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Bl china

- INdia

® Japan
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Countries/regions/organizations

Local Practices

1. Clarity on whether only 1 DP manufacturer is allowed per CTA in China?

There is no restrictions on the number of DP manufacturers for submitted CTA, more than one DP manufacturers are acceptable. According to Announcement on the Appendix of
Good Manufacturing Practice for Pharmaceutical Products (Revised in 2010) for Clinical Trial Drugs issued by NMPA of 2022, Article 23, if clinical trial DP are manufactured in...

s Local requirements (e.g. any signed document/COA's, chromatograms, notarized document) by Health authority other than official guidelines to be provided.
+ THE BELOW NOTES ARE AS PER SME (subject matter expert)
+ "change in the supplier of excipients"- Excipient manufacturers are not required to be mentioned in the dossier however many old dossiers have this information mentioned....

As per Subject Matter Expert (SME) :

» ForlIndia PAC content - there is no clarity on special requirements specific to molecule. However generally its the same for small molecules and biclogicals.
o For CTA Quality Amendments: There are no clear requirements stated in the guidelines for CT amendment for the quality part....

+ |tisupto applicant to decide change type. Japan is founding member of ICH and ICH Quality guidelines are to be consulted when assessing change for its impact to
quality/safety/efficacy of the products.
» PMDA consultation is recommended when there is uncertainty around the classification of change....

Items per page: 10 v 1-40f4
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+  Drug Type : [RZ / &A|

Procedure

Variation classification type . Ph a rmaceutlca I FO rm: ﬁ“ ﬂ/?ﬁ%%%ﬁg

CTAAmendment Type

«  Procedure : BE55%
(AZ#EEE., EUPRETAetc.)

»  Variation Classification type : ZEX%>
(Type IA, Type IB, Minor, Major etc.
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+ CTA Amendment Type : ZEMREREN
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[l China: Documents required X

(1) Explain the reason for the change. A detailed description of the change of the production site, including the name
(full name), address (specifically to the factory building /workshop, production line, geographical location, etc.) and
function of the production plant.

(2) If involved, clarify whether there is any change in equipment and production raw materials, production scale and
process, quality standard, packaging materials and containers that are in direct contact with the drug.

(3) Carry out three consecutive batches of commercial production-scale DS and DP. The batch size should be clearly
verified for the analysis of the representativeness of the production process. Process verification should include the
analysis of continuous production batches meeting its predetermined process control standards and quality standards;
the analysis and verification of the impact of the process on the type and content of product-related impurities, and if
necessary, verification content may also involve the verification of virus inactivation/removal effect , the verification of
the storage time, lifetime of resins and membranes.

(4) Perform comparability study. Quality analysis and research should be carried out on at least three batches of
changed commercial production-scale DS and DP batches and compared with the data before the change.

(5) Provide the results of at least 3 months of accelerated conditions before and after the change of the commercial
production scale DS and DP. Provide at least 3-6 months of stability data under real-time conditions for commercial
production-scale DS and DP before and after the change. Comparability studies on accelerated and real-time
conditions. The data before the change can be the result of historical stability test.

(6) Develop a stability study plan. Continue post-approval long-term stability studies to confirm shelf life/expiry date of
the DS and DP.

(7) When the pharmaceutical comparability study data are insufficient to support the comparability of the change, non-
clinical and clinical bridging studies should be conducted to confirm the comparability.

(8) Explain in detail the reasons for the change and the specific changes.

(8) Provide a flow chart of the production process, indicating the process steps and process control parameters along
with a brief description of the proposed production process

(10} If the change leads to a change in generation, the end-of-production exogenous factor detection and genetic
stability

should be carried out in accordance with the requirements of ChP.

