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1. —FF B B A,
ORI R & Aok = AL E ETEZ R AT IR F 6 R S,

5 (AR L SHE—BEEFBRER; o
(i) LLFTIE  — B FI A O RGE RIS &,

AP ZRBEEARANRAMFRKY, LR FXEGE S EHSH,
Bp &y 2 B e AR AT 2 20% R AR ER 69 BAREK, 29 4 B2 15%
E 2 45% S A ER 6 BRI, 49 8 DB 29 40%E 29 90% % 3E 4R

10 #EBRBEHFL 16 NEHER Y T4 80%2-AF Hulif & S ALK .

2. BRAIER 1 9 R A, B9 ki AL E K H e
USP MR FT IR 693 s B LR | 2R ER I, P EEO0IN
HCl ¥4 F 1 BT, KA SBARE HH E 5 18T 10%, B pH6.8
BoARPHE 45 4R, BHHEARY TF 75%.

15 3. BRAIZR 2 I HHBEFRAN, EFArR R Eahms
MR A . S FBiE G iR A AR

4, BAIZR 2 X3 HRBRBARARA, LT AR ERMBER T
HFERORAFEFRE TR ORI T A A FEHY 6%.

5. RAIER 2 9B BB R R, L ¥ TR A RIS B T4

20 HKERAAEFHEZT TN AR IATTHAFENL 2.5%.

6. MFIER 3 BRI A, R AT EMIEN RO A RHR
e,

7. BAZR 6 A BRBEARA R, AV R AHRESHACAYT
EAHBRERY.

25 8. BMAIZK 3 4B BAAK 7, € &8%) 150 mg &9 A7ik % 3F 4
BReg2hF ET i, RATREMBKREHHE LA AN TEN 1%
Z3%HARARMAIBET EH 55%E 70%.

9. BMAIERK 3 HEREBFRHA A, €44 300 mg &A1k 248
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BREGEF LTSNS, RAMEARMARREA YN ELAHNTEY 1.5%
£ 3.0%A 4 RA A ET €47 30%E 90%.
10. MAZ K 8K BBRAF, EPATEMmERREH R CH

VA AERERY.
5 11. BAZR 9B BERAARN, AFVATEMEBRREMECH
FAERERERY.
12. AR 10 49 B BAERA 7, 3 F BTi£ R 449 & Budragit L 30
D-55.

13. MANZR 11 B RBAR A A, £ F A7k A4 2 Eudragit L 30
10 D-55.
14, BAZR 1-13 PIHFE—TF R BEBRAF, EFHEAFET
XA R E A, BPE 2 TS 4 2%E 4 18% 4 IEHuBR ¢ B AR A
K, # 4 PITEY 21%E Y 3% AR ER ZHAER, Y8 IHEY
60% %9 85%4 AEA0BR 69 BAXFEA AL 16 D BT ANV T 2 93%-% 4F 4
15 BER&G A,
15. AR 14 9B BRI A, P AER A B REAFGES
JEoA, BP#y 2 NI B 4%E Y 8% AR MbBR g B, 4 4 aT
J& 29 28%E 4 34% % ARALBR 69 BN, 29 8 INET S 4G 68%E 4 T4%
- AE AR 6 AR AR 16 P BT Y T 2 96% 3 A0 BR 6] BARKE
20 K. |
16. AR 15 9B BB A A, A F ik A B mEZAF A ®
FENAEIL 2 NI JE 2 5% AEALER 6 AR, 29 4 DB 32%
SR ER 0 B, 49 8 I ETE 4 T4%F R4 ER ) BB AR 16
JNEHE TV T 2 99% 3 AR R BR 49 B ARAEAK
25 17. BAIEZRK 16 B BFERA A, PR ipbfieg 5 LT
0 3R AR s AR AR,
18. AR 17T HHEBEHAAN, X P2t SEY
2 94%HE T,
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19. A ZK 1-18 FAE—RAGKRBBRAF, L ArdE ARY
FVIE 6,854 A8 IF ) .
20. MAER 19 B BEHRAR, EFAAELESFER ST EY
#1%EL %EE.
5 21, A ZRK 20 L BRAMA A, EFAAERESANEATTEY
3%EE.
22. RAIER 21 B BRBA R A, HFATdsEoRik  Boix
B IR, RO LLER ., FEEITEYD. RUFEFERAIEFTHE,
23. AAVER 22 B RBERA R, HF AT ReF AR OHE.
10 24, A BR 19 B BAEAAF, AFAARRRHNERSTEY
Y 1%EY 6% EE.
25. RANZR 24 6B RAEMA A, HFARRRAERSTEY
3%E .
26. BF|IEK 25 4B B A K, LA ATRER AL f Hd =+
15 TIRERES. AEJEER. R4 AR AR A,
27. BAIEK 26 69 B BAEA R 7, L AT REH A Hwm —+ =
PR
28. BRAVE R 1-27 ARG BHNA ), L Arikas s 8K
BREREHTET K., KTHEGERRBREY . BBF oK
20 EMREWEA,
29. ARF| 2R 28 G4 B A F], E P ATRETRET K. KT
EERART R & TR BHBRARTENY 35%E 4 60%E

2

2,
30. MANER 29 9B BRI A, L PATE RET K., KTH
25 EHEEARL RS EFRIEHBRORTENY S0%EE.
31. RAVE R 30 69 R A F], HFATERIET K. KTH
EHEERH RGN EAFNTENY A5S%EE.
32. BAZK 31 R BERA A, L AR RET R, KT

o0
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FHEBRH B ML A ER., TR ER. RUHBEALTH
A
33. RAIEK 32 (9 BAEAAF, LFARTRET K., KTk
E YRR AR RO AT s F Bk,
5 34, MAIER 33 69 RFAAA A, L Pk 4 F 8% g PR100
BLIEAYF . PR RLAF %5 R EAFATLEA,
35. ARAIZK 34 6B BRI A A, b AT RS g E 82 PRI00 &
LA HE.
36. MA)ZK 28-35 FIE—TH K BBLL F|, L Pk Az b
10 ARSI aRTENY 6%ELH 0%NE E.
37. A ER 36 69 BRI R R, b BT IR b TR IR
KEORTENY 12%E E.
38. RAERIT R BEBARA R, KF AR EMNLE % E
A HES . b/ B R AT AR A,
15 39. BMAZK 38 WG BAEA R A, HF AR A 2 % B,
40. MAZR 39 4B BBERAR, EV AL ABRR T A
1450.
41. BA| B R 28-40 FAE—IR B RAAHA I, P FridKia B
et b ATIAIE RO R T EHY 25%E4) S0%EE.
20 42. BMAER A B BEAERA N, L FATRREBEESY & ATiE
BRIFERAORTENYH B3%EE,
43, AR 02 B BRFEAR A F), X Pk KiEmRevitaR
LI R . AR T RTHE . ARG HERIATTHSE,
44, BAEZRK 43 Y BHER A F, LFrdKEnREMERT
25 HrreB b ER
45. BAIER 28-44 FAE—IRMG R B NA A, H o RETF K.
KA BE B ERTY R 3R KEnREAMeGte i h 4 314 &
24 5:1:3,

o0

O
it
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46. A ZR 45 R BB AR, P RETFKE., KTHEN
BT R H A RIEWR AW P R4 4:1:3,
47. BAEZR 28-44 FAE—RAG R BEARA F), P RETFRE.
KT B E G EIRRTY R B BER KRS B A2 726 £
5 %5 19:5:18.
48. AR 47 B BAEAM A K], P RET K. KT HEN
TERE AT B 38 WA AR A Y Vet & 29 13:4:12,
49. BA)ERK 28 B9 BBEA A R, L PRI HBROREA G
WEBIE AR ST EL 3%E4 30%.
10 50. AR 49 B BARAF, L P A B aREm &
EZHIAR ST ENY 13%E Y 16%.
51. ARIEK 50 9B BB A, EFATREHBREOREA S
EZHIARETEE 8%EL 10%.
52. RAIER S0 B9 BB A, LT AR iEfEROREAE
15 ®EEHWARETENY 15%.
53. MAIER 51 B BB AR, E P ArREsBERaREDE
HMEEE AR ETENY 9%.
54 BAIZR 1 R BRBHAAF, EFArREAILEELSA
MRS . BF AL ILRA,
20 55. BAIEK 54 (G BRBAA A, E T AEMERRSY EEA
L3S E-TFE 494 30%E 4 90%E .,
56. BAIZR 55 9 BB A A, LFFAMERREEY EBR
R3S ET 604 66%EZ.
57. MAZR 56 IR BB A N, PR makRaed 2t CA
25 FEAAEBREREY.
58. MAIER 57 69 R A A, H AT K42 Eudragit® L
30 D-55.
59. BANZR 54 9B RAEAAF], PR BR BRI E
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FENLY 1%E4 30%EE.
60. A ER 59 e RBAA A, L FATREBH SIBAILEE
FE6945 10%E£.
61. BAIZK 60 9B BB A F, LR BEHLAH 2 TE.
5 AAES. /B R EAEATAA,
62. BAIZRK 61 (9B BB A, L AR ¥4 5| 24 MBsF= %
ABFH LA,
63. AF|ZR 62 49 BRI A, L PR AH 469G 2
2 1 A ALBEsT 29 2 45 % LS.
10 64. AF|ER 63 49 RBMA A, FoF Frid A HLBE A = LB BB
% % ABE R R LB 1450,
65. BAIZK 54 e BB A H, LFrsgzs LBan
HBEFTENLY 20%EL 40%EE.
66. RFIEK 65 64 BFEARA A, LFArkiFEgEmn &eamn
15 HETENY2%EE.
67. BAIZK 66 4B RAEM R A, LIRS EHRENL A
R, RAREE. FUAE. FARMEAY . 4. Rdb4s. BAREALER.
EEE . B E R AT A,
68. BAIZR 67 thB BB A F, £ FAHREEMIZH AN
20 A%,
69. AF|E K 54-68 FAE—RAGH B A F, L ¥R mEmR
oy, R At B M IR A] e b 4G 13:2:5,
70. ARF|ZK 54 ¢4 BRFAA A, L FArRBAISERE R G
TEREPABIAFTENY NEE.
25 71. BAIER 70 69 BB AR A, R ATRR A0S E R A E 6
TEHMTIRIAFNTENL25%EE.
72, —FRBEBERAF, ©as
() LA A F 6 S AR BR &4 25 5 B9 8% 69 B A m ARG 71 64 K 7%
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(i) LAFTR R SR IERBER AR, FIRIEHBEROROASTETK
8. KTHEGEERY KoY. BEANFKEKRELY, =
(i) LT EFBAARGBRMAEE, L FATRIEALIEERLE
%o USP X AT R 493 i B R A F B R IER I, B S £0.1
5 NHCIF¥E 1 DATE, WA SERG A4 5 F181T 10%, B 4E pH6.8
SZF R RE A5 5AFET, BRI TF 15%;
R Z R BB R R RAMEFRY, LR TXHEGENESH,
BP9 2 NBE B AR IT 2 20% 2 AR ER 69 B4, 44 PITEH 15%
2 25 45%Z AR BRI 69 BB, 49 8 NI E 4 40%E %) 90% % I ER
10 WBHBRILY 16 DITE TRV T4 80%% 4B ¢4 B,
73, R ER 72 9B R A, £ ATikiR A A E N A T2
TR ELRAFFHOEE S TS TR AT EHY 6%.
74, BAIER 72 BB AR, PSR R EN R T
PR ORAFNFHNYEE T BIMTTFRAATFENY
15 2.5%.
75. BAER T2 4B RBAR AT, LV AR A Ed sk
Re. FBRABEERAN B,
76. BAIZR TS B BEER A A, LR MAMRAY T B
RREY.
20 77. BAZR 76 BB AT, BV EARERRESHZ CH
AR AR RY.
78. RAIER 77 B BER AR, -+ FriE KA £ Eudragit® L
30 D-55.
79. BA|IERK 75 B BBEKA A, € @44 150 mg &g Frik &4k
25 BRI F ETEZHE, BMEMERRAYHES AT T EY 1%
£ 3%, HARAMABLEFEH 55%E 70%.
80. MAIERK 75 4B BHEAR AR, € €44 300 mg 4 A& 2 3F
M BREh ETEZeth, BEMAEAMAEREAMHE LR TEY
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1.5%% 3.0%, HBAERAMELETFTEH 30%E 90%.
81. A ER 80 (Y RAMA A, L F AT RMHENREMWA CE
FAAHRERY .
82. MAZRK 80 9B RMM N A, A TR HEMREMHAZCH
5 WHAREBERY.
83. A& K 81 9B BAEA A F, L ¥ FTid 44 & Eudragit L 30

D-55.
84. AR 82 B B AR A, £ ik A4 & Eudragit L 30

D-55.
10 85. RAIERK 72 Y BB A, P ArRBAILIEECASME

MR, AN ASEEIERA, PR MERRSY EBA M
BT E694 66%, PTANAF &IRATLIEET E4Y 10%FFridikE
WiH LIRA A ET Y 25%, LA ATRIRATLIEE N A G 6
TEHEMARBIEAFNTENY 25%E .

15 86. A E R 85 (4B BRAEAM K A, £ FATE R F BRI EE
JEoA, B2y 2 T B4 2% E 4 18% 3 AEALER 6 BAREAR, 49 4 At
JE 2 21%E 4 37%Z AR BR a9 ERAER, 29 8 N ETE 2 60% £ 2 85%
S ARALER 6 AR AL 16 NN B R VT 49 93% % AR AR 6 S AE
K.

20 87. MA|E-RK 86 ¢4 B A K, L F AR R A BRI
oA, B2 BB Y 4%E Y 8% S AR ER 4 TAREEA, 29 4 I at
& ¥ 28%Z. ) 34% 2 AR M ER 6 EHAK, 49 8 NETE ) 68%E 4 T4%
Z-AEAuBR & BARBEA ALY 16 BB R ) T 4 96% 3 AE MR 64 AR
K.

25 88. BA|ZRK 87 M9 R A A, LA ATERF B FEAGGER
LA, BP4y 2 NG 2 5% AR A ER 69 BARBAR, 29 4 B4 32%
ZAEALER 89 AL, 49 8 DT B Y T4% % AEMER &) BB A 16
INBTJE R T2 99% 5 AE AR 64 B ARAEAL.
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89. RAIBRK 72 4B BAEAA A, X PATR S tuBReg2h S 5T
Bzt 3R LRI,
90. A ZK 89 ¢4 B BB AR, R PATE ZAEfuBReG 25 LT
BEZHEEACTENES Y U%EE.
5 91. MA|ZR 72 4B BRI A, H P AT w A 7L 6,445
A7) AR )
92. MAIZRK 91 ¢Y BAEM A A, L FATRREESH ERGSFEH
4 1%EY %NEE.
93. MAIEZRK 92 9 BRBAAF, EFAAEKEEH &R ST EH
10 #3%EE.
94, AAA|BRK 93 (9B R A, L P AT HEA ik A B
B AR, ROUMHBICER . S EATAY . R UREE R IAEATH S,
95. ARAIZRK 94 G BAERA R, L FArEHSFRKTIHE.
96. BAIEK 91-95 PAE—R GG BN A, B F A @E 7 &
15 AETFENYI%ELH NEE.
97. RANERK 96 Y BB A ], RFAFRBEER &R STEY
HI%EE.
98. ARF|EK 97 9B BB A A, £ ATRIEF AL g Hh =+
ZIRERES. REASER. RALARd R HATTLE S
20 99. AXF|FEK 98 M B A F, H P AT IEE R A H I =
RN
100. BRALEK 72 9B BHA AR, EFATETET K. KT
BE BT Rt & T $I B ART B 35%E Y 60%E

=

i

25 101, RA|ZK 100 9B BB KA F, £FARRIEFKE, KT
BEG AT RO SRR ERORTEAY S0%EE.

102. A EK 100 69 B BAERA K, L FATETRRTKE. KT
BENEREAT RO ST EAEFHBERORTENY 45%EE.

10
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103. A H)ZK 100-102 FPIE—RG K BRBAKA A, EFHAEARE
TG, KTEEONERRF Rt Qe Em. SR EB. R
e BF R HAFAT LA,

104. BRAZR 103 B9 B A, B ArETRETKeg. KT

5 BENBRRYREMEL B TR,

105. RA|ZK 104 9B BAERA R, L PArier4Z it g PR
100 BT AES 4%, PR20 KT 4 £ R EAFATHA,

106. ARF|ZK 105 692 BAEA A F, HF Pk 4 48 X B2 PR100

BLIKT%E.
10 107. BAZK 72 9 B 7], P AR 3 98 7) £ A ik ds 4

B ORT TR SR ORTEGY 6%E4 30%EE.
108. ARFIZK 107 6B BAEAA F, H o B7ik 38 9 5 12 ik 4 4|
FAORT bR f BN ORTENY 12%E &,
109. AR 108 t9 B BB A F), L PATREBALA 2T
15 BE. AAUER. b/ H b B A E AT T4,
110. AAEK 109 9 BAER A A, P AR #52 % TET,
111. BAIZRK 110 R BEFERAF, LPHLZ ABRRCF
1450.
112. BAZR 72 9B RAEAA A, H b REwRedh by
20 BEFHBRORTFENY 25%EY 50%EE.
113. AAZR 112 R BEAA A, Ld AR KEHREY & AT
FEFBAARTENYH BNEE.
114, RAIZK 113 9B BBEAA R, L PR RKEHRESML G
R Ui, RRATERLERT. ARAFHETAIAETHES.
25 115. BAIZR 114 (9 BB A F], L PAAdREnRemLR
A SRR
116. BA|ZRK 72 9B BRAHKA K, H AR fFR e R A
B EE WAL ST ENY I%EY I0NEE.

