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F2 Full Face Mask

Thank you for choosing BMC'’s F2 Full Face Mask (BMC-FM2). The
mask is comfortable, flexible and quiet. It is designed to minimize
contact with your face, thus ensuring that you feel comfortable during
therapy. This user manual provides you with the information you
need for the correct use of your mask.

Intended Use

The F2 Full Face Mask channels airflow non-invasively to a patient

from a positive airway pressure device such as a continuous positive

airway pressure (CPAP) or bi-level system.

The F2 Full Face Mask is:

+ to be used by adult patients (> 66 Ib / 30 kg) for whom positive
airway pressure therapy has been prescribed.

« intended for single-patient re-use in the home environment and
multi-patient re-use in the hospital / institutional environment.

CAUTION: In the US, Federal law restricts the sale of this device to
sale by or on the order of a physician.
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Before Using the Mask

A WARNINGS

The vent holes must be kept clear.

Explanation of Warning: CPAP systems are intended to be
used with special masks with connectors which have vent holes
to allow continuous flow of air out of the mask. When the CPAP
machine is turned on and functioning properly, new air from the
CPAP machine flushes the exhaled air out through the attached
mask exhalation port. However, when the CPAP machine is not
operating, enough fresh air will not be provided through the
mask, and exhaled air will be rebreathed. Rebreathing of
exhaled air for longer than several minutes can, in some
circumstances, lead to suffocation. This warning applies to
most models of CPAP systems

At low CPAP pressures the flow through the exhaled port may
be inadequate to clear all exhaled gas from the tube. Some
rebreathing may occur.

To minimize the risk of vomiting during sleep, the patient should
avoid eating or drinking for three hours before using the mask.
This mask is not recommended if the patient is taking a
prescription drug that may cause vomiting.

Do not use the mask without the Non-Rebreathing Valve in
place.

This mask should not be used on patients who are
uncooperative, obtunded, unresponsive, or unable to remove
the mask.

Follow all precautions when using supplemental oxygen.
Oxygen flow must be turned off when the flow generator is not
operating, so that unused oxygen does not accumulate within
the flow generator enclosure and create a risk of fire.

At a fixed flow rate of supplemental oxygen flow, the inhaled
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oxygen concentration varies, depending on the pressure
settings, patient breathing pattern, mask, point of application
and leak rate.

The technical specifications of the mask are provided for your
clinician to check if it is compatible with the flow generator. If it
is used beyond technical specifications or used with
incompatible devices, the seal and comfort of the mask may not
be effective, optimum therapy may not be achieved, and leak,
or variation in the rate of leak, may affect the function of the
flow generator.

Stop using the F2 Full Face Mask and consult your physician or
sleep therapist, if you have ANY adverse reaction to the use of
the mask.

Refer to your flow generator manual for details on settings and
operational information.
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Components of the F2 Full Face Mask

Frame assembly

Forehead pad

EI ow N
/f 3
\
Cushion Valve' '
ﬁ/«lval
Elbow assembly
Head ear
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— T =

Components of the F2 Full Face Mask
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Getting the Right Cushion Size

The following drawing describes the different features of face

and the length of the face (H) you need to measure.

The masks are available in three different sizes.

Choose the appropriate size according to the table below.

7'y H (mm) Size
80<H=<90 S
: 90 <H <100 M
Y 100<H<=<115 L

Getting the Right Cushion Size
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Fitting the Mask

Use a standard conical connector if pressure readings and / or

supplemental oxygen are required.

Pass the upper straps
of the headgear
through the installation
hole of the mask as
shown in the figure
and secure it, repeat
the process with the
lower straps.

Place the mask on the
face and extend the
headgear to the back
of the head / Please
confirm that the label
on the back of the
headgear faces
outward when the
headgear is worn.

Bring the lower-half
straps beneath the
ear and encircle the
face and then insert it
into the fixed hook on
the lower-half part of
the mask frame.

Extend the upper-half

straps of the headgear
as shown in the above
figure until the mask is
fixed properly.

Repeat the process for
the lower-half
headgear as shown in
the above figure until
the mask is fixed
properly.

6/14

Open the device for
the air supply. Attach
the respiratory hose
with the connector on
the base of the mask.
Adjust the position of
the mask to confirm a
tight seal.
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Disassembling the Mask

Notes:

1. The elbow assembly cannot be dissembled from the frame
assembly.

2. The elbow assembly cannot be disintegrated.

3. The valve cannot be dissembled, or damage may be incurred
and the re-installation will become more difficult.

Undo and remove the Remove the cushion Remove the forehead

upper-half headgear from the installation pad from the installation
straps out of the hole groove on the mask groove on the mask
on the mask frame. frame. frame.

7114
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Cleaning the Mask at Home

Notes:

The mask and headgear can only be cleaned through hand
washing.
The elbow, the swivel and the valve cannot be dissembled for
washing.

A CAUTIONS

Do not use solutions containing bleach, chlorine, alcohol,
aromatics, moisturizers, antibacterial agents, or scented oils to
clean any part of the system or air tubing. These solutions may
cause damage and reduce the life of the product.

Exposing any part of the system or tubing to direct sunlight or
heat may cause deterioration.

If any visible deterioration of a component is apparent (cracking,
crazing, tears etc), the component should be discarded and
replaced.

Daily / After Each Use

Disassemble the mask components according to the
disassembly instructions.

Thoroughly clean the separated mask components (excluding
headgear), by gently rubbing in warm (approx. 30°C) water
using mild soap.

Use a soft bristle brush to clean the vent.

Rinse all components well with drinking quality water and allow
to air dry out of direct sunlight.

When all components are dry, reassemble according to the
reassembly instructions.
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Weekly

Hand wash the headgear and all components in warm (approx. 30°C)
and soapy water. Use pure soap. Rinse the components well and
allow them to air dry out of direct sunlight.

Reprocessing the Mask between Patients

This mask should be reprocessed when used between patients.
Cleaning and disinfection instructions are available from the BMC
website, www.bmc-medical.com. If you do not have internet access,
please contact your BMC representative.

English

Reassembling the Mask

1

Install the forehead
pad onto the
upper-half installation
groove of the mask
frame.

Install the cushion
onto the lower-half
installation groove of
the mask frame and
confirm the proper
engagement
between the silicone
gel pad and the
installation groove.
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Troubleshooting

Problem

Possible Reason

Possible Solution

Mask won'’t seal
properly or is
uncomfortable.

