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(1) 24 ~ i 3 : [Dear Investigator Letter - The Important Identified Risks of
Immune-mediated Myelitis and Immune-mediated Facial Paresis associated

10409-L02 L with the use of TECENTRIQ (atezolizumab), Date: 21 Nov 2022]

(2) 14F 4 £ p gk INVESTIGATOR S BROCHURE, RO5541267,
TECENTRIQ (atezolizumab), Version 19, August 2022, Addendum Number
2, November 2022

1.2 Fé* fr % % : CB0008_TWN_CMMCYK_Dr ICheFeng_ICF_\ersion

2. 1_09 Jan 2023
2.1 % 3r £ % : CB0008_TWN_CRF_Version 8.1 Dated 28 Sep 20220r

MK-3475 IB Edition 23, 28-OCT-2022

10710-003 AT

1. &4 % ;,%Aﬁ;é% % F R % DI933RC00001 CMMC_Main
ICF_Version 9.0, 01Feb2023
i #F A £ p o Edition 18, 01 November 2022
3. BEREL A
(1) D933RC00001_Version 17_00_ 24NOV2021: ATD
(2) D933RCO0001 Version 19 _00_29DEC2021: ATD
(3) D933RCO0001 Version 20_00_2 8DEC2022: ATD
4. HEDHEfoE HE j;, = . 28 October 2022
5.(F7#) BREL % *ﬁ%/y_,P < i 1 05-Jan-2023
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10805-008 | BE# |H%F7 LR 332 (%) -

1L £R4FLE FLX475 -02_TW_2001_ICF Part
2_V9.0_09Jan2023_Chinese translated from FLX475-02_TW_2001_ICF
Part2_V9.0_ 09Jan2023 English
2. Pembrolizumab = 4% A &= Edition Number: 23 Release Date:
26-0OCT-2022
3. BERFL £
(1) FLX475-02_aCRF v11; Study Design Version: 11.0; May 5, 2020
10806-002 B E (2) FLX475-02_aCRF v12; Study Design Version: 12.0; December 16, 2020
(3) FLX475-02_aCRF v13; Study Design Version: 13.0; February 2, 2021
(4) FLX475-02_aCRF v14; Study DesignVersion: 16.0; March 29, 2022
(5) FLX475-02_aCRF v15; Study Design Version: 17.0; June 10, 2022
(6) FLX475-02_aCRF v16; Study Design Version: 20.0; December 19, 2022
4.3+4 % & % 3 1 Protocol Clarification Letter #9, November 28, 2022
5. Pembrollzumab L ¥ 4 £ P g a0 1 Investigator Brochure Clarification
Letter - MK-3475 IB Edition 23, 17-January-2023

1. #*% 2 : Clinical Study Protocol Edition Number 11.0 Date December 21,
2022

2. ¥ % 4 & :DZ2019E0001_CSP Synopsis_ Edition Number 5.0_Date January
6, 2023

3. 7 2 4 & : DZ2019E0001 CSP synopsis_V5.0_ 20230106_Translated into
Traditional Chinese for Taiwan 18 Jan 2023
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4. ZpEFLE

(1) English Site specific ICF (Part A) for CMHLY, version 11.0,
21Jan2023_Translated into Traditional Chinese for Taiwan_06Feb2023

(2) English Site specific ICF (Part B) for CMHLY, version 9.0,
19Jan2023_Translated intoTraditional Chinese for Taiwan_03Feb2023

L XFH PSS

(1) PartA Escalation:DZ2019E0001 Dosing Diary V5.0 22 Dec 2022 Part A
Escalation Cohort_ Translated into Traditional Chinese for Taiwan_
30-Dec-2020

(2) Part A Expansion Low Fat Meal: DZ2019E0001Dosing Diary V3.0 22
Dec 2022 Part A Expansion (Low Fat Meal) Cohort_ Translated into
Traditional Chinese for Taiwan_ 30-Dec-2022

(3) Part A Expansion 1 2 and Part B Extension:

- DZ2019E0001 Dosing Diary V5.0 15-Jun-2021 Part A expansion cohort 1-2
and Part B_Translated into Traditional Chinese for Taiwan_24-Jun-2021

