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INSTRUCTIONS FOR USE

DESCRIPTION:

The Merit basixCOMPAK Inflation Syringe is a 20mL disposable device capable of
producing a maximum pressure of 30 ATM/bars, fitted with a threaded plunger
assembly with lock/release bar, a flexible high pressure extension tube, and a
three-way medium pressure stopcock. The basixCOMPAK is designed to gener-
ate and monitor pressures over a range of -1 to +30 ATM/BAR (-14.7 to +441 PSI)
with accuracy of +1 ATM/BAR (14.7 PSI).

INDICATIONS AND USAGE:
This inflation device is used to inflate and deflate an angioplasty balloon or other
interventional device, and to measure the pressure within the balloon.

REUSE PRECAUTION STATEMENT

For single patient use only. Do not reuse, reprocess or resterilize. Reuse,
reprocessing or resterilization may compromise the structural integrity of the
device and/or lead to device failure which, in turn, may result in patient injury,
iliness or death. Reuse, reprocessing or resterilization may also create a risk of
contamination of the device and/or cause patient infection or cross-infection,
including, but not limited to, the transmission of infectious disease(s) from one
patient to another. Contamination of the device may lead to injury, illness or
death of the patient.

RX Only - Caution: Federal (USA) law restricts this device to sale by or on the
order of a physician.
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INSTRUCTIONS FOR USE:
Before use, inspect the device and packaging to verify
that no damage has occurred as a result of shipping.

PRIMING WITH PRIMELOK™

The PrimeLok allows purging of air and excess fluid
without squeezing the trigger. The basixCOMPAK is
packaged with the PrimeLok and with the lock/release
mechanism in the disengaged position.

1. To engage PrimeLok, squeeze trigger and slide
PrimeLok into slot in plunger.

2. To prep syringe, simply aspirate up to 20mL of
contrast solution into the inflation syringe by pulling
back on the handle.

CAUTION: Inspect the syringe tubing and stopcock (if
used) to insure that there is no air in the system.

3. Push handle against table to remove air in syringe.

4. To disengage PrimeLok, squeeze handle and slide
PrimeLok out of slot. This will allow the trigger to lock
in position and the device is now ready for use.

NOTE: The PrimeLok must be disengaged before pres-
sure can be maintained by the lock/release mechanism.

CAUTION: If applied pressure does not indicate on
gauge/ digital display, discontinue use immediately and
replace it with a new unit.

ATTACHING THE INFLATION DEVICE TO THE BALLOON:

NOTE: Refer to the manufacturer’s directions accompa-
nying the balloon dilatation catheter or other interven-
tional device for specific information on use, maximum
inflation pressure, precautions, and warnings for that
device.

1. Prepare and test the balloon catheter according to the
catheter manufacturer’s directions for use.

2. Create a fluid-fluid connection between the balloon
and the inflation syringe extension tube and connect
the luer connectors securely.

3. Squeeze the trigger and pull back on the handle to apply a vacuum to
the balloon.

BALLOON INFLATION AND DEFLATION:

1. To inflate the balloon, squeeze the trigger allowing the plunger to return to
the resting position (0 ATM/BAR). Release grip on the trigger, locking the
plunger into position.

To increase pressure, rotate the handle clockwise until the desired inflation
pressure is reached. The lock mechanism maintains the pressure.

NOTE: Loss of pressure may indicate a leak in the system.

CAUTION: To protect the threads of the lock release handle, the device must be
displaying 25 ATM or lower before quick release mechanism is used to deflate the
angioplasty balloon.

2. To deflate the balloon, squeeze the trigger and pull back to generate a
negative pressure. Release grip on the trigger to lock the plunger in the
negative pressure position.
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m@@/MDM Inflasyon Cihazi

TURKISH

KULLANMA TALIMATLARI

ACIKLAMA:

Merit basixCOMPAK inflasyon Siringasi, 20 ml hacimli, 30 ATM / bar azami basing
Uretme kapasitesine sahip, kilitleme/gevsetme mandalli disli bir piston tertibati
ile donatilmis, esnek bir yiiksek basin¢ uzatma tlipii olan ve ¢ yonlii bir orta
dereceli basing muslugu bulunan tek kullanimlik bir cihazdir. basixCOMPAK
cihazi, £ 1 ATM / BAR (14,7 PSI) dogrulugunda -1 ila +30 ATM / BAR (-14,7 ila

+ 441 PSI) araliginda basing degerleri olusturmak ve bu basing degerlerini
izlemek amaciyla tasarlanmistir.

ENDIKASYONLAR VE KULLANIM:
Bu inflasyon cihazi, bir anjiyoplasti balonunu veya baska bir girisimsel cihazi
sisirmek, indirmek ve balon icindeki basinci 6lgmek icin kullanilir.

