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MAHPO®OPIEZ I'A THN EABETIA:
ANTINPOXZQMOX INA THN EABETIA:
QUNIQUE GmbH

Bahnhofweg 17

5610 Wohlen

EABeTia

MNAHPO®OPIEZ I'A THN KOAOMBIA:

PRODUCTO: Funcién de notificacién de ritmo irregular (Version 2.X)
IMPORTADOR:

IMPOMED S.A.S

Calle 1 SUR NO. 77A-21

Interior 201 Medellin Colombia

REGISTRO SANITARIO NO.: INVIMA 2020DM-0021835

NMAHPO®OPIEZ IIA TH BPAZIAIA:

Ap. ANVISA: 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
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CNPJ: 04.967.408/0001-98

Email: brazilvigilance@ul.com

MAHPO®OPIEZ I'lA THN INAIA:

MpoalpeTIKOG aplBuUog kKataxwplong: Apple-USA/I/MD/002975
EIZATQIMEAL:

Asia Actual India (OPC) Pvt. Ltd.

523A, Tower A, Spaze I-Tech Park, Sector 49,

Gurgaon, Haryana, India

MAHPO®OPIEZ I'A THN INAONHZIA:

AplBuodg adelag mpotdvtog: AKL 20502220301
KATAXQPQN:

PT. ASIA ACTUAL INDONESIA, DKI Jakarta

Gandaria 8 Office Tower, Unit 6J. JI. Sultan Iskandar Muda
Jakarta Selatan 12240 - Indonesia

+62 (021) 2930-3747

MNAHPO®OPIEZ I'lA THN KOPEA:
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MAHPO®OPIEZ ITA TH MAAAIZIA:
Adela ouokeung: GB7830421-55921
EZOYZIOAOTHMENOZX ANTIMPOXZQMNOX:
Nyprax Business Solutions

37 Jalan Terasek Lima, Bangsar Baru,

59100 Bangsar, Kuala Lumpur

NMAHPO®OPIEZ A TIZ OIAINNINEX:

ApB6g CMDN: CDRRHR-CMDN-2022-988483
EIZATQreAx::

Asia Actual Consultancy Inc.
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Unit 1A GV Square Bldg.
Casa Milan Commonwealth Ave.
Greater Lagro, Quezon City

Metro Manila

MAHPO®OPIEZ IlA TO BIETNAM:

AplOuog Adelag stoaywyng MA: 220002521/PCBB-HCM
KATOXOZ AAEIAL:

Asia Actual Vietnam Co., LTD.

45/90 Binh Tien

Ward 07, District 6

Ho Chi Minh City

MAHPO®OPIEX I'IA THN OYKPANIA:

TOB «[XXEPETO-YKPAIHA»

01033, YKkpaiHa, M. Kuie, Bynuus LLlota PyctaBeni 33-b, ogic 27
e-mail: uarep@jerelo.eu

Ten. +38 (044) 360 30 1M
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MAHPO®OPIEZ A THN AYZITPAAIA:
Ytolxela avadoyxou:

Apple Pty Ltd

Level 3, 20 Martin Place

Sydney, NSW, 2000

Australia

https://www.apple.com/au/

THA.: 1-300-321-456

MAHPO®OPIEZ A TH MOAAABIA:

AplBudg kataxwplong: DM000322301, DM000322302
EZOYZIOAOTHMENOZ ANTIMPOZQMOX:

JERELO S.R.L.

