Rt 1

M52 2 S S AT T 24 o e AT A
— S PP R B R

CHESR = ILARD

—\ BIRER

G AN AT 1S B s A e E N s Bl s 2 et
A REREE . B A BB RIS, PPN AR LG PR AN
P

—. BLELHIF

FH T N 422 L] 5% R A 1D S A 0 ol 25 2 L i 7732 i 55 7
SEFEFT) MBS L], S MARFORZERAE N SR A TR 7
Ji DU F — BV I 5 A

= BT EFAREXK

(—) &bJ5

SRR AR R R B NS 2 L] (RLDD AH A
PR FH B AH (R A2 48 07 61 25 58k & 9 2 LU R AR R AR &2
(1) 95%—105%. npr & s, N5 2 HilFR] )% B R Ak
H—5

HIE N AT LURAE 5SS il 7). g2ih7n). pH 55
PG BB THARIARPLT, HEFEREARZ L, Eid



TR, FEE IR R _EIRAS [ AN 520 i B4 7= i ) 22 A PR
A RE

R R R B B 75 77 & FDA TID B8 R R B 355K, al it
AT o

L EREHE IS ICH Q8 MR E K.

(=) A=TE

1. LEW5

SR K JC B L2 SR BN 22 [ N A K B
TR S F AT

FAH AR 2 E N e T2, i e A7 T2 B P IR A
TS ERLVTJH:

(1D N TAEBEERRE (HENTRD, 7 A,
AP RS BFE ], SRR AE P TR AN S RS R

(2) MR¥EAE T AT IE ST T . AR IR s
SRR P2 T AT IR IR 55 Bl 25 25 4 B AR PRI 9T

(3) Mzt AEdEER, 24Nt EEEXEES
LU AR FF— 3, WA — S Hm RS R .

2. 25k

(D KH/TEH LRIk

X TS KR 2, BT IR A DL N IR R B -

o 2y 2 S KR L 290 E

o ELPEAZAMZY S I AL 1) o R DR B0 e B B R HH B R AH O
UEBH ZERL

— ) —



o« QARG EMEIGUE, J7VE T A& Y IR

o CREFISFIA] (AP AN BRIk

TR o, BT H A LRI uE R -

o R B T 204 1 A B AR

o QANR P e B T 1T R R At 7925 K R, SRR K e
21K B SR

o BELREREALC YRR i 1) A 28 B R0 K RE

o BB i Y AL B o AT B U B A Y R L A SR
INAPY

« i LZRRNAR IR, 00 WS w7 2R AR 5
Jit

o OEE RGQEEMEIGUE, 7V T E Y RIS s

o CREFISFIA] (AL AITAE YD) 3Rk

(2) A= T &R

PRAL T ZIEYORE, B3 T EWE T AR

3K /G T2

e A DA N E AT R =) AWy W I i
WKW ZE GRE. BE. 280720 FREdIESE (REE
gr R ZE . DR RIS (Al JEAS e B IRAE D, A
SR IR 1) B[R]/ ORI [A] 6

0f K FH B 11 3 918 T Z0R MR FR o T a3 A Ak A A A AT
T b I 5 6 SR FH AR AR 2 K A T 2D K B AT A 4 47 g
AT W R A A I s o SR FH I B SR R T 2R ) 2K T R A A )

— 3 —



it AT DEAT 080 50 A2 1 )

4 EMHRE SRR S ORI (207 1) 25 VR A A r= A
I — MR GRAT)) TS

[ ) LB A VAL AR Pt sk A R T 2R B

., EHBREEEIRAREK

(—) JFEKZ

TR A P T T A OB 2 AR T 2, AR A Fe R AE
R CHEZCR 2008 4 7 530 XF R ) i & H#HEAT 78 0 B
REVHL, BEMNEITH XY R & 7%, IS RETE R 550
o, WG . RN R R WEYIRESR R, FHREEME R
BOUEZERE, DL AV S 75 T2 AR B 4 SR s R 75 SR vE X
TG 2R 2% JoT B SR AR 2% ot B 5T R DA

1) ) A e e AR VS R R AR AR PR I R, X JERE AR
P5FA o B AT A T ) VR ANVRAL  E S SRR A A Hp R UE AR
RIFERIRSAE o WIRKAARTE, FREAT A 70 IF 4 AE S HoAR Fi5 3 7 )k
AT AR R

(=) ikl

TR AT GV SR, il A B N AR RRAE o BRFFIRTE 0
Gb, TG IAT B 25 MK

(=) B A3 B2 48

T S R A FH 1) B A 2 T B S A R R 5 A LA B B K
JR AR M FRAE, B USP. EP. JP [EK.

