BEE: 20074201 829H
EMEH: 200942058 22H, 20134E06527H, 20144£06827H, 20144E11H06H, 20154E07H231H, 20164E08 5
04H, 20174E09521H, 20184E09H30H, 20205£01)503H, 20204E03H25H, 20204208H10H, 2021412 H20H

25 P B B A B AR SR U BA 45

BB U B IR E R S TR

(255 47K ]

W A4 S P R S A i ARGk

PR AL AAGES O

YL 4 : Leuprorelin Acetate Microspheres for Injection

PEPEE : Zhusheyong Cusuan Liangbingruilin Weiqiu

§5 779

S b I P R R S A B AR

WA RR e 54 -L- M 2 - L- 4 It - L - (0 B - L - 22 S e - L - P 2 B - D- 5 B - L - It - -4
-N-Z 3L B B B PR ik

(a2 )W

O\ e
H f%—manp&nwmnﬁwmwMgpm—ﬁ CH; * HyC—CO:H
N—
N~y
o=
Mo

73T CsoHsaN16012-CoH402
Iy FE: 126945

L

TS R R

JERY) (DL-AM/BIE LB (3:1) MD-HHER
TES P

D-H#E . BT I 4EZE0 . RS0y 4 FH /K

[HIRT Ao A B K.

[&ERAE ]

1.88mg 3.75mg 3.75mg
€/ %) €/ %) (PR )

TE AR AR TE AR AR




MHERFH&E 2. T
N S I R
JULRE, A LR 4 /A
BN S

MHERFH&E 2. T
N S I R
JUURE, R ALIR 46 /N A/
BN 5

MHERH&E 2. T
o~ IR M BT A1) T
JUURE, R ALIR 46 /N A/
BUER 5

EPR S AR PR ER S AR R
R4 228 i 7L e R4 228 i 7L e
51 e 51 e
FRORX P A 2 FRORX P A 2 FRORX P A 2
(3]

(1) 1.88mg (LABEFER SN AR
(2) 3.75mg (VARG SN ERARTH)

[HZEAE]

1. TENBSFAE: @EEILT, RANER4E R, 5K3.75mg, BCTEN . HIREGZRMH 2
W1 ~sHIFE.

2. TEHWUE: EWEELT, RN, BK1.88mg, FTES . (EX Tk a7 = &
FEORI G, MR NESS3.75me. WG 25 M 2 T ~5 H T E.

3. RIS . MERCR 2RI TE A 22 BT AL : RS OLT, RONRR4E — Ik, BHK3.75mg, KT
TS -

4. PHXPEVE R B EHERBIT, B4R, FIETEHN30-180ug/ke, B MR, RS SEVEAR
AN DUEAT I 2 1

A5 P LB -

RS . 225007, NI ImIE S VAR N 25 e iR &, TEEZ0EIRIK.

e L SRS 2GR SRS AT b, SRS HESIALZENT, R A El By AT e et AR 2
Yok RS, FeiRa)a i, ERZEIER. BT AIER &, AR AT REX TS R AT 1

BRI, R 7R B — A A 2 Y = i A Refd FH e
[(FRKR]
FRER T EFEREEAEEREEN A R R RAZR, SRS N AR 01
RIE LRI R TR
31.1% (803/2586)
= ) %
T B W RACRE 86.3% [472/547] )
19.4% (485/2498)
=4 A
T IE 83.5% [344/412] CE BN
11.6% (34/292)
% 0%
2T IRE 64.0% [64/100] CE BN




10.3% (127/1232)
47.5% [75/158
L 7% [75/158] (WA
3.5% (3/85)
T W 20.8% [22/106
A e [22/106] st

SN AR BRI I B B R AR 1
THIAR RN R B UL ERE e B AR

HI T AR ZRERIR, FTUMERG — RG22 )5, EL5PT R RREIIE], ROzt &3 f T
DUEAT ISR .

