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3.(*73%) Protocol Clarification Communication Site Letter : PROTEUS _PCC to
Protocol Amendment 8 20Dec2024
2 | 1011002 | #he [FHAELEES LS
i ¥ 4 & 3 (Investigator Letter), dated February 6, 2025.
3 10903-L03 | FMP-g> | #.i; A £ p (Tremelimumab): Edition 12, 05 December 2024
4 10905-L05 | & < B4 |2 #% 4 £p : Etrumadenant (AB928) Edition 15.0, 27 January 2025
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5 10909-010 | £33 2. (%frig) TW CQIHES(? HORIZON Patient Brochure, 10-Jan-2025
3. A% ILE 1 V05.06.03.07_M_1664_01Mar2025_CMMC
4. @2 EHE FH AL E 0 V00.00.XX.04_PRE_1664_01Mar2025_CMMC
1. 412 : ACE-LY-312_D8227C00001 Protocol Amended Version: 8.0, 07
November 2024
¥ 2 4E & : ACE-LY-312_D8227C00001 Protocol v8.0_ 07 Nov
o 2024-Synopsis._Translated into Traditional Chinese for Taiwan_13 Dec 2024
6 | 10912001\ ®WEF o %@p: ACE-LY-312_D8227C00001 Protocol v8.0_ 07 Nov 2024-Synopsis
4. iEEHX ;é—‘g F % % main ICF : English Site Specific _Taiwan_7403_ Study
Information and Consent Form for Adults Version 11.0 13 Mar 2025_Translated
into Traditional Chinese for Taiwan 18 Mar 2025
1. *4 % @ SHR3162-111-305_Version 5.0, 29 Nov 2024
2. 7 % 4g & : SHR3162-111-305_5%+ 502024 & 11 * 29 p
# 2 4f & : SHR3162-111-305_Version 5.0, 29 Nov 2024
7 11010-003 | & =% 4. =% #H P& F © SHR3162-111-305_Main ICF_Taiwan_Site TW007_V4.1.1_
11Feb2025_TCH
i 4F 4 £ ¢ Fuzuloparib Capsules (SHR3162) Investigator’s Brochure, Edition
10.0, 12 Oct 2024
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1.SG i #F 4 £ p: TRODELVY R (SACITUZUMAB GOVITECAN)
Investigator's Brochure Edition 14 (22 October 2024)

2. Pembrolizumab i # ¢+ = p : KEYTRUDA (Pembrolizumab) MK-3475
Investigator's Brochure Edition 25 (10-Oct-2024)

3. Ak ;éﬁf‘f F % % : Participant Information and Informed Consent Form /
Site 23985 / Traditional Chinese / Version 9.1.1 / Version Date 14-Feb-2025,
Based on Taiwan / Traditional Chinese / Participant Information and Informed
Consent Form / Version 9.1 / Version Date 10-Dec-2024

4. ¥ iR % i gie & 3 : Partner Pregnancy Follow Up Consent Form / Site 23985
[ Traditional Chinese / Version 2.1.1 / Version Date 14-Feb-2025, Based on Taiwan
/ Traditional Chinese / Partner Pregnancy Follow Up Consent Form / Version 2.1/
Version Date 23-Dec-2024

5. (#7#) SG i # 4 £ p 44 TRODELVY R (SACITUZUMAB GOVITECAN)
Investigator's Brochure Edition 14 Addendum (11 November 2024)

6. (*7#) Pembrolizumab i % 4 £ p % 300 MK-3475 IB-Ed#25_Memo to
Collaborators 23 October 2024
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1.:+% % : D8534C00001_Clinical Study Protocol Amendment 4.0 (\ersion 5.0),

