BNERINEE

E A

wl

Apple Inc.

One Apple Park Way
Cupertino, CA 95014
United States
www.apple.com

Apple Distribution International

Hollyhill Industrial Estate,

Hollyhill, Cork,

Ireland

B4& 757 medicalcompliance@group.apple.com

C €

EdzEL

TBNERTHEE) R—EEEREEENZFEANEFERER  RIRRAREBREBAREN - WINESER
FiRA 18 mB L - MEBBREEERERENABRAES - IB/IEINEE) RABRARS N LHA
FETRZBUESEBRNFE F1EEREHTENEREEASRMHE - WEESTERIRIERLRAE-

(Br38)
RERE

TBNERTHEE) R—EEEREEENFEANEFERER  RIRRUREBEREBAREN - WINESER
FiRA 18 mBU L - MEBBREEERERENABRAES - TB/IEINEE) RABRARL N LHA
FETRZBUESEBRNFE F1EEREHTENEREEZEASRMHE - WEESTERIRIERLRAE-

FI1EEHN A


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

BEZRNERAP

HINEEEEATFRS 18 mIM L - MEBBAREEFERENABARS -

& ARIRKE 18 5% FF D (ERILLTHEE -

- (REZREHRE  RIFEESBEMEL (ENT) - AAMREERFEEFFIRVEREE - JEREHBIESE R
AR 18 BReA LRI

FBHESINAE) RRALREEZEPERNBRKRITRIIMFAMR - MAXEB CEEREREETR?
- EBHIRIRIR AN B
- BRBAERIEP IR EHREE

- FREEREANEE

BE

- RS IEBES
- MEERGTRNUEHOEE TR ABBEEAK

P19 B 1 IRRRO A HE R TBVBEIOAE ) T PTREEIER S ERO S S B A R 2 180 - A0
ACREREENTREEAR?

Bi=

- BMEERFREBMELIEA RIS

- BRABESEERS NINBAIABNEYE BT R SIZEFHEMIFEEWHIRA

- WNRISIABNERINEERN ENEBNR  E@ER B L ERNEREEA S FKIRE

I3

RO R R e

- MRIRE TIEIRRE  FREABE  RIFEESRRELE (ENT)

> ERBARREIMNES - Bx BERTINZEHEN

» B 6 AR, BB - FRTa0RES

> RE B R AE

F2HHNMEA)



> BOTEBRE 6 BRARAEEEL
- B AE R IS TR

> —EEHRNENE

> RE—BHEHARLIRERREBISNE
- EEEIR: TBHERINAE) AIEEEN1RE (KE) -

- IR B EIEHIRIS BB EBANES  BRIERE  (REEZEA EENNIENRESR
Bl Apple Fzx NEENRE] INEE> & AirPods Pro 2 siEFTEISREIESH iPhone~iPad 3%
Mac ECEIRS LWINEE S TR AR - FF 2R T HE UG EREE R RN EHMER
support.apple.com/120850 -

- IRTH BERLAERRMER/IAENE

g
5

- IBERHLEERS SMBEABENER  FRABSEWRT AirPods Pro 2 SiEGELER -
ARFEENEREREE (RO sEREE DR TBYERTINEE) AUERE

- WRNARE > FREAERAL

- WNRTEELAR TBPESINGE) 12 AR RN RMERESZO B SIS  (REEERE T ENEXE
EAB-

- FEER Apple BYEETHEE) BHRFTRE R B RIRVIENR

- BhES=S T AE BIRT SRR NIRKRNA - R (REMEEA G NEEREE  MEZ(REEWR
RIBFREBRFESE —ERENEH - th5h ByESR EATA S E 5 | RIEH BRI E R
e

- FARERERSRNATERERELBIENRE - @it B S AR ER Tt PIE R
fnFIFABhERES -

- IRMNEEHERNEREL AL EERMRSR S REEAEE 153 2R E
RESTMRKEIRSSAIER (FIANIEWIRER) -

EIEHNBE)



- WERMHMER (SR HIF/MEF) #RIE L EHEESE : [https://www.apple.com/legal/
ifu/] - fRATLAIE S TEAGSBhER 150 SE P MBAE Apple XIEI EIERE Apple XiB - HEBE
Fl medicalcompliance@group.apple.com & One Apple Park Way Cupertino, CA
95014 ZFHUE R MEMIZEAENRIRRAS -

