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¥ Summary Requirements IGroupmgof\.‘ananon | Supplements I BIRU RS hEY O Home page_ClgiR UZEIC DL TCE it My Selection
Table Glossary 4 'fq:%ttﬁfz D] ﬁg
ﬁ ~ General Requirements
Summary
Grouping of Variation /
Supplements
ep . Grouping of Variation / .
@ " My selection Relevant Information
Work-Sharing Procedure Supplements
Detailed )
Relevant Regulations China Yes Changes can be grouped, however, associated changes need to be evaluated separately with reference to each change requirement, and an overall change comparability study is needed and classification would be according to the highest change category.
Pharmaceutical Forms
a Regulation Coverage When multiple lower-risk change items are associated, it may lead to anincrease in the risk of the overall change. It is recommended to pay attention to the superimposed impact of multiple associated changes on drug safety, effectiveness, and quality.
Report Question and Answer
Document South Korea Yes Grouping is only possible among quality changes, only among simple changes, and only among annual changes. Grouping between quality change and simple change is not possible
(E_!
< Local Practices
I - Taiwan Yes {Source ID 1291, 10095)
Updates Application Submission
There is none specific regulation to specify grouping in terms of PACs. Before PACs application, the applicant may comtact the TFDA person in charge to check if the PACs can be grouped under a single application. For PAC requirement, please refer to “Chapter 2 Western
Medicine: section 3" of Regulations for Registration of Medicinal Products.
For changes in the pharmaceutical company’s name without transfer of rights, the applicant can include all drug licenses in one application. Please refer to Article 60 of Regulations for Registration of Medicinal Product
Modifications to domestic products (transfers and contract manufacturing) can be done at the same time, and can be included in the same application for registration of a change (Refer to Q173 of TFDA Consultation Window for Medicinal Products Q & A). Receiving a license
— transfer and changing the commissioned factory can be handled together with changing the drug name (because of the factory change) (Refer to Q176 of TFDA Consultation Window for Medicinal Products Q & A). The application requirements could refer to Article 50, 61, 64,
Cortellis and 70 of Regulations for Registration of Medicinal Product
Thailand Yes Grouping variations may be acceptable under one of the two conditions below.

* [fthe same variations are applied to multiple products; or
» Ifmultiple variations are applied to the same drug product.

HEDSEYO—EHNS n
B2 1= B A EIR Home Page Ci#EIR L7
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Marketing Authorization holder name and/or address change /

~ Detailed Requirements

~ Administrative

Marketing Authorization
holder name and/or
address change

Medicinal product
invented name change

The active substance or of
an excipient name change

Manufacturer name
and/or address change

Deletion of Manufacturing
site

Transfer of Marketing
Authorization/ change in
ownership

Cartellis . _
Other administrative

changes

> Quality

= Filters Q,  search

China

Change Description

Conditions

Documents Required

Additional Information

Fees

Timelines

Submission Format

Chinese
Implementation type: Tell, wait & do

Product Type: FPP

EhEvVvOREOIUY D
U CEEEG R

Sub,

n Type: New Drug, Generics
Type: Drug Substance, Drug Product

Pharmaceutical Form: Solid oral, Liquid oral, Liguid

Injectable, Inhaler, Solid, Modified Release, Powder,

2 Clarivate”

Cream, Spray, Drops

7

w

D Mull Results

ERPOEDRHIE AN
BV CTERSNET

South Korea

Change Description

Conditions

Documents Required

Additional Information

Fees

Timelines

Submission Format

English, Korean
Implementation type: Do & tell
Product Type: FPP
Submission Type: New Drug, Generics
Drug Type: Drug Product
Pharmaceutical Form: Solid oral, Liquid oral, Liguid
njectable, Inhaler, Powder, Cream, Spray, Drops
Procedure: Standard Procedure
Variation Classification Type: Simple Variation

Source IDZOUWO9F D
ERRFIDIBERIR(C DT
MRy IV I TRRUET

/ & Taiwan \

[E] Select Change Description

w

Change Description

Conditions

Documents Required

Additional Information

Fees

Timelines

Submission Format

Chinese, English

Implementation type: Not specified

Product Type: FPP

Submission Type: New Drug, Generics

Drug Type: Drug Product

Pharmaceutical Form: Solid oral, Liquid oral, Liquid
Injectable, Inhaler, Solid, Modified Release, Powder,
Cream, Spray, Drops

Procedure: Standard Procedure

Variation Classification type: Not specified

1of4» &F

Thailand
Select Change Description

Change Description

Conditions

Documents Required

Additional Information

Fees

Timelines

Submission Format

English, Thai

Implementation type: Tell, wait & do

Product Type: FPP

Submission Type: New Drug, Generics

Drug Type: Drug Product

Pharmaceutical Form: Solid oral, Liquid oral AAquid

Injectable, Inhaler, Solid, Modified Release, Powder,

Cream, Spray, Drops

Procedure: Standard Procedure
Vari
approval)-MiV-PA

‘on Classification Type: Minor variation (Prior

Edit My Selection

E>DN—0%70UvIF DL,

1ofd > 5
TR

ERICEAERRSNET

BEo> 3220 Vv OUT,
B ZA R I BIRERZ
ERUET,
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ARRAERER /| EEREARSE
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«  Drug Type : [FZ / &5l

Apply Filters

° 1 . ;:FI_] JA") "4
Product Type ét@j*{)b@—lﬁﬁ Phal’maceutlca| FOI’m . ﬁu:/?ﬂ%%ﬂ:ﬁ%

= (C(EFXo0O0-)L _ .
b%?h—“éb\a «  Procedure : B 5%

(IR#FEE. EUhREF S etc.)