Mask may have been
fitted incorrectly.

Carefully follow
instructions in “Fitting the
Mask” section. Make sure
the headgear is not
over-tightened.

Mask size is wrong.

Consult your clinician.

Mask leaks around
the face.

The cushion is
misplaced on the
cushion frame.

Check insertion of the
cushion and reinsert
correctly according to the
instructions in
“Reassembling the Mask”
section.

Mask size is wrong.

Consult your clinician.

Mask is too noisy.

Vents are blocked or
partially blocked.

Clean the vents according
to the instructions in
“Cleaning the Mask at
Home” section.
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Technical Specifications

Pressure-Flow
Curve
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Mask Pressure (cmH,0)

Pressure

oy | 3|4 |8 |10]12]16 20|25 30|35 |40
FlowRate | 1g | 55 | 35 |36 |40 |47 |53 |60 |65 |71 |78
(L/min)

Dead space is the empty volume of the mask up to the

Dead Space swivel.
Information The dead space of the mask varies according to cushion
sizes but is less than 218 mL.
Therapy
Pressure 3 to 40 cmH,0
Drop in Pressure measured (average for 3 sizes)
Resistance at 50 L/min: 0.15 cmH,O

at 100 L/min: 0.5 cmH,O

Inspiratory and

The inspiratory resistance of the mask (in combination
with the Non-Rebreathing Valve) is 1.8 cmH,O at 50

Expiratory L/min.

Resistance The expiratory resistance of the mask (in combination with
the Non-Rebreathing Valve) is 2.0 cmH,0 at 50 L/min.

The

Non-Rebreathing
Valve
open-to-atmosp
here pressure

1.0 cmH,0
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The
Non-Rebreathing
Valve
closed-to-atmosp
here pressure

1.2 cmH,0

Sound

DECLARED DUAL-NUMBER NOISE EMISSION VALUES
in accordance with 1ISO 4871. The A-weighted sound
power level of the mask is 28 dBA, with uncertainty 3 dBA.
The A-weighted sound pressure level of the mask at a
distance of 1 m is 20 dBA, with uncertainty 3 dBA.

Environmental
Conditions

Operating temperature: +5°C to +40°C (41°F to 104°F)
Operating humidity: 0% ~ 93% relative humidity
non-condensing

Storage and transport: -20°C to +55°C (-4°F to 131°F)
Storage and transport humidity: 0% ~ 93% relative
humidity non-condensing

Storage

Ensure that the mask is thoroughly clean and dry before storing it for
any length of time. Store the mask in a dry place out of direct

sunlight.

Disposal

The mask does not contain any hazardous substances and may be
disposed of with your normal household refuse.
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Symbols

System and Packaging

Caution, consult accompanying documents.

Indicates a Warning or Caution and alerts you to a
possible injury or explains special measures for the

safe and effective use of the device.

Lot number

Catalog number

Not made with natural rubber latex

Temperature limitation

Humidity limitation

Manufacturer

Authorized  Representative in  the
Community

13/14
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Limited Warranty

It is warranted that the F2 Full Face Mask, including Frame assembly,
Cushion, Forehead pad, Headgear shall be free from defects in
material and workmanship for a period of ninety (90) days from the
date of purchase by the initial consumer.

To exercise the rights under this warranty, contact the local authorized
dealers.

The expected service life of F2 Full Face Mask is one year.

MANUFACTURER:
BMC MEDICAL CO., LTD.

Room 110 Tower A Fengyu Building, No. 115 Fucheng Road,
Haidian, 100036 Beijing, PEOPLE’S REPUBLIC OF CHINA

Tel : +86-10-51663880
Fax : +86-10-51663880 Ext. 810

EU AUTHORISED REPRESENTATIVE:
Shanghai International Holding Corp. GmbH (Europe)

EiffestraBe 80, 20537 Hamburg, Germany

Tel : 0049-40-2513175
Fax : 0049-40-255726

Issue date: March 15, 2017
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F2 Tam Boy Yiiz Maskesi

BMC’nin F2 Tam Boy Yiiz Maskesi (BMC-FM2) (rlnini sectiginiz
icin tesekkur ederiz. Bu maske konforlu, esnek ve sessizdir.
Yizinizle temasi en aza indirecek ve bu sayede tedavi sirasinda
kendinizi rahat hissetmenizi sagdlayacak bigimde tasarlanmistir. Bu
kullanma kilavuzu, maskenizi dogru kullanmaniz igin ihtiyag
duydug@unuz bilgileri sunmaktadir.

Kullanim Amaci

F2 Tam Boy Yuz Maskesi, stirekli hava yolu basinci (CPAP) veya iki

dereceli sistemler gibi bir pozitif hava yolu basinci cihazindan gelen

hava akisini invazif olmayan bir sekilde hastaya yonlendirir.

F2 Tam Boy Yiiz Maskesi:

« pozitif hava yolu basinci tedavisi 6ngorilmus yetigkin hastalar
(> 66 Ib / 30 kg) tarafindan kullaniimalidir.

< ev ortaminda tek hasta tarafindan tekrar kullanilabilecek,
hastane / saglik kurumu ortaminda ise birden fazla hasta
tarafindan tekrar kullanilabilecek 6zelliktedir.

DIKKAT: ABD'de, Federal yasalar, bu cihazin sadece doktorlar
tarafindan veya doktorlarin siparigi lizerine satilmasini 6ngériir.
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Maskeyi Kullanmadan Once

A UYARILAR

Havalandirma delikleri acik olmalidir.

Uyan1 Aciklamasi: CPAP sistemleri, maskeden disariya
kesintisiz hava akisina olanak verecek havalandirma deliklerine
sahip konektorleri bulunan 6zel maskelerle birlikte kullaniimak
Uzere geligtiriimislerdir. CPAP makinesi aglk ve sorunsuz
calisiyorken, CPAP makinesinden gelen taze hava, verilen
solugu bagl durumdaki maske soluk verme portu araciligiyla
disari atar. Bununla birlikte, CPAP makinesi calismiyorken
maske Uzerinden yeterince taze hava akigi sadlanamaz ve
verilen soluk tekrar alinir. Verilen solugun birka¢ dakikadan
uzun bir siire boyunca tekrar alinmasi ise bazi durumlarda
bogulmaya neden olur. Bu uyari, CPAP sistemlerinin g¢ogu
modeli igin gegerlidir.