06 November 2024
2.¢ < 4 & : DB8534C00001_Synopsis_Version 5.0, 06 Nov 2024_Traditional

Chinese, 20Nov2024
3.% < 4 & : D8534C00001_Synopsis_Version 5.0, 06 Nov 2024
4xER L
D% FREXFHF LT (ICF2) - D8534C00001_CMMC_ICF2_Version
5.0, 12Mar2025
Q% #FME L iF2 & L @% o2 FRLE (Pregnant Partners ICF) :
D8534C00001_CMMC_Pregnant Partners ICF_\ersion 3.0, 12Mar2025
B.ifFsip
(1)AZD9833 : Edition Number7.0, Date : 06 November 2024
(2)Anastrozole : Edition Number 20, Date : 29-October-2024
6.1 % 3F 2 % : D8534C00001_Version 6.00_10JUL2024: ATD
TRk gt
(1)Master Version 4, 25 October 2024 _Traditional Chinese, 16 December 2024
palbociclib and abemaciclib
(2)Master Version 4, 25 October 2024 _Traditional Chinese, 16 December 2024
ribociclib
8.(F7#) f2p + 1 ZH-TW % 1.0 5% 2024_02_29
9.(A73#) % Memo : 12 Jul 2024
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11108-007 | Ft

++% # /2 # % % PROTOCOL CLARIFICATION : JAVELIN Bladder Medley: A
11108-L01 | ++#Z % | Study of the Safety and Efficacy of Various Combinations of Avelumab as Therapy
in Locally Advanced or Metastatic Urothelial Carcinoma, dated 12-DEC-2024
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V) F&TRAFER2ZFEFLE (F3#% 10+ ¢ ) oR)  DI26UC00001_
CMMCLY_Endometrial Cancer Main ICF_V3.1, 06Feb2025
QF&ERHFER2ZFEFLE (F3F% 21K - $2A L % 2Bx):!
D926UC00001_CMMCLY_2A2B Gastric Cancer Main ICF_V3.1, 06Feb2025
QF STk < #F P L F (F385% 31 #isko k) © DI26UC00001_
CMMCLY _Prostate Cancer Main ICF_V3.1, 06Feb2025
() # Sieh dsk < E P A3 (F35% 4 %P L %) - D926UC0O0001
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CMMCLY_Ovarian Cancer Main ICF_V3.1, 06Feb2025
O FSTrEHRLFERFLE (F3%5 A5 %K - %5AR):
D926UC00001_CMMCLY_5A Colorectal Cancer Main ICF_V4.1, 06Feb2025
@) F&Tehdm 2 FEFLE (F@#%5 A1 %K - %5Bu):
D926UC00001_CMMCLY_5B Colorectal Cancer Main ICF_V5.1, 06Feb2025
(N #F &k ds 2 FF P LS (F3#% 6 iR A R) * DI926UC00001
_CMMCLY _ Urothelial Cancer Main ICF_V3.1, 06Feh2025
@FmTRh#RFF LT (F3#5% 7 "2 ) : DI26UC00001_
CMMCLY _Biliary Tract Cancer Main ICF_V2.1, 06Feb2025
(9) % & TRk 35k T i iE < B 2 (F#5% 2 % &) D926UC00001_
CMMCLY _Gastric Cancer Pre-screening ICF_V4.1, 06Feb2025
(W0)EERrERFHEELFEFRFLE (T3R5 A S L5RK):
D926UC00001_CMMCLY _Colorectal Cancer Pre-screening ICF_V4.1,
06Feb2025
()% &9pk i#sF X2 E b L3 (5385 7 24 &) 1 D926UC00001_
CMMCLY _Biliary tract Cancer Pre-screening ICF_V3.1, 06Feb2025
3.4 ¥ + £ p :Rilvegostomig (AZD2936) Investigator’ s Brochure Edition 5.0, 24
October 2024
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1. >4 2 : Protocol C4891001 Final Protocol, Amendment 3, 6 Nov 2024
2. 7 < 4§ & : Protocol C4891001 (Traditional Chinese) Protocol Amendment 3

Synopsis, 6 Nov 2024
3. ® < 4t & : Protocol C4891001 Protocol Amendment 3 Synopsis, 6 Nov 2024
4. iEmXFF FLFE  C4891001_Main ICD_Taiwan_ Traditional Chinese_
CMMC_V6/8_05Mar2025
5. BkL £ ¢
(1) Annotated Study Book for Study Design: C4891001 Study Design Version:
7.0, March 9, 2024
(2) Annotated Study Book for Study Design: C4891001 Study Design Version:

9.0, September 27, 2024
6. 2 £+ £ p  PF-07850327 (vepdegestrant, ARV-471), Investigator’s Brochure,
Version 2.1, October 2024
T.A 258 R FP fop 34 0 C4891001 FINAL Dosing Diary_Arm_A_V3.1_
17Dec2024 (Traditional Chinese)

16

11202-L02

MR

1. :* 4% % : Protocol C4891001 Final Protocol, Amendment 3, 6 Nov 2024
2. ¥ % 4£ & : Protocol C4891001 (Traditional Chinese) Protocol Amendment 3

Synopsis, 6 Nov 2024
3. ® < 4 & : Protocol C4891001 Protocol Amendment 3 Synopsis, 6 Nov 2024

4. iEEHX ;é—‘g F % % : C4891001_Main ICD_Taiwan_ Traditional Chinese_
CMMC-LY_V6/7_05Mar2025
5. Bhkapd £
(1) Annotated Study Book for Study Design: C4891001 Study Design Version:
7.0, March 9, 2024
(2) Annotated Study Book for Study Design: C4891001 Study Design \ersion:

9.0, September 27, 2024
6. 14F A £ 1 PF-07850327 (vepdegestrant, ARV-471), Investigator’s Brochure,
Version 2.1, October 2024
TA B 58 K P fop 35 1 C4891001 FINAL Dosing Diary_Arm_A_V3.1_
17Dec2024 (Traditional Chinese)
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11203-L05
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(1) D9077C00001 RR13 PROD v14.0 —Unique, 02 Sep 2024
(2) D9077C00001_RR15_PROD v15.0 —Unique, 13 Dec 2024
21 F A L p
(1) Investigator's Brochure_Oleclumab (MEDI19447): Edition 11.0, 03 October
2024
(2) Investigator's Brochure_ Volrustomig (MEDI15752): Edition 7.1, 31 October
2024
(3) Investigator's Brochure_Monalizumab: Edition 13.1, 14 October 2024
(4) Investigator's Brochure_Rilvegostomig (AZD2936): Edition 5.0, 24 October
2024

18

11204-006

1. 3+ 4 % *{4% Protocol Addendum: Version 2.0, Date: 19Feb2025
2. 3% & % Informed Consent Form : Version 3.0, 2025/03/12

19

11204-L01

L

1.3+ 4 % : GS-US-592-6238 (ASCENT-03) Protocol Amendment 4, 18 November

2024
2.7 % 4§ &:GS-US-592-6238 (ASCENT-03) Protocol Amendment 4_18

November 2024_Synopsis_Traditional Chinese
3.3 % 4 & : GS-US-592-6238 (ASCENT-03) Protocol Amendment 4_18

November2024_Synopsis
4.3 #F + £ p :Investigator’ s Brochure_Trodelvy (Sacituzumab Govitecan),

Edition 14, 22 October 2024
5.% ;éﬁ FR3:

(1) Site ICF — Dr. Chen SW — Main ICF — Version 6.1.1 — 18Feb2025 —
Traditional Chinese based on GS-US-592-6238 TAIWAN Main ICF Version 6.1
dated 16Dec2024 Traditional Chinese based on Master Main ICF version 6.0
dated 06Dec2024

(2) Site ICF — Dr. Chen SW — Crossover ICF — Version 3.1.1 — 18Feb2025 —
Traditional Chinese based on GS-US-592-6238 TAIWAN Crossover ICF
Version 3.1 dated 16Dec2024 Traditional Chinese based on Master Crossover
ICF version 3.0 dated 02Dec2024

6. R3F2 &

(1) GS-US-592-6238_Annotated eCRF_v7_Generated On: 03 May 2024

(2) GS-US-592-6238 Annotated eCRF_v8 Generated On: 23 Aug 2024

(3)GS-US-592-6238 Annotated eCRF_v9_Generated On: 26 Nov 2024

7.(F7#) i4F 4 £ P ek Investigator’ s Brochure_TrodelvyR (Sacituzumab
Govitecan), Edition 14 Addendum, 11 November 2024

