(> C.Iari\.late"'

““Cortellis CMC Intelligence
~ Pre-approval |
User Guide

Life Sciences & Healthcare | Nov 2025



Table of Contents

Cortellis CMC Intelligence& (&

[(@%]

Home Page (Navigation Page)
¥IZ
Countries/Territories - EDER
Organizations - k& 73 fHIDIEIR
Regions - Higdi#EIR
Member States - #H##NNEEE DER
Climatic Zones - SfEX1gDiEIR
Home Page - 27 YNANDT7 IR

|l—‘ O |0 N o U |~
o

Summary Requirements comparison (GGREIZEH4OBIELCE) 11

Detailed Requirements comparison (G¥HiZE{LEE)
Detailed Requirements (IZ#XKR)
7+ )L —EREH
7+ )L5 —EAZEE
Text Filter - XA T )L —##E

A =
RN

2 Clarivate”

Report (ZFEMHBEHADLR—b)
«  Key Facts (#1&)
Key Requirements (FEZERHID%4EH)
Upcoming Guidelines and Drafts (S DMRHIZE)
Procedures (ERzE - BT OTXR)
Detailed Requirements (GGREIE/4F5540)
Sources (AREIZHDIFIRRDHED
Change History (E#ER)

Updates (ZEFHEEIR)

Export (ZERGEIEZEHDPDFEZ(IEXcelNDHi A1)

ZEREIEHDPDFET=(FExcel—3EH
Summary>—JJLMDExcelH 7

Alerts (75— BESTE)
Management page (77> — ~E%TEIEIH)
iR 07 > — RNERTEEME - My selection (EDiEIR)
FR7S— NRTEER - 75— MIRNE WD - SEEEIR
Emailfizz{

HR— MEER

B RBIG e K s
W = O OV 0N O

i

&

813 & N
o (O |00 N

|UJ
—



Cortellis CMC Intelligence & (3

Cortellis CMC Intelligence (&, BEDFEERE LI/ A AOZ TR ER(CEHT IHARZEDCMCE
HZiFET DT —IN—ATY, KELBODENDZTO—/)VULESHRBIRIE T (CHULT. &=FHDCMC
BEHZREL. PXRMNQESHRFBZHR—NUET,

ZEDORHNZRDATNE®., HHFRE(CHBE U AR v U X MORR(CK D TINE=NIZBEHRE
AU, FEDOCMCHRHIEMFCE T DR REIRINEZFIEECLE T,

CMC Intelligence O >/RX—= : https://www.cortellis.com/cmc

2 Clarivate” 3


https://www.cortellis.com/cmc

Home page | #1&

o T—AOAR-RAZFEAETBICIE. R—LABE CRBUIROER DT T (Small Moleculesz/z(dBiologics). HIFEX 53 (FTAIEREE Pre-
ApprovalZE 7z (FZEREE Post-Approval)dB KUSAEXISROE - il - Az EIRUET,
o HEHATTUPEREDBIRGESRELFE CTHRHLUET

Cortellis CMC Intelligence | small Molecules | Pre-Approval Small Molecules & BiologicsDES 1 —)LIERY > B LV
TR o Pre-Approval &Post-Approvaltl D& X /RF >
ma olecules 1010g8ICS S =F s/ 2
z (WINEZEI—T—HEDH)
— @ Pre-Approval O Post Approval Changes & Clinical Trial Amendments
R—LAEE (RETKRU
TLV\DEME) (CRD
Countries [ Territories Regions Organizations Member States Climatic Zones
- Ml - RERRODIEIR
¢ D42 RD
EEAD) RILADT7 A
OV wOIUT, T—IR—
AADERD A>T/ HE Cortellis CMC
fERRSEEY, T/ (% s =W v
VR CEBOERCERS Intelligence’ >
NTVEY, T HEZH
Cortellis /
im| Summary E] Detailed [_E‘] Report G Updates

Compare and contrast core Explore and search through, both View a visualization of regulatory See the latest updates to the

requirements for your selections to official regulatory requirements and submission pathways, read key content for your selected country or

identify differences and similarities local practices organized into eCTD facts, procedures and requirements organization to quickly identify and

for your global operations. structure efficiently linked to the to gather understanding of the locate changes to CMC regulatory

source documents. regulatory submission. content for your projects.

© 2024 Clarivate Leqal center Privacy notice Cookie policy Manage cookie preferences U-/-ﬁ_ |\>( —-1— %15_%/_.]_‘ L/ 35 g‘




Home page | Countries/Territories - ElD#EIR

CMCEH#DO>FTIVEBE I B(C(E. Bk DEEZRIRT ZNENSHDET,
«  ZF9 Small MoleculesZ/zldBiologicsDEE SN Z T )Y O U TRHBATIVUZEERUET, EHI1I—TERDH)
«  #EL\TPre-ApprovalZ/z(dPost Approval Changes & Clinical Trial Amendments ESS5HEEIRLUET, ZHI—TERODH)
«  JR(Z"Countires/Territories”% JR®M"Select Countries / Territories”Z7' w2 LT, EBEL—EBHISHAENREZEIRULE T,
- BMDOENT SICRDONSRVNGE(IERBREBEFETT .

