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TR pLusmED pM-FM Yiiz Maskesi

PLUSMED pM-FM YUz Maskesi trinini segtiginiz igin tesekkir ederiz.

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

Kullanim Amaci

PLUSMED pM-FM Yuz 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.

PLUSMED pM-FM Yz Maskesi:

« pozitif hava yolu basinci tedavisi 6ngorilmus yetiskin hastalar (> 30 kg) tarafindan kullaniimahdir.

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

DIKKAT: Bu cihaz sadece doktorlar tarafindan veya doktorlarin siparisi tizerine satilir.

Maskeyi Kullanmadan Once

A\ UYARILAR

o Havalandirma delikleri acik olmaldir.

o Uyar1 Aciklamasi: CPAP sistemleri, maskeden disariya kesintisiz hava akigina
olanak verecek havalandirma deliklerine sahip konektorleri bulunan 6zel maskelerle
birlikte kullanilmak Gzere gelistiriimiglerdir. CPAP makinesi ag¢ik ve sorunsuz
calisiyorken, CPAP makinesinden gelen taze hava, verilen solugu bagli durumdaki
maske soluk verme portu araciligiyla disari atar. Bununla birlikte, CPAP makinesi
calismiyorken maske Uzerinden yeterince taze hava akisi saglanamaz ve verilen
soluk tekrar alinir. Verilen solugun birka¢ dakikadan uzun bir sure boyunca tekrar
alinmasi ise bazi durumlarda bogulmaya neden olur. Bu uyari, CPAP sistemlerinin
cogu modeli igin gecerlidir.

o Dusuk CPAP basinglarinda, soluk verme portundan gegen hava akisi tupten disari
verilen gazin tamamen giderilmesine yetmez. Bir miktar tekrar soluma yaganabilir.

e Uyku sirasinda kusma riskinin asgariye indirilmesi igin, hastanin maskeyi
kullanmadan onceki 3 saat boyunca bir sey yiyip igmekten kaginmasi gerekir.
Hasta kusmasina neden olabilecek recgeteli bir ilag kullaniyorsa bu maskenin
kullanilmamasi onerilir.

« Maskeyi, Yeniden Solumayi Onleme Valfi takili degilken kullanmayin.

o Bu maske, talimatlara uymayan, zihinsel bakimdan donuklagmis, tepki vermeyen
veya maskeyi ¢ikaramayacak durumdaki hastalarda kullaniimamalidir.

o Takviye amacli oksijen kullanirken tum talimatlara uyun.

o Akis ureteci galismiyorken oksijen akisi kesilmeli ve bu sayede kullanilmamis
oksijenin akig Uureteci muhafazasinda birikerek yangina neden olma riski
onlenmelidir.

» Sabit bir takviye oksijen akis hizinda, solunan oksijen yogunlugu basing ayarlarina,
hastanin soluma dizenine, maskeye, uygulama noktasina veya sizinti oranina /



miktarina bagli olarak degisir.

o Maskenin teknik ozellikleri, 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 kacak ya da kagak oranindaki
bir degisiklik akig Uretecinin islevini olumsuz etkileyebilir.

« Maskeyi kullanirken HERHANGI bir yan etki fark ederseniz PLUSMED pM-FM Yz
Maskesini kullanmaya son verin ve hekiminize ya da uyku terapistinize basvurun.

o Ayarlar ve kullanim bilgileri hakkinda detayl bilgi almak igin, akis uretecinizin
kullanma kilavuzuna bakin.

PLUSMED pM-FM Yz Maskesinin Pargalari
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PLUSMED pM-FM Yz Maskesinin Pargalari

Basg aparati



Dogru Tampon Boyutunu Bulma

e Asagidaki cizim, farkh yuz 6zelliklerini ve 6lgmeniz gereken yuz boylarini (yukseklik, Y ile ifade
edilen kisim) tasvir etmektedir.
e Konforlu bir tedavi igin maskeler ug¢ farkl boyda sunulmaktadir.
e Asagidaki tablodan yardim alarak uygun boyu segin.