Y

Jr

i

11
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117. RAIZK 116 B BRI R A, LAz BER O REA
BHEZHMARISTENY 13%E4 16%EE.
118. RAIZR 117 9B RAEAA F), H PPz s B &R EA
BHEEHEIMARSTENLY 8%EY 10%EE.
5 119. BAIER 117 9B BB A F, H PRSI F & R 2 A
BHEERMARSTENY 1I5%EE.
120. RA|ZR 118 4 BB A Fl, EF ATk SIFEAR O RA A
BHEERMARGTENY I%EE.
121. BAVERK 71 G BRI F), LFArdMianRe#h L C
10 RPEAHBRERY.
122. BAIER 121 ¢4 BB A A, £ F AL R -S4 2 Eudragit®
L 30 D-55.
123, RAIER 75 9B RAARA ], H P AATRB AL E T
Frik s 7k B % /UBE. HAUES. s/ H kB A BAEATE A,
15 124. BRAIER 123 69 BRAEA R F, 3P Brik 38 % 7| 24 HLBsFe
% UBR LA,
125. AR 124 698 RAEA A F], £ Bk 38 98 5 48 664 th 4]
4 1 A BT 2 i B TUBE,
126. A F)2R 125 89 BBER K F], HFATRANER = CESE
20 Pk % LB R K G —8F 1450,
127. BRAIZR 75 4B R A F), ¥ EPTRIB AL &+ 6
Frid Bk 38 ia it i —BALAE. BRAE, FUE. EARMRAY. R4
s, B4, BRIKEAL4SE. X, BG4 E R EATTAAL,
128. RAIZR 127 9 BBER A FH, L PR SEHEBHNZ L
25 foEE,
129. —#F B EFHRAF, € ot
D)EAA K FH MR, RUHEE. Hd —+ IRBE RS,
AP R IR E R ST ENE VY % E S, FTERUHE

12



03826750. 0 A = ok B oFE12/21m

ERAGTFENYINEE, L+ BB LEA ST ENY
3%E E;
() ELLEFTIE | S eG4 R R, FRR 45 S &R 6.4 PR100 A T
Ak, BT =B 1450 ﬁu%’é THret A b BR, 29 BTiE PR100 A 2
5 AHUGHEEEMNBERORTEND ASUELH SO%EE, FIART B
1450 S FBAEORT EHY 12%EF, RAFAR CH AR b3
FIBRORTENY 25%E4 50%E T, LFPAmREMNEROLRGA
EEAANASTENY I%EY I5%EE; A
()L R BR O RGBREE, FFRBATLZBEOLSTAEAR
10 WERERY. KT —8BF 1450. MM = LBsfe— Rk, TR T
EAKRERS LR BRI ETEMHY 66%E S, MERETL B
1450 Fe iR = LES VA 1 0 A MRER = TBEXT 2 4908 & —B% 1450 ¢4k
Bl SRS AEBET MY 10%EE, RATE ZRALE LFTRIER,
[ ETENY25%EE, RFAHAEERMBENH ERLLTR AT
15 ZT694 2.5%;
AP TR B R A AL F R LB TR ENH,
B2y 2 NI S 4 5% PR ARMLER 69 BAFEA, 49 4 DB 2 32% BR
AR ALER 69 BARAEAL, 29 8 TG ¢ T4%2h B S AE AL AR 64 B AR A
£) 16 ) B R T 2 99% 3k BR S AR A0 BR 6 S aK,
20 130. —FFRBEFERHA F, © a4~
RS A oEA -Tcil‘%mﬁﬂ%a PUIRTS 7) 64 | %
() LEATIE R Sey s B O R, R4 BROREATETK
8. KTHENERRMIESY . BERFRKERRSY, =
(i) L PT iR R BAA R GB AL &, AR A EOSTHAR
25 WERERY. BT —EBF 1450, MMBR = LEs e — R e, HPErRE
AAHBRERY SR BATLEET EMY 66%EE, FTERT B
1450 Fe Bt = TESVA S | I AARER = TBSRT 29 2 3k L= B% 1450
G B TR IR AT E T E0 Y 10%EF, AL ZRAbst b ATk

13
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RAMMBETENY B%EE, AFHEABAMRBEYAZTIRLLA
#F &892 2.5%, |
bR s BAEAS R RA MR, BT AR RS A
EATERLRSTHUORRIMLATENEZLRBRAREL 3 I
5 E4 8 BN (Tra) oA f R & S AEALER 49 Coaaxe
131, —FFHBEHEHRA R, Cas
(1) ELAA B 04 3h B4 S0 AF AL BR Fo i BUIRTS 7] 09 K 5
() LR FTiE B SR RIBR AR, TR HBRERAETRET
K, KT BEGEBRRY R, RN FRKEWREY, =
10 (1) AT R A ARG BRI E, TSRS E ST
L ABBERY. BT 8 1450, MM = LB fe —RALEE, H AR
RPEAHERERY SR RAEETENY 66%EE, FTEART
ZBE 1450 FeAMBR = LBS VALY | T ARBR = LB 29 2 Iy R T = BF
1450 69l & TR R A B ET ML 10%EE, BRATR ALt b
15 A BAMEETFENLD 25%EE, ATHRBAAEEGAEZIRE
THFFEHNEY 2.5%,
A F TR RN FREMERE, LEF AR BRFELA R
EATHERRESTHARIHNLATEZANELFARBRANEY S I
B (Tra) P2 A A2 R F 2 A4 ER 69 Craxe
20 132, —H B BB A A, @t
(1) LAH 3T 6 BB AT KT A 09 A 7S
(1) LLEFTE A S e i BB AR, FTRERBEREOREOATET K
8. KTHENERRTY R, BEAFRKERRESY, F=
(iii) L FT R S B B AR IR A B, FTRB A AR E @A TER
25 WHERAEY . BT EF 1450, MMBZ LB —RAAE, L P ARA T
EAAHBRERY EFRABAABETENY 66%EE, TART
1450 FaA M BE = TEGVA LY | rAOMRER = TESAT 2 2 0K & —BF 1450
A TR B AL E T EMWY 10%ES, BT SALH &7

14
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RATLEETENLH25%EE, EFvAMRARAMBEGAEIRTL
FFEHL 2.5%,
HE P RK BB FNRAMERY, B P AR BEERE F
ELTERRETHRIFNLE T2 EEN, £300mg H 6947
5 BREABREAERZIEMIFRFNER—RX2*x150mg FI YLK K
FARZARMER A R R — RS HE LY 5 DI (Toa) A A 29 60
ng/ml £ %9 280 ng/ml - AFHLER G Craxe
133. —FFEBRERAF, €Cah
()¢ Aﬁﬁg%“&&#%%%%%ﬁ@ )89 R
10 (i)EGRFTRE BeEsHRaR, MABHBRLREATETK
#, KITBRECERAL oM. BERNFRERRESY,; Fo
(i) L AT R s S AR IE AL &, TR A EOASTHAR
WL R4 . JRT 8% 1450, MMBR = LEsA —Rfbrt, ¥ AR T
AAHRERY EMERAMEBETENY 66%EE, ATEARTL B
15 1450 A MBR = TLESvA 2y | A0k BR = TERT 49 2 403 =B 1450
sl & ATRIR AL BT 6 10%EE, AR ZRAE L ATiE
BAMBETENY25%EE, LFHRBAIEEGAERRITA
FTFEHGH25%,
L P AT BB ﬁﬁ%mi%%&% ELE P Pk B R BEALA A
20 ELTEARETHAIHGLLEERNE %ﬁ,ﬁmm@ﬁ@%%
2 B B R AEALER B R B R — R 2 x 150 mg I E AT BB
B BRI AR — KL B SR T4 B 3A BT 69 2 IEHER
6t IR B
134, —F &R BBERAF, € s
25 (HEAHRENLR ﬁi-ﬁc«’lﬂ&ﬁﬂ%ﬂ AL 4G
() ELRPTIE R SRR AR, FTEEBBER AR ELETRET K
6. KT HEENERRT RSN, AR FKIEWR Y, Fo
(i) L AT R 4 R AR R IBATLIB B, TR AL EaLF AR

15
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WA RY) . R B 1450, MR = LEsA—Sm, PR v
EAGRERD EFTAEAMBEETENLY 6%EE, FFEARL -
1450 Ao BR = LER VA2 | AR BE = T ERxT 49 2 40 R T —BF 1450
G S TR R ABSET E6Y 10%E 2, BAMA—f4Lrt & AR
5 BAMBETENY2B%EE, LTARBRAABENAERRLAL
FFE 84 2.5%,
AR B RAERA R RAMFRY, AL AR s RFERA F
BT ERORE TR ZNLHEZHELN, £ 300 mg F|F 4977
R R A BR AR A AR —AR 2% 150 mg 7 ZH TR KRR
10 B B S AEARER A AR — K3 6 BT AE40ER 6 AUC o H 4
800 ng.hr/ml £ %9 2850 ng.hr/ml.
135. —# B BAEMLHAF], ©ah
(1) &2 2 E 49 3h BR AR BR o LIRS A 69 1 7%,
() ELEPTIE R GBS R OR, FREHBEROROASTETAR
15 #. KT HEGEERY KoY. BENFRKERRESY, =
(i) L AT R S A AR GB AL B, TR R AL ELSTAR
WP R, KT B 1450, MM = TLEsF= —Rfbst, LT ATA T
ERHRERY SRR AEETENY 66%EE, ATERT 8
1450 FoA ¥ B = TER VALY | Iy AR BR = ZER AT 29 2 40K T —BF 1450
20 HEbB S ATRIBERABETENY 10%E T, RATE SR L ATE
BAMZBETENY 25%EE, EFAAREBAMBENR ERLILH
FFE4945 2.5%,
FF AR BB R AN TR, B AR B RAENA A
EATERRES TR RIMHNLHETEZHEST, £ 300mg 7 F6FT
25 R BB R ZIEER R A B R —RRK 2 x 150 mg Fl BT A R
FoAR h BR S ARALER K B R — R85 6 B R 24 BA 69 AUC 0.0 4
840 ng.hr/ml £ %9 3000 ng.hr/ml.
136. —FF B BB A A, © @4
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() EL4A B F 4G 2 MR JR A BR Fa i LAY 7] 64 A 7%,

Q)RR A SHEHBRAR, FEAESHBROROESTETK

8. KTHEGEREALRAY. BEANFKERRSY,; #

(i) LA AT R FFAORGBAIAELE, TRRATIEEOLST AR
5 WHEERY. R 8 1450, MMBR = LB R fbst, EF AR e

EAHBRERY TR BRIMBETENY 66%EE, AR B

1450 FoA MR = TES VA Y 1 AR BR = BT 25 2 4R T 2BF 1450

B b PTA B RS ET 694 10%EE, RATE ZRsE EATE

BALIBETENLY 25%EE, EVFMAERMBEGAERRLL
10 FFEHL2.5%,

o B g BOBEAR A A AE VA 2 % 150 mg F| B A R — K 2K, 300 mg F
FHR—RETERCRETHHEIHNLETZ2NELTS
Zyban®/Wellbutrin®SR & 4 4 % 3449

137, —#F B BEEAR A ], € b

15 () ELAH K E & BB S I ER A F AR 7 69 K 0%,
(i) ELLRATIE A S4B AR, ARSI REASTRETK
0. KITBREN IR REY . BB FREWREY,; Fo
(i) LT R I H R R GBATAIS &, TR E S TAR
O WBRERY . KT BF 1450, MMER = LB A — R ALst, P ATAY
20 AAGRERY SR EAEEETENY 66%EE, HAEART B
1450 AoAn M B = TESVA LY | WA MBR = L Bsxt 2y 2 i K T —BF 1450
Bl BT A AT ENY 10%EE, AR A & ATR
BAMEETENY25%EE, EYMEEAAEENGA EXRLLTAH
7T E 4945 2.5%,
25 S B R BAEAE R AEVA 2 % 150 mg R B HR —K 4T 3 300
mg F| EHER— KL THBIHGLE T EZNEZTRETRHIL.

138, —FPB RBERH F, € b

(1) LA T 44 3h B S FR A BR Fe i MLIRTY 7 64 | 7%

17
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()L FTA B SRR AR, RBHBERARELATRETF K
B, KRTEEGERARYREY. BB feKEWTEESY, =
(i) LT RERBRCRGBR LA, FAZALSELSTAR
WERIE R A . R —BF 1450, MMBE = LBs e —Sqbst, Lk F

5 AABRARMNEARAZAMMBETENY 66%EE, AR 8
1450 FaA B = TES VALY 1 A0 AOMRER = BT 29 2 4 K T —B% 1450
W S TR B RS ET EHY 10%EE, RATE - fst bRk
BAMBETENLY 25%EE, ETVAARAERALSEGAETRLA
FIF &2 2.5%,

10 Sk R RS AR A ERE, BT R B R
RAMA A LT RARBARENA NGB Y E B ELN R T

o AA BT 69 -F #)fn SER R -A ) h £,
139, —#AFE BRI F), © b
(i) 84 20 E 69 3 B e AR AL BR o ALY 7 69 1 0%
15 (DELPrik s SeizsBRaeR, MERSBROROASTRETK
6. KT HE R RN oM. WHEF fKEW RS,
(i) LTI SR ARG BRI E, FTRE A EOST AR
WA KA. R B 1450, MM = LB —Ribat, Pk
AAHRERY ETRERABLETENY 6% EE, AR B
20 1450 e = TESVA LY 1 I AMRBR = TEEXT 4 2 0 IR & —B% 1450
Bl EATRIR AR E T 44 10%E S, RATE ZRAA b ATiE
RAMBETENY2%EE, EYHRBAAEENAETRLLA
FFE8945 2.5%,
H PR RBEAS A AL 300 mg R THER—KLTELKS
25 FTHHEIBOLEEBGEHT S ELA T %300 mg (Lid)4T
Wellbutrin® & ) & 4 49 % %49 .
140. —FFE BB A F, € a4
(1) 27 3 F 69 3 B AR BR o o HUIRTE 71 49 K %5

18
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() ELPTR R S EHBROR, FFREHBEREOROASTRETFK
0. KTHEGERRYEEY . BB KEWR Y, F=
(111)@%?7T1\3J:.%‘J7T"‘755E@,Rﬁ’3 TR E, TRIBAMBELEST AR
WRRERY . RO B 1450, MMM = LBsfe —RAbsE, L P ATET
5 AARGBREFEMEFREAILEETENY 66%EE, AR5
1450 FeAMeBR = TEEA LY 1 A MBR = TEEXT ) 2 40K T —BF 1450
B B TR R AL E T EMY 10%E &, RATE R L FTE
RAMEBETENY25%EE, RFHTABAABENA ZIRTLAH
FI-FEa2) 2.5%,
10 o BT A B R AR A AEA 300 mg F B ER —RAE T EARE
TR IHALBTEZHEFTEARSTA 1 %150 mg (bid)&FR
B KT 5 Zyban® 2 A 4% 34Y.
141, —#r R BBEHAF, €&t
(1) ELAH 3L E 44 B PR g AR A BR Aa o ALAK Y 7] 89 R 5
15 (DEEATER SHEMBEROR, HMERSIFEROLROLETETK
6. KT HEGERRY KoY. BBERNFREREESY, F=
() @ LT A FBER QO RGBATLEBE, FREAREESELSTEAR
WA R Y. R T BF 1450, MM = LES Ao —RAAE, H P TR T
EABBRERY EMMARAAZEETENY 66%EE, FMTARTL 8
20 1450 AR BR = LESVA L) | iy MR BR = LBt 49 2 038 T —B% 1450
) ETRIEAAEET £ 10%EE, AR —84bat EATiE
EAMBETENY2B%EES, EFPHREAMBEYGR ETRTH
FFE 62 2.5%,
R BT B R ETF AL T T 40°C £2°C/75%RH + 5%RH F 2 A%
25 10 RJE, HBEAAEILRILY 0.4%.
142, —F B BEER AT, € b
() LAH T hER %3}54&% Fof BRI 71 69 7 755
() ELLATIE | S B R, TSR aRaOATIET K
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4. KTHEENEERTREY. HBMNFRIEHR Y, Fo
(i) LT RIT R R LRGBAAE, FRBAMEEOSTAR
WERER Y. BT 87 1450, MM = UBsfe —RALsE, E P AR T
EABBRERY EATREABETENY 6%E S, ATART B
5 1450 FeA#BR = TESVAZG 1 M AMRER = LBt 29 2 R T =B% 1450
ey EATR B A A ET €654 10%E T, RATE R L AT
BAMBETENY2%EE, EVHMABRAMBEGA TR
Fl-FE 6949 2.5%,
EPETER AL 25C £2C/60%RH £ 5%RH Flef 12 A~A &
10 A E Y2 95%K M) R IEER,
143, BAIZR 142 ¢4 R 7, £ Frd A A4 25°C £2°C/60%RH
+5%RH FIE=A 12ANAB 810 4 97%KIE/R 6 3 BRZ AR HuER,
144, BAEZR 142 4 1 F], £ P Bk b Al f£45 25°C + 2°C/60%RH
s
A

