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Home Summary Detailed

General Information

Q_ Filter...
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Search...

Expand all sect

» Clinical Trial Requirements

Marketing Authorization

Requirements

~ CMC Requirements - Drug Substance

> S.1General Information

>  S.2Manufacture

~ 5.3 Characterization

5.3.1 Elucidation of Structure

and other Characteristics

“  5.332Impurities

General Information

Residual Solvents

Inorganic Impurities

Genotoxic Impurities

Organic Impurities

» S.4Control of Drug Substance

5.5 Reference Standards or
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4 Sort Ascending
Sort Descending

Fin Column H

Product type

FPP

IMP

FPP

IMP

FPP

IMP

IMP FPP

Reset Columns

Official regulations

3.1.5.3.2 Impurities:

v List allimpurities that products may contain

lincludine oreanic imourities. inoreanic imouritie. ..

3.2.5.3.2 - Impurities:

SFDA Circular No. 16 of 2018 for Phase | studies

Infarmation on impurities should be provided include
classification and identification of impurities, report
generation, listing of impurities in specifications, an. ..

Mo provision exist for this requirement.

5.3.2: Impurities:
Infarmation on impurities should be provided.

5.3.2 Impurities:
Identity or qua
purity details to be provided.

Information on impurities should be provided

Here the discussion onimpurities and information on
their aualification should take olace (reference to or....

tification of impurities, Enantiomeric

Local practice

Mo local practice reported by local consultants.

Mo local practice reported by local consultants.

Inform

Mo local practice reported by local consultants

Mo local practice reported by local consultants

hEwvo—Eh S

Uz REISectionZi#IRUE I . LEIDIE
FRw I XN SsectionDi&FR, £ _EDHide/Show Navigation
PanelM5t 0> 3> DFR - IERTDUIDBZMNEIEETT,

The limits for impurities should comply with Ch.P. If
not in Ch.P. then follow the requirements in the
general chapter. Frequently the standards are..

Substances which comply with a menograph of the
Ph. Eur., the pharmacopaeia of an EU Member
State, USP or JP, no further details are required- ...

ion on impurities should be provided. All
potential impurities, including degradation products
arising from manufacturing, storage or found in...

Drug type

Drug Substance

Drug Substance

Drug Substance

Drug Substance

Drug Substance

Drug Substance

Drug Substance

Submission type

MNew Drug, Generic Drug

MNew Drug

MNew Drug, Generic Drug

MNew Drug

MNew Drug, Generic Drug

MNew Drug

MNew Drug, Generic Drug

Pharmaceutical form

Mot Applicable

Mot Applicable

Mot Applicable

Mot Applicable

Mot Applicable

Mot Applicable

Mot Applicable

Items per page: | 10 -

B Createalert & Edit search

List view + Table view

Actions

Details >

Details >

Details >

Details >

Details >

Details >

Details >



Detailed | All filters

All filterzB 92 & T, FilterlEBDEF(CZ > EEHFMDHZRRI D ENTFETT . FIRIETTRIDKLSIC. Product Typeh
SIMPICF TV OZDIFApplyZEIRT D ET. ETOMRFITIS 3 > (CHIB U CTIMPEHFDHNEKRESNE T,

J4I)L5—1EH
* Product Type:
ERAERER /| EEnRERMm

Submission Type :
FRERERR/ZTRUwv D etc.

Submission Type A Dl‘ug Type . }ﬁﬁ / ;ﬁ_lqjﬁu

Drug Type

Pharmaceutical Form : ®I8Y/#%
Y ic

Pharmaceutical Form

Procedure

Countryof O *  Procedure : EREEE
(IZE£EHEE. BEER. WHO-PQ
etc.)

