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Apple Inc.

One Apple Park Way
Cupertino, CA 95014

www.apple.com

[ Ec [rep]

Apple Distribution International
Hollyhill Industrial Estate,
Hollyhill, Cork,

3RRIS

Iudi medicalcompliance@group.apple.com

C€ma

fesRels 22r-faferse SH®RY :
CH-REP:

QUNIQUE GmbH
Bahnhofweg 17

5610 Wohlen

Switzerland

Pleifaar &2-fafere sTHeRT :

PRODUCTO: Funcioén 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

Aoitel oI A Haferd fady SRt

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, S3o Paulo-SP, CEP — 05001-200


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

CNPJ: 04.967.408/0001-98
30 : brazilvigilance@ul.com

HRA 32l A Haiftid fady SHaRt

SUTE @A 7R : IMP/MD/2022/000754
AT

Asia Actual India (OPC) Pvt. Ltd.

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

Gurgaon, Haryana, India

SAferaT 2 I Weftd fa2y STHaR :

TISaT A8 FeR: AKL 20502220301

Moge:

PT. ASIA ACTUAL INDONESIA, DKI Jakarta

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

+62 (021) 2930-3747
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H=&: Apple Inc.

(EAh One Apple Park Way, Cupertino, CA 95014, USA

(2% 20450 Stevens Creek Blvd., Cupertino, CA 95014, USA
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Ao 2 & Heifdd oy et
féaTew @Tedi¥ : GB7830421-55921
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Nyprax Business Solutions

37 Jalan Terasek Lima, Bangsar Baru,

59100 Bangsar, Kuala Lumpur

fisetidi=T ger fafere sAaR :

CMDN ¥&4T : CDRRHR-CMDN-2022-988483
RITAhdT

Asia Actual Consultancy Inc.

Unit 1A GV Square Bldg.


mailto:brazilvigilance@ul.com

Casa Milan Commonwealth Ave.
Greater Lagro, Quezon City

Metro Manila

omels der fafere SIHaRY -

Afgepet feaTed g FeR : 65-2-2-2-0016259

3Tl :

U5EN 1213 wamzia (Usundlng) 31nm

8 2Asiiiu aalaaii 15-102 9 15 sasgaain 40 auuganin
w29nsz 121 LeAaBILAE N9 10110

Tns. 02-821-5998

foraaam g2r fafere SHERY :

MA 4T @T8ad AeR : 220002521/PCBB-HCM
WTSAY YRS :

Asia Actual Vietnam Co., LTD.

45/90 Binh Tien

Ward 07, District 6

Ho Chi Minh City

ep <21 ¥ Heifdd fadw SHeR :

TOB «[OXEPENO-YKPATHA»

01033, YkpaiHa, M. Kuie, Bynuus LLoTta Pyctaseni 33-b, odic 27
S0 : uarep@jerelo.eu

Ten. +38 (044) 360 30 11
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TSI &l [davoT:

Apple Pty Ltd

Level 3, 20 Martin Place
Sydney, NSW, 2000
Australia
https://www.apple.com/au/

TP 1-300-321-456

MOLDOVA COUNTRY SPECIFIC INFORMATION:
TSTeUT AT DM000322301, DM000322302

ftiepa wiAfifa -

JERELO S.R.L.

MD-2024, str. Pietrariei, nr 19A, of. 3.
mun. Chisinau, Republica Moldova

+37378538295

U g2 fafere STHaRt
Registro Sanitario NO :DB6240E


mailto:uarep@jerelo.eu
https://www.apple.com/au/

IMPORTADOR:

Drogeria Emergo Peru S.R.L.