Small Molecules Biologics

AEMROBRENTIT IS IUHBEXDZ ©)

. Countries / Territories (4) Regions Organizations Member States Climatic Zones
e Uy O UTCERULET,
@ Pre-Approval O Post Approval Changes & Clinical Trial Amendments
Search Countries / Territories
@ I Countries | Territories I\Regions Organizations Member States Climatic Zones china\ \ [ Q,
i ] . N . N =N =1 R e R ”
T 2DV IIDEEBTHRETEET,

China O china Proc

“Select Countries / Territories”% 727 IODE?RD‘?_E\T L/T:BZépply”%T_'
Uy o9 3EEYUR MRRESNET, IUw o U CEIRERELET. \m]

-

@ Countries / Territories Regions Organizations Member States Climatic Zones @

Countries | Territories (4) Regions Organizations Member States Climatic Zones

Search Countries / Territories Q ‘ Select Countries / Territories “Clear a””%g IJ v 03_5 & v
' ETCOEMEREBERENE T, '

Select all / Clear all

LJ >ierra Leone LJ dingapore IJX hb‘i‘éﬂ_?gnt 5\ %Eij&@% Countries / Territories Selected (4 Clear all
[ slovenia [J semalia %0 IJ v 0 L/_Ca:I v g%lﬂiﬁ_o

China & South Korea £ Taiwan £ Thailand &3

South Korea O south Sudan T opam

O -Sru.dan g :\.-.ltfakdletn g jwitaer‘land %;REIJOD%DV%T_\E“% a_o

o o o E&DERIDXENIES Uy 793 &ERRIRTEET,
D Turkey D USA D Uganda '




Home page | Regions - itz diEEIR

CMCEADOZFTIVZRET D(C(E. BLDHDEPSZEIRT DHENHDXT.

- ZF9'Small Moleculesz/z(dBiologics EES5ME T )W I ULTREAT IV ZERUET., EHEI-THEDH)

«  #EL\TPre-ApprovalZjz(dPost Approval Changes & Clinical Trial Amendmentsd EE S M EEIRLUE T,
- "Regions" I ZMEATDE. FFEDHIRKDEZFE ESHTGEIRTEET.

(ZE1—YHRDFH)

O asia Pacific
O Europe

O nNorth America

@ Countries | Territories

Regions

O caribbean

Latin America

mall Molecules iologics - ——= -
= . AEHROBRNTTUBLVHRBRS %
@ Pre-Approval O Post Approval Changes & Clinical Trial Amendments 0 IJ B 0 L/_CIEJ:R Ljasa_° Countries [ Territories (13) Regions Organizations Member States Climatic Zones
@ Countries / Territories Regions Organizations Member States Climatic Zones o .
S ——— ioriesbyRegion “Clear all'2 Uy I35 & |
| Regions"5 Jwi#iR L TOENRIRFERENET,
) Clear all
\ ”Select Countries / Territories by Regions” Argentina Bolivia @ Brazil Chile @ Colombia & Costa Rica & Guatemala &
%g |J \ygg'a ti‘migz |JX l\b\‘ﬁﬁénijo Guyana & Honduras 3 Mexico &3 Panama &) Peru & Venezuela &
IR U g RDEN F EH TCEIRENZE T,
E2OEAIDXENZETUY D3 D EERFERTETEI,

Organizations Member States Climatic Zones

urasia

[7] Middle East, Africa

g X bORIRSNTES. SHERROMIE
220 Iy ILTFIVIZANET,

()

2 Clarivate”

sk DIEIRNT T LTz 5"Apply”
OO UCGERZEELUE T,




Home page | Organizations - k4 #HEDEIR

CMCEH#DO>FTIVEHET B(C(E. BlLdhDEWigERIRT ZNENSHDET,

- ZF9'Small Moleculesz/z(dBiologics EES5ME T )W I ULTREAT IV ZERUET., EHEI-THEDH)

«  #EL\TPre-ApprovalZ/z(dPost Approval Changes & Clinical Trial Amendmentsd EES5MVZEIRLUE T, (BEEILI—YERDH)
«  "Organizations" 77z {ERT D & ARENBERODAFNAIEEREREELERRUE T,

Small Molecules

e FAEMROBRRHT T VS KVRBEXS % ) I . o o

o B e OIJ \yg L/_CEJ:R bi@‘o ountries / Territories egions rganizations (2) ember States imatic Zones
@ Countries / Territories Regions Organizations Member States Climatic Zones Select Qrganizations ”Clear a””%o IJ W 0@'5 té v

| “Organizations”4 J7%&iR TOMHMNEIRAEIR SN

‘ S OfEEriatGns ‘ Organizations Selected (2 Clear all

European Union (3 ICH &
y \ “Select Organizations"zZ2 w2
LMV MIRFENET . SRR TRSNET .,
E2DOGRIDXENZI U 03 2 EERBBIRTEERT,

