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Cpou4Ho: YBegomneHune o6 akcnnyaTaumoHHOMN
©0e3onacHoOCTU

®uwep 3Ha Maniken Xenckap Airvo™ 2 u myAirvo™ 2 o6HoBneHne
PykoBoacTea no akcnnyaTtauuu Kk Habopy ansa aesnHdgekumm

Homep yBeaomnenusn ®rX: FA-2025-001

«®Puwep aHa Manken Xenckap» («PrX») mHnunmnpyet KoppekTupylollee OencTeue no
aKcnnyaTtaumoHHon GesonacHocTn n uHgopmmpyet Bac 06 obHoBneHun PykoBopcteBa no
akcnnyataumn kK Habopy ans gesvHdekuumn nsgenui Airvo 2 n myAirvo 2.

NCNoJib3OBAHUE U3OENUA

N3penua Airvo 2 n myAirvo 2 npegHasHadeHbl ANd OKa3aHUsa nauueHTam BblCOKOMOTOYHON
pecnvpaTtopHon Tepanuu. Wsgenua Airvo 2 u myAirvo 2 He npeaHasHayeHbl Ans
NCNonb30BaHUA B CMCTEMAX Xu3HeobecneveHus. B TeyeHne Bcero BpeMeHu akcnnyataumm
n3gennsa Heobxo4MMo OCYLLECTBAATE HaANeXallmin MOHUTOPUHI COCTOSHUA MauMeHTa.

NMPUMEHUMBbIE U3OENNA

PykoBoACTBO no HanmeHoBaHue Aptukyn / UpeHTuUdMKaTop
akcnnyaTauum Kk Habopy ans uanenus Moaenb uapenus
Ae3nHdekummn KOMMOHEHTA
Airvo 2 PT101EE 09420012422309
UI-185043723 pen. P
myAirvo 2 PT100EE 09420012422200

Airvo 2 / myAirvo 2



NMPUYNHA HANPABJIEHUA YBEOOMITIEHUA

Llenb yBegomnenus coctouT B MHGOpMUpoBaHun Bac o6 obHoBnenun PykoBoacTBa no
akcnnyatauun k Habopy ansa gesnHdekumm, npegHasHavyeHHoMy Ansa obenyxkueaHuga Bawwero
nsgenus Airvo 2 n myAirvo 2 B Te4eHUE OXMOaemMoro cpoka ero akcnnyataummn''. Nspenus
Airvo 2 n myAirvo 2 o6opyaoBaHbl yCTPOMCTBOM MOAAa4uM 3ByKOBOIO CMrHana, KoTopbi 3By4YUT
He mMeHee 120 cekyHO Npu Cry4yanHOM OTCOEAMHEHWM YCTPOWCTBA OT MCTOYHMKA MUTaHWUS.
PykoBoacTBo no akcnnyaTtauum k Habopy ons aesvHgekumm 66110 06HOBNEHO M BKIKOYaeT
perynspHyto MpoBepKYy 3TOr0 CurHana, KoTopasi [OOfkKHa MpoBOAMTLCS B Nepuoabl
aKcnnyaTaumm n3genus Mexay CMeHOW NaumMeHTOB.

OGHoBneHve 6bINO NpoBedeHO B CBA3M C NOMyYeHMeM COooOLEeHM O crny4vyasx nogauyv
3BYKOBOIO CWUrHana pAnuTenbHoCcTblo MeHee 120 cekyHA, YTO MOXeT YXyAWwWuTb
NHOPMNPOBAHHOCTL NOSb30BaTeNA 0 HEOOXOAMMOCTU NOACOEANHUTL UCTOYHUK NMUTAHUS.

WHumnpeHTbl, noBrnekwne 3HauuTenbHble TpaBMbl UMW CMEPTb NaUMEHTOB B CBS3N C
yKkasaHHoM npobrieMon, OTCYTCTBYHOT.

MEPbBI, MPEONPUHATBIE ®MNX

®rX obHoBuna PykoBoacTBO no akcnnyatauum k Habopy gns gesuHdekuun, nobasus
NPOBEpPKY 3BYKOBOrO CUrHana.

