HAHEH . 2019 4F 12 H 26 H

B H#: 2020 4F 09 H 25 H; 2021 4508 H 25 H; 2021 4 11 A 09 H; 2022 4F 01
H 04 H; 2022403 A 11 H; 2023404 H 19 H; 2024 406 H 27 H

FIKIR P AR 3R 1 A B 5
TR 20 D 5 0 P 5 O A IR T B i 3 R A

BRiE: AR 50mg, AEH FEGFIEDN 25mg BEMEM . A AR T

i 92E

(255 47K]
B AR AR vE AR AE i
YL 4 FK: Sildenafil Citrate Orodispersible Tablets
PEPEE : Juyuansuan Xidinafei Koubengpian

(3]
AN it 25 A AR IR PG AR

WEEAFRN 1-{4- L5 FE-3- (6, 7- - 1-F EE-7-58A0-3- 9 2- 1 -mEMETF [4, 3-d ]

WEENE-5-F5 ) RAHIE ) -4- H LR IGR MUK IR 26

T2 k=
1 o HO
H,C” O HN | N\N 0
\N / O
CH; » HO
OH
< 0
O//S N HO
K/N\CHs

5313 CyuH3oNgO04SCeHO
s TE: 666.70

(&N ]
I R7 2k Th REREtS .

[ Rt ]
50mg (3% CyH3gNO4S 11

[HZERE]
IR
DN S
ARG IRTZ) 1 /N2 7 A o HEFE R 50mg.
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BT RN 52, FIE TR 100mg GRAHEEFE) « X THEREM=E
100mg (18 F, FESAH] 2 Fr 50mg FFs il Fr o HEFRREH 2 I 11k A
PERUON,  HERR TR PE AR AR AN A

Frik N 2
CEBHEHY: BERE (265 %) EIEFEL 25mg NH.

B DhRES T B H 2

MTAREETEEREZIR QIUEHHFRR =30-80mL/ 708l HEH, HEE
Al R AHZS” o T A EEE DR (WIEHEERZE<30mL/7080) K&FE, BT
PEHUIBARTE ER R B, PRI W] 2% R 46 77 & 25mg.

FFoh e g s F 24
ST AFIhREZ 31 (WAt igfL) B, BTt IRERER %, NEERERE
4675 25mg.

Xt IR AR HAR Z5 W 1) f8 58 1 FH 245
FRANE VML S 5ot AE & A (L BERFM] O, [FRE3Z2 CYP3A4 1
NG T B R LA A& A 25meg (W (AWM EAER]T D .

D S I T A P T P B ISR SO P A A 70 R R — SR A U AR TR 1 1)
B, AR AE

AT e A AEARAL AR LS AT e, #5252 o B2 AARBH T VA I i 8 2T a6
MIPEHARAERT, & N o SR AT BRI E RS . BLAk, HERE R PE AR AR
IR 25mg (WL [ERFM] A [GWAEERL O -

BHHE: Ol

¥y BT E L, RRHAMRE, AKEWEEEEW. MR EuH &
RESZRIAR A . XTI AR 100mg B, NAESE — R EefiffE, FRAE
Fr 50mg [ 1 A o

HEBREMLE, DR S mIERE Rk 5HERENRIGER L [
RBIF1%£] D o HEER IR A . AR AT AR BB R

[(FR&RM]

A PR

PEIIARAR A 2 A PERFAERE T 74 TUOXUE 2 RGN R PRATE 7T 9570 5] 2 14K
o TEMRRBE T, PEHUIRARIG T R ek R T AN RSONOA SRR W20 AR
SFeil. Sk#. Bl WG MRS . BEAUE MR .

il Bl e E R RN, PrifsEFE R 10 €. IR A
RS NI Al 4 BT VE el R NI 2 e VERE e, (AL TE i m] 5 1 il e X 2 I
IVASY e <

UNEYSANRIIES

&
[\S]
b=l
H
o
p=i
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TRERZBETFMEER (4w (=1/100 - &L (=1/100 £<1/10)
B (=1/1000 £<1/100) « FW. (=1/10000 Z<1/1000) ) Fl|H Tk R & &
R T LA T A A BRI B R8N P 42 ™ SR B [ 7 41

