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Passy-Muir™ Valve Oxygen Adapter (PMA™ 2000 Adapter)

CONTENTS:
One (1) PMA™ 2000 Adapter and PMA 2000 Adapter Instructions. Contents of this package
are latex free and nonsterile. PMA 2000.

Read all Warnings, Precautions and Instructions Carefully Prior to Use.
A CAUTION: Federal Law (USA) restricts this device to sale by or on the order of a physician.
/N CAUTION: For use with the PMV™ 2000 (clear) and PMV™ 2001 (Purple Color™) Speaking

Valves only.

/\ WARNING: SINGLE PATIENT USE ONLY. THIS DEVICE IS NOT DESIGNED, SOLD, OR
INTENDED FOR USES EXCEPT AS INDICATED.

/\ WARNING: PATIENTS USING THE PMA™ 2000 ADAPTER MUST BE OBSERVED AND/
OR MONITORED PER PHYSICIAN DIRECTION.

/\ WARNING: DO NOT USE THE DEVICE IF DAMAGED OR ALTERED AS THIS MAY LEAD

TO AIRWAY OBSTRUCTION

/\ WARNING: NOT INTENDED FOR USE IN-LINE DURING MECHANICAL VENTILATION.
INTENDED USE:

Passy-Muir Valve Oxygen Adapter (PMA 2000) is designed for use with the companion PMV
2000 (clear) and PMV 2001 (Purple Color) Low Profile Tracheostomy & Ventilator Swallowing
and Speaking Valves. The PMA 2000 allows for improved mobility of those patients requiring
a tracheostomy tube, speaking valve, and low flow supplemental oxygen. The PMA 2000 is
intended for use by both short-term and long-term adult, pediatric, and neonatal tracheostomized
patients using the PMV 2000 or PMV 2001. The intended users are healthcare professionals
trained in the care of patients with a tracheostomy, including physicians, nurses, speech-language
pathologists, physiotherapists, and respiratory therapists, as well as patients and caregivers
under the supervision of a healthcare professional.

DESCRIPTION:

The PMA 2000 Adapter is small, lightweight, clear in color and readily snaps onto the
PMV 2000 (clear) and PMV 2001 (Purple Color) Low Profile Tracheostomy & Ventilator
Swallowing and Speaking Valves. The PMA 2000 Adapter is easily removed when not in use.
The PMA 2000 Adapter allows for improved mobility and comfort of those patients requiring a
tracheostomy tube, speaking valve and low flow, supplemental oxygen and humidity.
BENEFITS:

e Delivery of oxygen up to 6L/min.

e Oxygen is delivered in front of the diaphragm of the Passy-Muir™ Valve. This avoids
complications that may be associated with providing continuous flow behind the diaphragm
of a speaking valve, which may include air trapping, drying of secretions and possible
cilia damage.

¢ Allows for improved mobility of patients requiring low flow, supplemental oxygen and humidity.

e Small, lightweight design.

e Simple snap-on attachment that is easily removed when not in use.

INDICATIONS:

e Designed for use with the companion Passy-Muir Low Profile PMV 2000 (clear) and PMV
2001 (Purple Color) Tracheostomy & Ventilator Swallowing and Speaking Valves. It is not
indicated for any other use or with any other speaking valve.

e Tracheostomized patients utilizing the PMV™ 2000 (clear) and PMV™ 2001 (Purple Color™)
Swallowing and Speaking Valves and requiring portable, low flow, supplemental oxygen
(< 6L/min).

e Mechanically ventilated patients during periods of time they are off the ventilator and
requiring portable, low flow, supplemental oxygen (< 6L/min).

CONTRAINDICATIONS:

e Patients requiring oxygen flows > 6L/min.

e Patients requiring high humidity levels are not candidates for use of the PMA™ 2000 Adapter,
as use of this device limits the amount of humidity that can be delivered through the O,
port. A decreased amount of humidity in the airway may affect the viscosity of secretions.

e Oxygen conservation devices that require flow triggering cannot be used with the PMA
2000 Adapter, as it may not allow the patient to properly trigger the gas source, thereby
decreasing the amount of oxygen delivered to the patient.