-

@

Countries / Territories Regions Organizations Member States Climatic Zones

European Union ICH O3 ioa
O paHo O prscu [ The Global Fund
[ UNFPA Procurement Services Branch O wxo Pg

DR ZEI Iy O U TFIYIZANTT,

ERMERUX MIRRENES, BENR =D

HRODFEIRN T T LIE S " Apply”

2 Clarivate” w#IUw I U TRIREEELET.




Home page | Member States - EFEFHGHNEEEDER
VEBET 3CE. BL0H3ECEERRYT ZUBNB0ET.
(ZEI1—YHDH)

CMCEHnI> 7>
« 9 Small MoleculesZ/z(dBiologicsD EE 5N ZET U O U TCEBR AT IV ZIERUET,
«  #EL\TPre-ApprovalZ/z(dPost Approval Changes & Clinical Trial Amendmentsd EES5MVZEIRLUE T, (BEEILI—YERDH)
«  "Member States"5JZERT D & FEDEBFEBMONMEBEZEX EHTERTEET.
Small Molecules Biologics
: Eﬁﬁij&@@ﬁ]b;j‘ IJ BA:UEEE%EIZ%% @ Countries [ Territories (8) Regions Organizations Member States Climatic Zones
@ Pre-Approval O Post Approval Changes & Clinical Trial Amendments 0 IJ \y 0 L/tigj:R L/gsa_o l - - )
@ Countries / Territories Regions Organizations Member States Climatic Zones ‘ Select Countries / Territories by Member States ”C|eal‘ all"EO IJ v 03_5 & e
—_— ' ETOEMNEIRFERENETT . '
= : Co Selected ear al
i “Member States”4 7 %&:&iR o
Cambodia & Indonesia & Malaysia ) Myanmar &3 Philippines & Singapore (3 Thailand &
\ “Select Countries / Territories by Member States” Vietnam € - ‘ rrap
W Id 3 ERERD X M ERENET, BEIRUICE RO MBEN T RSNE T,
E2OERIDXENZI VY U3 D EERFERTEET .

-

Member States Climatic Zones

@ Countries [ Territories Regions Organizations
ASEAN O African Union O caricom
O eaeu O ecowas O European Union
O scc O icu O mercosur
[ zaziBoNa

EFHE#E D X hARRENES. SABENRD
Bz v oL TFIVvIZANET,
T

B ODBIRN T LI=S " Apply” | /!
=5y CRRERELET. r

2 Clarivate”



Home page | Climatic Zones - S{EXiDiER

CMCEH#DO>FTIVEHET B(C(E. BlLdhDEWigERIRT ZNENSHDET,

- ZF9'Small Moleculesz/z(dBiologics EES5ME T )W I ULTREAT IV ZERUET., EHEI-THEDH)

«  #EL\TPre-ApprovalZ/z(dPost Approval Changes & Clinical Trial Amendmentsd EES5MVZEIRLUE T, (BEEILI—YERDH)
« "Climatic Zones"7JZEAT D &, FEDTURXIBRDEZFL EH THERTEET,

Small Molecul Biologi = — ~ W=
o RS BEHKOBRNTTUBLVHRBERS % 3 N ) . b .
|J \y 0 thigj:R ngfg‘ Countries | Territories (25) Regions Organizations Member States imatic Zones
@ Pre-Approval O Post Approval Changes & Clinical Trial Amendments 0 ~ °
Select Countries / Territories by Climatic Zones ”Clear a”"%a|) \yag'ét v
Countries / Territories Regions Organizations Member States Climatic Zones o
@ ‘//4 2 TOENERBIRENFET .
i 1 ~1: 5 ” PR Countries / Territories Selected (25 Clear all
SABEY oS | TetTOioTiss iy Gl 2B Climatic Zones"~ 7 %i#iR ‘
Bolivia £ Brazil &) Cambodia £ Cameroon (3 Central African Republic Ethiopia |
es Select “Select Countries / Territories by Climatic Zones” =T E UL - i iaProcuEment Azency £
'OUY T DB ERERIEU R MIRRENET nionesin 0w 0 N IR UTCSURBUSAIDEN S TRIRSNE
E&DOBRIDXENZEI Uy U3 D EEIRFEFRTETET .

et

@ Countries / Territories Regions Organizations Member States Climatic Zones

YR X MR SNES. FAEHRD
SMEXBZE I )Y I UTFIY IZANTT, m

ﬁﬁﬁ%?btammw%x7vf
Uw o UCTRIRERE LET .

