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2023 £ 12 AtGET (3 10

iy

& ERRE

BREIE - 3 4
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EHAY 2—7oL ) B
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[NP]
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Leuprorelin Acetate for Injection Kits

7%:1) LH-RH : #{&B R R)IVE > RILE >
2) RSO L ECL ORI &

1.88mg 3.75mg
& & 5| 22500AMX01604 22500AMX01606
B 55 BE 1A 201442 A 201442 A

(%hEEtiE)

2. BB (RDBEICEBELENI L)

2.1 ARFIDRk5 Xd G Rk LH-RH, LH-RH #FEA&RITH L
T, BBIEDOBAERD H 5 BE
2.2 IS SUIIEIR U TV 2 ATREME D & % L 1E[9.5 S ]
2.3 AT OEHE([9.6 ZH]
(FERRE. FEHE. PREEEHRRE)

2.4 ZW O D72 B R i O B [EMERE O A
REMEDN D 5. 1(8.3 ZH]

3. #ERK - AR
3.1 #K
oA 4 ook B S N
- RS [ ® oM A | 8wk
N
— 13y Al 7V3— 1 % b
D e | AR | VBIEEHE | (D) i
T e N Al ISR SN DR o sl
oome 1.88mg [D-v>= b=V | )L 21— %
3.3mg| 3~y 2
SN Smg
ya—oy | LRZ R A S RY Y=
~ El A )l/ 7N m
DR Da-ony|Gry |k RD
S 7emarnp) | > ERE 33.75mg| 7L R
Homg 3.75mg | DY = k- |k R
6.6mg
3.2 HH DMK
R e 4 pH BB "R
U1~f%V
U R Wy
?f%ﬂlﬂﬂf\}‘y s @ B D8k
1.88mg NP 0| (i g - | BT
- 6.0~7.5® | (LI AHIRIC ot
A+ - (FRgrE:4741)
3.75mgINP]

%) BT OREE FI 1mL TRE L 72355

4. RhEE - R

(BEIHE)

O FEAEIE

OBE%A#E. THEE. ERRVENE%#> FEHE
ICH T 2BEROHEIMNRGIERO%ZE

O $iRit BE BRI

(Ua—7OL ) BB EEAX v b 3.75mg[NPJ)

O BRiZETELRE

O RIIERFE

5.%hEE - R ICEHET I EE

(FEHE

5.1 AANT K 2 7= i I 9 2 BFRISARIG L Tl 7
WIEITHEL, FINNEISE 22 BEOTFRETOR
FREA NIRRT ORERE S L TOBM Z Rl
2 &, IaB. T, BRIOST 23R, 540
IZIFERD 5NIRND T, 2 ORTIFE L7 e L 2 E
5T,

(FARERTZLE)

5.2 AFNIOMERBIRICH 2> T, FEAIE L THRILE>
SHRERORBOFELMHRL., RIVE ZEENRIEL
HEr S NG GITE3ARZER LW &

6. A% - AE

(FERNEE)

WE. AT 4 1R 2—T 0Ly CFEEEE &
LT375mg 2K FiT#G9 %, /2L, KRED 50kg
K DEFETIE 1.88mg 25922 LN TE S, &
B, HEER G AR 1~5 HHIZT D,

(FE&HE

BHL RN 4EIC T Y a—Ta by SRR &
LT 1.88mg 2K T ET %, 1=z/2L. KEOEWGR
B, FEBEADNSEREFHTIE3.75mg 2% 59 5, /&
B, PERGEAREY 1~5 HEIZAT D,

(RUILBRAE. RARERTILE)

WHEL AT 4EIC 1 EY 2 -7 0Ly R &
LT3.75mg Z K FI#59 %,

(PR B EF LR REE)

AL 40 1EY 2—7 0L ) VB E LT 30 1 g/ke
ERTICEET S, 2B, ERIEUT 1801 g/kg £ T
BRTZ5%,

BEICB LTI, Agstz LicL Ty oYy —0y R
LT, BEAReEshRTICBEI IS, WL TR
WEDIHEBLENS, +IcBEL THWA,
AENIE G 2OREINA TG/ /28, 1 47z 0 2E
BENNERBZEICOAFHT S L,

7.R% - AEICEET 2R

(#hEEtiE)

7.1 AFNS 4 EEFFRORBIEHATH D, 4 HZBX
LHETRGT 2 & FERE —PERCRRRBIERIC X D PERR
TIVEIRENFE LA L. BIRFT AN @B s
LBENNHZOT, 482 | BIOHEEETFTLE,