¢ Do not use in-line during mechanical ventilation.

e Do not use with devices other than the PMV 2000 (clear) and PMV 2001 (Purple Color)
Tracheostomy & Ventilator Swallowing and Speaking Valves.
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PLACEMENT:
The following instructions are for the PMA 2000 Adapter only. Refer to assessment instructions for
the PMV 2000 (clear) and PMV 2001 (Purple Color) Valves, in the Passy-Muir™ Valve Instruction Booklet.
* Prior to placing the Passy-Muir Valve on the tracheostomy tube, place the oxygen tubing
firmly onto the side port connector (Fig. 1A) that protrudes from the side of the PMA 2000
Adapter to ensure a secure attachment.

side port
connector

cowling

Fig. 1B
PMA™ 2000 Adapter with
PMV™ 2001 (Purple Color™)

e Snap the PMA™ 2000 Adapter gently into place on the side of either the PMV™ 2000
(clear) or PMV™ 2001 (Purple Color™) Low Profile Tracheostomy & Ventilator Swallowing
and Speaking Valve. The curvatures of the two parts should fit tightly to one another, with
no gaps or interference from the small Secure-It™ ring that is molded into the side of the
Passy-Muir™ Valve. When properly attached, the cowling (see Fig.1B) of the PMA 2000
Adapter should overhang the front edge of the Passy-Muir Valve in order to deliver oxygen
directly in front of the diaphragm of the valve.

o After the PMA 2000 Adapter (with oxygen tubing attached) has been snapped onto the
Passy-Muir Valve, the Passy-Muir Valve can then be placed on the hub of the tracheostomy
tube in the conventional manner (see Passy-Muir Valve Instruction Booklet).

/\ WARNING: AS COMPARED TO DELIVERY OF OXYGEN VIA A TRACH COLLAR, THE PMA™
2000 ADAPTER IS AN OPEN OXYGEN DELIVERY SYSTEM. THEREFORE, DELIVERY
OF F,0, VIA THE PMA 2000 ADAPTER MAY BE DIFFERENT THAN WITH THE USE OF A
TRACH COLLAR. THE CLINICIAN SHOULD USE METHODS SUCH AS PULSE OXIMETRY
TO ENSURE PROPER TITRATION OF O, WHILE USING THE PMA 2000 ADAPTER.

REMOVAL:

e Remove the Passy-Muir Valve from the hub of the tracheostomy tube (as per Passy-Muir
Valve Instruction Booklet).

e Remove the PMA 2000 Adapter from the Passy-Muir Valve with a gentle pulling motion.

e Remove the oxygen tubing from the PMA 2000 Adapter.

CARE AND CLEANING:

/\ CAUTION: IMPROPER CLEANING MAY DAMAGE THE DEVICE AND RESULT IN
MALFUNCTION OR AIRWAY OBSTRUCTION. CLEAN DEVICE IN ACCORDANCE WITH
CLEANING PROCEDURE IDENTIFIED IN THIS BOOKLET.

e The PMA 2000 Adapter should be cleaned daily to prevent debris from accumulating within
the oxygen port and chamber. Before cleaning, remove the adapter from the Passy-Muir
Valve and remove the oxygen tubing from the PMA 2000 Adapter. Wash the PMA 2000
Adapter and Passy-Muir Valve as separate units (see separate cleaning instructions for
the Passy-Muir Valve, provided in the Passy-Muir Valve Instruction Booklet).

e Swish the PMA 2000 Adapter in soapy, warm water (not hot water).

* Rinse the PMA 2000 Adapter thoroughly with warm water.

e Allow the PMA 2000 Adapter to air dry thoroughly before placing it in the storage container
that is packaged with the Passy-Muir Valve.

¢ Do not apply heat to dry the PMA 2000 Adapter. Do not use hot water, peroxide, bleach,
vinegar, or alcohol to clean the PMA 2000 Adapter. Do not autoclave.

