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F5N of ACUSON Juniper and ACUSON Juniper Select Ultrasound systems from Siemens Medical Solution USA, Ine.
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DSC

oz NCMDR - National Center Medical Device Reporting- SFDA.
2 hittps: Vneindr.sfily, govsa'Secure CA CaViewRecyl] pspxcaid=4& rid=20937
Product ACLUSON Juniper and ACUSON Juniper Select Ultrasound systems,
| Dxescriptaon ipgnostic Ulirazsound Imaging Sysiem.
Manufacturer | Stemens Medical Solution USA, Inc.
Lowal agent Muscatl Pharmacy & Stores LLC.
The affected ACUSON Juniper and ACUSON Juniper Select Ultrasound systems.
products Refer to attachment for “What is NOT affected by this issue®
The Cardiac DICOM SR viewer will NOT display the MINIMUM (Min) or MAXIMUM {Max)
Bikaiiia value and will nstend display the LAST measured value under certain condition described in
{ the attnchment. In that ¢ase, the displayed measurement in the Cardiac DICOM SR viewer may
ROT be the Minimum (Min) or MAXIMUM (Max) value messured during the examination.
1. Please note 1o avoid potential misdiagnosis by an over- of underrepresented measured
value, it is recommended to refer 1o the measurement values displayed on the ACUSON
Tuniper Ultrasound System Final Report when the configuration is 1o display the Min
of Max value
_ 2. It is recommended by Siemens Healthineers o review of previous cardiae ultrmsound
Action cxamination results where the clinical assessment was reviewed using a Cardiac
CHCOM SR viewer,
3. This 1ssue will be corrected by Siemens Healthineers with a software update, refer 1o
arfachment for more info.
4. Contact the local agent for remedial action.

Healthcare professionals are encouraged to report any adverse events Suspected 1o be associated
comments with the above device or any olher medical device to Department g bdedical Device Control
through the E-mail; Med-devicei moh,gov.om -

Dr. Mohammed i
Director Gengral
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SIEMENS .-,
Healthineers *-* |

URGENT MEDICAL DEVICE CORRECTION

To users of the ACUSON Juniper and ACUSON Juniper Select Ulirasound systems:

Dear Valued Customes,

Thes ietter |8 b0 notify users of the KCOM Struciured Reparting (SK) tealure ol a podenteas sadaty concanmn wien
exparting examinglion defa with the Cardise CHCOM SR exam feature proveded on the ACUSON Juniper and
ACUSON Meniper Salact Litrasound Sysiems

What is the issue?

Thes kssue (8 specilc 1o and lirmied (o he use of the Cardiac DICOM SR featurs:

= When a user vses and configures the Cardiac DECOM 38 feature 1o display elther the MINIBUS (8in] oo
the MASCINALIM (M) mesaered value, AND

L] hMakes mufliple measwremeants of the cardiac regeon during an examination, AND

= Eapos e redulls into the Cardise DICOM SR feature, THEM

= The Cardiac DICOM SR vigwer will NOT display fhe RIRIBLUBA (Bin) o MASKIRIUM (Rlax) value and wil
insdead display the LAST mesdsured value. In that case, theo displayed measuremant in the Cardiac DICOM
SR viewer may ROT b B Minimum (Rin) or MaXIRUIR (Bax] value measured during tha examination

What is NOT affecied by this issue?

Thés issue does NOT affect any value displayed on the ACUSON Juniper Lirascund System Final Repart,

M you do MOT wuse the Cardiac DICOM SR feature, thes Bsue does MOT afect your resulls

This kzsue doas MOT alfect measuramenis configured o display elther the AVERAGE or LAST measuned

wales inthe Cardiac DICOM SR feature,

This maue does MOT affect catculationg derived from cardiac exzam measuremants,

Thes sswe doas MOT alfect the ACUSON Juniper Ulkasound System, product versen 2.5, sofbwane warsion
WEB30D,

¥What is the potential risk to patient safely?

Uraxpacied reporied measuremeant values viewed in the Cardiac DICOM S/ viewesr could contribute bo
rmisdiagnosts of a patient's condition or inflsence patisnt management ceclsions in A negative way.

Thez potantial nsk of misdiagnosing a severs valvuiar or conganlial haart cordition frorm aver o undear
mpresanind measuremants & wndikaly as the cardiac exam report calculation values, the recorded ulirasound
imagary, and screen-capbured images are all accurately maintained when exporting to a Cardiac DICOM SR
VIEAET,

A of Febmuary T, 2024, Siemens Healthinesrs has not recelved any report of Injuries refated o (his issue

r 41 | LML AR, bt VIR BRI RISFEE TR AR P i ali- -:|_-_.__ -
Tex greoicd potantial misdiagnasis by an over- of undemepresanted measured value, if is recommended 1o reler
i th maasuramaent values displayed on the ACUSON Juniper Ukresound Syslem Final Report when the

configuration s o display the 8in or Max valua
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WWhat if | ransferred and ewed cardise axaminalion data fram a DICOM SR I within a clinical

context?

Siamens Healltunaars racommends & review of ﬁlrE'-‘-i{:luE- cardiad uRrasoond BcEninalion resus wihers fwe
clmical assassmenl was reviewsd using a Cardiac DICON SR vigwer

Should an adverse reacion or gualily problerm be experienced wilh he use of hes prodoect, please report ha
Inciderd fo Siemens Heaghineers,

How will the igsue be reso 7

Siemans Healthinasrs will correct (hig 85ue with a fres-af-change sofbaare updain o your ACUSON Junipar
and ACLIS0ON Juniper Safect system

Your Customer Sandce Enginear from Siemans Healthinaass will contact yow ta scheadule a facility visd o

update the system or inform you of B remobe update when the sofftware update s available. The software
update is currantly undar developmend and estimated ta be avallable by springlaursmer of 2024,

Dissemination of the content of this notice:
Fleage ensure hai all uzers of ACUSON Juniper and ACLSON Juniper Sefect sysiems within your

organization, and athers who may nesd bt be mformed, receive the safety mlavant information provided with
this nodice and lake the actions specified harain.

Fa in Uimi

I an adverse evenl or quality problem is axperienced with the use of this produdt, the issue may be reporied to
trel FDA'S Mad\Walch Adverss Event Reporting program aither anline, ar by regular mail aor fax.

Patient salety and customar satisfaction ara our néghest priarities. We appreciate your coopearation with this
product adwvisory and apologize for any inconvaniance this causes your institution, ¥ you have further
guestions, please contact the Siemens Healthinesrs Ultrasound Service Customar Care Center at

1-B-EEE- T30,
Sincoraly,
Eheipenuiwl signd By A Dlaika
P 3 B
Jarmes B Dabtba

Vice FPresident, Dusily & Regulatory
SHeemens Medical Solutions USA, Ing,
Ulkrasound Business Araa
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SIEMENS_‘:._
Healthineers -

DRINGENDE KORREKTUR EINES MEDIZINPRODUKTS

An die Benutzer der ACUSOMN Junipar- und ACUSON Junipar Select-Ultraschallsystema:

Sehr geehre Kundin, sehr geshrier Kunde,

mil diesem Schreiben mdchien wir dee Benutzar der Funktion DICOM Stouctured Ragorting (SR} (er nin

poterzialles Sichorbmisproblem boim Expordiaran von Untersuchungsdatan mit der Untersuchungsfunktion

Larckac DICOM SR bai den ACLSON Junipars und ACLISON Juniper Sebect-Ultraschalisystemean

banachnchtigen.

Was ist dag Problem?

Digses Problem it nur bes dar Funkbion (Cardiac DICOM SR auf und ist aud we Nutzung begrenzi:

= Wenn ain Berdzer die Funktion (Cardiac DECOM SR° fir die Anzeige des MIMIMUM- (Mn.) oder
MAKIMURM-Messivarts (Max.) verwandat und konfigunert, LMD

= mahrare Massungan der Harzregion wahrand ekner Untersuchung durchiGhr. UND

= dia Ergatbnisse in die Funkbion Cardiec DICOM 5R° axportiert, DAKNM

* roigd dar Candiac DICOM SR-Viewar NICHT den MINIALBA- (Min ) odar MAaXIMUM-Wert (Max. ), sondern
den ZULETZT gamessanan Wart an. In diesam Fall kann es workommen, dass der im Cardiac CIC 08

SR-Viawer angazeigte Messwart MICHT dar wahrend der Lintersuchung gemessense MINIBLR- (Min.)
odar MAXIMLBA-Warl (Max.) ist,

irsas Problam betifft KEIME Werte, dia im Abschlugsbarich! ges ACUSON Junipar-Ullraschallsystams.
angazsigt wardan.

Wene Sia die Fimkbion Candac DICOM SR° MICHT vensendsn, hat dieses Probleme keine Auswirkungen acd
Ihre Ergabnisse.

Chpses Problam hal KEINE agswirkungen auf Messungen, die fir die Anceige des MITTELWERT-Measswes
oder des ELILETET gemessanan Messwers in der Funition Cardiac DICOM SR™ kanfigueren wurden

Oses Problem hal KEINE Axswirkungon aul Berechnungen, die aus Herzuntersuchungsmessungen
abgeleibei wurdan,

Deeses Pradukl Betriflt HICHT das ACUS0N Juniper-Lifraschallsysiem, Produktvarsion 2.5 Softwareversion
VEIDNDO.

Worin bestaht das potenziells Risike fir die Patisntensicherhgit?

Unerwartete gameldale Messwerts, die im Cardiac (HCOOM SR-Viewar angareigt wardan, kinnen zur
Fehldiagnose der Erkrankung eines Patignben fibmen oder die Entscheidungen in VYerbindung mit dar
Behandlung des Patipnten negatiy beedntrachtigen.

Das potenzialle Risiko der Fehldiagnose oiner schwaran Klappen- oder angaborenen Hersemkrankung durch
die Anzeige ru hahar oder zu niedrge: Messwarts ist unwahrschaednfich, da dee Berachmungawerls s dem
Herzurtersuchungsbericht, die aufgazechneten Uitraschallbddar und Bildschirmaufnahmen e Expart an
einen Candiac DICOM SR-Viewar alle prizize beibehaken wardan.

Bis zurn 7, Februar 2024 sind bei Semens Heatthineers keine Verletzungan in Verbindung mil dissem
Problem gemeldet warden,

Wit welchen Malnahmen kann der Benutzer potenzielle Risiken aufgrund dieses Problems vermelden?

Um aineg pelanziele Fehldagnose aufgrind von zu hoch odar 2u niedrig angezeigton Messwarten 2u
verhindern, empfighlt 3 sich, die Messwerle heransuziehen, die im Abschiussbericht des ACUSOMN Junipar-
Ulraschalsysiens angeeeigl werden, wenn die Ronfiguration den Min.- odar Max -Weri anzelgen soll

Siwmians Heallivears, Ulrnsound FH0 8.E B0 Sireat Dienel: +1 (4250 3930884
Taesguah WA SIS LSS, Eafes & Product Inkermaticn =1 @88 -
Earape = Cushomar Care Tentar =1 (8000 ARR-T435
wpmers-heafrinoes com
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Elamts Haalthinaars arnpﬁalﬂ BunG Ubnrprufung dar varhangen Herzuktraschall-Untarsuchungsergebnissa,
bel denen die klinische Bewrtallung mithilhe eines Cardac DICOM SR-\iewars ubarproft wurde

Solike e bel der Yerwendung dieses Produkis zu einer smerwinschien Resktion oder einem Cualtatsproblem
kommen. meldan S den Vortall bitte Siemens Healthineers

Wie wird das Problem geldst?

Siemens Healthinears wird deses Problam durch sine kosteniose Aktualisiarung der Sofpware ihrer
ACUSO0ON Junipsr- und ACUSON Junipar Select-Systeme beheben,

Ihr Siemans Healthmaers-Kundandiansttechnikar wird Ske koniaktiaran, sobaid die Softwara-Akiualisierung
verflighar ist, wm enen Termin flr die Systemaktuaisiarung in Fwer Einnchiung oder zur Farmwartung zu
verginbaran. Die Software-Akiualisierung bafindet sich derzeit in Entwickkung und wird voraussichiich ab
Frihing/Sommer 2024 verfugbar sain.

Verbreitung des Inhalts des verliegenden Hinweises:

Bitte stellan Sia sicher. dass alle Benutzer von ACUSON Juniper- wnd ACUSOMN Juniper Salact-Syatemean in
Iheam Unternehmen sowie andera Perscnan, die mdghcharweise informier wernden missen, die in diesem
Hinweis enthalenen refevanten Sichermedsinformationen erhalten und die darin angegetansn Malnabrmen
ergraifen,

Eir Benutzer in den USA:

Wann bael der Vansendung dieses Produkis eine unerylnschie Mebanwirkurg oder em Qualitiisprobien
auftretan, kann das Probbem antweder online oder reguias per Mail ader Fax an das Med'Walch-Programm zur
Maldung unerwiinschier Eraignisse der FOWA gameldet werden.

Dia Patontensicherheil und die Kundenzufriedanhait sind unsere hicheten Pricrialen, Wir schitzen inra
Knoperation in Varbindung mit desar Proouktsicherheitsinfarmaton und mochien uns an disses Stalle fe jsde
Ihrar Einrichiung dadurch entstehends Unannehmiichkeit entschuldigen. Wenden Si= sich bei wai2eren Fragen
untar 1-B00-BE8-T436 an dap Slemans Healthineers Ultrascund Service Costomer Care Canler,

it freundlichan Griltan
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James R Debbs

Wice Presidant, Cluality & Ragulatory
Siemens Medical Solutions LSa, Inc,
Ultrasound Business Area
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SIEMENS .-,
Healthineers -

CORRECTION URGENTE D'UN DISPOSITIF MEDICAL

Aux utilisateurs des échographes the ACUSON Juniper et ACUSOMN Juniper Salact @

Cher client,

Par ca courrier, mows souhaltons informen les willsateurs de la foncbion de la fonchornalild de rmppon slructurég
{RS) DICOM d'un probbéme de sdcurité potential lore de Texportation de donndes d'examen avec la
fonctionnalitd d'examen cardiaque RS DICOM proposee sur bes échographes ACUSON Jurdper &t

ACUSOM Juniper Select,

Quel est le probléme ?

Ca problame ast spacifioue a luilisation de la fonctionnale cardiague RS DECOM, &1 limité a catla

fonctionnelité ;

= Lorsguun utilisateur ufilise et configura la foncilonnalite cardiagqua RS CHCCH pour afficher la valeur
mesurda MINIMURM (M} oo BAXIMUKN (Max), ET
Réalina plusisurs measuras de la région cardisgue pandant un axamen, ET

&= Ewporta les résuliats dans la fonotionnalitd cardiagque RS DICOW, ALORS

=  Lavigionneuss candagee RS DICOM n'affiche PAS ta valewr MINIMURM (Min) ou BAAXEAUM [(Max), maia
affiche & | place la DERMNIERE valeur megurée. Dans o2 cas, || se paul gus 1a valeur affichée dans s
wislonmeuse cardiggue RS DICOM ne soit PAS la valeur BEIBAUR (Min] o MAKIMUN (Max) mesunde
pandant lexamean.

u'est-ce o pet PAS affectd par ce problime

Ce problame n'affacte ALICUME valaur affichéda sur le rappan final de 'échagraphs ACUSON Juniper,
Si vous n'utilisez PAS la fonctionnalité cardiagues RS DICOM. ce probléme n'affacte PAS vos rdsullats.
G problémaes n'affecte PAS s mesues configundes pour afficher fa valaur masurée MOYENKNE ou la
DERMIERE valgur mesurds dans la fonclionnalité cardiaque RS DICOM.

G probléme n'affecte PAS s calods démeds de mesures d'examens cardiaques.
G probléme n'affects PAS Nichographea ACUSON Junipss, versaon 2.5 du produdt, version logiclelle VB300.

wil risgua I 1 i

Des valaurs de masune inattenduss affichées par la visionneuse cardiagee RS DICOM pourraient contribuar &
une erfeut de disgrostic de latst d'un gadient, ou aveir une incidence négative sur les décizions de gesbon du
paten

I et peu probable gue des mesunes ﬂurraprémﬂﬁu au saus-reprissantEes antrainent une ameur de
nlagnnsﬂn d'un &lat cardiague congenital ou valvulssne grave, car les valeurs de caloul du mpport d'examen
cardiggua, ke imagas dchographigues enregisirées ot les caplures d'doran sond toubes conservdes avec
precision s de Paxparation wars uneg vissnneuse cardiaqua RS DICOR

En date du T fédvres 2024, Siermens Haallhinesrs n'a recu aucun signalemen! de blassura en lian aves ca
problams.

uelles mesures |"utilisateur peut-il ndre

Pour éviler lout risque d'emeur de diagnostic & cause d'une valaur de mesure surreprasaniae ou Sous-
rapréunlaa. || 5t recommends de conduller les valewss o mesure affichées dans e rappor inal de
I'dchographe ACLSOM Junipsr orsqus fa configuraten doit afficker la valeur Min cu Max

Siamans Haallbineen, Ulassund 2H0 5 E, 815 Sirped DHrck +1 (4.39%) F2-9150
Inmacpanty WA SEGRE LIGA mafer & Product Informalion =1 (883 S2e-a0d
Seriiw = Custornes Ciare Center +1 (B00) BEE.TL35
Eria i m Al araain com
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Siamens Haalkhinesrs recommands da contrider les résultats des examens schographsgess cardiaquas
pracédents lorsque |'évaluaton chriguee avadl ébd contrdlée avec une visionmeuae cardlague RS CICOM.

En cas de réaction indésirmble ou da probléme de qualilé lors de 'ulidsaton de ce prodult. veulllez signaler
lincwdend & Slemens Haalthineers.

Comment ca problame sera--dl résoly 7

Siemens Haalthineers va comger ca probléme grace 8 une miss & jour logiceds gretuile de wotre syatims
ACUSON Juniper at ACUSON Juniper Sesect,

‘Wotre technicien du sarvice chentale de Siemans Healthineers vous contactera paur programimer une visibe
dans |'etablssement afin de metine 4 jour le legeciel, au vous informera lorsgu'ung mise & jour b distance sera
digporetds. La miza & jour logiceelis gst an cows de développemeant, el divrail #re disponibla iz le
printempaians 2024,

Transmission du contenu de cet avis :

Waullez vous assurer que tous kes ullllsateurs des systérmes ACUSON Juniper ol ACUSOMN Juniper Select au
sen da vobre organisation. i fes auires personnes gui daivens #lre informéss, regoivent fes informations da
sECUnbE fournies dans cal avis el prennent les mesures specifides el

Pour les utilisateurs aux Etats-Linis :

En cas d'effet indésirable ou de probiéme de qualité dans le cadre de Futilisation de ce prodult, yous pouses
an mformes e programme de algnalemeant des dedaemants indésirables MedWatch de la FDA en ligne, par
couner postal ou par fax,

La sécasritd des patiants of | salisfachon dies clenls som nos prioies absclses. Mous appracions vobha
coopiration avec cel Bvis suf e produil. 8 vous prons de nouss éxcuser poar toule gine Occasionngs pour
wolre elablisserment. Pour loute gueston, confackes ke Siemaens Healthinesrs Llrasound Service Cusiomer
Care Canter &u 1-800-888-T436

Cordialement,
Flsrramrurmly g iy A Dakabe
Ei.-ﬂ |?,._ Papear: | am aapm Aot
Bate Pk X 22004 .II:FH ey

James R. Dabbs

Vica-président, Oualilé et atfaires réglemeantaines
Siemans Medical Solutons US4, Inc

Ukresound Business Area
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SIEMENS .-,
Healthineers *-*

CORRECCION URGENTE SOBRE DISPOSITIVO MEDICO

Para los usuarios de los sistemas do ultrasonido ACUSON Juniper y ACUSON Juniper Select:

Estimado y valioso clienls:

Esta carla &3 pans informas o oS wsuafios de la funcion de informes estruclurades (58) DIGOM sobre un
posible problema de seguridad cuanda se exportan datos de exaémanes con la funcion de examan de SR
DICEM cardiacos provista an los sislemas e ultrasonide ACUISON Juniper y ACUSON Jumiper Salact

£Cuil o3 | problema?

Este problema as aspecifico y se lmita al uso de |a funcion da SR DECOM cardiacos:

= Cuando un usEanio usa y configura la funciéa de SR DICOM cardiaoos para mostrar af valor de medicida
BAINIBAC (Wi} o MAXIBO (Max.), ¥

= Hace diversas medicicnas da |a regidn cardiaca duranta un examan, ¥
Exporta los resaftados a la funcdn de SR DICOM cardiacos, DESPUES

El vigor de SR DICOM cardiaces NO mostrara ef valor MINIMO (Min.) o MAXIMG (Max. ) v en su lugar
minsirard & UL TEO valor de medicidn. En ese caso, 85 positde gue 3 medicidn mostrada en ef visor de
SR DICOM cardlaces NG saa al valor Minimo (Min. | o MAXING (Max. ) meddo durante el examen,

LQudé NO se ve afectado por este problema?

Egte praoblema MO afesta a ningan valar masirado an al Infgrme final dal sistema da ultrasanide

ACLIZON Juniper

2i MO usa la funcian de SR DICOM cardiacos, este problema MO afecta 8 sus resultadaos;

Este problema NO afecta a las mediciones configuradas para mosirar el PROMEDIC o ef ULTIMO valor de
rrigsdicidin @n ba funcidn de SR DICOM cardiacos.

Ezle problema MO afecta a los calkulos derivados de las medicionss del exarmen candlaco,

Esbe problema MO afecta al sislerna de ultrasonido ACUSON Juniper, varsion @ed producto 2.5, varsidn dae
software VBESOD.

Cudl &g &l ri o ncial para la uridad del paciente?

Los walpres de medickon informados inespersdos en el wiaor de SR DICOM cardiacos podrian comribur a un
diagnistico errdnes de ta condicidn de un peciente a inlluir 2n las decisiones de maness del pecients de
manera nagativa.

El posible riesgo de diagnosbcar emaneamants una condicien cardiaca vahwiar o congénita grave a pardir de
medciones regresantadas en exceso o msultientemante as pooo probable. va qus los valonss de calculo del
infoemi ded examen cardiace, las imagenes de uirasenido grabadas ¢ las imaganes capturadas en pantalla se
manlianan con precision cuando se expartan @ un visor de SR DICOM cardiacos.

A EI’J;:IE fabrar: de 2024, Semens Healthingers no ks recbido ningun informe de lesionas an relackin con asle
prablama.

g 206 pasos puade sequir el usuario para evitar el posible riesgo de este probloma?

E Para avitar posibles diagnosiicos emonseos por un valor de medicidn represantado on exceso o

g inssificianiemania. &6 recomienda consultar Ios valcres de medicion que & muestian an el Infarme final dal
E sistema da ulbrasonido ACUSON Juniper cuands la configuracian debs mostrar el valor minimo o magimo
z
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Siemans Healthmeers recomienda wna revesion o2 los resultados de examenes de ulrasanido cardlaco
antericres en los que la evaluacién clinica s revisd medlante un visor de SR DICO8 cardiacas,

En caso de gue suna una reacclon adversa o un problama de calidad con el uso de este praducto, camunigue
8l ncldents a Siemans Healthinasers,

el profb 7

Sigmans Healthnpers corragird esie problame a ravés de una actualizecidn grabuits del solbware pars &
sestema ACLSON Juniper y ACUSON Juniper Select

El inganisro da sarvicio al cliente de Semens Heakhineers se pondra en contacts con usted pasa progranas
una visdta 2 las instalaclones can el fin de actualizar el sisfema o comanicare seerca de una achualizaciin 8
distancia cuands la actualizaciin del software esbé disponible. En sate momenlo. se esks desamoilands la
actualizacion det sofbwara. y se caloula que estard disponible antes da la primavera’sarano de 2024.

Difusidn del contenido de este aviso:

Asagurese da gue todos los useanos de sistemas ACUSON Juniper y ACUSON Junipes Salect de au
organizackin, asl como tedas las personas que tal vaz lo necesiten, reciban la informacian de seguridad
|1'I1]:I-E|I'IE|F|1.E gue S8 pREEORZIana an asles aiso v iomen las madidas que aqui =& especifican.

58 EnouEniran &n Estados Unidos de Am 2

En caso de que samja un eventa adversa o un problema de calidad con e usa de este praducts, pueds
comunicarse, en linea, por fax o por cormeo postal, con el programa de informacian de evenios adversos
MadWatch de la Administracén da Alimentas vy Medicamantas (FDA) de los Esfados Umidos

La segurdad dol pacienta y i sstisfaceldn del chenls aan mueslias mAximas priondades. Agradecemos su
colaboracian con asbe aviso de asesorameenta v lamentamos cuakuer inconveriante gue eslo pueda implicar
para su institecidn. 5 tene mas pregunias, comuniguese con el Centre de alencidn al chenie del servicio da
ullrasenidos de Slemens Healhineers al 1-800-888.74 36,

Atentaments,
Eckomcoly W by s Dbl
ya0— Fain: Fabd S0 TTTUPRE
Jamas R, Crabbs

Viceprasidents de Calidad y Regulacidn
Slamens Medical Solutlons USA, Inc.

