2020/5/18 e I3

CENTER FOR DRUG EVAL

‘C“h ERAmAE %ﬂﬁqﬁ

“ Get ADOBE*
FLASH®* PLAYER

SRINE: #EHO>> TS >EMA S>> HlEEX

ERGERGHPLOXTES (WEHRIEFTAHBERENTI—BIETMEARER) F3IMNHHES (20205F5525)
RSEHA: 20200514

FINGEXSUF LS EFSFRUEHIZ REF BN TIFRIES, AFEPOARHET (HEHmEsaHIZ5REN
TRBUIEPNRAER) (WFLmiESIFIGHIZRENT BTN BRIREMER) (CFBmiEFT (EREsIH)
(HHRIZRET I —SMEHNRAER) |, RiE (ERBERGFEIXTIHRBEHANESRNAMEFINER) (5L
& (2020] 95) BXk, SExARLEEERFEREAR, WTFA®.

KB,
ER#GmEEEERHMEITHO
2020558 14H
Bk 1 WEAEEFFIGEIZRET MBI RARER pdf
B2 WL RIESTINAHRI B REAT BN BREHER pdf
B3 WELRIEH (FFRESIR) (HHIZRENT BTN RAER pdf

Copyright © ERARITEERF/HMEIFFL Al Right Reserved.
Heht: PE JCEHEEXEERK1285  #HE%E: 100022
Wl 8610-68585566 {&EL: 8610-68584189 #ZERFE: HICP&090137255

www.cde.org.cn/news.do?method=viewlnfoCommon&id=315069 11


http://www.adobe.com/go/getflashplayer
http://www.cde.org.cn/news.do?method=news_index
http://www.cde.org.cn/attachmentout.do?mothed=list&id=8167
http://www.cde.org.cn/attachmentout.do?mothed=list&id=8168
http://www.cde.org.cn/attachmentout.do?mothed=list&id=8169
http://www.miibeian.gov.cn/

M35 1
A2 i S B 25 I A Y 4L
— PV RO B R

v BREESK

HIEANAE AL LT ERANERII T E R, %
AEAARESE. ETEA RN SN EL, N FHIA
/f\tllkﬁﬂ%‘ﬁ%i

—. SLEHIF

W AN 3% BE B K 24 MR R A KAk 1 R 25 AL L R
HBEEHERTY BHFRFSLER, FEAFEAERfE
W S K B 38 R U T B — SN R A

= BT EF/ARER

(—) &7

AR AR ERE NS SR (RLD) 4
Bl %Rk R EAE (R A 3 0 R 25 R B A 2 bh R 0 A R A
PR E 1 95%—105%. mlfta & ER], BG5St Hn g
R A — .

HIE AT LR ZH R WEF . Zwn. pH B
. HER . 2EBTEEAAENLT, EFFEREZ
A, R FOE G, IO RIEY B A F A B B R
0 B 2 AR R

R R T SR B 454 FDATID BREEREE K, &
P Bk MR I

[y



TR AW S# ICH Q8 M X E K.
(=) £F1Z
1.TEHR
AR KW/ B W 7 a5 fn k5 2 B A K
LW I 248K W48 = R 247,
A RN EIZHT, BEET T L AESR
MREIZLHH. FEUTF@:
(1) ATHREHRAE (AEANFE), FhESEH
B AR ENES, R A PRV EREER.
(2) RYE A T HATHRBMEAEF K. REFEER
HYAE AR PR TV AT R IR S B A 2 A B A
TR
(3) WS HAFELTEERX, THRGNTIEERT
55 WA RF—, wF—HFRESEMLIE.
2.7 5
(1) XK¥/LH I Z Ik
N TF4OnKE &, EDIHTHERUTRIERE:
o 2 i 2 K E L2 30l
c H B 2G B 0 R AT Y IR AR 36 O B R B
LB AE 5K 3 W TR
B ERRFEHMIE, FiEFLE Y RE;
PRFFEF A (LRt ) Wik,
NTERERT &, ZEDHATHARIUTRIERS:
R T LM AR T