2 Clarivate” 9



Home page | > >YADT7 1A

ABEWROE - this - 8% 18RI B &, Cortellis CMC Intelligence&E A>T WVIC T IOTCRATEDRLIDICIADET

Cortellis CMC Intelligence | Small Molecules | Pre-Approval

®

Home

Small Molecules Biologics

i

Summary @ Pre-Approval C) Post Approval Changes & Clinical Trial Amendments

E] Countries / Territories (3)

BEAZDVA 1> 0w
@ LT, T—AR—XADER
DTV /e R RRS
e BFEI,
Updates j)j_—\/\y(j:\ . i’miﬁz&*}%

Regions Organizations Member States Climatic Zones

Clear all

© China €  India €@  Pakistan @
17 ~ P
EE FEfDORT > NSET D
g LRTEET
AT o
g:
corelis | Cortellisz#r LWL\ T /D« :
~ Lo - _ (X ] Summary &) Detailed [@ Report © updates
> ROTERRUET,
M summary [E] Detailed @  Report (& updates
Compare and contrast core requirements for your Explore and search through, both official View a visualization of regulatory submission See the latest updates to the content for your
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~ Summary Requirements

~ CMC Requirements

Nomenclature
Compendial standards
Details of manufacturer
Quality documentation
Impurities

Physicochemical and
biological properties

Accelerated Stability
Drug Substance

Long-term Stability -
Drug Substance

Accelerated Stability
Drug Product

Long-term Stahility - Drug
Product

» Marketing Authorization
Application Requirements

* Medicines Procurement

Table Glossary

BRUTERE ~EwY O

t

RElDo~EW D
—EBN SR L
FEWIBER %&IR

My selection

China

China

China

China

China

China

China

China

India

Home page CiEIR UL IZE(CDULT
Bz LB A HE
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Excel\
D

Long-term Stability - Drug Substance 3 Download
S 5 Real time at 5 o Testing .
St Sub T t Relat Bracketing/Mat Post- 1 Ext lat
Dm.gF ubmisston fmpera ure i we submission E S R Selection of batches Stability commitment ?pprmra frequency as per fapoiatan Photostability
conditions type (=C) Humidity (26) acceptance ONgoing program acceptance
(months) ICH
Refrigerator NCE 523 12 Mot specified 3 Pilot size batches using 3 Commercial batches until shelf life Yes Yes Yes Yes
different API batches or retest period and one batch per
year
General case Generic 25+2 605 G Not specified 3 Pilot size batches using 3 Commercial batches until shelf life Yes Yes Yes Yes
different API batches or retest period and one batch per
year
General case Generic 3042 6545 6 Mot specified 3 Pilot size batches using 3 Commercial batches until shelf life Yes Yes Yes Yes
different API batches or retest period and one batch per
year
Refrigerator Generic 523 6 Not specified 3 Pilot size batches using 3 Commercial batches until shelf life Yes fies Yes Yes
different APl batches or retest period and one batch per
year
Freezer Generic 2045 G Not specified 3 Pilot size batches using 3 Commercial batches until shelf life Yes Yes Yes Yes
different API batches or retest period and one batch per
year
General case MCE 2542 6025 12 Mot specified 3 Pilot size batches using 3 Commercial batches until shelf life Yes Yes Yes Yes
different API batches or retest period and one batch per
year
Freezer MCE 2045 12 Mot specified 3 Pilot size batches using 3 Commercial batches until shelf life Yes s Yes Yes
different APl batches or retest period and one batch per
year
General case NCE 302 6545 1z Not specified 3 Pilot size batches using 3 Commercial batches until shelf life Yes Yes Yes Yes
different APl batches or retest period and one batch per
year
General case M/A 302 7525 12 Mo 3 Pilot size batches 3 Commercial batches until shelf life Yes Yes Yes Yes
or retest period and one batch per
year
.
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i ERICERERRESNET
Seneral Information - Official Regulations: EditMy Selection

BERBEBICK D TEDHSNIZAR

[ 3

v Detailed Requirements

Summary = Filters Q, Search Local Pragig D Null Results ﬁ;”g{q:@?ﬁﬁ:ﬂiﬁgaﬁ
> Clinical Trial
EI Requirements
. i lof2 i lof2 > i
Detailed > Marketing China 24 India 4 Pakistan 4
Authorization
R i t a o a o - -
i Official Regulations | IMP 2 Official Regulations | FPP & Official Regulations | FPP &
v CMC Requirements -
Drug Substance 3.2.5.3.2 - Impurities: 5.3.2: Impurities: As per Guidance document for submission of
Information on impurities should be provided. application on form 5-f (CTD) for registration of
> 5.1 General SFDA Circular No. 16 of 2018 for Phase | studies

pharmaceutical drug products for human use:
Information _ _ i )
« Preliminary impurity profile analysis results,

> 5.2 Manufacture potential genotoxic impurity control strategies, Local Practice
and analytical information should be provided.

» The study can be studied and submitted in
accordance with the ICH MT guidelines.

« List of Drug Substance / API-related impurities
v and process-related impurities shall be

v 5.3 Characterization submitted along with acceptance limits.

Product Type: FPP

$.3.1 Elucidation of Submission Type: New Drug, Generic Drug

Structure and other SFDA Circular No. 48 of 2018 for Phase Ill studies

¢ Characteristics Drug Type: Drug Substance Local Practice ~
Cortellis - o List describes the analysis of impurities, Pharmaceutical Form: Not Applicable \
+ S22 Impurities including impurities name and / or Procedure: Standard Procedure, Accelerated Procedure Product Type: FPP Local Practice:

General code, structure, source, whether set the Country of Origin: Local, Foreign Submission Type: New Drug, Generic Drug
standard safety limits and other support.
s |nformation on the relative retention time,

BEI>BILY> MILDB.
WHEITICAIDEMOAS b

Information

Drug Type: Drug Substance

. . e . SourcelD: 4 15 17 21 Pharmaceutical Form: Not Applicable
Residual Solvents  « wthathar it ic 2 cnarific imnrihs canteal in tha \
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I —EEERR . LT< R0 Product Type :
BERAERm /| EEnmERm

« Submission Type :
FRHREER/TRU VY etc.

