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RIS EPRIAN P FTE ST P A — 1
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ZAEHE: 20185£09811H
& HER: 2019078241 ; 20205098 09H ; 20214098021 ; 20214098 13H ; 20229065 28H ; 2023%02H27H ; 2024%03501H;
202550381008 ; 20255£09H25H,

X 5t PR BE R 3t N 3 52 5 BA 5
HEAA RN BH EETES TEA

[ZmaTR]
WAL F5 AR N
T AFR : Degarelix Acetate for Injection
SXABHFE © Zhusheyong Cusuan Dijiaruike

€537
FREZRM AR,
LFBR : D-RREE, N-ZBE-3- 2-FE) -D-Aak-4-23-D-XREH-3- G-ItiER) -D-REE-L-LR8-4-[[ (4S) 7352, 6-“&N-4-MIE
BRBERE]L-FRRM-4 (RFHE) 2ED-FRIH-L-2aE-N6- (1-REZE) -L-HRL-HaE

fLEgEm

DFH :CgoHisNg0,CINC,H,0O,

DFE : 1632.3 (BACsH,4sN,50,6CliT)

e M AHERE, BFIAESAK.
€:2/9)

MErABBEE EF TR,

BRIAT EBRERRE.
[ERIEE])

ARARMBRHERBEER (GnRH) &7, EATREEEIZEESTHIITIRERE.
[#g]

(1) 80mg (Et‘mbﬂiﬂuﬁ?@(C82H103N1801BC|)'\1«+§) H
[AZERAZE]

AmBER TESEZ ((NEERXIE).
HE

‘e HRFB-S28RABB—K
— R TE5180mg, REAH20mg/mL

(2) 120mg foimﬂuiﬁ‘ﬁﬁ(CwH103N18016C|)"L+§) s

240mg, N2RELETIES, BR120mg, JRE40mg/mL

EIRTIRLATI28 R A T E MERTI=.

A BAAT MR MBI e RIETR & ME RIS R TR (PSA) K TE#TIEN, IGRARRKE, RRECIATISH2E P BNNGIEE(T)KTE, AA3KE
{96 %M B E A EMARI ERKTF (T<0.5ng/ml) , AB—1MBEBE100%MEZEREERKE. AEMUSFTEREPAT AR —FE, 97%MEET
A EERKFRIFFEEDH] (T<0.5ng/ml) .

MRBEMIGKRR X E, MRIALSZEEKTERELTHTMHIFIIRE.

ARASIEEFRE, VIaTNTERESIEREEaT.
ey

BANEIATIEE 5240 molhininz, 2 AMKES, X3 mL/120 mg,

FESTAMAR120 mg:

1REH120 mgitinihse. SMEZEMR1XE3 MLEEFHAKNMERESRER. 3 mLEETHAKSEHE120 moithinihs, BEINLREA40 mg/mL,
#iHIE

BAHTIEE 580 mottNikE, BREE4 mL/80mg.

SESTRRIAR80 mg:

1R EH80 moitiNinse. BMEEM1XE4.2 mLEEESAKNTAFZIVINEE SR, 4 MLEETHAKARE0 mottiNinse, SEIMLREH20 mg/mL,
HAARE
HIEEZIRES

B, DEFNESHRNEELHRAENE. HRANEETERNESRNEEHITHR, KABKEEE (81 (BHKz1H%] ) .

EIRESIREE

LEBVRESIHRNEELHTAENZ. P, EESTESZREENARIUESR, HWABNEEE (21 [HR:HE] ) .
EZEAN

TEREFE,

[FRREL]

THIIENT RE AR ZE U e TEN | +H9EI(=1/10) ; BH(=1/100 E <1/10) ; {BMH(=1/1,000 & <1/100) ; ER(=1/10,000 = <1/1,000) ;

+HZE0 (< 1/10,000), FEZIMEALAN, REEERFIIHETRREL
®1: 125961 BFEEI1TANEEENRITP (HMNNSEHR) BENNLTERENTRREREME

MedDRA- RZ#RE 43 (SOC) | +a4ER ER BR R
I i R itk BB R GRSk #m * & e AT 240 BRI M E A R
IR RS HR BHUR L A R E B R
Rt B s R S AR / 4RI, FBEIRSFE.

