=g 4DMedical
Lung Density

Analysis Software

Fissure Completeness
Configuration

Instructions for Use Canada
This edition is valid for Device release from 5.2.x

Date of Issue: July 16, 2026



LgratyAd ya s ™retrudi asfa We
LOAI st ructi osfar e Greca
@ents
1 Introdction 3
11 MU SGE . . e e 3. ..
12 RAo @QEVen . . e e e 3. ..
13 HrdmreRguradats . . L L e e e 3..
2 Smds 3
3 Imdcaiasfa WeadRqu renarts 3
0 g 0 < [ 4. ..
32 SaRdod ROUredls L L L e e e 4. .
4 QdityAssessnart 5
5 LDASYtvare 5
BL UM o o oo e e, 5. ..
52 @igd Ftue RItaing . . . . e 5..
B3 @EES . . . e e 5. ..
6 Qeity/lssessmant d SgertdionQipus 10
7 Rgdaaylrfonation u
71 QriaxDddcd . . e e e e 1n. .
72 Sftveeldd . L L e 1n.
Nced enpl G LDA 12
8 Inrodxtion 2
81 @aduraed . L e .
82 Rémtaindupadit . .. e 2.
83 Q@fgraimaidleralise ... e 2.
9 Snes ©
10 Id catiosd uilisaionet exi genoes 13
101 WIlsKaUsSméAB . . . . o o o e e e e e e e e e e e e e 3.
102 BiggossdupdadedaniStian L . L L e e e e e e B.
1 Bd wtiondelaqeité 14
12 loydd LA 15
DRI DTES . . o o e e e e 5...
R2 RItrale . . . e e e 5. ..
DRI RULAS . . . . o e e 5...
13 Bvd wati oncel aqual i tédesrésu tasdel asegantati on 20
14 Ifonati osrég enartares 2
U1 Griatedddcd . e e e 2. .
M2 Bigatedulaidd ... L. 2.
Trei rfareti anaota redherei ni stheprqurtyd D\d cd Lirted IFRJ9| Vi Rp2d 2



xg4D

LgratyAd ya s ™retrudi asfa We
1 Introdction

11 Mnd Soe

Dadcd’s lugraty Ad ya s"™Rftvareiscged ed rurirginrdtid e s withvarias aafgraias s U
Mne coesthenethet ad yzssfssreintegityinatdtiontoqatifyirglovdasty Tisistrencketha pparsthe
S edadys sfa wasd treSirai on\d veranfad uredby Qymus.

12 Rodct Qeviewv

TrelDASftvereisasst o i nagppot-pravess rgd gri thrs dksl gedtohd prad d g s sadpd nod o g s dtenirette
| aceti nardetat d ti sseckracei npeti @t svith@D by prod d rovi Ll zti nadq et fcati ond aressvithaororrd
Qtissedrdty TelASftvererusatadiclymtheimt sgies vithrowss it a inevation Tred grithm
isladedaddesnt agt a leandrirgdincd wse

TrelDAsdtveread yseshi hresd i DAM ragss o theluga irgaraian Tregpd feimut reqireatsae
gwnintreSanRdod sedi ond th sdoouat (Sdian 32).

TrelDA g thmrod desaDQEAr A-sumaryreaort viththeresltsd theadyds Qiptss kered evedlya
gdifadrdticaepdessad piatodind inepdain

13 HrdereRquremants

Hrderereg reatsfa rur rglDAaeassfd |l os
* 8 Cres

o 2GBRM
c DB

2 Snds

Trereai gd thesyhd ssomantlel adi rgad a irdtruti asfa ueaeasfdlos
D:i:l Qralt Bedraiclretrudiasfa We
Mnfatue

@ Bted Mnfature( YWYNAD)
Mdcd @ice
Ui geliceldatifer

LOT Btch@ek(Ri e \ers )

3 Indcaiosfa WeadRou renats

TreTluglrs ty Ad ya s"Sftvareprod dsrgrado H evd uessfa pd mreryti ssig wi hareessatid fa proid g
gatitaivesyyot fa d ey sadfd | onpeairdi as. Tredlugrs tyAd ya sTSftverecankeusadt oot the
s d ani nthed agod saddouat ai ond pd mreryti sseirages(e g, doorditi es) franthorad ccasdts Tree D
spataimadisd aiond sb-amatmts dudricadys s dastyed idios adrgotirgtad saepod dd

Trei rfareti anaota redherei ni stheprqurtyd D\d cd Lirted IRJ9| V] Rp3d 2



) Medical

LgratyAd ya s ™retrudi asfa We
31 Inededlsers
Treinetdwsasfa thelASftvereaeplnd o s, radd gy s, adrad daytedridasuty thesyanvisand a
plrodgs aradda &.