Y (mm) Boy
A4 80<Y<90 S
Y | 90<Y<100 M
v 100<Y <115 L

Maskenin Takilmasi

Alin cercevesinin Alin dolgusundaki ¢ikintilari Alin dolgusunu ayarlamak igin,
agisinin size uygun olup uygun seviyeye kadar “Alin Dolgusunun Ayarlanmasi”
olmadigini belirlemek igin, bastirarak veya diga dogru bélimiine bakin. Onceki adimlari
maskeyi ylzunuzde tutun. cekerek alin dolgusunu tekrarlayin. “17, “2” ve “3” olarak
Acinin uygun oldugunu ayarlayin. Rahatsa, 4. adima tanimlanmis U¢ seviye vardir.
dusunuyorsaniz, 4.adima gegin.

gecin.

4 5 6

Bas aparati kayislarini, alin Maskeyi yuzunuzde tutun Alt kayiglar kulaklarinizin
cergevesi bosluklarindan ve bag aparati kayislarini altina yerlestirin ve klipsleri ana
ve klipslerden gecirerek basinizin arkasina dogru cerceveye baglayin.

baglayin. cekin.
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Rahat ve siki bir hale gelene  Ana hava tibajini dogrudan  Maske yiiziiniize her taraftan

kadar bas aparati kayiglarini  boyna veya daha kolay

esit bir bicimde oturana kadar

esit olarak ayarlayin ve ¢cikarabilmek icin istege bagli  ana gerceveyi ayarlayin. Maske
PLUSMED pM-FM Yiiz sikmali boyna baglayin. Hava - konforlu olmali ve sizdirmaziigi
Maskesini tekrar baglayin. tbajinin bosta kalan ucunu  giiclii olmalidir. Gerekiyorsa bas

akis Uretecinize baglayinve  tertibati kayislarini ayarlayin.

akis Uretecini agin.

Alin Dolgusunun Ayarlanmasi

Cizimde goruldugu gibi, ana gergeve farkh bireylerin
yuzlerine tam oturmasi 3 farkli konuma sahiptir. Konum
“2” varsayilan konumdur. Varsayilan bu konumun

size uygun olup olmadigini belirlemek igin “Maskenin
Takilmasi” bolumundeki 1. adimda belirtilenleri
uygulayabilirsiniz.

Ana gergevenin Ana gergeveyi ayirin ve bagka
tampon cergevesinden bir konuma dogru dondurun.
ayrilabildigini teyit

etmek icin dirsegi ve

alin gergevesini disari

dogru gekin.

Alin dolgusundaki ¢ikintilari uygun
seviyeye kadar bastirarak veya
disa dogru ¢ekerek alin dolgusunu
ayarlayin. Rahatsa, "Maskenin
Takilmas!" bolumundeki 4. adima

gegcin.

Alin gergevesini ayar konumuna
yerlestirin ve dirsegi sokarak maskeyi
monte edin. Maske en rahat ve iyi
sekilde oturana kadar bu bolumdeki 2
~ 5 arasi adimlari tekrarlayin.



Maskenin Parcgalarina Ayrilmasi

Hava tubajini veya istege  Klipsleri agin ve bag aparatinin  Alin gergevesini gekerek ana

bagli sikmali boynu ust kayislarini ¢ozin. Klipsleri cerceveden cikarin.
cikarin. bas tertibatindan gikarmaniz

gerekmez.
4 - 5

Alin dolgusunu alin Dirsek grubunu maske ince dolguyu ve tamponu

cergevesinden gikarin. cercevesinden cikarin. Ana tampon gergevesinden gikarin.
cerceve ayrilacaktir.

Maskenin Evde Temizlenmesi

Notlar:
e Maske ve bas aparati yalnizca elde yikamayla temizlenmelidir.
e Bas aparati klipsler sékiilmeden de yikanabilir.

& IKAZLAR

e Sistemin veya hava tubajinin herhangi bir pargasini temizlemek icin asla beyazlatici, klor, alkol,
aromatik ¢ozucul, nemlendirici, antibakteriyel ajan veya esansli yag ihtiva eden soltsyonlar
kullanmayin. Bu solusyonlar trine hasar verebilir ve hizmet dmrunu kisaltabilir.

e Sistemin veya tubajin herhangi bir pargasinin dogrudan gunes isigina veya Isiya maruz
kalmasi bozulmasina neden olabilir.

e GOrundr bir bilesen bozulmasi varsa (¢atlama, yirtilma, yarilma vs.) s6z konusu bilesen atiimal
ve yenisiyle degistiriimelidir.

