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Cortellis Regulatory Intelligence -

e Canada, United States « ASEAN*

 Australia, Hong Kong, India, Indonesia, Japan, Mainland
China, Malaysia, New Zealand, Philippines, Singapore, South

» European Union*, Eurasian Economic Union (EAEU)* Korea, Taiwan, Thailand, Vietnam

 Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France, Germany,

Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, « MERCOSUR?*, SICA*

Luxembourg, Malta, Netherlands, Norway, Poland,

Portugal, Romania, Russian Federation, Serbia, Slovakia, * Argentina, Brazil, Chile, Colombia, Costa Rica, Guatemala,
Slovenia, Spain, Sweden, Switzerland, Turkey, Ukraine, Mexico, Panama, Peru, Venezuela

United Kingdom

 Gulf Cooperation Council*
* World Health Organization (WHQO), International .
Conference on Harmonization (ICH) » Algeria, Egypt, Iraq, Israel, Jordan, Kenya, Lebanon, Morocco,
Nigeria, Saudi Arabia, South Africa, Tunisia, United Arab

o ™ Emirates
D Clar1vate *Coverage of regional body only. 6
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https://www.cortellis.com/intelligence

Accelerate life sciences
innovation

Cortellis unlocks hidden insights in data and accelerates
innovation through a suite of life science intelligence solutions

spanning discovery and clinical development through
reqgulatory submission and commercialization.

Current subscribers can log on to the right.

Not yet a subscriber?

Learn more
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Regulatory Intelligence Go to Regulatory Intelligence

Comprehensive and expertly-analyzed global regulatory intelligence.
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CDE Notification No.2023/39: Technical Guidelines for the ldentification, Management and Evaluvation of Drug-
induced Liver Injury in Clinical Trials, 07-Jul-2023

Valid 367494 China Reference Document Guideline Translation: Machine Translation
Drugs and Biologics

Clinical Research Pharmacovigilance Technovigilance Risk Management

[ | h ch -

L. Summary Summary

Abst
2. Document shract

In order to further guide the evaluation of the potential possibility of drug-induced liver injury in drug clinical trials, ensure the safety of subjects,

and obtain safety information to evaluate the risk characteristics of investigational dentification,

Management and Evaluation of Drug-induced Liver Injury in Clinical Trials is publi

3. Reason For
Machine Translated Document

Update
dRk
4. Mentioned This document provides guiding principle for monitoring, assessment, and manaff @ [roe | @ fjury (DILI}, which is
Documents mainly used to guide the clinical evaluation of DILI risk in Preview Download | View on Side
{English]gj (English) by side
5. Mentioned By Disclaimer:

AUTOMATED TRANSLATIONS POWERED BY GOOGLE
Last Updated Date Added Date Authority Acceptance Date are not modified or altered by Clarivate and are
05-Feb-2024 10-Jul-2023 07-Jul-2023 provided "as is” without warranty. Any
discrepancies or differences created in the
translation are not binding and have no legal effect
for compliance or enforcement purposes. If any
questions arise related to the accuracy of the
Document translated information, please refer to the official

source language version.

Final Chinese E * o
\ v POF

- + BHEL-A : 2 & A

WAEIR T A 1> &0 Uy 053 E. B
| RERONEERREL GO0 R
FBIHDA= T —HFRESNET

Support
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Machime Translated Document

dE

Preview Download View on Side
(English) (English) by side

o INEREHNEBIERII ) (CHEMEIERZ BN L TWLET
(Valid =52¥ThR3XEDHITER)
s MERKIDNY_21 )L TOREBIERZIRRHELU TWLWELLTDEICD
WTIEBIEHmEY— 2 77)LEERBSIRMELNEUE T,
* Drugs and Biologics: China, South Korea, Taiwan, Japan,
Brazil, Mexico, Israel, Russia
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USA, China, European Union,
International’2 &

Clinical research, Dossier format and
submission, Product Assessment,
Manufacturing and control, GXP,
Orphan Products/& &

Legislation, Guideline, Standard,
Product Approval Report/a&

Reference Document
Regulatory Summary
Regulatory Intelligence Report

Authority Acceptance Date, Source
Publication Date, Coming into Force
Date, Last Update

REFEMRIC UV EPHISOIEEN TEFXT

BRHENXE/LIR— FORSHBEET D hEY TIEBD > 7 v IR
ZREENC TS ULTED. RFENERDIAHTTERTEFTT

BRFINE/LR— FORNBHEET DINEDERZIEE CETET
- ZEFEXEDOIEFE(C DL\ TIFRegulatory Intelligence Report
AD"Reference Document Inventory” CHIBEHRNESNE T

Reference Document (ZFEZHBOARXE)

Regulatory Summary (GREIDEREXE)

Regulatory Intelligence Report (-1 RS > DFE & HEERIEER
LiR— &)

RHEHEFEOFHBEIEE CNEZRDIADCENTEET

Authority Acceptance Date: HEICHIFTDINXEDER/HIRE
Source Publication Date : HED T Y1 M TOARKH