1. IER EEZERAR R

1) ATREH LA RE W, PRI RIE S0 X- AR 48 1 S S5 1 RO A B TR(<<0.1%)
RIS 2% DI % 835 (RPRES o WS B A AR 8, SRS 2 R4 it dn F B BB R
BATIRIT 5
2) T A BE B B AEIR (<<0.1%), WO 2 i BT 409 1) e i ek, 25 )5 EE DI
2, WIS BIEAEATRE, RERIUE 2 M .
3) HF A REHIEAST (GOT) « ALT (GPT) I+ I T B BE R rS 8 e CRAEFRAD
N YIS SR IR, W R R AR X SR N R BUE M b
4) BFATRESI R BUNE CARERPER CRAZFARED |, I8 77 1118 B2 1) s ) 7 5 1 i
B LA 2 1 (HbA 1e) /K, i SRR A3 SRR VD 8242 HEE 224 I PRSI B SR IO 24 Fr) 445 it o
5) HHABFZEZGMAAR], AR IR B XA 25 A AR R R A A o R . R
, WTESE — RS TAZ R SLH ISR . WS E07 . AT S i SR, NTER A 5 R
HO& M, BlnseHa T %,
6) FREHILM AR ZEFAF, WLONUREZE. Wikist. Skinas. fiiege CRAEFRD o F
b, R VIOEE, WA, RORBUE L85, WiEibasd.
D TR TENBERAE, T EURMAZ TR, BT S i MR KT
BEARTT H IR SE AR HALE A AERE RS HATIRS (0.1~ < 5%) , NI EH IR,
8) TEMFIRIT FENWBERALE. VRIS, FIR I N A R R :
T RGP RS, AR, BRI
RSB FRETL: REES) . ERIRR
FEPE . MEARIOR . 1 ATRE . ARIE . HEAREE RS
WA RGP K k& B BRI, WO EAE
MR W E
M A
B g B, Xk
JRRESR . FThRear g, il v —id



Bk B e RS R 2R
WU B S 4 AL 2V DR WL
AT R G AU LR ANBIE TARRE . MBI IE %
A B PPN 54 AL R TR RS K

9) fEFFIRIT ARV R, AR ELLL R AN R R :
TEVRITHILEMY B, VEBEK PR I 28, S PR E B EMREENAE. hTiZ
IER, W KAERN R, ROl RIERI TV, [(IRYE ERE R F o
(CIOMS) 187, AL FME (mlHD ARGV (ADR) 1R AR T 5
F AEEHE I 1100 5 R (21/100-<1/10) 5 AW (>1/1,000E<1/100) ; FI

(>1/10, 000%<1/1,000) ; EHZFEN (<1/10,000) ; A¥E OAFTHEIE LA . ]
T RGBT -
T EEORN. EHURN
FEHBI -
W AR E
W2 RGN -
W K
JEHFEN: T
IAESRRATE: WR R AE
M TE P -
WOl PESR. Wl PRI
BBk 5 R N S5 -
WO R
AT B 5 5 LR
WO BB L. BIIE
R B, ESAT FEMBE DRI (FERIT AN H AT AR B RUE M
MG BRI EAS R TT I ARAE . 2 J5 R FH LHRHARSS SR A 12 42 5 47 75 T 444
il o
A B PRI S 4R 2R S
O VSRR N
100 7EFHTIRITRIZIRRAEIS, FTREH I DU NAS R R :
P IEIILS : B WRIEMH GRIRARGIER) « FHESN. B (ME R4
RER)
RGP RN OFES UL 2 FE
R S8 7L RRIE



RPN PEARIRGR . HAIAE

MZRGIIN: BOLRH . F SR, AR WOR kAR
CofERR: QTIRIIE K

M A I

B a0 Kk, 7S

FPRES . FFDOREA il A H, s oy —id

BRI e AR 2 TE

LA % L S G B E R AR, e

P FE S PR AR BRI R AR L

EIARG LR . SEDIRERENG . SOAEA . BRI KB
L BRI SR SIS TR AL RN K

1D AERTIRITRTSIRRERS, PR RE DU RRIAL (<0.1%), N DS & RS . i
AR it o AR P i 2R TR P T 5 RS P LS S R BE RTINS T v, AR AR i e
H, WRKIEMHEERERE (35%) o BENXAEIUREAT R AT 4 A B