+ 5%RH Fef 12 /N A B @8- 0 ¢ 98% R I4EAE 64 2 AR - AR 1R,
15 145. WA 2R 142 84 h AL, £ AT R F 4245 25°C £2°C/60%RH
+ S%RH T2 A 124 A B 482 0 29 99% K ff ¢4 25 R AR 1B,
146. —F B BB KRF, € @b
(1) LA 308 69 2h BR S R AL BR Ao i ALY H 64 H %
() L AT IR R S R AR, TR HER RO TET K
20 #. RITHBEQERRY RS, BBENNFKERE M, F=
(i) LEATR IR ARG B AL E, FFARAREECSTER
WL AR . B BF 1450, MMER = LB fe —RAAE, H P ATIR T
A AHRERY ETRBAMABLET ENY 66%EE, MMERTL B
1450 FeA Bl = LEEVAZY | I AMEBR = LER X 29 2 402k & =BF 1450
25 HB EFTRBAMBETENY 10%EE, AFTE gt kAT
RALEBETENYH 25%E S, EFARBAMBEGHN ETLITLH
FI-FEE) 2.5%,
H P ETIE K FIAE 40C £2°C/75%RH £ 5%RH F 242 6 A~ A &4
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BAAETRITY 1%,
147. —HEBRBEH AR, © Tt
(1) ELAA 3 F ) #h BR 22 JE AL BR e HLIRTY 71 64 F 7%
() LLATIE R SRR AR, FTRESBEREROASTE TR
5 &), KRTHEEGERRN Y. BERNFRKEKERLY, =
(i) LT SR O RGER AR E, FRRAMMBELLSTAR
W R, R 8% 1450, MMGBE = LB fe —RALAE, H P AR T
ARHBRERY EATRBRABET TN 66%EE, FTEART B
1450 Feh Ml = TESA Y | A0 MEER = TSt 9 2 38 L —B% 1450
10 M Bl EATRIR AT ETENY 10%E S, AL a4 bt b AT
EAMBETENL 25%ETE, EVARZAAHBENGAELRTH
FFEEY 2.5%,
Hf BTk A A4 25°C £2°C/60%RH £ 5%RH F 24 18 A~ A &
842 ) 45 95% K MR 04 3h AR S AE AR
15 148. BAZK 147 49 7 A, FF PriE R 25 25°C + 2°C/60%RH
+5%RH FTIEA 18 NA B @820 4 97%R AR 69 3 BR 5 AR,
149. BA|ZR 147 &9 7 A, L PFiE R FI4£4) 25°C £2°C/60%RH
+ 5%RH Tl 18 AN A B 821 2 98% A MG#f ¢4 25 BR 22 AE 4l
150. ARALZR 147 89 B A, EFATiE K A £ 4 25°C +2°C/60%RH
20 +5%RH FIEF 184N B @2 E 0 25 99%R IERE 64 35 B 2 3R B,
151. BA|ZK 18, 30. 36. 41. 46. 52. 56. 60. 66. 69. 71.
90. 101. 108. 112. 119 X 141-150 FAE—Reg B B A A, HF
BTk B 7] €08 150 mg & 3k BR 2 EHLER
152, A2 K 18. 31. 36. 42. 48. 53. 56. 60. 66. 69. 71.
25 90. 102. 108. 113. 120 2 141-150 FAE—RG KRB A F, H+
Bk B 7] 6.4 300 mg 49 2 BR S AE A B,
153, —HEBEBERAF, ©as:
()42 150 mg AR ZAEBR. 2953 mg RTHBEE. £ 4.7 mg Him
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—t DA BRER Y A,
() ELLEATE R G eI B R, FIRESIBAORELSY 12 mg
PR100 A A 4% . £ 3mg IR T —=BF 1450 #2 %) 9 mg K THrebeiln
B, P2 24 mg IR ORA TFHAERS L
5 (i) LRI R FI B RGBS E, TR AAIEOE Y 46
mg FAAHBRERY . 4 046 mg B L =B 1450. % 0.23 mg ##4E
Z LBy 172 mg —RALAE, H ¥4 Tmg BRI E N A T48
HRERAGE, B
HEP AR BERRRFNEAMFRY, LB TR DZ N
10 A, B4y 2 A B 2 5% PR 2 AF MR 69 EARHEAR, 4 4 DB 49 32%
BRI RER G AR, 49 8 NET B Y T4%H BR 2 AR 1R 6 AR
A 16 BB T Y T4 99% #h BR S5 AF A BR 64 B AR
154, —FRRBARA A, ©EA
(1) 61449 300 mg H AR % AFHBFl. 29 10.6 mg R THHEE. #9 9.4mg Hid
15—+ HRBRERGG A G, ’
() LLEATE SR R, TRAEFERLRELEY 13.1 mg
PRI00 A Z &4 4% . £ 3.6 mg K L =FF 1450 7% 12.4 mg IR THit
PEACER . HF 49 29 mg W BB R LA TR R Sy A
(i) LG AT A R A RGBATLIS &, ATRBEAAEE @44 6.9
20 mg FTARABBRLERY. £90.7mg KT =EF 1450, £ 0.35 mg A#BR
ZLEeAY) 2.6 mg —BALAE, E£ % 10.5 mg B ATBISE A TiE4
BREORASE, A
HE TR BRI RAYFHY, LR TG E S
A, BP2y 2 NEHE 4 5% B A AR ER 6 B AR, 49 4 BT E 4 32%
25 HBREZIEER ) B, £ 8 IT/E Y T4%H B 2 AR ER 6 = AR
ARELE 16 D EHE TR Y T4 99% 2 B8 5 AR MR 44 BARAEAR.
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10

15

20

25

3 B g AR A R 6 B R AR A A

KR AR K
[0001] AR PAW R ZARtebReg 5% L T2 ek, Rk
IE £ BR 44 B RHEA K A

A 2.
fE

Fl

[0002] S BRRALE L =3k, wiRk, M S-FEK
TR %) R (SSRIS) M A€ Cde g AP AR F K £ G I AR . B A
I T ) FEAR P A BALFE Y SR BAT A AR R R AT A AL 5
A, ARlE R LA T ) B AT AR A RS E A AR
CHLEMAEL T RN TR EM T ERTEAR X, CHrE
& A (£)1-G-8FKE)2-[(1L,1-=FA TR AL 1-REAH L B HiE
R4 A B SR E R, T BT R 2| 2 BB X (Wellbutrin®) &
Hr BT X (Wellbutrin®SR #2 Zyban®)44 25 B2 5 3 bR
Wellbutrin®SR #= Zyban® £ b 5 & 2% F AR AR 44

[0003) Z3ARfbBRIFLIPARNE ) 6947 ZALFALH] % K B A, Z2dEfn
BEL R 4] B B ALBE . ZARALER R AT B R koAl B AR 4T &4 KR
W& FE YR XA FEERAR AT RE . AP ZBER AL
E R CA AT LT RBAABAER (EARAD TRK). H#EEXR
AN RS R E G REFET WA, 045 2R Zag T
WHIATRER S M. S-REERETE LREGERLENA,
Mk % 2 el 5-ReEETRFIREREELERZEZLCA
%2, i TR EEMR T S ek, EAEA XA SSRIs (e T &
7T(Paxil®). #.8 T (Prozac®). 4 #R(Zoloft®)) X = SR 34P AR 25 3, TCAs
(o R B (Elavil®). &K% (Tofranil®). 3.4 7488 (Norpramin®))#9
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A5, AR —R 4.
[0004] Wellbutrin®#= Wellbutrin®SR | F74 77 ¥ AF 2., 24
S Zyban® T 15 h 4 AW 3B 4. Wellbutrin®, Z3ERLER4
BPEEAHIR, —REZKRLH, RAFBRLHERE6 TR EA, 2t
5 T—REEKXT 300 mg ZARAER 6 B, BOR A B AR AT 150 mg.
XEZ—RRAFNLHEY ARPERAFNEZNE VS 4 00, =
B BB F) A 25 A5 /\lﬁ}’ R KT 75%% EAuBR SN B I NR
¥, mEIRIRG T R2ERAZ—RE A BMANE, XHERLRFY
5 Z AR B S BP AR ANZ AT A RARKX, B, BRRFEHER
10 RS R A TR EAE., HRBR TS RERAARLY,
[0005] &%, AFEZ ELHFENLEYET ¥ BFH QMK
RAFA, REAIARES R EART. & RIFLEFHFE ) L
T rEHEhT EHREN, (2XF TR E—FRALHFE
Bt —H R EE AT RO B, RRABOATHREGEHER—
15 KRG B R AR ARALBR B T A B A ARG
[m%]ﬁ%ﬁﬁ$¢amk7f#&Mﬁ%% BN A X,
2B £ A5 4,687,660 MFTHAGSERARBRMAKF: HPATa
A5 KT ) BAT IR B E 025 — A6 MBS E A BR; RS TRE
TR KTEEQERRT REY (B4 LR HE), @ILRHA)
20 () dodk sa ik 6 JUAE R AR BRAR), AolEik T8 49 KB B A (Fl 4
LB R B RAFR G,
[0007] £+ 4|5 5358,970 & 5,427,798 #i& T vA F & (matrix)
PR F ab o 3 PR AE MR G I AR A . RIBARAS R AP
24 LI AR A A R ARG RS %ﬁ%ﬁ @i B S
25 F#., B TFHBRLIERATEE, A LERANAERFRAY T
FEMAFNRRFASOREE, HHBE ﬂ%&&%A% ik 3
REMER., ARAANEIEHELTCTNET R THE —BHERSH.
HFRAB, AL T HF ﬁ@%%%%ﬁ4@% ﬁ%ﬁ%%q
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B, BARNAGARMBLYGHYTELERFBETEMILAT K
BAER A3, Bib, MAERARIE QTG B h Y 454
FEH . i FARLFESF 0 ARIEE 0 BHERSH o RAF —BHHR
. 0 BBAARAERL GBS EERLAY, LI E2AT

5 X RO B WAL GF) BT e RiF P E WML MEY
& K,

[0008] ¥4k £ E £ #)5 6,589,553 #=E IR % H|2 % 5 WO
02/062299 441X 7 B R4 — R IREHFF, HLPARELRIA,
A B ERF pH FHK SR LI, —E RO RAENE T

10 4.8 R EAKA pH THA G4 . TR AE L EBERLHY.
F—4 N A RASE pH 4 7 S0A LA B4, Fgxam Ak
TR IR, E— AR T 6 S P, ZIEBAAT Zyban®
6 Aa5t £ AN R C,, PABAL S 40%Fs AUC,, A4 80%.

B FH—A BTt B P, BIEC A AUC,,,, ZIEHEALS Zyban®

15 e Aaxt A YRR A AN A 48% B 59%. X akdt—H AT 5IAR
SR AORGFERDN, BEHLR T RRAKRET IR
AR, ARIE Sk B 3 R 4 BT 69 - 3 dn SRR B -8 18) o A SRR
FREMBETIALORGER DA FEERLE— RO EDF K
HIFN(EE = oe A Zyban®)., @B, XFANTEKIGIKH RAMEFTH YIS

20 X &

[0009] £ B £ 4|5 6,033,686 4&i& T A& 2 H) B 0 3L R 7| 49
FEHRFEARF, AR Ld MR IRER., F5A-7) R IEE F) 4L %,
RS, BROATRETKE., RTEEGEERY K. BB
BKEMREAMYER, FH 686 FF)6) 7 T2 5 KA R R F

25 ge .,

[0010] £ B+ 15 6,096,341 & 6,143,327 &35 & % BR 5 3F 48R
agIE R B AIF) . 341 F AR AT F) BA mIUa T 7 g 4= 45
A, AR Ed RS AEER . HAF BORE F R0 A S,
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BARRRET K, KTHEQERAREREM. BEHBKE
HRASHERGER, 327 FRREAAETH AL @ILRHF i
FPIBEAAF, AR ERZIEBIR. F0H R IHFF L8R4
Gy BRAREHRETREG, KTEEGEERTY REH. BE
5 FI BB RS WUERA IR TR ORFEARN LS FEARABRRS
MBIEBFN AR B ZEOR, 122 327 | ¥ ik 694 7 54
FDA’s # £ 4% 245 d (JL 4L 52 564) 8).
[0011] B W % k% RARIAE ARG 698 R — R 69 %A BR
. Bk, AESZFEAREEF LTELGEGREZGER—
10 K64 A ) % 2 (bioequivalent) &1 7 69 F &
3L
[0012] USP ¥ “BCRBAFNA” LA Ak it Zent o) il A2 Fm
[ EL 8 2 MR A AFAE VA T I H AR A AL ARAR 4978 57 RAEA) B 9
R R, IERABEAF A AR R IR RIG I BN R IETT
15 MAEF4E, USP AN 4z I HEAK. 1% %5 (prolonged release)f 4L £
REREBERFARET L, A, K& “RREER . “BH8
A7 . CHESERY . CERER f B A Zidg
A .
[0013] KiZF “dpeBRed HF LT 0" i s Ey
20 AR e, B AR R LAER SR A AR R
A 4 BR A ) 2] QA AR LB HEAATR Tk, BREECH
FETHZNHEGAELERALPLEAZIAN, ERALALLETH
BRI bBRe A ik, WA RE “ARE A7 “BFLAaHE” .
“HEF EPHME REBZEMFNEF ETHEZOLEHERLE,
25 Lt T EHANEAKT BETOEMKE., B EEBEHG ST
HBBOR T B4 ah St Aa sk BATIG T A1, R EBOR
F 2B EIT 6 FI 87,
[0014] AL 69 K& “BATAIEEY R —FP ML RIERIE AR
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KM RE, bR eRmsEiRE, BRALESEELMHT
AR Y RAEE A RS A 5. BRI ERS QLG T
EHBROR LGB ENETRET USP X HEROAT o2
ROREZA., Kk, BRLEEGMEW/RAHRIESHIL
5 % RHBRIRAY). BARBERNFSEEENER, BEEBALF
KM, EORIYEMBEAFILT AFKEN, BRMEE
T AL CF RPN, XTSI 38R ¢ B R
AP
[0015] sbALATR “BZe/f” 18 H BRI BRIEREAE R & £ 09
10 U=, “HER4” @058 & USP # 26 Bk 281 R 3|64 7K
o R A B A ) BT 635 B BT o G AT I E TR 4.
[0016] AL B L4449 B R FAL A FI2F T Wellbutrin®2,
Zyban®Wellbutrin®SR # 7l 2 & F ). RiF “EHhFRe” #E
& LRI AR, EAUEL T AR B RA LB EGHME
15 J AL AL B F A R AR Sk(alternatives) o 7E RS R E
MEHS I EREERARE 2R, AEREAETNGEF(H 2o,
FE A e st KB A A ), AR A4 Rk B BN 400 7F M R A5
EHmERREREHRELREZFRTHLLEEHFNHXE
AR SuALh A S, X R AETE MR RIS T AR R SR
20 G F G £ F R TP RTHE R AR G AR P Rk, STRAUZ
LB A ARG R B H R LE oy, TR ABOAN AR

FERAKRERN,
AL
25 [0017] AE AP R EEMRGHF LTHLOE, RLBME

JEABER 64 L BAEAR R R . A AT 3 LT M F 2|49 Wellbutrin®2,
Zyban® Wellbutrin®SR A 7} AT T 48324569 A K 80 B R A K Al 9405
REBBAAANAFERLE — RO FE, SRAAHERGTHET
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M EB R A ZAEDEFHERLTENT LA,

[0018] ARFEARLBAG—N 7 &, RAXBRERAF, € a4
SRR ENZERIAGEF L THEZHE, BEOFH ., BANGA
G Ae(l) LSRFTIER SRR GR,; Fa(iil) €148 AT IR 4 4 B 6L
REGBATLIEE;, FEFTRBBRA ANZAMFHMH BT
RS, BPE 2 BTG, ALY 20%, ik 2%E L 18%,
FARIALY) 4%Z 2 8%, ELRMILL 5% BRI BR AR, 4
4 0EFE, A 15%EY 45%, R 21%E 29 37%, EMREL 28%
Z 4 34%, HRAMILY 32%49 38R e B BAREAK, 48 I TE,
2 40%%.25 90%, HKikt#) 60%% % 85%, FARiLZ 68%Z £ 74%,
H ALY T4%40 R ZAREER R, 16 1B, RV T4
80%, LY T4 93%, FARERY T4 96%, HRMiE RV TF
£ 99%44 3 BR S-AE A BR B ARAEAK,

[0019] £—AFEH#H T, BAILEEEREH USP MK AT
B EREFBARR, Pk USP MXBRMENEORA FEKET
0.INHCL ¥ 1 B EMBEAEE LA 10%, £ pH A 6.8 9% 4R
¥ 45 AT AMBREER Y T 75%.

[0020] AARK R —AFEHRTET, ZIFERGHF ETHEZ
HESASTEZEVY MU%EE. Kk, KEXPHEBBERHF
B4 50 mg £4) 450 mg HBRSEIEA0ER ., Rk M, REKEAKH
fl 6,429 150 mg 3k 300 mg # BRS-EALER.

[0021] ERL M B —/FEhFEF, BEHNGERLEHL S
FTEHY 1%EL %A BHRIEY 3%EE., HAOFIRLER CHEE,

[0022] EARAM S —A-FHhFEF, BEFKILEELSFE
629 1%Z2 49 6% B BRAEY 3%EZ, A B TARKAAF 6GERHT
% DR ERER . AR ER . S M R EAETA S, ik
&R 7 7 S = SRR B

[0023] EARZXAM A —/-FhFEF, HHBROREKEY

#
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RBETFRE KTHEGERRYRSMERI; B EIEHBRERK
FENY 35%EL 60%EF. Kk, REFK., KThiEeER
ARG REY & 150 mg Al @4 BAARTEHL 0% EEA & 300
mg H FHEHBRORT ENL 45%EE. FETARNG. KThiE
HEERY RS TL QL TR, HFHELE. RUHERIATA
Wh. RETETKEY., KTEEGERAHYREM R CEA % ZE
BT B PR100 KT AL %%, PR20 RLAS 45 R EAEfT40 4,
Rk T F K. KT HEG RN KA PR 100 RTAL 4
%,

[0024] XK R B —NEHhFEY, BAF EHHFRLR
TEL 6%EL 30%LEMALY RNEE. HBFALAK A 6938

WHIFTiE B % UEE. A AUES. B/ h BR R EAFATLE A, ARk B )
AR L =EF 1450,

[0025] EAKRAH S —ANEHRFEF, REWREGY & 68
HARTEWNLY 25%E2 S0%EE., Riksh, KEWREY &I54H]
BAORYG 3% EE. RIEWRESY T AR UHRLIRER. A
ATANGER. ARAATHERAEESLS, REKREEREHZ
R L Hrrtbe& b B,

[0026] EARL A H —ANEHFTEF, ﬁﬁ%%lmmg B 5
#mm&&%ﬁﬁ ) RETREG, KTHEGERRYREW

Fl KB MKW BT Y 3:1:.4 245 5:1:3, &txiwa 1 4:1:3.

[0027] EARZAGH—AFHFEF, KKA 300 mg L%
#wm&&%&ﬁ*#x%&%% KT B 0 F IR AR Kt

A KIS MRS e B ST NS 7:2:6 25 19:5:18, 4Rkl
13:4:12,

[0028] ERKIAM A —AFEHkFTEF, RAEFERELRE R F

SORBEEEEWTULAARNA ST EGY I%NEH 30%TLENE
., AR A 150 mg M EXRBHAA A, TEEOTUELF K
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ST EEL 13%E 4 16%CE A RILBRLEZHE A R A A
T4 15%. SHARKAH 300 mg I BFRBRFRA A, A IEHER
ORBEETEMTALEAFNA ST ENY 8%EL 10%TE K RLH
Rt & 23 A 9%.

5 [0029] ALK A F —AEkRFEF, BAILIBECASHEN
RA-WAe/ RARBRIRAY . HBBFN B AL EF Lkph % 13:2:5.
P R Fe | R AR BRIk AR RAY, RRKLET
L W % 249 Eudragit®L 30 D-55 69 F A AR ERY . RRFTEAR
WRERMNET SRR ETENY 30%EL 0%EE, 1248

10 P EARRERDOE S RAIBETEH Y 66%

[0030] EAKRMH —ANFhFEF, MBATLR S TE.