&raa de Megocios de Ulirasonido
Flemens Healthingtss, Uilrasownd S E 3t Streel Dioor =1 (425) Far-H180
Baagaah, We 98020 LSS anes & Prodood Informals =1 (3337 S26-9700
Servine - Cusiomer Sern Condes +1 (600 BRE-T458
sismam-Cealtinesn com
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CORREZIONE URGENTE DEL DISPOSITIVO MEDICO

Agll utent] del skstemi a ultragusnl ACUSON Junlper & ACUSON Junlper Select!

Genlila clianis,

la presenta latara ha o scopo di informare gli wWenti delta funzione di reportng strutiuraso (RS) DICOM di un
polanziale ische par 3 sicurezza cha sl presanta durante lesportazione ab dati relativi gd ssami madiante la
funzione di reporting casdiaco struttursto DICOM, disponibile nel sistemi a ultrasueon ACLUSON Juniper &
ACUSON Junsper Salac

Qual & |l problema’t

Il problema & specifice e Bmilaio al'vso dedla funzione di reporting cardiace strutturato CICOM:

*  Saolulents ulilzza e configura a funzona di repoding cardiaco strutturato DICOM in modo chis mosin @
valore misurata MIMIMO [Min) o MASSBAD (Max), E

»  Effgttua pid misurazioni della regione cardiaca duranta un asamea, E

*  [Esporta | risultati nella funziona di reparting cardiacs strutiurabe ICOM, ALLORA,

* |l visuslzzators del raparting cardiaoo strutiurats CHCOM NOM mostrens | valors MININD (Minj o
MASSIMG (Max), & mostrerd invecs FULTIMD valore misuraio. 19 gquesio casa, la misurazions
viguakzzata rel visualizzatore del reporing cardiaco stnutiuralo DICOM potrebbe MON cormspanderns al
valors MINIMO [Min} o MASSIBAC {Mex) misurata durante |'egams

yall aspetti NON song Interessati dal problema?

Il probiema NOMN interessa alcun valore visualizzato sul rapodd finale dal sistema a ulfrasuon

ACUSON Junipar

S NON si wlilizza la funzione di eporing cardiace strutiurate AICOM, 1| problema non avra adoun influsso sul

risultati

Il problpma NOM interessa s misuraziont impostate in modo da mostrare i valore MEDIO ¢ 'ULTIMG valore

misuraio nadla fur@icne di reporting cardisco strutturate DICOM.

Il probéema NOM interessa | calooli derivali dalle misurazionl affethsate duranie gil asami cardiaci,

Il probldema NOM interessa il sistema a ulrasuonl ACUSON Juniper, verslone del prodotia 2.5, versiona

saftware VBIOLD,
Qual & il ischio potenziale per la sicurezza del/la pazients?

Dal valor di misurazions inaspeltati nel visualizzatere del repading cardiaco strdlursda DICOM pobrebbere
poriare 4 Una diagnosi erala dele condzioni del pazients o avers un impatio negativo sulle decisioni ralatve
alla geslione del pagients.

Il poéenziale rischio di una dagnos| &rala di grav pabbdogie cerdiache vabeolan o congenide a causa d
misurazioni roppo aite o ropgs basse & ridalia, poich i valori calcobdi nei repor degli esami cardiad, be
Irmmagini & ulfrasuasn regisirale & & immagini catiurate suls scharmms sono fultl accurstamenia conservatl
durante Masportazions nel wisualizzatore del repording cardiaco strutturato DICOM

Al T IF-EhNain 2024 Semens Heallthsnesrs non ba ncewto alouna segnalazione di lesiond relative a guesto
problerma,

wali sono le misure che 'utente pud intraprender r i sto
problema?
Par grevanira Il rischio &l una potenziale diagnosi armata causala da vaker misurabi troppo 3t o roppo bassi, &
consiglia di fare riferimento al valor delle misurazionl mastrali dal report finale del sistema a urasuon|
ACUSON Juniper nel casd in cul e irmpostazioni df visualizzazions siano configurata sul valore Min o bMax.

L0108 LB LB TEFIL
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Siruliuralo M in un contesio clinica?

Slermens Healthineers consigha di revslonare | risuftabl di precedent esami cardaci 8 ultrasuoni nel qual &
vakdazens clinica & stata effetbuata con Fausilio ded visualizzatore dal reporling cardiaco strutturato DICCM,

Sea sl varifica un evenle avwerss o un problema di qualta can 'uso & queshs prodobio, B praga 4 segnalare
[incadenta & Siemeans Healhinesrs.

me Verrd risolte | lema?

Siemens Healthineers comeggens quesio problema tramte un agglomaments software gratuito del Seol
santemi ACUSON Junipes & ACLESOM Juniper Sebect,

Il Sun Tecmeo par I'Asgistenza Client di Siemans Healthinesrs La contatters por issane un appuniarmenio
presso by Sua strutiuns & agoiornare | sistema, oppure La informera dellaggomamanto dis remglo nen appena
|'agoiornarmenis sofbeare sard disponibile, Lsggiormamanto software & attualmesis m FBse @& sviluppo, e §i
slirmia che sank dispanibile entro & primaverafesiatie cel 2024,

Dhiwvwlgazione del confenuio della presente informativa:

Si prega di ssslcurans che Wikl g ulenti dei sistemi ACUS0N Juniper @ ACUSOMN Juniper Select all'intesma

dall'nrganlzzazlnna. & alfre persone chaé detono eiserd informabe, neavans & informazioni silla sicuraFra
lormdta mefda presenle iInformaliva & adalting @ AZion qui Specilicais

Per gli utenil negli Stati Uniti d'America:

Se 8l verifoa un avenlo aveersa o un problema di quaita con Nuso 8 quesio praodolla, il profama gud assers

segnadaln al programma MedWatch di segnalazione dagh eventi aveersi dell'FDA sia onling cha par posta

ordinaria o fax.

La sicurazsa dellla pazienls o la soddisfazions del chénie sono b nosire massime prionta, Apprezziama la Sua

cofaborazione relalivamante o questa informativa sul prodotio @ o scusiamo per gli eventuali disagi causati

alla Sua siruthura, Se ha ulterion dormande contatl il Siemens Heafhineers Ulrasound Service Customer Care

Cerdar & nurmers 1-800-888-T436. '

Cordiakmenle,

EherimnacaNe sigred By i ik
?—-ﬂ;u,_... Reasen: [ A% aops M sacreeT

Ol Feb 8 224 1Y F3T
Jamas R. Dabbs
Vice-presidente, Oualla & aMarl regalatar
Siameans Madical Solubiang LS In
Utrasound Business Area
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. ACUSON Juniper 1 ACUSON Juniper Select B B E&EH M,

LTl | e
A< e W ] DICONM 84 KR S (SR ShTEM L. IR ACUSON Junipar It ACUSOM Juniper Salect
B & s UL e <G DICONM SR S aiiE P i sii e, G e
ftamm:
A () R PR T () = oW DICOM SR Thilkfry il
P PR AR e DICOM SRT ONGEEUE it ] (Min) B R (M) MRLBNET. L1
CIR ¢ B a  C LAE R R e | R
s FERS LSS <L DICOM SR Uine, RS
Sl DICOMSR™ P ERS S S s (Min) EEREE (hae) 0, R SRt BT MORLEY. fricEE s
Fo el DICOM SR™ P el S it S0 af - G000 ot u 1) 3 0 B ding pEd A (Miax) (% .
AT ES-~ S L Lo 4
L] A e iy ACLESOM Junipar #2058 RS0 3 ool s i HE A
MR AR =l DICOM SA™ Uik, SR A ey S e
(e P A e Rl S 0 T <Ll DICOM SRT alififch Slop 2T B 1 o
(e o] M < ) R B 0 L P A Tt
UG A e ACUSON Junipar & &iag o BAR4 2.5, S B VBIO0D)
&, T
£ Lo DICOM SR™ 1 1 R 0 B0 S 180 O DO ] 1 R S S e R s R
N ITHEE 2|

F SR = O DIGOM SR™ TSR CoRE KT T AT B0 Tl R R G A O PR AR R
B O TT 0 R v R 7 O A 8 B T I Y P T 4
wE 2024 972 1] 7 1. Séemens Hesfthinears ) &0 0k el REEE S DT b 0k

Ly 1.5

g A 0 b O el ot R el R R T R L TOASE B s (M) BB (Max) BB . R SR
ACUSOM Juniper BI85 @ g iFi s B sy .

Sinmene Healthingere, USrsgcaind 22010 8.E. 57a Etsnet Dormict: =1 425} T2-D1ED
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CNEWHA KOPEKUWA OTHOCHO MEOWUWHCKO U3OENWE

3a noTpefuTens WA YATPAIEYHOEM cHoTems ACUSON Juniper m ACUSOMN Juniper Select:

YERABMIA KIAEHTH,

Toaa nncwo wMa 38 Lan 48 yeaanomi NnoTesduTaniTe Ha qyHELLMATS 38 CTRYKTY PApESD oTHMTaHe =a CHCOM
(SR} 23 NoTEHUWANHD SNEceHWE 33 BE30NacHOCTTE NpH BECTIOPTHEEHE HA OAHHA &7 WACNEOBAHE & qryHELENTS
33 wacneneaHe Ha Cardiac NCOM SR NpeaccTaBeHa Ha YNTPAIEyEoEWTE ChcTems ACLISON Juniper W
ACUSOMN Juniper Selact.

KaxpB 6 npobnemLT?

Toes npofines 8 cnauqdefEas 1 OrpaH s 00 MINanasaqaTs Ha EyHkuseaTa Candaac DICOM SR

= Koraro notpafuTensT wanonasa v kcespurypipa dysigesTa Candiac CHCOM SR, 18 na nokaaga M
MMHAMANHATA (Mus, ) wine MAKCAMANHA (Maks. ) ramapeda ctobHooT, B

= [pagu MHOMECTEC HAMADEAHWA M3 ChpdeqHaTa ofinacT no epewe Ha npernag, W

= Excnoprepa pesynTaTuTe Bee dysmgeare Cardiae DICOM SR, TOCABA

= Buayarnmaarop Cardiac DICOM SR HAMA aa necases MAHAMATTHATA (MaHdManHa ) wnu
MAKCHMANHA (Maxc) cToRHOCT i BMECTS ToBA We noxase NOCNEAHATA aamepera cTonkoc. B roan

CITYYEI NOEA33HATO MIMEPEAHE BLE BUIYanuiaropa Cardiac DICOM SR smomse ga HE & rspasasnHaTa
[WikH. ) e MAKCAMANHATA [mars.) STORHEET, MIMEREHE NG BPEME HE HICNSIRAHETD

T-:uu npuﬁnw HE 3acrra HukDA -rn:u.‘mn:r NOKAIAHA B OROHYSTENHUA 0T8T HA yITTESIEBYEOBATE CHCTaME
ACLISOMN Junipar

Ao HE wamcnasare dyHkuMATa Cardiac DICOM SR, voam npolinem HE 3Cara BEUWTE DEIYITATIA,

Toax npofinesy HE 3acara wanepaaseaTa, ospurypupadn ga nokaszsar CRPEQHATA unu NOCREAHATA
HIMBPAHEA CTORMDCT BLE hyHkuMATa Cardiac DICOM SR

Toaw npofinams HE aacara MIYMCOAHWATE, NONy4e:E 0T HIMEPEEHHA NP ChdeYER Apernen
Toaw npofines HE aacera ynTpaaey=o8ata acTams ACUSON Juniper, Bepous w8 NpoayeTa 2.5, BEpouE sa

codimyapa WBI0D,

H&n«awnmm OTUETEHN CTOMHDCTH HA MIMapEaHE. nplarm.anH 8bB Buyanuaaropa Cardiac DICOM SR morat
08 Aonpasecal 18 NOrpElta QHaroIa wa ChOTORMBETD Ha NALUWEHTA WNW 08 NoBNHAAT HE DELLEHWATE 38
YOPARAEHWE 13 NALARHTA 10 OTPRLATENGH H3HMH,

FloTaHsa T EHGE OT ROMPEWHG OHAMHOCTHUMEaHE Ha TOERS KNanHD KN Bpogasd ChpdaydHo xabonAeame
OT CERbX Wik HEAGCTATRAYHD MPEACTANGMY HIMIDaaHWA 8 MANED BBPOATEH, Thi K3T0 MAYWLIEHMTE CTORHOCTE
KA AOKIAGE 0T ChpPOaYeH NPernen. MNUcasnTe ynTpaseykoen waobpamednn W naolpakeHHATd, 130ssTE oT
GEpaledl, SO AGTRPEET TOHHD NP eRcnopTHpase Hew Cardiae CICOM SR esayamnssaTop.

Cuwtann of 7 enpyapa 2004 r, Siemens Healthingers ve @ nony4asana ceofiuieHnA 38 HEpBHRBAHWA

EN LM © TOdM NpoEnas,

HeMINPARMOCTT

33 o8 naferHaTe NOTEHLAANND NOMPeUKa HaTHOI8 S0ed COpLXE- MW HBQOCTATESHT NDENCTA8EHA MIMEPaHA
GTORHOCT, &8 NPENApLUDa 08 S0 05 EPHEITE KeM CTOIHOCTHTE HE WIAGEDERHE, NOKAEAHN HE JU0HHETEMNHA
OTHET HE YNTRalayeoaaTa cctTema ACLUSON Juniper, korato somipurypauvaTa TpRbES 4a nokassa
SRR TEL A WENEC MMETATE CTOAHDCT,

Baamari Hadlthinaere, Ulresound 22M0 EE, 5ist Sl Dzl +1 (4255 3020180

lnmpiah, Wis BR0CD LESA Balps & Product Inksrnabon: +1 (RER] AZR-9702
Barson = Cusbomer Cam Conier =1 (300 S223-T4. 38
sierans-hopthiresrs. oom
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1L RAMARSEN KOHTEKET?

Swmens Healthingers NpENOPhERE NOSTNAD HA APSAAILAA DEIYRTATA OF yATRANNYNOND MICHEE 1
CHPGETO, KEAETO ENNHIMEHATS OLEBHKA & NPEMNERAHE ¢ Maoui™a Ha anayannaarop Cardas DHCOM SR,
A NpK YNOTPEGATA HE TodA NPOOYET BhIHIUKHE HEmENAHE DEAKLFH N NEOENeM ¢ kiecTRaT,
BOKAAABAATE 38 HHWAGEHTE 1A Siemans Healthineers

Kak e Bhpe peus npoBnesi.T?

Ewmiang Healllinaars wes KOpUrdpa Toad npohnes o Beaniared oo ryepua armyanyiacsn Ha Bausara
GueTema ACLISON Juniper w ACUSON Jmiper Select,

Baisin® uusadep oF oTiena i ofonysaass Ha LhuadTy Ha Siamens Haalthinesrs we ca cexpwe o Bac, 2a
fi HAGRPoYM NDCELEHPE B O5EXTA 28 aKTYANNIMDAHS HE CHOTEMATE WM e BY MHROODMUES 38 JHCTAHLIAGHHD

ARTYRNVAEDE, SOFATD AKTYANHIALMATS HA GOETYeEa B Hanmwa, AETyanyaeuiiATa Ha cofTyepa B MoMenTa
G paapaforea W o8 ouakaa 08 Gwas HANWYHE Npes NpaneTTainaToTs Ha 2024 r.

1 ¥ Hj QT WIAFCTIAD
YEEPETE C&, Y& B NaTpefiaTems WA cucrema ACLISON Juniper s ACLISON Juniper Selact puwe Bawsata
CEERRISELNA W APYTH, KONTO MOE 8GR HAnoeE 03 BLOaT mHEHoprMEpass, 1We NomyyaT chLOTEeTHaTE
mq}ﬂpuaunﬂ. CRLpIANA & El:ltln&*."unl:ﬁ:. NARAGCTARBHA O TORD MIRRCTHE, M LS NpaOonpuasaT naﬁqmmra.
MOCOAENE TYE,

Sa NoTpeSuTend i CuEgMHennTe M ERHEEHEEH WaTH;

A A YROTREGETE BE ToaN NRGAYKT BadEEie HERENaH0 CefaTee MnK Npoines G KAYECTEOTO. NPOfmesisT
recon oa Guge gosnannan 0 NporpaMaTa 38 GoRnansaHe Wi Hewanadl celivmea MedWatch ma FOA onitain
WITW N0 QEMEsRana NoiLE Mne haks.

BeIonatsacTTa Ha NALMSHTHTS W yASaNGTBSDEHGCTTE HE MNREHTHTE 8 HELINTE HIGA-BISCORN NEUePUTETH,
Cugranann BaoTo chOsAcTaWE Bhwd BOLIKE C TAIW EDHCYNTALAT 38 NPOOYETH W C8 RSRHHARAME 31 BCAUKA
HeyRoboTia, BoWTe Tosa NpW-UHARS Ha Bawara MHCTATYLMA. A0 MMATE JONLNHMTENHW BbNDOGE, CEbOWaETe
cir ¢ Siemiens Healthinesrs Uitrasound Service Cusiomer Care Centar e Tan, 1-B00-E88-7436,

C ynaseHue,
F.qp..__ " Fam Vi
Ewtr: Fab 8 02N [T-2FPET
Jamag B, Dabbs
Bnuenpeangast no HaaecTee W PErFNATORHA CTAHLARTH

Siemans Madical Solutions USA, b
CI1Aen no yNTpazsyKoes CROTEMH

Simnans Healninears, Ulrasound 2200 SE. 514l Sirweal Direot: +1 (425} JHZE 18D
l=znquan, Wis SR LA Saley & Produo] information: +1 (B83) E26-0702
Berdisd — Cootlomas Camm Canter; 1 (R 2308-7438
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i




R g b g T8 B

e T

Lo

SIEMENS .-,
Healthineers -

HITAN ISPRAVAK ZA MEDICINSKO SREDSTVO

Za korignike ACUSOMN Juniper i ACUSOMN Juniper Select ultrazvuinih sustava:

Chenjan kupe,

Owim dopisom obavjesiavamo korisnke znatajke DICOM Siructured Reporbng (SR} o polenciaknom

siqurnosnom problamu prillkom zvaza podalaka o pregledu pomadu Znacages Cardiac D00 SR exam osa

j& gostupna na ACUSON Juniper | ACLIS0N Juniper Seles uiirazaitnim suslavena,

U £emu jo problem?

Orvaj | problem specilican | ograniden na uperabu znatajke Cardiac CHOOM SR

=  Kada korizrik karisli @ kerfigurica 2nacajkuy Carndiac DICOM SR ra pikaz MINIMALMNE (Min) i
MAKSIMALNE [Max) mjereane wijednost, |

= radi videstrieka mjerenja sréane rege bjekom pregleda. |

- jEvad rezullabe U ;nﬂE‘.ﬂll.u Cardiac DICOM SR,

=  pregladnik Candisc DICOM SR MECE prikazab MINIRALMU (Minjili MAKSIMALNL (Max) wrjedmost |
urmgesio boga oe prikazali POSLIEDMNIL izmjereny vwpednosE, U om sludaju, prikazano mjarenje
preglednibe Candins DICOM 5K vrio wjerojaling MECE Bili minimalna rmvin, § il MAREIMALNA (maks.)
wripedingst izmjerena lijghom pregleda,

Ma o 7

Ovaj problem ME UTJECE NI na jednu vrijednosd prcazany u zavrinom izvisscu ACUSON Juniper Ultrasound

Syubem

Ako ME keristile znacajku Cardiac DICOM SR, ovaj probdem ME uljade na vase mzuliate.

Ciway prablem NE ufjede na mparenia konfigurirana za prikas F‘RESJE-I:NE i POSLJEDMNJIE zmiarena
wigsdnesh u Znaceci Cardiac DICOM SR

Chvag problem ME ujete na iziafune [Bvedens i2 mjerenja sréanih pregleda.
Cival problem ME utjeda na ACUSON Juniper Ullrasound Syslarm, verzigs proizvoda 2.5, verzija soflvera
VEIO0D

I rizicl za zdr cljenta?

Meodekivana prjavljene vrjednostt mjarenja prikazane u pregledniby Cardiae OICOM SR magw dapringet
pogresag dijagnoz: stanja pacilenta il negativinn uljecali rna odliuke o zhrAnjavaniu pacjenta

Potancijaini nzik od pogredne dijagnoze 1e8kog vabulamog B koogenftalnog snéancd danja 2 vide i manje
zastuphenih maranja nije vjerojatan jer e vrijednost izraduna iz ispedia o srianom pregledu, snimipne
ultrazvuéne snimke | snimke snimljena zasionem tadno adrdavau prillkom @vera u SR preglednik =a
kardichoskl DICO8,

S datumom ¥ veijade 2024, Semens Healthineers nije primso nikakvy prijavye oxdbeda poveranih s ovim
problemam

Kako hl 2] lzhjnglil pt:ll:-an:ualna p&graﬁna duagnuza pl'ﬂ-kcrrﬂ}ﬂ'mtr Il nadowaljing zawpuam EmpErer
vrijgdnasti, preparucige se pogladaf vrijednosti mjeren|a prikazane u zavrinom zvjedty ACUSON Jumipe:
Litrasound Systemn kada se u konfiguracil prikazuje vrijednost Min (i BMax

Blemna Haslhinddrs, UHrasound PN S E el et Dirowrt +1 [425) 392.94B0
Badrunh, WA BHI2D LSS Sales & Product Infemadon: +1 |BBE; BI6-5T02
Surdicn — Cusnmar Care Centar = [S00] S8 TL41E
S - haal b ey oy
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Siemeans Healthnesrs preporuluje pregled prathodnih rezultala uliraznadnog pregleda srea gde je Blinicka
procjena pregledana pomadi preglednia Cardiac DICOM SR

Ako pri uperabi prolzvoda dode do nefelenih reakcija il problema u kvalitell sluiaj prijavite dredtvy Siemens
Healhinears

fe oval problem na biti 7

Siermans Healthinesers ipravl £a ova| problem bespletnim aduriranjem soflvera na Vatam ulrazyudnom
sustavu ACUSON Juniper | ACUSON Juniper Sebact,

Indenjer korisnitke shifbe dudtyva Siemens Heallhneers stupll 8 u kontakt 8 vama kake bi zakazan pogijel
ustanovi 8 cifem aturiranja sustava ill vas obavijestio o daljinskom aXuriranju kada nowva varzija softvera b
dosfupna. Adurranpg sofbvara renubng pe u razvoju | procjenjuji o da Ga bifi destupno do proljecatpda 2024,
goding

Ra c nje = vi 2

awv'i horignici uliranvutnog sustava ACUSON Jumipes | ACUS0ON Junipar Select u organiracii, kao | ostal koje

g2 o fome mora informirals, moraju dobili rebevonine sigumosae informacije iz owe obavigesti | peduzati 5 time
povazans avdje navedens akeje.

£a horisnike u Sjedinjenim Amertkim Driavama:

Ako e lijekom Kordgtenia ovog proizvoda pojisvi nedeljeni dogada) i problam s kvalilelom, prablem se moe
priggniti FOA-ovom MedWalch programu 2a prijavu nuspoisva pardem interneta, obiénom podtom ili faksom
Slgurnost pacienaia | zadovelisive Eupaca nasi su najved prioribell. CHenimo vadu suradnju U vezi
BaViRlavaNa & Gvim proRvodain | Epricivams e Ia swe neugodnosti Kojo ovo wiroku vaso] wstanovl. Ao
imabe dadabnil pitanis, obralite e cenbr 28 brigu o korfisnisims Siemens Healthingass Ullrasound Senice
Cuslomers Care Center na 1-800-888-74.38

Srdatng,
et yorwd By Jen Huids
Mll ]
P"“'n"" e i v S
Jarmes i1, Dabbs

Vice President, Dualty & Regulatory
Bernens Medical Salulions USA, Ine,
Ultrasaund Business Ansa

Lor A TR LR AL

i

Sipmenme Heallthineers. UBirascang 22010 5 E G1st Siroel Daract =1 j&25; I02-9100
Izzaquah, WA SRS LSA Sakes B Procdurt mlormason +1 JARAN B2E-5703
Sension - Cugbomer Came Candar +1 (8080 EE2-F408
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NALEHAVA OPRAVA ZDRAVOTNICKEHO PROSTREDKU

Pro uzivatele ultrazvukovych systéma ACUSON Juniper a ACUSON Juniper Select:

Wakany zakacniky,

lento dopis upozorfiuje udivaels lunkee DECOM Siruciured Reporling (SR) na moind bezpednasini rizko pfi
expartu dat vylelrani pomosi funkee vwlelfeni Cardiac DICOM SR poshodovand na ulirazvukovych systémech
ACLSON Juniper a ACLS0ON Juniper Select

O jaky probiém se jednd ¥

Tenks problém je specilicky 8 omezeny na poufitl lunkee Cardiac DICOM SR

¢ pobkud ofivatel poaije a nakonliguruje ks Candias DICOM SR Lk, aby se zabrazovala Buoed MINBAALNI
{Min), neba MAXIMALNI {Max) namitena hodnota, A

= prowede BEhem vwhatPeni vice méfeni srdetni oblash A

*  expartuje vyslediy do funkee Cardiac DICOM 3R, POTE

= probkded Cardiac DICOM SR NEFOBRAZ! MIMIMALNI (M) nabo MaxiMALMI (Max) hodnotu a misto
toho zobrazl POSLEDM naméfanou hodnot, V takovem pfipadé nemusi byt zobrazeng médfan! v
prohiindi Cardiac MCOM SR MIMIMALKI (Min) nebo BMAXPMALRNI [Max) hodnotou namdéfenou béham
'-':,rtuIani.

eho se & AT

Tenbs problém NEMA viiv na 2adnou hodnote 2obrazenou v ZAveredng Zprave ultrarvukowiho systémi
ACUSTH Juniper,

Pokudd funkel Cardiac DICOM SR NEPOUZIVATE, lenta probilém MEMA viv na vade viskedky,
Tento problém se netykd mifen| nakenfigurovanych tak, aby se ve kinka Cardiae DICOM SR zabrazovala
PRUMERNA nebo POSLEDN| naméfend hadnoda,
Tenlo prablém NEMA viiv na vypoity odvezens 2 méfeni pfi veiotfenl srdoe,
Tenlks problém se NETYEA ulirazvukevdhs sysiému ACUSON Juripes, verze produkiy 2.5, verze softwary
VBIOD,

tencialinl rxko pro nasd imnia?