LIFETIME:

e The lifetime of the PMA 2000 is two months when cleaned and used properly. The PMA
2000 should be replaced every two months or sooner if it becomes dirty, contaminated,
or shows any signs of damage.

DISPOSAL:
¢ Discard the PMA 2000 as medical waste per applicable national regulations and facility policy.

Medical Device Regulation Notice: Any serious incident that has occurred in relation to the

device should be reported to the manufacturer and the competent authority of the Member

State in which the user and/or patient is established.
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Fig. 1A
PMA™ 2000 Adapter




Passy-Muir™ Valfi Oksijen Adaptorii (PMA™ 2000 Adaptorii)
iCINDEKILER:
Bir (1) adet PMA™ 2000 Adaptérii ve PMA 2000 Adaptori Kullanim Kilavuzu. Bu paketin muhteviyati
lateks icermez ve steril degildir. PMA 2000.
Kullanmadan 6nce biitiin uyarilari, onlemleri ve talimatlan dikkatli bir sekilde okuyunuz.
DIKKAT: Federal Yasalar (ABD) bu aletin doktor recetesiyle ya da doktor tarafindan satigini
yasaklar.
DIKKAT: Sadece PMV™ 2000 (seffaf) ve PMV 2001 (Purple Color™) Konusma Valflari ile
kullanimr igindir.
UYARI: TEK KULLANIMLIKTIR. BU ALET BELIRTILEN ENDIKASYON DISINDA KULLANIM
VE SATIM iGiN TASARLANMAMISTIR.
UYARI: PMA 2000 ADAPTORU KULLANAN HASTALAR, DOKTOR DIREKTIFINE GORE
IZLENMELI VE/VEYA TAKIP EDILMELIDIR.
UYARI: HAVA YOLU TIKANIKLIGINA NEDEN OLABILECEGINDEN CIiHAZ HASAR
GORMUS VEYA DEGISTIRILMISSE KULLANMAYINIZ
UYARI: MEKANIK VENTILASYON ILE AYNI ANDA KULLANIM AMAGLI DEGILDIR.
KULLANIM AMACI:
Passy-Muir Valf Oksijen Adaptori (PMA 2000), mukabil PMV 2000 (seffaf) ve PMV 2001 (Mor Renkli)
Dusuk Profilli Trakeostomi ve Ventilatér Yutkunma ve Konusma Valfleri ile birlikte kullaniimak tizere
tasarlanmistir. PMA 2000 trakeostomi tipu, konusma valfi ve diisiik akisli destek oksijeni gerektiren
hastalarda mobiliteyi artirmaya olanak saglar. PMA 2000, PMV 2000 veya PMV 2001 kullanan hem
kisa sureli hem de uzun sureli yetigkin, pediatrik ve neonatal trakeostomili hastalar tarafindan
kullanilmak Uzere tasarlanmistir. Hedeflenen kullanicilar, trakeostomili hastalarin bakimi ko-
nusunda egitim almis saglik profesyonelleri, hekimler, hemsireler, konusma ve dil patologlari,

fizyoterapistler ve solunum terapistleri ile bakicilar ve bir saglik profesyonelinin gézetimi altindaki
hastalardir.

ACIKLAMA:

PMA 2000 Adaptori, PMV 2000 (seffaf) ve PMV 2001 (Purple Color) Dustk Profilli Trakeostomi
ve Ventilatdr Yutma ve Konusma Valflari Gzerine renkleri ile uyumlu ve kolayca oturan kuguk, hafif
agirhkli aparattir. PMA 2000 Adaptori kullanilmadigr zaman kolayca ¢ikarilir. PMA 2000 Adaptord,

trakeostomi tiipl, konusma valfi ve disUlk akish tamamlayici oksijen ve nem ihtiyaci olan hastalarda
daha 6zgur hareket imkani ve rahathigi sunar.

