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Certificate CN20/42124

The management system of

CARER Medical Technology
Co., LTD.

No. G,\Yuping Road, High-Tech Zone,
Suzhou City, Jiangsu Province, 215000, P.R. China

has been assessed and cerfified as meeting the requirements of

ISO 13485:2016
EN ISO 13485:2016

For the following activities

Design and Manufacture of Medical Oxygen Concentrator
and Compression Nebulizer

This certificate is valid from 20 June 2020 until 19 June 2023
and remains valid subject to satisfactory surveillance audits.
Re certification audit due before 29 May 2023

Issue 1. Certified since 20 June 2020

Authonsed by

SGS United Kingdom Ltd
Rossmore Business Park - Ellesmere Port  Cheshire CHBS5 3EN UK
t +44 (0)151 350-6666 f+44 (0)151 350-6600 www sas com

HC SGS 13485 2016 0118
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EC Certificate Fuli Quality Assurance System: Certificate CN21/968398

The management system of

CARER Medical Technology
Co., LTD.

No. 6, Yuping Road, High-Tech Zone,
Suzhou City, Jiangsu Province, 215000, P.R. China
has been assessed and cerlified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex li {excluding Section 4)

For the following products

Medical Oxygen Concentrator
Model:CR-F5SW, CR-F3W, CR-P3W, CR-P5W

Where the above scope includes class Il medical device(s), a valid EC Design Examination
Certificate according fo Annex Il {Section 4) is a mandatory requirement for each device in
addition to this cestificate to place that device on the market.

This gertificate is valid from 15 April 2021 until 24 May 2024
and remains valid subject to satisfactory surveillance audits.
Issue 1. Certified since 15 April 2021.

Cedification is based on reports numbered CN/SZH 10920

Authorised by

MM—

A

Global Medical Devices Head of Nolified Body

SGS Belgium NV, Notified Body 1639

SGS House Noorderlaan 87 2030 Antwerp Belgium
t+32 {0)3 545-48-48 { +32 (0)3 545-48-49 www.sgs.com

LPMDS007 - Cartificats CE1838 Annex 1I-4_EN rev. 02
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kability, ification and jurisdicional i ¢ therain, The
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ox falsification of the contant or appearanca of this document is uniawéul and
offenders may ba prosecuted io the fullsst sxtent of the law.




CARERT

New upgrade
Intelligent oxygen

P Series Medical Oxygen Concentrator

New
upgrade



CARERT

Medical Oxygen Concentrator

CR-P3W

e Super HD large screen
Intelligent adjustment of brightness

e Low noise operation
Have a quiet time inhaling oxygen

e Filter replacement

CARERT Intelligent reminder

® One cameradualuse
Oxygen/Atomization

® \Voice operation prompt

Powersupply  AC220Vx22V 50HzE1Hz Oxygen flow rate 0.5-3L/min
Power 300VA Oxygen concentration  93%=x3%
Noise 42dB(A)* Dimensions 33x34x53cm
Net weight 14.8kg Package size 42x40x61cm

*CARER's lab test data may vary from product to product.

CARER Medical Technology Co., Ltd.

Add.: No. 6 Yuping Road, High-tech Zone, Suzhou, Jiangsu, China. ~ Preduction license No.: SSYJXSCX No. 20190086
Tel.: +86-512-6680 1111 Registration Certificate No./Technical Specification No .: SXZZ 20192080666
After-sale service hotline: +86-400 8765 615 Registrant/Production Dept./After-sales service unit: CARER Medical Technology Co., Ltd.

Website: www.carertec.com Domicile/Production address: No. 6 Yuping Road, High-tech Zone, Suzhou, Jiangsu, China.
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New upgrade
Intelligent oxygen

P Series Medical Oxygen Concentrator
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CARERT

Medical Oxygen Concentrator

CR-P5SW

e Super HD large screen
Intelligent adjustment of brightness

e Low noise operation
Have a quiet time inhaling oxygen

e Filter replacement
CARERF Intelligent reminder

® One cameradualuse
Oxygen/Atomization

A -

® \Voice operation prompt

Powersupply  AC220Vx22V 50Hzx1HZ Oxygen flow rate 0.5-5L/min
Power 450VA Oxygen concentration  93% 3%
Noise 45dB(A)* Dimensions 33x34x53cm
Net weight 16.6kg Package size 42x40x61cm

*CARER's lab test data may vary from product to product.

CARER Medical Technology Co., Ltd.

Add.: No. 6 Yuping Road, High-tech Zone, Suzhou, Jiangsu, China. ~ Preduction license No.: SSYJXSCX No. 20190086
Tel.: +86-512-6680 1111 Registration Certificate No./Technical Specification No .: SXZZ 20192080666
After-sale service hotline: +86-400 8765 615 Registrant/Production Dept./After-sales service unit: CARER Medical Technology Co., Ltd.

Website: www.carertec.com Domicile/Production address: No. 6 Yuping Road, High-tech Zone, Suzhou, Jiangsu, China.




	营业执照副本-盖章版
	医疗器械生产许可证＜500K
	医疗器械生产许可证-产品登记表
	制氧机注册证
	柯尔13485 EN
	制氧机CE证书
	CR-P3W(1)
	制氧机海报P3系列-英文单页01
	制氧机海报P3系列-英文单页02

	CR-P5W(2)
	制氧机海报P系列-英文单页01
	制氧机海报P系列-英文单页02