12 {EHGnRH BEhlG YT 10 Bk G A IRIE-QWUESE . CoUSPERE SEARTAR 0 1) XS5 1
e AGWAER T RIS B T i, AR tH IO 38 (0.1~ <5%) , NAFAPPALFF AL
EDIR IR RS, o I U ) N % D) M AT BE S s o ML 0 IR RERATAAAIE - 2 2R HE IR SR 10
JZ 4% JER 24 T 1 PR ST B R HOE >4 5 7t

13) #5532 LAV AR GnRHE SN FIZRIIIG ST 10 Ak B hA a5 N R, RIsz
A KSR ST R N R R

2. HEARRM
FETENBERACAE . T EUR . 282010 LA A P 1 B MR W 5 B AN R«

>5% 0.1~<5% <0.1% S I

WIZL. R,
WILTEE.
D {EBHFRIER | WAL o,
SRIR B
AT

PERCHGR K% . ALOEREdG . 1HZEA
FasE

TEHM BETE. RO, FiE
2) ZHAHRS R FHIEIN . PSR R ER AL
FLG5 PR K K B e

FAREGUb TR B, HIAE

 onEsRg | [ U i i, B R s
R i
4) Bk @E;§%$ﬁ\%ﬁ\%%\h<ﬁ)
EF'#I%

5) BHMERS

WG, MR CIZmaR . e R
MR, S




B VS . AL, FUBRAE. e

6) K B2 B
AST (GOT)~ ALT(GPT). ALP. LDH.
30 |
7) FHiE y-GTPEHA F Tt il
8) WILEL Woley MR, BACRR. JE0E. IEED

9) EHREG

O MEF S

10) MRS

M 2. BRI, Ak I
ANKRCD < I B AL i Pl N E] CAPTT)
EK

11) WERARS

PRE, HEPR A HEBKBUN_E T

TR TR MR R
Ni, O,
12) BUEA W #. .
BISERE, ibe,
P
IR B, T/ DRSURIR | . R | WA
B B A, . B, B | S
13) #E Ril. A TR, PR OF | ORI e
WA, %A, R . LDLIE
R = AT L
SR A, RXARMNKEB KRS
FEL NI %%
E2) RIETABNEEZ90 u g/keg B I EIATT R AR I PR R A 8 1) R (10. 8%) HY BRVE ST ERAL S M .
TE R A BRI 3 NRE HP O Z2 3 A BN
>5% 0.1~<5% <0.1% e L
- I if— AST(GOT)~ ALT(GPT). y-GTP. ALP
=]
S e BRI, S T TER
D) AAWRGE | WO, AE | R, . BB L. BRER
SyEAE
A B . B DR Tt | IR
3 BATHRE R o8, 46 S BRI
D B RS KB R
5) WRES PRA i pR BRBUN T
6 ARG o L5 S L
7 MRS PYETEN T
) BIRG T K. frak R IR 5
9) WA R
10) A2 RS EAL 0 )
5, A
Ve WESR AT W B R,
PR, e,
SRR AT
K B LR JE. BaE. [EH B TE
N BEGRREA . TR LS. H. B
1 X W R GEEL S RERET . |
N

MPARA, BIREA R R Rk E AR
D) R I

[(£R1]