* [ FDA 5% ERHEH A REH

- WNEEREE TBHESINGE ) BRINIRIRE SR EMBERERE FDA 12RXEN - FDA iS5 L=
WL TARSM > Hoh e 045 - RER TBYERThAE) MERIBNIBKRIBARARIL -

- WIHIREE AirPods Pro 2 s Bl (AT AirPods Pro) BRARIREIRE (FIAI B 28 L E R
W BEEERZE (WEIGENS  HETMBHAMS I REEE) - RENEBREED) s H’
B8 TENEETNAEE) FURIRE 353& @ (852) 2112-0099 7§ https://support.apple.com/zh-
hk/106932 Ei4& AppleCare-

- WA CERE TBVEEINEE) MIRSRE RtV EI ATE SR A RIRER FB IR FDA 1RREN - #iEHIPER
AIEA T 4BIAENYS - https://www.fda.gov/Safety/MedWatch» 3753 E 1-800-
FDA-1088-

- B3

- EREAFM (3) MAFLABA AR HAHEEERENBRESHE  BRALEBUREL
AP (32) mAR SRR B 2 EEHERS -

MEEFE R EIFENREFMER B2 https://www.apple.com/legal/ifu/requlatory-
registration-info.pdf

A3
e

U

BRI ERE(ERA TBYESINEE ) HENENRT - F2HE SRR KNS ESER
R&E

Apple EEIREMA I0OS £& (W iPhone ~iPad) LA ZES (BAERIES [PIN]) ~Face ID 5
Touch ID (1540) M8 RE - (R iI0OS HENREZTHEE AAMRGERETREFEAREER - B
PIaERE FREIEA iOS MWEFEX BEFHIEEGMEEHNEX  UEEIA P RER RN
REZMEIE - F5BIE https://support.apple.com/zh-hk/guide/security/welcome/web E&Y
i0OS R%IERm  EHP it Apple @MATERFP R ENARZIES] -

MRIRIBER MRS IR B RANGRLRERE 55255 Apple XIERE  Hght iR < BREEL
51528 (https://support.apple.com/zh-hk/111756) -

FAEHNME


https://www.apple.com/legal/ifu/
https://www.apple.com/legal/ifu/
mailto:medicalcompliance@group.apple.com
tel:(852)%202112-0099
https://support.apple.com/zh-hk/106932
https://support.apple.com/zh-hk/106932
https://www.fda.gov/Safety/MedWatch
https://www.apple.com/legal/ifu/regulatory-registration-info.pdf
https://www.apple.com/legal/ifu/regulatory-registration-info.pdf
https://support.apple.com/zh-hk/guide/security/welcome/web
https://support.apple.com/zh-hk/111756

{£F3 TBHESINAE.

FBNERTNEE) BIEMth Apple THREIEE - BlEN M¥45E1854, ~ TR¥ESEE1 F-

R E [FYA{ER

- TBhEETHAE, BEIEECE iOS £E (W iPhone~iPad) i AirPods Pro 2 B EISRIES - HHE

@I ERBTUER FRIE  https://www.apple.com/hk/airpods-pro/feature-
availability/

* #% iPhone/iPad #1 AirPods Pro Bz Z&#H9 iOS FFee

- BEMRR AirPods Pro E£&E{REY iPhone/iPad E2¥t

- MNT|EZENLS AirPods Pro £ iPhone BC#H9ER 28 : hitps://
support.apple.com/zh-hk/104989

* #§ AirPods Pro EAEH -

- fEFE HEEAS AirPods BIEIEREMNE & mH AirPods I EIERE - {#A AirPods 5REH
B9 TEZERLS BRI RIERAIE - SRIFEN T EU THEISENE  https:/
support.apple.com/zh-hk/HT210633-

- BB TER7EL — T[tER] 89 AirPods Proy = 1€ TE2H#2EE) T 75, 25— NEEHEEBh) - MR EBHEE
25

© IIRER LRVIERIRIF
- HESRMREEW 18 5%

» i B OTC BES=32S 18 m MM LRI/ MER ° 18 A FRIES IR R A LERERS
B4 RIFRESBNEL AAthMrEREETRERANEE - ROBRKAIGEgTE
s NEE A ETERABIISEERT T+ ER -