FRSBEZLICMCES ) Generics »  Variation Classification type : ZEX%>
D7 EIR ] DrugMaster File (Type IA, Type IB, Minor, Major etc.
Drug Type E(CKD _CETd:D 353_)
[ Drug Substance
] DrugProduct + CTA Amendment Type : ZEHFRIEGEN
Pharmsceutical Form TBREDIGEDEEHFBX T

[ solid oral

Cancel

B&(IC"Apply"Z 2w U
TI1 IV —&H=ERAL
9
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~ Detailed Requirements

~ Administrative

Marketing Authorization
holder name and/or
address change

Medicinal product
invented name change

The active substance or of
an excipient name change

Manufacturer name
and/or address change

Deletion of Manufacturing
site

Transfer of Marketing
Autharization/ change in
ownership

Cortellis

Other administrative
changes

» Quality
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Marketing Authorization holder name and/or address change

= Filters Q

Search

FPP New Drug I Clear all

~_

Null Results
FR/IERTR

D Mull Results

“Clear all'"z2o w09 3dET+

China \

WY — 22 T—iEERTEXT

Alwan

|%ﬁ¢®74»9—ﬁ@
Change Description

Conditions

Documents Required

Additional Information

Fees

Timelines

Submission Format

Chinese

Implementation type: Tell, wait & do

Product

Type: FPP

Submis:
Drug
Pharmaceutical Form: Solid oral, Liquid oral, Liguid

n Type: New Drug, Generics
: Drug Substance, Drug Product

L

Change Description o
Conditions o
Documents Required -
Additional Information -
Fees W
Timelines »
Submission Format »

English, Korean

Implementation type: Do & tell

Product Type: FPP

Submission Type: New Drug, Generics
Drug Type: Drug Product

Pharmaceutical Form: Solid oral, Liquid oral, Liguid

2] Select Change Description

Change Description

Conditions

Documents Required

Additional Information

Fees

Timelines

Submission Format

Chinese, English

ntation type: Mot specified

Product Type: FPP

Submission Type: New Drug, Generics

COTIS I UICEKRINEHBNDOTY
D—hEHHEE N TLRIGEIEIR—>

BHFRENET,

EAD< >IRF>2z2IUy I U TR—2

ZIEDET

lofd >

Thailand
Select Change Description

Change Description

Conditions

Documents Required

Additional Information

Fees

Timelines

Submission Format
English, Thai
Implementation type: Tell, wait & do

Product Type: FPP

Submission Type: New Drug, Generics

1of2 ¥ &
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~ Detailed Requirements

~ Administrative

Marketing Autharization
holder name and/or
address change

Manufacturer name

and/or address change
~ Quality

Manufacture

Control of Starting
material (Active
substances/Rea gentfint...

Container closure system
Stability

DMF/PMF/VAMF
(Drug/Plasma/Vaccine
Antigen Master File)

Extension of Marketing
Authorization

Description and
COMposition

BEULETFA bz
OO 3T
([CRRMEDIAFEN
ESCH

2 Clarivate”

Container closure system

= Filters O\ packaging material x

FPP Mew Drug Clear all

China lofg8 > &%

E Select Change Description

Change Description o v

Conditions v

Documents Required

Additional Information v

Fees v

Timelines v

Submission Format v
Chinese

implementation type: Tell, wait & do

Product Type: FPP

Submissi
Drug Type: Drug Substance, Drug Product

n Type: New Drug, Generics

Pharmaceutical Form: Solid oral, Ligquid oral, Liguid
Injectable, Inhaler, Sclid, Modified Release, Powder,
Cream, Spray, Drops

BEEEEDT ) —FF X b
IJL—XZAND U THREZ

AIWICEBDF—TJ— R0
2FLET

I:I Mull Results

South Korea 1of4>
Select Change Description

Change Description

-]
<

Conditions

Documents Required

Additional Information v

Fees w

Taiwan 1of2%

EE Select Change Description

- I

Change Description

Change of Container closure system:

1. Change in immediate packaging of the active
substance, and the proposed packaging
material is different with the approved
material.

