PHILIPS

Magnetitega maskid — KKK ajakohastatud vastundidustuse ja hoiatuse kohta — patsientidele,

DME-de pakkujatele, turustajatele ja retseptiviljastajatele

29. august 2022

1. Mille poolest erineb vastunadidustus hoiatusest?
Vastunaidustus on tingimus, mille korral seadet ei tohi kasutada, kuna kasutamisest tulenev oht lletab selgelt
mistahes vdimaliku kasu. Hoiatus annab patsiendile teada olukorrast, mille mittevaltimine vdib pdhjustada surma
vOi raske kehavigastuse. Lisaks vdib see kirjeldada véimalikke t&siseid kdrvaltoimeid ja ohte. Lihidalt 6eldes annab
vastunaidustus kasutajale teada, millal seadet ei tohi kasutada, ja hoiatus annab kasutajale teada, kuidas valtida
seadme kasutamisel kahjuallikaid.

2. Milline on ajakohastatud vastunaidustus ja hoiatus?
Philips Respironics ajakohastab oma olemasolevaid vastunaidustusi ja hoiatusi jargmiselt.

Vastundidustus:

maski kasutamine on vastundidustatud nendele patsientidele ja nendele maske kasutavate patsientide vahetus Idheduses
viibivatele leibkonnaliikmetele, hooldajatele ja voodipartneritele, kellel on implanteeritud seadmed, mida magnetid véivad
mdjutada, sealhulgas, kuid mitte ainult:

stidamestimulaatorid

siirdatavad siidamedefibrillaatorid (ICD)

ndrvistimulaatorid

magnetilised metallimplantaadid/-elektroodid/-ventiilid, mis on paigutatud llajdsemetesse, keresse voi kérgemale
(st kaela ja pdhe)

CSF-i (aju-seljaajuvedeliku ehk liikvori) sundid (nt VP-Sunt (ventrikuloperitoneaalne sunt))

aneurtismiklambrid

embooliamdhised

koljusisese aneuriismi veresoonesisese voolu katkestamise seadmed

metallist koljuplaadid, kruvid, puurava katted ja luuasendusseadmed

metallikillud silmas

silmaimplantaadid (nt glaukoomiimplantaadid, vérkkestaimplantaadid)

teatud metalliga kontaktlédtsed

kuulmise voi tasakaalu taastamiseks mdeldud implantaadid, millesse on implanteeritud magnet (nt sisekérva
implantaadid, luukaudsed kuuldeseadmed ja ajutiive kuuldeimplantaadid)

magnethambaproteesid

metallist seedetraktiklambrid

metallstentid (nt aneuriismi-, koronaar-, trahheobronhiaalsed, sapi-)

siirdatavad pordid ja pumbad (nt insuliinipumbad)

keelealuse ndrvi stimulaatorid

magnetresonantsi (MR) suhtes ohtlikuks mdérgitud seadmed

magnetilised metallimplantaadid, millel puudub mdérgis MR-i kohta voi mille ohutust magnetvdljas ei ole hinnatud

Hoiatus: maskis kasutatakse magneteid, mille magnetvilja tugevus on 400 mT. Hoidke maski vihemalt 6 tolli (umbes 15,24
cm) kaugusel muudest meditsiinilistest implantaatidest voi meditsiiniseadmetest, mida magnetviiljad véivad méjutada, et
vdltida lokaalsete magnetvdljade véimalikke méjusid. See hélmab leibkonnaliikmeid, hooldajaid ja voodipartnereid, kes
voivad olla maske kasutavate patsientide vahetus ldheduses.
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3. Milliseid Philipsi tooteid see m&jutab?

a. Taisndomask DreamWeaver, minimaalse kontaktiga tdisndomask Amara View koos magnetiliste
klambritega, nina katva padjaga ninamask DreamWisp, ninamaskid Wisp ja Wisp Youth ning ravimask 3100
NC/SP koos magnetiliste klambritega.

b. Tootekoodide tdieliku loendi leiate lisast. See probleem mdjutab k&iki tuvastatud tootekoodide all
turustatud seadmeid.

4. Mida peaksin nende toodete asemel kasutama?

a. Minimaalse kontaktiga taisndaomaski Amara View ja ninamaskide Wisp/Wisp Youth asendusosade hulka
kuuluvad mittemagnetilised pearihmaklambrid, mida saab kasutada magnetiliste pearihmaklambrite
asemel.

b. Minimaalse kontaktiga taisndomask Amara View koos mittemagnetiliste pearihmaklambritega on
alternatiiv tdisndomaskile DreamWear.

c. Ninasodrmemask DreamWear, Wisp koos mittemagnetiliste pearihmaklambritega ja Pico on alternatiivid
nina katva padjaga ninamaskile DreamWisp.

d. Ninasodrmemask DreamWear on alternatiiv ravimaskile 3100 NC.

e. DreamWeari silikoonpadjad, Nuance ja Nuance Pro on alternatiivid ravimaski 3100 SP patjadele.

