% A @ R R Al R A1 B RIS SRR &

NWAHEX

F£—% Ws
=\ SRR S R RMT L R R o b B e H TR
BT 2R R T A A T BEBUR I oo 4
o AT ML TR R oo 4
T AN IE I BBIE oo 10
(1) FEFAEIE BB T TIEE oo 10
(2) FETEPPALIELIE oo 12
B B Z KA 5 BT L 3 B R FBEFAE oo 12
R B LA E 52 N N 0 5 = OO 12
Ty HENATMEIITETEEE R e 14
(1) BEREBEEZ oo 14
(2) BEUHBESZ oo 15
(3)  ATIBERZ (oo 15
(4) BBABEZZ oot 15
(5) BIHUBEZZ oo 15
= B IKATI R E R R R PR RIZE TV e 15
DU, ERHATME S 22 RAT MV A DRI FZ AT oo 16
F = 2022-2023 A A E 2 A S EEM TN R BB DLAIHT oo 17
o AEJERITUEE, FRE BB FEED oo 17
T W E RS IER, TR ORISR FET ORI R e, 19
= ERIK: PEAEME, FEBAMLE, RO o 20
DU 22 R AL JERT AV T AR TS oot 22
SV 2022-2023 FFRE 2 A G EEM TN SSRGS AT e 24
R B LA < - =1 OO OSRPOTRRO 24
T AN I ETE AR o 24
R TR R s 2 N e IO e =0 N b S OO 25
—\ ZERHEARZ G, TREEAAL S BRI oo, 25
T PRI AR BT, BRI o 25
= B TIHERBHEA: REFIHZE . TR s 25
ST 2023-2028 AF B E 2 Aok S FEEM TV T EIATE SRR oo 26
o Z IR S FRHT VT BB (oo 26
(D A SCFEAIER, A5 ahE 238 0 T i AR T B SR ARF AR T o 26
(2) AL AT ML WS AR 2R I TETE oo 26
(3) B BREIETE, TS TSR e 26
(4) Z KA SRR R 3 S R TN REAWT LB oo 27
Ton BIRAT VT FEIBRR ..o 27
QO IDOE s %N AL L By G G5 <. 5/ = OO OON 27
(2) Z Bk CDMO/CMO 1TMV52 RT3 T SRS T oo 27
F=F 2Rt S R AR $E 1 SR B L 27
R I 1 N OO OO 27

RSS90 Z x. BHER. HBER. &




% A @ R R Al R A1 B RIS SRR &

T TS TEIET S e 28

T TRASTRIZIZE e 28
e BRI 5 e 30
R 7 111 D= 1< OO 30
B £ i 1113 OO OO 30

T TR IIEITE S oo 30

T TBARTE I F oot 30
I o 111 O X L OO 31
R %S kiR Al o= = o OO 31
Ty AR RE R BRI IO IR oo 31
BETUTT BRASTER P Z oot 31
oy JEUBFII B ZSTZ I oo 31

T NI ZRFE I oo 32

T ARSI oot 32
I TR I o k111 1 o OO 33
T B BRIE TS oot 33
B 9 3 0 N 1] OO OO 33

o BB AR ZETE oot 33

U T BRI ZETE oottt 33
B S |45 N i 1] < SO OO 33
T BHRHITT FERUZE oottt 33
Ty AT AR TR I AR 23T oo 34
= HE TS AT A AT B A A AL I oo 34
P, BN ITEFARME AT BEAR R (oo 34
TFiv AIBEXT A FRTT AT BARFRASTZER] oot 34
75~ SRR N G2 2R A BT FETES oo 35
R R TR (o0 | 07 N1 . OO 35
o A TR oot 35
Ty BRARTEI RIS <ot 35
e B TR TR oo 36
U T ZTBETR oottt 36
Fin PBD ETT oo 36
TN BRI I IR oot 36
TR AN 5% N i 11 527 NSO OO 36
I\ BBALFR AT TE TR oot 36
FE LG SERAY (RAIEHIRIEY HE P 37
BT BIIEGZHIN oo 37
T BT ettt e e ettt et et et e et e et e et et et et et et et eareeseeae et et et et enrenreereereenen 37
n 2B ettt ettt 38