Country of Origin :
AEE (R - SNE)
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Detailed | &+ X T« JLY —HEE

REFRY DR (CERBDRAEZ AN UEnterh Y > 2|3 LT ECORFITEIZa>(CHBEL T, RRUZERDOREZEO Y
232 DHIMNERRENE T, BN S LDOERHBEROTCIZI>ATFICTHA L DO URDNTWDEDON, REMAEZSA
TWBRIERICIEDFET, ZBEFEIUYITDE. EXNS/\A 54 bz &S Erh z R rIEET 9.

Bl China: Local practice x

All CTA whatever from imported drugs or local drugs should be submitted to CDE directly.

Good Manufacturing Practice for Phase 1 Investigational Drugs: Clinical manufacturing must guarantee to comply with
MMPA's GMP. Actually Phase 1 period have not developed to the stable process, but should try to comply the basic
requirement of the cGMP.

The primary focus for a CTA review is on safety, efficacy and bioactivity.
- In practice, the entire CTA review process can take up to 3 years due to the current volume of applications at MMPA. At
the end of 2014, the total applications reached nearly 19,000,

- NMPA announced that this timeline will be significantly reduced by 2018 presumably via simplifying the CTA application
process, at least partially.

- Based on current situation in 2018, the CTA duration covers 3 months.
The AP, excipient and packaging material are following China DMF procedure which is similar with FDA-DMF.

| In CTA periad, imported AP, excipients and packaging materials are not required for DMF number, but for NDA pericd,
the DMF filing number is necessary.

2017 update: Previously all drugs were required to complete a clinical trial in China using local subjects for approval.
Recently NMPA revised the requirement to allow clinical studies conducted outside of China which included subjects of
Chinese ethnicity. Clinical manufacturing can be performed at any time, but in order to release and ship the IMF, a Drug

Clinical Trial approval is needed.

Subject Matter Expert has clarified that there are no restrictions on the number of DP manufacturers included ina CTA
in China. It is acceptable to include more than one DP manufacturer.

X2 DL L DEETHEMR SN IRRAEBHN SRREERULVES(E. BIEHEBOREESY JILIA—FT—23 > THATLSIEE,
5l : @ packaging material Ci#&%&—packagingE/z(dmaterialDEE&H N HDd LTI a2 TEMHULET.
@ "packaging material" CH#%—>packaging material& 1 JL—XI(Zix> TWB &M H 23 o> 3> oHEMHE UET .
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Detailed | Source ID & Actions Detalls
F—IZRXSA RITBDZET. BEHZTEEDY—X—EE. Detailstzz 3

>N SEAFDFH 7 T

IDENTIRETT,

Source IDMVSY—-XRBEESEIUVITDE. V—RERDITITHA MADT
2R (Web linkz2oUw) | BREIXEDRESORRX DS D> O— RHVE]EE
T (Original document/Machine translated document (English))

Cortellis Regulatory IntelligenceDdADF7 Ot RZHE T D1 —H (L. IDRACE
BV I UTHEZT —IN—X L TXE®R I D EEAETY .

Home Summary Detailed

Manufacturing Requirements

= Allfilters Q, Filter..

=
manu b4

Expand all sections

» Clinical Trial Requirements

Marketing Authorization
Requirements
Manufacturing and

Authorisations

Manufacturing Requirements
~ CMC Requirements — Drug Substance
v 5.2 Manufacture

S.2.1 Manufacturer(s)

§.2.2 Description of

Manufacturine Process and

2 Clarivate”

Updates

Countries/regions/organizations ¢ lform

Bl china

Bl china

@ icH

mi INdia

m [Ndia

Procedure

Standard Procedure, Accelerated
Procedure

27-Mar-2024
CFDI Motification: Redaction Guidelines for Site Master File (Trial), 27-
Mar-2024

Source ID: 10590 - IDRAC: 381636 4 Status: Valid

Origin: Center for Food and Drug Inspection{CFDI)

[«

Original document

[«

Machine translated document (English)

