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REGISTRO SANITARIO NO.: INVIMA 2020DM-0021835

CMELUIANIbHA IHOGOPMALLIS ONS BPA3UIII:

ANVISA NO: 80117580881

RESPONSAVEL TECNICO: Luiz Levy Cruz Martins - CRF-SP: 42415

IMPORTADOR:

Emergo Brazil Import Importacao e Distribuicdo de Produtos Médicos Hospitalares Ltda.

Avenida Francisco Matarazzo, 1.752, Salas 502/503, Agua Branca, S&o Paulo-SP, CEP — 05001-200


https://www.apple.com
mailto:medicalcompliance@group.apple.com

CNPJ: 04.967.408/0001-98

EnekTpoHHa nowTa: brazilvigilance@ul.com
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NMOKA3AHHA A4 3SACTOCYBAHHA

DYHKLUis crnoBiweHHs Npo nopyweHnn putM (IRNF) — Lie NOBHICTIO NporpaMHuUin MeguYHniA 0,00aTokK
Ons MOBGIiNbHUX NPUCTPOIB, WO BUKOPUCTOBYETbCA Ha Apple Watch. Lia ¢yHKLUia aHanidye gaHi
YacTOTW NynbCey, Wob ineHTUdiKyBaTM enizoamn NopyLIEHHS CepLEeBOro pUTMy, WO MakoTb 03HaAKK
dibpunsauii nepeacepab (PI1), | NOBIAOMASAE NPO LEe KOPUCTYBaYeBi CNOBIWEHHAM. Lis yHKLUia Moxe
BMKOPUCTOBYBaTMCS 6€3 nonepenHboro npusHavyeHHs nikapem. Y Hi He nepenbayvyeHo CroBilLLEHHS
Npo KOoXeH BMMNagoK NopyLIEHOro pUTMY, WO Mae 03Haku ¢idbpunauii nepencepab, a BiACyTHICTb
TaKOro CroBilLLEHHS HE € rapaHTIED TOro, WO NaToreHesy 3axBOPHOBaHHSA He iCHye. HaToMicTb us
dYHKLUisS Npu3HaveHa 4ng NpuHarigHoro Bigobpa)keHHs Ha eKpaHi CroBilLleHb LWOoO0 MOXI/MBOI
¢ibpunsauii nepeacepab, KoM gaHMX AOCTaTHbO Ans aHanisy. Lli gaHi peectpytoTbes, nuwe Konm
KOPUCTYBa4 He pyxaeTbcs. PasoM i3 pakTopaMu pu3nKy KOpUCTyBaYda Lo GYHKLiI0 MOXHa
BMKOPUCTOBYBATM AK A00AaTKOBUN apryMeHT Yy NPUNHATTI PilleHHs WOoa0 A0LUibHOCTI Noganblloro
ob6cTexeHHs Ha ¢ibpunauito nepeacepdb. Lis pyHKLUig He Moxe 3aMiHIOBaTK TpaaULiiHI MeToam
OiarHOCTyBaHHA abo NiKyBaHHS.

Lls dyHKLUia He BunpoboByBanacb Ha ocobax BikOM A0 22 POKIB i He MpU3HavYeHa 4N BUKOPUCTaHHS
LLieto KaTeropieto ocib, a TakoxX ocobamMu, AKUM yXXe aiarHocTyBanu ¢ibpunauito nepeacepap.