T B W ERAE (1) WARFIFIES A BRI LH-RHELLH-REAT A0 A ot s 2
TN (2) AT R e, SO e R [ AL 251 )
e A e 2 (3)  HHFARVIN. SIS L A A e
B (1) SABFRG . AR UI-RISELI-RIGT A AL sk %
HE RIS . . _
(2) BT AR L, SORALIA 4 (L [ ARE R AL L 25T )
A5 s B T ———
[FEEET]
S BRI ERER I - --w-nmwemmemmmmemmeoeee :
| BRI A T T BRI 7. I, AL 2SR AR R A1 | |
| FEEUE | TR, (R IAZE I, KRB R FNR B eI, |
| R S T |
| TR A SRR TP RS BT A OBk /A AR . IR 4 | |
| MR | o R
S D il i = 2 S
BT A 3&E RRE B 3 [E] R

TEEEFE A

DN R IR S24 S O SR, 2 en 25 TRl Id 4, t T A dh xR TR iR R G A
RIFAE R AT S BULTE TR ACTH- T, SUEIRAERA)— e, Kk, WAy &34

JAVR 25 25751

(1 AR RFIER, AR RN AR mIbIE. Bk, f£RESZ
Pl i VS SV SN D SRR N N9
(2)  JHEIRYIT AT ERIRN ARZ, VRG24 A & MRS 1~5 H TR . 1677 3]
i N 8], ARG B A AR vy A 4
P (3 HIT A MR AR T RE A A o BRI R b, 507 P S o
A B AN/ BT B VR R T AR 25 R e LA S 6 F - Cf T 64> 1 4
ZAVEMARIANL) o 7RI 25 B0 ZURHR A PN, RS AT RS E A 2,
THE M.
Bk, ROGEATEVIWEE, WKL, NORIPOE 2 [ .
(1D FFUREITRTERIAR A RS, VIRAZLFNA & AR 1~5H I 6. i A
ahiA ST, AR R AR Ry S A
HETTILIRE (20 HT A OB BRARAE P AR A B0 R o DRI, R 24 B 25 K
FEFII, RS ATREMUR B, THEZ.
Kk, REBEATEEVIEE, AR, SRIBOE 2 A4 .
I TFE AR A A0S, AR B A BRI A5 e & M s 2, R AN
PR i L A .
XA




L. HEMZA G R EFHMIERELS TAR)

TB WBRAAE
TEIE R WURE B [ AR AT RE N . ] (S “E B IEEFIT)
HETILRE
— H T B s 2 B R T R L 5 S5 R A S, s R R R SR B SE R ) [ . (R IR 2
(3010 390 e o 7 S K R T e T RE S IR ORI . ]
B3

2. HEEREEEMN
FTA & RDAE I FE R A

T -

bR R T B IR ST N ER AR T I B O R TR, JF H SR LEE
ol BAT BN A IO A A IO I B DU A 3R 5

D PNGEOESE TS

T W BERAOE

(D

(2

(3
4>

(5
6

P

FEFAR SR, RE R X 018 B ARE R B CRIERIESE) o WERAEMEAIA
d PRLRE AR, AR A B A ROR AT AT O, B2

TR R G IRRTIA, AR S A Ry i i v B LH-REAT AR 0 3 -1 iR 28 e 1 1 5t
M HFOMER R KPR T R, TR B AR A — PN E . SR, A E
ARSI 25 R T 2k

FIRIAE {8 FH 52 PR B PRV 7 £ S8 L BTV AIORE PO RS 2 300, A P B AL el A 2 1 2%
AR, MV EVIEEE . (SR IARKMT )

RIS I H I8

A it 16 97 39 ) AU % 81 B PEE [ 3 L

IR KGR EETTER AR BGnRHE A4S 25 5 BRI ME SR AN AL AT B T o
RSN, AEAFAE RSP IASE R 3R B, W] RE S B0 BB A3 KOS BRIk,
il PR AR it 25 245 Fp SR TR ROZE L 60 H o AR AR B 25 25 A SIS, RS A BEASUR BAS 7
AR AR AT LA RS s SR Sk = (R SE AR 30 Aotk ) vl R 2 Y BIARHRIR L (b & 1
Fee B AR PRI INEE ) AR A L KO ML AR M o AR TGS P e O AR e S
GnRHZEAUMIIG YT 5 0o A S T F RGN (A SR WA 22 A BRER A AL B ML 7
PRI et A S8 EHEAT 38 24

Kk, SEATETIWEE, WORBLRS, SR BGE 2 fE it .