2. Changes of the immediate packaging materials
of sterile and liquid actigingredients.

Conditions

Timelines

Submission Format

BEULTFAEENDIEDN
HET/\AS51 hEnNEd

English, Korean
Implementation type: Tell & do

Product Type: FPP

Submission Type: New Drug, Generics

Dirug Type: Drug Product

Pharmaceutical Form: Solid oral, Liquid oral, Liquid
njectable, Inhaler, Powder, Cream, Spray, Drops
Procedure: Standard Procedure

Additional Information v

Fees Q -
Timelines v

Submission Format v

s 2R (FF X T 1 IIL5—1HEE)

Thailand 1of8 > %
Select Change Description

Change Description

Conditions o v
Documents Required o v
Additional Information v
Fees v
Timelines v
Submission Format v

English, Thai
implementation type: Tell, wait & do
roduct Type: FPP

Submissior

Type: New Drug, Generics

Drug Type: Drug Product

Pharmaceutical Form: Solid oral, Liguid oral, Liquid
Injectable, Inhaler, Solid, Modified Release, Powder,
Cream, Spray, Drops
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Detailed Requirements comparison | sl Z4Lt# (Select Change Description) 1/2

- [ERDTFI(C"Select Change Description” EFRRESNTWDIHE(E. SEDHA RSA 2 THRESN TV RMEERTZ A M
THERURBNAS, FAENRELUTCEALDSIMENBHZEIRTDICENTEFET,

Container closure system

B RED"Select Change Description”Z2'1J) w2 LT,

A e Tl = Filters Q packaging material = X [ null Results %Eﬁ@@ﬁl’g‘ﬁgﬁ: IJX I\ (;’A_,E\%zﬁ\ﬁ) 7:)“5 F?'ﬂ@‘@@%ﬁ
~ Administrative OD%E*R L/ 353_

FPP MNew Drug Clzar all

Marketing Authorization
holder name and/ar

addi=ssthanze China of8 > 5F South Korea 1ofd4 > 5F Taiwan 1of2 > s Thailand 1of8> &
Manufacturer name

andjor address change E] Select Change Description Select Change Description =] Select Change Description Select Change Description
~ Quality
Change Description Change Description e Change Description
Manufacture & p o - & p - e Change Description o - g P - I
Control of Starting ; .
material/Active Conditions v Conditions o - Change of Container closure system: Conditions QO -
substances/Reagent/int... 1. Change in immediate packaging of the active
- c - substance, and the proposed packagin -
I Container closure system I Documents Required ° v Documents Required ° v [ diﬁem&.ii the ;Lp,wid g Documents Required o v
Stability material.
o DMF/PMF/VAMF Additional Information v Additional Information v L Changes of the immediate packaging materials Additional Information v
Cartellis ; ; . of sterile and liquid active ingredients.
{Drug/Plasma/Vaccine
Antigen Master File)
Fees Fees Fees
Extension of Marketing M h v
Autherization Conditions v
Deccnrionaod Timelines “ Timelines - Timelines v
EAS 2 1
FEHRD MY I% Documents Requred 0.
%}R UzE a‘ Submission Format v Submission Format v Submission Format v
Additional Information v
Chinese English, Korean English, Thai
implementation type: Tell, wait & do Implementation type: Tell & do Implementation type: Tell, wait & do
Fees o -
Product Type: FPP Product Type: FPP roduct Type: FPP
Submission Type: New Drug, Generics Submission Type: New Drug, Generics imeli Submission Type: New Drug, Generics
Drug Type: Drug Substance, Drug Product Drug Type: Drug Product L b Drug Type: Drug Product
Pharmaoceutical Ferm: Solid oral, Liquid oral, Liquid Pharmaceutical Form: Solid oral, Liquid oral, Liquid Pharmaceutical Form: Solid oral, Liquid oral, Liquid
Injectable, Inhaler, Sclid, Modified Release, Powder, njectable, Inhaler, Powder, Cream, Spray, Drops Submission Format ~ Injectable, Inhaler, Solid, Modified Release, Powder,
Cream, Spray, Drops Procedure: Standard Procedure Cream, Spray, Drops

2 Clarivate”



Detailed Requirements comparison | FHlZE{4LE® (Select Change Description) 2/2

- ERDE®D"Select Change Description"zZ< & REYVIRTHESINTULIRLAREETEMH YU —DZEE (Change Description)d'J X

NSRRI DCENTEET,
« Change DescriptiondF—"TJ— RIRRERIEET I,

- BDDHIZEERSFICFIVIZAN'G"Z0UvIF DL, BRUCEERAT(CETIRHNEMFOUYY) —ZRRSEBDITENTEFT,

China - Choose an option from the list to navigate to its corresponding section

F—T— R, JL—XTOIRZED]

Use a word or phrase to refine your search

Q

|

registered.

- Varigtion classification fype: Major

- Varigtion classification fype: Moderate

- VarNgtion classification fype: Major

O Changes to the packaging materials and containers included in the registration management, the changed packaging materials and the container has not been

@ hanging the material and/or type of packaging materials and containers of non-sterile solid preparations.

O CharMgs to packaging with new materials, new structures, and new uses with increased risks materials and containers,

BLDHIEEAFTICTIYVI%Z
AN

O

cparations, injections, and ophthalmic preparations quality and/for type.

bottle, ete.

