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For Sake in the USA

These operating instructions provide the necessary informetion for praper operation of all
models of the MightySat™ Rx Fun&lemp Pulee Dximeter. There maﬁl be information provided in
thiz manual that is not relevant for your system. General knowledge of pulse oximetry and an

understanding of the features and functions of MightySat Bx are prerequisites for B praper
wse. Do not operate MightySet B without comngletely reading and uncerstanding these

nsEructions.

Hotice: Purchase or possession of this device does not camy any express of implied licerse to
wse with replacement parts which would, slone or in combination with this device, fall within
ke seope of one of the relating patents.

CAUTIOM: Federal [LFSA) law restricts this device to sale by or on the order of & physician.

Hote: Cleared ke Only: The deyice ard related accessories are cleared by the Food and Drug
Adeninisbration (FOA] for noninsasive patient monitoring and may not be vsed for an
processes, procedures, expen ments or any other use for which the desice is not intended or
cleared by the applicable repulatony suthonities, ar im ary manner inconsistent with the
directions for use or labeling.

For professionsl use. See directions for wse for full prescribing information, including
indications, contraindScalions, wamings, precautions, and adverss events
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About this Manual

Do ot pperate the MightySet™ R Finpertip Pulse O meter withoot completely reading and
understanding the instructions.

Always use the MightySat Rx precisely in accordance with the directions inthis manual,
including site selection and sensor placement. Failure to follow all of the directions in this
manual could lead to ins:curate measurements.

Fead and fol low any 'iBI'I"lII‘E_ cautions, and rotes pressrited throughout this manual. The
fol lowirp ane eaplanations of wamings, cautiors, and notes.

A warning s piven when actions may result in a senous outcome to the patient or wer [for
example, injury, serious adverse effect, or death).

WARNING: This & an example of a warning statement.

A caution |5 given when &y special care 1S o be exercised by the patient oF user to avoid
injury to the patient, damage to this instrument, or damape to other property.

CAUTION: This is an example of & caution statement.

& rode ks given when additional peneral information i applicable
Mate: This is an examgle of & note.
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Product Description and Indications

Product Description

The MightySat™ Bx Finpertip Pulse Dximeter is intended as a nonirvasive device that

measures and displays arerial ooy pen saturation [Sp02], Pule= Rate (FR), Perfusion Index
P11, and nptlum%ﬁihva'labnllﬁﬁdEn{F'ﬂ*:-. o PR |

The following key features are svail sbde for the MightySat Re:

s Maimo SET" technology for Sp02 and pulse rate monitorng in motion and low
petfission ensimmments.

s  DOgptional Blustooth® LE wireless technalogy for the wireless transfer of patient
data to senart devices.

The MightySat™ Bx Finpertip Pulse Dximeter is svailable in the following wersions:

Praduct Versions Features

Wi phttySat R Intended 1o messure and display arterial oaypen saturation [Sp0Z],
Pulse Rate (PR and Perdfusion rdex [P1).

MiphtySat R, Intended 1o messure and display arterial oaypen saturation [Sp0Z],

Hluetooth LE Pulse Rate (PR and Perdfusion rdex [P1).

Dpticnal Bluetooth LE radie is intended to transfer of parameter data
to @ compatible smart device.

i Fx, Intended to messune and display arterial oaypen saturation [S .
Eluqarlttr:uru?}ulLE and P¥I | Pulse Iliaie:I[FHfL Peifusion IngeﬁFll ard n'%ltqnn.i Pleth va'la&ﬁldz]y
e [P

Opticnal Bluetooth LE radie is intended for trarsfer of parameter data
to & compatibile smant device.

Indications for Use

The Mig " Ru Finggertip Pulse Crimeter i indicated for the noninvasive spot checking of
functional oxypen saturation of arerial kemoplobin {SpD2) and pulse rate [PR). The Masimo

HlETl[‘_rSEﬂ"Hl.FI tip Pulse Oximeter is imdicated for use with adult and pediatnic patients
duning both no motion and motion conditions, and for patients who are well or poorly

peifised in hospitals, hespital-type facilities, and mobile environments.
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Safety Information, Warnings, and
Cautions

Safety Warnings and Cautions

WARNING: Do rot vse MiphtySat Re during magnetic resonance imaging [MRI) or
in an MR erivironmenL

WARNING: Do mot place MightySat Reor accessonies in any position that might
cause it to fall on the patient

WARNING: Do not wse MightySat Bx during defibrillation.
WARNING: Do mot wse MightySat Bx during electrosurpeny.

WARHING: Do not wse Mightysat B in the presence of flammable anesthetics o
cther flammable substances, aayger-endiched environmerits, of nitrous cxide o
avoid the risk of explosion.

WARNING: Only use the MightySat B to the secure it to the finger. Excessive
pressune to & finper can cause skin damage.

WARHING: Creck the seror site every bour to ensure sdequate circulabion, skin
inteprity, and sensor alignment. Skin damage, pressure pecrodis, of inatcurate
readings may result.

WARHING: Do not leave the MightySat Rx unattended around children. Small
fems such as the hattery door, battery, and laryard may become choking hazards.

WARHING: Do ot use the lanyard during activities whene i1 may become wiapped
around the neck. Strangulation may occur.

CAUTION: Do not use the MighiySat R near devices that are sensitive to
magnets. The magnet provided withthe MighitySat Re could intefers with the
proper aperation of the device.

Mote: The maxmum skin surface temperature is measured to be less than 41°C
[10B"F) im & 35°C [%5°F) emvvironmnent. This was venfied by measuring the skin

imberface temperature with MightySat B opersting under reasonable worst-case
conditions.
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MlightySat Rx Safety Information, Warmings, and Cautions

Performance Warnings and Cautians

WARNING: MightySat Bx i not an apnea moeritor and sheuld not be used for
airhythinia anahysis.

WARNIMNG: MiphiySat fx should not be used as the sole basis for medical
decisions. It must be wsed in conjunction with clinical sigre and symgtoms.

WARNIMNG: Do not vse MightySat Bx for continuous manitoning. 1T s inkended for
spot-check use only. Mo alams are provided to support continuous monitaing.

WARNIME: Do not use Mighty=sat Bx if it appears or 8 suspected to be damsaged.
Damape to irternal parts can result inmo or ingcourate readings.

WARNIME: Do not repair, apen, of modify MightySat Re Damape to intérnal parts
can result imno or naccurate resdings.

WARNIMNG: Do nof use the Mightysat Bx if the irndernal parts have been expased to
liquids. Damape tothe internal parts may result inno or inaccurate readings.

WARNING: Sp02 is empirically calibrated in healthy adutt volurdeers with pormal
leewels of carboxy hemosglobin [COHbE) and methemoeglobin (MetHB|.

