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HEMOSTASIS VALVE

7.3F Hemostasis valve

INSTRUCTIONS FOR USE

DESCRIPTION

The PhD Hemostasis Valve™ has a 0.096” (2.44 mm) inside diameter. This device has two seals that operate
independently: the compression seal and the secondary seal. The compression seal can be opened or
closed by rotating the cap. Closing of the compression seal allows for pressure injections up to 400 psi and
secures the diagnostic/interventional device in position within the vasculature.

The secondary seal is a diaphragm seal that forms around the diagnostic/interventional devices as they
move into and out of the vasculature. This seal provides minimal fluid loss without restricting device
movement. The secondary seal is open when the cap is pressed down, and closed when the cap is released.
An open secondary seal allows air to be purged from the device and allows insertion/withdrawal of
diagnostic/interventional devices.

INTENDED USE
The PhD Hemostasis Valve is intended to maintain hemostasis during the introduction/withdrawal and use
of diagnostic and interventional devices.

INDICATIONS FOR USE
The PhD Hemostasis Valve is indicated for maintaining a seal around diagnostic/interventional devices with
an outside diameter of <0.096" (2.44 mm) during interventional procedures.

CONTRAINDICATIONS
None known.

RX Only - Caution: Federal (USA) law restricts this device to sale by or on the order of a physician trained
in angiography and percutaneous transluminal coronary angioplasty (PTCA), and/or percutaneous
transluminal angioplasty (PTA).

PRECAUTIONS

«  Read manufacturer’s instructions for the use of catheters, guide wires, and introducers prior to use.

«  Inspect the PhD Hemostasis Valve prior to use for any damage. Do not use if packaging is opened,
damaged, or broken.

«  Follow local guidelines and practices regulating the disposal of the PhD Hemostasis Valve after use.

«  Contents are sterile (via ethylene oxide) and non-pyrogenic.

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, illness 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.

WARNING

« Do notinject any fluid if air bubbles are visible within the PhD Hemostasis Valve.

- To prevent damage to a balloon, it must be completely deflated during advancement/withdrawal
through the PhD Hemostasis Valve.

«  Failure to depress the cap prior to inserting a guide wire introducer could cause seal damage resulting
in leakage and/or particulate embolization.

«  Failure to open the secondary seal and compression seal prior to inserting or withdrawing a diagnostic
/interventional device could cause damage to the device.

«  Care should be taken to avoid over-tightening of the compression seal, as this may compromise the
integrity of the diagnostic/interventional device lumen.

«  Powerinjection at pressures greater than 400psi could result in leakage or detachment of components.

INSTRUCTIONS FOR USE:

1. Connect the sideport of the PhD Hemostasis Valve to the manifold assembly. With the compression
valve open, flush and fill the assembly with saline. To fill the valve section, ensure the secondary
seal is open by pushing down on the cap. Place one finger over the male Luer fitting and continue
to fill the assembly until completely purged of air. Gently release the back end cap to engage the

secondary seal.

2. Connect the rotating male Luer adapter of the PhD Hemostasis Valve to the guiding catheter. Ensure
the connection is airless.

3. To open the PhD Hemostasis Valve for catheter or guide wire insertion, push on the back end cap

to open the secondary seal. The PhD Hemostasis Valve is now ready to accept any diagnostic/
interventional device.

4. Insert the diagnostic/interventional device through an open secondary seal and an open
compression seal.
CAUTION: PhD Hemostasis Valve will be fully open and allow for blood loss when secondary seal
is open.

5. Advance the diagnostic/interventional device through an open compression seal. A fluid-tight seal,
providing little to no blood loss, will form around the diagnostic or interventional device while not
restricting movement of the device.

6. Once the diagnostic/interventional device is in place, if desired, close the compression seal to
allow for pressure injections of up to 400 psi and/or secure the diagnostic/interventional device
in position.

7. Remove the diagnostic/interventional device through an open compression seal. If resistance is felt,

open the secondary seal as well.

Non-pyrogenic. Sterile if package is unopened and undamaged. Made in Ireland
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HEMOSTASIS VALVE

7,3 F Hemostaticky ventil

NAVOD K POUZITI

POPIS

Hemostaticky ventil PAD™ ma vnitini primér 2,44 mm (0,096 palce). Tento prostiedek ma dvé nezavisle
pracujici tésnéni: kompresivni tésnéni a sekundarni tésnéni. Kompresivni tésnéni Ize oteviit nebo zavfit
otocenim uzéavéru. Uzavieni kompresivniho tésnéni umoznuje provadét tlakové injekéni aplikace az 400 psi
a zajistuje diagnosticky/intervenéni prostiedek ve stabilni poloze v cévnim systému.

Sekundarni tésnéni je membrana, ktera se vytvaruje kolem diagnostickych/intervencnich prostredka, kdyz
je budete zasouvat a vysouvat z cévniho systému. Toto tésnéni omezuje ztraty tekutin, ne viak pohyby
prostiedku. Sekundarni tésnéni je oteviené, kdyz je uzavér zatlaceny dolt, a zaviené, kdyz je uzavér
uvolnény. Oteviené sekundarni tésnéni umoznuje odstranit z prostiedku vzduch a zavést/vytdhnout
diagnostické/interven¢ni prostiedky.

URCENE POUZITI
Hemostaticky ventil PhD je urcen k udrzovéni hemostazy béhem zavédéni/vytahovani a pouziti
diagnostickych a intervencnich prostredkd.

