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LARGE BORE HEMOSTASIS VALVE

INSTRUCTIONS FOR USE

DESCRIPTION:
Adjustable Merit AccessPLUS™/ Merit Access-9™ Hemostasis Valve.

INDICATIONS AND USAGE:

The AccessPLUS/Access-9 Hemostasis Valve is recommended for maintaining
a fluid-tight seal around percutaneous transluminal angioplasty catheters and
guidewires.

CAUTION: Federal (U.S.A.) law restricts this device to use by or on the order of a
physician. This device is intended for single patient use only. Read instructions
prior to use. Read manufacturer’s instructions for the use of catheters, guide-
wires and introducers.

INSTRUCTIONS FOR USE:

Inspect the device prior to use to verify that no damage has occurred during

shipping.

1. Connect the sideport of the hemostasis valve to the Merit manifold
assembly. Flush and fill the assembly with saline. To fill the valve section,
open the valve, place one finger over the luer fitting and continue to fill
the assembly.

2. Connect the hemostasis valve to the guiding catheter. Aspirate the valve
to remove any trapped air and flush thoroughly with saline. Purge blood
by opening the valve while continuing to flush the assembly. Close the
valve when the blood has been purged. Inspect carefully for air bubbles
and reflush if necessary.

3. Open the hemostasis valve and insert the guidewire or catheter. (If de-
sired, insert the guidewire introducer and advance it through the valve.)
Advance the guidewire or catheter an appropriate distance into the
vasculature. Close the valve around the shaft of the guidewire, catheter or
introducer. This forms a fluid-tight seal , yet does not inhibit movement of
the guidewire, catheter or introducer.

WARNING: It is important that the valve be closed tight enough to pre-
vent blood leakage, yet not so tight as to restrict function.

4. Refer to the dilatation catheter labeling for intended use, contraindica-
tions and potential complications associated with the use of dilatation
catheters in PTCA and/or PTA procedure.

5. Withdraw the catheter to the point that the distal tip remains 10 to 20
cm inside the vasculature. Open the valve and withdraw the catheter
completely. During insertion and removal through the valve, the balloon
must be completely deflated to safely and easily traverse the valve.

6. Disconnect the hemostasis valve from the guiding catheter.

PRECAUTIONS: Do not inject any fluid if air bubbles are visible within the valve.
First aspirate the valve to remove the air, then flush the valve as described
above. The hemostasis valve must be completely closed during aspiration or
injection. The narrowest portion of the hemostasis valve has an inner diameter
of 0.120 inches (0.305 cm)(approximately 9 Fr).
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HEMOSTATICKY VENTIL S VELKYM OTVOREM

NAVOD K POUZITI

POPIS:
Nastavitelny hemostaticky ventil Merit AccessPLUS™ / Merit Access-9™.

INDIKACE A POUZITI:

Hemostaticky ventil AccessPLUS/Access-9 se doporucuje pro zajisténi
vodotésnosti perkutdnnich transluminalnich angioplastickych katetr(
a vodicich dratd.

UPOZORNENI: Federalni zakony (USA) dovoluji prodej tohoto prostfedku
pouze Iékafim nebo na lékaisky predpis. Tento prostiedek je urcen k pouziti
pouze u jednoho pacienta. Pred pouzitim si prectéte ndvod. Prostudujte si
navod k pouziti vyrobcl katetr(, vodicich dratt a zavadéca.

NAVOD K POUZITI:

Pfed pouzitim zkontrolujte prostfedek pro vylouceni jakéhokoli poskozeni

v dUsledku prepravy.

1. Pfipojte bocni port hemostatického ventilu k sestavé rozbocovac Merit.
Proplachnéte a naplnte sestavu fyziologickym roztokem. Pro naplnéni
prostoru ventilu oteviete ventil, utésnéte prstem koncovku luer
a pokracujte v plnéni sestavy.

2. Pripojte hemostaticky ventil k vodicimu katetru. Zachyceny vzduch
odstranite aspiraci a dikladné ventil proplachnéte fyziologickym
roztokem. Vytlacte krev otevienim ventilu za souc¢asného proplachovani
sestavy. Jakmile je ze sestavy vytlacena krev, ventil uzavrete. Peclivé
zkontrolujte, zda neuvidite vzduchové bublinky, a podle potieby sestavu
znovu proplachnéte.

3. Otevrete hemostaticky ventil a zavedte vodici drat nebo katetr. (V pfipadé
potieby vlozte zavadéc vodiciho dratu a posunujte jej ventilem.) Zasurite
vodici drat nebo katetr do vhodné vzdalenosti do vaskulatury. Uzaviete
ventil kolem dfiku vodiciho dratu, katetru nebo zavadéce. Tim zajistite
vodotésnost, kterd vsak nebrani pohybu vodiciho drétu, katetru nebo
zavadéce.

VAROVANI: Je dilezité, aby byl ventil dostate¢né pevné uzavien, aby
nedoslo k uniku krve, ale také aby nebyl pfilis tésny a neomezoval funkci.

4.  Zamyslené pouziti, kontraindikace a mozné komplikace spojené
s pouzivanim dilatacnich katetrd v PTCA a/nebo PTA uvadi oznaceni
dilata¢nich katetrd.

5. Vytdhnéte katetr tak, aby distalni hrot ztstal 10 az 20 cm uvnit¥
vaskulatury. Otevrete ventil a zcela katetr vytdhnéte. V priibéhu zasouvani
a vytahovani ventilem musi byt balonek zcela vypustény, aby byl zajistén
snadny prichod ventilem.

6.  Odpojte hemostaticky ventil od vodiciho katetru.

BEZPECNOSTNI OPATRENI: Neinjikujte zadnou tekutinu, vidite-li, Ze ventil
obsahuje bublinky vzduchu. Provedte aspiraci ptes ventil a odstrante vzduch
a poté ventil proplachnéte, jak je uvedeno vyse. Hemostaticky ventil musi
byt pfi aspiraci nebo vsttikovani Uplné uzavien. Nejuzsi ¢ast hemostatického
ventilu ma vnitini primér 0,305 cm (0,120 palce) (ptiblizné 9 Fr).
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