AN RSN o

R 1 WP RHE T iR A KT 2 I AT R R B AN R R B B
T Ji B A T A B A R AN RO

Ty | B -
s s W (211,000 F | FW
y: \
ES RS ﬁim» gxgoi <1/100) (>1/10,000 %  <1/1,000)
gﬁ&@%% P
G AT B
" TS B AT o PR R
Kahih 5L B o TR, TR R
Egﬁ’gﬁ SR | Sk V. FRRE (. BB s BB T
S
TEZN K JE T T B L R 2
JRAE (NAION) *. L [RR] J 1f 2
e DLFAR L . ZHKEEAL
o o VERL IS . RO B .
W | T W e . AR 7
e | e | I, WBFskl . G4, it
F 2 B 25 G W | L. ey on | PRI TR WIS
i i P B gk i AT T
7 FLEOR. TR, BRI AN, R
N N
Rl TSR | IR
DL 53 53 2
__
gﬁﬁ%ﬁﬁ . H i
S T N A
A IES L, O D L. AR
S
iggﬁaﬁ’ WIAL. W | SR, (R
) /\é ~ 5%1'4 By By =
e prm | e WG, R, BT
B, B | BRE R, TR -
[==] Q N N );‘z; ',—_'L, ﬁ
o s R G by D s S
Steven Johnson %% & 1 *
4
el e (SIS) . it LI IERAR
IS JiE* (TEN)
L B
WL
ok 02 0] 41
I P
R e
RV E) ZH L. PEREeeE.
WL T
%30, 12 m
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+ oI -
s s W (=21/1,000 ZF | FW
RGEWMETE | N >1/1,00 %
& 1/10) 21/10) <1/100) (21/10,000 & <1/1,000)
4 B R K
o5 DAL A M. = R | GicE
S
KRR O FNER

AR b T e B TR R A
LR OR L GAUE . CDAE . BEPUE . ZLHURE I SEAILAE o
R B N /S o NI El S TR b TR ER DI

TE—TRN 36 P EEE B (21~38 %) WGB3, PO AR D
FR P VEIT AR S A RME R 59697 AHOC TEAE g6 &0 (1) IfAREAE (1
B o ARImAE D L skE QBD L Sk QD L e (D, MABEHERR
PR R HEHAH R A S TR AR AE R A M

&35
LR A by HR AT AR 37 P e A7y A s o B ) A 4

BT 2RI A S — EA R/ A BEIR S (cGMP) @ieffEH (W [4EE
#] O, PUHUIAE RTRE SR A R IR P AR o DA IR S AR 2 ) S A R A
(BRI RS R 7 TR &

%1 PDEs #57) CRAEPIBARAE) 5 S8 RIAMEEEMsh7 (k) Bpanil 4,
RN e e S BRI AR L [ EAEA]Y O .

TR RE RS 259, BARTARAE, AR T O BRI TR AR T 1 Sk
B (PN ERELME R B, IARRE RO SR B O I3 .

A EE R T IR AR S AR AT AR R I AL AR 29 (NATOND 1 3 B IR AW 128 2% 19
B, TWRIERS 5B ZET PDE MEFIA X (L [FEREW] O .

FAT R R AE DU 858 N T ST b 3R A ) 22 2, RS NREAE LA i s R AR
HJE IR 28, KK (L 90/50 mmHg LATR) , iz iAo NEEstsE, &
ORI ) A A DR B A P 51 O D S € 2R (/B 28 R ) Tl 1 — M iy
BAETERE) .