32 SanRaocd Rouremants

Tasreangiird @AdVS s deseadwetothefdlavmggidires It isimotat the thepdtiat fulyudesats
trebresthd dadscami gprooadre, adthet aycooarsaeadt essdpri a toparfarmmgtledsean

Hlel Roomatdpdod fa LDN ot irages
SEEBE MURS TCHBA &

Sohkerd Roosrudtian B 446 BC <KIB KOORKI8 Satkd

Bethdda TCRII Irgaraian
SiceTH dees <1.5mMm
SiceSedig Qre gatlygeod roggs, ad<l5m
Aeanc@eage Rl coeraed theluts
DeaeMimAtifat Asat
Q@rtregt Eraoad Nre

321 Beahnglrstrutias

Trepeti et dod decededtoadi eeadd dful ingdraion vithseed prati ceatapspia toseanaoistion If the
petiat isuddetorddthar resthfa thesenpriad sthasthecaefa aseadyill Eiat, afeste scare nexdstobe
uilized B onisasugpestedsoipg  hortoccechapeti et fa asumessfu bregthd d

Beahimglmstrutios Sript
Irgdraayd
Fr thefre part o tHsscan | and gt oaskyaut ot deadsplregthinadhd dit
Rrd ld’'spadios
Headsphreghin
Hidit - dbrd bregthe
Begheadrd ax
TEeadplreghin
leitat
Headphreghin
leitat
Begthdl theveyIN..IN..IN..
Kegphd d rgyar bresth- OONO BEAHE
A edd scan Bedleadrd &

Sat scana battard [ugs, eda topd | ugs
322 Sihect Rsitiaing
Trepeti at shal dbeinthesyd repasi tian Arsshod dleposi ti aedoafat dd yamoset reheedi naheed arniest, | over | s

aported Wirgtrelsse patiairgligts lirewptheeiat sothedes isa theisoate d theToatry. Methetdde
wtrepdiat isintreaored potinfa adest sean

Trei rfareti anaota redherei ni stheprqurtyd D\d cd Lirted IRJ9| VA Rp4d 2



s Medical
Lty Al yd s ™Mretrudi asfa e > ediCa

323 SanQveae

Trescansnldaop edy o theatirelugsindl dretias. Fluetocgtuetheful etat o thelugsaaldreadt in
adyssfdlue

Fogrel Irgssovmgpge ssanooeapinadd, arad adsggttd aiataios

4 QHityAssessnart

Trescenqdityadposs H eati fad smet beasssssadbdf areti|i 2 rotheresd tspradload by the LDASf tvere

Th ssdftverei sces gedtorinanayi mut ctathet ssti festhreaiteiainSdim 32 atit desrd prfanayattiad
gditydedirg Itistheresposibilityd thened cd prafessiad woisusimgthegdicaion(i.e, theThorad cRd d o st
o Grad Rddaj st) toesuretha theinpu dataisd adeqeteqaity . If theimut ctaisd o adxpeteqdity, the

gqhicdiaisreal tssol dbed seprdad
[DAves i gedadve | ctedanadl t dest ' negssadhes it beenved i dtedandi | dren

5 |DASYtvare

51 Imu

TrelDASftvereregiresaeD@famd Hdred uinTimnpsriesasimt. RfeeaeSdim 32 famreirfam
timn

52 uiod Fetue Hlitering

If bthRd i ailine (0018 BB ad Xy eCrrat (018 1150) aepesat intheimut nakaadtheamap sies
Msis<8ns ard seredd rgfite isgdiatotlel ugdtaststfaed sssfaaian Rlteirgati ascantecafgreda
irgdlaiona ymreges.

Trereaetrakdfsbdventretvoqii as uflteedadflteed Rlteaimgbdaedassfctiandlosfa rdogt dassfctin

d lons gd-toraseraio(SR i rages (H chgpa fa ty) a theeqased mssirgsd | aessd | onatteneti an(redloedsas
itivity). Mt flteimgbfaedassfcatindlogfa idatifaiond sd| aesd |ondtendi maess (Hchsastivity) & the
eqeeed gd| eraensd asdfcai asd | onettendi maressi nnd syi nages (redodspaa fd ty).

Trews isdlordtodtanreif fltaimgisguqridefa dessfaianfa theimut ingssadntlediat o inaet
adtlerd eled d thescas

53 Qipus

\WWnrunvithggrqrri aei mut ctg trelDASftveregrara esaSmary Rt [rga rati ondssessmat Mp Hssure@m
feeaesMp adSgatainMp Mreifardimant theseatptsaepod ddid ov Intheeat the irpt cta
falstheimut dekpaess, anlmt Cek Rl ueRpot wil kegreaal

Trei rfareti anaota redherei ni stheprqurtyd D\d cd Lirted IFRJ9| Vi Rpbd 2



xg4D

LgratyAd ya s ™retrudi asfa We

531 LDASmaryRport

TrelDASmay Rpot aotarstheresdtsfranthe ASftvareadyss. It ecntepoiddinsaad faras HFfle
DCEgel aedHP; o aDCVEoatry GueSaae
Tretvokey qartitativersesresreaortedi nthe LDgaort i nd ok

e Assue@meerss : Hsbenusdsasuragpefa odlaad vatil ai meqressdasaproat d fssrecop daesy
¢ EphyseaSverity : Mesured ephysaadf redssthreparoat d ti ssiebd onathresd dd -Q0H)
Kysaei d uadmesxchrguot tohd ppod dasintepe i fami aninthegatics sseeRgre 2.