Coming into Force Date : AR&HIDFEZNFEH

Last Update : —OIX—X EDRMEEFHFH Grrigs. FEREN.
PIRXABNSU NEEHEBERASHDEFHZITD IEB)
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« Official: FHEIHBIC K> TR EARSNIZREBIRE

« Unofficial: AR TdH B ENBHRSNTUVRVEREEMR (HEHAD
Translation Status Official, Unofficial, Internal, In Progress U CLWBREBYEESD)

« Internal: 5 UNRA MMZKDREBEER

« In Progress: 5 UNRA hOFERFXE (BT FEHZHEREIEE

«  CompanydDZ5|hMd5 =N /zDocument TypelCDUL\T. TBEZT

DR DIAHNBIEET T . CompanyR5 T EHRISIUTDOXETY .,
EEMDProduct ApprovalXE

U SER D : - *
Company R, ERmaEA—I—F - [EEHEIDProduct ApprovalXXE
» Pediatric Decision / Written Request
+ Warning Letter
Regulatory Version Final, Revision, Draft¥ « MFEINEBED/IN—->3> (EEICX>THLSMNIETNTLDIED)
Languages English, Russian, ChineseZ o REINEBEDSEBICKDRDIAHNA]HEE
Dosage Form EESDProduct A = . BIBLTOR DIAF DI ETHE
POULUEE . . pprovalXEZ&X5R(C. BIBITDRDIAHNEIEE
gg)ar;;gs & BiologicsE>1—J)b Tablet, Powder, Gel, Spray, Solution etc. (DrugS & BIO'OgICS:E:/J_)l/O)aj‘)
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Medical Devices & IVDs

Source Documents

“Source Documents”4J

(CUIDBX THRFRZFEIT

Regu Iatory Drugs & Biologics
All Comparison Tables © Intelligence Reports Regulatory Summaries@ [
Search
RSB ERSRS w—— . = Adv|
RBHIIRMEETD -
AIRER(THHIS

Document Type Country/Region Topic Date Translation Status Medical Devices Specialty All other filters Reset Filter

IIIIIIIIIIIIIIIIIIIIIIIIIII’

“Source Documents”" MY TN THRREEITI DL, BREMRIEHNBHFHMN(C
Source Document®H(cBRE=NE T,

“AllI"F T D"Quick Search” (RN, XEDHSA ML, PITRA RSO ST,
PDFDXELXERBEMRICIADET,

RFREBHN L D THRENDABTH TETZIN. ERDT— REDBEEENMELI
EERF/RICSENDOUEENEEDET,
Source Documentsy JRDIERT(E. MRT— RE U CRMEGERTIEE T .

Regulatory > Source Documents

8 results for ‘T ARZ BI{F SRS’

Switch to Comparison Tables

%= Refine Search ~

MERE R ERFERS
= Filter
Document Type Country/Region Topic Date Translation Status

Showing 1-8 of 8 results

Iz Customize Columns ~ (2) It Sorted by Relevance ~

Summary Title

Notice: PSEHB/PED, PSEHB/PSD: Revision of Q&A on
ADR Reporting in Post-marketing and ADR Reporting
ENLIA IZ:'E'} During Clinical Trial That Are Aligned with IC

10-Aug-2023 ) (v ) ( P

Notification: PFSB/FLD. PFSBISD No. 0515/1: Post

Medical Devices Specialty

All other filters

Abstract

This document contains the
for Notification: PSEHB/PED|
PSEHB/PSD No. 0207/1: ADH

This Notification nresents tH
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Guideline: Public Manual on New Drug Registration (except biological products), 26-Mar-2019
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5 Title  "risk management j
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Save Search Query

plan™ 30

Query "risk management plan”

ERDT7 S — MEIVEERETETET

ides guidance to FULIITAWRI I g g e:
rssment of risk Draft guidelines are now available in Publi
gation strategies (REMS) Comments Tracker (IDRAC 290989)
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China (8)

Regulatory Intelligence Reports (1) [ Public Comment (1)] E Regulatory Summaries (2) [ Expert Report (2)] u Reference Documents (5) [ Guideline (2); Product Miscellaneous (1); Regulation (1); Report (1)]
Public Comments Tracker
167288 Drugs and Biologics Regulatory Intelligence Report Public Comment Cther Topic English

This Regulatory Intelligence Report provides the Consultation Documents for Public Comments and Outcomes. The documents listed in excel table allow you to follow the regulatory history between drafts and their final official ver
Reason For Update:

This is updated to include any new and updated content related to the Public Comments Tracker Intelligence Report

Last Updated Date: 21-Mar-2025
Regulatory Version: None
Source: Internal

4 Backto China 4 Back to Country/Region 1 Backto Top

How to Market Generics and Biosimilars
46817 Drugs and Biologics Regulatory Summary Expert Report Daossier Format and Submission Generics and Biosimilars Regulatory Procedures English

This Regulatory Summary describes the information related to the generic products and biosimilars in China.
Reason For Update:
Content Update on 20-Mar-2025:

{

The regulatory summary has been updated to add the drafted information for data protection in section Q2.1 as per NMPA Soliciting Public Comments on Implementation Measures for Drug Trial Data Protection (Trial) and Drug Trii
Protection Work Procedures (Draft), 19-Mar-2025.

