TEPMIHOBE GE HealthCare

NOBIAOMITIEHHA NPO
BE3MEKY HA MICL|

<[aTta cknagaHHs nucta> GE HealthCare Bux. Ne 76195

OTpumyBau: AaMiHicTpaTopu nikapeHb / daxiBuaM 3 ynpaBniHHA puankamm
BiomeanyHa TexHika
KepiBHUK BigaineHHsa ynbTpasByKoBOI AiarHOCTUKM

TEMA: YnbTpa3sBykoBi cuctemum Vivid S60 / Vivid S70 / Vivid S60N / Vivid S70N
Mpobnema KomnaHii GE HealthCare ctano Bigomo, Lo aesiki ynbTpa3Bykosi cuctemm Vivid He
6e3nekn MOXYTb 3aBaHTaXXMTUCHA CBOEYACHO. AKLLO Lie BiAbyBaeTbCs, Lie MOXE YMNOBIMbHUTU

[AOCTYMHICTb NPUCTPOIO B KPUTUYHMX 3@ YaCOM CUTYyaLlisiX.

HeoOxiagHi Al By moxeTe npogoBxuTy ekcnnyartadito cBoro obnagHaHHs. byab nacka, 4OTpUMYiiTECh

knieHTa abo pekoMeHAaLii KNiHIYHOT NPaKTUKK, sKi BKMOYaloTb HAasiBHICTb Pe3epBHOrO NiaHy

KopucTtyBa4da  igyanisauii Npy BUKOHaHHI KPUTUYHMX 3@ YacoM AOChimAKeHb abo BTpy4aHb 3
BUKOPUCTaHHAM METOAUK Bidyanisauii.

lNepekoHarTecs, WO BCi NpauiBHMKN BaLLIO OpraHisauii, aki MOXyTb BUKOPUCTOBYBATK L
nporpamHe 3abesneyvyeHHs, 03HaNOMIEHI i3 LM NOBIAOMINEHHAM NpPo 6e3neky
PEKOMEHOOBAHUMM AiAMMN.

3anoBHiITb | HAAIWNITL NPUKPINNeHy opmMy NiATBEPIKEHHNA Ha agpecy
Recall.FMI76195@qge.com.

O60B'A3k0BO 36epexiTb Liey AOKYMEHT Y CBOIN AOKYMeHTaLii.

BinomocrTi Brpobu, y Skux MoxyTb BUHMKATK Npobnemu:
npo BupooH, Vivid S60 v203, v204
AKNX Vivid S70 v203, v204
CTOCYHTbCA Vivid S60N v203, v204, v205, v206
3a3HaueHi Vivid S70N v203, v204, v205, v206
3MiHKU

MpusHaveHHs:

Cuctemu Vivid — Le giarHOCTUYHI ynNbTpa3ByKOBi CMCTEMM Bidyanisauii, npusHayeHi ans
exokapgiorpadii, 3 OOAaTKOBMMMW MOXITMBOCTAMU CYAMHHOI Ta 3aranbHoi Bidyanisadii.

KopuryBanbHi GE HealthCare BunpaBuTh yci HecnpasHi BUpobu 6e3k0oLITOBHO A1 Bac.
aii MpepcraBHuk GE HealthCare 3B'sbkeTbcs 3 Bamu, W06 y3roauTn Yac BUKOHAHHS.

KoHTakTHa Akwo y Bac BUHUKNY Byab-5iKi 3anMTaHHA 3 NPUBOAY LbOro NOBiOOMITEHHS!, 3BEPHITbCSA
iHopmauin 00 cny6u TexHivHoi nigTpumku komnaHii GE Healthcare 3a Homepom + 380 (44) 490 58
09 abo g0 MicLeBOro npeacTaBHMKa CryXbu TEXHIYHOro 06CNyroByBaHHS.

3aneBHSAEMO Bac, WO MiATPUMAaHHS BUCOKOIO pPiBHSA 6e3neku i SKOCTi — HavBULUIA NpiopuTeT Ans Hac. Y
pasi BUHMKHEHHS 3anuTaHb HeranHo 3BepTanTecs 3a BKa3aHUMU BULLE KOHTaKTaMu.
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Laila Gurney
Chief Quality & Regulatory Officer
GE HealthCare
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Scott Kelley
Chief Medical Officer
GE HealthCare
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GE HealthCare

GE HealthCare Bux. Ne 76195

HEOBXIOAHO NIATBEPANTU OTPUMAHHS MNOBIAOMIIEHHA
nPoO MEOAUYHUU NPUCTPIN

3anoBHiTb Lo opmMy 1 NOBEPHITL Ti B KoMmnaHito GE HealthCare skHanwBuawe, ane He nisHiwe

HiX Yepe3 30 AHIB nicna oTpumaHHA noBiaoMneHHs. Lle niaTBepauTb ogepKaHHA Ta PO3yMiHHSA
MoBigomMneHHs1 NPO YyCYHEeHHA Henonagok Meau4Horo npunagy.