Diuslik CPAP basinglarinda, soluk verme portundan gecen
hava akigi tlpten disar verilen gazin tamamen giderilmesine
yetmez. Bir miktar tekrar soluma yasanabilir.

Uyku sirasinda kusma riskinin asgariye indirilmesi igin,
hastanin maskeyi kullanmadan 6nceki 3 saat boyunca bir sey
yiyip igmekten kaginmasi gerekir. Hasta kusmasina neden
olabilecek recgeteli bir ilag kullaniyorsa bu maskenin
kullaniimamasi 6nerilir.

Maskeyi, Yeniden Solumayr Onleme Valfi takili degilken
kullanmayin.

Bu maske, talimatlara uymayan, zihinsel bakimdan
donuklasmis, tepki vermeyen veya maskeyi g¢ikaramayacak
durumdaki hastalarda kullanilmamalidir.

Takviye amagcli oksijen kullanirken tim talimatlara uyun.

Akis Ureteci calismiyorken oksijen akigl kesilmeli ve bu sayede
kullanilmamig oksijenin akis Ureteci muhafazasinda birikerek
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yangina neden olma riski 6nlenmelidir.

Sabit bir takviye oksijen akis hizinda, solunan oksijen
yogunlugu basing ayarlarina, hastanin soluma diizenine,
maskeye, uygulama noktasina veya sizinti oranina / miktarina
bagli olarak degisir.

Maskenin teknik o&zellikleri, klinisyeninizin maske ile akis
Uretecinin uyumlu olup olmadigini kontrol etmesi maksadiyla
verilmigtir. Belirtilen teknik 6zellikler agilarak veya uyumsuz
cihazlarla birlikte kullanilirsa maskenin sizdirmazligi ve konforu
zayiflayabilir, optimum tedavi elde edilemeyebilir ve kagak ya
da kagak oranindaki bir degisiklik akis Uretecinin iglevini
olumsuz etkileyebilir.

Maskeyi kullanirken HERHANGGbir yan etki fark ederseniz F2
Tam Boy Yiiz Maskesini kullanmaya son verin ve hekiminize ya
da uyku terapistinize bagvurun.

Ayarlar ve kullanim bilgileri hakkinda detayl bilgi almak igin,
akis Uretecinizin kullanma kilavuzuna bakin.
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F2 Tam Boy Yiiz Maskesinin Pargalan

Ana kurulum

Alin pedi
/ Dirsek,
/ \
’ /( \
\
\
Tampon ﬂ; Valf |
1
Boyuln
'
’
Dirsek pargalari
Bas aparati
—
~ N~ ===
\(\ ///
Y N—"{(
- @ &=

F2 Tam Boy Ylz Maskesinin pargalari
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Dogru Tampon Boyutunu Bulma

®  Asagidaki gizim, farkl yiz 6zelliklerini ve 6lgmeniz gereken yiiz
boylarini (yikseklik, Y ile ifade edilen kisim) tasvir etmektedir.

®  Maskeler ug farkli boyda sunulmaktadir.

®  Asagidaki tablodan yardim alarak uygun boyu segin.

Tiirkce

7'y Y (mm) Boy
80<Y<90 S
v 90 <Y <100
Y 100<Y <115 L

Dogru Tampon Boyutunu Bulma
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Maskenin Takilmasi

Basing okuma ve / veya ek oksijen gerekiyorsa standart konik

konektdrleri kullanin.

Bas aparati st kismini
resimde gosterildigi
gibi maskenin kurulum
deliginden alin ve
birlestirin. Bandin alt
kismini katlayin ve
birlestirin.

Bu sirada, bas aparati
st kismini yukarida
gosterildigi gibi
gererek, maskenin
yeteri kadar sabit ve
bagl oldugundan emin
olun, daha sonra
kemeri baglayin.

Maskeyi ylziiniize
takin, bag aparati
basinizin Ustiine
koyun, bas aparati
taktiktan sonra bas
aparati arkasindaki
etiketin disa dogru
oldugundan emin olun.

Bu sirada, bas aparati
alt yarisini yukarida
gosterildigi gibi
gererek, maskenin
yeteri kadar sabit ve
bagli oldugundan emin
olun, daha sonra
kemeri baglayin.

6/14

Bas aparati alt
yarisini kulaklarinizin
altindan gegirin,
ylzliniz{ sarin,
maske cergevesinin
alt yarisindaki
sabitleme ¢engeline
takin.

Cihazi agin, gaz
vermeye baslayin,
daha sonra nefes
borusunu dirsek
birlestirmeyle
baglayin. Giysinizi
ayarlayin, hava
sizmadigindan emin
olun.

Tiirkce



F2 Tam Boy Yz Maskesi Kullanma Kilavuzu V2.1

Maskenin Pargalarina Ayrilmasi

Notlar:
1.  Dirsek pargalarieri ana kurulum ayrilamaz.
2. Dirsek parcalarieri ayristirilamaz.
3. Valf sékilemez, béyle bir durum valfinin zarar gérmesine
neden olur ve yeniden kurulmasi ¢ok zordur.
1 2 3

Bas aparati Ust Tampon, maskenin
kismini, maskenin Ust kurulum yivinden ¢ikarin.
kismindaki kurulum

deliginden ¢ikarin.

7114

Alin pedi, maskenin
kurulum yivinden
cikarin.
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Maskenin Evde Temizlenmesi

Notlar:

Maske ve bas aparati yalnizca elde yikamayla temizlenmelidir.
Dirsek, boyun ve valfi temizlenemez.

A IKAZLAR

Sistemin veya hava tubajinin herhangi bir pargasini temizlemek
icin asla beyazlatici, klor, alkol, aromatik ¢ozlcu, nemlendirici,
antibakteriyel ajan veya esansli yag ihtiva eden soliisyonlar
kullanmayin. Bu sollsyonlar UrGne hasar verebilir ve hizmet
Omrind kisaltabilir.

Sistemin veya tiibajin herhangi bir pargasinin dogrudan giines
IsIgina veya Islya maruz kalmasi bozulmasina neden olabilir.
Gorunur bir bilesen bozulmasi varsa (¢atlama, yirtiima, yariima
vs.) s6z konusu bilesen atilmali ve yenisiyle degistiriimelidir.

