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Health Features Regulatory Registration Information

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

A. Health Applications
B. Cycle Tracking App

Table A - Health Applications Regulatory Registration Information

Irregular Irregular Atrial
Rhythm Rhythm I Sleep Apnea . . . Hypertension . . Digital Prism
LEAtUEE E():(G App E(;G App Notification Notification :'b :lllauon Notification Eeatrmg I‘\II?( Eeatrmg e Notification FHe:rmg 2': Correction
: . Feature Feature Flstory Feature CALO CatlIe Feature SHEE, Feature
(1.X) (2.X) eature

wl

us Apple Inc.
One Apple Park Way Cupertino, CA 95014
www.apple.com

Contact: medicalcompliance@group.apple.com

EU | REP

Apple Distribution International
Hollyhill Industrial Estate,
Hollyhill, Cork,

Ireland

Contact: medicalcompliance@group.apple.com
EU Not Available

c €01z3
MD



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

Apple Inc.

Irregular
Rhythm
AT 5(;(6 App g“;(G App Notification
: . Feature
(1.X)
AU | REP
Sponsor Details:
Not
AUSTRALIA Available Apple Pty Ltd _
Level 3, 20 Martin Place
Sydney NSW 2000
Australia
https://www.apple.com/au/
TEL: 1-300-321-456
ANVISA No:
ANVISA NO:  ANVISA No: 8011758088
801175808 8011758088 1
80 0
BR | REP
BRAZIL RESPONSAVEL TECNICO:

LUIZ LEVY CRUZ MARTINS - CRF-SP: 42415

DETENTOR DA NOTIFICAGAO:

Irregular
Rhythm
Notification
Feature
(2.X)

ANVISA No:

8011758088

1

Atrial
Fibrillation
History
Feature

ANVISA No:

Sleep Apnea
Notification
Feature

ANVISA NO:

80117581018 = 80117581190

Emergo Brazil Import Importacéo e Distribuicéo 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

Hearing Aid
Feature (1.X)

ANVISA NO:
80117581206

Page 2 of 17
H tensi Digital Pri
Hearing Test bl el el Hearing Aid L A
Feat Notification Feat 2.% Correction
eature Feature CETIR (e, Feature
Not Available
ANVISA NO:
80117581198
Not Available


mailto:brazilvigilance@ul.com
https://www.apple.com/au/
https://www.apple.com/au/
mailto:brazilvigilance@ul.com
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Feature

COLOMBIA

ECG App ECG App
1.X 2.X

REGISTRO SANITARIO NO.:
INVIMA 2020DM-0021828

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

IMPORTADOR:

IMPOMED S.A.S
Calle 1 SUR NO. 77A-21
Interior 201 Medellin Colombia

Irregular Irregular
Rhythm Rhythm
Notification Notification
Feature Feature
(1.X) (2.X)

REGISTRO SANITARIO NO.:
INVIMA 2020DM-0021835

PRODUCTO:

Funcién de PRODUCTO:
notificacion Funcién de
de ritmo notificacion
irregular de ritmo
(IRNF por irregular

sus siglasen | (Version 2.X)
ingles)

Atrial
Fibrillation
History
Feature

Sleep Apnea
Notification
Feature

REGISTRO
SANITARIO
NO.: INVIMA
2022DM-00
26135

PRODUCTO:
Funcion de
Historial de
Fibrilacién
Auricular

Not Available

Page 3 of 17
H t i Digital Pri
Hearing Aid Hearing Test ypt?r‘ en§|on Hearing Aid lgita |:|sm
Notification Correction
Feature (1.X)  Feature . Feature (2.X) s
REGISTRO REGISTRO
SANITARIO SANITARIO
NO.: INVIMA NO.: INVIMA Not Available
2025DM-003 2024DM-002
0019 9973
PRODUCTO: PRODUCTO:
FUNCION DE FUNCION DE
ASISTENCIA PRUEBA DE
AUDITIVA AUDICION
(VERSION 1.X) | (VERSION 1.X)
-FUNCION DE | - FUNCION DE
ASISTENCIA PRUEBA DE
AUDITIVA AUDICION
Not Available
IMPORTADOR:
IMPOMED S.A.S

Calle 1SUR NO. 77A-21
Interior 201 Medellin Colombia
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Feature

COSTA
RICA

ECUADOR

ECG App
1.X

Not

Available

Not

Available

Irregular
Rhythm
Notification
Feature
(1.X)

ECG App
2.X

REGISTRO
NO: EMB-
US-25-12281

o [ e

AUTHORIZE
D
REPRESENTA
TIVE:

Not Available

EMERGO
COSTARICA
SOCIEDAD
DE
RESPONSABI
LIDAD
LIMITADA

CERTIFICAD
ODE
REGISTRO
SANITARIO
No. 17001-
DME-0724

Not Available

EC

REP

AUTHORIZED REPRESENTATIVE

DENTONS PAZ HOROWITZ S.A.