Calle Las Orquideas Nro. 585, Int. 1301,
San Isidro, Lima, Peru

RUC: 205 52 75 65 34

YT B BfceT LT

SfAAffd Tfd GaAT BIeR (IRNF) Bad AR MHTRA AleTed fafdbaar Ufteidsed & Sit Apple Watch ST 3uaT
P By g1 BIR Ufeaa isiei2M (AFib) &1 Hdhd & aTet 31HAHd 8 TTfd PBaR Ugd- Bidq e Tid ST &1
feeTTOT AT & 3R GER BT YIAT T &1 IR 3NR-3-BT3eR (OTC) 3UANT BT €1 g Vet Stz o1 Feba
A ATt ATITAT BT T PR Tob AR bl YT & Bieig A&l & 3R o1 Pl 3uRATd HT Aderd fasHt I BT T 8T
TE ¢; afch HIeR vgaTd Bfeig Tafed 22T 3ucted 81 TR 31aRR 3R I Yfgaet fOhfsiaem B g & Hferg 2
J 32T FacT IR FRER B W & T ST &1 gpR Bl HRep! Bare, Brer Vo Tfseen sihae dame §
3YGT foby T Hebd &1 IR ST AT 3U™R BURIRNTT diie! bl IGetdT Ta! 2

IRR &7 22 FTd A BH 37 Bl U S 781 Bl TE & 37K Ig ITh3uNT Bieiq T8l 21 57 @t o ufeae fbfaaerm
T T B, 37hgRT S9! 3UANT 78 fobaT ST ITfev|

qifed 3uANT (FRUTT e &)

AT TTfd a1 HraR Pac ATHedR THTRT HigTsd ffbar Ufeide & ST Apple Watch 372l 3UdT &= &
forg 81 IR Ugaet fohfdaem (AFib) BT Hdbd & aTel fAafid ged TTfd HaR UgarA Bicq ge Tfd ST & faearsor
AT € 3R YER BT YT a1 €1 IR 3NR-E-H13R (OTC) 3N Bfaw 21 I8 Vet fOhfierer o1 Iehd & arel
AT TSI T BER Vb AR DT AT & B 78! § 3R FaT b 7FIRATT BT Adcrel [BET I BT 7 8HT T8 &
gfces IER USdTd bieQ UaTed SeT 3uded 8 WX 31T 3R GHTfdd Cfeae fofeicie &bt Jaam & bieig &1 3 ser
P IoR BIREER T W & fA7 ST &1 R FolfEH BRB! BT, BIeR Ufead e sihae bamea ¥ 3uam
b ST Fepd €1 IRR ST AT ITER BRI dRieb! Pl deeidT 781 81

BRR &1 22 FTA A BH 37 Bl W ST T81 Bl 1€ 2 3R gg 3Th30A0T Bieig 781 21 57 @t o vfeae fsfaaer
AT AT &Y, 37bgRT ST 3N 78! fdar STHT I1fev|

&g A 3R Fifed IR

IRNF QU T 3921 37 GpR Hfrg aifed 2 ST 3mg 22 31 39 31fees af HY &1 V7 BT 30T 37 Ffeg 1E fafere
faRifAepe 2r 3maedes T8 €1 ST oK 37U PIfeAIaRa] W PBaR H 31feies STHAT I1ed &, I siFaifen wfsar
HHBAATdP G 8 TR 9 IR DI Fithd B BT fadbed I Fabd g

&Y <2l ¥ Hafed faoy SRt

ROSZDRAVNADZOR (BT T faumT) 1fFafad i gedT1 HreR ®1 Afswd fedrssd 78! Arar 2



AT TTfd a1 B Pad Ao ATHTRT Ui & ST Apple Watch &7 39T &3 bfeiy 81 iR
Ufeget fBfSa2M (AFib) &7 Hdbd oA aTel 31IfAd g TTfd PaR U Bl Ieg Tfd ST 6T fdoayuT iar & 3R
YoR P YIAT &dT &1 BN 3aR-3-BRER (OTC) I9ANT HBfeiv 21 Tg Veae fhfseied &1 Hebd & aret sifafid g

T BER T AR BT AT &7 BT T8I & 3R GoaT HY Ul BT Faeid {7 BT 7 8T A1 §; afcds HeR ggdrd
PfAT yafed ST 3 I W g AR FITfdd Ufeaet fbfsicior bl gerT & HBfdv 81 U 527 bad IoR BRRR

B W & AT SI1d 81 IpR Pollfed BRPI HATe, HBier Vead e dihac Bamed § 3uanT fby 517 I 8|
TRR STl IT 3UIR SRR R Bl geotdl T8l 2