B T ST EGHITTT oo 38
T BB I TR ettt 38

o T T TR ettt 39

B T T BT VEE S oot 40
o BB TEII oo 40

2

AR Al Ko HHIEA. B




% A @ R R Al R A1 B RIS SRR &

oy VETEEETI oottt naeen 41

o BRI I TEEEE F oot 42

VYT BRI G TE TR oo 44

T BRI ZE R ZELIIE .ot 44

e BRI TE TR oot 45

B HLTT B TT ZEIIIE oot 46

T AR TTZRIITE oo 46

o B TTZRIIE oo 48

FHE ZRKLLSER A (RAEHRIE) SSHFH 49

BT BE UG SEIEIEBE oo 49

B T ARIBAT B IETUIZI oo 49

s ARIBAT B IE T oot 49

e SEIHE T 2R oot 50

BT RIEEHAT SHETIER ZR oo 50

SEVUTT BRI LRI HE T oottt 51

B T B A T T T8 T oo 52

NI IR « AL T T oo 52

FAE B4 HLLERAERE 53
F—E @5

ANV EARBNEE, BB AUTRT . SEAE . BRIRRA, EABMKEEARS.

IX HLIRATTEL R0 M AR5 22 B A A it SRR Al R A 7% ) SRS

R PRAS 5 | RS AE IR LAY 2

v ] R A 7 ] S s 2

JSAS 2 | AT IR A AP SR

T, FAVEME A SR E T I AT M, SRS E R AT R DA R R

B A SR RN T RS, G IXEE RN TSR, AR ak.

RN AE S, B EE . RSB IAE I RS EME, BN ST ettt e
RIPRIIE -

= Sk @ERITI R RS RS T

RSS90 Z K EHER. B




% A @ R R Al R A1 B RIS SRR &

E—1 ZRUEmERHTI EE BT AR EZBRZEN]

WIEEZR g R RAR (ERLEFTIZE)  (GT/T4754—2017) , Lkl R R &<c27
B2 25 )M KR R B /N EC2710 b 24 24 SRR 25 )i A R I8 - 4B 4R bt — 20 i Ak~ 25 S 1551
A2 R BT R I R R 2 A s B .

gZib, ZIRMCkAIERET (ERZFFTIE) K<c2T BE2yfilEk.

(1) ATMEFEHRT] R RE

m

HAl, ki EEZ RSPV PARER NS BXAREEEHRE, MRAEE EEh

EE® EEERRE

(D ERUTE R S, T D i e, . @
), ®E ) AamER Sk SEANTERREEREE, B5E
1 P A i e R A SR N sl . ) s R ok A it T e (R A SR
gaEdk. MLk, (EEE AN T IR ) R A A T e
@B R ERS DA SR, WRE IR ES P o
. B, fSRE00E . RS T ERG S, s, e
MREREHESE, FeFadmfzs TEfELSEARETEET
EFE DS | b, RESFAEHABEERE, RHETESME RirEEEfERiy;
& m L @%Eﬁm%%wﬁﬂm%ﬁﬂﬂﬂ~Eﬁiﬂﬂﬂuﬁﬁiﬁfkﬁmm
LI PE R AT, §eithamami s im B, A TER
BTE, HfMiFFREAIETE $%Wmﬁﬁﬂﬁﬁﬁfﬁhi$ﬁmir
ML e

@H ST H AR e Bea A OB i, S S R e AR i
FEEMERSESTE

B H1H i [ S P s A A S, FFR A REREEL. e
SVFrfigE e REE, REEFELEADINRESENRN, 255 R

EREAS NARRE A




% A @ R R Al R A1 B RIS SRR &

FER TELETRE

#dh . (TR AR M MR, e AT e e bR
({7 97 B 11 50 AR T4 1$E' B TE, S PE, S3timAr
T, WAKPESAETEFANEEEE, NaEmiisleE, @eTsE
i S I EER. i%ﬁ@%ﬂﬂﬁ@ﬁﬂ3ﬂﬁ:¢

