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fesRels 22r & Gt fa2dy STHaRT :
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
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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
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Asia Actual India (OPC) Pvt. Ltd.

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

Gurgaon, Haryana, India

YT B BfAT AL

SfFAffd Tfd GEAT BIeR (IRNF) Bad AR MHTRA HieTed fafdbar Sfeidsed & Sit Apple Watch 3T 3uinT
P Biey Bl BIR Ufeaa Ofsiei2M (AFib) &1 Hdhd & atet 1AW §ed Tfd PBaR Ugd- Bidq Ued Tid 8T &1
femyoT YT 2 3R R BT FIAT T 21 BN HaR-3-PBER (OTC) 3UAM HfAT 81 g Vfead fohfeeier o1 ddd
A grel AATHT eI 7T PR Geb AR DI AT & BIcAQ 78T 2 3R o1 b 1UfEid BT Aderd foseft I BT 7 AT
el 8; Ifceh BIeR USATd PBieiy TATd ST 3UATed 8 WX 37aHR IR FHTIAd fead fofeieted Pl godT & iy 21
J 32T Pae IpR PRER B W € T I1d &1 IoR BAEH BRepI BT, HIer Vet fOfsierer dthet damelT ¥
3YGNT foby ST ebd &1 IR S AT 3URR BURIRNTT diieb! bl IGeidT T8 2

BIRR &7 22 FTd A BH 37 Bl U S 781 Bl TE & 31K I8 ITh3uANT Bieig T8l 21 57 dmt o ufeae fbfgaem
7T T 81, 37bgRT ST 3UANT 81 fdaT ST @nfev|

qifed 3uaNT (AU e &)

7fAafia TTfd a1 BIeR Bad ATHedIR TR AdTgd fAfbar Ufeidsed 2 ST Apple Watch BT 3UINT 34 &
foiT 81 BIaR Ufead fhisieieM (AFib) T Hdhd & aTet AT 8&d Tid BaR Igd- Bioiy Iod TTd SeT &l [deisor
AT € 3R YER BT YT a1 €1 BIER 3NR-E-H13R (OTC) 3N Bfay 21 I8 Ufaet fOferer o1 Ihd & arel
FFAIIHT g A BeER T AR BT FIAT & BfAQ 78 & 3R AT B 37U BT Hefera faseit 7 &1 7 841 T8 &
gfces TITR USdTd BicQ UATed ST 3uded 8 WX 1A 3R JHTIdd Cfea fofeicie &bt Jaam & biag &1 3 ser
P JpR PR B W € fav S &1 YpR BT HRep! Hary, Brer Yo Thfseem sihae dame ¥ 3y
fbT ST Hebd &1 IRR STTer T ITTR YRR aRleh] bl gectdl Te) &1

IR &1 22 FTeT A BH 37 el W ST A1 bl T8 & 3R g ITB3YANT Bfav 781 21 57 o § ufeaet bfaeisq
AT 73T &Y, 37hgRT $96T 3N 78! fdar STHT arfeu|

A& @ 3R gifed g

IRNF QU T 3921 37 GpR By aifed & fSHHT 3mg 22 a1 39 31fees o BT &1 VT BT 30T B3 Hfeg $1E fafere
faRifAepe 2rd 3Taedes T8 81 ST eR 37U PIfcAINaRa] WG PHaR H 31feies STHAT d1ed &, I siFaifen wfdsar
HHAAYGD I 8 TR 5 BIeR DI Alshd B BT fddbed g7 Fhd Bl
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&Y <2l ¥ Hafed faoly SRt

ROSZDRAVNADZOR (3t TaRez fam) s1fFafid nfd gaam hrer &Y Afdsd fearsd T&f aar 21

AT TTfd FaT BIR Pt HTHeddR ATHTRT Ui & St Apple Watch 372 3UINT &3 bfeit 81 iR
Ufeaa fhfsiei2M (AFib) BT Wdsd S Tt 1AfHd g8 Tfd BaR Ugd™- Bfeg Yo TTd 8T BT fAeTS0T &dT & 3R
YoR B YIAT AT 81 BIRR R-E-HRE (OTC) 3ANT iV 1 Tg Ve {hfsieie &1 Hebd & aTel sifAafid g