@ Create alert /Z Editsearch

Bl China X

PP Drug Substance, Drug Product New Drug, Generic Drug

Official regulations

Per the Chapter Il Product ion, of Dbrug d Revision 2020

Article 6: Those who intend rug production shall meet the foll

Show more v

List view ~" Table view

Country of origin Source ID

Local, Foreign

13-5ep-2019

Pharmeng Technology Pte Ltd 1 Fusionopolis Place, #03-20 Galaxis

Singapore 138522.
Source ID: 1393 .« Status: Valid

Origin: Subject Matter Expert

[£1 Web link

/ 4838 4830 4840 4647 4646 9535 7554 3589

Special Procedure Covid-19

Local, Foreign 2605

1312] 12946 11952 11878 11877 10745 9161 6751 21

Actions

Details >

Details >

Details >

Details >

Details >
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Detailed |

sF il = DA IR R

ZE/FBEROBMCHNT., BITOREEAIICEKRRSND AT AICTFTVOZ DI, EEAG_EDCompare
side-by-sideZiBIRIT D ET. ENENDORBNBMHFHOEX ZNMHR KU THERITDZENAIETI,

Import/Export requirements

Q  Filter...

» Clinical Trial Reguirements

Marketing Authorization

Reguirements
»  Administrative Requirements

Manufacturing and

Authorisations

Import/Expaort requirements

Manufacturing Requirements

% CMC Requirements - Drug Substance

» S.1General Information

5.2 Manufacture

5.2.1 Manufacturer(s)
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Countries/regions/organizations

Bl china

@ icx

s Indiz
—

s Indiz
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@® lapan

Product type

FPP

FPP

FPP

FPP

FPP

Official regulations

Per the Chapter V Drug Trading of China Drug
Administration Law (DAL}

Mo provision exist for this requirements

Special Procedure during COVID-19 pondemic:

As per the Public Notice No.: import/Misc./101/2020-
DC: Submission of notarized/ apostilled documents....

Import of the Drugs:
Submission of application in Form 40 to CDSCO for

Repjstration Certificate and issuing License forimpo....

Export

1. Manufacturers of pharmaceuticals (excluding in-

vitro disenostics: hereinafter the same aooliesin...

Local practice H

The import autharization is required, including the
marketing authorization and the Impaort drug
Customns Form....

Mo local practice reported by local consultants.

Mo local practice reported by local consultants

Import of the Drugs:

v Submission of application in Form 40 to CDSCO for
Reristration Certificate and issuine License for...

Before applying for accreditation, 2 Japanese
marketing approval holder for an applicant needs to
submit "Business Number Registration Form”,...

Drug type

Drug Substance, Drug Product

Drug Substance, Drug Product

Drug Substance, Drug Product

Drug Substance, Drug Product

Drug Substance, Drug Product

Submission type

Mew Drug, Generic Drug

Mew Drug, Generic Drug

Mew Drug, Generic Drug

Mew Drug, Generic Drug

Mew Drug, Generic Drug

X 2selected |

Pharmaceutical form

Mot Applicable

Mot Applicable

Mot Applicable

Mot Applicable

Mot Applicable

Items per page: | 10 -

!] Compare side-]

1-50f5

B Create alert & Editsearch

List view + Table view

Actions

Details >

Details >

Details >

Details >

Details >



Detailed | F¥FHIEH4DNFIRR
22U Lot oS a3 ICFIVvOEDITIESEE

< Back

Comparing 2 regulations

Bl china

Drug type Submission type

FPP Drug Substance, Drug Product New Drug, Generic Drug

Official regulations
Per the Chapter V Drug Tracing of China Drug Administration Law (DAL)

DAL Article 64: Drugsshall m itted, portis

located.