5. Mul on implantaat/meditsiiniseade ja ma tahan endiselt kasutada magnetitega maski VOI mu arst iitleb, et vdin
jatkata magnetitega maski kasutamist. Mida peaksin tegema?

a. Te peate oma arstiga arutama uuendatud vastundidustust ja hoiatust.
6. Usun, et olen maskis olevate magnetite t6ttu kogenud kérvaltoimeid véi kahju. Mida peaksin tegema?
LOPETAGE mdjutatud maski kasutamine ja v&tke viivitamatult ihendust tervishoiutddtajaga. Teatage siindmusest
Terviseametile.

Philips Respironics kahetseb kdiki selle probleemiga pdhjustatud ebamugavusi.

Lisa — seadmed, mida see probleem mdéjutab:

Minimaalse kontaktiga tdisndomask Amara View Wisp ja Wisp Youth
Osa # Kirjeldus nuor:ger Kirjeldus
1090602 S Amara View Mask w/HGR 1094050 WISP MASK, CLEAR FRAME, W/ HDGR, DOM
1090603 M Amara View Mask w/HGR 1094051 WISP MASK, FABRIC FRAME, W/MAG CLIPS DOM
1090604 L Amara View Mask w/HGR 1094053 WISP MASK, USA, FABRIC FRAME, W/ HDGR
1090622 S Amara View Mask w/ HGR, DOM 1109298 WISP YOUTH MASK, FABRIC, W/MAG CLIPS DOM
1090623 M Amara View Mask w/ HGR, DOM 1118060 P, WISP MASK, CLEAR FRAME, W/ HDGR, DOM
1090624 L Amara View Mask w/ HGR, DOM 1118061 S/M, WISP MASK CLEAR FRAME, W/ HDGR DOM
1090670 Amara View Mask w/HGR, FitPack 1118062 L, WISP MASK, CLEAR FRAME, W/ HDGR, DOM
1090696 RP — Amara View Headgear, L 1118063 XL, WISP MASK, CLEAR FRAME, W/ HGR, DOM
1090697 RP-Amara View Headgear, Standard 1118064 P, WISP MASK, FABRIC FRAME, W/ HDGR,DOM
1135080 S AMARA VIEW MASK SE W/ HGR 1118065 S/M, WISP MASK FABRIC FRAME W/ HDGR,DOM
1135081 M AMARA VIEW MASK SE W/ HGR 1118066 L, WISP MASK, FABRIC FRAME, W/ HDGR,DOM
1135082 L AMARA VIEW MASK SE W/ HGR 1118067 XL, WISP MASK, FABRIC FRAME W/ HGR, DOM
1136626 Amara View Magnet Clip 1120434 Wisp/DreamWisp Magnetic Headgear Clip,RP
1090670RTL AMARA VIEW MASK W/HGR, FITPACK 1137360 Wisp Nasal Lab Mask, Fabric Frame, DOM
1136626RTL Amara View Full Face Magnetic Clips 1137361 Wisp Nasal Lab Mask, Clear Frame, DOM
1137366 S/M, Wisp Lab Mask, Fabric Frame, DOM
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DreamWear 1137367 L, Wisp Nasal Mask, Fabric Frame, DOM