- Variation clossificotion type: Moderate

2 Clarivate”

O Change the packaging volume of multi-dose packaging preparations, such as the number of tablets per bottle, the number of grams, the number of milliliters per

"Go"& T v O UTEIRUVIZEE
AE(CRT DHFEEMF TR
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Detailed Requirements comparison |

“Detailed”EE I (ZDownloadiéger AR SN TULVE T,
IREDOEMHE L (CRRSN TUVBZEDORHIBHDOT T —1°Source IDZExcelleXX THNDIT B ENTEET,
BEEA_ED"Download"/RF > & 2Uw L. "Export”7Rw 777w JEIEICCTExcel 7 7 1 )LICESHBDEDRHANIERZERUET.

2 Clarivate”

Download

FEHSLEE (Download)

i <

ExcelBIMROE. IEEZEIR

/

X

4 China

South Korea

Thailand

]
U
|:| Taiwan
U

Select: Select All / Clear All - Select the fields you wish to download:

b4 Change Description bd Conditions

¥4 Additional Information W] Fees

W2 Product Type ¥4 Submission Type

bl Pharmaceutical Form bd Frocedure

/|
/|
P8 Submission Farmat Languages
/|
/|

Select All { Clear All
A

¥4 Documents Required

4 Timelines

i 'mplementation Type

b Drug Type

¥4 Variation Classification type

“Download"Zz2oUw /LT,
HAHBERRIRRY 7Y T%

“Download”" =2 ' Jw 2
U CExcel 71 )LzZEN
v
4 A | B | 6 | b | E | F | & | H | 1 | g | ® [ L | M | N | o | p | a | r |[I|#HHENEZEXCcel

Territor Change Conditic Docume Addition Fees
South Ko - Change 1. All che (P7) Dat Mot spec MA

Timeline Submiss Languag Impleme Product Submiss Drug Ty Pharmai Procedir Variatio CTA Ar Sources

20 workil - Mot SpeEnglish; K.Do tell  FPP

China Chang Mot Sper Mot Spec Mot Spec Mot Spec Mot Spec eCTD Chinese Mot specilMP
Thailand  Change i 1. The ol 1. Amenc - Variatio - Applicat - 40-55 - The varEnglish; T Tell, wait FFPP

Pl

Mew Drug Drug ProcSolid oral; Standard  Annual Report{AR) 9110; 5955
Mew Orug Drug ProcSolid oral; Standard Procedure Significan%?ﬁil
Mew Drug Drug ProcSolid oral; Standard  Minar wvariation (Pric10073; 100

TT7ANAAX=Z
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Report | Key Facts (I ER—)

- B4 DE - g - BEORFIBMHCEHITDILNR—- hERRUET
- &/<IEH : Key Facts, Procedures, Detailed Requirements, Sources, Change History
«  “Report”BIEIDFHAR K (E"Key Facts" T

Key Facts

« RRFOEDEHIGICHEZS X DEEN DIFRNIBR(CDONWTIRMOTHR/)(\— bOI#EHLUET

Cortellis CMC Intelligence | Small Molecules | Post Approval Changes & Clinical Trial Amendments

HEEDLR— hDORIE

Key Facts Key Facts BFHARLUTULWET
Upcoming Guidelines ¢

Summary and Drafts China - h %ﬁj%. . i‘miﬁo);‘%?}%

Procedures
@ » Detailed Requirement
Detailed » (CFDA - China medicine agency name has now been changed as NMPA (Mational Medicinal Products Administration) from July 2018,
sSources » Chinese regulations are evolving rapidly, particularly core CMC DS / DP review processes (new drug classification in March 2016 and 2020).

* Regulations are becoming tighter and more aligned to ICH, US & EU. China became a full member of the ICH in 2017.
The National Medical Products Administration (NMPA) held a symposium on the process and prospects of the International Council for Harmonization of Technical Requirements for Pharmaceuticals for Human Use (ICH) to review the progress of China's participation in the ICH and

plans. To date {June 2021), China has transformed and implemented 46 ICH guidelines by issuing announcements on application or application recommendation of ICH guidelines and publishing the Chinese version of original ICH guidelines, and assigned 69 experts to participate i
of ICH issues.

Change History

Local trials can be performed in all phases of clinical development (previously only Phase 2 and above) Review and drug control/testing can occur at both provincial and federal level during registration process. Provincial FDA (PFDA) is involved only when drug product is manufactu
testing by NICPBP is always required; for locally manufactured drugs, NICPBP may appeint a provincial drug quality control institute For imported drugs the entire review process is done by CFDA

Updates

Drug marketing permit (DIL) required for FPP for marketing

Q * API and excipients are following China DMF (Technical Review for DMF of API is 200 working days)
» Normally, 60 working days for clinical trial filing
» Around 200 working days for FPP for marketing

L @ Repo rt”WO)j The "China Listed Drug Catalogue" is published on the government website of the State Food and Drug Administration in the form of a web version and links to drug review reports, specifications, patent information and other databases.