DR EETIM. ETRAT LSRN NS, ®@i7ETRESE R
BEEHER. SFEEHH E I P4 AN A s
il 2 FREH AR R ST AR S EE ., AR E T p e N BRI, BB
i,

@f it EEEEARES TE, FREAOENTE, FRRuAOSHsE
EBAGEERN, wHiTHETEE;

G Bk TiE, HREEETIE. QERESEENEHE
SR i DEGER SO REES, it PE R R,
WP R SENETERTE, AT EFEESNSEA RN
BE T P R h T 1k,
@ﬁ%ﬂ§¢mﬁﬁﬂm.ﬁﬁ*@%@ﬁﬁ,ﬁ?¢ﬁﬁﬂiﬁﬁﬁﬂﬁ
%Lt

W #HGE. ETFSEnifeesiied. INTHEeRrsei, 4

AREEGREE IR, BT S, . FRRiTERS L. E

T Ae A R A T & R S AR A B

@fae&H. ETFSmmei S, f85 e, AWEFE A%
f. ETFSBEiE, ATt fiag, A8 rdealE, HE
©Lit. 25HEEFELSNES, EDoLHEFEESYHE;

@R RA. ETSemib e, slestteEsn, ™ b
PRt e ST RAR & (R, R

@R HER. ETSemib S meeE. femsa e initlEs
il 7l A AL R M s Rl (A R R

EFHRBLE | BHES 0,

BEHR |G0#EEGE. ETFEEniida EhTEREEHE. S8FESRTERRERN.
BTSN B R RS B R AR, el TiE. REs
f. ET SRS e SN AT TE

B e WA EH. flelHSmEEARE, BEEEhd
2 IMaEA Tk,

mﬁﬁm%m?ﬁm ErSmaiti R EaT. feltkiE, Wkl

G2, ET S SRR ANEEET N, R RS SE R

F AT N

@R, ETEsanies e asms AR S SE. 25HEE
R o B A A

@i fiEEdE. BRE. EETHAEEEHERIITE

BEAh, 23w JEURE 2 /15 24 i 4 P )™ i B 58 A1 B 15 Bl 32 217 il 8 5 T AR L = 7 I LAY
B A B

(2) Al E A

D Atz A7k

EREAS NARRE A




% A @ R R Al R A1 B RIS SRR &

FEA A AT L BT ) B AL R O T B A R R Ao Tl A R TR G . F
FEl AR AR AR A A i Tl P2 E B R AR S BUR AT FAT WO R AN B s 2 5 BUF &R
ARAATIWAEI . B PefESERHE . BT T, ST IFE ST R BRI A .
e TAbI A = EERRE OIS AT R AW T, FIBUR §2 H AT R B BUCR AN L3 5 T P 2 L e
W ZHHERTTVAR; sl A, SEirbiT . BE iy, g a-rig: 25|
W AT E SR ERAT AR HE, H A S AT M A

2) BEZ5iTk

T 25 AT P e i) B AR s T R B G A R 2 b 5, BR A2 1 EI AR
FEEAAERI L GFEEE, B8, ST REEENR, BBUMInsRAT A B, feitle 2517k
fEREA I, PhEMIX IR 25 Rl 35 5 At et S X R 257 R S 2 s AR BUR e &
Sl AT . REMER, BRI A REGR . SRR BRI AT R R TT
v AT AR R ARAT M A Al s A P S IS

zr

(3) ATl & A
D bt i ATk
O 3 ZEFNVE I £ G245 FAA

% B T 2020 £ 6 H 16 5 KA (et i BB &BD) . T 2021 4 1 7 1 HIF@HHE, R
PABIE, At o e R A SR At i o B SO RR IR At SEAT VR A A B, Xt e At
A SEAT 2 SR A EURE S T JEURMRT A PR SR o R ZORT XU R FEE 58 v PR A M it i Uk i
FPPEMEE EE, ot ot Ao B ORI S AT 6 A HE . ARt L & AN i B o e A A T

