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To be used only under the direction of a physician « Non-Sterile « For Single
EN Patient Use Only « Not made with natural rubber latex ¢ For use with Flowtron®
DVT-prevention pumps only
Caution: (Applicable to the USA market only) Federal law restricts this device to sale by
or on the order of a licensed practitioner.

Description
The Flowtron Active Compression System is comprised of a Tri Pulse garment connected
to a Tri Pulse enabled Flowtron DVT prevention pump manufactured by ArjoHuntleigh.

Instructions For Use

Note: Refer to the relevant Tri Pulse enabled Flowtron DVT prevention pump Instructions

For Use, for complete information on the use of the system.

1. Remove the garments from the sealed bag and record the Lot Number in the patient
notes.

2. The garments may be used on either leg. Unfold a garment and position the inflatable
bladder directly behind the patient’s calf as indicated on the garment (Fig. A).
Note: The arrow on the underside of the garment must point to the heel.

3. Wrap the garment around the patient’s leg (Fig. A).
Then starting at the ankle and working upwards, secure each fastener tab in turn
(Fig. B), ensuring that the entire garments fits snugly. Repeat with the other leg.

4. Attach the garments to the Tri Pulse enabled Flowtron DVT prevention pump tubeset
ensuring a “click” is heard from the pump connector.

5. Power up the pump.

6. Check the icons on the pump display to confirm that the correct type of garment has
been connected to each leg.

7. Press “Start” to begin therapy, the indicators should be illuminated green.

8. Press “Stop” to end therapy.

When placed on leg arrow must point to heel.
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Indications
The intended use of the Tri Pulse garment is to help prevent Deep Vein Thrombosis (DVT).

Design Policy and Copyright

® and ™ are trademarks belonging to the Arjo group of companies. © Arjo 2023.

As our policy is one of continuous improvement, we reserve the right to modify designs
without prior notice. The content of this publication may not be copied either whole or in part
without the consent of Arjo.
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General Recommendations
* Check that there are no kinks in the pump tubeset and garment tubing.
« Regularly check that the garments remain correctly fitted to the patient.

Contraindications

IPC should not be used in the following conditions:

« Severe arteriosclerosis or other ischaemic vascular diseases.

« Severe congestive cardiac failure or any condition where an increase of fluid to the heart
may be detrimental.

* Known or suspected acute Deep Vein Thrombosis (DVT) or phlebitis.

« Any local condition in which the garments would interfere, including gangrene, recent
skin graft, dermatitis or untreated, infected leg wounds.

Note: If you are unsure of any contraindications refer to the patient’s physician before using

the device.

Cautions

« This product cannot be adequately cleaned and / or sterilized by the user in order to
facilitate safe reuse and is therefore intended for single patient use.

Attempts to clean or sterilize these devices may result in a biocompatibility, infection or
product failure risk to the patient.

« Garments should be positioned to prevent sustained pressure points on the skin, paying
particular attention to patients who are unconscious, cannot feel or have reduced
sensation and/or ability to move their leg(s).

* The patient’s skin should be inspected frequently during every shift.

« Clinical judgement is required to determine if the patient’s skin condition requires
additional protective measures, or if the therapy should be discontinued.

« Garments should be removed immediately if patient experiences tingling, numbness or
pain.

* When used for DVT prevention, continuous intermittent pneumatic compression
is recommended until the patient is fully amulatory. Uninterrupted use of the system is
recommended.

* The system should be used WITH CAUTION on patients with insensitive extremities,
diabetes, impaired circulation, or fragile or impaired skin.

Note: These are guidelines only and should not replace clinical judgment and experience.

Serious Incident

If a serious incident occurs in relation to this medical device, affecting the user, or the
patient then the user or patient should report the serious incident to the medical device
manufacturer or the distributor.

In the European Union, the user should also report the serious incident to the Competent
Authority in the member state where they are located.

End of Life Disposal

Garment material or any other textiles, polymers or plastic materials etc. should be sorted

as combustible waste.

Symbols

q3

legislation

Single patient use

ELEE®

Manufacturer name and address

Unique device identifier

Operating instructions - Consult Instructions for use

CE marking indicating conformity with European Community harmonised

Indicates the product is a Medical Device according to EU Medical Device
Regulation 2017/745

NEDERLAND POLSKA SVERIGE

Arjo Nederland BV Arjo Polska Sp. z 0.0. Arjo International HQ
Biezenwei 21 ul. Ks Piotra Wawrzyniaka 2 Hans Michelsensgatan 10
4004 MB TIEL PL-62-052 KOMORNIKI (Poznar) SE-211 20 MALMO
Postbus 6116 Tel: +48 691 119 999 Tel: +46 (0) 10 494 7760
4000 HC TIEL E-mail: arjo@arjo.com Fax: +46 (0) 10 494 7761

Tel: +31 (0) 344 64 08 00
Fax: +31 (0) 344 64 08 85
E-mail: info.nl@arjo.com

NEW ZEALAND

Arjo Ltd

34 Vestey Drive

Mount Wellington
NZ-AUCKLAND 1060
Tel: +64 (0) 9 573 5344
Free Call: 0800 000 151

Fax: +64 (0) 9 573 5384 SUISSE / SCHWEIZ USA
E-mail: nz.inffo@Arjo.com Arjo Switzerland AG Arjo Inc.

Fabrikstrasse 8 2349 W Lake Street Suite 250
NORGE Postfach US-Addison, IL 60101

Arjo Norway AS

Olaf Helsets vei 5

N-0694 OSLO

Tel: +47 22 08 00 50

Faks: +47 22 08 00 51

E-mail: no.kundeservice@arjo.com

OSTERREICH

Arjo Austria GmbH

Lembdckgasse 49 / Stiege A/ 4.0G
A-1230 Wien

Tel: +43 1 8 66 56

Fax: +43 1 866 56 7000

PORTUGAL

Arjo em Portugal

MAQUET Portugal, Lda.
(Distribudor Exclusivo)

Rua Poeta Bocage n.° 2 - 2G
PT-1600-233 Lisboa

Tel: +351 214 189 815

Fax: +351 214 177 413
E-mail: Portugal@arjo.com

CH-4614 HAGENDORF
Tél/Tel: +41 (0) 61 337 97 77
Fax: +41 (0) 61 311 97 42

suowmi

Arjo Scandinavia AB
Riihitontuntie 7 C

02200 Espoo

Finland

Puh: +358 9 6824 1260

E-mail: Asiakaspalvelu.finland@
arjo.com

E-mail: kundservice@arjo.com

UNITED KINGDOM
Arjo UK and Ireland
Houghton Hall Park
Houghton Regis

UK-DUNSTABLE LUS5 5XF
Tel: +44 (0) 1582 745 700
Fax: +44 (0) 1582 745 745

E-mail: sales.admin@arjo.com

Tel: +1 (630) 307-2756
Free: +1 (800) 323-1245
Fax: +1 (630) 307-6195
E-mail: us.info@arjo.com

JAPAN
Arjo Japan K.K.

RABEXR/FI=TATES S

w2 fe/PIEILI B

Tel: +81 (0)3-6435-6401
Fax: +81 (0)3-6435-6402
E-mail: info.japan@arjo.com

v

Address page rev. 30 + 2023-09

314903ZH-t Rev 05

2023-11

>