LLIJTbOBE NMPU3HAYEHHA (PEINOH €C)
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@DyYHKLiS CMOBILLEHHS MPO NOPYLIEHNN PUTM — Lie NMOBHICTIO NPOrpaMH1Uii MeauYHnii 0oaaTok ans
MOBiNbHUX MNPUCTPOIB, WO BUKOPUCTOBYETbCS Ha Apple Watch. Lia dyHKLig aHanidye gaHi Yactotu
nynbcy, Wwob ineHTndikyBaTn enisoamn NoOpyLIEeHHs CEPLLEBOrO PUTMY, WO MaloTb 03Haku dibpunsaii
nepeacepab (Or), i noBigOMNSAE NPO Le KOPUCTYBaAYEBi CNOBIilLEHHAM. Lia yHKLig Moxe
BMKOPUCTOBYBaTUCS 6€3 nNonepenHboro npusHaveHHs nikapem. Y Hi He NnepenbayvyeHo CroBILLEHHS
NpPO KOXEeH BMMNagoK MNOPYLIEHOro pUTMY, WO Mae 03Haku ¢ibpunauii nepencepnb, a BiACyTHICTb
TaKoro CroBilleHHS He € FrapaHTIElo TOro, WO NaToreHe3y 3aXBOPIOBaHHA He icHye. HaToMicTb us
®YHKUiS NpM3HaYeHa ans NpuHarigHoro BigobpaxeHHs Ha eKpaHi CNoBileHb LWOA0 MOXJINBOI
dibpunsauii nepeacepab, KoM gaHUX AOCTAaTHbO Ans aHanisy. Lli gaHi peecTtpytoTbed, nuwe Konm
KOPMCTYBa4 He pyxaeTbcs. Pa3oM i3 pakTopamMu pusmnky KopuctyBada Lo GYHKLit0 MOXHa
BUKOPUCTOBYBATU K A0AATKOBUIA apryMeHT Y NPUMAHATTI PilleHHS W00 AOLUITbHOCTI NoaanbLloro
obcTexeHHs Ha ¢ibpunsuito nepeacepp. Lia pyHKLig He MoXe 3aMiHoBaTK TpaguLiiHi MeToam
OiarHOCTYyBaHHA abo NikyBaHHS.

Lls ¢yHKLUia He BunpoboByBanacb Ha ocobax BikoM A0 22 POKiB i He MpU3HayYeHa AN BUKOPUCTAHHS
Lielo KaTeropieto ocib, a Takoxx ocobamMu, IKMUM yXKe giarHocTyBanu ¢ibpundauito nepeacepap.

LlinboBa ayanTopia Ta KOPUCTYBaYi

DYHKLUis crnoBilweHHs Npo nopyweHnn putM (IRNF) npusHaveHa ong KopucTyBayiB BiKkOM Bif 22 pokKiB.
LLlo6 kopucTyBaTUCS NPOrpamoto, He Tpeba MaT NeBHMX NPobneM i3 3a0poB'am. KopucTtyeaui, ki
X04yTb AidHaTMCA Gifblue Npo CBil CTaH 340POB'A cepus Ta CYANH, MOXYTb akTUBYBATU L0 PYHKLLO
nicng apanTauii.

CMELIAJTIbHA IHOOPMALLIA 019 POCII

®DYHKLiS CMOBIiLLLEHHS MPO NOPYLUEHUN PUTM HE BBAXXAETbCA MeAUYHUM MPUCTPOEM 33 BU3HAYEHHAM
PocsgpaBHag3opy (pOCiNCbKnii KOHTPOOKUMIA opraH y chepi OXOPOoHM 300P0B'A).

@yYHKLis CMOBILLEHHS MPO NOPYLIEHUN PUTM — Lie NMOBHICTIO NPOrpaMHMii 404aTokK, Lo
BUKOPUCTOBYETbCS Ha Apple Watch. Lia ¢dyHKLig aHanidye gaHi 4acToTu Nynbcey, WoO ineHTudikyBaTn
enisogm NopyLeHHs CepLEBOro pUTMY, WO MaloTb 03HakKn ¢ibpunsauii nepeacepab (M), i
NOBiOOM/IAE NMPO Lie KOPUCTYBaY€eBi CNOBIilLLEHHAM. Lis dyHKLIA MOXe BUKOPUCTOBYBaTUCS 6e3
nonepeaHboro NpusHayeHHa nikapeM. Y Hi He nepen6ayYeHo CMNoBilLLEHHS NMPO KOXEH BUNaaokK
NMOpPYLLUEHOro PUTMY, LLO Ma€e 03HakK Gibpundauii nepeacepab, a BiGCYTHICTb TAaKOro CMOBILLEHHS He €
rapaHTi€lo TOro, Wo naToreHesy 3axBOPIOBaHHA He iCHYE. HaTOMICTb ua GYyHKLiS NpuU3HayYeHa ans
NPUHarigHoro Bigo6paXxeHHs Ha eKpaHi CnoBilleHb Woa0 MOXINBOI ¢ibpunaLii nepeacepab, Konu
OaHUX O0CTaTHbO ANg aHanisy. Lli gaHi peecTpytoTbcs, NULle KOSIM KOPUCTYBaY He pyxaeTbcs. Pasom
i3 dakTOpamMm pu3nKy KopucTyBaya Lo GyHKLIO MOXXHA BUKOPMUCTOBYBATU SIK JOAATKOBUIA apryMeHT
Yy NPUAHATTI PillEeHHS WOA0 OOLUIbHOCTI Noganbluoro o6cTexeHHsa Ha ¢ibpunauito nepeacepab. Lia
dYHKLUiS He MOXe 3aMiHIOBaTU TPaaULiHI MeToau AiarHOCTYBaHHA abo NiKyBaHHS.

