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Pre-filled syringe to fill air leak meter through the injection site on the back
of unit. Seringue préremplie pour remplir Pindicateur de fuite d’air par le
site d’injection situé a l'arrigre du dispositif. Vorgeflillte Spritze zum Fllen
des Luftverlustmessers Uber die Injektionséfinung auf der Rilckseite des
Geréts. Siringa pre-riempita per riempire il misuratore di tenuta attraverso
il sito di iniezione sulla parte posteriore dell'unita. La jeringa prellenada
debe llenar el medidor de fugas de aire a través del sitio de inyeccidn

que se encuentra en la parte posterior de la unidad. Seringa pré-cheia
para encher o0 medidor de fuga de ar através do local da injeccéio na

parte posterior da unidade. Forud-fyldt sprajte tit fyldning af luftieekmaéler
gennem injektionsstedet bag p4 enheden. Voorgevulde injectiespuit om

de luchtlekkagemeter te vullen via de injectieplaats aan de achterzijde van
de unit. Forfylid spruta for att fylla luftidckagemétaren via injektionsplatsen
pé enhetens baksida. Forhandsfyllt sprayte il 4 fylle luftlekkasje-méleren
gjennom innspraytningsstedet pa baksiden av enheten. Esitaytetty ruisku
iimavuotomittarin tayttdmiseen yksikdn takana olevan injektiokohda kautta.
Mpoyspiopévn oUptyya yia ThY TARPWOT ToU METPNTH Siapuyng aépog péow
™G TomoBeaiag ¢yxuang oTny THow oY Tng povadag.

Do not fill suction port. Ne pas remplir le connecteur d’aspiration. Nicht
Ober den Absauganschiuss fillen. Non riempire dal port di aspirazione.
No llene la boca de succién. N&o encher a porta de aspiragéo. Fyld ikke
sugeporten. Vul de aanzuigpoort niet. Fyll inte insugningsporten. Fyll ikke i
sugeapningen. Ald taytd imuaukkoa. Mn yepilete 1 8Upa avappoenong.

Do not use if package has been opened or damaged. Ne pas utiliser

si l'emballage est ouvert ou endommagé. Nicht verwenden, wenn die
Packung offen oder beschadigt ist. Non utilizzare se la confezione & stata
aperta o danneggiate. No lo utilice si el envase esta abierto o dafiado.
Né&o utilize caso a embalagem esteja aberta ou danificada. M4 ikke anv-
endes, hvis pakningen er anbrudt eller beskadiget. Niet gebruiken indien
de verpakking geopend of beschadigd is. Anvand inte produkten, om
férpackningen har 6ppnats eller skadats. Ma ikke brukes hvis pakken har
veert dpnet eller skadet. Ei saa kayttad, jos pakkaus on auki tai vaurioi-
tunit, Mn ypriowponoweite edv n cuokevasto £xer ovorytel 1) vrootel Gud.

latex Free. Sans latex. Ohne Latex. Senza lattice. Sin latex. Ndo contém
latex. Latex-fri. Latexvrij. Latex-fri. Latex fri. Lateksiton. Xwpig Latex.

Table of Contents
Table des matiéres ° Inhaltsverzeichnis ¢ Sommario ¢
Indice ¢ Indice ¢ Indholdsfortegnelse © Inhoud © Innehill ¢
Innholdfortegnelse ¢ Sisillysluettelo © IT{ivokag mepieyopévov

English 1-5
Set up instructions ® Chest Drainage Instructions

Francais.....ceessesesseecsans 6-10
Instructions de montage ¢ Instructions du dispositif de drainage thoracique

Deutsch 11-15
Vorbereitung © Anleitung fiir die Thoraxdrainage

Italiano 16-20
Istruzioni per linstallazione ® Istruzioni per it drenaggio toracico

Espaiiol 21-25
Instrucciones de instalacién. ¢ Instrucciones para drenaje del térax

Portugués 26-30
Instrugées de montagem * Instrugbes de drenagem rordcica

Dansk 31-35
Opsztningsvejledning ¢ Brystdreningsvejledning

Nederlands 36-40
Instelinstructies » Longdrainage-instructies

Svenska 41-45
Installationsanvisningar ¢ anvisningar for brdstkorgsdrinering

Norsk 46-50
Monteringsanvisninger ¢ Anvisninger for brystdrenasje

Suomi 51-55
Kokoamisohjeet » rintaontelon tyhjennyssohjeet

Greek 56-60

O8nyiec Tomobétnong * Obnyiec Owpakikiic Iapoxtrevong




English

°© PLEUR-EVAC
= MINI SAHARA
shiina] Chest Drainage System

The PLEUR-EVAC MINI SAHARA Chest Drainage System is provided as a sterile, non-pyrogenic
unit intended for single use. STERILE: Contents stevile unless package has been opened or damaged.

