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Apple Inc.

One Apple Park Way
Cupertino, CA 95014

www.apple.com
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Apple Distribution International
Hollyhill Industrial Estate,
Hollyhill, Cork,
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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
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T UsiiaoT T : Apple-USA/I/MD/002975
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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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

feraaam o1 fafere SFaRY :

MA 4T @T8d e : 220002521/PCBB-HCM
TS4Y YR :

Asia Actual Vietnam Co., LTD.

45/90 Binh Tien

Ward 07, District 6

Ho Chi Minh City

gep 32 3 Heifdd fadw SHaR :

TOB «[AXXEPENO-YKPAIHA»

01033, YkpaiHa, M. Kuie, synuug LLoTa PycTtaBeni 33-b, odic 27
S0 : uarep@jerelo.eu

Ten. +38 (044) 36030 1

<

irferar g fafere SHaRt
TSI T faavoT:

Apple Pty Ltd

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

TABA: 1-300-321-456

MOLDOVA COUNTRY SPECIFIC INFORMATION:
ToTtesioT F&T: DM000322301, DM000322302
feiepa wfaffa :

JERELO S.R.L.

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

mun. Chisinau, Republica Moldova

+37378538295

YN A bfew fAer

7fAAfAd TTfd FaaT HraR (IRNF) Bad AR STUTRA Aid18d fafdat UM 8 St Apple Watch 3T 3uainT
B BT 21 BIeR UfeTet fblsieieM (AFib) BT Hbd & dTet 3Ad ged Tfd BeR Tge Sfdv Yol fd $e1 &
faeeTooT ST 2 3R GuR BT GIAT T &1 BIR 3aR-3-FT3R (OTC) 39ANT Bfay €1 g Ufgaet fhfeiier &1 Fba
& aret 7T g TIfd PER Ueb SR T FIT & BTy T8l & AR GaT bl Uil @1 wderd fbit I &1 8T
TEl ¢; Jfeds HIaR USdTd Bfiy TITd 3T 3Tt B TR 7R 3TIR FTfAd Ueae fOhfsieier ot gerT & bfeig 21
J 32T FaeT JpR FIER B W & AT ST &1 gpR FoifEs HRep! Bary, Brer Vfead ffseem sihae dame §
IUANT Y T Fehd &1 IeR STer a7 ITAR BRI adleh! BT g&etal Tel 21



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

BRR &1 22 HTA A BH 37 Bl U S 781 I TE 2 31K Ig ITh30ANT B¢ T8l 21 57 amt o vfeae fbfaaeq
7T TIT 81, 37bgRT ST 3UANT 81 fbaT ST =nfev|

qifed 3uANT (AU I &)

SfFaffd Tfd GEAT BIeR Fad TTHedIR TR AETgd fRfdeem Afcidem € S Apple Watch 372 3uaT &3 &
foig &1 HIeR Ufeaa fhis@er (AFib) &7 Tdhd & aTet STAAHd 88 Tfd BaR Tgda Bieiq Ted Tid seT & faeayor
PAT & 3R JoR BT FIAT a7 81 BIeR AaR--BER (OTC) 3TN Bieiy 81 I8 Wfeaet fhfseie &1 Hebd & aret
FFFIfAT gea A BER T AR BT AT & BfAQ 7E € 3R AT B 3rguRefT 1 Hdera fasat A &1 7 81 6 B
qfeep HIER TSdTel Bieiy YT ST IUTeH B TR 3HaHR ATHAR FMTfed Ufearet fOfsicie bl YT & Bfey 81 3 Ser
Pad GoR HER B W & {7 S1d 21 YR Bollfed PR Bare, Bier Ufedd fhfseed shaa aweld # 3udim
3T ST b &1 IER SITT T TR FIRIRNTA ddieh! BT Seaidl el 2

BRR &1 22 FTd A BH 37 Bl U S 781 Bl TE 2 31K I8 ITh3uANT Biei¢ T8l 21 57 dmt o vfeae fbfgaem
7T T 81, 37bgRT ST 3UANT 8! fdaT ST @fev|

&g @ 3R Fifed g

IRNF U9 T 393N 39 IR Bieiq aifed & fSe! 31mg 22 a1 38H 31ftics I Bl 81 Y BT 39ANT & Biely PIs fafere
faifie ord 3maeded T&f €1 ST GpR 319 PISATIRIAR W FaR | 31feies STHAT a1ed &, I AafeT wfdsar
HBcTdTgded G 81 TR 9 HIR Bl Hishd B3 B fdbed T Fabd 2

