Pulmodyne

® BiTrac SE MaxShield Select™

22 mm F Standart Dirsekli Pediyatrik Maskesi
Degistirilebilir Dirsek Uyumlu

Kullanim Amaci
BiTrac SE MaxShield Select™ maske, suni solunum cihazi destegi icin CPAP veya Bilevel sistemleri ile
kullanilanyardimct bir pargadir.

KONTRENDIKASYONLAR

1)  Bucihaz is birligi yapmayan veya tepki gdstermeyen hastalarda kullaniimamalidir.

2) Bucihaz, kusmaya, gece kusmasina, mide fitigina veya kardiyak sfinkter disfonksiyonuna sebep olacak
ilaglar alan hastalarda kullanmak igin uygun olmayabilir.

3) Bumaske asagidaki durumlara sahip olan hastalar igin uygun olmayabilir: glakom, kisa siire dnce gz
operasyonu gegirmis olma, goz kurulugu.

UYARILAR
Sadece suni solunum cihazi ariza durumlari igin yeterli alarm ve giivenlik sistemleri olan suni solunum
cihazlari ile kullanin. Bu maske, suni solunum cihazinin arizalanmasi halinde hastanin nefes almasini
saglayacak anti-asfiksi valfini icermemektedir.

2. Bumaske entegre bir sizinti portuna sahip degildir, bu nedenle ayr bir nefes verme cihazi devrenin bir
pargasi olmalidir. Devrede ekipman Ureticilerinin tavsiye ettii nefes verme portunu kullanin.

3. Bucihaz, yagsam destek amagli solunum saglamak igin uygun degildir.

4. Pozitif havayolu basinci alirken veya uyandiktan sonra her tiirlii olagandisi gégiis rahatsizligi, nefes darligi,
karinda sislik, gegirme, siddetli bas agrisi, gézlerde kuruluk, g6z agrisi, géz enfeksiyonlari
veya bulanik gérme durumunda klinisyene bu durum bildirilmelidir.

5. Uyku sirasinda kusma riskini en aza indirmek igin kullanmadan i (3) saat 6nce herhangi bir sey yemeyin ve
igmeyin.

6. Maske ve bas maskesinin hastanin yiiziiniin biiyikligtine gére oldugundan emin olun. Eger gok rahatsiz

ediyorsa maskeyi ve bag maskesini ayarlayin. Rahatsizlik devam ederse baska bir maske kullanmay!
deneyin.

Uygun Oturmanin Saglanmasi:
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Hastanin yiiziiniin biyikligtini 6lgmek igin boy kilavuzunu kullanin.

Ig yastik kagin iistiine ve alt dudagin hemen altina yaslanmalidir. Sekil 1°e bagvurun.
Dogru boy elde edildiginde uygun boydaki maskeyi hastaya takin.

Maskeyi hastanin yiiziine yerlestirin ve boneyi baginin Ustlinden gekin.

Maskeyi yerine klipsleyin ve kayislari ayarlayin. Sekil 2°'e bagvurun.

Protokolleriniz uyarinca CPAP tedavisine gegin.

ir Dirsek Ozelliginin Kullanimi:

Dirsegi nazikge maskeden gekin. (Bkz. Sekil C.)
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Xs

XXSs

Calistirma Ozellikleri: %15 ile %95'lik nem
araliginda 5°C ila 40°C

Saklama Ozellikleri: %95'e kadar
yogunlasmayan bagil nemde -20°C ila 60°C

lidi agmak icin adaptdr halkasini tutarak ve dirsegi saatin aksi ydnde gevirerek mevcut dirsegi maskeden cikarin (Bkz. Sekil B.)

Istenilen Degistirilebilir Uyumlu Dirsegi hafifge maske adaptor halkasina bastirin ve tam oturana kadar saat yéniinde evirin. Asiri gii¢ kullanmayin.

Siingii Kilit Referanslari:

Sekil A. Sekil B. Sekil C.

Tertibat Kilavuzu Referanslari:

XXS

XS

Dikkat: ABD Federal Yasalari bu cihazin satiginin yetkili bir doktor tarafindan

Sekil 1

Tek bir hastanin kullanimina yénelik

Lateks TR-Medikal Cihaz ABD'de iretilmigtir
icermez

ya da yetkili bir doktorun siparisi tizerine yapilmasini gerektirir.

Ticari markalarimiz hakkinda daha fazla bilgi igin su adresi
ziyaret edin: www.pulmodyne.com/ip



® BiTrac SE MaxShield Select™

P u I m o d g n E Pediatric Mask with Standard Elbow 22mm Female

Interchangeable Elbow Compatible

Intended Use
The BiTrac SE MaxShield Select™ mask is an accessory for use with CPAP or Bilevel systems for ventilatory support.

Contraindications

1) This device should not be used on uncooperative or unresponsive patients.

2) This device may not be suitable for use on patients taking medication which may cause vomiting, have nocturnal vomiting,
hiatal hernia or impaired cardiac sphincter function.

3) This mask may not be suitable for use on patients with the following conditions: glaucoma, recent eye surgery or dry eyes.

Warnings XXS
1. Use only with a ventilator equipped with adequate alarms and safety systems for ventilator
failure. This mask does not include an anti-asphyxia valve that would allow a patient to breathe if the ventilator
failed.
2. This mask does not have an integral leak port; therefore a separate exhalation device must be
part of the circuit. Utilize the equipment manufacturer's recommended exhalation port in the designated circuit.

4. Any unusual chest discomfort, shortness of breath, stomach distension, belching, severe headache, drying eyes,
eye pain, eye infections or blurred vision when receiving positive airway pressure or upon awakening should be
reported to the clinician.

5. To minimize risks of vomiting during sleep, avoid eating or drinking for three (3) hours before use.

6. Make sure the mask and headgear are the correct size for the patient’s face.|f excessive discomfort is experienced,
adjust the mask and head gear. If the discomfort continues, consider an alternative mask.operating properly. The
vent hole or holes associated with the mask should never be blocked.

Acheiving the Proper Fit: XS
Use the size guide to measure the size of the patients face.

The inside cushion should rest above the eyebrow and directly below the bottom lip. Refer to Figure 1.
When the correct size is acheived place the proper size mask on the patient.

Place mask on patients face, and pull the bonnet overhead.

Clip the mask into place and adjust the straps. Refer to Figure 2.

o AN

Continue with CPAP therapy per your protocols.
Use of Interchangeable Elbow Feature:

1. Remove the existing elbow from the mask by holding the adapter ring and twisting the elbow counter clockwise
to disengage the bayonet lock (Refer to Figure B.)

2. Gently pull the elbow from the mask. (Refer to Figure C.)

3. Gently press the desired Interchangeable Compatible Elbow into the mask adapter ring and turn clockwise until
fully seated. Do not use excessive force.

Bayonet Lock References: Operating Specifications: 5°C to 40°C

N@‘ at humidity range of 15% to 95%

Storage Specifications: -20°C to
60°C at reltive humidity up to 95% non-
condensing

Figure A. Figure B. Figure C.

Fitting Guide References:
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For more information regarding our trademarks 2797 Caution: Federal Law (USA) restricts this device to sale
visit: www.pulmodyne.com/ip by or on the order of a licensed physician.



