www.archive.org
415.561.6767
415.840-0391 e-fax

Internet Archive
300 Funston Avenue
San Francisco, CA 94118

AFFIDAVIT OF CHRISTOPHER BUTLER

1. 1 am the Office Manager at the Internet Archive, located in San Francisco,
California. [ make this declaration of my own personal knowledge.

2. The Internet Archive is a website that provides access to a digital library of
Internet sites and other cultural artifacts in digital form. Like a paper library, we provide
free access to researchers, historians, scholars, and the general public. The Internet
Archive has partnered with and receives support from various institutions, including the
Library of Congress.

3. The Internet Archive has created a service known as the Wayback Machine. The
Wayback Machine makes it possible to surf more than 450 billion pages stored in the
Internet Archive's web archive. Visitors to the Wayback Machine can search archives
by URL (i.e., a website address). If archived records for a URL are available, the visitor
will be presented with a list of available dates. The visitor may select one of those
dates, and then begin surfing on an archived version of the Web. The links on the
archived files, when served by the Wayback Machine, point to other archived files
(whether HTML pages or images). If a visitor clicks on a link on an archived page, the
Wayback Machine will serve the archived file with the closest available date to the page
upon which the link appeared and was clicked.

4. The archived data made viewable and browseable by the Wayback Machine is
compiled using software programs known as crawlers, which surf the Web and
automatically store copies of web files, preserving these files as they exist at the point of
time of capture.

5. The Internet Archive assigns a URL on its site to the archived files in the format
http://web.archive.org/web/[Year in yyyy][Month in mm][Day in dd][Time code in
hh:mm:ss]/[Archived URL]. Thus, the Internet Archive URL
http://web.archive.org/web/19970126045828/http://www.archive.org/ would be the
URL for the record of the Internet Archive home page HTML file
(http://www .archive.org/) archived on January 26, 1997 at 4:58 a.m. and 28 seconds
(1997/01/26 at 04:58:28). A web browser may be set such that a printout from it will
display the URL of'a web page in the printout’s footer. The date assigned by the Internet
Archive applies to the HTML file but not to image files linked therein. Thus images that
appear on a page may not have been archived on the same date as the HTML file.
Likewise, if a website is designed with "frames," the date assigned by the Internet
Archive applies to the frameset as a whole, and not the individual pages within each
frame.

6. Attached hereto as Exhibit A are true and accurate copies of printouts of the
Internet Archive's records of the HTML files or PDF files for the URLs and the dates
specified in the footer of the printout (HTML) or attached coversheet (PDF).

7. 1 declare under penalty of perjury that the foregoing is true and correct.

N
DATE: 9 [& [© u«lqi_/

Christopher Butler
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CALIFORNIA JURAT

See Attached Document.

State of California
County of San Francisco

KYLE DEVIN EISENBERG

D) COMM # 2067666
) SAN FRANCISCO COUNTY
NOTARY PUBLIC-CALIFORNIA 2
MY COMMISSION EXPIRES 7
maY 10,2018 |

]

wr—

A notary public or other officer completing this
certificate verifies only the identity of the
individual who signed the document to which this
certificate is attached, and not the truthfulness,
accuracy, or validity of that document.

Subscribed and sworn to (or affirmed) before me on
this

(0 day of S<PTEMBE L ,_%oiw by

Christopher Butler,

proved to me on the basis of satisfactory evidence to be
the person who appeare

d before me. ?
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Obstructive Sleep Apnea Respiratory Humidification Nepnital s ﬂp{-_mungnun\m

Interfaces FULL FACE MASK
FlexiFit™ 405
FlexiFit™ 406
FlexiFit™ 407

Infinity™ 481 1
Oracle™ 452

Lr
= CPAP J_‘ﬂ
B Humidifiers

Register and become a Interface Performance Feature
member of our Vigor8™ »
Lifestyle Program. Fit-and-Forget

v'goro' Out-of-Box Solution
PROCRAM
. ElexiFit™ Technology Foam Cushion

Auto-contouring Fit Air Cushion
Glider™ Strap
Premium F

Efficient Bias Diffuser Material Filter

Maintenance Free

® Multi-language

Under-Chin Design

To find a Distributor of Fisher
& Paykel Healthcare products,
please use the pull-down
menu below.

-- Select a Country -- B

Click here to view our Terms of Use and Privacy Notice. © Fisher & Paykel Healthcare Corporation Limited. All rights reserved. .....;
Ll

https://web.archive.org/web/20061016042115/http://www.fphcare.com/osa/flexiFit43 1 .asp
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https://web.archive.org/web/20061016050014 /http://www.fphcare.com/osa/pdf
/HC431/431%20English.pdf
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FlexiFit431

FULL FACE MASK 4

Specification Sheet

A Full Face Delivery Mask

§

properties, the FlexiFit ™ 431
Full Face Mask comes with
an Under-Chin fit and highly
contoured Silicone Seal for

maximum comfort and stability.

SleepStylé Fisher&Paykel

AN EMERGIZED LIFESTYLE HEALTHCARE
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INIQUE MASK

K FEATURES FOR

The FlexFit™ 431 Full Face Mask offers a comfortable
alternative to nasal or oral delivery and comes as an
Out-of-Box Solution fully assembled and ready for use.

[ - | A\

With Air Cushion

FlexiFit™ Technology
automatically adjusts to a
wide range of nasal and facial
contours with simple one-
step ease of fitting and no
complicated adjustments.