Fogre2 Ksmtlerguttodceinineapeaaiond therelts

EBhlde(ed dmgtheAY) hesadrdethet aotarsvd issfa (Brihysaaeity, ad(Pissue@o daess, |-
tarimgtothet Ide Teeisdadrdette aatarstreqatitaiveredtsfa treRL+RL, assdominkgre

Fgre3 Vsdiziasd thelugsdoimgresltsd treadyss

Trekeymaricsfa eechlde asvel ssfa theridt mdd eadridt ype |desoohired aed gdaadinatadeanthe
rguot, d agvithl der vdue seRgre 4.

Trei rfarreti naortd nedhere nistherquerty o 4DMd d Lirited IRJ9| V4 Re6d

1.

2

1.



LgratyAd ya s ™retrudi asfa We

Fogre4 Kymdricsadlde vdur

Llegtly, mtrebdtard thergut aedrathings doimgtrefssrecap edaesd eechfsare rigt dige rigt
hoizatd adidt dlige Tedwedairdaerggasd caapdefssres wiletreredind caesrej asvithinag g
fertuesthet suppest animap defssre Mticetreai etaiond theri gt hoi zatd fssreradaingisdigtlyraaedsuch
thet enurdst rut edvi end thefsarei sedi eed

Fogre5 Irathimgd thefssurecrpdessp fsre

532 SHeTlrmsprationAssessnant Mp

Trelrgd rati an/Assessat Mpi saDEV/Roothy G urel ragpvithvod ctathet istheaig rd ingarati ani negpvith
anRBoalay \bdsthe aeldd edas|ugtisaebytresgyatai md grithredhaeaHhd iekd omtheirtd ai
thresd dsarei datifedty anqegeredad a fa the-BHX redd dadangegeyd lonad a fa the-90Hresd d

Treirfarati noatd redhera nisthreprqetyd DMd cd Linted

IF49| V3 Rep7d

2



LgratyAd ya s ™retrudi asfa We

Aeam ed adicefrariled el rgd rati anAssessat Mpi ssombd oninkgre 6.

Fogre@ Siced IrgirainAsssat Mp

533 Hssure@m eenessMp

TreRssure @ e aess Mpi saD@V/Eoothy Guelrapvithvod cdHathe istheaigrd irgdraianirevith

anRBoglay. \odsthe ael dd edasapl mayfssrely ssgatai nd gritihnearei datifedintheRBosl ay the
Treqegededa id desregjasd capeefsares wiletreqegeredind caesreg aswithinag gfestuesthe

e animaop eefsure

Aeaped adicefrantteRssre@y daess Mpissomid onvinFgre 7. Sedion 6 fa nredddlsantonto
inepd thei rages

Fogre7 Siced FsureCrdaeshp

534 Sygentaionhp

TrelDASftverepradossasgatai nDE4e| esothe tsarscanassesstheqd ityd ssgataion TreSgataian

Npi saD@VEoathy G urel rapvithvod ctathet istheaigrd i rgdrai ani rapvithanRBosl ey Treyge

rigt, mdderigt, lomr rigt, ype | €t, adl oer | €t | desarel ad ed

Aear ed adicefrantheSyatai oMpi ssomtd o nk gre 8. Xefgre 9faalig d thead asusadfa astancd
lddirg Sestion 6fa nredddl santontointepe thei nages.

Trei rfarreti naortd nedhere nistherquerty o 4DMd d Lirited IRJ9| VA Rp8d



LgratyAd ya s ™retrudi asfa We

Fgre8 Siced SyatainMp

FogreQ LWgSgataimlad @as

535 SreenmgQ@ipus

If thelDAscftverei susadi nsreai gnace, atpt sfrad DA nga rati anAel yai swil | d sobearested i ind ud rgreportsadan
i rga rati nassessat rep Treseat pit s are e bedi nthe LDASftvererandd .