* IM’s knieHTa/oTpumMmyBayva:

Bynuus, Homep ByanHky:

Micto/lUtat/IHgekc/Kpaina:

* Agpeca eneKkTpOHHOT NOLUTK KrieHTa:

* Homep TenedoHy KrieHTa:

Mwu nigTBEPAXYEMO OAepXKaHHS Ta PO3yMiHHS [OAAHOrO NOBIAOMITEHHS MPO
|:| MeanYHu BUpI6, a TakoxX Te, WO MU NOoiHOPMyBanu BiANOBIOHUIA NePCOoHarn i BXunm
Ta 6yaemo BXMBaTU BiONOBIOHUX 3aXOAiB BiAMOBIAHO A0 LIbOro MOBIAOMIEHHS.

YkaxiTb iM’a BianoBipanbHoOi ocobu, sika 3anoBHMNa Lo opmy.

Mignuc:

* IM'a Ta npisBuLle ApyKOBaHUMU fiTepamu:

* Mocapa:

* NaTa (BeHb/Micaub/pik):

* Yka3ye Ha 000B'sI3KOBI Nons

MoBepHiTL 3anoBHeHy ¢hopMy, BiackaHyBaBLMK abo cchoTorpadpyBaBLUM i, Ta HAZIWNITb
eNeKTPOHHOI NOLWTOK Ha agpecy: Recall.FMI76195@ge.com
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URGENT F

IELD GE HealthCare

SAFETY NOTICE

<Date of Letter Deployment> GE HealthCare Ref. # 76195

To: Hospital
Biomedi
Head of

RE: Certain

Safety
Issue

Actions to
be taken by
Customer/
User

Affected
Product
Details

Product
Correction

Contact
Information

Administrators / Risk Manager
cal Engineering
Cardiac Ultrasound Department

Vivid S60 / Vivid S70/ Vivid S60N / Vivid S70N Ultrasound Systems

GE HealthCare has become aware that certain Vivid ultrasound systems cannot boot up
in a timely fashion. If this occurs, it can delay availability of the device in time-critical
emergency situations.

You can continue to use your device. Please follow clinical practice guidelines, which
include having a backup imaging plan when performing time-critical examinations or
image-guided interventions.

Please ensure all potential users in your facility are made aware of this safety notification
and the recommended actions.

Please complete and return the attached acknowledgement form to
Recall.FMI76195@ge.com.

Please retain this document for your records.

Affected products:

Vivid S60 v203, v204

Vivid S70 v203, v204

Vivid S60N v203, v204, v205, v206
Vivid S70N v203, v204, v205, v206

Intended use:

Vivid systems are ultrasound imaging systems intended for echocardiography, with
additional capabilities in vascular and general imaging

GE HealthCare will correct all affected products at no cost to you.
A GE HealthCare representative will contact you to arrange for the correction.

If you have any questions or concerns regarding this notification, please contact GE
HealthCare Service or your local Service Representative.

Please be assured that maintaining a high level of safety and quality is our highest priority. If you have

any questions, p

Sincerely,

lease contact us immediately per the contact information above.

oo —— Sy

Laila Gurney
Chief Quality &
GE HealthCare

Scott Kelley
Regulatory Officer Chief Medical Officer
GE HealthCare
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GE HealthCare

GE HealthCare Ref. # 76195

MEDICAL DEVICE NOTIFICATION ACKNOWLEDGEMENT
RESPONSE REQUIRED

Please complete this form and return it to GE HealthCare promptly upon receipt and no later than
30 days from receipt. This will confirm receipt and understanding of the Medical Device Correction
Notice.

*Customer/Consignee
Name:

Street Address:

City/State/ZIP/Country:

*Customer Email Address:

*Customer Phone Number:

We acknowledge receipt and understanding of the accompanying Medical Device
|:| Notification, and that we have informed appropriate staff and have taken and will take
appropriate actions in accordance with that Notification.

Please provide the name of the individual with responsibility who completed this form.

Signature:

*Printed Name:

*Title:

*Date (DD/MM/YYYY):

*Indicates Mandatory Fields

Please return completed form by scanning or taking a photo of the completed form and email

to: Recall.FMI76195@ge.com
E : E
|
| |
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