(11} Iif applicable, provide information and evidence that the production raw materials do not have potential risks

BSE/TSE

X2 DB EDHEE TR SN DIIRRAENSHRREEBUILWNEE(E. BT EEOREZEST JILIA—FT—>3 > THRIATLIZE,
5l : @ packaging material Ci#&%=—>packagingz/z(dmaterial DL &N HDd I a3 > 2 TEHMEUET,
@ "packaging material” Ct&%k—packaging material& 1 JL—XI(Zid> TWBEE NI o a>oHzmtiUET .
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30-Mow-2022
H H H Announcement of the State Food and Drug Administration on the @l China
D eta I I ed I SO u rce I D & ACtI 0 n S D eta I I S implementation of electronic reporting of drug registration

applications {2022 No. 110] Variation classification / CTA amendment type Implementation type

« FTIOINZEASARIBZLET. BEHTLDY—X—EE. Detailszo 3 vler lhuaiade

Source ID: 7072 « IDRAC: 356279 - Status:Valid

\/b\Bg'fq:o)Esﬁ’%H] %ﬁ&%ﬂg?é : ttﬁﬁjﬁgt“a—° Origin: NMPA - National Medical Products Administration China E::::::Iwe;:r}‘-{p‘:l::compamed by change in site, other technical changes.

- Source IDD'5Y—RBEESEIUYITBE, Y—AERBITTHA MOT
tX (Web linkzoUw D) | MEIXEDRIARR DY D> O— RAVAE]EE
T3 (Original document/Machine translated document (English)) .

[

Original document

[«

Machine translated document (English)

A Timelines
+  Cortellis Regulatory IntelligencedA\D 77Ot X%&HF I DI1—H (L. IDRACE ()0 working days for singechnge

= — “ = ) king days f dch
SOV IUTEJT —IN—XLTXEHR I DI EEAEETI, o b e e e

co[‘te“is CMC Inte“igence Small molecules - Post-approval changes and clinical trial amendments

Home Summary Detailed Report Updates

Marketing Authorization holder name and/or address change @ Create alert & Download # Editsearch

O\ Filter.. List view + Table view
=
Search... D Countries/regions/organizations : H Drug type : Pharmaceutical form H ource 1D H Actions
Expand all sections
. Drug Substance, Drug Solid oral, Liquid oral, Liquid Injectable, Inhaler, Solid,

v Administrative D - China Fedure Product Modified Release, Powder, Cream, Spray, Drops L1072 5367 2504 8374 Details >

Marketing Authorization holder .

cedure, EU - Centralised . - - . .
name and/or address change D H European Union by EU- Mutual Drug Substance, Drug Solid eral, Liquid oral, Liquid Injectable, Inhaler, Solid, 12789 17657 12525 12184 12114 10317 8900 9626
P ’r’c‘ncedure (MRP), EU Product Modified Release, Powder, Cream, Spray, Drops 8439 8455 8415 8450 8420 8451
s e

/

Medicinal product invented name
change ‘ o o , 12924 12789 12657 12525 12184 12114 10317 11070
D H European Union cedure Drug Substance, Drug Sol\d. gral‘ Liquid oral, Liquid Injectable, Inhaler, Solid, 11059 9900 10101 9626 8439 8437 5434 8455 BABE m —
The active substance or of an Product Modified Release, Powder, Cream, Spray, Drops 8415 B450 5420 5421 B4R4 3451 8430 ‘ o »
S22 DaJL B2eL DRLs D200 492 899 CMDh/006/2008, Rev. 28: Requirements on Submissions for Variations

excipient name change and Renewals within MRP and National Procedures, Jun-2025

Manufacturer name andfor D @® Japan e m Source ID: 10317 { IDRAC: 342651 - |Status: Valid

address change Origin: HMA-The Heads of Medicines Agencies

Deletion of Manufacturing site [ Web link
Items per page: 10 - 1-40fa

Transfer of Marketing
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General changes:...

Formulation changes (Changes in preparation quality
standards)

Significant changes:. ..

Q.I1.d.1 Change in the specification attribute and/or
acceptance criteria of the finished product

¢ (a} Change within the specifications acceptance...

Q.11.d.2 Change to analytical procedure for the finished
product

& (b] Deletion of an analytical procedure if an. ..

Q.Il.d.1 Change in the specification attribute and/or
acceptance criteria of the finished product

* (e} Change outside of the specification acceptanc...