TS BER T AR BT AT & BIAT & & 3R Joar HY rgufAfT o1 waete {5t 7 &7 7 8H1 721 ¥; afcs HieR ygdra
PV gafed ST 3 B W 37aHR AR FITfdd Ufeaet fbfsicier b GerT & Bfdv 21 A 527 badl IoR BRRR

B W & AU S1d 81 IeR Bolfed BRPI HAT, Hier Ueae hiseed dhac daned # 3ua fby 517 Jad &l
R STT9 T TR BURIRNTG dlih! Bl geetdT T8l |

BRR &1 22 FTd A BH 39 Bl U ST 78] I TE 2 31K I8 ITh3uANT Bieig T8l 21 57 dmt o ufeae fbfgaem
7T TRIT 81, 37bgRT ST 3UANT 81 fda ST @fev|

7fFafd 1fd o1 BIeR BT 3TN BT

Je 319/37H ST

o AT T JIAT BIR Apple Watch Series 3 IT 301G HAHR0T I T 81 IRNF B &t 3uaeddr 3R
feareq Frradr e ¥ SR AT B9 https://support.apple.com/HT208931 W STY

o Apple Watch 3iR iPhone @I 7dHdH OS W 3TUsE B |
* 397 iPhone W Agd YT Elet 31K “S1351 " T |
o g W A &, T srfafa wia geAr |
o 3TTARRH AN BT 3gEReT & 3R -GS ufchar gt &
o 3T 'JE B BT U TR T T 3H-GET J 1eR fAchet Tapdl €1
a1 et
o ThITR 1] 811 TR IR R Yl fUhfsici2 T Hebd & dleil 8T Tid Tga W 3R ggd-Ht TSt W g3 gfee
B TR ATIPRT AT et |
o I fAfbeaes 7 31maH gfeaet ffseier 981 uran €, df 3ives! fRifdscies § gorT ) gaf &3t a1fey

7fAaHa TTid a1 BieR gRT forar 7T 3R gsdTe fosar mar It 827 3imawiPhone W Jgd U4 H WeolT SidT &1 379
BRI YA W 3779 JEgd VT H 3797 gd 3T TRAUIE dicbag STHBRT AR & Hebd B

39T Apple Watch @1 ERST IRT HRT 89 TR 74T T ! foidT STT HbaT| 3TUeh! 3eTs U, TMd a7 UISPhRT Sifeie
TRBWY WA BIAT ITET| 3TT 379 iPhone W Apple Watch ¥ TR Afaie &3k "Bt gst” W faeies i “ITHT=”
3R 3TBETE TR W faies BIeb 3T TS BT 3TN ST Hepd &
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GR& 3R BrRigHdT

Afaffd i YoAT BIeR (IRNF) B BRigmaT B ST 22 a7 303 3118 31g 5573 TeHTial Biawfied sreaad §
ATIBAT I B TS T fSIH AFib 97T 73T 81 3iR S0 ggel AFib &7 g e 7 g3 811 3reaad § uTg 1Y
SIS AN B A1d eae H e § wRqd fasar mam :

IRNF 2.0 feifiepd 3reaaq Aferd SHTif@ia!
N=573

g aif

<55 123 (21.5%)

>=559 <65 140 (24.4%)

>=65 310 (54.1%)

fer

kSl 286 (49.9%)

Afgar 287 (50.1%)

GIGIEGI

fegifies o ATt 38 (6.6%)

R-f&ifies ar ATt 535 (93.4%)

1

dd 502 (87.6%)

3199 T 3TBIhT 3R 57 (9.9%)

g 14 (2.4%)

AHifed @faal 3 TAR 13 &7 d& Apple Watch 31R U@ Hfifd saagieTiedra (ECG) ¥ar ugar Tl 37 afa
HfeAg foigia geur fAurfaes faeasor # se1 ueM fasar &, Jefifd ECG ¥ W &I 7€ uga B3R 32.4%
(n=140/432) W AFib 91T T 3iR 3% feared &I FdeAeierdr &I FAufRa &3 Bfey enfie fsam mar ami 379 & 124
feial B ECG U R @R AFib 3ame IRNF 31afAd 7fd Jaam e g8 oft 31k dagaefieiar 88.6% 2t v 292
fery fSBECG Y TR AFib &1 uram T o7 31k o= fEarsw faovsrar wfaeayor Bfeg Ser yer fasar o, 3798 &
290 HfeRigY Bl FoT T el g8 &1 AF @ISt faQIveidr 99.3% &ft| O eaferial (n=141/573) 7 4T dl dbaef 107
Hutiaes faeeuun Bfeq Se1 yard foam A 3{R/aT 321 3 g1 &1 foar &1l 3 gRUmH Afib &1 udT o | feared
BT JHTIPBTRAT BT FHLT B B