536 Inou GekFalueRypat

Intheeat the theimt dtaisdtanmedtond nest therm mnrenui reats, thed gorithmid | atpt anlmut Geck

Fail wreRport i rd cati gt heressovinyt hei rut detaves ceaadurecoqt dd e Avead el mut GeckFa | ureRpat i ssom

infgre 10. Tecasys) d treimut dakfaluecenteidatifedbythered’ X rakintreRaUt adum InFgre 10, the
dedmgrade isthedicetideess Ntetreydlontriag everrirgd gsird cdesbqiird pradeas(@duian

kKrrd) a pradesthe arermss rgfranthei ot radta(Rwd wianrg). Tresevern rgswil | it resu t i nani it dreck

fdlue bt doldercedroehd ess

Trei rfareti anaota redherei ni stheprqurtyd D\d cd Lirted IRJ9| V] Rp9d 2



LgratyAd ya s ™retrudi asfa We

Fogreld Irpt dekfdluergot

6 Qdity/lssessnart of SegartaionQipus

Tre LDASf tvere uses advaoad | nece racess g tedmi ques tosegat thelugs franthoad c Tinags. Tre sdtvare
palosasgatai nD@Edfssurecay e aess DA | essothe lsrscanasssstheqdityd ssgataim

Inadyr toced sgatai maras, IAStverededsi mt pradasadlugsgataingdaigics adrdifes
wsrsvithvern rga era nessassif pdatid prdd esared soered Bensy thereraybeasd | rube o casssviere
por sataingdityism atadicdly dtetedadtreatpt rgqot isgreadavithpatidlynd eed gresdts
Treecssanleca egri zddass aed thefdl oirg

o lugidwmearas Thsinduksht ismt limtedtothefd |l oirg
— Arats ced thebolyi scategri zadas| ug
— Arintregt iscaegrizedaslug
— Arintreeqdegsi s eyrizedsslug

* lugedwsmearas Thsinduksht isnt limtedtothefd | oirg

— Rrt d thel ugi scategri zadasbd o rgtothed rvaytres renvirgthe part o thel ugfrortteadyss
— Tregexd thel ugi st egri zadaspart o thetradea
— Hdrdastyaesd trel ugprethmaeed wkdfrarthesgyataim

o Left/rigt lugladimgera.
— Rrt d thel €t lugisimaretl yd essifedaskd ag rgtotheridt lug avicevwesa

Trei rfarreti naortd nedhere nistherquerty o 4DMd d Lirited IFJ9| V4 Rp10d



LgratyAd ya s ™retrudi asfa We
— BEthe thel €t a rigt lugi sed wkdfraviresggatdion
e lugldeladirgera. Thsird wksht isrd limtedtothefdl oirg

— Aluygldeisnss mgfrasgyatdin
— Rrt o alugldeisimoretlyd assfedassbd ag rgtoadthe luglde

Uasd thesftveresal dred enmthessgatai madfssrecoy ¢ eessatptstoasssrete ssyatai maoorady
rgresatstheutllyirglder aetaw If spatai narasaepesat, theresd tssol drd bewsed ThedDdd cd Lug
rs tyAd yd s"&f tvereshal dal ykeusadhyRInod o s Rd d aj s adRd d oy Bdri d asuta thesyvis an
daRimdgs o Rddg <.

NOE VVaeirgtrel da sgataimadfssuremgsintresgyttd daemyteleeyaidlyd fu fa dtedtirgssy
natdineras

7 Rgdaaylnfonation

7.1 Qrtact 40Md cd

For aygort, cotedt 40dd cd W5 rgtheddtal sbd ondri gt adrdbus resshours.

Poe 838727

Abtess 21Z6BriarkBwd Siteld
\atd adHills, Glifaria
37
USA

Eal: ot @dd cd . an) 4Ddd A . aonhsyot

7.2 Sftvarelabd

Dsdanar Irig lrcisavdlyovedsds dayd 40dd cd Limted ayreferaosstol i ovithi nth scoourat refer to
Dadcd.

Trei rfareti anaota redherei ni stheprqurtyd D\d cd Lirted IFJ9| V4 RpLd 2



Irtrwtiosd uilisgionlug@eatyAdyss™
Nded enpl o LDA

8 Introduction

81 Oy« dunand

lelagjdd lgEstyAdys s(LA™ Ddd d et el edeéate dus arsnbsaecdféatesaafgraias @
rad duilisgiantratedunaeqi adyel’inégritédssd suessend lsceqatife lesdaatésfald es @mkecate
I'adyseH edpor lesutilisterscelaSi rai an\d vefari géepar Qyms.

82 Réataiondupradit

lelogydd IDAM A cd et inesatleddgrithes ceps-tratewt dirgsagupur ady lesradd gesd les
pad gesadtanme lalacdistine |'éadeds| & astissl dresdezds i atssafrat ceBOanfarn ssat
uevisHisting ueqatifainds e péatat vedrstétisslareanrdedlatanastadrie (O Le
lagdd ID¥oxtiareatadi geat sur lasyiecedoméescetandas tad ri esd d es, sasitenvati nsyyd éatare
kel'uvilistar. Ldgritheet varaill ée res adgtepsn ngpadiasceandilistiandinge

Llel gy dd IDAard ysel esi rapgss TMD@MAEaLt erésd uti ancupounmnal ' i rgd reti an- Lesed gross s fguss et
axirfardiasasasr sat péatésdasl assdi mRPdad ed agi S ti ancecedoounat (Stian 102).