Last Updated Date: 20-Mar-2025

Source: Internal. PharmEng Technologv
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Regulatory
All Comparison Tables
Browse

Q Drugs and Biologics

Brexit Tracker

Eurapean Unian

» Citizen Petitions

* Petitions

r Committee Meetings and Experts

* Advisory Committees

Intelligence Reports Regulatory Summaries Source Documents

Ap—

Intelligence Reportsdd5 J%& 01w
UrEvOD—EZRH<

Q @txpand all @Lullapse all

W Medical Devices & IVDs

» Committee Meetings and Experts

* Advisory Committees
* FDA Workshops

France

» Compliance and Inspections

* |Inspectors Table

* Warning Letters Overview
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1. Download Excel’RI > T
BiESYDO>O—R

[ Download Excel

Document

Hone English

Expand

SEEEEEEESEEEESEEEEEREEEERENE
he I\ My
g ‘ﬁ ] ~, W
2. PDFXXEADFRMFI7AINELT : EB55DAETSH
xlsx-report-136082 xisx N =4 =
*—~Nv bDOERZRES N il /) 19714 )V%&
ExcelJ <Y ER : A Excel 7 7 A
]
W <)
1 ~ [ ] ~ \J
(PDFEA—D—DOUYIB7ZAY) : A O—RTEET
]
]
Application/ Active Substance
Name Active Ingredient(s) Submission Type |Application Number |Status
MEN'S ROGATME rrinoidil =hDA 21812/016 Fnown active substance
CADUET arnlodipine | atorvastatin MDA 21540/047 Krnown active substance
the Excel Spreadsheet attached to this PDF, please click the paperclip icon. GOMAL—F RFF follitropin alfa sBLA 217654013 Known active substance
see the paperclip icon, please ensure you have the PDF viewer extension for GOMAL-F RFF follitropin alfa sBLA 21765/014 Known active substance
your browser. GOMAL—F RFF follitropin alfa =BLA 21765/044 known active substance
fing difficulties please check the System Reguirements or contact Customer PROGRAF faerolimus shDA 210115/004 Known active substance
N ort for Hel _ ASTAGRAF =L tacrolimus MDA 204086,/ 005 krnown active substance
2UBEOTT FOF RElp. GONAL-F fallitropin alfa SNDA 20378/ 045 Kriown active substance
GokAL-F follitrapin alfa =MD 20378/067 Krnown active substance
GOMAL-F follitropin alfa =D& 20378075 known active substance
JALYM dutasteride ; tamsulozin hydrochloride MDA 22450,/011 Fnown active substance
MARGEMZA rmargetuximab—cmkb MDA 61150 Mew active substance
OFDLO hivolurnab =BLA 125654/ 055 Mew active substance
FEMTORA fentanyl| citrate =MD 21547/030 Krnown active substance
SUBESYS fentary! =MD 202788/021 known active substance
LAZAMDA fentary! MDA DORG0/000 Krnown active substance
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ICH Guidelines ImplementationZz/&H UZICHA 1 RS > D515k,
O—FILADED ANVRRD by F20

Intelligence Reports(3RH ORIBEHR. MHOERFEHRE, RLBDTLR— hEEAUZBHRINEN BTEE

ICH Guidelines Implementation TI(3IRIR RS T REEBEDEDESDICHA A RS> D—&. IREDSTEP. BARERICINZ. HFH.
hE, BEORANRREETE-FIU> I TETEY,

