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iVolve F1A Full Face Mask

Thank you for choosing BMC’s iVolve F1A Full Face Mask
(BMC-FM1A). 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 iVolve F1A 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 iVolve F1A 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

/N WARNINGS

e The vent holes must be kept clear.

e 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.

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

e 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.

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

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

e Follow all precautions when using supplemental oxygen.

e 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.

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

e The technical specifications of the mask are provided for your
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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 iVolve F1A 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 iVolve F1A Full Face Mask

2 Soft Sleeves
i \( (Optional parts)

Elbow
Valve-body
Valve
Cushion Cushion Frame Headgear Frame
N —
' % Swivel
Vice-Swivel Pick-off

Components of the iVolve F1A 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.

Yy H (mm) Size
y 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

Attach the upper Pull the upper straps Bring the lower straps
headgear straps by over your head and below your ears, and loop
threading them through  hold the mask against  them into the lower hooks
the upper hooks of the your face. on the headgear frame.

headgear frame, and
fold the lower headgear
straps as shown in the
picture.

Adjust the upper Adjust the lower Connect the air tubing to
headgear straps evenly  headgear straps evenly  the swivel. Then turn on

until they are until they are the device and adjust the
comfortable. comfortable. mask to the right position

without air leakage.
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Disassembling the Mask

A

Detach the air tubing. Detach the headgear Remove the elbow
straps by unthreading the  assembly from the
upper and lower straps cushion frame, and then
from the hooks of the pulling away the
headgear frame. headgear frame.

4

“n A

s

Remove the thin pad
and cushion from the
cushion frame, and
detach the cushion from
the thin pad.

7113
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Cleaning the Mask at Home

Notes:

e The mask and headgear can only be cleaned through hand
washing.

/\ CAUTIONS

e 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.

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

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

Daily / After Each Use

To optimize the mask seal, facial oils should be removed from the
cushion before use.

Handwash the mask by gently rubbing in warm (30°C) water using
mild soap or diluted dishwashing detergent.

If the pick-off port cover requires cleaning, use a soft bristle brush.
Rinse all components well with drinking quality water and allow
them to air dry out of direct sunlight.

Weekly
Handwash 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.
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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.

Reassembling the Mask

1 2 3

& . / ; &L u

4 %z ,
3 .

Fit the cushion into the  Lock the cushion Gently push the headgear
thin pad to form a assembly securely into frame onto the cushion
cushion assembly. the cushion frame. frame.
4 5

Insert the elbow Attach the headgear
assembly to the straps to the frame as
cushion frame. shown above.
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Troubleshooting

Problem
Mask won'’t seal

properly or is
uncomfortable.

Mask is too noisy.

Possible reason

Mask may have been
fitted incorrectly.

Mask size is wrong.

Thin pad is misplaced on
the cushion frame.

Mask’s thin pad is
misaligned or creased
on the face.

Mask’s cushion and thin
pad may be dirty.

Mask is assembled
incorrectly.

Vents are blocked or
partially blocked.

10/13

Possible solution

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

Consult your clinician.

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

Make sure the thin pad is
properly aligned according to
the instructions in
“Reassembling the Mask”
section. Make sure the thin
pad has no creases. Check
the cushion and thin pad,
and reposition the mask over
your face.

Clean the cushion and thin
pad according to instructions
in “Cleaning the Mask at
Home” section.

Reassemble the mask.
Clean the vents according to

the instructions in “Cleaning
the Mask at Home” section.
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Technical Specifications

E 70 4

E

| 50
Pressure-Flow @ 1
Curve g 30 1

; 4

o

T |10

4 ( 25 0
Mask Pressure (cmH,0)
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 246 ml.

Therapy Pressure

4 to 30 cmH0

Resistance

Drop in Pressure measured (average for 3 sizes)
at 50 L/min: 0.1 cmH,0
at 100 L/min: 0.5 cmH,0

Inspiratory and
Expiratory
Resistance

The inspiratory resistance of the mask (in combination
with the Non-Rebreathing Valve) is 0.6 cmH,0 per L/S.
The expiratory resistance of the mask (in combination
with the Non-Rebreathing Valve) is 1.7 cmH,0 per L/S.

The Non-Rebreathing
Valve

0.9 cmH,0
open-to-atmosphere
pressure
The Non-Rebreathing
Valve 1.0 cmH,0O

closed-to-atmosphere
pressure

Sound

DECLARED DUAL-NUMBER NOISE EMISSION
VALUES in accordance with 1ISO 4871. The A-weighted
sound power level of the mask is 30 dBA, with uncertainty
3 dBA. The A-weighted sound pressure level of the mask
at a distance of 1 m is 22 dBA, with uncertainty 3 dBA.
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Environmental

Operating temperature: +5°C to +40°C (41°F to 104°F)

Operating humidity: 0% ~
non-condensing

93%

relative  humidity

Conditions 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 iVolve F1A mask does not contain any hazardous substances
and may be disposed of with your normal household refuse.

Symbols

System and

>

O

@ [

131°F

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

Not made with natural rubber latex

Temperature limitation

Humidity limitation
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Limited Warranty

It is warranted that the iVolve F1A Full Face Mask, including its
components, frame, cushion, headgear and other accessories,
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 iVolve F1A 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)

Eiffestrae 80, 20537 Hamburg, Germany

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

Issue date: October 17, 2016
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iVolve F1A Tam Boy YUz Maskesi

BMC’nin iVolve F1A Tam Boy Yuz Maskesi (BMC-FM1A) Uriiniind
sectiginiz igin tesekkur ederiz.