Heolfakavand hakand hodnoty méafanl zobrazensd v prohlifed Cargac DICOM SR by mohly pfspét B
naspravng diagnize slavu pecienta nebo negatimé odivnit rozhodnutl o jeho 808,

Patencialni riziko chybng diagnézy zdvadnd chliopanni nebo vrozenad srdadni vady 2 nadmams rebo
nadosiatetnd zastoupanych métenl e napravdépodobng, protode hodnoly wwpodio Zpravy o kardiologickem
wyketfani, zaznamanand ultrazvokows snimiy a snimky zachycens na obrazevcs jaou pil exportu da
prohlifade Cardisac DICOM SR pfesnd zachovdny.

Ke dnd 7. unora 2024 spolednost Siermens Healthineers neobdrieta F3dné hlaseni o srandni v souvaiost

5 timie problEmeanm,

| i ¥ | ?

Aby s6 pfededip pfipednd chybné diagnoze v disledky nadhodnocend nebo podhodnocand raméiand
hodnoty, doporuéws se pfi konfiguract zobrazeni min. rebo mak. hadnoty wehazet 2 ramafenyoh hodnol
zorazenych v zavéreling zpravé ulrazvukowaho systému ACUSON Junipsr.

Blemans Haalthineers, URrassaind 22010 B E. 51dl Stmnl Cirmct: =1 JARS) 3929180
Iegaigiind. Wl DB0I LIS, Salen B Product Wformstion: + (AGE} 026-3702
Sanion - Cuslomer Cana Gonber =1 (S0 8837430
S THE M- iPaiad v 0T
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ardoe, kdy bydo ek hodnoceni plezkoumane pomocd prohliZeds Cardlac CICOM SR

Pokud se pfi poulleani iohobo wrobku vskytne nedadouc] reakca nebo probiém s kvaditou, nahlaste udaiost
spolednoat Slemens Haalthinesars.

Jak bude problém vyfeden?
Spoladnost Semens Healthinears tente problém adstrand Bezplatnou akiualizes) softwaru vadich systdmd
AZUSON Juniper @ ACUSOMN Juniper Sabect,

Technik zakaznickaho serdsy spoladnostl Siemens Heallhineers vis bude konlakloval, aby & varmi naptinoeal
naviigvu pracavidtd za Gielem akhadzace systémi nebao vas informoval & vedilend aktealzacl, af bude
aklualizacs soltwaru k dspozic. Aklealizace solbtwaru je v sostasnt dobé vyvijena a jeji dosjupnost se
adhaduje na jafe, pfipadnd v K18 roka 2024

EE]IE!EII:G au;.- vmchm -.dwalala sysiamd ACUSON Meniper 3 ACUSON Juniper Select ve vadl ongandzac | dalsd
osoby, kiard tyto informace mohou potfeboval, obdrdell pfisiugne bazpednosini iInformace uvedend v lamig
crrdmeani a pHjall zde weadand opatfand.

Pro uiivatele ve 5 h statech amer

el phl poudivanl tohoto wyrobku & nedddouct plihodd nebs prablémmu & kvalitau, 12e prablém nahlhsil
¥ rarmict programa hldgen) redadoucich pfibod MedWatch agentery FOA bud onling, nabo pafiou & faxem,

Bazpednost packenid & spekojencsl z3kazndlu [sou nadml nefeyiSim prioriami. VYadime s vasi spoluprdcs
¥ souvislost & fimbo doporudenim ikajlcim se vwiobku & omlouams se 2a plipadng neplijemncst, kKbeod bo

wadl institucl zpdsobl. 'V plipadé dalsich dotazd se obrathe ra shelbu zakaznicksd pide ulirazvukowgch sysidému
spoletnost Slemans Heallhemesrs na dlshs 1-800-888-7438,

5 pozdravem
&;:W-rrd-tr gy [y b Db
L2 "™ OET
F e .p-:'l.".-l,."a .aﬁ.u.ri'ﬂ-.:';r —]
Jameas R. Dabbs

vicaprazident pro otdzky kvality a requiace
Siemens Medica! Solutions USA. Inc.
Obchodnl oblast ultrazvukevych systémd

Siemans Hoatthineers, Ltrasosend MO8 E Stal Shmet Direct &1 QA2 I02-0 18
|t YA BE0ET USa, Sakn & Preshuct isdormation +1 (HE0] B26-8702
S — Camione Cam Canler # 1 [R00) &52-T438
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AKUT RETTELSE TIL MEDICINSK UDSTYR

Til Brugere af ultralydssyatemenns ACUSON Juniper ag ACUSOM Juniper Select:

HKamra kunde

Dette brav er en undsmraining Uil brugere af funkiionen DICOM-siruklusers] rapporierng (SR} om el polentiel
sikherhedsprobbam, nar der aksportenes undersagelsasdata mad Cardiac DICOM S5R-
undarsagalsesiunkiionan, som findes pa uliraipdssrstamerne ACUSON Junipar og ACUSOM Junipar Selact.

Hvad er problemet?
Ceite problem er specifkl for og begreenset fl brugen af Cardiac DIO0OM SR-funkiionen

= Mg oan breger anvender of konfigurerer Cardiac DICOM SR-funkbonen b at vise snlen den MINDSTE
(N, efler MAKSIMALE (Maks. ) make vaardi 03

*  Foretagar flare malingar af hjerteregsonen | labet af en undersageise OG
=  Eksporierer resuliaterne Hl Cardiac DICOM SR-furkbonen, 54,

= Wil Cardiac DICOM SR-fremvisenen IKKE vse den MINDSTE (Min,) #ber MAKSIMALE (Maks, ) vierdi og
wil | shedel vise den SI0ST male veardl. | sb fakd ér den viste malng | Cardiac DICOM SR-fremvyisaren
rdgvis IKE den Mindsle (Mo, ) eler MAKSIMALE (Maks | veardi, der Bev malt undar undersagelsen,

Hvad er IKKE berort af dette problem?
Cetbe problam pavirker IKEE wierdier, der wises | ACUSON Junipar-ultralydssysiemais andalige rappor

Hwlg du IKKE bruges Cardiac DICOM SR-humkbonen, pivirker detle problem IKKE ding resullator,

Catte problem pawvikar IKKE mainges, der er konfigureret fil al vise snlen den GENMNEMSMITLIGE aller SIDST
malte veerdl | Cardiae DICOM SR-funEtionen.

Dratta problam pavirker IKKE beregninger afledt af mélinges fra an hetaundersagelse,
Certte problem paviker IKKE ACUSON Junigsr<firalygssysiem, produkiversion 2.5, softwareversion VBI0D,

U'-'Il'll'Eh:lB rapportareds rr‘n#lwmrdrar vist | Cardiac D1Em.ﬂ Bﬁ-fmm-.n:aaran kan bidrage bl fejldiagnosticering al
en patients tilsiand slier pavirke beslutninger om patientbehandlng pa an negativ made,

Dan potentiells fsiks for fFgkdisgrosiicenng af en alvorlig hjereklapsygdom efer an mediodt hjertelidelss fra
ayar- alier underapraesantereda malinger er usandsynhg, da beregningsviErdieme fra
hjgrtaundarsogelsesrapponan, da optagads ultralydsbilleder og sharmibillederne alle bévanes najaglial. ndr de
aksportaras til en Cargiac DBCOM SR-framvizer,

Fra den 7. februar 2034 har Ssamans Healthinaars ikke madiaget nogen indberetninger ¢m skeder ralatere il
dutte problam,

Far &l l-l'daﬂ én Fnhltﬂllil Tnjldlaﬂnnw pa grund af an over- E|'|'Eﬂ' undarrapraEEBmarai marr '.ra!ml anbefsies del
&) barsge de malevaendier, der vises | ACLIS0M Juriper-uliralydssystamets andalige rapport, nas
Eonfapuntlionan skal vise Min,- olier Maks - vaerdian

Sigmpns Heahthinaare, Ulrasouns FHWO S E Sl Simnl Dt +1 (425} I02.5980
Esdnjuih, Wik DEIE LSA Sales & Prodioct Inleematon: + 1 |BBE} A26-8702
Bardioa — CElutiar Cam Cenlar =1 jR00 | B8 T4085
SO S-hi Al i . O
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Siemens Haalthinesrs anbefaler an gennemgang af tidligers resultster af hjertsuliralyssundersagelser, hvor
den kliniska vurdaring blav gennamgast ved hislp af en Cardiac DICOM SR-Tremviser,

Hwiz dar opleves bivirkninger ellar kvallatsproblemer | forbindelse med brugen af delie produkt, bedes du
rapporiere heendalzen il Siemeans Heallhinears,

Hvordan athimipes problemat?

Sipmens Healthineers vil afhjeipe problemet via en gratis softearecpdatanng b dit ACLISON Juniper- og
ACUSOM Kniper Salact-system

Oz bliver kondaklat af an servicetaknizar fra Semens Haalthinaers med hanblik pa &t aflale et besag hos dig.
hwor systamat kan blive opdateret, sller informere dig om en flernopdatening, rar softwarecpdateringen ar
tigangely. Softwaracpdaieringen e | @jeblikkat under wdvikling 0g forvenles at veere klar | fordret'sammeren
2024.

Formddling af indhaldet | denne meddalelss:

Serg for, 8t alle brugere af ACUSON Junper- og ACUSON Juniper Select-gystames | an organisalion samil
andre parsonar. der eveniuslt skal informenes, modiagar de sikkerhedsralavanie aplysninger, der fremgar af
denne maddalalase, og at de traefler da foranstaltninger, der ar angivel her

Eor brugere | USA;

Hvis der opieves an uonskak naendaise aller ot kvalitelsproblam vad brugen al detls produkt, kan problams]
rapporteras il FDA's MadWalch-program il indbereining af bivickninger enten anlne eller via almindalig post
ellar fax,

Patiantsikkarhed og kundatiifredshed er vores hejesie proriat. Vi takker for samarbejdet | fomendeise med
denne produktmeddalalse og undskyider den wejlghaed, dette medianes far din mstilution. Hels du b
yderligars spargemal. kan du kontakie kundeservicecentesst for ullralydsservice hos Siamens Healhinears pa
1-B00-BBE-T436.

Mad vaniig hilsen
Flertenraily sined by Jin Dabos

Faywa- lem T P Ao iTeEny
9 C Db Fpl 5. 50 2110 BT

James B. Dabbs

Vice Presidend, Quality and Regulatory
Ziemens Medical Solubtions US4, Inc
Ulrasound Business Area
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URGENTE CORRECTIE MEDISCH HULPMIDDE

Aan gebrulkers van de ACUSOMN Juniper an ACUSON Juniper Select ultrasone systemen:

Basta klant,
Deza orief is bedoeld om gebowikars wan de funclie Gestructureerds DICOM-rapooran (SR) e informersn over

ean mogalijke veiligheldskwestie bi] et expartessn van onderzoeksgegevens mel de Cardiac DICOM SR-
finchie die i voorzien op de ACUSON Juniper en ACUSOMN Juniper Selact ultrasana systemean

¥at is het probleem?

[t proddesm is spacifiek voor en baperkt tot het gebruik van de Cardiac DICOM SR-functie:

= wannaas ean gebruiker de Cardiac CHCOM SR -funchie gebruikl en configureart voor hat weargeven van da
RUIMIMLIM (hin ) of de BAAKIBLIM (Max ) gemetan waarda, EN

=  maardans matingan van ¢e cardiale rego uitvoert tidens een ondarzoek. EMN .

= derasultaten sxportear in de Cardsac DICOM SR-{uncllie, DAN

= zalde Cardiac DICOM SR-viewsr NIET de MIMIBLUSA {(8in, b of MAK INLUIA (Max ) waarde wesrgroan
maar de LAATST gemetan waards. In dal geval is de wesrgegesen meting in e Candiac THIO0 5R-
viewer rogelijk MIET de MIMIMURM (hin_) of MAXIMUB (Max.) waarde die fjdens bet onderzock is
pemeten.

Wat wordt NIET beinvioed door dit probleem?
Qi probisem heaft GEEM invioed op de waearde die word? weergegeven in het tefinitieve rapport op het
ACUSON Juniper ultrasone systesm.

Als v de Cardiac DICOM SR-funchia NIET gebrufke, dan haaft dit problesm GEEM inviced op Uw resullaten,

Qi prabileem haaft GEEM invioed op matingen dia zijn geconfiguresrd woor weergaye van de GEMIDDELDE of
LAATST gemeten waarde in de Cardiac DICOM SR-funclie.

Qit probleem haafl GEEN invioed op de berakeningen die worden efgeieid van cardiabe onderzoeksmetingen,
Dit prablaam haafl GEEM Invieed op hel AGUSON Juniper ultrasone systeem, productwersie 2.5,
soffwarneversia VBI0D,

Wat is het potentisle risico voor de vellighsid van patiéntan?

Orrverwachbe gerapporiesrds meetwaarden vanuit da Cardiac DICOM SRE-viewar zouden kunnen bljdragen

aan gan misdiagrose van de foastand van de paléint of de bahandeibaskssingen op san negatiave manes
peimdcaden;

Het potentiéle risico van hel verkessd diagnostictren van aen emstig hartklepgabrak of een aangeboren
marieandoening door & hoge of be lage vesrgrgeven melingen & cwaarschijnlijk, aanziam da
berakaningswaarden in hed cardiale onderzoeksrapport, bt opgencmen ultrasore beeld an de op hat scheom
vasigelegde beptden allermaal navakewng behouden Bven wannaeer &7 aan export naar een Cardlac OISO
SRavigwer plaatgvindi,

Tat 7 tebruar 2024 heefl Siemans Healthuinaers gean mealdingsn ontvangen van letsel met betreklong tod dil
prablaam,

Wielke & i kan uiker n [} dit problesm e voorkomen 7

Om ean mogeljke misdsgnose als gevalg van sen te hoge of te lage weergave van de gemeten waarde &
woorkarmen, raden we u aan de meslwaanden be raadplegen dis worden weargageven in het definitieve. rappor
op het ACUSON Juniper ultrasane systeem wanneer het is geconfiguresrd voor weoargave van da Min. of Mas.
WO,

Biwmars Haalthinoers, Ulrimcund 22010 5 E. 515 Eboe Ot +1 {4255 382-016D
Hamquai. WA TECGE LIS A Sakes B Prockad nlcemagion: +1 (ABE | A2E-2702
Semon = Cymlomaer Care Cenlor + 4 (300 228-7438
siamEng-pal hinessry, com
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Siemens Healthinears raadt een herbeoondeding ven aardars ultrasone cardlale enderzoekorasultaten asn als
de klinizche bepordeling heaft plaatsgevondsn mel gebrukmaking van een Cardlac DICOM SRE-viewsr.

Mocht ar een ongawansia bjwerking of khwalitellsprobéeam optradan lijdens het gebruik van het product, meld
dil dan aan Siamens Healthinears.

Hoe wordt het probleem verholpen?

Siemens Healthineers comigasardt het probéeam mal ean kosleloze software-update van wa ACUSON Juniper-
an ACUSON Junipar Salec-gyataam,

Een sarvicamantaur van Siemens Healthneess neamt sonlact mat u op als de softaare-updale beschikbaar is
om een bezoek aan uw facilitest m te plannen om Bl sysbeem bij bz werken af U op de hoosie e stellen van
een updats op afstand. De software-update wordl momeniesl oniwkkek] en kemi naar vanvachting in de
lenta/zomear van 2024 baschikbaar.

Verspreiding van de inhoud van deze kennisgeving:

Zig grop toe dal alle gebruikers van de ACUSOM Juniper- en ACUSON Juniper Select-systeman m uw
arganisatie an anderen die op de hoogie moaten worden gesield e relevante veilighecisinformatie in dera
kannisgeving ontvangan en de aclles ondernamen Zoals hienn word] gespacilicesrd,

Yoor gebrulkers In de Verenigds Staten:

Als er zich bijwerkingan of kwalteitsproblamen voordoen tjdens hat gebruik van hat product, kunt u it onfing,
per post of per fax melden bij hel MedWWaleh-programma Bijwerkingan rapporteren van da FDA,
Patigniveiligheid en klanttevredenheld hebben voor ong de hoagste prioriteil. We waarderan ws medewarking
b dit productanchl an eeden oNZe SXCuses aan «Hof et eventils ongemak dal w instelling hierdogs

ondervindl, MNesm, als u mog wagen habt, contect op mel de klantensersice voor ulirasone systemen van
Siemansz Healthinears op 1-800-888-T436.

Mat vriendelijke groetl,
Eartzursly agned ny S Dabhe
PMagsns | am TN aecsan
5 alr Fily 5. 1370 PET

Jiarmes R, Dabbs

Vige Presidant, Quality & Regulatory
Sigmaens Medical Salutions LUISA, Inc.
Urasound Business Ares

Slemana Haalthingers, Uressend A0 S E A% Street Dhitocd =+ (£325) 35300180
Fasimguamh, VWA SHNZ0 LSS Soles & Prododd inforrmatios =1 (&858 £38-0700
Seraine - Custamer Cora Semer: +1 (500} BEE- 7458
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LAAKINNALLISEN LAITTEEN KIIREELLINEN KORJAUS

ACUSON Juniper- ja ACUSOMN Juniper Solect -ultraddnijirjastelmian kiyttajille:

Hyvil aslakas.

Talla Kifjeald (Imoitatssn NCOM-rakenieallisen rapadainiifoiminnon (SR) kiiytlijille mahdollisesia
urvalisuusangelmasts hikmustiatpen viennin ghlagdressa ACUS0M Juniper- ja ACUSON Junipar Salect -
uaaanijdrjestednien sisdldmdsed Candac DICOM SR -tulkimustaiminnossa

Miks on ongelmana?

Crrvgestmaa ity Cardiac HOOM SR <loimennen kiytioon:

= Kt hidvtlaia kiyltda Cardiar DICOM SR <eninaiseutta ja maaritda san nayttdmaan poko mitatun
PIEMNIMMAN (Min) tai SUURIMMAN {Max) arvon, JA&

= lekes lulkimuksen apikana useida millauksia sydaman alvesla, J4
wig julaksal Cardiac DICOM SR -inimintoon, SILLCIMN

Cardiac DICOM SR -néytidahjelma El ndytd PIENINTA (Min) tas SULRINTA (Max) arvoa, vaan
VIBAEISEN mitabun arvon. Tallbin Cardiae DICSM SR andiytidohjalman n.';ir,.rl:lﬁmi't rmettaass El valbamaita
farkoda tutkirmuksen aikana mitatiua PIEMISNTA (Wn) tai SUURINTA (Max) arvoa,

Mihin tdmd angelma El vaikuta?

Ongeima El vaikula ACUSON Juniper -ullradéinijfgesieiman Final Report -raportissa asitettyinin arvoibin.
Bikal ET klyia Cardiac DICOM SR -loimintoa, Ema cogetma E| vaikuta tuloksiisi,

Tamb angelma E1 valkula rittauksiin, jolka on madntatty Cardiac DICOM SR Soiminnossa naytamaan
KESKIARVDHN fai VIIMEISEN mittausannan

Tami angelma EI valkuta sydantulkimuksen mitauksista johdetiuihin Bskaimiin

Tama angelma EI vaikuta ACUSOMN Juriper -ultradanijaresielman luoteversion 2.5 ohjelmstovarsioon VB30,

hdellingn riski potilaan lurvallisuwdells 7

Cardiac DHCOM SR -nayvtiGohjalmalia nayleny odottamaliomat milausiuloksel voival ainauttaa polikaan
kunnon wirhesllisen diagnoosen, 1al ne volval vakutiaa polilasta keskeviin halimapaatiksin kislleisess,

li- 1ai alinénytatyista mikauksista johtuve mahdollinen vakavan synnynndisen [Bppd- lai sydiinvan
wirbipdiagnoosn neki on apatodennakoinen, sild kakki sydantultkimusraparks laskents-arval, tallennatid
ultraddnikuvauksat ja kuvaksappaukset stlytetdan ssianmukalsest viennin yhieydessa Cardiac DICOM SR -
nayttoohjelmaan.

7. halrmikuuta 2024 jalkesn Siemans Haallhinesrs e alg vastaanatianut iimoileksia EhéEn ongelmaan liblyvisid
Vammoisia,

FLEE LT

LS

Mahdolisan vi- tai alinaytattyjen miftausten alheutiansan wihedisgnoosinskin willimiseksd suosilalamme
katsomaan ACGUSON Junipar -ultradanidrestelman keppuraporin arvaihing, kun mddrityksend on Min- tal hax-

E anom nayths,

2
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Siemans Heallhinesrs sunsitheies larkasialemaan edellisen sydamen ullraganmtutkimuksan uloksa, joissa
kliininen arvic an tarksletbe Cardiae DICOM SR -nayitiohjelmalla

Jos tmdn luctbesn kdylossd iimenes haitavalutuksia tal laatuongelmia, #moita tapauksesta Slemens
Haealthineersilla

Ongelman korjaaminen

Slemens Heallhinesrs korjas timdin ongelman ACUSON Junper- @ ACUS0OMN enper Salact -jGnesteimian
maksuttormala ohjeimistopdivitykselli

Saamend Healihinears asiakaspalveluinsindon oftaa sinuun yhitaylti ja varaa kaynnin tiloissasi sucrislayaa
pirjeslelman pibdbysiE varten b imoittas etipavitdsestd, kun ohedmisiopdlvitys on kayletiavissd.
Ohpedmisiopaivitys on billa hatkalld kahithailla, ja sen anscidaan olevan kiytettdyised kavabeaen/esibn 2024
MENNEESEa

Taman ilmoituksen sisillin jakaminen;

Warmista, el kaikki organisaatiosi ACUSON Junipar- ja AGUS0N Junlper Select -janestefmien kayitajdt ja
muut henkii, jcille on mahdolisesti dmoitettava asiazta, saavat tamdn imoibskesn mukana olmitabe
asiaankuuhnal tunalisuusbesol ja suonittavat tBssE maantaty? inimanpitest,

Kayttijille Yhd olssa;
<Jos Eman uatieen kaylan yhtaydessa esiintyy vaaralilanne ta laatuongelma, ongalmasta ol imoittas FOAR
vaaratianteiden MadWatch-rapedointicheémaan joko varkossa, poatitse tai faksilla.
Potilasiurvalizuus ja asiakasbyyiyvaisyys ovat tirkeimpda pnonteettejamme. drvestamme yhieistydtas thman
fuplisen lisdolamisessa, (@ pahoitelamme tiald laitckselles) siheuuves hattas. Jos sinulla on kyayltdeis. ota
yhileylti Semens Healthineers UWlrasound Sendce Customer Gare Center -palvelukessuksesn
puhafinnumeroon 1-800-088-7434.
Yslavillisin berezisn,
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EMNEIFOYZIA AIOPOQEIH IATPIKHE EYIKEYHE

Npog XPAHOTEL Twy CUSTHPETWY UTTERNEeY pigay ACLUSON Juniper wm ACUSON Juniper Select:

At TEAGTY;

Me v mopoioa emookf B BEARUE VO EVIUEDUA00UED T00S ¥EAaTEC TG ASmoupyiag Sodnuviy avagapuy
{3R) DRCOM o mbBowd e copadeing komd e ebayuyr deloptviay 2EiTOoewy JE Tr) AEmoupyla
xopdsomris efEraong SR DICOM mou mopdxero oro oueTiuaTe uTrER ey pdiguy ACUSOM Juniper mal
ACLISON Junipar Selact,

Dei¢ sival 1o poBANNG;

To pdfiknen oxERlETO GTOKAEITTING K01 WOVD WE TN ¥eaon Mg Aemougyios kapliokusy efetioeey SR DICOM

= Doy o ypfemg ypeenpo ol v Siopopgaiver T AsToupye kepbiokis eEEreong SR DO o my
mpofiohd eht tng EAAXIETHE (Min) f mg MEMETHE {Max) vaeh pétpnong AL

= gmihol robkomhic perpdoeg g noplokng ot Kord 1 Siggeen nc eferaong KAl

= gfdye 1o onoteAioparn oTn AEmoupy o ropdauy SR DICOM, TOTE

= o guotnuo meodonrs kopSokwy SHE DICOM AEN mpoddako Ty EAAKIZTH (Min) 6 METIZETH (Max)
Tigr ahkd rre TEAEYTALA 1ipf) perpnong. Lo aury 1ey mepintwan, f pltpnos o egpoviferm o
ouaTnuo Teopokic ko SR DICOM AEN Ba thvar r EARKIZTH iR f 7 MECTETH {(Max) e
wirpnang ward e e£dvaon,

Ti AEN prnpealeTen amwe aure Yo Wpdfhnua;

BAurd o mpaBAnua AEM cTmpeale xopla Teh ey mEpehapRdveT oTry TEAKS avepopd rou ouaTiparog
uTrepryoy pagou ACLESON Juniper.