FERIE. RARIE. m5EK

UGIEES KER BB, MERRFER

BERMEZ ARG e S BIRE .. BRIIHE

ARER B K LR

& 5B EREKRR bif o BIE. mEREMZRE (BFRMDE )
MRERS., RHNEERR W 5 ]

B R g5, Eil fErk. IXRt, fEfE. BEAAE. OF
FFRB 2 S fm RHSEBS RBLTSRIEHN., W IEREERERIE D
RERRR: 2 T AR KRR & (BRE#ET) . BB SRB. RN A, BRE. a5

BREE / BRBD. XTE.

ERMALA B RAG AR MEH. A, XK/ e

A ERRARINTE HEOULRRR

VB R R R, RA. HEER, WRE. EHEAE, S5
T SHIAREE " EAE AR, B, RIS

45+ BhiEThRERRSS HIHRRRIA. SRR

EMEML | WA, £ EZ

S5 RR R A TEMI & R L Joy A

HESZ . HMEZK B

“BHRE E N AR AR E R,

E—UFEIHAPEM YN RN (N=283) REZETHINMERETEZEPNRSY, BEESHMEE (KT) SXSmn (KT) E5, 828X
—R, ¥g121MA.

NS AT MBS PRE NN REGZFHETA R M EIEFHHAMAk (26.8%) . 1B (26.8%) . &FE (24.6%) MR (7.0%) . KEBNF
SHERRIR M ARESPE HIAEETHEARA | 15AEETEEMIAN, 16N EETSEMIMER) , BIREZMAFRBESRN. TEHMESR
FTFHIARNER, RAZRMER BT, 2R BER T EHEBARMMAEFELE.

FIRERBENEREERERNARIERBIE (ALT) (FAHERELIR) #5, RNLERIERBE (AST) A5, SBRAZRASEARETA
ZEIZHEYH. TEMHALTHASHANTESNRSEYN, B2EEERALTASMR LT,

DEEERRANEXZEEIXBEARIHNER, ZBTHZEQTCFWHITHTHEER. MMkKRA7E (5%) BEMXERMECE (4%) &
&, #13%EBEQTcF>500msec,

BHME, ZRXBRNREUEERSENRBERRBE—N, H5EEIREEEESZEHEZATWITHRER -, BERRUERNZ LM,

BEENEL

EP X P IREEZZENFRAKERCRHHEFAT S P B RESRR. AN KPNANER2SBBEET R ERR.
SRR

FEEZMIRTAT1EE, 10%MBE =L T RN RIG. REIHERBRGNT ESZIntNRaT NERER R 2K,
[%E]

AR BATEEER D E MR 8E.
ELNAREAZHNZERAMNEREN (2ARBLBERAR] & [HESE] ).
[EEEm]
tBaR N
il LR S IREEHR N, SEIHRN. SARBTIMERK. KEMEBHR N, RIS HARTE, MIZENE TSRS, HHEL
E, EANERECERHR NEHNBE NN ERER.




HQT/QTclE#ARRIE

MR E RIS FTRERIERQT B, W T A £ R M KQTEATE. Mt O I RIE SAE H M B R R IR EE U R IEERAEMSTERQTIEHARIZ
MNEBE EF ARMIHMEERREB BT RRERE AT EBER, M2 IE B iR EEL. B R E 4 s O BB E R BB AR K,

FELL BN T 5 =R IR ARIRENL. BRI BRI 38 Fh E BT O B E . 74 BB E R 4E QT cF > 500 msec, EH134 (<1%) 5k B & FH RN H, 45
(2%) BE XK B =R 7.5 mgil, B BELEMTLER, N ANEN BT 12.3 msec, RRIME S 16.7 msec,
LRENE

FRAMIINEG T AT SN EA IR RET. IR 5 AT BAiE) K 2 IR Pl Re R I EA M BRI RE AR M BRI RERIIG B 45 R . ROET R HANRE IE AT 51
RS AR (PSA) RUSREE SR IS A MmATa Ty RR. SR PSALBAN, W RN RE M 55 E/ERE,
|

FRiPHE, RimfHSEEEN.