Show mare ~

Local practice

“The impart autharization is required, including the marketing authorization and the Import drug Customs Form.
NOTES FROM SUBJECT MATTER EXPERT:

Forthe local batch the

lessthan 12 in China. For 2

months, the remaining drug validity should not be less than & manths when arrived in China. And the sample quar;

hould be three times the amount required for one test, at least twice times the

Showmare

Pharmaceutical form: Not Applicable
Procedure: Standard Procedure, Accelerated Procedure

Country of origin: Local, Foreign

Source documents

13552015

Pharmeng gy Pte Ltd 1 Fi lis Place,

Source ID: 1393 - Status: Valid

Origin: Subject Matter Expert

2 Clarivate”

® Japan

) syncscroll

Praduet type Drugtpe Sutmisson type

FPP Drug Substance, Drug Praduct NewDrug, Generic Drug
Official regulations
Export

L e ducts port must, when the

product: by Cabinet Orter, oron v
the quality of th i p 0 at thetime
Showmare

Local pra:

a Japanese ! holder for an applicant . a

manufacturing establishments, in order to obtain “Business Number

Pharmaceutical form: Not Applicable
Procedure: Standard Procedure

Country ofarigin: Local, Foreign

Source documents

jun-2024

Notice: PSB/PED, PSB/PSD, PSB/CND: Q&A on Issuance of Certificate for Drugs or Quasi-drugs To Be Exported, 19-Jun-2024

the applicant's business and

Saurce ID: 11826 - IDRAC: 386040 - Status: Valid

& Back
Origin: Ministry of Health, Labour and Welfare (MHLW}- Jspan

Comparing 3 regulations

Bl china
ot ype Dugpe
e Drug Procuct i

Offcial regulations

® Japan

Produc type orugpe

FPp Drug Substance, Drug Product New Drug, Generic Drug

Offcialregulations.

= India
—— orugtype
er Drug Substance, Drug Product

Official regulations

Submissiontype

New Drug, Generic Drug

Per the ChapterV Drug Trading of China Drug Administration Law (DAL Export ‘Speciol Procedure dhring COVID-18 pandemic:
L - . ise 101 . .
DAL Article 64: Drugsshall 5 : oD 15
Show more Showmare ~ Showmore v
Local practice Local practice Local practice
Theimport uding the marketing authe stoms Farm. it

NOTES FROM SUBJECT MATTER EXPERT:

For the local batch the

srived n Chins. For the drugs slicity s ess than 12 months,

Show more

Pharmaceuticalform: Not Applicabie.
Procedu

Standard Procedure, Accelerated Procedure
Country of rigin: Local, Foreign

Source documents:

e 2019

Pharmeng

Registration Form”, reporting.

Business Number”

Pharmaceutical form: Not Applicable.
Procedure: Sandard Procedure

Country ofarigin: Local, Foreign

Source documents

. PSB/PSD, e drugs To Be Exported, 1.Jun-2024

3D EFIYVIRDOITIEES

Pharmaceutical form: Not Applicable
Procedure: Special Procedure Covidh19
Country of oigin: Local, Foreign

Source documents

vy 022
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Detailed | List view
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Home Summary Detailed Repart

Content of the Clinical Trial Application

Search...

1

|

Expand all =

|

“~ Clinical Trial Requirements
“ Administrative Requirements

Clinical Trial Application

Procedure

Content of the Clinical Trial
Application

Manufacturing and

Authorisations
» GCF compliance

Marketing Authorization

Requirements
» Administrative Requirements

Manufacturing and

Authorisations

»  CMC Requirements - Drug Substance

“ CMC Requirements - Drug Product

P.1 Description and Compaosition
of the Drug Product

» P2 Pharmaceutical Development

~  P.3 Manufacture

C Clarivate”

Updates

Bl China

Official regulations

Per the Drug Registration Regulation (DRR) (SFDA Order No. 27),

DRR Article 23: When an Applicant files an application for drug clinical trial after completing the pharmaceutical, pharmacalogical and toxicological researches for suppoerting drug clinical trials, it shall submit relevant research materials in accordance with the requirements for application materials.
If the application materials meet the requirements after formal examination, the application shall be accepted. CDE shall organize pharmaceutical, medical and other technical personnel to review accepted applications for drug clinical trials.