Lls dyHKLis He BMNpo6oBYyBanach Ha ocobax BikOM [0 22 pPOKiB i He NPM3HaYeHa A1 BUKOPUCTaHHS
Lielo KaTeropieto ocib, a Takox ocobamMu, IKMUM yXKe giarHocTyBanu ¢ibpundauito nepeacepap.



3ACTOCYBAHHSA ®YHKLIT CMOBIWEHHA MPO
MOPYLUEHUN PUTM

HanawTtyBaHHg 1 aganTaLis

o OYHKLIA CNOBILLEHHS NPO NOPYLIEHN pUTM cyMicHa 3 Apple Watch Series 3 a6o HOBiLlLMMMU
MogensiMu. BigoMOCTi Npo AOCTYNHICTb Y perioHax i NigTPUMKy GYHKLiT CMOBILLEHHS MPo
NOpPYLIEHNN PUTM PISHUMU MPUCTPOAMN OMB. Ha CTOPIHUI https://support.apple.com/HT208931

¢ OHoBIiTb Apple Watch Ta iPhone go HanHoBiwux Bepciin OC.

e BiokpuiiTte nporpamy «300poB’'a» Ha iPhone i BubepiTb «Ornan».

e [epenaitb 0o po3ainy «Cepue», NoTiM BUOepiTb «CnoBilleHHs NP0 NOPYLIEHNN PUTM>».

e BukoHaliTe iHCTPYKLIi Ha eKpaHi Ta 3aBepLWiTb Npoueaypy aganTaLii.

¢ Bu MoxeTe Byab-KOIM NepepBaTu Npoueaypy aganTauii, TOpKHYBWN «CKacyBaTu».
OTpUMYBaHHS CMOBILLLEHHS

e Konu uto GyHKLi0 BBIMKHEHO, BU OTPMMAETE CMNOBILLLEHHS B pasi BUABMIEHHS CEPLEBOro pUTMy,
AKNIA MOXe BKasyBaTu Ha dibpunsauito nepencepab, i NiATBEPAXEHHS pe3ybTaTy B KiflbKOX
BUMIpPIOBaHHAX.

e SKLLO TepaneBT He AiarHocTyBaB y Bac ¢pibpundauito nepeacepab, BaM cnig, obroeopunTu Le
CMOBILLLEHHS 3i CBOIM NiKapeM.

Yci paHi, 3ibpaHi i1 aHanisoBaHi PYHKLIED CNOBILLLEHHSA NPO NOPYLUEHNA PUTM, 30epiratoTbcsa B
nporpami «3g0poB’'s» Ha BawoMy iPhone. kL0 BX BUPILUMTE NOWNPUTY L0 iHPOpMaLito, BU MOXeETe
3pobuTK Le, eKcrnopTyBaBLLM CBOIi MegaaHi B nporpami «300poB’a».

Hogi paHi He 3anucytoTbcs, SKLWo cxoBuue Apple Watch 3anoBHeHo. Y TakoMy pasi chif 3BiNbHUTU
Micue, BUganMBLLUM HENOTPIOHI NporpamMn, My3unKy 4m nogkacTn. Bu MoxeTe nepesipuTn OOCTYNHUI
obcAr cxosuula B nporpami Apple Watch Ha iPhone, TopkHYBLWW «Miil rOQUHHNK», «3aranbHi», a
noTiMm — «CxoBuLLe».

BE3MEKA M EOEKTUBHICTb

EdekTuBHICTb OYHKLIi crnoBiweHHs npo nopyweHun putM (IRNF) 6yno peTenbHo nepesipeHo B
KNiHIYHOMY OocnigXXeHHi 3a yvacTi 573 y4yacHMKIB BikOM Big, 22 pokKiB i3 giarHocToBaHo ¢pibpunsauieto
nepencepnb Ta BiACYTHICTIO ¢ibpunauii nepencepnb B aHaMHe3i. Y HUXKYeHaBeOeHilh Tabnumu,
y3arafibHeHo aeMorpadiyHi xapakTepUCTUKU OOCNIAXKEHHS.