[ZEARHILAAEAL A
ABEL N ARNENE (S22 R [HESE]),
ULERA%]
AT LEFE D E N ARIERENE,
[ZERA%]
EMINERIGRARNZIRE BT, 82%H=265%,42%7>75% . XEZ X ENFERZINEENLLEMERERLSEER, BREEHRE L E
FENMEBERBRMEEKX,
(48 E1ER]
AR TR EERHR.
BT it e 2= PR A T FTRERE K QT clalHA, N 52 A 2R B A F 2 SN FT ZEK QT clal HARV 24 AT BE A R Rim A B = M OB A2 aNIAZK (IIZEB T
N AR) 3k 11125 (AN BRFARR. ZRMIE /R, ZIEF45. AR AR VO EREAY. 2. B E EaRa s, SEETEH (SR CERED)).
HfNER = 2 CYP450B5HIEY, TEEINER B R AIESHINSICYP1A2, CYP2C8, CYP2C9, CYP2C19, CYP2D6. CYP2E15CYP3A4/5, Att, AN EES
XEEINEEE XA IRRE X NARBXNEAY-YE EER.
[ E]
BRisEtAmIERANRE NEEETERA, ERAMR, AFHERZHFATT.

(7350
E3pR 7 ST

ERISAREEE PR — IR 2t BV FITAIRRIR N N R £ HFE Wik £H6204 BEREV A EEZMINE R IRMHAA AR
— =AM, R
a. HiiNEG5e, #IA7TIE240 mg(40 mg/mL), 4H577IE5160 mg (40 mg/mL)E28K—K, K TE4T,

b. #NiE5E, #244771E240 mg(40 mg/mL), #HFFIE 4880 mg (20 mg/mL)&F28K—K, B TEST,
c. =AM, 7.5 mg FLNEE, §28K—R.

MEEFKFERER. B1 N AME0.1.3.7. 141128 K, T E BB — A E ZEMRLERTHTNE,

Ziarr AlaRiX B AEE (n=610)1 A FRPA{ELIA73 (EE: 50~98)% ., AM/MIENHA84%AEN 6% ABAN10%AEM, [RERSBHAHSHAOT:
20%FHEFEHA, 29% 1 B R B HA(T3/T4 Nx MOZEN1 MO), 31% A ERME(T13(T2 NO MO), 20%#33H E it (B BRI K ST HERE N 2 E- RV ARE
BT EPSAE REIEE). N, 8T AER LR HIZERK T ({E£94400 ng/dL,

FEFRBIEREI2NARSETT B, N e B BUA R H AR ZFIIHI ZE EBKFE(T < 50 ng/dL), iRLE R M R2FT R,

®2: HEBREFICARMNAYMELR (£M < 50 ng/dL)

M hnEE 5= 240/80 mg =RAHH 7.5 mg
N=207 N=201
MEEREHE 202 194
EWE 97.2% 96.4%
(95% Cls) * (93.5; 98.8) (92.5; 98.2)

“sHRAY Kaplan Meier {&itH1&
E1 2T TEREELEF28 RN BN (PAERENMIEEE), RIBLE T ABIAM A (S < 50 ng/dL) EEHE L.

BE1: ERAELEFZ28RNEMNE N (PAERESIEEE), #ia7 A5 H

EMREFEOXREF228XNTH T
125 S =5 Hhfin¥s52240/160mg
100 /5 52240/80mg
=RHM7.5mg
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R

s

=

]

=

9] 7 14 21 2R
BE1RAGEHE (X)
R3: EHE—28XRANIABEM < 50 ng/dLKBEN TN
HhinEs 5 240/80mg =RIHHk 7.5mg
N=207 N=201
F1X: 52% 0%
RPN 96% 0%
EYO N 99% 1%
14K 99% 18%
ZF28K: 100% 100%
FEIZIEARIRIE T, EAEN T PSAKFIEA R EL =, EHINHG =LA Z52R G, PSAKTIEK T 64%, 452911 B IR FE{K T 85%, 28253 B IR B T 95%, F BTE—