A AUEE ., /I ER R AT B TR AR R AR AR &
% AUB Fef ALBR GG 406, EIRATARAG % ABF AR C—8% 1450 M
ik 697 PUBE RANRER = B8 . AALES B 3 UBF e bl 1.2,

15 PG HBH ERAMEETENY 1%E 4 30%L ZRILEY 10%E

——

2.
[0031] ERKREF —ANEHhFET, BEHBHNZF KD
JRETik f — Rt BAkeE, $UAE. FKRESY. Ff4. Rk
4. IRAREAL4E ., AL MEAHLEE R LATHEA, BELIBAML
20 i ZFAEH BEIRATEBET 6049 20%E %) 40%E FAREEY 25%
£E.
[0032] EALEALFH—AFkF KT, HABRLEEARE
AMBEEREEEH IR AL A 150 mg #2 300 mg 7| & &
R AT E Y 6% Ak FARILY 2.5%.
25 [0033] AARK AW H—AFHFTRY, RKLPHGBEEBERA A
RAEAE T 04 3 BR SR BRI F], WAfB 7 25°C £2°C/60%RH + 5%RH
WAty 12ARBEY Y 95S%EREE Y 4 97.5% L % 98 5%K L
E 99%:h BR 2 AR BRAR HFAL L.
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[0034] EARKP F—NEHRFTEF, RERYEBERLF)
R T A B IFERFI A, WMELE 25°C +2°C/60%RH + 5%RH
EAY I8NABE VY I5%EMEE VY 97.5%EAHE F 98.5%K £
E 99%2 B Z AR BRAR AR L,

[0035] EAKEAM F —ANEMhFEF, KRLPHKREBKER
ZIEHER K F) & 5 Wellbutrin®2, Zyban® Wellbutrin®SR K 7 4 #4753
HERE TR A,

[0036] AAK A H—AF &, BRI EEA ML HIER
R ABAHENR FI A, AT e 3 BR S IR A9 RS L,

R RE RS

[0037] A~BEVA T W B AGA T ¥ m d 48348 o it — B2 AR R & 9,
£

[0038] B 1A H{IAARYE AL BA 64 52367 % 150 mg 71| XA
(strength) £ 82 S AR A BR B R ALK FAE 3 A R R AR B T o9 A
A

[0039] B 1B HLAAMRIE AL A8 54675 K 300 mg 7| EMAE AR
Z AR R B R AR FIE 3 A R BI AR R F L EaA.

[0040] B 2A BLAAARYE ALK BA &4 K 3677 R =44 £ HDPE ¥ 25
'C £2°C/60%RH * 5%RH T * 4823 7f & B F(RRF)E #9 150 mg 7
T R AR BR B R A F o R A BRIt E M
(7ct,40cc F= 30ct,100cc).

[0041] B 2B #L8A4R4E AKX 9A 84 £ 67 £ I /4 42 HDPE #.¥F 25
'C £2°C/60%RH * 5%RH T 2482 #f £ B F(RRF)ALE 49 300 mg 7
FHAE PR AR B B RAFARA F F SRR AR FE oM
(7ct,40cc #= 30ct,100cc).

[0042] B 3A JLEARIE AL A EY KT, 4F 2%x150 mg (q.d.)
Fa 1% 300 mg (q.d.)F ZHUAE ¢ BCR A BR 2 A4 BR K 7] B F A
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M55 BB 50 04 T 38 o 3 S AEA R,

[0043] A 3B HAARIEARK R EH T L, 4T 2x150mg (q.d)
Fa 1% 300 mg (q.d.)F) Z A 64 B R AR BR 22 A8 B ) & H E M
R 2R 50 04 F 39 o 3 5 s AR A B R R

[0044] B 3C HLAARE AL A KHFTE, 4T 2x150mg (q.d)
F= 1 % 300 mg (q.d.)77 SHAE 64 B RAEA I R 2 IR0 BR K 71 B F AL
Fe 3 BT 30 04 - 39 o 3R 52 4E A BR 7 & B% (threoamino alcohol)iR & .

[0045] B 3D #HEARB AL ARG FHETE, 4F 2x150mg (q.d)
Fa 1 x 300 mg (q.d.)F ZAAE4) X BAFA R 2 A4 BR b A B EH
Ho 5 2T 50 04 T 34 ot 3R 52 4E 4 BR 7 £ BZ (erythroamino alcohol)iRK & .

[0046] B 4A HLEAARYE AL B & K 3677 F & 150 mg F A
PR AR AR 2 AR ER ) — R B A B B Rt 3 K s AR 4
BF) IR JE 64 % 7R

[0047] B 4B 4 B 4A BT 69T ¥ do R S JE A BRR B 5 A 3R
150 mg Zyban®h 7| £ —7 & 425 5 649 -F 39 o 3R 22 4E W BR R L P AR
A, |

[0048] B 4C AMHIEAK R LiF ELE—FELT 150 mg 7
FIA G B R A B AR ER A ) B 69 F 3 R 2 L SR BRR
BE5IA A 150 mg Zyban®F F| £ —F EL BB 6Tk A%
AL BRR A 6 A

[0049] B 4D HARIEARK 9 8 £ 65 R E—FHFLT 150 mg 7
A BB A BB ARG ER A A S 69 F 3 o R 2 3R ER R R BR
RS IA A 150 mg Zyban®# 7| £ —7) 425 /5 649 - 3 o 50 3E
R BR 75 REF R YL 44 )

[0050] B 4E AARE R K A 64 Ek 75 £ L —FE4T 150 mg 7
B 44 B R AR AL L B AR AR ER | ) B 6 1 ¥ e 3R g AE AL ER O R BR
KL A AR 150 mg Zyban® b 7| 32— & 4525 )5 64 F 35 fn R 204
P BR R 2B IR B AR 6
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[0051] B SA AR RBERAL A EHFT EHR—KRE—FF
2T 300 mg A EIALG) B BFEAK  BR S JEABR B A 6B ) R S dE
HBR IR 65 % e 6 PEL A
[0052] B SB A RMMRBEARL R R F RHR—KE—FE
5 #-F 300 mg 7 EIAL ) B B AEN E BRS-AEBR A R 6P R B R
2 AF A BR IR B 4G B rh 6 PUAR A
[0053] B 5C AR REAL PN FFEHER—KE—FE
£ 300 mg F| EIAE9 B R PR AR BR K A 04 T3 do 3 52 3F
B 5 R BF SRR 6 R or 6 PLER A
10 [0054] B SD AR RBAL RN ERFRER—RE—F T
#-F 300 mg 7 ZAUA G B BAEA L BR 2 AR A0 ER B A 69 T3 R 53k
o BR) - R EE R JE 4 B 4 BER
[0055] B 6A A HLAAMIE AL 9A 4G F 4675 £ 4 300 mg L B AL
HREFER FBER—RENMELBEILTERLRSNEHS
15 0P IFE A R B AR BRI A B
[0056] B 6B A B SA i)+ 9 S R 2 IFBRRE S IA
# K Wellbutrin® i | EERRA Z KA E G- HR-E LR I/
BR) R BB AR |
[0057] B 6C HARIE ALK A6 £ E4F 300 mg AL RAFA LR
20 ZARMEA R F R —RENFNELH ZLATERREGELEHT
NAEAS fn R S A BRR L B A H AR Wellbutrin® i #] £ 224K
AL REH BT HRE ORI ZAREIRRA G LA,
[0058] HJ 6D AARYEAK BA 64 525677 52 9% 300 mg 2 B AR
ZIMIAS FFER—RENFELH IR TERRSNELEHT
25 ARG A o R AR R BR 7 BB R 5 LA HR Wellbutrin® f 7 £ 24
K& B R JE 60T AR A M 2 AR 4B 7R B BT IR 6 tha B
[0059] B 6E AARIE AL 44 567 £ 300 mg & RN LB
ZAMEAA R BER—REANFEL A IR THERRSHEFENT
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A8 do R % IF MR AR BB IR BB LA AR Wellbutrin® & 7] £ 22
KRESRBHE WG FHEES LR T FRBEREHLLER,

[0060] B 7A A 80 B KES TARYE AL 9A 8 =265 £45 300
mg K RAM BRI IME AR —RENF BTGP HRA
f S A ER R E GG

[0061] B 7B A B TA B th-F A ¥ iR E 5 NA
#AK 150 mg (b.id)Zyban® b FIEERKE T 2 KL B BT HHEE
o 3R g AR ERR B 6 P AR A

[0062] B 7C A AR4E AR B 64 52567 3% 300 mg B RAFZL AR
ZIMIARFEERRETHER—ASANNEL B ST HEEL
R B G AMETNRE 5 IAH A 150 mg (b.id.) Zyban®H 7 £ 24K
AT 3 RAHE N HEE DR AL BRI,

[0063] B 7D AR ALK O 649 54677 2445 300 mg i B A MR
LA A N EBRRRETHER RSN ELHEEH /AL
KA AR BR 7 R B R 5 A BK 150 mg (b.i.d.)Zyban® A #| £ 24
RET 3 KRG 64T HAEA fo 3 5 JE 0B X RBE R E e

[0064] B TE AHARIEAK BA &) %5677 £ 4% 300 mg 2 B H R
ZAEHER B FE B RRETHER—RENFN LB SN /AL
R AR B 7 R BT IRE 5 IUA KR 150 mg (b.i.d.)Zyban®# F| £ 24
RET B3 RAHE 4T 9HEE o R A0 TR RBE R 4 hE

KR EE

[0065] eib 451k 49 AKX 805 B EA S EBRtg B3 LTS
W e F ARG F 69 /S BTiR A G A 8 R (24 32 IE B
WHF ETEZGHGER) AR LR EEHFEROLRIMNYR AT
BRI B BREMA F . AR PGB RBEAN A A F .

[0066] 1. A&

[0067] BB R FIG ) L OLH KEWZIEMBA 5 BT
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Bk, BEANFEFANFALTESLCTAEBBRYA . FH
B ETERFTEGY S0%EL 0% EE, Bkt ERAFE
B2 10%E 2 0% EE. iR F LTS ML R 8
ZARMER, A A AR B IEER 6 BT ALY 50 mg 249 450 mg 7%
B M B, Hikd, KA #4150 mg X 300 mg 3 BL 2 dEBR, 2t
F150mg FEA A, BB i s A HTFENY 18%ESE. sFF
300mg A&, HRZFLFNESAFNTEL B%EE. 3T AL
9749 150 mg #= 300 mg ) F H R & IFfeBR B R F, HEkdE
B EAE S R ZTIHRA S04 U%T £,

[0068] A& #5-E&F (A B AL AR A k5 B 7)) Aw N 25 4 -3 3844 7 2L
PRAEAL B A B0 HARIR B R B A T . A F ST A R B &
KAeNFF F . (WA TH, EBRBRREATE LT RSRSE, (2)
Ve IR, JEIB RBERANER AR A B FORMAE R, FH T B s
SR, FROWEATH, EREWNESLE RS RE. EXHHBIF,
FESFNMALA T RASF], B FIANGERASHBA K, FHE
FEAFIBANFAT T R F IF N BTk 6 5567 R IR kA5
G K. A BT RS E e 69 3 FR bl b 54 38R R A4 1)
JeBCM Ay IR, R UHWAEIRER., HEFMTAY B ERLT
A F(HPMO) Az R AT % Z(HPO) AR LHEE. aF &
EAATFENLY 05%EL 5%EE, Mt EHFTFENL 1%E4 6%
Tg, BRMAESHF T EHNH 3% EE. 2T 150 mg #2 300 mg 7
TR, REANHEHARLELEERAETENY 1%EYH %EET L
ERiAEEORSTEGYI%NEE. KLHH AR THEE,

[0069] FiE & A w25 7] F ARIEAE BRFAE L AR 1) 2 A
KRB TR FNGRT . EANKGERATSH—%
FIE AL, BFERASHEAREREAEZIELEZ AT E A,
Faf FiAsk L& AR AL ETqesab A &, Ak, EILFAFH A
F #1032 A 4 B BR S AR ER A R B F) P A A R E R, A
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BAF R &6 IA R 7 6 AR R M R ] L - TR ER . AR AR AR
SACARY () Jm B ALAS F 3 (Sterotex®). AL & id(Sterotex®HM)F= £
162 0 & B s (Sterotex®K). ARG EF . LE B A K T = BEF(MWA4000
BEE). BEAMLLHH -+ ZIRRE., HREANGET EAANTE
M2 1%EL S%HEE, KA SARTENYH 2%E43%EE, HR
ik ERFTEHY 25%FE. T AKX 150 mg #= 300 mg 7
EREBRAF, BEMNEAHANEFTHREAANTELH 25%EE L
Pt ERAGCTENY 1%EY 6%ETHLEML L ASTENY INE

=2

=N

2o,

[0070] ZESbLBE, b S F 25 B 1/ 0 A 28R 2 3E AR BF 100%
Tl 6 S RP AR R (BB AR T)., BHEMA SR OASARBAEY
Z AR pBA G 2 ET LA . R R (R R T ER) A I F) (1L
W IR R ER). 2R, EER, THAASARLYE e
e 4 Ve M IR ) Am N R RSN L ST A NS A 6 PR R ) A AR
SLAL R 0 Hh BR 5 A H BR S A B BB B G ) B A/ RS &
STIZ AR G AE 2 M. B Ao 6 PR IR T ] €k AATURIEAA R #odke it
TTILFAR K L AR, 4o s BIRM A F M. ARG IR Y ) 64 4F 1R
WG O BT RIE. LALEE, HEBBETME S EITEY.

[0071] 4R /& 48 F 4 vA S AR Ak 43838 44 38 3L IR ) 2 iR ) &0 K
KPR BB TGRS, RAALE, BiEEEGETIERKRER
FAFNAETREDRGERGMRE TR, AMRKEHELE
F AR S d e R, kR IR RS B e B BR S AR ER A ) K
AP I, kAR AL F RS R FIALAE S & Glatt(42 B
Aeromatic (34 -) %)% 6 AR B, FEFI (LR THE)E i
PR AEAIE R (KT . R BRI T TR F A F 4
HURL AR BB N G 4 £, E, LT EFARNGAET R
A B P HATEE. doh %, AR T RAT W Ao b P KT A
B 4o K F) 5 & 8RS AEA B RA,
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[0072] ¥4 FBRM R eG4, RE LML ER ST
. ik, FIREFFHET 1 4mm B Fi2F. RBHTHegkk
5EFA SR, Bimf LE, ETRERLPHRBBEKA AL
T FGET R B An 6y IR R A, AH 5 EF A (4o f 5602,
5 BARATH Aot Ve IR 7], Bl4eBh AT B4, TE V-BFBRAT
FTEECAENBFREEFTRIT. AN KED ARG AR, E5ik
CARAFALBERENXIALALER, 22, HFHASTADINZ
RIRE, FIVAR AL ER AR e s T, BEE BT
ApHEIE R R F FAETIARA K ARG, Tl 348 F AARIE A
10 AR B AT ER AR TR G RF R A RS, BHEM, {24EL0, A
SE A F A IE M Sk RS E B AL(AR K B B R K AR E R A S,
[0073] 2. AFIEKR
[0074] AH A BE2ANKER, HHERORILENTH A
RS A LR AR R A Bl AR ER 64 25 5 BT % 69 S 69 R
15 RANLES R B AR T4 SR R A & A Tk SRR ROR
[0075] 2.1 F=HHFHELR
[0076] 3% I HA LR B AATIE T KE . KT 550 BB R
RKod., BAJNFRKEBRSYHF L TR,
[0077] A B T4 BEA LR RIET K . KT HE 6 ERE AR,
20 BRI M L EIE T T o, HEFBRAROHE, £
WRET K, KTEENEBERABREOMZ LA S, ATk
A PR100 & T4 4% . PR20 A LA F R EE4T484, PR100
BURA R RRAGTRIET K, KT EGEERY K EY.
RETFKG., KTHEEGEREANREDAHETEAHNTENY 1%
25 EHNEFTHMRAEEAMN T ENY 2%EY 6%FF. ST ARLAH
150 mg 7| & 3 AR S IR BB BARAL A ), RIETKeG. KTHE8
BREAHREPAET EAFNNTENH 3%EL 6%EF. RikH,
FETKE., KTEENERRBREDNELRFHNTEY 63%E
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. MIEHBRORRG A, RNETFREG, KTHE6EBERA
KM ET EEHFHEORT WL 35%E4 60%E &, ik,
FRBET K., KTEEGREOMGE EHFBERORTEY 50%E
. T ARLKP G 300 mg F| FHBRLILIARBRIERAF, FET
KEG KT HENERRBREMAETEA AT ENY 2%EY 5%
TF., Rk, RETKG., KTEENERRABREMWHES A
FTELH36%EE. MEHBHRORRT KA, RET K. KT
BEERRT Y SR BHORTENY 45%EE.

[0078] i % 4438 48 ) Ao N TE B &, R F) A BRI 94 32
BMAELEHR., BBEFNGERLEY AR A GREEFLLZET4
o B R RBAE, AR Y el F AR M, B FH 49—
NEZH WA CIMEORA B H G E WA B LRI E £
Ao K BT IR G A GG IS B FEA LR GGG K] 6 JE PR M £ 4 L35
ZAEMWB TR ST ENR B, AAEB(HI AR _FR T
B RANMKER = T B ) A ity /H i B () Je B AT il R B AR, AR HEE
ARG EANNGET SR AT ENL 05%EL 2% EE. HRiLHEH
F R T =BF 1450, s FAL A 150 mg 7 & H BRI R BB
AAF, BRBERORPHEBHNGETEAFNTENY 1%EH 1.5%
e, ik, BWEANNESAANTFTEY 15%EE. T TARLAY
300 mg Fl EH BRI BN A A, BBAGETSAATE
B25 0.5%2E %4 2%EE. T 150 mg A= 300 mg F| &, 38 Ftkik
EIEHIBERORTENY 6%E4 30% T FHEMiE EIaBROR
FEH NNU%EE,

[0079] A 8 F 3= 41 BEAL & RAG /KM T A4 6 AF TR M4 52 45 &,
BRUHWEIRE, ERARTASLEFRAERLS EE. REKE
MR AT U8t ll, RET ERAM T ENY 15%EY 6%F
. MNIEHRBRORAE A, KELREGMGET SEHFERE
RTEWNY 25%EH 55%FE. ST ARKA 150 mg FFHB2IE
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FeBRB B R ), KEMREMAETEAF T EAY 3%EY 5%
FEREHHBRORTENY 25%E4 50%EE. - FALAH
300 mg F| EH R 2B RBERA A, REBRASHHET LA
AT ENY 2%EY SUEERELHBKEORTEY BREE.