This seal technology has a soft,
smooth feel to slide onto the
face, and its frosted texture
optimizes the mask seal.

The sliding Glider™ Strap
provides freedom of movement
while maintaining a seal.

Mask force remains equal when
the head rotates from side to
side, minimizing the occurrence
of leaks.

$1

Complements the Under-Chin
Design to maximize stability
and eliminate the need for

a chin strap.

An Under-Chin fit provides
stability by providing a constant
point of reference and maintains
the seal even with movement of
the jaw during the night.

Simply pull the Easy-Release
Cord for one-step removal of
headgear. No angoing headgear
adjustments required.

FOR MORE INFORMATION, PLEASE CONTACT YOUR LOCAL FISHER AND PAYKEL HEALTHCARE REPRESENTATIVE:

-

Maintenance Free

This advanced air diffuser
system prevents air from
blowing onto the sleeping
partner and decreases noise that
could potentially disrupt sleep.

ONTI

e Complete mask with
headgear assembled and
ready for use

e Alternate size Silicone
Seals included (S5,M,L)

= User friendly Fitting Guide

REORDER CODE: HC431

185043533 Revl

International P O Box 14 348, Panmure, Auckland 1134, New Zealand Tel: +64 9 574 0100 Fax: +64 9 574 0158 Email: info@fphcare.com Web: www.fphcare.com

USA Tel: 1800 446 3008 +1 949 470 3900 Fax: +1949 470 3933 Australia Tel: +61 3 9879 5022 Fax: +613 9879 5232 Austria Tel: 0Boo 29 3123 Fax: 0Bo0 29 31 22 Benelux Tel: 431 78 644 0924
Fax: +31 78 644 0914 China Tel: +86 20 8363 4286 Fax: +86 20 8363 3595 France Tel: +33 1 6446 5201 Fax: +33 1 6446 5221 Germany Tel: +49 7182 93777 0 Fau: +49 7182 93777 99
India Tel: +51 80 5123 6041 Fax: +91 80 5123 6044 Irish Republic Tel: 1800 409 011 Italy Tel: +35 06 7839 2939 Fax: +35 06 7814 7705 Japan Tel: +81 3 3661 7205 Fax: +81 3 3661 7206
Spain Tel: +34 902 013 346 Fax: +34 902 013 379 Switzerland Tel: o800 83 47 63 Fax: 0800 83 47 54 UK (EU Authorised Representative) Tel: +44 1628 626 136 Fax: +44 1628 626 146

Nthn Ireland Tel: 0Boo 132 189
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https://web.archive.org/web/20061016050114 /http://www.fphcare.com/osa/pdf
/HC431/185043239.pdf
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NSTRUCTIONS FOR

1685043 239 Rev E

Fisher&Paykel

HEALTHCARE

FISHER & PAYKEL HEALTHCARE
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NTHN RELAND.

T 1800 45 3508
or 41649 470 300
Fax +1940 470 3500

Tl 461 398795022
Foc 461396705232

o Ga00 2951 23
Fax 060 2931 2

o431 78 644 0524
Fa+d1 T8 540814

el 486 (20) 6363 4286
o +66 20) 363 3595

o433 016446 5201
Fax 435 01 64465221
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Fax 49 T18293TTT 99
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o 41600 403011
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Fox <34 902013 79

o can0 83 4763
Fox 0600834754

T 448 1628626 135
Fax: +44 1626626 146

o 40600 132 189

Fisherd Paykel

HEALTHCARE
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FlexiFit™ Series - HC431 Full Face Mask
Instructions
The Flexiit™ HCA31 Full Face Mask i intended fomulipls ptient o sinle patent adul
use by individuals who have been iagnosed by a physician as requiring CPAP or Bidevel
ventiator reatment

FlexiFit™ Series - HC431 Full Face Mask
Mode d’emploi
Le Masque Facial FlexiFl™ HC431 a é1¢ congu pour un usage multiple & Fintention de
patients sous Pression positive continue ou YNDP.

Instrucciones de uso mascarilla
oronasal FlexiFit™ Series - HC431
La Mascarilla oronasal FlexFir™ HCA3L puede ser uiizada por un dnico o multples
pacientes adultos, que hayan sido diagnasticados por un mécico del tratamiento de
CPAP o de ventlador BPAP.

Fiow (min)

Pl ™ 1G4 Bias Flow,

Pressure (emiiz0)