Bu maske konforlu, esnek ve sessizdir. Yuzunuzle temasi en aza
indirecek ve bu sayede tedavi sirasinda kendinizi rahat
hissetmenizi saglayacak bigimde tasarlanmistir. Bu kullanma
kilavuzu, maskenizi dogru kullanmaniz igin ihtiyag duydugunuz
bilgileri sunmaktadir.

Kullanim Amaci

iVolve F1A Tam Boy Yz Maskesi, surekli hava yolu basinci

(CPAP) veya iki dereceli sistemler gibi bir pozitif hava yolu basinci

cihazindan gelen hava akisini invazif olmayan bir sekilde hastaya

yonlendirir.

iVolve F1A Tam Boy Yuz Maskesi:

+ pozitif hava yolu basinci tedavisi 6ngorulmus yetiskin hastalar
(> 66 Ib / 30 kg) tarafindan kullaniimahdir.

* 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 éngériir.

1/13
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Maskeyi Kullanmadan Once

/\ UYARILAR

e Havalandirma delikleri agik olmalidir.

e Uyan Aciklamasi: CPAP sistemleri, maskeden disariya
kesintisiz hava akigina olanak verecek havalandirma deliklerine
sahip konektorleri bulunan 6zel maskelerle birlikte kullaniimak
uzere gelistiriimiglerdir. CPAP makinesi agik ve sorunsuz
calisiyorken, CPAP makinesinden gelen taze hava, verilen
solugu bagli durumdaki maske soluk verme portu araciligiyla
disari atar. Bununla birlikte, CPAP makinesi ¢alismiyorken
maske Uzerinden yeterince taze hava akisi saglanamaz 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 gogu
modeli i¢in gecerlidir.

e Disuk CPAP basinglarinda, soluk verme portundan gecgen
hava akigi tipten disari verilen gazin tamamen giderilmesine
yetmez. Bir miktar tekrar soluma yasanabilir.

e Uyku sirasinda kusma riskinin asgariye indirilmesi igin,
hastanin maskeyi kullanmadan dnceki 3 saat boyunca bir sey
yiyip icmekten kaginmasi gerekir. Hasta kusmasina neden
olabilecek receteli bir ila¢ kullaniyorsa bu maskenin
kullaniimamasi énerilir.

e Maskeyi, Yeniden Solumayi Onleme Valfi takili degilken
kullanmayin.

e Bu maske, talimatlara uymayan, zihinsel bakimdan
donuklasmig, tepki vermeyen veya maskeyi gikaramayacak
durumdaki hastalarda kullaniimamalidir.

e Takviye amagh oksijen kullanirken tim talimatlara uyun.

e Akis Ureteci calismiyorken oksijen akigi kesilmeli ve bu sayede
kullaniimamis oksijenin akis Ureteci muhafazasinda birikerek
yangina neden olma riski 6nlenmelidir.

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

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

Maskeyi kullanirken HERHANGI bir yan etki fark ederseniz
iVolve F1A Tam Boy Yliz 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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iVolve F1A Tam Boy Yliz Maskesinin Pargalari

Dirsek
Valf govdesi
Valf

Baslik Cergevesi
6 Boyun

Tampon gergevesi

Bas aparati

Sikmali boyun

iVolve F1A Tam Boy YUz Maskesinin parcalar

4/13
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Dogru Tampon Boyutunu Bulma

e Asagidaki ¢izim, farkli yiz dzelliklerini ve dlgmeniz gereken yuz
boylarini (yukseklik, Y ile ifade edilen kisim) tasvir etmektedir.

e Maskeler g farkli boyda sunulmaktadir.

e Asagidaki tablodan yardim alarak uygun boyu segin.

Y (mm) Boy
A 80<Y<90 S
Y 90 <Y <100 M
v 100<Y <115 L

Dogru Tampon Boyutunu Bulma
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Maskenin Takilmasi

Ust baglik kayiglarini
baslik ¢ergcevesinin Ust
halkalarina gegirerek
takin ve alt baglik
kayiglarini resimde
gosterildigi sekilde
katlayin.

Ust basglik kayiglarini
rahat oluncaya kadar
esit bir sekilde
ayarlayin.

Ust kayiglari basinizin
Uzerinden cekin ve
maskeyi yuziinize kargi
gelecek sekilde tutun.

Alt baslik kayislarini rahat

oluncaya kadar esit bir
sekilde ayarlayin.

6/13

Alt kayislari
kulaklarinizin altina
getirin ve bashk
gergevesinin alt
halkalarindan gegirin.

Hava tiplni firdéndiye
takin. Daha sonra cihazi
acin ve maskeyi hava
kagirmayacak sekilde
dogru pozisyona
ayarlayin.
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Maskenin Pargalarina Ayrilmasi

Hava borusunu ¢ikarin.

Ince pedi ve yastigi
yastik gergevesinden
¢ikarin ve yastigi ince
pedden ayirin.

Ust ve alt kayislari baglik
gercevesinin
halkalarindan g¢ikararak
baslk kayislarini ayirin.