SR BB RHDEIR TS B F N A B S B AN R R, MZIERIRPSAE RSB IHERFPSAR IR E S IRRREE X.
i E IR0
—TA7E P E TS IRE B E PR TR IR, 2 ol BENL. FITAMRITN T iR £ a3, £52858 BE WM A ENH AT A e
WMSEIT A, S
a. #Ni5e, fIAFIE240 mg(40 mg/mL), FE/E AE28K—XAI80 mg (20 mg/mL)FIE, K 5T,
b. X &Htk,3.6 mg K T 5T, §28K—K,
P RIFETRZE F1NARE0. 328K, 2 EE A —REERRLER, MNE T MBEZFEKF.
FE L MMTEAEE(n=283) MEIR P A{ELN74CERE: 47 ~ 91)F HERMEERB AT NERTE 68 £ (24%) B RERITIIRIRE. 174 & (61%) BHPZ
HERIFIAREE. 30 & (11%) BEEPHEHARITIIRE 11 & (4%) BRD {ER. BN ZF T EE N RH 4.66ng/mL, FEXREFHMLEH4.84ng/mL,
FEHRIERE12NBRSATT B, N e A BUA R H AT EFHIHI ZE EBKFE(T <0.5 ng/mL). XL R WRAFTR. B2E R T 2B ELE 5364
KT (P A{EROAANMIEER).

R4: B F2B8REFEI6ARMEYETE (2 < 0.5 ng/mL)

Hbfinim e 240/80 mg REMm7.5 mg
N=142 N=140
EBX 97% 93.4%
(95% Cls)* (92.3; 98.9) (87.7: 96.5)
E2: ZfE: KieHAE MERG) KNP AE ESEE) - £9hE
10 -
8_
!
Fae
— G \
E /
2 \
B ﬁ
i |
2 - ' |
\

P i b ittt i - ettt - i oL T T g T o
HiNiEsE paz 142 142 141 132 139 138 134 130 131 130 131 128 124 122
Kemtk 141138 140 140 137 137 136 132 130 120 125 123 114 111 113

o 3 =8 s 8 M2 1@ 18 198 2 2% 20 08 G 984
x
[sar7 iR — —— XS |

Ho N3 se 4 AR K P EREINH EEHKTF (<0.5 ng/ml). 5 3 X, #Nim54H 96% MIBEARIZEEKTF <0.5 ng/mL, HBLLT S, X EMMETHE EEKTF <
0.5 ng/mL. MANEITHSE3XRER <0.5 ng/mLIBELLHIAB LT FEER (0<0.0001), 5K ST AELL, AN ATT B B ANREIDHIATHIRYS &
MEFURKFJATT B3R, SR &M (8.65%) 1AL, kw5 (22.2%) B ELRIFIRSRERRPA{E THEERE. 528K, MNaT ArIal IR F 1M
[ L{E B B TR %, I/E, AT BRIET SRS R TUR TR FARATAIN, 584 R it ik e B 1 B B T 97 %, X & inthE T £99%, 364K
N3 e P AL{E T FE98%, K& keE F AL T [£99%,

[HESH]
BEEA

Honinse B — MRV I BRSR R IUMER (GnRH)FET, AT SN P A S EARGnRHZ 4, NMIRERMEME IR ER. (R B AR (LH) R{2INE
2R (FSH)BIRERL, F R E R ER (T). B ATEAATFIREBIA N W R SR, B E R RS W EEET M AR TCGnRHHEIA, GnRHIERFIENS
BRI SLHBEN/E R EE AU/ A E RIS R B ERERINE.

Hh iR 2 B E240mg, BE/S 2 A 4157 £80mg, AR5 | #2LH. FSH R ZEIRE TR, 175 — S8R (DHT)RE TR REUT =6,

HhANER 52 P A R SEH = ERFE0.5ng/mIBI E K F LT . B A 80mgRI4E R | 2 FIE97 % B BRI EMMINFI A =0 — F. YN BEF LS INRTAT
&, MR EMANIE. Jafr —FEEMAKFRIHA£70.087ng/ml(P05347EE0.06-0.15), N=167,

SEWR
BEfEEK:

NG FRAIAmesiR LS, /N FRt B 4B R R & A I AN G S shi B BE Az X I 45 R 19 A R .
EEEMN:

HEMER R BRAR T INIRTe, FIE= 1 mg/kg (RIEREAUTE, L9 IRR 7 B 895%) i, °T TL AT Z2, i K BR B8R ES F 3t Bk 52, 578> 0.1 mg/kg
(RARERIUTE, LR IRR A FETFIERI0.5%)0, AT A B T,