&Y <2 ¥ Heferd faoy SRt

ROSZDRAVNADZOR (%! Tared faum) sifFafad mfd gedr hrer &1 Afswd fearsy T8 Arar 21

AT TTfd FaAT B Bad AT TR Ui & ST Apple Watch &7 3UINT a3 bfeiv 81 iR
Vfeaa fifsici2M (AFib) BT Hdsd & aTet 1FAfAd 88 Tfd BaR U Bfelg Yo TTd ST BT fAeTT0T &vdT & 3R
YoR P YIAT AT &1 BN 3dR-G-B3R (OTC) 39ANT HBfeiv 21 I8 Ugae fhfseied &1 Hebd & aret sifafid g

A FER T AR BT JIAT &7 BT T8l & 3R a1 B Ui &1 Haete Bt 77 H1 7 8H1 721 8; Ifcds HieR usdrd
PfAY qafed 82T 3 81 W 3aER AR FITfad Ufeaet fbfsieior P garT & HBfdv 81 3 37 bad IoR BER

B W & AT S 81 IpR Polfed BRPI HATe, HBieR Vead hiaeed Bihac Bamed § 3uaT fby ST I 8|
ThIER STT9 a7 3TIR BUIRITT dRieh] bl geeidl Tel 2

BIRR &1 22 HTA A BH 37 Bl U ST 78] Bl 1TE & 3R Ig ITh30ANT Bieig 78l 21 57 @t o vieae fhfaae
T AT 8, 37hgRT ST 3UANT T8 fdsdT ST ATfeg|

7fFafAd fd YT IR &1 3UT BT

A< 319/37H ST



o FAfAa 7Tfd g1 BIR Apple Watch Series 3 T 3¥dbaT BERBR0T I WA €1 IRNF BT &5y 3uaiedar 3R
fEaTed Trrddr BaR & S feg $UaT https://support.apple.com/HT208931 W ST

Apple Watch 3iR iPhone &1 F&iHdH OS W 348 & |

399 iPhone T ¥&d YU el 3R "S55 " T |

o gy W e B, T srfafaa wia ger |

o 3TA%PH 2N BT 3gERoT & 3R -GS ufchar gt & |

o T 'JE B BT U BT T THI 3H-MET & a1er fAcpet Fapd €

o wifad

o THTER e, 81 TR hIeR GRT Tiede fthfsei2 &1 Hebd & aTeil g&d TMid gelT- W 3iR sgd-dl {fSm w gaeh! gfee
B TR 3BT AT et

o i fafdsces 7 3o gfeae fhfoiate A8l uram &, dr 31! fefdhcad I a1 W oaf &! a1fey|

s1fAafia Tfd aam Bier gRT forar 7T 3R gedte fosar mar 3t 827 3mukiPhone W Jgd YU H WgSIT SIdT &1 379
BRI A TR 3779 UEd VT H 37947 Hed 8T TIAUIE aiabag SHBRT 2R Y Hehd 8l

39T Apple Watch @1 IERST IRT HRT 89 TR 74T ST @] foidT STT HebaT| Taeh! 3eTs U, i a7 UISPhRE Sifeie
RGBT WA BIAT IR | 31T 379 iPhone ™ Apple Watch ¥ TR Afdiie & “B_Y Tt” W faeid axds “ATHI”
3R 3GBTE “TRST" TR fareics BIeb 3707 LRST BT 3GANT SI1d Hebd £

YR&T 3R BrigHdT

Afaffd i YEAT BIeR (IRNF) B BRigmaT B S 22 a7 3837 31f6ed 31g 5573 TeHTial BidwfTed sreaaq §
TYesdT J 1 TS o7 fSH AFib aram T & 31 S8 ugel AFib &1 &1¢ e 7 g1 811 37eg4 H Uiy 1Y
SRS Aol B A1d eaa | Hard § wRqd fosar mam :

IRNF 2.0 feified 3reaaq Aferd SHTi{&ib!
N=573

g ot

<55 123 (21.5%)

>=559 <65 140 (24.4%)

>=65 310 (54.1%)

o

7 286 (49.9%)

Afgar 287 (50.1%)


https://support.apple.com/HT208931

feeifes ar et 38 (6.6%)
R-Z e ar ArdHT 535 (93.4%)
T

dd 502 (87.6%)
379U AT 3TYhIhT 3MRBT 57 (9.9%)
I 14 (2.4%)