MEMRTT

X i B S BE R T 2021 48 1 kA CAkofiE i & S BIME) 4 TIN5
BE S Herp et dh . A f B RN, AR FE AR E R P A ER S tH R M H 3R
24 it M B T D0 B A A o A B BRI 22 e MEAT BB T AT i A, RE R
R HIFRES . ol At B iRk %, 2R R MNRKIRZERE P M EDR, 1RACR VI
i Pt T BB G S AT R PP R BORE, 24 it M B B TR PR AT A BORMT A A )T 2

@t il 2B 7 0 22 A T A S A )

I K i B LS R T 2021 £F 8 A 2 HRAR (ftadb B2 B BINE) » MU
el fh AP S, RAE P . BIRIX . BT 2 M B BT R I B . 2. BIRIX.
FLEE T2 i B B 1) BORL S AU AT A A, B i A VE AT, Tl A

X 2B EH /T 2022 41 H 7 HEAA (B REEEiE) , el 2022 447

RSS90 Z K EHER. B




% A @ R R Al R A1 B RIS SRR &

A1 HE, thfidEmA. FRZAN. ZIAFP N 23508 (Hllofh A 7= BB S BN )Y BRI
AR . AN, CAETRE 2 BREURI 2 PRV T (et A VPAL R 2 (2021 4
B ) Xt EAMUB LM R it F DAEH S (WHO)  BEA ERURAL (FAO)  BREDW %% 24l
SRS (SCCS)  EEMLL AR Z LS (CIR) FE Az R e, ERaHR

AT, S SO S PR EE o 7 h 5 JURY 2 T s, A PRI SR, PSR BB R
2

2) EZATIL
O bR 5 7E A & B

AR (2R EE) (2019 BT, AWEZMBTHRIEZ, B 2418 S 2P AE I PRI 78 0 25
PRIV 29I PR PR R BN, ARIE 2 R A AR R SR AT A Bk . R A AR I R
o, NUFFEEZAERME, FESMATHMENMAG ., ., &&. ERERIE, RIEA
RHR . BORMRIRE M SLStk o JFRRZGIIG IR BRES,  RLY42 E E 5% e 245 o M B/ 80 1) P R o T i
HOEBHRIE . PR AR 253 R B 45 A CHE . BORAIRE L, & SR 2 i i B
U AR EBEN TR A, N 2 S5 e 24 v e B BRI 4ot IR 24 v HIE TS .

CLGRENVEEIMNE) R E 2 EME B ANE, RIEIUT CAREMEEINE) »
FUEMHEI A 2 A0HT 25 . LR AN 2 PRl T 0 3K

@24 b 2R 7 AT A B
L. 24 ity A AT o R

s CZ5MEEE) (2019 SEBT) , WHAMAES), NMALEy . BialX. HiE
N RBUR 24 i S B PRSIt vE,  BAS 24 A VR RTHIE, SR 24 it 2 VR P B R AT BUE 2R )
IPEEACHEM, T AV RER), MG 2RV ATIER 2 bR B RO AN AR
B, PR EHT EAE. RS (250 BIESCE AR (2019 SRAB1T) ) 249 R ARV AT A RO
NIAE.

I1. 25 5 AE P2 R Y (GMP) 1] B

WRAE (ZGRLEEE) (2019 SEABIT) 2480 AE P i llo0h 04 B 55 e 24 o M B 7 B0 DA
AVERIER) (Zf A= R S EANE) GV 200 B A B0 T ) H IR e ot 24 it A = A b 75
Frey (25 R R FHTE) MESRIEATGE; WIGESIEK, REIEIER. 201142 H,
JREARRAT (A= B BANE (2010 4EB1T) ) CRIFRBTAR GMP™) o Frhit GMP X 24 i A=
FEAN AT R B R R MR R EAR. M2 IRmE ., i XS 045 5 T
AT TN TR RN R, 0 24 A PR A PR AR P T B AR PR R S R T N AR (R

PRS2 151305




% A @ R R Al R A1 B RIS SRR &

JEF 2011 4 3 H 1 HFF4RH4T .