FITTING YOUR MASK Y ( MISE EN PLACE DU MASQUE D COMO COLOCAR SU MASCARILLA
el {0 the mask assembly iagram Veuillez vous référer au schéma de misé en place girse al diagrama para ensamblar la méscara
B cover o Sicor ) Retier a potecton de [a jupe. 4 Retre acuir pcicn e seHu o sicana
e e o e ™ st () by ping the Release Cord () dos 2). Detacher l Hamais () de glsire () entrant vers e bas sur e Cordon (), Tri la 2
e o o base d asaue (%) dans i man, el Hamals ave a main e de fason afa e s mascaria (4)con una mano, colcar el amés con s oira mano para que s alste e
justr confonablement sr I
1o it comoriably over you head. o manera comoda a su cabeza. e
3 Sostener vt nferion
. ansyourace i et . andspread et e ter e gt st e e e e ™ 1
e Headigear over your head ithyou ) Accrocherde nouweau Fatache du Hamais (1) & a lssire e e e
e e e 4 Aoz Y o || Rt tmcns o 6 st o et
5 ; v h Top Cromn itr e sares ot supriures, s e s e ol ur 51 Alusis suaverment o S Rrzonal superi, o ot oz ter, o a
s, he bidge of e e [ e cperor et . s de e o el cpoor it bin oo o
e 0 omecter au générateur neionnant 1a pression prescre. rHiqon e o
R 9 Comecer au i de PP forcoman a rssion resre puerte el o selo ieror o
K . S nécessrerer e masae g men s pou egoner i . Pl e 5 Commear e oo Conp o mcarila, cona presion presrie
s e masa +" S tuere necesario apretar as cintas infeiores para liminar cuslauier fga. (10 apretar
. o tr on sl o ut e sk eck o your ece P i unefute apparait sur e haut de I jupe, sererun peu plus es anires l haut. Uappui demasiado las Gitas)
u o o v ronta ne ot pas nécessairement toucher e fon. fugas persisten, aprtar suavemente las cints superiors. No s necesario que la
. - emte
- ‘V’A:rﬂj:::vv::::; I‘:::;":S';E" o the mask genty tghten the lower horizontal straps. les laniéres & lexces) «  Silas fugas persisten en la parte inferior, apretar suavemente las cintas inferiores horizon-
L (o over toh e sz Sione Sas which s o i your ™ ~ Sila fuie perist, rampacer avec faure Jupe en Siicone que vous touverez dans fem- (No apretar demasiado las citas)
HCa3L ballage d Masque FleiF™ HCA3L . S ¥ porela
sk oo + Pourreter e masaue, détacher FlesFi™ HC431.
- whenyou move your masi unclp the Headgear fom the Glder sap by puling el + Para sacarse la mascarla desabroche el amés, irando ef cordn de desenganche hacia
he Release Cord foward o down. ) ) jrohoseitives
CLEANING YOUR MASK NETTOYER VOTRE MASQUE
you Masic Pour garanie I sécurté et e confont de vole Masque FlexFi™ HCAZL - COMO LIMPIAR SUMASCARILLA.
Belore each use: Avant chague utiisation Antes del uso:
1 deteioration. Do not se 2 Verfer Ne pas uilsorde 1) nspeccionar la mascarila para verfcarsi ha sufido deterior, No utliza fa maseariia si
2 Inspect he Non-Rebreatning Vae (). Enure th sione 2) Conutlerla ). Sassurer ue i - et
e crapis Ie PPC est éten. 2 inepoccionarfa vibula
Ater each use e chaue uston el o cando o o e CPAP e descancai
1) Disassembie the Siicone Seal (C), Elbow (5), Non-Rebreathing Vave (1) , and the mber e Coude (3), @ete Después de u
Headgear () from the Mask Base (1 Harmals (e abase e (5, B esmont ¢ seto de slkona €. coo (). 1a i g vy o s )
2). Wash the Siicone Seal, Elow, Non-Rebreating Valve and Mask Base n warm sospy 2) Netoyer e Coude, a de a base de la mascarila
waer then ise n fresh waer. Temu savomeuse i o e i 21 Lo o et scon. o cod, e v e ennainy f o o mascar
3 . 9 L con agua callentey jabon. Enjagar inmediatamene c
Euery 7 days: Chaque semaine: 51 ol s o o o, Emtand 1 5 1 et s d et
1) Hand wash the Headgear in kewarm water using i detergent. Alow 0 i ry out ) Nettoyer  a mai dans de Feau iade & faide dun détergentdous. Lisser sécher & abi Cada 7 dias:
ofditec sun igh. It s notnecessay 1o emove the Cip () rom the headgear when au sale. e Vatache () du hamas os 0 netoyage D Lavarel e
v Précautions e la uz el sl dect. Noes necesadromover e roche, (1) del anés para lvat,
Caution: Do not clean the mask in the dishwasher, e pas nettoyer le masque dans e ave-vaisselle. Precaucien No avar la mascarilla en l avaplatos
oo clean the mask i iconol ciorineor e e s ntoyer o masae avecde koo duchiore o dea v N o et ot oo quinico
Do not store the maskin direct surl S ,"'“' o esens i se g6 aure quarde la mascarill en lugares con luz directa gl sol
its e, your {10 masque G place dans 105 ondiuons proiees, | e darirer ot sa durco
Ty deterorte o doviesan i, S votra Fliim HOGS, Lo mencionado anteriormente puede deterorar o danar a mascarilla y dsminuit su vida
e oot . En caso de que su Fleifi™ HC431 s debilte 0 rompa, reempldcela de inmediato.
ASSEMBLING YOUR NASKC MISE EN PLACE DU MASQUE S mascala P HCAS, i o mada.1 15 s s E1 s G
Your FlexF™ HCA1 Mask i uly asembled and rady 1 use. However, when you need o clean Voire Masaue FlexfFit™ HCA31 est complatement assembld et prét & Femplo. Vous devez reiota, sga taa etniciones de smest. 4
‘your mask olow hese nsiuctons for reassemby. - e 1) Colocar efsel de sicona (C) en a base de la mascarla (4.
) Place Sicone Seal €)into Mask Base (3) 2) Placer ajupe (C) dans la base du Masque (4) 7 Copufr I vl de no renhalacon () hacia ol codo (8) y Ui a  base de fa
2 © 2 Pousrla Ve A Rl ) o Co ®) ot oo o Moot e
3 Lay the Headgear (<) at vith the label side down. Posiion the assembled mask over ) Poser e Hamais (< fe bas. P %) Colocar el amés (K) horzonta con a etigueta haca absjo. Coloca Ia mascarila armaca
adar nd tac v sigs 00 e corspudn o e sk s od - [ Ja coque du asaue et |—d ¥ (TS a5 cunto ctas en 1o base de
1 ghasre (€, Coipeut e fa sas avor  dtachres Bands Vekroen ghssant o o mascria y o roche Glder (). Puede Racers s a1 v, colocands o amés
o e s, J o J en'las aperuras ),
The Flexi 4L andaccessore are Late e Le FlexiFit™™ HCA1 et accessoires ne sont pas composeés de Latex. o
Many people find CPAP therapy causes dryness of the nose and thoat. Heated humid Containg b o) El FlexiFi™ HOA31y sus accesorlos no contienen tiex.
icaton can subsanialy reivce these sympoms e e n narzy garganta.
Cantact your supplier and ask about Amblent Tracking Plus” Sympiames.Cantace voe loutsseur o demander conse u sio o syseme : molestos
‘Ambient Tracking Plus- proveedor Tracking Plus
\ [ \ ( CONECTOR DEL PUERTO DE OXIGENOTPRESTON.
OXYGEN | PRESSURE PORT CONNECTOR Unacerd pressoon e s Aot o e oo o et de 50 equere 3o oigen aderal o pro e
If pressure readings andlor addiional osygen are requited, an OxygeniPressure Por pression el davantage doxygéne. (Code S00HCAS2) wagmmm (oo oz
Connector is avalabie. (Code 900HCAS2)  Connacter Fexrémt frge du Conactur () &l valve Ant-Réinhalaon 3) s ko 1 st e gl anctr )14 i 6 10 e lcin ) e
m Valve (2) on the mask sty 1 et exémite du Connecier u crcut 3. ot o et dol coecir o
and ihe smallend o the Connector o the Breathing Tube (1), 2) Retrere(s) bouchon(s) (%) e piacer e Tuyau de Pression eou doxygéne (3) fermement 2 o ) a9 ol mamen 0 e presin o 0 de xigend (S
Opan e Pt Cais) F} t lac i st o Caygn T (5 iy vt e (Lo o5 pustos s 144nics: 0 do purospuoden sor izadospara medr
Por(s) (). (Les deux orifices sont ideniques : vous pouvez utiiser [un ou Faute indiféremment  |=—] Sy S oo s s o
pour Foxygéne ou la mesure de pression. Relirer uniquement e capuchon du R
oygen necteur que vous utlisez) o
‘Only remove the Port Cap fom Ports tha are being used) e de. 1 oo s, ok resprions o oo, asconl soeonasey
. - Note: A un débit ioxypéne fxe pour un débit constant, a concentration doxygene fhalée Tangos de fga.
sk selcton, and the leak s, peut varice selon Ia prssion régiée, les caraciEnsiques respraicies du masque ct les - Advertenci
futes conado cuando efequipo no esta opera
e - Atenton e génsrateur Explicacion de Ia advertencia CuaﬂdnquulwdecPAPnnesmDDzv.!muyeH\ulnﬂz
- ndla carTonygene
r o avec e risque de sentammer ‘acumulaco en l quipo ce CPAP puede procici n incendo
on. oxygen deivered int the venthalor (ting may accumulte witin the CPAP machine i + Adverinia N ume duan f o 0 cera de afpn que i ecibend oger, 2
iy - tencon: e s umer et g prsome sous axygene ) Advertencia No fume y
~ Waming: Do ot smoke whie using o inthe icniy of someone using oxygen with this
mask. RECOMMANDATIONS "ADVERTENCIAS
\ J St o CouP s cr e skt o s eendedo
o mase e dot s olr e dans o cce s rcammandatons e v s bt Pl
WARNINGS ou nstalteur o
. o PC tourne
par des risques de réinhalaion
be provoaer une sufocation. .

