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1. Regulatory Intelligence®TOPEIEA _L(CAIE I BRegulatory Assistantz/UvILET

Cortellis Q_ RegulatorySearch | 4% Regulatory Assistant

2. UFBERTRUEBRIRYIRICT, BRAEETHEDORHI X EOBIMREPARFIEZFORECETS
FWEDEZITVEY. (BRSEGEAZBLIFAIRITET,)

Cortellis Q, Regulatory Search +', Regulatory Assistant

9 Hi Training And Helpde

question?

Let me find answers from our high-quality, comprehensive, and verified requlatory data

Type your regulatory question

You can currently ask me to... @© Question tips
(7) Understand a requirement [a) Find a document
For example: "What is the requirement for retaining records in For example: "Find me a document about the distribution of =5 ) .
clinical trials in the US?" drug samples in Canada” Eﬁ:ﬁa_éls%—zd)-rl pSé

# (3RE8) (3T55

[Z] Summarize a document

For example: "Briefly summarize the FDA's press release
announcing completion of the first Al-assisted scientific
review"

Al-generated content: check for accuracy About Regulatory Assistant Legal
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3. BEIEAE _LICAIE I BHistoryh's. \RAS004FE TIBEDREEREZSIRAIEETY

Cortellis Q, RegulatorySearch | 4%, Regulatory Assistant

‘ Hi Training And Helpdesk, what is your regulatory

question?

Let me find answers from our high-quality, comprehensive, and verified regulatory data

Type your regulatory question

You can currently ask me to... @® Question tips
(7} Understand a requirement [a) Find a document
For example: "What is the requirement for retaining records in For example: "Find me a document about the distribution of
clinical trials in the US?" drug samples in Canada"

5] Summarize a document

For example: "Briefly summarize the FDA's press release
announcing completion of the first Al-assisted scientific

review"

Al-generated content: check foraccuracy +  About Regulatory Assistant Legal

Cortellis

History X

Today

China Drug Stability Guidelines

Document Search Request /’ Rename

&l 2 D=FEREDSA MRS,
Clinical Trial Record Retention ]m Delete ,E}Ea)‘ﬁu Bﬁb“ﬂﬁg_@jo

Last 7 Days

Japanese Drug Comparative Trials Regulations
IDRAC Number Summary Request

Japan vs China: CMC Regulations
EXRTENEMER

PE ERRRLHF]

Older

US Al Medical Regulations

US Medical Robotics Regulations

FU Medical Device CFR Guidelines
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4. FECEFZERmOZ EMRERCBI T S VEHEH

FEICET2EEROTERICEAT 2RFIZHZHI TS,

EIZE4ERFLIC. "How was this generated ? “Z/Uy

6 Answer HEBE. ALK TOCAEHRIETET .

How was this generated? ~

Search executed based on your query and entitlements as follows:
Query: pharmaceutical stability regulatory requirements
Question classified as: Understand a requirement
Results filtered by region: China
Results filtered by product type: Drugs and Biologics
Topics included based on keywords: CMC, Legislative Framework

Documents are displayed in order of answer relevance

BV T, EEOYYINTRREINE T,

HYEOEEREEHICETEREEBHICOVT, UMTFOFRr A FrH5NET,

ZEHHBOERREN TEHEESBIZ. BEHE0REN N vF (BE3N\vF) ZAVTERL. UAP
HERMIEROEELF—THE2HEHLHD £7, MEHE (40°C22°C/75%RHE5%RH) Fen A, &
HAEAER (25°C+2°C/60%RH=5%RH & 72 1£30°C+2°C/65%RH+5%RH) [ZFET120° A, Me-tooETeHAD T
—ANROENET. SHFEEIINERETO,1,2,3,60 8. REABTIIETOIE@INAT . 26
BLEEer A . MBRIFIETY, IRTOSABIEERBCCICERTAHENHD £9, [Q4.2-