AR ferial 7 AR 13 &7 a6 Apple Watch 3R U Jefid seagibIealim (ECG) U UgT &T| 37 Afdwal
Ffeg = g forfas faeasor § g1 uer 3 a1, Wehid ECG ¥ W &Y 1 ga™ F3r3R 32.4%
(n=140/432) W AFib Iram 7T 3iR 3% fea1sq &Y Haeaeferdr &1 fAufRa & Bfey enfre fosar mar ami 399 4 124
feal BT ECG Ua W @aR AFib a1l IRNF 31fafia Tfd gaar ured g &ff 3ik daeeftadr 88.6% ot & 292
et fSABECG U W AFib &l arar mam o 3R Sl fSarsy faoivsrar Bfaeai o By St v fdar o, 399 3
290 AfRidl BT GIAT U 781 g8 &1 AF GieT fadwsrar 99.3% &ff1 & &farial (n=141/573) 7 a1 @l dbad 1101
furiaes faeason Bfeq ser yar foar ot 31ik/am 3= sread g1 &1 fosar &1l 3 gRomA Afib &1 udT o | fearsd
DI YATGBTRAT BT FHAT & B

ITaer

sifFafia TTfd YT BraR E1E 318H &1 9aT T8l @ Whal g1 afg 3! el it I & &€, gama, wamae at fad HaR
S A&T0T HEgH &, @Y gid SMTUTadIeia Ja13il B Hidt B3|

sfFafia nfd gaar Brer Ueae fhsiiaeM W @R ToR 78 3@dr @ 3R Jad #ifie oy § 39 W iRk 7 fasar
SIIC| $HPT Haad Ig & 6 Apple Watch Tfeae fiefdaiem it uepRY &1 uar 781 & debdt & 3R 8 gwar 2 6
ofearet flfaeyer | TR @it @AT A uTdl

Apple Watch ST U &34 H 3789 &1 Tdbd! & o1 Apple Watch SaiagiMed Uet-dve e, Hed feeaer o
T AP Hies hiTde JUHH

B¢ dcd IR Pl Yo HIYA Bl &faT 3R Tfeae fihfseiem gae s1fFafd Tfd &1 udr @ &t &HdT P1 gHTfdd Hd &1
ST TR, grer 3R 3nferay Y nfafaferat, wafaror Sere, S 6 3M9-URT B dTIaH, BT W a4 T I B, 3R
3T @ BT A aTet IokT TaTg BT YRHTOT (ST fds B aTowT= o "edr 8) S dcd i g1

Hfess AT sAfST, STaemT, faefFedt, Biedt 3R aTer SHthfacieM MNoR St fafdaams BeaRM 3t Apple
Watch 7 gg+|

3 STk J 91d b faAT 319 2a1s 7 98 |
22 99 ¥ P 39 BRI gRT YA fbaT ST By Taf 21
151 oY & wfearet fUfaeie B STt g€ &, 3APERT STHTC &1 fhaT STg|




3 WIER GRT 9TE TT$ e GuTed URUTH &, 52 &t [aifd @1 dquf fem 7 0 daeh Fofg o ey 9
fafhere gRT Tt TN B Feter gt Tfeg

Apple S 9Td BT TRET A& &aT & o 31fafAd fd gerr & IR-Aisjalt § 319 siRfEar a7 wreg e foset 371
FHRIT Y TE ToR Y | 31TUT 370 Slaex Bl T ATfey 3R 317 394 TR H F8 Fald Heqd |

TS gROTAY BT 319 Apple Watch @ fafiid B I arof &3 3R gAfedd 3 3 a8 3mdh! HaTs W e alih
3 e Brd) 811 TeI-TIfd A= 31TYHT =T Peie B

o 3R/AT H ST BT ag Tas o & fb IRNF fearss ey & ufea g€ foseit Wt st ae &1 @R 39 3cmes
(Apple) 3R HeXI 34 FHHdfd UfaeRt I &t Tfge i ger sik/ar w8t fa 81

JR&M: Apple JSIa T & fds 3177 3797 iPhone X UMaTe (AfdRiTd UgdT AT [PIN]), Face ID a1 Touch 1D
(TRfYe) 3iR Apple Watch H UrebIs (feRitTd ggar HwAT [PIN]) SiTs o Raf Pl Ush 3R R 1 iPhone
BT GIGTT AT SR 8 G 3T STH ST WAl STHBRT Hhfed 1| gk &l 379 iPhone 3R Apple
Watch R 31fdfer i0S 31R watchO$S 31age gamm t ured gt 31 3rdee arred adied fdaRka fby ord €, oy
TAAH FR&M GUR B it A 39 Bl geral fHerdr &1 “i0S 31k watchOS JR&f Mgs” <& fSHH Apple @I grafm
Ugfaal &1 o BiaT 2 31R S gAR W) YeR Bfeiy 3ucTeds 81 i0S 3R watchOS FR&f Mes bieiy Huan
https://support.apple.com/guide/security/welcome/web TR S
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