CERSEI]
FE75 & ZDIR YT AN 1955 5L BT Mg fer & LIS WS DO RERRAG , D6 52 7T g
FRIBE Aty BA] o

U L S PR R

FEITURIRTT ST REFERG AT, ERITRLPP A 38 1O g 1 DL, RO SSIA — €
RESE B0 RSz PEBIRAEA T IS (R, S BUl SR T O (253
T/HE] ) o JFHEIEHUIRARAE AT, BRITN A AL B AT R 5 2 4 A RELL LAl
IR B RN R, S HORTEMEIG B o 5 O m P HUE R (= sh kA, e

40, 412 |
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JEEAEASE BEL I Co U D B 5 L R R I I B A2 ™ A2 2 R A B LR B LR
X L 37 5 7 AR R P 1 5

A SRR IR Fh R BRI R RN (L [#ER]T ) -

BT AR TR 2 S A AR A I TSGR R B U A, RO LR A
S VERACYINE A IS0 0 T AN G WY AN A 1| RIS X711 (SN 1 D
R . R EELRZH (EAREED FA LMEERREER. Pk fErE2 kA
TEA TR T B NINIZS SR, S R A AE AR PE 3 AR AR Ja AN A R BEAT PR AT I

XS, WEEE RS EHES EIRR R e RGO,
IEESZE ) oF

LR 0 £ E AL 355 P 3t AR AR AL N IR T S D RERRAS (1 254 BH 2t i 1
CInB 2t HEARARLT4E4L . Peyronie B « 5 SR ZE 5 W B B (i
WAMIZL I 2 R MR ESER . FIR) .

A S AE E AR SRALHE BT, A 2 (] N R i R . ARl
4 /NS, NSRS . AR PRSI ZIAC B, B 2 SUR T RE S B HE T
] RE R BUK ANE IR DI REHE K -

5 H '8 PDE; #1177 B At 2 S D RE R AR I 5 H «

Xt PR AR S H e PDEs #5, AT v AR AR A e iR o i Sl bk e i s
(PAH) 29k BS el s e Rans 29k, e e 570 Rk H b
AR AHERER A

X ALAE 1 51 -

32 P AR AN PDEs #)71))5, CAMASMEREGIK A KHKE (W AR
KRBT D o fE— TN A AR AE S H e PDEs # E R s, B dEsh ik gt
PERTER SR PEMAR 2 AL CRILRED 1 E AR UL IARRM]Y D . IEERK
MBI, BRI A S, FRZEEE L (3R] D .

HHRFEASEH

AEWEFFEREERENA (L [GWHEEERT ) .

5 o SEARBH A -

[N AR @ S AR BEL# 57 1 £ HEF P s R AR, DO & F 24 mT RE 2 S 30— SR UK
B MR R (U LAY EARRA]T O o XA RERE T IR PEHURAR 4 /NS
o AR ATRENR D R AE AL VEAR IS (R R RE, #252 PUARARIAIT AT, M Ok E] o 52
PR BE 77 ML 30 71 2 Ae e R A . B B AR 4677 808 25 mg (W [H¥EH
8] O . M4, BRI TG T A BRI R R G ey A 2

X H AL FR) S -
NSRRI FEE B, PG AR A AR 1 ] 3 i i A A Lt MR BESR AR T . H AT
t it B ST AL PRI B I PU ISR 2 i B . DL, X A
AL BEAT AR B3R 2 KURS: A Ja 4 AT S2FH P 3Rl

&
b=l
H
o
p=i
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X 2 R ER LR BE FT RS2 -

PG A AT BE 2060 2 B R ST 25 BE 7738 R SO

O HGERK, M PR AR R AR R, B A TSk B, B
FE 2 BB PNLEE AT RL 1 A AT TS Pa 3t A A ) B B O o

Liip )
RSP EE LT 1 mmol B4 (23 mg)

[ Z18 R A E i)
VGRS A AN F Lo o FE UL R s L A4 2 mh i R T 8 70 0 7™ FRDx BRI

DLEAZY AfMAEHT 18 5 I AR

[ZFEHZ]

fEEELRE (65 % KU E) KB ARERR R EML, SR ARAE 2 HE
P N-L RV MR g B R B IR H (18-45 %) & 90%. HIMHKEA
SEORAFIEERS ZE 5, Ui 5 PG AR AR M 2R 4 B AH B TH 1 20 40% 0 45T 1 253k B s i ]
RE 5] B 36 D07 ORI AS R AR R A, Mo IGFIE L 25mg vE (L THZEAEY ) .