Application Format, Content and Submission] 1a

FEROBALEH : WEFERISFET Y ICHET M. 2025F/RiZ2025F 10818 5T ET. 78
FEBRHIICOEFROBEICHES>HBEHHD., HEFEOABERLIBLURNICHERAOEHICHESTIES
PHENHDET. B, KE, BFEOFEHHEE Y L THEAEETT. (Q4.3-Application Format,

Content and Submission] 1b

HEEEHOERENS | TFHHBROERCHBHEIZ. D (HERIFWE) B THREL. BHEEC

B e b (8 B
x"h n Daossier for
CDE Motification No.2025/32: Redacting Requirements for Module 2 Pharmaceutical dto
Documentation for Marketing Authorization Applications of Generic Chemical Drugs (Trial), 28- |
Don Aug-2025 0.2025/32:
Red _ - tion Applications

of Generic Chémical Drugs (Trial), 28-Aug-2025] @) HYUZECY - ER BT
(&9 (& -

REMRHBORM | FHE - B bIc. MERER - BHER - B L THREAtEBREREL. 2AOUSINRRENET .
DEMCERLEROAREF—FLEENOLOZFRALET. EERHEBROEELIL. ZEFEOSESR

HEARTILOL L., SMEBIIREICEETI2TOEE (S8, 981, MEYRELRY) 28

HEHEHHD EF. 3 [CDE Notification No.2024/29: Technical Guidelines on Pharmaceutical Research and

Modification of Biological Products in Clinical Trials (Trial) and Technical Guidelines for Pharmaceutical
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Y EpPEC S SEEEREROERNBNTY, | XEIXIEINTISL
T ERIOXE LT IR
BJAETI,

Source documents

1 Application Format, Content and Submission

Expert Report - Cortellis - China - Last updated 12-Now-2025 - Mare info

2 CDE Motification No.2024/30: Requirements for Application Dossier for Marketing Authorization Registration of
Marketed Drugs Manufactured Overseas and Transferred to Domestically Manufactured Drugs (Therapeutic
Biologics), 07-Jun-2024

Guideline - CDE - China - Lastupdated 17-Aug-2025 - Moreinfo E Summarize

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

Motification - CDE « China » Last updated 29-Aug-2025 - Moreinfo [E Summarize

4 CDE Notification No.2024/29: Technical Guidelines on Pharmaceutical Research andWedificatigpasaefBzical
Products in Clinical Trials (Trial) and Technical Guidelines for Pharmaceutical ResgassNgITa Modification of

(oo

Source publication date
Authority acceptance date

Source

Topics

Marketed Vaccines (Trial), 07-Jun-2024

Guideline + CDE » China - Lastupdated 17-Aug-2025 - Mareinfa + [F Summarize

- DUyIS BEBIEEIC-LET DT, HHI
fs 0TIV EIESER -2 NEHETT

/W;l;didn't you like about the answer? b4

D Missing sources |:| Factually incorrect |:| Slow response time

D Irrelevant sources |:| Incomplete |:| Other reason

Provide details [Optional)

\i.ease do not include any personal information. Submit

/

BAD7A 2% 9 3L, RSN
[EZ (O I DT 1 — RNy L]
ERLZEHIATET,

. Sections referanced

385355

14-Jun-2024
07-Jun-2024

Center for Drug Evaluation (EIF
i EEERE G F IO
(CDE)

Clinical Research, Manufacturing
and Control, Regulatory
Procedures, CMC

‘ J

7y993%2ET. XENDIDRAC
&S, 91 BYURO5I AE
PRENTRTREINET,

JV9IFBIET, IBELXEDENZY)
EIEMROSFETHIBLEY .