7113

Dirsek parcasini yastik
gergevesinden ¢ikarin ve
daha sonra baslik
cergevesini gekerek
cikarin.
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Maskenin Evde Temizlenmesi

Notlar:

e Maske ve bas aparati yalnizca elde yikamayla temizlenmelidir.

/\ IKAZLAR

e Sistemin veya hava tibajinin herhangi bir pargasini temizlemek
icin asla beyazlatici, klor, alkol, aromatik ¢ézicl, nemlendirici,
antibakteriyel ajan veya esansli yag ihtiva eden soltsyonlar
kullanmayin. Bu sollUsyonlar Griine hasar verebilir ve hizmet
omrunu kisaltabilir.

e Sistemin veya tibajin herhangi bir par¢asinin dogrudan giines
ISIgina veya isiya maruz kalmasi bozulmasina neden olabilir.

e  Gorunur bir bilesen bozulmasi varsa (gatlama, yirtilma, yariima
vs.) s6z konusu bilesen atilmali ve yenisiyle degistiriimelidir.

Gunlik Kullanim / Her Kullanimdan Sonra Yapilacaklar

Optimum maske sizdirmazhidinin temin edilmesi igin, her
kullanimdan dnce tampondaki yuz yaglari giderilmelidir.

Maskeyi, hafif bir sabun veya seyreltiimis bulasik deterjani
kullanarak 1lik suda (30°C) hafifce ovalayarak elde temizleyin.
Kaldirma elemani portunun kapaginin temizlenmesi gerekiyorsa,
yumusak killi bir firga kullanin.

TUm bilesenleri igme suyu kalitesinde suyla durulayin ve dogrudan
glines 1sigina maruz kalmayacaklari bir yerde havayla kurumaya
birakin.

Haftalik
Bas aparatini ve tium bilegenleri ik (yaklasik 30°C) ve sabunlu
suyla elde yikayin. Saf sabun kullanin. Tim bilesenleri iyice

durulayin ve dogrudan gunes isigina maruz kalmayacaklari bir
yerde havayla kurumaya birakin.
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Maskenin hastalar arasinda yeniden islem gormesi

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

Maskenin Tekrar Monte Edilmesi

1 2 3

< . | IS ‘

4 z ;x

il ~——/ ,
Yastik vazifesi gédrmesi  Yastik parcasini yastik Baslik cercevesini yastik
icin yastigi ince pedin cergevesine sikica gercevesine nazik bir
icerisine yerlestirin. sabitleyin. sekilde bastirin.
4 5

Dirsek parcasini yastik  Baslik kayislarini
gercevesine takin. yukarida gosterildigi
sekilde gergeveye takin.
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Sorun Giderme

Sorun

Maske yeterli
sizdirmazhk
seviyesine sahip
degil veya rahatsiz.

Maske ¢ok guraltult.

Olasi neden

Maske yanlhs takiimig
olabilir.

Maske boyu yanlis.

ince dolgu tampon
cergevesinde yerinden
oynamis.

Maskenin ince dolgusu
yanlis hizalanmis veya
ylzun Gzerinde
burugmus.

Maskenin tamponu ve

ince dolgusu kirli olabilir.

Maske yanlis monte
edilmis.

Havalandirma delikleri

kismen veya tamamen
tikanmis.

10/13

Olasi ¢oziim

"Maskenin Takilmasi"
bélumundeki talimatlari
dikkatle uygulayin. Bas
aparatinin asiri
sikilmadigindan emin olun.

Klinisyene danisin.

ince dolgunun dogru
yerlestirildigini kontrol edin
ve "Maskenin Tekrar Monte
Edilmesi" bélimundeki
talimatlara gore dogru bir
sekilde yeniden yerlestirin.

ince dolgunun, "Maskenin
Tekrar Monte Edilmesi"
bélimundeki talimatlara gore
dogru hizalandigindan emin
olun. ince dolguda hicbir
kirisma olmadigindan emin
olun. Tamponu ve ince
dolguyu kontrol edin ve
maskeyi yeniden yuziinize
takin.

Tamponu ve ince dolguyu,
"Maskenin Evde
Temizlenmesi" boltimiindeki
talimatlara gore temizleyin.

Maskeyi tekrar monte edin.

Havalandirma deliklerini,
"Maskenin Evde
Temizlenmesi" bolumindeki
talimatlara gore temizleyin.

Tiirkce
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Teknik Ozellikler

<= |7
©
ke]
= |50 4
N |40
Basing - Akis Egrisi i 3
=
< |
Maske Basinci (cmH,0)
Oli alan, maskenin boyun pargasina kadar olan

Olu Alan Bilgileri

kisimdaki bos hacmidir.

Maskenin 6lu alani tampon bulyukliklerine gore
degismekle beraber, 246 ml'den azdir.

Tedavi Basinci

4 ila 30 cmH,0O

Direng

Olciilen basing diisiisii (3 boy icin ortalama degerler):
50 It/dak'ta: 0,1 cmH,O
100 lt/dak'ta: 0,5 cmH,0O

inspiratuar ve
Ekspiratuar Direng

Maskenin inspiratuar direnci (Yeniden Solumayi Onleme
Valfi ile kullanildiginda) 0,6 cmH,O / L/S'dir.

Maskenin ekspiratuar direnci (Yeniden Solumayi
Onleme Valfi ile kullanildiginda) 1,7 cmH,O / L/S'dir.