» Regulatory Authority Guideline Overview

* ASEAN Guidelines Implementation

* International Scientific Guidelines adopted in Australia

* GCC Regulatory Harmonization
* Guideline Matrices

¥ ICH Guidelines Implementation

I International I

Fvnozire to fizcece Clinical Safety for Dross intended

AV the Futent of Ponlation Fvnosire to Acsecs Clinical

A B (] D E F G H I J
Title Date ICH Category |ICH Code ICH Topic ICH Step Guidance Bulletin_ |Country Local imple mentation Date
ICH Draft Guideline: Routes of Adminiztration Controlled [10-hay—2005
Wocabulary (developed by the I0H W5 Expert Workin,
Groupl, 10-May—2005 (DRAGC 51044)
ISH Draft Guideline: Units and Measurements Controlled |10-hay-2005%
Wocabulary ldeveloped by the ICH ME Expert Workin,
Groupl, 10-Way—2005 (DRAC 51045)
ICH Guideline Topic E1 Step 4: Extent of Population 27-0ct-1994  |Efficacy E1 Clinical safety Step 4 147518 Canada Adoption of ICH Guideline: E1 = The Extent of Population (15965
Exposure to Assess Glinical Safety for Drugs intended Expozure to Assess Glinical Safety for Drugs Intended
for Long—Terrm Treatment of Mon—| ife—Threatening for Long—Terrm Treatrment of Mon—| ife—Threatening
Conditions, 27-0ct—1504 (DRAS 16530] Conditions, 1955 (DRAC 42043)
IEH Guideline Topic E1 Step 4: Extent of Population 27-0ct-1954  [Efficacy E1 Clinical safety Step 4 147512 China CDE Motification: Soliciting Public Comment on 24 IZ2H  |18-Dec-2018
Exposure to Azsess Clinical Safety for Drugs intended Guidelines Tranzlated from Enzlish to Chinese, 18-Dec—
for Long—Tertn Treatment of Mon—| ife-Threatening 2018 (Enzlich and Chinese Yersions) (DRAC 288020)
Conditions, 27-0ct—1594 (IDRAGC 16930]
ISH Guideline Topic E1 Step 4: Extent of Population 27-0ct-1994  |Efficacy E1 Clinical safety Step 4 147518 Europsan Union  |CPMPAICHA375/95 IGH E1, Step 5: Population Exposure: [Jun—-1295
Exposure to Assess Clinical Safety for Drugs intended The Extent of Population Exposure to Assess Clinical
for Long=Term Treatment of Mon-Life-Threatenin Safety for Drugs Intended for Long—Term Treatment of
Conditions, 27-0ct-1504 (DRAS 16930] Mon-Life-Threatening Conditions, Jun-1995 (DRAG

185653

ICH Guideline Topic E1 Step 4: Extent of Population 27-0ct-1994  |Efficacy E1 GClinical safety Step d 147518 Japan Motification PAB/PCD Mo, 582 IGH Guideline (E14, Step |24-hiay- 1555

2 Clarivate”
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Regulatory SummariesANOr7 It X

™ l

[t |
(e |

Al ® Comparison Tables (i) Intelligence Reports ‘ Regulatory Summaries _ Source Documents
Browse Search Regulatory SummariesdD5 =20 Uvw oL cEYOD—EZR <
Filter by = Country /Region Q @ Expand all @ Collaps
Q Drugs and Biologics Y Medical Devices and IVDs
» Authorities and Organizations Medical Devices Regulatory Framework
» Competent Health Ministries and Regulatory Agencies | Country Algeria, Argentina, Australia, Austria, Belgium, Brazil, Bulgaria, Canada,
Summaries Chile, China, Colombia, Costa Rica, Croatia, Czech Republic, Denmark,
o _ _ EAEU, Egypt, Estonia, European Union, Finland, France, Germany, Greece
> European Institutions and Bodies | Overview Guatemala, Hong Kong, Hungary, India, Indonesia, Iraq, Ireland, Israel,

Italy, Japan, Jordan, Kenya, Latvia, Lebanon, Lithuania, Malaysia, Mexico

* European Heads of Medicines Agency | Overview
P gency| Morocco, Netherlands, New Zealand, Nigeria, Norway, Panama, Peru,

2 Clarivate”
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Hide Toolbar 1 /27

Index x

a ¥ Q1 Introduction 2

Q1.1
Introduction

Q1.2 Legal
basis and

regulatory
framework

v Q2 GMP s

requirements

Q2.1 General
principles

Q2.2 Product
specific 5
requirements

Q2.3
International 5
agreements

v Q3 GMP
certificate

2 Clarivate”

Q- 75%

Regulatory Summary

Q+

IDRAC 47693

2 Clarivate”

Continuously monitored and updated

Quality Assurance: Good Manufacturing Practice and Inspections

(Taiwan)

SNTZEXEB THE

Reason for update

[Content Update

Date

[2026-04-29

Reason for update description
[The regulatory summary has been updated to concern the followi
ichanges as impacted by MOHW Letter No.1151102225: |ssuance o

the Revisions of Guideline for Plant Master File Application. Note for

 Dasai : € tEare,
\Pharmaceutical Manufacturers of Imported Drugs, Guideline for
[27-Apr-2026 (IDRAC 428388):

= revise the information about GMP variation in section §2.3
* add information about the online submission of Plant Master
File in section Q4.1

[Content Update

|Content Update

[2026-03-26

[2026-03-16

[The regulatory summary has been updated to change the reference
idocument Law: Pharmaceutical Affairs Act (PAA), 04-Mar-2026 (IDRAC
#25908) only in sections Q1.1. 2.3 and 4.1 with no impact to the
fcontent.

The regulatory summary has been updated to add information about
the solicitation of public comments on PIC/S Concept Paper in section
Ql2as H i

- (IDRAC 425434),

Formatting Change

[2026-03-12

e regul atory summary has been revised to edit tags without
ffecting the content.

TThe regulatory summary has been updated to add information about

#l : BECHIDIYA MRAI—IT 71 IV ERFIR

* SMF preparation

For SMF preparation, TFDA announced an explanatory note via (IDRAC
123945): Explanatory Notes for Pharmaceutical Manufacturers on the Preparation of a Site Master File
(SMF), 02-May-2011.

Besides, TFDA announced an explanatory note on SMP preparation per the GDP guide via TEDA Letter
No. 105110184 3 (IDRAC 226717).