CALLE DE LOS ESTABLOS Y CALLEE

EC170157 CUMBAYA
ECUADOR

Irregular
Rhythm
Notification
Feature
(2.X)

Atrial
Fibrillation
History
Feature

REGISTRO
NO: EMB-
US-25-1228
7

| oR | ReP |

AUTHORIZE
D
REPRESENTA
TIVE:

Not Available

EMERGO
COSTARICA
SOCIEDAD
DE
RESPONSABI
LIDAD
LIMITADA

CERTIFICADO DE REGISTRO
SANITARIO No. 17031-
DME-0724

Sleep Apnea
Notification
Feature

REGISTRO NO:
EMB-
US-25-19844

| R [reP |

AUTHORIZED
REPRESENTATIV
E:

EMERGO COSTA
RICA SOCIEDAD
DE
RESPONSABILID
AD LIMITADA

CERTIFICADO
DE REGISTRO
SANITARIO No.
18245-
DME-0325

Hearing Aid
Feature (1.X)

CERTIFICADO
DE REGISTRO

SANITARIO No.

18456-
DME-0425

Hypertension
Hearing Test yperensio

Feat Notification

ealre Feature
Not Available

CERTIFICADO

DE REGISTRO

SANITARIO No.

18429-

DME-0425
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Digital Prism
Correction
Feature

Hearing Aid
Feature (2.X)

Not Available
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Irregular Irregular Atrial
Rhyth Rhyth | A H tensi Digital Pri
Feature ECG App ECG App y‘ . m . y‘ . m . Fibrillation S ee‘|? p.n ea Hearing Aid Hearing Test ypt?r‘ en§|on Hearing Aid lgita r‘lsm
X 2% Notification Notification Hist Notification Feat 1.X Feat Notification Feat 2.% Correction
. . Feature Feature Flstory Feature SR eature Feature CETIR (e, Feature
(1.X) (2.X) eature
Import License Number:
IMP/MD/2022/000754
IMPORTER:
INDIA Not Available
Asia Actual India (OPC) Pvt. Ltd.
523A, Tower A, Spaze I-Tech
Park, Sector 49,
Gurgaon, Haryana, India
Product Product Product Product
. . . . . Product Product
License License License License Product License Li Li
Number: Number: Number: Number: Number: N|cenbse. Nlcenk;se.
KEMENKES | KEMENKES | KEMENKES  KEMENKES  KEMENKESRI KE‘&‘EE&ES Qi KEr\TEErkEs Q
RI AKL RI AKL RI AKL RI AKL AKL AKL AKL
2050212182 | 2050212172 | 2050222030 2050222032 | 20402520019
5 5 1 5 20702520043 @ 20701520007
INDONESIA Not Not Available

Available

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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Irregular Irregular Atrial
Rhyth Rhyth | A H tensi Digital Pri
Feature ECG App ECG App y‘ . m . y‘ . m . Fibrillation S ee‘|? p.n ea Hearing Aid Hearing Test ypt?r‘ en§|on Hearing Aid lgita r‘lsm
X 2% Notification Notification Hist Notification Feat 1.X Feat Notification Feat 2.% Correction
: . Feature Feature Flstory Feature B ealre Feature B, Feature
(1.X) (2.X) eature
AMAR
Certificate
Number: AMAR AMAR AMAR AMAR AMAR AMAR AMAR
21080016 Certificate Certificate Certificate Certificate Certificate Certificate Certificate
Number: Number: Number: Number: Number: Number: Number:
21080016 21080017 21080018 21080020 21080022 21080023 21080024
IL | REP
AMAR REGISTRATION
ISRAEL HOLDER:
Not Available

Medogar Medical Equipment Ltd.