o Jn A~ R R IR PR T T OROR Epb o R K, R
WKL B g B K T B IiE 5
HEHMAIFMHMT RN AR HEAANK
W 30
B Z M R 0 R A IR LR 30 B
H EL B4 48 % 3 BR R
TH TR, FHA KL EGE R E
R BLH 7
HEZRRTHMEIE, HiEELE Y WKL,
PRFFEHE (B fLFE Rt e ) Wik,
(2) £F T2 ik
FHETZHIETH, GF T L WIET F R hiEHE.
3 KK /AW I LS
HETFRITRBZWIESER, #E KW/ LW L2 EZEX,
WRESH CRE. B B8 RETRSH (RE
JRE BN E £ R B R B IR R A R MR ),
HE 7 K S 20 TR B B[R]/ FE B
X 2R R B T 2 8 7 R B IR A R AT AR A T B K
FHATEAFEE N AR AR EKE T 2R A K
B 7T RRFHATHE AP EEN, SRATERRKIZ
P B K T BT AR AR 07 S KT BT DLSEAT ARSE AR B S
4 MR ESE LA N (476 25 Mtk &
A — B R (AT )Y AT,
[B] B B 3% 28R R M R A IR R R A TR Bk



M. [RiERETHIFAREK

(—) BR#t#

BIAEFBRESRRAEF LY, REIAEFEN
FoM R SXME (B KR FTRAMFGREFH/AE A A4Y
ERR AR E R ) B WE (2008) 7 5 ) &t
R R B AT R R GV, SCEREITH KM A
T, EERBREESHE. BRARE. AFENEE.
RAEYREEME, FRMEMKHIIETHR, DUk 2 4

THAFRENESER, RS RESTER R MR T A
A 5 e

A EFAFEREEANFERZETNTFE, FEH
RIFEATEIAT TN F AT, EES B LA
FORIEEN SN RE, R AETE, FHRITHRIFHEHEAH
AAe 5 R ATHE R A 4

(=) ##t

R DA A SR R, B R AR N, R
oo, MAFEIATHEHLER,

(=) AEERRZ B LR RS

TR R N A 2 B R A R R AR AT A
B K 2% W5 AT e AT AR, B USP. EP. JP By K,

AR AR 25 o o R O A e R R T DL RS R R &
B e A

(2 ik AR 5 R e A R AR R SR
65 RN GRAT )Y CIb25 Bk 7 5 25 F o e 2% R a4



B R RN GRAT)N (25 5 5 AR S
Fe AR FEARTE SR (RAT )N FAE < FARE T RN
JEA T P e 2R AR AP R

AR AR Am 3 K 3o Ao K HE K I B 5T & R E BT R A L AR
MR F AR ATEN, BEWNERE AR I ks &
BEFR, UAHARANEY S REFE HA 4o 2.

TE S BE R B A R e AR Y U E A B R T
Z s, URIEZ B E S Sl — 2.

. REMRSIERRARER

(—) ZEVUARYE " d 45 Fo Al Rk SR 38 5 A %0t
R, R TR VRS ST PR

( =) ARYE B AR & By it 2820 (QTPP) # L %5 1y X
HTEREME (CQA), EHFERAN CQARFEELRTUT
o Mk KA. EEeE. pwmEtE. HEA. AR
BREAR. BREEE. BRAE. BEEBEE . ﬁl
B/BBE. Ko RE. RE/EEZR. 2 EHHIE
WM. TEERAE. AENER. LW TR, ﬁm
BRl. AR (R BERBGRREE. 2E%.

LA K4

B o AR BT, B R R W PR
Wik & RF G SRR/ WA R R . R AT
7R T — A 7 B 0 P AT M B A

R A, A R BRI T BN LK E WA
B R FI, BFECENEEHR MR ET E, FH#T



HLIE 7 ik S i
ZEHMATATEFRENER, 5F5LFFNHRE R
FE NN R N LT GE R, B EAENAE YR RE
2 7 AR
Xt F AL A R A F P AR 0L, RIE” B4
PR T L EH EHER, R E T IT T,
3EREZEM
MRIEHE K XK. SR WER, BREAESTE. &
RRRRRN N, MR ETRTABENRET LR,
6B SEATA A AR, REF R G RILEAA R BEAR T
JR U HEAT 45
4. TLF
MR ICH Q3D #y#L € , 3 I3 B 7 Fu 3k MU [ oy 1F 4 R 7
S | H T F 2R T 45 R oK é, AR, A
AEGI N & 2R
(=) Frei&Em &S 5 a7l #5472 o & 5Tt
A g b ), PRIEFT B E RS S B —
S HI AR B4R 2 MR S B, RS %
PPN AR R B R S E B M
7~ BEMMREAENR
S ARE AT AN BLED W EERE. ik % fo
KRGS, ST R HHAT A SR F 4. AR T 7 6k
X%E%E%ﬂ%ﬁLﬁ%ﬁﬁ%%%@ﬁ% RISt
FIDLR B HAT I KRB E BT, S TRERZNF &,