[} Drug Master File

-  Drug Type : [RZ / &

Drug Type

da_éﬂ__\éﬁtb\CMcg'ﬁ: [} Drug Substance

22 3 i
D& IEIR O orug Product - Pharmaceutical Form : #I&/i%5
Pharmaceutical Form %%E%

« Procedure : Bs5 5%
(EEER. B5EETFEE. WHO-PQ
etc.)

Cancel

« Country of Origin :
B (C"Apply" &I v I L EEE (R - SHE)

TIAILEY—FfFa@EAL
F9

2 Clarivate” 13



Detailed Requirements comparison | FFlZ4LEE (D)LY —EREEH)

o BIRENZET ALY —FH(CHED T, TRITDRHAEBEHNRDIAENET,

- IRMEIT"Local Practice” OFRFR/IERFEZVEZISNE T,
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| ]

Local Practice &R=/IEXRT=

Clinical Trial Application Procedure Null Results & R/FEFRR
EIRFPDT ¢ )LY—1EB
Summary v Detailed Requirements = Filter‘ O\ Search Local Practice D Null Results
v Clinical Trial u ”
Requirements IMP New Drug Clear all h Clear a” %OIJHW 0?5&7’()'/
B G- T—IERRTEET
Detailed ~ Administrative
Requirements China 1of2 > &% India 1of2> % Pakistan 1of2 > &
Clinical Trial
Application
Procedure Official Regulations | IMP ~ Official Regulations | IMP A Official Regulations | IMP ~
Cc?n_tent OT tha Clinical Technical Requirements for Overseas The Drugs Controller General of India (DCGI) heads For Procedure for Submission of application, refer
Updates Cl|anaI Trlal Marketed and Domestic Unlisted Drugs CDSCO and is responsible for granting permission for DRAP Guidelines CONDUCT OF CLINICAL TRIALS
Application _ ) clinical trials to be conducted and for regulating the GUIDELINES , Edition 1.0.
v Manufacturine and NMPA has published the guidance document on sale and importation of drugs for use in clinical trials. Guidelines include following details:
Q . g clinical technical requirements for the drugs listed The DCGI is commonly referred to as the Central
AT L overseas and unlisted domestically. Licensing Authority in the Indian regulations. The 1. Where to apply: The application to conduct
Manufacturing This technical . i licable to d scope of the DCGI assessment includes a review of Cl”_"cal Trlaltc_) b‘? submitted to Chalrm_an cscC
Requirements . li hec ntl’ca rziq:l;emen is appdlca tT— to dr_ugs applications for investigational new drugs and new / F)|rector of Division of Pharmacy Services OR
. _ Ch'_’;naa:fﬂﬂ??ﬂg;(ﬂﬁ“i:;:? ags ;‘c;itllsazorlwr;‘ drug clinical trials, global clinical trials (GCTs), and Director of Secretary CSC. o
Cortellis v GCP compliance , M3 ¥ g yp : - post marketing studies (Phases | - IV). (853, xiii). 2. Whe can apply: The Sponsor or the Principal
(n 0r|g|r.1ally researched chemical drugs and investigator who intends to conduct a clinical
Import of IMP therapeutic drugs that have been marketed Additionally, as per the 2019 CT Rules (853), the DCGI trial in Pakistan shall make the application.
Export of IMP Overseas Pr_oducts; _ ) and a DCGl-registered ethics committee (EC) must 3. Application Fee: Every application to conduct
(2) Generic drugs listed overseas and domestic approve a clinical trial application prior to the the Clinical Trial will have the non-refundable
> CMC Requirements - unlisted drugs sponsor initiating the trial, except in the case of non- processing fees. The fee can be submitted in
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Summary

5

Detailed

Updates

Q

Cortellis

~ Detailed Requirements

> Clinical Trial
Requirements

> Marketing
Authorization
Requirements

> CMC Requirements -
Drug Substance

v CMC Requirements -
Drug Product

v P.2 Pharmaceutical
Development

v P.2.2 Drug
Product

v P2.2.1
Formulation
Development

General
Information

Bioequivale...
BE waivers

Essential
similarity

2 Clarivate”

BEE DT —FFX MASREIC
FEBOF—D—RPOIL—XZANUET

BE waivers /
= Filters Q, bicequivalence x
China
Official Regulations | FPP A

For products covered by the Guideline for Waiver of
In Vivo Bioequivalence Trial and products that are
unsuitable for in vivo studies, NMPA shall issue
catalogues for specific products batch wise according
to specific conditions; manufacturers may also file a
waiver application and describe reasons to NMPA.
NMPA will decide whether to approve the waiver
application after an argumentation.