LdgrithelDN¥arnt inrgpot DAMuAResrthesedssréalta sl adye Lesréaltasdivat &reeaimés
pr lnpdessiard cesatégdiféaat tateinepéaindinoge
83 Qrfgraionnatéidlereqse
lacafgraira&idlesivatees reqi separ | eéati ance DN

e 8omsceC®U

e 2@tV
e D@degred gE

9 Smdes

lasgifctindssyrid esfgrat ar I'&iqeapd/al esirgtruti asd uili sstines |asu vate:
Creltelsirsgrutiasd uilistimaufara dedraiqe

Fricat

Btedefdri cati an(AMANIAL)

Depstif radd cd

|datifat uigedid qustif

SRERE e 3=

Q@eceld (wdanckl’ gradl)

Lesirfarati asotenes sl esprésatessat | apqri @éceAddd o Linted IRJ9| V] R 12d 2



~ . .
Iretructi rsdl Uil seti nlLrg rs ty Al ysi s ™ » Medical

10 Indcaiosduilisaiong exgances

lelggdd Dédcd Alugsty Adyss™arnt dsvd ars TMgraldidespor letissuplmrere ceqi et e
satid por farnr dsdmésgatitaivepor ledagice leseaasesivi. lelagdd ddcd Tlugrsty
Adya st &reutilistpar ddx lendd nad ageti g € adouate lesinesdstisssplmEres(p e, les
audie) aptir dsesmtleskedmis TMlthrax lasgataimenDe I'isd eat ds sas-coyatinats,
I'adysevd udriqe leséd i asceladas téd | esatil spor detum | esrgpotssat farns

101 Uilisaerspéns

Luilisgionduloydd [DAest réssveeax pand aues, axrald gesd axtedridasenrad d ajesaslasyenvis m
d inpeaud geaid nradd aye

102 Edgeresdupraocd edacquisition

Ru gratir veadyse@ qtirde willezrepete lesdrativessivates |l et imotat qelepiat aaparele
pind pecel’ gréed lapaoddred aogi Stiondssi nages e qlil diieredsrgoesassqetiasaat gelapaoiire
daxistiond i res TEaTE

He2 Rdodereomatépor |esiragsDAarés

SEERE MU TCEHBA &
Roostrution Bh 456 BC <KIB KIORKI8 Satad
roeuckl i ssae
Aréea @ inpraimpdate
Fpei ssaur ekl acoye <1,5mMm
Eroaat dsayes Beossrégli aaat, pesdegroevi cee <1,5mM
Cuatueadage Cuatueary dedspuas
Atdat ceronvenat i rpatat Asat
@tregeadiaé Aon

1021 Imstructiosderespraion

lepgtiat dit &regictdnqlil pisediair uveirgirdicmcopéed drecgedecelardeir & g géeafdusars
agtrdreatsaat lapodlredinggie S lemiat et inged eceraair saregirai mpathat ladréedel anistioan
amecCet lecspur inptiat gaeat ak il oniat duiliss inscare dusrgice \astraverezd-dssasn
i i vasgi dradas!’ acopegeat dupetiat dnalil réss seardair saresiraian

Lesirfarati asotenes sl esprésatessat | apqri @éceAddd o Linted IFRJ9| V] R 13d 2



Irtrwtiosd uilisgionlug@eatyAdyss™

Srip desirstrutiasderespraion
TMrgaraare
Ru lapengemtieceadteanistia jevdsvasdaath cepadeuvepdateingirdian pisceraeair
wiresafe
Cmagosp farewnesd :
Irgirepd atbat
Rteezwdresafe- reregirezd s
Ryired ddatervas
Irgirezrd adbat
Bgrez
Irgirepdathat
Bqrez
Ir'girezcop éeat... BNCBE.. BODE.. BODE..
Rtexwiresafe- NEFESTHZRLE!
Alafndel’agisition:  regirezd dietvas
Gmece |’ acqui siti ondars | aperti ei nféri eredes pounans ; terminer dars | aparti e supéri euredes pounars

1022 Resitiarenan dupeti et

Lepeti at dit &recadesr leds. Lestrasdh vat &repstiarésaafatdd eat ardssscel atéedasuina ot tée
tres, |apatieirféiaredsjabssateie A’ddeds|undres| asa depstiareat, digezleptiat defagmaceqe
sapatriresat aucatredupati e TV Bd eozl atad edng el epeti et sdt dasl aposi ti noaredtepor ueaxistio
dirags Ttlthorax