REBELEMF LS THININT, LR25778 770.002 mg/kg/R (RBRERTTE, X919 IRRAFTIERI0.02%)8, AT RS KRG E K, Re8 B A2 HHATNEHA
ST HINNIRTE, LR 25778 /90.006 mg/kg/R (IRERMEFATE, 294 ImR 52777 2 890.05%) b, FT TLARRA/ BRI SE TR i K B AR B AZRL R HA%E T it iR 52,
LRE5TIE790.009mg/kg/R (FRARERITE, 299 ImAR AR FIER70.036%) M, AT R EIERIE EK; X RERE A AT RS TR, AR FIEN
0.09mg/kg/R (FrERERITE, 9N IRKAFTIERI0.36%)0, TLEHERRENER.

B tE:

REFREMEIRE T, S E2EURE T ERMINIREE2, 10, 25mg/kg(IRIFRERITE L1 IRRARTIEM. 4571120%) L4257 7925 mg/kgh X
R REMEREIT SN EERS R EREM. NEFEBUEERET M2 AR TENRT2, 10, 50mg/kg(RERERITE LN RRAFTIE
BI5. 2270120%).MB R AEZRGHE Sizair XSt FREEM,

[ZHRB1H%E]
74

RRTER AR EERE BRI S B MRER R, AF240 mg(Z9HIRE 7940 mg/mL)4A255, 389 Crnadd26.2 ng/mL(ZE R ZEL, CV 83%),
SEJAUCH 1054 ng-K/mL(CV 35%), BEIER FAABH2KMNAR Crae FERITIIREEE T (AMIREL mg/mLEHET), MM MAR N EE
120—240 mgFIETEN 2L M. AYETIHARTIGRE EZEZMEAK T 2B,
A
MR SEERAK (> 1 L/kg) S T4AZ5(> 1000L) [E 5 BFRR A, NG 52 70108 & £ B BUATR, ik e A AN IR E B 4 A FL9990%,
1ot

M NER SeAEE IS AT AB R SR K AR R ER, = E LUBKER RO REZ @ HE M X T A2/, MR PR R EER B =), AINAR KA, HNFRTE A ECYP450
B piEE H B R GRIRY. E SIS HIF,

A

HIFIREEE K T 5 A 5240 mg (IR A40 mg/mL) 5, #hinks w2 LISARRORZ 20 EER, AR LR D BN 53 K, k52 2 T E5E ZmA
EEER RN e AR R N B8, SHARE R K. EA KD, MM 5E£920-30%4A I 8 2 S AT HE T, 32 R£970-80%M7 8 2 TR RS HE
B, A5 AR B E K T T IR /E, SERRER LI A9 Lhr,

Fip. FRERAFEIFNT

R A EIMRN MR R N F S EIRRE I TR,
WRAR
FFThRESZ R

FFTIRE #5278 MBEHAL G PRI 38 o HERR.

FEHHEE (Child Pugh A)st# E (Child Pugh B)FTThRES 1AV 162 3FRTFIRRE B E T EE T i INIR 2781 moafhidE 1/ N RIZR BN FiEtr. 5
IEERTIIRERYIERTSRRE BE AL, EREM P ENIRERIRAEBE P, IR EE D BIRK T 10%3018%, Fitt, il A T RESK P EFES
RBENTFEHITHIEFE BZ, B TIFERR AR IR REE BNFTERRBENE A —ANENSFRE, EEXHANED. —BiX
FEMEBTEERA —REENEMRE,

EARAEEREEEZRAEE RIS, RILEIZEAR P EEERA.

EThRER IR

ERTE BINRERIRBE P A TAREN /PR, £20-30%893 N5 e 2 R BRI R 2 RIRHE .