Yeniden Solumayi

Onleme Valfi agik 0,9 cmH,0
to-atmosferik basing
Yeniden Solumayi
Onleme Valfi
1,0 cmH,O

kapali-to-atmosferik
basing

Guralta

ISO 4871'e GORE BEYAN OLUNAN IKiLi GURULTU
EMISYONU DEGERLERI. Maskenin "A agirlikli" giir(iltii
seviyesi, 3 dBA belirsizlikle 30 dBA'dir. Maskenin 1
metre mesafeden "A agirlikli" gurdlti seviyesi ise, 3 dBA
belirsizlikle 22 dBA'dr.
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Calisma sicakligi: +5°C ila +40°C (41°F ila 104°F)
Calisma nemi: %0 ila %93 bagil nem, yogusmasiz
Muhafaza ve tagima sicakligi: -20°C ila +55°C (-4°F ila

Cevre Kosullar 131°F)
Muhafaza ve tagima nemi: %0 ila %93 bagil nem,
yogusmasiz

Muhafaza

Maskeyi uzun bir sureligine muhafaza etmeden dnce iyice temiz ve
kuru oldugunu teyit edin. Maskeyi dogrudan guines 1sigina maruz
kalmayan kuru bir yerde muhafaza edin.

Elden gikarma

iVolve F1A hicbir zararh madde ihtiva etmez ve normal evsel
atiklarla birlikte elden g¢ikarilabilir.

Semboller

Sistem ve Ambalajlama

Dikkat, birlikte verilen belgelere bakin.

Bir Uyari ya da ikaz durumunu belirtir ve olasi
yaralanmalara karsi sizi uyarir ya da cihazin
emniyetli ve etkin bir sekilde kullaniimasina ydnelik
alinmasi gereken tedbirleri agiklar.

>

Parti numarasi

Dogal kauguk lateks ile yapilmis degil

_
@
; —

Sicaklik sinirlamasi

5]
‘d
]

Nem sinirlamasi
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Sinirh Garanti

iVolve F1A Tam Boy Yiiz Maskesinin, tim bilesenleri, gcergevesi,
tamponu, bas aparati ve diger aksesuarlariyla birlikte, ilk tiketici
tarafindan satin alinma tarihinden itibaren doksan (90) giin sureyle
malzeme ve isgilik kusurlarina kargi garanti kapsaminda oldugunu
beyan ederiz.

Bu Garanti kapsamindaki haklarinizdan faydalanmak igin yerel
saticiya ve asagida iletisim bilgileri bulunan Ureticiye basvurun.
iVolve F1A Tam Boy YUz Maskesi beklenen servis dmrt bir yildir.

ORETICI: _

BMC TIBBI LTD., S$TI.

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 Glnes 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: Basiblyiik Mah. Basiblyik 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 Is Merkezi No: 84/2B25 Fatih / ISTANBUL Sok. No:4/A Bahgelievier / ANKARA

CIBALI: Zeyrek Mah. Atatiirk Bulvari 7/G
Fatih / ISTANBUL (SGK Cibali Binasi Yani)

www.respiroX.com.tr 444 78 96 www.ecemedikal.net

Yayin tarihi: 17 Ekim 2016
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iVolve F1A Full Face Mask Pykosoacteo nons3osatens V2.0
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iVolve F1A Full Face Mask Pykosoacteo nons3osatens V2.0

iVolve F1A Full Face Mask

Bnarogapvm 3a Bbibop nonHonuueson mackm iVolve F1A Full Face
Mask (BMC-FM1A).

Macka ygobHa B npumeHeHun, rmbkas n msarkas. Ee KoHCTpykums
obecneunBaeT MMHUManbHbIW KOHTAKT € NuUoM, bnarogapst yemy B
npouecce UCMNonb30BaHWs Bbl HE UCTIbITbIBAeTe HeynobcTs. B
OaHHOM pYKOBOZACTBE MOSb30BaTEeNs AaHO ONMCaHne NpaBuITbHOrO
NCMNOMb30BaHNS MacKu.

NMpenHasHayeHne

MonHonuueBas macka iVolve F1A Full Face Mask HanpaBnsieT
BO3AYLUHbIN NOTOK 6GECKOHTaKTHBbIM CNOCOB6OM Ha naumeHTa
N3npmcnocobneHnst co3gaHms NONOXUTENBHOIO AAaBNEHNS B
abixateneHblx nyTax, (CPAP) unn aByxypOBHEBOW CUCTEMBbI.
Macka iVolve F1A Full Face Mask:

* npegHasHayeHa 4718 UCMOob30BaHUSA CO B3POCHbIMM
naumeHtamu (> 66 dyHToB / 30 Kr), KOTOPbIM Ha3Ha4YeHo
rfieyeHne C NOMOLLbIO CO34aHuWs MONOXUTENBHOTO AABMNEHUS B
OblXaTenbHbIX MNyTAX.

*  MOXET UCMOSb30BaTbLCA MHOMOKPATHO B AOMALLIHMX YCIOBUAX
0N OOHOro nauMeHTa M MHOTOKPaTHO AN HECKOSbKUX
NnaumneHToB B NeYebHbIX yYpexaeHusX.