ARSI, (ZGMEEER) (2019 AT BUE T 255 GMP YGIETTAE, Z8 IREEI]
BrBEES X GMP SZATAE A TSI, e WFZG S AEF=iGsl, 2418 24 AR 7= i s F

o, AR RS B R, TRES R e R ST B ER . 2 B L IR E K
2 bR E AN 22 24 i M B T I E A A 7 T2 AT A A IR SR N 2 e R R, AN 4
e AEFAah PR AR ARL BERFE 2 EOR . 2 A R B A G ER

BUT (oA B R BIME) AvESE T (G B (2019 SR21T) ) IZEK, UM GMP
WAEIES )5, 24 A2 7 o B BN T AR 24 it A 7 A A TP bt K i 2 7 P T B AT 7
73 GMP At 2 AR HESR & T2 BORT I FRAR BEREEOR s s S b & RT3, O GMP EIE )5, 24
dh BRI & S I A GVP LT ATELIA A B R 1 IR AR s i
0 KA AR R

BEAh, AR¥E 24 E BRI B) o S5 E 2k i R B T TR CR Y A AR ER, AT
LR 24 ity A 7 Al AR 7 R 24 W AR S ANEE S 5 AR, AR, (S AIENHE BANED FUE
SR A 24, B 2GR A E LA A A = L SO FRIRNRE s B 24 M e i, At R R
AT LA H 475 1) 245 FR 17 B 13 11 245 0t R

ORI IR B P e it 1l J5E

2017 11 H, FEEF MM EEERARRAM CRRRKTIHBERZ . 25 4R 2 Gt
P LEI A Y)Y, BAERMZH, &8 250 B M TA B 5 sz 2 5ORH 25 )
HTh  Od T 25 M Bl ATEFRE B N4 a0 28 2. 20 2.3, 2.4, 3. 4. 5 RZ5 Sl A
WA ERZD , BRI EE R A e FE R R e Sl E G
S8R E,  JFORMZ Al I BT SR R JFUR 2 B e Bk, TR 5K o B A R 24 R U
HODEE TOREAT e R T A, BORMF SR, o B K R R 24 W e VRO I T AR
A HIE R8I0 S, FERIRE S R4 M i S — IR T

2019 £ 7 H, BN RAAT (EKE MR TRE— 20 5836 25 i ORIk o PP 8 LA & TARAY
KEHMAL) (2019 42 56 5) , F—0UHh 1 ERZG . 2R B2 dh i e 3ep kel
LS CTRIARIEAREL) 520 R SRR o PR i AN M A R S B JRUA B AR5 24 il ) 51 SR K o
PR LA R A A S IC NAERIL T & LD, 29NN BRSNS RN 501 & Bl RoRli
TR BIRFBR IR R EVAAE T & BRI E A S ARE, O RTPE 25 SRR FR AR I, e 24 i 7 0
HIE N — IR SRR LT ST Bk . 285 M RIVE M FR S 5 B0 R A REAT SR, 24 71U SRAS At
i, BIRBIHOCHR R S R 7 BRI, AL T GARR A" R BOR 178w R -5 175
TEMEBEAT RIREOFRIR T s il Bt DV BE N O B Tis 25 s srU BT IR Ok 2, ROk 25 Bd N 8D
Ja, AT M PR L

RSO0 5




% A @ R R Al R A1 B RIS SRR &

JEORL 24 1K) S B PP R LRI L AE (2 A B (2019 4FABTT) ) i BIH, BIE S5 Re 2l bl i B
ISR LG A, XA SRS I R PP AL, XA SR ELR R 24 dh 1 e A R
SEIFEVE, XA TR R LA AR .