Cortellis —_ —

\/T \/\\Jt)J;E*Z_ * The State Food and Drug Administration will directly update the newly registered classified drugs and the drugs that have passed the evaluation of the quality and efficacy of generic drugs directly into the "China Listed Drugs Collection” and update them in real time.

» The carrier includes generic drugs approved for marketing, modified new drugs, generics registered in the new chemical classification, and specific information on drug evaluation through consistency in quality and efficacy.

* Designated reference preparations and standard preparations for generic drugs, indicating specific generic drug varieties that can replace the original research drugs, etc., for the pharmaceutical industry and medical professionals and the public to understand and inquire.

NMPA has published the guidance decuments on Generic Consistency evaluation and Reference Preparation selection procedure and application requirements for the generics drugs which are approved and marketed domestically.

2 Clarivate” 19



Report | Upcoming Guidelines and Drafts (S#DHA RS5A14 O ZEEFEYL RS T MXEEEHR)

« REERPOEICHBITDISEFEDTEDHA RS2, RST MROXE. BREETDHA RSA2EREDFERE
7“} j;_ l\bgsa_o

Cortellis CMC Intelligence | Small Molecules | Post Approval Changes & Clinical Trial Amendments

Key Facts Upcoming Guidelines and Drafts
Upcoming Guidelines
and Drafts )

Summary China -
Procedures

E' > Detailed Requirements

Detailed CDE Notification: Seliciting Public Comments on ICH Guideline M4Q (R2) The Common Technical Document For The Registration Of Pharmaceuticals For Human Use: Quality (Draft), 14-Aug-2025 (Source (D-11386)

Sources

CH Guideline Draft Topic M4Q(R2) Step 2: The Commeon Technical Decument For The Registration Of Pharmaceuticals For Human Use: Quality, 14-May-2025 , has entered the third stage of regional public consultation. According ti

@ ) . document from their respective regions and provide feedback to ICH. The feedback form is also available in this document.
Change History

This document contains the English original and Chinese translation of the M4Q (R2) guideline draft. The content of the guideline and its Chinese translation are now open for public consultation. The M4Q(R2) guideline establishe
medicinal products for human use.

ing of master files, and applies to both initial marketing authorisation and post-approval submissions. This guideline is structured to be flexible to accom

t supports various submission types, including those |'Efer"1gto Or Consis
Deadline for comments: before October 31, 2025.
This document contains:

Scope and organization

Module 2 Common technical document summaries
Module 3 Quality

Abbreviations

Glassary

Reference

Cortellis

.
gt R

.
oo

CDE Notification: Seliciting Public Comments on Technical Guidelines for Post-approval Pharmaceutical Change Management Protocols of Chemical Drugs (Draft), 09-Jun-2025

* Link to the document: LINK

* Release Date: 09 June 2025

» Deadline for comments: 09 July 2025

» Tostrengthen the management of post-marketing changes of chemical drugs and promote the implementation of ICH Q12 in China, the Center for Drug Evaluation drafted the Technical Guidelines for Post-approval Pharma
comments.

» This guideline aims to provide reference for marketing authorization holders/active pharmaceutical ingredient registration or manufacturing enterprises (hereinafter referred to as holders/registration enterprises) to impler
the use of post-approval change management protocols (PACMP).

» This document was drafted in the following sections:

1. Overview

2. Application of PACMP. The application process for PACMP typically involves two steps: submitting the protocol and implementing it.
3. Dossier reguirements for PACMP

4. Amendment to the approved PACMP. Revising an approved PACMP requires submitting a supplementary application.
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Reports | Procedures (HEf - FEHI 0O R)

Detailed

&

Report
G
Updates

Cartellis

Cortellis CMC Intelligence | Small Molecules | Post Approval Changes & Clinical Trial Amendments CTA amendment & PAC Procedure o) Q
et Agprse cnanges o ik
Procedures Pro submission Aor submission
China -
s s s 5 i e
Regulatory Submission Pathways -
« e - P et it
200 days
or Charg rpectorARng requed . B kb =
0 ays D cays
=% O e
\ =
OUw O U TCTHER
PP oo and Aaprnval - un;;}flj;‘
; - Joex7JO-
% A —
- F v — hNaeRR
CTA amendment & PAC Procedure
Process to report Master File (MF) change/DMF/ASMF amendments
The infarmation below is as per SME(subject matter expert)
China does have DMF system for AP, excipients and packaging material. Although no specific DMF changes are listed in the regulations, Article 19 of Source 1D 8367 r
approved as part of a drug registration {"active’ DMFs).
Article 19
n the case of changes in APIs that have passed review and approval, the API registrant shall first determine the change management category according _ — — 4=
record before implementation, or report iemqjo) (L- 35 (’j-é
I~ === X 4 —\)D""‘7K
it. The MAH registrant shall timely update the change information on the registration platform. Before the change is implemented, the API registrant shall prompil QEEEDEE]& ﬁﬁjm
o AT . - . - i file 3 eun i - ~ " ~ e — =3
study the degree of risk that the change may affect the pharmaceutical preparation’s quality, file a supplementary application for the change, file it on record, or re t Z ﬁ ((_ Ea g‘éll ﬁ*&
procedures yet, the API registrant may update the relevant information via the registration platform on CDE website anytime
PAC Relevant Procedure
Provisions for Post-approval Changes of Drugs (Trial) Source ID 8367 -Appendix 1
21