nectors which have vents holes to allow continuous flow o af out of the mask, When the

s the exhaled air out vough the atached mask exhalaton por. However, uhen the CPAP

machine is not operating, enough fresh air will ot be vrwvﬂed hrough the mask, and
dair

. al
exhaled gasfrom the tubing. Some rebreathing may occur.
‘Operating pressure range is 325 m H20.

retreathing is kept 10 2 minimum in the event of power faue.
+ Do ot use the mask if vomitng orfeeing nauseous.
. it

expies peut apparaive.
~ La pression vare entre 3.25 cmH20.

Al contari,
para expulsar el are exprado fuera de la mascarla, y el are exhalado se reinhalard
posiblemente. La reinhalacién prolongada del air exhalado durante muchos minutos puece
Sofocar.

= Ne pas utiser le masque sans la Valve.
minimiser a réinhalation de CO2 en cas de coupure de courant.
= Ne pas uliser le masque en cas de nausées ou vomissemen.

+ 51 des réactions allergiques se produisent, ne pas uilser le masque el consuter votre
médecin

= En cas de reconditonnement du Flex[FI™ HCAS1 ente plusieurs patients, consuler les.
Instructions de Nettoyage u FlexiFit™ HC431 paur Ie recanditionnnement.

Consult ~ Remplacer a valve Ant-Reinhalaton tous les ans.
vour physician i this occurs. + Ne pas utiser e coude du FlexiFi™ HCAS1. sur dautres Masques Fisher & Paykel,
e o Pt o « Nutiser le FlexFit™ HC431 quavec le harnais fourn

+ Repiace the Non-Rebreathing Vaive every 12 PRECAUTION

© Dosouse o FeHCAS showanaber P & P Vs C e

e P L mak ol ke + Les lois Federales américaines iautorisent la vente de ces apparels que par prescription

icale ou directement par un médeci

+ US Federal Law resticts tis device to sale by, o on order of a physician. © Latempérature varie entre 40 et 140 °F (5:50 °C).