If on-site inspection of foreign manufacturers is required by the TFDA, the applicant shall submit a fee to
the TFDA. and coordinate with the foreign manufacturer in preparing the information required for the
inspection process. On-site inspection could be applied by post or at the TFDA counter directly. it applies
to the applications for setting up new plants or adding new dosage forms and so on.

licati I

Applicant TFDA

On-site inspection Review application documents
application l

Notify of supplement and payment I

Payment
® Pay fee within
timeline (no longer Discuss on-site nspection date I
than 1 month) l
® Request postpone
timeline if need Notify of on-site inspection date,
® Provide supplement schedule, personnel, and matters

\ needing attention

[ On-site inspection I

1

Settlement for travel expense
Notify of refunding or paying extra
fee

Refund or pay extra fee
within timeline
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Regulatory

All Comparison Tables

o

Intelligence Reports Regulatory Summaries Source Documents

Browse Search | Comparison Tablesd% 7%= J)w 2L
NEwvon—EZR<

Q Drugs and Biologics

Brexit Tracker

Eurapean Unian

» Citizen Petitions

* Petitions

r Committee Meetings and Experts

* Advisory Committees

Q @I—.:pand all @Lullapse all

LL;J Medical Devices & VD5

» Committee Meetings and Experts

* Advisory Committees
* FDA Workshops

France

» Compliance and Inspections

* Inspectors Table

* Warning Letters Overview
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Country/Region

Climatic Zone

Requirements for Site Specific
Stability Data

Long-Term (real time) Testing
Conditions

Notes for Long-Term (real time)
Testing Conditions

Minimum Time Period (real)
{(months)

Mexico

At the moment, Mexico is still asking
for the stability studies of the last
manufacturing site, according to the
NOM-073-SSA-1 for stability tests.
(Mote: it is likely that Authorities will
ask site-specific stability studies in the
near future. Though no formal
instructions may be found officially,
they are currently requiring repeats of
stability tests in Mexico).

25° C +2° C/B0% RH + 5% RH or 30°
C+2° C/65% RH £ 5% RH

Choice of testing condition made by
applicant.

12

Brazil

Vb

ANVISA requires the complete
accelerated study and the twelve
months long term ongoing study, at
the submission of the application. If
the medicinal product falls into the
situations below, the submission may
include 6 months complete
accelerated study and ongoing long-
term study

30°C+2°C/T5% RH £ 5% RH

NIA

12

South Africa

South Africa is classified in Climatic
Zone .

MNote: In Table 2 of the WHO guideline
the long-term stability conditions for
WHO Member States by Region are
listed, with South Africa indicated as
zone VA, this is to be corrected to
zone ll. Long-term stability studies
conducted at zone VA and IVB
conditions, instead of or in addition to
studies conducted at zone Il
conditions are also acceptable

Mot generally required if the sites
belong to the same company.
However, stability data pertaining to
the manufacturing site, formulation,
APl manufacturer is generally required
if the sites are not subsidiaries of the
company, with the same systems,
equipment etc.

The Amendments guideline (IDRAC
148223) gives all the permutations for
different manufacturers.

25° C+2° C/60% RH £ 5% RH

Long-term storage at 30 + 2 °C /65 %
+5% RHor30+£20C/75% £5%RH
is also acceptable.

Where “significant change” occurs due
to accelerated testing, long-term data
for a period longer than 12 months
may be required to justify a provisional
shelf-life of 24 months.

MCE - 12 months
Generic : 9 months

2 Clarivate”
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https://clarivate.com/life-sciences-healthcare/ja/download/quick-guide-cortellis-regulatory-assistant/?tmstv=1760088779
https://clarivate.com/life-sciences-healthcare/ja/download/regulatory-assistant-release-notes-september-2025/?tmstv=1764170173
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FEREQ — AV-MXEERD IDRAC 203460 D B Z BERICEM LT 73 L)
B KIRE S E 2B CEANLRII BAZ o Answer

HaL . FEFRERIERZHEKXIL IDRAC 293460 (ICHELERHXE (CTD) HLUBEH A ES1>) OEREBEXEUTOED T

« F@l:CTDIE. £ FAERROEFHRICHTIEFENICANSNLETIA—T v bTHD. ICH (EXRRRHITH
MERESE) IC&>THEESNE L, BUK - BE « h+4 « X1 X - FEGC THREPFOMEE - BREE
HEELET.

BHILANIVDHAINL R - RELORAY b | SABERESOOET1—LICEEBIN, EV2—lo~SRSHE THELINTLET,
&EU1—LOWE - B3 - @HMEFHHACRESNTED, BY. HRESE, FURXF—2BEHE

REBETOIEADH NS, EFEIEN w5 ENET. RQANETIEA—ZHIP LI 3 ES, HEZORVECRE FOFANEREEINTUVET.