INDICATIONS FOR USE
The PLEUR-EVAC MINI SAHARA Chest Drainage System is indicated:
To evacuate air and/or fluid from the chest cavity or mediastinum
To help prevent air and/or fluid from reaccumularing in the chest cavity or mediastinum
To help re-establish and maintain normal intrathoracic pressure gradients
To facilitate complete lung re-expansion to restore normal breathing dynamics

DISPOSAL

The PLEUR-EVAC MINI SAHARA Chest Drainage System should be handled and disposed in
accordance with all applicable local, state and federal regulations including, wichout limitation, those
pertaining to human health and safety and the environment.

WARNINGS

1. The collected contents of the PLEUR-EVAC MINI SAHARA System should not be used for
reinfusion.

2. Chest tubes should not be clamped except when changing the PLEUR-EVAC MINI
SAHARA system or adding additional patient tubing. In the event of an air leak, clamping
chest tubes could lead to a tension pneumothorax.

3. Suipping of the patient rube must be done with the patient tube clamp open. Stripping wich
the clamps closed can result in the build up of excessive positive pressure.

CAUTIONS

. Keep the PLEUR-EVAC MINI SAHARA System below the patient’s chest level at all times.

2. Avoid loops in the patient tubing.

3. Caution should be used when the possibility exists for exposure to blood or body fluids.
Follow hospital policy regarding the use of protective wear.

. The clamp on the patient tube should be placed away from the patient, avoiding accidental

—
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closure.

. Use only a standard luer slip tip syringe {enclosed with the unit) to fill the Air Leak Meter
and a standard luer lock syringe to withdraw samples from the sampling port. NO NEEDLE
IS REQUIRED.

. Monitor the PLEUR-EVAC MINI SAHARA collection chamber to avoid overflow. Replace
the unit before exceeding the fill capacity of 500cc indicated by the volume graduation
printed on the collection chamber.

TO OPEN PACKAGE
1. Grasp the bottom edge of flap and pull up toward sterile opening.
2. Pull flap back pushing the wrapped unit out of bag OR completely
remove the breather strip. Push the wrapped unit out of the bag using
aseptic technique.

U
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SET UP INSTRUCTIONS:

. Patient tubing

English

. Air leak meter

. Suction port

. Dry suction control dial

. Patient pressure gauge

. Collection chamber

Connect the patient tube [ 1] to the thoracic catheter. The one-way seal is now established for

patient protection.
NOTE: A connector is provided at the end of the patient tube for easy connection to the
thoracic catheter. The connector is capped to maintain good aseptic technique during set-up.
Discard cap on patient tubing after set-up.

If patient is not mobile, additional tubing provided with the unit may be added to facilitate locating

the unit on the floor or bedrail,

If air leak diagnostics are desired, add sterile water to the air leak meter [ 2] through the injection

site on the back of the unit using the pre-filled syringe provided with the unit.
CAUTION: Do not use pre-filled syringe for any purpose other than the filling of the air
leak meter. Not for human injection.

»  To open, remove cap from tip of syringe. Attached the exposed tip into the needleless injection

site at the back of the unir.
°  Depress the plunger on the syringe. The syringe contains enough water to fill the air leak meter
to the “fill” line.

e Avoid overfilling.

*  Once filled, the water will turn blue.

If suction is not required, go to [ 6.

L S S N

If suction is required, confirm wall suction is off. Connect the suction source to the

suction port [ 3 ]. NO water is needed in the suction control chamber.

Use the dry suction control dial [ 4 ] to set desired setting. Turn wall suction on and adjust wall
suction setting until desired level appears in the patient pressure gauge window [ 5 ]. If patient
pressure exceeds prescribed level, refer to section B-4.

Document patient drainage when prescribed at the collection chamber [ 6 1.
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Front Face Plate

A SUCTION CONTROL

A-1 Suction Port
Use 10 attach o wall suction (if prescribed).

A-2 Dry Suction Control (Dial)
The suction level is determined by the position of
the dial on the dry suction control and wall suction
setting, Rotate the dry suction control dial to set
to the desired suction level. The suction level is
determined by the position of the gauge in the
patient pressure gauge window.

A-3 Patient Pressure Gauge

After suction is applied, the gauge appears in

the patient pressure gauge window. The suction

imposed is determined by the dry suciion control

dial and source of air from the wall suction setting,

Increase/decrease wall suction level until unit is operating at the prescribed suction setting as

indicated in the patient pressure gauge window.

NOTES:

. In the presence of a large air leak, air flow through the PLEUR-EVAC MINI SAHARA
system may be increased by increasing suction source WITHOUT increasing imposed
negativity. It is not necessary to change the suction setting on the PLEUR-EVAC MINI
SAHARA.,

*  When changing a suction setting from a higher level to a lower level, the patient
negativity on the patient side of the seal may remain at the higher level unless the
negativity is relieved. Use high negativity relief valve to reduce negativity to desired level.
(See B-4)

. Check the unit periodically to ensure that adequate suction is being applied to the unit
and that the indicator in the patient pressure gauge window is at the desired level.