BRR &1 22 FTA A BH 37 Bl U S 781 Bl TE 2 31K Ig ITh3uANT Bieig 78l 21 57 @t o vfeae fbfaaem
7T TR 81, 37bgRT ST 3UANT 81 fba ST =fev|

7fafAd TTfd AT thieR BT 3TN BT

A< 319/37H ST

o AT T AT BIR Apple Watch Series 3 IT 3khdTE HAHE0T I T 81 IRNF HY &5t 3uareddr 3R
feareq Frradr e ¥ ST g BUaT https://support.apple.com/HT208931 W ST

Apple Watch 3R iPhone &I 7dHaq OS W 319se &R |

3797 iPhone W ¥&d VT @let 31K “§13sT ae” I |

o T W e W, R “srfFafa wia ger |

o 3TARRH AN BT 3gEReT & 3R -GS ufdear gt &

o MY "I B PY U TR W T - J 1eR FAchet Tt €1

AT et
o ThITR ITe] 811 TR WHIeR gRT Yledet fUhfsicl2 &1 Hebd & dTell g Tfd Uga W 3iR ggd-Ht AfST w g gfee
P W TP FIAT fHerih|
o e fRifedes 7 31md vfgaret ffsrered 7€l uram &, aY 3mue! fRfdcie ¥ a1 R ==t Bt =1y

ST TTd a1 iR gRT forar 7T 31 gsdTe foar Tar It 827 31mawkiPhone W Jgd U9 | WeolT Sidl 81 379
BRI g TR 3779 UEd VT H 3797 gd 8T TRAUIE aicbag BRI X o Hebdl 8

39T Apple Watch &Y TRST IRT HRT 81 WR T 92T A&} foraT STT TahdT| 39! 31aTe U, Tiiid a7 TishRe Sifcie
TP WA BAT IMMET| 31TT 370 iPhone WR Apple Watch 0 TR Afdile @ “BRY g8l W faeies dds AT
3R 3TBETE TR W faies B3I TS BT 3UANT ST Hepd &

Y& 3R BRISHAT


https://support.apple.com/HT208931

Afaffa i FEAT Ber (IRNF) B BRigHdT B ST 22 a7 393 3178 31g 5573 TedTial Bidfied sreaa §
YT J P18 o7 {4 AFib 91T a7 & 3R 51 ugel AFib &1 &1g e 7 g3 811 3739 H Uiy Y
SHYIRIPIT &l Pl e Sael § J&T # yed fosam T &:

IRNF 2.0 ferifiepd 3reaaq Aferd SHTi{@ieh!
N=573

3mg ot

<55 123 (21.5%)

>=559 <65 140 (24.4%)

>=65 310 (54.1%)

ot

ey 286 (49.9%)

Afgar 287 (50.1%)

GIGIEGI

e ar ATt 38 (6.6%)

R-fZfes ar ArdHT 535 (93.4%)

1

odd 502 (87.6%)

319 T 375hIhT 3MRHBT 57 (9.9%)

g 14 (2.4%)

iR feral 7 AR 13 &7 a6 Apple Watch 3R Us Tefid seagibIearm (ECG) e UgT &7l 37 Afdwal
Ffeg fSigia g fAutfaes faeasor # se1 weM fasar o, Jefifd ECG ¥ W &I T Uga™ H37gdaR 32.4%
(n=140/432) W AFib 971aT1 TaT 3iR 3% feared &Y FaeAefterdr @l FHufRd P Bieiy et fbam mar ari 379 | 124
Aferdl Bl ECG Uel W o7dR AFib bHTl IRNF 31aHd Tfd Far o g 2ff 3ik Fdeeiterdr 88.6% &ftl & 292
ferd fSABECG U W AFib T8 aram maT o1 3R i1 fSa1e¥ faQrerdr Bldetsur iy Ser yar fasar o, 390 3
290 AfRTAT BT FIAT AT 781 g8 &1 AF et fawsrar 99.3% &ff1 & &ferial (n=141/573) 7 a1l dbae 1101
furiaes faeason Bfeq ser yar foar A 31R/am 321 3read g1 &1 foar &1l 3 gRomA Afib &1 udT o | fearsd
DI YATIBTRAT BT HHT & B

