F| R mn S SRR mEIERG

CENTER FOR DRUG EVALUATION, NMPA

Q WikitE BRI S CDERRE

BRAX R

Q wEiE: FwEchO > > TS > BN > >HiEEX

[

KABBAFPOLRT RS (HFHRLIFA LHRIEIS
& (2021555485)

KAHEAR: 20211126

WEFH MR RAERIRAENK) B

a0

A IRIFRZSHTAMER, RERBANRETYBEZRINRENNE, NREFHLHHE, FERARNEEEBIIET, AFEPIOER
HET (WEBMEIFHE LHHRBRISWNAEHMRAERBRZAER) (W) . RiE (ExBERFERAXTHAARIAIESRUAHERN
B (HsHE (2020) 985) BX, ZEXARLEEERFERE, WFAM, BARHZBIEHkT.

KBS,
B CFAREIFRZ EHEBRI SN FH M AR RAARRARER

Fs B2

1 WM L RERSN S FHM AR ABR AR TR pdf

ExGmRaERD
2021511H25H

Copyright © ERARITEEEEHRFIFF L Al Right Reserved.
£2FS: FmICPHE090137258 @ mARZLE 11010502052365

Hotik: SPE JCRMHEAFAXEEK1285

FOR. ) g

MB&m: 100022

It Amim mmam -~ aa~


https://www.cde.org.cn/main/fullsearch/map
https://www.cde.org.cn/main/fullsearch/contact
https://mail.cde.org.cn/
https://www.cde.org.cn/main/att/download/f6cda2f7245b71a7264d2612349f82c6
https://beian.miit.gov.cn/#/Integrated/recordQuery
http://www.beian.gov.cn/portal/registerSystemInfo?recordcode=11010502052365

BHL: 8610-b8585560 1R 8610-6858418Y



ha= 2 STl B TES T W T e PEI N E SR R G A TP
BASEIA R

—0 _—AFE1T—H



fE2F 25 B2 it i 2

|1l

] B S HE AR

B X
F B ceeevereieetee sttt e sttt e st et e st e sttt ettt ee et re s 1
SR = 1
FEPE ] R oo 2
(=) XTERGERALEREE s 2
(Z) RTEREHFETITR oo 3
(=) XTEBGA XA R e, 3
() RTBEEBEEFTR oo, 4
(F) RTEBAFEZESTE e, 5
(75) KRTBIF R BT oo, 5
() RTHEFNERRETTR oo, 5
() RTHFBEE . BT oo 6
(1) RTHFREESTE (oo 7
(1) FAEBIFIA K TRL o 7
SR ceoeeeeeeee et 8



—\ A&

A BUR AT 98 L An i 4, A RBIHT2S B AR, (35 &
FEME B A ED X2 ik M AR b e R 2R T A K
Ko ARG REMEFA (LTIER “HiFA”) T UBREKR
BN F] RLE 25 5 A0 SHAT 438 20

ey L HFEI 21 (Pre-NDA 23 ) 225 & LW iF
W DY E BV 2 2. WiE AESR H Pre-NDA 23U H
HE, FUWRASUE N, &R R R F A R
R R R T Y, DA NDA H 3R B K BN ]
M, AEHiEAfmEENE AR E S RE, RE
FAFAERE AL, REAREREE THFHREIFHE Pre-
NDA & 25 F 3 F A K — e E R, SRIEASTE.

R AR BN E K, 15 B B 5 E e AR 2 I AR
Z k4 (ICH) H %4 5 RN.

RPARZERRARKS & EE WL EfAR, 4
EABEMENEEARS . MENFHARNHRE, KERE
KA A K B T R ET

= B#EE

Wi AR XA BT 25 B K AT T ROREE B S . E L
TWHIERE, MEETERAEEAMAARF AR, SFEMEXEA
RN R EME T ERNIEN T EREAER, HHY
Tt AR E T EE#ATIIE, I EREEMX

1



1

B FE R

24 A 5T AF ML I RO I By 2 R T g R, IR AR AN BT
ERATBREREREN AL ZR, 5461 KAK
AR ECENAFHRILR ., FHERHFERLTENR
EEREIE R TT4E0 T, R IE R RIS R e K&
EAGFYTE, TRPHARNEMIR, FEEFK. &
AR B B W IE AR 3 I 25 1 R IR 30 3E B2 ( Pre-
IND 230). % I #l JRiR% 45 % (EOP 11) /I I AR
¥ ) 2 HT 2 DU Pre- T 240 ) 5 ) 38 20 9 38 12 A R I R K e
B8] 25 40 K B R W IE AR 4 Al RR I AR Xt R IE
PATEMRITfE, R AT A S % AR T DU~ & B H iR
(NDA) J&5, #1255 % Pre-NDA 2 #5.