s R EAEA E A S M 2 DGRt B wAE R (B —
oA FHIAER ) , A R RA—HE FER BRI
REMAABFRELERERT, F550EHHITHE
PSRN R  Ae - AL = B N a8

Z P8 ICH Q1B EE R #AT L AR AR .

&%ﬁﬁ M 5T B R e K A K 56 B FE AT S GMP
KT AT, THEEFEE M A RO L, ™R
. ABE. EE. RERRES, LB RREN%
WREBARTF, TEELRIREY HLKETN, T
P AR e W/H AR TE . EE AR AT
ERPER . WE R FHR, EREMA R RS K ax
WA ENTHEN. REEZFEMP MR H#ITEERE,
Hiprt e A RAGKAATHBESN., BRAATHET
KW R RN Tk (] )E /B R R A ) HATAN,
FITHEFRIE. —MNERESD T 6 ANA WREEHR
B

T 2GR e R AT St . RFEREEFT S
R, SRR B,

I A TR X R AT FAAE., REEFRTF
ZhaFEERAR. FhEE. KA. RELAE. BUF
BHIE R FEAEA AT ERTEX R, B, ﬁ%%
R EM R T Z5 W RMAR AT FHE, EHEW,
RERFEIENE S, $mkmﬁ%€?w%%ﬂﬁf,%

G T L WIEMATREEFS; Tl EX & T e,



AT A 3T A R R R 3 HE R b AL AR A R PR R AT AR
MR

€. FHREST—BEENNELRZE

R IR IE S0 (o Re B fE Bk AL k. TRAAE A
BB BORE) — B IPNEZE EARABARERITEFAR
W E E, EFRFERRIEHF OGS LE, 58 FDA. EMA X
A H R IR AU R BORE R, BFRohly, ZYUKENT
] 1

(—) R&FLTL

A7 RN R St 50 — B, @ U e R AL SRR
AE 3 R T SRR AT A B B R CQA AT 5T

FEoRE FR A T 2 MAEANATH, FRA
MR, ATRALEIZ AT WRKERT, Fraltss
7 BRI 0 AR IR e F0 B i

VI TN A= e i W ) &1 = - U B Y VR G e

(=) mREAHR

FRN KB ERETREEELARTUT A Ei
M (FnEIR. B, BEEBERRE, pH H/BRRESE),
Zeta B AL, RTHA, HEKSA (48 D, Dso, Do %),
WONEWBBAT A, B0, e G As,

JE N b R 2 D 3 kR S He R A i B B ER AT AL
.

( =) BE/&RRI 69 J&

Jor R JF T b B B A B #EAT BE R 3 /3 R IR



Xt T FDA 8. EMA B2 38 5 B 89 475 72 0 477 i A
BUSBEBARERITRES St 857 0 5 ot %
J\\ BHEESFINEREE
BAABE SR ZHE S B A A RS (L3R R25 K
FEAE) E A, NEeSthal ke EFER, T
WIE AN FF M. SN AL, I A AR R
ERANABAENAERE N, EEMEMRENFLT, T
13 BB ) SR o g R R R B B0E AR, H AL — AT
BNTFRRENAHGFNE, BABRATFERRAEEHE
. ZARIEEAEIE
Fig ATREFBESUSARAGH T EFIN, 5%
KRS A DA, ST —SHEITNE RRLAE.,
+. R
%m&%ﬁ&%ﬁ%%ﬁaﬁ%$lﬁﬁ JLE B E
TR THEHEERN, NPTTEGENZE. 25+ E
A — Ry, NS T RS,
+—. EEFR—HMHITN A mM
ANAERK . AEEE SR AEHEA TR
EAFAK. A Y (i (P"Te)) FRMLE T
B—BWITYN, FHAORERAHAR, KEIZL. KRESE
T (MR ) FNAAAHE A HEAREK.