R 8 247 it PR e AR I DA A58 FH 175 190126 988 B PR I 24 vt Jo 2 ) L

— 4 —



PRS2

2 B KA 24 R S R S SR L3S R A R TR TE &
JEI GERATOD A5 24 3 551 5 24 P B3 0 2 5 2R AH 45 1
FEARTEFZFEN GRATOD (A 2224 0 5 5 A 35 3 A 25 1
FEARFEZFEN GAAT)) FEAHICEORYE 3 5 W TT 2 244 Bl A
A IR R T

AR I 56 A1 K 3 158 B 9 45 SR e B i FH I B e i )
R3S B A H M, E TR RS OE 1 25 2 0 2 v 38 0 R ot 15 L 455
2, VLA FL N 255 s 28 5 55 B A B AR A 1

T S S LA R AR SR B R B R AR T 2 1
Hil7,  DARIEZ 5 2 5 2 LUl — 2

1. REMRSIEFIRAREK

(=) FEVURHE = 5 R PR AR SCH AR $8 3 B U Ak 2 5 1 H ik
5, PR TR A RS BORLS SCER BT R

(=D WR¥s BFr s BB E ML (QTPP) AL 1) S5
JREEME (CQAD, EHEM AN CQA HFHMEAMRT LU NIL.
MRS SR, RIEER TR RiAR A RIS IEIR
VBTSSR BB RSB E L . pH (H/BRIEE « /K45
P, RE/HEEER. GTEWHE. TR AR
GENEER. LW JTREA. FREER . BRUE RO,
JEORIZG SRR . .

IREP /)i

R R 0 %) B = e AT I A, L SRR 24 1 B P

— 5 —



&R SRR AN/ AR B S S TR TR
FERA T EEAE 11 57 Fh R AT R B3 A

AR il R A, FE RRAH SCHIR 8 Jt S5 LA K |6 P 471 247 L )
Wk GO, BHFEBERIR A YRR ST, AT a7
VR IIE

25 G M ORHER TR S IR N ZR , 2252 L HHI A 7045 S A0
N ARG B 28 S R, i S BB E i R

2. R

T AEAE LA S A A R T4 S A A S O AR AR 7 i e A
A T 2SETT I TT, e 2 BT AP,

3. BURA R

RIEA SR S AR OL, A T2, 772 i %
FRIBFEI SN, FIWTAR TS o] Ber= AW IE B AR 44 01, Bt
ATEE X YRR 7T, AR B 9T 45 B 4 IO e R 48 3 R U AT %
il