1023 Quertuedel’acq sitiond i nages

Lagistionddt camir I'éadetddedsspuasdastateslesdredias S I'éetletdd edsponasres pscgp
tuég odapat atrdre |I'édeccel’ adye

Fogrell Irmesmtrat vecweatuedanisticnarreteddslesaiatadiasaide araded sgyttde

11 Bdwiondklaqdité

lagditécel’agidtind |lesséatid satdatsdivat &redd usaat d uilisy lesréaltasgraéspr lelajdd Aédd
icd QLA

@lgjdd et aoqupar letrateat cetateslescaméssdatréeqi stidat lesaitaescelasstin 102 e idete
aonaatrd eceqditésyyd éatdre Leprafessiord ndd cd qui utilisel’gdication(c.-ad, | erad d oguethoraci queau
lerad d ogeggrérdiste) alaresposdilitédes assurer el aqud it éadbqat edes doméesd etrée S lesdomésdatrée

resat psdeqHitésfsate lesréadtascel’ giiciredi vat psérepisenaape
lelgad IDNaééaaque vei depar dsins TMethoaxadl tes || Hapséévd i Bdezdseatats

Lesirfameti aBoutetesdrs| esprésatessat lapqui déceDéd ol Lirited IFJ9| Vi RpAd

2



Irtrwtiosd uilisgionlug@eatyAdyss™
12 Logcd LDA
121 Dméss

lelggdd IDArdossteuesdiedimgs Ttkhateréd i naufara DAbomedmésdatrée @alte la
sstin 102 purdwsdifamdias

122 Hltrage

S Rvd uiailine (018 BH & XRyThCrrat (018 115]) sat présatsdaslesndabméssdatréed qelamare

sk klasgieest <Ok infltrecerédaindubrut et ghdiqeaxestes edmésplmeresaat la
dadfaaion Lesatiasdefltragepnat @reaafgréslascel’ irstdlai maisr drate

Ceuredsdaxqtias mfltréed fltrée assaatagsd sssimnmaiats Lefltrapaat dassfctinpermgt ue
dasfctinrdigtedsanistiasafadergpot sgd/brut (9 (hategiifdtd aiddrinat cepdites zes rean
gateskefadeataain(sashlitéralite. Lasaredefltrapaat |ad ass fati npard didatife deptiteszaes
ckefaddedatdain(ratesaslilitd auddrinat eEitesdasdfcdiasarats ezaes efaldedatéaindas ds
agidtiagsascunnveauckhrut d eg(gidfdtéréalite).

Luilisgar et ataistaddenre g | efltragpest gprqri épor lad ass faati ndssai S ti assd S esenfati ndupeti et
cooaréd dunveeucklrut dsaxistias

123 Rsutas

loslil et edatéaclssdmBsdatréeguqriés lelggyad LIDAGEewnrguot cesythee Rdwapein
fordiassr cssré&ltassat farrisd-dsas Alcsall scomésdatréefad at ol lepaesssceaatrd eds
sases nrgpot dédeccearirdedssa s essest gae

1231 Ryport desyrnthésel DA
Lergpot cesyrteselDAaatiat lesrésdtascel’ adysedulajdd LA | pat @regiéréend s arsfards: fdia HP;
AFatgml éD@AUINS adegedecqt resaath re DA
lescaxrerescedas tépi mi e escurgyot LDASat :

e Inéyitédssdssues : aéédilisecomunalditu cevatilainadlaéddeeqineenpurcatapdinédyité

ssosares[ 1.

e ritécel’ enphyséne : nerecel’ ephysaedd i enporoatageceti ssuirféier aunsai| ce-Q0HY
Lesresresprind pd essot i rd isssdasdegergquot dnd d d lesfarn ssarsdinepé el esifargi asdasl esggh
iqes wdrfgre 12.

1.

Fogrel2 Marespimdpdesdaslesrgpotspar prrdtrel’ inepédindsré&ltas

Cenelde(saf lelN) et dtédwnoadeqi artiat dsvderspor last&itécel’ (Brihsaed I'indgyitéds
(Sosresqataut acelde Il eisegdaat inardeqi atiat lesré&altasqatitaifspor [eIND+HLT) came
natrédaslafgre B.

Lesi rfamdi a5 aotaes sl esprésatessat | apqui déceADéd cd Lirited IRJ9| V4 Rplod



Irtrwtiosd uilisgionlug@eatyAdyss™

Fgreld \sHisgiagsdspuasmatrat lesréltascl adyse

lssmarespiniEeseduelde drs gepur lesldesmenddt & syFiar ddt cohins, sot ddésdas
wintad eeudarsl ergyot, arclevd ueds|des, var fgre .