(FEARE. FEHIE)

7.2 — I E B R OEIMTHE > TRIEA ORB RN E
SBAHANASEND, HEBOWEICHZ-> T H
% - HRIORSNARE, TEEROREICHETSZ
E. [17.1.2 ZH|



73 WEBEICE LU TIHIEEL TWaAWZ E 2Rl ©T
AREM 1I~5 HEX KRG EMBT2HZ &, £, A
EHEITIIIERILE M OREE S5 2 &, (9.4 |
74 T2 OF NS TERICE D BHEOR T RNA S
NHZEMNHBHDOT, 6 Hh AEHEAZBHEGIZHAIEL T
fTolanwZ &, 6 » AZEBABHGOREMEISHESLL T
Wz, [8.5 2]

(FhiR 4 B EFH R HAE)

75 BEDKREEIREN S Y &5 2 5= B 28
AIBNWEDICHEELTHERATAS Z &,

8. HELEAWIE

(Zhee@)

8.1 AFNIRIIERFNTH S DT, BKIEGHHEE
G BE DIREEZBER T 2 &,

827 F T4 TF—MNHbobONEIENHAHDT. M
ZHETHTITO T &, [11.1.2 B

(FEREE. FEHE

8.3 HEITHEL T, MRS CENEES) oI
BL., BEREEIEARLEZD, BREROWENSS
NEWEGI3EGERIET 22 &, [2.4 ]

8.4 Wl 5 ¥, &It LH-RH A8k L TOFE
R — IR R RS E I K D IMET A SOy S EED—iE
D EFITEEN, BRRAT R O—@ IO EALG0 55
ZEMB LN, WEIRRE G T 5 Z EICX DIHRT S,
85 LG TEMICOAE2HECHKRSNHERES
1213, AIRER IR D B E OB 2T WEEICR 5T 5 2
&, (7.4 B

(hiR 4 B EFH R RAE)

8.6 FE% 5 #MIz, Bint: LH-RH B84k L TORE
R — IR RSN K BRIV E S BEO—ED
EFIZEW, BERATRO—BEOENRD 5NDE &
Mb DN, BEBEEMEET 5 EICXDIHET %,

8.7 I HILEMIMIC LH-RH 5 A b 217\, i LH &
NESH O Pl S NiaWiB&Icid. &5 2Hik
5T &,

CEEELTE R

8.8 AHNIN M IBIEFITDH D . MAITKT 2 Yk
IZDOWTHa7ad# - BBZEDEMOD & T AFNIC
K BIBENEY R I NDBFICOVWTOABHT S
Z &,

8.9 A% G WMz, Eintk LH-RH 8k & L CORE
K- RFEERIC K A IMET A bar VigED LR
IR THIEHE O @IS ESENALND ZEND S,
8.10 AXITHIEE I ENE SN THETZ2RBDEE 1.
B5ERIETHZ &,

8.11 TA MOF MK FERICHE DS BHEEBEDKTNAS
NBHTENHHOT, BHichHZ 05T 58 E51213.
nEERR D B BOMREZfTWEEICKRET S 2 &,

(RISLRRTE)

8.12 RANIN /M IHRERITH 0. WA 2 ik
IZOWTHa7aME - BRBZEDEMOD & T, AFNT
K BBENEY MBS NDBFICONWTOAE AT S
Z &,

8.13 WlmZ G- w i, EiEME LHRH #FEARELTOT
TR — MR RREE R IC X D IET A R AT O EED
FRICHESTHEEBEO —BEEENALSNDEZENH
%, E£7. RIBHZED 2 WITEHTHOASND BTN
MNH5OTHEEICHRSG L., BEHE 1 » AR08
RETHOIE, [11.1.9 B
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(FEHE)

9.1.1 METHEDEE
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913 EHEENIIRERFARICLIBEEZEICEL TV
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W SHHOMET A b 270 EED_EFITHEN,

JFREBOIERNEL T B FREMEDND B,

94 4£JEREEH T 5E
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9.5 1113
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RHAEREE, HER, ABENRE LR BRITE

WL TR,

10. HE1EA
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10.2 HAEE (HRHICEETE L)
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IANTIIPF—|TBHENDH D, |ORWMEEKFEHE
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HIRFRILE D
E=V: iR
mHREARILVE
CH &
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W, BENRD SN ICEREEPIET 5
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111 EXEEER

(zhEELE)