4

CTAMDamendme

nt

SEBREDEEHF) BRIUTMRERMOZERF L, TOFEE - AR TOCADBEREZFRRILUET

BFEIL— hBXUOFERETOTCRETIO—F v — hTRRSN. BEDIAALSAY (EHEOAKBEREERCHEBRSH LT
DHAfE) DIEHREHE THRHELET
Flc. BETEICREEOEERFRXD(CHT IIFHRFRMLET

Key Facts

Upcoming Guidelines
and Drafts

Procedures
> Detailed Requirements
Sources

Change History
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Reports | Detailed Requirements (FREIZE4

- B

o JAa LY —tEEEEEHRREETY

- COHETEIE-—DOEDBIRLCITZERRIUEFT . WHRROKEMEATEEEA

¥i)

Cortellis CMC Intelligence | Small Molecules | Post Approval Changes & Clinical Trial Amendments

Summary

B8

Dietailed
Repaort
Updates

Cortellis

2 Clarivate”

Key Facts

Upcoming Guidelines
and Drafts

Procedures

v Detailed Requirements

* Administrative

 Quality

Manufacture

Control of Starting
material/Active
substances/Reagenty...

Container closure
system

Stability

Design space and post
approval management
protocol

Control of Finished
Product

Control of excipients

DMF/PMF/VAMF
{Drug/Plasma/Maccine
Antigen Master File]

Extension of Marketing
Authorization

Referral

Medical device
Changes

Other Quality changes

Description and
compaosition

RERTHORE ~EY O

Manufacture ==

Filters China

Change Description

JAI)L5—
HgezRa <

Conditions

Documents Required
Additional Information
Fees

Timelines

Submission Format

Chinese
Implementation type: Tell, wait & do

Product Type: FPP
sion Type: New Drug, Generics
pe: Drug Substance, Drug Product

ure: Standard Procedure

C cation type: Major

rmi: Solid oral, Liguid oral, Liquid Injectable, Inhaler, Solid, Modified Release, Powder, Cream, Spray, Drops

CMCEH4OHHBEmEZFR R UET (12/X—>TEEBA L= "Detailed Requirements Comparison” B UARETTY)

Change Descriptioni®
ConditionsFnD &t
23> 0UvIUTH
HEGOREBOVY) —%&
ERUET

g product

1. Not app| TCable 0 C hanges relating to anuTaCtaTer responsible for batch release or a site where only batch release takes place.

2. For addition or replacement of the company or party responsible for batch release, please refer to MiV3.
3. If there are changes to the manufacturing process, MaV-9 is also applicable

Documents Required

1. Proof that the proposed site is appropriately authorized for the pharmaceutical form concerned, such as a valid Good Manufacturing Practice (GMP)
certificate and/or a Certificate of Pharmaceutical Product (CPP) which covers GMP certification.

2. Comparative batch analysis data of drug product of at least two production batches (or one production batch and two pilot batch) form the
proposed site and last three batches from the current site; batch analysis data on the next two full production batches should be available upon
request or reported if outside specifications (with proposed action)

3. Stability data as per ASEAN Guideline On Stability Study Of Drug Product and report if any results fall outside shelf life specifications (with proposed
action).

4. Revised drafts of the package insert and labelling incorporating the proposed variation (where applicable).

5. Validation scheme and/or report of the manufacturing process as per ASEAN Guideline on Submission of Manufacturing Process Validation Data for
Drug

-« Change Description: ZERAE

-+ Conditions: A3 DiEAZES

8. Rel

e Documents Required: FREBICIHEIRIXE

izj‘ Additional Information: #R&I T4+ X/ \— b S DENNEER

zn Fees: HiEFHi=ER

the ty

Timelines: BBY 1 LAT1>
Submission Format: EBEEET

Additional Intormation

Variation of any marketing authorization cannot be preceded unless it obtains prior approval from TFDA.

The major variation is classified as level 1 and level 2. However, it is not different in submission process, fee, or timeline. Only requirements
are different, which is determined by conditions. So they are included as MaV.

For Biologic drug, Thai FDA was implemented vaccine guideline for vaccine. But for biotherapeutic drug, Thai FDA was draft variation guideline
for biotherapeutic product before, but it has not implemented.

However, Thai FDA also allow using WHO guideline or EMA guideline for vaccine and therapeutic drug. In the case that there are some
discrepancies in the requirements outlined in WHO guideline and EMA guideline, please follow the WHO Guideline.
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Report | Sources (FFIEH4DIGERIRDOMHE:R 1/2)

« BRFBAORHRR. SRXEZIUAMELTWET
o COEENSHEHEIXEDRIPDFRETROATF. HRFIXENMEHR N O DIRHFEBOURLZHERTE XTI .