Fgre4 Muspimpded wdueds|des

Efn enbes durgqot setravat dsrads Dmatrat I'ingritéds i suresckeduesisue: digeddte ho
rizitdeddted diigegade laclar Haeindqelesrgas ke suresapdes, dasqelerageindgqeds
régg asacdsaatgidigesdinpieq agpeuesdissueiroapde |l fat e geleratucel’ aiataincla
sdsurehrizotd edatees | égreaat tarredefagmaceq) uewermdstrutedel asi ssrep seérediae

Lesi rfamdi a5 aotaes sl esprésatessat | apqui déceADéd cd Lirited IRJ9| V4 Rpl6d



Irtrwtiosd uilisgionlug@eatyAdyss™

Fogrels Rkl inégyitédssd ssuresp sdssue

1232 HeTlrspraionAssessnat Mp

lacatel rgirai onAsssssat Mpest uei rnace Soatery Gri urel nepe DAV des comées cevod s et | imae
dirgaraiandaig reascuespepes ti nRB Lesvod si dati féscameti ssupd e reper |’ d g thredesggrart i an

e dot lavder UHest ifé&iareaxsailsdirdaimnsat i datiféspar uecod ar rageqegepar lesail de-SUH

per vecal ar jareqeqepur lesail de-90WH

Uheatp eceaayedtl acate 61 rgirati nAssssat Mpest présatéd -dssasalakgre 6.

Lesirfarati asotenes sl esprésatessat | apqri @éceAddd o Linted IRJ9| V] R 7 d 2



Irtrwtiosd uilisgionlug@eatyAdyss™

Fgrels CQuecelacatelrgirai mAsssat Mp

1233 Grtedinéyitédesssdssues

lacatedinéyitéds sassres et ueinae Soothry Gt ure Inage DAVREC des daméss cevod s Qi et |'inae
dirgirdiomdaigreaec ueprpatimRB lesvodsidatifés comesd sresplmreires g 1'd grithe ce s
nataimsat idatifésdaslasyepstinRB lacoder Haeqeeind gelesrgased sresaap ées tads
gelacl ar rapqegeind gelesrég asdot | escaad & i gesd i nagri esuggyat uesd ssureimap e

Uheat eceayedtl acated inéyitédssd ssresest résatéad -dessasal afgre 7. @ultelassticn 1B pardiair
dwsdifangiosar lafagnd inepée lesirags.
Fogrelrz Grtedingyitédssdssues
1234 Grtecesegentaion
lelgjdd Dédd TLDAralit uesdiedesgatai MDAV Ngel esuilistarspisat eairg laqditéde
lasgatdin lacatecesgatai et uei e Soatay Griuel rap DAVARC s dames cevod sl et
I"iraged i rga rati and ai g reascuresyE pos t nNRB Lesl dsssypriar drat, myendrat, iféier dat, sydier gade
d irfé&iar guoesat e
Uhear eccayedtlacatedesgatai mest péatéad-cessasalafgre 18. @alte lafgre 19 par ddeair ue
lisedsalarsuilists pr lermgepaaae @ulte lasgim B por dteir dwisdifaiassur lafagm

dinepée lesimgs

Lesi rfamdi a5 aotaes sl esprésatessat | apqui déceADéd cd Lirited IFJ9| V] Rp18d

2



Irtrwtiosd uilisgionlug@eatyAdyss™

Fgrel8 Quedclacatecessgataim

Fogreld @learsceraqeetlasgataindspums

1235 Rsutasduddpstage

Slelagdd Dddcd DAt Uilistenmedyd sap lesré&ltascel’ adysedirgirai mlDAsyat éd eat aés
aec mtamat dsrgqotse uecatelgirdion Assssat Mp Gsrédtas sat daritscaslemnd dulggad
Déd cd LA

1236 Rypotdéteccecotrdedssasies

Aics alless dméss datrée sot ddenrés cefamareps dta meleseig@osnrides, I'dgritmegraewn

rguot dedeceatrdedssasesimqat larasmpar lagdlelesdmésdatréeat €éjupsiregtddes W
eagecerggot dddec ke atrdedssdseset péatédaslafgre D. lscasskl'decdiatrdedssdses
pavat &rei datifésspr in«Xoraedaslacd areFalta. rslafgre D, leppradrepd édigees |’ d ssar
ceaye less gesdasti ssaat enfanedetriad ej arei rd gt dspradressas-qi rax (reudeand uia)
adsmadresmyatsdslsMabms dades (tapscerddia). Gsaatissatsratrdaraat psdédec
klawifctindssases rasil fat ramrsl spadeenaas draim

Lesi rfamdi a5 aotaes sl esprésatessat | apqui déceADéd cd Lirited IRJ9| V4 Rp10d



