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Declaration of Conformity

EEZCARE MEDICAL CORPORATION
No. 3-1, Minquan St. Tucheng Dist,

23679 New Taipei City,

TAIWAN
DECLARATION OF CONFORMITY
I, Terry Tu hereby declare that the below mentioned medical device-

	Name of medical device FAMILY/GROUP/SYSTEM:
	DVT Pump

	Proposed grouping for medical device
	FAMILY

	No.
	Name of Medical Device
	Identifier
	Brief Description of Item

	1
	Lymphedema Pump
	EzLymph
	Compression device to relief the discomfort of lymphedema

	2
	Lymphedema Pump
	EzLymph M
	Compression device to relief the discomfort of lymphedema

	3
	Full Arm Garment S
	G2100001
	Four Chamber /Gradient Garment

	4
	Full Arm Garment M
	G2100002
	Four Chamber /Gradient Garment

	5
	Full Arm Insert M
	G2100003
	Full Arm Insert - Size M

	6
	Full Arm Insert S
	G2100004
	Full Arm Insert - Size S

	7
	Full Arm Garment S
	G2100005
	Single Chamber Garment

	8
	Full Arm Garment M
	G2100006
	Single Chamber Garment

	9
	Full Arm Garment S
	G2100007
	Four Chamber /Independent Garment

	10
	Full Arm Garment M
	G2100008
	Four Chamber /Independent Garment

	11
	Half Leg Garment
	G2300001
	Four Chamber /Gradient Garment

	12
	Half Leg Insert
	G2300002
	Half Leg Insert

	13
	Full Leg Garment S
	G2300003
	Four Chamber /Gradient Garment

	14
	Full Leg Garment M
	G2300004
	Four Chamber /Gradient Garment

	15
	Full Leg Garment L
	G2300005
	Four Chamber /Gradient Garment

	16
	Full Leg Insert S
	G2300006
	Full Leg Insert - Size S

	17
	Full Leg Insert M
	G2300007
	Full Leg Insert - Size M

	18
	Full Leg Insert L
	G2300008
	Full Leg Insert - Size L

	19
	Half Leg Garment
	G2300009
	Single Chamber Garment

	20
	Full Leg Garment S
	G2300010
	Single Chamber Garment

	21
	Full Leg Garment M
	G2300011
	Single Chamber Garment

	22
	Full Leg Garment L
	G2300012
	Single Chamber Garment

	23
	Half Leg Garment
	G2300013
	Four Chamber /Independent Garment

	24
	Full Leg Garment S
	G2300014
	Four Chamber /Independent Garment

	25
	Full Leg Garment M
	G2300015
	Four Chamber /Independent Garment

	26
	Full Leg Garment L
	G2300016
	Four Chamber /Independent Garment


(i) complies with all the requirements under the Act;

(ii) has been classified according to the classification rules as specified in First Schedule on Rules of Classification of Medical Device; and

(iii) conforms to requirements specified in APPENDIX 1 of Third Schedule on Essential Principles for Safety and Performance of Medical Devices under Medical Devices Regulations 2012.

(A)
Particulars of Medical Device
Generic name
: Lymphedema Pump
Specified name : Lymphedema Pump
Brand/model
: EzLymph / EzLymph M
Manufacturer
: Eezcare Medical Corporation
Country of origin : Taiwan
Manufacturing site: 
Site 1:  No.3-1, Minquan St., Tucheng Dist., New Taipei City 23679,  Taiwan
Site 2: No.2, Ln. 262, Sec. 3, Zhongyang Rd., Tucheng Dist., New Taipei City 23680, Taiwan

Risk-based classification:  B

Classification rule:  Rule 9 (i)
(Note: according to First Schedule on Rules of Classification of Medical Device)
GMDN code: 10969, Intermittent venous compression system.
Medical device registration number or any approval code:

1.
EU Certificate
: TUV SUD Product Service GmbH
Certificate No
: G1 001526 0002 Rev. 01
(B)
Quality Management System Certificate (“QMS”)
Conformity Assessment Body issuing the certificate: TUV SUD Product Service GmbH
Certificate number
: Q5 001526 0001 Rev. 01
Issuance date

: 09 March 2020
Expiry date

: 15 September 2022
Note:

i) For Class B, Class C and Class D medical devices, declaration of conformity to either of the following QMS standards is mandatory:

(a) MS ISO 13485; or

(b) Other quality management system standard recognized by the Medical Device Authority.

ii) For Class A medical devices that are not manufactured under either of the above-mentioned quality management system standards, certification obtained for alternative quality management system standards shall be listed in this section, if applicable.
iii) For Class A medical devices with measuring function, conformity assessment certificate and calibration and metrology report, issue date, expiry date, calibration should be provided.
iv) For Class A medical devices with sterilization, validation report and conformity assessment certificate number, issue date, expiry date should be provided.
(C) Standards Applied
· EN 60601-1:2006/A1:2013( IEC 60601-1:2005/A1:2012 )

Medical electrical equipment - Part 1: General requirement for basic safety and essential performance.
· EN 60601-1-2:2015(IEC 60601-1-2:2014)

Medical electrical equipment - Part 1-2: General requirement for basic safety and essential performance-Collateral standard: Electromagnetic compatibility-Requirements and tests
· - EN 60601-1-11:2015

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
· EN ISO 14971:2012

Medical Devices-Application of risk management to medical devices

· EN ISO 15223-1:2016

Medical devices-symbols to be used with medical device labels, labeling and information to be supplied, Part 1: General requirement.

· EN 1041:2008 +A1:2013
Information supplied by the manufacturer with the medical devices

· EN 62366:2008

Medical devices – Part 1: Application of usability engineering to medical devices

· EN ISO 10993-1: 2009 

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

· EN  ISO 10993-5：2009

Biological evaluation of medical devices –Part 5: Tests for in vitro cytotoxicity

· ISO 10993-10：2010

Biological evaluation of medical devices - Part 10: Tests for irritation and skin sensitization 

· EN  ISO 13485:2016/AC2016(ISO 13485:2016)

Medical device-Quality management systems-Requirements for regulatory purposes
I am fully responsible with all the information provided in this declaration. This declaration of conformity is valid from Dec. 31 2020 date DOC is signed 
I fully understand and acknowledge that it is an offence under Section 76 of the Medical Device Act 2012 [Act 737] to make, sign or furnish any declaration, certificate or other document which is untrue, inaccurate or misleading.

Authorized Signatory:
Name: Terry Tu
Position: General Manager


Date: Dec. 31. 2020
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