BHUMAHUWE: B CLUA, ®edeparnbHbili 3aKoH oOzgpaHuyusaem
rnpodaxy 0aHHO20 NpodyKma epaqyoM UJiU 110 Ha3Ha4YeHUro epaya.
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iVolve F1A Full Face Mask Pykosoacteo nons3osatens V2.0

MNMepen ynoTpebneHmnem macku

/\ NPEAYNPEXOEHWS

BbinyckHble 0TBEPCTUSA JOMKHBI BbITb YNCTBIMM.

lMosicHeHus: CPAP-cuctemMbl npegHasHaveHbl ans
NCNoNb30BaHNA CO cneunanbHbIMM MackaMn ¢ COeAMHUTENAMU,
NMEIOLLUMU BbIMYCKHbIE OTBEPCTUS ANS HENPEPBLIBHOMO
BblMycka Bo3gyxa 13 macku. [Npu BkntoyeHun CPAP-cuctembl n
HOpManbHOM (PYHKLMOHMPOBAHMU NOCTyNaoLWmii U3
CPAP-ycTpoKrcTBa BO3AYX BbiTaNKMBaET BblObIXaeMbI BO34YX
Yyepes crneumansHoe oTBepcTMe B Macke. OgHako, ecnum
CPAP-cuctema He paboTtaeT, Yepe3 MacKy He nocTynaeT
OOCTaToYHbIV 0ObEM BO3AyXa W BblAbIXaeMbIi BO34YX
BAbIXaeTcs NOBTOPHO. [MOBTOpHOE BAbIXaHUe BblAbIXaeMoro
BO3/lyXa B T€YEHNE HECKOSbKNX MUHYT MOXET, B HEKOTOPbIX
cny4asx, NpUBeECTU K yayweHuto. [laHHoe npeaynpexaeHvne
oTHocuTCs K 6onbwnHeTBy CPAP-cucTem.

Mpun Hn3kom aasnexHunn B CPAP-cucteme noTok npoxogsaLero
Yyepes BbINMYCKHOE OTBEPCTUE BO3[yXa MOXET OKasaThbCs
HeJoCTaTOYHbIM ANS OYMCTKM BCero obbema BblAabIXaeMoro
BO3ayxa B Tpyoke. [pyn 3TOM BO3MOXXHO NMOBTOPHOE BAbIXaHWE
BblAblXaeMoro Bo3ayxa.

[nsa cHWKeHNss onacHOCTM PBOTHLIX SIBNEHWUI BO BpeEMS
npouenypbl NAUMEHTY criegyeT nsberatb NPUHSATUSA MULLM U
HanNWTKOB 3a TPW Yaca 40 UCMNOoMNb3oBaHMA Macku. He
pekoMeHayeTCs NPUMEHATb Macky, ecriv NauueHT npuHuMaeT
Ha3Ha4YeHHOe NeKkapcTBO, KOTOPOE MOXET Bbl3BaTb PBOTHbLIN
pedriekc.

He ucnonb3ynte macky 6e3 ycTaHOBMEHHOrO ObIXaTerbHOro
KnanaHa.

He npumeHanTe macky ¢ KOH(PNUKTYIOLWMMN NaumeHTamu,
NPUHABLLMMUY yCroKamBarLLmMe CpeacTBa, HeYyBCTBUTENbHbBIM
NN He CNOCOBHBLIMU CHATL Macky.

Cobniogante Bce Mepbl NPegOCTOPOXKHOCTU Npn
NCcnonb3oBaHNN OOMOMHUTENbHbBIX KUCNOPOAHbLIX NpoLeayp.
Mopayy kucnopoda cnegyet NpekpaTuTb, eCriv cuctema
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iVolve F1A Full Face Mask Pykosoacteo nons3osatens V2.0

nogaym Bosayxa He pabotaeT, 4To6bl HEMCMOb30BaHHbIN
KMCnopoga He CKOMWIICS B KOPMyce CUCTEMbI Mogayvm Bo3gyxa u
He BO3HMKMa ONacHOCTb BO3ropaHusl.

Mpun pmKcupoBaHHOM NOTOKE KMCNOpoAa KOHLEeHTpaums
BObIXaeMoro Kucrnopoaa 3aBucuT oT YCTaHOBMNEHHOIO
JaBrneHus, xapaktepa AblXxaHus naumeHTa, Macku, TOUKK
NPUNOXEHUST U CKOPOCTU YyTEYKU rasa.

MprBeaeHbl TEXHUYECKNE XapaKTEPUCTUKN MaCKu Anis
NpoBEpPKN Bpa4OM ee COBMECTUMOCTU C CUCTEMOWN NoAauu
Bo3ayxa. pn HeCOOTBETCTBUM TEXHUYECKNX XapaKTEPUCTUK
U NCMONb30BaHUN C HECOBMECTUMbIMU YCTPONCTBaMM
repMeTUYHOCTb U yaobCcTBO MacKm MOryT oKa3aTbCsl
Hea(PPEKTUBHBIMW, ONTUManbHbIE pe3ynbTaTbl NpoLeayphbl
HEAOCTMXUMBIMY, @ yTeuka UM U3MeHEHNE HOPMbIl YTEYKU
MOTyT cka3aTbCsl Ha paboTe cucTembl Nogayun Bo3ayxa.
MpekpaTtnte ncnonb3osaHne macku iVolve F1A Full Face Mask
N NPOKOHCYMNbTUPYMNTECH C NlevaLlMMm BpaydomM nnm
BPaYOM-COMHOMOTOM MpU BO3HMKHOBeHUN JTKOBON
OTpULATENBHOM peakuumn Npyu NPUMEHEHNN OaHHOW MacKu.
MoppobHoe onucaHne HaACTPOMKU U SKCMyaTaunm CM. B
PYKOBOACTBE MO MCMONb30BaHMNIO CUCTEMbI NOAa4Yun BO3ayxa.
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KomnoHeHTbI nonHonuueBou macku iVolve F1A Full
Face Mask

y Msrue pykasa ([ononHutensHble ageTanu)