(D

(2

(3>

4

(5
(6
(@)

fEFAS SR, RAFARIX 707 B AU AL AN CRIEMIESE) o WERAE R AR i )it
FEFF DU R 1 A B PRORE DR AR AR 5, N2

SRS R VR B E RN, R AT RE RN, DRI, RO TIEE, JF HAABUEN
S, RORBUGE S K. 356, MRS 8 — HH RN, BRI 5 5T A Ik
%o

TEH AT IRTIA, AR S A Dy i i v B LH-REAT AR 00t 3 -1 i 28 e 1 1 E 5 e
M7 HFOER R KT B — T R, AT RE B AR B — i PN . SR, e E
AR 25 R T K

FIHIAE : {8 FH 58 A B PRV 7 F) S8 L EATVAIORE PO RS 2 300, A e B S AL el 4 2 2%
FALRMACIRS, MO E VIS BE . (SR IARKRMNT )

RIS I H B IE

AN it 16 97 39 ) ROV 5% 28 B FEE 93 L f

HH PR XU GE DI ERA BLGnRHZAUN) 45 24 5 S HRERGR A 2 R B
RNERIEIN, FEAFAERO XS R 3 ) B P, o) BE S B0 BB FA AN 3 KU . ]




b, A SR 2 RSN R AN RLZE I 6 H o fEL AWK 45 2 A I, SR RefiE
iR
Klt, SIEATEIEE, WORBLRE, SR BGE 2 S .

HETTILIE

(1D TR AN BITIEIE R FIZ5%, FrCERRZ 256 T AT LIRS, 285 N
BN E SR A S, AR LY TEA B F 5 LW BRI E N EATIR)T

(2)  TEERGLIIPI, A AE g @S PE A LH-RHATAE 000 7 -V iR 2 4 (S 51 kS
1775 P ERCR KT B — 1 T R, FTRE I VR AR N A, XA DU 4 T
R

(3) ARG TUMREECR, BRI R, NA RS2,

(4)  JWHSAE: f8 S P B ARG T ) S8 HE ELATIAIONE F) RS S 3800, A e HE B SR AL Bl 8 22 0 2%
AR, MR EE . (B IARKMT )

(5)  RWHZ {57 H BIIE H ..

(6) At ifyT Y1) m] U 5 51 3 993 o

(T BT XG0 R AR 28 GnRHZE AU 25 24 T B0 SUIMESR R A 2 W {8 B
RN, FEAFAERAN ARG K2R 0 v, 7T RS BUR BUS AR AE 3t RS e £ 2
I 25800 B R 2 23 A iy, BORURT REMCHE s 7 o

PRl MEEATE VIS, AURELRNR, NCRIGE 2 A i .

HI 51 B

(D HTARS NI 259, B UM FZ 28697 BT IR, 283 R
RNFE A AN, FEXEELYIT IR EFEE LR NEINPRE TH#ITHIT

(2> JRtE R %
TEH IRG AW, RIS 28K —E M, T RE R AR A 51 e (R AE FRE R I 2
WA BISRER R AR, NS TFIE ARIT .
BN B WRIER AR GRIRRGRER) « FREILITFEE RE (WAL RGE
PO
X DR hE 5% 7 22 B B A BB R B R AL WA PR TE R LI S, BRI = . FEXT LR
BE AR, NAEEXKIGIT RV U T ETINER.