4. TCER AR

R4 ICH Q3D HIRE, I8t R} 2 A3 7 XURS: [ PR Al R o
)77 TG B AR A SRS, AR R AL AR RIS T RE DI
iobiv- /i

(=) AWM 2 LRI T A T B B X (2% )0
WEXFELD, PRUE B i S 2 AR E 2. R R )
PR 2 U i B B8, B85 — BRI B AH G %
o =R

— 5 —



75 BBEMMHRBEAREK
T SRR E PRI AT A A s e R 2 L X A K B
WS, Wb N AT Hh R S AR 75 42 o WG T RT RE AR E Y
A S R WO AT AR RIS AN R Rl o AR 2 LU i ) i B S R AT
G RECA AR e YERE 9, W T Ae MEZE 1= i, IR PRIEC AT AR e PR
FURL /DB FEFRE B RIS GRS — ORI D,
it it A SR — 4t B R s A R I R B AT IS R b ot A A W
YEARAL, T5 525 el T A BT XHPE S U 7T, IE B AR LI
EE%w%%%ﬁ
1 ICH Q1B ZLR AT L IARE W 5T
&%J% PERIE 7T B I RS . KRR N AE TS GMP %%
PR REAT, AIERE R HRIES R BRE R W SR | 2%
g MR, JRARIREISE, FRMEAHOCEORYE 2 JE 5 TR e TR
%ﬁ , HEAENW UL RE R 5 R AR A, AT RS2 i) 5
EMR/EE BRI . BRI R EEPUER .
Uﬁﬁﬂ FERRE B 9T Hh I 2255 S Se R Rl 2 i () AR S O
e e ME B AT IAMUR WA T oA 2, At I 1) SUR) R B2 &1
Gua AR, BLAE R G B AT R B e B Ty v (g
JE 1B AT, IEAT ORI AR . — RN TR
AT 6 AN A AR E MR 7T
RIEF R T AL R, S5 S TG B e s E, 1
i) 245 B R P NAMIS T2 LUl
HITE N 7 1R A A € MBI 9 7 SRR U o ReE TR 9 7 S 2 b

— 7 —



BREFE LR PR WRIGH A, CE S BURRI ] 55
HEAES TR R AT MR . B, ARE LR R E MR
7T R RIRALR BT AR, HEAL, TR A B )
Mo HITE N FRAREE = R e 5, k8%t T 25t
EMEFE S kb E R A AR, TR eyl A F R IR 3
LR AR A = 1) 77 i iR AT ReoE MRS

. AT BTN ELREZE

RERVESS ) ClnAR B fAs . B kAL . TR, TR BB 5715
— B PP E AR IR R ARE R IT A TR R, 38 7R AR e ik
VESTFIRES 25, 208 FDAL EMA KA BBk 700 A0 SS 35 R SR
AR . IS DL [

(—) /T TZ

S5 JE N b R 2 L ) — B, BRSO AR 2 S K T RS
e 3 59 7144 AT AR CQA AT HIF 9T

REIR I O R I AR 7= T2 AT RESE M 23R N AT N, IR A
Fi: R RATGE L2477 FIRF RS, R & A8
P T R PR AIEHE AN 36 1E

VEMREF R LA A 7= T et & S )b s PR — 2

(=) EI

LM R B M T AR AR AR T LU A BRI
CantRtR. B, BIEERE/RIKE, pH E/MRMESE), Zeta H
fr, RFIEES, WA At (41 Dios, Dsos Doo 55D, ARAME Y/
BEIBAT N, SIS G250, 29D ah BRI SE dTEAS

— g —



JE )b SR AR D 3 HE RS LI Sl 15T 0T b5 588

(=) BE/ImARiA5 ()% &

K F T AL A AT BE B30 AN/ B R .

% T FDA 8 EMA T A7 48 3 J U 045 8 v 5 77 i, 28
WS R HFRZR IR 5 2 LUl o6 Lewt 7

J\\ BUEIAEESFIEARE R

DRI 559 55 2248 -5 2 LU IRAS R RS 71 N &5 & 2
LU il PRI 1 T 0, 7853 TR IE SSOAS I RE S . A BEPE R 24
B o Y S RS BLAE HA Ui B RE I EJE BN, FEIE M.
REAH [F] GO0 T, A4 2508 v 5 7] S 4tk 4 B4 FH VS B 2 8dE A
B, HHUE — R AS DN T ks NE 27 &, WAS KT Bk
Res 25 &=

. ZamitER B RIIUE

FHIE N 75 i 2 I IB ER 2 He i 0 S0 W B AR BB AE O , 255 i
WRZ LIRS, A BAOE — B PR 24 S T I A5 .