OemorpadiyHi gaHi cy6’'ekTiB KniHiuHoro gocnig>keHHs IRNF 2.0


https://support.apple.com/HT208931

BikoBa rpyna

K-tb=573

<55 123 (21,5 %)
>=55 no <65 140 (24,4 %)
>=65 310 (54,1 %)
CraTtb

Yonosiva 286 (49,9 %)
XKiHoya 287 (50,1 %)

ETHiYHa NpuMHanexHicTb

NaTtnHoamepumkaHui 38 (6,6 %)
He naTtnHoamepukaHui 535 (93,4 %)
Paca

€BponeoiagHa 502 (87,6 %)
HerpoigHa 57 (9,9 %)
IHWa 14 (2,4 %)

YyacHukM gocnigxeHHa Hocunm Apple Watch i KOHTponbHUIA enekTpokapaiorpadiyHmnin Knemkumn
enekTpopn (EKIM-Haninky) ogHo4YacHo npoTsaroM 13 gHiB. 3-NOMiX Y4YaCHUKIB AOCNIOXKEHHS, KOTPI
Haganu gaHi ang aHanisy OCHOBHOI KiHLLeBOI Touku, ¥ 32,4 % (K-Tb=140/432) 3a 4ONOMOroto
KOHTposnbHOiI EKI-Haninku 6yna BusiBneHa ¢ibpunauia nepencepnb, i BOHU 6panu yy4acTb y
BU3HAYeHHI YyTNMBOCTI NPUCTPOt0. 3 HUX 124 0COBU OTPUMANN CNOBILLLEEHHSA NMPO NMOPYLUEHUA PUTM,
LLLO Yy3roa)kyBasocs 3 pe3ynbraTaMu BUMiptoBaHb EKIM-Haninkow, BogHoO4Yac YyTnAmMBICTb Ckiana 88,6
%. 3 292 yyaCcHUKIB OOCNiOXXeHHS, Y KOTpux He Byna BuasneHa ¢ibpunauia nepencepapb 3a
ponomoroto EKIM-Haninku Ta KoTpi Haganu gaHi ong aHanisy cneuudiyHocTi npuctpoto, 290 He
oTpuManu BignosigHe crosiuweHHsa. CneundiyHicTb BUSBNeHHS Gibpunauii nepeacepab cknana 99,3
%. IHWi yvyacHukn (K-1b=141/573) Haganu gaHi Nnuwe gna aHanidy BTOPUHHUX KiHLEBUX TOYOK i/abo He
3aBepLimnu gocnig)eHHs. Lli peaynbTat NigTBEpaXYOTb ePEKTUBHICTb BUABNEHHS Qibpunauii
nepegcepnb MNPUCTPOEM.

3ACTEPEXEHHSA

DyYHKLig CNOBiLLEeHHS NPOo NOPYLIEHU pUTM He MOXXe BUSBAATU cepueBi Hanagu. byab-konu,
AKLLO BU BigvyBa€eTe B rpyasax 6ifb, TUCHABY, CTUCKaHHS YU Te, WO BUOAETbCA BaM CepLeBUM
HanapoMm, BUKIMKaNTe eKCTPEHi CNYy>X6MU.



DYHKLiA cnoBilLeHHSa NPo NopyLEeHUN pUTM He Nepesipse HasgBHICTb ¢i6punauii nepencepap y
BCiX BUNagKax, i Ha Hei He cnig noknagaTucsa 9K Ha MoHiTop 6e3nepepBHOI Aii. Lle o3Havae, Wwo us
yHKLUig He 3paTHa BUABNATY BCi BUnaaku ¢pi6punsauii nepeacepnb, i ntogn 3 pibpunsuieto
nepepcepnb MOXYTb He OTPUMATU TaKOro CMOBiLLEHHS.

[aHi Ha Apple Watch MoxyTb He peecTpyBaTucs, Konu Apple Watch nepebysae y 6e3nocepefHin
©6/1M3bKOCTi 00 NOTYXHUX eNeKTPOMAarHiTHMX Nonie (Hanpuknag, enekTPoMarHiTHUX NPOTUBMKPaOHNX
CUCTEM, MeTaNloaeTeKTopIB).

Ha 3pgaTHicTb GYHKLUIT BUMiptoBaTK Ball NYNbC i BUABAATU NOPYLLUEHNA PUTM, LLLO MOXe BKa3syBaTu Ha
dibpunsuito nepencepnb, MoXxe BNANMBaTU HU3Ka dakTopiB. [1o TakMx GakTOpiB HanexaTtb PyX/MBICTb,
PYXM PYK i NanbLiB, 30BHIilIHI YAHHUKN, SK-OT TeMnepaTypa HaBKOJIMWHbOIO CepeoBULLLE, TEMHI
TaTyloBaHHSA Ha 3an’aCTKY Ta iIHTEHCUBHICTb MPUTOKY KPOBi 40 WKipKU (Ka MOXe 3MeHLLyBaTMUCS 3a
HWU3bKMX TeMnepaTyp).