- EEENAEER (WEEHE) MUERE TBIESINEE)
» (EOERFE I0S KEM MEFE) App FRIERER N E#B A AR E BERTHEE)

» st BERER N EXAERE 250-500+21000+~2000+4000 # 8000 Hz 4R -
A &4E 3000 1 6000 Hz RILESR -

BEL5EHNBE)


https://www.apple.com/hk/airpods-pro/feature-availability/
https://www.apple.com/hk/airpods-pro/feature-availability/
https://support.apple.com/zh-hk/104989
https://support.apple.com/zh-hk/104989
https://support.apple.com/zh-hk/HT210633
https://support.apple.com/zh-hk/HT210633

- L TEVEIIAE) RIBAI S B E RN RANER - MR ITEN REEER
BERESE, (BTN ) A RAIR R IONARER -

» st BT EA TBESIHAE) IF SR RIERVESER . FR I EAR B R SEARIRRVES B (f5202k
BRENENEREEAR) R DB ERRRIRE AT D2 FEANR - MIRREETS
HER R MR » B TMERERHAREE N E - RATAER Apple MBI RIGLINEE.
RS A ERRERRE AV ES N

» EEEBMAS =R EHE D SEAIES R AR E R Bl £ A T ELENS  https://
support.apple.com/zh-hk/guide/airpods/hearing-health-features-
airpods-pro-2-devdQaacbb42/web-°

« {RAJABERSRE— T THUH) DUR LRI ERER -

st PIRETEE LRSI 2R EE TBHESINAE) - MRAVES N FEEIEME AirPods Pro B E - ERIERIR
% BEFTELATKENKERER - SENEERERN-

&5 7R IRTR R ERERE TBhERIHEE ) HURFZE - (RIVEE DB A RS B E /RIS R ELLIHEER
AirPods Pro £ -7E8F iPhone BII&ER T - MRIDIART DAER TBHEETNRE) - BBt AHLFERRE M8
BETHEES B9 AirPods Pro - WIfREE® MBhEEINEE ) SR EZH—¥ AirPods» fREAS—4E AirPods &
B -

R

WA RHER &IE TBIERER . RENEE—F - WA TBIES=3 AUEE /MR ERRERETH I
FERMANERER RENENRIFRE -

BAERRRE (HRA ~ TEHR) -~ T ) R NETREMRECRNIE N RIFRTE - (RAJBEFE
AR EEH=EBRERRBNEE N RIFRE - —EERB 1R T :

1. B - BREINBTE[/EATHEN

2. 58 - S ENRISNEE (FIEEEN '=El)

3. T - RABEENGEEEMNSSLLA
{RA] LABERSTEAR S iPhone ~iPad~ MacBook 2 Apple Watch LiAZEMEERE -
#:E: Apple Watch ERRHHEAER - (MBER(ERAEM BB RE LHEMMARE -

REAM iPhone~iPad 3 MacBook LE1TiMEE HiEaT -

FOEHNE)


https://support.apple.com/zh-hk/guide/airpods/hearing-health-features-airpods-pro-2-devd9aac5b42/web
https://support.apple.com/zh-hk/guide/airpods/hearing-health-features-airpods-pro-2-devd9aac5b42/web
https://support.apple.com/zh-hk/guide/airpods/hearing-health-features-airpods-pro-2-devd9aac5b42/web

 FIRL TERE) - T[#E] B9 AirPods Proy > £ TEE OB T/ 35— T TEEHEHEh ) > ERE,
 AEBENESROENRG

AN ER HEH POy BB MEERTE

- BB TERE) - T[] B9 AirPods Proy > £ TEE DB T/ 85— TEEHEHEh, > A%, > TE
BUIEEECN=

- REVGAE S ERSBRIARE BIEEE@EFfE)
EiEE

« BB TERE] > M[#ER] B9 AirPods Pros > 72 TEEWREER) T7 - 35— TESHEHEh ) > TEEREE 8
AR

© RAERTEERNENE

- BBFRIENEERE TBIESINAE) 12 ERETHEEI L RE S IRAYERE
eI R A A0S A TBAESTIARE,

« B TEREL > M[#ER] 89 AirPods Proy - 72 MEE N #2ER) 75 36— TEEHEEEN
- FRNENRAR TBhERZR1E )

* STAGRIER 7T BEER TBpES= Bt

Bcf& TBhESINEE) (M NRFEHRR.