Hasadna St. 8 P.0O.B 2586 Ra'annana 4365104 ISRAEL
Office Tel: +972-9-7401457

Fax:+972-9-7401459

n"ya X131 MwIn m

4365104 N1iy1 2566 .7.n 8 NITDN
09-7401457 :5v

09-7401459 :Dpa

Bagantl Lulall 35¢aSU leguse
2566 ..y 8 Lslwla g ,Ls
4365104 LLc,
www.medogar.co.il info@medogar.co.il



http://www.medogar.co.il/
mailto:info@medogar.co.il
http://www.medogar.co.il/
mailto:info@medogar.co.il
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Feature

MALAYSIA

MEXICO

ECG App
1.X

Not

Available

Not
Available

Irregular Irregular Atrial

Rhyth Rhyth | A| H tensi
ECG App yEnm vEm Fibrillation S cep Apnea Hearing Aid Hearing Test ypertension
2% Notification Notification Hist Notification Feat 1.X Feat Notification

. Feature Feature Flstory Feature SR eature Feature

(1.X) (2.X) eature
Product Product Product Li / Product Product
License/MDA = Product License/MDA Reg License/MDA rvT; A”; ';e”‘se License/MDA | License/MDA
Reg No.: No.: Reg No.: 68668e591250.'i93 Reg No.: Reg No.:
GB7992021- = GB7830421-55921 GB5330222- 304 GB5836625-1 | GB3808525-1
54025 102051 95095 95099

MY | REP
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
Registrati
Registration Ni?:b: on Registration
Number: ) Number:
0155W2025 :;1852\8W2024 1493W2024
SSA SSA
| wx | Rep |
MX | REP

AUTHORIZE
D
REPRESENTA AUTHORIZED
TIVE: REPRESENTATIVE:
Emergo S.de | NotAvailable = Emergo S.deR.L.de CV. Not Available
R.L.de CV. Avenida Alvaro Obregdn No.
Avenida 273-403, Colonia Roma, C.P.
Alvaro 06700, Cuauhtémoc, Ciudad
Obregdén No. de México, México.
273-403, AUTHORIZED
Colonia REPRESENTATIVE:
Roma, C.P. Emergo S. de R.L.de C.V.
06700, Avenida Alvaro Obregén No.
Cuauhtémoc, 273-403, Colonia Roma, C.P.
Ciudad de 06700, Cuauhtémoc, Ciudad
Meéxico, de México, México.

México.
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Digital Prism
Correction
Feature

Hearing Aid
Feature (2.X)

Not Available


mailto:kenna@nyprax.com
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Apple Inc. Page 8 of 17

Irregular Irregular Atrial
Rhyth Rhyth | A H t i Digital Pri
Feature ECG App ECG App y‘ . m . y‘ . m . Fibrillation S ee‘|? p.n ea Hearing Aid Hearing Test ypt?r‘ en§|on Hearing Aid lgita r‘lsm
X 2% Notification Notification Hist Notification Feat 1.X Feat Notification Feat 2.% Correction
. . Feature Feature Flstory Feature SR eature Feature CETIR (e, Feature
(1.X) (2.X) eature
Registration Registration Registration Registration
Number: Number: Number: Number: Registrati Registrati Registration
DM0003222 | DM0003223 | DM0003223 | DM0003222 sz:b; on Ni?\i::""” Number:
99, 01, 01, 99, . : DM00092000
DM0003223 = DM0003223 = DMO0003223 DMO0003223 ~DM000820009  DMO00819125 | ¢
00 02 02 00
Not MD | REP _
MOLDOVA i Not Available
Available
AUTHORIZED REPRESENTATIVE:
JERELO S.R.L.
MD-2024, str. Pietrariei, nr 19A, of. 3.
mun. Chisindu, Republica Moldova
+37378538295
Registro Sanitario Reqistro Sanitari
NO :DB5982E egistro sanitario Registro Registro
N° :DB6240E - .
R i S Sanitario Sanitario
0- 0-
NO :DB6240E NO:DB7939E = NO©:DB9399E
PE | REP
PERU Not Available
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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REPUBLIC
OF KOREA

2 g2 rlvll" .

SR} 0|1 R0t (R)

06236) MEEEA| 2T HISZIZ 152 ZET0|HHANE 265
HZ=2l: Apple Inc.

(2A}) One Apple Park Way, Cupertino, CA 95014, USA

(3%) 20450 Stevens Creek Blvd., Cupertino, CA 95014, USA

Not Available
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Feature ECG App

1.X

0> 08 OH o2
o oxt
02
o
N ol

App AZES|
Of B 1.X
ENEE
2020 11
ZREQ): 1ea

A8EH
DHIUSHE
(Apple
Watch)oll &
A MEE
(ECG)HINE
o|gstof £
e
(Lead I) A
HHE USZ
BHE MYNS
e Hatts
EM 025 ut

HtozM, A

REPUBLIC
OF KOREA

TS Y HAlSH
=220
2|7{[0| M.