Q.I1.d.2 Change to analytical procedure for the finished
product

Variation classificatio...

CTA - General changes

CTA - Significant cha...

Type lA

Type l1A

Type ll

Type lA

X 2selected

Implementation type

Not specified

Not specified
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Do & tell
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Product type

IMP

IMP
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FPP
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Details >
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Comparing 2 change descriptions

Bl china

Variation classification / CTA amendment type Implementation type

CTA - Significant changes Not specified
Change description
Formulation changes (Changes in preparation quality standards)

Significant changes:

» Deletion of key inspection items.

* Relaxation of acceptable limits for safety, formulation of critical performance-related tests (e.g., relaxation of impurity limits, relaxation of

Showmore ~

Timelines

The decision on whether to approve the supplementary application should be made within 60 days from the date of acceptance, and the

applicant should be notified of the approval result through the website of the Drug Review Center; if no notification is given within the time limit,

it will be deemed as approval.

C Clarivate”

Bl china

WVari:

ion classification / CTA amendment type Implementation type

CTA - General changes Not specified

Change descri

Formulation changes (Changes in preparation quality standards)

General changes:
s Tighten acceptable limits (not for safety reasons).

 Increase in inspection programs (non-safety reasons)

Showmore ~

Timelines

Ifthe sponsor assesses that it will not affect the safety of the subjects, it can be directly implem

during the research and development period.

Bl china Bl china

Variation classification / CTA amendment type Implementation type Variation classification / CTA amendment type Implementation type
CTA - Significant changes Not specified CTA - General changes Not specified
Change description

Change description
Formulation changes (Changes in preparation quality standards)

Formulation changes (Changes in preparation quality standards)
Significant changes:

General changes:
« Deletion of key inspection items.

« Tighten acceptable limits (not for safety reasans).
« Relaxation of acceptable limits for safety, formulation of critical performance-related

* Increase in inspection programs (non-safety reasons)

Showmore

Show more v

Timelines Timelines

The decision an whether to approve the supplementary application should be made within If the sponsor assesses that it will not affect the safety of the subjects, it can be directly
60 days from the date of acceptance, and the applicant should be notified of the approval implemented and reported in the safety update report during the research and

result through the website of the Drug Review Center; if no notification is given within the development period.

time limit, it will be deemed as approval.

3D EFTYIRODOITIEES

B European Union

Variation classification / CTA amendment type Implementation type
Type lA Do & tell

Change description

Q.11.d.1 Change in the specification attribute and/or acceptance criteria of the fini
product

* (a) Change within the specifications acceptance criteria

Timelines

Timeline: 30 days

13
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Control of Finished Product A Createalert 4, Download # Editsearch

=

Q_ Filter.. +/ Listview  Table view

Search...

[J HEH China

Expand all sections

>  Administrative D Change description
Formulation changes (Changes in preparation quality standards)
v Quality General changes:
Manufact ® Tighten acceptable limits (not for safety reasons).
anufacture

® Increase in inspection programs (non-safety reasons)

Control of Starting material/Active * Adaptation of analytical methods (comparable or better validation results within existing methodological validation or new methodological validation).

substances/Reagent/Intermediate Read more

Variation classification / CTA amendment type Implementation type
Container closure system

CTA - General changes Not specified View full details >

Stability

Design space and post approval e
D Change description
management protocol

Formulation changes (Changes in preparation quality standards)

Control of Finished Product Significant changes:

. & Deletion of key inspection items.
Control of excipients
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CDl‘te“is CMC Inte“igence Small molecules - Post-approval changes and clinical trial amendments

Home Summary Detailed Report Updates
Key facts A Create alert / Editsearch
China -
=
Search...

China » Last change date 27-Apr-2026

Expand all sections
P } * CFDA- China medicine agency name has now been changed as NMPA (National Medicinal Products Administration) from July 2018.

* Chinese regulations are evolving rapidly, particularly core CMC DS/ DP review processes (new drug classification in March 2016 and 2020).