- Operaing temperature range is 40-140 F (5.50° CONTRE-INDICATIONS

CONTRAINDIGATIONS ce sous une.
o the o

Gase of vomitng and aspiration, without continuous supervision.
Patent Number 6 615 834
Other Patents Pending

Numéro de brevet américain 6 615 334
‘Autres brevets en instance

Lapresidn de operacion vaia entre 3-25 cm Hy0.
No utzar

eléctica
= No utizarfa mascarila en caso de vémio o nauseas

. la Flex Fir™ HC 431
impza de mllples pacientes para a FIeXFIPHC 431,
Roemplazar la vlla de 1o reinhalacin cada 12

Utice la Fexifi™ HCA31 con el arnés suministraco,
PRECAUCI
= Usarla mascarila s6lo para el uso indicado en este foleto.

vendido por un médico o por su recomendacion
Latemperatura de operacion varia enire 40y 140°F (5:50°C)
CONTRAINDICACIONES
Esta mascarila no debe ser usada por personas que no sean capaces de relirarse la mascarila
5in ayuda en caso de vOMos ¥ aspiracion, sin una continua supenvison.
Patente americana nimero 6 615 834
Otras patentes pendientes

BIAS FLOW INFORMATION
through o ine vents above and below the elbow,

Itis important that these vents are not blacked by any object. Ths controlled leak

ensures all exhaled CO is expelled from the mas!

Pressure(emiz0) 3 5 7 9 11 13 15 17 19 2 2 %

BasFlow (PM) 23 77 % W 41 4 48 0 54 5 0 6
RESISTANCE TO FLOW

Pressure drop through mask @ 50 Umin

Pressure drop through mask @ 100 Uimin

025 cmH 0
0.48.cmH0

DEBIT A SENS UNIQUE DE FUITE EXPIRATOIRE
Le FlexiFit™ HCA31 posséde un systéme difuseur & sens unigue permetiant dexpulser
le GO2 & ravers deux petts orfices places au-dessus et dessaus du coude.

u

INFORMACION DEL BIAS FLOW

La FlexFit™ Heas1
de las ranuras sobre y bajo el codo.

assure lexpulsion de toute exhalation de CO2 a 'extérieur du masque.
Pession(entp) 3 S 7T 9 11 138 15 17 19 2 28 25
Détit (PH) B 7 @ W oa 4 s S T @6

RESISTANCE AU DEBIT

se de pression via le masaue & 5
FenFa Sotos Mosn ot HCAD A LO0LEM

025 em Hy0
048 cm H;0

ranuras no estén blogueadas por ningin objeto. Esta fuga

controlada asegura que todo el CO? sea evacuado desde el nterior de la mascarilla

Presion (emt20) ERE B O A R

Fiujo 4PM) 22 % W oa w0 s S K6
RESISTENCIA AL FLUJO

aida de presién a ravés de la mascarila @ 50 Umin

Caida de presion a ravés de la mascarila @ 100 Umin

025em 50
0.48.em ;0

FlexiFit™ Series - HC431 Full Face Mask

Patient C
Your FIean\(“‘ Series HC431 Full Face Mask is provided patient ready To reuse
between patients please follow the guidelines below.

CLEANING / DESOILING

FlexiFit" Series - HC431 Full Face Mask
t: i de N our

onnement
Votre Masque Ful Face FlexiFit HCA31 est vendu prét a Iemploi. Pour une
utiisation collective entre divers patients, veuillez suivre les instructions suivantes.

NETTOYAGE/DESINFECTION

FlexiFit™ Series - HC431 Mascarilla oronasal
Inst i de limpi para uso en
multiples pacientes

Su mascarilla oronasal viene lista para ser usada. Para reutiizarla en diferentes
pacientes, le fogamos seguir las siguientes instrucciones.

LIMPIEZAISACAR MANCHAS

todala

e masaque,
themas base (The
Cover ot cetach o e Bse. Gl l st o pols souples o s d:spvemen e ey Lmpasin s o pates e o nesrta 5
potable pour suppr
it o potal wats s ettt st de détergent. retiar
LA DESINFECTION NE SERA PAS TOTALE S| LE NETTOYAGE NEST PAS EFFECTUE

FAILURE TO PROPERLY CLEAN THIS DEVICE MAY RESULT IN INADEQUATE DISINFECTION
HIGH LEVEL DISINFECTION PARAMETERS

'CORRECTEMENT.
PARAMETRES DE DESINFECTION DE HAUT NIVEAU

B LIMPIE LA DESINFECCION

JADA
PARAMETROS DE ALTO NIVEL DE DESINFECCION

MASK FRAME CCOQUE DU MASQUE {MARCO DE LAMASCARILLA|
¥ v
\ THERMAL DISINFECTION A DESINFECTION A CHAUD 'y DESINFECCION TERMICA
‘Soak pars i ot vatr ba o Trompor s pces dansun b deauchude Ao e e g ot o
S0 s a 10°C (158 S s a 10 (158 e e
o . o o o o
[ 30 minutes at T5°C (167°F) 5 i 30 minutes at 75°C (167°F) =l 30 minutos at 75°C (167°F)
SILICONE SEAL OR JUPE EN SILICONE ou 'SELLO DE SILICONA o
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“The FlexiFit™ Serles HCA31 Mask has been valldated (0 withstand 20 cycles of the above.
parameters. Do not use If badly damaged.

recommended methods of reprocessing.
Contact your local homecare dealer for additional information,

Ladurée de vie du Masque FlexiFit™ HCA31 est certifiée pour 20 cycles dans les conditions
dutlisation précitées. Ne pas ullliser le masque s'l est endommage,
Responsauts: inconbe & st do

Lamascarila Heaat 20ciclos
parametros mencionados anteriormente. No utilizar i estd muy danada.