(2% EAER]
H A 25 %%y v Hu AR E I 4E

NN

A A 3 O 4 (5 2 P450 (CYP) 3A4 (FEERME) M 209 (RE®R
12D o WX L [F) T e A 571 2 BRAK P M A AR 5 BRI £ [R) Th R 5 355 2 5
PUH AR5 bR -

PR A E 7L

i PR B R N 24BN 2 e R T, 2595 CYP3A4 HIHHIGH] (Ui AR 205
. OURE T G, PUHRARRIRER R PR, BRI B PR B A B
PERERT E, HUHAEAES CYP3A4 MR NI, HEFE IR E Y 25 mg.

HIV 2 ABFHNHEFIFHEI S Ch P450 1) &8l isfaasr (500mg, —H
PO, BFIIRA 100mg PRS2 Crax #2155 300% (4 ) , AUC 31 1000%
(11 f%5) o MR#h 24 /MG, 2R PU AR R BEATS 823 200ng/ml, 1 5 FH o s AR B
%) sng/ml. X 5FFEIF AR L CYPA50 A & EER —3. PO IBIEA A
FEMFMARBN 1%, AEWFHAEHESFFEFHEH 0 [ERZEM|] O, JHH 48

NS PN P R HE B 77 2 e A T DAER R 25 mg.

HIV & ABEIHI S ER S 5 —F CYP3A4 {5 iAFZ&SR (1200mg, —
H=70 , MRAHEH] 100mg PEHBATIEN 52 B Coax 32151 140%, AUC 350 210%. 74
MR AEAS R v AL =H R 254030 J1 5. AHELID TR, R e N A g M 5 B S 0
CYP3A4 #ifil57, FibfERATRETE K,

LRGP HUBAE 100mg 5 REHIFILE R (500mg —HM X, L5 RiEFIFR
) AN, PEHRARRIZG I B NI (AUC) Thmr 182%. fEARRRT I EIEE T,
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Version No.: 20240627



TG UE R R IR 3 8 R (K 500 mg, 4t 3 KD S5 e th 0 <l 53 32 BEAE IR AR 1597
PIH) AUC. Cruaxs Timaxs T8 SO H B 22 . i R 5 E A R i F AR i 50mg Al
PHBKE T (AR zR P450 #ifil AN AR Ry 3 CYP3A4 #051]) 800mg, FEUMIK Y
M ARARIR FESE =1 56% .

Pafilit 2 CYP3A4 i BEACHT A 9540177, W] RE- S 2ot s AR AR M A IR FE B FE T i
BFIPIIRE (FEAM B A XA i (0 AR W0R) F A S

AR M AN BT 25 St AT 5 T T BOAH AR R 7T, IR PRI b 2 2 1 25480 11 2430
PRI, A CYP2CO #IHIF] CUnFERGE T IR, Sevkpk, K23 . CYP2D6 #i 7
COmgE 1 5— R G RGNS, ZIRPUMARE) |« MRS 2454 [ R SR R 771
PERRFIARA R PR M08 5K KL f bl 7). A5 @EpH ). B 'Y IR EKAEZ
FEFIFIEL CYP450 AQHHA S50 CnAIEF. B2 i, xhobsh AR 25483h f1 2
B R X P AR EAR I P I R A 2 5 R IR R AR AL .

— I 5 A R BB IR AU R I, BCE R ARSI E I P R AE(80 mg, &EH
=) GRAEF BN R 2R A (125 mg, BEHPIK, —F CYP3A4.
CYP2CY [ sm % S5, WAl fEe CYP2C19 [ &sa i S, P AkE
AUC T % 62.6%, Cmax NP 55.4%. ATLATIGN, [FIRS AR FHBEAL CYP3A4 5 357 (4
FIAEF) 5| i 2 vh st AR AE /KT 56 2 s & .

