2022 £ 12 AHKET (33

BAREEmRN RS

8 72 4 9 9

EELA A ELA—T4+—L

BARREEHRRE 0 IF SEEEEE 2013 [THEHL L THRRK

e =

GnRH #A5ARA

TV =2%0.15%Ls,

Buserelin Nasal Solution 0.15% TILS,

D) EE-EAEOLSEICLYERT S &

#l

¥

m & & #H

RH DR E S

MAEERES CGIHE-EMEOUAZZLYFERTEL)

moE - B8

i

1 10mL AT+ LY UEHAE 15. T5m g
(FELYELTIGme) &F

A JEL) UEERE (JAN)
¥ 4 :Buserelin Acetate (JAN)

MERFERZEEAH SERGERIZBEABE 20188F T AH13H (RGERZEHIZEKS)
O OE % R &K - EMELNFEAR :2018F 128148 ERFGRERICLD)
F 5% £ A H ¥ 5F £ A B 20184 12814H

& 3R 5% . o _ )
gﬁjigﬁ 2E BA T 1Lt
EERIERIR L E OER L

MUWEHLEEA

AEIHASH BEFIR—
TEL 0120-517-215
ERERER T R—LR—D
https://www. nichiiko. co. jp

[
FAX 076-442-8948

A1 FIX2022 512 BSETOFRMIXEDGEE IR DEHET L=,
REORAXERRIE. ) EEREREIEAHEIE PWA) R—LR—T EFERICET HEH
https://www. pmda. go. jp/safety/info-services/drugs/0001. html [T CHEEEL FE &L,



https://www.pmda.go.jp/

1 FRIAOF5ZOHE — BRGNS —

1. EEERA V4 Ea— D+ —LERDEE

ERAEELOBEARANLGENFRE L CTERAERESMINE LT, RAXELET) 1Hd.

EEIRIS CEM - FRMEOERERBELNBEER W ELTEESOBEEEREREERT A
(&, MIXEICFEE SNIEREE T T A RISFHALEROSDELGISENH S,

EEIISClE. LEREEMRIC OV THEMEDEEFRIBLESF I IFROBINERCELSEF LTHE
HEFTLTRHLLTETLS, CORILEGFREERENICAFT H-HDFERIR FELTA
VR Ea—TJ+—LHFE LT,

RAFN63E(C BARITERIETS (UT. BRELIRT) EMELNRESD [EERA V2 Ea—T+
—L] (UT. IFEREY) OREMTHETICIFESEFXERE Lz, Z0%. EEREERITIHUICE
HETEERER-——ADEILEZIT T, FERI0EI I BREHMEINEERICHE L TIFEHESR
DBETHTHNT =,

BICIOELEBL . EERKFROBIYFTHIREREK, FELFTHLIERRGODEXIER, WA
EOTESE - ERIRBEIRECEILI=CLE2RTT, FROEIAICRFREEEFRZEESRICET
IFEEEE4E2008 DV E S t=,

IFEEEESE2008 Tld. IF&AREADMFL L TIRIET 550 5. POFEDEHAIT—4 & LTI
F5E e IDMNREIE oz, COERICHHE T, RAXEIZSNT IB8E - siRDEM), ME
& 25 - BEEQEAIEORET) HEDBETAH - 1-15EIZ. RETORMT—42 %8 L -5
MRDe-IFAMR NS Z & LM oT-, =FhRDe-IFIE, (b)) EEMEEEIILAEEDOEERIER
1RftR—LAR— (https://ww. pnda. go. jp/) MH—EL TAFRIAEE Ao TULVD, BARJRIEAIED
2TIE. e IFEIBHT IEERFERIFUA—LR—UNRMY A FTHHZ EICERE L T, FEEE
NS =t Te-IFDIERERT DB EHE L T, ELADIFIIMIXELZRET B EERIER
ELTEYUINEE - BT HI L& L1z, 20085 & Y FAEMDA V2 Ea—T A — LRI EFMEL
R L CE-FEEEIME L, MEAEICL-TH, EM - BRENEIZE > TH, HFEDORL
BREETHLEEAT-, T TS, IFEEEEREDO—RELFITUOIFEEEEE2013& L TAKT
HEUER ST,
2. 1F&lE

I FlE M XEZDEREHT L. ERETSEOEREEEICL >~ CAEEBI D ELREEROM

BEED=HDIER. MARETDO T8O DIER. FEID 1= DIER. EERDBEEFEAD - HDIER.

EPWEEET T D-OOERENEN SN R ENHERDOEERMEHREL LT, BREHIGE

EEERTE L. ERENEDT-OIC UEERROBEREIT/ER R UIREZKE L TV SZiTE R

ERERM TN,

2L, BEE - QEMERZZICAHLEH 0. HEREDOWFISZNEENT HELORUES

BB S HVEHE - FIMT - 1IRME T REFBIEEFL | FORTHFEE (TGO, SIMEZ 5 &, BERPE

MoRRESNIFIE, FERIEHE S HEHT - FIBT - BRRREIGT & &bI2. REBELGREEZTHLDE

WSEBEBZEFE O EFRMRE LTS,

[IFD#R=]
@ FUEIIMR, #EEEL L. [REAIE LTIRS 2 FULEDFER (BXRIFFRL) TEREL. —BRIY &



https://www.pmda.go.jp/

¥ %, =FEL. FMIXETHE - FFEEZRAVEBEICIE. BFEATEIZNIRES BDET S,

@ IFEEEEMEICEDEER L., RBEBEAFT L v I RTRET 5.

