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Regulatory registration information for Taiwan, Japan, and China are excluded from this list as the country specific IFU contains all

necessary information.

a. Cardiac Health Application
b. Women’s Health

a. Cardiac Health Application

Feature version/ ECG V1 ECGV2 IRNF V1 IRNF V2 Afib History
Regulatory
Registration
Information
us I
Apple Inc.
One Apple Park Way Cupertino, CA 95014 www.apple.com
Apple Distribution International Hollyhill Industrial Estate, Hollyhill, Cork,
Ireland
Contact: medicalcompliance@group.apple.com
EU
EC | REP EC | REP EC | REP EC | REP EC | REP
Apple Distribution International Apple Distribution International Apple Distribution International Apple Distribution International Apple Distribution International
Hollyhill Industrial Estate, Hollyhill Industrial Estate, Hollyhill Industrial Estate, Hollyhill Industrial Estate, Hollyhill Industrial Estate,
Hollyhill, Cork, Hollyhill, Cork, Hollyhill, Cork, Hollyhill, Cork, Hollyhill, Cork,
Ireland Ireland Ireland Ireland Ireland
Contact: Contact: Contact: Contact: Contact:

medicalcompliance@group.apple = Mmedicalcompliance@group.apple | medicalcompliance@group.apple

.com .com .com
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MD
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medicalcompliance@group.apple
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c €0123
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ECG V1

ECG V2

IRNF V1

IRNF V2
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Afib History

AUSTRALIA AND
TERRITORIES
(CHRISTMAS
ISLAND, COCOS
(KEELING) ISLANDS,
HEARD AND
MCDONALD
ISLANDS, NORFOLK
ISLAND)

BRAZIL

Not Available

ANVISA N°: 80117580880

RESPONSAVEL TECNICO:
LUIZ LEVY CRUZ MARTINS —
CRF-SP: 42415

DETENTOR DA NOTIFICAGAO:

Emergo Brazil Import Importagao
e Distribuigdo de Produtos
Médicos Hospitalares Ltda.
Avenida Francisco Matarazzo,
1.752, Salas 502/503, Agua
Branca, Sdo Paulo-SP, CEP —
05001-200

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

Sponsor Details:

Apple Pty Ltd

Level 3, 20 Martin Place
Sydney NSW 2000
Australia
https://www.apple.com/au/
TEL:1-300-321-456

ANVISA NO: 80117580880

RESPONSAVEL TECNICO:
LUIZ LEVY CRUZ MARTINS -
CRF-SP: 42415

DETENTOR DA NOTIFICAGAO:

Emergo Brazil Import Importagao
e Distribuicdo de Produtos
Médicos Hospitalares Ltda.
Avenida Francisco Matarazzo,
1.752, Salas 502/503, Agua
Branca, Sao Paulo-SP, CEP —
05001-200

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

ANVISA NO: 80117580881

RESPONSAVEL TECNICO:
LUIZ LEVY CRUZ MARTINS —
CRF-SP: 42415

DETENTOR DA NOTIFICAGAO:

Emergo Brazil Import Importacdo
e Distribuigdo de Produtos
Médicos Hospitalares Ltda.
Avenida Francisco Matarazzo,
1.752, Salas 502/503, Agua
Branca, Sao Paulo-SP, CEP -
05001-200

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

ANVISA NO: 80117580881

RESPONSAVEL TECNICO:
LUIZ LEVY CRUZ MARTINS —
CRF-SP: 42415

DETENTOR DA NOTIFICAGAO:

Emergo Brazil Import Importagao
e Distribuigcdo de Produtos
Médicos Hospitalares Ltda.
Avenida Francisco Matarazzo,
1.752, Salas 502/503, Agua
Branca, Sao Paulo-SP, CEP —
05001-200

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

ANVISA N©: 80117581018

RESPONSAVEL TECNICO:
LUIZ LEVY CRUZ MARTINS -
CRF-SP: 42415

DETENTOR DA NOTIFICAGAO:

Emergo Brazil Import Importagao
e Distribuig&do de Produtos
Médicos Hospitalares Ltda.
Avenida Francisco Matarazzo,
1.752, Salas 502/503, Agua
Branca, Sdo Paulo-SP, CEP —
05001-200