JEFTHUREE & —MANEIE RO, R —MmREEGY . BA MR, 7]
AE -5 AR AR AT ™ A AR

PR ARIER HARZGYRIE

RO I A —Fh I 1R P450 WEAY 1A2. 2C9. 2C19. 2D6. 2E1 11 3A4
(IC5p>150uM) 54T . BT Ak A HEFE 77 2 P8 AR AE 5 e M R K BE 290N 1M,
AP B AR JE AN 2 AR IX 2 [R] D) AR FH S I B

AT G P A A AR AR 5 PR IR — BB 77 Ao i sl ik 55 A HAR H
INEVE/E

ESRTIPIE

SVHHUIEAR R — AR/ cGMP B HIPE ] — 20 (WL [HEFHE] O, 71
MO TRAE T R SR AR ER R PRI A Y, DRI ZE 1k 5 — S8 AL BB AR AT AT 57 2R PR A R
HEEH L IARKRMT ) .

AR PEYR: G RATHE TSR, =5 PDEs #1575 A1 B PG WA A i 4 B 1 s B2
LN PR TS CUERT, A B PRI 558 PDEs fl 1 A BE IS AR o ZEWT S ARE
ARG A R RO RYT 2. 28 R B PG IS A0 35 P I8 72 N 1Y) PDEs 417
wllEH L IARRRT D .

P32 o SR ARRHI TG T I R A BN PU IR, TR S EC— L BURE R L
RIS AR, X f5 T REAAE T A A PE3AR AR 4 /N o A8 3 T50% 1T 2990 LA F T
Forh, R ZVMEIRYT AR S IRES K RYERT S AR E A (BPH) B RN I o 324k

70, 412 |
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REF 771 2 VDR (4 mg 1 8 mg) FMPEHLATIE (25 mg. 50 mg B 100 mg) , EiXLLfff
FONBEH, B EMT M35 2 0 it — 2P FE K 7/7 mmHg . 9/5 mmHg 1 8/4
mmHg, A7 E P53 53— 25 FEIK 6/6 mmHg. 11/4 mmHg 1 4/5 mmHg. £ 7€ fi#
FH 22 vbWede it 553 G () il FH P IR AR AN Z2 v mends , A5 A3l B8 3 R SO AAR AN P AR If s 1)
i, WREkEMLEHZ, MLEK.

KRKIE CYP4502C9 AU FHRRE T ik (250mg) AIAEIEMR (40mg) 5 PHHIII
I (5o0mg) HHHERAHEAEM .

PUHASIE (50mg) AIGIIFT = VLAR (150mg) FrE i H I i [A] ZE 4

1 B 3 IR 2 1 d R L3R PSR 2 D 80 mg/dl ), PEHBIRAE (50mg) ANIG5RiA
AE B IR AE -

5N AL, TR B s 25 5 4 IR AR 6 /8 R B s R
Z5t: AR B ARFAF. ACE #IHI57]. ME K5ka 5P, pumi k254
P& FIATFARAE I 259D B LR e AR e B 770 . 4% 38 7 PRV 1A o Y b B
SEARBE o AE UL TR EAE W FT R, e s B (R I R R o e A A
(100mg) ANE MV, AMEMZ YA T2 i — P Bk 8mmHg, #F 5K Pyt —2
FEAR 7TmmHg. X EE5E— 2 1) B I s RONE 55 P 3t A A B p P 1 i R 6 S A A AR
el

AR AE (100mg) ASgzma HIV & B0 H 70 e 35 35 FRFE IR 5 A A i) i 24
KRB f1%, JEHEHE CYP4503A4 IH)EY) .

R R SRS, REFEMHITEE 80mg, &H=ZIR)FI A 125
mg, "EHPIR)E AUC B0 49.8%, Coax FE5 42%0

5 R R0 il /Gy AR B, oy I B8 AR AR RS T A 7 2 v R A
5 1 s k2 b B R M B AR AT O . PRk, R0 e T it/ 509 D 3 ) 8 A A P 3t A
ARI) iR H .