@ RIMOIEHIIH— L. FIIKTTEREERD TFFIAOFSIZ0BME) OEXEiTHT S
DEL, 2BIZEEDS,

[IFDYERL]

@ IFIZRAIE L THAORSZRA (REAL. FaEl. SBED) ITEfiEh S,

@ IFIZERET 51 R UESIIE BRENRE L I FResiZfEIC LT 5,

@ RMINEOHNBEWTT D EDIFDEEISR > TRELIERIGCEH SN,

@ WEGEOHWEZICET L0, HEPEDORFIBZNHEZENT DELORVEFERE L CHERGE
EHEOHEHE - FIBT - BT AREFBIBICOLTILEREH INALY,

® TEERA VA E 21—+ —LEEHEE2013] (AT, NFEREEHESE2013] ) ISk YERS
NIIFIE, BFEATORMEZEKRE L, BEIS U TESEAEFEAE PDF) A SERIL TER
T 5, ETORAKITLHATIEEL,

[IFDH1T]

@ TIFACEESE2013) (&, FR25FE10ALIEIZAR I W-HEERN SER L5,

@ LRUSNDEZERICDONTIE, TIFEREEE2013) (2L AER - 1R8I SN D LD TIEELY,

@ FARLOEENHRET. BEEREXIEHIER ERRESHE) ALK SN EGAED

WKENGZ SN, BHITAREABTHKRELEDL > GSICIEIFASET SN D,
3. IFOFAIZHI=>T
[IFEEEESE2013] I2BULTIE, POF 7 7 M ILIC L AEFIEATOIRMEREARE LTS, 1§REF
AT 2EHERE. EFEAEN SHIRIL THAT 52 EAREITH S,

BEFEADIFIZONTIE, EEGERESLAEOEE R ERES BRI R — LR—JITIEH
IBRTHERE SN TV,

BIERNPET [EERA VI E1—T+—LEBDOFS|E] (> TERL - IRIET 50, [FOESR%E
HEZ . EERIRBICTFE L TUVSERAOCIF/ERES 508 L U VERZ SOV TIXEENEDIREAD
4 A Ea—IZ & YEFIEE SHANBTERRSE. [FOMAEESHIVENH D,

Fi-. FEFSETSNAFEALDOFEZICEHTHFIEICRHL TIE, IFASETSN D ETORIE. HE%
EELOBFESENMRMT DMILEORMOEXESE. HHVIIEEGERESBEREEY—EX
FICKYFERENEE oA EET S & EBIZ, [FOFERICHI-->TIE. RFDORMINELTEEREEE
IR AR —LR—DTHEET 5,

BE. BEERPEZEMHOEROENGEHINTINS [ERIREHE] » IELNETORTIRR]
(ZBE9 2IEEHIIAZREHEICEEHLZEAHY . TOERWZIEHABETRETH D,

4. FIAICERELTOBER

IFEEREMEDHEERICEVLVTRINT ZENTELRVEERFBRRE LTERALTESELY,
LA L. EREOEEAEES7OT— 30— FHICK A4 L Y, RBEPENEEDIEHR
L TIRIETE25HICIZIET ERFALH D, [FIXEFEDGEHEEEZTT, YZEERDRENE
HMERL - RT3 DTHSH MG, T8 - REICITHINEZITIHEFHN EZTELTHEL
HITNIEE B LY,

FHEEMEL, FAH ETHLRMINEZHTT DIEREMTHY. 1 23—y FTOLFHE
YEFA, EBELOLERHWICEALGOLSBELERSN TS LZEE L TEREERT
BDHENHD,

(201344 BERET)




BEIZEETAIER v 1
1. gﬁ%wﬁﬁé ............................... 1
2. WEDAGEM - WEPHOHE 1
BERICEEG BIEE - 2
1 ,E&_?'_'f.% ................................... 2
2. _HQ% ................................... 2
3 MR RULRMR 2
A BFRRUSFE e 2
5. 1t$% (ﬁ%;ﬁ) ........................... 2
6.18M%, B4, K2 R8BS 3
T CASBRER oo 3
BRI T BIER e 4
1 #@IE“:?BI,]:"EE ........................... 4
2 AWHSOEBEHTICBTZRER 5
3. AW OREBRERE o 5
4. ﬁ;‘gﬂﬁk%\d)i%;‘ ......................... 5
SUKZEAS BIGE v 6
1 §|Jﬁ2 ..................................... 6
2 %ﬁ“o)%ﬂﬁk— ............................... 6
3. REEML CEAT SRADHERE 6
4. BEH, AHOSRIECHT BEE 6
5. WHDEMERTFICHTERER 7
6. BBBEDREME oo 7
7. DRAZIE MEBILEOEL) - 7
8. ;?é'\'_llj:llnli ................................... 7
O AEMEHIBERE 7
10. AR OEMRSH ORRRABE - 7
1. BA R OENRADERE oo 7
12 FUF o 7
13.BAT BARMED B DI - 8
14 FEARBELGRESR - NESRRGRRICET
é:ﬁ%i& ................................... 8
15, BT - e 8
16. %0)1@' ................................... 8
Aﬁl:ﬁj—éﬁa ........................... 9
1 ;ﬁﬁgx(i;ﬁ% ............................. 9
2. Fﬁ;‘%&zﬁm% ............................. 9
BLBRPRRAE - 10
. gﬁgﬁ[:ﬁj—élﬁg ...................... 12
1. RELHICEE S L AMRLADE - 12
2 LUERIEAER 12
. EERRICEE T BIEE e 13
1 IR DR - MR 13
2. FMEERB ST A— B 14
3. ")bli .................................... 14
4 ﬁ*ﬁ .................................... 15
5. 1—t§§-j .................................... 15
6. *;F;ﬂi- .................................... 16
7. bSVARR=F—ICEATOER 16
8. BHEITKBIRETE - 16

WL B2 (EALOEES) CETSEE 17
1 EEREETOEE 17
2 HFBAB L TOBEH (RAZREEL) - 17
3. MHERFBHRICHET SERALOEBLZO

- T 17

4 RERVRAEICHEY SERALOIEEED
1 17

5 HERSNBEZOEHR - 17
6. BERELRARMIE L TOEMRULESE 18
T OREMER - 18
BLBIMERT -+ 19
O BIEANDIEG 21
10.538%, E8, BABE~OKS - 21
N INBREADEE - 21
12 BERBRERRECRETHE 21
13 BEEE - 271
14 A EDER 21
15, ZOHRDZER o 21
16, FDfh - - 21
JEBEERABRIZEI T BIEE - 29
TOBEBESRER - 29
D EMETRER e 29
. BHMNEIECEITAEE - 23
1. %E%UIZﬁ:‘ .............................. 23
2 EMBRAR SRR 23
BB RARME 23
4 FHIBBOEDEER - 23
B OAREAGMHEE - 23
B LEE 23
T OBRBOME 23
8. R—RS - RBEE 24
O EBTAERR v 24
10 WERFTARDBZFABRVERES - 24
1. EEEEWNSERR - 24
12 SRERITMEEM, AERUAELEENE
DEFBRUEDRHE oo 24
13 BEERR BIEERARFABRUEOD
7 T 24