+. AEInE

24 it VR PR R W R 58 T H 2 T 24 BRI Bl B AR AR T
ZIMLER I, NHAT 2 ILE

+— EEAR—HMEIEN B

%Q%E%W KT DR R Y NI | T R VR R LIRS )
K 3 U E 254 (lnds (99mTe)) 25 S Fh S 75 FF i — 5
ﬁﬁ%,%ﬂﬁﬁﬁhﬂﬁn,ﬁﬁia\ﬁ s SHMIER (F
AR T SERFT S A KR EK



SE 3 HR:

1.ICH Steering Committee, Harmonised Tripartite Guideline
Q8: Pharmaceutical Development. August, 2009

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

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

4.ICH Steering Committee. Harmonised Tripartite Guideline
M7: Assessment and Control of DNA Reactive (Mutagenic)

Impurities in Pharmaceuticals to Limit Potential Carcinogenic Risk.

2017

5. A i 24 i BV HLE R (I 2 ST 4 R R R
BIESR GR1T)) (2016 4E57 80 5)

6.4 77 2 it SN R AR TR BR GalAT) (B & 24 g (2008)
75)

7. 18 A 2 i e B LS R 2 A VR AL CRE /TR L
ZEsE S END) CIESRE AR (2013 4 8 HD

8. XLy i BB E)R. (BRI IEEAR LB FHTER ) (2018
85 5)

O.H F e min BEHLAR. (b2 (soRk 2]
FeOE MR FLE R TR R IR (B3T)) (2015 456 3 5)

10. 8 & i 24 i I B B R . (A 22 2 i 50 5 R R

}

— 10 —



MRS R HERTE RN GRA7)) (E&E24EE (2012)
267 5)

1L E R b 2 i B R R . (A2 2 i 39 770 45 24 3%
AR A AR MR FLEARTE 2 50 GAT)) (2015 4256 40 5

128 F & i 2y i B B R, (222 St s 4
IR B AT TR GR47)) (2018 255 14 5

13, [B 5K 24 it B ) 24 B PR b O (A 2477 i 24 3
AR PR I — MR EESR GlAT)) (2018 4 6 A

14, B 525 5 W B B R A 27 ) 24 2 LU L 703k 3k 5 1
FEE) (2019 4236 25 5

15, [ 560 i 24 0 B B R . €O T N o 24 P B 3 60, 26 v A
Az IR EEEPE ) (B IMNE (2012) 132 %)

}

16.Food and Drug Administration, Center for Drug Evaluation
and Research (CDER), Office of Pharmaceutical Quality. Manual of
Policies and Procedures (MAPP), Policy and Procedures, 5040.1,
Product Quality Microbiology Information in the Common
Technical Document - Quality (CTD-Q). January 2017

17.Food and Drug Administration, Center for Drug Evaluation
and Research (CDER). Guidance for Industry: ANDA Submissions —
Refuse-to-Receive Standards. December, 2016

18.Food and Drug Administration, Center for Drug Evaluation

and Research (CDER). Guidance for Industry: ANDA Submissions —

— 1 —



Refuse to Receive for Lack of Justification of Impurity Limits.
August 2016

19.Food and Drug Administration, Center for Drug Evaluation
and Research (CDER), and Center for Veterinary Medicine (CVM).
Guidance for Industry for the Submission Documentation for
Sterilization Process Validation in Applications for Human and
Veterinary Drug Products. November 1994

20.Food and Drug Administration, Center for Drug Evaluation
and Research (CDER) and Center for Biologics Evaluation and
Research (CBER). Guidance for Industry: Allowable Excess Volume
and Labeled Vial Fill Size in Injectable Drug and Biological
Products. June 2015

21.Food and Drug Administration, Center for Biologics
Evaluation and Research, Center for Drug Evaluation and Research,
Center for Devices and Radiological Health, and Center for
Veterinary Medicine. Guidance for Industry: Container and Closure
System Integrity Testing in Lieu of Sterility Testing as a Component
of the Stability Protocol for Sterile Products. February 2008

22.Food and Drug Administration, Center for Drug Evaluation
and Research (CDER). Guidance for Industry: Changes to an
Approved NDA or ANDA. April 2004

23.Food and Drug Administration, Center for Drug Evaluation
and Research (CDER). Guidance for Industry: ANDAs: Stability

Testing of Drug Substances and Products, Questions and Answers.