11.1.1 BEE MR X (0.1%A5H)

FEEL, gk, IROGIAIEE, B X RS A LS M
RN D 50N ENH DD T, BEDIREE T+
ICBIZRL . BN SNZEEITE. BB ERERIL
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11.1.3 FH#EEREE. BE (W I N HHEER)
AST. ALT @ _EH%Z %085 FFHkeERE, HEND 5D
NHZEND 5,

11.1.4 FEFRRDFAE X (3 (BHEERHH)

11.1.5 FEHzEd (FERH)
FIEARZE RN T EARERE THRESNTHEDT,
WIE% 5 EZICEER. Hh - AEEESENS 5 bz
BLEICIE, BRED D 2/ BEEREOE Y 2 ILE 217

22 &,

11.1.6 OEFIEZE, RtEZE, FRIRMASE. MEREZFOM
REARE HEAY)

(FERRE. FEHE. FMEHLE)

11.1.7 BFEHABERD 5 DIREE (0.1~ 5%A)
IR o7 ARTERICED S EERREERD S DIR
EBRH5DNDTENDH S,

(RTSLBRAE)

*11.1.8 5 DA (0.1%A%)
D DIREBIZHE Y, BAREE BEART) i d 5 D NTE

BINmEIN TS,
11.1.9 BEEO—EMEE, RKRFAEH 2 VIIEREEER
(5%LLE)
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WIEEHTEENASND I ENDH D, [8.13 BIR
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fitg Lt 386K
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74 REH. R
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7 NIIAE, U
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14, BHEDXE

141 EHFRAMUBFOITE

* 1411 ARGAELL . ki FONERET 2 O TRIBEIZE BIC
5L,

14.2 EFBREBEOEE

1421 R FIES OBRITHEHT 2 2 &, EIRESIC L D iesE 2
AERTHIBENDD B,

14.2.2 J2 FHE§HC %tofiTﬁ@ﬁ IHETBHIE,

(1) HEHHPALIT B, I8, BT oK FET5 2 &,

(2) HESHTALIZBEAT U, F-— 5O KEEH I THR N
&,

(B) HEHHNMBENITAS TWRWT E&FERT S &,

(4) EHHRALZ D XN DITHEFITHRT D I &,

Ei

15. ZDMDEE

15.2 FEREERAEBRICE D < 18R
Ty MU a—70b Y CEEEEN & LT 4 8RR O R
HIKI 0.8, 3.6 %N 16mg/kg/4 % 1 4R, WA 2—7F
0Ly > EEEE KIS 0.6, 1.5 & 4mg/kg/H % 2
EMZNETNETHG U<, B TRERENZED 5
NzEOHENH I,

16. E4EIRE

16.1 MepiEE

16.1.1 RIE#HR S

(RILERTE)
RiSEIR B FE (17T Ic) 2 —7 oLy Vg & LT
3.75mg & 4 A T &I 3 [HE NG U 72K o i HrR EE 2 5 A
T, EfEEIRVWEEZZENDY,

(FERNEE)

FENBYERZICY 2—7 0L CFEEHE &S LT 3.75mg &

4T LT 6 MR TG LTz D ARZE ﬂ:fzké:ﬁu%ﬁ%MI(Tyr—

D-Leu-Leu-Arg-Pro-NHC,Hs) & 2 & 72 ift HIgEN 5 AT,
TRMEITIRWES Z 5 N5 97,

(ERRZRTZLEE)
BRRRTALEERFICY o — 7oLy U FrEEE & LT 3.75mg %
4T LI 3R R LRSS, 2 BEKO 3 EEHESO
4 EB O M SIS 4 EE O P EE X D b EEE
RITERMEIIENWEEZEZENDY,

16.1.2 EMZHIRIEM KR
BRI R N Lo (24 BN ICHER T TY 2 —7 0L U S FEEg T
HAFY b 375mgINPI LY 2 —7 U 2EHHEFY b
3.75mg ZH[E KRG Lz & &, REKRO M P EET
THOEBOTHD., EWEMRIEENBD SN, KEE
ROEMENRE/N T A—FIFTFERDOEBD TH->72Y,

SEYEREIN T A—4

Cmax AUCOﬁ42da AUC0%7da AUC7H28da Tmax
(ng/mL) (ng-hr/mL{ (ng'hr/ng (ng'hr/ng (hr)
Ja—7olb
U CEEREHE | 8.005 | 178.671 | 90.030 | 61.887 1.5
FERAFY 8| £1.503| £43.677| £18.294| £19.284| £0.5
3.75mglNP]
Va—7U g 154 | 166.607 | 83.657 | 55496 | 1.5
HEHAFY N : ; ; ;
375mg +1.524| +£35.654| £15.119| £15.739| £0.5