'mule ING: Avaid the follewing conditions to minimize the risk of inaccurate SpO2
readings:

s |mproper MightySat B placement ar alignment

s [Elevated levels of COHE and MetHb: Hlpﬂ: bewels of COHD or MetHh may
oo our with & seemi 51 nermal Sp02. When eleveted bevels of COMD or
MetHb are suspected, |aboretony analysls.il:l::-—l:lnmetr!.'lu:-fa hlood sammple
should be perfommed.

= Intrevescolar dyes such as indocyaning preen or methylene blue

= LTEENI applied colaning and texture such as nail pelish, acrylic nails,
gULer,

= Patients attached to s high pressure cuff

= Avoid placing the MiphtySat Ry sensor on any extremity with an aerisl
catheter or blood pressure coff

»  [Elevated levels of blinubin
®  SEVEME SNEMiA

»  VEROUS Conpestion

= VEnous pulsation

= Low arteria perfusion
»  [Excessive motion

CAUTIOM: Properly apply ard avoid uslnE;J: lightySat Ry under high ambient
light sources, flusrescent lights, indraned irmg lamps and direct sunlight to
mirimize intedference that may result inno or naccurete resdings.

CAUTION: Keepthe MightySat Ry away from electrical egid pment that emits raio
frequencies to minimize radio interference. Radio inteference may result in no ar
inaccurate resdings.
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MiphtySat Rx Safety Information, Wamings, and Cautions

=  CAUTIOM: When using MightySat R [optional Bluetooth version) with a smant
device, keep both devices within the recommended range of each other [see

speifications for details); moning outsice of this ranpe may cause a loss in
conrnection with the smart device.

=  CAUTION: When using MightySat R [aptional Bluetooth version) with a sman
device, relocate the devices away from sources that may interfens with the
Bluetoath connection. Trmgﬂenmufn:dhudeukeslrﬂmjmm radic

frequency inteference [RFI) may result in boss of Quality of Servioe (e
or n?'ﬂuu an d?ltalls. ufl]’eﬂluetmmrtgmneﬂjun ices that

rm;ru:ause RFlinclude buk arermtlumltedt-ume Tollowing: electrocautery
mm dlathermyaplpmem, ather cellular telephones, wireless PC and
t pagers, BFI0 devices, MR, and electromagnetic security systems.

=  CAUTION: Do not atiem ﬁmmdﬂ:&.mwﬂﬂlm or recycle MightySat Re
& these processes may internal parts. Damage to intemal pars can
resilt in o or inaccurete readings.

= Hote: The Mightysat Rx display may be difficult to view when esposed to direct
sunl kgt oF bright lights.

= Nobe: Do not assess the aecuracy of the Mightysat Rx using a functional Tester, A
functional tester should ondy be vsed to check i @ unit |3 working propedy.

= Wobe: The MightySat R display will shut off sutemetically if thene ane no resdings.
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MlightySat Rx Safety Information, Warmings, and Cautions

Cleaning, Disinfecting, Service Wamings and Cautions

Hilll'sllﬁ: Propedy use and dispose of Alkaline batteries or they may leak or
explode.

WARNIMNEG: Remove alkaling batteries when the MightySat fewill not be in use for
miare than 30 days o evoed damsge to the device due to beatieries that mey leak.

WARNING: Replace hoth batteres ot the same time to avoid mixing fully and
partially charged battenes. These actions may cause the batieries to beak;
resulting in possible damage to the device.

CAUTION: Use only AAA alkaline batteries. Use of nor-alkaline batteres may
affect the accuracy of the battery status indicator.

CAUTIOM: Orly perform maintenarce procedures specifically deseribed in the
manizal; othemise, rebum MightySat B for servicing. Improaper maintenance may
resudt in damage to the intemnal parts. Damage to internal parts may result in no
of Inaccurate readings.

CAUTION: Thomoughtly clean and bow bevel disinfect the Mightysat Bx before
applying it to an a new patient.

CAUTIOM: Do not chean MightySat Bx with any chemical otber than those
:;.%Edﬂed in Chearing, Ois img, and Ssrvice on pape 25 These subsiances may
ect the device's materials and camape intemal pans.

CAUTION: Do not ssbmerpe MiphtySat Rx in any cleaning solution or attempt to

gterilize by autoclave, irradiation, steam, gas, ethylene axide or any other method.
This will seriously damage the device.

CAUTION: Do not use undiluted bleach [5% - 5.25% sodium h}'ﬁ:‘;:Hl:lﬂtE] nr.:}r
cleaning soluticn ather than those recommended in Cleamiag. Disinfecting,

Sarvies on page 25 of this marnual. Permanent damage to MightySat Bx may ooour
if other urspecified solutions are used.

CAUTION: Mever submenge MightySat B in weter ar ary othier bguid selution this
may cause permanent damage to the MightySat Rx.
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MiphtySat Rx Safety Information, Wamings, and Cautions

Compliance Wamings and Cautions

WARNING: Ary changes or modifications not espressly approved by Masimo shall
winid the warrandy for this equipmert and could void the users suthority to operate
the equipment.

CAUTION: Comply with local lews in the disposal of the instroment andfor its
accessones, induding batteries.

CAUTION: This dewice (s not intended to be operated in the home erwinonment.
CAUTION: This dewice bas not been evaluated for use in alrerafts.

Mate: When usln&ll'-igm'sal. P with 8 device with wineless features, consideration
should be taken 1o bocal povemment frequency allocations and techrical

parameiers to minimize the possibility of interference toffram other wineless
i [

Mate: In accordance with international telecommunication requirements, the
frequency band of 2.4 GHz is anly for indoor wape 1o reduce potential for hamadul
interference to oo-chanred mobile setellite systems.

Marte: This deviee compdies with Part 15 of the FCC Rules. o i3 subject to
the following two conditions: (1) This device may not cause ul irterfarence,
ard [2) this device must accept any interference received, including intederence
Ehal may cause undesined operetion.

Mate: This equipment has besn tegted and fourd to comply with the kmits for a

Class @ dIFII_aJ deyice, pursuant to pait 15 of the FOC Rules. These limits ane
designed Eo provide reasenable protection against harmful inteference in &

resideritial installation, This aqutﬂ]mmt ates, uses, and can radiste radio
frequency energy ard, ifnit installed and used in accondance with the
imstructiors, may cause harmful interference to radio communications. However,
Erere is no puarantes that interference will not coour in @ partcular installstion. If

this equipment does cause harmfl inteference o radio or television reception,
mln:ﬁq{mhedeturrined by turning the equipment off and an, the wser s

ercouraped to try to cormect the intederance by ore or more of the following
G HITEER

=  Reorient of relocate the receiving antenna.
#  Increass the separation between the equipment and receiver.
=  Consult the dealer or an experenced radio/TY technician for belp.