YARARLARI:
* 6 L/dak kadar oksijen verme imkani.
« Oksijen dagilimi, Passy-Muir™ valfinin diyaframinin sadece 6nytiziine yapilir. Béylece, diyaframin

arkasina verilen sirekli oksijenin olusturacagi hava tuzagi ile sekresyonlarin kurumasi ve olasi
silia hasarlar gibi komplikasyonlar dnlenebilir.

» Dusuk akigli tamamlayici oksijen ve nem ihtiyaci olan hastalarin hareket imkanini artirir.

« KugUk, hafif tasarim.

 Kullaniimadigi zaman kolaylikla gikarilabilen basit takma yéntemi vardir.

ENDIKASYONLARI:

» Passy-Muir Duslk Profilli PMV 2000 (seffaf) ve PMV 2001 (Purple Color) Trakeostomi ve
Ventilator Yutma ve Konusma Valflari igin tasarlanmistir. Diger herhangi konusma valflari ile ya
da baska amaglar igin kullaniimaz.

+ PMV 2000 (seffaf) ve PMV 2001 (Purple Color) Yutma ve Konusma valfi kullanan ve portatif,
dusik akigh tamamlayici oksijen (< 6 L/dak) ihtiyaci olan Trakeostomize hastalar.

» Mekanik olarak ventile edilen hastalarin, ventilatorleri kapatildigi zaman ve portatif, diisiik akisl
tamamlayici oksijen ihtiyaci olan (< 6L/dak) hastalar.

KONTRAENDIKASYONLAR:
» >6L/dak oksijen ihtiyaci olan hastalar.
* Ylksek nem ihtiyaci olan hastalar PMA 2000 Adaptéri kullanimi igin uygun dedildir clinki

oksijen dagitim kanali iginden verilen nem miktari bu alette sinirlidir. Hava yollarindaki azalmis
nem miktari, sekresyonlarin viskozitesini etkileyebilir.

» Akis tetikleme gerektiren oksijen tasarruflu aletler PMA 2000 Adaptord ile kullaniimamalidir
¢Unku bu durum, hastanin gaz kaynagini dizgun bir sekilde tetiklemesine izin vermeyerek
hastaya verilen oksijen miktarini azaltabilir.

» Mekanik ventilasyon ile ayni anda kullanmayiniz.

* PMV 2000 (seffaf) ve PMV 2001 (Purple Color) Trakeostomi ve Ventilator Yutma ve Konusma
Valflarindan baska aletlerde kullanmayiniz.
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UYGULAMA:
Asagidaki kilavuz yalnizca PMA™ 2000 Adaptort igindir. PMV™ 2000 (seffaf) ve PMV™ 2001 (Purple Color™)
valflarin kullanimi igin Passy-Muir™ Valf Kullanim Kilavuzu’na basvurunuz.

» Trakeostomi tlipu lizerine Passy-Muir Valfini yerlestirmeden 6nce givenli bir baglanti saglamak
icin PMA 2000 Adaptori’'niin yan tarafindan ¢ikinti yapan yan giris baglanti yerine (Sekil1A)
oksijen baglanti tipun sikica monte ediniz.

yan giris baglantisi

koruyucu kapak

Sekil 1B
PMA™ 2000 Adaptorii ile birlikte
PMV™ 2001 (Purple Color™)

+ Ya PMV 2000 (seffaf) ya da PMV 2001 (Purple Color) Disuk Profilli Trakeostomi ve Ventilator
Yutma ve Konusma Valfi’nin yan kenari tizerine PMA™ 2000 Adaptorli’nii hafifge oturtunuz. Iki
parcanin egri bolimleri birbirine tam olarak oturmali, Passy-Muir™ Valfinin yanina kaliplanan kiiglik
Secure-It" glvenlik bandi ile arasinda hig bir bosluk ya da enterferans olmamalidir. Diizgiin bir
sekilde yerlestirildigi zaman PMA 2000 Adaptori’niin koruyucu kapagdi (bkz. Sekil 1B) Passy-Muir
Valfinin 6nylziniin tizerinden sarkmalidir bdylece oksijen dogrudan valfin diyaframinin 6nytziine
gelecektir.

