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Requesting Health Authority (HA): Therapeutic Goods Administration (TGA)

Source: Product Information safety updates

Summary of HA recommendations: Safety update to PI - Section 4.4
(Embryo-fetal toxicity) and 4.6 (Use contraception during treatment, at
least 5 months after last dose for females, avoid breastfeeding during
treatment).

() @ & ® A o
= O &% =
e, C/lFDA §waﬁgoﬁnj?ug%dmi%ra§ 19



= PusE SRR
REFMAZBHLEEHBIEEH - HEAIREHAGER

REEA RS TEENER - B2t Y SRR ER
tEREAEEEN - MR HTEER

- BIRE : HIRKRFAHASEE L AR TR Y mEEmARRE
o MEMGKRBEFTRBEARIER : AREUEEER (BAREZZEEA
o FREUEERYEIR)

EmETE(EIR)REEE

HBV reactivation

Source -- CHMP Meeting Minutes

The CHMP Meeting Minutes was published, and the information can
be found here:

September: https://www.ema.europa.eu/en/documents/minutes/minutes-
chmp-meeting-16-19-september-2024_en.pdf

F _ @ 4y 8B
M NERENERE
. FDA +ivan Food and DrugAdministrationZO



5 A IR ER AR
RACE AL AL HEENER - 5 aTEER

A ECMAS L TLBIEE - BRRHEFAGER - H
AR aE ZEABKEEEKEZRSEEMNN

[=2)

AIFEE . Bt (RIZBEBFDAGEZTENEFIRLER)
ARG & EFT IR B A REEN . AEFREUEENR (SEEMBER
(R ETFDARE (L ERE)

EZmP T (R ERE

IRIE =B FDA Drug Safety-related Labeling Changes (SrLC)iZ /&R {7 B8 £
F . EZEEMATU R

1. Contraindications : FTIBEmEMNINEAEZEARERESR

2. Warnings and Precautions : #TIEM s A G 2R FEE1R

®

. ® K ® N B
9‘9 EREYEES
FDA Taiwan Food and Drug Administration 2 1



=] ) 78 ik O3

R EMAEHDAEENER - BEZRRHETEER

i a s B 2 E EFAVEHG{FSE -

-SER AT

H A ER 5
TR -

AN
-

o

.I

-BIRE - BSEE

1 18 B AL AR
-FHE 4D

HaEZE M IRAE

l-
1

R‘

V2

sA LIEZEADR%Z R -

Pk E

£50(validated signal) -

imZEEREEIASOHEERBRIBER -

TZEEEMZ2WHMTEERE - &8
HEAER - BRRRET

ﬂllk 25 #ﬁ
ST B INGE — BHR M -

qr/ BB F @ M B
AD ew
DAERENE I%{%

22



\O
<<l

A BERAR

BHRAST ENEEREE
mER T ANGMISSERRER - FHRRIZUNE, - 74
BinHBHRABSBIER] "EEFMEESIE, Ml "FRR
&, % - HRIESINBIERE RESR4E{EH

- BHFEE : AAEIMEREERR « EHREIZHE
«  WBEFEGRIEFTRBARIUEHE  #IZ5]PXXGE
- EmZE(EMR)FEEEE

The clinical overview supports the labelling updates to Sections 4.4
Special warning and precautions for use, sub-section Serious skin
reactions and 4.8 Undesirable effects of the Company Core Data Sheet
(CCDS) following receipt of a United States Food and Drug Administration
(US FDA) Safety Labeling Change Notification regarding association
between NSAIDs and severe cutaneous adverse reactions (SCARs).
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Routine post-marketing signal detection leads to an update of the
safety information in Section 4.4 Warnings and Section 4.8 Adverse
Drug Reactions to include information about the risk of “interstitial
lung disease (ILD)”.
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CCDS : Company Core Data Sheet Q



\O

% A 3B AR

BHASTFENIERAFE

\

VIBISNEE R (MUS.EMA)(h E R ETTER - ZoUN
? AEZMEmARISEREMMARKHABZEEE

%) - BRIBREBE RN - LR AR

IR
e}

5

BHREA : FIIRARTRHE LR EER I mEEmA R RE

R A i R FRET IS Bl N ERERFE I« BHERT P XX (hE
HmZE (ER) R ERE

USPI was updated as below.
e Add 1 new indication (adjuvant treatment in adolescent patients)
e Add 3 new adverse drug reactions (hepatitis, rash, headache)

e Clinical Trials information update
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This CCDS update is based on all current available evidence. The LPI
update for these products are submitted together.
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We received the CCDS update notifications and are aware of the
upcoming label update for this safety information. The target release
is planned in Q1 2024 and we will submit to TFDA accordingly.
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BIREE : Efth (Proposed product recall in EU)
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During packaging process, the system alarmed for length defects. Some
capsules were observed significantly different in appearance compared
to standard, and were subsequently confirmed to be empty. Although
this non-conformance was detected during manufacture «-+«----- no
market action is warranted.
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The company received a notification from the Health Canada to update
the local Product Information (PI) to include ‘anaphylaxis including
anaphylactic shock’ in the adverse effects section. The company
evaluated the signal, and considered it as an important identified risk,
which is covered under the existing important identified risk of

“hypersensitivity reactions”. Therefore, no additional monitoring activities
and risk mitigation are considered warranted.
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