Mate: This equipment has been tested ard found to comgly with the Class B limits
fior medical devices acconding to the EN B0OB01-1-2: 2007, Madical Device
Oirective 93/42/EEC. These limits ame desi to provide ressonable protection
against harmful intedference in all establishments, including domestic
establishments.

Mate: This Class B digital apparatus complies with Canadian ICES-003.
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Technology Overview

The following chapter contains general deseriptions about parameters, measurements, and
the techinology used by Masimo products.

Signal Extraction Technology® [SETE)

Masimo Signal Extraction Technology's sipnal processing differs from that of conventicnal
pulse oxmeters. Conventional pulse oxmeters assume that anerial blood is the only blood

nmnglipuls.atmgj in the messurement site. During patient motion, however, the venous
also mioves, causing conventional puls: oximeters to read |ow values, becauss thay
canriot Tstlngulgh. between the arterial ard venous blood movement [sometimes refered to
& nilse].

Maimo SET pulse cximetry utilizes parallel engines and adaptive filtering. Adagtive filters

are powerful because they ane able o adapt to the vanying lopic signals and/or noise

.rnd separate them by looking at the whole sipnal and breaking it down to its fundamerital
ponents. The Masimo SET sipnal processing al porithe, Discrete Saturation Transfomn®

FI:IE.TE' ], in parallel with Fast Saturation Transform [FST8), reliably identifies the noise,
il abes rtand usinp adaptive filbers, canceds it. It then repons the tree anerial ooy pen

saturation for |:I£|]-|H_.I an the monitor.

Masimo SET® DST

This fipure is for conceptual purposes only.

[
]

TN

General Description for Oxypen Saturation (Sp02)
Pulse oxmetny is poverned by the following prind ples:

. &thnlhl coygenated blood) and deurﬁ,lhemrFI-:tuln n.-:-n nated
blood) differ in their absongton ufr-ed and irdraned light (spectrop nmetr:r].

= The amount of arterial blood intissue changes with your pulss
1|:I'|-nt-:p mography). Therefore, the amount of light shsorbed by the vaning

arterial blood charpes as well.
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MiphtySat Rx Technology Overddew

successful Monitonng for Sp02, PR and PI

Stability of the Sp02 readings may be a good indicator of sigral valdity. Athough stability is
a relative tenm, expe rience will pmﬂd&amfﬂ:uﬁfm changes that are artifactal o
ohysiological and the spesd, timing, and o of each.

The stability of the readings cver time is affected by the averaging time being used. The
bonger the aversging time, the more stable the readings tend to become. This s dee to a
dampered resporise & the sipnal is averaged aver a lonper period of ime than during shorter
averaging times. However, longer Maglynﬁtlm delay the response of the aximeter and
reduce the measured variations of SpOZ and pulse rate.

Functional Oxypen Saturation [Sp02)

The MightySat Bx i calibrated to measure and display functionsl ceygen seturation (SpO2):
the amount of coyremoplobin expressed as a percentage of the hemoplobin that is wﬂahﬁe

1o transport mypen.

Hutelhatﬂumu obdns are not capable of transporting mygen, but are recopnized &
oygenatad plobins by corvantional pulse sximetry.

General Description for Perfusion Index [Pl}

The Perfusicn Irdex [P1] is the ratio of the pulsatile bleed flow to the non-pulsatile or static
blood in peripheral tissue. P thus represents a noninvasive messure of peripheral perfusion
that can be and nonsnvesively obtained friom a pulse ceimeter.

General Description for Pulse Rate [PR)

Pulse rate [ FR), measured in beats per minute (BPM) is based on the optical detection of
peripheral pulse.

General Description for Pleth Varnability Index [PVI)

The Pleth Variability Index (FVI) i a measure of the dynamdéc changes in the pefusion index
(F1) that occur during the respir cycle. The calculation & accomplished by messuring
charpes in Pl over a time irterval where ane or mone complete respiratody cycles hae

o purred. PV s displayed as a percentage [0-100%).

Pleth Variabdity Index [PY show changes that reflect physiclogic factors such as
waseular tong, ¢ r-:ulatlr[i,g hiln-:ﬂ-ulum andﬁtratl'uram p-rp-;&m SRS BN

Thie utility of Pyl has besn evalusted inclinical studies [1-11]. Technical and clineal factors
that may affect PYI inclode probe malposition, probe site, patient motion, skin incision,
spontarecus bresthing activity, ImEJ{umpllan:E, oper pericardium, use of vasopressors or

wasodilators, low perfusion index, subject age, arthythmias, left or dght heart failure, and tidal
wolume |12-14].



WAL TS| M0 16 @ Mximo



MiphtySat Rx Technology Dverdew

Citations for Pleth Varnability Index [PVI)
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Aug; 25(4):215-21.
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Operation

Mightysat Rx Features

10| Desoription Functac
Enclosure Clip | Clip prowided for ease of lanyand attachment.
2 | Bluetooth Indicates whien Bluetooth LE & enabled on the device.
i Carbo
[Optional]
3 | Battery Status | Indicates the remaining relative ife of the battery.
Indicato
4 | Display Screen | Displey for measurements and indicators.
Note: Humbers will dim when confidence in the value is low.
5 | Waneform and | When the wavefarm option & turmed an, the pleth waveform and the

=i of Pulse Bar

=30 provides an indicator of the relative signal strength.

When the waveform option & tumed off, the pulse bar provides a
Blinking graphical indicator which comesponds to the pulse rate.
Additionally, the relative signal strength is depicted by the heipht of
the pulse bar.

Touchpad

Lser interface to olbow for change of settings (see Using the Towchped
om page 22 in this manual].
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MiphtySat Rx Operation

Installing the AAA Batteries

Thie Mightysat Ry requires two alkaling Ass batteries to operate. To iratall batbenes fol o
the instructiors below:

1. Fﬂlﬁgﬂ&ﬂ'ﬁgﬁ%ﬁ R so that the display soreen is
2. Find the battery bitton anthe front of the sersor ped.
3. Push lightly on the batteny button to release the
hattery cover and then remove the battery cover.
% 4. Insert two new AAA alkaline batteres and match the

arertation labels |+ and -).

Node: MightySat Bx will not work if the batteries are
inserted in the Incomect ofiertation.