[0080] il 4G &g A% BA 49 150 mg 7| & 2 RAEK 2k 88 % JE 10 BR
R AR RET KRG, KT EEGFR AR REH 38 BH AREHRAE
Wb T AN 3:1:4 24 513 T E AN T, Rk 4 4:1:3,
st F Ak 464 69 AL 9 69 300 mg | F B BEEAR 2k BR s AEAER B A
RBETFKGG . KT HE G E IR R G RIEMREYegk
BIFT AN 7:2:6 229 19:5:18 B A B4k, Rt rb 24y 13:4:12,

[0081] B %, %= F #l&F i Fl iz MO R, BT K,
KT B E GBI AT R (KL CARE B ER L=
BE 14508 MR HURF) (Bl4e LE Ao f BBE O RAR)T . B
AANMRLRE TH BN AZRFH RN, REAAFOR
B RHKRKE R L E AR Lo ) 15 6 O RE B 4 AR89
BHBEAORERTBEAMALELE, AE2XIE2HETHE I,
BEAETRORAEHBROGRGAF R G, e RAEATLEE,

[0082] AATIRIEAAR L EEAE, %55 T35 H 3R 3k
BR g F /R A T RA R S aRE, THELIRE RETAKEG. K
TS0 T IR AR a4 S8 AR A AR TR 69 v e/ R T A A

e AR BREERBAARGS TN, AFHELXERETK

8. KT AR ERE AR R OMHAF At KB, H LT RA
AR F R S F AT R RESERORGEENR. =, RE
ZHRANAGH G OALARN, B F R ORPEEF G
FVMEORER A, B AR EH0ET%E G OREGE DR
AR E, mE, ETREZEE B R RREIE S E A/
TR ETET K. KT 5 6 B IR IR WA KM TR
St L),
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[0083] R4k ERARNBERS AN EER, MisBRar
RRRASORBAEEEMTEARA ST EWY 3%EL 30%. *T
FARAH 150 mg F EXRBERERZIEMEIAL A, €8T &
AFRETENY 13%EY 16%. Hikdh, EEEEHH AT
T4 15%. FF ALK 4 300 mg 7 & 2 BAEAR 2 AL 2 JE 4B B A,
TEW T ERAAGTENGY 8%EH 10%, ik, EEHin b
ARRE ST EY I%.

[0084] 22 BA[JLILE

[0085] ‘B2A. [R5 E H¥EA THEABRER LA O SMEMRE S
Y Fa/ X AHEBRIR AW . BB RN Tk eh 38 B A,

[0086] MiaRaMmiLit ABBRREY . AKRELSWILIE C
BPERAFRERD[FE(FARGR., FARBERTENLL], THL
=T ) 3% 69 8 o2 #72% Eudragit®(#)4e Eudragit L 30 D-55). F A &HER
ERMGETEAN T ENY 1%EH 3% EL L BAMBETFENY
S5%ZE % 70%., *TT AL A 150 mg & & B L B8R & AE 1B |
F, FIEAGRERDTEAFNTENL 2%EY 3%, ik, F
ARHERERYNES AT ENY 25%. NEAABLEAS KA,
FAAGRERYAZRLES BB ET T 30%E4 00%E
THEMRL SBAMABETENLY 66%. 5FRELHALH 300 mg H &
RREBEREREIEIA R, FEAARRERYGETEAATE
B2 1.5%E 4 3%, hikk, TEAAFRERMGE LA TFEL 2%
TE. NORAGT KA, FERRBRERDML EALP 300 mg
FEH RS AR ATLEET E494 30%E 2 90%H 8% &
RALEEET €62 66%. | | -

[0087] AATIRCsn ARG ERY A S TIE, FIAEEEH
F . A B)T AL 3518 04 35 BB 6L R 64 38 40 ) 6 AR PR S ) 6L 48
3 ABEPRRASFEAR ). B AR TR
BE SRAMKER = L BE ) Fo it /0 B () Jo - A8 AT ik SR B AR h), ARk g
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WH LAMMER = LB AR L —BF 1450 09404, MM = LB 53R
L=BF 1450 49t A 29 12, AN ET ERA AT ENLH 02%E
£50.5% ELARE AL 02%E 2 0.4%, HBH & 150 mg A AT EL
0.35%F= & 300 mg K FI-FEH Y 02%E4 04%, NEBEERY
kA, A-FALAE 150 mg = 300 mg 7| & & B 2k BR 32 3F 4 BF)
AL, EBAAMKE BBAAEET ENY 1%EY 0% ET L EHL
% ERABETEY 10%. RAURAFT B 2ok E 69 T 2348,
AT RANGBEHER 4 RAREE, 28, —FBHATE—27]
A E R A T GG EREEN, BT R T R R 6% R T
AGIE A % Fhfeeq. B, ATEARMAZBEAEBNEESTHRT
ZBF 1450 MG AR A S E G KM, m BT AR BL A .
[0088] MaJE 2. —BF 1450 X 5b, HiE38 5% A 40 A 4k B A7 LA
AR A LIS BN, B EAEFKENT TR R
fort, BREE. JUAB. FARREY . RAH. BALE. BUREMAS.
FEY ., A EERLEFTEES. R R G5 E 2,
BEEEBRANNETSAANTENY 05%EY 1%ET LS BAMEBE
FEL25%FF., 3T ARLA 150 mg 72 5 BFEK B 5 3E 4B
AR, BEEEANNELRFTEYH0I%ELEZA B ETENY
20%%E 4 40% ELAR L) 25%E &, AT ALK 300 mg F &R R
AR EAER | 7, BEBENNNET S AANTENLY 05%EY
1%Z & Bfit SRR ET 6949 20%E 29 40% AL 25%F

h=4

=N

2.

[0089] ¥ ik b BAS& A 38 0 7| 5 E 38 52 A 69 s B4Rk 29
13:2:5.

[0090] B %, 4= FHl&f A RA 0L, | AKEEH(hik
RO BF 1450 Fed Bl = TER QI 4LE)Im AR T LREH 4. REiL
T 2k M B 4R R (R4 Budragit®L 30 D-55) B Ae A 38 F| R4
FERGH G, BRI EE PSR RA (i RALE)E T K
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YHERFHQQREY., REEEBAATEAFRRLERSGR
MBS EEBRNERAIFLREY Y. REFLRGBTAAHE
BRAAFEORE. ADREESIETEE KRB ooty B0 &
REBRBETOREBFBREORGAMNACLAZAIEZNE
i, BAETREALEARGAN, RE QLK.

[0091] ZA LIS E A FHABREORGEFNE S, AEETH
& KK R E 150 mg #= 300 mg K B AKX 2 BR 2 AR ER B F 44 B R
FTEARALY 6% BAR%E FAILLY 2.5%. FAAEATLEEN TG A
AL 1R 49 3h BR 52 A AR B BB AR F R B3t 2 R AR AE
KA R A,

[0092] ik 698 A SRI BE XA R fE, BP4E RATURG] H B
& F A ALY, Eudragit®L 30 D-55, A -FHEREF, (25
)y ek B ) F) R A BT Al AT B R B i R . SR 4o RATIR e td
L W GEAR B RAIR R KIE R G W T e k) B HESR 0 A MR
A I MERGZR, 4o USP TR MK (F iE A X BZ LR
HAROINHC)Y 2 e E, £ 6 NRERFIEE 697E W B HAK
AT 10%E7E pH6.8 F 45 4Pt RV F 75%. Bpdt b Bk
Z AL ERBL R RAE R T ERIEA AL TR E H R, BABELR
FexFrER, REATF: (1)AHRF4EH Eudragit®L 30 D-55 #4978 1%
RN, BHEAER ERLTREESM ALY 6%E Y 8%
EZH I, B TEFABEKLELCRA T A S _E6) Eudragit®L 30 D-55 B
W E AT 6% HARE FART 2.5%, Q)mREBRMIETHEN, £2
VB R TE] S AR S (B IR AL B LR G R A )R R R
PR AL 20%, AR RE 2 A LR = Su b AT MR KR 7~ 5
T8 USP MK 7 i B SR B ia R E so 09 B A MR E2 K. BRAR
BRI EAER TRABEROR L, RasmnXALILENTL
PR A F R S R A ER TR FEMIERAER . MR ET£ 0.1
NHCI ¥ 1 8B AR 40% 2 B8R 2 AEAB A A 7] RSB B s R

42



03826750. 0

O S VR PAVART

10

15

20

25

2, T USP st M R a4 5 X W (JLEH) 2), T £mik 24 40°C
+2°C/715%RH % 5%RH) F FAA G KT 10 XA BHRERFR
AL E @RS B R H H A %85 Karl-Fischer(KF) R X4 .12 &,
FAEE B A LIS BN A R(LE AN 2), HRITHEABKEOR
HWARKSHEEEETRAMBELRGE A SYRAE, &
BHBEASH IR AL E A ARG T M, LA K bR
RoR IR T A H USP U8 iR,

[0093] AKBREG R FRABER L RH 7 6 B2 F 1 BR e 1L K
B, BB FEIRAEAE T 49 R AEAR BRI R, AR 2 et S
FABILY 20%, KLY 2%E 4 18%, FAREL 4%E % 8%, HEAL
2 5% AR AEMLER 4G B, # 4 DB, 4 20%E Y 45%,
Rk 21%E L 37%, FEAREY 28%F 4 34%, HEARLL 32%5%
FRZARMLBR ) EHFEA, 49 8 D ET)E, 4 40%E 4 90%, ik 60%
E 2 85%, FAREY 68%E L 4%, HEAILL T4%E B % JE 1R
HEBBERL, 416 1 iE, RV T4 80%, HKER Y T4 93%, £
AR TRY T4 96%, HBRARLT VT4 99%h BR %A BR o) B AR
A

[0094] fEAmikZH(40C +2CT/75%RH + 5%RH) F £ 6 A~ A F= 4£
25°C +2°C/60%RH + 5%RH T4 12 A~A & 18 AR e KM £
#4150 mg X E 300 mg F A& R AE MR T, AR s HEiR
QBB R 2B R A F A BT RE AN EH YR, 54
R MERRE =R A A G R $91L(H8xT T Wellbutrin SR).

[0095] 4= e AR BF 45 150mg F= 300 mg 7| & MA B R A
#1449 7 count, 40 cc F= 30 count, 100 cc HDPE #&L%, £ 25°C £2°C
/60%RH £ 5%RH F& £ 12 /4~ A 89 KRG Mk e b & R B2
Rt R A F R IEE BN Y 25%EE, Rk FABIEY 15%, B
B ALY 0.6%. £ 25C £2°C/60%RH +5%RH F 18 A~ A 44
KRG MRIE T, B RA B RART R F) P R BRI E 42 2.5%
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TE, REFLITY 1.5%, ERAAEREITH F %8RI 0iR &
B2907%E 8. B, HRIBRL VP 6B R R k8 5 7 A
% EAeth il F iR 3 6B E AR E S B (B R84 35%-60%8E)F
eF 12 X 18 NA KA EME 820 4 95%wiw B EAEZE )
08%RAEE £ 1V 99% At B s IEemR. Bk, 4T %A R A
Blde B FI 0, EER(15C-25C)F 35-60%8EF G 1| FE%RG
EV 95% M BARIEE Y 98%RE E 99%KAM:. Hlhede R H F R
FEHEE 64 300 mg B2 ERIRGRLE), A 1 FE A RE
I E Y 285 mg ML E Y 294 mg KB % 8L AEALER,

[0096] fEAnik &4 T A4 7 count, 40 cc HDPE #.F £/ 6 A~
RJE, AZBAE 150 mg H AR FMA &) KF 2R FA R 5 3F
HBR 2% S B L ALY 1%, FEARR Aeik 51 T e 4F EAB R A= A
FME T 21V 6 A~ A& 65 300 mg 7 EHM49 KF 2R E R AARITEY
1% 38 2R AL 0.6%, LAkt TE2EY 6 NAERALE 30
count, 100 cc HDPE #&. ¥ &7 150 mg k # M A 44 KF iR AN R
1% % 2 A2 1.2%. 48R 44 T 248 F ot ] 2248 B A AL
=749 300 mg | TR R 69 KF RA T EARLITELY 1%LE KT
#1129 0.8%. HEAGEFMN T IAAFAEIBET I, KLY 300
mg | BMAE B R A A KF BAE IR ELTHEITY 0.8%HAAL
# 10 RETALY 0.45%, BRAEFHEBAFH KFERE3
RJE B AT 0.45% B % 10 KJE RALiL L 0.4%.

[0097] vATF SRAEF) LA AL P ELARIRSB) AL AT HE.

EZ R

25

[(0098] 1. B BRA A 7 HI57
[0099] 414 150 mg #= 300 mg A R A 2k BR - JE4HBA K 71 & A
6 3R R A SHIF, dek 1 BT
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A1
k& H
RO 150 mg 300 mg
A B C A' B' C
(mg/%)' | (mg/%) | (mg/%) | (mg/%) | (mg/%) | (mg/%)
im0k | 150/81.1 | 150/82.4 | 150/79 300/79 | 300/87.6 | 300/83.5
A, BR)
F¥eoF) 2 | 5.3/286 | 5.3/2.9 53/28 | 10.6/2.8 | 10.6/3.1 | 10.6/2.95
EEH G | 47/254 | 47/258 | 47/246 | 9.4/248 | 94/2.74 | 9.4/2.61
é‘t}%ﬂ(“ * * * * * *
P | 160/86.48 | 160/87.91 | 160/83.77 | 320/84.43 | 320/93.47 | 320/89.02
TZ

"mg/Y%AE & T iZ AL & A AT E 6 et

PR AT

* il — -+ 40 B8 (Compritol 888 ATO)

5 TR RE
[0100] B KA E 60+5C, I2EEIEH (B UHER)H 9 M
EETRE, REEL 07 mm B FEAKLANERRLITY 30T,

B RF) R E Bl 4= Glatt GPCG1 AS) R E TR "R B M A H 8L
SRR, AR A (B R LR B R G T B A e dE B,

10 43 A s hek 2 BT
%2

#) %40 28 A gk
= R (m’/h) 2000-2500
R A% (g/min) 150-250
AR E 50C-70C
o R A 30°C-50°C
"% % /& 7] (Bar) 3-5
R SR 35°C-50°C

[0101] —E 44T A, shFBRAA, REHKLAHNETRILY 35
C. REEBREZIFFLIEL 1.4mm B 7.
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[0102] RJE £ V-#%F= 5 3488 ] (Fib =+ BB 5 1 7%

10

15

WA —R ST I EREM RS L) . kst /E F H(Manesty
Unipress) £ s 89 A M BN F) A & F, 3FF 150 mg b #) kS F
B EME 8Sc £4425Sc B EEMNY 39 mm £49 45 mm,
T 300 mg A Fl i B-F3RE EINL 12 Sc 24933 Sc L ¥ /B EML 4.8
mm £%) 54 mm. AFFH BN F A SHRERTIRZL 0.8%., A
JE R &3 BT e I Rl R EI R R K A R %

&3
1% HIBA L ARAIH
B4 150 mg 300 mg
A B C Al B' c

(mg/%)' | (mg/%) | (mg/%) | (mg/%) (mg/%%) (mg/%o)
FEFakey. | 10.26/555 | 5.633.1 | 12/6.28 19/5.01 6.71/1.96 | 13.05/3.63
KT B IR
B R 2
KiEMEAY | 5.64/3.05 | 7541 9/47 | 18.06/4.77 | 6.37/1.86 | 12.40/3.45
B F 4 2.1/1.14 | 1.88/1.03 | 3/1.6 5.16/1.36 | 1.82/0.53 | 3.55/0.99
M LB 95%° * * * * * x
‘far%J E%i 99%5 * * * * * *
ERFEAER | 18973 15/8.24 | 24/12.56 | 42.22/11.14 | 14.9/435 | 29/8.07
#TE

ot R A & R AT E 4
LA F 100 (Ethocel®)
* R LMotk e b BR (K ollidon®90F)
*J T —BF 1450 (Carbowax®)
TR RA

[0103] #4538 F (R L —BF 1450)F= AT KRG . KT HiE6 %
JERTY KAAM(TALEE 100) 85NN R LEFFRHELR
Y. —EIRA, IFKEMR SRS AN LI AR A
BEHRATER AR, FERREEHY., REFTHLERF
REF R RSN QKBRS T BHE RS A ZRFHHER.
REAE 8RR BT DeBee X B2 X 7, L2 JE F 8500 = 2000
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psi ZKJE #1000 £ 250 psi). FE £ A #| €, R 25(0'Hara 36 Side Vent)
PR GHORERRTBTAAAGE, RELAKE 4 7

* 4

FEHBAOREELRHK
2038 A dk 150 mg K #| K % 300 mg A F) A %
343% (rpm) 5-15 5-15
B AR E(T) 25+ 40 25 +40
AT EARRE(T) 300 £ 60 30 + 60
"% 7% % (g/min) 160-400 160-400
FACAARIE 71 (psi) 30-50 30-50
AR RARJE F) (psi) 20-40 20-40
% 2 FR(CFM) 800-1100 | 800-1100

[0104] BEHRFROLRERFEORAFASHELZE 150 mg A=
5 300mg F Al A & QLB T 24mg (49 22 £49 26mg 442 &
RICE)AEEH I 29mg (#4927 24 31mg R ARTEE), —&
BREFRHEEWN I, P ELEORFEYISL2CHA T ERBET
VA% 2 pm #9465k TR R A A A S, BERE S Frreqig A ads
EHRF ARTHRALSIGLRAF R S

%5
R AL 35 2 A7)
EPS 150 mg 300 mg
A B C A' B' C

(mg/%)' | (mg/%) (mg/%) (mg/%) (mg/%o) (mg/%)
WA AR 4.59/2.48 | 459/2.52 | 459/240 | 109929 | 4.88/1.42 6.86/1.91

P L
s A s | (D=046 | (D=046 | (D=046 (D=1.1 (D=049 | (D=0.69
(D+E)* E=0.23) | E=023) | E=023) | E=0.56) | E=025) | E=025)

0.69/0.38 | 0.69/0.38 | 0.69/0.36 1.66/0.44 0.74/0.21 1.04/0.29
HaEXEEA 4 | 1.72/093 | 1.72/0.95 | 1.72/0.90 4.11/1.08 1.83/0.53 2.57/0.71