GRAVITY DRAINAGE
1f gravity drainage is prescribed, the suction port should remain UNCAPPED and free of
OBSTRUCTIONS, to allow air to exit and minimize possibility of tension pneumothorax.

B ONEWAY SEAL
A check valve provides the one-way seal which allows air to exit from the pleural space while
retarding the reverse flow of air. Water is not required to achieve this one-way seal.
NOTE: The fluid in the patient air leak meter is used for air leak detection and is NOT a
water seal.
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B—1 Aéir Leak Meter For Diagnostics
If air leak diagnostics are desired, the patient AIR LEAK METER must be filled with water to
the fill fevel. Use the pre-filled syringe with 20cc of sterile water to fill the air leak meter (Sec
B-2). DO NOT FILL through the Suction Port. (See A-1)
The patienc air leak meter indicates the approximate degree of air leak from the chest cavity.
Observe bubbling in the columns of the patient air leak meter. The meter is labeled from
LOW (1) to HIGH (7). The higher the numbered column through which the bubbling
occurs, the greater the degree of air leak.
‘The small arm of the patient air leak meter will display tidaling with patient respiration if
there is a pleural chest tube placement. The markings on the column:-are for reference only
and do not correspond to actual patient negativity.

B=2 Needleless Injection Sire
Sterile water or saline can be injected into the Air Leak Meter through the needleless injection
site located on the back of the unit.
CAUTION: Use only the supplied pre-filled luer slip tip syringe to fill the air leak meter.
Do not use needle to prevent damage.

B-3 Positive Pressure Relief Valve
The positive pressure relief valve automatically opens with increase in positive pressure,
preventing pressure accumulation.
WARNING: Do not obstruct the positive pressure relief valve.

B—4 Filtered High Negativity Relief Valve
‘The filtered high negativity relief valve is provided to vent excessive negativicy. Depress button
to relieve negativity; filtered air will enter the unit.
‘WARNING: Stripping or milking of the thoracic tubing can cause excessive negativity.
Use the high negativity relief valve to restore negativity to prescribed levels.
CAUTION: If suction is not operative, or if operating on gravity drainage, depressing
the high negativity relief valve can reduce negative pressure within the collection
chamber to zero (atmosphere) with the resulting possibility of a pneumothorax.
CAUTION: The PLEUR-EVAC MINI SAHARA system has an automatic high negative

pressure relief valve to limit the negative pressure to approximately -50cm of water.

]
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C COLLECTION CHAMBER
C—1 Patient Tubing

The patient wbing is connected to the thoracic catheter.

C-2 Collection Chamber
The collection chamber has a capacity of 500cc. The collection chamber has measurements
in 2Zcc increments up to 180cc, and 10cc increments up to 500cc (+/- 10%). When drainage
reaches 500cc, the unit is filled to capacity. Replace the unit. When changing the unit,
maximum speed can be achieved by making ready a new unit and following the set-up and
operating instructions. Marking surfaces on the collection chamber are for making notations
Use pen or pencil.
CAUTION: Check tubing periodically for obstruction of drainage flow.
CAUTION: Monitor the PLEUR-EVAC MINI SAHARA collection chamber to avoid
overflow. Replace the unit before exceeding the fill capacity of 500cc indicated by the
volume graduation printed on the collection chamber.

C—3 AND C-4 Needless Sampling Ports (2 Sites)

Use ports for drainage collection samples.

D OTHER FEATURES

D—-1 Hangers
Two hangers are provided to hang the PLEUR-EVAC MINT SAHARA from a bed, stand, ot
stretcher.

D-2 Floorstand
An attached floorstand swings out to stabilize the unit when it s set on the floor. The
foorstand contains an automaric locking mechanism that locks the floorstand in the open
position. To close, press the locking tab and rotate the floorstand.

EXTENDED TUBING

An extended tubing set is included for ease of unit location. Use when patient is not mobile to
facilitate locating the unit on the floor or bedrail. To attach additional tubing, clamp off patient
rubing using sterile technique and using connectors attached to the tubing.

CARRYING BAG

A carrying bag is provided for ease of patient ambulation or transport within professional healthcare

supervision. Assistance from healthcare provider will be required for set up. The strap is included
inside the clear carrying bag. Remove strap from carrying bag. Insert upright PLEUR-EVAC MINI
SAHARA into bag with patient tubing wrapping around the back of the patient. For shoulder
placement, slide the buckle through the slots provided on the side of the bag, For waist placement,
slide the buckle through the slots provided on the back of the bag. Adjust to desired length.




