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Apple Pty Ltd

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

BiE: 1-300-321-456

EAERBEER:

ANVISA NO: 80117580880

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
CNPJ: 04.967.408/0001-98

BEFHEF5: brazilvigilance@ul.com

FELE R ERBERER:

PRODUCTO: Software de Electrografia y aplicacion de ECG para software de analisis de
fotopletismografia

IMPORTADOR:

IMPOMED S.A.S

Calle 1 SUR NO.77A-21

Interior 201 Medellin Colombia

REGISTRO SANITARIO NO.: INVIMA 2020DM-0021828

UedERFERER:

AMAR EHFEA:

Medogar Medical Equipment Ltd.

Hasadna St. 8 P.O.B 2586 Ra’annana 4365104 ISRAEL
DAEIE: +972-9-7401457 f§H: +972-9-7401459
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AMAR JEB4RE: 21080016
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Apple Teknoloji ve Satis Limited Sirketi
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Levent 199 Kat:22-23
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Turkiye
“DEE” App FmiIRIRRS: 8682450178021

HEEFRKFEER:

Registro Sanitario NO :DB5982E
IMPORTADOR:

Drogeria Emergo Peru S.R.L.

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

RUC: 205 52 75 65 34

DRALEFRSERES:

BRARER:

Nyprax Business Solutions

37 Jalan Terasek Lima, Bangsar Baru,
59100 Bangsar, Kuala Lumpur
REVFAE:

Apple “ILEEE” App
GB7992021-54025

HEERIEEESR:
BREEMI S : Apple-USA/I/MD/002975
HOB:

Asia Actual India (OPC) Pvt. Ltd.
B523A, Tower A, Spaze |-Tech Park, Sector 49,

Gurgaon, Haryana, India
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PT.ASIA ACTUAL INDONESIA, DKI Jakarta

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

+62 (021) 2930-3747

BRZBRERBERES:

Ft4RS: DM000322299, DM000322300
B!

JERELO S.R.L.

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

+37378538295
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IR,

“DEEE” App {XfEHELETS (OTC) 2R, “ILHEE" App FTERMOEESENHESEZA. AREWEEN
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B, MMIXDREESEMOE, ERFFERBERINSTT HE,

“DEBE” App NERTARER 22 FHIAF,

TEAE RS (BREEHEX)

“DEEE" App B—RARGBNIRET NARER, EELSS Acple Watch (ERIMBIE. LR, t#fF. &4

MERSSEHK | DEREXEMUEBEEOEE (ECG), “I0HEE" App BT R EKFZEISHIFEE (AFib), =4
DENSOR (RIONFIEEROEN 100-150 )%/5) . “LEBEE" App NERTBEEMEMOERTTIE
KBS,

“DEEE" App {XftHELLT (OTC) ZA. “LHEE" App FTERMOEERENHESEZA. EREEEHEN
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“DEEE” App NERTRER 22 SHIAF.

)\ /]

“OEEE” App BETEMH 22 S RMENAFER. ER1% Avp TFRHRHENIRKRFHE. BXE#R—T TRESD
MERENAF AIIMEMINTEMS | SR EIEEERIZINEE.



TEAAE (JFEREAIthX SFE)

“DEE" App EEATAFICRRESEROEE, REETADERIGHIALNEMOEREER (AFib), T
CESEMABREE, AFPYEEROBENOMEDE, ARMNMERASAERRNETERARHE,
“OEEE” App BE7EMH 22 S RMU EMIERWALERA.
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“DEEE” App B— AUV AERF, EELES Apple Watch ERAMEIE. 1IoR. fifF. FHNE

TESE | DEEEMNNEBENEE (ECG), “UHEE" App BT A9 XK KIEZMEE (AFib), S0
MEOER RIENEIFEECZES 100-150 )R/7) . “OHEE” App FERTEAEMEIOERTHERN
AP,

“E” App fR#3ELLT5 (OTC) 2. “LEE’ App FIRREIL BEMIERHSE 2 M. FEREWRN
EPEWARZE, BPRIETRENELARSTREURDIGREN, SEREEROEPRY, B4
WERNEPEUAR, DOERTSEREOESLRE, MIKSRRSEWLE, THREREEAN
B,

“OEEE” App NERTARER 22 SHIAF.
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o “IL\EBE" App #ZA Apple Watch Series 4 /54418 (Apple Watch SE Ff7h) . BXXaTRAMFE
ZIBEFHAMMNER, EHE https://support.apple.com/HT208955

* % Apple Watch # iPhone B ERITRIER S,
e TFF iPhone ERI“MEER” App FHIEFF ",
o BIE“OME", AEEZELBE (ECG)”,

o BRESIETRE.
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o HffR Apple Watch ZRMEFRE, FHNSEERE">“BR">“FRAMO" PFMENFEEE.
e 7£ Apple Watch EFTH“LEBE” App.
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o EMOE: EMOEEREIRE DM 50-99 IR/ 2 HIERE R,

o BILE - RLMBEE: SORGERTIREOIEN 100-150 )R/ DBk, HERHIETLR,
° BEl: BEEERBIAE DA 50-99 IR/ REEN B,

* BE - S0R: BESLRERERE OIEIN 100-150 IR/ DA MEEXED.