5. Onee the batteries are comectly inserted, snap the
hatteny door back orto the device.

WARNING: Ensure that the batteny door is intact
efisre e,

Miote: MightySat Fx will turn on automatically when
the device is opened 5o that the sensar pads ane
exposed as shown in the imape belo.

o |

Using MightySat Rx

To take readings with the MightySat Re, follow the instroction bebow:
Hote: Before we, ercune batteres are comrectly installed in the MightySat R

1. Toopenthe MightySat By, squesze the back portion of the device as shown in the
image ahove.

2. Oneethe sersor peds are exposed, insert afi nonr-deminart, ring fin £
lre&meEDup:Emm& ngernail. neer| Efinger

Hote: The display screen of the MiphtySet R should be facing upwands as
depicted in the image above.

3. Oncethe fingeris correctly pesitioned, pently close the MightySat R by releasing
the pressure on the back of the device.

Hote: Ensure the finger s comectly positioned for scourate measurements.
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Wi phtySat Ry Oiperation

4.  The tip of the finper should touch the finper stop as shawn in the imape below.
G,

A,
—

5. Once the Ir-lllglfnys.a.t R is comrectly closed an the finger, the MiphtySat Rx will
clisplay readings.
Hmljﬁfm readings are displayed, see Troubfeshooting on page 26 in this
manial .

llulll_.rlll.lll'.lﬁ-: ‘Whille an the finper, do not press the top of the deviee against any
surface.

WARHING: Do not attempt to secure the MightySat Rx to the finper using external

pressure. The intemal spring provides the corect pressure; additional pressure
iy cause Inaccurate readings.

Turning off MightySat Rx

The nghl.:t‘?'Sm Rx turns off automatically after remwmﬁ_ the firger from the device in the
ahsence of device interaction or connection to a smart device.
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MightySatl Fa Ciperakion

Using the Touchpad

The Touchpad — an MightySat Bx deice is located below the displey

sireen.
Mote: The display s not & towech SCreern.

Action | Deseription Fur tion

Touzh Tap and release. Artion will be select & menu item or action.

formed orce finper is releasad
PEFICIMEE Ense finger | Touch rotates the display clocksise.

Press and | Press and Fodd. ﬁ'El-:_.]i-: f MQET onilg Erter and exil the Main Screen.
Hold action has been peronmed.

Swipe Touwch and slide (left, and ripht) and | Scroll through all selectable meny
release. opticrs.
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Wi phtySat Ry Oiperation

Mavigating the Menu

From the Main Soreen, press and hold the Touthpad to acoess the Main Menu.

Le the Touchpad Suvpe pecture 1o seroll through the Main Menw Options. Lke the Towch
pestione 1o sedect the Main Menu Dption. Use the same pestianes [o adjust settings.

The Menu options ane

Main Menu | Display
Dptions Butinn Deseription Default | Options
Hack Return to Main Screen. P A
Allows the user to choose if the
‘Wavedorm P'l.h waneform will be displayed on the On Or ar Off
d—i= NEdES
: 2ok, Ak,
Arightness Change the brightress of the display | e T5%. and
S e,
100%
Hluetooth Allows the user to conmect to a smart
|Opticnal) ﬂ dayice wia Bluetooth LE. o O o Of
Handware and software irformatian
. about the device including sevial \ :
4 fA A
Alveas rumber, software wersion, and N N
Bluetooth LE Mac Address
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MlightySat Rx Operation

Connecting to a Smart Device via Bluetooth [Optional)

Wote: Bluetooth LE is an optional feature available on specific versions of MightySat R far
wse with compatibbe smart devices. For a full list of compatible smart devices, see
wiral. muas | moprofiessionalh ealt hooom,

Bluetooth Connection Overview

The MightySat Bx provides a Bluetooth LE wirekess option to allow connection to a
compatible smart device. The Bluetooth communication is ondy available to smart devices
waing the Masimo Professional Health App. When a Bluetooth connection i3 established the
Hluetooth connected icon will Eupp-u!:ﬂ.lu'l!g= ySal Ry can only communicate to & singhe smart
device at ome time to minimize the nsk of vhauthorized access.

1. Tum on Bluetcoth on MightySat Bx. See Navigatimg the Mane on pape 23 of this
manisal for further instructions.

Ensure the Bluetooth is enabled on the smart device.
3. From your compatible smart device, do one of the Tollowing:

s For Android™-powered devices, go to the Google Play™ stare

s ForApple® devices, go to the App Store™.
4. Search and download the Tesimo Professional Health” app.

5. Laisnch the Masimo Professional Health app to connect the Mi ghtySat Re with a
compatible smart device.

Note: The MightySat Re recE:llrﬁ the use of the Masimo Professional Health app to
cOMMmunacate o a oompatibee smart device.

8.  Confiren the cormect conrection by viewing the appropriate "Serial” number is
displatyed on the sart device. The Serial number can be found an the About
gereen, see Mavigating bhe Mear on pape 23 of this manual for information on
accessing the Abhout screen.

7. Onpe MightySat Re s connected to & smart device, oondim the readings on the
MightySat Rxto the readings displayed on the Masimo Professional Health app
are synchnonized without a deley preater than 10 seconds.

Note: A oonnection ioon will appear on the MightySat B desice when a Bluetooth
connection has been establisked.

Hote: If the delay is grester than 10 seconds, move the MightySat Bx in closer
proximity o the smart device or attempt to repeat the connection process.

Naote: To prevent unauthonized connection to the MightySat Ry, turn off the
ogticnal Bluetooth LE festure an the MightySat Rs.

CAUTIOM: When using Migh Re [optional Bluetooth version) with a smart

deﬂcﬁhi both dewices within the recommended range of each other [see
Specifleations on pape 31 for details); moving outside of this range mey Cawe &

oss im cormection with the smarnt deviee.

CAUTIOM: When w=ing MightySat Re [optional Bluetooth version) with a smart
desice, relocate the devices away from sources that may interfere with the
Aluetooth connection. Inteference may result in loss of Quality of Serdee [see
Specifications on pape 31 for details) of the Bluetooth connection,
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Cleaning, Disinfecting, and Service

Cleaning and Disinfecting MightySat Rx

WARNING: Sefore cleaning, read Cleaning, Disinfecting, Service Warnings snd Castlans on
nape 12 inthis manual.

WARNING: Before cleandng, make sure the dewice is off and i3 not applied o afinger.

CAUTION: Thoroughly clean and low level disinfect the MightySat Bx before applying it to on
& new patient.

Hnu-imﬂefnre cleaning remove the batteries and make sure the batteny cover is re-attached
cormectly.

Toclean the MightySat R follow the instrections belo:

=  Wipe pach of the sensor pads and cuter sufaces wsing a CaviWipes™ wipe twice or
kil the surfaces ane free of any wisible residue,

Mote: Poy particul ar atterition to cracks, crevices, and hard to reach aneas of the
desyive.

=  Repeat the above cleaning step using a fresh wipe.