S22 3R

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

2ICH 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

4ICH Steering Committee. Harmonised Tripartite
Guideline M7: Assessment and Control of DNA Reactive
(Mutagenic) Impurities in Pharmaceuticals to Limit Potential

Carcinogenic Risk. 2017
SERERAREEEHELR. (hFH BHEML LT
WARFER (K47 ) (2016 4 80 5 )
6.4 F 2 miE S A AR ARER (KIT) (ARG %
(2008 7 %)
TERERA R EEEHELEREETIFF O CRE/LHE
T 7 W iEds 3 FN Y (FERE LA ) (2013 48 A )
8.E H 25 W B E IR . CBR W LR AR K R A 48 R )
(2018 4F-% 85 5 )
OERXERGRMBEHLER. (¥ (JRB 2 faf
) REMEATIEATTEN (BT (20154 % 3 5 )
WEXELRAREEEELR. (hFARITHANGE
FHE R AR 2 T sOR 383 R CGRAT )Y (BB 25 it

10



(20121 267 5 )

NEREEASEEEELR. (¥R ERMNEH
J BB AL AR B AT T BOR 3 3 JE ) (AT )Y (2015 47
%40 %)

REXERAREEEELR. (hF A &5 EERY
HAAH A A TR T TR (AT )Y (2018 5 14 5)

13.E K % W B R 25 & Wi . (hF 1l 25 0E
kgt 2 P2 ALAR B — e K (AT )Y (2018 48 6 A )

AEX AR EEEER. (hEFRAS LR ERS
HERTY (2019 £ 25 5)

SEXRERGREEEER. (X TEARFHTEK
ERA G R BB ) (2 N (2012] 132 5)

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:

11



ANDA Submissions — 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:

12



ANDAs: Stability Testing of Drug Substances and Products,
Questions and Answers. 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/GuidanceComplianceRegulatoryInformatio
n/Guidances/ucm064995.htm

29.Food and Drug Administration, Center for Drug
Evaluation andResearch (CDER). Generic Drug Development:
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/How
DrugsareDevelopedand Approved/Approval Applications/Abbrev
1atedNewDrugApplicationANDAGenerics/Tucm142112.htm

30.Food and Drug Administration, Center for Drug

13



Evaluation 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



Bt 2
A2 2 i S RIZS R R Y RSO
HfR R ER

—. HIRERIHE

(—) #Z
1.Jg e ik
2.4 K BRI

3.H WA

4.6 K12 REA R R ML

SEAFEHAT ARKEF T EHEN

6.7 th. 3 7|

6.1 2=t | ey 35

YL St 0| B 2 A AR 2L, FRBE UK &
Mg B, |ES MR ALFT AR UK ET T 2R (R
WY MEARE. REANTIHAR). R EEEMY
L AR R A B DL, ARSI R

6.2 - th il 7| FEAAE &

7. LT ALE R

B.AMUIAH . REPYLAMKSE Lwh: BIHLH KL
AERENZRUAH . WSS TN RN RERH . X
SR

08 % . AR ITHR.



11.25 5 ¥ 4R 7t

(=) Al RAFR FTH

12,3k e R 5018 ROLE &

138 (FE. 2550 8E). BiEfE (i
B.ORMK. RE. LA SE) RIBEE AR A IR TR K
SR

14. 2 3E 1 R 50 7R

(w9 16 ARXE TR

15.16 Rk 315 BRIC & &

16,11 R 3o 7t

=\ BRENIE A

(—) &

%15 TR 62 FTHF S (LF 2 576 25 0 RE K
B BT E A0S 2R — B W R R (3RAT )Y (2016 4F
%120 5 ) AEKRFEREIE,

%7 AN S BB BT K TR E R R
A7) (2016 5 80 5 ) FAH K ERFEH,

(=) ZHFAFIH

2 B A 2 BT VE 0 2K 9 AR PRI SR (IRAT (2016
FF 80T ) F oM pEMA K 4052 KA K EREHE,

(=) ks RAR FoH

5B (S 25 B A E M 2 2K R PO R GRAT (2016

2



ﬁ”m%ﬁﬁ%%ﬁ%@
13TERTAFTAALEEM. 0, EWAEA.
%14mkm$%%&%ﬁ§ﬁ%%/A@$”ﬁﬁ%
VRt Ffe, Wk, EHAENA.
(v9) s RIRI FoH
2B S 25 B A 2 2K R PO R GIRAT N (2016
FHT) MAEREHE. Wk, EHAEA