KoneHuatblit natpybok

Kopnyc knanaxa

Knanan

Kapkac Haknagku Kapkac aepxartens macku
% MoBOpPOTHMK
BcnomoratenbHblit noawo‘r%

Hatumk

ToHkan npoknagka  Haknaaka

Oronosbe

KomnoHeHTbI nonHonuueson macku iVolve F1A Full Face Mask
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MoaGop HyXXHOro pasMepa Haknagku

Hun pucyHke Hke npuBeaeHbl pa3nNnyHble XapaKTepUCTUKU
nvua n anuda nuua (H), kotopyto Tpebyetca nsmeputsb.

LocTynHbI Macku Tpex pa3mepos.

B cooTBeTCTBMU C TAabnMLEN HUXKE BbIDEPUTE HY>XKHBIN pasmep
MacKw.

7'} H (Mm) Pasmep
H 80<H=<90 S
90 <H <100 M
Y | 100<H<115 L

Moa6op HyxHOro pa3mepa Haknaaku
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MoproHka Macku

e

y T ¢

MprkpenuTe BepxHue
pemHu gepxartens
MacKu, npoges ux
Yyepes BEPXHUE KPIOKK
Kapkaca ronoBHoro
ybopa, n cnoxure
HWXHUE PpEMHU
AepxxaTensi Macku, kak
roKasaHo Ha pPUCYHKe.

OTperynupyiTe
BEPXHNE PEMHU
Aepxarensi Mmacku
paBHOMEPHO, Moka Bam
He cTaHeT yao6Ho.

MoTsHWUTE BEpXHUE
PeMHV Haj roroBoW 1
NPUTSIHATE MacKy K nuy.

OTperynupyiiTe HUxHUE
pPeMHU AepxaTernst Macku
paBHOMEpHO, Noka Bam
He cTaHeT yao6Ho.

6/15

3adurkempyinTe HUKHNE
peEMHM nog BaLLMMu
yLIaMW, HAaKUHbTE NETI0
Ha HIDKHME KPHOYKM Ha
Kapkace fepxarens
MacKu.

MNogkntounte
AbIXaTesbHbIN KOHTYP K
LapHupy. 3atem
BKIIOYMTE YCTPOWCTBO W
HacTponTe Macky B
HY>XHOM MOOXeHUH,
UCKIoYas yTeuky
BO3Ayxa.
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Pa3bopka macku

1
7

CHUMUTE ObIxaTernbHbINn
KOHTYP.

CHVMWTE TOHKYIO
noaknagky v nogyLuky
13 KapKaca nogyLukui 1
CHVMWTE MOAYLLKY C
TOHKOW NoAKnaaku.

CHMMUTE peMHMU
Aep)atensi Macku,
OTCOEANHMUB BEPXHME U
HWKHUE PEMHM C
KPHOYKOB Kapkaca
aepxxarens Macku.

7115

CHVMUTE y3MnoBYHO
cBopKy € kapkaca
noayLuUKku, a 3atem
BbITONKHWTE Kapkac
[epxarerns Macku.
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OuncrTka Mackv B 4OMALLUHUX ycnoBusx

lMpumeyaHus.

e Oyucmka Macku u 0205108bs1 00MyCcKaemcsi MmosibKo C
MOMOWbHO pyHHOU CMUPKU.

/\ BHUMAHME

e He nomnb3ynTecb pacTBOpamu C COAepxaHnem otbenveartenen,
Xropa, cnupTa, apoMaTM3aTopoB, YBNAXHUTENEN,
GakTepuuMaHbIX CPEACTB MW apoMaTUYeCcKMX macen Ang
OYMCTKM NOObIX AeTanen cuctTembl UNu AbiXxaTenbHON TPyOKu.
OTO MOXET NPMBECTU K MOBPEXAEHWNIO U3AEeNnNs unu
COKpaLLEHMWI0 CpOKa ero Crnyxobl.

e Bospgencrtame NpAMbIX COMHEYHbIX Nyder Unn n3dbITOYHOro
Tenna Ha nobble AeTann CMCTEMbl UMK AbIXaTernbHY TPyoKy
MOXeT NPUBECTU K UX YCKOPEHHOMY U3HOCY.

e [lpn oOHapyXeHuUM Ha KakOM-NMBO KOMMOHEHTE BUOUMbIX
NMPU3HAKOB M3HOCA (TPELUMHbI, HAPYXHbIE MOBPEXAEHUS,
pa3pbiBbl M T.M.), OT HEro crnegyeT n3baBnTbLCHA U 3aMEHUTb Ha
HOBBIW.

O6cnyxuBaHue nocre NpMMeHeHus (exxeaHeBHOe)

Ons obecneyeHns repmeTUHHOCTM Macku nepen UCMosrb3oBaHUEM
Haknagkv c Hee cregyeT yoanuTb OCTaTKM JHOObIX KOCMETUYECKMX
cpencTB Ans nuua.