Giinliik Kullanim / Her Kullanimdan Sonra Yapilacaklar

®  Maske bilesenlerini sokim talimatlarina gére sokin.

®  Ayrilmis maske bilesenlerini (kafa techizati harig) 1lik (yaklasik
30°C) suda hafif sabunla ovarak temizleyin.

® Hava agzini temizlemek igin yumusak tlyli bir firga kullanin.

® Tum bilegenleri icme suyu kalitesinde suyla durulayin ve
dogrudan gines 1sidina maruz kalmayacaklari bir yerde
havayla kurumaya birakin.

®  Tum bilesenler kurudugunda, yeniden birlestirme talimatlarina
gore birlestirin.

Haftalik

Bas aparatini ve tim bilesenleri ilik (yaklagik 30°C) ve sabunlu suyla
elde yikayin. Saf sabun kullanin. Tim bilesenleri iyice durulayin ve
dogrudan gunes Isidina maruz kalmayacaklari bir yerde havayla
kurumaya birakin.

8/14
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Maskenin hastalar arasinda yeniden islem gérmesi

Bu maske baska bir hastada kullanilacaksa islemden gegmesi
gerekmektedir. Temizleme ve dezenfeksiyon talimatlarina BMC Web
Sitesinden ulasilabilir, www.bmc-medical.com. Eger @ternet
erisiminiz yok ise litfen BMC temsilcisi ile irtibata gegin.

Maskenin Tekrar Monte Edilmesi

Alin pedi maskenin Tampon maskenin alt Bas aparati Ust kismini
st kismindaki kismindaki kurulum maskenin (st kismindaki
kurulum yivine takin. yivine takin ve kurulum deligine takin.

tampon kurulum

yivine tam

oturdugundan emin

olun.
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Sorun Giderme

Sorun

Olasi Neden

Olasi Cozim

Maske yeterli
sizdirmazlik
seviyesine sahip
degil veya rahatsiz.

Maske yanlis takilmis
olabilir.

“Maskenin Takilmas!”
bélimundeki talimatlar
dikkatle uygulayin. Bag
aparatinin asiri
sikilmadigindan emin
olun.

Maske boyu yanlis.

Klinisyene danigin.

Tampon dogru
yerlestirildigini kontrol
edin ve “Maskenin Tekrar

kismen veya
tamamen tikanmis.

: ’ bélimundeki talimatlara
gore dogru bir sekilde
yeniden yerlestirin.

Maske boyu yanlis. Klinisyene danisin.
Havalandirma deliklerini,
Maske ¢ok guriittuld. Havalandirma delikleri | “Maskenin Evde

Temizlenmesi”
bélimiindeki talimatlara
gore temizleyin.

10/14
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Teknik Ozellikler

=
©
kel
=
N
<
(24
Basin¢g-Akis 2(2
Egrisi
Maske Basinci (cmH,0)
Basinci
(emH,0) 3|4 8 [10 |12 (16 |20 |25 [ 30 | 35 | 40
Akis hizi
(tidak) 18 [22 |32 (36 |40 |47 (53 |60 |65 |71 |78
Oli alan, maskenin boyun pargasina kadar olan
Olu Alan kisimdaki bos hacmidir.
Bilgileri Maskenin 6l alani tampon biiyikliiklerine ~gore

degismekle beraber, 218 ml'den azdir.

Tedavi Basinci

3ila 40 cmH,0

Diren¢

Olgiilen basing diisiisii (3 boy igin ortalama degerler):
50 It/dak'ta: 0,15 cmH,O
100 It/dak'ta: 0,5 cmH,O

inspiratuar ve
Ekspiratuar

Maskenin inspiratuar direnci (Yeniden Solumayi Onleme
Valfi ile kullanildiginda) 1,8 cmH,0 50 It/dak'ta.

Maskenin ekspiratuar direnci (Yeniden Solumayi Onleme

Direng . N
Valfi ile kullanildiginda) 2,0 cmH,0 50 It/dak'ta.
Yeniden
Solumayi
Onleme Valfi
acik 1,0 cmH,0

to-atmosferik
basing

11/14
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Yeniden

Solumayi

Onleme Valfi 1,2 cmH,0
kapali-to-atmos

ferik basing

ISO 4871'e GORE BEYAN OLUNAN GKL&GURULTU
EMGYONU DEGERLERG Maskenin “A agirlikl” giriiltii

Gurualta seviyesi, 3 dBA belirsizlikle 28 dBA'dir. Maskenin 1
metre mesafeden “A agirlikh” guriltyu seviyesi ise, 3 dBA
belirsizlikle 20 dBA'dir.

Calisma sicakhigi: +5°C ila +40°C (41°F ila 104°F)
Calisma nemi: %0 ila %93 bagil nem, yogusmasiz
Muhafaza ve tasima sicakligi: -20°C ila +55°C (-4°F ila
131°F)

Muhafaza ve tasima nemi: %0 ila %93 bagdil nem,
yogusmasiz

Cevre Kosullar

Muhafaza

Maskeyi uzun bir sireligine muhafaza etmeden 6nce iyice temiz ve
kuru oldugunu teyit edin. Maskeyi dogrudan giines isigina maruz
kalmayan kuru bir yerde muhafaza edin.

Elden ¢ikarma

F2 higbir zararli madde ihtiva etmez ve normal evsel atiklarla birlikte
elden gikarilabilir.
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Semboller

Sistem ve Ambalajlama

>

LO

_|

@F

Q=

HE

Dikkat; birlikte verilen belgelere bakin.

Bir Uyari ya da ®az durumunu belirtir ve olasi
yaralanmalara karsi sizi uyarnir ya da cihazin
emniyetli ve etkin bir sekilde kullanilmasina yénelik
alinmasi gereken tedbirleri agiklar.

Parti numarasi

Katalog numarasi

Dogal kauguk lateks ile yapilmis degil
Sicaklik sinirlamasi

Nem sinirlamasi

Uretici

Avrupa Birliginde Yetkili Temsilci

13/14

Tiirkce
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Sinirli Garanti

F2 Tam Boy Yiiz Maskesinin, tim bilesenleri, Ana kurulum, Tampon,
Alin pedi, Bas aparati ilk tiketici tarafindan satin alinma tarihinden
itibaren doksan (90) gun sireyle malzeme ve iscilik kusurlarina karsi
garanti kapsaminda oldugunu beyan ederiz.