= Allow the MiphtySst Rato dry theroughly before using again.
To conduct low level surface disinfection of the MightySat Re follow the instroctions below:
Mote: Follow cleaning instructions pricr to disirfecting the device.

= Wisibly wet the sersor pads and outer surfaces wsing a soft cloth dampened with a
10% (1:10) ekl arime bleach to water solution.

=  Allow the solution to sit for 10 minutes on the sensor pads before wiping them
with & dry soft chath,

=  Allow the MiphtySat Roto dry thoroughly before using apain.

Alternatively, the MightySat Re can be disinfected wsing the same instructions abiwe, except
with CaviWipes with a 5 minute exposure time.

ThIE Eurfﬁes. of the MiphtySat Ri hawe been tested to be chemically resistart to following
solution(s]:

=  TOD% lopropyl Alcokol

«  Cidex Plus [3.4% plutarakdehyde|

=  10%(1:10) chloringe bleasch to water salution

= [uaternary ammansum chioride solution wipe [Cavitnipes™)

CAUTIOM: To sveid permanent damage to the MightySat B do not vse undiluted blesch [5%
- 5.25% sodium ypochlorite) of any other cleaning solution not recommended.
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Mightysat R

SenvICce

Cleaning, Disinfecting, ard Servce

WARNING: Do not sttemgt to repair the MightySat Rx as this may cause damage to the
device and prevent it from operating propedy.

If the device does not appear te be operating comrectly, see Troubfeshooting on page 26

section on this mania .

Note: To maintain the proper functionality of the battery compartment and avoid possible
damage from alkaline batteries that may |eak, remove batteries from the device when not in

wse for bang periods of time.

Troubleshooting

Error of Enmor Mes sape Poca siibke: Cauises Recommended Solutions
A red hattery symbol displays | Low batteny Replace low batteries as soon &3
on display scresn pesibie. (oee mnstallimg the AAA
Elu'.tﬁiesnn page 20 in this
manual
Device does nint dispdey Incoimect firger Wait for messurement [Dptional PV
readings placement iy take upto 2 minutes before
inifial measuremerit)
Incorrect hattery
nrientation Repasition finger [see
i MightySat Bx on page 20 in tha
Lirw battery Re-crient batteries

Ensironanental

Replace with new batteries

irfluences
Relotate devce
Centact Masimo Technica Senioes
Device display does not turn | Ko battery Renlace with new batterdes

Cifl

Device damaped

Cortact Masimo Technical Semvices
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Wi ghtySat R Cheaning Disinfecting, and Senvice

Efror of Enfor Message Possible Causes Recommended Selutions

Mumbers Sppear cim Lorw battery Check battery stabus indicetor and

replace batteries if necessa
Baightriess 221 low ¥

Check brightness setting in menu

Exposed to bright
lights ar sunlight Relocate device sothat it is mot
directly under bright li
Incoemect finger R U gt lignts
placement Reposition finger [Ses Using
MlightySat R on 20 sactian in
Measurement site this 'I'Ijllisl'f-a : pag® =i
may be poorky
perfusas Contact Masimo Technical Senices
Device keepa tumdng off whille | Incomect finger Reposition finger [Ses Using
on the finper placement MiphtySat B on page 20 saction in
_ this manusl|
Ensiranmental
influences Relocate device
Device damaged Replace with new batteries

Contact Masimo Technical Semnices

Meas lrement does not Eluetooth LE rof Confirm Bluetooth LE is am for the
display on the smart device | connected MighitySat Rx and the smart device

wsingg cpticnal Blwetooth LE
e o Compatible approt | Confirm a compatibie apg is

installed on sman imstalled omthe smand deyice

fdevice Chese and re-launch the compatible

Device :lﬂl'l'lﬂEElj dppon the smart device

Smart dewvice Check that MightySat R is

I:IHI'I'-EI,EE'I'.' monnecied to the cormect smart
deyice

Cortact Masimo Technical Senioes

Product Support

For additional help, contact Masime Technical Services at [949) 207-7488. Local contact
irformation cam be found at hitp: S seroe. medimocom.
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MlightySat Rx Cleaning Disinfecting, ard Serdce

Limited Warranty

lact il waarants to the nnFnaJ end-user purchaser the Mesimo-branded hardwane product
h'lnghl'.tﬁm"' Ry Finpertip Pulse Dxmeter and any softwane media contained in the origina
[

E& aping apainst defects in material and workmanship when wed in sccordance wit
imas user manials, technica specifications, and other Magimo published gusdelines for &

pefiod of 48 maonths from the original date the Product was obitained by the end-user
AU haser,

Mlasim’s sole obligation under this wanmanty i the repair or repl acement, &t its option, of any
defective Product o software media that & covered under the warranty.

To request & replacement wrder waranty, Purchaser must contact Masimo and obtain &
returned poods authoerization number so that Masimo can track the Product. 1f Masimo
determines that a Product must be replaced urderwarranty, it will be repl aced and the cost of
shipment povered, All other shipping oosts mist be paid by purchaser.

Thie abivwe described warranty IS in addition to ary statutony rights provided to Purchaser
under applicable |aws and regul stions of the regian inwhicht pduct was sold o the

extent that those rights cannot be disclaimed and are superseded by the abowe described
warranty to the estent permitted under applicable kews and regul stions of the region inwhich
the product was sold.

Exclusions

Thie warranty does not apply to &y non-Masimo branded product or any software, even if

ack with the Product, or ary Produect that was: [a) not new or in its eriginal packapin
Eihenaﬁlgplled to purchaser: |Ei-!|r?'nndlf|a:| without HE mi's -rEtenlpermlﬁﬂn; ﬁ]iu EIIE'i.

deicies, or systems externa tothe Product; [d) disassembled, resssambled, or repained
anyone other tham a person authorized by Masimo; [e) wed with other products, like new
gensors, reprocessed sergors, or other actessones, ot irtended by Masimo o be vsed with
the Product; ()] mot used or maintained &8 provided in the operators manual of as othemwise
aroyiced in its labeling; |']g,'| reprm:m.e% recanditicned, or recycled; and (k) damaged by
accident, abuse, misuse ligid contact, fire, earthquake or other esternal cause.

Ho warranly applies bo any Product prowided to Purchaser for which Masime, or its
authorized distributor, is pot paid: and thete Prodects are provided AS-15 without

warranity.
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Wi piitySat R Cheaning, Disirdecting, and Senice

Limitation of Warranty

Excepl ad ot herwise reguired by kaw or altered by the pivehase apreement, the above
warranty is the exclesive warranty that applies to the Product and software rudlu, and
Matimo does not make ary other promises, conditions, or warranties re

Praduct. No other warranty applees, express or implied, ncluding withowt i ||!|-I'|..H'|]'
implied warranty of merchantability, fitness for & particular porpase, sstisfactory guality,
of 8% to the wse of reasonalyle skill and care. In so far as the above wammanties canmot be
disclaimned, Masime limits the duration and remedies of the warranties to the duration

and to the remedies set farth above and as Ill.-.ll:r_.I lam. See the Iieruhg_terrn:'l'nf
the terms and conditions that spply te and parying the Praduct.