Bt 3
2= RS CRekRiESsa) ithilg
YR B VEIT B EER

FEPRIE AR 48 5 TR E TR AR b, AR RE A B
RETEW RS IRNATAZ LT I T L PR, ¥ et
— F MBI R ERN G L 2 F R, Gl Uk, 7 ik
o Wk, BARESR . BER. BORF.

IR IE ARG R 2 R U B AR A KA 2 i A
25 T Ay M — BRI RN E R BB K, RAXR
TR AR Eevhe, B R AR ARIE A 0 R 25 BT R B AR
BB — AR N, b e R SR 1 R 2 B R R RO 1R

—. BIREE

MATHRARENA, BTHRASEERME, AT H
REPE RO o ARAL, REUR 3 #0893 A T B, WEE G
Th R Z AR 5 St 80 20 % K AF s )R e L BB 50, N e
TAREY SRR, LERITR#H—TNE KT, &
24 S 50 A0 2 AR I R 50 46 R 4 7 R R 5 2 e R
— 5, WIFARFRAZAAALT TZH—F R EEHN
TE A 5T

. HEHRAR

RYE KA 24 £ 30 17 1 20 B B vy 3R — S 4

1



ARERY , FoRE A —HE PN EHE PR EARERFRE
B R B, T ARIE A SRR S A B4 S, S8 FDA. EMA
KA BRI AR R BOR B R, B, #UE L
NEE:®

(—) &FH51Z

77 BN £ R G SR — B, DT R R A S RO
A % e UE SRR AT A B9 HRHEY CQA #EATAF 5.

FESRIE AR 2P T LM R R MR WAT N, TR
o, dTRALE I ZAEFNRRESN, FRAIEES
A FE R T W R i AT I O

T A BT B A T T KB E B B R — 2
AR R S B SRR AT (AL 0 4 2 I A A P AR Y
— M ER (RATN AT,

(=) REAHR

FENRERERBETREFEELRTUTAZ: B
Mg (antedk, #E, BEERE/RRE, pH H/BRBEEZF),
Zeta AL, WTHE, HAZKSA (48 Do, Dso, Doo %),
WONEWBBAT A, By, e B Gb A,

JF N b R 3R F D 3 ok B b R R B o B A R
B,

1T FDA 2 EMA B /A48 -5 U 9 45 € £ 40 d A
B BEEARERITRE 2 W HR 09 x4 b %



=. JElfakEAsR

58 A0 R R, SR AT SR B R
H R R SR IEE R, ik, ZRERE S A
AT L NER T RHGMENGRE N FATAKE
BE, AT RA B A S AR, WG 25 R 5
t A AR R AR A R R ) 5 S b R AR AT A
W Zr. BT ERFRE, EIRARE TR 5 2 K
WA, NI TA3E 02 M B #EAT BE e R 25 1R 20 7 % et b
R, LERHFATALApM LR, URSRTZ KRB A5 S
L EI R ERRARBEAREL R/ EFHEEET M L0 — K.

ETRERANBANFEBE RN Y A S ERA K
HE M, AV E o 25 9K B E 5 ER 25 A Fo R
LR

ETRAERAGEREZ AN, FRGELR, 7=
S5 WAL .

M. &K=

AR EZRE A G S A AL ZERAEERER
e -2 A i R ) R K TS
FZ S # PR SR, g BT AR E MR, 4
Bt Rt — F G KA. RLRR B L E AR AT A
PR A M 6 RO 58 0/ 280 Ik R B

(—) ARAEYFRERR



B EH RGO NRE SRR T i, —RER
FoR 0BT SR (L2520 % 5400 2 ST s AR e AL 1
B AREDE R REARTERENY © CEWEREH
R G F4 TR fo (&R R0 AN FHERFREA
T8RN D FAE R 8 2R EARHF AP LT LA
TH

FR it mERAEN. 2REH. XX RRIT.
BRI T, MATHYEE. ERE A ST AN
R,

ZiRH: BERAREZ Y. YANAREZ LSS
I A I 2t 7 T B RUR B, DL AR 56 25 4 Y B
SE 3 LE R

HARE: NBTRAE NP AN FRETFNEAR
WA

For U e 4 R A T AR Y e R B E £
R, EMEREHRTN T0HEREM S G X 22 uMm
AR, F6HM5nRERE. GENRNY .
77 ik AR TR, HxtE AT YR A R Ky
1 FEZ AR R A0S R 0 Z o LR R % RBUE.