Bu Garanti kapsamindaki haklarinizdan faydalanmak igin yerel
saticlya ve asagida iletisim bilgileri bulunan Ureticiye basvurun.

F2 Tam Yz Maskesi beklenen servis émri bir yildir.

V]
URETICI: £
BMC TIBBI LTD., STi. '=_’
Fengyu Binasi Kule A Oda 110, No. 115 Fucheng Yolu, Haidian,
100036 Pekin, CIN HALK CUMHURIYETI
Tel © +86-10-51663880
Faks : +86-10-51663880 Dahili 810
AB YETKILi TEMSILCISI:
Sangay Uluslararasi Holding Kurumu GmbH (Avrupa)
EiffestraBe 80, 20537 Hamburg, Almanya
Tel : 0049-40-2513175
Faks : 0049-40-255726
ITHALATGI: ECE TIBBI CIHAZLAR VE MEDIKAL SAN. TiC. A.$
Siimer Mahallesi Prof. Dr. Turan Giines Cad. The Istanbul Veliefendi
Sit. G1 Ticaret Apt. No: 57 AC Zeytinburnu — istanbul - TURKIYE
MERKEZ: Stimer Mah. Prof. Dr. Turan Giines Cad. No: TEKNIK SERVIS: Telsiz Mah. Balikli Kazligesme Yolu
57/AC Zeytinburnu / ISTANBUL Sok. No:29/A Zeytinburnu / ISTANBUL
BURSA: Demirtagpasa Mah. 2. Sabunevi Sok. MALTEPE: Basibliyiik Mah. Basiblyiik Cad.
No:32/A Osmangazi / BURSA No:10/A-2 Maltepe / ISTANBUL
KARAGUL: Molla Giirani Mah. Turgut Ozal Millet Cad. ANKARA: Bahgelievler Mah. Sevket Siireyya Aydemir
Karagiil s Merkezi No: 84/2B25 Fatih / ISTANBUL Sok. No:4/A Bahgelievier /| ANKARA
CIBALI: Zeyrek Mah. Atatiirk Bulvari 7/G
Fatih / ISTANBUL (SGK Cibali Binas! Yani)
www.respiroX.com.tr 44478 96 www.ecemedikal.net

Yayin tarihi: 15 Mart 2017
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F2 Full Face Mask PykosoacTteo MNonb3osatens V2.1

F2 Full Face Mask

Bnarogapum Bac 3a Bbibop Hoco-poToBon macku F2 Full Face Mask
(BMC-FM2). Bnarogapsi rMbkocT W MSArKOCTM macka ynobHa B
npumeHeHun. Ee KOHCTpykuus obecrneyvMBaeT  MUHUMArbHbINA
KOHTaKT C fULOM MOMb30BaTEMs, YTO 3HAUUTENBHO CHWDKAET
Heypo6cTBa npu HoweHnn. B AaHHOM pyKoBOACTBE A@HO onucaHue
NpaBUMbHOMO UCMONb30BaHUS MACKM.

lNMpeaHa3sHa4vyeHune

Hoco-potoBast macka F2 Full Face Mask moxeT ncnomnb3oBaTbcs C

CPAP-annapatamm Onsi co3gaHusi MOCTOSIHHOTO MOSIOXMTENbHOro

OaBNeHnss B  BEpPXHUX [ObixaTenbHblX MNyTaX, a Takke C

BiPAP-obopygoBaHvem  ans nauveHToB C  ObIxaTenbHown

HEeAOCTaTOYHOCTbHO.

Macka F2 Full Face Mask:

e npepHasHaveHa Ans nNauMeHToB ¢ Maccon Tena > 66 dyHTOB /
30 kr koTopblM NokazaHa CPAP-Tepanus.

* Macka sBNsieTCs MHOropasoBOW, MOXET MCMOoNb30BaTbCsl Kak B
[OMaLLHMX YCIOBUSIX, TaK U B NIEYEBHbIX yYpexXaeHnsaX.

BHUMAHUE: B CLUA, ®eldepanbHbili 3aKoH oO2paHu4yusaem
rpodaxy 0aHHO20 rPodyKma epayoM UnuU Mo Ha3Ha4YeHUro epaya.
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F2 Full Face Mask PykosoacTteo MNonb3osatens V2.1

Mepen Ha4yanom UcNosb3oBaHUA MacKu

A NPEAYNPEXAEHUA

BbigbixaTenbHas cuctema fomkHa ObiTe YNCTON.

lMosicheHusi: C  CPAP-o6opygoBaHMeM  McMonb3ytoTcs
cneuyunanbHble Mackun [ BblablXaTenbHOM cucTemon,
KOHCTPYKLMS KOTOpOWN nossonsieT  HecnpensTCTBEHHO
BblAbIXaTb BO3[lyX W3 Macku 4epes BbIMyCKHble OTBEPCTBUS.
Mpn  npaBunbHOM  dyHKUMOHMpoBaHun  CPAP-annapata,
BO3AYX nocTynaroLwumn U3 annapata BbITankueaet
BbiAbIXaeMbll  BO3AYX W3 MackM Yepe3 creuuanbHble
BbINYCKHbIE OTBEPCTBUS.

OpHako, ecnu CPAP-annapat He pabotaeT unu pabotaet
HenpasWnbHO, B MacKy He MoCTynaeT AO0CTaTOYHbIN 06bem
BO3[lyxa W BblAblXaemblii BO34yX BAbIXaeTCcsi NOBTOpHO. B
HEKOTOPbIX CMy4yasx MOBTOPHOE BAbIXaHWE BbIfbIXaeMoro
BO3[lyXxa B TEYEHWe HECKONbKMX MUHYT MOXEeT MpPUBECTU K
yayweHuo.  [laHHOe  npegynpexgeHne — OTHOCUTCS K
6onblumHcTBy CPAP-annapatos.

Mpun  Huskom paBnedun B CPAP-annapate  notok
NOCTynaloLlero BO34yxa, MOXEeT OblTb HEAOCTaTOYHbIM AnS
yaaneHus w3 abixaTenbHow Tpybku octatodyHoro obbema
BblAblxaeMoro Bo3gyxa. [lpy 3TOM BO3MOXHO MNOBTOPHOE
BAbIXaHWE BblAbIXaeMoro Bo3ayxa.