Gunlik Kullanim / Her Kullanimdan Sonra Yapilacaklar

Optimum maske sizdirmazliginin temin edilmesi igin, her kullanimdan énce tampondaki yiz
yaglari giderilmelidir.

Maskeyi, hafif bir sabun veya seyreltilmis 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 glnes 1sigina maruz

kalmayacaklari bir yerde havayla kurumaya birakin. Maskeyi suya batirmayin.
6



Haftalik

Bas aparatini ve tim bilesenleri ilik (yaklasik 30°C) ve sabunlu suyla elde yikayin. Saf sabun
kullanin. TUm bilesenleri iyice durulayin ve dogrudan gunes 1sigina maruz kalmayacaklari bir

yerde havayla kurumaya birakin.

Hastalar Arasi Kullanim Sirasinda Maskenin Dezenfekte Edilmesi

PLUSMED pM-FM maske, hastalar arasindaki kullanimlarda mutlaka dezenfekte edilmelidir.
Detayl dezenfeksiyon talimatlari Dezenfeksiyon Talimatlari boliminde mevcuttur ve ¢oklu hasta
kullaniminda bu talimatlara mutlaka uyulmaldir.

Maskenin Tekrar Monte Edilmesi

Tampon ile ince dolguyu ayni
hizaya getirin.

Dirsek grubunu maske
grubuna baglayin. Bunu
yapmak icin, dirsegi tam
olarak yerine oturana kadar
sizdirmazlik halkasinin igine
dogru bastirin.

Bas aparati kayislarini, alin
cercevesi bosluklarindan ve

klipslerden gecirerek baglayin.

Tamponu ince dolguyla
kapatin (6rtiin). ince dolgu
ile tamponun ayni yone
baktiklarini teyit edin.

5
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Alin dolgusunu, istenen
konuma gelecek bicimde alin
gercevesinin igine yerlegtirin.

Ana hava tubajini dogrudan
boyna veya daha kolay
cikarabilmek icin istege bagh
sikmali boyna baglayin.

Ana cergeveyi hafifce

tampon gercevesinin Uzerine
dogru bastirin. Ayarlanan
konumda rahat ettiginizden ve
sizdirmazligin saglandigindan
emin olun.

6
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Alin gercevesini, secilen ana
cerceve konumunun icine
sokun.



Sorun Giderme

Sorun Olasi neden Olasi ¢6ziim
Maske yeterli | Maske yanhs “Maskenin Takilmasi” bolumundeki talimatlari dikkatle
sizdirmazlik | takilmis veya yanhg uygulayin. Bas aparatinin agiri sikilmadigindan emin
seviyesine ayarlanmig olabilir. olun. Ana gergeveyi, uygun bir konum bulacaginiz
sahip degil bicimde ayarlayin.

veya rahatsiz.

Maske boyu yanlig.

Klinisyene danigin.

ince dolgu tampon
gercevesinde
yerinden oynamis.

ince dolgunun dogru yerlestirildigini kontrol edin
ve “Maskenin Tekrar Monte Edilmesi” bolimundeki
talimatlara gore dogru bir sekilde yeniden yerlestirin.

Maskenin ince
dolgusu yanlis
hizalanmis veya
ylzun Uzerinde
burugsmus.

ince dolgunun, “Maskenin Tekrar Monte Edilmesi”
bolumundeki talimatlara gore dogru hizalandigindan
emin olun. ince dolguda hicbir kirisma olmadigindan
emin olun. Klipsleri ¢ozun, tamponu ve ince dolguyu
kontrol edin ve maskeyi yeniden yuzunuze takin.

Maskenin tamponu
ve ince dolgusu Kirli
olabilir.

Tamponu ve ince dolguyu, “Maskenin Evde
Temizlenmesi” bolimuandeki talimatlara gore temizleyin.

Maske ¢ok
gurultala.

Maske yanlis monte
edilmis.

Maskeyi tekrar monte edin.

Havalandirma
delikleri kismen veya
tamamen tikanmis.

Havalandirma deliklerini, “Maskenin Evde
Temizlenmesi” bolimundeki talimatlara gore temizleyin.