Cortellis CMC Intelligence | Small Molecules | Post Approval Changes & Clinical Trial Amendments

Key Facts Sources

i oidetes REOFEE. FLTRERLED S
and Drafts RBEZ CEFET Y%@%Hﬂl H. 14 L. 'Iﬁﬂ;)ﬁ@*ﬁtﬁ

R eroceoures : —— GREILBOEHZE) . Source ID.
, : IDRACES (Cortellis Regulatory
DE: etalled Requirements — ﬁ IntelligencedXE &EIEE L TUL\DIEE)
Sources . s - rderty 7

B

T Change History

CDE Notification: Soliciting Public Comments on ICH Guideline M4Q (R2) The Common Technical Document For The Registration Of Pharmaceuticals For Human Use: Quality (Draft), 14-Aug-2025
] Center for Drug Evaluation (CDE)- China

IDRAC Number: 412499

SourcelD: 11586

Status: Valid

Updates

NIFDC Notification: Drug Registration Inspection Procedures and Technical Requirements Specifications (2025 Revision), 14-Jul-2025
National Institutes for Food and Drug Control (PE&&FG4s EHER)

IDRAC Number: 410766

SourcelD: 11762

Status: Valid

Cortellis

CDE Notification: Soliciting Public Comments on Technical Guidelines for Post-approval Pharmaceutical Change Management Protocols of Chemical Drugs (Draft), 09-Jun-2025

ot @ o] S0 [ [TGETSOURCE 25U 5 L CRAREEATCEET

SourcelD: 11546 (;ﬂﬁ’&%,ﬂ,ﬁ)

Status: Valid

CDE Natification: Soliciting Public Comments on ICH Guideline Q1 Stability Testing of Drug Substances and Drug Products (Draft), 06-May-2025
Center for Drug Eya ign (CDE)- China (_GET source
IDRAC Numbef: 406656
SourcelD: 11317

Status: Valid

IDRACES DU > D&IUw I LT, MEISKEZC Cortellis
Regulatory Intelligence N CHRIEET
(> Clarivate” (Cortellis Regulatory IntelligencedDZZHINNETY) 23




Report | Sources (FRFIZHDIFIRIROMHEER 2/2)

+  SourcesOEZEEXE X NT"GET SOURCE"ZUUwv T (RIEESRR) I3 EFHlRy T 7y INERUET,
o IRYTTYINSHEEIXEDRXPDF, HREIRPDFOAFNTED(FN HZRHFHNEMER N TV DREFZHZ
DT A FOURLZHEER TEET,

x
Source: 11986

Title: CDE Notification: Soliciting Public Comments on ICH Guideline M4Q) (R2) The Common
Technical Document For The Registration Of Pharmaceuticals For Human Use: Quality (Draft),
14-Aug-2025

Date: 14-Aug-2025

IDRACESDU > D001 )w LT, REIXE%=Cortellis
S Regulatory IntelligenceNCTRZ XY
,:R;th R P (Cortellis Regulatory IntelligencedZ Z2ZHINNETY)

Origin: Center for Drug Evaluation (CDE)- China

Downioad Get PDF : A#IXE 2S5 DU>0— R TEX
%  Original Document 3'

_ ¢ Get Translated PDF : #3#ISZE N 5B
& Machine Translated Document (English) 9*0)%ggwi%é(;ﬁggw%b-&@qﬁ%l?_@

XTI (—EPDMERIEDF)

Disclairmer: AUTOMATED TRANSLATIONS POWERED BY GOOGLE are not madified or altere

ananty. Any discrepancies or differences created in

nee or enforcement purposes. If any questions arise relsted to the accuracy of the translated information, please

officisl source language version.

2 Clarivate”
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Reports | Change History (Report®E#ilEFE)

 “Change History"Tld. IREFRRHTDEDLR— NOEFEFEZHER TEET
- BERIEFENZEDEDZ LAIICERRUET

Cortellis CMC Intelligence | Small Molecules | Post Approval Changes & Clinical Trial Amendments

Bfenezd> 7Y
TR R CEFT

OAFOVYADED KEY IR
EISNICOMNMER TEFTT

Key Facts Change History
Upcoming Guidelines
and Drafts -
Summary China e
Procedures
E' > Detailed Requirements
Detailed
Dat Event T
Sources ate L
@ 18-Sep-2025 Updates

Change History

Report

18-Sep-2025

=

Cortellis CMC | 7-sep-2025
Intelligence®  |pzauvga0s
SFIVYNERE |
N84t

]

Aug-2025

13-Aug-2025

Cartellis 13-Aug-2025
11-Aug-2025
05-Aug-2025
14-Jul-2025
11-Jul-2025
11-Jul-2025
11-Jul-2025
03-Jul-2025
03-Jul-2025
03-Jul-2025

03-Jul-2025

2 Clarivate”

Upcoming Guidelines and Drafts
Sources

Sources

Upcoming Guidelines and Drafts
Procedures

Updates

Sources

Procedures

Summary Requirements
Procedures

Updates

Description /

Updates has new information

Upcoming Guidelines and Drafts has new information

Source COE Notification: Soliciting Public Comments an ICH Guideline M4Q (R2) The Common Tei