Aoy AEN ypnopomogite T kpmoupyio opdorcy SR DICOM, rdre outd mo mpdPlnua AEM omnpedie ta
aqgpeit 1y Thapls fla i ol

A ro mpddiines AEN emooale ng pETpdoE Wou Exouy SiauoppwBel yia T Tipofosn) EME T MEEHE
TIMHE s TEAEY TAIAE mung wérprpong orn semougy o eapdiokdy SR DECOM,

Aurd o mpdfiinus AEN ennpeEler TOUG WTTOADYIOROUS TIoY TERUTTTOUY O TG HETRA0LE KapdesiEy
EEETOTELNY,

Aot To mpdfdnea AEM empcale To oUoTpo PTEpnNEoyRGpon ACUSOMN Juniper, Exloan npoidvrog 2.5, Pl
Exfnom Aoyiousnd WVBAND,

Nowog wivan o MBaveg KivBUVeS il TNY DOgOALID TOU agdevi;

N oeapEwhyEvEs Tipis PETRNRGENS oeopopag mou eppayvidovtal ot olotnuo Teofobns sopdaekuy SR DICOM
evBiyirm va obmroouy oo davBaopisy Bidyvioon evog omBovl A o eTTnREdEoUY Tey OTTCpdoEr Sirgelpimng
BV ceIBevn e apenfid TpdTo

D mriBawdg wiviilivog AavBooptmg Dioyvwons pieg oofopns rendotoonyg BoiBiSoy f oofapol e yever|g
gipiioke TRefAfpator amo QuEnPEVES 1 HENAHEYE; HETOROLG G4y ElvOl PEydADs Korbi: of TREC UTTakoy i pod
Grry ovogpopa kapdseeng cEETEETE, N ROTENUDNLIEYT] GTIEMOWON UTTERT UV RO Ol ETTEIROYIOER oidvng
Bintnpocyia duord wera T efoyayn o fvo olonpe mpofokds kopliokuy SR DICOM.

Amd 1 T Pefpoungion 20284, n Siemans Healtheneers Hev Eye Mo eauln avapopd d 1paupanoesd N va
ayETilErm PE aund 1o mpopinuo

Noia frpare pmopel ¥a groASUENTE 0 XPHOTNC MRoKEUEVOU VO omopdye Tov milovd kivBuvo wou
amoppin owe auTs 1o MpofAnue;

e tryv amaguyy mdavig devBoopbvng Sidryvieons amd aulneder 6§ pesspien Tl HETPRONS, CUvIETaTE N
dvergeyad oG Tk pEntnang mou EppondlovTal ory TEAS EvEOnd ToU SUOTHHATEE WitEArKaypdga
ACLESON Juniper av n Sacpsopipueon v i mpofoss EASOTIC [ dyITINS TP

Siemens Hestihinears, Wiirasound IZ0EE. 516t Strawl et 1 (4285 JH2-0 1B
Issaquan, ik BEIZS LISA Saka & Product infkormaton: o1 JRER| E26-0702
Baracan — Coslomed Caie Canlec «1 (3000 30074330
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Pt

H Sesmens Healhinears oweiori T EnvERR G T GIOTEACO HOTWY TIRONYDLPEVWS u:l:lpﬁl:ncl.i,w EfETOODWY
UTTERITLA STTOU N kA algiaynan avoicuprBnee gonmuamaryTag Tipdypmapn mpofolds kophiosiay SR
DICOM.

LZE TEAIMTWLORN OVLITIBUPN NG evtpyineg f Mot ikoy Tpofhfparog kara ) Xpron ouTol ToU TeosiTod,
avapépert fo LT pmddes ot Siemens Healthinears,

Mg Bo emiAuBel aurd 7o TTpofkruia;

H Samens Healthineers Ba Sopbuon autd 1o mptfloes pe pa Swpddy ompdpuen Aoyviopmal Tou
FuOTAPETO; ACUSON Juniper ko ACUSON Juniper Select

O nggwikdg EEUTINRpd MO, Mekaty 1 Siemens Heakhinears 8o crwonwwhion podl omg yio vo

IR QORRMITRIETE piE ETIRFREIN FTRG EYROTONTRIE (G YR TV EVTRAEEASOT) TOW CUTIeaTos f] ya

OTTO PR pEO R Svnpipuen dray n enpdpaon Aoyopsod o Sindmpn. H evnuépwon doyioukod Bploseral
LTI ke win unokoyiferm va civee SinBgmpn fwg ny davminito sokokaip Tou 2024

Kownoroingn Tou wepityoutvoy g wappuegs ploweingng
Befansficire &n oha o gprores tey oucmgeiay ACLUSON Juniper ko ACUSON Junipsr Select oToy
Oyt g kabulg ki dbho fiou evBfgemm va mpime vo evmeepuBody, Sa Mafiouy TG ogEmees

TAfpopopits oogaiiiog Nou mopiyoeion orny Tepooon eifomenen so Bo rokouBnoouy T EVERYEIES dTTWE
kaBopitoyTa,

Do ¥pAavec eviog HITA S

L mepitrrusdn avemldpnTng cvipyaog A rommeol mpofilfpotog £otd T xpion curol Tou TRoituTo, To
TIpGEAN PG HTIopEl Wi avopERBET 910 TIpGyYpoapa avaspoeas avemiBipnuey ouuldavruy MadWatch Tow FDA e
NALKTROVIKG f) HETW TayuBpopikds ahdnhoypapiog f gaf

H ooyihens T DOBEVIIY KN KIYOTOINGm Twy mehamiy givon o) feoets pog TpaTEpmd Ties. ExTipo0pe
TUVERYETI TOg OXETEE HE TV Tapodoa eBomainan MepaSvTog Ko AUTToUEnnTE V0 OToaSiTIoTE SVmETaruan
evBéyaral v Snpioupynic oo Bpup oog, Ay ENEte MG EPWTRDER, ETIKNEWEITE HE TO KEVTDO
EELIMINRETRIONS TIEAGTLY W UTIARETIES urmEpnoypdey e Siemens Healthineers oto TRALWG
1-6D0-BEB-T436
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ORVOSTECHNIKAI ESZKOZ SURGOS KORREKCIO.

Bz ACUSOMN Junipar és az ACLUISON Jupiper Select ultrahangrendszerek felhasendioinak:

Tisziolt Ugyfelink!

A jelen level célia, hogy ériesitsa o DICOM strukiurdlt lalatezds (SR) funkcld falhaszraldlt egy patencidlis
biztonsagi aggalyrdl, amaly akkor jelentkezik, amikor vizagalat adatokat axportdl az ACUSON Juieper és az
ACUSOM Juniper Select ultrahangrendszersken vl Cardiac DICOM 3R vizsgaiati lunkoid segilssgével

M a problémad
Er a protiema a Cardspc DICOM SR funkciora specifilous, és kizandiag annak e hasznalatare korldoeddik

= Armibkor agy felhasendlkl a Castas DICOM SR funkcitl haszndlia s kKonfiguralia vagy & MIMIMLUR (Min),
vagy a MAXIMUM (Max) mért arték mogjelaniésere, ES

* bbb mérdsl viges a sziv rdgidiaban egy vizsgalat sordn, ES

= Az eredményekat a Cardiac DICOM SR fumkcioba axportalja, AKKOR

= aCardiac DICOM 5R megjelenitd NEM jelanii meg & MINBALS (Min) vagy MAKIBALIA (Meax) &ridked,
hanem helyeite az UTOLSO mért értékat jalanill meg. liyen eselban a Cardiss DICOM SR megielenitdben
magjaianilatt maras lehatségas, hogy MEM a vizspalat socdn mér Minirmum (Min] vigy MAKIBLUM (Max)
artak,

Mit NEM befolyisol sz a probléma’t

A probigma MEM befolyasolja az ACUSOMN Junipes ultrahangrandezer vagsd lalabén megeleniball drtdkekes|
Ha NEM hasznalja a Cardiac HCOM 58 funkcidt, ez a probléma NEM befolydeclia az eredmémyeit

A probldma NEM belolydsolia a Cardiac DICOM SR funkcigban az ATLAGOS vagy UTOLSO men énék
meg|elanilésshes konfigurilf merasokel,

A problérma NEM belolyésolia a szivwizsgalali mérésekbdl szarmazd szamitasokal,

A problérma NEM befolydsolja ax ACUSON Juniper ultrahangrendszer 2.5-06 ermakverzed, VB3I0D
srofverderzidjat,

Milyen kockidratokkal jér ez a piciens biztonsiga szempontjdbal?

Mivel a Cardiac DICOM ER megjelenildben nem a vart menés érdkek jslennek mag. ez hozzdjdrulhat a
rapciens allapotinak téves dagndzisdbor, vagy negativ hatassal lehet 8 paciens kezeksdyval kapocsolaios
dnigoexre

A bk vagy alulreprezentalt méresek miar egy silyos billentyi- vagy velesziletett szivbetagseg téves
diagribzisanak ehelsdges Kockazata mem valdszind, ugysss a szivezsgalati lelet szamitisl arékai; a rogzitett
ultrahengos képek &5 a képarmydn rigeitel! kédpek mind pontosan megmaradnak egy Cardiac ICOM SR
megieleniitibe valh expordlaskas

2024, februar 74 allés szeninl a Siemens Heallhinaershez nam drkazalt bejsleriés az ehhez 8 problémahoz
kothast sérilégakndl,

A L vagy ahulreprazentall rdsnés: éridk mllt!ll 1uvﬂ dlagnﬁm'- Iﬂmﬁmﬁnﬁ: valtamlésu ardak&ten ajaniof
meglakinteni az ACUSON Juniper ullrahangererdszer wigsd lnlatén magpadenitatt méréal énakekal, amikor a
konfiguracid a Min vagy Max érék megielenitdssea van allitéa,

Biarmars Haaltlhinssers, Utrnsowsd 22010 5.E. 515l Ewee gt =1 (82550 -2 180
Imncuents. WA TROZE LIS, Saks & Product infameaics +1 (55 S28are
Bervion — Cusiemar Dore Ceardes + 1 (BI AAA-TATR
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ha ha a3 sroevizs b adatalt DICOM SR eszrkdzral he
klinikai osszefiggasen belill T
A Siamens Healthineers azt [avasclz, hogy ekntsek &t az olyan kordbde szivultrahangos vizsgalatok
eredménysit. ahol a klinikai énékelést agy Cardiac BICOM SR magjesenitd segitadgewsl fekintatiék AL

Amennyiben namkhanalos reakciol vagy mintségbell problémat lapaszial a termek hasznalataval
kaposalathan, kérjik, jelerse az esobel a Siemens Healthinears valialatnak.

Mi lesz a probléma megoldisa?
A Siemens Healthingers az On ACUSOM Junipar &6 ACUSOM Juniper Salect ulirahangrandszerdnek
dljrrenieg srofverrissildstvnl fogja kijgvitani a hibat,

A Slemens Healthinesrs Gayfdlerolgdlall szenizmémika kaposoiatha Wp Onnal, hogy baltemazzanak agy
Edermeny alogadas a rendszer frissitdse callabdl, vagy hogy tajgkoztassa 3 voll elerdssel wegrehayion
frigsitesrdl, amint a szoftverfrissités elérhetdve valik. A szofivernssiiés |slenleq lejleszids alal A, és
aldrglathatalag 2024 tavaszaranyzrira vailik sléarhatdud.

l"-’imt g!.rﬁ.zﬁdjun mag n:ala- hu-ml szawazaiﬁn bellil az ACUSON Juniper &3 az ACUSON Jumper Select
rendszena minden felhasendldja (Wetve mindenks, akinek tudnda kel rdla) megkapla a jelen énasidsben Bed
bizlonsagi !udni'.ralﬁtat. a5 aivagzi ag ikl belrt Bpasaket.

Arrierrny b nurﬁtwanalm: aEamdny 1ﬁrt¢r-l'l-c vagy a mﬂvsagat Elnnt& problérmat tapasztal & tarred
hasrrdkitia sordn, karlk, jslentse az esated az FDA nemkivdnaios esemanyek pelenigsa] lehatdve el
prograrmijna, a MedWaich felé onling, postal levalben vagy famon,

A paciensek biztonsaga és bgyfeleink elégedatisége a legfentosabi szamunkra. Magyra kel
agiyuttmikbdesal a jolen termakre vonatkoze taékoztatdval kapoeatatban, ds alndsésdl higik az
inbsrmemydnak oxnzott esatleges kellemetienségeként. Tovabbi kérdések esatlén vegye lel a kaposolabsl a
Siermmens Healthineers ultrahangszerviz Ugylalszolgalatl kbzponijaval & kivethez i elefonszdmon;
1-800-388-T436.
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KOREKS|I PERANGKAT MEDIS MENDESAK

Hepada pengguna sistem Ultra Suara ACUS0ON Juniper dan ACUSON Juniper Saleck:

Palanggan yang Terhommat

Surat inl berujuan urtuk reemberd tahu pengguna fitur DICOM Streclured Reporting {Pelaporan
TerstrukturlSH) tentang potensi masatan keselamatan saal mengekspor data pemeriksaan dengan Fiur
pamenksasn Cardiac DICOM SR yang dsediakan pada Sistem Ulra Suara ACUSON Junipsr dan
ACUSOM Juniper Salact

Apa masalahnya?

fasalah i barsdat spesifis dan terbatas pada penggunaan fitur Candiac DICOM SR,

" HKatika pengguna menggunakan dan mengonfigurasi itur Candas DICOM SR untuk menarmpitkan nilai
terukur BINIMAL {Min) atau MAKSIMAL (Maks), DAN

= Maiakukan beberapa pengukuran peds anaa janleng selama pemeriksaan, DAN
= Mengekspor hasinga ke datam fitur Candias DICOM SR, KEMUDIAN
= Penampil Cardiac DICOM SR TIDAK akan menampilikan nitw MINIMAL (Min) atau MAKSIMAL (Maks),
dan akan menampiloan nikas tensur terakhic, Cakam hal tersabul. pengukuran vang dtampilkan dalsm
penampil Cardiac DICOM SR mungkin BUKAN nifai MINIMAL (Min} atae MAKSIMAL (Maks) yang diukur
salama pameriksaan,
ruh sleh masalah inl?

Mazalah ini TIDAK mamengaruhi ndai apa pun gang ditamglan dalam Laparan Skher Sistem Wira Suara
ACLESON Junipar.

Jika anda TIDwE manggunakan filur Cardias DICOBA SR, masalah inl TIDAK memengarubi hasil Anda

Maszalah ini TICAK memengarubi pengukuran yvang dikeafigurasikan untuk manampilkan nilal BATA-RATS
atau TERAKHIR yang diukur dalam fMur Cardiac DICOM SR,

Magalah ini TIDAK mamenganiti perhifungan yang becasal dan pengukuran pemenksaan @niung
Mazalah ini TIDAK mamengaruhd Sistern Ullrs Suara ACUSON Juniper, versi produk 2.5, versi parangkat
Iunak VBIOD.

Apa potans| rislke ferhadap heselamatan pasien?

Milai pangukuran tidak diharmpkan yang dilaporkan dalam penampil Cardlac DICOM SR dagal berkantribusi
pada kesalahan diagnosis kondisl pasian alau mamengarihl keputesan manajemen pasien secara merugikan,
Pedensi risiko salah mendiagnoss kondisi kstup janbeng atau kelaman jantung bawasn yang parah akibat
pengukuran yang tetlaly Hinggl atau feralu rendah tidak mangkin terjadi karena nikai kafikulass laparan
permeriksaan @niung, gambar ulira suara yang direkam, dan gamiar yvang diamil dar layar, semuanysa
dipartahankan secara akural saat mengekspor ke penampil Cardese DICOM SR

Hirgga tanggal 7 Fabruan 2024, Slemans Heoalthinesrs belum mensrtima lagoran cedera berkall masalah ind,

LIWIuH m‘bghrlchn put-nd'tal kasalahan damn:als Elh:-lbnt nilal n&ngﬂkurnn Wi ler!.ulu tinggi atau fedaly rendah,
disafasnkan unluk mengek ke nilal pengukuran yang dtampiikan peda Laporan Akhir Sistem Ura Suara
ACLS0N Juniper kefika kerfigurasinga diabur untuk menampilkan nils Mirimal atau Maksicnal
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Siemens Healthinesrs merekomendaskan peninauan hasil pemanksaan ulira suara janfung ssbadsmnya di
mana penilaian klinks ditnjav menggunakan penamgd Cardiac DICOM SR,

Jika terjadi reaksi yang maregkan atau masalah kualitas datam penggunaan produk inl. laporkan kejadian
tersebul ke Siemans Healthinesrs.

Bagaimana masalah ini akan diselesaikan?
Simmans Healthinaers akan mamparbaiki masalah i dengan pembaruan perangkat lunak grafis untull sistam
ACLISOMN Junipar dan ACUSON Junipar Select Anda,

Texnisi Layanan Pelanggan dari Siemens Heafdhineers akan menghubungi Anda untuk menjadwakan
kunjungan fasilitas guena memperbarul sislem alau member ahy Anda lenteng pembarsan jarak jauh gl
pembanian parangkal unsk lersedia. Pembarsan perangket lunak saat ink sedang dikembangkan dan
diperkirakan akan tersedia pada musim samiimusim panas 2024,

i aritaky H

Pastikan bahwa semua pengguna sistem ACLSON Juniper dan AGUSON Juniper Select dalam organesask
Anda dan orang ki yang murgkin perlu dibed taha, manarima informasi kesalamatan yang relevan yang
dibarikan bersama pambearitahizan inl dan mengamed tindakan yang dtentukan & s,

Untuk pengguna di Amerika Serikat;
JEa pangguiraan produk ini menyebabkan keadian yang tkdak diharapkan atau masalah kualitas, masalah

tersebut dapat dilaporkan ke program Palaporan Kajadian yang Tidak Ceherapkan Mead\Watch mililk FOS baik
secara onfine, maupun dengan surat atau faks biasza,

Kesslamatan pasken dan kepuasan pelanggan adalah procitas utama Kams. Kaml manghangal kera sama
Anda dengan saran produk inl #an mohon maal atas kebdaknyamanan yang dilirmbulkan. Jika Anda punya
peranyaan leabin lanjut, hubung Pusel Leyanan Pelanggan Leyanan Ulira Suara Siemens Heallhinesrs
1-B00-BEB-TH35.

Hormat saya,
Flaryencsly sgned my A i
P...ﬂﬂ_,__ Pazras J mm i rhue Ty
Dale Futs § 13 7d BEF
James B Dabbs
Wakil Praziden, Kualitas dan Regulasi

Siemans Medical Solubons USA, Inc.
Area Bisnls Ultre Suara
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ACUSON Juniper LU ACUSON Juniper Select HEF EERBHREO1—F—ifHE:

HESEE

IR ACUSON Juniper BEUF ACUSOM Juniper Select BB EE AR ENR TR #EINT Cardiac DICOM
SREEMEEEALTAE - EI02AA-rT3RoR TG T 2 Lol EC 20T, DICOM Struciured
Reporing (5R) BAED1-F—{CB T EL2OTT

ok [

CEMHE Cardisc DICOM SR IBECRBINELLOTRD., TOMBEACHEINET.

»  =%=ff Cardiac DICOM SR @IRESMELTERELT. 80 (Min) 2REEX (Max) OMEEMLTNLTE
FTOlE . BLU

o EREPOCREROEEDMEET. BEU

*  FEEE Cardiac DICOM SR SEECIVARA= L, F0#

= Cardiac DICOM SE Ea=70. 80 (Min) 308 Max) HEEETET, £ BR0MTEERFLE
7. 2RSS . Cardiac DICOM SR E2-FIC®REN SR, 88 ICHE LRl (Min) 208
(Max) THELEIT RERESFBIET.

COMBOESERIGLVGORETTR?
cOMEE. ACUSON Juniper S EEREREEORELN- HIRRERIMCIERLIEL,
Cardiac DICOM SR EESEALG LSS, ZOMARBRICESLEE,
COMHEL . Cardiac DICOM SR ETFFEEEREONEBERTTELICARSNCRECGIENLE A,
COMES., CREFECREErSRHINGHEIEIESE LA,
COMERGE, ACUSON Junipor I F BESHMER, BE /32 25 YTHIIPI— Y3y VBIOD (CREWLEY
.

nEE 3, 7
Cardiac DICOM SR E1—FTERASSGTFRLGLANTHAREL L. REORBOREC UL, BEER
DRAECEEWERITTAREESRIZT.
IR LR = MO R ERENCETRER. BLUAT 5T F N CERE . Candiac DICOM SRE1-F
KIZAR—FTBESCTATERICHMENITN. MENO@AXEIEERLrERROSMESEIAEECRDTE

ERBTOREMTUAIGREAERIED A,
2024 £ 2 A 7 OFHAT, Siemans Hoalthineers SCOMIMIZEE T S AMOEEFBHEM-TLERA,
g ~OHEORENTUIAVEBRT LN~ -BrOLIGFMEROTEETH?
g MEMY AR RLICE RN L LB OTREEERICH, AT LR AR RTINS
: 2. ACUSON Juniper HE HESBEEEORM L~ HIRRSNIAEAL SR TECLEBMMLET,
&
&
3

FELE

Bmemans Haslthinnars. Ulrmuound FI0SE Get Sleal Direcl: +1 (4257 32-F180
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HERAT DICOM SR 3L SO MMET - FERELTLE - LEMSEIIR02 T2

Siemens Mealthineers [ Cardiac DICOM SR E1-PRERLTERERESLE 1-20L. LNODRET EREs
ROLEI-ERRLTLUET,

COMGDEBICLIRERYE R D OMBErRELTRE L, 04007 0 HE Siemans Heallhineers (T & LT

2L,

o, C 7

Siemens Healthineers X, ACUSON Juniper E2TF ACUSON Juniper Select BRI 1 TERHT? 371
TLIETOMMBMEITELEY.

Semans Healthineers ONASF—H—EAT L ZPH. B FTT—FOERCHIEERB T AT —-LICMT i
BEELLEITET. BA0E. VI FOT I T R A SR LR AT E = PP T FECEMLEY . VI
FReFT=rFdREERETREN, 2024 FORF 2 TCIHM TR TFETT.

COANOHEIER.

EEBORMD ACUSON Juniper B.LIF ACUSON Juniper Select §OTATO1~¥—, BIUSHERHGETS
BEOESEOMOASC. FRATRHENIEREMANROBEELT, FECHEANTHENDLIMELT
(3

COMEOERTHNERICLIRN EOBREFZCERE . TOMEQ FOA @ MedWatch W ER/AL HOEET
OFSLICA o/ v AR ML LT i TN T.
EROTLEEERGREFSHICE-T—RAVMGEERATT, S 0HEoMBCMTIEERr L0 ER
CEMLELET, BRI EEESMTLTEIET CEEERUVELET. S0 ETHMIC I8 ELTH . Siemens
Healnineers BEET=-FAR357-5PELE={C 1.-800-888-T436 LOEMLEHEEZL.

]
Ehpricaly sgned by, i Dabls
P—Hﬂ-—— RRARD AT BRI 1 PR e
Dw'm Fab 0, 2634 T 1§ PST
Jamas R, Dabbs
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MEAWMLIMHANBIK K¥PBINFhIHLI XXEQEN TY3ETY

ACUSON Juniper sawe ACUSON Juniper Select ynurpageibuicTiay soyienepiniy nanganasy wi=inaps
ST R

EypMaTTi TyTmyilbs

By xat DHOOM kypoibings) ecel (SR diyHkunpcsiieey nafgananywknapeva SACUSON Juniper wada

ACUSOM Juniper Select ynuTpaasiBiuctus sydenepivne Sepinred Cardiac DICOM SR rexcepy dyHEUMACs

ApkRAR TEROETY QRPEETEPIH MENOPTTAY KRAHAS KAYIACIANIKNE $3TRCTH WKTHMAN MaCans TYRans <abapnayrs

ApHANTEN,

Bxn xamgan wacene?

Byn spcene Candips DICORM SR hywmpercis nafganasan'ra TeH HBHE TEE JHBIMEH LEBKTENTeH,

= Madnanaddyiwess WAHAMANDE (e ) sasacce MARKTHAMANTL (wacc. ) omuedrad waHnl kBpoaTy YilH
Cardias DICOM SR dpybeaiapcim nafnanaseanga maoes kowpurypawsanaranng Ao HE

= Temcepy neaivge pogpes adsaremy S amuemii =xacaradna BEaHE

= Homawenepa Cardzac DICOM 28 doyvupmouna sscnoprraranga, OHIA

= Cardiac DICOM SR wopy sypiiis BMARHWMANDE (e, | spapce MAKCUMANTDEB] (wakc.) wexol awmec,
COHF bl snwenres Mandi kepoeteni, Byn warganga Cardiac DICOM SR sopy kypansiHas KOpoeTinras
EILIBEAY TERCERY KRdinge oneiies MAHAMANTE (sed, | sesece MAKCHMANDD! (makc. | Mad
BOMMAY ] iy,

= B HE H ?

ACUSON Juniper yNeTpafsBs e sy RECinig sope TeiHi pooSsge KBpceTinres K3 Kenres MaHra scap
ETNERM.