MD-2024, str. Pietrariei, nr 19A, of. 3.

mun. Chisindu, Republica Moldova

+37378538295
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ENAEI=ZEIX XPHXHX

H duvatotnta «MvwoTtotomoelg akavovioTou pubuou» (ATAP) slval pia Llatpikn epapuoyn
(AoyLoLKO LOVO) Via GOPNTES CUCKEUVEG TIoU TtpoopileTal yia Xprion Ue to Apple Watch. H
duvatotnta avallel edopeva puBUOL TTAALWY yld TNV AVayvVwELoT AKAVOVIOTWY KApSLIaKwV pubuwv
TIOU UTtopEl va LTTOSEIKVUOULY TNV TIAPOUCIA KOATILKNG HApHapuyng (KM) Kal oTEAVEL yvwoToTIoiNoN
oTov Xpnriotn. H duvatdtnta mpoopiletal yla xpron xweig latplkn ouvtayr). Aev tpoopiletal yia
TIAPOXY) YVWOTOTIOIMNONG o€ KABE £TIEL00810 aKAVOVIOTOU puBLIOL TTou (cwg onuaivel Tnv tapouoia kM
Kal n amoucia yvwoTtotoinong dev poopiletal wg uTtodelEn 6Tl Sev UTIAPXEL KATIOoL TTAONnon. H
SuvatotnTta mpoopileTal YIa EUKALPLAOKT ELPAVION LA YVWOTOTIOMOoNG yla Tibavr) tapoucia kKM,
otav dlatiBevtal emapkn dedougva yia avaiuon. Autd ta sedougva kataypddovTtal Hovo OTav o
XPNoTNG eivatl akivntog. e cuvduaoud pe Toug Ttapdyovteg Klvduvou Tou Xp1iotn, n duvatdtnta
MTopEl va XPNooTIonOel CUUTIANPWHATIKA 0T ANYPn amdépaong yia EAEYX0 KOATILKNG MOPHAPUYNG.
H duvatotnta dev mpoopileTal yla avTiKaTAoTaon TwWV Tapadoclakwy HeBodwvy dldyvwong 1
Bepameiag.

H duvatotnta dev £xel Sokiuaotel kat Sgv mpoopiletal yia xprion and atopad nAlkiag Katw Twv 22
etwv. Emiong, dev mpoopiletal yia xprion amod dtopa mou £xouv SlayvwoTtel 0To TTapeABov e kM.

MPOBAEIMNOMENOZXZ 2KOIMNOZX (NMEPIOXEXZ ENTOX THX
EE)

H duvatotnta «M'vwoToTooelg akavovioTou pubuol» ival pla latpkn epappoyn (AoYLoUKO Hovo)
yla $oPNTEG CUOKEVEG TToU TipoopileTal yla xprion Ue to Apple Watch. H duvatotnta availel
Sedopgva puBUOL TTAAUWY YLa TNV AVAyVWELOT AKAVOVIOCTWY KApSLOKWY pUBUWY TIoU HTtopEel va
UTTOSELKVUOUV TNV TIAPOUCia KOATILKNIG HAPHApUYNS (KM) Kal 0TEAVEL yvwoToToinon otov Xprotn. H
duvatotnTta mpoopileTal yia Xprion XweIig LaTtpikny ouvtayrn. Asv ipoopidstatl yia mapoxn
YVWOTOTIOIMONG o€ KABE £TELCOSL0 AKAVOVIOTOU puBOoL TIou iowg onuaivel Tnv mapousia kM kat n
amoucia yvwototmoinong dev mpoopiletal wg UTTOdELEN OTL Sev LTIApPXEL KATIola TTAdnon. H
duvatotnTta mpoopideTal yIa EUKALPLAKT] ELPAVION HLAG YVWOTOTIOMOoNG yla Tiibavr) tapouacia kKM,
otav dlatiBevtal emapkn dedougva yia avaluon. Autd ta sedougva kataypddovTtal Hovo dTav o
XPNoNG eival akivntog. e cuvduaoud pe Toug TTapdyovteg Klvduvou Tou XpNotn, n duvatdtnta
MTopEl va XpNnooTtonBel CUUTANPWHATIKA TN ANYPn andédpaong yid EAEYX0 KOATILKNIG MOPUAPUYNG.
H duvatotnta dev mpoopideTal yla avTiKaTAoTaon TWV Tapadoolakwy HeBodwvy dldyvwong 1
Oepareiag.

