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Apple	Inc.
One	Apple	Park	Way
Cupertino,	CA	95014

www.apple.com

Apple	Distribution	International
Hollyhill	Industrial	Estate,

Hollyhill,	Cork,
Ireland

medicalcompliance@group.apple.com :	 $#ا"��ا

: ا������ 	 ��	
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:CH-REP

QUNIQUE	GmbH
Bahnhofweg	17
5610	Wohlen

Switzerland
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(PRODUCTO:	Función	de	notificación	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

: ��زا����� 	 ��	
 	 ��
ت���
ANVISA	N0:	80117580881

RESPONSÁVEL	TÉCNICO:	Luiz	Levy	Cruz	Martins	–	CRF-SP:	42415
IMPORTADOR:

Emergo	Brazil	Import	Importação	e	Distribuição	de	Produtos	Médicos	Hospitalares	Ltda.
Avenida	Francisco	Matarazzo,	1.752,	Salas	502/503,	Água	Branca,	São	Paulo-SP,	CEP	–	05001-200

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


CNPJ:	04.967.408/0001-98

E-mail:	brazilvigilance@ul.com
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Apple-USA/I/MD/002975 :	 ير
��%�ا 	 $�)'��ا 	 �(ر

: در"�'*ا
Asia	Actual	India	(OPC)	Pvt.	Ltd.

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

Gurgaon,	Haryana,	India

: �����و���� 	 ��	
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AKL	20502220301 :	 ,��*ا 	 ��%�- 	 �(ر

: $.)'*ا
PT.	ASIA	ACTUAL	INDONESIA,	DKI	Jakarta

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

+62	(021)	2930-3747
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.본	앱은	“의료기기”	임

수입업자:	이머고코리아	(유)
06236)	서울특별시	강남구	테헤란로	152	강남파이낸스센터	26층

제조원:	Apple	Inc.
(본사)	One	Apple	Park	Way,	Cupertino,	CA	95014,	USA

(공장)	20450	Stevens	Creek	Blvd.,	Cupertino,	CA	95014,	USA
허가번호:	수허	20-176	호

명칭	(제품명,	품목명,	모델명):	불규칙한	박동	알림	기능,	휴대형심전도분석소프트웨어,	Irregular	Rhythm	Notification
(Feature	(IRNF

(소프트웨어	버전:	2.X	(2022년	8월	26일
출시연월:	2020년	8월

포장단위:	1ea
:사용목적

모바일	플랫폼(Apple	Watch)에	장착된	광혈류측정(PPG)	센서를	통해	맥박을	측정·분석하여	심방세동으

.로	의심되는	불규칙한	심장박동을	확인하고	사용자에게	알림을	보내는	의료용	어플리케이션이다
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Nyprax	Business	Solutions

37	Jalan	Terasek	Lima,	Bangsar	Baru,

59100	Bangsar,	Kuala	Lumpur
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CMDN	Number:	CDRRHR-CMDN-2022-988483

: در"�'*ا
Asia	Actual	Consultancy	Inc.

mailto:brazilvigilance@ul.com


Unit	1A	GV	Square	Bldg.
Casa	Milan	Commonwealth	Ave.

Greater	Lagro,	Quezon	City

Metro	Manila
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MA	Import	License	Number:	220002521/PCBB-HCM

:LICENSE	HOLDER
Asia	Actual	Vietnam	Co.,	LTD.

Binh	Tien	45/90
Ward	07,	District	6
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ТОВ	«ДЖЕРЕЛО-УКРАЇНА»

01033,	Уĸраїна,	м.	Київ,	вулиця	Шота	Руставелі	33-Б,	офіс	27
e-mail:	uarep@jerelo.eu

тел.	+38	(044)	360	30	11
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Apple	Pty	Ltd
Level	3,	20	Martin	Place

Sydney,	NSW,	2000
Australia

/https://www.apple.com/au

1-300-321-456 :	 4
�8
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DM000322301,	DM000322302 :	 $�)'��ا 	 �(ر

: ���	*ا 	 $1�*ا
.JERELO	S.R.L

.MD-2024,	str.	Pietrăriei,	nr	19A,	of.	3
mun.	Chișinău,	Republica	Moldova

+37378538295

ل
�	���ا 	 63اود
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$ .	 Apple	Watch	 �< 	 ما����=� 	 �>��� ،	 لا")�ا 	 6
@ 	 ABC 	 ���(3 	 DE3 	 ��E�F 	 62 	 6E
ةر 	 43 (	 IRNF 	) ����ا 	 با���ا 	 �إ	
ر 	 ة ��

@�إ 	 �إ	
ارً 	 $��ُ�و (،	 AFib 	) 5�3ذأ 	 ن
K7ر 	 �"K"د 	 �"M3 	 )
E3 	 N�� 	 ت
�ا���ا 	 Mثو� 	 M
ت� 	 6
@ 	 �
فّ�	� 	 
�BاR 	 NES 	 ل�	� 	 ��
N
ت 	 ة �*ا
با���ا 	 A�/
 	 ث�;5 	 ة�� 	 T$ 	 A3 	 �إ	
ر 	 ��"A�� 	 �>��� 	 ��'U 	 43و (.	 OTC 	) DE�� 	 �7#و 	 نود 	 
E*ا�� 	 ما����=� 	 �>��� 	 ة �*ا 	 4Vه 	 .م���'*ا
ن
K7ر 	 د"Kو 	 �
M��
ل 	 A"ير 	 �إ	
ر 	 XY/
ر 	 �>��� 	 ة �*ا 	 �Z2 ،	 ض�� 	 د"Kو 	 م�6 	 5	�3 	�	 �إ	
ر 	 Y/"ر 	 م�6و ،	 5�3ذأ 	 ن
K7ر 	 �"K"د 	 5"M3 	 N��

، م���'*ا 	 ى�� 	 
�*اDة� 	 $�ا"6 	 K
NR 	 @�إ 	 ABC. 	 ]
��
ً 	 م���'*ا 	 5Z"ن 	 6���
 	 
��EاN
ت 	 4Vه 	 ط
��Bا 	 5�� 	 �
�;
�$. 	 
�ZاA�� 	 
��EاN
ت 	 �"A� 	 6�� 	 5�3ذأ

��Bا��5�. 	 ج=	�او 	 -��`��ا 	 �"�
a$ 	 TE�5$ 	 �>��� 	 ��'U 	 ة �*او 	 .5�3ذbا 	 ن
��K7ا 	 �E(ا�� 	 را�( 	 ��	 5 	 ة �*ا 	 ما����ا 	 5�Z2
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5cًأ 	 �>��� 	 ��'U 	 43و 	 �/Vا. 	 �>��� 	 ��'U 	 43و ،	 ��� 	٢٢	 �2 	 $(أ 	 6��4� 	 �2 	 ���ا"� 	 �
ما����� 	 5�	
F 	 A��
 	 ة �*ا 	 ر
�E%ا 	 5�� 	 ��
)E$. 	 �2 	 ��5/� 	 5�3ذbا 	 ن
��K7ا 	 �`��- 	 �� 	 �V52ا 	 دا�bAا 	 ���ا"� 	 ما����=�

( �3وروbا 	 د
;��ا 	 ���B� 	) ف�/�'*ا 	 ض��eا
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@�إ 	 �إ	
ارً 	 $��ُ�و (،	 AFib 	) 5�3ذأ 	 ن
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E*ا�� 	 ما����=� 	 �>��� 	 ة �*ا 	 4Vه 	 .م���'*ا
ن
K7ر 	 د"Kو 	 �
M��
ل 	 A"ير 	 �إ	
ر 	 XY/
ر 	 �>��� 	 ة �*ا 	 �Z2 ،	 ض�� 	 د"Kو 	 م�6 	 5	�3 	�	 �إ	
ر 	 Y/"ر 	 م�6و ،	 5�3ذأ 	 ن
K7ر 	 �"K"د 	 5"M3 	 N��

، م���'*ا 	 ى�� 	 
�*اDة� 	 $�ا"6 	 K
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�;
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a$ 	 TE�5$ 	 �>��� 	 ��'U 	 ة �*او 	 .5�3ذbا 	 ن
��K7ا 	 �E(ا�� 	 را�( 	 ��	 5 	 ة �*ا 	 ما����ا 	 5�Z2


5cًأ 	 �>��� 	 ��'U 	 43و 	 �/Vا. 	 �>��� 	 ��'U 	 43و ،	 ��� 	٢٢	 �2 	 $(أ 	 6��4� 	 �2 	 ���ا"� 	 �
ما����� 	 5�	
F 	 A��
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)E$. 	 �2 	 ��5/� 	 5�3ذbا 	 ن
��K7ا 	 �`��- 	 �� 	 �V52ا 	 دا�bAا 	 ���ا"� 	 ما����=�

ن"�A/�'*ا 	 ن"����'*او 	 ن"�A/�'*ا 	 ن
Z'�ا
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�'����h 	 ��>- 	IRNF	 ��E�F
.دا�X6ا 	 6�
�� 	 �2 	 ��(
ح 	 ء
/��Nا 	 6�� 	 ة �*ا 	 ��`�C 	 �5"���ا 	 ��6وbاو 	 
�BاR 	 #;� 	 62 	 �5 *ا 	 ��	�A� 	 ن"��/*ا
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ارً 	 $��ُ�و (،	 AFib 	) 5�3ذأ 	 ن
K7ر 	 �"K"د 	 �"M3 	 )
E3 	 N�� 	 ت
�ا���ا 	 Mثو� 	 M
ت� 	 6
@ 	 �
فّ�	� 	 
�BاR 	 NES
�"K"د 	 5"M3 	 N�� 	 با���ا 	 A�/
 	 ث�;5 	 ة�� 	 T$ 	 A3 	 �إ	
ر 	 ��"A�� 	 �>��� 	 ��'U 	 43و (.	 OTC 	) DE�� 	 �7#و 	 نود 	 
E*ا�� 	 ما����=� 	 �>���
�"A� 	 6�� 	 5�3ذأ 	 ن
K7ر 	 د"Kو 	 �
M��
ل 	 A"ير 	 �إ	
ر 	 XY/
ر 	 �>��� 	 ة �*ا 	 �Z2 ،	 ض�� 	 د"Kو 	 م�6 	 5	�3 	�	 �إ	
ر 	 Y/"ر 	 م�6و ،	 5�3ذأ 	 ن
K7ر
ما����ا 	 5�Z2 ،	 م���'*ا 	 ى�� 	 
�*اDة� 	 $�ا"6 	 K
NR 	 @�إ 	 ABC. 	 ]
��
ً 	 م���'*ا 	 5Z"ن 	 6���
 	 
��EاN
ت 	 4Vه 	 ط
��Bا 	 5�� 	 �
�;
�$. 	 
�ZاA�� 	 
��EاN
ت


��Bا��5�. 	 ج=	�او 	 -��`��ا 	 �"�
a$ 	 TE�5$ 	 �>��� 	 ��'U 	 ة �*او 	 .5�3ذbا 	 ن
��K7ا 	 �E(ا�� 	 را�( 	 ��	 5 	 ة �*ا


5cًأ 	 �>��� 	 ��'U 	 43و 	 �/Vا. 	 �>��� 	 ��'U 	 43و ،	 ��� 	٢٢	 �2 	 $(أ 	 6��4� 	 �2 	 ���ا"� 	 �
ما����� 	 5�	
F 	 A��
 	 ة �*ا 	 ر
�E%ا 	 5�� 	 ��
)E$. 	 �2 	 ��5/� 	 5�3ذbا 	 ن
��K7ا 	 �`��- 	 �� 	 �V52ا 	 دا�bAا 	 ���ا"� 	 ما����=�

�ْ����ا 	 با���ا 	 �إ	
تار 	 ة �� 	 ما����ا
���&!�ا / دا�)'ا

ة �� 	 A�/
 	 ��"A� 	 ��3ا 	 
�*اDF 	 �2 	 �
�;BF 	 .ث�bMا 	 تارا�#Xا 	 وأ 	Apple	Watch	Series	3	 �< 	 �ABا"�� 	 ����ا 	 با���ا 	 �إ	
ر 	 ة ��
https://support.apple.com/HT208931 :	 ةر
5ز 	 ء
��Kا ،	 ة �*ا 	 �< 	 ز
/)�ا 	 AFا"� 	 2�و 	 �ْ����ا 	 با���ا 	 �إ	
تار

.$�e`��ا 	 N�
م 	 �2 	 را�#إ 	 ث�Mأ 	 @�إ 	iPhone	و	Apple	Watch	 ��;�5l 	 )�
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". �>7m 	" د�Mو 	iPhone	 6
@ 	 #;�3 	 ��E�F 	 A�mا

". �ْ����ا 	 با���ا 	 �إ	
تار 	" Mد� 	 ]� ،	 
�BاR 	 @�إ 	 $N�Bا

. �/)��ا 	 6�
�� 	 $�Tأو 	 
`�ا�� 	 6
@ 	 ��/� 	 ��3ا 	 
	��ا��
ت 	 >�Eا

". ء
�eإ 	" 6
@ 	 �
�ceC 	 U(و 	 يأ 	 A3 	 	 �/)��ا ��M
� 	 �2 	 جو���ا 	 5�Z�n

تار��*'ا 	 +
,-

.ةد�	�� 	 ت=�)'� 	 A3 	 ��5/
 	 �nذ 	 ��gTو 	 5�3ذأ 	 ن
K7ر 	 �"K"د 	 5"M3 	 )
E3 	 N�� 	 6
@ 	 ة �*ا 	 �	�ّAU 	 اذإ 	 �إ	
ارً 	 ���
B@ ،	 ة �*ا 	 �`e�$ 	 د�)��

.5�3ذbا 	 �
��K7
ن 	 DE�R 	 ��>n 	 )� 	 5Z2 	 �� 	 اذإ 	 R���Eا 	 6
@ 	 �Xا	
ر 	 ض�6 	 �n 	 5�Ee3

�`
�Tر 	 Z�n�5و .	 iPhone 	ـ لا 	 6
@ 	 #;�3 	 ��E�F 	 A3 	 �ْ����ا 	 با���ا 	 �إ	
تار 	 ة �� 	 ���ا"� 	 
;�و�
/
 	 K�	/
 	 5�� 	 ��3ا 	 
��EاN
ت 	 T$ 	 M7o 	 5��
#;�3. 	 ��E�F 	 A3 	 ةد"K"*ا 	 ��;<�ا 	 ��
N
�n 	 �>�5� 	 D�5F 	 62 	-	 �nذ 	 تَ��%ا 	 اذإ 	-	 
	*ا"�
ت 	 �
n

وأ 	 ت
B����Eا 	 MVف 	 D�5F 	 62 	 �'
M� 	 غا�Aإ 	 5�Ee3 	 �Vا .	 Apple	Watch	 �� 52 	 �'
M� 	 ء=��ا 	 د�)�� 	 K�5ة� 	 ��
N
ت 	 يأ 	 K�< 	 5�Z2 	�
Apple	 ��E�F 	 @�إ 	 ل
�N�Bا 	 D�5F 	 62 	 ��5n 	 52 ���ا 	 �'
M� 	 ما����ا 	 �2 	 BF;��ا 	 5�Z�n 	 A�/
. 	 ب"�r*ا 	 r�� 	 
Tد"�Eا�U 	 6�
#� 	 وأ 	 @B��"*ا

". 52 ���ا 	" 6
@ 	 �ceCا 	 ]� "،	 6
م 	" 6
@ 	 �ceCا 	 ]� "،	 �
6�3 	" 6
@ 	 �ceCاو 	iPhone	 6
@ 	Watch

ءادbاو 	 ن
�bا
وأ 	٢٢	 �h 	 �4ر
�6أ 	 حوا��� 	 �`

Tًر 	٥٧٣	 ��
U 	 ��5�5� 	 ��ارد 	 A3 	 >�او 	 N�
ق 	 6
@ (	 IRNF 	) ����ا 	 با���ا 	 �إ	
تار 	 ة �� 	 ءادأ 	 ر
�E%ا 	 ��

A3 	 �
��ار� 	 ��Aا�r"���5ا 	 
<��اa- 	 �
��- 	 �� 	 .فو�	� 	 5�3ذأ 	 ن
K7ر 	 �
5wر 	 ��5x 	 ��y 	 �%zا 	 S	�Eاو 	 5�3ذأ 	 ن
K7ر 	 �`��- 	 ��5x 	 �	c/� 	 �TEأ
: ه
Nدأ 	 لو�)�ا

