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A FEHARRHEENH 1125 E 5,
Dipherclinc® P.R . 11.25 mg

Powder and Solvent for Suspension for Injection (I.M or SC)
3-month prolonged rclease form

Triptorelin Pamoate

3MARERHAA
& B R 024528 3¢
ARMEEGRA
1Mk
L1 A¥AT A4S E
Triptorelin (as triptorelin PAMOALE). .. ..uvuuire irmiiiriiiriisiisianeiarserias et s e ssanssasasrieibe 11.25 mg*
ERuRE

AR 2 48 0 3% ) HRZ triptorelin pamoate 4§48 € R triptorelin 15 mg o
BB ZEER REH L2

1.2 AN
B #r 4 % © D,L lactide coglycolide polymer » mannitol ~ sodium carmellose ~ polysorbate 80 -
5% 42 %, © Mannitol + water for injections °
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EHRANCERZABEERRBR RAEFRF AR BaAEH 2§ A RE -

2.3 8 %

o HMUARA AR T E B R OLE Z MBI SR ©
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Diphereline P.R. 11.25 mg % 3 18 A M AES & Fie st 2 A -

AR R BE R BB B ok 4 SRR LKA R 26 R R B BP bk 25 BT s S5 4 B AR AR B3 3N BROm
B o BAR BB € BRT B AR i T M AT R M A K o ix(androgen deprivation therapy) ¢ 47 2SR
R kAT MK s (RER 12)

BEBERHZ R AR LRNREARARFETRA R K SRR ALY 23
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2-3 Aoy B 47 AR -

BATERMA T RARERARA T HABARE T (Flio R AABE « 3038 - KRB0 So oA W s A
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o FTEMDRE
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10.1 4 /A 44
BRI2 8 ¢ (T EE AR K A R MU
ATC %% : LO2AE04

10.2 Mk M2
Triptorelin 2 X # 12 #2 A 3% K FEA 17 R E(GnRH)& — 464 it decapeptide 2454 -

AR o S 3k Mk el 65 R AAT 0 AR B E AR » RME4T triptorelin A ¥p T MMM KK 2L o AR
E R Ao Ry hE -

;4 Diphereline PR 11.25mg An#A8f » HM £ & K (LH)Fo i 23 MK FSH) Y o 7 RE A% » R
REWAFEF S ot ek — B de &K AR A (flare up) - MHGRE 0 AOAEEL K 20 REREHR
FHREAEHIM o LHAo FSHORE & EMmS R FEM Sk —Hat RERZLEANFHESE
HeyiRE -

10.3 B AR AT R 2 W T8

Triptorelin £ 4 S XM A XA T K B RBH - 86F /& 6 L/ 7 Triptorelin » 1£3%¢ 18 18 A % & LM
Mo —FAMBMAHABRBRELEMARMT  A5MAMEKET  REKEMEHRLRL T
100% » e d KB PR - RAKMEMGE S R M AR GnRHRHA G KiaMe ¥ RLEER - Lok
RS RFE -

11. Wity /1 S 44

#5 A BLA ;£ 4 Diphereline P.R. 11.25mg 74 X 5 3 /-85 - triptorelin # 2| B H o PRE - BT H—18
BRI &R TR o triptorelin e PR B KR T A ERREZMALREE -

FE— IR st B MAT R TES 69 M P o triptorelin &5 & o P RE R & AEM K 4.5 /) FFiE 2] (Tmax
PR B 4.5 ) o LT IEM 318 A 14 &) triptorelin 7% & K B (Cmin) 2 0.063 ng/ml ©

12, EGR DM T
. 1.1°3..1

—RAN 6 AGMAN  FEHR - 5 Pou s B3 KB RIRMEMA 126 ZRMRERAB R A > LUPR
Diphereline P.R. 11.25m & Fit M Z M (B 3 M A EM—A) -

A 0 97.6%8h £ 3 i 2] £ 9%(F B MR A< S0 ng/dL) (95% CI : [93.2 1 99.5]) + B 96.6%#h & 384
P 6 ME A M A E B ARME(O5%C 1 [91.65 991D R £ E3EM) - LRANERE—MANRI X
¥ BAEGCMANGERAEGHFER B RGMEB B 96% (95% CI[0.92 ¢ 0.99]) -

Triptorelin ;6 M K] » /W AkAF LITR(PSAYRAE FRBNHE 1HA RIKT 64.2% » M F 68 A B1RR
96.0%(k %15 #) - PSARE P8 A R 2 MARZWBE RIBIFAEAENEBO-4ng/mL)r -

A—RANIT0 L ARAE XA PEIABEBREREA(EZA T2c-TABA RA—LRELELEFE
HHEERAY TIc-T2b B A) ~ K ¥ 483 A 52 4 F B R 25 B #5405 af b -2 41 (6 1R
B 48T ABLBRE KRR EC AT MMM S REA R T - — A HRAKBEHAL
ikt R MM T GnRH R # A (X £ & triptorelin (62.2% ) & goserelin [30.1 %] ) & & 4%
BZALMWSH  HRAN R BREEIT TR -

- mR *3(
ﬁ’nﬁﬂf
jﬁém

EMmE o THEMTARER Gf TROTRBER ) QAES SHARRTES S 19.0%F
15.2% > BAadt B 142 ( LRE$ 95.71%Cl= 1.79 ; 84 95.71% CI=[1.09;1.85] » &% M p {i=
0.65 > MmaM4i £ Reh WEMKRE p=0.0082) -

£ TEMERREH o TRBARRGE, @F  HHRBWUMHA M) S FRTE 55 A 4.78%F0
32% + daHRM A 1.7 (C195% [1.14 £ 2.57) » p=0.002) «

SRR B R BT 0 BORRER AT 3 Fa KRR N RRRER ST 6 M A BNk
Rk o AR RS SR AME GBI 0 AR R RAMMREGA GoRH Bty 2 88 -
i ¥ 4 R B £ IR O8 R 148 60 B R S8 (EORTC 22961 + EORTC22991 » EORTC 22863 ~ RTOG
85-31 » RTOG 92-02 ~ RTOG 86-10 #= D’ Amico et al., 2008) » i ik 33 52 &7 AR 5~ GnRH %1 49y S 8 B
EOHARAR - ELEHFANBRBRT 0 BRI e RN AR fo 8 AR SRS X R
WRE  HENRMERFRARE S -

kS M8 &M% (metastatic castration resistant prostate cancer) Z#5 A » B 5K 3M & 8
1% A GnRH %4 # (%o triptorelin)4-4f 85 T abiraterone acetate (&M 4 4 K9 ## ) & enzalutamide

(M EERAEIPHA) RH LAY -

FEABRAE
4otk 4% 505 4t Diphereline P.R. 11.25m f¥phukck ey it 0 Bt TR R ey F ¥R amguihg -

RE%E-H T H

AL BT MR MR B R E A B HRE M RR MR F RS L2 4 - LHEE
RS AR K & e/ Bl e A E -

MM RTESRARE SV T E 0 0 3T F medroxyprogesterone & cyproterone acetate J& # °

13. R AMHE

13.1 &%
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GRRY) BELH | B 1 BRE | REN B3 LMt
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IPSEN PHARMA BIOTECH (Signes site)

Parc d'activités du plateau de Signes, Chemin Départemental n°. 402-83870 -Signes-France
I S B R

IPSEN PHARMA BIOTECH (Marseille site)

Etablissement Gammaster, MIN 712 Arnavaux, 13323 Marseille, Cedex 14, France
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