[loBGaBrneHHbIN TEKCT NPUBEAEH HUXKE:!

7a: BbINONHNTE TECT «CUFHaN Tpesorn npu c6oe nutaHua» (Tonbko ana Airvo 2
n myAirvo 2)

Y6eanTech, UTo 3Tanbl 1-6 BbIMOMHEHDI, a LeNb CUrHaNa TPeBOrn MMeeT 3eKTponuTaHue.
M3BnekuTe WHyp NUTaHWA yCTPOWCTBA U3 NeKTPOPO3ETKN.
MpoBepbTe, UTO 3BYKOBOW CUIHaN TPEBOrY pa3faeTcs B TeueHre He meHee 120 cekyHa.

Tenepb yCTPONCTBO rOTOBO K XpaHeHWio.

NMPOOOMKEHUE UCMNOJIb30OBAHUSA BALLEIO YCTPOUCTBA

Bbl MOXeTe npoaormkntb MUcnornb3oBaHne yctponcts Airvo 2 n myAirvo 2, ocywecTsnsas
Hagnexawmi MOHUTOPUHI COCTOSIHUS MauMeHTOB B COOTBETCTBMM C PykoBOACTBOM MO
akcnnyaTaumu. Mpu ncnonb3oBaHUM YCTPOMCTBA HEOBXOANUMO BbIMONIHEHME BCEX yKa3aHun B
PykoBoacTBe Mo akcnnyatauuu, BKAYas NpeaynpexaeHns U Mepbl NPeaoCTOPOXHOCTH, B
0cobeHHOCTM nepeyncrneHHble B Pasgene 1.

" CornacHo pasgeny «TexHudyeckas MHopmaLumns» TexXHUYeckoro pykoBoACTBa No U34enuio, a Takke
PykoBoACTBY Mo aKcnnyaTaumu, oxuaaemblid CPpoK aKcnyaTauum cocTaBnsaeT 5 ner.



TPEBYEMBIE OT BAC JEACTBUA

Mpexae Yem ncnonb3oBaTh YCTPOMCTBO A5 CNeayoLwero nauneHTa, BeliNoSHUTE yKa3aHus B
obHoBneHHoM PykoBoacTee no akcnnyaTtauumn kK Habopy ansa aesnHdekumn.

MoaTBepanTe NoNyyYeHne HaACTOSALLErO yBeAOMIIEHNS, BbIMONHUB Crieaytowme 0eNCTBUS:
1. YkaxuTe HasBaHMe OpraHM3auun U KOHTAKTHbIE daHHble B popMe And oTBeTa.

2. lMopTtBepauTe, 4YTO Bbl 03HaKOMMEHbl C HACTOAWMM YyBeOOMIIEHWMEM, M MNOCTaBbTe
noanuchb.

3. Ecnu Bbl aBnseTtecb anctpmbbrotopom yctponcts Airvo 2 n myAirvo 2, HanpaBbTe 3Ty
nHdopmMaumo Balwmm KnneHTam ¢ Konmen HacToALWEro yBe4OMNEHNS.

MH®OPMUPOBAHUE MNMPOYUX NTUL O HACTOALLEM YBEAOMJTIEHUN

Mpocbba npomHpopMUpoBaTh BCEX 3aMHTEPECOBaHHbIX Nvu B Bawen opranmsaumm o
HacTosLWweM yBe4OMMEHMMN.

Ot4yeT 06 oTnpaBke HacTosALWeEro yeBeAOMMeHus Obin HanpaereH BO Bce Heobxoaumble
opraHbl perynupoBaHus. [lpocum coobwaTte 060 BCex WHUMAEHTaX, CBSA3a@HHbIX C
ycTporictBamn, B PI1X, Bawemy OUCTpubLIOTOPY MNU perMoHanbHOMY MpeacTaBUTenNto, a
Takke, eCnu NPUMEHMMO B KOMMETEHTHbIE rOCYy4apCTBEHHbIE OpraHbl.