Cardiac DICOM SR doymsupncer MAATANAHBACAHLIZ, Gyn macene seTrkenapiHizre acep ETMNEAQL
Cardiac DICOM SR dyyHruwicaHga OF TALLA sedaece COMPE anuwesres sangi vepoaTty yuid
ROHEYpALMIRESFaH snusMAspie scEp ETI'I'EH."J,I.

Hiypes TesceplciHi ANUSMRapiHeH anNdkFas scenTepie scep ETNIEADI,

BHiM syoxace 2.5, Daroapnamansik MacesTama Hyossce: YVBIOD ACUSOMN Juniper ¥ s Tpaim Bt
#ytacive acep ETREMAN

Cardiac DICOM SR kepy sypansHns sapanias eyTNerad safiapnasse- armuem sieHaepl esmgamyu

WS ANRIHEH, KBTE QWEMHOCTHEBCRIHE B8y HEMBDE BMsNyLUINenn] Bassinay Welliinaepse Tapio aoep oty
RThAKE,

Cardiac DICOM SR kepy KypankHa 3cnopTTay KedHge wypeaTi Tescepy eoeSive goenmey Maniepi, Kadswn
ANEHFEH FNETPANLGOHCTES, KECHHOAD MaHE JEARFE TYCDINTEH Kecksnapdin Ghpnsie: G
CAOKTANATHHABIKTAH, WAMBNEH ThiC HEMBCE SRTINICS BANHAANEN SOLSMRE & DK TS BV WA Dy AR b,
FEMBCE Tya GiTeaH Wyt ayDybHE KATHICTE HETE OWATHEY KO0 YT BKiTamsm,

024 wenaeiH T agnaHpHIare KERLad Golsiia Semens Healhinears roMAaHHACEIHE D6 eaCaene
EATLICTH WARAKATTAD Typans ¥afapnasfians.

Wamanan TeG Hesete BETENKCE ass0antaH enwWeaHres MaH Bpastsl BIKTHMAT KATE GUardHos Kmok

GO PMEY MARCATBHLS KOHGHATYDOLMRLE M, BEAMECE MEKC, M- KAPOeTiny KaweT Ganrasga,

ACUSON Juniper ynsTpageBeicToy, sy echby kopiTebis ecebinne sepcetinetii onwng MaHnepii sapasaq
L

Sipmens Heslihinears, Ultrasoued 20 5 E S8 Siresi Dlmet +1 (25 FE2B1E0
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Earvica — Cusiomed G Comfer o1 [BO0) BEE-T4 36
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H DICOM SR H TEEEE = i HM K AE i
WikiEcaM, He Bonan.?

Siameng Healthineers womMnaHuach FOYPERTIH YOk TR Dbt Ttk TERROBRICIRIE, WMIHN HSTHERNERIN Kapan
LisH Y AR yoRRROR, AP kv Saranay Cardiac CHCCM SR oepy sypanes apHsing Tascepinal

DIkl SHsAll NARGANAHYFS SEANAH TR MAHAMA SCHp HEMEDS Cama Macenas TYBIHAMAH ®arnaiaa, Semens
Headthingers iounanueCHEa D0 OdEra Typans sabapnaHmss.

By wecens sanah weyinegil
Siamens Healthineers xomnanaacs Gyn sacenen ACUSOMN Juniper sase ACLIS0ON Juniper Sefecl sydesiae
apranras Ters Gargapnamsansy KECAKTaMa KAHBETYL SeseriMad wewats Gonamns.

Siemans Healthinesrs cOMNAHHECHHLK, TYTHHYULNAZIR KEIMET BEDCATY HHEEHAD HyReHl waHapTy
MAKCRTRIHAS MBkae Sapy N Eocnapnay HeMecE BasNapNastant KECKTIMEA HAHAPTYH KOmEaTral
GOAFBDYEA, KALILETAN EEHARTY Typane abapnay YUK ciare xafapnacale. Barnapnardansy ¥acagrars
HAHAPTYE SIRNGHIN =aTp keee 2004 Kenges eETeMia=as0HE sapan nonmeTival Sonagw gen kyTineni.

Dl BEKEPTRO MATMYMLIH TapaTy:

FimmisHuagans ACUS0ON Juniper saes ACLSO0N Juniper Solect syianepeay Gapng radmanaHy B s HBIH
wahi xfiapaap Gonye kaper Backa ARaUMAARILH Ok acxapTnans Bapinrad Eeyincaanikke EaTeOTh
HENILARATT e AN, DCWALE DOpCETINTEE aperkaTTangl OpMHsOaFaHEH KEOAFEMAHEE,

AsEpaana [ T :

il oMM AARGANANY KEIHOS KArWCE1? OHWFE HEMECE Cana MSCENaC] ofklH ANFaH SEaFNaRSa, Syn TyEank
FOuA MedWaich sarnivows ogsranap Typans xaBapnay GergapnamactiHa CHNBAH TYROE HEMEOE BaeTTer
MOWITA M Hans apamine cabapnayra Sonans,

Bis amMgerniiinepain kiyinconifie RMTaMaceD BTYIE Sasd TYTHHYWENEDORE KEHINIHeH Weryra Bacesisi,
GeEpenly, Ocal emi SN0 Typams SCkapTy Gl TapaTyra 87 CanLICHaHLIA0L #oFaps Daranadsns Rane
ORI SCRPIHEN MEKEMEHILLE TYLHOAREH HBI KENMEH KONAACHIA0LE YiiH Bewipiy cynadmues, KoooiMiug
CypasTidniHe Bonca, Semens Heafthinaers TyTeMYWRNARE YNLTRAQLBLCTLE 380TTEyVNeD ¥aHlHaer|
EhiAMET KEpOETY opTaneiwia 1-B00-BEE-T4 36 wawipi SodniHLe X808pMackisd.
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ACUSON Juniper ' ACUSON Juniper Select 2 &5 Al &8 <187}

e g

Boa el DICOM SR(Structured Repoding) 1o AR df e 2, ACUSON Juniper

ACUSON Juniper Salact -F-aF 4] 2oqad o] o] 22 = 4 4 CHCOM SROH Ab ok olgat ok efjofod 4 o syl uf
I e L SR Pl E R e B I 1k R LR

EA4 RE
o] Hofi= U4 DICOM =gk sl gl of ] =) al clial gl i dk gl oh
Apgab o M Agming S B (Max] SRR iLA ALY H 8 4 Y Cardiac DICOM SR 7] 58 AR 8=
S e B
= WAL A e ool WS B,
. pbE ) - DICOR SR ) S E Rl el HE,
o i DICOM SR 3 elsl 3t ghiMing i # ol ghimax)s] 3841504 B, o 4w el &g ile)
g, o H5- 0 HooM SR F-obel Al &4 Akl At F &0 5 A A SHMing 5=
el Ehldaxol o5l 4 &G,
ol B 49 WA e Aty
o] & ol 3= ACUSON Juniper £ 50 1200 0|2 e 30 off FA N i fheflis oAk sl sbElel
A0 SO SR = AL AL R E -, ol Bl s et of ebg S fRgeu el
of §-# 4 44 DICOM SR “IEel| &) P3¢ i vfgul S L% el THE HYotds PP g Fo
ghizelc],
IR R o o e e B T R R Bl (R 1 i S =
el & = ACUSON Junipar =5 afan a2 g &0 Egled 92 VEIOOD off - s8R S ek o),
x} @ af Spok
A5 DICOM SR SFeyel M ol 7] 3 gpd el eyl Sap s mly 99 ) A ol o ale] s ¥
Hoajapel spalog g e 3dd e 5 sl
Fdv) gl abef i 3N Brol byl WA gane] 4 i) ghup e S 4l dk wl e ol 8] 3 e wh gl S sle]
4% DICOM SR Hofs BE o 4w Pa) alm A gh, 25 20 oD sbol g ake] R
b - el S B M o = R A
20240 281 T uE mlia s, Siemens Healthineers &= o] 2] el el 9f 0 o el g snaf 3 3 2e k)
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AN 29§ A7) 5l 48247} WY 5 gl 22
A o] el Eoll BAlel S Mk eZ gla b 2 e e oatE ol ekl g s Holghs o api e
£y S o=, AGUSON Juniper T fr58 of 280 5 & 2] el 6 o) 5 S8 4H8 B adlts e Fabgia]o),
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Siomens Healthingers 4= H % DICOM SR 4 o148 ARS8 414 & 7HE el 4bah 35, 018 8 2458 H4
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ACUSON Juniper un ACUSON Juniper Select ultraskanas sistému Hetotdjiem:

Cianflamals klient!

51 véstule paredzata, lal bridingbu CICOM strukturéto zinojurmu (SR) Junkeijas lietalajus par potencifiu
arodibas problému, exsporidjol izmeki8uma datus, mandojol ACUS0MN Juniper un ACUSOMN Juniper Selec
uliraskanas shidma escdo Sardlac DICOM ER Emekldjurma funkaiju,

Eas |r 81 probléma?
Problgma attiecas tikal uz Cardiae DICOM 3R lunks|as emenodanu

s kad ketotdjs Emants val konfigurs Cardisc DICOM SR funkelju. fal tkb radita MINIALA [Min ) vai
MAKSIMALA (Maks.) izmarts variioa, UN

= yelc vardkus merfjurmus sirds rajond izmeklidjuma laiks, Uk

= ekepond rezultdlus uz Cardiac DICOR S8R lunkelju, TAD

*»  Cardiac DICOM SR akam;: HERADIS MINIMALD (Min. | val MAKSIMALD (Maks, ) vartibu, bat radis
PEDESD izmartc vartlbu. Saja gediums Cardiac DICOM SR skalflaja atiélolais medums NEVAR BT
Emeklajuma lalks zmarma MINIMALE (Min ) val MAKSIMALA (Maks ) vBriiba,

Ko NEIETEKME &1 probléma?
51 probléma MEIETEKME vartibas, kas tek raditas ACUSON Juniper ullraskanas sisldmes galigaj zinojums,

Ja NEIZMANTOUAT Cardiac DICOM SR funkciju, §7 probléma NEIETEKMES Josu rezufidtus

&1 probléma neietakemé marfjumus, kas konfigurat, |ai raditu Cardac DICOM SR funkcija VIDEJO val PEDEIO
Lrrmelrfho v,

51 probiema NEIETEKME aprakinus. kas nemil no sirds izmeslajurma mérfjumiem

51 problEma NEIETEKME ACUSON Juniper ultraskanas sstému ar produkta versiju 2.5 un programmaliiras
warsgu VBIOD,

Kids ir iespdjamais apdrauddjums pacients drodibal?

Neparedrdias pnotds mEjurmu wirfbas, kas skatitas Cardinc DICOM SR skatftajs. var velcindt pacienta
slidivokla neparaizu diagnostiku vai negafi iotekmdéd IBmumus par pacienta apripi

Ir maz beama, ka var bkl neparaiz disgnosticéts smags warstula vai isdzimiais sends stivoklis picik avgsio val
pardk zemu mérjumu atélofanas i, o, eksporidjol uz Cardiac DICOM 5R skatfidju, sirds mekléjuma
Zinojuma aprékina wiTioas, fefisirebe uliraskanas atéli un ekrdnuznémumi liek precizi saglabadi.

Uz 2024, gada 7, lebruar Siemens Healthineers nav sanémis zinojumu par ievainojumiem, kas saistiti ar o
prokigmu,

Lisiotaja riciba Emas radils &

Lai Zvairtogs no polencidl nepareizas diagnozes nobekianas pirdk augsiu val pdrak zamu merjuma
atidlostanas dél, kad ir korfigurdta Bdin." val “Maks,” virfibas abi§lofana, mbsjuma winibas iedeicams skatit
ACUSON Juniper ultraskanas sist@mas galigaji zinojums

Biarmarna Healthineers, UBrsasqand 2200 5.E 5151 S Dt +1 (E25) 30201840
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Fal L s pears L) 1 11 L1 W RIE aikth i | 1 L o]l MEHAEEN 5 L0
Ja kliniskais novérigjums lika pdrskalits, immaniojot Cardiac CICOM SR skaitaju, Siemens Healthineers
imnaka pirskatil isprickdgjo sirds ultraskanas zmaklfjumu rezultatus,

Jan &7 produkls lietofanas [aikd rodas nevEélama blakusparddiba vai ar kealitili saisiia probléma, [ddzam zinot
par &a ncidanty Samens Healthinsers

Ka fiks novirsta €7 probliEma 7

Lai mowvdrsiu E;:rpml:dému Siamens HealthinBers veiks o ACUS0ON Juniser un ACUS0R Junipar Salect
sistdmai bezmakias programmaliiras abjauninaganu

Lai vienobas par ieshides apmekljuma daturmu, kad aljauninat sistému, ar Jums sazindsies Siemans
Haalthinaers Klientu apkalpaanas dalas indenieris, vai ar Jis sanemsiel norddes, k& atjiauninat sistamu
atalinab, kad programmaliras atjaunindjums bls gataws. Programmatiras aiaunindguems Sobeid ek izatisabts
un gakddms, ka tas bis pieejams 2024, gada pavasarlvasara,

Lbdeu, nedrokiniat, b visi ACUSOMN Juniper un ACUSON Junipar Select sistémas betotdyl Msu organizacea
un el Neteldji, ki, espéjams, i jhicformd, sanemiy 8238 paginoiema sniegio ar drofibu saistiio smformaciju un
veikiy SapElh pazinojuma nordcdilds darbibas,

Lie e Aumerikas Savien s Yal 2
Ja, I=tojol 4o produkiy, rodas newdlama blakusparddiba vai ar kvalitab saistia probdéma, par o probldému var
Zincd FOA MedWalch blakusparddibu ZinoSanas programmai linSsaisié, pa pastu vai faksu,

Fadeniy dodita un klient apmistndiiba ir misy augsiakas priortdtes, Més augsiu wiréjam Jlsu sadarbibu
ievérajol Sos produkia Belofanas saikumus un atvainojamiss par jebkadam Josu iestadal raditajam
riederlibiim. do Jums & will kidi jauldpemi, saziniabies ar Siemens HeaBhinaars Litraskanas pakalpojumu klientu
albaksia cendry = 1-G00-BBA-T436

Ar cienu

i e S e
Jarmes R Dabbs
Hyalltdtes nodrodingianas un normaileo lelo nodatas viceprezidents
Siemeans Medical Solutions LESA, Inc.
Ulrasound Business Area
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SIEMENS .-,
Healthineers -

SKUBI MEDICININIO PRIETAISO KOREKCIJA
HYACUSON Juniper” ir JACUSON Juniper Saelect" ultragarso sistemy) naudotojams:

Brangus kienie,

Siuo taigky informuojame DICOM strukiirizuaty ataskaity (SR) funkcios nawdolojus apie galima saugumo

problema eksportuciant hyrmo duosmenis su ACUSOMN Juniper’ ¢ ACUSOMN Juniper Salect” ultragarsa

sistomase numatyta Sirdies DICOM 58 fyimo funkclja.

Kaoki 7

Problema susijus s Su Sirdiss D000 5K funkcijos n:l.urlniinu:

s kai nsudodajas naudaja ir kenfigdruaja Sicdies DICOM SR funkcijy, kad by rodoma MIMIMALL (min} arba
MAKSIMALL (maks, ) Sraluota wend, IR

v yrimo metu atlieka kelis Sirdies sribes matavwmus, 1R

»  rezultatus eksportuoja | Sirdies DICOM SR fnkcig, TADA

e dirdies DICOM SR Jidrykla nerodys MIRIBMALPOS (men, | arba MAKSIMALIOS (maks. ) vertés, o rodys
paskyding Bmaluoty verg. Tokiu atveju Sirdies IGO0 5R nartykla)e rodomas matavimas gall NEBUTI
MINBAALL {rmin, | arba MAKSIMALI [maks_) vertéd, Ematucta bynmao metu.

Kam i probloma M R ko7

Probiema NETURI jlakos jokiai ACUSON Junipes ultragarse sistomes galutingje ataskaitoje rodamal varbal

Jal NEMNAUDOJATE Sirdies DICOM SR funkcijos, & problema NEDARYS jlakns rezultalams

Froodema NEDARD jtakos matevimams, sukenfigduciiems (alp, kad naudajantis Sirdies DICOM SR funkcija

ity rodorma vidubeed arba peskoting Emeiuota verbs

Protiema NEDARD jlakos skesfiavimams, gautiems id Sirdies byrima matavimy

Problema NEDARD flakos ACUSON Junipar ulragarso sisternad, gaminio yversiia 2 5, piogramings jrangos

veraia VB30D.

aki a galima ento saigai?
Nellketal pateikios matavimy venas, perkidngtos Sirdies DICOM SR Birykiéje, gali prisidéfi prie neteisingos
paclenta biklés deagnazas nusiatyrma arba nesgaamai paveikll S paceniu susiesius sprendimus,

Galimas pavojus, kad dal par daug ar per matai pabeikiy matavimy bus kisxSnga diagnozeata sunki vadhwy
ar jgimta firdies biklé, yra mazal bgatinas, nes eksportuojant | dirdies CHCOM SR 2okl tkslial Elaikemos
Sirdies (yrimo alaskaios skaldavimo vartés, redytl ultragarso valzdas r skrane o ikseed vaizda

iki 2024 m, vasario 7 d, .Siemans Heallhinears™ negavo jokiy pranedimy agie su §ia problema susijusies
sufalojimus.
Koki k i ima pavo|sus?

Siekian| iivengll galimos klaidingos diagnozés dél per digeles arba per matos Smaluoios venés,
rekamanduajama remtis matavima vartémis, rodomomis ACGUS0N Juniper ultragarss sstamos galutindge
alaskadnje, kal pagal konfiglracig tun bl rodoma men. arbe maks. warbd

F e e e |

]

rasl

Siemens Healttineers, USrasownd FH0IDBE. 5151 S Cirmet: &0 (2% 39022180
hnagual. B SA000 LISA Sba & Product informmatiorr =1 (880 B26-5702
Syl — CUuskOiei D Cander o (B | BER-T435
S o NS -haa Hran snrm Sof

Bz




JSlemens Haalthinears” rekomendunja pechiirab anksiesnsy Srdies uliragarsineg byrmmy rentates, kel kiinikinis
pearinimas buvo perdidraias naudojant Sedies DICOM SR Eidrykle.

Jel naudcjant 5 gamin| pasirelksty neigiama reakclja ar Bkify kokybés preblemy, praneskie aple incidenls
SShamens Healthinears™,

Kaip bus igspresta problama?

Semens Healthineers”™ ifspres Sia problema nemokamai atnaujindama jlsy ACUS0M Junipar e

LACUSOM Juniper Select” ullragasso sislamy programing prangs.

JSiamens Healthinears” kienfy aplarmnavimo skyriaus indiniafius susisisks su Jumis, kad sudaringy apsilankyma
staigujo ir atnaujinty sstemy arba informuos Jus dél atnaujinimo nuotoliniu bldu. kKai bus Skeistas programinas
jrangos atnaujinimas, Siuo mehs kuriamas programings jrangos atnaujinimas, kurj planuciama pabeikt ki 2024
ITl. pEVASEMD (VaBars).

Sig pranedimo turinio platinimas:
Isitikinkie, kad vist ACUSON Junapes” ir ACUSON Junipser Salact” witragarso sistemy naudolajai Jlsy

Elaigoe ir kil asmaenys, kanuos resaty informuctl; gauty su saugs suslusla informaciia, patelkty kartu su Sluo
pranafimu ir |alkytysi rekomendaciyy.

Naudotoi ! indae Amsrikos Yalstiose:
dei naudajant & gaminj pasiraifkd repagesdagamas jyykis arba kokybés problama, apie tai galima pranast
FOu MedWalch™ nepagaidauizemy jwykiy pranesimo programoje intermetu, paprastu pasiu arba faksw,
Paciendy sauga if klienly pasitenkmimas yra miksy svarbiaus priontetal. Esame dasingl wd Jisy
bendradarbiavima Siarme patariamajame pranesime nurmalyte klawsimu ir atsipradoms ud nepatogumus,
buriues tai sukels jisy staigal. Jei hurile daugeau klausirmy, kraspkibas | Siemens Healthingass Lilkrassound
Sarvice Cuslomer Care Centar” telefonu 1-800-B88-T436

Pagarhial.
sl sigoed iy v Do
?‘_nu Rmt_!:"iﬂ ._h l'l-:dl:l!'-aln'?‘ﬁll
dew Fab f T EEST
James R, Dabbs

Kokybés ir reguliavimo skyriaus viceprazidenias
Laigmans Madical Solutions LISA, Inc®
Hragarse yverslo sritis
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SIEMENS .-,
Healthineers -

PILNA KOREKTA WYROBU MEDYCZNEGO

Dla ukytkownlkdw systemdw ultrasonagraficznych ACUSON Juniper i ACUSON Juniper Select:

Szanoany Kllencle:

Miniajsze plamo ma na celu powladomiends uzytkownlkdw lunke)l ragetowania strukturalinega (SR} DICOM o
potencjalnych zagrozeniach zwigzanych z bezpleczenstwem podezas ekaporowanda danych 2 badaf 2a
pomoca lunkcjl badania Cardiac DICOM SR dostepnej w systemach ullrasonograficenych ACUSOMN Juniper i
ACLE0M Juniper Selecl

Ha cxym & bem?

Ten problam datyery | ogranieza sig do kerrystania 2 lunkeji Cardiac DICOM SR:

= gdy ukythownik whywa | kordigunuge funkcpe Candiae DICOM SR fak, aby wiydwiellaln BIMIRIALRMA (M|
fub MAKSYMALNA (Maks | zmigerzang wartode ORAZ

o wykomue wislokrobne pomilary okolicy serca poderas hadania ORAZ

= aksportuje wyniki do funkejl Cardias DICOM SR, WTEDY

= Preeglgdarka Cardlac DICGM SR MIE eydweetll wartadel MINIBALMNED [Min. ) ani MAKSYMALKNE ]
iMeks. | zamias! lego wyiwieti OSTATHIE zrmeerzone wartodcl. W akim przypadku pomiss wydwiellany w
przegladarca Cardiac DICOM SR mode NIE byd wartodciy minimalna (Min. ) lub MAKSYMALRA (Maks |
Fmiarzeng podezas badania

MIE d ten problem?
Ten probierm MIE wpbhawa na Zadne warodo wydwiallane w raporoe konoowym. systemu ACLS0ON Juniper
Jetll MIE korzystasz z funke)l Cardiac DICOM SR, ten problem BIE wpbnwa na Twoie wniki

Ten problam MIE dotyezy pomiarde skonfigurowsnyeh do wydwisllania SREDMIES lub OSTATHIE]
Zmierzong] wartodol w funkc)l Cardsac DICOM SR,

Ter problem MIE wplkswa na obliczana uzyskane ne podstawie pomiarde w badaniu kardialogleznym
Ten prablam NIE dotyery systemu ACUSON Juniper, warsls produkby 2.5, wersja oprogramowania WVEBI00.

Migsocrekiwans raporiosana wartosc pomianw ws'matlane w przegigdarce Cardiac DICOM SR moga
preyezynad sig o blgdnej diagnozy stanu pacienia o nagatywnie wplyngd na decyzje dotyczgces
POSlgPOWaNE T pacsniam,

Potencjalng ryzyke blgdnego rozpeznania cigikie) wady zastawk lub wrodzone| wedy serca na podstawia
nadmssmych lub redostalecznia reprezantowanych pomeancw Est mato prasdopodobne, poniewa® warysikie
waringcl oblczaniows Rpou £ badania serca, zarejesirowane obrazy ultrasonograficzne | abrazy ¢ ekrany 54
dokiadnie zachowywane podczas eksporiowania do preegladark Carcdisg DICOM SR,

Ma dzegh T ltego 3024 roku firma Slemans Healthnesrs e otizymala 2adnego zgloszenia o abrazenisch
zwigzanych z bym problamam

g Ahar unlknqﬂ mlm'rqalnm U|HI.'.|I'IE|J dtawmz:.' na DWELam nadrspmzmmwm Iul:r medmm'lenznla
= represasiowane| smiercane] wardosci, tabeca sig odwobywania 59 do wartobcl pomeardw wyswastlanych w
g Faporcie kefcowym systamu ulbradiwipkowego ACUSOMN Juniper, gdy kenfiguracia ma wydwiatisd wartodd
4 Min. b Maks
:
]
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Firma Siemers Haalthinesrs zaleca preeglad wynikow popreedmich badan ultrasonograficenych serca, w
proypadky kbbnych ocang kliniczng praeprowadzono za pomacy preegladarki Cardime DICOM SR

W przypadiy wystypisnia nigpokadane] reakc) lub problemdw z jakobcia podozas kortystania 2 lego produkiu
nabedy rodosic ben incydant firmis Siemens Healthingsrs.

Jak postanis rozwiazany ton problem?

Firma Siamens Healthineers usunie len problem za pornocs bezplatne] akluabizach oprogramowania Syshemow
ACLSON Juniper | ACLISON Juniper Select.