Additionally, Masime will not be li al:-le fif gy Ir'.-:ldenui |I"|l:||I'E|'.1.. gpecial, of consequential
woss, damage, o expense ansing from the vse or loss of uze::-{ang.' Products or Software. In no
eyent shall Masimo's liability arising from ary Product or Software [under contract, warrandy,

tort, strict liability, or othe wise) exceed the amourt paid b %ur-:l'ﬂﬁerfcf the Product or
Software. The abdwe limitations do not preclude any liabilifty that carnot lepally be
disclaimed by cortract.

Sales & End-User License Agreement

This document s & legal apreement between you ["purchaser) and Masimo Conporation
["Wlazimaa’| for the perchase of this Product | Product’) and & license in the included or
embedded Software [“Software”) except a3 otherwise eapresshy agresd in a separate contract

for the acquisition 1h|5.F'rcd-.-:[tﬁtreﬁznllu'nlr;:gmrms.areihe entire agreement between the
parties regarding your purchase of this Product. If you do not agree 1o the terms of this

agreement, pramptly return the entire Product, |ntludlglg.ai|.En:r.-z-.a.-.-'.urnﬁL ir their original
nackapes with your sales receipt to Masimao for & full refund
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MiphtySat Rx Cleaning Disinfecting, ard Serdce

Restnctions

Copynight Restrickiora: The Softwane and the scoomparying witten materials are
copynghted. Unauthorzed copying of the Software, including Software that has

been modified, d, of ircluded with other software, or the wiitten rnau!rlals. is
re<aly forbidden. Purchaser may be held legally resfmns.uhlefu-ranycn

infringement that is caused or incurmed by Pure lure to shide by the terms
of this Agreement. Mothing in this License provides any rghts beyand those
rovided by 17 LS.C. §117.

Use Restrictions: Purchaser may phrysically tramsfer the Product fram one [ozation

1o another provided that the Software is not copied. Purchaser may not

&l ertronical ly tramsfer the Software from the Product to any other ingbroment.

Purchaser may not disclose, publish, translate, release, distribute copies of, modify,

ﬁ translate, reverse engineer, decomgile, disassemble, or creste derivative
based on the Software or the written materi als.

Trarafer Restrickions: In no event may Purchaser transfer, assipn, rent, bease safl,
of otherwise dispose of the Product or the Software on a temporany basis.
Purchaser shall not assign or transfer this License, in whale or in part, by operation
of |erwi or obhereise without Masimo's prior witten consent; except that €
Software and all of Purchasar's rights hereunder shall transfer astomatically to ani.l

rtg.I thak le Ilg.I I'EMI'E. Eitle tothe Product withwhichthis Software is ingl
dutl&.c-rnhlkFMcm arising hereunder of bes

y rightts,
than as ﬂfurthlnms paragraph shall be vo

U5 Govermment Rights: If Purchaser is acquiring Software [including the related
documentation) an f any parl.u:fthe United State Government, the
following prowisions apply: the Software and documentation are deemed to be
“commercial softwane” amd “commerral co sofiware docsmentation,”
respectively pursuant to DFAR Section 2277202 FAR 12.212, as applicable. Ary

wie. modification, reproduction, release, pefomance, display or disclosise of the

Snfbuareiln:lutngthe rel sted decumertation) by the LS. Government or arey of
Eﬁnuﬂ shall be powerned sobely by the terms of this Agreement and shall

E pd except to the extent expresshy permitted by the terms of this

ent.
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Specifications

Performance Specifications

Sp02 Accuracy”

Condition Rargpe Papulation Ao
Mo Mation [1] 0% to 100% | Adudts, Peciatrics | 2%
Motion |2 0% to 100% | Adults, Pediatrics | 3%
Low perfusion [3] | 70% to 100% | Adulis, Pedistrics | 2%

"See the Sp02 Perfermasnce Specifications on page 32 section for additional Sp02 sccuracy
imiformation.

Pulse Rate [PR]

Condition Range Population [ -

Mo Mation [4] 2o bpm o 240 bpm | Adults, Pediatrics | 3 bpm

Motion 4] 25 bpm to 240 bpm | Adults, Pediatrics | 5 bpm

Low perfusion [4] | 25 bpm to 240 bpm | Adults, Pediatrics | 3 bpe

Display Ranges

Parameter Display Ramnpes

502 (Osypen Saturation) | 0% to 100%

PR [Pulse Rate) 25 bipm to 240 bpen

Pl [Perfusion Index] DUD2% to 20%

Pleth Variabibty Index |[P¥1) | 0% 1o 100%

The emitied wevelengihg range from 60D nm te 1000 nm and the peak optical power = less
than 15 mW. Information about the wavelength range can be espet .’lll!.'l.ii"ul o clinicians.
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MlightySat Rx specifications

S5p02 Performance Specifications

Table below provides Arns [Acouracy Root Mean Squane ] values measured using the
Mighty5at Rx with Masimo SET Oximetry Technology in a clinical study under no moticn
eonditions.

The below Bland-Altman plot represents the conelation of the [Sp02 + 58022 versus [Sp02
- 230 vnder no motion with an upper 95% and lower 95% limits of agresment.

Measimed Ao Valups

Range [Awa)

90% - 100% | 1.08%

AO% - 90% |[1.95%

70%-80% | 1.7%%

Overall Claimed Accwracy Value

Hanpe [Aare)

0% - 100% i

ﬁgﬁ ’:;.,ﬂ %ﬂ’;@ , f
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Wi piitySat R Eperifications

Battery Life

IR Des i it

Operating | 1.5 Volt AAA Battery [2)

Hattery Life | "Approximately 1800 spot checks

“Nolde: Gased wpon 15 hours ufu:p&mh:m with screen baeighiness <2t to 50% a spot check of
30 seronds.

Physical Charactenstics

I Descr ipticn

DA &N Eacns, 2O 16 1. [Pacm x4l omr3.0 (W pi)

Weight without Battery | D11 [bs. [51g)

Weight with Battery® | D16 Ibs. (73]

“Hoke: Weight s depencent on batteries usedl.