4% K S * * * * * *
B A LS A 7/3.78 7/3.85 7/3.66 16.76/4.42 | 7.45/2.18 10.47/2.91
&
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'mgU AL R T IE A & K AT E 6 & et
PR(FAAHR, FRAAHEKRTBE) (Budragit®.30 D-55)
‘D= T =88 1450 (Carbowax®), E=#)# 8 = T B
¢ Z FAEE(Syloid®244)
5 CEFIREARL

[0105] & e3840 (R K T —BF 1450 FotMeBR = T BR)
BT 3t F RAH ., SRS BR IR, EEIE
b3 P AR T A R R - R (#i% Eudragit®L 30 D-55)i# 1% 0.3 mm
Bip., SEEEEBRERMNTERERERY T FHFRAELEZRF

10 ¥) 8 by, BRI A B R p/3E R B AT, A5 E RN (R

h ZEA AR T R ARShE KA A G RO RRSAERET
"3, BITRABE LB IR A T IR B R 38 B ) R
MREFAREHEAABERR., REEOREFTHHHHBEA L
BIERIETEAERORA NS, RESM oK 6 7

A6

B AASS B AL A%
2k 38 At 150 mg A F K % 300 mg A # H %%
$+i% (rpm) 5-15 5-15
BEARE(C) 25-40 25-40
AT AR B (C) 30-60 30-60
"% 7% % (g/min) 160-400 160-400
FACRMIE A (psi) 30-50 30-50
AR B AR R F7 (psi) 20-40 20-40
= AIR(CFM) 800-1100 800-1100

15
[0106] # %R ®E AL E A £ 150 mg #= 300 mg F| EXR#H
AAANE LB E B IY Tmg (49 6.3 249 7.7mg 412 ARHK 758
ENAE &340y 10.5mg (25 9.5-11.5mg ¢9 B &R A FEEH)., —Hik
BEEBNESTH 0, AL G RIFEL 35 2CTHN T AR T VA
20 29 2 rpm 93 TR G R A A,
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[0107] #&/& /A K 7| e R AU(Print International)VA &~3iE ¢4 2 Z /K (4]
%= Opacode ®S-1-8090 B F/K)¥ @& & b 7| 6p L& ah47ic,
[0108] A Tt B &M TR 3 4 150 mg = 300 mg 7| & %
A &y A
5 A~F: 900 ml, 0.1 N HCI
Zi%: USPI & Z & (150 mg #|&)/USPI & %4 & (300 mg #1 &), 4 37

‘C#= 75 rpm
[0109] & 7 Bré) & RA QRN F| A E b 3 B2 3R B %
B4R E 4
A7
150 mg 300 mg
B fe]
[GN:) B C A B' c A
0 0 0 0 0 0 0

1 17 0.1 03 15 1 0.15

10 2 212 42 64 33 95 3.5
3 40.6 19.5 17.5 48.5 23.5 11.5

4 56.2 35.1 287 62.5 36.5 20

5 69.2 49 39.7 73.5 48 29

6 80.1 61.4 49.9 83 58.5 38

7 88.1 72 56.7 90 67.5 46

8 93.1 80.9 68.7 94.5 75.5 54

9 95.7 88.1 776 97 82 62
10 97.1 92.6 84.6 98 87 69.5
11 o8 95.1 89.7 99 90.5 76.5
12 98.7 96.7 92.7 99.5 93.5 82.5

13 99 9717 94.6 100 95 87

14 99.4 98.6 95.9 100 96 91
15 99.6 99.2 96.6 100.5 96.5 93.5

16 99.9 99.6 97.2 100.5 97.5 95
17 100 99.9 97.6 100.5 98 96.5

100.5 99 97
101 99 97.5
101 99 93.5
101 100 98.5

101 100 99
101 99.5 99.5
101 100 99.5

[0110] 150 mg #= 300 mg 2 R ABAK 2 BR 4 AR 1B /7 H) 68 3 AR
Bl F¥asEaAda2+TH1AF 1B ¥, &4 150 mg # 300 mg
FIR ¢4 K] C A= CVASHATITA 3t — B 69 MK Ao ) &,
15 [0111] 2. BRRFEHA FHIFH 9388 &
[0112] |5 T RAEZH . HAE TAE T F 64 2588 S AR BR 69 A4
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ZME, & 40°C £2°C/75%RH £ 5%RH F 4 6 A Amig £k Fa f£ 25°C

+2TC/60%RH + 5%RH T £

12 B 18 A~ A KA &t #4744 2 MR,

BHE I B B kAT, J§ HPLC 5474 #l & g 3 AR s e BA e 2

Ay

MfiR = ) €5 ARk USP (% 26 h&, 281
PR B I EGEE LT e,

150 mg #= 300 mg 7

R SR A
F| A J5 Auik

Fa R IEM TGRSR I E 8. 9 F2 10 AT 7
% 8
Hnik ZAH(40°C £2°C/75 £ 5%RH)

150 mg' 300 mg'

BB BRAC|BAR | BRAC | BA | EAR | BARY BLRC
()

1 | 067 0.93 0.63 0.7 0.50 0.57 0.63
3 0.6 0.8 0.86 0.7 0.70 0.67 0.84
1.0 1.0 1.22 1.0 0.98 0.9 1.20

(D4 'L?ﬁ?%"ﬁﬁ;& 3 étb 0 -F 34k

PR A BB AMMUER S B B R B AT IT 34 B 2 B S AR ER 4%
.9
12 /B # K EA8 2 1 (25°C +2°C/60%RH + 5%RH)
PV TR FHeEIE | 12AA AR T Amt.
Bl fE 2.5% 1.5% 0.56%
A 10
18 AN A 6 R IAFEFH(25°C £ 2°C/60%RH + 5%RH)
B R FHKE | IBAMAANKF T Amt.
Py 2.5% 1.5% 0.65%
[0113] JA 4ot 5 44 4545 547 (expiry analysis)?FA& &2 RHFEALA 7
FIEMMKE A8 MR AT AR, KEBAER 2AF 2B v A+, @&

TP FEAY £ 48 A A 69T 45 X 8] _EFRAF ) “HEF 49 4435 (driven data)”

gg

/
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F B 2
[0114] 1. BALILEREMER
[0115] AAFR & B 82 BT AL R 6 R R ARER
FIRZME ARG, BB FF ASH BB AEMER . 4F Fo
5 HER GG RF RS AR, AEFBLARERAFNASOR, L3
Re AT B L AR, A AR LML IR BT 6B A,
M3 BRI B aRGAFNALER,
[0116] /A USP Myia RIEMESA 77 % B (£ 75 rpm )@ L H H1%
FRITAZVA 5 KR T F B W 9 A RS A R T, MR R
10 Yok 11 F= 12 FiF:

11

B 14 BOM A 300 mg A RAEAR B B g AR AR ER B A 49%

(hr) \"A! V2 V3 V4 \'A Vo6 BE | AR E
0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0
1 0.1 0.0 0.6 0.5 1.2 0.2 03 0.7
2 3.1 1.7 9.7 7.3 10.2 7.2 6.5 3.5

12

i $ 4 H: 300 mg P RAFAE B AERSA R AL 8%

(hr) Vi V2 V3 V4 Vs V6 EI3 TR
1 21.8 203 19.2 21.2 21.6 20.3 20.7 1.0
2 352 34.6 324 349 3319 32.9 34.0 1.1
3 45.0 45.1 433 455 42.8 435 4.2 12
4 53.2 55.0 511 53.1 50.6 51.2 523 17
5 59.6 64.6 57.2 59.5 58.0 57.4 594 2.8
6 64.7 70.7 622 65.1 66.7 627 65.3 3.1
7 69.1 75.1 66.6 69.4 n.a 67.1 69.8 32
8 74.4 78.1 70.1 73.0 75.8 71.8 73.9 2.9
) 78.8 80.1 73.2 75.8 71.6 75.7 76.9 2.5
10 81.6 81.5 75.5 71.7 78.6 77.8 78.8 24
11 83.2 82.5 712 79.3 79.5 79.1 80.1 23
12 84.1 83.1 78.0 80.6 80.0 79.9 81.0 23
13 84.6 83.7 78.4 81.3 80.2 80.4 81.4 23
14 84.9 84.0 78.6 81.5 80.2 80.8 81.7 2.4

[0117] & ARAEBM pH (0.1 NHC)TF, % 7% 85 IE40BR £ 2
B R FEIK, 4278 pH 6.8 B 49 21% 3 B8 S AR A BR AR 1 ) B R RS,
15 B, AK B E BRI K RAE USP st Mis R oA FHeg &K, B
FEBMEAR (0.1 NHC)F 2 N0 /B35 69 7% M 25 4 /B R i 10%
HE pH6.8 KT 45 4T R Y F 75%.
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[0118] BAABAAFBEAHEAR 150mg H A Si#t—F B
BRI B A EME R, R 13 BFEHER AL
BT AT 2 B S USP A iE R B Al g2 K.

A~JR: 900 ml 0.1 N HCI

Zik: USP I RKEE3TCE TSmpm T

A.13
i 18] R EREE S 4%

_(hr) V1 V2 V3 V4 VS V6 P | FFEEZ | %RSD
0 0.0 | 00 0.0 0.0 0.0 0.0 0.0 0.0 0.0
1 45,6 41.7 39.8 46.5 424 50.1 443 3.8 8.5
2 75.5 73.7 69.1 76.4 713 84,6 75.1 54 72
3 93.9 98.4 95.1 934 894 | 1009 95.2 4.0 4.2
4 99.1 99.1 | 1022 | 1020 990 { 1025 | 1006 1.7 17
5 99.5 99.1 | 1022 { 1035 | 1017 | 102.5 | 1014 1.8 1.7

[0119] W F ABRMAR F REBAATUEA BATE A R,

[0120] 2. BAJEFEE R IR A L Rk R IER KT 69 )%

[0121] BT #4300 mg A 7l A Lo 4B &R A F A L RE
AR E R A F) B %49 Karl-Fischer /1B A, E1E K2 A LIS B A &
RIR TR RIER R IR GG Th 68, Z B 09 4 &4 E 60 1 Frig
#, ik ZH40°C £2°C/75%RH + 5%RH)F, #5458 eaR K )
B E THAAEBET 10 X, wok 14 i, EHERLEORA A

ASHEAES TRABMBECRAF A GCHEAE.

%14

KF 25 &%
PR ORRA ARG 0.7
BAMIBEOLRAE A A G 0.45

[0122] & 13 = 14 F B~ 648 3F 5008 RIS E TR K F 4= USP
T MER I GG, AR, HABEBLAN IR A LIS AR IF A K L R,
JER BB 6 LR AT T e

k364 3
[0123] AFFR4 B 89 AT AL LKA T 150 mg #= 300 mg =
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) F 64 35 BR 52 AR AL ER B R ARA R FE VAT 6 mX T 647 BT
Bott, TARLZ G 2 FHF(150 mg F= 300 mg)h BL 52 JE RuBR 2 B AF
AR FBATRE . KX, AF AL, 2—FT. ERHF LS
AR WAL RO EBAAN F R RS T IE TR THED
89 F M et £, |

[0124] ARZIH EREERLRS T2, 2H#E7F. £—FF
B SR, A 3 R ER R TR G . K 36 LR (F
19A, ol 17T NS5, £F 35 25 F(FHI19A, TH 16 A)
TR . BevA T it 7 8 TR AT £

[0125] A) ZAEEE D 10 I &, A 240 ml TR 69 RKiE
JRAK B 6 i R B 2 dE B B #), 2% 150 mg q.d..

[0126] B) ZA & E Y 10 &, A 240 ml FE69RKE
FRAK R 69 B B AFAK 3 PR g AF 4B K #), 1% 300 mg q.d..

[0127] ¥A 2 x 150 mg K —Kk = 1 x 300 mg HFR—KF A 424
J& 18 120 /Bt 64 8T 1) g A ER B A S M B R . &
IR R0BR R 2 B5 A2 AR 4 BR 9 R UBE R A% 64 T 3t RORE (ng/ml) 2 A B
&840 3A-D FiT,

[0128] F 15a-d 3845 2 x 150 mg H| FRA K FHER —K L Hhie
300 mg | EMAE A FIHFR—KLHEHHB(:FEE) BRI A FHK
¥
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A 15a (5 3k 4e59)
BB HF A ALK BRI 2 | AL AN BRI 1% 300
G FEE) x 150 mg 2 RAHN A mg % EAHK A H @0=35)
(n=35)
AUC g, (ng-hr/mL) 1648.85 + 47534 1676.61 £ 474.09
AUC py¢ (ng-hr/mL) 1702.69 + 489,30 1728.34 = 478.43
Crus (og/mL) 150,11 £37.22 146.88 = 47.61
Toax(HBF) 4.99+0.76 520088
Ty, (M) 2270+ 7.42 21.84%7.35
Ky (8 0.036 % 0.017 0.037 £ 0.018
MRT(')B) 2228+ 5.50 22.92 5,50
& 15b (A ZAEHuB)
B F 5B AEAH LRI 2 | AL LR LAEE 1 300
B AREE) x 150 mg B REAH 7 mg X BHAAH @0=35)
(n=35)
AUC y, (ng-hr/mL) 22506.34 % 9372,50 22380.32 % 8740 47
AUC gy (ng-hr/mlL) 23634.19 + 10373.91 23498,81 % 9584.58
Cnayx (g/ml) 49297 + 182,28 479.23 + 172.64
T (M) 1166 5.64 14.06=5.10
Tin (DA 24,01 4,85 24.09+4.57
K, (hEY 0.030 % 0.007 0.030 = 0.006
MRT () 5) 39.93 6,94 41.18£7.07
M/P tof 13.4886 = 5,3391 13.2966 =+ 5.0489
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A 15¢ (R LB FRED)
BRHAFHSHK AX AN RRZAAE 2 | AL A LR LRI 1 x 300
ot irRE) x 150 mg B RAEHK A H mg A RBEHA M @0=35)
®=35)
AUC  (ng'br/mL) 7548.05 £ 3627.79 7262.88 +3083.24
AUC gy (ng-br/mL) 9428.73 + 4982.30 9091.33+3926.24
Ciux (ng/mL) 173.22 £ 60.80 162.24 £ 58.97
T (15 7.76 £ 2,65 8.47+3.41
Ty, (B 50.47 £ 16.76 51.51+16.83
K, (1B 0.015 £ 0.005 0.015 & 0.005
MRT (] 5) 69.31£2244 71.33£21.93
M/P tbdh 5.4378 £2.,1088 5.2774 £ 2.0478
& 15d (AR B R 5F)
BRDAF 5 AL AR LR 2 | KLY 8RB 1 x 300
CH t g £) x 150 mg 2 K FEA A | mg EKBRAH 0=35)
n=35)

AUC y, (ng'hr/mL) 1508.79 % 601.87 144185 + 495.53
AUC g4 (ng-hr/ml) 1702.71%777.29 1613.65 £ 623.69
Couax (ng/mL) 28.88 % 6.54 27.52+ 6.67
Tax (B 13.03 %348 1524£4.15
Ty, (B ED) 3215+ 8.65 32.12=9.22
K, (18 0,023 £ 0,007 0.023 + 0.006
MRT (-] 8) 51.60+ 12.65 5234+ 1344
M/P i 0.9985 £ 0.3678 0.9527 % 0.3863

[0129] A 16 ARkt 2 IE e BR & F ARl = M R A 49 AUC,,
s AUCy o C BEAT B ARAT B354 694825 (2 x 150 mg (q.d.) vs.1 x 300

mg (q.d)EFIR B34 R
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10

15

16
LR 2 A
S 90% | Rarsssr | Tl logsrr | nemmas [Heage
TIER PeAA Subg‘cft)é‘! 0 Pl CV
0,
AUC: ?%'29 %/; 98.26% | 11.07% ?‘(‘)';%Z: - | 100.08% 14.37%
0, - 0, -
AUCyur ﬁfzg‘, o | s | 1n19% ?‘3523 ﬁ’, # 99.85% 14.32%
0, ()
Cinax sgg ;gf,/ﬁ 103.84% 14.90% %‘87 ?,{?,/o 102.84% 12.51%
S IR po B R BB 244 B R BE
P X3 90% JATH%s | % a8 90% TN | SRe%
TER A oA # CV TIER PeAE # CV
AUCy ?gff?,/; 10272% | 15.03% ?‘fifgg‘, » 103.34% 16.09%
AUCq1ar ?g:;;/:’, | 10149% | 16.66% ?Zé’g‘;{i’, . 103.76% 16.42%
Crux 110104006;&' 106.82% 16.16% ??f%’, A] 105.17% 13.91%

[0130] #&4% 2 4E 1 BR B AR = 9 69 2 R 3h N 5 BB IE R T
SRALAE R 4 AL A EE R — KB R 425t 150 mg AL R g
R—K 2P 64 300 mg | EMAEA FGBHRERR AN S AEZHRF 1T
RAREF 3,
k364 4

[0131] /2B FHRAFING F b Fodobbad R HATH S AR
) 1 P REE 64 2 AR S JE AL ER B R 150 mg A A A= Zyban®150 mg
A F et X (four-way). XX, AFArid. £—HE. EFL
Y% oh B A AR BEARR. BT AR AN T 48 L R K
) 1 F4B3i£ 49 150 mg F| FAM L BRI ER B BIER A AL BB A
PR AR E TR I G I E R E ., £k, AFRTIT
1 150 mg #| EAM Zyban® ki A 462 5 ERAZRIRE T LR ER
b B R FafE