) BT RER
UM 52 FLPT R AR BLGnRHZRAL 25 26 5 2010 4 A 1 P st 32 AN A2 T o 1 o 35 2% IXURG 449 m
, TEAAERANRAE R R B E Y, B R TR S B0 TSR R & 3 RS 38

(4) AR A I XU
WATRF VORI B, MR ST T HA TR AT B 2 H BUARHPIR A b & T B ek )5 E 1)
FEIRIFINEE ) 284k LR o IV 5 B8 n . ARTTT, BT HE T s H R AE SZGnRHZR U
VRIT 5O MU FE T RGN 2 A ) ORI . AR 9 B8O I A 595 vy XURG: A6 B AT &
2,

(5) QTIAHIEK::
T 2 BEL W7 V2 T K QT ) 3
T B A QTR WAL K 58 BURUS: A 38 1) B 3 S B2 52 T e S 3 QT IR W RE K W T B 25 W0ve T
HIEE, MNAETFEREE IR = IR AMTE TT AUV SR UG b, L FE P4 H B i 4% 2B = 1
LBl A AT R .

P o Ak . A

(1) FEERGHNAI, AREVER @ ETERLH-RHAT A P00f 0K - LR 2 G0 iR e F 51
M7 PR R AT ) R T, SRR ARRER ) R N . ART, RN E
ARSI R il 2

(2) NS B R b N SIEAT LH-REAG I . =4 ARG S 30 if - LHATFSHACT (R £ IR
2% 1k 24

(3 HEFR AR PR ) L2 R0 RN S A A ) 38 - KU AN AL T Al

(4) GnRHiGJTHIE, H%E (BMD) WlREFFR. AT, F1LiGIT)E, Ja8emmaksgm,
A5 0 R VAR AL AN B2 T S

3. EARESHMR
I 38 S A 3L ) A

TP TR B A P A WD LS B




(1) %@t
AR i R B T 4 2 [ I S RT E 43 51 RS I AR T )
() %HTIk
1) FEREHSGAHT7S B, W O T k.
2) R PIEHEERE R AL
OVESHBALNERE PR I BV R R .
@VE S BLEF KB, AFAEF] — A R .
ORI A E S LA RHNME N .
@V £ 5 AN BEVE S B A6
(3) M
1) IS, VRS SLREA .
2) EIRERTRIAVIRY, BRIRGERR RS S G, BERIE Bk .

4. HERBHER
HAREFR, FERRESII T, DABSIRSE AR 0.8, 3.6. 16me/ke/dff % FEEH 1A,
LA, SRR MK AR ST 0.6. 15K 4mgkg/H, FIREAZRE, RIER
e 2 A R 11 5 2

[ 20 Ra AL HA]
T B NS AAE 200 AR AR IO s PO A RS T A . [C A LH-REATAEY) S BUR ™ Kk
TEIE o FEASHEIZIIE T, MR R LSE T GG LR B CRERAITR)

HETTILIRE T HAR ) U BT RS WA a3 () o £E KSR I 055 8 I PR 5 1A B WK T s
R Atk L ABFFLFZ, ]

DLEAZ]
HHARR P 1A L
A bR L B LATFL LA 22 2R R B

[(ZFRZ]
W, BFEEENEHIDRERBOR, KUILNERS TA M.

[ZYHEER]
TENBERE. TENE
2PN R (A S N 2B AR A I, SR 2D

% RE AR EIRST L ZY A
PEFER KRG A% it AT 80K P A1 AR it 2 T I B IR PR OGR4 20 i ik




WE —REATAEY) SRR, s TR 2
e R = BERTAY) A (I PR T 2K

HERCR AL &)
HEBCGR AN B AR K 2 5L &1
PR A

HI 5 B
T REBCR WA T A QTR SE A, R IR 7 P B bR 5 CURN T SEQT BT 25 W) B RE % 175
R R =LA 258, NTAR (WNZEJRT . MG BRTTISE CHnfgiifd. Ribis /R, £

RS, PRI SLLHRRHZI. FIDRL SINDR. FURMRLTYIERO LI, i 7 i
B

[zt &]

MR Z AR S 2 BT SL O . — FLUNDLRRE, IR AT S UMM R T AP B R
T

O pRRE: ]
AT Bk B EAMIE R
T B WERALEE

TEX 75 A S S RE R ORI FE AR, B R VRS A IR S TR B bR 3.75mg ki 1.88myg, 4 A 45 24— K,
Lok, 24 NIRAASCEERT T RE . e TR N3 75mg B, ER (BFK
) NT79.9%.