Key facts
* Regulations are becoming tighter and more aligned to ICH, US & EU. China became a full member of the ICH in 2017.

Upcoming guidelines and drafts The National Medical Products Administration (NMPA) held a symposium on the process and prospects of the International Council for Harmaonization 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
Chinese version of original ICH guidelines, and assigned 69 experts to participate in the in-depth coordination of ICH issues.

Procedures
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

> Detailed requirements drug product is manufactured in China Local sample testing by NICPBP is always required; for locally manufactured drugs, NICPBP may appoint 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

Sources
* AP|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

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 guality 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.
15
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» Detailed requirements

Sources

2 Clarivate”

Report Updates

China - Lastchange date 27-Apr-2026

(CHIFBDSEANTFEDHA RS20, RST MROXE.

A Create alert / Editsearch

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 ID )

To further promote the implementation of the ICH M8: Electronic Commeon 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 Common Technical Document (eCTD) vd.0 (Chinese Version)

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

3. Implementation Guide for M8: Electronic Common Technical Do gt

4. English version of the Q&A document for M8: Electronic Common Te| % IJ \/073\ 5 \J _X/\O)
v \ S TEE—7=
For more detailed information, refer to the link. / J thD E'I-ﬁb_cg_o

CDE Notification No.2026/04: Issuance of Technical Documents Related to eCTD V3.2.2, 15-Jan-2026 (Source ID )

In accordance with the "Announcement of the National Medical Products Administration on the Application for Full Implementation of Electronic Commeon Technical Documents (eCTD) for Chemical Drugs and Biclogical Products” (No. 8 of 2026), to strengthen

the supervision and digitalization of the entire drug lifecycle, accelerate the implementation of eCTD in my country, and improve the application service level of "Internet + Drug Supervision,” eCTD will be fully implemented for chemical drugs and biological

products starting from March 1, 2026. To facilitate the full implementation of eCTD, the Center for Drug Evaluation (CDE) has revised the relevant technical documents for eCTD V3.2.2 (see Annexes 1-4). Based on the requirements of the "Notice of the General

Office of the National Medical Products Administration on Issuing the Procedures for the Release of Drug Technical Guidelines" (No. 9 of 2020), and with the approval of the National Medical Products Administration, this document is hereby issued and will take

effect on March 1, 2026.
Attachment:

* Current application material requirements and correspondence table of eCTD catalog elements and CTD catalog levels

* eCTD Technical Specification V1.1 and Annex Package

* eCTD Implementation Guidelines V1.1
s oCTD Validation Standard V1.1

—

BEX®DY D> O0— K
PEIRE T,
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Regulatory Submission Pathways
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CTA amendment & PAC Procedure

PAC Relevant Procedure

Provisions for Post-approval Changes of Drugs (Trial) Source ID 8367 -Appendix 1

General Provisions

Regulatory Submission Pathways

China - Last change date 27-Apr-2026

Significant/
Subsatntial
changes

\H submits CT
iendment after
CTA

General
changes/Non-
Substantial
changes

CTA AMendment

validation by Center for
Drug Evaluation

It can be implemented
immediately and
reported through

(evaas)

Approval

NO

Q 00% @ c

Applicant can continue the clinical

trial

Communicate with provincial

regulatory authority (RA) or

CDE (consultation needed

only if MAHs are unable to

determine the change

The proposal to resume the drug management category)
clinical trial shall be done by the
applicant and can resume the CT
after the rectification is completed.

China PAC

NO

If there are major risks in the
safety, the Applicant cannot
continue the clinical trial, it may be
suspended/Terminated for 3 years
and licence will be invalid
automatically

* Marketing authorization holders (hereinafter referred to as holders) for post-marketing changes in drugs, and strengthen the connection between drug registration and production supervision and management of drug regulatory autherities, according to

the "Drug Administration Law

Production (Order No. 28 of the State Administration for Market Regulation) formulate these measures.