NMPA recognizes that for some product categories,
BE study can be waived. NMPA has published two
lists where products on these lists can have
simplified or waived BE study.

1. CDE’s Netification on Soliciting Public Comment
on Drug Varieties Subject to Exemption or
Simplified Human Bieequivalence (BE) Test (1st

BELETFA a0t os 3>
FICRRPRDIAFENTT

s

Local Practice D Null Results

India

Official Regulations | FPP

Biowaiver n vivo bioavailability and/or
bioequivalence studies may be waived (not
considered necessary for product approval). Instead
of conducting expensive and time consuming in vivo
studies, a dissolution test could be adopted as the
surrogate basis for the decision as to whether the
two pharmaceutical products are equivalent.
Appropriate in vitro dissolution data should confirm
the adequacy of waiving additional in vivo
bioequivalence testing. Comparative dissolution
testing should be conducted on 12 dosage units each
of all strengths of the test with each of all respective
strengths of the reference products.

The aim of biowaiver guidance is to reduce the risk of
bioinequivalence to an acceptable level.
Pharmaceutical development work aims at reducing

BEUETFAMEENDEDN
HET/\A 51 hENFT
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Key Facts
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Key Requirements

q T F Chi -
Summary Upcoming Guidelines I e
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Detailed » CFDA - China medicine agency name has now been changed as NMPA (National Medicinal Products Administration) from July 2018.
> Detailed Requirements » Chinese regulations are evolving rapidly, particularly core CMC DS / DP review processes (new drug classification in March 2016 and 2020).
= Regulations are becoming tighter and more aligned to ICH, US & EU. China became a full member of the ICH in 2017.
Sources » 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 Chinese version of original ICH guidelines, and assigned 69 experts to participate in the in-depth coordination of ICH issues.

Change History » Local trials can be performed in all phases of clinical development (previously only Phase 2 and above) Review and drug control/testing can occur at both provincial and federal level during registration process.

Provincial FDA (PFDA) is involved only when drug product is manufactured in China Local sample testing by NICPBP is always required; for locally manufactured drugs, NICPBP may appoint a provincial drug
Updates ? quality control institute For imported drugs the entire review process is done by CFDA
Q Drug marketing permit (DIL) required for FPP for marketing
» APl and excipients are following China DMF (Technical Review for DMF of APl is 200 working days)

" n ~

_Report mi‘)j ~ » Normally, 60 working days for clinical trial filing

FTOVHIEBX = Around 200 working days for FPP for marketing
Cortellis 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 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 v
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Key Requirements ¥+ Download

China A

GxP Requirements

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 new version of the
GLP certificate valid for 5 years.

« Institutions 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 cancellation of their
certification.

» Willintroduce 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 platform.

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

Format and Content of the Application

Notice on Changes to the Format of Electronic Certificate Attachments: (Source ID 7553)

« In order to cooperate with the smooth and orderly development of electronic license work and further improve the ability of government services, our center organized a symposium. The symposium focused on
the progress after the implementation of electronic licenses, fully listened to the opinions and suggestions of the industry, and carefully sorted out the existing problems. After the meeting, after full evaluation,
our center has now carried out the optimization of the electronic submission of the applicant's window and adjusted the submission format of the electronic certificate attachment.

« From April 4, applicants should submit a PDF (.pdf) version of the quality standards, production process, packaging label, and word (.docx) version of the instruction manual through the applicant window to
ensure the accuracy of the document layout. The content of the two submitted versions of the file should be complete, accurate and identical.
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Summary Upcoming Guidelines na
and Drafts
E] Procedures
Detailed Draft guidelines updated as on date: 23/09/2025

> Detailed Requirements L . X L . . . . .
CDE Notification: Soliciting Public Comments on ICH Guideline M4Q (R2) The Common Technical Document For The Registration Of Pharmaceuticals For Human Use: Quality (Draft), 14-Aug-2025 (Source [D-11956)
Sources ICH Guideline Draft Topic M4Q(R2) Step 2: The Commen Technical Document For The Registration Of Pharmaceuticals For Human Use: Quality, 14-May-2025 , has entered the third stage of regional public consultation.
According to ICH's relevant regulations, ICH regulatory members need to collect opinions on the draft document from their respective regions and provide feedback to ICH. The feedback form is also available in this
Change History document.

This document contains the English original and Chinese translation of the M4Q (R2) guideline draft. The content of the guideline and its Chinese translation are now open for public consultation. The M4Q(R2) guideline
establishes the location and structure of quality information for registration applications of all medicinal products for human use.

Updates

Q

It supports various submission types, including those referring to or consisting of master files, and applies to both initial marketing authorisation and post-approval submissions. This guideline is structured to be flexible to
accommodate all types of medicinal products and their components.

Deadline for comments: before October 31, 2025.