o TRERNME: ERERTERWRERTFERSNANAZHIRE, SHICRLEDE., BSZHR
ErTRESIULIRR, FIMNEiCRBBEZNTENE Apple Watch BRI, FLEEBINRFTRESIER
—/\ERD AP FENESTEMERRFNICR.

o BIELE: LEETF 50 R/ DEET 150 R/ DB, “LEBE” App TiEMEILR.

o DEEICRTME, SXNOEEMEHITOMUBERSEMCRT 26 i, WIRE, BERSEFHE
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hiv

o “LEEE" App LHOEENCRERE R TIFMANER, B iPhone ERI“R@ER” App RS ERIFMAY
.

o DEEESERN B ATREMNETEEENNLR, MREIECERRFELRD, FERENEM. WRIA
NECHEREMERRR, BHRRAEIRS.

o DHEESERNTHE TEEREEASHANRRAREMAERNRIIFNGES, REEATERERZ
App TTED KRB ZIMINERE , BEEINRAIEREN NGO ATFENES T RN ERRIFHN
L. E5ISHE, BRNH—S TRTHE" ODBESERNEXER: 7 iPhone ER“GEER” App H
HEYDBEE XFGNESER, HERRODEE App LA T ER,

* MRRNICEAMEMBKE“FHENER, FTHEXEMCRENOEE, RELBRRETERIER—)
BMOAFENESTREMNERREFNICR. BRNUESISHEEENCMOEE, tha]BA%E iPhone L “f#
" App B0 EEXEFR R “UEMOEE"#HITES.
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UK/
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e 7 Apple Watch EMiFR“/CAEBE” App
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FEHARY 546 BN RARK ZIRRIEIEF, “OEBEE" App S5£INS O BEICR D E N B SES
MR, BT ORRERET 12 SEOBERTOEDENERMROREE" 2.0 App BIEHIKERN
DBE#HRTUEDENER, ZRER: EAIDEICESP, “DEE" App DERBEE (10F 50-150 jR/

) BRBER 98.5%, DEEMOE (OF 50-150 )R/7) HHEFRER 99.3%.

FLORIGERRIL PR TR ENAZS: BEIMRDINE, WESERFE DT PQRST KM R R
18, “OFEE” 2.0 App 1Rt T MR ATHESZAY PQRST KZE, HRTSERFEEEIER 100%, 55,
HRT2ERTE, RIBRBEITHENDBEIERR 97.2%,
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[ERE: “CEEE" App FiEIREUEEL.
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o HRMBFHN Apple Watch F7%. 1, KITFAIGESEICRMRTER,
o MRTEICRERE, Apple Watch, FEMNFRIFERLL,
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* ERIBRFHFETHAR LA L. REBMNBETERER,

* HifR Apple Watch EFBi EA=MAE). KFNHIEE, B Apple Watch BEEIHRZRIZAMFHE.
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@7,

AEOOBE” App iIExERE, FIEICRNEIEIYSEEER iPhone LRI App B, B EIDUEIREL B2
PDF (o ZEiELE.

Apple Watch fiEZ=[BE#HY, ARICRMAVOBELE. WRENEFZBEEMIALE, EBRHRER
AEER App. BRIEERBERMEEFZE, EAIOETSMZE iPhone £ Apple Watch App, fAFHIX
BRIBNFR". “BR7. “MEZE, KMUEMEFZERE.
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Apple Watch fESEIT3RFAEHT (F1W0, BHFHERE. SEHRNE) B, TI2#ITIER.
PD2EETIREPHITICR (BIA, BIRME. ERTE. BAAR RO HEINRER) .

% Apple Watch #8Hi Apple Watch {ERFMHMEN TIERESEE (0 °C - 35 °C) HAFEMEER
20% % 95% HNEESEEZIMT, TIZHITICR,

t170 T2 OB AR X B9 TR
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AEARNMEESHABIERT, I2NZRALA.
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MRHIMERSOEMT 50 HEHT 150 WARERER, BNHEHEE.

It App FISHIERINKRTRERBENNI, T2 ONANTEZE, AREEEBNEFTWARZ
Al, APANETZA App B4R B THIREREIGRIEDE .
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BE: GR“OEE" App HBOBERA “EMOMEHOHTE" (B0XK) , Apple MRIEERFELOLEAR
ST EMERAENEE, WRERINTEIEQZENL, BNLBRMEREN,

ZEM: HREREM, Apple ZIUENR iPhone IREZENE (TAIRBISH [PIN]) . EE ID 5At#E ID (45
%) , AKRA Apple Watch i EZEIE (TAIREISEE [PIN]) . #R iPhone WRETHEE, ANERRBER
FHEETAREERE., AFNRE L ESWEIEIMY 10S F watchOS EFBN, EFmBI LA N,
M EHEE M EENIERNE, 1B55H“0S Fl watchOS £ 418R", HEiR T Apple HZE 4T
¥, AFIEAFRM. EEEE i0S fl watchOS £& 18R, 1158 https://support.apple.com/zh-
cn/guide/security/welcome/web,
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