1.88 mg 3.75 mg
e PS an e PS an
(BEEFR) G& =)
<50kg 20/28 (71.4) 107/136 (78.7)
e >50kg 31/49 (63.3) 159/197 (80.7)

a RAPIRIGEEENEHE, 5 NEFRRZEES NEEEER (%) .
b RPN bR AE: BT TOE AR S AR AAE R A B K R s A I AR IR S R CREARAI 75 A A X
HA) 5 AEH LB KIEAREREGE L UG B S R MR KPP S R 945

WEBEE (BFRD) © BEE GRD) L EEEME (R o SRKGE R AR LRI RS, 7
RS BEUE. KE. BRESGE. TSR AEL.

. B AT e (2 AR AP DA 2 S ) AR AN G ) S RO T S AT S VA R R AR
PR n RAerhige i 1.88me il H AR F <50k 3, 16T 45 M8 O 2 Gl M 5 1) /B e 2044, A
BVHEA R B E R 284, NIk 3NT1.4%.

53.75mgIBR IR S BRI EL,  1.88mg Il RZSCR N ZEms Ak, PR, EMRE /N T50kg ) B4
5 EAF R R R Y1188 mg i 0 R 53.75mg 1 LT M R . AEBE— P RJImRIE T, R
N 50k T 85 BT LAE S8 B NS R IR FE A B AR 1.88mg, R4S 45 25—k, eIk mAA
FIMBEER (BFHBEGE) N82.0% (JL504 /%, Hrh4l NtsReE 7 i) .



TENE

FE— TG00 T B VR BE R e, R R IS A IR 52 N B AK3.75mg Bl 1.88mg,  RR4SH LA 2 —IK,
FLakEio. Br T ALEHE LA E 1AL, BSR4 SR I B (R
) R e %01 N83.5% (259/3104 838 ) H139.7% (123/310% H3#) o FRER THZHG]
B BEMA AR FERRN CEEBERE) FrilTra EaiE e R (R3S
S5 MEARERAR S ACE 1Y) (255kg) B 5 REY KI (B A/NEHE H AR BF A, 4573.75mg
T TR 2 PR i AT 81 P e e 6 v T 1.88mg L

BENEGE (B Ky o 4 L
1.88 mg 3.75 mg X2 Ha 55
- <50kg 49/58 (84.5) 110/127 (86.6) N.S.
>50kg 20/32 (62.5) 80/92 (87.0) p<0.01
N (B2 N 12/14 (85.7) 53/66 (80.3) N.S.
FERN ey
> VAN
(BIIER ) 23/32 (71.9 100/113 (88.5 <0.01
S (71.9) (88.5) p
P RIRERE O, H5 AEFRRXEBRENSEE 5 .

X B WURDIE B AT U LU AL DA UE A T BRI B ARG Rk . S kR, 75—
W R BENT AR, 390 B NS BERR SS9 i AK0.94mg . 1.88mg. 3.75mgfll 5.63mg, LUK,
55 S50 = R B S HE E N IS R AR 3R 53 71121 72.9% (35/48) « 80.0% (36/45) + 90.7% (39/43)
F187.8% (43/49) .

BRI

FE— TN 8 20 i LI B OB e, B NS SRR e N B MK 3. 75mg, R4S 24—k, L3
W EE12)8, ARG8T %R (CR+PR) 30.4% (14/46) , LER[ A5 HIH N 28.6%
(14/49) o LAk, 12JHJE gk Bmhgs TACK , o e BRI T YA 1 0 (58 (RIS 2k AT
PPAG IR B R SR 1 2 8 VP4l 45 BRI AR ) FR KA 3R ™ (CRAPRO 43 A1 2H137.0% (17/46) F134.7% (17/49)
OXPPAN T 7R WA P S A SRR o [ R ik F R A2 1 LI (10 VA 97 AT A1)
PP AR —— H A FUIRIE P 2P0 B2 A A ATV (CR: SERZRR (REHXD , PR:
Warg CHR0 D 1.