14 BERBAR - 24
15, EMRIHIRER R IR T 8% 25
16, BFEO— K - oo 25
17 R LR - 25

XIOSTHR +cvvrrrrrrr e 26
1T BIFASTHR - e 26
2. ZDMDBEIER 26

XL BEGE - orvrrrra i 27
1 ERAETORIRIR oo 27
2 @I BERERTIBE® 21

KIL B - vvvvvrrrrrraeme e 28

LEDHDBEEE R 28



I BIZE(CEEd SHIER

BARDERE

T LU U ISR T A LE  GnRH B8R T, HE O —mElic TS N hr e
B OWVER VT o D53 & RIEE T 2 28  KAEH G2 LY T R b B ROWMEARLVE - DFEA -
WA T 5,

Z DI E NIRIEIZ kT U TR R OM/ N OV R %2, 7Bl L COEmEOHE /)
W2 ARE, TR, YRR OB OsEZE <,

AF AR R BV 7o RAEH) ko THEENT-T v LU UEHRIE 2 B &
T 5 &N G RN T PEE ORI DWW CIEFI 63 4F 6 H 28 HICAZR X, F RS
OEFHBFIA TR 2 4 6 A 29 HIAR I Nz, S OICFEMEOBEIIZ OV TILERK 4 4 3
A 27 BIZEREZIT 7=, 205 ORANTEISE T 5 1= NIEE & O 1B i IEOIE# ICMiD C
AT, EREOHBICBNTEZL HNDHNTETWD, FENIE K O 5 IR 2 #EGE &5
BPENEEGRFOFBFENK T L2 L2, 1 L SRS (B BHET 1 7314 = ARk
Stb) BNREVERER, EMFNRSERBREZITO, R ARA L REOERLTHL T LY v
FERRIGHLA T4 P LU v Z%BERMLE LTHFEL, Ak 11 4 2 H 23 BIZAREZ RS LT,
HIT, PRk 134 (2001 42) 7 B, THHMEEERMEIRIE ] OREE - IRIER ST,

Z D, TEFRFEZL LT 2720 ORI ORRFE L OIRGEA OB W T (AL 12
9 A 19 AfTESRIEE 935 5) MO TEEIEAM B R i b 1 515K D s#iL - fUERicSnW T (GF
B% 16 4= 6 A 2 HAFSEARE 0602009 5) (23S&, B4z (A FL U] s 4 FL U >
SRR 0.15% ) (\CERE L, TEBA%REIRSGL OIRIEA O— AT~ FIT4R D AR BT A
FHGE OBHRMTOWT (CFRR 29 45 6 A 30 BAF EEGREFE 0630 55 1 5 FAIKFETE 0630 4 5
o A 0630 55 1 ) ICHESE | jRFEAE 7LV VA& 0.15% [TLS) ) 2255 L 2018
7 H 13 B CAR I,

—F. 7 LU CEERRE AN AR TR STV AR S LT, BARAESM
e, BARERG AR RS, HARWIRSE S X0 MERARIR 2 EEENBH SN, B L
D LENED E DRI « SRS BV T, A 3 4 12 HICER LD LB KO
HREMMED U LR ST, AFHFBICLVIERM THLIA T LX 27 HEHK 0.15% (7 ) =
= URRRSHE) 1T TAGEMBIERR SIS T 2 N pa Rl TAGEABh R I35 1F 2 RAHEIN DB 1)
ZhiE - ZhRDEMAR S, AEFNL, TREREO T OICER IS Z L2 B & Lo BIREK
SR DINEESE DTS ) D — S E AR ZHEIC O T (AT 44 8 A 24 H {17 384358 5% 0824
5% 2 IR R - TR A BRI R A PR R (SO X RRIB IO — A K
FWHIFEZITUY, 2022 4F 12 H 28 AfF TR ST,

BlmOaEREN - HEIFREE

(1) "W§Fwr & KRR A — ML L 7o BB IR O T2 DM BN CTOMEN 72 I HLICER VT X 2,
(2) —[EdH T b OWEFEN —FE D=0 VAR R (1% 721 ) 2 LT 150ug) AIEH
IZRETE 5,



I ZFICEATSEE

1. BR5E4

(1) #n4
TV VEERK0.15% LS

(2) %%
Buserelin Nasal Solution 0.15% [ILS|

(3) & ¥R EH 3k
A% + FIE + WERGE R4 DR

2. —fik4

(g (%)
7L CEERE (JAN)

(2) ¥4 (apfik)
Buserelin Acetate (JAN)

(B) AT L
THEARR VT RIS T REE @ -relin

3. BEARILRER

H,N__NH

o e

H CH, NH
N//\ N NH H3C+CH3 CH, CH,
v 0 Heon O,

H, GH,  CH,  CH  CH CH

—~CON—C—CON—C—~CON—C—CON—C—CON—C—CON——CON—C—CH,
HH "HH "HH "HH THH HHZ3CHSCOOH

O
ITj
Q
(]

I(")AO
Q
Q
=
IO—O

N—
H

H-5-0x0-Pro-His-Trp-Ser-Tyr-D-Ser(#CsHo)-Leu-Arg-Pro-NHC:Hs+- CH3COOH

4. FARVGFE

4y 1 7 CeoHssN16013 C2H4O2
oy f o 1299.48

5. 1tF% (@fiE)

1t % 4 : 5-Oxo-L-prolyl-L-histidyl-L-tryptophyl-L-seryl-L-tyrosyl- O- tert-butyl- D-seryl-L-
leucyl-L-arginyl- N-ethyl-L-prolinamide monoacetate
(IUPAC 4512 K D)



I #&FICEATSEE

6.18R4. 4. BS. 8585

IHP—509 &k (JRRIE=a— R)

7. CASEiRES

57982-77-1



Il BHRDIZET HIEE

1. YEEEMEE
(D48 - R

H e~ B0 RUIHTH D,

(2) B fEE

W

AR

7K

RN RT U

AKX ) —)v

RE T IT <

=% /) —)L (95)

LRET I W

) Wi 4
AdnTRIRETH 5.

