Appendix A Declaration of Conformity(Control No.: HR0601-01-V2.0)

Declaration of Conformity
0123
Manufacturer: RESVENT Medical Technology Co., Ltd.
Room-602, Building B&C, Gaoxingi Industrial Park,

Liuxian NO.1 Road, XingDong community, Bao'an, 518100
ShenZhen,PEOPLE'S REPUBLIC OF CHINA

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestrafle 80,20537 Hamburg, Germany
Product: PAP System (Including Accessories)
Model: iBreeze 20C. iBreeze 20C Pro. iBreeze 20A . iBreeze 20A Pro,

iBreeze 25S. iBreeze 25A. iBreeze 25A Pro. iBreeze 25S8T.

iBreeze 25STA . iBreeze 25STA Pro. iBreeze 30ST. iBreeze

30STA. iBreeze 30STA Pro. iBreeze Tech. iBreeze F20C Pro.

iBreeze F20A Pro. iBreeze F20A
UMDNS Code 11001 e
Classification: Ila (According to Rule 11 of MDD Annex IX) f & A\‘ “"' '“ 5 «j- ?,!‘\
Conformlty Assessment Route: MDD Annex Mexcluding (4) 7

> 4

supporting documentations are retained under the premises of the manufacturer. Res{?ﬁﬂs-v-'”
exclusively responsible for DoC.,

Standards Applied:

List of (harmonized) standards for which documented evidence for compliance can be provided as
attachment.

EC Certificate No. G1096632 0011 Rev.00

Valid until 2021-11-15

Notified Body: TUV SUD Product Service GmbH
Ridlerstrafie 65
80339 Milnchen, Germany

Notified Rody No.: 0123
Start of CE-Marking: March 31, 2017

Place, Date of Issue: Shenzhen
Signature: 20 W, 0 3 (o
Name of Authorized Signatory: \glr Tang Hao

Position Held in Company: Regulatory Manager




Applied Standards List

Product

Model

Applied Standards:

ENISO 14971:2012

EN60601-1:2006/A1:2013

EN 60601-1-2:2015
IEC 60601-1-2:2014

1SO80601-2-70:2015

EN ISO 17510-2:2009

EN ISO 8185:2009

ISO 5356-1-2015

IEC 60601-1-6 Edition 3.1
2013-10

IEC 60601-1-11:2015

IEC 62304-2015

EN 62366:2008

PAP System

iBreeze 20C. iBreeze 20C Pro. iBreeze 20A . iBreeze 20A Pro. iBreeze
25S. iBreeze 25A . iBreeze 25A Pro. iBreeze 25ST. iBreeze 25STA.
iBreeze 258TA Pro. iBreeze 30ST. iBreeze 30STA. iBreeze 30STA
Pro. iBreeze Tech. iBreeze F20C Pro. iBreeze F20A Pro. iBreeze F20A

Medical devices - Application of risk management to medical
devices
Medical electrical equipment - Part 1: General requirements for
basic safety and essential performance
Medical electrical equipment - Part 1-2: General requirements for
basic safety and essential performance - Collateral standard:
Electromagnetic compatibility - Requirements and tests

edical eiectrical equipment-Part 2-70: Particular requiremenis for
basic safety and essential performance of Sleep apnoea breathing
therapy equipment
Sleep apnoea breathing therapy - Part 2: Masks and ap'plic'at'idq
accessories T4
Respiratory tract humidifiers for medical use - Particular
requirements for respiratory humidification systems: 2,
Anaesthetic and respiratory equipment - conical conne::-:tcirs: part 1:
cones and sockets. -
Medical electrical equipment - Part 1-6; General requirements for
basic safety and essential performance - Collateral standard:
Usability
Medical electrical equipment - Part 1-11: General requirements for
basic safety and essential performance - Collateral standard:
Requirements for medical electrical equipment and medical

electrical systems used in the home healthcare environment
Medical device software - Software life-cycle processes

Medical devices - Application of usability engineering to medical

devices




EN 1041:2008

ENISO 15223-1:2016

ENISO
10993-1:2009/AC:2010

ENISO 10993-5:2009

ISO 10993-10:2010

Information supplied by the manufacturer with medical devices
Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied

Biological evaluation of medical devices - Part 1: Evaluation and
testing within a risk management process

Biological evaluation of medical devices - Part 5: Tests for in vitro
cytotoxicity
Biological evaluation of medical de{

and skin sensitization \
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resvent

Hupexropy VII «LleHTp 3KkcnepTus
Y UCIIBITAaHUH B 3ApaBOOXPAHEHHI

3asBiieHue

Ilpomry 3akirO4MTL JOroBOp Ha IpOBEAEHHE MEPBUYHOU IKCIIEPTH3HI
JOKYMEHTOB Ha CIEAYIOIIYI0 MEAULUHCKYIO TEXHHUKY:

- Cucrema 1 OBYx(a3HON BEHTHIIALUU JIETKMX C IOJIOXUTENbHBIM
JaBJIcHHEM B JbIXaTeNbHbIX MyTsaxX iBreeze BPAP System: 25S, 25A, 25A Pro,
258T, 25STA, 25STA Pro, 30ST, 30STA, 30STA Pro, Tech;

- CucreMa Ui BEHTWISIIMU JIETKWX C IIOJIOKHTENILHBIM [aBJIEHHEM B
nbixatensHbIX My Tsax iBreeze CPAP System: 20C, 20C Pro, 20A, 20A Pro;
npousBozactsa Resvent Medical Technology Co., Ltd. (Kutaif).

Bamrora mnarexa: EBpo.

C yBaxeHHeM,

Ysen npaBaeHus «Aldarinvest» OU [ =
(Ha ocHoBaHMH JoBepeHHOCTH OT 33.04.2020) 4
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Resvent Medical Technology Co., Ltd

Add : 602, Building B&C Gaoxingi Industrial Park phase |,
Liuxian NO.1 Road, Baoan, Shenzhen, 518100, P.R. China
Fax : +86-755-23027370

Tel : +86-755-23027370

www.resvent.com