Teknik Ozellikler

Basing - Akis
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Maske Basinci (cmH,0)
- Ol alan, maskenin boyun parcasina kadar olan kisimdaki bos hacmidir.
Olu Alan S o . "
o Maskenin 6lu alani tampon buyukltklerine gore degismekle beraber, 246
Bilgileri :
ml’'den azdir.
Tedavi 4 ila 30 cmH,0
Basinci
Olglilen basing diisls (3 boy igin ortalama degerler):
Direng 50 It/dak’ta: 0,1 cmH,O

100 It/dak’ta: 0,5 cmH.,O

inspiratuar ve
Ekspiratuar
Direng

Maskenin inspiratuar direnci (Yeniden Solumayi Onleme Valfi ile
kullanildiginda) 1,2 cmH,O / L/S'dir. )

Maskenin ekspiratuar direnci (Yeniden Solumayi Onleme Valfi ile
kullanildiginda) 1,4 cmH_O / L/S’dir.




ISO 4871’ GORE BEYAN OLUNAN IiKiLi GURULTU EMISYONU
DEGERLERI. Maskenin “A agirlikli” glriiltii seviyesi, 3 dBA belirsizlikle 30

Guraltd dBA'dir. Maskenin 1 metre mesafeden “A agirlikli” gurultt seviyesi ise, 3 dBA
belirsizlikle 22 dBA'dIr.
Calisma sicakligi: +5°C ila +40°C
Cevre Galisma nemi: %0 ila %93 bagil nem, yogusmasiz
Kosullari Muhafaza ve tagima sicakligi: -20°C ila +55°C
Muhafaza ve tasima nemi: %0 ila %93 bagil nem, yogusmasiz
Muhafaza

Maskeyi uzun bir streliine muhafaza etmeden 6nce iyice temiz ve kuru oldugunu teyit edin. Maskeyi
dogrudan glnes i1sigina maruz kalmayan kuru bir yerde muhafaza edin.

Elden ¢ikarma

PLUSMED pM-FM hi¢bir zararl madde ihtiva etmez ve normal evsel atiklarla birlikte elden ¢ikarilabilir.
Semboller

Sistem ve Ambalajlama

A Dikkat; birlikte verilen belgelere bakin
LOT LOT numarasi

@ Lateks icermez

. /ﬂ/ Sicaklik sinirlamasi

93
Nem sinirlamasi

Kullanma Kilavuzu

s& Bir Uyari ya da ikaz durumunu belirtir ve olasi yaralanmalara karsi sizi uyarir ya da cihazin
emniyetli ve etkin bir sekilde kullanilmasina yonelik alinmasi gereken tedbirleri agiklar.

Sinirh Garanti

PLUSMED pM-FM Yz Maskesinin, tim bilesenleri, cercevesi, tamponu, bas aparati, tibaji ve
diger aksesuarlariyla birlikte, ilk tlketici tarafindan satin alinma tarihinden itibaren doksan (90) guin
sureyle malzeme ve iscilik kusurlarina kargi garanti kapsaminda oldugunu beyan ederiz.

Bu Garanti kapsamindaki haklarinizdan faydalanmak igin yerel saticiya veya Ureticiye basvurun.



EN PLUSMED pM-FM Full Face Mask

Thank you for choosing PLUSMED pM-FM Full Face Mask.

This mask is comfortable, flexible and quiet. It is designed in a way to minimize touch on your face
and therefore make your feel comfortable during treatment. This user’s manual provide information
required for you to use the mask correctly.

Intended Use

PLUSMED pM-FM Full Face Mask directs the airflow coming from positive airway pressure device
such as continuous airway pressure (CPAP) or bi-level systems in an non-invasive way to the patient.
PLUSMED pM-FM Full Face Mask:

 Should be used by adult patients (> 30 kg) prescribed with positive airway pressure treatment.

* It is in a quality to be used by one patient in domestic atmosphere again, and used by more than
one patients in hospital/health center environment.

CAUTION: Federal laws restricts the sale of this device only by doctors or based on doctor order.

Before Using the Mask

A\ WARNINGS

o Ventilation holes must be open.

o Warning Description: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.

o 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 abstain from eating
and drinking anything during the last 3 hours before using the mask. If the patient
is using a prescriptive drug, it is suggested not to use this mask.

« Do not use the Mask if Rebreathing Prevention Valve is not attached.

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

o When using oxygen as reinforce, obey all the instructions.