(4

~

B L

(5) FRiE B AR Bt TE 3K
MM ER L

(6

~

SRR
BEERRL

(7) Z DD E Rt E

MR (DR HR. BER

()WY - E | (278nm) : 47~55
Q) lExkE : (o] ¥ : —47~—55°

(3)pH : 5.5~17.5




I BMRDICET SEE

2. AR DEREHTICHEITIREL

TRERAFRMETICTC, PRI, #ERBRUBR, pH. WL, MDEE ., BaWE. FikE &, KokUas
ZREHEHR & UTRBRZ F 0 L72/ER. W IR oOREE RIS S ZRIEEED bhieho T,

RAFSRAE PRAFHI ] RIFFETE EES
FESBIRAE B e L7 N
25C. 60%RH | 267/ 5T AW Aot

3. ARG DREDAERE
Lo 0 U BUE, RORBRIC & 5 RS

2. UV A7 v
3. TLC

4. BT DEE]
BRI IR, T (HPLC i)
Rk« HPLC ¥

o



IV HHIZEE9 5I1EH

1. &l
(1) % 5208

=]
Aﬁﬁ

Q) FRDOREA., SRR UMK
ARFNT IR O F R IEAI T D,

Q) HAI D%
R L

@A) #Aa—FK
EARRANA

(5)pH, ;BFBIELL, #6E, LLE, RE G pH 3E
pH 5.0~6.0

6) REDHE
AFNT IR B TIAR

2. "E|IDFERK
M EMES CEHERD) OEE
AFNE. 1 10mL 27 v L Y UEEREIE 15.75mg (71U & LT 16mg) 2#&A7 5,

(2) #n#
NePa=y MR, LT N U A sz BT, 7 BT Y U LK

Q) RTBRROERRVBE
ML

3. AlAM L THEAY SRFIDHARE

EARRANA

4 &R, HAOSHMEICHT HERE

EARRANA



10.

11.

12.

IV HHICEEY 518H

BRHOEEEHTICETA2RENEY
TR FICT, ik, MR, pH. RBE I,

fa, WINORIEEBIZHEBITRO b iRnoTz,

A BELAL

E=y

PRATERAE: PRAFHA R PRAFIEHE ik 5L
R Bk L7 N
s0C. 15%RH| 87 | soaFy smgem | ElEEL
AR L N
7R 7"
25°C. 60%RH 36 7 /1 FT AT 7 B ZfeL

RRRORENM

R L7

BAZRPAA

RHIE

PR

 EYFHEERE

L

MeF & DEREELE (HMEIEFHEL)

HHRPDHENR D DEZHERE
1. X7 YIS, WHE RS X5 200

2. UV A7 kv
3. TLC

HEPOAMRTDEE:

HPLC (WNEYER)

kil

AR

OREE B2V TRkl &2 Fe ki L 72




IV HHIZEE9 5I1EH

13.;JEAT SRR D B 5 MY
AR L

14. FENDELR - NENFRLEBRRICET 5B
(XTI 5% 1. ZOMoOEEERE] 228+ 52 L

15. RZ%E

SRS~ SR AR Tld. pHbB.0~7.0 TAREM MR I T,
Flo, U XORPENKRGTH, FRIE~ORFTRIEMIEEED Do T,

16. ZDth
AR L



V REICEHT 5I1EH

1. EEXR LR
T E P
AR A R
TEBBOM N OTE IS < PRk ot
8% AR, TR, M, i
AR RN H54F % B Ak
ARSI 35 1) % R AEHEIR OB Ik

(GhEe - HRICEET HFERALDER)

(FEmE)

(1) FIRD IR & 72 2 BEOFINE COMIFRIEL LTOEAZFIET 52 &, e, THE
. RIS 220 RIE, EVHNCITRE O ARV O T, O, Y exHEREL S
T 5L,

(HFEEBEREIC S 1T A IR R )

(2) BREHEE TETDRE~OELGEEZET DL L, £, BEOINREIRILIERERED U A
7% EEBR LT, REIOREGOWMEE 222 &,

(ERERBERICE TS RHBEIIOR L]

(B) AHNDOEHIZHT= > Tid, BERDS— b F—DREEZ FICITV, AAIOE G O 5 % f
Wid 22 &, R, FUREREIR T, FIBHEEIR T, &7 12 7 F Ui KOV F B4 SO
IR THEBIES 503580 b Tt YHRBOIRREERT 5 &,

2. BERUH=E

(FERNIRIE. F=/HIE)

W, A 1S EAORECS .21 EE 1 RbH-Y 7' 1LY L LTEF300pg) %
1H 3, AREN 1~2 HHE X &5 5,

IRk, EIRIC L 0 E EE T S,

(FHREEREHRRE)

FEADSPE A 21 MERE%Z 1E#ES QRS- 7L Y& LTE 300pg) &L, #@H 1
H3~6 #5355, WRAtHO L 1T FESEICHVEZ D,

AR DORFNT, KA G-A1 & ol L7 5 2 MBI 5 GnRH 7 A hoiiH LH, FSH @
BSHEDAR T RO HE AT 1 A RO T CTHE 5,

(4TEWHBIEREIC S 1+ 5 IR )

EAEORPEA 21 EHER G2 1S (1RbHZ0 72L& LTE300pg) &L, @H.
BRIND 34~36 BERIATIC 2 M52 4%, BE OIS U T, #&E5REIE 1 Al~4 [ O T
HEAAET 5,



V aRICEAY 4EE

(ATEHBIERICH T2 R EHIIDRALE]
WHE, 1RG0 EAOSRPEICE~21EFE 1RHZY 7' LY & LTE300pg) %1 H 2~3
E#E L, +aRRBELNRNGEIE. 1 H4ERET L2 ENTE 5.