Bluetooth LE Wireless Technology Information

Bluetosth LE Wireless Techrology Infarmation

Modulation Type GFEK

Max. Output Power -1 dam

Frequency Rarnpe 2402 MHZ - 2480 MHz
Antenna Peak Gain -T odi

Recommended Range | 710 feet (73 meters) line-of-sight

Quality of Service [Qo%) | Delay <10 seconds

Security Proprietary binany profoco
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MlightySat Rx specifications

Radia Compliarte

Hacio Modes | Bluetooth LE

L=A FCC ID: VEF-MSATONA
FLC parts 15.207 and 15247

Canans IC-7302A-MSATONA
RE5-210
Eurnope EN 300 328

EM 301 489-17

Environment

e Description

Operating Temperature Ranpe | 5°C to 40°C

Oiperating Humidity 10% o 95% RH

Storages Transport Temperature | -40°C 1o 70°C

AtmaosEpheric pressune F40 m8ar 1o 1060 mBai
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Compliance

Safety Compliance

ANSIFAAMI ESB06ED01-1
C5AC22.2 Mo. BOGO1-1
IEC/EM BOGOT-1

IEC BOED-1-B
IEC BDEDT-1-17

I=0 8DEAdN-2-G1

EMC Compliance

IEC BDEDT-1-2 Class @
I=0 80EAN-2-61: Clavse 202, 20 Y)'m radiated immunty

Eguipment Classifications per IEC GDGD1-1

Depree of Protection against | Type BF applied part

electric shock

Mode of Operation Cotinuouws

Degree of Protection from P23, Protection fram ingress of parteculates » tham 12.5 mm
Liquad Inpress arid ingress from spraying weter.

Environmeni Mot fior use in the presence of flammable anesthetics
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Citations

The Mazima SETE Techoology wsed in the MiphtySat™ fe Finpertio Pule Oeimeter
has been valideted for no mation sccuracy in human blood stcles on healtly adult

male and female volurndeers with liphd to dark phamented siim in incluced hypow's
studkes In the ramge of 70%- 100K dpainst a [aboretory co-omimeter. T

varizthon equals plus ar minus one standard dewation which encampasses 558 of

the population.
The Masima SETE® Techmology used in the MiphtySat™ Rx Finpertip Pulse Oumeter

has been validated for motian scouvasy in hurman hlaad .';t.:.l.:l.le.';m healthy adult
mbm&d&unalem‘mﬁer&wlthleﬁfﬁadmﬁplgm&ntedshnWwﬂwed [REA

studies while performing rubddng and tagping mations, at 2 fod Wz at an amalitude
of 1 to 2 cro and @ non-repetitive modion between § o5 Hz at an amalitude of 2 fo 3
et i dnduced iypasia studies in the renge of TOX-100% Sp02 apainst & Lahovatary
ca-catmeter. This varkstion equals plus or rwnds ange standard deviation winch
EfCOmpasses 3% af the population.

The Masima SETE Techmology wsed in the MightySat™ Rx Finpertip Pulse Oelmeter
has been valideted for low penlsion soeuvacy i tmn':-h:g:-!:a-inrll:s apainst 2 Biotek
Imces 2 imufatar amd Masima’s simulator with shgnal strengihs of prester thamn
0.02% and transmizsian af greater than 5% far ssturations ranging fram 70% t
100%. This variatian eqc.ufs plus ar mimes one standand deviation which
EfCOmpasses 62X af the population.

The Masima SETE Techmotogy vsed in the MightyEat™ Rx Finpertio Pulse Olmeler
has heery validated for pulse rate accurzey for the rar:-g'tuf?.ﬁ-zall:l ham in berch fog
testing against a Blatek Index 2 simulafor and Masimas simulstor mith signa
strengits of preater than O.02% and iranseission of greater than 5% for saturations

ranging from 70X to 100X, TRS variation egua's plus or minws one standand
deviation wirkch en as BEE of the pq:nﬂan':'lmr. Pulse rate accuracy umcer

matian mas verifed by benck dap testing in the range of 55-160 bom apainst a
Bigtek simalator using He modion peesel sdting.
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Wi phtySat Ry

Symbols

Eperifications

The following symbels may be found on the product or packaging.

Symbod | Definition Symbal Definithan
T — - Protection from ingress of particul stes »

for Usa

than 12.5 mm and ingress from spraging
wates

1
=,

Conault Instructions
for Usa

ETL Imtertek cortification. Cordarme to
AMEI/AAMI ES BOGO1-1 and certified to
CANTRA STD CA2.F Mo, aos0nn-1

Manufact unes

Mark of Corfarmity 1o Evropean Medical
Desice Directive 93/42/EEC

iy

Date of Manufacture

Wireless faatires can be used in member
states with the restriction of indoor wuse in
France

Mt for Cortinuous
Monitoring [ Mo Alamm
for Sp0Z)

Mol mace with nafural neober latex

Type BF Applied Part

Palypragrylere

Separate collection
for edectrical and
electronic g pment
['WEEE]

Storagetransport temperature and air
PrE<SUre fanpe

T . FCC IO, IC, | Identifies umit has been registered as a radio
f=b, | Mon-SiEdile CModel | device
InstructionsDirections for Use/Manuals are
F@ Federal r available in electrona: format
Comenunscations Bhttp:/fwww Masimo comTechOocs
Commission (FCC]
licensing Note: elFU is ot available for CE mark

countries.




WAL TSI M E.Com a7 & Masima



MlightySat Rx specifications

Guidance and Manufacturer's Declaration - Electromagnetic
Emissions

Guidance and Manudacturer's Declarations - Electromagnetic Emissions

The ME Equipment is intended for use in the electromagnetic environment specified below.
The customer or the user of the ME Equipenent should assure that it is vsed in such an
erivironment.

Emizsion Test | Compliarce | Eleciromapnetic Environment - Guldance

RF Emissions ME Eud pment uses BF energy ondy for its internal function,
_ Griug | Treretare, its RF emissions are very low and are not lkely to

CI=PR 11 cause any interference in nearty electronic equipment.

RF Emissions This device is not intended to be aperated in the home
_ Cle=sB environment. This device has not been evaluated for use in

CISPR 11 aircrafts.