(Mean =S.D., n=24)

(ng/mL)
10.000

—e— Ja—JOLUVEFEEESBFY h 3.75mg NP)
; ~A 1) 21— SEFF Y h 3.75meg
+ —
1000k Mean *+ S.D., n=24
ik
%%
th
A 100
x
(4
*®
b
& ootof
0001 . . . . . . . . .
0 12 24 36 48 168 336 504 672 840 1008 (hr)
! 1 1 1 1 1 1 1 1
T T T T T T T T T
0 1 2 7 14 21 28 3 42 (day)
AR R AR IR EEHERS

M AP REEN ONT AUC, Cmax ZD/8 T XA —413, #iEE o
R, ARIROEREEEL - BRI OB Ic & - TRz B A EelE
N5,

16.5 HEtt

(FENIRIE)

1651 FHMPUERHIC) 2 —7 0L ) S HEE L T 375mg
Z 4R Z &I 6 R NG LG, WIERE% 24 R
KX 6 [mH# 5% 24 H#F’EJUD*EK{ZK&UW:.%T% M-I DR
PRI L FoEBDTH-7=27,

$e 5% 24 R £ TOR PR

HIENH% 5% 24 Rif 6 [B1H B 5% 24 e
R M-I ARG M-I
1.1(8) 1.1(8) 1.3(7) 1.3(7)
BRI R R (%) . () NIEBIEL
(BILBRTE)

16.5.2 R 7 IR B I
HEE TS LY

Ja—70L U CEEEH & LT 3.75mg
Ga. 5% 28 HEX TOREAEKLDN



Y M- O FR h BRI R IE 2 N TN 2.9% K DX 1.5% T
Ho7=10,

17. BRPR R 3

171 B RUORLHICET 5 55k

(FERNIEE)

1711 TENBREREZNRIC, 41 @) 2 —JOL ) >
Fefgtii & LT 1.88mg X1 3.75mg % % FIC 6 [m# 5 L7z [H
PN PRAR B G T AHGRBR . 28 TIAH b il B B OVES TIAH — R i PR
HEDICBIT D 24 WIS TORRUWERIILLFTOEBOTH
0. 3.75mg 2 H# 5 LB 0%ERGEHKE +%E) T
79.9%Td > /=91 11-16)

E7o. SAE RN IZBNWTY > HilRE B o AR §i K OB
REDAERSEEEZRRIC, 3 s A I EY 2—TOL
U CEEEEHE 11.25mg DR T #5- X3 CMF #iE 217 - 72 ifgsh
585 AR SR 2 & T FE R LU BGABR 1T B3 1T 2 IR R AR ITLA T
DEBDTH-7Y,

SR T (IR E )
1.88mg FHHIUGE + G5 | 3.75mg FHIHUGE + Ui
(S R) (SE=R)
ke 50kg it 20/28(71.4) 107/136(78.7)
50kg LAk 31/49(63.3) 159/197(80.7)

G EC/TIE S QDI [ = VA S G

1.88mg DHRRZNRIL 3.75mg LD ERREN S 2D D
D, AREFNERE U7z & Z AIRE 50kg Al TIIAERQRSE D
LERNMESND T EAURB I N5 1D-16)

RE 50kg A DT = NAE D BF 2RI, 43812 1 [
Ja—7nob ) CEgH E LT 1.88mg % & FIZ 6 B4 5 L
7o ENE A — BRI & T F T > 72 & 25, 82.0%(41/50
B DYER (THE LA L) SN TN S 97, 1016

2B, FENBERE Z 65 E U E N TAH LGB D
R Va—Tob V) CERBERBIERA OFRAENRD 51
TV 57, 11)16)

(FEHE)