Mpy BO3HMKHOBEHUUN KaKUX-NMOO BOMPOCOB CBsKUTEChb C PernoHanbHbiM oducom PrX no
anekTpoHHon nouTte FieldActionRussia@fphcare.com.ru nnu Hanpsamyio + 7 495 782 21 50.

3apaHee 6narogapvm 3a onepaTuMBHbIN OTBET.

®Pununnos A. A.

FeHepanbHbii lupekTop

000 «duwep aHg Nanken Xenckap»
Poccunckan ®epepauumn,

r. Mockea, PaszaHckuit npocnekT 10,
cTp. 18, opmc 10.12

TenedoH: +7 495782 21 50

Canr: www.fphcare.com



17 Sep 2025

Fisher & Paykel

HEALTHCARE

Urgent: Field Safety Notice

Fisher & Paykel Healthcare Airvo™ 2 and myAirvo™ 2 Disinfection Kit User

Manual Update

F&P Reference: FA-2025-001

Fisher & Paykel Healthcare (F&P) is initiating a Field Safety Corrective Action informing you
of an update to the Disinfection Kit User Manual for Airvo 2 and myAirvo 2 devices.

DEVICE USE

Airvo 2 and myAirvo 2 devices are used to deliver high flow respiratory therapy to patients.
The Airvo 2 and myAirvo 2 devices are not intended for life support. Appropriate patient
monitoring must be used at all times.

AFFECTED PRODUCT

Disinfection Kit User Manual

Product Name

Part Number/

Device Identifier

Model
Airvo 2 PT101EE 09420012422309
UI-185043723 pea. P
myAirvo 2 PT100EE 09420012422200

Airvo 2 / myAirvo 2




REASON FOR NOTICE

This notice is to inform you of an update to the Disinfection Kit User Manual for maintaining
your Airvo 2 and myAirvo 2 device throughout its expected service life'. The Airvo 2 and
myAirvo 2 have an audible alert that sounds for at least 120 seconds when the unit is
unintentionally disconnected from a power source. The Disinfection Kit User Manual has been
updated to include a regular test of this alert, to be carried out in between patient uses.

This update has been made due to reports of the audible alert sounding for less than 120
seconds, which may delay user awareness to reconnect power.

There have been no events with serious injuries or death related to this issue.

ACTIONS TAKEN BY F&P
F&P has updated the Disinfection Kit User Manual with a step to check the audible alert.

Please see the update below:

7a: Perform ‘Power-Out Alarm’ test (Airvo 2 and myAirvo 2 only)

Ensure steps 1-6 have been carried out, so that the alarm circuit is charged.
Unplug the unit from the mains/utility power socket.

Check that the audible alarm sounds for at least 120 seconds.

The unit is now ready for storage.

CONTINUING USE OF YOUR DEVICE

You may continue to use Airvo 2 and myAirvo 2 devices with appropriate patient monitoring
as per the User Manual. When using the device, all instructions, including warnings and
cautions in the User Manual must be followed, particularly those in Section 1.

"Please note, as per the ‘Technical Information’ section of the Product Technical Manual and
the User Manual, the expected service life is 5 years.

ACTIONS REQUIRED FROM YOU

Prior to use on a new patient, follow the instructions of the updated Disinfection Kit User
Manual.

Please acknowledge receipt of this notice by following these steps:
4. Enter your organisation and contact information on the response form.
5. Acknowledge and sign that you have read and understood this notice.

6. If you have distributed Airvo 2 or myAirvo 2 devices, notify your customers and include a
copy of this notice.



INFORMING OTHERS OF THIS NOTICE
Please inform anyone at your facility who needs to be aware of this notice.

This notice has been reported to all applicable regulatory authorities. Please report all device-
related incidents to F&P, your distributor or local representative, and the National Competent
Authority if appropriate.

If you have any questions, please contact your F&P Regional Office via email at
FieldActionRussia@fphcare.com.ru or directly at + 7 495 782 21 50.

Thank you in advance for your prompt attention.
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®Pununnos A. A.

MeHepanbHbi lupekTop

000 «duwep aHg Naken Xenckap»
Poccunckana ®epepauumn,

r. Mocksa, PazaHckuit npocnekT 10,
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