CNPJ: 04.967.408/0001-98
E-mail: brazilvigilance@ul.com
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Feature version/ ECG V1 ECGV2 IRNF V1 IRNF V2 Afib History
Regulatory
Registration
Information
COLOMBIA PRODUCTO: Software de PRODUCTO: Software de PRODUCTO: Funcién de PRODUCTO: Funcién de PRODUCTO: Funcion de Historial
Electrografia y aplicacién de ECG | Electrografia y aplicacion de ECG | notificacion de ritmo irregular notificacion de ritmo irregular de Fibrilacion Auricular
para software de andlisis de para software de andlisis de (IRNF por sus siglas en ingles) (Version 2.X)
fotopletismografia fotopletismografia IMPORTADOR:
IMPORTADOR: IMPORTADOR:
IMPORTADOR: IMPORTADOR: IMPOMED S.A.S
IMPOMED S.A.S IMPOMED S.A.S Calle 1 SUR NO. 77A-21
IMPOMED S.A.S IMPOMED S.A.S Calle 1 SUR NO. 77A-21 Calle 1 SUR NO. 77A-21 Interior 201 Medellin Colombia
Calle 1 SUR NO. 77A-21 Calle 1 SUR NO. 77A-21 Interior 201 Medellin Colombia Interior 201 Medellin Colombia
Interior 201 Medellin Colombia Interior 201 Medellin Colombia REGISTRO SANITARIO NO.:
REGISTRO SANITARIO NO.: REGISTRO SANITARIO NO.: INVIMA 2022DM-0026135
REGISTRO SANITARIO NO.: REGISTRO SANITARIO NO.: INVIMA 2020DM-0021835 INVIMA 2020DM-0021835
INVIMA 2020DM-0021828 INVIMA 2020DM-0021828
INDIA Import License Number: Import License Number: Import License Number: Import License Number: Import License Number:
IMP/MD/2022/000754 IMP/MD/2022/000754 IMP/MD/2022/000754 IMP/MD/2022/000754 IMP/MD/2022/000754
IMPORTER: IMPORTER: IMPORTER: IMPORTER: IMPORTER:
Asia Actual India (OPC) Pvt. Ltd. Asia Actual India (OPC) Pvt. Ltd. Asia Actual India (OPC) Pvt. Ltd. Asia Actual India (OPC) Pvt. Ltd. Asia Actual India (OPC) Pvt. Ltd.
523A, Tower A, Spaze I-Tech 523A, Tower A, Spaze I-Tech 523A, Tower A, Spaze I-Tech 523A, Tower A, Spaze I-Tech 523A, Tower A, Spaze I-Tech
Park, Sector 49, Park, Sector 49, Park, Sector 49, Park, Sector 49, Park, Sector 49,
Gurgaon, Haryana, India Gurgaon, Haryana, India Gurgaon, Haryana, India Gurgaon, Haryana, India Gurgaon, Haryana, India
INDONESIA Not Available Product License Number: Product License Number: Product License Number: Product License Number:

KEMENKES RI AKL
20502121822

REGISTRANT:

PT. ASIA ACTUAL INDONESIA,
DKI Jakarta

Gandaria 8 Office Tower, Unit 6J.
JI. Sultan Iskandar Muda

Jakarta Selatan 12240 -
Indonesia

+62 (021) 2930-3747

KEMENKES RI AKL
20502121725

REGISTRANT:

PT. ASIA ACTUAL INDONESIA,
DKI Jakarta

Gandaria 8 Office Tower, Unit 6J.
JI. Sultan Iskandar Muda

Jakarta Selatan 12240 -
Indonesia

+62 (021) 2930-3747

KEMENKES RI AKL
20502220301

REGISTRANT:

PT. ASIA ACTUAL INDONESIA,
DKI Jakarta

Gandaria 8 Office Tower, Unit 6J.

JI. Sultan Iskandar Muda
Jakarta Selatan 12240 -
Indonesia

+62 (021) 2930-3747

KEMENKES RI AKL
20502220325

REGISTRANT:

PT. ASIA ACTUAL INDONESIA,
DKI Jakarta

Gandaria 8 Office Tower, Unit 6J.
JI. Sultan Iskandar Muda

Jakarta Selatan 12240 -
Indonesia

+62 (021) 2930-3747



Apple Inc.