This document contains:
Cortellis

* Scope and organization

* Module 2 Common technical document summaries
+ Module 3 Quality

+ Abbreviations

* Glossary

« Reference
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Regulatory Submission Procedures

Procedures

STANDARD PROCEDURE

China

30 working days

Regulatory Submission Procedures

e 30 working days

B

Prepase documents for pre-IND

pe e

S
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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

FRPOEHCHFDEETOTRIER
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Requirements

» CMC Requirements
Drug Substance

~ CMC Requirements
Drug Product

P.1 Description and
Composition of the
Drug Product

~ P.2 Pharmaceutical
Development

General Information

= Applicant shall list describes the formulation and dosage prescription form, but with the final removal of the components should also be listed.
* The excipients in the preparations should meet the medicinal requirements; for the new excipients that have not been used in domestic and foreign preparations, the relevant declaration should be made.

SFDA Circular No. 48 of 2018 for Phase 11 studies
* The prescription compaosition of the phase Il clinical sample unit dose is provided in a list, and the name, amount, function and implementation standard of the excipient are specified. If premixed excipients are used, the ¢

material and the capsule shell should be as clear as possible. The ingredients used in the formulation but ultimately removed are also listed. If a special solvent is included, the composition shall be provided in accordance
» Forspecial preparations (such as inhalation preparations, nasal sprays, etc. for specific delivery devices), the Phase 1l clinical sample formulation and delivery device should be similar to commercial products.

Local Practice ¢ v

pe: IMP
Type: New Drug

mposition should be clearly defined, and the composition of the coating
th the above requirements.

~ P21 Drug Product
Components of cal Form: Solid oral, Liquid oral, Liquid Injectable, Solid, Modified Release, Inhaler, Powder, Cream, Spray, Drops.
Drug Product : Standard Procedure
of Origin: Local, Foreign
P.2.1.1Drug
Substance

P.2.1.2 Excipients

w» B2 7 Nrug
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etailed Requirements

Sources

CDE Notification No.2025/32: Redacting Requirements for Module 2 Pharmaceutical Documentation for Marketing Authorization Applications of Generic Chemical Drugs (Trial), 28-Aug-2025
Change History Center for Drug Evaluation (CDE)- China (_ceT source )
IDRAC Number: 413067

SourcelD: 12065

Status: Valid

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

Center for D, igp (CDE)- China ( GETSOURCE )
cortellis IDRAC Numfer: 412499 i - -
GETSOURCE"ZIUY I UTHBINEBEZAFTEET

SourcelD: 11986 " -
Status: Valid (IAE&%F“!)

NIFDC Notification: Dkug Registration Inspection Procedures and Technical Requirements Specifications (2025 Revision), 14-Jul-2025

National Institutes forfood and Drug Control (RFE&&Z) @i ERFZER) (cersource )
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Source: 12065

Title: CDE Notification No.2025/32: Redacting Requirements for Module 2 Pharmaceutical
Documentation for Marketing Authorization Applications of Generic Chemical Drugs (Trial),
28-Aug-2025

Date: 28-Aug-2025
Origin: Center for Drug Evaluation (CDE)- China
Status: Valid

IDRAC Number: 413067

Download

#*  Original Document

IDRACES DY > DT v I LT,
MBI E = Cortellis Regulatory
Intelligence N CTHRIEFET

(Cortellis Regulatory Intelligence®
CERHNNETT)

3 Machine Translated Document (English)

Disclaimer: AUTOMATED TRANSLATIONS POWERED BY GOOGLE are not modified or altered by Clarivate and are 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 translated information, please

refer to the official source language version.

Get PDF : %IXEZ=S D> 0O—
RTEEXT

Get Translated PDF : #3#lIs22
PEEELNDEEEDHE (FHEED
HmENERE AFCTEET (—3D
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22




Report | Change History (EFhiEEE)

« “Change History"T(&. IREFRRFDEDLN— NOEHEREZWRE TETET
- BHEREIEFENRIEDEDZE LAICRRUET

Key Facts Change History # Download
OAFVYADED REY IR -
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> Detailed Requirements P
23-Sep-2025 Upcoming Guidelines and Drafts Upceming Guidelines and Drafts has new information
Sources
Source CDE Notification No.2025/32: Redacting Requirements for Module 2 Pharmaceutical Documentation for Marketing Autherization Applications of Generic
. 23-Sep-2025 Sources . .
Change History Chemical Drugs (Trial), 28-Aug-2025 was added
Updates 23-Sep-2025 Updates Updates has new information
Q Cortellis CMC 17-Sep-2025 Sources Source CDE Notrﬁ_co tion: Soliciting Public Comments on ICH Guideline M4Q (R2) The Common Technical Document For The Registration Of Pharmaceuticals For
i - — Human Use: Quality (Draft), 14-Aug-2025 was updated
Intelligence® 1>
>“J 73\%%)"[ ént‘: E 'fT_f 08-Sep-2025 Key Requirements CMC Requirements - Impurities was updated
08-Sep-2025 Updates Updates has new information
Cortellis
13-Aug-2025 Sources Source NIFDC Notification: Drug Registration Inspection Procedures and Technical Requirements Specifications (2025 Revision), 14-Jul-2025 was updated
11-Aug-2025 Detailed Requirements CMC Requirements - Drug Substance - Stability - Post-approval Stability Protocol and Stability Commitment was updated
11-Aug-2025 Detailed Requirements Marketing Authorization Requirements - Manufacturing and Authorisations - Import/Export requirements was updated
11-Aue-2025 Detailed Reauirements CMC Reauirements - Drua Product - Stabilitv - Post-Approval Stabilitv Protocol and Stabilitv Commitment was updated
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s RIAFTRRIERSNTZRHISXE (Source Document) {2, ZNICHED T —INR—XDOEFHEFEHERTETEI,
FEREDOEZEIRLTT —IR—X
DO EBR=ZWRLUET,