MpomoKTe BpYy4YHYHO MacKy, OCTOPOXHO ee npoTupas B Tensom
(30°C) MbINbHOM pacTBOpe unu ¢ AobOaBreHueM XMOKOCTU Ans
MbITbS1 NOCYAbI.

Ons yuctkm TpyOkm paTumka WCMONb3yWTe KUCTOYKY C MSTKOM
LLETUHOMN.

XOopoLo nponosnownTe BCE KOMMOHEHTHI B MNUTLEBOW BOAE M
NPOCYLUNTE Ha COMNMHEYHOM CBETE.
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ExeHepenbHoe OﬁCﬂy)KVI BaHue

Bpy4Hyto NpoMonTe OrosioBbe 1 BCE KOMMOHEHThI B TENOM (Npnbn.

30°C) mbinbHOM pacTBope. [NpumeHsanTe mMbino 6e3 npumecen.
XOopoLUo NpononoLwnTe BCe KOMMNOHEHTbI U MPOCYLLUTE Ha
COMHEYHOM CBeTE.

nOBTOpHaH 06pa60TKa MacCKu nocrne naumMeHToB

OTa macka gomkHa 6bITb NOBTOPHO obpaboTaHa npu
ncnonb3oBaHuK nocne nauyneHToB. OuncTka n aesnHdexums
WHCTPYKUMKN JOCTYNHbI Ha Beb-cante BMC, www.bmc-medical.com.

Ecnu y Bac HeT JocTyna K MHTEPHETY, noxanymncra, obpatutecs kK
npeactasutento BMC.
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Cb6opka macku

1

YcTaHoBWTE NOAYLLKY B
TOHKYI NOAKMaaKy Ans
hopmrpoBaHus
CcOOpKM NOAYLLKN.

2
=
e
/\‘\
3adukcupynte  nrnoTHO
cbopky  nopywku B

Kapkace noayLLKu.

BcraBbte y3nosyto
cbopky B kapkac
NOAYLLKW.

MpuKpenuTe peMHu
Aepxarens Macku K

KapKacy, Kak nokasaHo
Bblille.
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AKKypaTHO HagaBuTe Ha
Kapkac aepxarens Macku
Ha Kapkac nogyLuKku.
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YcTtpaHeHue Henonaaok

Mpo6nema

HepoctatodHas
repMeTUYHOCTb
unm HeygobHoe

norioXXeHne Macku.

CurbHble LWyMbI
npu
“crornb3oBaHUM
Macku.

Bo3moxHasa npuumHa

Bo3MoXxHO, macka
yCTaHoBreHa
HenpaBUIbHO.

HeBepHO BbIGPaHHKLIN
pasmep mackw.

CwmelleHa ToHKas
npoknaaka B kapkace
HaKnagku.

ToHkas npoknagka
Macku cmectunacb
nnmn cManacb Ha nuue.

Bo3moxHo, Haknagka
1 TOHKaA Npoknaaka
3arpA3HeHbl.

Macka cobpaHa
HenpaBuIbHO.

3abnokvpoBaHb! 1nu
YacTU4HO
3a6noKkvMpoBaHbl
BbIMYCKHbIE
oTBEpCTUS.

11/15

Bo3moxHoe pelueHune

BHumaTenbHo npoyTtuTe
yka3aHus B pasgerne "lNoaroHka
Macku". OrornoBbe He JOMKHO
ObITb CINULLKOM 3aTSIHYTO.

[MpokoHCynbTUpYyMTECH C
nevalimm Bpayom.

[MpoBepbTe NpaBUNLHOCTb
YCTaHOBKM TOHKOW MPOKMNaaK1 u
nepeycraHoBuUTe ee B
COOTBETCTBUM C yKazaHUsIMU

B pasgene "Cbopka mackn".

MpoBepbTe NPaBUIbHOCTb
COBMELLEHNS TOHKON NPOKNaaKu
B COOTBETCTBUW C YKa3aHUsIMU B
pa3sgene "Cbopka macku".
Y6eputech, 4TO Ha TOHKON
npoknagke oTCyTCTBYHOT
cknagku. MpoBepbTe Haknaaky u
TOHKYIO NMPOKMazKy U cCHoBa
npvmepbTe Macky Ha nuue.

OunctuTe HakNaaKy v TOHKYHO
NpOKnafKy B COOTBETCTBUM C
ykasaHusimu pasgena "OuucTka
Macku B AOMALLHUX YCNOBUAX".

Cobepute macky NOBTOPHO.

OuncTuTe BbINYCKHbIE
OTBEPCTUS B COOTBETCTBUMN C
ykasaHusimu pasgena "O4yucTka
Mackv B OMALLHUX YCNOBUAX".
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TexHU4Yeckue xapakTepUCTUKK

CkopocTb noTtoka (f/MuH.)

Ownarpamma -
HanopHoro 30 1
noTokKa 1
OaeneHne B macke (cmH-0)
MepTBOE MPOCTPaAHCTBO - 3TO MyCTOM 0O6bEM Macku Ao
MepTtBOE NOBOPOTHMKA.
NPOCTPAHCTBO MepTBOE NpPOCTPAHCTBO MackuM 3aBUMCUT OT pasMepa

HaKnagku, HO cocTaBnsieT He Bonee 246 mn.