= = — N — L . g e - | _‘ 1 . | =] z [ s CTD7 #— w B : -
OISR 1T, ——RCEDB TEHNORIE RENR  HELE., RHEEE. AR EEREERTET #—< v MIBFEEEOER -
ZFZEO]EET T,

HE-ASaZ5—2avzMELL. EFHHE (eCTD) LIPELET,

o FHhBft: MasStep i (20165FE6815H) PHETOCTDZ #—7w FEA (2019F7H1H) HEHFFELEH
T

o BOEEE CTDHA BESo CIZFENICHETEN (R R2,R3E). QAANE THEMNLEENITONEY. Ea
— LIRS LUECrICEEOEEYN BN £ T,

fogi‘@fﬁ,ﬁ?uygﬁ\ EZKEE_CE:%"JE’EEEO Source documents =
DEE(CLDERIRDENZPFEE T, .

NMPA Notification No.2019/17: Issuance of Module | Document of ICH M4 Guidelines on Common Technical Document
(CTD) for the Registration of Pharmaceuticals for Human Use and issuance of Chinese Version of ICH M4 Guidelines, 11-
Apr-2019 (English and Chinese Versions)

\ [
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» BFACARES  EELEHE PPV T FPLUA XY A —F) |£. BadanPOM (BPOM : EIFES  BR
EEM) ELCTSASHBAZTLWET. sasid. EXREHE. MEE. "rFEERUYICERINETH. &F
A PERFOY 7L, EFT—EAROERIZFRESE (MinistryofHealth) HETL £ 4. sAsiIRE. @Es
. mEEICIFERIhEEA

« PEEHE (APIDES) [ FRICIE. FaE. BREE (. B BiEE. 2E. BES). oMPIIRE.
EEAAE (Certificate of Analysis) . FAZE » HSEE ORI, HFEEMNOFERE. BEOSASERICETC
FEREFERGE. FHOESIHFHHEREEETSHETY, .

s BAFRECUERIE  BAICGBAERNES ()., EXESERES (NB). BRI rOBAZIAZ (SKI)
PHBETY, HANSIEROLESICIRECL. BRENTOERARREETATVLET:

o AL - EREERM  AmICIEsAsa— FEAEEL. ik - EHE - EEOS 5 SANPAT v h—EER
LET. BA -l - £ - BEROSRETERRS 2TV, EEFHOEERENEHFTSATVES

b 4

» R -BR2EF B AChIEEREHEE. B2 Bt - QRBEEHLL. Ansfienh sEESh
PUBHHDET, 3

» BETOER  BREEFEFHNICITV. BPOMIZL ZHEFEERE. sKPRTENE T, FREEITROESIE
RAIMETEEATETT,

« BA . EEOSKSEFESERINESHE0S000LETTT: s

» TOROIBR SASICESBAREROFEENTIZE <. BENGREE (MR, Ft. BR7O0TS5LF)
IR E T, FE - iR - IREGHERFTERENET. 2 s
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2 Clarivate

&E|CH T S PMF (Plant Master File) DFRIBBAFH I IC DLW T, Eudra GMPEEEAS R EMGRESHr &b oh 7

a Answer

How was this generated? -

ESEOPMF (Plant Master File) Fii$EAFEIICE LT, EudraGMPEEFAE (UM OGMPEEERE) I3EHLEHEE
RS OVT. BETIRENBICENE. PMFEBEREEHIEH T SoMPIIAEZ. HEROXELHELSRITL
T-GMPEIAAE. TR IBURPHEISEMFBELLOr—#EBrIhATVET, T5IC. GMPIERASHEE
FETETIAZVMESS. BErERNEORSICIE. A10ER (FMEST). EMA. EEEETEEOTE LR
B EIT L T=CPP (Certificate of Pharmaceutical Product) PGMPEIFAEOEE Z - IZ O —s#RBHET 5 4 E8S
ShTWwEd. EFCMPEIEAZOERESE. BITREROVI IV 2L EEEORESHETY,

Lfz#* 2T, Eudra GMPEEEREIZ. TEZLRE (EMAPEIMEREORBIZE) P HITLILCLOTHNS. SEPMFE
BOBEWEREER L LTEHohEd,. 1 2

Source documents -

1 MOHW Letter No.1151102225: Issuance of the Revisions of Guideline for Plant Master File Application, Note for
Preparation of Dossier Review for Follow-up Inspection of Foreign Pharmaceutical Manufacturers of Imported Drugs,
Guideline for Handling GMP Changes in Foreign Manufacturers of Imported Drugs and Application Notes on GMP
Inspection for Licensed Imported APls, 27-Apr-2026

Guideline + TFDA - Taiwan - Lastupdated 05-Jun-2026 - Moreinfo - Summarize [ﬂ Version comparison

2 MOHW Letter No.1131102726&: Guidelines the Plant Master File (PMF) Application (Including Application Forms &
Checklists), 24-May-2024

Guideline « TFDA - Taiwan - Lastupdated 05-Dec-2024 - Moreinfo - Summarize [i] Version comparison

3 Quality Assurance: Good Manufacturing Practice and Inspections
Expert Report - Cortellis - Taiwan - Lastupdated 16-Mar-2026 - More info

42
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ExcelCOFENZES
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Regulatory Assistant

Active substances guideline comparison £

Answer
How was this generated? ~

Here's a detailed list of the changes in the 2024 draft revision of the
EMA Guideline on the Chemistry of Active Substances, compared
with the 2016 current effective version:

Executive Summary & Scope

Modified  Update on definition of an existing active >
substance.