Harmonic

emissions NIA

IEC 61 00-3-2

Voltape

fluctuatiors/

flicker A

emissions

IEC 610-3-3




WA ITRES ML | @ Masimo



Wi phtySat Ry

Eperifications

Guidance and Manufacturer's Declaration - Electromagnetic

Irmmunity

Guidance and Manulscturess Declaration - Electramagnetic Imenunity

The ME Equipment is irtended for use inthe electromagnetic environment specified below.
The customer or the wser of the ME Equipment should assure that it is used in such an

ernvironment.
Irarmiuimity Test IEC BOGBDT E|:l11||il.!'|l|:|! Electromagrietic Enwironment -
Test Lewel Guidaree
Electrostatic +5 kW contact | #6 kv Floors should be wood, concrete or
discharge [E50) Lo pontact ceramic tile. If floors are cowered with
L +3 kY air B _ synthetic materal, the rel ative
|EC G1000-4-2 BEVAIr | Fumidity should be &t least 30%.
Elbactrical fast 4 2 I for P Mairs power quality should be that of 8
transient burst power supply typical commercial or hospital
liFes Environment.
IEC 61000-4-4 ' -
+ 1 kY for
i oot Sk prut
lires
Sunge # 16V line(s] | WA Mairs power quality should be that of
o to line(s] bypical commercial or hospital
|EC BI0DC-4-5 . - Environmment.
1 2 WV lings)
to earth
Voltape dips, sho | <5% UT (>05 | N/A Maire power quality should be that of 3
nterruptions and | % dipin LT typical commercial or hospital
woltape vanations | for 0.5 cycle enviranment. If the vser of the [ME
o power supply . EQUIFMENT or ME SYSTEM| requires
nput lines A0% LT 'E'rf'?* continued operation during powes
I E mains Interruptions, It is Fecommended
IEC B10:00-4-1 3 rycies that the [ME EQUIFMENT or ME
11 % UT (30 & EYETEM] be prwerned from an
dipin UTH fiog undnterruptibb: power supply of @
<5 % UT (45
& dijpin LIT|
for5s
Porwer frequency 3 AMm 3 Afm Power frequency magnetic fields should
S0y 6D Hz) ke at levels characteristic of typical

magnetic field
IEC 6100:-4-3

locaticn i a typical hospital
Envianment.
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Mightysat R

specifications

Guidance &mnd Manacturer's Declaration - Electramagnetic Immunity

Conoucted RF IEC
a1000-4-6

Haciated RF IEC
61000-4-3

|50 B0E00-2-81,
Clauge 2072

3 Wirme 150
kHz to 80 MHz

3%'m 130 kHz
to BOMHz

20 Yim B0

MHz to 2.5
GHz

PiA

=

20 ¥i'm

Fortable and mobile RF
cofnmunicatians equipment shauld be
used no closer to any part of the ME
Equipment, including cables, than the

recomimended separation distance
cabeid ated from the eguaticn applicable

bo the frequency of the transmitter.
Recommended separation distance

15] =

i = f 'l
1 150 kHz 1o 80 M2

i35 -

i = IT'I.'F
e EO MHZ to 800 M2

d=|2|vF

. E‘.|

B00 MHz 1o 25 GH2

where P is the mazimum cutput power
rating of the transmitter in watts (W)

according to the tranamitter
manufactuner and d is the

recammended separation distance in
meters [m].

Field strengths from fised RF
transmitters, as determined by an

electroma lic site survey, showld be
less than the compliance level ineach

frequency range”.

Interference may occur in the vicinity of
equipment marked with the following
symbol:

({e)

Note 1: At 80 MHz and 800 MHz, the higher frequency range applies.

Mote 2: These guidedines may not apply in all situations. Electromagnetic propagation is
affected by absorption ard reflection from structures, objects and people.
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Wi piitySat R Eperifications

Guidance and Manufactures's Dec kaation - Electramagnetic Immunity

* Field strengthe from ficed transmatiers, such &8 base stations for radio [cellular'cordless)
telephones and land mobile radios, amateur radic, AM and FM radio broade ast and TV
hroaccask cannot be predicted theoretically with accuracy. To assess the electromagretic
erivirorment due to fived RF tranamitters, an ebectromapnetic site survey should be

considered. If the measured faeld st in the location in which the ME Eﬂulpment s e
excpeds the applicable RF compliance fevel abowe, the ME Equipment should be observed to

wernify normal operation. If sbnormal performance is cbserded, sdditional measures may be
necessary, such as re-onenting or relocating the ME Equipment.

* Over the frequency ranpe 150 kHz to 80 MHz, field strengths should be less than [W1) Vim
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MlightySat Rx specifications

Recommended Separation Distances

Recommended Separation Distance Between Portable and Mobile RF Communic ation
Eguipment and the ME Equipment

The ME Equipment is intended for use in an electromagnetic erdronment inwhich radiated
RF disturbarces are controlled. The customer of the user of the ME Egidpment can belp

prevent electramagnetic interference by maintaining a minimum distance between potable
and mahile RF communications equipment [transmitters) and the ME Equipment as

recommended below, scoonding to the meximum oubpet power of the oo mnication
emUip ment.

Rated masi muem Separation Distance According to Freguency of Transmitter (m)
transmitter (W] 150 kHz to B0 MHz | B0 MHz to 800 MHz | BOD M#H2 12 2 56H2
35] = 4.5 — F) -
rf=|ﬁ wF a = TI vF n':[E]'.I’
0,00 0.12 0.01E 0.035
0 0.37 0.057 0.7
117 0.1B 0.35
10 37 0.57 1.
100 ni1 | B 35

For tranamitters rated at & maxmum output power not listed above, the recommended
separation distance d in meters (m] can be pstimated wing the equation apalicable to the
freguercy of the transmitter, where P is the maximum output power rating of the transmitter
n wakts i‘u‘f_l accarding to the transmitter manufact urer.

Note 1: At 80 MHz and 800 MHz, the higher frequency range applies.

Hote 2: These guidelines may not apply in all situations. Electromagnetic propagation is
affected by absorption ard reflection from structures, objects and people.
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D
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E
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F
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1B

G
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Gereral Desor ption for Perfusion Index
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General Descr plion for Pleth arability
Indes [PV1) - 16
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16

Guidance and Manudacturer's
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Indicatiors for Use .7
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L

Limitation of Warranty - 29
Limited Warranty - 28

M

Masimo SET® D5T - 15
Miphtysat Ry Features - 19

Mavipating the Menu - 23, 24

0

Operation - 19

P

Perfarmance Specifications - 31
Performance Warmings and Cautions - 10
Physical Characteristics - 33

Procjuct Deseription - 7
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MiphtySat Rx

Product Deseripbion and Indications - T
Product Suppoirt - 27

Recommended Separation Distances - 42
Rectrictions - 30

S

Safety Information, Warmings, and
Cauticns » 3

Safety Warmrings and Cautions - 9

Sales & End-User Licens2 Apreement -
24

Senioe - 26

Signal Extraction Technology® [SETE) -
15

Specifications - 11, 249, 31
Sp0Z Performance Specifications - 31,32

successful Monitering for 5p02. PR ard
Fl - 16

Symbaols - 37
T

Techrology Ovenview - 15
Troublesrocting - 21, 26
Turming off MightySat fx « 21

U

Using MighitySat Rx - 20, 26, 27
Using the Touchpad - 19, 22
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