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en - The following should be thoroughly read before use.

IMPORTANT NOTES

This document is designed to provide instructions on how this product/s is used. It is not a reference to clinical techniques and does
not replace local or national guidance or protocols.

INTENDED USER
This product should only be used by suitably trained healthcare professionals within a healthcare establishment.

INTENDED PURPOSE
A device to be used in conjunction with a vacuum system to facilitate the evacuation of bodily fluids and foetal tissue.

INDICATIONS FOR USE
The collection sets are designed for use in surgical vacuum aspiration termination of pregnancy procedures.

PRODUCT CHARACTERISTICS
Available in standard 10mm internal diameter with Male and Female connections. The Purple Surgical Collection Sets are high
vacuum, sterile tubing with a swivel handle for connection to sterile Curettes.

HOW SUPPLIED
Supplied in Non-sterile format to a Kit packer, for ste!

sation as part of a kit prior to market release to intended user.

SHELF LIFE
Use by date as denoted on labelling in format YYYY-MM

INDICATIONS FOR STERILISATION PROCESSING
The device performances have been qualified as suitable with considerati

=N

n to the following methods and limitations, o

— Ethylene Oxide Sterilisation - Maximum Temperature of 59°C and Minimum Pressure of 50mBarA

OTHER DEVICES REQUIRED FOR USE AND INTEROPERABILITY REQUIREMENTS
The Collection Sets can be connected to the Purple Surgical Safe Term Canister and the Purple Surgical Specimen Cup.
The distal end of the Collection Set tubing incorporates a swivel handle for tapered push fit connection to Curette devices.

CONTRAINDICATIONS
The devices are for suction aspiration purposes only. They are not intended, nor qua
patient.

PRECAUTIONS / WARNINGS / RESIDUAL RISKS
Ensure you have selected the relevant connector so that the correct fit can be achieved with the vacuum device.

POSSIBLE ADVERSE REACTIONS
None apply.

d, for delivery of any substance to the

SINGLE USE PRECAUTION

These device(s) are designed and sold for
Re-processing and/or re-ste
following complications:

gle patient use only.
ation is not permitted. The effects of unauthorised reprocessing or re-ste

sation can resultin the

1. Infection due to cross contamina

n as a result of ineffective re-processing/re-ste
2. Mechanical fatigue and performance failure, due to the effects of the re-processing / re-sterilisation method.

ation.

DIRECTIONS FOR USE
1. Prior to use inspect the product to ensure no damage, if damaged the product should be

carded.
2. Ensure you have selected the relevant connector so that the correct fit can be achieved with the vacuum device.

3. If the Collection Set is being used with the Purple Surgical Safe Term Canister and the Purple Surgical Specimen Cup, ensure you
use the Female connector and attach this to the vacuum port once you have removed the cap.

4. Select the required Curette and connect it to the swivel handle ensuring a secure
5. A vacuum control slide is present on the swivel handle for in use aspiration control.

DISPOSAL
This product is to be disposed of as controlled medical waste according to national guidelines.

SERIOUS INCIDENT REPORTING
Any serious incident that has occurred in relation to the device should be reported to the manufacturer and the competent
authority of the Member State in which the user and/or patient is established.
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