Inkyniar a5, obshegi kilera firmy Siemans Heallhinears skonfakiuja sig 2 w celu Zaplanowania wizyly w
placdwea | aktualizac)i systemu lub poinformage o zdalnej aktualizag, gdy aktualizacia cprogramowania bedze
dostepna. Aktualizacia cprogramowania jest obecnia opracosnwana | sZacuja sig. 28 bedzie dostepna
winsnaflatem 2024 roku,

i i n
Malezy dopilnowac, aby wsyscy uylsownecy systamow ACUSON Juniper | ACLUS0ON Juniper Selecl w

organizaci oraz inne asaby, Kira mogg polrreboswad informacl, oirzymaly odpowiadnie informace dalyczace
berpieczensben zowarte w ninigjs:ym powisdomieniu | podjghy okreslons w nim dziatania,

Dia weytkownikow w Stanach Jiednoczonych:

W preypadiy wystapenia 2daczena niepokgdinego lub problemu 2 jakoscsy pwigranegs e siosowaniem begs
produkiy, problem modna pglosic do programu zgtesrania sdarzen niepozadanych Mad\Watch prowadzonago
przaz agence FOA online, poceta lub faksam,

Bezpigcrenstwn pacigniow | sadowolenie klinnttw o nasze napayrsze prionytely. Deigkujemy za wspdiprace w
sakresie dorsdziwa produkiowsgs | prrepraszamy 2a whielkie nisdogodnogo rwigzane 2 tym produktam, W
preypadiy dalszych pytan nalely shontakiowad sig ¢ Centrum Obshugi Klienta LISG Siemens Healthinears pod
rumerem 1-800-888-7436

Z powmianiem
Flacirorvesily agngd by Am Clabhos
F.M___ Ramans ) &m sporrarg o dec e
Dk Fati- AT 0P 1A BET

Jarmes B Dabbg

Wiceprezes ds, |akosci | proepisde
Eiamens Medical Solulions USA, [ng,
Dziw ultrasonagrafii
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SIEMENS ..,
Healthineers -

CORRECAO URGENTE DE DISPOSITIVO MEDICO
Aoz os usudrios dos sistemas de ultrassonagrafia ACUSON Juniper & ACUSON Juniper Select:

Prazado chente:

Ezta carta tem o objetive de notificar os usudrios do recurso de ralatdnes eatriturados DICOM scbea um
possaivel oo de Sequranca ac s exponar dedos de sXaMmes com 0 FeCcUrss de exames cardlaces com
relabénics estruturados DICOM disponivel nos sstemas de ultrassonagralia ACUSOM Juniper 8
ACUSON Jumiper Selacl,

Qual & o problema?

Egsa problema & especifico o limifado a0 use do recurso de relatdnos estruturados DICOM cardiacos!

= Quando wm usuano wsa e configura o recurso de relatdnios astruturados DICOM cardiacos para exibir o
valor medido MINIBGD (M) ou MAXIMG (Max_j E

=  faz varias medigtes da reglao cardiaca durante um exame, E

*  expora oS resultados para o recurso de relatdnios estrulurados DICOM cardiacos,

* o visustzador de refatdrios estruleradgos DICOM cardiacss MAQ exibe o valor MINIMO (Min,) ou MAXIMOD
(Max ), & exibe, no lugar destes, o ULTIMO valor medido. Messe caso, 8 medida exibida no viswalizador

di relaldrios estruburades DICOM cardiacos pode MAD ser o valor MIMIMG (Bin.) cu MASIMGD (Max, )
rrsetarioy durantes o axanms,

0 gue NAD & atetado por esse problama?t
Essa problema NAD afeta nanhum valor exibido ro relatario final do sistema de uliraszonografia
ACUSON Jundper,

5e vock MAD usa o recurso de relatdnics estruturados DISOM cardiacos, este problema MAD afata os seus
rasuliados,

Essa problema MAD afeta medigtes configuradas para exiblr o valor madida MEDID ou o ULTIMO valar
o N0 FecUrsn de relatdnos estruturados DICOM cardiacos.

Este protdema MNAD afela céloudos destvados de medigtes de sxames cardiacos.

Essa problema MAD afets o sistema de ultrassonografia ACUSON Juniper, verséio de produlo 2.5, wersdo do
software VBIOD.

L 3 1l para a sequranea do pacients 7

Valores de medicdes relalados inesperados visualizados no visualizador da relatdrios estnaurados DICOM
cardiacos poderiam contribuir para um diagnosiics arminao da doanga de um pacienie ou influenciar de
mangica negativa nas decisies de frataments do paciante,

Q riseo potencial de diagnosticar incorretamante uma doanga cardiaca valvalar ou congénita devido &s
msdecOes acima ou abaixo dos valores comelos & improvavel, [3 gue os valores dos calculos dos relatérios de
examps candlaces. as imegens de ulrassoncgrafia regisiradas e &s imagens de capturas de 1ela 380 todos
mantidos de forma precisa Bo se exportar para um visuslizador de ralatdrios estruluradoes DHCOM cardiaces.

Até 7 de feverairo de 2024, a Siemens Healthinreers nio recebew nenhum malato de lestes relacionadas a
8E5E probésma

BOTRm [ L B

LA LEa

; vl Toma 3 evitar o risco potencial de proile
Para evitar possiveis diagndsticas arrdneos dewvido a em valor madido acima ou abaive do valor corrabo;
recomenda-se consultar os valores das madicies exibides no mlaténo fnal do sistema de ultraszcnogralla
ACUSON Juniper quando a configuragan for exibir o valor Bin, ou Max,

¥
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E & au iransferir @ revisar de axames i roveni fe

asfrufurados DICOM am contexto clinico?

& Sigmans Haalthinears mcomanda comsultar os resultados da exames da ulressonografia cardiacos
anterones. caso a avaliagio clinica tenha sido revisada por meio da um visualizador de redatdnos esinuturados
DICOM cardiagcos,

S0 ouomer wna reacas atwersa ou um problama de Gualidade com 0 uso deste produto, informe o Incidante a
Siemens Healthinoers.

Como o problema il re W 7

& Siemens Heallhineers corrigird esse probloma com uma atualizacao grabuia do softwam do seu sistema
AGLSON Jumiper & ACUSON Joniper Salac)

Um erpenhein de atendiments ac cliante da Siemans Healthinears entrara em contato com vood pare
agendar uma visita as instalagdss a fim d¢e atualzar o sistema ou informar wocd sobre uma atualizagdo remota
quando a atualizagho do software estvar disponivel. A atualizagda do softwara esiéd atualments em
dasenvolvimento @ estima-se gue esleja disponivel & partir da malajunho de 2024,

Carifique-sa de qua todos os usudrios dos sistemas ACUSOM Juniper & ACUSON Juniper Salect de sua
organizagan, 8 oulros quo precisam ser infoemados, recebam as informagdes perinanies pera & seguranga
fornecidas com este comunicado @ tomeam as acbes espaciicadss sgid.

Pa Lidri % r

Caso ocorram avenios advarsos ou problemas 98 qualidade relacionados ao uso deste produto, o protlema
poderd ser rslalado a0 programa de Redadonio de avarios adversos MedWatch da FOA. seja on-ne ou por
cornen ou fax,

A seguranca do paciente @ a satsfagao do chente sdo nossas maiores pricridades. Agradecamos a sua
cooperacin com aste aviso de produto 8 nos descullpamos por guakmpesr inconvaniante Que (850 possa causar
a sua imstiuicio, Em caso da dovidas, entre am coniato com o Siamans Haaltheneers. Uitrasound Service
Casstomer Cara Canter palo telefone; 1-B00-888-T436.

Atencinsameants,

Fr“h.fw'w"" J‘::Dmi
:Hﬂ,_., AARINT T TSR aCiaTeny
Oméa- Fpt & 654 FT 16 FET

James F. Dabbs

Viee-prasidenle de Duahdade o Regulamenlagao
Shemens Medical Salubons USHA Inc

Area de negocios de ulbrassom
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SIEMENS .-
Healthineers -

CORRECAOQO DE DISPOSITIVO MEDICO URGENTE

Ans utilizadores dos skstemas de ultrassom ACUSON Juniper & ACUSON Juniper Select:

N

Prazado Clisnbe:

Esta cara sarve para nofificar os utlizadores da funcionalidade DICOM Struciured Reporting (SR) de um
potencial problema de seguranga na expodacio de dados de exame com a funcianalidade de exame DICOR
SR Cardiaca daponibilizada nas sistemas de ulirassom ACUSON Juniper ¢ ACLS0OM Juniper Select,

Em gue congiste o problema?

Esta problema & especifion da ulllizagéo da funcionalidade DICOM SR Cardincs e estd limidado 8 mesma:

= Quando um ulifzador wiliza e configura a lunckmalidade DICOM SR Cardiaca para apresentar o valor
miedido MINIMO (Min.) ou MAXIMO (Max.), E

= Faz multiplas medigies da reglao cardiaca duranta urn axame. E

»  Exporia os resullados para & funclonalidade DICOM SR Cardiacs, EM SEGUIDA,

* O visuakzador de DICOM SR Cardiaca NAD apresenta o valor MINIMO (Min.) ou MAXIMO {Méix ) @
apresenta. am vez disso; o ULTIMD velor medido, Nesee casa, a medicio apresentada no visualizador
de DICOM SR Cardiaca MAD pode ser o valor MINIMO (Min, ) ou MAXIBAD (Max,) medido durante o

BAEITIE.
0 [rOF B8 ema’y
Esta problema NAD afels auakguer velor apresentada no Relatdra Final do S=iema de Ukrassom
ACUSON Juniper,

Se NAD ulilizar a uncionalidade DICOM SR Cardiaca, este problema MAD afeta 05 seus resultados.

Esie protdema NAD afeta mediptes configurades para apresentar o valor medico MEDID ou o UL TIRD valor
mepdido na funcionalidade DICOM SR Cardiaca,

Este problema NAD afeta céloslos dervados de medighes do exame cardiaco.

Esle problema NAD afefa o Sisterna de Ulrassom ACUSON Juniper, versao de produto 2.5, versdin de
software WVBIOD

Bual ¢ o potencial risco para & SSAUANGCS o PRcHNI?

A presenca de valores da madicio inesperados no relatdrio apresentads no viswakzadar de DICOM SR
Cardisca pode contritdr para um diagnostico incometo da condigio de um packenle au Influencar as decisdes
e gestao de pacientes de forma negativa,

O potencial fisco de diagndstica incorrete de uma condigAo valvular grave ou cardiaca congdaila davida a
sabrerrepreseniagiao ou subrepresantacido de medipdes & pouco provavel, urmnas ves que os valores de calculs
e rlabdrio do guame cardiaco. 85 imagens de ultfassom registadas & as imagens capiuradas no eord 58
mantdm lodos pracises ac serem exportasos peTE um visualizador de DICOM 5B Cardiaca

Ale T de fevensiro de 2024, Semans Heallhinears nao recebeu gualguer comunicacis de lesons

é relacionadas com este problama

& & medidas @ tomar o wutil tenelal deste problema?

& Para evitar um pelencial diagndsteo incorrate devido a sobrermepresentacao ou sub-representacio de um

= valor medida, recomenda-se a consulta dos valores de medicao agresentados no Relaldro Firal do Sistema
= de UErassom ACUSOMN Juniper guando configurado pars apresentar o walor Min. ou Mas,

z
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A Siemans Healivineers recomenda uma evisao dos msultados de exames antenores ge ultrassom cardiaco
erm gue a avaliacio clinica tenha sido revista com um visualizador de DICOM SR Cardiaca

HNa gvenhaidade da acoréncia de uma macds adyversa ou um problama de qualidade na sequéncia da
ufilizagao deste produto, comunique o incdente & Siamens Hoalthineers.

Coma vamos reso 7

A Siemans Healthineers ina corrigic este problema atraves de uma atualizagdo de softwere grotuila 5o seu
sistema ACUSON Joripar a ACLISON Juniper Select

O angenheiro &0 service da assisténcia ao cliente da Siemens Haalhineers Ird conlacti-lo para agendar uma
wisiia a5 suas instalaches para atualizar o sisterna ou Nforma-e de wna slualizacio remota guando a
atualizagio de software estejia disponival, A sluallzagio de sofbware estd em desenvobeimenlo e previ-se que
estaja disponived na primaveraiverdo da 2024,

Disseminagio dos conteddos deste aviso,
Cerifigue-se de que lodoes o5 uliizadores de sistemas de ultrassom ACUSON Juniper e
ACUSON Juniper Ssdect da sua ofganizagio, 8 qualsguer cutras pessnas que pOSSam precisar de ser

informadas, recebam as nformagdes de saguranga relevantas formecidas com esta aviso a realizam as acbes
anul espacilicadas

Caso ooorra um acontecimants adwerso ou um problema de gualidede duranie a utilzacio deate produio

poda comumacar a situagan as programa de Comurscaghe de acontacimentss sdversos MedWalch da FDA
online ou por e-mail ou {52 normal.

& seguranca dos pacientas & a satisfacdo dos clentes 880 B8 NOSAS princiEais priovdades. Agradacemos a
sy cogperacan rdativamanie a este avise de prodwlo & l[amenlamoes gualguer inconsenents que Sio possa
caLesnar na s inslitwiclio. Em oaso do ddvidas, enra em contacto com o Centro de Aposs ao Clienbe do
Senigo de Ultrassons Siemans Heafthineers através do ndmers 1-800-E68-7436

Alenciosarnenbe,

e Date Fab s RTINS
James B, Dabbhs
Vice-prasidenie, Ouabdade ¢ Requlamentagao

Siemeans Medical Soluons USA. Ing
Area de regicio do Ulirassons

Siarrern Healhinoers, UHraseund 23010 B E, S1at Sima| Cirect: +1 (425} 3525860
Issagquan. WA SEC0S LiGa Sakes & Product Imkemation: +1 JABR) 8284712
Fariica - Ciilamer Care Cecler =1 (200 258-T4 38
o T - i i (2
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ORECTAREA URGENTA PRIVIND DISPOZITIVELE MEDICALE

in atenfia utilizatarilor sistemslor cu witrasunete ACUSON Juniper 8l ACUSON Juniper Select:

Stimate clent.

fAceastd scrispare are scopul de a nodifica wiillzatonl funcilel de raportare straoturats (SR) DCOM cu priviee 1a
o potentiald problema da sigurania atunch clnd axports date de examinare ol functia de examirane DICOM
SR Canghac_ furnizatd pe sistemels cu ulfrasenete ACUSON Junipar st ACUSON Jengper Select

Care oste problema?

Aceasta problema esle specificd si kmilata b utdzarea funcliel Cardiac DICOM SR

= Abunci cind un utilizator utiizeaza si configureaza funciia Cardiac HEOM SR pentru a afiza fie valoarsa
REMIRAS (Rdin), T vaioarea MAXIMA (Max) masurats, Si

*  pfoctesara mal multe masurdior ala reglunii cardiace n tmpul uned examingr, S

= paponld rezultatale in lunclia Cardiac DICOM SR,

»  vizualizatorul cardiac DICOM SR NU va afiga valoarea MINIMA (Min) sau MAXIMA (Max) masurata, e va
afiga; In schimb, ULTIMA valoare mgsuratd. In acest caz, este posibll ca valoarea afisald i vizualizatarul
Cardiac DICOM SR 28 MU fie valoarea MINIMA (Min) sau MAXIMA, (Moo ] masurata fn impul examinarii,

Ca NU aste afectat de aceasta problema?

Acoastd problama MU afectaazé nicio valoare afisata In Raporbu! final al sistermulul ACUIS0M Juniper
Diacd WU utiizali functia Cardiac CHCOM SR aceasta problema NLI va afecteaza rezullatele,

Aceastd problamad MU afecieazd masurdtorile configurase pentru a afisa fie valearea MEDIE. fis ULTIMA
vakeane misurald in functia Cardias DICOM SR

Aveastd problema NU alecleazd calculele dervate din masuratarile examanului cardiac.

Aceasld problemd MU afecteaza sistemul cu ulirasunete ACUSOMN Juniper, versiunea de produs 2.5,
varsiurnes de softearg VBEIDD,

Care lul r i

Rezultatele neagteptate ale masurlonlor rapartabe, vizualizate in vizualizatond Cardiac DICOM SR, ar putea
cantribui la disgnosticanes eronatd a stEni unui pacient saw ar putaa influenia In mod negativ dacizille de
Tngrljire a paciantubui,

Rizcul potantial de a daagnostica gresit o sfeciiune valvudard sau conoenitald gravd a imemii din cauza wnor
maAsurdton supea sau sul-reprezentate este putim probabil, intrucl valarile de calcul din ragortul ée examinars
cardiach, loate imaginile ecografice inregisirabe si imagisle caplurate de pe ecfan sunt pdstrate cu acuratete |8
exportul calre un vizuwalizator Cardiac DICOM SR,

Tncepénd cu februarie 7, 2024, Siemens Healthineers nu & prirmil niciun rapor de vatiman kgale de aceasts
problema.

te urma utilizatarul

E Panfru & evita o eventuall eroare ¢e diagnosticare cauzati de o valosre masurala supra sau sub-

3 reprezentaia, este recomandal a& consultal valorile de mdsurare afigaie in Raportul final al ssstemulul cu
E ubfrasemets ACUSON Juniper alenei cand configuratia esbe de a afisa valoarea Min sau Max,

=

&

m

3

[ =]

o

T

Einens Haalihisaes, Ulirasaurd ZM0 S E 81sk Sirenl Dhriscl: + 0 [42%) 352-9480
Epsanquah, W8 DS LS Ealog & Product Infemadion; + 1 (BE8} B28.9702
Service - Customar Cams Cenlar = (3007 2287418
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Ca o intdmpla dacd am transferst ) am revizuelt datele de sxaminare cardiacd de la un instrument

M SR inm cadrul unui context clinic?

Slamens Healthinears recomandd o revizuire s rezeliabelor anteriosre aks scsmindrii ecografice condacs In
cazul in cars evaluares cinicd a fosl revizuild ou ajutord unui instrument de vizualizare Cardiae DHCOM SR

In cazul in care s& inregsireazd o reaclie adversa sau o problema de calitate la utiizarea acastui produs, V&
rugam =& rapartal incideniul caire Siemans Healthneers

Cum va i rerolvat problema?

Slemens Healthineers va corecla eceasta problemd printr-o achualizane graduitd a softwars-ulul sistemsion cu
ultraaunete ACUSOM Junipar sl ACUSON Juniper Select,

Inginerul din cadrul deparamentubul de Servied Clentl de |a Stemans Healthingers va va contacia pentru g
programa o YiZzia la unitalea des,, penird a actualiza ssbemul say perdru 2 @@ informa cu priviree la o
aciuglizare de la distantd atunc clnd aclualizarea softearm-ului este disponibila, Actualizarea soffwara-uil
esie in prezent in curs de dazvollare 4 Se esliimeaza ol va fi disponibild pand in primévara’vara anului 2024

Diseminares continutulul scestel nolificari:

W& rugam sa va asigurafi cé o)l ulilizaton sisternelor ACUSON Juniper 5t ACUSON Juniper Salect din cadnul
organizaliel dve, gi alte persoane care o pubied avea nevoie 53 fis nformate, primesc informatillea relevante
privind sigurania lurmizale cu aceastd nolificans 5i iau masurde spacificate In acessia.

Pentru utilizatorli din Statels Unite ale Americii:

Daca se Intampina wn avensmant advers sau o problema de calitate |a wiilizarea acestui produs, problama
poate fi raportatd programulul de raportare a evanimentelor advarse MedWalch al FDA, fis online, fie prin
sarviciul postal aau fax,

Sigurania pacientilor 5l satisfactia cienfilar sunt prioritalile noastie. Apreciem cooperarea dumneavoasirg ka
acesl avartismeant prlm |:|r|:||:|u5:..l S M CEram SCube pentrd orice inconvanignt cauzat iI'I'EE'I'[LIlfiEII
dumneavoastrd. Daca aveli intrebar suplimentare, va nigdm sa confactali Siemens Healthineers Ultrasound
Service Customer Care Canter la 1-800-888-7435.

Cu sbma,
Elecrmeally spped Sy L Sl
F.-qn..._.. Mranon [ am W doarre)
o, Fab a XA FET

Jamas K. Crabbs

“Wice Prasident, Cuality & Ragulatory
Siemens Madical Sclutions LUSA, Inc.
Ulirasound Business Ares
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POYHOE KOPPEKTWPYHOLWLIEE OEWCTBWE B OTHOLUEHWA
MEOWUMHCKOIO M3OENKWA
Ana nonLIoRaTened YNeTRaIBYEORLIX cHeTen ACUSON Juniper v ACUSON Juniper Selecl

¥ sawatame knuakT!

TG NMCEMD HANPABNARTER MENLIDEATEMAM e CTRYTYPHPOBaHHEY oTaTod (SR} CHOOM ¢ uenkes
YIESOMNRHUA © NOTAHLMATEHONA yTp0as GeIonacHocTE NP SHCNCETE Oasssis 0fcNeqosaaHni. BafofeserHblx ©
noMouER fyrsiEn Epapenontseckone ofcnegoaadna Cardlac DICOM SR, wsesusehen B yibTRasiyEonsix
cecTaMax ACLSON Juniper v ACUSON Juwper Salacl

M ZAKNEYaeTCE npolnese?

3ra npofinesE OTHOCHTCA MCANECHUTENSHO K WoIoNe30Eassel @ynrynd Cardiac DICOM SR & enemysougss

CITyUaE;

® ROMEA NONRIDBATEME NPUMSHEET W HACTpEWBRET giysne Cardat DICOM SR ana orobgsssi
MEHAMANSHOD (Min) wis MAKCWMANEHOCD (Max) skasEHd WanapeHdn 1

" OPOECIAT HECHONLED E3eneHEh ofnecTy cepaua 80 Bpema ofcneaoaanEa M

= EGROPTMRYET peayneLTaTH B Cardies DICOM SR, TO

® npdrpapes npocseTpa Cardias DICOM SR HE orcdpasast MAHWMANGHOE (M) ima
MAKCUMANBHOE (Max) saqeHue, 8 essecTo 370m noxassigaeT NOCNEOHEE jnaussue wawepanus. B
TAKOW cnyuyes oTofpaxaaksIil B8 NPOTpaMie NpocssaTpa Cardiae DNCOM ER peayiutar vassepauus HE
MOHET fkTh MAHWMaNGHER (Mn) ind MAKCHRMANBHBR [Max) dsadenden, fomussie mo apeme
ofCmEn0BaHNA,

HE HHAR Npodnevat

ara npotinerma HE satpansaasTt aHadesis, oTobpasasMbE B MTOMBOM OTwWETE YALTAIBYKOROR CHCTEM
ACUSON Junipar,

Ecnw g HE ncnoneayete dyspes Cardiac DICOM SR, enucadHan npabnewa HE noammeas Ha saum
Y TR T Tl

Ata npofinava HE aatparvesasT WaMapaHiA, HECTRpoEHREE Ona oTolipasedun CPEOHEND wime
NACNEOHEND axersesien. naMapaHiA, NONY-SaM0nD ¢ Mool ByHigidl Cardiac DICOM SR

Jta fipofineda HE BnnAeT 4@ pacdeTk, NomyYeHHES HE GOHOBE WIMBPEHWARA NDW KEPOHONGENEKEM
SRCIenonan,

Ara ngofinaua HE kacaartch yNeTRaIBYKOB0R CHCTEME ACLSIOMN Juneper ¢ BRpCasi NPoayKTE 2 5 o BEpeued
nparpakmHong ofacresaHdn VBIND,

(A AL

Crrofipaceaen 8 nporpavye mpocuotpa Cardiac DICOM SR HeomiaasHsid 0THETHER SiaHuil aMapaHni
BALSOET CTTh CEHEH W3 NPEHWMH HENPERWNEHOE AHArSOCTHE 3a00088aHWUA NAYMEHTE WA HECATIARMD NORAWATE
HA PELLIBHAA M3 BEOTHAID NELASHTA

MoTEHUMANEHEA PUGE HETNPARAMNLHOA QHAFHOCTHER TRMEN0ND ENSNaHHCND W BPOKOEHHON NOPOKE CEpaLn
M3-3 JHBLALEHAA W JAHWHRHNE DTEEREHAE M SHEH0HA HIMEPaHEA MAN, NOCKONbEY BEE DT THEIE
PACUETHLIE IMEsin MCCNEA0BAHME CAPALLS, 3ANKCAHHLIE YNETRAAEYHIEEE WINHpAReHH W CHUMIH JKpAHA
COKPAHAIRTCH NPH INCNCETE B NPOrpamey npocoTpa Candies DICOM SR & Toveos anae.

M eocroanwm ma 7 dpeepana 2024 1 kovnadwA Siemans Healthineers se nonysana cocbuienwd o TpaaMaz,
CRRLIMMLL C FTOA NpoGnawscd,

"'J"ll.'a..'-J---..'lu- LA L

=

Hrobe wafemaTs BOIMODHHEE DWHE0E 8 OHAMHOCTHER A3-33 SARLILEHWE AR SRAERE AR THAYNEHIA
NEMEpEHWHA, PEHOREHEYETCR CRORRTRCA GO IHAHEHIAMY HAMEBDEHNA, OTOGRASHEM LS B HTOIOBOM OT40TE
YNETpEYKOBON cHcTesm ACUBON Juniper, acnv sosdurypayus npagnonaraat orabpasenses
MAHUMATSHOND W MAKCHEMENRHOND 3a-aHE.

Slamens Haalhinoora URridcand TR S E S el St Direct: =1 (E25] 3R2-D180
limmpan, (S0l SRCIG LIS Sakea B Produd] Woersabion. =1 (58S S0
Senece ~ Cusjomes Come Center +1 (800} BBA-T435
wemans-heallhiresm com
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EANLADNOMMHYRCNGN DECNBA0RIHHA, B ROTODOM KNWHWGCKAR OLUgE GuWna NDoARNRHA © NORSHL K
nporpasmi npocaoTpe Candiac CHOOM SR,

B ciy4as aodsHEHORn MR MERENATENRHOA pearlpe Mim Nponasi ¢ £arsmsTROM 5 ICTanbI0RAHW
NaskscrD wanenvs coolugeTe ob weuwagesTe B Samens Healhineers.