1712 TEBEEZR 24T 4 I 1 HY 2 —7OL Y S

Felie LT 1.88mg Xi3 3.75mg %1% Fic 4 [8X13 6 [EE 5
U 7 E PR IR A B (5 T AHRRR 55 LA Fageanl i e OV35 TIAH —
fERIREER) [T B W T, HIEARRER] Z2 bR < fRef& 512 4 Ty
RTOMRYEER GEAYEE ) 13 84.9%(214/ 252 #)
EIHERIT 36.1%(91/252 i) Tdh > 721720,
8B, TEMERE 2SS E U EPNE I eE B o R 3R
Ua—78b ) CEERBERBE A O A RN 5T
% 20)
F7z. 1M\ 094mg. 1.88mg. 3.75mg XiZ 5.63mg % 4 [[]
$e 5 U= HERERBRICH T HEETIE, £NTh 48 filth
35 #il(72.9%). 45 #ilvh 36 #i(80.0%). 43 #il+h 39 #i
(90.7%) T TF 49 filrh 43 411 (87.8% )12 il PR A% A MiE D B2
EEURIERNRD N TVS, [7.2 ]

(AR B E B RAE)

17.1.3 PP BEH RAERHE 20 R, 4 I 1| 2 —7
oLy RIS LT 30 Xid 90 g/kg & R FITHE L7z
ENEIESHBICBWT, 24 BRI TOARIENZIZ 26
TRD SN2 22,

(FRA#ZERTFLIE)

1714 PARATAREE 2880, 4 I 1Y 2a—71b U >
FelEtE & U T 3.75mg & K FIC 3 |I#5- U /= EINES T AH ELig
ABRICHB T, 12 K 5T OZERH K DA BT 3 % 250
#(CR + PRITZNZ3 30.4%(14/46 #). 28.6%(14/49
B TH-79, Fiz, 12 ELBEGSIEHE) 2 —7 0Ly
>R AR BV E BRI N AR 5 X . RIS ORI M T
DNTIEG T O 556 12 JHEE TR T L 72 e &
BHOETEREI R OTER B = F O R R (s 2| e T
A7z Best Response 12 & % #Fffi) (CR + PR)iZZ TN
37.0%(17/46 1), 34.7%(17/49 #) TdH o729, [[HEfT -
FFREFIEEF BT DI R OHIE FE 1T K 23, (CR:
Complete Response (%)) . PR : Partial Response (%)) ) ]

e T
U S . HE LAk B
RS P R g (e st R Gl
BIMEEE) [KEHEEE)
X L3 m AT EK
Ja—7oLy |3 AR 83.0% 60.5%
Wit 11.25mg | B2 24 A 247270 ) | 153/253 60
e BEKNZE 1 H# A
CMERGE e 2w B
FIRRATT S A os gA)
iﬁ?ﬁf;ﬁ_bﬁﬂmﬁ&ﬁﬁé 80.9% 60.6%
. &% 1A 2| (207/256 ) | (146/241 )
40mg/m® 1y S gy
INATT TN 06 5 AR
600mg/m? 5

BIMEF OFEBUBHELS, 12 JEI R TIE 3.75mg #£ T 59.2%(29/49
B, 12 B B G S NER & & 0261 Tl 3.75mg #
5T 65.3%(32/49 f) TH O, EARFERITEEGFZTO - D
). B - BHEE, O FWRIE 2 DFOHEAFERIRRAEIR T
Hol® 2,

(BTILEREE)

1715 RN E 2 RIC, 45812 1 HY 2—7 0Ly VR
EeHiE LT 3.75mg & & FIC 3 [B1#% 5 U 7= [E N 55 T AR bt
BIZHNT, 12 R T OTERE R OTER I 528 50%
(CR + PR IFZENZN 54.9%(50/91 #1). 50.5%(50/99 #i)
THho 2920, F/=, Ja—TOL Y EEEEHMRHIES
AN & 2 BHAEER kG S N BE 2RI, 41T 1 [EE
5~46 [EEZ MIZE G I NZENEMHE GHBRICBN T, 3
FIREBI DTE BN 2 220 (R BIEUIRM 258 U T A7z Best
Response 12 & % #Afi) (CR + PR) & 51.7%(15/29 #i) T
B> 7229 [THINLERIE O SEYHRIEIT 3BT D IR SH & 5
Y12 X DM, (CR: Complete Response G5%)) . PR : Partial
Response (%)) ]

723, ANIIEEE R & U7 el BGABR OFE R, U 2 —
ToL U CEEER BRI OF AENRD 5N TN S 29,
BIVER OFEBI B, BN A il B o 3.75mg BT
64.1%(41/64 F) TH O . EERITFBUE - 1TTO. MBI
TEHETHH722,

18. P EIE
18.1 {EA#F
EM&E O LH-RH XI3&iG M LH-RH A8ATH D) 2 —7 0
LY B A ARG T 5 & RS EE —BEIC T E
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