CTA application Timelines:

Local practice

Summary of the content of clinical trial application
Brief summary of all application document for CTA :
The applicant needs to include the following information with the CTA package:

* GMP certification{not mandatory)

* Coverletter

Read more

Product type Drug type

IMP Drug Substance, Drug Product New Drug

@ ICH

Official regulations

Guideline for Good Clinical Practice (E &)

The Institution Review Board/Independent Ethic Commitee should review a propaosed clinical trial within a reasonable time and document its views in writing, clearly identifying the trial, the documents reviewed and the dates for the following:
- approval/favourable opinion;
- madifications required prior to its approval/favourable opinion;

- disapproval / negative opinion; and

& Createalert & Edit search

W List view Table view

View full details >
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« ReportTld. TiED&HEERNSELDE - i - B S (CIDBX T, UTOXRREBICAD ERFIBHLR— b RUET,
- FRIEH : Key Facts, Key Requirements, Upcoming Guidelines and Drafts, Procedures, Detailed Requirements, Sources

Key Facts : RmFHOEDOREIIGICRHETS I DEEN DRFRN/AEN(CRE I SIRMMRH T+ /(- b aigft UE T,

Home Summary Detailed Report Updates
Key facts @ Createalert 4 Download ¢/ Editsearch
China -
= -
Search... PDF/EXCGl_C@
China - Last change date 24-Apr-2026 l‘/7|_:— I\Hjjjb‘
Expand all sections a[&Ee =
P * CFDA- China medicine agency name has now been changed as NMPA (National Medicinal Products Administration) from July 2018. jﬁb_cg—°

Key facts * Chinese regulations are evolving rapidly, particularly core CMC D5 / 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.

Key requirements + 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 discuss follow-up work 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

Upcoming guidelines and drafts Chinese version of original ICH guidelines, and assigned 69 experts to participate in the in-depth coordination of ICH issues.

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

Procedures drug product is manufactured in China Local sample 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

Drug marketing permit (DIL) required for FPP for marketing

» Detailed requirements
* APl and excipients are following China DMF (Technical Review for DMF of API is 200 working days)
Sources + Normally, 60 working days for clinical trial filing

+ Around 200 working days for FPP for marketing

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.

* 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 carrierincludes 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.

2 Clarivate” 15



Report | Key Requirements (EERXRBIOHEAH)

Key Requirements : JREEIRPOE(CH T DRFOMENEIR®. EEHDV\(FHFENQEREIA(CE T DIRMARS
THR)\— DR ZERFEUET .

Key requirements

China

=
Search...

Expand all sections

Key facts
Key requirements
Upcoming guidelines and drafts
Procedures
» Detailed requirements

Sources

2 Clarivate”

China - Last change date 24-Apr-2026

BYUZITMBEY—IAD
TOCANEIEETT .

Inspection Process in Place

Matters Related to the Implementation of Certification and Provision for Good Laboratory Practice (No. 81, 2023) (Source ID 7973}

® Starting from July 1, 2023, non-clinical drug research institutions must follow the new "Measures" for GLP certification and supervision. GLP institutions that pass the certification will receive a ney
® [nstitutions with existing GLP certification must apply for renewal within 6 months if their last inspection was not completed within 3 years by June 30, 2023. Failure to renew will result in the canc
* Will introduce an electronic process for GLP certification from July 1, 2023. Provincial food and drug administrations can access the GLP certificate through the national drug smart supervision pla

* Provincial food and drug administrations are responsible for ensuring GLP institutions comply with the new "Measures" and regulations.