* WNERNED TBHESINRE) » MATTAGE R

- Hig, TBPESTHRE) RE7E NESEH) BRER NEEE ) 7T SED

& NS EUe5 TR ~ NHEEME) 3¢ DER) K> TBNERTHEE ) Pl RISTERUARRE . B
HASRE - 72 NEREM) A DHIR) BT BPATERMA HAF BN ANFREA(EAELEER -

&Rt : Apple B9 TEE (R ThEEE N@FEE) Ay TENEETHEE) B M B TEER AR - 2 TEE IR
EEERFAN BN RERE  (RAFERIEES NENRE) MR - BA2RANTRE NS RR SRR EA
BRA TEE AR THEERIER  support.apple.com/120850-

F7EHNEA


http://support.apple.com/120850

B4 AirPods Pro &£E

AirPods Pro Ecfr] R EXNE M Hizst AR EER R ERIRMHEL 6 /B (AirPods Pro 2) 8, 10 /)
B (AirPods Pro 3 SE#TELSR) MEM{ERRR - AirPods Pro AIAEEREMNAEEP R E - IRER
7E 5 PEARNRMMER 1 /0IFMAEE 1 /M\EFRIFA§ AirPods Pro T2 7ME - EM{EASEHRFE
BERE RIE-FABRNGFZHEMEEME - FEEZHEE AirPods MEEHNER B35  hitps://
www.apple.com/hk/airpods-pro/specs-

st B ERIEEERRAS AirPods Pro 78imE < ZBRFERNRER 72 E ] EEREZ BEZEER B
BETHEE) B91E R T RERSERBELOE AILLINRE - BN 7E% IR ~ R BT — R AMER AirPods Pro BIRFER > A%
AirPods Pro MAREER -

EENEERAEHEERER AirPods Pro 22 KB E:M55E -

WEFEZRNA AirPods Pro #1 AirPods Pro #EE R ERGRR 5588  hitps://
support.apple.com/zh-hk/guide/airpods/charge-airpods-pro-dev65b83ea7b/web°

LEMMEE

BNERINEE) (HAF) BEEE 118 B EBMRMKAG PGS ZHBENFRS 18 nalA L - MEEESE
SREEFEERRE B AR 31 B - tUREREENER RN RER M RAER (I01-HA) fAE - RIEER HAF
BHAERLAETEHER (SF) NZHE - UMRBHBRNERRBENERBE2EREIFREE R
(NAL-NL2) SRBREFEITERABE (PF) NZHE 2BA P AN - SIRAEEAS T B &2
BRSENZAE > 2 PRBNEERNASTENTFIORIA (4PTA) #17> FH98EHREES 05212 A
4 kHz - BN ZHEE TS EEISEEARMN S ER /BB NIER (4PTA:15-25 dB
HL) ~EEEENIRKR (APTA:26-40 dB HL) MFEENIER (APTA:41-60 dB HL) - ZHEHIAS
IMRIBRRTEHA BB RN EFRIER BRET-

ERRAG VSR B SR N2 5AE HAF IRE BRI BB HAF FIREEFTERRIR
A =AE - SF 1 PF 4289 101-HA 8251985 5% 25.5 (SD=3.03) # 26.6 (SD=3.63) - M#H
BINFIOHER (EHE% PF - SF) & 1.17 (SD=3.343) - EF9EERMN 95% EEEREA (-0.05,
2.39) »MAL MR p E% 0.0036 - Bt > EE R HER > BFER T SF A0S PF - 8
DHTEER > AR N D48 TS (ERIFIRERR S AT » SF 1 PF 4889 I01-HA 28— - 35 thii&E TH
i ZEAE (IRFPAIEZT AR (QuickSIN) IEERIE (REM) ) a1 SF M PF A ZERBEAMR
EHE{t - QuickSIN #&RFER - SF Ml PF ABRVGESERRIRNEEZR - BmAR AL M I01-HA 28
AR —3 REM BREERE 3 BAIERH (5065 M 80 dB SPL MEE) T EmBZWEEEE