T

ifafaa TTfd AT HBIeR 81 318 HT Udl T&l @ Abal &1 TG 3up! HHl Wt I & &€, gama, wamae a1 e HER
S A&I0T HEqH &, I gid TuTadlela Haisil &) Hid a3 |

sfFafaa wfd gaar Brer Uead fhsiaeM IR TaR ToR T8l 79T & 3R Jdd AifAe ooy § 59 W i 7 fasar
SITY| 96T Haad I8 & fdb Apple Watch Tfeae fiofaeie it WeRI &1 udT 78! o7 Aebd & 31 &) Jaba1 & fb
wfearet fosfieter | TR @nT e 7 urd)

Apple Watch 2T U &34 H 37819 &1 Tdbd! & o1 Apple Watch Salag i s Tet-ave fGwen, Aed feeaer o
T ST IA{CE Hics Bidde Judhy 8l

PE dcd IR Pl Ued HIYA Bl &HaT 3R Tfeae fhfseim gaes s1fAafid Tfd &1 udT @ &t &MdT PI JHTfdd 3d &1
ST T, grer 3R 3nferay Y nfafaferat, wafaror Seres, S 6 3m9-urg B dTaaH, BaTs W a4 T I Heg, 3R
3T @ BT Ao aTet IarT TaTg BT URHTOT (S fds W aTowT o gear 8) S acd e g1

Afess AT SAfT, sTaemT, fareifFedt, Biedt 3R aTer SHthfacieM MoR St fafdaars BeRM 3+t Apple
Watch 9 9g+|

A ST J I1d BT foAT 3r971t <ars 7 geat |
22 99 ¥ B 39 BAfRd gRT 3YANT fbaT ST Bfev Taf 21
151 oY % wfgaret fUfSere B St g€ &, 3TPERT STHTC &1 fhaT STg|

S TR gRT TS 1T YT W1 UROTH &, ged b1 RAfd o1 yuf far =&t 1 0 el fofa o sbfeig 9ol
fafdrces gRT Tt gEAT3HT &bt el et arfeq|

Apple 3T 9Td &Y TR T&} a1 & fob 3rfafia wfa gaar & R-wisged # 3y aRfrar ar wreg Teh Bt 3
FHRIT A T8l ToR I8 AT 397 STl DI JAMT TM(EY 37N 31T 30 FRY H $B Faciid HegH B |

JdYss gRUTHT BfAT 319t Apple Watch BT FAafid wu I arsf &3 3R gffedd &3 b g 3nmudt Fare R T8t dlie
I fibe Bt 811 Teg-Tfd AR 37TUhY =T Bebdld 2|

e 31R/aT H8ST BT T8 U Yo 2 1o IRNF fEarsw Fedy & afea g et Wt a8t gear & |er 39 30esd
(Apple) 3R Few 5y Hdfta FIfHRY B & arfE e ger silR/ar 7l feda €

JReMM: Apple I <dT & 1o 310 3799 iPhone W YIS (Afdima uga T [PIN]), Face ID a1 Touch ID
(PTRfYC) 3R Apple Watch H RIS (feRiTTd Tgam H&AT [PIN]) SiTs o Raf Pl Ueh 3R R 1 iPhone
P GRIGTT AT SR B RN 3T 3TH AT Ty bl STHBRT Hafed e ek &l 3794 iPhone 3R Apple
Watch &R 31fdfiem i0S 3iR watchOS 3rdee Gaam ft ured gt 3R 3ruee areRe adie fddafia fy o €, fory
TAAH & GUR B dsit A 3991 BT gerar fAadr 81 “i0S 3R watchOS Jref Mss” <u fS|H Apple PT grefn
ggfaal &1 guiT giaT 2 3R 57 gAR I IR Bfdy 3uded 81 i0S 31K watchOS JR&f Mss Bfdy Huam
https://support.apple.com/guide/security/welcome/web raciy!

fearea &=
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