NMPA Announcement No.2025/125: Adoption of ICH Guideline E6 (R3) Good Clinical Practice: {Source ID 12738)

* To continuously promote the alignment of drug registration technical standards with international standards, the National Medical Products Administration has decided, after research, to apply th
Requirements for Pharmaceuticals for Human Use (ICH) Guidelines E6{R3): Technical Guidance on Good Clinical Practice for Drug Clinical Trials (hereinafter referred to as E6(R3) Guidelines)

® Alldrug clinical trials conducted after March 31, 2026 shall be subject to the E6 (R3) guidelines.

Electronic or non-Electronic Submission

16



Report | Upcoming guidelines and drafts (S#DH A1 RS ZBEFEYL RS T MXXEEER)

Upcoming guidelines and drafts : IRTGERTOE (CHITDSERDFEDH A RS2, RS T MROXE.
BREENDOHA RSARREDBERZRHELUET,

Upcoming guidelines and drafts

@ Create alert & Download 2 Edit search
China -
=
Search...
China - Last change date 24-Apr-2026
Expand all sections
P Draft guidelines updated as on date: 24/04/2026
Key facts CDE Notification: Soliciting Public Comments on Technical Guideline for Physicochemical and Structural (Q3) Characterization of Locally Acting Generic Chemical Drugs (Draft): (Source 1D 12835)
K . . * To clarify the technical requirements for studying the physicochemical and structural (Q3) characteristics of locally administered, locally acting generic drugs, better guide companies in conducting relevant studies, and harmonize regulatory expectations,
ey requirements

the Center for Drug Evaluation (CDE) has drafted the Technical Guideline for Physicochemical and Structural (Q3) Characteristic Studies of Locally Acting Generic Chemical Drugs, and is soliciting public comments.

* The time limit for soliciting comments is one month fr
> NN ) —
% IJ /Ob ) J Z/\a) for topical or transdermal delivery. The purpose is to ensure robust quality control and scientific comparability between test and reference products.

Tg‘tsz‘\‘EJﬁE_C g_o the specific product and dosage form

Upcoming guidelines and drafts
* The draft guideline applies to locally acting generic dr

The guideline outlines general principles for Q3 stu
Procedures

For more detailed information , refer to the link.
> Detailed requirements
CDE Notification: Soliciting Public Comments for the Chinese Translation of the ICH M8: Electronic Common Technical Document (eCTD) v4.0 Guideline and Q&A Documents (Draft): (Source 1D 13235)

Sources To further promote the implementation of the ICH M8: Electronic Common Technical Document (eCTD) v4.0 guidance and Q&A document in China, our center has drafted a Chinese translation of the guidance and Q&A document and is now soliciting public

comments for one month. If you have any suggestions for revision, please send them to the contact person's email address link

1. Implementation Guide for M8: Electronic Comman Technical Document (eCTD) v4.0 (Chinese Version)
2. Chinese version of the Q&A document for M3: Electronic Common Technical Document (eCTD) v4.0
3. Implementation Guide for M8: Electronic Common Technical Document (eCTD) v4.0 (English Version)

4. English version of the Q&A document for M8: Electronic Common Technical Document (eCTD) v4.0

For more detailed information, refer to the link.
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Report | Procedures (EBi5 - FEE O X)

Procedures : EERORE - 8 - AR TOCRDBEHR=EER~UET .
(BEEBTOCRICMR. BEEER. PRV YVIEELGR. WHO-PQREDBHREZSHET)

XEEFEFPIRBEF LV O EEBATOTCRETIO—F v — NTERREN. BEDTALSA (HBEOANIEHREERRC
LZ\ETAEBEBJ:%@,\EFET @'ﬁ*ﬁ%ﬁfl’ﬁt}ﬂf{/\bijo

Procedures Regulatory Submission Procedures
China - Last change date 24-Apr-2026
China -
30 working days
== ide inspectl d
Search... ‘Sample testing by local IFDC Frodde lnspecton rpers an

China » Lastchange date 24-Apr-2026

Expand all sections
Regulatory Submission Procedures
30 working days

Site Inspection and coliect
Key facts Sanpias By GBI

Key requirements e

I [R—

st i CDE technical review (possible lew G Download CTP from Subrmit Clinical Trial Ethics Committes i
S _— sackage o I ol polcn Sism el S Shiesh e commens o COF A Piojeed 1 et S e ril