- DZ2019E0001 Dosing Diary V6.0 22 Dec 2022 Part A Expansion Cohort
1-2 and Part B_Translated into Traditional Chinese for
Taiwan_30-Dec-2022

(4) Part B Dose Extension: DZ2019E0001 DosingDiary V2.0 22 Dec 2022
Part B Extension Cohorts_Translated into Traditional Chinese for
Taiwan_30-Dec-2022
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LR BR%kERA PP 2023 E 120 3L p -
B % 3f £ £ : Case Report Form V7.0, 01SEP2022
a4 4 £ p  KGhio IB_Efepoetin Alfa V1.2, 29 December 2022
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(1) Tirzepatide [LY3298176] Investigator's Brochure, Approval Date:
28-0ct-2022

(2) Dulaglutide [LY?2189265] Investigator's Brochure, Approval Date:

04 Nov- 2022
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3. X#FF kAL E :IBF-MC-GPGN_CMMC_Main ICF_Version 4.2_31Jan2023
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10906-L02

M

1.2 3 4 £ p :MBGA453 Investigator's Brochure Edition 8, 21-Nov-2022
2.[#7H#]%E B B ¥ EQ-5D-5L_v1.0_3 & f s RIK A :
EQ-5D-5L_Taiwan(Traditional Chinese) v1.0 _Digital Interviewer
Administration
3[ATH ]2 F S F R %5 QLQ-C30_T &7+ 3 ik {7 %+ :QLQ-C30_Chinese
Mandarin (Taiwan)v2.0 _Voice script( 2 7# & F &' % -+% < 30(QLQ-C30),
% 2.0 %K)
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10907-005

ey

¥

a 4% A £ Trastuzumab deruxtecan, Edition 9.0, 22 Sep 2022
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10909-007

W E R

3t 1% % : M15-954 Protocol Version 6.0 dated 28 Oct 2022
< 4 & : M15-954 Protocol Chinese Synopsis V6.0 dated 28 Oct 2022
B2 L M15 954 Protocol English Synopsis V6.0 dated 28 Oct 2022
= Féﬂ F & % :M15-954 CMMC Main ICF V5.0 (01Feb2023) based on TW
Country Main ICF V5.0 (18Nov2022)
5. B%4F4 £ @ ABT-199: M15-954 V8.0 - Uniques, Generated On: 21 SEP
2022
6. (#73#) 7#c=> # : M15-954 Protocol Administrative Change 4 dated 14 Nov
2022
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X#H FLF 1 V03.04.01.02_M_1664_ 05Jan2023_CMMC

B %3F2 % 18.0_ CTQJ230A12301_230CT2021 (PROD)- UNIQUE, 24
Nov 2021

3. #5% %%  February 25, 2022

4. (F7H) & Aﬁ iz & @ Novartis-CV Events Study-Patient
Letter-09-Jun-2021-Traditional Chinese(Taiwan)-V1.1 Translated 27 Sept
2022
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5. (Fr3)pFE i :
(1) Novartis-CV Events Study-Newsletter 1-06-Jul-2021-Traditional Chinese
(Taiwan)-V1.1_Translated 27 Sept 2022
(2) Novartis-CV Events Study-Newsletter 2-06-Jul-2021-Traditional Chinese
(Taiwan)-V1.0_Translated 09 Sept 2021
(3) Novartis-CV Events Study-Newsletter 3-06-Jul-2021-Traditional
Chinese(Taiwan) - V1.0_Translated 09 Sept 2021
(4) Novartis-CV Events Study-Newsletter 4-06-Jul-2021-Traditional Chinese
(Taiwan)-V1.0_Translated 09 Sept 2021
(5) Novartis-CV Events Study-Newsletter 5-06-Jul-2021-Traditional Chinese
(Taiwan)-V1.1_Translated 27 Sept 2022
6.(373) @& PR % 2 3+ 4[4 : Novartis-CV Events Study-Study Schedule
Planner- 10-Aug-2021-Traditional Chinese (Taiwan)-v3.1 _Translated 27
Sept 2022
7. (RTH) &% BT 1 TQJ230A12301_Understanding Your Study Video QR
Code_Chinese (Taiwan)
+ Novartis - Horizon Study - Understanding Your Study - 02 Sep 2021 -
Chinese (Taiwan) - v1.0_translatedby 12 Oct 2021
8. (F37H) i iz & ¢
(1) Notification of sample size increase for study Lp(a)HORIZON
study,21December2021
(2) TQJ230_IB HA communication letter 04May2022