Section 4.2 - Manufacture (3.2.5.2)

Modified  Block flow diagrams encouraged with detailed >
annotations on in-process controls (previously
optional).

Added  Requirement to avoid abbreviations for reagents >
and solvents.

Modified Clearer narrative structure for process steps and >
attribution of materials.

Added  Requirement to disclose molar equivalents and >
identify materials used in molar excess.

Modifled  Starting materials: more specific justification >
criteria, including pre-synthesis flowchart.

Added  Risk-based requirements for nitrosamine >
formation and control in starting materials.

[3?] Guideline on the Chemistry of Active Substances N X

Version comparison - Generated 25-Jul-2025

A~  Change 2 of 1€ @ - 100%

EMA/454576/2016: Guideline on the Chemistry of Active Subst...

Final, Revision « Authority acceptance 21-Nov-2016

PracEe sianmary

R sy S - B T 15T o ¢ o o oy gy
- -

4. Body of Data
A1, Genars! nformation 3254

-

el -
A B St 84 & W Bl ¥ Ay o o 0 i B
PR

A0 Mermenciture 32801

e Scroll documents together

EMA/321776/2024: Draft Guideline on the Chemistry of Active...
Draft « Authority acceptance 05-Jul-2024

ErecuTive sumemary

St oy $4 sa st o Do TN W w4 e b e 4wy &

-
.
G m——— o - o — P T A || o S v— o w—————
.
-

4. Body of Oata
41 General latormacion 3 2.5 1

Tt tanan e e B G, s v v w s A i e e W a
T RN B8 MR 45 S i i (ST, V4 e o oA
PADDARGE Pkt b4 HIIE 31 A S B e ST 19 D 8 R S
ST

. rERR % R

L0 Memenciters 31810

FENEUA DB EIRR
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How can we help?

Ask a Life Sciences expert
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TopicE51Hl - SFEBRNDU I ZES

Dossier format and submission EEAGEERFELH;EL. CTD/eCTD. O—HILOEREIERE

Legislative framework EEmBEEDER, ER. ITREGDRE

Regulatory procedures NAA=T7A). BERINZDIA | $i#/ZERFITOCR, AGREMK, BICIMERRE. E(CMAAREEM
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GXP (E3FR) « 202158 MUATCUERENEXE(E"GXP TR T—HEREI D

o« 2021F6HLUBF(CUNERENTXEFGLP, GCP, GMP, GDP, GVPTllaMbeNzZR51D1F
* GMPOXEZIRF I 3155(3"GMP L "GXP " DOli 52BN T 5L HENDHLFT
*GXPFRE| DX EHRASDDERTHGOIFRICIHBEUIRZRS | (CIRRZEE

Product Assessment EEEERIRESE. EPARs. FDA NDA/BLA/sNDA/sBLARE
Clinical research FRPRANBRODJE M - ENt(CBET 2B A4, JARRERERE

Packaging and Labelling == SNV, T E e & E IR ECRA T EM

Generics and biosimilars BRERDOFHF - P55, EMFHEFERERLE

Pediatrics /MNEES. Pediatric Investigation Plan/Pediatric Study Planixé
Orphan Products A=J7AETE(CBI I AR

Import Export E A BEARSI . CPPRRE

Fees B Z RO L BFHRESICHIBERRE
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Intelligence Report: Document Classification Guide
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Regulatory AV Covid-19 Regulation Tracker

4 Drugs & Biologics ¥ Medical Devices & IVDs
All Comparison Tables [ Intelligence Reports ] Regulatory Summaries Source Documents
Browse
Filterby | Country/Region Q @ Expand all @ Collapse all

Q Drugs and Biologics LL,J Medical Devices and IVDs

Brexit Tracker » Committee Meeting Trackers

/PEDA_AmeL\z_Committeej\

Public Comments and Outcomes AU DUCUTITETICS

Australia, Brazil, China, European Union, Japan, South Korea, Taiwan,

UsA Intelligence ReportshNEWI—EMD"Regulatory
Authority | Structure and Document
Regglatory Authority | Structure and Document Classification Classification GUIde"b\B'ﬁ’E%@%%OU“JO
Guide

Argentina, Asean, Australia, Austria, Belgium, Brazil, Bulgaria, Canada,
Chile, China, Colombia, Croatia, Czech Republic, Denmark, Egypt, Estonia,
European Union, Finland, Germany, Greece, Gulf Cooperation Council,
Hong Kong, Hungary, India, Indonesia, International, Ireland, |srael, Italy,
Japan, Latvia, Lebanon, Lithuania, MERCOSUR, Malaysia, Mexico,

\ Netherlands, New Zealand, Norway, Peru, Philippines, Poland, Portugal, }
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Document Classification Guide
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Regulatory Intelligence Report

Deep dive analysis from Cortellis
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Document Classification Guide: China

1. Reference Documents Types

Publication
type (English)

Publication
type

(local
term)*

Cortellis
Document
Type

Description

Releasing
Authority

Act

Law

A formal enactment. Acts are enacted
in legal system: there will be a legal
punishment in case of violation.