» PMA 2000 Adaptori, Passy-Muir Valfi'nin tGizerine (Oksijen tipU ile beraber) monte edildikten sonra
Passy-Muir Valfi, geleneksel tarzda trakeostomi tlipunuin gébek bolimu tzerine yerlestirilebilir
(bkz. Passy-Muir Valfinin Kullanim Kilavuzu).

/\ UYARI: TRAKEA BOYUNLUGU iLE OKSIJEN VERILMESI ILE KARSILASTIRILIRSA, PMA
2000 ADAPTORU AGIK OKSIJEN DAGITIM SISTEMIDIR. BUNEDENLE PMA 2000 ADAPTORU
YOLU ILE OKSIJEN BESLEMESI (F102), TRAKEA BOYUNLUGUNUN KULLANILMASINDAN
FARKLI OLABILIR. KLINISYEN, PMA 2000 ADAPTORU’NU KULLANIRKEN DUZGUN BIR 02
TITRASYONU SAGLAMAK iCIN PULSE OKSIMETRE GiBi YONTEMLER
KULLANMALIDIR.

CIKARILMASI:
+ Passy-Muir Valfi trakeostomi tlipu gdbeginden ¢ikariniz (Passy-Muir Valfi Kullanim Kilavuzu’nda
gosterildigi gibi).
+ Passy-Muir Valftan PMA 2000 Adaptori’nl hafifce gekerek gikariniz.
* PMA 2000 Adaptér’den oksijen tlplnu ¢ikariniz.
BAKIM VE TEMIZLIK:
/\ DIKKAT: Uygunsuz temizlik cihaza zarar verebilir ve arizaya veya hava yolu

tikanikhgina neden olabilir. Cihazi bu kitapgikta belirtilen temizleme prosediiriine
uygun sekilde temizleyiniz.

* PMA 2000 Adaptdru, oksijen girisinde ve odasinda doku kalintilarinin birikmesi 6nlemek igin
her giin temizlenmelidir. Temizlikten énce Passy-Muir Valfi’'ndan adaptoru ¢ikariniz ve oksijen
tlpuni PMA 2000 Adaptéri’nden gikariniz. PMA 2000 Adaptori’'nii ve Passy-Muir Valfi'ni ayri ayri
yikayiniz (bkz. Passy-Muir Valfi Kullanim Kilavuzu’ndaki Passy-Muir Valfinin yikama talimatlari).

» PMA 2000 Adaptori’'nii sabunlu ve ilik (sicak su degil) su ile ovusturunuz.

» PMA 2000 Adaptord’ni ihik su ile iyice durulayiniz.

» PMA Adaptori’'nii Passy-Muir Valf paketinin icindeki saklama kabina yerlestirmeden énce havada
iyice kurumasina izin veriniz.

* PMA 2000 Adaptéri’'nu kurutmak isi uygulamayiniz. PMA 2000 Adaptéri’'nd temizlemek icin
sicak su, peroksit, camasir suyu, sirke veya alkol kullanmayiniz. Otoklava sokmayiniz.

OMUR:

+ PMA 2000’in émru, dogru sekilde temizlenip kullanildiginda iki aydir. PMA 2000,
kirlendiginde, kontamine oldugunda veya herhangi bir hasar belirtisi gésterdiginde her iki
ayda bir veya daha kisa surede degistirilmelidir.

IMHA ETMEK

+ PMA2000’i gegerli ulusal dizenlemelere ve tesis politikasina uygun sekilde tibbi atik olarak atiniz.
Tibbi Cihaz Yonetmeligi Bildirimi: Cihazla baglatili olarak meydana gelen her tirlu olay
imalatgiya ve kullanici ve/veya hastanin yer aldigi Uye Ulkenin yetkili merciine bildirilmelidir.
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Sekil 1A
PMA™ 2000 Adaptrii