10910-L01 THE FHALAR-MEE -

1. 2 ¥ 4 £ :Edition Number: 12, 12-Jan-2022, Released Date: 18-Jan-2022

2. (F73) A 4F A £ #3E 24 Erratum 01, 08-Aug-2022 to Investigator’ s
Brochure-Tildrakizumab (MK-3222), Edition Number: 12, 12-Jan-2022

= ;é'*ﬂ" fe & % :TILD-19-07 Main ICF V7.0TWN1.0-07911v1.0 (24Jan2023)

#7H) -4 3 & F % :Protocol clarification letter_02Mar2022

ATH) R 725 15 Si.Corporate Merger - Statement Letter_24Aug2022

10911-002 MRE %

3+ 3% 2 : ACE-LY-312_D8227C00001 Protocol Amended Version: 5.0, 22

June 2022

2. 7 %4 &: ACE-LY-312_D8227C00001 Protocol v5.0_22 June
2022-Synopsis. Traditional Chinese for Taiwan

3. ® % 4 & : ACE-LY-312_D8227C00001 Protocol v5.0_22 June
2022-Synopsis

4. =3 F & 3 1 English Site Specific_Taiwan_ 7403_Study Information and
Consent Form for Adults_\ersion 7.0_28Dec2022. Traditional Chinese for

e Taiwan

10912-L01 LR 5 R i

(1) ESCALADE_D8227C00001_IC Flowchart_V3.0_09Jun2022_TAI_TCH

(2) ESCALADE_D8227C00001_Patient
Brochure_V3.0_09Jun2022_TAI_TCH

(3) ESCALADE_D8227C00001_Patient Flyer_ V3.0_09Jun2022_TAI_TCH

(4) ESCALADE_D8227C00001_Referring Physician
Letter_V3.0_09Jun2022_TAI_TCH

6. (A73) ESCALADE_D8227C0001_Video Animation

TranslationsTemplate 09Jun2022 V1.0 TAI_ TCH

1. 2 4% A £ Trastuzumab deruxtecan Investigator’s Brochure Edition 9.0,
225ep2022

2. 1A P4 R L F ¢ DS8201-A-U305_Main SIS-ICF_Taiwan_Site
4212 V1.2.1_30Dec2022 TCH

3. EHHEERFHF LY 1 DS8201-A-U305_ Tissue Collection
SIS-ICF_Taiwan_Site 4212_V1.2.1 _30Dec2022_TCH

4, A wiEk &3 ' DS8201-A-U305_Pregnant Partner ICF_Taiwan_Site
4212 V1.1.2 16Feb2023 TCH
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11005-008
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1. +*3 2 : MO42541 Protocol Version 4, dated 09-Nov-2022
2. 7 2 {E & : MO42541 Protocol Synopsis- Taiwan Chinese Version 4, dated

09-Nov-2022

3. &2 £ & : English synopsis in Protocol MO42541 Version 4, dated
09-Nov-2022

4. Z3#H FLF © MO42541 Main ICF - TWN Chinese V4_CMMC-YK V5,
dated 11-Jan-2023

5. 24 4 £p 1 RO5541267 TECENTRIQR(atezolizumab) IB - Version 19,
dated 18-Aug-2022

6. (F73#) L 4F A £ P g 1 RO5541267 TECENTRIQR(atezolizumab) IB -
Addendum 1 to Version 19, dated 14-Oct-2022
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1. i4 4 £p @ Deucravacitinib (BMS-986165) Investigator’ s Brochure
Version Number: 09/ Date: 24-Oct-2022

2. B%x4E4 % 1 IM011-054 / IM011-055 A-1047-0062-0063 Slate Site Facing
Screen Report Version 3 Language: Chinese Traditional (Taiwan) (zhTW)/
09Jan2023
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HEE

