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EU DECLARATION OF CONFORMITY

Manufacturer Aesthetic Group

FR-MF- 000000347

ZA La Gobette

60540 Puiseux le Hauberger
France

Tel:(33) 03 44 74 19 95

E-mail: info@aestheticgroup.fr

Device Irrigating cannulas
(see Annex 1 List of references)
Classification : Class : Is
Rule 2
Non invasive device intended for transient use
Intended Use : Irrigating cannula is dedicated to the washing and irrigating of wounds and

injuries. This cannula is single use.

The basic UDI-DI : 37010688991011NY
Conformity assessment

procedure :

Annex IX: “Conformity assessment based on a quality management system
and on assessment of technical documentation”

Aesthetic Group guarantees and declares, under its sole responsibility, that all devices meet the essential
requirements of MDR Regulation 2017/745 relating to medical devices and that they comply with this same
Regulation.

Notified body DNV PRODUCT ASSURANCE AS
Veritasveien 1, 1363 Hoavik
Norway
Identification number : 2460
Certificate C519284 valid from 17/12/2024 to 16/12/2029
Applied standards see Annex 2 List of applied standards
Common spécifications N/A
Puisseux-le-Hauberger, 20/08/2026
J. BAPTENDIER C.DALLA RIVA
General Manager Regulatory Affairs Manager
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Signé par : 7c2376da-abdc-41cf-87f7-78b2c96b8958 Signé par : Dalla Riva Catherine
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EU DECLARATION OF CONFORMITY
ANNEX 1 List of references for IRRIGATING CANNULAS

REFERENCE DESIGNATION
991011 Irrigating cannula — 18 G x 81Tmm
993440 Irrigating cannula =18 G x 81Tmm
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EU DECLARATION OF CONFORMITY

ANNEX 2 List of applieds standards for IRRIGATING CANNULAS

REFERENCE

TITLE

MDR 2017/745

Medical devices regulation

Sterilization of medical devices - Requirements for medical devices to be designated

EN 556-1

'STERILE' - Part 1: Requirements for terminally sterilized medical devices

Packaging materials and systems for medical devices which are to be sterilized — Part
EN 868-5 5: Heat and self-sealable pouches and reels of paper and plastic film construction —

Requirements and test methods

EN I1SO 10993-1

Biological evaluation of medical devices
Part 1: Guidance on tests selection (French version)

EN ISO 10993-5

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

EN ISO 10993-7

Biological evaluation of medical devices — Part 7: ethylene oxide sterilization residuals.

EN ISO 10993-10

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

EN ISO 10993-11

Biological evaluation of medical devices - Part 9: Framework for identification and
quantification of potential degradation products

EN ISO 10993-12

Biological evaluation of medical devices - Part 12: Sample preparation and reference
materials

EN ISO 10993-17

Biological evaluation of medical devices - Part 17: Establishment of allowable limits for
leachable substances

EN ISO 10993-18

Biological evaluation of medical devices - Part 18: Chemical characterization of medical
device materials within a risk management process

EN ISO 11135

Sterilization Of Health-Care Products - Ethylene Oxide - Requirements For The
Development, Validation And Routine Control Of A Sterilization Process For Medical
Devices

EN ISO 11138-1

Sterilization of health care products — Biological indicators — Part 1: General
requirements

EN ISO 11138-2

Sterilization of health care products - Biological indicators - Part 2: Biological indicators
for ethylene oxide sterilization processes

EN ISO 11607-1

Packaging for terminally sterilized medical devices
Part 1: Requirements for materials, sterile barrier systems and packaging systems

EN ISO 11607-2

Packaging for terminally sterilized medical devices
Part 2: Validation requirements for forming, sealing and assembly processes
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REFERENCE

TITLE

EN ISO 11737-1

Sterilization of medical devices. Microbiological methods. Determination of a
population of microorganisms on products

EN ISO 11737-2

Sterilization of medical devices - Microbiological methods - Part 2: Tests of sterility
performed in the definition, validation and maintenance of a sterilization process

EN ISO 13485

Medical devices — Quality management systems — Requirements for regulatory
purposes

EN ISO 14644-1

Clean rooms and associated controlled environmental — part 1: classification of air
cleanliness

EN ISO 14644-2

Cleanrooms And Associated Controlled Environments - Part 2: Monitoring To Provide
Evidence Of Cleanroom Performance Related To Air Cleanliness By Particle
Concentration

EN ISO 14644-3

Clean rooms and associated controlled environmental — Part 3: test methods

EN ISO 14971

Medical devices - Application of risk management to medical devices

EN ISO 15223-1

Medical devices - Symbols to be used with medical device labels, labelling and
information to be supplied - Part 1: General requirements

EN I1SO 20417 Medical devices - Information to be supplied by the manufacturer

EN 1SO 3166-1 Codes for the representation of names of countries and their subdivisions - Part 1:
Country code

EN ISO 7153-1 Surgical instruments - Materials - Part 1: Metals

EN ISO 7864 Sterile hypodermic needles for single use - Requirements and test methods

EN 1SO 80369-1

Small bore connectors for liquids and gases in healthcare applications
Part 1: General requirements

EN ISO 80369-7

Small-bore connectors for liquids and gases in healthcare applications - Part 7:
Connectors for intravascular or hypodermic applications

EN ISO 80369-20

Small-bore connectors for liquids and gases in healthcare applications - Part 20:
Common test methods

EN ISO 9626

Tubes of stainless steel needles for the manufacture of medical equipment

EN/IEC 62366-1

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

ISO 15510 Stainless steels - Chemical composition

ISO 19227 Implants for surgery — Cleanliness of orthopedic implants — General requirements
Sampling procedures for inspection by attributes

ISO 2859-1 Part 1: Sampling procedures for inspection by consignment, indexed by acceptable
quality level (AQL)

ISO 8601-1 Date and time - Representations for information exchange - Part 1: Basic rules
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NF EN 10088-1 Stainless steels - Part 1: list of stainless steels

NF EN 17141 Clean rooms and related controlled environments - Control of biocontamination

ASTM D7386 Standard Practice for Performance Testing of Packages for Single Parcel Delivery
Systems

ASTM E1929 Standarc? Test Method For Detecting Seal Leaks In Porous Medical Packaging By Dye
Penetration

ASTM F1980 Accelerated Aging of Sterile Barrier Systems for Medical Devices

ASTM E3127 Stam.:Iard Gu.|de for Validating Cleaning Processes Used During the Manufacture of
Medical Devices

ASTM F88/F88M Standard Test Method for Seal Strength of Flexible Barrier Materials