H duvatotnta dgv €xel SokluaoTel kat Sgv TtpooplleTal yia Xprion amo AToud NAKIag KATw Twy 22
etwv. Emiong, dev mpoopiletal yia xprion amod dtoua Tou £xouv SlayvwoTtel 0To TapeABov e kM.

IANOLGLBC-OTE BAeme .



H duvatotnta «M'VWwoToTooelg akavovioTou pubuou» TipoopileTal yia XPrioTeg NAKiag 22 sTwy Kal
Avw. Agv aTtalTEiTAL CUYKEKPLUEVN KALWVIKY KaTdoTaon yla Xpnon g edapuoyng. Ot XprioTeg TIou
evlladEpovTal va HABouv TTEPLOCOTEPA OXETIKA E TNV KAPSLAYYELOKT TOUG LYELa UTTopOoLV va
ETIIAEEOLV VA EVEPYOTIOLOOLY TN SUVATOTNTA KETA TNV ETILTUXT OAOKANPWON HLag dtadlkaoiag
KATATOTILONG.

NMAHPOO®OPIEXZ A TH PQXIA

H duvatotnta «M'VWOoTOoTIooElg aKavOVIoTOU puBoU» 8ev BewpeiTal WG LATPLKT) CUCKEUT) ATIO TOV
opyaviopud ROSZDRAVNADZOR (pwaolKT UYELOVOULKY apxn).

H duvatotnta «M'vwoToTooelg akavovioTou pubuol» sival pia epappoyn (AoyLouko povo) yia
$OoPNTEG CUOKEVEG TIOU TipoopileTal yla xpnon e to Apple Watch. H Suvatdtnta avaAlvel Sedougva
PUBHOU TIAALWY YLA TNV AVAYVWELOTN AKAVOVIOTWY KAPSLAKWY pUBUWYV TIou pttopel va uttodstkviouy
TNV TIAPOoUCia KOATILKYG HapUapuyng (kM) kKal oTEAVEL yvwoToToinon oTov Xpriotn. H duvatdtnta
TpoopileTal yla xpron Xwpeig latpikn ouvtayn. Asv ipoopileTatl yia Tapoxr YvwoTtoToinong os Kabe
ETEL0OSL0 AKAVOVIOTOU puBuoL TIou iIcwg onuaivel TNV mapoucsia kKM kat n anoucia yvwotoTmoinong
Sev poopileTal wg uTIOSELEN OTL Sev UTTAPXEL KATIola TTABNnoN. H Suvatdétnta mpoopiletatl yia
EUKALPLOKT EUPAVION HLAG YWWOTOTIoNoNG yia mibavi tapoucia kM, étav diatiBevrtal emapkn
dedopgva yla avaiuon. Avtd ta dsdopgva KataypagpovTat Povo 0Tav o Xprotng eivat akivntog. e
ouvduaouo e Toug TtapdyovTteg KlvdUvou Tou XprioTtn, n duvatdtnta uropei va xpnotpomolndsi
CUUTIANPWHATLIKA 0N AP andpaong yla EAeyX0o KOATILKNG Hapuapuyng. H Suvatotnta dev
TpoopideTal yla avtikataotaon Twy tapadoolakwyv Hebddwv dtdyvwong 1 Bepameiag.

H duvatotnta dev €xel SokluaoTel kat dgv Ttpoopiletal yia Xprion amo dtoud nAkiag KAtw Twy 22
etwv. Emiong, dev mpoopiletal yia xprion amod Atopa mou £xouv SlayvwoTtel 0To TapeABov e kM.