ECG App
2.X

5|7t S: 45
20-177 &

EAAY:
20224 018
EHCR]: 1ea

(Apple
Watch)oll Z&f
kol
(ECG)MIME
0|2310{ =3
Elouer
(Lead I) RA
HEE NS2
2E MEME

C
e HAUE

2|7{o|M.

Irregular
Rhythm
Notification
Feature
(1.X)

2104, Irregular
Rhythm
Notification
Feature
(IRNF)
LZEY 0] H
H:1.X
ENE
20204 11¢
EHTR: 1ea

AEEH:
St ZHE
(Apple
Watch)of| &
HE YERE

H(PPG) MIA

2|AHo]Mo|ct,

Irregular
Rhythm
Notification
Feature
(2.X)

BMATZESY
01, Irregular
Rhythm
Notification
Feature
(IRNF)
AZEQ 0 B
™:2.X

ENA

2. 2022 12

k1o 31 Hu 2 mio min
2 1o p> Iy o
r.; E}% oF od &
> 0 = bp
o rir o jlz
IZ g 10 on

> Mo 2 o
_l?y
ron

2 o

L2

2|#o|Mo|ct.

Atrial
Fibrillation
History
Feature

7S 25
23-138 &

A HE
254, 29
). FCHEAA
CEMATEY
01, AFHF,
Atrial
Fibrillation
History
Feature
(AFHF)
AZEQ 0] H
H:1.X

EAA
2:202347

02 o

=]

HYMIS (AF)
£ Zichdk2 ot
22M| 0|42 At
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2 DHtd e
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0of Wats =4,
SM50] At
Msoz o
El= 27&E
AEEES A

E5}1, Apple

2H(7%) Seto
MEyE S

E =0l AjzhH|
22 A5t

7|25t

Sleep Apnea
Notification
Feature

5|7HHS: 45
25-128 &

HE2[0k(R)-Sleep
Apnea
Notification
Feature

(SANF), &8 =
24
AIEQ|0],Sleep
Apnea
Notification
Feature (SANF)

S 4|2t 20251
= od
TR 1ea

(AOLER])2|
IHSEA
(accelerometer
(Accel)) MM Hlo]

EIS 2M5101, 5

T ol
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E

Hearing Aid
Feature (1.X)

7S 25

25-100 &

ol =Rzlo}
(¥)-Hearing
Aid

Feature (HAF),
olH|QIEatat
22 ATEY
0f,Hearing Aid
Feature (HAF)

A998 2025
o
EHTS: Tea

A8 EH:
SEtE|E= Yoy
EXNRIIEE
3l = (mild)oll
NEE
(moderate)2
2 Fort =
AfEholl7| 22|15
SENHFE A

ZEYof

Hypertension
Notification
Feature

Hearing Test
Feature

B7HHS: £5]

25-99%

ojm{m3azlot
(F)-Hearing
Test

Feature (HTF),
3 A
AZEY
01,Hearing Test
Feature (HTF)

EA21g: 2025
Hogl
ZFYHR: lea

MBS
glojzig &} 7|
715 S5 HHS
AAISI0] FEE
Ega9es
ZEQof

Page 10 of 17

. . Digital Prism
Hearing Aid Correction
Feature (2.X) Feature

Not Available
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Feature

SERBIA

SWITZERL
AND

THAILAND

TURKEY

Irregular Irregular
Rhythm Rhythm
5(;(6 App g“;(G App Notification Notification
. . Feature Feature
(1.X) (2.X)

AUTHORIZED REPRESENTATIVE:

KK Pharma

Leader d.o.o.,
TirSova 5a, 11000
Belgrade, Republic
of Serbia

CH | REP

CH-REP:

QUNIQUE GmbH
Bahnhofweg 17

5610 Wohlen
Switzerland
Medical Medical
Medical Device License QeVIce QeVIce
License License
el Number: Number:
SRR S UUOROED 64-2-2-2-0 | 65-2-2-2-00
002928 16259

IMPORTER:

51N 1aide waama (Uszndlng) hin
8 21A157 iU YDl 15-102 2u 15 wasganin 40 auuganin
u239nss 219 WRAABILAE NFIWMNY 10110

Tns. 02-821-5998

Apple Teknoloji ve Satis Limited Sirketi
Bliyiikdere Caddesi

Levent 199 Kat:22-23

34394 Sisli

istanbul

Tirkiye

Atrial
Fibrillation
History
Feature

Medical
Device
License
Number:
65-2-2-2-00
15185

Sleep Apnea
Notification
Feature

Medical Device
License Number:
68-2-2-2-00012
49

Page 11 of 17

H tensi Digital Pri
Hearing Aid Hearing Test ypertension Hearing Aid fgrtatrsm
Feat 1.X Feat Notification Feat 2.% Correction
eature (1.X) eature . eature (2.X) s
Not Available
Not Available
Medical Device = Medical Device
License License
Number: Number:
68-2-2-2-000 | 68-2-2-2-000
0931 2661
Not Available
Not Available
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Feature ECG App

