the applicant is compatibile in terms of the
general requirements for the documentation of this type of product, but its scope of review is not equivalent to
Notified Body assessment and such shall be carried independently.

e The manufacturer is responsible for the CE marking process and is not exempt from carrying out all necessary

activities related to the legal compliance.

ICR Polska Co. Ltd.
www.icrpolska.com
icrpolska@icrga.com page 1/2 Edition: 1.1.A of 16.07.2021

Director: Rafat Kalinowski
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Product: Autoclave

Model(s): YX-12LM, YX-18LM, YX-24LM, YX-18LD, YX-24LD, YX-18LDJ, YX-24LDJ,

YX-18LDD, YX-24LDD, YX-12HM, YX-18HM, YX-24HM, YX-18HD, YX-24HD,
YX-18HDJ, YX-24HDJ, YX-18HDD, YX-24HDD

LS-35L), LS-50LJ, LS-75LJ, LS-100LJ, LS-120LJ, LS-150LJ, LS-35LD, LS-50LD,
LS-75LD, LS-100LD, LS-120LD, LS-150LD, LS-35HJ, LS-50HJ, LS-75HJ, LS-100H),
LS-28HD, LS-35HD, LS-50HD, LS-75HD, LS-100HD, LS-35HG, LS-50HG, LS-75HG,
LS-100HG, LS-35HV, LS-50HV, LS-75HV, LS-100HV, LS-60SV, LS-80SV, LS-100SV,
LS-120SV

TM-T24), TM-T24D, TM-XB20J, TM-XB24J, TM-XB20D, TM-XB24D, TM-XD35J,
TM-XD50J, TM-XD20D, TM-XD24D, TM-XD35D, TM-XD50D

WS-500YDA, WS-500YDB, WS-500YDC, WS-500YDD, WS-400YDA, WS-400YDB,
WS-400YDC, WS-400YDD, WS-280YDA, WS-280YDB, WS-280YDC, WS-280YDD,
WS-200YDA, WS-200YDB, WS-200YDC, WS-200YDD, WS-150YDA, WS-150YDB,
WS-150YDC, WS-150YDD, WS-90YDB, WS-100YV, WS-150YV, WS-200VYV,
WS-300YV,

WG-0.25JDF, WG-0.25JSF, WG-0.36JDF, WG-0.36JSF, WG-0.6JDF, WG-0.6JSF,
WG-0.25JD, WG-0.25JS, WG-0.36JD, WG-0.36JS, WG-0.6JD, WG-0.6JS, WG-0.8JD,
WG-0.8JS, WG-1.0JD, WG-1.0JS, WG-1.2)D, WG-1.2JS, WG-1.5]D, WG-1.5JS,
WG-1.5PD, WG-1.5PS, WG-2.0JS, WG-2.0JD, WG-2.0PD, WG-2.0PS, WG-2.5JS,
WG-2.5)D, WG-2.5PD, WG-2.5PS
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Review output:
e This document was issued voluntarily and at the request of the applicant.

e The above-mentioned Technical Documentation provided to us by the applicant is compatibile in terms of the
general requirements for the documentation of this type of product, but its scope of review is not equivalent to
Notified Body assessment and such shall be carried independently.

e The manufacturer is responsible for the CE marking process and is not exempt from carrying out all necessary

activities related to the legal compliance.
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