20

11205-016

fRE =

1.3 %42 & 1 CKIX839D12302_09AUG2024 (PROD) - Unique, 14 Aug 2024
2.4 4 £ p 1 KIX839 Investigator’ s Brochure Edition 18, 11-Dec-2024
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(#7#) 3% 2 & 2 & : Protocol Clarification Letter_03-Dec-2024

22
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L R oA ieddes 120 A (R 105 %) AFeZ 2okijci e % -
2. £ %k L% TWN_MK-0616-015_AMO02_v.2.00_ CMMC_04MAR25
3. %44 4 : V5 16-JAN-25

24

11210-L01

M <

lLiggaEp:
(1) Investigator’s Brochure TrodelvyR (Sacituzumab Govitecan), Edition 14, 22
October 2024

(2) Investigator’s Brochure Pembrolizumab, Edition 25, 10-Oct-2024
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(1) Site ICF — Dr. Chen SW — Main ICF —\ersion 7.1.1 — 10-Mar-2025 —
Traditional Chinese based on GS-US-592-6173 TAIWAN Main ICF Version
7.1 dated 26Dec2024 Traditional Chinese based on Master Main ICF version
7.0 dated 09Dec2024

(2) Site ICF — Dr. Chen SW — Crossover ICF — \ersion 4.1.1 — 10-Mar-2025-
Traditional Chinese based on GS-US-592-6173 TAIWAN Crossover ICF
Version 4.1 dated 26Dec2024 Traditional Chinese based on Master Crossover

ICF version 4.0 dated 18Dec2024
3.1 % 34F 2 % : GS-US-592-6173_Annotated eCRF_v7_ Generated On: 09 Sep

2024

4.(F7H) A #F 4 £ p g4 Investigator’s Brochure_ TrodelvyR (Sacituzumab
Govitecan), Edition 14 Addendum, 11 November 2024

5.(37#) % % /24 % 3 Protocol Clarification Letter 2.0.2 for Protocol
Amendment 2, 24 December 2024

25

11211-009

LA R L 4R R k() -
2.% ;,%45 %#7 + : Study participation card 1.0, 28Jul2023 _ Traditional Chinese_
04Feb2025

26

11211-L01

it 2

1.2 4% A £ p Investigator's Brochure : Zimberelimab (GS-0122, AB122)
Investigator’s Brochure_Edition 9.0_24 September 2024

2. BRI kR ;é*‘ﬁ F & % A-E #%i>: GS-US-570-6015_Main ICF-Parts
A-E_Global Master VV15.0_ Taiwan V14.1_site 11014 (CMMC-LY) V13.1.1_
18Feb2025_Traditional Chinese

3. B RTRA & E ;é*‘ﬁ F & % -F #%i»: GS-US-570-6015 _Main ICF-Part F_
Global Master V6.0_Taiwan V5.1 _site 11014 (CMMC-LY) V4.1.1_18Feb2025 _
Traditional Chinese
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LEGREERPH P 0? Fhad g TR ¥ a8 FALY wmfe
2. B 3 114 # 127 31 p (25 11406 % 30p) -

28

11212-L03

HE L

% %% F 2 % : Main ICF V5.0TWN(tc)1.0 site 3006 v1.0 (03Mar2025)
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LFd o A 5B chadth Bchhoi 4 R & 0 SRS A 452§ kR o et £k
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2. B 4 dpHhi2027 #1207 31 p(Rz 2025# 127 31 p)-

30

11301-L03

LS &

1. i # 4 £ p |nvestigator's Brochure: IB for LP-300_ Version 2.0, 24 January

2025

2. # # < 2 Patient Recruitments_# &+ Booklet: LTRN300-2LC01-OR21
Harmonic_booklet_For Taiwan V2.0 11Sep2024

3. (F7H) L 4F A £ p i &% & Investigator Brochure Updated Letter: LTRN
300-Investigator Brochure (1B) Updated Letter, Dated 05 Nov 2024

31

11302-005

Bupm g a3 1154+ 06 * 30 p (3 H W *13 114 & 06 » 30 7)