(ZYdE]

fil fe SR FLUGTI R 2 800mg, AN RSN SRR AL, (E A2 S A ™ S AR
AR N. 200 mg FIERAZFBUTRIEM, EARKM G, ¥, k=, Hi
AR SR, AR KR AR,

HRAYIL RS, NARYE 7 EER IR SR Tk PR HOIR AR L 1 B A 45
aEE, HANKAER, S5 EET A B InERE .

[l pRZ3 ]
#HRIN 1%
ST
AR IBOGRGE . A EIRA T AR 30 28 120 205t ChAr{E 60 434D J5 ik 2 i g
WRIE P4t O ARAEDIRI & 41% (JEFE 25 - 63%) o FEHEFEF B VE A (25 - 100
mg) , HRFEHIIBAE G AUC Fl Cpax 57505 B LI 1E 0
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MEREA 5 FEI RS, 7E AR E R SO R PR, IR ] (tay) “FIJHE
IR 60 738k, MARWEIREE (Chax ) YT FE 29%.

FE—IIIN 36 LAERTME (=45 8) WImRDIFLH, 50 mg HEHABE T CAH
IKIERR) 5 50 mg WA BATEM SR, AT TH, 5 50 mg MR LLEL,
FI7KIE A 50 mg P I, AUC KRB, EAFEIMRIEIKE (Cha) FEIK
14%

TE—THGIN 36 L h E{EFE M (18-40 & L&) ) MIGKIFFH, 50 mg FIEs
P CRIIAKBRKIEIR 5 50 mg WA F (HKGEIRD B EWsssdt . 7215
gidt, 5 50 mg WA T CHIZKIERRD LLiz, ASHIZKSUTKI% I S0 mg ki A
AUC FPPI MR IER L (Cray) ¥ITCHEARL .

H52MOIRE TIRFAL, M0 5 a R e R AR, a3 r ik foR %
FEAR, TALIAUERTA] (Toa) HEIRZ 3.4 /B, “FHMIZERE (Chw) 1 AUC 435
FEARZ) 59%F1 12%.

paxiil

FEHU AR AR PR S A A (VA A 1051, AL R H 4. DA
FE 100 mg FUHLARE S, fO R 2RI B~ FI(E LN 440 ng/mL (CV 40%) -
FEHLARAE (R H E EAEIR N-2Z: AR 96% 5 MK R AL G, X FEFH AR
KBS ML 2R P (S IIME L) A 18 ng/mL (38 nMD) . RAL S 5B ZMIRE LK.

FEFEZPEHRE (100 mg FLR4 ) WERREIEE S, 4525 90 48 Fa ks )
P AR AR E KT 0.0002% (-3 188 ng) .

aX/L 4

78 Hb AR 3 B R oA Rl Thilg CYP3A4 (FE &%) A CYP2CY9 (IRER
7)) JEFR. EERIEARE Y@L AT IE N-L A=A . 2R A R
IS AR BT — BE B e, 7EAR SN PDES IVE FH 20 A RHAZS YT 50%. 24K
(I R P 2 A T IR AE R 40% . N-2% FE ARt — 20 AR, 4R LN
4 /NI

Hett

PEHUIBAR RS ARTEBR Y 41 LN, ZRAEZEON 3 - 5 /M. IR k4
2 v R AR 1 Z A SR (208 TR ) 80%) , B2 IR
it (L9 PG 13%) o

KR ANBEF R %
ZEN

fEZELRE (65 % KU E) KB ARERR R EML, SEPGHARAE 2 HIE
P N-L RV MR B g B aE R B IR #H (18-45 %) & 90%. HIMHKEA
GEERAAERZES, B AR AR M5 R A R TR 2 40%.

BIhRAE

&
O
b=l
H
o
p=i
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fEREETEE IR ZH NEHERRH=30-80 mL/2>41) HREZuE . DiRE
7 50 mg PUHIRAESG, HZRB 1R AL . N-EK BT AUC M Crog
MR TE B M2 8 10 [F) 4 e LS JB A MR L 3l R B T 126% 1 73% . EIA 32 il ) 22
FRK, FERENGT¥ER. EEEFRZBERZAE (IIFHERE <30
mL/min) H, PEHBARARG R T RE, 50 RIS 40 B R SRR 4L B A M EL, AUC A
Conax “TH 73 I T 100%750 88%. BEAL, N-25 HELAREY) AUC 1 Crax BU1E 2350 B
FEHINT 200%F1 79%.