XPHXH THX AYNATOTHTAX «'NQXTOINOIHZEIX
AKANONIZTOY PYOMOY»

Alapdépodwon Katl Katatormion

¢ H éuvatdmta «M'VWoTOTONOELG AKAVOVIOTOU puBuol» sival cupBatr pe to Apple Watch Series 3
N HeTayeveoTePA HovTEAA. [la va deite N StaBeoiudTnTa avdloya e TNV TIEPLOXY] KAL TN
OUUBATOTNTA CUOKEUWVY VLA TIG MVWOTOTIONOELS AKAVOVIOTOU pubuoU, emiokedpBeite Tn SielBuvon
https://support.apple.com/HT208931.

e Evnuepwote 10 Apple Watch kat to iPhone otnv 1o mpdodatn €kdoon AELTOUPYLKOU CUCTNUATOG.
e Avoi&te TNV edpappoyn «Yyeia» oto iPhone kal eTIAEETE «[Mepynon».
¢ MetaBeite otnv «Kapdla» kat eMIAEETE « VWO TOTIOOELG AKAVOVIOTOU PUOUOU».

e AkoAlouBnoTte TIg 0dnyieg otnVv 086vNn KAt oOAOKANPWOTE TN Sladlkaoia KATATOTIONG.


https://support.apple.com/HT208931

e [0 €€060 aTIO TNV KATATOTILOT VA TTAoA OTLYUN, ayyi§te «AkUpwon».
A" yvwotoTmoinong

¢ ‘Otav sivat evepyotonuevn n Suvatotnta, 6a AAPBETE LA YVWOTOTIOMON av EVTOTILOTEL KAPSLAKOG
PUBUOG TIOL {oWG LTTOSELKVUEL TNV TIAPOLCIA KOATILKNG MAPUAPUYNG Kal eTiLReRalwBEel o€ TTOAAEG
KATaypadeg.

e Av Sev €xel SlayvwoTtel amod latpd 6tL Tdoxete amd KM, culnNTNOTE LE TOV LATPO 0AG OXETIKA UE TN
YVWOoToToino.

‘O\a ta 6sdopeva TTou cLUAAEYoVTAL KAl avallovTtal amo Tn SuvatotnTa «'VWOoToTIooELg
aKavovioTou pubuoL» amodnkevovtal oTnv edpapuoyn «Yyesia» oto iPhone cag. Mmopeite emiong va
ETIIAEEETE TNV KOLVY] XPTION AUTWY TWV TIANPOPOPLWV HECW TNG €EAVWYNG TWV LATPIKWY S€S0UEVWY
oag oTnV epappoyn «Yyeia».

Av 0 Xxwpog amoBbrikeuong tTou Apple Watch sival mAripng, dev sival Suvatr n cuAAoyr VEwV
Sebouévwy. Mmopeite va eAeubepwoete Xwpo Staypdpovtag avemmBuunNTeg EPAPHOYES, TPAyoLdla 1y
podcast. Na va deite Tov xwpo anobrikeuong, netafeite otnv epappoyr Apple Watch oto iPhone
ayyi&te «PoAOL Hou» > «EVIKA» > «XWPOG ATIOBNKELONG».

AXZDAANEIA KAI ANNIOAOXH

H anddoon tng duvatdintag «MNvwoToTooelg akavovioTou pubuou» (ATAP) eAeyxOnke ekTevwg o€
MLa KAWVIKY) LEAETN 573 CUUUETEXOVTWY NALKIAG 22 €TwV KAl Avw, oL oTtoiol gite eixav dlayvwoTel pe
KM eite 6gv eixav L0TOpPIKO KM. Ta dnuoypadLkd XApAKTINPLOTIKA TNG LEAETNG cuvoyilovTal oToV
Tivaka TTou akoAouBel:

Anpoypadlkd oToLXeia CUMUETEXOVTWY KALVIKNG HEAETNG ATAP 2.0

N=573

HAlKLak” opdda

<bb 123 (21,5%)
>=55 ¢wg <65 140 (24,4%)
>=65 310 (54,1%)
(O11)Xe}

Avtpag 286 (49,9%)
Mvaika 287 (50,1%)

EOvikoTnTA



lomtavog/m 1y Aativog/a 38 (6,6%)

Mn loTtavég/n 1y Aativog/a 535 (93,4%)
®DUAN

Aeukog/n 502 (87,6%)
Malpog/n 1 Appoapeplkavog/m 57 (9,9%)
ANO 14 (2,4%)