32

11302-014

BREL AR F (A -

33

11305-004

Tcke =& o Bk i (715 F A4
2,47 B 1 2 *1 5 2026/05/31( 5% ¥ ' 2025/05/31)

34

11305-005

BB RS TD 2026 & 05 ¢ 20 p (R iksk# D 2025 # 05 7 31 p)

35

11305-006

3 8 47

1L A REREHFR 5 245 T2 HREBHKE L PGY & | chig %
Z o BT g e

24k £4d 12 A % { 5 100 «

3.¢ * 4 &(V2.0_114 & 03 * 18 p)

4.% % $ £ (V2.0_114 £ 03 » 18 p)

53414 (V2.0_114 = 03 » 18 p)

6.5 % b L3 (V2.0 114 # 03 7 18 p)
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T R73]: HE= 7 k@M £ (V10114 £ 03 » 18 p)
36 | 11305:007 | %l e % 5‘1/‘ PR AR Y Y R R B3 2026 #5 7 31 p (3 2029
£57231p)
1. B %3F4£ 4 : Subject Case Report Forms MI1G2.002_ 14NOV2024
37 | 11305-014 | HE# (2. 24 4 £p @ Golcadomide (BMS-986369/CC-99282) Investigator’s Brochure
Version: 08 Date: 14-Jan-2025
38 | 11305-016 | + &% |y H2fF 25 3 o
1. 3+4 % Protocol : MK-2870-009-02, 09-DEC-2024
2. ¥ = 4§ & Chinese synopsis: MK-2870-009-02_Chinese Synopsis_09-DEC-2024
3. & = 4 & English synopsis : MK-2870-009-02_English Synopsis_09-DEC-2024
4 iFREAFFFL Z Main ICF : TWN_MK-2870-009_AMO02_v.2.00_
S s 2 CMMC-LY_12FEB25
39 | 1305-L02| %% 5 B ’,fsiﬁﬁé_%» CRF : Final eCRFs Version 2.0, REVISION DATE: 19Dec2024
6. (F73%) #F Fpsdc T -k * #F@p Steroid Mouthwash Dosing Card : Steroid
Mouthwash Dosing Card_TWN_ Traditional Chinese_V1_310ct2024
7. (FrH{) v 'zt dp = Stomatitis Brochure : MK-2870_ Stomatitis Brochure_
TWN_Traditional Chinese V1 170ct2024
LFRFREFRYF A2 T2 B FHF L 2026 2 6 * 30 p (&I 2025
67 30p)-
40 | 11306-014 | M&% 234 %: % 20% 2025# 3% 16 p
3.9 ¥4 % 29K 2025 & 3% 16 p
Am2 4l &: % 245 2025 3 7 16 p
1. ${#%HA3 2026 # 12" 31 p -
2. I1SA %33 % : Protocol 61186372PANSC2003 Amendment 2, Date: 28
February 2025
41 | 11307-L02 | + * ¥4 (3. ¢ < i £ : 61186372PANSC2003_Protocol Synopsis_ Version: 3.0, Date:
28Feb2024 Traditional Chinese
4. ¥ < 4 & : Protocol 61186372PANSC2003 Amendment 2, Date: 28 February
2025
1.2 4 4 £ p (Investigator's Brochure) : AZD0486 (formerly known as
= w4, | TNB-486)_Edition 6, 13 Jan 2025
42 | 11810-005| 5 ## 2.(F7#) 3+ % % & F & X & Protocol Clarification Memorandum_22-Jan-2025
3.(A7#) 3+ % £ 2§ & X & Protocol Clarification Memorandum_10-Feb-2025
1.4 %P THEEFT LD
2.5 SRk i# % E P L % 0 284657_1404-0064_ Global Model ICF_Main
ICF_Version 1.0_03Jul2024 284657 _1404-0064_TWN Model ICF_Main ICF_
English_\Version 1.1_25Sep2024 284657_1404-0064_ TWN_Hsing-Tao Kuo_
Main ICF_Traditional Chinese_ Version 1.2_04Feb2025
3.1 % 4F 2 4 :V1.0, Generated13 Sep 2024
4.(374#) % % (Newly Added Questionnaire) :
(1)Participant Food and Activity Diary Guide:1404-0064 Participant Food and
43 | 11311-004 | 3% {7