Upcoming guidelines and drafts e

a2 LT

. it i T TR r——— — e g - SRR -em 60 working days + (40 working days)
Procedures =
PRI e

> Detailed requirements

1 changed from an application to a fiing
‘esting and inspeciion are based on the technical review
Scediro asts B0 working days WhoUL defciency lerers are fssucd
' of sample testing, site inspection and deficiency letier are low, due ta the filing procedure.

Sources

Q  2200% @

c

+ Applicant can appy o do he sample testing prior

product needs Standard/Specificati

G g NDKE Can Coormatt s e

on review
amp

 Both repons froim GEDI and MIDFQ Shout bs sen

Prepare documents for pre-NDA
meetng with CDE

CDE makes general opinion

e
o fini

Accelerated Procedure

There four procedures in place to accelerated the review and approval of the drugs.
1] Procedures regarding breakthrough treatment drugs
During the clinical trials, the applicant may apply for the application of the procedures regarding breakthrough treatment drugs if

e Thedrug is an innovative drue. modified new drug

2 Clarivate”
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Report | Detailed Requirements (GREIZH4EFH)

“Detailed”" EB—D T A —Y W b TCMCEHDFFHZRRUE T,
CCTCIEE—E - igDIFHRIZ T ZFRRUEITH. Compare side-by-sideSE—EHICHTD 2 DOMHIEEHZSIFRRIT D EFRIGETI,

Manufacturing Requirements

China - = Allfilters Q_ Filter...

@ Createalert 4+ Download & Editsearch

List view v Table view

==
Search... O Countries/regions/organizations ! Product type Official regulations : Local practice : Drug type Actions
Expand all sections
Per the China GCP Revision 2020 All CTA whatever from imported drugs or local drugs
Key facts D - China IMp

i . o should be submitted to CDE directly.
Article 44: The investigational product shall be
manufactured, packaged, labelled and caded in...

Drug Substance, Drug Product

Good Manufacturing Practice for Phase 1...
Key requirements

Items per page: 10 - 1-1lofl
Upcoming guidelines and drafts
Procedures
~ Detailed requirements

v Clinical Trial Requirements

> Administrative Requirements

Manufacturing and

Authorisations

Manufacturing

Requirements e
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Report | Sources (FREIZHDIFHRIRZHER )

- BRIEBHORHKRE. SRXEZUAMELTVET,
o V—RERDAHNEDRIAPRIRDS I >O0— R, REIEBOITITYA bADY > O%=ZFIAIAEITE T, Cortellis Regulatory
IntelligencedDZ =B I 2HEMK(E. IDRACESZIJYIITBRIZETRATSY b IA—ALALETOXEHERERIEE T,

% ?A Asked Questions (FAQ) regarding Application for Product Approval

=
Search... Source |D: 2437 DRAC: 356280 - Status: Valid
Expand all sections Origin: PMDA-Pharmaceuticals and Medical Devices Agency_Japan
& Original document
Key facts
Export certificate
Key requirements Source ID: 4267 - IDRAC: 343753 - Status: Valid
Origin: PMDA-Pharmaceuticals and Medical Devices Agency_Japan
Upcoming guidelines and drafts = B SR
& Original document & Translation available
Procedures
Essential Principles in Japan
» Detailed requirements Source |D: 1102 DRAC: 266132 - Status: Valid
Origin: PMDA-Pharmaceuticals and Medical Devices Agency_Japan
Sources

4 Translation available

Drug Master File (DMF) System
Source ID: 1006 DRAC: 52182 - Status: Valid
Origin: PMDA-Pharmaceuticals and Medical Devices Agency_Japan