YENIDEN KULLANMA ONLEMINE iLiSKiN ACIKLAMA

Sadece tek bir hastada kullanilir. Yeniden kullanmayin, yeniden isleme tabi
tutmayin veya yeniden sterilize etmeyin. Yeniden kullanim, yeniden isleme tabi
tutma veya yeniden sterilizasyon, cihazin yapisal bitlnlugini bozabilir ve/veya
hastanin yaralanmasi, hastalik veya 6limle sonuglanabilecek cihaz arizalarina yol
acabilir. Yeniden kullanim, yeniden isleme tabi tutma veya yeniden sterilizasyon,
cihazda kontaminasyon riski olusturabilir ve/veya bulasici hastaliklarin bir has-
tadan digerine ge¢mesi dahil, ancak bununla sinirl olmamak kaydiyla, hastanin
enfeksiyon kapmasina veya capraz enfeksiyona neden olabilir. Cihazin kontami-
nasyonu, hastanin yaralanmasina, hastalanmasina veya oliimune yol acabilir.

RX Only - Dikkat: Federal (ABD) kanunlari, bu cihazin satisini bir hekim
tarafindan veya bir hekimin talebi Gzerine yapilacak sekilde sinirlandirmaktadir.
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KULLANMA TALIMATLARI:

Kullanmadan énce, nakliye sonucu herhangi bir hasar
olusmadigindan emin olmak icin cihazi ve ambalaji
kontrol edin.

PRIMELOK™ iLE KULLANIMA HAZIRLAMA
PrimeLok, tetigi sikkmaya gerek kalmadan havanin ve
fazla sivinin tasfiyesini saglar. basixCOMPAK cihazi,
PrimeLok ve serbest durumda sunulan bir kilitleme/
gevsetme mekanizmasi ile birlikte paketlenmistir.

1. PrimeLok’u calistirmak icin tetigi sikin ve PrimeLok'u
pistondaki yuvaya sokun.

2. Sinngay! hazirlamak icin, sadece kolu geri cekerek
inflasyon siringasi icine 20 ml kadar kontrast
sollisyonunu aspire edin.

DIKKAT: Sistemin icinde hava kalmadigindan emin
olmak icin, sirnga tiplnd ve muslugu (kullanilyorsa)
kontrol edin.

3. Sirnnga icindeki havayi ¢cikarmak icin kolu
masaya bastirin.

4. PrimeLok’u serbest birakmak icin kolu sikin ve
PrimeLok’u yuvadan disari kaydirin. Bu islem, tetigin
yerine oturarak kilitlenmesini saglar; cihaz artik
kullanima hazirdir.

NOT: Kilitleme/gevsetme mekanizmasinin basinci
muhafaza edebilmesi icin, PrimeLok serbest durumda
olmalidir.

DIKKAT: Uygulanan basing, géstergede/dijital ekranda
goriinmezse, hemen kullanimi durdurun ve yeni bir
birim ile degistirin.

iNFLASYON CIHAZININ BALONA TAKILMASI:

NOT: Balon dilatasyon kateterinin veya diger girisimsel
cihazlarin kullanimina iliskin 6zel bilgiler, maksimum
sisirme basinci, 6nlemler ve uyarilar icin ilgili cihaz ile
birlikte verilen Uretici talimatlarina basvurun..

1. Balon kateterini, kateter lreticisinin kullanim talimatlarina gére hazirlayin
ve test edin.

2. Balon ile inflasyon siringasi uzatma tiipu arasinda bir sivi-sivi baglantisi
olusturun ve luer konektorleri emniyetli bir sekilde baglayin.

3. Balona vakum uygulamak icin, tetigi sikin ve kolu gerin cekin.

BALONUN SiSiRILMESI VE iNDIRILMESi:

1. Balonu sisirmek icin, tetigi pistonun ana pozisyonuna (0 ATM / BAR) geri
doénmesini saglayacak sekilde tetigi sikin. Tetigi kavramayi biraktiginizda
piston gerekli pozisyonda kilitlenecektir.

Basinci artirmak icin, istenen hava basincina ulasincaya kadar kolu saat
yoniinde dondiriin. Kilit mekanizmasi basinci tutacaktir.

NOT: Basing kayb, sistemde bir kagak olduguna isaret olabilir.

DIKKAT: Kilidi gevsetme kolunun dislerini korumak icin, anjiyoplasti balonunu
indirmek amaciyla hizli gevsetme mekanizmasi kullanilmadan 6nce, cihaz 25 ATM
veya daha dustik bir basinci gésteriyor olmalidir.

2. Balonu indirmek icin, tetigi sikin ve negatif bir basing olusturacak sekilde
geri gekin. Pistonu negatif basing konumunda kilitlemek icin tetigi

kavramayi birakin.
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