LBLFHEEH -5 Y ~ s rpe s B 59 W@k g s
3% Durvalumab & & Tremelimumab §= Enfortumab Vedotin £ Durvalumab
& i Enfortumab Vedotin > * »* % if & #& % Cisplatin & 4£.% 3 Cisplatin
T4 % (EAS Sl s Rt D e b B Ny RS e b TR TEY g
8 % > 14 (VOLGA)

2. 3*4 % : Version 4.0, Date 01 July 2022

3. Enfortumab Vedotin & 42 3235 31 (3* % % *« ). Version5.0, Date 24 May
2022

4, 7 % 4§ & : Protocol Synopsis_D910PC00001_ Clinical Study
Protocol_V4.0, 01Jul2022. Traditional Chinese for Taiwan

5. & < 4§ & : Protocol Synopsis_D910PC00001_ Clinical Study
Protocol_V4.0, 01Jul2022

6. X :¥4 & 3 : Site SpecificMain ICF_7405 CMMC_Version 4.0, Date 17
NOV 2022. Traditional Chinese for Taiwan

7. EE AT T TR LS Site Specific Genetic ICF_7405
CMMC_Version 2.0, Date 17 NOV 2022. Traditional Chinese for Taiwan

8. & X hIRA # ik & 3 Site Specificl CFfor Pregnant Partners of
Study Subjects_7405 CMMC_Version 3.0, Date 17 NOV 2022. Traditional
Chinese for Taiwan

9. X#H %2+ : D910PC00001 (Main Study) Patient Participation Card for
Taiwan Version 4.0 10 Jul 2022. Traditional Chinese for Taiwan

10. & ¢ %% + *if4k: Patient Participation Card Addendum for Taiwan Version
2.0 10 Jul 2022. Traditional Chinese for Taiwan

11, F42 % 2% P34 V3.0, 30Jan2023

12. (A7) %% % 3" %+ £ B: Participant Training Video eCOA Handheld
Screenshots, Traditional Chinese, Version 1.00, Date 1-Apr-20

13. (R73) AZ 153 v %22 52" 50 £ B): AZ Standardized Subject
Training-Handheld Template_zhTW, April 29, 2020

14. (F7H#) %-# & 3" iRl % # B): Participant Training Quiz eCOA Handheld
Screenshots, Traditional Chinese,Version 1.00, Date 1-Apr-20

15. (#73#) Ik 1 4F £ 12 S 04 August 2022

22

11101-002

i 4F 4 £ Abemaciclib LY2835219 Investigator's Brochure, Approval Date:
30-Nov-2022

23

11102-012

1. % ;éﬁﬁ F & 3 264450 _CKJX839B12302_ Global Model ICF
Main_Version 2.0_28Mar2022 264450 _CKJX839B12302_TWN Model
ICF_ Main_English_Version 2.0_19Apr2022 264450 _
CKJX839B12302_TWN_Chon-Seng Hong_Main _Traditional
Chinese_\ersion 2.0_17Jan2023

2. B%4F2 % 5.0 _CKJIX839B12302_130ct2022

3. 44 4 & p ! Edition 16 dated 30-Nov-2022
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11102-013

3413 : Protocol Version 7.0, Final, 28-Oct-2022

¥ < 4 & : Protocol Version 7.0, Final, 28-Oct-2022

B gER Protocol Version 7.0, Final, 28-Oct-2022

= Fé F % % : MOR208C310 ICFmain_v7.0 TWN_5.0 Traditional

Chlnese_3|te88029_4.0_ final_30-JAN-2023

5. EE AT FIHFA Y e
MOR208C310_ICFgen_v2.0_TWN_5.0_Traditional
Chinese_site88029 4.0 final_30-JAN-2023

6. REF &+ FTRATEF !
MOR208C310_ICFpreg_v1.0 TWN_1.0 Traditional
Chinese_site88029 4.0 final_30-JAN-2023

7. B%4F2 % V6.0 15NOV2022 06.0045 - _PDF_UNIQUE
i 4% % £ p 1 IB Edition No. 17, Date: 07-Oct-2022

9. (A7) % 3 & 5 & : Protocol Clarification Letter MOR208C310

v7.0_Overall Response Assessment_08Dec2022
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BoaE 12024 #0300 14 p o
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11106-L06
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1.% ;éﬂﬁ e £ % : Participant Information and Informed Consent Form / Site
23985 / Traditional Chinese / Version 5.1.1 / Version Date 05-Jan-2023,
Based on Taiwan / Traditional Chinese / Participant Information and
InformedConsent Form / Version 5.1 / Version Date 16-Sep-2022