Ol eyyeypauEvol CUPUETEXOVTES popoloav eva Apple Watch kat €va emiBeua
nAektpokapdloypadpnuatos (HKM) avadopdg mapdAAnAa yia €wg 13 nUEPEG. MNa TOUG CUUUETEXOVTES
TIOU CUVELOCPEPOUV SedoEVA OTNV AVAALOT TIPWTEVOVTOS TEALKOU onpeiov, T0 32,4% (n=140/432)
sudavioe KM 0Twg Ttpoosdlopiotnke oto emibeua HKI avadopdg Kal CUUTIEPIANIPONKE oToV
TPOCSLOPLOUO TNG eualoONoiag g ocuokeung. ATd auToUg TOUG CUPUETEXOVTES, 124 dTtoua eAaBav
YVWOTOTIOMOoN aKavoviotou pubuou (AFAP) pe avtiotowxn kKM oto emiBepa HKI kal n svalcOnoia
Nrav 88,6%. ATtO Toug 292 CUMUETEXOVTEG TIOU dev guddvicav kM oto eumAaoctpo HKI kat
ouveBalav edopgva otnv avaluon Tng akpiBelag TnG cuokeung, Ta 290 atoua dev EéhaBav
yvwoTtoTmoinon. H akpifela avixveuong kM ritav 99,3%. Ot Aottol ocuppetexovteg (n=141/573) eite
ouvelocepepav dedopgva Hévo o avalioelg SsuTepeloVTog TEALKOU onueiov gite §gv oAoKANpwoav
™ HEAETN. AuTd Ta amoteAEopata uTtooTNPEICoLY TNV ATIOTEAEOUATIKOTNTA TNG CUOKELNG OTNV
avixveuvon g kM.

MPODYAA=EIX

H duvatotnta «M'VWOoTOTIONOELG AKAVOVLOTOU PUBOU» SEV UTIOPEL VA aviXVEVTEL KAPSLAKN
mPooBoAN. Av atcBavBeite tdvo, Ttieon 1 oPpi§Lo 0TO OTIO0G OTIOLASNTIOTE GTLYMN 1) TILOTEVETE
OTL TaBaivete KapSLaKkY TTPooBOAN, KAAESTE TIG YTINPECIEG EKTAKTNG AVAYKNG.

H duvatotnta «F'VWoTOTIONOELG AKAVOVIOTOU pUBROU» SV EAEYXEL CUVEXWG yla Ttapouoia kKM
Kat dev mpEmel va Bacifeote o€ AUTNV YL GUVEXT TTapakoAolOno”n. Auté onpaivel 6tLn
duvatotnta v pmopel va avixveloel OAEG TIG TIEPLTITWOELS KM, Kal EVEEXETAL TA ATOMA TIOU
TAoYouv amd KM va un AaBouv yvwaotoTtoinon.

Evéexetal va unv sivatl duvatr n cuAioyn dsdopevwy oto Apple Watch étav autd Bploketal kovtd oe
LOXUPA NAEKTPOUAYVNTIKA TIedia (TT.X. NAEKTPOMAYVNTIKA AVTLKAETITIKA CUCTAUATA, AVIXVEUTES
METAAWV).

YTdpxouv KArolot Ttapdyovteg Tou emnpedlouy tn SuvaToTNTA HETPNONG TWV TIOALWY 00G Kal
avixveuong akavoviotou pubuol Tou UTTopEel va uTtodelkvleL TNV tapoucia kM. Autol ol TtapdyovTteg
TEPNABAVOLV TN OCWHATIKN Kivnon, KIWVioELg Tou XEPLoU 1) TV SAXTUAWY, TIEPLBAAAOVTIKOUG
Tapayovteg 0Twg n Bepuokpacia mepBAAAOVTOG, okoUpa TATovdl oTov KAPTIO Kal Tov OYKO poNg
aipatog oto S€pua oag (o omoiog UTopel va HewwBdel og XaunAeg Bepuokpaoieg).