(A% - AEICEET 2FERALDEE)
(FERNEE. TEHIE)
(1) GnRH #HEARAN D 6 4 A 28 2 ki 53Rl E LT ThRnz & (IVIL 24t (ff
M EoREES) ([CET5HA 6. BEAEANER L ZOMMb K OE L) OHESHR)
(2) BB L TR L TWARWZ L 28 L, T HRREM 1~2 BB X & 52675
Tl Flo, RRMIE RIS D 2 L,

(AETEWHBIERIC S 1+ 5 IR ER)

(B) BEHEWHRAESCMIFE LA N T VA — VREICL Y +0RIRORE R L LT3 5 2
L,

(EBEHBERICES (T2 RFEHINDR L)

@) LLFoWTFnro FiETERET 5,
- EE, FHEIN R 21T O Ao BRI O SRRSO 2 B BB ARRORS ZBIE L,
N EARBURAE 2 e L 7= 2 ARSI & B AA 3 5, FREIIR BRI 5| = i < kb 72 op
fa P A DI £ TAF DG Akt § 2,
-, TN AT O ARASO 1 T 2 H BN S KA OG- ZBlhA L, TR
(25| e < Tk B 7 SRR RRBA D FEFE £ TARBIOE G- Z ki3 5.

3. BRI AR

(WEREKRT—2 /1w 5—2
B L

(2) ERER I
R L

(3) ERPR IR
BB L

(4) ZRZRBIEABR
B L

(5) IR LR
1) AE B AL AT RIR R
DR L

2) LL B EAER



V REICEHT 5I1EH

AR L

3) REMHER
EER R L

1) BE - HRERIHER
R L

(6) ‘A BAIE A
D) ERMERE - BEEARGEHRAE FRAE) - RERFTRHAR (MRRERKFER)
RZ L 7w (BRI A S 2 S0 L TR

DEARZBEHLELTERFEDABRXIIERL -RABROME
BAISAA



VI EMEEICEAT SHIER

1. ZEZMICEEH D ILEMRITILEYEE

GnRH (37 K k0O E UHHALE D)
Ya—7E LY VR, 77 7 LY B, T LY R

2 FEEER

(1) YERERLL - ERHR
VEFEL © T IR —PER

TEHIREF : 72 LU 13 GnRH BRIE 24 L, EAICIE—@MEIC TEREO =TT N hr sy
WHREZTLE S E D08, ER G &Y THEEKDO GnRH XA REDIXT (XU ¥ a
L—ya ) e L, FEERO GnRH ROSHEZAR T S, S&AICINED S O
PEAS Ve O3z 4 5, 2 O TFRE—PERSRIEREMHEIEMIC L v | PEdre s
ERIFRIR IR T H 2 B WM O 5 WIBE (26 DI R 2 S 5,

(2) BN & B3 1T HERERAIE
AR L

(3) 1E AR - FruhrfE
AR L



VI ZEYEhReIcB89 HIEH

1. MAREDHER - BIEE
(1) s LS b
LR L

(2) x = I A FE B 2 R R
Tmax : 0.83+0.29 HFfH

Q)RR THRE SN -MPRE

(EEESHRER] ©

T LU R 0.15% [TLS) SHEHERIFZ . 7 v A4 — N—JRIC L0 EA 8ENIC 1 EET S
(7L U & LT 300ng) TNV A T IS Hm G- U, i h AR ZE AR 2
L. o3y shie <7 2 —4% (AUC., Cmax) (22T, 90%(E X LIS THFHRNT 217 -
7oiER. log (0.8) ~log (1.25) O#HIPFANTH V. HF|DOEYFHRLEMENHER I T,

HIEINT A—H BEINT A—H
AUCo-s5 Cmax Tmax tiue
(pg * hr/mL) (pg/mL) (hr) (hr)

T LY UEEE 0.15%

"ILS 214.66+64.39 103.53+£23.77 0.83+0.29 1.41+0.88
]

FEAERLN (SR 0.15%) | 210.69+40.27 105.78+20.78 0.73+0.27 1.45+0.77

(Mean+S.D. n=15)

(pg/mL)
120 4 . —o— Tt LU amiK015% [ILS]
1 ! I
! ]
100L g - -0 - - TR (H870.15%)

MeanxS.D. ,n=15

P AN G o SN =)

R (hr)
MLF TR FICAUC, CmaxZo 39 2 — & (%, s oBR, FEo
R - BMEORBEHIC L > TR L ERENH 5,



VI EWEREICEEI HIEE

(4) hE s,
AR L

G)BE - HEEDEE
VI Z2 PB4 AEE 7. FHEAER ] 22T 52 &

(6) BEE (KE 2 L—2 3 ) SIS & Y B L - RN B L D ER
DR L

2. EMRERAPI/NT A —F

OF 2w
AR L

(2) MR ARE L 7E 31
EER R L

@NAFT7RLASEY) T«
AUCo-5 : 214.66+64.39 (pg-hr/mL)

4) HREEE
R L

®YIPIUTIIUR
MR L

(6) DT AIR
LR L

(7 mIFEAHEEE

REERR L

3.k In
R L



VI EWEREICEEI HIEE

4.4
(1) 1% — A BE P @ E T

LR L

(2) & -Re g RE P @aE T

LR L

@

~

T~ DBITH

VL ZeVECBE4 2 HE 10, 4w, P, RILESE~OkE ] 220952 L

(4) BEE~DBITIE

mMER L

(B) Z DD IR~ DFEITIE
MMGE L

5. 4%

(1) FCHHERAL B M BHAR R

EMERR L

(2) REIZBAE T S8R (CYP450 F) D57 Fig

PR L

Q) PEEBNRDEERVZDEE

AR L

) KB DOFEDHEER VLR

LR L

(6) FEMERBYMDEER/I/NZ A —4

LR L



VI EWEREICEEI HIEE

6.8
(1) BEMERAL B UR R

MMERR L

(2) HEir ==

EERR L

(3) Bkt
AR L

7. FSURKR—4—(ZE8T BIEHR
AR L

8. BEMFICKDBRER

EE R L



T T4 (FREDOIESF) ICEAYTHEE

EERRETDER

B L2

NS

EBERNEEEOER (RAIEZZET)