[0132] AR KT BB EER TR RS 2AH., 2467, £
—F B R GRT. B 2 A ER G B, 24 35 L3 %(F
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P24 A, 11 A)REMR, LF 32 L4355 (BH2A, K10
NEBAE. Bh TibH B TFHES %
[0133] A) EZERRETLT ALY KRR LR LI
k#l, 150 mgq.d.,
5 [0134] B) AHAIRE T LT ALK 69 B BB 5 B 2 JF iR
K #l, 150 mgq.d.,
[0135] C) AZEAKRAETLT Zyban® A # 150 mg q.d., F=
[0136] D) E#RKRATFTLT Zyban®H 7 150 mg q.d..
[0137] PAARZ BAGY B RAEA A A 1 % 150 mg & R — K A= Zyban®
10 FI1A 1 x 150 mg #F R — KA )E423E 72 0 64 B 18] B 2 AR Ak BR &
Rt = 4 2 2 5 A A0 BR . 523 AR 75 BB Am i AE A BR s BT 69 B AF
8- 3 e 2R E (ng/ml) 5 F 4= B 4A-E ﬁfr%
[0138] & 17 AL EZELFH LIRS T, HALKE 150 mg 7
AR BAEARNA F T 3 LT W :’@J B IA AR Zyban® i 7 425
15 J& AR ER B AR BY F W 6 B (= AR £) AR ) SR
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17
JUFT 3%
AR K 2
(%CV)
BRSHAFSH | EMeR (KK ALK EER] Zyban®150 mg B |Zyban®150 mg A #
150 mg 2 RAH | B9 150 mg & RAK MED @)
K AER) VLG Xy =32) (0=32)
(n=32) (0=32)
L2
825.1787 882.1834 840.5866 1002.9491
AUC g, (ng.hr/mL) 864.56::259.86 |  918.59%271.21 881.48 = 270.64 1048.50 £ 306.63
(30.05) 29.52) (30.70) (29.24)
886,1622* 926.4870% 884.2148* 1043 8802*
AUC gy (nghr/ml) | 92343263.01 |  966.18 290,02 929.01 £ 291.01 1092.41 % 326.05
(28.48) (30.02) (31.32) (29.85)
782834 731637 92.1115 124.3873
Cnax (ng/mL) $1.78 + 24.47 7575 & 19.77 96.96 3 31.38 128.81 £32.03
(2993) 26.10) (3237 (24.87)
T CINHHY 5.13%1.13 659218 3.04£0.77 3.88% 1,01
ruax (22.02) (33.10) (25.41) (25.99)
ta B ) 18.17 + 6.35% 19.26 + 6.77* 19.88 % 5.91* 19.48 + 5.45*
1 (34.97) (35.15) (29.75) (27.99)
Ka( M ) 0.044 % 0.018% 0.041 £ 0.017% 0.039 & 0.017* 0.039 + 0,015%
! (41.996) (42.214) (42.096) (38.386)
4.81+2.38% 5.18 = 2.99% 4.69+225% 4.34+2.00%
MRT oo (15 (49.43) (57.81) (47.93) (46.08)
¥k % 3R
10745.045 10939.113 11514933 12975.263
AUC g¢(ng hr/ml) 12611.91+ 12604.70 = 12976.49 & 14679.97 +
8151.69 (64.63) 7739.11 (61.40) 6817.46 (52.54) 8184.51 (55.75)
11209310 11383.270 11910.790 13397.186*
AUC 41 (ng hr/mL) 13034.17 = 13049.55 % 13344.28 15129.56 + 8370.60
8207.41 (62.97) 7933.08 (60.79) 6863.47 (51.43) (55.33)
294.8008 301.9918
e 2304131 316,89 % 125.90 325.85+ 131.69
C oo (ng/10L) 24561 hs) a6+ 112.93 (44.73) ' ' ' '
119.94 (48.83) (35.73) (40.42)
15.22 6.14 1538435 6.04% 1.18 719+291
Trnax (1B )T (40.32) (2831) (19.56) (40.49)
25.19% 5.90 2526+ 5.98 2537=6,14 25.68 & 5,70#
tin (DB T (23.42) (23.67) (24.21) (22.18)
- 0.029 % 0.007 0.029 & 0.008 0.029 % 0.008 0.028 £ 0.006*
KaChH) 1 (25.285) (26.635) (27.142) (22.223)
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59

57844.17 5784320 4.84+2.22 401 187*
MRTosac ()T (72.15) (55.43) (45385) - (46.57)
MP o § 3.85141.007 4.029 £ 1210 3874+1214 4,556+ 1,360
Z B R B
42234179 4397.5375 4376.0423 5042.7155
4686.42 % 483284+
AUC o4(og hr/mL) e 4969.37+3229.17 s 5478.16 % 269410
(58.39) (64.58) (55.29) (49.18)
4466.6770 4702.2669 4644.3189 5346.5138
5006.42 % 5147.80 & .
AUC g4 (ng br/enl.) AL 5360.00 3691.31 T 80, 5853.85 % 3083.18*
170 (68.87) (5629 (52.67)
81,8673 87.4966 107.2111 124.7860
Coax (ng/mL) 88.43 +37.68 93.97436.82 112,12 £ 34.64 130.65 + 40,68
(42.61) (39.18) (30.90) (1.13)
10.03+3.62 11.94+339 5764 1.02 538+095
Tosax (DT
36.12) (28.39) (17.65) (17.66)
49.27% 14,83 50.94% 15.39 51,44 14.06 52,824 14.82%
tn (]
1 (DB )T (30.10) (30.22) (27.34) (28.05)
, 0.015 £ 0.005 0.015 £ 0,005 0.014 % 0.004 0.014 % 0.004%
Kot # )t
(30.287) (30.636) (26.839) (31.030)
15.81 4 12.98 17.89.+ 13.50 16,522 12,41 18.23 + 14,02
MRTour (<I"H)t (82.07) (75.49) (75.11) (76.92)
MP It 3.851 4+ 1,097 4.029+1.210 387421214 4,556+ 1360
L1 20X 5PN
6153554 662.8840 666.6066 766.3201
AUC o (ag hr/mL) 637251'2:9* 7227534187 | 71666430064 | 82324432087
@61 (47.30) (41.95) (38.98)
7113752 754.6092 750.7705 839.2428
AUC gy (ng b/l 7363“‘3'1656* 81635237252 | 80232£315.77 |  893.65+33020%
a0 (45.63) (39.36) (36.95)
13.6946 14.6158 172653 18.1560
Coux (ng/eL) 14,174 3.85 15.04 £3.56 17.55+3.23 18.50++ 3.84
27.14) (23.69) (18.39) (20.76)
Trax (T 15574 4.65 14.88 + 3.09 6.85+1.92 7.88+3.83
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(29.90) (20.74) (28.04) (48.57)
29.14£ 8.77 30.39 10.17 29.69=9.37 31.38 10.74*
i () T (30.09) (3347) (3157 (34.23)
N 0.026 % 0.007 0.025 = 0.008 0.026 % 0.009 0.024 % 0,007*
OL A} (28.240) (31.201) (34.415) (30.060)
17.10+ 630 16.94:9.04 15.10% 5.65 15.09 £ 6.62*
MRToue (13 )T (36.87) (53.39) (37.44) (43.89)
MR t 3.851+1.097 4029+ 1210 3.874+ 1.214 4556 £ 1.360
*n=31

TR HEARMHK + 474 £(%CV)
[0139] A& 18 #hid st sz 3R B R AR = M E B R Fe it RS 04
5 AUC .+ AUC, Fo C, FEAT B ARAT RS g 4 F (K PR 69 BB AR AK
B FIEERIRE vs RS AEMAIR B o4 K.

%18
e AR 2 R A HER
3 90% Tz XAl |BHME | HEA | 0% TERRE [Mada|te g
F#CV # CV
101.74% - 95.30%-
AUCs, o 106852% |1L786% |  Joo0r- 102.275% | 16971%
100.18% - 95.48% - y
AUCoe A 104788% |10533% | (0T 101.993% | 15.844%
9% -
Cone 86.58%- 100.13% | 93.107% |17.470% ?}fg g" - | 104.063% | 16336%
A EA BB 3 AE R e B
P 273 0% TIEER OBt M E ALK 90%THERE  |Hendi|st % a4
& Cv # Cv
101.02% - , ]
AUCq, 98.77%- 109.74% | 104.108% |12.646% | . 107.780% | 15.564%
100.03% - 100.49% -
AUCo.ug 110.79% 105274% | 12269% | ool 106.132% | 13.127%
100.41% - 101.23% - , .
Come A 106.884% | 14.998% 54 106.712% | 12.662%

[0140] & 18 F #4303 B =2 AR A M = M e £ M H1R B
AR THERLY TR, FHERXLRRREIE AUC,,,(GE 4 i fe
AUC, A= C,, 89 JUFT 3300048 89 90% 7T 15 X 19 AR /2 FDA X #) 80-
125%TC B NXAFE, EREARXRRCH R TR LB LI
BR) 64 A BR 49 B B A R AIAR 2 A 2,

LA 5
[0141] £ EF 2R KB F ik FodobE st £ 3475 KK 90 64

10
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10

15

300 mg 71| A h BR 2 AEALER B R A A F 64308 . R, AF4F
it 2—FE. RYHh. WERGEHARERR.

[0142] &3t AR RA T IHMEAEE—HELMT, RMT&E
—RET AL B 300 mg 7| FHAS 25 88 2 AR A0 BR B BRAEEAL K F 6978
MEFR BN H, FRTEBERSFHRRE 2 AN, 24
BT FREHRRIT. A2 AERBARTAREE. 24 36
BAFF(FH20A, M 10 A)EEHR, L9 32 53-%(FH 23
Ay Tl NTBRAR. BATEFLE TR L.

[0143] A) #2210 B ELT 1 %300 mg R BALH H .

[0144] B) ZmZIRZHIEFE/Z4T 1 x300 mg R RFRHA

E-X_‘i

[0145] A#EFHERRET, HALME 1x300mg FX—K
BRFEA R 425 /6 33 120 /) BT 64 B 18] B 22 JE A B B L AR = 4
A ARER . AR ER R R A B R R BN AR A
FRE (ng/mh)5-A B 2 A 4B SA-D Fi,

[0146] & 19 A F it QIR A AL 4 300 mg 7 M
He B R AR R 4625 Ja AR BR B AR E 4 6 B 3+ AR 2B AR,
) J] FE A
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19
HRAH A F A 3 B AE 4057 300 mg A R {2 8 5 Ak 48R 300 mg B R AL
A #EED) AHED)
(0=31) (n=31)
Y tiFRE HELIrhE
B FUA ]
AUC,, (ng.hr/mL) 177545 + 530.77 1628.38 = 511.15
AUC 45 (ng.hr/mL) 1832.54 + 548.50 1678.36 + 521.18
Crmex (ng/mL) 138.36 £ 42.35 151.35 + 48.87
Tnax (N 5) 6.16+1.84 5.16+0.86
WAN"D) 21,76+ 5.85 21.21:+6.17
Ka (i) 0.035 0.011 0.036 % 0.012
MRT (-] 8}) 22.56 4.60 21.58+4,23
#2254k A
AUC,, (ng.hr/mL) 19733.51 £ 9411.52 18938.84 + 8387.21
AUCy ;s (ng-hr/mL) 20886.13 + 10230.69 19852.73 + 9049.54
Cinax (ng/mL) 449.05+ 181.73 409.79 + 154.84
Tonax (JNB) 1432+3.18 13.71£5.15
(v ig) 24.11%5.21 23.95+4.84
(AR 0.030 0.007 0.030 +0.007
MRT (.)\54) 42.03+7.60 41.08+6.13
M/P ol 10.5919 % 3.8325 113178 £ 4.6281
E-ZIFNSE Y-
AUC,, (ng.hr/mL) 9769.69 £ 6136.11 9032.19 + 6595.77
AUC s (nghr/mL) 13280.57 & 9398.23 11696.29 * 9018.00
Cpnax (ng/mL) 208.39 & 98,15 182.52 £ 99.62
Tax (15 5) 12.26+3.36 9.94 4 84
ty (it ) 55.09 % 17.66 55.25+20.72
Ka¢hut ) 0.014 x 0.004 0.014 £ 0.004
MRT (. 5}) 79.10 % 25.10 78.60 % 28.28
M/P pefs 6.9435 +3.8129 6.6417 +3 4215
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AP

AUCy.; (ng.hr/mL) 1803.45 £ 693.19 1634.56 = 741,60
AUC4io¢ (ng-hr/mL) 2116.01 + 1026.23 1867.74 £ 971.96
Conax (ng/mL) 35.80+9.13 31,03+ 9.97
T, (M) 1474271 14.16:3.85
Tys (1) 35.23+12.03 33.89 = 11.02
K, (1Y) 0.021 & 0.006 0.022 + 0.006
MRT (‘i) 5778+ 17.49 54.75 + 14.45
M/P Hodfs 1.1322:£ 03876 10947 +0.3952

[0147] & 20 #hid st A B B AR = M E R R E RS
AUC, . AUC,, %= C,. 4T B Rat itk e nst (R vs. B0 A

FI R E o ATeE R
£.20
S AEEA P &=
3 0% TIER A |JUTHsed | &8 | 90%TERIEA  PUbrgse | axe
tefE H#CV Pl (0%

AUCo. 104.00% - 116.57% | 110.10% 13.21% | 96.27%-111.84% | 103.76% 1736%
AUCq.inr 104.18% - 116.49% | 110.16% 12.93% | 97.03%-112.72% | 104.58% 17.35%

Cooax 84.49%-100.86% | 9231% | 20.50% [103.44%-116.91% | 109.97% 14.17%
ES T Py A HeBR 7 RER
E 3 90% T4z | IUTIRS | s | 90%TERE  PUTHRG | R ES%
i 4 H& CV Pedl. (Y

AUCqy, 104.31%-121.18% | 112.42% 17.36% | 104.06% - 123.56% | 113.39% 19.85%
AUCoutnc 104.15% - 125.65% | 114.3%% 20.59% | 105.26%-126.61% | 115.44% 21.39%
Crax 110.61% - 124.96% | 117.57% 14.12% | 110.14% - 126.40% | 117.99% 15.94%

[0148] & 20 ¥ #9438 R 7R A AL R4 300 mg Al EMAEBCK
Bk 3 BR 42 3R BA K R 9 AR A RS E e A AR E AR
TR, wERRSETREE AUC, (i 3 WA= AUC,,)
Fo C_ 9 AT H S04 69 90% 7T 15 K 18 Af 42 FDA #2349 80-125%7%E

10 B A EXAFEEN,

LB 6

[0149] Fe E 4R BN 64 F M Fodo b s Fop SEATIT AL I 69
£ R —k B JEALER 300 mg BB A Al 5 TR ER K
Wellbutrin®100 mg K #4938 . X, #&. FHE. T4,
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25

B, WA EMFANRENR. K AFEAZD TIMELIES, 2
BRET AL P HER—K 300 mg 7 EHAAK BABXE FAastTF
% L5 F IA FHARE R Z K6 5 BP Wellbutrin® £ 7] 44 A 4
FR .

[0150] AAR IR A EERRE LA, 2 /L. H FHha,
ZHEOXAR, 2 AGFRLERF 2AFREH. £H 40 %
MEFH2IA, kot 13A)EE5HR, £+ 30 23 £(F 4 22 A,
ol 8 N)ZRAR . A THAEFELE TR L

[0151] A) HFRIETEREV 10 MEFEEF 1.2 423 K(b.id)4 0.0
ANEF(7:00AM F44) A 240 ml %38 4438 F /K £ IR Wellbutrin®100 mg #
F. IAAREAEELEY 1 8TE A 12.0 N8 240 ml £i8693%
FrKZIRFE A FF5 1 A Wellbutrin®100 mg & 7). £% 4-13 £,
AMREBLCEEEY 10 DG 0.0 1 EFH(7:00AM FF44)8 240 ml &
BB KA IR — B AR B4 300 mg ) ZALAE B AR e AR BR B BAR AR
LEil P

[0152] B) BREAED 10 M HEEE 1.24 3 R(b.i.d)# 0.0
ANEF(7:00AM F45) A 240 ml £ 8 6978 FF K4 IR Wellbutrin®100 mg B
. IR EEAEBLEY 1B A 120 D84 240 ml 86955
FrARKZERFE ZAFEH 1 H Wellbutrin®100 mg 4 %], £% 4-13 £,
SREAZLLRE DY 10 DB 0.0 DB (7:00AM F44)4 240 ml &
W69 IRAE IR 1A Wellbutrin®100 mg 4 #l. REFA M LEZLZE
Y1 BAE 6.0 B 240 ml EIRGBERBERE —AFZH 1 A
Wellbutrin® 100 mg A 7. AIAXT REEELE Y 1 P EE 12.0
BF A 240 ml EIRGGEKZEIRE ZKFEE 1 H Wellbutrin®100 mg A
Zil

[0153] AL A4 1 x 300 mg R — KK RBEMA | F=

Wellbutrin®3 x 100 mg ki 7] 424 & 213 51 7 40 % 45 Ab R & 2L AR 5 7=
I ZARRER . 2 IF A BR R BT e g AE A BR R BB B AR 4G R 3
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KRB (ng/ml)s A7 B & & 4= B 6A-E Ff =,
[0154] & 21 24894 K & 91 49 300 mg 7] EMAE B BN F &
R—K T g LT W ARA B AR Wellbutrin®100 mg A F| &R =K
4525 )5 S AR A BR 64 ) B (£ AT ) BB ) FHIE:

65

21
BRANFHFE FE R LR AR B Wellbutrin®100 mg 4 #
300 mg & RAEAA F) (n=30)
n=30) CEEF Y- F )
CHf s IR E)
B
AUC g (ng-hr/mL) 1612.04 + 490,27 1791.98 + 483.43
Cruax (ng/ml) 167.50 & 46.56 175.40 £ 56.03
Chun (ng/ml) 27.64 % 10.73 34.06 + 12.49
Toax (1) 4.90 % 0.89 1.60 0.58
KW (Yo) 212.56 +39.42 189.98 + 38.99
Cave (ng/ml) 67.17+ 2043 74.67+20.14
HFI2E (%) 554.59 +193.21 439.58 + 141.64
M/P oAl 12,92+ 531 12.61 % 5.11
# Ak e AF Rl
AUC, (ng'hr/mL) 20824.77 + 7423.56 2245608  6889.20
Conax (Dg/mL) 1095.64 + 385,06 1156.34 + 339.34
Cin (g/mL) 722.23 + 281,76 800.90 £ 262.97
Tpas (D ED) 730245, 2.47+0.83
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KA (Yo) 4434 % 16.57 40.78 +31.24
Caye (ng/mL) 867.70 = 309.32 935.67 % 287.05
BIZE (%) 54.65 = 22.48 49.19 + 40.60
M/P oA 7.01% 1.84 691 1.81