MH ¢opdte 10 Apple Watch katd tn SldpKela LaTPIKWY TTEURATEWY (TT.X. LAYVNTIKY) Topoypadia,
SlaBeppia, AMBoTtppia, KAUTNPLACUOG KAl EEWTEPLKN aTtividwon).

MHN aAAddete TN GAPUAKEVTIKN Aywyr oag XwWpIig TTPWTA va CUUPBOUAEUTEITE TOV LATPO oag.
Aev TipoopileTal yia xprion amnod Atopua NALKIag KATW Twv 22 TWV.
Agv TipoopileTal yLa XPrion AaTo ATOUA TIoU £X0UV SlayVwoTel 0To TTApeABOV e KM.

Ol YVWOTOTIOINOELG TIOU OTEAVEL N TTapolod Suvatotnta ival Tlava supruata Kat 6€v amoteAolv
OAOKANPWHEVN Sldyvwon Kapdlakwy Ttadrioewy. ‘OAEG Ol YVWOTOTIONOELS TIPETIEL VA eAeYXB0ULV aTId
sTayyeApatia vysiag yia okomolg ANYNnG KAWVIKWY atopAoewy.

H Apple 6gv gyyudatal 0Tl Sev €xeTe appubuia 1 AAAEG LATPLKES TTABNOELS, AKOUN KL av 6ev AdPRete
YVWOTOTIOMON aKavovioTou puBuou. Av TtapouotlacTtolVv aAAayEg oTnv vyeia oag, EVNUEPWOTE TOV
latTpPo 0ag.

MNa BeATioTa amoteAeopata, va ¢popTilete TakTiKA To Apple Watch kal BeBaiwBseite 0Tl epappolel
KOAQ 0TV TTavw TTAeupd Tou KapTtol oag. O alodnTrpag KAPSLOKWY TIAALWY TIPETIEL va BplokeTal
KoVTda oTo S€pUa 0ag.

AuTn eival pa eldomoinon mPog Tov XPNotn Kat/1} Tov achevr) 0TL KABe coBapod TIEPLOTATLKO IOV
£xelL oupBel og oxeon He TN cuokewn IRNF Ba mipemel va avagepOei otov kataokevaotn (Apple)
KAl TNV appédia apxn Tou KPAToug HEAOUG OTIOU KATOLKEL 0 XP1ioTNng Kat/r} 0 acOevng.

AXDAAEIA: H Apple 0dg ouviotd va mipooBeoete evav KwSLko (PIN 1 aAAlwG TTPOoWTILKOG apLBUOg
Tavtotoinong), Face ID 1y Touch ID (6axTuAlké amotuTwua) oto iPhone oag kat evav kwdiko (PIN 1y
AAALWG TIPOOWTILKOG aplBudg Tavtomoinong) oto Apple Watch cag wote va utdpxet €va mpocOeTo
eminedo aocpdaielag. Eivat onuaviiko va mpootateloete 10 iPhone kabwg Ba puldocovTtal o€ auto
TIPOCOWTILKEG TIANPOodopieg vyeiag. Ot xprioteg Ba AauBdavouv emiong TPOCOETEG YVWOTOTIONOELG
svnuepwoewv i0OS kat watchOS ota iPhone kal Apple Watch toug, kal ol evnuepwoelg Ba apeyovTal
aclppata yla uttootnpén TG Taxelag voBETNONG TWV TILo TPOCHATWY eTISLI0POWOEWV aodaleiag.
Avatpe€te otov 06nyo aoddielag iOS kat watchOS, otou TteplypddovTal oL TPAKTIKEG aodAAELAG
™G Apple kat sivat 8ta8eo1uog yia 0Aoug Toug xpnoteg. MNa tov 0ényo aodpdAelag iOS kal watchOS,
emiokedOeite T dlevBuvon https://support.apple.com/guide/security/welcome/web.

LYMBOAA E=OMNAIZMOY

Kataokeuaotig
YupBouleuteite TIg 0dnyieg xpnong

E€ouolodotnuévog avtimpoocwtmog otnv EE

EEEL

laTpLKY) cuoKeLn
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