ED
£33

EB8HMHNE)


https://www.apple.com/hk/airpods-pro/specs
https://www.apple.com/hk/airpods-pro/specs
https://support.apple.com/zh-hk/guide/airpods/charge-airpods-pro-dev65b83ea7b/web
https://support.apple.com/zh-hk/guide/airpods/charge-airpods-pro-dev65b83ea7b/web

ARKEEEERRAIREMN®RS - PF BHEE 1 BZAE (1/118- ERRHEN 0.8%) KB TR
RBEEBRBENARSEM BESMHRTHESH RGN EERR - MXSHIOIRERREFRSEH
(SAE) » 25 & IR R A1 M0 A s » MR fe © 2R » 5L SAE #KERABRIGURIE SR B R -

BIEARNETBRETRB LIRS REVEHER R ZE N ERHRK - BRI » RIS HAF B9
LEMMEERM T SIERIRE -

ERPR A2 (EREE)

FBNESINAE) ROTREANER R R BIEAFERS 18 mIM L - MEBBAEEEFERRENABEAR S

SEERHERR

SNRTERRAE TBNESINGE) RBEIRE:  SF2 RN TS B HFfRTE R -

FRE : BMEERIRL TBNESINGE) - DA ABE -

BRRFE:

- E(RA/Y AirPods Pro 2fRAISERE MBNEEINEE) Y AirPods Pro

- HEE NIREEH) EXRER EEER

« [ERTMARAEE TBHIRINEE) BRI - 55 2R L A HITMEAER (7 INBRIS A R a0 R B AR AR E A9 AR

- BEERARESNEEXN) -EEBZGEHNNEERTFWNS - NMIRANNEE REERIIBIFNES - U
TEEREEENGE RIS https://support.apple.com/zh-hk/HT210633

- EMRE TR R E S 875 LA E[EER

- HEEMRADERE TBIESTNAE ) ROEE DRI SR AES0 R SR AIER NN - BER(ERBE 12 R AN
BRI RIRERTE TBESINEE.

- BEMNEENERB SRR (FIIEISNEKR Apple TEERIGINEE) BXS)

« WRFENEFRERNE  FBEE WA EERE - /A8 IEHERNEE N B BB SRS TBIESINEE ) SRESFN
BIRNRSERNEE

 IRBVERFEEME AirPods Pro FFESNEAER - EREFER  BETENEMBLBERE

FOHEMHNE)


https://support.apple.com/zh-hk/HT210633

- MRAFEMBELBERBBNARER FEAEHESHRMNER - (RIEB NIRRT SEREZZBILTIEER DS
B gRE

fEIRE B EBAUERRE ERAE -
BRRAE:
* {ERMEENGEEE TBIESINAE BRE

- MRABRBSNHARBA - FZ BRI 'BIESINEE) - TBVESINEE) BRAEBAEEEFERNBRN
ATER * {RATBEIR B Be 1R 5K - I THAEIN Al BEHNR B E B

RARE: FE(E A BhIEThEE ) RS IR BB RMANE S
BRAE:
- EAE AirPods Pro BIUE AP ERZNAXNE AirPods Pro-

c BEFERASESNEEAN) - BEEEZENHEERTWME IR NEE  MERMEIRFNES - W
TEEREEENGR B85 https://support.apple.com/zh-hk/HT210633

- {ERIMEAAAZE TBNERINEE ) 5XE - sR 2R £ K MIMERER D ARG A R a0 X AR AR E AU AR
AR

FBHERINAE) AURNBEC RIS T IR BhES=S (21 CFR 800.30) 18RARIAI A BSR4 Z X1
1% o

AirPods Pro 2 siE#hEISE AirPods FRob

eI
£ j0S 26 HEFRAESH iPhone Y58
EAGARRTE

£ macOS 26 SBRFRAESN Mac £8
Bl watchOS 26 SiEFhRAES R Apple Watch BIsE

B A PRSI (E

(8B E(E 90 (OSPLYO)) <117 dB OSPL

FI0EHNME


https://support.apple.com/zh-hk/HT210633

ZRiBz (FOG50)

R RE
(500 Hz~800 Hz~1600 Hz)

BLERE
EiE(E
SAREREAR

ERETISR

“ LEH
1]

& AR R IR A

EU |REP BOMBRRE

MD B

099-52715 185Thr D»2025 % 10 B>zh_HK

EFNEHNEA

27 £ 5dB

<5%

<32 dBA
<15 ms

100 - 10,000 Hz