Source document: web link

DECLARATION OF HELSINKI
Source ID: 1103 - Status: Valid

Origin: PMDA-Pharmaceuticals and Medical Devices Agency_Japan

A Original document

Correspondence to drug condition early approval system
Source ID: 1008 - Status: Valid
Origin: PMDA-Pharmaceuticals and Medical Devices Agency_Japan

Source document: web link

Consultation on Applying for INN




Updates | #5153k

« “Updates"Tld. T—IR—XDHE5WBI 0 a>0OEHBEHREZEC E(ICHERTEED,
s RIAFTRRIERSNTZRHISXE (Source Document) {2, ZNICHED T —INR—XDOEFHEFEHERTETEI,

Home Summary Detailed Report Updates

Updates

China v

China

Most Recent Update

Publish Date: April 24, 2026

Following new / updated guidance documents added under sources:

* Source ID 12835: CDE Notification: Soliciting Public Comments on Technical Guideline for Physicochemical and Structural (Q3) Characterization of Locally Acting Generic Chemical Drugs (Draft), 23-Jan-2026
* Source ID 13235: CDE Notification: Soliciting Public Comments for the Chinese Translation of the ICH M8: Electronic Common Technical Document (eCTD) v4.0 Guideline and Q&A Documents (Draft), 20-Apr-2026
* Source ID 13035: NHC Order No. 86: Amendment and Revision to the Provision for Drug Imports, 24-Aug-2012

Sections updated with released guidelines are listed below:

* Sources
* Updates

* Upcoming Guidelines section has been updated with the draft guidance on Physicochemical and Structural (Q3) Characterization from source ID 12835 and Chinese Translation of the ICH M8 from Source ID 13235.
FPP Detailed Requirements:

* Import/Export Requirements section has been updated with brief information on the provision for drug imports from Source ID 13035.

Previous Update

Publish Date: January 23, 2026

Following guidance documents added under sources:
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o Monthly
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Select all

[ china
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Choose content type

Select all
[ Keyfacts
D Key requirements
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v Small molecules Biologics

@ Pre-approval o Post-approval changes and clinical trial amendments

Countries/regions Clear all
China x India x Japan X | Add countries/regions
Organizations Clear all

ICH X | Add organizations
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Home Summary Detailed Report Updates
Alerts
Alert name H Alert status Regulatory phase H Modality H Countries/regions/organizations  : Content type H Date created H Frequency H Actions
China 05:58 26-Now-2025 Active D F‘?s.t-apprlo\.ral changes and Small molecules China, South Korea, Taiwan, Thailand Updates 26-Nov-2025 Maonthly ]E
clinical trial amendments
China 02:19 26-Nov-2025 Active D Pre-approval Small molecules China, India, Pakistan Key facts 26-Nov-2025 Monthly ]E
Itemns per page: 10 - 1-2of2
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Product updates
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* Cream * Powder * Biosimilars * Monoclonal
* Drops * Solid oral * Blood derivatives antibodies
* Inhaler * Solid, modified * Cell therapy ’ ﬁecombmantd
* Liquid injectable release * Drug - p(:(;:;?nr;es o
o | it * Spra devices combination

Liquid oral pray roducts . Vaccines

- Gene therapy Tissue therapy
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insights & analytics, workflow solutions and expert services in the areas of Academia & Governn

Intellectual Property and Life Sciences & Healthcare. For more information, please visit E:Iar,li\/‘av.c X



	スライド 1
	スライド 2
	スライド 3
	スライド 4
	スライド 5
	スライド 6
	スライド 7
	スライド 8
	スライド 9
	スライド 10
	スライド 11
	スライド 12
	スライド 13
	スライド 14
	スライド 15
	スライド 16
	スライド 17
	スライド 18
	スライド 19
	スライド 20
	スライド 21
	スライド 22
	スライド 23
	スライド 24
	スライド 25
	スライド 26
	スライド 27
	スライド 28: Cortellis CMC Intelligence ​
	スライド 29