Ona cHWXKeHus pPBOTHbIX pedeKkcoB, nauneHTy cnegyet
usberatb MNPUHATMS MUK  3a TpuM Yaca [0 Havana
CPAP-Tepanun. He pekomeHayeTcs WCMONb30BaTb Macky,
ecnv nauueHT NpUHUMaeT neKkapcTBeHHOe CPefcTBO, KOTOpoe
MOXeT BbI3BaTb PBOTY.

3anpelyaeTca ucnonb3oBaTtb Macky 6e3 yCTaHOBNEHHOrO
AblXaTenbHOro knanawa.

He cnegyeT npumeHsTb Macky KOH(MUKTHBIM NauueHTam, a
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Takke naumeHTam, NpYHUMalLWLMM ycrokamBatolwme cpeactea
HeYyBCTBUTENbHLIM MMM HE  CMOCOOHBIM  CHATb  Macky
CaMOCTOSATENBHO.

Cobnopante BCE Mepbl NpefoCTOPOXHOCTH npu
MCMOMb30BaHNN AOMOMHUTENBHBIX KUCNOPOAHBIX NpoLeayp
Ecnn cuctema nogauu Bo3gyxa He pabortaer, nopavy
KMcnopoaa crnepyeT npekpatuTb BO M3bexaHue CKomneHus
HEeMCcnonb30BaHHOrO Kucropoda B KOpryce CUCTEMbI Mofayn
BO3[yXa, YTO MOXET NPUBECTU K ONacHOCTU BO3ropaHus.

Mpyn  duMKCMPOBAHHOM MOTOKE KWCNOPOAA  KOHLEeHTpauus
BAbIXAaEMOro  Kucropoga 3aBUCUT  OT  YCTAHOBMIEHHOrO
[OaBreHus, naTTepHa [AblXaHUsi nauueHTa, Macku, TOuYKK
NPUNOXEHNS N CKOPOCTU YTEYKN rasa.

B paHHOM Pykosoactee npuBeaeHs! TEXHUYecKne
XapakTepUCTUKM  Macku  Ans  MPOBEpKM  BpayoMm  ee
COBMECTUMOCTM C cucTemon nodayu Bosgyxa. B cnyvae
HECOOTBETCTBMA  TEXHWYECKMX  XapakTepuCTUK  WUnu  npu
MCMOMb30BaHNN Mackv C HECOBMECTUMbIMU YCTPOWCTBaMU
BO3MOXHO HapyLleHue YCINOBWI repmeTudHoCTM 1 ypobeTea
HOLIEHUS Macku, Kak CneacTsue Tepanusa MOXeT crTaTb
HeahheKTNBHOW, ONTUMarnbHble pe3ynbTaTthl  NpoLEaypbl
HEQOCTVXUMBIMU, @ yTeyka WU U3MEHEHWE HOPMbl YTEYKU
MOryT cKa3aTbCsi Ha paboTe cucTembl Nogayy Bo3ayxa.

Mpn JNIKOBOW oTpuuaTenbHoit peakumu npu MCMonb3oBaHum
mackm F2 Full Face Mask cnegyetr npekpatutb ee
JanbHenLwyo dKCnnyatauumilo W NPOKOHCYNbTUPOBAaTbCH  C
nevawumM Bpayom nnbo Bpa4oM-COMHOIOTOM.

MopgpobHoe onucaHve HACTPOWMKM W 3KCniyaTauuM CMm. B
PYKOBOACTBE MO MCMOMb30BaHWNIO CUCTEMbI NOAAYM BO3AYXa.
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F2 Full Face Mask PykosoacTteo MNonb3osatens V2.1
KoMnoHeHTblI Hoco-poTtoBoM Mackm F2 Full Face
Mask
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KomnoHeHTbl Hoco-poToBor Mackn F2 Full Face Mask
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MopGop Hy)KHOro pasMepa Macku

[na nogbopa HyXHOro pasmepa Macku Heo6XoAuMOo U3MepPUTbL
paccTtosiHune (H) mexay ocHoBaHVWeM Hoca 1 nogbopoakoM, Kak

MokasaHO Ha PUCYHKE HUXeE.
[ocTynHbl Macku Tpex pa3MepoB.

B cooTBeTCTBMM C TaBnuUen HKe BbIGEPUTE HYXKHbBIA pasMep
MacKu.

Yy H (Mm) Pa3wep
80<H=<90 S
H 90 <H <100 M
y 100 < H< 115 L

MopGop Hy)XHOro pasmepa Macku

5/14

Pycckui



F2 Full Face Mask PykosoacTteo MNonb3osatens V2.1

MoaroHka macku

Mcnonbaynte

nogada kucnopoga.

OcBo60oanTb HKHUE
PEeMHU OrornoBbsi OT
Koprnyca Macku v
CKIEUTb KOHLibI KaK
nokKasaHo Ha pUCYHKe.

OpHoBpeMeHHo ¢ ABYX
CTOPOH HaTSHYTb
BEPXHUE PEMHU
OronioBbs Tak, YTobbI
Macka NroTHO, HO He
CINWLLKOM NMOTHO

npunerana k nuuy,
3adhukemposath ©
MOMOLLIbIO JMyYeK.

CTaHOapTHbIN
HeobXxoaMMo U3MepUTL AaBneHue unu TpebyeTcs AoNoSHUTENbHas

KOHWYECKnn

KOHHEKTOP,

Mpwxatb Macky K nuuy
N HaTsHYTb PEMHV
OromnoBbsi NOBEPX
ronossbl.

OpHoBpeMeHHo ¢ ABYX
CTOPOH HaTSHYTb
HWXKHWE PEMHMN
OrosioBbs Tak, YTobbl
Macka NroTHO, HO He
CMNWLLIKOM NMOTHO
npunerana K nuy,
3aduKkempoBaTh C
NOMOLLbIO NINyYeK.

6/14

HwxkHue peMHn
0ronoBbs
3admKcmpoBaTh Ha
Kopryce Macku.

MoacoeguHute
ObIXaTenbHy TpyoKy
K Macke. Bkniounte
YCTPONCTBO NoAaYMN
BO3/yXa 1 NpoBepbTe
npaBubHOCTb
nocagku Macku, a
TakKke oTCyTCTBUE
yTeYex.
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Pa36opka macku

lMpumeyaHus:

1.  Henb3s omcoeduHsimb y20510K 0m Kopryca Macku.
2. Henb3sa pasbupamb y20r0K.
3. Henb3a ebimackueamb KnanaH U3 KoreH4amoz20 rnampyo6ka,

ebimackugaHue KnarnaHa Moxem [jpueecmu K opye
rocredHeezo.