FFTheeA &

R E R PR (Child-Pugh 702% A 20f1 B %) EIEZiFEH F, FHAE
TEBRER T, SEMEZHAFER A EREFEMEL, AUC A Cpa 23503 T 84%F1
47%. ATE B Ih a2 40 A T A v s AR R R 254K 80 T

{i7787 59 |

FEA T 1B B Y T PR AT 78 Hp PPl 1 00 SIS =1 T 245 J o 428 3R 3 A= A S L
TR o — JE 2 R P AT I B 22 R AR DY (RigiScan) BFFTH, PUsbARAEA
2yJa FA 2 LA 60% e CLHEAT PEARI® ) R R T T A28 25 70 (GE 9 12 - 37
r%P) o fE5— T RigiScan WF7TH, PUHUIRARM25)5 4 - 5 /NI, BEE 5] ok )
PR SN

P AR AR ] G B R B . IR, ERZHE LN BRI E S PR
100mg PUIIARAE)E , AWEM ISR He 1) R B T44 0 8.4 mmHg. AR HAM R £F 5K
JE R BEIET14 79 5.5 mmHg. #]BE& BT IS LT cGMP K840, B bl
J R BEARR S P R AR AL A P — S o i RS A R SR R P R A 100
mg Ja, KRR MR SO AL .

FE— TR BN AR ma 7o, 14 24 HE R IKR M (CAD) 3 (Bh—5%
TR AR E>T70%) B ER 100 mg PEHUIRARJS, S48 S i 5 AN EF 7K H 7531
EEFRZR AR 7% 0 6% P Mo 5 BRI 9% o RS 7as T IR A %o o i H 2205 S5
AN S AL P et IR B0 ik ) LA o

T 2B RIS SR T, X 144 PR EE A D ARA IR #1677
RIS Dl RE R G PEAZ Bl R ] 1 18 O S 1) SR REAT T 9P SRR, PastUilARA
A 22 R 72 22 8] PR B 142 0 R A e B Wi PR AR S Z2 01 o

— e B AR A S 100 mg 1 /N J5 42 Farnsworth-Munsell-100 i 16 25 & B 52
FE— i MW/ S R R, TIEARZS 2 /N e E I B 5. HENI 9 (B RE 1 kA
MU AL 5 1% 2506 PDEg 34 —2, PDEe Z SRR (106 fE F 9k, 7o
AR AEAS 8 M A0 R BT BN U BURKE o 7R — T X L2 B B AR AH S B D AR
PERE (n=9) KB I . 22 XM /NFEARE 7 b, PaHBIRE ()&, 100 mg)
FEA A (Lo R B . RT3 7 a6 58 . i tuie ). i@ T 40, Humphrey A
B ARG F7) A R R I 2 ) I R AR A

fa RS IR PE R 100 mg J5, A5 T BGOSR Z R .

%10 71, k12 ;W
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HiHEL 8000 % 19 - 87 X BE SN T FHH AT AE A IG R IRE . IX 48 B FH AR LR
F (19.9%) « mIEEE (30.9%) « HERFEEE (20.3%) « S B
(5.8%) « mAEMIEEHE (198%) « HFHEMMGEE (0.6%) . FHLE & &
(52%) « ITLJRERIFIIRVIEARFIEE (3.7%) « FIFIRRIAREE (3.3%) .
NHINBERLE NG RS H 4252 78 0 it 7 B HEBR A I R 38 4b: B B FAREE . BT
Ja . MEG/MIhRe L A . R O I R B

7R 2 AR, W67 5 T oGE i Th RE I & 3 s 2 BN 62% (25
mg). 74% (50 mg) F1 82% (100 mg), & FIHNIA 25%. FEXFHRIGR IS+, 78
MO AELH s 26 A%, 52220, TERTA R, il v e G 7 vl kst
TR IIREM B E L A . LT IhRERRIG B (84%)  IRA LI AEEG &
H (T7%)  BFEMIRINGEEEERE (68%) « ZHEERE (67%)  FERIKEE