IRNF	2.0	 
������ا 	 
%ار��ا 	 ع�/�. 	 
� ا��1����ا 	 
����!�ا

٥٧٣ 	=	 د���ا

���ا��
 	 5��ا


٥٥	 �2 	 �e#أ

٦٥	 �2 	 �e#أ 	 @�إ 	٥٥	 �2

�TEأو 	٦٥	 �2

(٪٢١.٥ 	) ١٢٣

(٪٢٤.٤ 	) ١٤٠

(٪٥٤.١ 	) ٣١٠

�6&�ا

�Tذ

@N1أ

(٪٤٩.٩ 	) ٢٨٦

(٪٥٠.١ 	) ٢٨٧

ل�	7ا

������ 	 وأ 	 
�EإN��

������ 	 وأ 	 
�EإN�� 	 r��

(٪٦.٦ 	) ٣٨

(٪٩٣.٤ 	) ٥٣٥



�9��ا

S��أ

�5Z3�أ 	 A�5B3أ 	 وأ 	 د"�أ

ى�%أ

(٪٨٧.٦ 	) ٥٠٢

(٪٩.٩ 	) ٥٧

(٪٢.٤ 	) ١٤

�
��'E� 	 5"�ً
. 	١٣	 @�إ 	 �>$ 	 ة�* 	 2�ا �� 	 �`Z$ (	 ECG 	) 
�BاR 	 ����C 	 �B�
س 	 ��K	3 	 
�و>F 	Apple	Watch	 ن"
)'*ا 	 �bا�
ص 	 ى��را
د�;5 	 T�
 	 5�3ذأ 	 ن
K7ر 	 �"K"د (	 ١٤٠\٤٣٢ 	=	 د�	�ا 	) ٪٣٢.٤	 �`��- 	 �� ،	 ���وbا 	 5
/��ا� 	 NB�� 	 �;
�$ 	 A3 	 �
�E�
N
ت 	 5'
ن"�4 	 �V52ا 	 ����
ص

با���ا 	 �إ	
ر 	 ��>ً
 	١٢٤	 �
B@ ،	 ���/� 	 �2 	 .ز
/)�ا 	 M'
��� 	 �;�5� 	 A3 	 �nذ 	 �c�h 	 ��و (	 ECG 	) 
�BاR 	 ����C 	 �B�
س 	 3	�K*ا 	 
*ا>F
ن
K7ر 	 �"K"د 	 �`��>/� 	 5�� 	 �� 	 ��>ً
 	٢٩٢	 �h 	 2�و 	 ٪. ٨٨.٦	 
';�ا��� 	 
TوNU ،	 ECG	 �
>F 	 �< 	 ���
�F 	 5�3ذأ 	 ن
K7ر 	 �"K"د (	 IRNF 	) N��

5�3ذbا 	 ن
��K7ا 	 ف
`�Tا 	 �>��8 	 ن
Tو 	 �إ	
.ارً 	 ��/� 	٢٩٠	 5�
F 	 �� ،	 ز
/)�ا 	 �>��8 	 �;
�$ 	 A3 	 �
�E�
N
ت 	 ا"�4
�و 	ECG	 �
>F 	 6
@ 	 5�3ذأ
��6� 	 .��ار��ا 	 5Z�
ا" 	 �� 	 وأ 	و/ ABC 	 
�1اN"5� 	 5
/��ا� 	 NB�� 	 �;
ت=� 	 A3 	 �
�E�
N
ت 	 �
ا"�4 	 
�إ (	 ١٤١\٥٧٣ 	=	 د�	�ا 	) ن"�EB*ا 	 �bا�
ص 	 ٪. ٩٩.٣

.5�3ذbا 	 ن
��K7ا 	 ف
`�Tا 	 A3 	 ز
/)�ا 	 A	
��� 	 
���اa, 	 4Vه
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ت
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,�ا��
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��
 	 ���
 	 �Sأ 	 +�!,� 	 ء-*
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�!
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.اًر��*إ

�(�'�ا 	 ��< 	 ���Nأ 	 �1$ 	) )"5� 	 T/و��e�
D�'�� 	 �(
ت� 	 �2 	 )�5E� 	Apple	Watch	 �Z"ن 	 6���
 	 
��EاN
ت 	 K�< 	Apple	Watch	 6
@ 	 5�	Vر 	 )�
(. ند
	*ا 	 ف
`�Tا 	 ة /Kأو 	 
�e�و�/�ZاD�'��

$�ا"6 	 �nذ 	 5`�$ 	 .5�3ذأ 	 ن
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تار

�*ا�R. 	 ي��5'�ا 	 را��Bا 	 ���
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	iPhone	 �رو @�إ (	 >E#إ 	 �>�� 	) Touch	ID	 وأ 	Face	ID	 وأ [(	 PIN 	] ��>3 	 �	�58 	 �(ر 	) ل"%د 	 	 �ر ���
A� 	Apple	 ��>m :	 2�bا
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��5و ،	 Apple	Watch	و	iPhone	 6
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5cًأ 	 ن"����'*ا 	 ���
B@ 	 6
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M=#إ 	 ث�Mأ 	 ءا�Kإ 	 ��`(�< 	 �nذو ،	 ��
Z�ً
 	 ت
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� 5
ةر 	 �7c$ ،	 watchOS	و	iOS	 2�أ 	 $��د 	 6
@ 	 �
ل"<; 	 �'������
. 	 �(��< 	 ��
ح 	 "4و 	Apple	 2�أ 	 ��
ت
�ر
.https://support.apple.com/guide/security/welcome/web
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