Gele tecommandée dans ce manuel
Cont service pour

método de reprocesamiento distnto a los aqui recomendados.
Contastar a su proveedor local para obtener més informaciones.
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InterfaceSolutions

Product Profile

Overview: The Family of Interface Solutions

SleepStyle

SLEEP PERFORMANCE FOR
AN ENERGIZED LIFESTYLE
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Fisher & Payke!l Healthcare o3

Our quality of life blossoms when we are well. Sleep, though seemingly unimportant,
is essential for human beings to live life in an optimal state of health. Sleep is
actually highly productive. Our optimal performance while asleep is vital to ensuie
recovery and rejuvenation. Sleep replenishes us, energizes us and gives us the
freedom to enjoy our lifestyle.

Sleep Performance for an Energized Lifestyle

At Fisher & Paykel Healthcare, we believe everyone should enjoy a good night’s
sleep. We’ve based our business on this belief. To those who suffer from
Obstructive Sleep Apnea (OSA) and those who provide treatment for them, we
bring SleepStyle™ — an innovative family of Continuous Positive Airway Pressuie
(CPAP) and interface solutions.

Our business, like yours, is all about results.

e Commercial results — maximized through product research, design and manufacture
e Clinical results — improved through leading-edge technologies
¢ Patient-care results — achieved through easy, versatile and comfortable solutions

These are the results of our dedication to helping you provide 24-hour wellness
for your patients. Our SleepStyle™ interface technologies deliver the best in
sleep performance for an energized lifestyle.
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A Holistic Approach to Sleep
Therapy from the Pioneers
of Humidification Technology

Fisher & Paykel Healthcare is a leading designer and manufacturer of an
impressive range of innovative healthcare devices. Fisher & Paykel Healthcare
products are used in more than go countries worldwide.

Fisher & Paykel Healthcare entered the respiratory Our solutions for the treatment of 0SA include

care market in 1971 with the development of a a comprehensive range of CPAP units and
unigue respiratory humidifier system for use in humidification technologies in addition to
critical care and have since built on a reputation interfaces (masks). Leading-edge technologies
as a leader in humidification technologies. combine with rigorous R&D to provide a line-up
Fisher & Paykel Healthcare now offers a broad of high-performance products for sleeping well
range of products for use in Intensive Care and living well.

Respiratory Medicine, Neonatal Care, Hospital
Operating Rooms and in the treatment of 0SA.
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When it Comes to a Broad Family
of Interface Choices, We’ve Got
You Covered

Only Fisher & Paykel In the delivery of CPAP treatment, a patient will have preferences in an interface

Healthcare offers  tYPe that may be the product of many influences.

an interface in all  For example, they may be sensitive to enclosed spaces or they may prefer to breathe through their mouth.
For this reason Fisher & Paykel Healthcare offers a broad family of interface choices, categorized by the
way OSA treatment is delivered to the patient.

Delivery Categories

delivery categories.

FlexiFit™ 405

FlexiFit™ 407

. Nasal Delivery . Direct Nasal Delivery ‘

“ Oral Delivery i Full Face Delivery J
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06 Fisher & Paykel Healthcare

Choosing the Right

Fisher & Paykel Healthcare Interface

breathes while they sleep.

There are four different delivery categories which should be considered when
choosing an interface. The first thing to establish is the way the person naturally

Some people may experience chronic nasal obstruc-  Our range of interfaces and their inherent tech-

tion and prefer to breathe through the mouth only, nologies give you greater flexibility. We designed
others through the nose only and some may breathe  them that way to meet the needs of every sleeper.
partly or intermittently through both. Choosing a Use the chart below as a guide to choosing the
mask by delivery category is likely to provide for right mask.

a more natural transition to therapy and therefore
lead to greater acceptance and compliance.

1 Breathing Mode

How do you predominantly
breathe while you sleep?

Through nose

Helpful hints on mask choice:

# Do you have a nasal obstruction?
If so, an oral or full face mask is the best option.

# Do you naturally breathe through your nose or
mouth?
Choosing a mask on this basis will aid a more
natural transition to therapy.

@ Do you breathe through your nose and mouth?
A full face mask will allow mixed delivery as your
breathing patterns change through the night.

2 Delivery Category

Are you sensitive to |
enclosed spaces? ]

s
|
W

No
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FlexiFit™ 4o5

HIGH PERFORMANCE FROM OUR FAMILY OF INTERFACES

The Fisher & Paykel Healthcare range of interface - ‘Fit and Forget’ quick and hassle-free fitting
solutions has been designed with innovative features without time-consuming adjustments.

to enhance sleep performance and provide for: - Alternative delivery methods for those who may
- Facial comfort through unique cushioning feel claustrophobic.

technologies (whether on the bridge of the nose,
through the mouth, around the face or directly
into the nose).

- 24-hour wellness through maximizing comfort
and minimizing side effects.

FlexiFit™ g4o7

- An optimal mask seal to minimize mask leakage.