ITaer

sifFafia TTfd YEAT BraR E1E 318H &1 9aT T8l @ Abal g1 afg 3! el Wt W & &€, gama, wamae ar fad HeR
SR wTeroT HEgH &, a gd IMuTabTei Ja1 P et B



sfFafia wfd gaar Brer Aeae fhsiaed R @R ToR T2 79T & 3R Fdd Aifde oy § 30 W i 7 fasar
SIIC| $HPT Haad Tg & 6 Apple Watch Tfeae fiefsaem it uepRY &1 uar 781 & debdt & 3R 8 gwar &
ofearet flfaeyer J TR @it @AT A uTdl

Apple Watch ST U @34 H 3789 &1 Tdbd! & o1d Apple Watch SaiagIHMed Tet-dve e, Hed feeaer o
T AP Hies biide JUHH

& dcd IR B Yo AT $Y &mar 3R vfeae fOfaeier gaes sifFafid mfd & uar @ &r emar &1 TMIfdd oed €1
TR TR, grer 3R 3nferay Y nfafaferat, wafaror bR, S 6 3M9-URy B dTIaH, BT &R a9 T I Heg, 3R
3T e ®Y TH aTel Yo WaTe ol IRATOT (ST b 8 araqE B gedr 8) S dad 2MfHd &

HTfess YT s, ST, forelifaedt, Bicst 3R aTer SHthfsioieM WNfoR S fafdaamsil BaR™ 3+t Apple
Watch 7 ug|

3 ST J 91d Ty faAT 319t 2ats 7 98 |
22 99 q BH 39 BT gRT IYANT a1 ST BT T8 1
151 ot & wferet fOfaeier Y <ifa g€ &, 37pgRT SXHTe el fdar S|

S IR gRT 9TE T YT ST IROTH &, g b1 Rafd o1 dyuf fer =&t 1 m e fofa o feg 9ol
ffheaes gRT It AT Y THten Bt arfew

Apple g9 91 &I TREY TET &1 & b sfafia i gemT B IR-Aisart 7 379 stRfEraT a1 warey gaut fasdt 3=
HHRIT Y 78] ToR ¥ | 31TUhT 370 Slae Bl gd[1 TIfeV 3R 319 394 TR H B Facild Heqd o |

FIIs qROTHT BfAT 370 Apple Watch 1 Hafid Bu & a1et a3 3R gAfeTd o fos ag 31mueh! e W Hel dlis
I fope Bt 811 gT-TTfd =R 371U T Badid g

IR 3R/a1 7l BT 98 T o 2 fh IRNF fEargw ey ¥ ufea g€ i Wt 98t ge1 H @R 39 3ces
(Apple) 3iR TexT 5T FH«fad UfeRY B &t Tnfey forad ger sik/ar 7wt f2a €

JREMT: Apple FeITd T & fdh 310 3109 iPhone ® UMbIS (fdrima ugard Hw@aT [PIN]), Face ID a1 Touch ID
(feRfvie) 31k Apple Watch & URipIE (eifariTd Team ST [PIN]) Sits fSH& JRafT & Teb 3R aaR Sfs | iPhone
PI GRferd BT SR ¢ Rifes 31T gqH Foit Wy &l STHSBR! Fhfed P11 R &bl 3794 iPhone 3R Apple
Watch W 31fdfiem i0S 31R watchOS 31age gaaTe vt U gt 31X 3rvee arRe adies faaRka fby s €, Sy
TAAH & GUR B dsit A 3991 BT gerar fAadr &1 “i0S 3R watchOS JRef Mgs” <& fSHH Apple I gref
ggfaat &T guiT graT 2 31k 5 gAR W IeR Bfay 3u@ed 81 10S 31k watchOS JRef Mes Hfag Fuan
https://support.apple.com/guide/security/welcome/web tl'\’GiTﬁfl
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https://support.apple.com/guide/security/welcome/web
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