Kak T T

Siemens Heathingers vonpanut aankye npoBinasy nocpeooTeom SecnnatHprn ofsaanesn NPOrpaMuesans
OORCNEwERTE BaleR cuorems ACLISON Junipess n ACUSON Junipar Selact

CneuManyoT No Tex-sEYacEos noopepsee Slemens Healthineers caaweatca ¢ aani, 4Tofsl 3JaNNBHMpoRaTe
BHIMT B BAWE YHpaRAaHHE R ofHOBEMEHWA cAcTess! NE0 “Tobk CoofilMTe O AMCTAHUMOHHOM OBHDENEHHA,

rorna Syner AocTynHo oSHORNEHWE nporpaskHore ofecnedanun. DfisoansHne NQOrpaMsBoro oecnesessm
CEAYAC HAXDIMTCA Ha CTA0NA PaXpaBoTEN W D ousHKaM TyIeT QOCTYNHG K BECsE Wi NaTy 2024 oga.

PacnpocTpavesua cogepeaHun GAHHGID YREGOMNBHHE;

YOI ECh, WD A0S NONLIDMITENM FTRaIayeoBLM cacTan ACUSON Juniper v ACUSON Juniper Salect 8
BALLEH OPFAHWIESLEE, 8 TAHOHE OPYIME MEYa, EOTORLY WyHHO NposssiDpMHPCRETE, NOMTYHLIETHE WHEDDAEL AW,
EACAKALCE BEI0NACHOCTI, NPSQOCTARNDHMYID B 3TOM YESI0WMNEHAN, H NDEONPAHANKA YEAIEHHEE B HaM
LERCTANA,

Ecnk fpst ApHMaHaiiiie AaneiHe RoIHMEND HEEanaTensHOe fRanaqss Wma Npoinesa, CERIAHHER G HAYELTROM,
aff 2Toh o CODEIWNTE, MCIONESYA Nporpaaay coofiwespd o sesenaTansHes saneswax MedWatch
YNPARNSHAR N0 E0HTROMNI0 33 KEHNBCTEOM MHLEELIE NPOLYETOE ¥ NEHapCTEEHHER CRaacTe (FOA), uHTepHET
oy noYdTy Anfo dhasc,
Seaonackos Th NEUSsToE W YITEMETEOPEHHICTE KNWEsTOR ABENAHGTCA HAWWMK TNE8HESH NPHODATE T,
Brarogapum 38 cOTRYHWHECTED @ PEMERY 37000 NPaIyNPEdQsHER B OTHILEHRK WIGENHA W NPAHGEHM
MABHHEHWA 20 8O HO0CTARNBHHLEG BALIBMY YpaRgassas Hayooborea, Ecne y BEC OCTANWCE BANQGCKI,
OGEATHTECL B UEHTR OSCMYSHBAHNE KNWEHTOA Mo BONPOCEM YNETRRIEYECELIY YCTPOHCTE Siemans
Heallhingars no Tonedpoery 1-S00-B00- 7435,
Ty mamerieen,

Elon Tl S By Jni Clabeirn

P B ot 3 SO R
Jameasz R, Dabbs

Buug-rpeidaest, oTA8m D EHRcTEy W HOPMATHEHD-NPABDELM BONEOCEM
Siarmens Medical Solutions USA, Inc

ElIHc-sipanimasn ¥k TRAIRVEOELY YCTROACTE

Sinmans Haalihifeers, Ultrasound D 5. BEs Bmeat Diraid 1 (435 339130
ImEaquah, Wi GAO2E LISA, Eaks & Producd InTommatican +1 (888 B&3R-5702
Spnine = Cusiomer Cen Coenler +1 (500] BES-T436
semem-faafineens com
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HITNA ISPRAVKA MEDICINSKOG SREDSTVA

Za korisnike ACUSON Juniper | ACUSON Juniper Select ulirazvudnih sistema;

Paodtovani &lijanti

Chvo paarmes treha da obavesti korisnike o karakieristikama DICOM siruklurmeg izvesiavania (SR e

polenciakem berbadnosnoem prablemu prilikom Evoza podalaka o pregledu sa lunkeijom Cardiae DICOM SR

pregleda koga je obezbedena na ACLS0N Junipar i ACUS0MN Jumiper Sebect uliradvednim sistemima

U Samul je prok 7

Orva| problem pe specifilan | ograniten na upotretyu Cardiac DICOM SR funkeije!

= Kada korsnik konsb | konfigunde Cardiac DICOM SR funsciu 28 prikaz MINIMALME (Wi
MAKSIMALME (Max) lzmearene vrednostl, |

= &l videstruka merenja sréancg regiona tohom pregleda, |

= lzvozi rezullate u funkoiju Cardlac CHCOM SR, A ZATIM

*»  Pregiedad Cardiac DICOM SR NECGE prikazati MIMIBALNU (Min) i MAKSIMALNU (Max) vrednost i
wmnesio loga da prkazatl POSLEDMNIY izmerenu vrednost, U lom slufaju. prikagans marenja u pragiadadu
Cardigse DICCM SR NE mode bili manimalna (Min) il MAKSIMALRMS, (Max] vradnosi Emerena tokom
pregieda.

Ma dta ova] problem NE utite?

Owva| probiem NE wile ni na jednu vrednost prikazanu o zavednem ievestaju ACUSOMN Juniper ultrazyuénog

sistama

Ak ME korigtite funkciu Cardiac DICOM SR, ova| problem NE utide na valie rezdlisle.

Dvaj problem ME ulide na meren|a konfigerisana da prikezujy PROSECHU il POSLEDMNJU Emerenu vrednost

u funkcii Cardiac DICOM SR

Owa| problam ME utifte na proradune izvedans [z menen|s praglads anca.

Owaj problem ME utibe na AZUSON Junipar ulrazvudnl sistem, verzia proizveda 2.5, verzija softvera VEIOD,

Koii su moguci rigicl po bezbednost pacijenta?

Meofakivana prijavigna yradnash meranga prikazane u pragledadu Cardiac DICOM SR mogu dopeined

pogresno) dijagnozi stanja pacijanta B negativio wlicatl na odiuke o lefenju pacienta

Patanciialni rizik od pogreine dijagnoze tebkog valvulamog i urodenog sréanog stangs od preko i isped
predsiavijenibh merenja je male verovatan jer se vrednosti zradunavanga izveiiaja o eréanom pregledu,
snimfani ultrazvudni snimei | snimes snimljeni skranom taéng odrfavaju peditom (zvozs u pregledad Cardias
DICOM &R

Od T, februara 2024, goding, kempanija Sssmens Healthinears nije prim#a nijedan @vebta) o povredama
naglalim usled ovog problama,

- Hoje koraks k mo B3 iremL I e YA O DO TG | i Tt lanna 7

% D bi s& bhegla potencijaing pogresna dijagnoza prekomema il nedowoljno predstavienom izmenenocm

: wrednediu, preporuiuje s da pogladate vrednosti marenja prikazare u kenadnom (zveiiaju ACUSOM Junipar
Eﬂ ultraEwsinog sisinma kada konfiguracia tretha da prikada 8in i Max vrednost

5

:

5

]

Siemers Healthinoers. URrasscnd 213 S.E Elal Srea| Direct: &1 JE25} 4055180
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Bia ako prenssem | pregledam podatke kardioloke eda iz DICOM SR alata u kiin

kon 7

Kompanija Siemens Haaltuneers preporufuge pragled pratfcsdnd rezuflata ulirseeotnog pregleda srea gde (@
klinitka procana pregiedana pomotu pregledaia Cardiac DICOM SR

U sludaju da dode do nedehens reakcipe ili problema 23 kealitefom prilikom upsirebe ovog prolevoda, incident
treba da prijavite kompaniji Stemens Healthmesrs.

Kake co oval problewn bili olidosien]

Kompanija Siemens Healthineers oe re$ii ovaj problem besplatnim afuniranjem softvera za vasa
ACUSON Juniper i ACUSON Juniper Seloct sisterma,

Indanjar za karsnicku padriku i@ kompanije Siemens Healthineers ¢e vas kontakitirati kako bi zakazao posatuy
ustanoyl radi afuriranfa sistarmna i vas obavestio o daljinskom aZuriranju kada auriranje softvera buds
dosiupno, Aburirsinji soffvera j@ frenuing u raeyvoqu | procenjue s da ¢a b dostepno do proledéatela 2024,
gadinea

Sirenjn ja ovog obavestenja:

Uverite e da avi korisaicl ACUSON Juniper § ACUS0OM Juniper Seleat ultrazvegnih sistoma u vagao
arganizaciji, kao i drugi kofl oe madda morati da budy chavesteni, dobiju relevanine bezhednosne informacis
date uz ovo obaveiienjo | predusmu radnja navedens U njemu.
Za korizni jedinjeni itk
Ako dode do neteljenog dogadaja il problema sa kvaltetom prilikem upotrebe cvog prodrveda, poobéem se
rcda prijavit programiu FDOA za prijedjivanje naZeljenih dogadaja na mradi & putem godte i faksa.
Bezbednost pacijenata | zadovoljstvo kupaca su na% najeed prioritati, Cenmo vasu saradngs U ved 5a oam
Edvelem & proizvodu i izvinjayvamo se 2a sve noprijainost koje ovo uzrokuje vaiol ustanow, Ako imate
dodatnih pitanja, obratite 28 cemr za korisnicku podrik za ulirazvutna sredshva kompanipg Siemans
Haalihineers na 1-FD0-BRE. 7438,
5 podtavanjam,

D Farr 8, I3 PET
Jamas B Dabbs

Popredsednik, Cdsek za pitanga kvalibeta i propisa
Siemans Medical Solutons USA, Fnc.
Lirasaund Busknesy Araa

Elemiens Haallhivaars, Ulirassund FHHD S E 8% Sineel Dl +1 4255 392-5000
Eemngquech, VWi GHOE LISA Eafong A Proghect Inloematan . + 1 (380 A2A-5702
Hervice = Cushomar Cane Canlar =1 (800 RSS-T438
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NALIEHAVA NAPRAVA ZDRAVOTNICKEJ POMOCKY
Poulivatefom ultrasvukevych systémaov ACUSON Juniper a ACUSOM Juniper Sebect:

Vadeny zakaznik,

tymio Estom chopme powdivateloy funkcie DICOM Structured Reporling (3R) upozoonit na potencialny
bezpadnostny problém pri exporte ddajoy vySatrenta pomocou funkele wylstrants Cardiac CHCOM SR, Ko
poskytujl ulirazvukove systémy ACUS0N Junipera ACUSOMN Juniper Selact.

9 aky problém 53 lednd?

Pri funkciu Cardiac CHCOM SR e Specificky lento problém. kKlory je obmedzeny na jgj poudifie:

= kad poufivatel poudivae a kenfiguruje funkciu Candiac DICOM SR, tak aby sa zobrazika bud mamerand
hzdnioda MIMIMUM (Min). aisbo MASINVLIN (Max), A

»  yshuloéfuje viacard marania srdcovey oblasil potas vysatrenia, A

= gxportuje vysiedhy do funkcle Cardiac DICOM SR, POTOM

=  prehisdat Cardiac Dll:'lj_'l'ﬂ SR MEZOBRAZ] hodnotu MINILIBA (M) alebo MAXIMUIN (Max) & messto
foho zobrazl POSLEDMNU namsarand hodnoty, W takeen pripade 2obrazené messnie ¢ prehliadadi Cardiac
DICOM SR NEMUS| predstavoval hodnoty Messmium (Min] akeba MAKXIMUM (Max) namamnd poéas
wysatrenia,

Co tento probléim NEOVPLYVRUJE?

Tents problém NECWPLYVHLUE Hadnu hodnotu Zobrazend v konedne| sprave ulbreevukoveho systimu

ACUSON Juniper.

Ak NEPOLZIVATE funkciu Cardiac DICOM SR, tento problém NEOVWPLYVRUIE vade visledky.

Tenbs problém MEOVPLYWVHLLE merania kenfigurované tak, aby sa zobrazia bud PRIEMERMA, slebo

POSLEDMNA namerana hodnota v rAma funkcie Casdisc DICOM SR,

Tenbe problém NECVPLYWVHULIE vwwpolty odvodend od meranl videlrenks sedoa,

Tente prablém NECWVPLYWRLLUE ulirazvukowy systém ACUSON Juniper, verzia produkiu 2.5, softvérovs
wearzia VEIOD,

Aké je potencidine riziko pre bezpeénost pacienta?

Meotakivand zaznamenand namersnd hodnoty zobrazend v pretiisdati Cardiac DICOM SR by mohii
negativrym sphsobom prispiel k nesprivne) diagnostike ochorenia pacikenta alebo ovphywnit razhodnutbia
tikajice sa manadmenty pacienta,

Faotencialne riziko nesprévnej diagnostiky zdvadného chiopdového alebo wrodendho srdcového ochorenda
pacienta v dbaledku uvedenia nadmemich alebs nedestatofmych meran| j@ nepravdepodobng, nakolks
wypocitarsd hodnoly v gAznama ywietrania, zaznamenans ultrazvukowve zobrazevanie & obrazy zachytené na
obrazovke sa pri gxparte do prehlisdata Cargeac DICOM SR zachovivaph wietky spravne.

0d 7. februdra 2024 spokeénas! Siemans Healthinesrs nedosiala Sladne hidsenie o poraneniach savisiacich
& byrn probidmanm,

tenciadinemu rizlku

Aby sta Ba vyhi potenciding] nespravie] dingnostie v dislediu uvedenia nadmernjch alebo nedostatesnych
nameranych hodndt, ked koadigurdcia 2obrazuje Min alebo Max hednoty, odponifams nadit =a nameranjmi
hodnotami zobrazenymi v konedne] sprave ulirazvukovaho systému ACUSON Juniper.
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Spotolinos! Siemens Healthineers odponite posudit wweledky pradochadzajiceho ultrazvukoweho vyielrema
srdca, kedy =3 kEnichy posudok hodnotl pomocou prehliadada Cardias ICOM SR,

A% sa pri pouivan! fohte produkiu wyskytne neZisduca reakcla alebo problém s kvaltou, nahlaste wialost'
spoloctnosh Siemens Healthireers,

Ako b bl .

Spoodnos? Siemens HeaBhineers tenfo problém bezplatne napravi sofivarowvew aktualizéciou vasho sysbému
ACLUSON Junipar a ACLS0OMN Juniper Salact

Hontakiuje vas indner zakaznickebo sardisu 2o spalodnostl Siemans Healthineers, aby 8 vami naplinoval
navEievy pracoviska, pofas kiore) akiualizuie systém. alebo vas informuje o vedialens| akiualizaci sofedng,
ked bude dostupna. Tato akiualizécla softvéru sa akiefne wilja & adhaduje sa. ke bods doalupnd do jarileta
2024,

mia:

Labezpadcle. aby vEaick poulvatelia syatémow ACUSON Juniper a ACUSON Jumiper Salect va vade)
organizac a dalke osoby, klord mie potreboval tele infeamacs, dostall prisludnd infommacs kaice sa
bezpeinost vwadand v boemta oznameni a prijall cpatranla wvadend v larmba azndmeni,

Pro i Fonw w y
W opripade nefiaduce] udalost alebo probéému s kvalitou v survislsst! 6 pouivanim tohlo produkie mddebe

priobldm nahlasit' do programu hidsenia nadiaducich udalosti MedWateh Spravy potravin a Badiv v USA (FDA |
gnline, prosirednictvom beine) posty alebo faxu.

Bazpeinos! paciantov a spokajnost zakaznikey pradstavuju nade napeyisie pronty, Ocefujems vasu
spolupracu ohfadom toho cznamenia o produkbe a oagravediiujeme sa za akékolveh neprijgmmosh, korg
miiFa 'BFH!IE-Bblt' vaimu zaradeniu. Ak mdte dakis clazky, obrille ca na centrum Siemans Haalthingars
Uitrasound Servica Customer Care Cenlar na teleftanom tishe 1-BD0-EEB-T436,

5 pozdravom
EfrTTONACEty SAed 8 ST D
A Cirre oy 1, S T T el
James B, Dabbs
viceprosdant sekéin bvalty a regulatnych zaleditost]
Siemens Medical Solutons US4, Inc
QObchodna divizia ultrazvukowych zarisdeni
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NUJNI POPRAVEK MEDICINSKE NAPRAVE
Zn uparabnike ultrazveénih sistomoy ACUSON Junipar in ACUSON Juniper Salact |

Spofiovana cengena stranka;

3 fem pismom obwedCamn uporabnike funkcie strukiuriranega poreéanja (SR} DICOM o morebiinam
pomislekuy glede varnosti po izvatanju podatkoy predskeva s funkcijo preiskave Cardiac DICOM SR, & j2 na
wokin v ullraevodnima sstemoma ACUSON Juniper in ASLIS0N Juniper Select

Kaj jo tezava?

Ta tezava jg spacifiéna in pp omajena na uporabo funkcije Cardiac DICOM SR:

= Ko uporabaik uporads in konfigurira funkecijo Cardiac CICOM SR tako, da kadas MINIMALMG (Min) ali
MAIVECID (Max) izmerenn vradnost. (N

- Med pregledom oprav vadkraine marntve sréne regEa (]

- Mato izvezi rezuliate ¥ funksijo Cardiac DIZ0OM SR

= Pregledavalnik Cardiac DICOM SR NE bo prikazal MIMIMALKE (Kin) ali MAWESIE [Max) vradnost,
lermved bo namesio lega prikazal ZADNMC izmanenc wadnoest, Y bem primeru prikazana mentay
pragledovalniku Cardiac DICOM SR morda NE bo nagmanjga imen) all NARVECJA (najvedia) vradnost,
izrmarjena med praiskawn

Na kil is telava ME vplvad
Ta teXava NE vpliva na nobano vradnosl, prikazang v kondénem porotHe sistema ACUSON Junipar.
e funkcije Cardiac DICOM SR ME uporabliate, ta te2ava ME vpdva na vade rezultats.

Ta l=dava ME vpliva na meritve, konfigurirane za prikaz POVPRESHE ali ZADNJE izmarjene vradnost v
lunkciji Cardiac DICOM SR

Ta ladava ME vpliva na lzradune, b izhagsio iz merilev srénega pregleda,

Ta takava ME vplive na ulirazvodni sistem ACUSOM Juniper, razidicn ipdelka 2.5, razfica programske
oprema VEIOD.

hlll:lrlta-kl:l'-rana smmﬁana vra-:ln-:hsrl ity c-ﬂkaz&na  pragledavalniku Cardias DICOM SR, lahko prvadajo
@0 napaline diagnoze bolnikovega stania a8l negativne viglivajo na odiofitve o zdraviens balnika,

Morsbitng bveganje napatne disgnoze hude bodeznl sréne zaklophe ali prirojens balaznl srea zasadl proved ali
promalo predstavijanih maritey je malo verjeteo, 58] a8 wednost Zraduna porodila o srérem preghedu, posnati
ulirazvoln posnethi in slike, zalete na zaslonu, vae natandng ohranijo pr izvezu v pregiedovalnik Cardiag
DICOM SR,

Da 7. fabrusna 2024 Siamens Healthineers ni prepel nobenaga potefila o podkodbah, povezanih s to tefave,

I:Ia I:H L1 ngml r'ru:lrd:ulnl H:q.'!-'lfnl l:llagnun Zaradh prau'aili:a BH premqh-ne '.'ram'rnﬂu e, & priparadljive,
da ge sklicujete na wednost mesitey, prikazane v konénem porodilu wirazvodnega sistema ACUSON Junipar
ko aa) kenfiguraca prikade rapmanjio ali najvedijo vrednost

(1%
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Sinmans Healthinesrs priposoda pregled predhodnih razuttatov ultrmzvotnega pragleda sroa, kier jo bils
kEniCna ccena pregiedana r uporabe pregledovainika Cardiac DICOM SR

Ca e pri uporabi lega izdeka pojav nedelon udinek ali tefave s kakovostjo, incident prijavite druzbi Siemens
Healihineers

Kako bo tedava odpravilsngd

Sigmens Healthmesrs bo o bedfavo adpravil z brerpladno posodobitviio programske opremea vafega
ulfrazvoénega sistama ACLIS0OMN Juniper i ACLISOM Juniper Salact

Vas indanir servisng shufba iz podjelis Siemans Healthinesrs vas bo kontaktiral, da =8 dagovorite za abisk
objekia za posodobitey sisfema, &l vas bo cbvestil o oddaljenl pesodobitvt. ko ba na voljo. Posodobdes
programska opreme je renubra v razvoju in o predvidoma ng volo pomladipoleti 2024,

Posredovanje vsebing toga obvgstila;

Poskrbile, da bodo vai uparabniki zadeynin ulbrazvednib sisternoy ACUSOM Junipar in

ACUSON Juniper Select, v vasi arganizacii & drugi, ki jih boste morda moral obvestii. prajall informacie.
pomembne za varnost, navedene v tem obvestibe, n izvedll wkrape, navedens ¥ tem obvasliu

Za uporabnike v Zdrudenih driavah Amerike;

Ce pride do nefelenega dogodka ali letave s kakovostio pri uporabl lega izdelka, se lahko tedava prjavi FDA-
jEvarny programu 2a pomodanje o neZalenih dogodiih MedWatch na spletu, nevadnl podB all faksu,

Vamaost balnikow in zadovoljsten strank st nadi napedl priortsl. Canimn vate sodelsvans 4 larm opozonlom

ghedn irdelea in se opravifujema za morabisne neviacnosti, ki jin o povzroda vadi ustanaw, Ce imate dodatna
vpragangs, 5o obrrdle na servisni canter za pomod BirAnkam za uitrezvofng naprave Siamens Healthineers na

T-BO0-ARR-T426,
Lep pozdray,
Eﬂ:unw S i by o il
W | T T el
P e
James R, Dabbs

Podpredaednik, Kakovas] i regulativa
Sesmans Medical Soldions USA, Ing,
Ullrasound Business &rea
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BRADSKANDE KORRIGERING SOM GALLER DEN
MEDICINTEKNISKA ENHETEN
Till anvandare av ACUSON Juniper- och ACUSON Juniper Selactultraljudssysteman:;

Basia kund:

Dty bresw ar avselt alt informemn arvandara ay funktionen CHCOM Structured Reportng (SR om att potantislil

gikerhetsproblem vid export av understkningsdata mad undersdkningsfunktionen Cardiac IC0OM SR sam

tilbsandahdalls pi ultraljudssystemaen ACLSON Junipar och ACUSON Junipar Salact

ket prob El det?

Deiia problem ar specihil (S och begransal il smddndningen: av lunklionen Cardiac DRCOM SR,

s Maren anvandare anvander och kenfigurerar Tunkbicnan Cardiae DICOM SR fte alf visa anfmgen dal
LAGSTA (MEn) aller det HOGSTA [Max) uppmigita virdel OCH

*  GAr Nera matmingas av hjarregionen wnder an wndersokning, QCH

o Exporierar resultaien d inkGonen Candisc DICOM SR, DA

= Cardiac DICOM SR-vigningsprogramme visar INTE det LAGSTA (Min) elfer det HOGSTA vardat (Max)
och visar istiliet del SEMAST uppmatia vardat, | 5a fall kanske den visade matningsn | Cardiac DHCOM
SR-visningsprogrammat INTE ér det LAGSTA (Min) eller del HOGSTA vardat (Max) som uppméitts undar
undersikningan

Wad kas INTE av detta problem?

Dweita problarm paverkar INTE nagol «Ande som visas pa ACUSON Junipar-uliraljudssysiemels shirapport,

O du INTE emvander funklionen Canias DICOM S8 pdverkar detta prablem INTE dina mesufiat

Datta problam paverkar INTE mdtningar som ar kanfigurerade % atl visa antingen GEMOMSNITTLIGT virde
gllar dat SEMAST uppmitta wardet | funklionen Cardiac DICOM SR

Datta problem paverkar INTE berékningas som hierdr fran mainingar vid hjdrundersgkning
Dhatta problem paveskar INTE ACUSON femper-uliraljudsayitamal, produkbversion 2.5, programyaruversion
VBE3I0D.

llken ar dan potentiels rsken fHr entens hilsa?

Cviintade mpgorierada mabvarden som visas | Cardiac HCOM SR-visningsprograrnmet kan bedea Gl hetakisg
diaggnos av en patients lilistand eller paverka basiul om patlenthanianing pd etl megalivl a8l

Den potentiella rsken (& feldiagnostisanng ay atl allvardigt valulan eller medtit hjartfal pa grund ay bwer-
eller underraprasanterads miiningar ar esannolik effarsom berdkningevéardana far
hjardundarstkningsrapporten, de registrerade ultrafudsbilderna cch Sgonbdickshilderna bibehalls alla exakt vid
axport till en Cardiac DICOM SR-visningsprogrammet.

Sedan den T fabruar 2024 har Siemens Healthineers mile motagit nagra rappoder om skador relataradea Gl

- detha,
% for att undvika de majliga riskerna med detia problem?