INDIKACE PRO POUZITI
Hemostaticky ventil PhD je indikovan k pouziti jako tésnéni kolem diagnostickych/intervencnich
prostiedkl s vnéjsim primérem < 2,44 mm (0,096 palce) béhem intervencnich zakrokd.

KONTRAINDIKACE
Zadné nejsou zndmy.

Upozornéni - Pouze na lékaisky piedpis: Federalni zakony (USA) omezuji tento prostiedek na prodej
lékafem nebo na objednavku |ékafe vyskoleného v angiografii a perkutanni transluminalni koronarni
angioplastice (PTCA) a/nebo perkutanni transluminalni angioplastice (PTA).

BEZPECNOSTNi OPATRENI

«  Pfed pouzitim si prostudujte navod k pouziti vyrobce katetrd, vodicich drat a zavadéca.

«  Pred pouzitim hemostaticky ventil PhD zkontrolujte, jestli neni poskozeny. Nepouzivejte, pokud je obal
otevieny, poskozeny nebo poruseny.

«  Dodrzujte mistni doporuceni a postupy likvidace po pouziti platné pro hemostaticky ventil PhD.

«  Obsah je sterilni (sterilizovano ethylenoxidem) a apyrogenni.

PROHLASENI K OPAKOVANEMU POUZITi

Urceno k pouziti pouze u jednoho pacienta. Zabrarte opakovanému pouziti, obnové nebo resterilizaci.
Opakované pouziti, obnova nebo resterilizace mohou narusit strukturélni celistvost prostfedku a/nebo
vést k poruse prostiedku s nasledkem poranéni, onemocnéni nebo Umrti pacienta. Opakované pouziti,
obnova nebo sterilizace mohou také predstavovat riziko kontaminace prostredku, piipadné pacientovi
zpusobit infekci ¢i zkiizenou infekci, mimo jiné véetné pienosu infekénich onemocnéni z jednoho pacienta
na druhého. Kontaminace prostfedku muze vést k poskozeni, onemocnéni nebo umrti pacienta.

VAROVANI

«  Neinjikujte Zadnou tekutinu, vidite-li, Ze hemostaticky ventil PhD obsahuje bublinky vzduchu.

«  Balének musi byt pfi zavadéni/vytahovéni pres hemostaticky ventil PhD zcela vypustény, aby nedoslo
k jeho poskozeni.

«  Pokud pred vlozenim zavadéce vodiciho dratu nestisknete uzavér, mohli byste tésnéni poskodit
a zplisobit tnik a/nebo embolizaci ¢astic.

«  Pokud pred zavedenim nebo vytazenim diagnostického/intervencniho prostfedku neoteviete
sekundarni tésnéni a kompresivni tésnéni, mohli byste prostfedek poskodit.

«  Dévejte pozor, abyste neutdhli kompresivni tésnéni pfilis silné, mohli byste narusit integritu lumenu
diagnostického/intervencniho prostfedku.

«  Poutziti injekéni pumpy pii tlacich vy3sich nez 400 psi muze vést k tiniku nebo uvolnéni soucasti.

NAVOD K POUZITI:

1. Pfipojte bo¢ni port hemostatického ventilu PhD k sestavé rozbocovace. S otevienym kompresivnim
ventilem sestavu proplachnéte a naplnite fyziologickym roztokem. Pro naplnéni prostoru ventilu
oteviete sekundarni tésnéni stlacenim uzavéru. Polozte jeden prst pres zastrékovy konektor typu
Luer a pokracujte v pInéni sestavy, dokud ji zcela nezbavite vzduchu. Jemné uvolnéte zadni koncovy
uzaveér, aby se aktivovalo sekundarni tésnéni.

2. Pfipojte otocny zastrckovy adaptér Luer hemostatického ventilu PhD k vodicimu katetru. Ujistéte se,
Ze spojeni neobsahuje vzduch.
3. Pokud chcete oteviit hemostaticky ventil PhD kvili zavedeni katetru nebo vodiciho drétu,

zatlacenim na zadni koncovy uzavér oteviete sekundarni tésnéni. Hemostaticky ventil PhD je nyni
pripraveny piijmout jakékoli diagnostické/interven¢ni prostredky.

4, Pfes oteviené sekundarni tésnéni a oteviené kompresivni tésnéni zavedte diagnosticky/
intervencni prostredek.

UPOZORNENI: Kdyz je sekundarni tésnéni oteviené, bude hemostaticky ventil PhD zcela otevieny
a bude umoznovat ztratu krve.

5. Zavedte diagnosticky/intervencni prostiedek pies oteviené kompresivni tésnéni. Vodotésné
tésnéni zabranuijici ztraté krve se vytvaruje kolem diagnostického nebo interven¢niho prostiedku,
ale nebude piitom omezovat pohyb prostiedku.

6. Jakmile bude diagnosticky/interven¢ni prostiedek na misté, mlzete v pfipadé potieby zaviit
kompresivni tésnéni, ¢imz umoznite tlakové injekce do 400 psi a/nebo zajistite diagnosticky/
intervencni prostiedek na misté.

7. Vytédhnéte diagnosticky/interven¢ni prostiedek pres oteviené kompresivni tésnéni. Pokud pocitite

odpor, oteviete i sekunddrni tésnéni.
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Apyrogenni. Sterilni, je-li baleni uzaviené a neposkozené. Vyrobeno v Irsku
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