« While flow generator is not working, oxygen flow must be cut and thus the risk of fire
caused by oxygen accumulation in flow generator container should be prevented.

» In a constant oxygen flow rate, respired oxygen density varies based on pressure
adjustments, patient’s breathing pattern, mask, application point or leakage rate/
amount.

« 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
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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.

« If you notice ANY side effects while using the mask, please stop using PLUSMED
pM-FM Full Face Mask and contact your physician or sleep therapist.

» To get detailed information about settings and usage information, check your flow
generator user manual.

PLUSMED pM-FM Full Face Mask Parts

Main Frame

Pick-off
Valve-body
<=\ Valve
@ g

%— Swivel
Clips
Vice-Swivel—%

Thin pad

o]

%

Headgear

PLUSMED pM-FM Full Face Mask Parts

1"



Finding The Right Buffer Size

e The following diagram depicts different facial features and face dimensions you need to measure
(height, expressed with H).

e For a comfortable treatment, three different dimensions are provided for masks.
e Choose the correct size by using the table below.

Fitting the Mask

1

To determine whether the
angle around the forehead
suits you, hold the mask on
your mask. If you think the
angle is correct, skip to step

Attach the head apparatus by

passing through holes and
clips around the forehead
frame.

12

'y H (mm) Size
80<H<90 S
H 90 <H <100 M
¥ 100 <H <115 L

Finding the Right Buffer Size

Set the forehead filling, by
pushing or pulling the pawls
in forehead filling. If it fits,
proceed to the 4th step.

Hold the mask to your face
and pull the head apparatus
belts to the back of your
head.

To adjust the forehead filling,
check the section name
“Adjusting the Forehead Filling”.
Repeat the previous steps.
There are three levels defined as
“17, “2” and “3”.

\
Place the sub belts under your
ears and connect clips to the
main frame.



Equally adjust belts until
it becomes comfortable
and tight and re-connect

PLUSMED pM-FM Full Face

Mask.

Adjusting the Forehead

Connect the main air tubing  Adjust the main frame until the

to the neck or optional

adjustable neck for easier
taking out. Connect the free  comfortable and its sealing be

mask fits your face from all
angles. The mask should be

end of air tubing to your flow  powerful. If necessary, adjust the

generator and open the air

generator.

Filling

As shown in the illustration, the main frame has 3

different position to fit on different faces. Position “2” is

the default position. To determine whether this default
position is suitable for you, you can apply the facts

determined in the 1st step in “Fitting the Mask” section.

To confirm that the
main frame can be
separated from the
buffer framework,
take the bracket and
pull out of forehead
framework.

Separate the main frame and
turn it to another direction.

head strap assembly.

Set the forehead filling, by pushing or
pulling the pawls in forehead filling. If
it is comfortable, proceed to the 4th
step in “Fitting the Mask” section.

Place the forehead frame to
adjustment position and fit the mask
by inserting the bracket. Repeat the
steps between 2 - 5 until the mask fits
most comfortably and perfecily.

13



Disassembling the Mask into Parts

Remove the air tubing
or on-demand tightening
neck.

-

[O=0

Remove the forehead
filling from framework.

Cleaning the Mask at Home

Notes:

Open the clips and remove
the upper belts of the head
apparatus. It is not necessary
to remove clips from the head
apparatus.

Remove the bracket group from
the mask framework. The main
framework will be separated.

Put the forehead framework
from the main frame.

X
Remove thin filling and bumper
from the bumper frame.

e Mask and head apparatus should be cleaned only by hand washing.

e The headgear may be washed without removing the clips.

&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 Exposure to direct sunlight or heat for any part of the system or tubing may cause deterioration.

e If there is a visible component breakdown (cracking, tearing or splitting etc.), this part should be

disposed and changed with a new one.

Daily Use/Actions to be taken after Each Use

To ensure optimum mask leak proofing, facial oils on the buffer should be removed before each use.
Clean the mask by lightly scrubbing in warm water (30°C) using a light soap or diluted dish-washing

detergent.

If cover of raising element port needs cleaning, use a soft bristle brush.

Rinse all components with water in drinking water quality and leave them in a dry place where they shall not

be exposed direct sunlight. Do not immerse the mask.
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Weekly

Wash the head apparatus and all components in warm (approx. 30°C) and soapy water. Use
pure soap. Rinse all components throughly and leave them in a dry place where they shall not be

exposed direct sunlight.