Osa # Kirjeldus 1137368 S/M, Wisp Nasal Mask, Clear Frame, DOM
1133344 S, DreamWear UTN Nsl/Full, Combo Pack 1137369 L, Wisp Nasal Mask, Clear Frame, DOM
1133345 M, DreamWear UTN Nsl/Full, Combo Pack 1137370 COMBOPACK, WISP LAB MASK, DOM
1133375 S, DreamWear Full, Sm & Med Frm, GBL 1138989 P, WISP MASK,CLEAR FRAME, W/HDGR, 1118060
1133376 M, DreamWear Full, Sm & Med Frm, GBL 1138991 L, WISP MASK, CLEAR W/ HDGR, DOM, 1118062
1133377 L, DreamWear Full, Sm & Med Frm, GBL 1138992 XL,WISP MASK,CLEAR FRAME,W/ HGR,1118063
1133378 MW, DreamWear Full, Sm & Med Frm 1138993 P, WISP MASK,FABRIC FRAME,W/HDGR,1118064
1133380 S, DreamWear Full, Med Frm W/ HGR 1138994 S/M,WISP MASK FABRICFRAME W/HDGR,1118065
1133381 M, DreamWear Full, Med Frm W/ HGR 1138995 L, WISP MASK,FABRIC FRAME,W/HDGR,1118066
1133382 L, DreamWear Full, Med Frm W/ HGR, GBL 1138996 XL,WISP MASK,FABRIC FRAME W/HGR, 1118067
1133383 MW, DreamWear Full, Med Frm W/ HGR, GBL 1139009 S/M,WISPMASK CLEAR FRAME,W/ HDGR 1118061
1133385 S, DreamWear Full, Sm Frm W/ HGR, GBL 1094051RTL WISP MASK, FABRICFRM,W/MAG CLIPS DOM-RTL
1133386 M, DreamWear Full, Sm Frm W/ HGR, GBL 1148366 DreamWisp/Wisp Magnetic Clips - RTL
1133387 L, DreamWear Full, Sm Frm W/ HGR, GBL
1133388 MW, DreamWear Full, Sm Frm W/ HGR, GBL Nina katva padjaga ninamask DreamWisp
1133390 S, DreamWear Full, Lg Frm W/ HGR, GBL Osa # Kirjeldus
1133391 M, DreamWear Full, Lg Frm W/ HGR, GBL 1137916 Fitpk DreamWisp Nsl, MED Con W/HGR GBL
1133392 L, DreamWear Full, Lg Frm W/ HGR, GBL 1137918 FitPk DreamWisp Nsl, MED Con W/O HGR GBL
1133393 MW, DreamWear Full, Lg Frm W/ HGR, GBL 1137922 P, DreamWisp Nsl, Med Con W/O HGR GBL
1133395 DreamWear Full, Demo Pack 1137923 S, DreamWisp Nsl, Med Con W/O HGR GBL
1133400 FitPack, DreamWear Full, Med Frame, GBL 1137924 M, DreamWisp Nsl, Med Conn W/O HGR GBL
1133401 DreamWear Full, Med Frm W/O HGR, GBL 1137925 L, DreamWisp Nsl, Med Con W/O HGR GBL
1133405 S, DreamWear Full, Med Frm W/O HGR, GBL 1137926 XL, DreamWisp Nsl, Med Con W/O HGR GBL
1133406 M, DreamWear Full, Med Frm W/O HGR, GBL 1137927 P, DreamWisp NSL, SM CON, W/HGR, GBL
1133407 L, DreamWear Full, Med Frm W/O HGR, GBL 1137928 S, DreamWisp NSL, SM CON, W/HGR, GBL
1133408 MW, DreamWear Full, Med Frm W/O HGR, GBL 1137929 M, DreamWisp NSL, SM CON, W/HGR, GBL
1133410 S, DreamWear Full, Sm Frm W/O HGR, GBL 1137930 L, DreamWisp NSL, SM CON, W/HGR, GBL
1133411 M, DreamWear Full, Sm Frm W/O HGR, GBL 1137931 XL, DreamWisp NSL, SM CON, W/HGR, GBL
1133412 L, DreamWear Full, Sm Frm W/O HGR, GBL 1137932 P, DreamWisp Nsl, Med Con, W/HGR, GBL
1133413 MW, DreamWear Full, Sm Frm W/O HGR, GBL 1137933 S, DreamWisp Nsl, Med Con, W/HGR, GBL
1133415 S, DreamWear Full, Lg Frm W/O HGR, GBL 1137934 M, DreamWisp Nsl, Med Con, W/HGR, GBL
1133416 M, DreamWear Full, Lg Frm W/O HGR, GBL 1137935 L, DreamWisp Nsl, Med Con, W/HGR, GBL
1133417 L, DreamWear Full, Lg Frm W/O HGR, GBL 1137936 XL, DreamWisp Nsl, Med Con, W/HGR, GBL
1133418 MW, DreamWear Full, Lg Frm W/O HGR, GBL 1137953 LABPK DreamWisp ALL CON S/M/L CUSH W/HGR
1133430 S, DreamWear Full Cushion, RP 1137954 P/XL LABPK DreamWisp LAB PACK, S/L con
1133431 M, DreamWear Full Cushion, RP 1137955 Combo LabPK DreamWisp
1133432 L, DreamWear Full Cushion, RP 1137964 DreamWisp HEADGEAR, RP
1133433 MW, DreamWear Full Cushion, RP 1137965 DreamWisp LARGE HEADGEAR, RP
1133434 SW, DreamWear Full Cushion, RP 1137966 DreamWisp RS HEADGEAR, RP