* The holder should take the initiative to carrv out post-marketine research of drugs to realize the full life cvcle management of drugs. Encourage holders to use new oroduction technol,

The Vaccine Administration Law, the Measures for the Administration of Drug Registration (Order No. 27 of the State Administration for Market Regulation), and the Measures for the Supervision and Administration of Drug

hods. new eauioment . and new scientific and

RRPDECHTS
ZERBXSPEETO
TRFCHET BBk
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Report | Detailed Requirements (GREIZH4EFH)

“Detailed”" EB—D T A —Y W b TCMCEHDFFHZRRUE T,
o CCTIFE—E - thg0BIRIZITZFRRUEZINM. Compare side-by-sidensSE—E(CHITD 2 DOMRBIIEBEEZLFNFRRT D E(IAIGETT,

Home Summary Detailed Report Updates
Manufacturer name and/or address change @ Create alert # Editsearch
China v = Allfilters Q_ Filter... Listview ./ Tableview
=
Search... . . i . . . ey . . - . . .
|:| Countries/regions/organizations : Change description : Variation classificatio... : Implementation type : Product type Actions

Expand all sections
Changes in manufacturing site include change of
. China manufacturing address, newly increased Major Tell, wait & do FPP Details >
manufacturing address, or newly...

~ Detailed requirements I:I

»  Administrative

Changes in manufacturing site include change of
Marketing Authorization I:I . China manufacturing address, newly increased Major Tell, wait & do FPP Details >

holder name and/or address manufacturing address, or newly...

chanee Formulation changes (Change of manufacturing site

i for preparation) CTA - General changes Not specified i
Medicinal product invented I:I . China g P IMP Details >
name change General changes:...

Formulation changes (Change of manufacturing site

The active substance or of an O Bl china for preparation) CTA - Significant cha... Not specified IMP Details »
excipient name change

Manufacturer name and/or

Items per page: 10 - 1-4o0f4 e
address change
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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,

Home Summary Detailed Report Updates

Sources

China -

=
Search...
China - Last change date 27-Apr-2026
Expand all sections
20-Apr-2026

Key facts CDE Notification: Soliciting Public Comments for the Chinese Translation of the ICH M8: Electronic Commor

Source ID: 13235 DRAC: 427953 - Status: Valid

Upcoming guidelines and drafts
Origin: Center for Drug Evaluation (CDE)- China

Procedures A Original document &, Translation available

> Detailed requirements 15-Jan-2026

NMPA Announcement No.2026/08: Full Implementation of Electronic Common Technical Document (eCTD)
Sources Source ID: 12763 DRAC: 421733 - Status: Valid

Origin: NMPA - National Medical Products Administration China
& Original document & Translation available
15-Jan-2026

CDE Notification No.2026/04: Issuance of Technical Documents Related to eCTD V3.2.2, 15-Jan-2026

Emeimnn 1P 1T MOAS. ARTTOA [T
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Updates | #5153k

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

Corte“is CMC |nte“igence Small molecules - Post-approval changes and clinical trial amendments

Home Summary Detailed Report Updates
Updates
China -
China
Most Recent Update

Publish Date: April 27, 2026
Following new [/ updated guidance document added under sources:
» Source ID 13235: CDE Notification: Soliciting Public Comments for the Chinese Translation of the ICH M8: Electronic Common Technical Document (eCTD|

Sections updated with released guidelines are listed below:

* Sources
+ Updates

» The upcoming guidelines section has been updated with brief information from Source ID 13235
Previous Update
Publish Date: Mar 02, 2026
Following guidance documents added under sources:

= Source ID 12763 - NMPA Announcement No.2026/08: Full Implementation of Electronic Common Technical Document (eCTD) Submission for Chemical Dr

2 Clarivate”
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ELERERD,

Set up an email alert

Alert name

/ 75— N ERELES

Alert name*

Frequency /

@ Daily

75— bODiX{EE
Ba#RUET

o Weekly

o Monthly

Choose countries/regions/organizations

Select all

[ china
D Japan

Choose content type

Select all
[ Keyfacts
D Key requirements

M1 tindatec

D India

> D Summary requirements

> D Detailed requirements

Cancel

e

Apply

75—#%&1bb\E%®EE
Eﬁﬁ?%gtf 75— bhviE
ESNFEY.