Disinfection of the Mask during Use with Multiple Patients

PLUSMED pM-FM mask should be disinfected before using in various patients. Detailed
disinfection instructions are available inDisinfection Instructions section and these instructions
must be followed in multiple patient usage.

Re-Mounting the Mask Again

Align the buffer with thin filling.

Connect the bracket group to
the mask group. To do this,
press the bracket fully in its
place through the inside of
leak-proofing ring.

Attach the head apparatus by
passing through holes and
clips around the forehead
frame.

Close the buffer with thin filling
(cover). Confirm that the thin
filling and buffer face the same
direction.

5

Gl

Place the forehead filling in the
forehead frame to the desired
position.

Connect the main air tubing to
the neck or optional adjustable
neck for easier taking out.

Press down slightly the
main frame on the buffer
framework. Make sure you
feel comfortable in adjusted
position and leak proofing is
provided.

Place the forehead frame
into the selected main frame
position.

15



Troubleshooting

Problem Possible cause Possible solution
The mask The mask may be Follow carefully the instructions in "Fitting the Mask"
does not worn or adjusted section. Make sure the head apparatus not tightened
have enough | wrongly. very much. Adjust the main frame in a way to find a
leak-proofing convenient position
level oritis The mask length is Consult the clinician.
uncomfortable.
wrong.
Thin filling is come Check the correct placement of thin filling and relocate
loose around the correctly according to instructions in "Remounting of the
buffer frame. Mask" section.
Thin filling of the Make sure the thin filling is aligned according to the
mask is misaligned or | instructions in "Remounting of the Mask" section. Make
creased on the face. | sure thin filling has no wrinkling. Unbind the clips, check
the buffer and thin filling and wear the mask on your
face again.
Buffer and thin filling | Clean the buffer and thin filling according to the
of the mask may be instructions in "Cleaning of the Mask at Home" section.
dirty.
The mask is Mask is incorrectly Assemble the mask again.
too noisy. mounted.
Ventilation holes are Clean ventilation holes according to the instructions in
partially or completely | "Cleaning of the Mask at Home" section.
clogged.

Technical Features

Pressure -
Flow Curve ’E‘
=]
e
©
14
3
o
L 0
4 8 12 16 20 25 30
Mask Pressure (cmH;0)
Dead space is the empty volume of the mask up to the swivel.
Dead Space . . ) .
. The dead space of the mask varies according to cushion sizes
Information .
but is less than 246 ml.
Therapy 4 t0 30 cmH,0
Pressure
Drop in Pressure measured (average for 3 sizes)
Resistance at 50 L/min: 0.1 cmH,O

at 100 L/min: 0.5 cmH,O
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The inspiratory resistance (when used with the Non-Rebreathing Valve)

Insprratory 1.2cmH20/ LS|
=XP Y The expiratory resistance (when used with the Non-Rebreathing Valve)
Resistance

1.4 cmH20 / L/S.

DECLARED DUAL-NUMBER NOISE EMISSION VALUES in
accordance with ISO 4871. The A-weighted sound power level

Sound 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.

Operating temperature: +5°C and +40°C

Operating humidity: 0% and 93% relative humidity, without condensation
Storage and transport temperature: -20°C and +55°C

Storage and transport humidity: 0% and 93% relative humidity, without
condensation

Environmental
Conditions

Preservation

Make sure the mask is clean and dry thoroughly before storing it for a long period of time. Store the
mask in a dry place not exposed to direct sunlight.

Disposals

PLUSMED pM-FM does not contain any harmful substances and can be disposed together with
normal household wastes.

Symbols
System and Packaging

A Caution, consult accompanying documents
LOT Lot number

@ Does not contain latex

) /ﬂ/ s Temperature limitation

Humidity limitation
User Manual

s& This specifies a Warning or Alert status and it warns you against possible injury or explains
measures required to be taken for secure and effective usage of the device.

Limited Warranty

We announce that PLUSMED pM-FM Full Face Mask, together with all components, frame, buffer,
head apparatus, tubing and other accessories are under warranty for a period of ninety (90) days for
material and workmanship flaws from the date of purchase.

To use your rights under this warranty, contact your local vendor and contact the manufacturer.
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