FE— TN EAT I BEA L R e b, IR AR IR T (A AT/ ARG
WG I B E B2 P EEERSEAER 11.25mg, 34 A 44 25— IKIAIT B —CMFIRTT, 7T
IR R AR RST N &,

WITTHRIR2SET | JRIT TR SR
%) ARERE HRAFTE R ERAFER
(H—%5D (G280
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AL RNAS: (1) 1.88mg: H20150328
(2) 3.75mg: H20150329
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e ES B AUKS: 3.75mg:  E Z51EFJ20140007

[ EWmHFTRAE AL
IyE] % FK: Takeda Pharmaceutical Company Limited

svElHihE: 1-1, Doshomachi 4-chome, Chuo-ku, Osaka Japan
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P2 4 FR: Takeda Pharmaceutical Company Limited, Osaka Plant
A=) HlE:  17-85, Jusohonmachi 2-chome Yodogawa-ku, Osaka Japan
T 78 T S 78 A -

A= 4K Takeda Pharmaceutical Company Limited, Hikari Plant

A p= ] Hihk: 4720 Takeda, Mitsui, Hikari-shi, Yamaguchi, Japan
HLE 5 A%: 0081-6-6204-2146

R 5H: 0081-6-6204-2244
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HiE 5 i9: 400-069-0980
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	5）与其他同类药物相同，垂体腺瘤患者首次给药后有非常罕见的垂体卒中病例报告。因此，如在第一次给予本药后立即出现头痛、视觉损伤、视野异常等症状，应在检查后采取适当的措施，例如外科治疗等。
	5）与其他同类药物相同，垂体腺瘤患者首次给药后有非常罕见的垂体卒中病例报告。因此，如在第一次给予本药后立即出现头痛、视觉损伤、视野异常等症状，应在检查后采取适当的措施，例如外科治疗等。
	病情加剧现象：骨痛、泌尿道梗阻（泌尿系统症状）、下肢无力、感觉异常（神经系统症状）
	因此，应进行密切观察，如发现异常，应采取适当的措施。
	因此，应进行密切观察，如发现异常，应采取适当的措施。
	（2） 病情加剧现象
	在首次给药初期，因血清睾酮水平一过性升高，可能发生前列腺癌的体征和症状加重。如有此类症状发生，应给予适当的治疗。
	例如：骨痛、泌尿道梗阻和血尿（泌尿系统症状）、下肢无力和感觉异常（神经系统症状）
	对于因癌症转移至脊髓造成脊髓压迫和伴有泌尿道梗阻的患者，应特别注意。在对此类患者用药时，应在首次治疗后最初几周内进行密切观察。
	（3）骨矿物质丢失
	双侧睾丸切除术或GnRH类似物给药导致的长期促性腺激素不足可使骨质丢失风险增加，在存在额外风险因素的患者中，骨质丢失可能导致骨质疏松和骨折风险增加。
	（4）代谢变化和心血管风险
	流行病学资料表明，雄激素阻断治疗期间可能会出现代谢状况（如糖耐量下降或原有的糖尿病加重）变化以及心血管疾病风险增加。 然而，前瞻性数据并未证实GnRH类似物治疗与心血管死亡率增加之间的关联。 对代谢疾病或心血管疾病高风险患者应进行适当监测。
	（5）QT间期延长：
	雄激素阻断疗法可延长QT间期。
	对于具有QT间期延长史或风险因素的患者及接受可能导致QT间期延长的伴随药物治疗的患者，应在开始醋酸亮丙瑞林治疗前评估获益风险比，包括评估出现尖端扭转型室性心动过速的可能性。
	（3） 进展性脑肿瘤的儿童患者应接受仔细的获益-风险个体化评估