BEA L (CAE 9 DCreate alerth' 5% ELFE T,

Frequency - Alert$iE%7E

Daily
BH. BAEME FailC7>5—b
A=)VEXELET

Weekly
HiE BAREBERCT7S— b~
A—=)L&EEUET

Monthly
7o5— hREZB(CRYIDT 5 —
hX—)LZXEL. BE1ILHD
BHEHRZN/I\—UFET,

- TNUBE30BHECTS— N
PESNET,
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Cortellis CMC Intelligence 13 Clarivate
26-May-2026
WEENETS— NEE(C CORTELLIS CMC INTELLIGENCE | SMALL MOLECULES | POST-APPROVAL ALERT

N7
‘J: 2 _C?'%Dah D D 353_ \ Your MONTHLY alert containg information that was updated on or after 26-Apr-2026

MName: China 05:58 26-Mov-2025
Product: Cortellis CMC Inteligence
Owner:

Contact:

UPDATED - SINCE LAST ALERT

China
Date Event Type Description
27-Apr-2026 Updates update Updafes has new information
« Date: O WEHH
« Event Type : EiEH| e | - ciwan
+ Description : EFIAE T Event Type S—
27-Apr-2026 Updates update Updafes has new information
sHill 2 iR 9 S (C(ICortellis eX—)LAvEz—FEo'To
CMC Intelligence(COF 1> Thailand unsubscribe---' N5 F7S5—
TDIRENHDXT, L Event Type Descrigtion mEZAT (inactive) (CEE
20-May-2026  Updates update Updafes has new information 3—5 = (‘_'_73\_C :ng 353_0
75— MBI BCECMC
Click to login to Cortellis CMC Inteligence now Intelligence® )’ S — FERTE
O Clarivate If you need help, please contact your local Customer Service team | To unsubscribe, please click here O yb‘b};ﬁ{"ﬁ LT < == Yo
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Alerts | 75— NEHEHR
75— NEEEE ICZEEA LONILTA IS T I TEET,

Cortellis CMC Intelligence

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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BEFHFDTS— MIMERBIBEIC—EBRRESNET

Cortellis CMC Intelligence

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

ERIDI7S— b &S, HEE
ONZFEZ(FOFFANEEETEFET,

MENRBICRDETS— b
HIBRD'EIEET T .
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« BRETOYR— b2IHEDH . REDI—Y—HR— A heZSRIE<H. BHORIY—TF7ETTERE TS0,

+ Small molecules Biologics

Resources and updates X e—
O Pre-approval @ Post-approval changes and clinical trial amendments
Product updates 5
Countries/regions PI‘OdECt uDdatES .
:I\/T\/\yb*%%ﬁga))ﬁ\y jj__ F%B?Dbﬁ L/gfa_ Training resources 5
China X India X Japan X | Add countries/region —
Training resources
A1 TILOREBRDEDMOYR— NERC T IR TEET contact us >

Feedback and suggestions
New

Contact us

BEHelp I 7 1 )LD T It ZX2, Ask the ExpertFDit I 00—
JULDOY—EXZONDEEEOTY, BAREBETOYR— Il HE
SNBAIEIREOHARKENDHRAIY—T 7 (CTEBE LTSN,

Organizations

European Union X | Addorganizations

N

Feedback & suggestions
HEA\DHEREN. (NEELEZHEDIAITET,

/0

2 Clarivate” RIS EHI I I TAZ L~ EHEET .




1—-Y—HBhk—bMDFESE

BARSZEYR—- (b

https://clarivate.com/life-sciences-
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support
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Intelligence training
resources
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Intelligence
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Cor Factsheet (3838)
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Cortellis CMC Intelligence
INEFR REZEamH7TIY

& BNFEZS R NAAEES

* 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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Clarivate is a leading global provider of transformative intelligence. We offer enriched data,

v

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
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