IDRAC 41306 TOXEZMRICEHL TLET WL

e Answer

IDRAC 413067 (NMPA CDE Notice No. 32 of 2025) OXEDHEREENIILITDRED TT,

o FE O3V v OMEERRAORRTHICET 3TV a2 (RFER) OfFRENS (HiTHR) £

S

5.
EHAE:

By FERORER L Y13 v/ EEXMEFOMRBIBEZENY L. 2024FORBRBEICE

o DRy OERFEEIR. AP (FE) SLUBRICOVWTHEFICRVE S 2 — 2R FERZER

TRIBEND D,

« BRTEBEI0AMUAIL. EY2—IL2EREROWordhk ¥ Word/POFD—HEEE% IHFEET s ¥

7] FHETHERE.
W&k AEFESTRV Y IE (AFTU =3, 4. 525K TUAP) OFEE,
BE1TH - 202653818 55817, 202558828 B AP IE R ELER R,
RMIEE AP LURBOFEES ERH L2 20RTNES D,

CERENHNL. LOFETENDAEEETT.

(RERCEATIHVEDE] I3URSAN hAIY—4I7 . Ish.support@clarivate.com
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CHRENDNIL. LODFELENDAEETT,

Source documents

1 CDE Notification N0.2025/32: Redacting Requirements for Module 2 Pharmaceutical Documentation for
Marketing Authorization Applications of Generic Chemical Drugs (Trial), 28-Aug-2025
Notification - CDE - China - Lastupdated 29-Aug-2025 - More info [E Summarize

o & 0

SOFFRRBERZVIIANTBILT. RXDX
SEEFEIZROENFERMEHEINET,

HELENZERAVLET,

FLENEEEVLES,

e Answer

IDRAC 413067 (CDE Notice No. 32 of 2025) OFHIHEHNIZLITOEN TY,

FHCHE

« MEICETERTY R v VM EEERORDRHICHETEYa—)L2 (REEH) offRBH EiTR)
THER.

» 02FEFERBE (538) (CETE, EER - ERERBRINEr BRECEXRBEHET 3EM.

- DRy /RREHORERALY. D) v IEERLGORERENBE.

mREE

 ERERNTFTIV -3 4 s2BLUERE (Ap) OEBSRHEISER.

» AMIXE L LTAPIA - BHEAOEROFAEF SR,

%i78 - REERA

« 2026F3H18H 5 EXFET.

« 20254828 H LIS RHHAN 1R,

HEEADEFNER

« FFEREEI0ALMAIC. TV —I)L2BPEROWordiE X Word/POFD—HES &% MilEIr ¥ F7)
HEATHRE.

« ICH Q11,Q3A, Q3C, Q3D, Q6A, Q8, 02, MTE X EIMB R [ « BAFERE £,
o BEORHE - WEN - FHY - TRAUT—2 3 vEEAAH VAL ES,
ERAE « AL

- APl (235)

o BARER. RETE - S8 SRR RESE BER. 9% DENLY.

» BEEINICT-2ETAE SREUSrORE SHEEr OESMHEERICET.

« HEMEOZYE. FHYESE (TREEMR - - rOVYTFILE0). IRNUT -3, BENER
BIZER.

B (23P)

o BEIERE AL MORE. METE BEUAISE. SEEE. BER. 98 BEHLY

« MFRE - TRERR. 2ENEST. RIVEL. REF /WAL OEGH L VFHERM.

» BENZrobEESE (B, BRE. DFY £EHR

AEIavedh, MRERAUTF—vaz Ny FRRT—42. SERE - [BEBOESERNE

Ho

ERTATERHFH

o TEERCh - BIEEES - NI T -3 T oREFEHEICRETL. BRI - REREIC T eERERE.
« B - nE - REEETHNOSEEE IO 7 U Y (HAAC FZ 28R8) iE,

- DEMEBIICHUELUPEA T ESLIIENL. BRGBRLASROII v A FERET
o O% - ERARREESE - B2ET -2 TR,

« BEMELEEE - SRIEOFRL/NU T -3 X UWEA.

FftxEORE

« Bd1iap (235) OFEAEMG LT -FRFAE.
o 2D WA (23P) OFEES LT -ARTHE

3]

o FEHFPEICET I T RU v /P ERFRO TS —JLEFEEERICM T SF L AEREES
Tth. EMSEAAFTZITr AL OFEMEEREHOLE - —BEEEEERTLOTT,
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