& Vi rekommenderar att man hanwvisar fill de matvarden som wi=as | ACUS0N Juniper-uliraljudssysiemens

& slutrappor ndir konfigurationen ar salt att vise 3Min- ader Max-vBedat for att undvika sventuell Feldisgnos pa
I grundd av el fvar- aller undamapresanterat matyvandas.

m
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Wa nder am dverldr ach granskar ders in ala frin el DICOM SR-ye i et
Eliniskl sammanh T

Siamens Healthingers rekommenderar én oranskning av resuliaten fran tdigare wiraljudsondersdningar ay
hjartal ditge den kliniska bedomnmimgen granskades med higlp av et Cardiac DICON SR-vigningsprogram,
Qm an bivarkning eller kvalitelsproblem uppstar vid anvandningen ay denna produkd, vénligen rapporera
incedenian lill Siemens Healthinesrs.

Hur kommer problemet att [osas?

Siermens Healthinears kaemmaesr atl Slgdarda problemst med en grabs programuppdatering fill ditl
ACLISOMN Juniper- och AGLISON Juniper Select-systemn,

Dien hwndserviceieknker Irdn Siemans Heallhinears kammaer alt kontakia dig fde al boka lid foe besix pd
sjekhussd G all uppdatera systemet eller informera dig om en farruppdatering nar programyvariuppdateningen
ar tillganglig. Programuppdabeningen ar for narvarande undar vivacking och baraknas vara illganglsg
vilrensommaren 2024

ridni i i m
Se il it alla anvandane ay ACLIS0N Juniper- och AGLISON Juniper Select-system inom din gorganssaton, och

andra som kan behova mformeras, far den elevanta sakarheismformationen som tliendahalle mad data
mestdatands och vidlar de aigarder som anges har

For anvi i =
Qi an Biverkning eller elf kvasletsproblem uppstar vid amaandning av denna produkt, kan problemst

rapporteras (il FOASs MedWailch program fir rapportering av bivarkningar antingan online, wa vanlig pest allar
Fa.

Patienisdxerhet ach kundndjdhel drvara hbgsta prioriteringar, Vi uppskattar diff samarbeta mad denna
produkiradgivaing och ber om ursikt B evenlualla olagenheber som deita orsakar din institution. COm du har
yiterkigare frdgor ska du konbasta Siemens Healthineers Ulirmsound Senice Gustomer Care Centar pa
1-B00-BER-T436
Vianliga hilsningar

I:Iul.rn:.rl.:l.l'p maareed b &m Clabhe
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James R, Dabbs

Vice Prasident, Quality & Regulatory
Siemens Medice Solutions USA, Ino,
Ultrazound Busingss Arga
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ACIL TIBBI CIHAZ DUZELTMESI

ACUSON Juniper ve ACUSON Juniper Salect Ullrason sistemleri Kullameilan igin:

Degerd Migterimiz:

Bu mekiubun amaci, BICOM Yapesal Raporlama (SR) ozedligl kullamcilanni, ACUSON Juniper va

ACUISOMN Juniper Salact Litrason Sisteméaninde sadlenan Kardiya® DICOR SR muayens tzellil le muaysne
varibarini diga aktanrken olasi bir givanlik endigesi nakkinda bilglendinmakti

Soryn nedir]
Bu sorun Kardnak DICOM SR ozellkgmm kullanimina eglddr ve bunenls sinirhidar;

v Bir kullanic Kardiyak DICOM S8 Gzelliging MINIRILBR (Min) veya MAKSIMUR (Maks) Slcllen deden
porintilemek igin kulandifinda ve yapilandirdidinda WE

*  Bir muayene sirasinda kardiyak bolgenin birden fazla Sgimdnd yaptsfinda VE
»  Sonugian Kargyak DICOM SR ozaelligine aktardiginda, BU DURUMDA

*  Kardivak DICOM SE gorintiieyic MIrIBUR (Min) veya MaESIMUM (Make) degen GORDNTULEMEZ ve
bunan yerine S0OM Skolan degen gérintliler. Bu durimida, Bardivak DICOM SR goninbikeyicide
gl:'rn'.hm'.llan?nl algiim, miayensg srasnds Giollen MINIBMUR (Min) veva MAKSIMUM (Maks) deger
CLMAY ABILIR.

Bu sorundan ETKILENMEYEN nedir?
Bu sorun, ACUSON Juripor Ultrason Sistemni Son Raporunda gorinbienen highi dagarn ETKILEMEZ.

Kardyak DICOM SR Gzegim KULLANMIYORSANIZ, bu sorun sonuglarimizi ETKILEMEZ,

Bu soren, Kardivak DICOM SR oealliginde ORTALAMA vaya SOM Olpdm degann gordntilemeal zeara
yapulanadiridan dlgombed ETKILEMEZ

By soren, kardiyak muayane Gloimlerinden alde edilen hasaplamatan ETEILEMEZ,
Bu ganen, ACUSON Juniper Lilirasan Sistammi, drin vergivonu 2.5, vazihm sdedmd VB30D'y ETKILEMEZ.

Bla ifi igin olas: risk nedir?
Kardiyak DICOM SR gorintlleyicde garantiensn beklenmayen mparlanmis Gigom degerlari, bir hastanin
durimuna yanlsg tani konulmasema etki edelbdn veya hasta yinetimi kararlann olumsuz yonde etkiieyabilir,
Kardivak muayens reporu hesaplama deferler, keydedilen ullrason girintllen ve ekranda yakalanan
garunilerin Wmi bir Kardiyak DICOM SR gérintileyiciye akianhren dogru bir sekilde tubddudendan, fazla
veya eksik gostarilen olgumierden dolay ciddi bir vahsiser veva konjanital kalp rahatsizhdina yanhis tan
konulmas) riskl beklenmes.

F Subat 2024 Hibaryle Siemans Healthineers bu sorun e ilgili herhang! bir yvaralanma bildinmi almamagair,

| undan kaynaklanan pol: Iyl r ln Kacinimak M NE Apabiry

Fazla vaya aksik gosterilen bir digdm deden nedeniyle alas: yvanhs am kemgimasindan kaginmak ign,
yapiiandirma Min vaya Maks defer génintlleyecek sekilde yapidiginda ACUSON Juniper Ultrason Sestem|
Son Raporunda gominbidensan dglm deferlering bagsvurnulmas dnenbr,
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Shemens Healthineers, Kerdiyak DICOM £R gorlintibeyic kuanilarak kindk degerlpndirmanin gazdan
gecirildigi onceki kandiyak ultrason muayenes sonuglanmn gieden gagirilmesini bnermakhadir,

Bu Oranan kullanimeyla ilighili bir sdwers raaksiyon voya kalito soruny yaganmas) durumunda loan clayi
Swmens Healthinaers'e bildirin

Sorun nasil gizidecak?

Siemens Healthinears, bu sorunu ACUSOMN Juriper ve ACUSON Juniper Select ststemi icn sadlayacag
uerelsE vazihm gunoellemes ke dorelecekr,

ESiemens Healthineera Migter Hizmatlen Mihendisniz, yazihm glincellemasi haze aldugunda sisteminizi
guncellemek amaciiyds bir tesis ziyareti planlamak igin sizinle letisima gecacel vaya uraktan glncallame
hakkinda sizi bilgilendirecaktir, Yazihm glncellemasi su anda gelistirimakteds ve 2024 ilkbahanndayazinds
hazir olacags tahmin adilmaktedir,

Bu iri ink

Lutten kururmunudda ACUSOMN Juniper ve ACLIS0OMN Juniper Selecl ulirason sisternlenni kullanan harkesin ve
biigiendiribmes geraken dider kigikerin bu bikdinmde sadlanan iigili giweniik bilgilarin adigmdan ve burada
balirElen islemlad garceklestirdiginden emin alun,

Amerika Birlesik Devietleri ndeki kullanicilar icin:

B Uribndin kullammiyla Bskidl bir advers alay veya kalite soruny yasanmas: duromunda sarun, FOA mim
fdedWatch Advers ﬂhn'_.- Bisdsim programind cevrimigi olarak veya normal pesla weya faksla bddirfiehdir,
Hasta glveniiyl ve migter memnuniyel an blyik dncelklenmizdic, Urinle ibgili bu favsiye niteigings bildinme
Higkin Ehiginiz kgin tegebkir edar ve b durum kenemunueda bir rahadzsizliga neden olduysa celr dilariz,

Bagka sorulanniz varsa lithen Semans Heatthineers Ulirasound Senvice Customer Care Canter ile
1-B00-B88-T438 numarali telefondan iletsfime gegin,

Saygilarimla,
Ehmﬂ'la-“a- supd O A Dl
[ WASEN, | @ o P R
E : Clarw Fab B JI'J':-"I.s.r,s:r !

James R, Dabbs

Baskan Yardimoisi, Kalite ve Ruhagtandsrma
Siemans Medical Solubiors USA, Inc.
Ultragan |5 Alan

Ssprrene Healhineers, UHrasou rd 12D EE 514 Simn| Diresct +1 (4255 382-5180
lsdaquiah, Wa BB LS Sales & Progoct Inbematon: +1 (BB8| B2E-0702
Sardca - Gustomar Care Canlar =1 (B0 228-7T436
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EPMIHOBE YCYHEHHA HENONAOOK MEOWYHOIO BUPOB

[na kopucTyEaviE yRLTpaaykonmnx cuctom ACUSOMN Juniper | ACUSON Juniper Salect,

WaHoeHAR wieHTa!

MaTta ysoro NWETE — NOBLASMRTH $oDEeTyBAIE dhyHiLl «DTpyeTypoEaHe asitysanns Ja crangapros CHOOMs
NPC MOWNHBY NPOSNemMy 3 BRanekoi Mif 4G exchopTyYiaHHA Ganws OBCTaREHHRA 33 ACTOMONoN: diyHELIT
OOCTEsEsN « CToyRTyRoRSE I8 Tyildens mpo thyHelin capua 3a crasgapros DICGMe, aocTynso B

st painykone cucTeman ACUSON Jenipar | ACUSON Junipar Select.

¥ uowmy ApoGmesa?

LA npoSnema Brenkse 38 NEAHAT pa0s | CEMENYETRER MCERcTAHHAM yHELT «CTRYRTYPORENE I8ITYEAHHA
N gy HKLIH 2epUR s eTamgapTon CHEOM .

& KONW DOEICTYESY BPRopeCToaye | Handwrosye doyrrdig elTpyerypoaare asimyeadHa npo dvHiulio cepuR
33 cTEHOapToM CHOOMe: ONA SuaensqHHA Ha skpad MIHIMATEHOOD (uik ] a6 MAKCHMATTEHOMD
BB ) BAMIPAHOND AHAWSHHA, |

" POB0AMTE KINEGE AMMIpOBAHE Y lmeeey) cepur nin yas obcTemaEed. |

* eECROpTYE PEAyReTat v diyHkUin 4aCTpysTypoBane FaiTyRaesE NP0 Iyl CEPUR 18 CTaSGapTOM
DICOMs, TO

*  aacih nepernaay fEung CTRYKTYROAaHOND JRITYBSSA Npo yHELIK SapUA 38 cTaHaaaTos DICOM pe
aigobpakeEs MIHIMANGHE (med ) afio MAKCAMANBHE (Maxc. | aHa4erHA, & alacfoasee DCTAHHE
BUMIPANE THAYEMNE, ¥ ULDWY BANAOKY PEIYNETAT BUMIDKBEHHRA, 10 BOolpakacTeCh B 3Acof Neparnagy
Sarean CTRYRTYREAAHOND IRITYRINHA NE0 yHELIK capus 38 cTaHgapTos DICOM, HE ofor' aamono Gyas
BAIHIBAANEFEAR (min, ) abo MAKCAMANBHAM (mMakc.] 3acaHHAM, BRI M 4as SBETemssmm.

Ha we HE snnueas ys npoBnema?

Ua npofnewma HE anneess Ha Oyis-iee adauedem, o nlgebpaac Tece B DCTaTOMHOMY 38T ¥NETREIEY KOO
cucTesn ACUSON Jduniper,

Aewo 8¢ HE suscpucTosyete doyrnia s Crpyriypoaans apityeanie npe giyHELID CRPUR 38 CTAROaPTOM
DICOM e wa npolnasa HE ennveas fa Ban peagnetard
L npofiness HE anmstaas Ha BamipicaanH, Hasmuroes Ha nigoBpawaina SEPEQHBOMND &afo

OCTAHHBOND EaMipaHorD Swaserng y dyeeyi o TRy TyposaHn 38TyRaHHA Npo yHELID capuR 38
CTaH0apTOM CH SN,

Lir npofnesa HE aNn¥EaE Ha BoIpaxyHin, B0 PROEGGRETECA HA OCHOBI PeayneTaTie ofCTEKEHHA CapUA.

Lir npofinessa HE annwaae Ha ymsTpasayeony cacteuy ACUISON Juniper, sepcin npogyeTy 2.5, gapcia
nporpamsorn sabeaneseqqa VEIDD.

M Beanery naLiceHTaT

Heouimppa PRIFNLTETH BHMDEI8aHL, B0 Mpamamuﬂ A Afco napernagy aaMux CTRYETYRORaHOro
ARITYRAHHA PO YHKLIK CAPUA 38 cTaHAapTos DICOM, MONYTe NEHIBECTH 50 BCTRMOIRGRHE NELIHTY
HEMPEEANEHOTD DIBrH03Y A80 HEFATHSHG BIMEHYTH HE RIUMSHNE W00 NIKYREH4R NALIEHTA.

MNaTEraEnne pR3EE NOMWNK0B0TD QIarHOCT PESHHA CRpROIHT BaaW knanasa abio ipoiwesnio 2axB0pHRBaHMHR
COPUR HE QCHOBI IRBWLIBHIRE H1 JGHMKEHWE DEIYTNETATIE BUMIDOEAHL € MANOAMOBIDHAM. JCKINEGH 3HAYBHHR,
POAPARCEAH] ¥ ABITI 38 PRIyNETETAMM OOCTEREHHR CEpUR, OTPMMaN] YNETPAIRYKORE JHIMEW T3 BUMKH BKpaHa
HE CROTEORIMOTHCR NG 4480 SHENORTYSAHHA B 300 NOPEIEEY QAHWE CTRYCTYPOBEHOMN 3ETYBAHHA Npa
I CEDUA 38 CTEHREERTOM DICOM,

Cranos Ha T meoToro 2024 poky koMnadia Sierens Haalthinners se oTpUeMyBana $oasus 38iT8 Npo TRaamMu
noE Asadl |3 e rpobneMon,

AK KOPMETYBAY Mowe JANaBIrTH AOTEHUIAHWM DUIMH £l; s
Wob yHvsHyTH BCTAHORNEHHA HANPABMNEHOID Olarkosy YEped JamyeHe abo IMIMEENE BUMIDAHE JHE=SHHH,
e TH TR BRKOPUCTOBYEATH PAIYNETETH BUMERCEAHHA, WS BROGPAMAITRES B GCTATOUMOMY FBTI
YisTpAIAyEoRo] choTem ACLSON Juniper, komt BvDpann soHdunpain, wo aigobpasac Mk 28c wake,
TR T TR E- |

Slemens Healthineers. Ulrasaund TN S E 51 Biranl Direct: =1 (425] 332-0140
lakispnh, WA SAN2D LSS Sk & Product Infarmabors +1 (538 E28-0702
Seoaie - Guslomer Care Center: +1 (00} BES. T4 55
sapiimit-rsrallfmame com
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Sismans Healthunaars padosesmye AHARITYBATH PEIYNETETA NONEREHIE yNETREIRYR0EHE 0ACTEMEHE CEDLR
MECIA BHANITY KMMEHHOT OWHEY 38 Sonosssron 23cofy NEpernEgY DaHWE CTPYSTYDOBRHDID 3ETYEAHHA NQO
oy CapuR 38 cTasnapTom DICOM,

Akugs Nig “ac BUMECEMGTAHHRA WeONe NpOyETy Beswse nobisHa peakwr abo npobnema 3 AklcTm, noalaouTe
NEo (HUMAEHT Y moMnaHin Semans Healthinears.,

BM aTecA npodnema’t

Sigmans Healthinaars aunpaenTe wo npofnewy, BeannartHd OHOBABL NPOMEEAHE 335eINE-EHHA CHETEMM
ACUSON Juniper | ACUSON Junipar Saleact.

Bauw Hwesap 3 oficnyroayeassm iniedrie Blo sosinadd Semens Healhinesrs spawsTscs 3 Baw, wab
ZRNMNBHYBATA BIAWT 00 32ENA0Y MR OHDENBHHA CACTEMN, BOD NOBKI0METE Bac Npo BLLGANEHE Oieamsn,
wonn 8oH0 Byme QooTymess, Ouoanessa NPOTPEMHONG 38583 PeHEHHA B0 pospolnRETRCA, | OUIKYETEEN, W
aoso fyme pocTynee 00 secHwniTa 2034 poy,

MewepeHHA BRICTY UbOro NOBLLDMNEHHA

dafeaneqTe, Woh poi copacTyRaE ceoTeM ACUSON Junipss | ACUSON Juniper Select y Bawsd opradizaus Ta
sy goofiv, AKMN U8 MOKE CTOCYBETHCA, OTDWMANN No8'AaHy 3 Dadnakow impopMalio, BHENaLeEHy 8 Usomy
noalLosnEHHI, | Basing 383sE-aHW Y NOBIOOMMEHE 3ax00ie,

- AMEpHEA

Az nig “ac BHHOPUCTENHA ULOND NEGLYETY MHEG Heflaxaie manwe sbo npobinesa 3 akiemd, npa ye
MCRHE NOBIN0META B MPOrpamMy ABITYEaHHS Npo HEDAxAH] Aa MedWalsh Y npanings 8 HonosaneeT s |
MEnnKaMaEHTE CLA oHNafH 00 38w-aRHoH NOWToR Y Rancom,

Baanawa NAUIERTIE | 3R00B0NAHHA KMHEHTIE — HAWI HBABMILI NEOOWTETH. M LWHPEMS Bawy cnignpaus Wwono
LD NOACHKIBAMEHOMN NOBALOMNEHHA N0 NPOOYET | NpEeHecip0 Bubaessan 33 Byas-nkl sespyanoct, s ys
npafinea cnpuyueuna Bawowy 3aknany. ¥ padl BEHAEHEHHA A008TROBME SANMTAHE 38 ARITLEN 13 UenTpon
NIETRAMEN KNEHTIE (3 M Tass oEMyToayBaHHA YIsTRE33YROERE CHCTEM Siemens Heallhinears 33 Romepom
1-800-088-T435,

3 noaarekg
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Jamas B, Dabbs

BinsnpaasanauT @ KocTi @ pEryNETORHHAY NETEHL

Siemens Madical Soltions LISA, Inc.

CriTop yneTpaIayknacro ofnagHaHHR
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DIEU CHINH THIET Bl Y TE KHAN CAP

Kinh giri nguéri ding hé théng sifu dm ACUSON Juniper va ACUSON Juniper Select:

Kinh gun Cluy khach hang:

Chung 180 gir thur nay 38 thang bao cho ngurai ﬂﬂng;:m nang Bac cao cau tric (SR DICOM v i ro uém én
wh an toan khi xudt dir l1§u kidm tra i tinh nang kiém tra SR tm mach DICOM dugc cung cip trén hi thing
sigu am ACLIS0N Junipar va ACUSON Juniper Select.

W, i7

Win A8 ndy chi xdy ra v gidn han khi 50 cung tinh nang 58 fim msech DICOSA;

s Khi ngudi dang sd dung va 48 tink nding SR tim mach DICOM & hidn thi gi ti do TOI THIEW (Min)
hade TOF B (Max) Vi

= Thie hign nbada phép do wing bm frong mat [&an kigm tra VA

o Xudt kil qua vao tinh fdng SR tim mach DICOM va SAU B0

= Trinh warm 58 fim mach DICOM 58 EHMG hedn th gid irp TOI THIEU (Mg hodc TOI BA (Max) ma thay
i d 5@t hidn thj gid i do CUGT CUNG, Trong tuémg hop a6, gia tr do hidn thi trong trink xem S& im

mach THCOM cd thd KHONG phai 13 gia ir] g TS THIEU (Min) hodo TSI DA (Max) frong qus trinh kidm
fra,

Viin g¢ nity s& KHONG anh hwomg dén nhirng yéu té nao?

Wain a8 ndy KHOMG anh twedmeg ditn B4t ki gia trj nao hidn thi tiin Bao céo cudi cing cia hé thing siéu &m
ACUSON Juniper

Van g8 ndy KHONG anh hardmg dén dt qua ndu KHONG sir dung tinh nang SR tim mach DICOM,

Van a& nay KHOMG &nh hudng dén cée phép do duoc thid ip 0 bign thi gid i do TRUNG BINH hoac CUOI
CLUMG trong tinh néng S8 tim mach DICOM,

Vén 38 nay KHONG dnh hundng dién cac tinh foan bit ngubn tir phaép do kidm tra tim mach,

Wan g& nay KHONG énh hudmg Sin Hi thiing siéu dm ACLISON Juniper. phidn ban san phidm 2.5, phign bas
phén mém VB30,

Rl ro tiém &n dbi vod an tesn bénh nhdn 15 gi?

Vigc giad i do dwgc bdo cda khing mong S hidn thi ireng Irinh xem SR tim mach DICOM o thé din Jé4n
chin dodn sai tinh trang bénh Ahan hodc nh hedng 18w oo dén guylt dink ditiu i,

MNguy oo Hiém an chan dodn sal cac binh vé van tim ho&c bénh bm bim sinh nghidem rong do g i do qus
cac: hodc qua thap 1 khing dang ké vi clc gid irj tinh todn tong bao cdo kidem tra fim mach,, Rinh anh sido &m
durre ghi ki va hinh dnh chyp man hinh du dwos duy trl chinh xéc khi oelt sangtrinh xem SR tim mach
DICOsA

Tinh dén ngay 7 thang & nam 2024, Siemena Healthineers cha nhan dwgpe bl ky bao céo thuong tich nao
li&n quan dén van & nay.

tihé hign dé tranh o tir wan dé n

Dé trénh nguy corchdn dodn sal tdm An do glé irf do qua can hode qué thiip, kheyén cho nién tham Khao cdc
gid trj da hign thj trén Bao céo cobl cing cla ha thdng idu dm ACUSON Juniper khi ciu hinh dugo dat thanh
hitery thi gid trj T thidw hogc Té da.

Siemens Healtheseess, Ulirasourd THHN S E 5148 Sirwwl Dirnct +1 {426 1525180
aaguah, WA G020 LBA Smime & Product Infurmation; « ¥ (280} B2E-5702
Sarviie — Cudiormar Cors Canler @7 (800 ] BES. T4 18
EdirtrideRa bk B s & Enm
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Siermens Healthinesrs khuyén nghj cem <&l lai k&t qud Kidm a sidu dm lim ede O rong dd danh gia 1dm
sang 03 duge xem oel bing trinh xem SR m mach DISOM,

M cd phidn (g BAL gl hodc van 88 didl igng khi 50 dynig 280 pham ndy, wii long Bdo o sy widc cho
Siemens Healhrmeers

Vin dé sé dioe gidi guyét nhur thi nao?
Siemens Healthinears 88 khic phue vwhn 38 ndy bang mét bdn cap nhil phin mém midn phi cho hié thing
ACUSOM Juniper v& ACLUS0OMN Juniper Select

Ky su Dich vu Khach hing cla Siemens Haalthinesrs 88 g BE w8 quy ¥ va xép lich dén thdm eo 26 da c3p
nhat he thdng hose thang ban cho quy « w& VIde cie nhat b xa kbl of Ban cip nhdt b thdng, Ban cip nkdat b
H‘rﬁ‘ag hign dang dugc phat Brithr i dur kign hodkn thanh vho moa xudnihbé nam 2024

Phd bidn ndi dun bda miiy:

Wul K ddem bdo rdng L cd ngueéd ding hé théng ACUSON Juniper va ACUSOMN Juniper Select trong 68
ehire clia ban Wi nhirng ngun khde o thl cn Swee heng bao ddu nhdn duas thang fin an boan bromng (ng
dugr cung cige kiem theo (hang beéa nay va thaee hidn hanh dong $8 nédu Inang thing bao nay.

Béi veri nguedi ding & Hoa Ky:

Pefu xdy ra sy b bat gl hode van & wé chil kegng khi sir dyng sdn phdm niy, quy v| cd thé bao cao van dé
eha ehireng Irinh Bds o Su cd Bl i MedWalch cia FDA qua kénh ingc fuyén hodc qua thur hodo fax
by EhLAG.

S an bodn clie bénh mhis v hal ng cha kisdch hdng & v fign cao nhil cba chung 16i, Ching b5 rat cdm on
sa¥ hop tac cla quy vi dbi virl hoat ddng W vin sdn phirm nay v thye sgxen 161 inede moi bt tén gay ra cho
qui v trong tinh hudng nay. Néu od thém chu hal, v lang Tign hé véi Trung tam chim sdc khach hang dich vy
géu Am cda Siemens Healthineers (heo 58 1-800-008- 7455,

Tran trong,

Emfm-:.lm agned by Dabioe
9-#“.._ Fladicis, ) dpsrery Tl dertimand
Dt Fle 5, 5 A @ET
Jarmas R Dabbsg
Phé Sidm Bbc BO phan Chil lugng & Phap ché

Slemens Medieal Solullans USA, Ine.
Ultresound Business Area

Signature:
Emall: jamesdabbs@slemens-healthinesrs, com
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