OcBoboanTb BepxHUe OTCcoeanHUTb NULEeBYIO BbiTawute HanobHyo

N HWXKHVE peMH1 Haknagky oT kopryca noAayLLKy 13

oromnoBbs OT kKoprnyca Macku. COOTBETCTBYIOLLETO

Macku. KpenneHus kopnyca
Macku.

7114
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OuncTka Mackv B AOMALLUHUX ycnoBuax

lMpumeyvaHrus:

Oqucmka macku u pemHel Ooryckaemcsi MOJbKO Py4HbIM
crocobom.

Henb3s 0na o4yucmku omcoeduHsamb Y2070k om Kopryca
macku, pa3bupamb y20710K U 8blmacKueamb KnamaH U3
KoneH4Yamoao rnampyo6ka.

A BHUMAHUE

Ons ouncTkun NobbIX AeTanen macku unm gbixaTenbHOW TpyoKkn
He MCNosb3ynTe pacTBOpbLl C cCoAepXkaHuem oTbenuBaTenen,
xrnopa, cnupTa, apomaTn3aTopos, yBRaxHuUTeneu,
GakTepmuMaHbIX CPeacTB WNM apomaTuyeckux macesn. 3To
MOXET MPUBECTU K MOBPEXKOEHWIO U3OENUIA UNWN COKPALLEHWIO
CpoKa UX cryxoebl.

BosgenctBre NpsiMbIX COMHEYHbIX Jlydern Wnu mn3bbITOYHOro
Tenna Ha nwobble AeTany Macku MNu AblxaTenbHon Tpyoku
MOXET MPUBECTM K UX YCKOPEHHOMY U3HOCY.

Mpn OBHapyXeHMn Ha KakoM-IMGO KOMMOHEHTE  BUOUMBIX
NPW3HAKOB M3HOCA (TPELLMHBI, HAPYXKHbIE NOBPEXAEHNS], pa3pbIBbl
W T.N.), €r0 CNeAyeT 3aMEeHNUTb Ha HOBbIN.

O6paboTka Macku nocrne KaXxporo UCrnosfib30BaHUst

Pa3obpaTb Macky B COOTBETCTBUM C UHCTPYKLMSIMU MO pa3bopke.
TwaTenbHO BbIMbITb BCE AeTannm Macku (3a WCKMoYeHneM
oronosbst), Tennow Bogon (npubn. 30°C) ¢ ncnonb3oBaHnem
MSITKOTO MOHOLLIETO CpeacTaa.

B cnyyae 3arpsi3HeHusi OTBepCTWIA BblAbIXaTENbHOW CUCTEMbI
UCMOMNb3YWTE LUETKY C MATKON LLIETUHOW.

XopoLwlo npononowuTe BCe KOMMOHEHTbI B NUTHEBOW BOAE U
faiiTe BbICOXHYTb B XOPOLUO MPOBETPUBAEMOM MOMELLEHUH,
nsberas nonagaHns NPSMbIX CONTHEYHbIX NyYen.
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® Korma Bce KOMMOHEHTbI BbLICOXHYT, cobepuTe Macky B
COOTBETCTBUM C MHCTPYKLIMEN no cbopke.

ExxeHepgenbHoe o6cnyxuBaHue

BpyuyHyto BbIMOITE OrofioBbe M BCE KOMMOHEHTbI B Tennom (npubn.
30°C) MbinbHOM pacTBope. [NpumeHsiiTe Mbino 6e3 npumecei.
Xopoluo nponosowuTe BCE KOMMOHEHTbI U MPOCYLUWTE B XOPOLLO
NMpoOBETPMBAEMOM  MOMELLEHUM, wu3berasi nonagaHus  NPsSIMbIX
COMMHEYHbIX Ny4Yen.

MoBTOpHa“ 06pa60TKa MacCKu nocrie nauneHToB

Mpn cMeHe nauuweHTa Macka [OIKHA NpovTM o0bs3aTenbHyo
rUrMeHnYeckyto obpabotky. OuncTka u Ae3MHMEKLUMA MHCTPYKLUK
JocTtynHbl Ha Beb-canite BMC, www.bmc-medical.com. Ecnn y Bac
HeT pJgocTyna K WHTepHeTy, Moxamywcra, obpatntecb K
npepctasutentio BMC.

C6opka macku

YcraHosuTe MpucoeaunHute 3admkenpyiTe BepxHue
HanoGHyio NoAywWwKy B NMLEBYIO HaKnaaky K PEMHW OronoBbs Ha
cneuvansHoe KOpMycy mMacku, Koprnyce Macku.
KpenneHue Ha NPOBEPUB MIOTHOCTb
Kopnyce MacKu. npuneraHus no Bcemy

nepumeTpy

coefVHeHnA.
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YcTpaHeHue Henonapok

Mpo6nema

Bo3moxHas MpuunHa

BosmoxHoe Peluenue

HepocTatouHas
repMeTUYHOCTb UIn
Heyno6Hoe
NOMOXEHWe Macku.

BoamoxHo, Mmacka
HajeTa HenpaBwWIbHO.

BHuMaTenbHo npoutute
yKasaHusi B pasgene
“IMoaroHka macku”.
PemHu oronoebs He
[OMKHbI BbITb CIULLKOM
3aTSAHYThI.

HesepHo BbIGpaH
pasmep mackm.

MpoKkoHCynbTUpyMTECH C
nevalum Bpa4om.

YTeuka Bo3agyxa u3
Macku no
nepumeTpy
TNMLEBOW HaKMNagKu.

JlvueBas Haknagka He
NMoTHO Npuneraer K
KOpMycCy Macku.

MpoBepbTe
NpaBWNbHOCTb
npUcoeanHeHus
HaKrnagkm K koprycy
Macku 1 nepeyctaHoBute
ee B COOTBETCTBUM C
yKasaHusMu B pasgene
“Cbopka macku”.

CurbHble WyMmbl
npu
1CMonb3oBaHnmn
Macku.

HeBsepHo BbIGpaH
pasmep Macku.

MpoKoHCYNbLTUPYNTECH C
nevaLym Bpalvom.

3akynopeHb! unu
4acTU4HO
3aKyrnopeHbl
BbIMyCKHblE
0TBEpCTUSI.