Activity Diary Guide, 15 Jul 2024 [V01 Traditional Chinese (Taiwan)]
(2)Participant GlycemicEpisode Diary Guide:1404-0064 Participant Glycemic
Episode Diary Guide, 15 Jul 2024 [V01 Traditional Chinese (Taiwan)]
(3)1404-0064 Weekly Injection Diary:1404-0064 Weekly Injection Diary; v1.0,
16-Jul-2024 Traditional Chinese (Taiwan)
(9NAFLD NASH 2557538 & B 5 NAFLD NASH B 145%53 & 1 %
(CLDQ NAFLD-NASH), ¢ 2016 LPRO, LLC
G)yB Gy L p L RTE & C-SSRS-% - =X 1 /& % (2009/1/14
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3%):C-SSRS Baseline Screening - Taiwan/ Mandarin - Version of 03 Jun 15 -
Mapi.

6)F B &y p B pE R:=E & C-SSRS-p j&_F = i&u;é i¢ (2009/1/14)
3%:C-SSRS Since Last Visit - Taiwan/ Mandarin - Version of 17 Feb 17 -
Mapi.

(7)o * GBS £ 4 B R % - 9 (PHQ-9)

(8)NASH-CHECK :NASH-CHECK-Chinese/TW | Source English/US version:
1.0, 210ct2020

5.(F7#) = 3# ¢ 47 %~ #* (Newly Added Patient Recruitment Materials):

(1)Recruitment Website:284641 284657 TWN Recruitment Website 20240729
1.0 Traditional Chinese

(2)Physician Infogetter:284657 TWN Physician Infogetter 20240815 1.0
Traditional Chinese

(3)Physician Referral Letter:284657 TWN Physician Referral Letter 20240815
1.0 Traditional Chinese

6.(F73#) H & < i (Newly Added other documents) :

(1)Anecdot:284641 284657 TWN Anecdot 20240729 1.0 Traditional Chinese

(2)Cookie Policy:284641 284657 TWN Cookie Policy 20240819 1.0 Traditional
Chinese

(3)Liver Biopsy Video Script:284641 284657 TWN Liver Biopsy Video Script
20240729 1.0 Traditional Chinese

(4)Privacy Policy:284641 284657 TWN Privacy Policy 20240819 1.0
Traditional Chinese

(5)Self-Administration Video Script:284641 284657 TWN Self-Administration
Video Script 20240729 1.0 Traditional Chinese

(6)Information Brochure:284641 284657 TWN Information Brochure 20240729
1.0 Traditional Chinese

(7)Flip Chart:284657 TWN Flip Chart 20240815 1.0 Traditional Chinese

(8)Participant Study Guide:284657 TWN Participant Study Guide 20240815 1.0
Traditional Chinese

(9)Greater Gift: 07-17-24 (V1)

(10)Liverage Cirrhosis Consent Navigator:Boehringer Ingelheim Liverage
Cirrhosis Consent Navigator 06-Sep-2024 Chinese (Traditional Taiwan) v1.0

(11)Liverage Consent Navigator :Boehringer Ingelheim LiverageConsent
Navigator 06-Sep-2024 Chinese (Traditional Taiwan) v1.0

1.3*4 £ : Clinical Study Protocol AN4005X0101 Version 5.01, 06 January 2025

2.9 4 & 1 % 501 %-2025 # 1 7 6 p

3.% < # & : Version 5.01, 06 January 2025

4RFFRLE WMED(F 3304 )@ F F L E 1 AN4005X0101_Expansion
Phase (Part 3) ICF_Taiwan_ 4007_Version 2.3.4_17Mar2025_Traditional Chinese
Based on AN4005X0101_Expansion Phase (Part 3) ICF_Taiwan_Version 2.3.0_
06Jan2025 Based on AN4005X0101_Global Expansion Phase (Part 3) ICF_
Version 2.0_03Jan2025
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