1133450 DreamWear Full Headgear, RP 1144344 DreamWisp RS HEADGEAR-Lab, RP
1133454 Headgear Magnet Clip, RP 1144345 DreamWisp LARGE HEADGEAR-Lab, RP
1137430 Fitpack, DreamWear Full Lab,Med Frm, DOM 1144346 DreamWisp HEADGEAR - Lab, RP
1137431 Ext Sizepack,DreamWear Full Lab Msk, DOM 1144502 FitPack, DreamWisp, USA
1137437 S, DreamWear Full Lab Msk,Med Frame, DOM 1148409 DreamWisp Headgear (RS)- RTL
1137438 S, DreamWear Full Lab Mask,Sm Frame, DOM 1148410 DreamWisp HEADGEAR, RP- RTL
1137439 M, DreamWear Full Lab Msk,Med Frame, DOM 1148411 DreamWisp LARGE HEADGEAR, RP- RTL
1137440 COMBOPACK, DREAMWEAR FULL LAB MASK 1137916RTL FITPK DREAMWISP NSL, MED CON W/HGR -RTL
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1140235 S, DreamWear Full, Med Frm W/ HGR, USA
1143130 FitPack, DreamWear Full, Med Frame, USA Ravimask 3100 NC/SP
1144347 DreamWear Full Headgear - Lab, RP Osa # Kirjeldus
1146593 S, DreamWear Full Cushion, RP - RTL 1144608 Therapy Msk 3100 NC, fitpack, w/HGR, GBL
1146594 M, DreamWear Full Cushion, RP - RTL 1144610 Therapy Msk 3100 SP, fitpack, w/HGR, GBL
1146595 L, DreamWear Full Cushion, RP - RTL 1145044 XS, Therapy Mask 3100 NC, w/oHGR, GBL
1146596 MW, DreamWear Full Cushion, RP - RTL 1145045 S, Therapy Mask 3100 NC, w/oHGR, GBL
1146597 DreamWear Full Headgear, RP - RTL 1145046 M, Therapy Mask 3100 NC, w/oHGR, GBL
1148363 DreamWear Full Face Magnet Clip - RTL 1145047 L, Therapy Mask 3100 NC, w/oHGR, GBL
1133375RTL DreamWear Mask, S. Cushion w/ Frame (S&M) 1145048 MW, Therapy Mask 3100 NC, w/oHGR, GBL
1133376RTL DreamWear Mask, M. Cushion w/ Frame (S&M) 1145055 XS, Therapy Mask 3100 SP, w/oHGR, GBL
1133377RTL DreamWear Full Face Mask Kit, L. Cushion 1145056 S, Therapy Mask 3100 SP, w/oHGR, GBL
1133378RTL DreamWear Full Face Mask Kit, M. Wide Cushion 1145057 M, Therapy Mask 3100 SP, w/oHGR, GBL
1133430RTL S, DREAMWEAR FULL CUSHION, RP-RTL 1145058 L, Therapy Mask 3100 SP, w/oHGR, GBL
1133431RTL M, DREAMWEAR FULL CUSHION, RP-RTL 1145059 MW, Therapy Mask 3100 SP, w/oHGR, GBL
1133432RTL DreamWear Full Face Cushion, Large 1145060 Therapy Mask 3100 NC-SP, demopack, GBL
1133433RTL DreamWear Full Face Cushion, Med. Wide 1145061 Therapy Msk 3100 NC, lab fitpack, single
1145062 Therapy Msk 3100 SP, lab fitpack, single
1145063 Therapy Mask 3100 NC-SP, lab combo, GBL
1145064 XS, Therapy Mask 3100 NC, cushion, RP
1145065 S, Therapy Mask 3100 NC, cushion, RP
1145066 M, Therapy Mask 3100 NC, cushion, RP
1145067 L, Therapy Mask 3100 NC, cushion, RP
1145068 MW, Therapy Mask 3100 NC, cushion, RP
1145069 XS, Therapy Mask 3100 SP, cushion, RP
1145070 S, Therapy Mask 3100 SP, cushion, RP
1145071 M, Therapy Mask 3100 SP, cushion, RP
1145072 L, Therapy Mask 3100 SP, cushion, RP
1145073 MW, Therapy Mask 3100 SP, cushion, RP
1145074 Therapy Mask 3100 NC-SP, frame, RP
1145459 XS, Therapy Mask 3100 NC, w/HGR, GBL
1145460 S, Therapy Mask 3100 NC, w/HGR, GBL
1145461 M, Therapy Mask 3100 NC, w/HGR, GBL
1145462 MW, Therapy Mask 3100 NC, w/HGR, GBL
1145463 L, Therapy Mask 3100 NC, w/HGR, GBL
1145464 XS, Therapy Mask 3100 SP, w/HGR, GBL
1145465 S, Therapy Mask 3100 SP, w/HGR, GBL
1145466 M, Therapy Mask 3100 SP, w/HGR, GBL
1145467 MW, Therapy Mask 3100 SP, w/HGR, GBL
1145478 L, Therapy Mask 3100 SP, w/HGR, GBL
1145916 Therapy Mask 3100 NC, lab fitpack, GBL
1145917 Therapy Mask 3100 SP, lab fitpack, GBL
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