1.X

Not

DKRAINE Available

Product
License
Number:
220002518/
PCBB-HCM

VIETNAM REGISTRANT:

Irregular Irregular Atrial
Rhythm Rhythm e . Sleep Apnea
g“;(G App Notification Notification :'b :lllatlon Notification
. Feature Feature E 1S tory Feature
(1.X) (2.X) eature
UA | REP

TOB «[XKEPE/IO-YKPAIHA»

01033, YkpaiHa, M. Kuis, Bynuug LLlota Pyctaseni 33-b, odic 27
e-mail: uarep@jerelo.eu

Ten. +38 (044) 36030 1M

UATR.120
Product Product Product Product .

. . . . Product License
License License License License Number:
Number: Number: Number: Number: 2;510(?(;983
220002519/ | 220002520/ @ 220002521/ 220003108/ PCBB HCM/
PCBB-HCM PCBB-HCM PCBB-HCM PCBB-HCM :

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

+84 969159420

Hearing Aid

Feature (1.X)

Product
License
Number:
250000985/
PCBB-HCM

Hearing Test
Feature

Product
License
Number:
250000984/
PCBB-HCM

Page 12 of 17

H tensi Digital Pri
ypt?r‘ en§|on Hearing Aid lgita r‘lsm
Notification Feat 2.% Correction

Feature CETIR (e, Feature

Not Available

Not Available
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Table B - Cycle Tracking App

Feature Cycle Tracking App

us

wl

Apple Inc.
One Apple Park Way Cupertino, CA 95014 www.apple.com
Contact: medicalcompliance@group.apple.com

Ev EU | REP

Apple Distribution International
Hollyhill Industrial Estate,
Hollyhill, Cork,

Ireland

Contact: medicalcompliance@group.apple.com

c €0123
MD
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Feature Cycle Tracking App

ISRAEL IL REP

Medogar Medical Equipment Ltd.
Hasadna St. 8 P.0O.B 2586 Ra'annana 4365104 ISRAEL
Office Tel: +972-9-7401457
Fax:+972-9-7401459
n"ya 13971 Mo m
4365104 n11y1 2566 .1.n 8 X)TON
09-7401457 :5v
09-7401459 :ppa

Sagand | Lulall 35428 Slegas
2566 ..o 8 Lslwla g ,ls
4365104 Ll
www.medogar.co.il info@medogar.co.il

AMAR Certificate Number: 21080019

MOLDOVA MD | REP

AUTHORIZED REPRESENTATIVE:

JERELO S.R.L.

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


http://www.medogar.co.il/
mailto:info@medogar.co.il
http://www.medogar.co.il/
mailto:info@medogar.co.il
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Feature

Cycle Tracking App

REPUBLIC OF KOREA

SWITZERLAND

2 g2 el ¢,

+QRIXE: o|HI 220t (R)

06236) MSEEA| 2 HEIZIZ 152 2o HAME 265
HZ=2l: Apple Inc.

(2A}) One Apple Park Way, Cupertino, CA 95014, USA

(2%) 20450 Stevens Creek Blvd., Cupertino, CA 95014, USA

57HHS: 5] 24-33 &

Y (NEY, E2Y, 22H): 0|H{ 1 FZ|oHR)- A2 TctHT ATEY |0,
Cycle Tracking (CT)
AZEQ0] H|1: 4.x

ETR|: 1ea

ABEH:
14M| 04 018 S thM o= ALSX} 2| F7|, ui2t E|AE ZiTt 24t i Alat
£ U 22 20| HEIE 2M510] M2| 7|12 FEY o|S5ta, 0|ZHS Sl A

BRI YMAEIS M ALRE|S AZEO]

CH | REP

CH-REP:

QUNIQUE GmbH
Bahnhofweg 17
5610 Wohlen
Switzerland
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Feature

Cycle Tracking App

UKRAINE

UA

REP

TOB «[KEPENO-YKPATHA»
01033, YkpaiHa, M. Kuis, Bynuus LLlota Pyctaeeni 33-b, odic 27

e-mail: uarep@jerelo.eu
Ten. +38 (044) 360 30 11

UATR.120

EQUIPMENT SYMBOLS

wl
(1]

XX | REP

Manufacturer

Consult instructions for use

Authorized Representative

Medical Device

Importer
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