Feature version/
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ECG V1

ECG V2

IRNF V1

IRNF V2
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Afib History

ISRAEL

AMAR
REGISTRATION
HOLDER

MALAYSIA

AMAR REGISTRATION
HOLDER:

Medogar Medical Equipment Ltd.
Hasadna St. 8 P.O.B 2586
Ra'annana 4365104 ISRAEL
Office Tel: +972-9-7401457
Fax:+972-9-7401459

n"ya X191 MwIn m
MIY1 2566 .7.n 8 NaTDN
4365104

09-7401457 :5v
09-7401459 :ppa

Bagand) dukll 834 Hleguss
2566 .= 8 Lulwla gLy
4365104 Llse,

www.medogar.co.il
info@medogar.co.il

AMAR Certificate Number:
21080016

Not Available

AMAR REGISTRATION
HOLDER:

Medogar Medical Equipment Ltd.
Hasadna St. 8 P.O.B 2586
Ra'annana 4365104 ISRAEL
Office Tel: +972-9-7401457
Fax:+972-9-7401459
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09-7401457 :5v
09-7401459 :ppa
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AMAR Certificate Number:
21080016

Product License/MDA Reg No.:
GB7992021-54025

AUTHORIZED REPRESENTATIVE:

Nyprax Business Solutions

No 12, Lorong Teknologi B,
Nouvelle Industrial Park, Taman
Sains Selangor 1, Kota
Damansara, PJU 5, 47810
Petaling Jaya, Selangor, Malaysia

Email: kenna@nyprax.com
Tel: +6012 620 1824

AMAR REGISTRATION
HOLDER:

Medogar Medical Equipment Ltd.
Hasadna St. 8 P.O.B 2586
Ra'annana 4365104 ISRAEL
Office Tel: +972-9-7401457
Fax:+972-9-7401459
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AMAR Certificate Number:
21080017

Product License/MDA Reg No.:
GB7830421-55921

AUTHORIZED REPRESENTATIVE:

Nyprax Business Solutions

No 12, Lorong Teknologi B,
Nouvelle Industrial Park, Taman
Sains Selangor 1, Kota
Damansara, PJU 5, 47810
Petaling Jaya, Selangor, Malaysia

Email: kenna@nyprax.com
Tel: +6012 620 1824

AMAR REGISTRATION
HOLDER:

Medogar Medical Equipment Ltd.
Hasadna St. 8 P.O.B 2586
Ra'annana 4365104 ISRAEL
Office Tel: +972-9-7401457
Fax:+972-9-7401459

n"ya X191 MwIn m
N21Y1 2566 .7.n 8 NaTDN
4365104

09-7401457 :5v
09-7401459 :ppa

Sugandl Luball 33420 Hlegase
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www.medogar.co.il
info@medogar.co.il

AMAR Certificate Number:
21080018

Product License/MDA Reg No.:
GB7830421-55921

AUTHORIZED REPRESENTATIVE:

Nyprax Business Solutions

No 12, Lorong Teknologi B,
Nouvelle Industrial Park, Taman
Sains Selangor 1, Kota
Damansara, PJU 5, 47810
Petaling Jaya, Selangor, Malaysia

Email: kenna@nyprax.com
Tel: +6012 620 1824

AMAR REGISTRATION
HOLDER:

Medogar Medical Equipment Ltd.
Hasadna St. 8 P.O.B 2586
Ra'annana 4365104 ISRAEL
Office Tel: +972-9-7401457
Fax:+972-9-7401459

n"y1:N1971 Mwon m
M1Y1 2566 .7.n 8 NaTDN
4365104

09-7401457 :5v
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www.medogar.co.il
info@medogar.co.il

AMAR Certificate Number:
21080020

Product License/MDA Reg No.:
GB5330222-102051

AUTHORIZED REPRESENTATIVE:

Nyprax Business Solutions

No 12, Lorong Teknologi B,
Nouvelle Industrial Park, Taman
Sains Selangor 1, Kota
Damansara, PJU 5, 47810
Petaling Jaya, Selangor, Malaysia