— 1y —



May 2014
24.USP <1207>. <1207.1>. <1207.2>, <1207.3>

25.European Medicines Agency, Committee for Medicinal
Products for Human Use (CHMP). EMA/CHMP/QWP/799402/2011:
Reflection Paper on the Pharmaceutical Development of Intravenous
Medicinal Products Containing Active Substances Solubilised in
Micellar Systems.

26.European Medicines Agency, Committee for Medicinal
Products for Human Use (CHMP). Guideline on the Investigation of
Bioequivalence. January 2010

27 Health Canada, Health Products and Food Branch.
GUIDANCE FOR INDUSTRY: Pharmaceutical Quality of Aqueous
Solutions. February 2008

28.Food and Drug Administration, Center for Drug Evaluation

andResearch (CDER). Guidances ( Drugs ) : Generics: https://

www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/G
uidances/ucm064995.htm

29.Food and Drug Administration, Center for Drug Evaluation
andResearch (CDER). Generic Drug Development:
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDru
gsareDevelopedandApproved/Approval Applications/AbbreviatedNe
wDrugApplicationANDAGenerics/ucm142112.htm

30.Food and Drug Administration, Center for Drug Evaluation

— 3 —



and Research (CDER), Office of Generic Drugs. Filing Review of
Abbreviated New Drug Applications, MAPP 5200.14. September
2017.

31.European Medicines Agency, Committee for Proprietary
Medicine Products. Note for Guidance on In-use Stability Testing of
Human Medicine Products. September 2001.
32.European Medicines Agency, Committee for Proprietary
Medicine Products. Note for Guidance on Inclusion of Antioxidants

and Antimicrobial Preservatives in Medicine Products. January

1998.

— 14 —



Rt 2

CLE A 22 24 e T S50 4 1) 24 B A T 2K
—EUPEPEOT R TR EER

CHESR = AR

—. HRFERIE

(—) MEE

1.7 S

2 e K ETTE

3. H PR

4.l R AE B A R

5. o 2 38 B AL T R S AR PR AR L

6.2 LLHil5

6.1 Z LUl Y i 4%

Wi BF 2 A 70 R g 1 AN TR O, T AR 2 15 SOk B & A S
BERL, $RAEZ R TT 4 LR AR T 2R USR] RE T f#
HRRRP) . REER) T 2H A SRS B 2 5 i A p Bl
ARG, DAROR 2 Ee il 55 28 52 5%

6.2 Z LUl EEAAE B

7. ETVFRT S B

8.2 Ui . R UL LA RS H R BAE TR S E



AR 2 U RS A SR R BT AR

0%, IR ITTFER .

() 2R skl

10. 2558 7 /5 B8

11257 B gkt

(=) FEIERB T 5k

12 AR I PRAFF FiA5 BB R

138 R, S MDGEERE . WL RE (L
B JB ORI LRSS TR S5 Rk 2 A MR RS Bk} S SR B

14 FoAth R G R 5T B0k

VU I AR S Bk

1515 R A5 A5 S AR

16,115 R 1056 75 Kk

—. BRREERIN R AR

(—) M

15 W 6.2 BB RIS R (A2 24 57 1) 24 1R ] 4 1
F 5T BRI R — B P FR AR B ELR GlAT)) (2016 A5 120

) AR BT,

B7 BTS2 2 OB N o S R AR B R SR Gk

7)) (2016 4F55 80 5 ) S AHICE R BT

(=) Zi it vort

ZW (M2 oFiE M o R s R E R Gal17)) (2016

— ) —



T 80 5D B ER VTR 4 1 5.2 A G EOR BT

(=) JEIm PR FE BT}

S (22 RN R R B R GAAT)) (2016
T 80 T AHREIREEH,

513 TG A T 5 B OB R A e, FERARIE

55 14 TG T REIR 5 770 45 7 B4R I AR R I R B 7T Bk
e widt, EUAEH.

(VU I AR5 Bk

S (22 RN R R B R R GRAAT)) (2016
TEES 80 ) MHCENREI, W, EMAEH.



	附件1 化学药品注射剂仿制药质量和疗效一致性评价技术要求（征求意见稿）
	附件2 已上市化学药品注射剂仿制药质量和疗效一致性评价申报资料要求（征求意见稿）