Irtrwtiosd uilisgionlug@eatyAdyss™

Fogreld Ryotdédekatriedssase

13 Bduationdelaqad itédesrésutasdel asegartaion
lelggad 4dd cd Qluygrsty Adys s uili sedstedri gessaanés cetrataat dinags pour ssyatea
lespuasapatir diragesscetaaes tadriethoradge Llelggdd pralit vessi eD@MEsatai g uesTie
DA i ntéyitédssd ssrespur gelesutilisaarspi ssat éd v lagditécel asgatain
Ancedtate lsararscesgataia lelgdd LAGifelspradresdatréed lesgaidioes cesgat-
dindspuas pisamtit lesdilistarsal’adkeesssgs daatisaat aidarer § déatuds pdd ées sat
conats Mgédda il pat yaar inpdit morececssaiuverana £qHitédessgatadi et ppsatadioe
nat dtedéed all ergqot et gidréaecdsr&ltaspdatidl et trapars Escspavat &reca éyri sssoame
it
e Hrarslascel’indus mplnodre Hlescoparat atreatres:
— Ldral'etéiar duioopses d ssx2dasl act&yrietissupl nadre
— Lar dasl’inetines d ssxdasl act&yrietissupl e re
— Lar dasl’ capepest d ssstdrsl acat &y eti supd mreire
e Hrarslascel’ed s npl mrdre Blescawarat atreatres:
— Uemtiedipumnes d sss®ecomegqataat al’ alrelradiged sstravedinréede!’ ad yse
— Lgexdippunnest d ssx2camefd sat parti ecel atradée
- leszoesafatedys tédupradyepl e resat ed wescel asgatain

e Erarlasdinrgeepumngude ddt.
— Uemtiedipunngadess imoredeat d sssfecameguataat auppnndat, auvicevasa

lesirfardiascotaesdasl espéatessat lapqriéédedddd cd Limted

IFU9| v Rp D



Irtrwtiosd uilisgionlug@eatyAdyss™

— leppmnadeauddt et ed ucel asggatain
e Hrarlasdirrqerds|des Hlesamearat atreatres:

— Wildeplrdrees asat celasggataim
— Uepatied inldepl mrereest i mareteat d ssstecamegrarteat anatrel depl mrere

lesuilisgarsdulajdd divat eairs |esrél tascel assyatai ong ckl’inéyitédssd ssrespor gratir gel assy
mrtdi rgréateascpé s ol adatel deresasjaate S dsararsesgyatdi Nt péates, lesré&ltas
reddvat pséreuiliss lelggad Déd cd AlugEratyAdys s™edit &redili sSqepr dspeud aues, rad -
daesd tedrideserrad d o esasl asyevi s nd inpeud ageaud inrad d age

FVIRQE |’ dserveti ncel assgat ai onl dered dsscartesd i rtegitédasled ansagttd pat @repatiali et dile
pur dete dsararslascelasgatain

14 Irfanatiosréd enatares

141 Grtactez4DMd cd

Ru dieir inauot, cotadezdddd cd endtili sat | escoordoméss d -cessaspathrt | esharesrormd escelureau
Htoe: 8887267
Afese: 225 BriakBwd SitelD
\Wtd adHills Glifaria
aAxr
USA

Qurid :  syport@dd cd . oo 4Déd . oohsyaort

142 Biqettedulagdd

Averti ssenart Imiq Irc et ueflidealD%kedDdddd Limed Taterd&evealmodaslepéat domat
dsgedddd.

Lesirfarati asotenes sl esprésatessat | apqri @éceAddd o Linted IRJ9| V] Re2Ld 2



LgratyAd ya s ™retrudi asfa We

Ref erences

[] GadJCirg, Atdrel ap Krk\ ke, DKl eHgarth AtenNjid Nided Z4poh [rd dRazarus, RbatoGed
Sd aBRyvagen adRbet CHllachy, [rrod rgl ugfudi aninseeretet e apos apnysavithtregiraim

Vel \esystam( AR Ardti carter, quentl ad rambizedaotrdleddiricd trid. i’ fe @ —"efZ " fe -
W= f 2L fR0ES A3 <8

Trei rfareti anaota redherei ni stheprqurtyd D\d cd Lirted IRJ9| V] Rp2d 2



	1 Introduction
	1.1 Manual Scope
	1.2 Product Overview
	1.3 Hardware Requirements

	2 Symbols
	3 Indications for Use and Requirements
	3.1 Intended Users
	3.2 Scan Protocol Requirements

	4 Quality Assessment
	5 LDA Software
	6 Quality Assessment of Segmentation Outputs
	7 Regulatory Information
	7.1 Contact 4DMedical
	7.2 Software Label

	Mode d’emploi LDA
	8 Introduction
	8.1 Objet du manuel
	8.2 Présentation du produit
	8.3 Configuration matérielle requise

	9 Symboles
	10 Indications d’utilisation et exigences