Email: kenna@nyprax.com
Tel: +6012 620 1824
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Feature version/ ECG V1 ECGV2 IRNF V1 IRNF V2 Afib History
Regulatory
Registration
Information
MEXICO Not Available AUTHORIZED REPRESENTATIVE: = Not Available AUTHORIZED REPRESENTATIVE: = Registration Number:
Emergo S.de R.L.de C.V. Emergo S.de R.L.de C.V. 1493W2024 SSA
Avenida Alvaro Obregén No. Avenida Alvaro Obregén No.
273-403, Colonia Roma, C.P. 273-403, Colonia Roma, C.P. AUTHORIZED REPRESENTATIVE:
06700, Cuauhtémoc, Ciudad de 06700, Cuauhtémoc, Ciudad de Emergo S.de R.L.de C\V.
México, México. México, México. Avenida Alvaro Obregén No.
273-403, Colonia Roma, C.P.
06700, Cuauhtémoc, Ciudad de
México, México.
MOLDOVA Not Available Registration Number: Registration Number: Registration Number: Registration Number:
DM000322299, DM000322300 = DM000322301, DM000322302 DM000322301, DM000322302 | DM000322299, DM000322300
AUTHORIZED REPRESENTATIVE: | AUTHORIZED REPRESENTATIVE: = AUTHORIZED REPRESENTATIVE: = AUTHORIZED REPRESENTATIVE:
JERELO S.R.L. JERELO S.R.L. JERELO S.R.L. JERELO S.R.L.
MD-2024, str. Pietrariei, nr 19A, MD-2024, str. Pietrariei, nr 19A, MD-2024, str. Pietrariei, nr 19A, MD-2024, str. Pietrariei, nr 19A,
of. 3. of. 3. of. 3. of. 3.
mun. Chisindu, Republica mun. Chisindu, Republica mun. Chisindu, Republica mun. Chisindu, Republica
Moldova Moldova Moldova Moldova
+37378538295 +37378538295 +37378538295 +37378538295
PERU Registro Sanitario N° :DB5982E Registro Sanitario N° :DB5982E Registro Sanitario N° :DB6240E Registro Sanitario N° :DB6240E Registro Sanitario N° :DB7939E

IMPORTADOR:

Drogeria Emergo Peru S.R.L.
Calle Las Orquideas Nro. 585,
Int. 1301,

San Isidro, Lima, Peru

RUC: 205 52 75 65 34

IMPORTADOR:

Drogeria Emergo Peru S.R.L.
Calle Las Orquideas Nro. 585,
Int. 1301,

San Isidro, Lima, Peru

RUC: 205 52 75 65 34

IMPORTADOR:

Drogeria Emergo Peru S.R.L.
Calle Las Orquideas Nro. 585,
Int. 1301,

San Isidro, Lima, Peru

RUC: 205 52 75 65 34

IMPORTADOR:

Drogeria Emergo Peru S.R.L.
Calle Las Orquideas Nro. 585,
Int. 1301,

San Isidro, Lima, Peru

RUC: 205 52 75 65 34

IMPORTADOR:

Drogeria Emergo Peru S.R.L.
Calle Las Orquideas Nro. 585,
Int. 1301,

San Isidro, Lima, Peru

RUC: 205 52 75 65 34
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Afib History
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SWITZERLAND
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Apple Inc. Page 7 of 10
Feature version/ ECG V1 ECGV2 IRNF V1 IRNF V2 Afib History
Regulatory
Registration
Information
THAILAND Medical Device License Number: | Medical Device License Number: = Medical Device License Number: | Medical Device License Number: = Medical Device License Number:
64-2-2-2-0004085 64-2-2-2-0004085 64-2-2-2-0002928 65-2-2-2-0016259 65-2-2-2-0015185
IMPORTER: IMPORTER: IMPORTER: IMPORTER: IMPORTER:
151 1afie uaama (Usznelng) | USHv s uaamia (Usaindlng) | u5iv ailis uaama (Usundlng) | USHh 1a8e uaama (Usanalng) | U5 1de uaazna (Ussinalng)
AR NAR NNA AR Dehiro)
8 81A511TU ¥D9laai 15-102 21 | 8 @nAshiil viouaadi 15-102 24 | 8 @nAs#iiu ¥aalaadi 15-102 2% | 8 anansiidu Waaaafi 15-1024u | 8 anans#iiu Wasiaah 15-102 o
15 2288213N 40 aUUFUNIN 15 208821IN 40 auUgININ 15 228NN 40 auugaNIN 15 22881IN 40 aUUFUNIN 15 208§20IN 40 auNgNIN
u229nse laud 1aAaBIASE u229nse l2ue 1IaARBASE uz29nse Taue 12aAABILASE u229nse l2ud 1EeARDILASY u229nse l2ud 1IaARDILAY
N3N 10110 N3N 10110 39N 10110 N3N 10110 N3N 10110
Tns. 02-821-5998 Tns. 02-821-5998 Tns. 02-821-5998 Tns. 02-821-5998 Tns. 02-821-5998
TURKEY Apple Teknoloji ve Satig Limited Sirketi
Buylikdere Caddesi
Levent 199 Kat:22-23
34394 Sigli
istanbul
Turkiye
UKRAINE TOB «OXXEPENO-YKPAIHA»
01033, YkpaiHa, M. Kuis, Bynuus LLlota PycTaseni 33-b, odic 27
e-mail: uarep@jerelo.eu
Ten. +38 (044) 36030 11
UATR.120
VIETNAM Product License Number: Product License Number: Product License Number: Product License Number: Product License Number:

220002518/PCBB-HCM
REGISTRANT:

Asia Actual Vietnam Co., LTD.
45/90 Binh Tien, Ward 7, District
6, Ho Chi Minh City, Vietham

+84 969159420

220002519/PCBB-HCM
REGISTRANT:

Asia Actual Vietnam Co., LTD.
45/90 Binh Tien, Ward 7, District
6, Ho Chi Minh City, Vietnam

+84 969159420

220002520/PCBB-HCM
REGISTRANT:

Asia Actual Vietnam Co., LTD.
45/90 Binh Tien, Ward 7, District
6, Ho Chi Minh City, Vietnam

+84 969159420

220002521/PCBB-HCM
REGISTRANT:

Asia Actual Vietnam Co., LTD.
45/90 Binh Tien, Ward 7, District
6, Ho Chi Minh City, Vietnam

+84 969159420

220003108/PCBB-HCM
REGISTRANT:

Asia Actual Vietnam Co., LTD.
45/90 Binh Tien, Ward 7, District
6, Ho Chi Minh City, Vietham

+84 969159420


mailto:uarep@jerelo.eu
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Apple Inc.

b. Women’s Health (US and EU required languages)

Feature version/ Regulatory Registration CT
Information
e ad

Apple Inc.

One Apple Park Way Cupertino, CA 95014

www.apple.com

Apple Distribution International Hollyhill Industrial Estate,

Hollyhill, Cork,

Ireland

Contact: medicalcompliance@group.apple.com
EU

EC | REP

Apple Distribution International

Hollyhill Industrial Estate,

Hollyhill, Cork,

Ireland

Contact: medicalcompliance@group.apple.com
ISRAEL Medogar Medical Equipment Ltd.

Hasadna St. 8 P.O.B 2586 Ra'annana 4365104 ISRAEL
Office Tel: +972-9-7401457
Fax:+972-9-7401459
n"ya X191 MwIn m
4365104 n1iy1 2566 .1.n 8 NaTDN
09-7401457 :5v
09-7401459 :ppa

Saganll Lokl 53628 legae
2566 ..o 8 Lisluwla ¢ La
4365104 L,
www.medogar.co.il info@medogar.co.il

AMAR Certificate Number: 21080019

Page 8 of 10
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Apple Inc.

Feature version/ Regulatory Registration CT
Information
MOLDOVA AUTHORIZED REPRESENTATIVE:

JERELO S.R.L.

MD-2024, str. Pietrariei, nr 19A, of. 3.
mun. Chisindu, Republica Moldova
+37378538295

SWITZERLAND CH-REP:

UKRAINE

QUNIQUE GmbH
Bahnhofweg 17
5610 Wohlen
Switzerland

TOB «KEPENO-YKPAIHA»

01033, YkpaiHa, M. Kuis, Bynuus LLioTa PycTaseni 33-b,
odic 27

e-mail: uarep@jerelo.eu

Ten. +38 (044) 360 30 11

UATR.120

EQUIPMENT SYMBOLS

Manufacturer

DE Consult instructions for use

EC

REP

European Authorized Representative
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