NPC

Decree

ESRES

Regulation

Decree

Regulation

A decree is enacted by the State
Council to enforce the regulations of
an act. Decrees are enacted in legal
system: there will be a legal
punishment in case of violation.

A regulation enacted by the Stats
Council to enforce the regulations of
an act. Regulations are enacted in
legal system: there will be a legal
punishment in case of violation.

State
council

State
council

Opinion

=R

Announcement

A policy guidance by the State Council
to guide the relevant departments to
elaborate order, announcement,
notification, etc.

State
council

Order

PEHS B

Notification

EH, B

Order

Notification

An order enacted by the Ministry to
facilitate the regulations of an Act.
Orders are enacted in legal system:
there will be a legal punishment in
case of violation. An order enacted by
the Commissioner of NMPA formerly
CFDA to facilitate the requlations of
an Act. Orders are enacted in legal
system: there will be a legal
punishment in case of violation.

An administrative document issued by
the departments of NMPA formerly
CFDA, generally addressed to
provincial food and drug

NHC

NMPA

=yES[
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Regulatory Summaries (FHBIDAFERXZE) — Drugs & Biologics

Authorities and Organizations

International and Regional Bodies

Legal Definitions and Marketing Requirements
Prescription and Supply Requirements

Registration Application | Application Format, Content and
Submission

Marketing Authorization Procedures

Fees Payable

Labeling, Packaging and Product Information Requirements

Clinical Trial Regulatory Requirements

Quality Assurance Requirements

Pharmacovigilance and Risk Management Regulatory Requirements
Import and Export Regulatory Requirements

Advertising and Promotion Regulations

Market Access Guidance

Pricing and Reimbursement System and Policy Overview

Environmental Assessment and Impact Guidance

How to Market:--

2 Clarivate”
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Regulatory Intelligence Report (£3#fL-7k—bk) - Drugs & Biologics

FDA Petition Tracker FDAIRREESNIEBREE D —EBEAXADY )
Committee Meeting Trackers and Expert Profiles FDAZSBIZES. EMA Scientific CommitteeREFFIZRAAMACI—F 1> DIEER
European Procedure Fees Trackers XM (EU, EEU) ([CBIFIBEFEGEBFHFICHRIERDIEHR
Compliance and Inspection Trackers BRE®A. Y1 b Form 483, Warning LetterRE 22 R8:&E Bz 1Y
Regulatory Authority Guideline Overview ZE - HIROH A RS> D0—&, ZEDEINEIIDOER
Legislative Trackers KECFRRERFIZE DB E R
prt= ANy mm | NP =3 =5 H | SRS

Syoelust Apsreval IniermEer Rﬂmssjf;DA, BLARRERRES - AGRIFIR. ZAGRE COHAR . VAV EIEEHBID[GEHRPEERR
11 e SIS el DUEOMES || Cest el RSN RS>, JCTUy IR NAZS, BRI B RAEREDIER

ocuments
Regulatory Authpnty | Structure and Document & EREA L B SR AN B B OREE LR R R

Classification Guide
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Comparison Tables (FRBIDLLEER) MEW I —E- Drugs & Biologics

Authorities and Organizations
« Health Ministry and Regulatory Agency Directory

Legal Definitions and Marketing Requirements
« Legislative/Regulatory Framework: Biosimilar Products
« Legislative/Regulatory Framework: Generic Products
« National Pharmaceutical Laws and Regulations Directory
« National Pharmacopeia Directory

Format and Content of Applications
« CTD Acceptability Framework
« Finished Product Stability Data Requirements

Marketing Authorization Procedures
« Change of Manufacturing Site Requirements : Finished
Product
« Expanded/Compassionate Access Requirements
« Expected Authority Review Timelines: Market
Authorization Approval

Fees
* Pre- and Post-Approval National Fees Directory

Product Information
« Package Labeling Requirements

2 Clarivate”

Clinical Research

« Clinical Trial Application Research Requirements: Local
Requirements

« Expected Authority Review Timelines: Clinical Trial
Application and Ethics Committee

« Investigational Medicinal Product (IMP) Labeling
Requirements

« Legislative/Regulatory Framework: Clinical Trial
Registries and Results Disclosure

Quality Assurance
« National Good Practices (GXP) Directory

Pharmacovigilance and Risk Management

« Post-Marketing Expedited Reporting

« Post-Marketing Periodic Reporting

» Pre-Marketing Expedited Reporting

» Pre-Marketing Periodic Reporting

« Risk Management Submission Requirements and
Qualified Person for Pharmacovigilance (QPPV)
Guidance

Import and Export
« Certificate of Pharmaceutical Product (CPP) Overview
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