(59%) « BRI EE (69%) « EMEEE (68%) « & JRIERTH AR
AR (TURP, 61%) . FIFIIRRIEREE (43%) . BHEMGEE (83%) . HIAERE &
FH (75%) o KA FCRAESE 7 VG MR AE () 22 4 1 AE Rk

[z ]

ZEER

PR — R A BE IR 2 (cGMP) RiS i) 5 RUWEIR —lalg (PDEs) MR
L7 o

EVEROE AR, B 2= b i R BRI s B 2 dn R — R AL R (NOD 1R
i NO #ul & H R UEE, SEAHRSH (cGMP) K1, (E3RAREATIF
IURRSHE, MR o P AR AR S0 4R AR A 73 il cGMP 1) PDEs AT 58 NO 1)
TER, &R g e B ha s o P ERIBEG R 8 NO B, AR AR 410
il PDEs PTG INFARIA A cGMP /K1, FAS0-T- L, MR AR . FEBCH PRI
I, HEA T A P O A E AN /R

PRAMALE TR PUHL AR AEXT PDEs BB, "© X PDEs F/E H 3z bk oAt 2 0
PR — e A9 (2 X PDE /EF M 10 £, %I PDE, fER ) 80 £ %, XI PDE,.
PDE;. PDE,. PDE;. PDEg. PDEy. PDE,,. PDE; fEF ] 700 Z£%). P ABAEXS PDEs
[P FENE KL %) PDES 1] 4000 15, J5#Z 5 ATONWLYE 71, PaHARIEXS PDEs 1)
1ERALEXT PDE/EF 1) 10 fi5 . PDEg A7 1E T AL b i —Fh i, 5500 X S 1 e e
RS A . PHHIATIEXT PDEg 132 B8 1 AH X AR A2 & 18 v 771 2 B sy L S A 58 B H B
50 7 TR S A

R NIRRT WLAL, PDEs A7 T /NI I8 A0 PY JIET-7 LA S i i L
KW RS FEAES ERAE. AR BRAR. BUZUAR. BERE. ARSI . PRt
XL ZU PDEs ], 7T AE 2 H5m — S RIS MRCR A (RS atie)
ELNRANY QIR ey A ATV S AN EiNit G N S R o TE S T

HEER
WAL A P R RAR I T R O SRR BCRAER  A A Lk
MG AR IR AR 106 s /I BRI P B A s 45 SR 2 9 B
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AGEEENE: WERREK B2 ESE 36 KA 102 R4 F P ARAE 60mg/kg/ K (i%5HE
TNHEMER R AUC 2R 5 M AUC B 25 f50A 1D, RIVAERES M. BIR-IaF K
FEMEREER, KEMRS TR 200mg/keg/ K (FARRHRBE, 73H5Z4H
50kg ZitE N KHER B (MRHD) [ 20 {540 40 %), & WEWTE. MGk
fafraEtE. fERRE =S RIGT, KERIES 36 R42h, RMEEIGAA R
7&K (NOAEL) J 30mg/kg/ R (FARRERE, 214 50kg % i{# MRHD
)2 £

BUm e METEFIHEIE R BRIESE 24 N H 45 TVIHUREE, R WBUEME. 28U IR
IR, KRR A I 25 259 B FL 2 BRI =W AUCs 43 32008 55 1 52 383 ik
MRHD (100mg/ A ) B 1 38 {541 20 . /NEGESE 18-21 AN H 45 T PaHb IR E 10mg/kg/
R CONRIBCRI 2 E, RERIRHRE, 295 50kg ¥ MRHD 1] 04 %), K
LB
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M4 FR: Fareva Amboise
"=k . Zone Industrielle, 29 Route des Industries, 37530 Pocé-sur-Cisse, France
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Hibik: BT ERL XCHT S 669 ST 46 F
PG AL 400-910-8830
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Fo12 7, 3R 12

p=|

Version No.: 20240627