BN GRS R EE S TR —TREHA LN N F 0 R EE, BE S TIRER 1R [AETERRER (CrCL) 50-80 mL/min]xithNimse /R E N EFREILE
EXN. X THEREEBEYEZIRBENREFR, AL, MinimrZEAFCrCL < 50 mUminfBE.

|G
20+5°CE AR,
FREBRENCEFEES I ERE].
[B22%]

B HRERE T ERRENEGIEEREMNIE (18) i
B FEERAEE. TNEMZRIRIE (18) i

80mo#IAE: 1H/E, Mt 132 3AF4.2mIAHII M T0E S 28, 1 DB A DN RS R 2R TN 1 STUE 4

120mg#itg: 2f/E, M2 R A 3mIAFI R M TSR, 2 N, 21 B S FL R 23T 4
(BXEA]

361 A

fEFAEREC FFNYIIRIS E MR R25°C T 2/ 1\ N BT {R IS T MMM ZE M 1, BRIEE AT 74 PI B S i A 005 SR A IXU RS, 75 U245 &R R 37 BRASE . AN AR BB AL
BNER, MIE A& B SN AT 8] R &4
[(BAThRE]

O SEMIREIX20170346
[HEXES]

EZ5#3FHJ20180053

E#45&E%HJ20180054

[(EHFAHEA]
%¥%R: Ferring Pharmaceuticals A/S
JEMflE: Amager Strandvej 405, 2770 Kastrup, Denmark
HiESH: +4588338834
fEESHE: +4588 338880

[EF=1lk]
Ak ZFR: Ferring GmbH
LEF=Hbhit: Wittland 11, 24109 Kiel, Germany
HBiESHE: +49 431 5852 0
fEEESH: +49 431 5852 35

(B%]
%¥%R: Ferring International Center S.A.
B1&&HlE: Chemin de la Vergognausaz 50, 1162 Saint-Prex, Switzerland
HiESHS: +41 58 301 00 00
fEEEM@: +41 583010010

BRASREA]
Bin: BRENENE (LE) ARAF
At ERTIIOXAFI’168S31/E
BRB4RES: 200082
FiESH: 021-80303001
fEES8: 021-80303010

SERARHN
FRAMBEWET ARAR. AL, BEAN RS AATE,

FEAh B TSR ZIRIZSY — 4, RGN E AR I S EP AL, ROBE e FE R BB T R A RUBR AR X IBUE Y, N R SR IR AR L, tE AR Sm AN B
TmBURT M RE, BEATEESAKER, N SRR E R RPRE MR EAEERESH AR R ENRE.
HR: ARIERBK TR,

o EBRNAYIBIEMATEES AKE1/NE PSS,

« BEDIREL .

BT E R,
2 E240mg K240 mgRBFAIBHEES:
+ 22X EF120 mgImRATMRZH ()
(c) FOHRERCER (e) tEZEEFF 2 XELEEHAKKERE (b)

2 iSRS (c)
235K (d)

2MEEM (e)
(a) 120mgZ5ik (b) 5488
(d) SESHETsL ==
#¥57E80mg i Am 80 mg £RFER/EES:
(h) ZiREhceR (j) HEEM 132 &880 mothinimz AT MEIZiE (f)

1 XELEESAKRESER ()

> o AAHIRERSE (h)
o -1 ESHESL ()
' = « IMEEF ()
() 80mg Z5i T (o) SE5788
1 \
B
(i) ;‘Hﬁﬁk
#l

(n) HEBRLERS () EfER 5%, EFARERES:
- FE K
B (1)

AENTE (m) , BTELERE TRF
HRLERER (n) , ATWEERTRHAINESNEE. SUARAEELH L
BEfEARHRIER R

DFURIR T E AR AR HI 25 &
ER: T RAGTIERI2LLE, TEREETRE T A5 2 7l WM E L RS IRIF.
B E NS RERED R L
- « ST BTENFE.
- REBMAEMRRESSEFE L.
SEFIAAmPERAA AT, TEEHAKEE THR.

“ izl —] EE WRGHAE G THATELHEKELE, B,
— ‘ |
_ \ - TREARATRNERARE (o) .
&> BB R ER AR E,

EE: BHETEMZAIER.

B SER AR S LRV E .
BEE: 1B ZmiEies.
REMER (p) EEERARFTHHNERLE, EEEREFAZGL

(p) Z5iEECAR




Date: 29 Sep 2025

Title

Ferring Item N°
TPM Item N°
Proof N°

E-MS N°

Barcode N°

Colours

Leaflet DEGARELIX pref syr powd and solv for sol for inj vial

2009056855 914100

01 w 420 x 576 mm
2009056855

P. Pro Black.