Source NIFDC Notification: Drug Registration Inspection Procedures and Technical Requirement:

es and Drafts has new information

Procedure Additional PAC-Related Details was updated
Updates has new information

liciting Public Comments on Technical Guidelines for Post-approval F

Source CDE Notificy

tration Inspection Procedures and Technical Requirement:

Source NIFD(

ication: Drug

Source NMPA Announcement No.2025/01: Issvance of the Appendix for Pharmaceutical Excipient

I: lssuance of the Appendix for Pharmaceu

Procedure PAC Relevant Procedure was updated
Summary Requirements were updated
Procedures were updated

Updates has new information
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Updates | #i515%kR

- “Updates"Tld. T—HIR—XDH5WB3 0> a>0OEFHIEHREZEC & (CHERTEED,
« RIAFTRIERESNTZRHISCE (Source Document) 2, ZNICHED T —INR—XDOEHFHEFEHRTEEI,

Cortellis CMC Intelligence | small Molecules | Post Approval Changes & Clinical Trial Amendments

Latest Updates Latest Updates ERDEZERL TT—HIN—X T—IXR—XRDE#HH (Publish Date)
/ DFfERHREHERLUET . BLUEHRNSZHEZ TEFI.
China

Reason for Update
MOST RECENT UPDATE
Publish Date: 18/09/2025
The following new guidance documents have been added under sources:
* Source ID 11986: CDE Notification: Soliciting Public Comments on ICH Guideline M4Q (R2) The Common Technical Document For The Registration Of Pharmaceuticals For Human Use: Quality (Draft)
Sections updated with released guidelines are listed below:
* Sources
* Updates

* Upcoming Guidelines section has been updated with brief information from the source ID 11986

PREVIOUS UPDATE

Caortellis

Publish Date: 13/08/2025
Following the new guidance documents added under sources:
* Spurce ID: 11546- CDE Notification: Soliciting Public Comments on Technical Guidelines for Post-approval Pharmaceutical Change Management Protocols of Chemical Drugs (Draft)
* SourcelD: 11836- CDE Notification Mo.2025/30: Questions and Answers on the Study of Pharmaceutical Similarity of Biosimilars
* Spurce ID: 11762- NIFDC Notification: Drug Registration Inspection Procedures and Technical Requirements Specifications (2025 Revision)
Sections updated with released guidelines are listed below:
= Sources
* Updates
* Summary Requirements:
The Question-and-Answer section has been updated with brief information from Source 1D: 11836
* Pathway summary:
Additional PAC-related details section has been updated with brief information from source 1D: 11762

* The upcoming guideline section has been updated with brief information from Source ID: 11546

2 Clarivate”
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Alerts | 75— NERTEE

« FAR7S— bODEREN, BEICTE
« REBHDT S — NMIERRBNEC—

I:1

BERRSNET

EbTJj NOBIBNTEXT

Cortellis CMC Intelligence | small Molecules | Post Approval Changes & Clinical Trial Amendments

“CREATE ALERT" /RS> %Z 7
UwO9ddE 75— NEE
IRy T77y TEEAHEET

N

My Selection

Australia, China, Japan, New
Zealand, Philippines,
Singapore, South Korea,
Taiwan, Thailand, Vietnam,
European Union, Belgium,
Brazil

Brazil, China, Japan, USA,
United Kingdom, European
Union, Canada, Czech
Republic, France

Brazil, China, Japan, USA,
United Kingdom, European

Union

Brazil Capada China Frapes

Content Type

Sources; Detailed

Requirements: Administrative,

Quality

Alert Status

Active @i

1

Create Alcrtl‘

Delete

PS5—NEA> (Active) . A
vetd 7 (Inactive) DUIBMNTEET,

AN PSRRI LR EB, —

B (CFLET DT ENTEFT,

Detailed Requirements:
Quality

Active @i

Alerts REBHDT Z— SOMERRBINR
[CURBFRRENET
Summary Name Date Created Frequency
5]
T
Australia 01:51 02-Oct-2024 02-Oct-2024 DAILY
7o — N DIRENTEET
Brazil 06:54 03-Jul-2024 [E4 03-Jul-2024 DAILY
Brazil 06:52 03-Jul-2024 (E4 03-Jul-2024 DAILY
Sruraay — e —
Bra &E;ﬁﬁTU— l\_ﬁ. ﬁmlﬁg

2 Clarivate”

« Name - 75— I\%%’I\ (BE (A 5ENET . EREOZXINCEED]
77> — NERTEH
NEE (daily, weekly, monthly)
V53— BROMREUTGEIRENTLVVIERZ—E
75— hsROD
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Product: Cortell
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\ Your DAILY alertfcontains information that was updated on or after 19-Nov-2025

was added
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Date Event Type Description
)y | 19-Mov-2025  Sources update Source MFDS Guide-1261-03: Q&A on Management of

Manufacturing Method Change after Drug Approval, 22-5ep-2025
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