B2 (ROBZICITES LR )]
1. ZWO ORISR O & 2 B3 ELUER (BEEER L) oBsEhlnd b, ]
2. I TR L WD RTREME D & 5 B EIRIRIEOME N TE enBEnnd 5. ]
(M10. flhat, pElR, RIIFE~O®KE | OESM])
3. BAWOREE [HWER THA~OBITRRD LN TN D, ]
(M10. 4Tk, PElm, FIIFHE~OEE | OHESH)
4. KRFN DSy > GnRH 758K Lis#UE OBEAERED & 5 B3

EEREHRICEET SEALOIE LT DER
[V RRICBET AHE L ARESUIHE] ZBHT 5L

RZERUVREICHEET SERALOEE L T DEH
[V RRICBET 5HE 2 MIEROHR] 2BHT 5L

REREAREEZDER

EEHRE ROBEIIIHEEICKEETHZ L)
) FEEOH 2 EBFH IFEESELTIBZNARH D, ]
(2) 9O UL D DIREDBF W NI ZEN S OBEERED & 5 B3
[FAEHIBEERED ) SIERN D H b BENNRH 5, ]
B) KETRIED & 2 B [HMEROHEE, H2WIEKEHLOBEARH 5., ]
(4) wMEEDRE [MEE2 EFSE2B8EFNNHLOTEREOMIEITEET DL &)
(5) HERFDOERE [MHEENE(T 28NN H 50 CREOMBEEICEETDHZ &, ]
(6) MM EFEE, EEREEIEOBREREOH 5 BH
(AR EIT L, 2O OEBNRMEEST L Z LR 55, ]




W T4 (EFREOIESF) CEATHEE

6. ERREARNIR L ZTOEHRVLES &
(FERBE. FEHE)

(1) BHIZBE LT, RS CEMEE /R L) & OERNCEE L, BEPIERESE K LY BRERE
WOBERH LN WGEITEGETILT 52 &,

(2) A O GnRH FHEAERAOREMBEGIZL Y . =X ha AU R TERICESS BEED
KR HELNDZ ENHDH, GnRH FHEARMAI 2257 6 » A2 B2 TET 556
20, HRESVELRGAIIIAERRY BEEORE LTV, BHEEOLEICHE LN

HEICEGTDH L,

(PHREEFHEHE]

(3) 1BETITEMAIC GnRH 7 % F &247Vy, 1 LH KON FSH ORISR HHl S Wia .
HDHNEMHFMEART 1A ROMH SR WG EITITECOICE TSIV B2 D Z &,

(ERERBNERICE T DI, SEMMERICETHSEXESINOKIE]

(4) AFNT, NEBRIC ik S RO B DEMO S L THHAT L2 Z &, AFRGICED T
HEND VAT ROEETREIERICONVT, 0 UOEFITHHAZIT) 2 &,

(B) AF W= AIEIBFIC LY | JIRIBRFIBUEGR N bbb Z L 3d D, BEITKHLT
X BRIER (FIEER. FREEEOAR, O, BYRS) LAy EEENs R by,
BITELICEMEICHRT 2L 5, Ho1LOBIATL L,

7 . ¥E{EH

(D HBEZEZTDER
M LN




T T4 (EFREOIEF) (CEHYTHEE

) ptRFE L ZDER

HREE BHHICEET S L)

HEAN 4 S RERSELR - FEE 1A - fERIA T

PR LE B AR O R AW T2 2 & | RFNTEFRVE > DO 5wE K
T2 T U — LK N D, TEELZ LIk ERAE R
T A MU A — VEFEE T o T MERALE L DERE
fEORI T 2 ka B IEARKN ORI T A WE T 5
AR LE & IR AR LT AREME B B
> DOEH
MPETR A R VE U Hl

-

DR 973 3 BERIFEDIEH 2597 2 | P IT R TH D28, AFNX
A R B BERRH 5, MMEEREZ B S5 Z LD
VT H IR Do
AR V/A7 NN

5

8. Bl{EH

(1) BMERADOHE
AT A Rl A 55 D RV P SR SR BE 23 WA & 7 DAL 2 32l L TR\,

Q) EX%E

BIYER & W RER

1)

2)
3)
4)
5)
6)

7)

8)

9)

AV TF245F—:vav s TFH74T7F%— (RN, Bk, 24
W, MERTE) 282352 8R”HD0T, BIgE +0I2iTv., RENBOLNEHE
Wi E I L, EYRAEERITH 2 L,

5D : FEMBEERD ) SERER T2 EAME SN TNDEDOT, AFIOMEHIC
BL CIdRE ORES 2 0 Blg 25 2 &,

BRE: MEOREDRH DO T, BEDIREIZEE L., IERND SN HEICIIR 5%
FiET5Z E,

MlME. DBHEE, REE : JolE, LI, KOBREZEOWMENH 5D T, KD
BRICE L COIZBEOREBICER L, BENROLNESEAIIIREETIET 52 L,
m/pEA . alERED - (/R . AIMERBD R H S b Z L NH 50T, BlE
STV, BERRD ONEBAICII RS2 Ik L, @YARLEEITO 2L,
AEHD : KEOARIEHMAH 50D ENHDHDT, BIEL HDITITV, BENTE
D ONTGEITIE, HEURAEEZITO Z &,

BREED S RS : UNEO S PN ZLT 2 Z L83 HH DT, BEE 10TV, B,
THEER (B4 o RN b GA i 52 ik U, #EaE %2175 2
s

FFHEERSEE ., #9H : AST (GOT). ALT (GPT) O 5240k 5 ATHsmerE® . #ENH
LMD ENRHDHDOT, BIEEH73I2ATV., BENRO N HE TR 2 F 1k
L. YR EETTH 2 &y