[NaBneHue npu

4 ~ 30 cmH,O
npoueaype

M3vepeHHoe napeHve pasBneHus (B cpegHem ana 3
c pa3mepoB)

onpot1Bnexve npu 50 n/MuH.: 0,1 cmH,O

npu 100 n/muH.: 0,5 cmH,O

ConpoTuBneHve Npu BAbIXaHWN (C YCTaHOBMNEHHbIM
ConpoTtuBneHue

npu BAbIXaHUU U
BblAbIXaHUU

AblxaTenbHbIM KnanaHom) coctaenseT 0,6 cmH,0 Ha n/cek.

ConpoTuBneHve Npu BbliablXaHWn (C yCTaHOBMEHHbLIM
AbIxaTenbHbIM knanaHom) coctaenseT 1,7 cmH,0 Ha n/cek.

AbIXaTenbHbIM
KrnanaHom
OTKpPbIT K
aTMocdepHbIM
[aBreHnem

0,9 cmH,0

AbIXaTenbHbIM
KIanaHoM 3aKpbIT
K aTMocchepHOMy
AAaBIEHUI0

1,0 cmH,O
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iVolve F1A Full Face Mask Pykosoacteo nons3osatens V2.0

LLymoBbie
XapaKTepuCTUKK

SAABNEHHAA KOMIMNEKCHAA BENMNYMHA
LLYMOBOI'O N3NYYEHWA cooTBeTcTBYeT TpeboBaHMSM
ctaHpapTa ISO 4871. B3BelueHHbI ypoBeHb akyCTUYeCcKomn
MOLLUHOCTM no wkane A coctasnsieT 30 abA ¢
norpewwHocTbio 3 ABA. B3BelLeHHbIN ypoBEHb 3BYKOBOIO
AaBneHus no wkane A Ha paccTosiHin 1 M cocTasnsieT 22
OBA ¢ norpewHocTblo 3 oBA.

YcnoBus
OKpyXatoLen
cpeabl

Pabouyasi Temnepatypa: ot +5°C go +40°C (ot 41°F oo 104°F)
Pabouas BnaxHocTb: 0% ~ 93% (oTHoCuTEnbHas
BMaXHOCTb 6e3 koHaeHcaumn)

XpaHeHue u TpaHcnopTuposka: oT -20°C go +55°C (ot -4°F
o 131°F)

BnaxxHOCTb xpaHeHusi n npu TpaHcrnoptuposke: 0% ~
93% (oTHOCWTENbHAs BRaXHOCTb 6e3 koHaeHcauumn)

XpaHeHue

I'Iepep, nomMeweHnem Ha annternibHoe XpaHeHue TLlaTeribHO
OYUCTUTE U NpPOCyLLINTE MACKY. XpaHI/ITe Macky B CyXOM MecCTe,
HeOOoCTYyNnHOM O51A NPAMbIX COJTHEYHbIX nyqel7|.

YTunusauumsa

Macka iVolve F1A He coOepXuT BpeAHbIX BELeCTB U MOXeT
YTUIM3NPOBATLCSA C 0ObIYHBIMW BBITOBLIMU OTXOA4AMMU.
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YcnoBHble 0603HavYeHus

Ha nagenun n ynakoBke
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BHuMaHMe, 03HaKOMbTECH C CONMPOBOAUTENBHOM
OOKYMeHTauunen.

YKkasaHune Ha HeobxoammocTb cobnoaenns
OCTOPOXXHOCTM U NpeaynpexaeHne od onacHocTh
TENeCHbIX NOBPEXAEHUN NN onmMcaHmue ocodbIX Mep
NpegoCcTOPOXHOCTU U cnocoboB adhdeKTUBHOro
NPUMEHEHNS N3aenus.

Koa naptun
He ¢ oTaenkon 13 HaTypanbHOro naTekca
TemnepaTtypHoe orpaHn4eHne

OrpaHuyeHmne BNaxxHOCTU
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OrpaHuyeHHas rapaHTus

MapaHTupyeTcsa, Yto macka iVolve F1A Full Face Mask, Bkntoyas
€€ KOMMOHEHTbI, KapKac, Haknaaky, orornoBbe 1 apyrne
npucnocobneHuns, He NPosBMT AedEKTOB MaTepmarnos U
Npou3BoACTBEHHOrO 6paka B TevyeHne gessaHocTa (90) AHen ¢ pgathl
nprnobpeTeHnst NnepBoHavanbHbIM NOKynaTenem.

[ns ncnonb3oBaHWs NpaB AaHHOW rapaHTum obpalLanTech K
MECTHOMY oduLManbHOMy Ounepy.

Oxnpgaemblii cpok crny6bl ocHoBHoro iVolve F1A Full Face Mask
COCTaBMSAET OAWH roA.

NPOU3BOAOUTEIND:
BMC Medical Co., Ltd.

KUTAMCKAA HAPOOHAS PECMNYBIKA, Mekun 100036,
XangpeH, ynuua ®yuxeHr Ne115, 3gaHne PeHriito, Tayap A,
komHaTa 110

Ten © +86-10-51663880

dakc : +86-10-51663880 no6. 810

YNONMHOMOYEHHbIA NPEOCTABUTENDb B EC:
Shanghai International Holding Corp. GmbH (EBpona)

Andewtpacce 80, 20537 Mambypr, l'epmanus

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

[ara Bbinycka: Ha 17 oktsi6psa 2016
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