Latest Updates Latest Updates

. F—AINR—ZDEFH (Publish Date)
China v BLUBHAREHRTEET,

Summary
8 1

Detailed Reason for Update

MOST RECENT UPDATE
Publish Date: 23/09/2025
Following new/updated guidance documents added under sources:

= Source ID 12065- CDE Notification No.2025/32: Redacting Requirements for Module 2 Pharmaceutical Documentation for Marketing Authorization Applications of Generic Chemical Drugs (Trial), 28-Aug-2025
» Source ID 11986: CDE Notification: Soliciting Public Comments on ICH Guideline M4Q (R2) The Common Technical Document for the Registration of Pharmaceuticals for Human Use: Quality (Draft), 14-Aug-2025

Sections updated with released guideline/s are listed below:
s Sources

+ Updates
» Upcoming guideline section is updated with the brief information from source 1D 12065 & 11986.

Cortellis

PREVIOUS UPDATE
Publish Date: 08/09/2025

Minor updates done in Source section, no impact in content.
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Summary Upcoming Guidelines China M & Download Summary and Detailed Requirements to PDF

and Drafts

[ Download Detailed Requirements to Excel
@ Procedures
Detailed « CFDA - China medicine agency name has now been changed as NMPA (National Medicinal Products Administration) from July 2018.
> Detailed Requirements » Chinese regulations are evolving rapidly, particularly core CMC DS / DP review processes (new drug classification in March 2016 and 2020).
* Regulations are becoming tighter and more aligned to ICH, US & EU. China became a full member of the ICH in 2017.
Sources * 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 Chinese version of original ICH guidelines, and assigned &9 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 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

Change History

Updates

Q Drug marketing permit (DIL) required for FPP for marketing

» APl 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

Cortellis 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

R P T P T
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v Summary Requirements Impurities ¥ Download

v CMC Requirements Table Glossary

Nomenclature

Compendial standards

My selection Reporting threshold Identification threshold Qualification threshold
Details of manufacturer
Quality documentation China According to current ICH guideline Q3A: Maximum According to current ICH guideline Q3A: Maximum Daily Dose: = 2g/day - According to current ICH guideline Q3A: Maximum Daily Dose: = 2g/day -
Daily Dose: = 2g/day - 0.05% Maximum Daily 0.10% or 1.0 mg per day intake (whichever is lower) Maximum Daily Dose: 0.15% or 1.0 mg per day intake (whichever is lower) Maximum Daily Dose:
Impurities Dose: > 2g/day - 0.03% >2g/day - 0.05% > 2g/day - 0.05%
Physicochemical and
biological properties India According to ICH guideline Q3A: According to ICH guideline Q3A: According to ICH guideline Q3A:
Accelerated Stability - Maximum Daily Dose: = 2g/day - 0.05% Maximum Daily Dose: = 2g/day - 0.10% or 1.0 mg per day intake Maximum Daily Dose: = 2g/day - 0.15% or 1.0 mg per day intake
Maximum Daily Dose: >2g/day - 0.03% (whichever is lower) (whichever is lower)
Updates Drug Substance - ) ) ) ) ) . )
Maximum Daily Dose: > 2g/day - 0.05% Maximum Daily Dose: > 2g/day -0.05%
Long-term Stability - Drug
Q Substance Pakistan According to ICH guideline Q3A: Not specified Mot specified
Accelerated Stability - Maximum Daily Dose: = 2g/day - 0.05%
Drug Product Maximum Daily Dose: >2g/day - 0.03%

Long-term Stability - Drug

Cortellis Product BIRPOES IO MEYVO(CH> TE@EICER RS

> Marketing Authorization nt"summary"j_‘—j‘) l/d)ljil';‘é"-c‘_’_ﬁ L\‘/:BO)%
Application Requirements Excel A —Yw NCHAOTETET

> Medicines Procurement
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CORTELLIS CMC INTELLIGENCE | SMALL MOLECULES | POST-APPROVAL ALERT

MName: Auvstral” ~
Product: Cortell
Owner:

Contact: akira.morif@clarivate.com

UPDATED - SINCE LAST ALERT

\ Your DAILY alertfcontains information that was updated on or after 19-Nov-2025

was added

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

Manufacturing Method Change after Drug Approval, 22-5ep-2025
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CMC Intelligence(COF 1>
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/' Click to login to Cortellis CMC Intelligence now

If you need help, please contact your local Customer Service team
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