BRBEDRIEXITEE  HERIFOREIERD b D Z LN HLDT, BlEs+
INTATV, BEDNRO SN A IR G A2 L, WUREEZITH L,




W &% (FREOIESF) CEATHEE

Q) DD FEIEA

BMOE RN H

BIX bASY | 1ZTH, MR PR, SR, IRESET. U B N—Buk, S

FE Z O FERK, MR

P .G INIBRRE N2, AT, P, SHHGERIRROER, S50 5 .,
P B8 T O A

B Ao, FLER, FUEEM, LR

REY %, KR, BE. obi

BBEE™ B, HRZ, B, £ O

M e BHOTEE, TR - MR, MR, MEERARRG. AABOR. R, T,
Hye, A%

FFF i~ AST(GOT). ALT(GPT), LDH, vVt Al-P, y-GTP L&

HERR FZY. B - WS OKRRE, BEER. R, S R, K8, o
Jé . My

YRR TR SR, Bk R, o F WV, T MR BHER. RIR, LU
&, HE, AL, S

IR B, VIE, WBGRE, E RA

M 2R WHEESR . Wi RRRERT . MR, S, RO R

1% 2 1fn.

ZDith FORIRIE, NE(RMRIE, #ETE, RERIN, Y. Ba. P2 Uk
T4 KBS Hg, %, MFEREo @, (RERD, EIE B, oL
AT =)L b5 B R - RE R

H) ZoOXIAER, HHVTRFENRD DNGEICE, AT 5L

HYREZAT D Z &,

@ EBAEFRAEREER VBRRAREERE &
MR L

6) EKRE. AHHE. EEERUVFHOAREERANOBIERAREREE
B L

6) EMT LILF—I2x T HFERVHERE

B2 (ROBEIITHEE LW &)])
AHN D RLSY AEAh > GnRH #5E AR5t WisBUE DBEERE D & 5

EXRGEIMER (FHEAH)
2avP . TFFI7245F%—:vavr, TFH 7 40 7% — (FERKEE, Ui, SERH.
MR TE) Z2RITIENHLDOT, BELZHITITV, BENRD DN A T
HzmiE L, #URLEEITY 2 &,

ZOMOEIER (BT
EEGED 5, HEE, B, T O

{192 &,

) 2oL RIER, HOVERENRO b HAITE, BEPIET 572 S 2 0L E




9.

10.

11.

12.

13.

14.

T T (FREDIEF) ICEHYHEE

=mENDRE

%2 L7

n

k=]

WM. EMR. RIGBFAOERE

(1) ftho> GnRH FHEKRIC L HTRFEDRE N H DT, I ITIFE L TV 5 ATREMED & A I
NG Lz &, HHRREDHKSN TE R nBENRH D, ]
Q) B OIFEANZITHEG L2 &, [EFEBRTHAL~OBITRRD BN TWD, ]

INREFEADEE

IRHA R IR, B, LRI 2 Z a3 L Tn7eny, [EEREER 2 2,

FRARRERRICRITTHE
AR L

WEKRS
<HE>

R GIE, BSE, BE. MROREL 2TY . oF v, O, BE. TEORE, JLERO L O 7%
BRIER - TR Z 70T 282 H 5, BERGOIEFRITHERIETH D,

BALOEE

BRAEDIEE
ARHERE - B G- ITRIN 2 LECT D7D ne hDEOEREET 5 &,

15.

ZDMDIEE

Tt LU UEEREEORBIERA 2. Ty M 6 » AT REG L2 SR T N EEIREN RO 5
N2 & DWERD D,

16.

Z Dt

TR L




X 3SEERPREBRICBII HIHE

1. FEEHER

() ZFEHR (VL. ZNEEICEHT SEEI $HR)
R L

(2) Bl RB IR ER
R L

(3) R& IR
B LR L

(4) & Db D ZFEEEHER
EER R L

2. HEaER

(1) BE 5 B
AR L

2) REEHREETHAR
MR L

(3) HEJB R B MR
AR L

4) Z D O¥HEM
EER R L




X BEEMFEIEICET HIER

1. FRHIX 5D
BF| - %ﬁ%Eﬁﬁ(ﬁ%ﬂ%%%@@ﬁﬁmibﬁﬁﬁé:k)

BIRES  BIE

2. ERHAR T AR
IR : 8 4%

3.0k - RESEH
SRR GEYE L= KA

4  EFIFHRWLNEDZFES

(1) ZBETORIKRWLEDEBESIZDOINT
LN

(2) ERZMAEFORFWNIZIDOVT (BEFICEEIRENLAEIES)
VIl ZPECBd 28E 148H Lok KO TXILHE 1. Z2OMmoREEEE) 2233
HZ &
BEMERMLTA R HY <TFvoLky . AGY

Q) FAFFOEERIZONT
A L

5. Kin&EHFHF

BARRNA

6. Al

10mL 1

7. BHEDME
ARV EEBRER) = F L
Nh= Ry Far L
F—="N—=Fy v 7 R T
R TROT I Fax—2— K Fo L FRAT L 2O % ]



10.

11.

12.

13.

14.