- Quiet and considerate usage by decreasing noise
that could potentially wake the user or their
bed-partner.

Infinity™ 481

3 Mask Models

Standard FlexiFit

Over-the-nose nasal mask Oracle™ 452

Premium FlexiFit

Direct nasal mask Infinity™ 481

Oral mask Oracle™ 452
2 }

Helpful hints on mask choice: Information on mask models:

# Do you ever feel claustrophobic? ® The FlexiFit™ 405 and 407 offer an over-the-nose
If so, a mask that provides a free field of vision may suit solution that fits well and is easy to fit and forget.
you better. © The Infinity™ 481 is smaller and lighter than other

» Do you scuba-dive or snorkel? masks, delivering pressure directly to the nasal
An oral mask slips into your mouth in a similar manner passages.
to a diver's mouthpiece. # The Oracle™ 452 is unigue - the only mask on the

# Are you comfortable with the feel of a hat or cap? market to deliver pressure through the mouth with
Masks with headgear are not dissimilar in feel to a hat. minimal headgear.

Each is designed for lightweight, personalized comfort. The FlexiFit™ 431 is for those who prefer full face

® Would you prefer the freedom of little or no headgear? delivery for a mix of nasal and oral therapy.

If so, a direct nasal or oral mask may suit you best. j
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08 Fisher & Paykel Healthcare

FlexiFit™ Technology
Auto-contouring fit

With Foam or Air Cushion
FlexiFit™ Technology automatic-
ally adjusts to a wide range of
nasal and facial contours with
simple one-step ease of fitting
and no complicated adjustments.

Unique Mask Features for Greater
Freedom, Comfort and Compliance

These unique performance features appear in our range of interfaces. All have
Fit-and-Forget Technology and are supplied complete as an Out-of-Box Solution.
Refer to our handy table for guidance on which interface contains each feature.

FIT-AND-FORGET TECHNOLOGY

Using our anthropometric database with thousands
of facial contours, our designers have created a
combination of technologies that adjust to the

user for personalized comfort - such as: auto-
contouring cushioning technologies and an auto-
sliding Glider™ Strap that compensates for head

AN OUT-OF-BOX SOLUTION

movement to maintain a seal. Simply fit and forget.

Glider™ Strap
Anti-leak system

The sliding Glider™ Strap provides
freedom of movement while
maintaining a seal. Mask force
remains equal when the head
rotates from side to side, min-
imizing the occurrence of leaks.

Premium Frosted Silicone Seal
Optimizing seal technology

This seal technology has a
soft, smooth feel to slide onto
the face, and its frosted texture
optimizes the mask seal.

Allinterfaces in the family come assembled

(all sizes included) - ready to use fora simple
application straight from the box. There is no
requirement for a dealer or lab to hold a range
of sizes and no requirement for difficult manual
adjustments once you have the mask home.

Stretchgear™ Headgear
Deluxe mask suspension system

This is a special elastic
headgear segment that
maintains an equal mask force
when the head tilts up or down.

Microgear™ Headgear
Minimal intrusion

Virtually ‘strap free’, the most
minimal headgear in the range.
Microgear™ Headgear holds the
mask securely in place with min-
imal presence and all the holding
advantages of full headgear.

Efficient Bias Diffuser
Quiet usage on vented elbow

With Material Filter or Mainten-
ance Free. This advanced air
diffusersystem prevents air
from blowing onto the sleeping
partner and decreases noise that
could potentially disrupt sleep.

Under-Chin Design
Extra stability

An Under-Chin fit provides
stability by providing a
constant point of reference
and maintains the seal even
with movement of the jaw
during the night.

Crown Strap
Extra stability

Complements the Under-Chin
Design to maximize stability |
and eliminate the need fora

chin strap.
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Easy-Release Strap
One-step removal

Simply pull the Easy-Release
Cord for one-step removal
of headgear. No ongoing
headgear adjustments required.
Convenient for quick removal of
the mask.

Anatomically Designed
Mask Base

This ball-and-socket-styled joint
(used only in the Direct Nasal
Mask) allows the user to select
the Flexitube position - providing
greater freedom to choose any
sleeping position.

Rotating Adjustment Dial

Offers continuous adjustment
of the distance between the
SnapFlap™ Cover and SoftSeal
Mouthpiece for a personalized

fit. Easy to use - just rotate the
adjustment dial. This can even be
adjusted while the mask is fitted.

Fisher & Paykel Healthcare o9

SoftSeal Mouthpiece /
SnapFlap™ Cover Interaction

Holds the lips snugly between

the inner SoftSeal Mouthpiece

and outer SnapFlap™ Cover
providing a leak-free combination.
These technologies work together |
to provide a simple, superior seal !
and maximum comfort.

Interface Performance Features

Fit-and-Forget

Out-of-Box Solution

FlexiFit™ Technology

Glider™ Strap

Premium Frosted Silicone Seal
Stretchgear™ Headgear
Microgear™ Headgear

Efficient Bias Diffuser

)

Under-Chin Design
Crown Strap

Easy-Release Strap

[
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Rotating Adjustment Dial
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N

Anatomically Designed Mask Base

Nasal Delivery
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Material Filter @

Maintenance Free @ 0]
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SoftSeal Mouthpiece/SnapFlap™ Cover Interaction

Direct Nasal
Delivery

Oral
Delivery
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10 Fisher & Paykel Healthcare

FlexiFit™ 405

FlexiFit™ 407

Nasal Delivery - FlexiFit™ 405 & 407

NASAL MASKS

Each of these nasal masks offers an over-the-nose
mask solution that fits better, feels lighterand is
easier to use. When you study the foam cushion of
the new FlexiFit™ Series you can immediately see
why these nasal masks are so user-friendly.