i#F 4 £ P TRODELVY(SACITUZUMAB GOVITECAN) Investigator’
s Brochure Edition 11 (26 August 2022)

3. (ATH{) 1 4F X 15 & 0 FRM-12893_SRT-2Decision_Final_13Jan2023

4. (RTH) A 4F 4 73 0 EVOKE-02-SRT-2-Memo-576-6220_Final_13Jan2023

N
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11108-007

30

11108-008

a A Ep 0 AZD9833: Edition Number 5.0, Date : 17 November 2022
1. éz {3 H R FH LD 2025/12/31 -
F 4 £ @ \Version 4.1: December 31, 2021

31

11108-009

‘__
B | 4
EML

2.1

1 : Protocol Version 4.0 01 November 2022

2. 7 2 4 & : Version 4.0 (01/NOV/2022)

3B EE Ver3|on 4.0 (01/NOV/2022)

4, z;éﬁ fr & % 1 PN-301-21_TW_ICF_Main_ CMMC/307_Kang_Traditional
Chinese_\ersion 2.0_09Jan2023 Translated from PN-301-21_ICF
_Main_CMMC/307 Kang English_\ersion 2.0 _09Jan2023

5. /pﬂ’{_‘g’;-'_%_mvé—*‘ HEEirg iR F 2 pq?""& L EIERE
PN-301- 21_TW_ICF_ Pregnancy_CM MC/307_Kang_ Traditional
Chinese_\ersion 1.3 _06Feb2023 Translated from
PN-301-21_ICF_Pregnancy_CMMC/307 _Kang_English_ Version
1.3_06Feh2023

32

11108-L02

1. %2 { :#%kH L3 2025/12/31 -
2. A F A Ep o \Version 4.1: December 31, 2021

33

11108-L03

MR

1. 3*$ % : Protocol 61186372G1C2002 AMENDMENT 2, Date: 26 August
2022

2. 3 FH 3 AT LR T R 2B F4p 5] ¢ Clinical Protocol
GUIDANCE ON STUDY CONDUCT DURING COVID-19 PANDEMIC,
Date: 26 August 2022

3. 7 ¢ 4f & :61186372GIC2002 Protocol 26 August2022 synopsis V2.0, Date:
21Sep2022_Taiwan_Traditional Chinese

4. &< J§ & : Protocol 61186372GIC2002 AMENDMENT 2, Date: 26 August
2022

5 X#H kLT :61186372GIC2002 CMMC Clinical ICF_Version 3.0,
Date:31/Jan/2023

6. idF 4 £ Investigator's Brochure JNJ-61186372 Edition number 8.0,

Date: 08 July 2022

112 4£ 03 H 09 &%
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7. 1 %3F 2 % (Case Report Form) :

(1) 61186372G1C2002 Version 1.00 15APR2022 SC - Unique CRF

(2) 61186372G1C2002 Version 2.00 26Sep2022 SC - Unique CRF

8. (F73) X [ AR & nAzp -+ (SubjectStool Kit Instruction) :
61186372G1C2002 Subject Stool Kit Instruction _\ersion
1.0_Taiwan_Chinese, Date: 12/Sep/2022

9. (#7#) ¥ + % % Guardant Health Lab # %84 i=2 > Sample guarantee
letter of Guardant Health, 6/15/2022

34

11108-L06

i

1. = ;?};F‘f fr R % -4 25  Site ICF - Lin CY - Traditional Chinese -
18-Nov-2022 - Version 10.0 - Main, based on Taiwan ICF - Traditional
Chinese - 22-Jul-2022 - Version 10.0 - Main