3HIMANTE Apple Watch nig 4yac MeanyHux npoueayp (Hanpuknan, MarHiTHo-pe3oHaHCHOI
ToMorpadii, giatepmii, NiToTpuncii, NpMNaneHHa Ta Npouenypu 30BHIWHbOT gedidbpunau,ii).

HE 3MIHIOMTE npuitoM MeamKaMeHTiB 6e3 KOHCYnbTaL,i 3i CBOIM nikapem.
He npu3aHayeHo ans ocib BikoM A0 22 pokiB.

He npu3aHayeHo ang ekcnsyaralii ocobamMu, y 9Kux nornepegHbo giarHocTyBanu ¢ibpunadio
nepeacepap.

CrosBillleHHs Big wiei yHKLIi € NOTEHUIMHUMN BUCHOBKAMU, @ HE OCTAaTOYHUMM AiarHo3amMu
KapaionoriyHnx saxsoptoBaHb. YCi CNOBILLEHHS MaloTb PO3rnaaaTuca MegudyHuMm eaxisusamMm gns
NPUNHATTS KNiHIYHUX PillEeHb.

Apple He rapaHTye, WO BWU HE MAaETe apUTMii UM iIHWMX MeOUYHUX CTaHiB, HaBiTb 3a BiACYTHOCTI
CMOBILLLEHHSA NPO MopyLIEHU PUTM. BU MaeTe crnoBillaTh CBOro nikaps Npo 6yab-aKi 3MiHW CTaHy
BaLIOro 340pOB'S.

[nsa nocsarHeHHa HankpalmMx pesynbTaTiB perynspHo 3apagxante Apple Watch i cniaokyiite 3a Tum,
06 rogMHHMK LLiNbHO NpUAsSrae oo 3an’'actka. BogHo4yac gaTynk pUTMy cepus Ma€e BNpuUTyn
npuaaraT oo Wkipu.

Lle cnoBileHHs ang KopucTyBada Ta/abo nauieHTa nNpo Te, Wo Npo 6yab-9KUil cepmosHumn
iHUMOEHT, 9Kl cTaBcqa y 3B’93Ky 3 npuctpoem IRNF, cnig noBigomnaTtn Bupo6Huky (Apple) i
KOMMNETEHTHOMY OpraHy Aep>kaBU-usieHa, y kil nepebyBae KOpUCcTyBaY i/abo nauieHT.



BE3MEKA: Apple pekoMeHaye HanawTyBaTh Kof, Aonycky (MepcoHanbHUi igeHTuoiKauinHnia Homep,
abo PIN), Face ID a6o Touch ID (Bin6utok nanbuga) ana iPhone i ko, gonycky (nepcoHanbHUi
ineHTUdikauinHmMn Homep, abo PIN) gna Apple Watch, wo6 3abesneuntnn HaneXXHui piBeHb 3aXUCTyY
Balnx gaHux. beaneka iPhone € Baxnuneoto 3 ornaay Ha Te, Wo Bu 36epiraTuMeTe Ha HbOMY CBOIO
nepcoHanbHy Megu4Hy iHpopMmauito. KopncTyBayi TakoXX oOTPUMYBaTUMYTb 40AATKOBI CMOBILLEHHS
npo oHoBneHHA iOS i watchOS Ha iPhone i Apple Watch. OHOBeHHS HagatoTbCs 3a AOMNOMOr oK
©6e30p0TOBOro 3B'A3Ky, CNPUAI0YM LUBUAKOMY BMPOBAAXKEHHIO OCTaHHIX BUMPaB/ieHb CUCTEMU



6e3nekun. ue. «lMocibHuK i3 6e3nekn iOS Ta watchOS», y skoMy onucaHo metogu 6e3nekn Apple i
KW OCTYNHUI ons BCix KopuctyBayie. LLLo6 nepernaHyTv MocibHuk i3 6e3nekun iOS i watchOS,
nepenaitTe 3a nocunaHHam https://support.apple.com/guide/security/welcome/web.

CNMBOJIN MAPKYBAHHA OBJTAOHAHHA
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