The FlexiFit™ Series’ comfort technology with its
auto-contouring properties provides a perfect

fit for faces of every shape and size. Each mask

comes fully assembled with a unigue Glider™ Strap
mechanism to stop the mask being pulled askew
during the night. The FlexiFit™ 407 Nasal Mask
comes with premium features including a frosted
Silicone Seal and Stretchgear™ Headgear for even
greater comfort and a maintenance-free bias
diffuser for quieter operation.

Nasal Delivery

Interface Performance Features
Fit-and-Forget Q@ ]
Out-of-Box Solution (©] @]
B3 FlexiFit™ Technology Foam Cushion ) @
Air Cushion
m Glider™ Strap @ ]
m Premium Frosted Silicone Seal @
Stretchgear™ Headgear [e]
[E3 Efficient Bias Diffuser Material Filter ©
Maintenance Free @

For those who prefer a full-face delivery for a mix of
nasal and oral CPAP therapy, the FlexiFit™ 431

Full Face Mask offers a comfortable alternative

to nasal or oral delivery. Still incorporating

the FlexiFit™ Technology with auto-contouring
properties, the FlexiFit™ 431 Full Face Mask comes

Interface Performance Features
Fit-and-Forget

Out-of-Box Solution

FlexiFit™ Technology

Glider™ Strap
Premium Frosted Silicone Seal
Efficient Bias Diffuser

Under-Chin Design
Crown Strap
Easy-Release Strap

=}
-~

Foam Cushion
Air Cushion

Material Filter
Maintenance Free

with an Under-Chin fit and highly contoured
Silicone Seal for maximum comfort and stability.
The Glider™ Strap integrates with Easy-Release
Straps for one-step removal and no need for
ongoing adjustments. The FlexiFit™ 431 Full Face
Mask comes fully assembled and ready for use.

@000 006 ool
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Infinity™ 481

Oracle ™ 452

Fisher & Paykel Healthcare 11

Direct Nasal Delivery - Infinity™ 481

DIRECT NASAL MASK

The Infinity™ 481 Direct Nasal Mask is smaller and
lighter than all other masks to offer the patient total
sleeping freedom. The Infinity™ 481 differs from other
over-the-nose nasal masks by delivering pressure
directly into the nasal passages via an anatomically
shaped Silicone Seal direct to each nostril.

Interface Performance Features
Fit-and-Forget
Out-of-Box Solution
Premium Frosted Silicone Seal
Microgear™ Headgear

Efficient Bias Diffuser Material Filter
Maintenance Free

m Anatomically Designed Mask Base

A maintenance-free vent disperses the air
quietly and efficiently, while a ball-and-socket-
styled joint allows infinite movement for comfort.
This freedom of movement, combined with
minimalist Microgear™ Headgear, provides for
unprecedented comfort and ease of use.

Direct Nasal Delivery

Infinity™ 481

Oral Delivery - Oracle™ 452

FULL FACE MASK

The Oracle™ 452 Interface is a unique oral mask

for the delivery of positive pressure therapy. The
Oracle™ 452 delivers pressure through the mouth
rather than the nose, offering the patient yet another
choice of delivery. Clinically proven to function as
effectively as a nasal mask, the Oracle™452isa

Interface Performance Features

Fit-and-Forget
Out-of-Box Solution

Easy-Release Strap
Rotating Adjustment Dial

Efficient Bias Diffuser Material Filter
Maintenance Free

SoftSeal Mouthpiece/SnapFlap™ Cover Interaction

perfect solution for mouth breathers and patients
with chronic nasal obstruction who find therapy
difficult with a nasal mask, With nothing covering
the field of vision, the Oracle™ 452 provides
freedom of movement equivalent only to that of
the Infinity™ 481 Direct Nasal Mask.

Oral Delivery
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For more information, please
contact your local Fisher & Paykel
Healthcare representative

Fisher & Paykel Healthcare has a policy of continuous product improvement and reserves the right
to alter specifications without notice. Patented in principal countries of the world.

International USA India
P O Box 14 348, Panmure Tel: 1800 446 3908 fel: +91 805123 6041
Auckland 1134, New Zealand +1 949 470 3900 Fax: +91 80 5123 6044
S+1949 470 3933
+64 9 574 0100 Irish Republic
+64 9 574 0158 Australia el: 1800 409 011
info@fphcare.com Tel: +61 39879 5022
www.fphcare.com i1x: +061 39879 5232 Italy
Tel: 439 06 7839 2939
Austria Fax: +39'06 7814 7709
0800 29 3123
- 0800 29 3122 JETEL
fel: +81 3 3661 7205
Benelux Fax: +81 3 3661 7206
+31 78 b4y 0924
+31 78 644 0914 Spain
+34 902 013 346
China Fax: +34 902 013 379
+86 20 8363 4286
+86 20 8363 3595 Switzerland
0800 83 47 63

France ; ;
<: 0800 83 47 54

+33 16446 5201

64 52 -
£33 A0 22l UK (EU Authorised

Representative)
1 +44 1628 626 136
ax: +44 1628 626 146

Germany
+49 7182 93777 0
+49 7182 93777 99
Nthn Ireland
Tel: 0800 132 189

pe Limited 2004