OumncTuTe BbINyCKHbIE
oTBepCTUs B
COOTBETCTBUM C
yKasaHuaMu pasgena
“OumncTka Macku B
AOMaLLHMX yCroBusx”.
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TexHUYecKkne xapakTepucTUKn

CKOpOCTb NoToKa (N/MUH.)

Ounarpamma
HanopHoro
noTtoka
[asneHne B macke (cmH,0)
[asnenvie
(cmH,0) 3|14 (8 |10|12 (16|20 |25 |30 |35 |40
CkopocTb
noToka 18 |22 (32 |36 |40 (47 |53 |60 (65|71 |78
(n/MnH.)
MepTBO€E NPOCTPAHCTBO - 3TO MycTol 06bem Macku Ao
MepTBOe LIAPHUPHON BTYMKN.
NPOCTPAHCTBO MepTBO€E NPOCTPaHCTBO Macku 3aBUCUT OT pa3mepa
HaKnagku, Ho cocTaensieT He Gonee 218 mn.
TepaneBTUYeck

oe aaBneHve

3 ~ 40 cmH,O

ConpoTtuBneHue

MoHwkeHWe faBnenHus (B cpeaHeM Ans 3 paamepoB)

npu 50 n/mun.: 0,15 cmH,0
npu 100 n/muH.: 0,5 cmH,0

ConpotuBnexue
npu BAbIXaHUN
Y BblAbIXaHWUMU

ConpoTuUBREHWE NP BAbIXaHWUN (C YCTaHOBJI€HHbIM

AblxaTenbHbIM knanaHom) coctasnset 1,8 cmH,O npu 50

n/MUH

ConpoTuBrEHNE NpW BblAbIXaHW (C YCTAHOBMNEHHBIM
AblxaTenbHbIM knanaxom) cocrasnset 2,0 cmH,0 npu 50

N/MVH
AblXaTenbHbIM
KnanaHom
OTKPbIT K 1,0 cmH,0
aTtMocdepHbIM
AaBneHnem
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AblIXaTelNbHbIM

KnanaHom
3aKpbIT K 1,2 cmH,0O
aTmoccepHomy
AaBreHnio
3AABIIEHHAA KOMMMNEKCHASA BENMUYUHA
LIYMOBBIAENTIEHWNA cooTBeTcTBYET TpEeGOBaHMAM
LWymoBbie ctangapTta ISO 4871. BaBelueHHbI ypOBEHb

aKyCTU4ecKo MOLLHOCTK MO Lkane A coctaenseT 28 oBA
XapaKTepUcTUKU Y u 9 A
¢ norpeluHocTbio 3 ABA. BaBelueHHbI ypoBEHb 3BYKOBOIO
AaBneHns no wkane A Ha pacctosHum 1 m coctasnsiet 20
ABA c norpeluHocTbio 3 ABA.

Pa6ouasi Temneparypa: ot +5°C go +40°C (ot 41°F no 104°F)
Pabouas BnaxHoctb: 0% ~ 93% (oTHocuTenbHas
Ycnosus BNaXHoCTb 6e3 koHaeHcaLuum)
OKpyXatoLen XpaHeHue 1 TpaHcnopTupoBka: oT -20°C go +55°C (ot
cpeasb! -4°F po 131°F)
BnaxHocTb xpaHeHusi npu TpaHcnopTuposke: 0% ~ 93%
(oTHOCUTENbHasi BNaXXHOCTb 6e3 KoHAeHcauun)

XpaHeHue

XpaHI/ITb Macky crnegyet B 4UMCTOM, NMPOCYLUEeHHOM BuAe B CyXOM
MecTe, 6e3 nonagaHna NpAMbIX CONHEYHbIX J'Iy‘-lel;l.

YTunusauusna

Macka F2 He cogepXuT BpedHbIX BeLeCcTB WM MOXeT
YTUNU3NPOBATLCA C OObIYHBIMU BbITOBLIMU OTXOAAMMU.
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YcnoBHble 0603Ha4YeHunA

Ha nsgenuun n ynakoBke

BH1MaHM1e, 03HaKoMbTECh C CONPOBOANTENBHOMN

[OKyMeHTauven.

YkasaHvie Ha He0bX0AMMOCTb COBMIOAEHUSI OCTOPOXHOCTU
A 1 npeaynpexaeHne 06 onacHOCTU TeNeCHbIX

NMOBPEXAEHNI UM onucaHue ocobbix Mep

NpeaoCTOPOXXHOCTU M cnoco6oB apdekTUBHOrO

NpUMEHEHVSI U3Jenus.

Koa naptum

Homep katanora

He c oTaenkow U3 HaTypanbHOro naTekca

55T
5t
ﬂtjﬁf TemnepaTypHoe orpaHu4eHve

%
OrpaHnyeHve BNaXxHOCTH
y—

M MpoussoauTens

EE OdmumansHoe npefcTaButenscTBo B EBponeiickom
Coobuiectse
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orpaHMHEHHaH rapaHTusa

[apaHTupyetcs, yto macka F2 Full Face Mask, Bkntovas kopnyc
Macku, NMUEBON Haknagkv, HamobHOW NoAywKM W OronoBbe He
NposiBUT [edeKTOB MaTepuarioB M NPOU3BOACTBEHHOro Gpaka B
TeyeHne pgessHocto (90) pgHem c  patel  npuobpeTeHus
nepBOHaYanbHbIM MoKynaTenem.

Mo Bonpocam rapaHTum obpallantecb K MECTHOMY OdumLManbHOMY
aunepy.

Oxupgaemblin cpok cnyx6bl ocHoBHoro F2 Full Face Mask coctaensiet
OAVH rof.

NMPOU3BOOUTEIDb:
BMC Medical Co., Ltd.

KUTAMCKAA HAPOOHAS PECMYEIUKA, Mekun 100036, XaiigpeH,
ymuua ®dyuxeHr Ne115, 3gaHue ®enritto, Tayap A, komHata 110

Ten : +86-10-51663880
dakc : +86-10-51663880 006. 810

YMONMHOMOYEHHbIV NMPEOCTABUTESb B EC:
Shanghai International Holding Corp. GmbH (EBpona)

Alcpestpacce 80, 20537 Mambypr, NepmaHus

Ten : 0049-40-2513175
dakc : 0049-40-255726

[arta Bbinycka: 15 mapt 2017
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