RN AR AR LR O 1 IR R A S L
#) AUCot. AUCooon Crnax JLF 3B, JLAT 3 {E th L X H 90%
EEREF. RAFALT, THEFEE T2 REERTX



AN ENEFEN e ENEEE.

M FER AR —RET, AT EELRIRT,
ERSHILAHE LN 90%E 7 X & 3k (8 F kT
80.00%, F f#it 125.00%. xtFE&GITEHLHH, MAREZ
Wy e R 1 3B 45 /N 90% E {3 X [E] SR

T g : IR 277, "D S0 R P #HAT AL,
F LB e A 77 ik (BRI K50 ) « W7
B A RAFE A, ARRFHMAERE R, Tkl ik
WA B AN A G AT AT

HoA:

TEA BB, BR T RL I R BATHIAE K R RO E R Z 4,
A I TR, K RE AR F e ERIT RS
Wik, GHFEFRFREEIT. 2RFEE. HRE. AN
I 0 F RN AT

FEPRIEOLE, WG E WE A,

(=) Rt IS RX I

REEFEHATHEN A B R RS, NEATFHIEL, U
KHTHIZ %, FlER. AMREDERERRERF TR .
HTAREDEREFHRERE R TR F G 5 HH
ERe, FIHARSZREALT TLH—F RN, EHIT
JB XA R

HTUTENL CRRT) , BV R AL B e R I



T, AL R B 5 5 b ] S b

(1) FR18 3R 4 25 0 3 5 97 AR 2 A A S BB 22,
A 4 S TR DR ) 5 B b L
M. Al

(2) $eZ RA T Rt YRR 7k, iR A
My SRR R4 S ) 5 ) T LA R
P

(3) AMEANEHBFRLERDFFREH G 5 4
WEEER, LMTHELERLE AN %A
.

% T RIS R I R R, W S L LA .



B 3Rk

1LOF) BEX R R EEEELRARHFITF0. (D
A E F A F 2 A T BOR 3 2 R ) (2007 4 8 A1)

240 F 25 R AR BEARBORE R (AT N (B2 it
[2008]7 5 )

3R EXERGRMEEEHELR. CUHF SN
2 B AR 8 AT B b F 2 4 0 ) 2 AR AR S RUHERT R EOR
55 EMY (2016 F5% 61 T4 )

4.5 B AP BT . KB A E R AT R e ILA
o A R B B ZE A D) (2005 4 11 A)

5.E K2 & WEEER. (¥ 2 55756 25 i &40
TR — B EIP BORZERD

6.2 K 24 b B R 2 % W AIT 8. () 24 A
A AL By — A E R (XAT )Y (2018 4 6 )

/.European Medicines Agency. Reflection paper on the
data requirements for intravenous liposomal products developed
with reference to an innovator liposomal product.
EMA/CHMP/806058/2009/Rev. 02.2013

8.Food and Drug Administration, Center for Drug
Evaluation and Research (CDER). Guidance for Industry:
Liposome Drug Products: Chemistry, Manufacturing, and
Controls; Human Pharmacokinetics and Bioavailability; and

Labeling Documentation. April 2018



9.Food and Drug Administration. Draft Guidance on
Amphotericin B:
https://www.accessdata.fda.gov/drugsatfda docs/psg/Amphoteri
cin%20B_%20Liposomal%?20injection RLD%20050740 RVOI
-16.pdf

10.Food and Drug Administration. Draft Guidance on
Doxorubicin Hydrochloride:
https://www.accessdata.fda.gov/drugsatfda docs/psg/Doxorubic
in%?20Hydrochloride draft Injection%20injec%20lipo RLD%?2
050718 RC09-18.pdf

11.Food and Drug Administration. Draft Guidance on
Leuprolide Acetate:
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