PreNDA 2V HF LN E AN RLHFH S LT HIFS
FAREREEONF . HiFATSBE & ETAHXRE TR
W R AEARE R KR WA, 625 R g fn e - iy BEAR K
JUE S| 0 F B, e ELAR Ay 7 8 AU ] AR

TR etk EREMAR RIS, WFFE L
TR 2 A R BN E K

=, e

(=) X TRAZERALLE R LEEF

FME AR AL RS BRE S T WA R
LriH, R EHSEELGH.

et

2



— MR R b E AR K R I B SR S
P ICH Q11 K H [F 2 ( Q&A )% 18 7 7 N &2 dh 4542 45 R A
Foet 5 e N AT R, SeEFFTLNERGERE
GMP &t THy £ = BB, RE# ERIEFH.

(=) XTRHGEGFTRHT

FEEE: AR FERAGET . £FTLFS
FAREX R RE .

—BMER: S RIHTE (FZ) IR R E 2
FAERALE RN (RAT )Y 48 x5 3 BN TR I KR
W25 BA S, iR ek (BEIHE L
MR R lERRIE . M. T RIS WA
Pz R BRI, T PR B R R RE S
B, EAREMXTEMSTRAERE. A BERRE
MERBERERHENTW, GEMETENTITE, %
B R bR e R E B, Mt — PSR R E
A I

(=) X TRHGAE XM R A IEH

Febk R FOR 2 RBUE AT TR AR A
AR R R BRI

—EER: £ ICH Q3A %A 4455 BN #TLR
R, 2\ANETERE, #THER. HH0FR, G
A SR, SR RN 2 AR A B AR

3



R 2 oK A 1K B o AR A R TR Y PR AR R AT A
BRI, RiIEREERRE A TERRFTETT, R
P A A2 By B AR

WA T RERE, RAATHIE R £ 02
FEA R iR &R . AR 7 i BT A
EHBFRMEETE, Bl NIFEIMEE. RERET
BB B REFRET I, FERFUS R S 5 AR
fo SRR, ERPEASENGEES. R ICH
Q3A A k387 RN B R R FRE, RESHZF A
W% Rk #E, CEHNERHITAN LKL,

() XTERRERMFAL

Febk R R xR R R B R B R R A A A
KA, EHRETTE.

—REER: £ ICH M7 f1 S9 #ATEH R L &R
R AR, RFOTENAE, BT BT R
R AR RME . BRSO F R RN T
7R B (BahA e EgrRr) . REA
oo F AR B9 20 BT AR 96 58 SR AR W kA, 1R R
MR REERRFLRALNERETE. S AERE
KB MR R IR F BRI E, TR R
R 5 AR BBy v IE By 2% BT PREOAR IO B 4R B R 4 4
SR TR B AR A



(R) XTFTRALGMZHEHAE

FHERER: ERAREREERTE AT, REHRE
A& IR R R KA A

—RHER: S ICH Q6A 448 %48 5 BN 4 2 7
FERE. REFERGEHNER . XEREBMHRZ TR
FERE, FRENEHTELCESHE. KA e. BEX
REAA . HRYR . RAERETE,

PR ) E RS i AR AR B, g M At
Wi, el R R, FMM. TERIEHRE, H5F
e M AR

<) XTHFELHAR

Febk BB O I PR IR B 1] B 4 KB ARl AL
FILEFHTREAMRAFHRL TS ARSI ERE
ME AR EWH; RIATLEAN T AR EFH R

— M ER: AWEXEERRA® BN TAT. &
FIZ%. EXxBERABHRRERELELGFETEN,
S (RIH (LFH) BRRBMELSTEHRE TR
M CGRAT N AR ERFF G F R EFR . W 5K R
WG EMBAT . EFTEENER, FROTERLEN
TEXNHAFE. ARG H, FRENNEERR, LE
B 5 2 R AT B AR A

(L) X T & %3 7R

5



SR BN A R R T s BRI R
EAR RO 2 IR E B R T

— i ER: S ICHQ3B S AH X 8 5 Jf W #E4T P AR 4
RS, BV RRGEMETAT R HAAT KA FT
LER I, A A A K R I B R R R
AR ERRRHAT AR R. KEDHEFEFARE
PR TR 5T, 3 T P AR R A2 N B AR

W AR AL E K AT E, AR = 0
FaI, HEHEWF I EGERVE. H* R AT % B
KW, GHEERRFELENE, i, BT IMEE.
WREE T B SRS R, FREFAE B4
Wk BRI SR, R I AT,
MR ICH Q3B F A8 A 38 5 F N 62 1% € 44 U IR, P A 20
IR M R A AR KR, S E e B AT
S R

(N) AFHFEE, BRFR

M B RBHRE T EETRES T, A
B K R AR B BB R T A

— R B R AR R A R BRI E L, 50 ICH
QOA. (&3 1 FIR B P sl 7] vt R IS HAR 45 5 BN Y S AE 5%
36 5 B A 5 ) 2 O R AR B R IR, A
THERSATE, FELAF. £FTE. #HE. BRGR

6



JE An i B S 6

RAEXRHIE RN, M. TERIEMENE N Z
BB, &6 WA R AR AR i SR R
B (wEf ), BLEERL.