X EEMFIAICEYT HIEAE

B—m5 - RhE

Fl—moy : AL F a7 881K 0.156% (7 ) =Uxy),
T LY UHETR0.15% [F) (& HREET %)
M %) . Va—7a L) UFiE, 77 VU UFRIE, XY —, 'L ) R

 EFREEAH

1988 4 6 J]1 28 H

igiﬁ &%ﬁnm\ﬂiﬁ H &Uﬁmm%"ﬁ

TV Vs 0.15% (LS (R7EHAZH) REEIGERRAEA R 201847 H 13 A
A&BE S 23000AMX00549000

A4 ML U EEK 0.15% (IHfRFE4) c BUEIRFEAAGRAEH B 2007 43 A 22 H
EKRE S 21900AMX00714000
A4 rLY (IHfFE4) c BUEIRGEARGRAEH B 199942 A 23 H

KA S 21100AMZ00107000

EMEEIEEAE

T LU &R 0.15% [TLS] (AR7e4 22 ) 12018412 H 14 H
A4 F LV SRR 0.15% (IHfR7E4) : 200746 H 15 H
A4 LY (IHRFE4) 2199947 4 9 H

MRERIREN, RERUVAEEEENFOFEABRUVEOAE

2001 4F 7 H 23 H : Zh6E - hFEM (FPR R R R E)
2022 412 H 28 H : ZhEE - hEEn (ERABhEFR 1T D Ik, ARt BhEE R I
FARPEIR OB IE)

BEERR. BFEERARFABRUVEOAR

BARRNA

BEAHM

A% L0



X EEMFEIAICEYT HIEHE

15. R EHARHIRREEMAICET 515K
AANL, B (BHHWVIIEE) BIRICEET 2 HIRITED STV,

16. &0 —F
PR HOT(9 ¥1)& = SRAMG LI o R 3K Lt 7 MEFa—F
a— K
T LY v R
105558002 2499701R1010 620555802

0.15% [TLS]

17. fRER#afT LOEE
AN EOBIFEEIERL TH 5.,



Xl X #k

1. 5| FAXXHEk

1) ILS #hlstt thPEEE (2 Eali)
2) ILS BRAUa4t tEPERE (e thRliER)
3) ILS Bk AN (W ERI RS ERR)

2. TDDSE

L



Xl SZE&H

. EGNETORTINR
WA CHRFE SN TR (2022 4 12 H B A5)

BB T DERR R ERR

PARPrAA



X

e %

1. ZDMOREEER

TeLYo/)=muw015% 11, 2 BHEVCHEIBEIEA

CERICRIBIICLTERALS LS,

ZORIE., FTENRECHSHEHFCIERHECES
BIERENETIETYT, BODETEERIFICED
fcwlc. Efb SiERSNciMSE. $E3E, &
HENERKM(MAEUTE - B - B ICHRMIC,
EROREARICIETOATL—-LTLIEEWL,

COEEENZITDHES. OHE(EN) UAD
AET. BELTEEN FNR D& TS,
HRL TS LNAENEES75, AT R
ICTAB<EIN,

T ERIAHE A MR b H (B
BEoAB, FERKDA) POHFNRLDT
EEW R LCDMNENS L. BEdhdHS
bhic<Anx7.,

tes
$557F G0
TR R N
0y Bt a e s

@ | CO%i. 1HIEMALET. |

1BHVEEORRAICE2 1HET D18
3E(H-B-B)RAUBICEALTIEEN,
EEL.EmpsRiaERIENE. Fhic
fEoTLEE N,

LT \\ / ;/
S @ - g,%
= /* A

AR5 1~20A . EEO LA HM P,
PYORHOHONAENETENBHDETH
FTOEEF->THETEHMIBIEEDET . FO
#wbEFITHINABENBENHDETH, A
SOYHTIEEFILETIC BRI E
TH#<IEEW,

A8

@ R T TN AR R R R £ T

@ B IR I TR TV TRC Y T8
BEZBTEHBUET, 2O LS B ITEM
TSI,

6 EgLsEEEsEOFERAOED, EHdh
THIMERAEHEICHRERRDET . BDOHK
WOZHERICDWTIEM IR X,

BEOFIvo—-IT
mBORREELTIEEN,

BEOEKDOBEAFIZOWTR,. BRZ2I5ALES N,



TEeLYs/=2:0.15%0s: (3, EEHSIEBRENERE - AR%EZTY,
TROZCERAZELSBHRADOIZ, ELLBENSEZN,

EVRDIC

F=r—Fvv713
HEC3lEHNT
<FEEWN,

" I
/m JZNIZHIITH
M CERTEET,

1. Y > DF =1 =Fy T E5|
EHEFT. A —N—Fry T %
GlERLLEEFITHEKE NS/ X
WIRENAHZIENHDETH K
WRIIENBZEEHDER A,
JZNVERTTHMBICERET
33 I

. 4

LLEDET
HM<HLAD

TIAS Y

2. MoLSICEKE > EIETEEX
TEEVBRICHAIETH<K
EHLTLEE N,
CEELUEDOCERBICIE.CO
BEIFETT.)

CERE

CHEAMICHRENS. RED
EBVERILTIE SN,

gE s LUiichi=t, IS
HEEREHICVWAET, S EER
VWIABTEHS, AERNII—XICHEE
LTéEENn,

JXNDIEEDET,
— ST LA A
TLEEWN,

RBEVRABSNTNBEE-
O 17432V | O#EESDBL TE S,
© /X2 EZRT &I, BT TIE SN,

MERIT KRN RORETVAS
MBIIIC EHEHRAIIM T,
BTHMCBEZLTIES N,

© HBE. B RPSRNE LB ER. AZDEORUTES
SEETEEN AR FERNTE SN,

O FHNDEITHIVAATLZBE EWRPLETH RAAALTDH
MIEHOEE A,

ZHEABRIE. A —N—FrvTE
LOBTRELTIIEEN,

CHRBEMST VI
FryZ LT Ehshdiian

E3RLELLS,
FROFOEHBVBFIC,
3B OF LYo =N EFRD HRTRELTIEEN,
I TUES
| ¢ L uns WBRAT ILS st&at

N202000146

EMRTEHARTE—TH2H®)

20205 4 AR
D2



	表紙
	ＩＦ利用の手引きの概要－日本病院薬剤師会－
	目次
	Ⅰ　概要に関する項目
	Ⅱ　名称に関する項目
	Ⅲ　有効成分に関する項目
	Ⅳ　製剤に関する項目
	Ⅴ　治療に関する項目
	Ⅵ　薬効薬理に関する項目
	Ⅶ　薬物動態に関する項目
	Ⅷ　安全性（使用上の注意等）に関する項目
	Ⅸ　非臨床試験に関する項目
	Ⅹ　管理的事項に関する項目
	ⅩⅠ　文　献
	ⅩⅡ　参考資料
	ⅩⅢ　備　考