2. % ;é—‘F‘f e % % -3¢ & :E © Site ICF - Lin CY - Traditional Chinese -
18-Nov-2022 - Version 7.0 - Pre-Screening, based on Taiwan ICF -
Traditional Chinese - 22-Jul-2022 - Version 7.0 - Pre-Screening

3. (ATH#) A 4F 4 £ p 1 849-007 Protocol Administrative Letter - 1B Update
PAL (IB Version 4.0) 21-Apr-2022

4. (FTH)1 4F 4 £ p © Adagrasib (MRTX849) Addendum to Investigator's
Brochure Version 4.0 (17 March 2022) 30Jun2022

35

11109-001

a Y-

1. 3*#1% : V1.3, 2023/01/03

2. %34k R E V2.1, 2023/01/03
3. ¢ ¢4 & VL1, 2022/10/11

4. ¥ & VLA, 2022/10/11
5. a5 4 L V1.2, 2023/01/03

36

11109-008

a Y-

LATH AR A5 4 2 p 2 i F A oo
2.%3#F kX F 1 18H-MC-BDCY_CMMCYK_ Main ICF_Version 2.1_
31Jan2023

37

11110-L01

i

1. 245 A £ p 0 Edition 11: July 14, 2022

2. P-i# %4 4551 1 Quick Reference Guide, QRG %42 ¥ < ( i#*) version 2, 04
November2022

3. (F7H#) B P 3:Re: Lab Results for Indirect Bilirubin, Direct Bilirubin,
Bands and Absolute Bands, Date: 22Nov2022

38

11110-L03

it 2

1. :*+#13 : AT148006 Protocol Amendment 3_Version 4.0 22Jun2022
2. 7 = if & AT148006 Protocol Amendment 3_v4.0_22Jun2022_Synopsis
CHT
3. & % 4§ & : AT148006 Protocol Amendment 3_v4.0_22Jun2022_Synopsis_
ENG
4, 23 4 £ p o ALX148 Investgator Brochure v7.011March2022
5. % ;é%‘ F % % : Site ICF - Dr. CL Lin - Traditional Chinese -
14-Dec-2022 - Version 6.1 - Main, based on Taiwan ICF - Traditional
Chinese - 19-Jul-2022 - Version 6.1 - Main
6. BxaEL &
(1) AT148006 eCRF_v3.0_18Mar2022
(2) AT148006_eCRF_v4.0_20Jun2022
7.(FTH) AL
(1) Ramucirumab IB Version 18.2 dated 25 May 2021
(2) Ramucirumab I1B_dated 01-Apr-2022
8. (RTH) % 21X Pl € 3k ¥ #2- AT148006 SMC Charter v1 15-Mar-2022
9. (F7H{) ReJ# T3 - AT148006_Protocol clarification letter_Sponsor address
change 13Apr2022

39
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LRHERLE AR5 PP 2023/01/10
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11111-003
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1o ATH{FR e 45 4 0 R A #p{%%éﬁ o

2. &% %A ! I8F-MC-GPIJ_TIRZEPATIDE
IFU_v1l_WS_Paper_Chinese-TW_28Nov2022

3. @ F kLT 1 18F-MC-GPII_CMMC_Main ICF_Version 1.3_29Dec2022

4.3 FF A £ p ot Tirzepatide [LY3298176] Investigator’ s Brochure, Approval
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Date: 28-Oct-2022
L%k L3  DI26XC00001_CMMC_Main ICF_Version 3.0, 30Dec2022
2. HE F% B2 4 144 74y & Toxicity Management Guidelines_Datopotamab
deruxtecan; Dato-DXd; DS-1062a, Version 3.0, 08 November 2022
a1 11111-017 A 3.(FTH) ®FRXFHF TN L F 0 £ B2 1 A-1032-0087 Subject Facing
. Screen Report Web Chlnese, Traditional (Taiwan) zhTW Version 1,
07-Dec-2022
4. (#7#) TrialMax i * 42545 % * A-1032-0087-5151 QRG Traditional
Chinese Taiwan Date: 29Nov2022 Version:1
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