(L) X T HF R EILH 0 E

FEMEE R HA R ERERE T EH RN AE; EE
| T E IR A SR R REA T

—BHER: S ICH QA A4S EN#H T E
EHRIE ., NrorENAA T ERENR R, RIEH R AT
X bR e KRt A A B R AT A R AR
W, Blimwl R R WHE. TEERE, REZY
Zat Rt b RA (REE R RN, EMi. T2
BE 448, A4 NDA W i E47vE 5 2 e R 3E.

() F AR 548 X =] A

SRR i A R AR AN B RAE HY
o, HAMNETRERFRHAATHA AT KL

—HEER: X TERN, FHE (UFHRELATE
7= BT R SR AL R G R R EOR R R (hF 2 i
HAEKRREHEATBNRIEED FIT A KR

TR B B kAR E S 25 AR L
I, — MR 2 PR AR X R B SO i AR S B B W AT
BEST, AR BB ) S



SE 30K

1. ICH Steering Committee. Harmonised Tripartite
Guideline QIA: Stability Testing of New Drug Substances and
Products. 2003

2. ICH Steering Committee. Harmonised Tripartite
Guideline Q1B: Stability Testing: Photostability Testing of New
Drug Substances and Products. 1996

3. ICH Steering Committee. Harmonised Tripartite
Guideline Q2: Validation of Analytical Products: Text and
Methodology1996

4. ICH Steering Committee. Harmonised Tripartite
Guideline Q3A: Impurities in New Drug Substances, 2006

5. ICH Steering Committee. Harmonised Tripartite
Guideline Q3B: Impurities in New Drug Products, 2006

6. ICH Steering Committee. Harmonised Tripartite
Guideline Q3D: Guideline for Elemental Impurities. 2014

7. ICH Steering Committee. Harmonised Tripartite
Guideline Q6A: Specifications: Test Procedures and Acceptance
Criteria for new Drug Substances and New Drug Products:
Chemical Substances. 1999

8. ICH Steering Committee. Harmonised Tripartite

Guideline Q8: Pharmaceutical Development. August, 2009



9. ICH Steering Committee. Harmonised Tripartite

Guideline Q11: Development Manufacture of Drug Substances
( Chemical Entities and Biotechnological/Biological Entities ) ,

2012

10. ICH Steering Committee. Harmonised Tripartite
Guideline Q12: Technical and Regulatory Considerations for
Pharmaceutical Product Lifecycle Management. 2017

11. ICH Steering Committee. Harmonised Tripartite
Guideline M7: Assessment and Control of DNA Reactive
(Mutagenic) Impurities in Pharmaceuticals to Limit Potential
Carcinogenic Risk. 2017

12. ICH Steering Committee. Harmonised Tripartite
Guideline S9: Nonclinical Evaluation for Anticancer
Pharmaceuticals. 2009

13. B X% BT ERARTFIFFO. CAHH (L
25 ) W RS 3 1] 2 & R AR 18 5 R (K47 ) (2021 47
% 22%5)

14, ERARUESHERA LRFFFL. (B LT
i 25 R AT R EORAE R (AT )Y (2021 5 15 5 )

15, B m BT ERAHRFIFFC. JLEAZG (4
FH) HEFLETEMN (K47 (2020 4% 67 F)

16. BX#A R GEBEEERG RFITHL. (¥Rt



FIREMLE TR K S iE 45 BN (GRAT )Y (2020 454
535 )

17. BERGREBEERRGRFTHO (BYHLESH
AT 74 3 2T R B AR (2020 5 48 5 )

18. EIRZ & W EE R &EITFFO. (& HRAEH]
BEETEAREREN (K47 (2020 F5% 41 5 )

19. ERZ & EEEERZ&E P8, (hF 2 B a5
25 1 H I R 3 HOR 25 FE P IR RIAE R BOR B R A (L
%5 1 # e R B R 25 A 48 B & R (3T JRON2020
5% 40 F)

200 ERZG R MEEERGRFIFFO. (FHREH
A 7 BT R B R AL R A AR R BRI B (AT )
(2020 4£ % 33 &)

21. ERABUBEER/ AR FITHO. (FH BTN
L% F G B 5 BOR 9 B (RAT IN(2020 % 33 5 )

22. ERAGBUBEERARFITFO. (FHYF T
BRI R BR8N (RAT)Y (2020 F% 1 5 )

23. ERARUEBCHER (XA UR X TH P RE
i KBHIPH S TEAXEHHLAEY (2019 %
56 5 )

24. EIX B MEEEE. CAlHZ (fh¥2h) MHGEK
RI 25 F W% 1E BA9m ) (2018 5 48 5 )

10



25. EIR% 5% B IR, G o iR E AR A A R
WEAEZENY (201544535 )

26. ER% & WEE TR, (F 24 8RR 3R 4
SR (2005 45 106 5 )

27. FDA. Guidance for Industry IND Meetings for Human
Drugs and Biologics Chemistry, Manufacturing, and Controls

Information. 2001: https://www.fda.gov/

11



	20211126_CDE_国家药监局药审中心关于发布《化学药品创新药上市申请前会议药学共性问题及相关技术要求》的通告（2021年第48号）
	附件_化学药品创新药上市申请前会议药学共性问题及相关技术要求