@JFRLZ A R

CORTRF BRI H 124 G AN T 8 B St H s i BT 2 ) (T 2 70 (20081595 %)
SE R 5B 24 M) R S 873 Y 11 28 i AR T S R R A 7 St H SR B, AR M P AR R
B . KA B (D2 SRR T SO SR H ) AR H S g ik,
RG24 i A 7 B8 AT R RUE FRR RIS (b AP VR AIED KT 25 SR M B SSHLE H i

Fo) o, W ETHTN R E R (BRI ) .
G hxf R HE 1 1 32 A E

SRR BRI R SRR 24 it B TS TN AW TR O RV B, ERAR 2 PR AL R SR S it
MR MRS, RS E . BRIHNAR BT, MR T KRR K ARG BT i &, H 2 b
BRI

CASGIE i, S FDA J2 5 [ A 24 it M B RS 1), LIRS i DR SG [ A A 7 st T ) |
dhy a0, R BT B RUBUN S s I 2 . IR IRREGAE A, ARMTHEASEE T
(K124 S #R 75 L3145 FDA IOHHE, JF HFr A A RN A™ . BRI ZORM™ AT & FDA I ESR.

ZE[E X T R 2G24T 25 4530 (DrugMasterFile, DMF) . DMF /235545 FDA (AL &
—ME R AN AGWEER T, BAEAEP TH® & T 2B R VE R 2 (S B SO
BE ERIZGD R IR DVF e 2B T H IR . TR E OiE Hing )/, R ZGr#R AT bAa)
FDA #2752 DMF %4k, FDA fEZSUS DMF f st g7 47 B 5, QiR DMF £54 FDA HJ4TBUH A 25K, FDA
S —FBRE RIERFE N, HRFHE N DIF 4’5, [RIPEAR (S B3 % DVF 4% (DMFList,
RETEH )  FIIREA” (Active, JHER) o JRRIZH] KA M FDA A8 — 4, LA
R3IF DMF A& 58 i . DMF £ A rT LA ESh2 1k DMF, 405 DMF ¥ 58 9 sl 5 v A #4358 454, FDA
WAL FAT Y E S DIF (Closed) , AR DMF ZIR FFPIRASAE A T (Inactive, JETEEK) ©

H 2012410 H 1 HJ5, DMF & X4 ANDA CTEIB& B2 FHig) SIS, /o — s, H
FDA i X6 DMF EAT 58 BEVE P4l 58 BB Tl S8 B VE VEAt 5, FDA KE L Z1N DMF §75 2
(AvailableforReferencelist, &I —IR) FRAEMuE LA, fLHIF) S5 MEE3E ANDA )
S . ER) R 5 HJG, FDA X DMF AT Rl a2, R0 KT GMP fFa st s,
Wk E TG, A Z R IR AR (EIRletter) DA HIS %45 . FDA w iZilid
G, WHRAERMALERERIERRSG, ZERANREEREARETY . —ELT, EE
iR 2 SF 2 FDA — IR A

RSS90 Z K EHER. B




::\?f\l

% A @ R R Al R A1 B RIS SRR &

HEVEM . BUR

(1) EBZXRRENLEIIN

s

iERER
B TR LR

RATE]

i A
B ]

TEAE

et

1.1

Aot i B 1 B P

B o f

2020-06-
16

2021 -1 A 1 BFFihaesE, fhdic
o A R I B 0 kg
M- E TR BT
HH, TYEtRLiTEEY
M. fhirEEE AR RD
FRRER. B3 PSR
R URTE YRR e e X
T, Tt AR R AT
E£EH. (b SFEMA. EEM
POR AL )l e o A =
. HNETEHERER, &
i GETZEETE. BEad
friExHE. AREEEERN
. RESESEPER LTS
REANHSERELEBNT
K, WARETR. 2B (P
MNEIEME BT AED 4%
s, HMHETHATESE
ﬁ;%ﬁ#%ﬁﬁ%ﬁﬁmﬁk
b

RSO0 5




PLEAB AR SRR TS, AW RSB —FEHNE.
BERREEE, BiH: https://d. book118. com/41713602203
2006116



https://d.book118.com/417136022032006116
https://d.book118.com/417136022032006116