Z B 5 AE
AUC ,, (ng-hr/ml) 10987.88 + 3193.09 12051.42 £3107.48
Coax (ng/ml) 585.36+ 155.83 629.81  138.84
Crun (ng/mL) 364,42 + 122.60 41571+ 122.32
T, (18 7.83£2.15 2.49%0.81
KA (Y) 50.47 & 17.22 45.25+21.80
Cave (ng/mL) 457.83 + 133.05 502.14 +129.48
BAZE (%) 65.68 + 26.11 56.34 + 29.48
M/P b 139044 136043

2 AE 8RB A
AUC,, (ng-hr/mL) 214570 % 615.22 2353.73  645.40
C unax (ng/mL) 109.07 £29.98 119,37  26.82
Cuun (ng/mL) 76.51 £ 25.69 85.59 + 26.63
T pax (1 B) 8.37 +2.04 2.40  0.66
K@ IL(%) 38.11+15.25 38.90 + 33.91
Caye (ng/mL) 89.40 % 25.63 98.07 * 26.89
BIZE (%) 46.04 + 20.70 46.18 £ 43.72
M/P Hofh 139+ 0.44 136043

[0155] %& 22 B4 B

SR 2t HAd g2 AR A0 B R AR 4 6
AUC, F= C, AT 85 98T (AR 9 64 2 RARA A A v. Wellbutrin®)

A R R B ATEE R
A 22
B R pAZELER
90%7T 13 I 1] Hae | SRAEAY 90%T 43 K 4] B | AR BFACY
J11:1 Ccv PeAE.
AUC,. | 86.14%-92.64% | 89.33% 827% 87.00%-95.42% | 91.11% 10.49%
Cora 91.08%-103.00% | 96.86% 13.97% 85.98%-99.90% | 92.68% 17.04%
E¥ 3 5 AR BR R RUEE 52 3E R BRI A BBR
90%7T 4% X 4] HEe | MHRAELH 90%T 12 KX f] B | MRAEZHACY
oAl cv Ho s
AUC,, | 87.17%9421% | 90.63% 8.82% 87.32%-94.66% | 90.91% 9.16%
Corx 87.42%-97.28% | 92.22% 12.13% 84.84%-95.89% | 90.20% 13.91%

[0156] A& 21 F= 22 #9%k48 B 7 AKX 969 300 mg 7| AL B RAF
B R R —k 55 100 mg 7 B4 2P Wellbutrin® A 7
BRZREHRAENFEN.
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LA T
[0157] 2B % LB TR0 6 B b Frdob st % HEATRE A4 98 4
300 mg # B A 2k MR s dE4bER K ) 5 W 5 BT M F 49 A BK 150
mg Zyban®~ &), A, X AL, SRS EA
5 B A YRR EARR. KRR R A T red AL 9 49 300 mg q.d.
)R 64 B B AR B BR S AR BR K A 5 3 5T M E 69 A HR 150
mg b.i.d. Zyban®k 7| 69 £ 4 FI R A .
[0158] AR ZHEBEB LKA 2AH. 2HE7. 2HEH
R, A2 AeyiaRiafa AR at #. A 54 L3P R(FH 40
10 A, oH 14 ANAREFRR, L7 49 L5 F(FHITA, THI12A)
FRAR,. EAFRGE 1-3 2% 150 mg q.d. Zyban® A F1 42 T3+ %.
F 4-17 R&T AT 4.
[0159] A) AKX A4 300 mg q.d. 2 R 28 88 5 AR A0 BR 4 ).
[0160] B) 150 mg b.i.d. Zyban® A #.
15 [0161] ZERKRET, ¥ AKX 1x300 mg HFXR—KHERFE
A A F A= 2 x 150 mg (b.i.d.) Zyban® K 7| 42 & 2 13 #F 50 B 4 AR AL B
B ERM T W72 3R SAEHBR . S AE 4 BR I R B A 52 AR 10 BR 7 BB B
fi# 64 1 ¥ o FOR B (ng/ml) 5 A B & B 4= B TA-E BT %
[0162] % 23 424E48 AL 90 69 300 mg 7 T A RBA 7 &
20 R—KRETH LT FE4IA AR 150 mg b.i.d. Zyban®k H) 42 & 5
IRALER 64 3 20 ( £ AR )R ) F AR
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oW B 2E46/530
£23
JUAT3 3
FHRHB(YCV)
ARHAF 55 AKRE 300 mg HEAMK | Zyban®150mg AH
RAESE BT A A (n=49)
(0=49)
1412.4767 1561.9651
AUCs, (nghr/mL) 1464.21(28.12) 1617.72(26.94)
o gl 143.9693 135.9517
148.81(26.10) 141.65(28.36)
23.1224 253277
Crua(mg/mL) 24.50(35.46) 26.85(35.28)
T, (1) 4.92(17.03) 3.23(31.63)
H T (o) 207.65(20.47) 171.85(19.27)
AL (Vo) 551.15(37.98) 449.59(26.79)
Cue (Og/mL)* 61.01(28.12) 67.41(26.94)
MRT Hoféi* 9.63(6.57) 10.23(2.90)
K Ak s
19688.697 21984.655
AUCo. (oghr/l) 21255.88(38.44) 23792.58(39.17)
1035.5625 1114.0976
Crux(ng/mL)
1111.28(36.14) 120037(38.41)
669.3453 775.6489
Coin (og/0L) 731.59(41.72) 847.91(42.12)
T () 6.61(34.52) 4.26(35.36)
R A (o) 44.42(35.50) 36.96(50.36)
HARE () 56.77(47.41) 46.22(75.49)
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Caye (0oL 885.66(38.44) 991.36(39.17)
MRT()5)* 11.43(2.87) 11.53(1.93)
M/P bodd* 14,538(43.310) 14.684(43,323)

RAEALER R REF
9040.7734 10398.325
AUCo (oghrnl) 9638.64(37.34) 11100.02(38.42)
oot 494.6250 542.8864
524.91(37.35) 582.74(44.35)
285.9451 339.2713
Corin (ngfrnl) 311.93(43.69) 370.23(45.18)
T, (FH)* 7.74(35.60) 4.45(35.77)
E AV (Vo) 55.31(32.09) 47.10(32.50)
FARE (Vo) 75.80(43.62) 61.76(40.19)
Coe (ng/mL)* 401.61(37.34) 462.50(38.42)
MRT(J B 11.63(2.85) 11.74(1.76)
M/P bofti* 6.609(29.472) 6.830(26.491)
ZAE AR R SR
1784.5115 2033.8788
AUCq, (oghral) 1875.33(31.95) 2125.14(30.18)
92.4622 101.5651
Com(ogfsl) 97.12(32.17) 105.63(28.49)
613442 71.6863
Coin 0gfL) 65.30(36.05) 75.83(34.19)
T (1 8) 8.31(38.42) 4.74(42.77)
B ARG (Yo)* 41.87(43.18) 35.10(37.78)
BB (Yo)* 53.00(54.46) 43.04(50.13)
Coye (ng/mL)* 78.14(31.95) 88.15(30.18)
MRT(} 5 11.73(2.63) 11.73(1.87)
M/P Hefhi* 1.298(27.168) 1.334(25.504)
*E o F AR (%CV)

[0163] A& 24 #ik{E A A RaFHod s M BR R LR 7= 49
AUC,...C_, 7= C,, HEAT4 3 th A8 (AL BR 84 2 BB A H Al v. Zyban®)

max

5 L AR B MR
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A2
-SR] 23 E-E 1IN
P ¥ 3 0% TIER | LTt st %4 | 0% THER | LT [ a44
[A) Poqi CcvV 8) i CcvV

87.19% - N 85.87% - 3 3

AUC,, 53.93% 90.50% 10.98% 03.26% 89.49% 12.17%
99.25% - 89.02% - .

Coax 113.46% 106.12% 19.73% o7.00% 92.93% 12.66%
85.77% - 82.22% -

Crnin 97.00% 91.21% 18.14% 90.34% 86.19% 13.88%

2 4E 4 B9 BB ZAE B A RBE
P4 0% TR | T340 [*THa46 | 90%TER | JUTske |5 a46
o el cv fal Hoqd cv

83.91%- . 84.48% - _ R

AUC,.. 00.09% 86.94% 1047% $1.09% 87.72% 1L11%
86.76% ~ 86.95% - , .

Corax 05.75% 91.16% 14,59% 95 4 91.10% 13.73%
80.45% ~ o 81.61%- o o,

Cooe 88.16% 84.22% 13.49% 89.60% 85.51% 13.77%

[0164] & 23 F= 24 F 4% B 7 AL 844 300 mg (q.d.) 7 SHAE

RAEA R AFABR R A 5T 3 BT M E A AR 150 mg b.id i
4 FAX Zyban® b 7| A Y 4.

k) 8 (FLiR E3e1)
[0165] #% £ B+ F5 6,143,327 FTi& 4|4 150 mg #= 300 mg 8%
@caﬂmn—%l i+ R R hF 5 ;&%a#aﬁri% F) R B ATAE A B S A
kk"%ﬁ Vo

. R GRS e
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£ 25
150 mg 300 mg
k&
A mg & R & 89% mg &R &%
# 5 52 3E 4B 150.00 93.75 300.00 93.75
FoF) ! 5.30 3.31 10.6 3.31
B 2 4.70 2.94 9.40 2.94
b K 3 110.00 * 220.00 *
REHEEE 160.00 100 320.00 100.00
F—E R
RIEF K. KT HE 10.96 60.8 14.40 60.00%
IR AT R
Kzt R’ 4.70 26.10 6.47 26.96
A e 234 13.01 3.13 13.04
LBs 3 190.00 * 230.50 *
F R BE 999 10.00 * 12.35 *
F—EORMGETE 18.00 100.00 24.00 100.00
FoEAR
VR AGRERY 7.75 63.00 11.66 63.02
SRR * 2.30 18.70 3.45 18.65
AR 225 18.30 3.39 18.32
4K 48.00 * 72.20 *
B _BRORGBETE 12.30 100.00 18.50 100.00
'R LR
2Hrih —+ 5t BR B (Compritol 888 ATO)
TR AL
5 * LA 4% 100 Premium (Ethocel®)

> I LMtk e&-42.BR (Kollidon®90F)

S &K L —B% 1450 (Carbowax®)

TR(FAASE, FAANHETBE):1(Eudragit®L 30 D-55)

SHEH R AR T 8% 1450 AR = TER VA 2:1 Bl eh s
10 ® Z A AAE(Syloid®244)
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[0166] 4 ‘327 £ AIFT48-F64418 H Al
[0167] & 1E %48 BB B Fn T o8 08 64 55 b &8 & F S AT3TARAE
327 & F|%) &0 & 8L AEALBR K (2 x 150 mg q.d.) (327 F A4
FI° VBRI T 3 LT E 69 Zyban®#H A R #(1 x 150 mg b.id.)
F2 Wellbutrin® A #)(t.i.d.)47 3 @) (three-way). % Fl&. AFiFin. &
A RERMAEMAREREFAR. AFEGE GRIFEEL—FE
RIBEZARRET 327 #7149 150 mg B AR IEALEA(Q * 150 mg q.d.)
A5 F Zyban®150 mg #F 4L A F1(1 % 150 mg b.i.d.)F= Wellbutrin®
100 mg A #(1 x 100 mg t.i.d.) #9485 £ 4 A F E..
[0168] % 26 B &L —H| &M T & IEub(ng/m)ag 5 (+
Ao £ ) dn R - 1R A

#26
H A 327 % #1#4 2x 150 | Zyban 150 mg SR 4 #| |Wellbutrin® 100 mg
() mg £ #(qd) @A) | (1x150mgbid)®) | HHE*100mg
t.i.d.)(C)

0.0 1171355 8.25 £ 2.74 30.01 % 17.82
1.0 11,08+ 2.90 53.87+ 1458 113.91 £ 40.96
20 12,95+ 438 7596+ 13.83 104.04 20,62
49 60.60 & 24.59 83.71 41249 5845+ 12.90
50 ND ND 45.92+ 10.65
6.0 98.23+31.28 64.03 % 13.95 §5.54 + 80.91
70 ND ND 104.45 +39.11
80 82.63+23.84 41.697.81 ND

9.0 ND ND 76.79 + 15.73
110 ND ND 50.28 + 15.09
12.0 59.47+ 1845 21,50+ 4,50 110387129
13.0 ND 51.03 +34.38 120.69 + 32.81
140 ND 84,04 + 41,74 ND

15.0 ND ND 7530 +20.36
16.0 ND 86.15 % 37.20 58.53 + 15.44
18.0 32.46+9.52 5548 13.29 ND

20.0 ND ND 33.45 + 7.40
240 20214528 27.81%7.77 24.14.£ 6.03
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[0169] £ 27 B4LEEK 25 F EFH A F L3 5 2B e 4
(*Fk £) B R3HH F H35:

%27
BRI D FARK 327 #) 7 Zyban® Wellbutrin®
ChE AR E) (n=15) (n=15) (n=15)
T154.65 % 1301.05 = 162280+
AUCoy(ng'hr/mL) 24428 214.94 318.02
103.77 % 112,68+ 163.10 %
Consx (ng/mL) 28.13 37.06 56.84
Topax (hrs) 6.40% 1.88 11.07% 5.85 6.87£5.60

[0170] 4 284tk 4% A B Rx+4xt & 27 F B 749 AUC, ,,(ng.hr/ml)

F C oy (Ng/m)EEATEE I 69 AR XT £ 4 F) ) B AT 45 T

%28
Ak AUC24 Crnax
0% T4z | JUTHH | stRAF | 90%T4E | JUTHE | H2a%

X 8] # tb A & CV X Jg] 9 HeAd # CV

327 41 F] vs. | 78%-99% 88% 23.65% | 78%-111% 93% 31.44%
Zyban®

327 413 vs. | 63%-80% 71% 38.79% | 54%-76% 64% 52.35%
Wellbutrin®
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[0171] £ 29 RF4& 25 ¥ B 749 A %) 4864 64 2 JE 48R (ng/ml)
B+ A7 2R A0 M R IR B R 8] 4 A

£29
AR AT 1] (1B 327 ERH A Zyban150 mg SR K # Wellbutrin®100 mg
2 x 150 mg (q.d.) (1% 150 mg b.i.d.) K # (3 x 100 mg t.i.d.)

0.0 0.00 + 0.00 0.00 % 0.00 0.00  0.00
0.0 11.71+3.55 8.25+2.74 30.01+17.82
0.0 20.21+5.28 2781777 2414+ 6.03
0.0 22.22%5.80 34,12 8.51 27.11+ 8.31
0.0 21.58 +6.21 32.70£9.94 2733 £8.79
0.0 23.44 +8.31 31.96 + 8.83 28.71+ 11.05
1.0 21.47%7.06 64,22+ 18.93 112.09 + 29.65
2.0 2437877 90.76 + 18.63 116,66 + 27.01
4.0 87.61+36.30 94.97 + 19.30 61.94 % 16.35
5.0 ND ND 49.43+ 13.56
6.0 101.39 +25.48 7335+ 17.94 8534 52.23
7.0 ND ND 112.05 + 46,38
8.0 77.06 = 16.40 52.56+ 11,74 ND

9.0 ND ND 87.11%23.77
110 ND ND 55.49 4 17.50
12.0 58.88 + 16.23 31.23+9.05 115.93 + 53.59
13.0 ND 58.01+21.81 117.74 £39.87
14.0 ND 105.36 % 42.68 ND

15.0 ND ND 7433 17.77
16.0 ND 93.55+23.49 60.45 £ 14.56
18.0 34,69 + 8.82 65.80 14.61 ND

20.0 ND ND 39.86% 12.55
24.0 23,30+ 6.75 33.15+9.39 29.49 £ 10.09
48.0 8.80+4.20 12.02+4.84 11.11+4.68
72.0 4,61%2.60 5.75%3.06 559275
96.0 2.25%1.82 3.03 +2.01 2.35% 1.45
1200 1.01£1.12 143 1.44 135+ 1.53
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[0172] £ 30 B FEL2S PATHANLHEARSFH TR
AR 4 3 20+ A7 £) B RE) A F AR
£30

BB FHH 327 417 Zyban® Wellbutrin®

G £ Ak £) ®=15) (n=15) (0=15)
AUC, (ng-hr/mlL) 1251.45 +£257.24 1554.77 4 293.70 1728.31 + 374.54
Cnax (ng/mL) 112,24 £26.42 119.77 £27.76 156.19 £32.27
T uay (ars) 5.33+1.23 11.47+5.04 9.00=4.14

[0173] 4 31 A&t & 30 F 2749 AUC, ,,(ng. hr/ml)F= C,

(ng/ml)(F) B ARXTEE

ATEER) AR A 4y FUR B 45T 45 R

£31
AH AUC,4 Crax
0%TAE | JATHH | 3THEAF | 0% T4E | SUfTHE | HRaH
X 8] & b fd # CV X g] #) PR # CV
327 %17 vs. | 71%91% 80% 20.06% | 82%-108% 94% 22.65%
Zyban®
327 FFH vs 64%-32% 3% 20.06% 62%-82% 72% 22.65%
Wellbutrin®
[0174] B3N FAAnst A DA R EHBER T 327 FAHFEFH

415 89 90% 3745 R 8 BT FDA X A % 5F
SCEA. Bk, IERT 327 FHH5

75

53 7 S BT LAY 80%-125%

15 LT R4
Zyban®/Wellbutrin® SR 3% Wellbutrin® & 7 2 £ F 2049,
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120
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- REAHERMR e RBREAAH, 2x150mg q.d.
-0~ RE AU LT BREHXAH, 300mg q.d.

3B R E (ng/mL)

| s Ao et Aemean saamay aemen ecs eany dNER S e SE St RS SRS SIS DA SN S T T

0 20 40 60 80 100 120
i (at)
B 3A

500 +

0 RE R LB A AR M
2x 150 mg q.d.

O KL LR LA RAERA N
300 mg q.d.

&

£=]

o
1

ZAE 48R A (ng/mL)
N
[~
o

o
m 100 '
0¢
:)- ' 2'0 4'o 8’0 8'0 1:)0 1;0
B (/NEF)
A 3B
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200 4 .
] -0~ KA U LB SRR R AN A
2 % 150 mg q.d.
- | ~O— AL B8R R M
- 150 4 300 mg q.d.
£
=
™
-3
o
%
K
&
2
b
by
W

Z B RBRE (ng/L)

LANNNt AAINS Sumny SEE S S Sy SN S SEGa Neney Sunats Snstet Mcne SN MR SNNG St Eu S e 1

20 40 60 80 400 120
BIE (B

A 3C

~0— KA A BB RARA N
2 x 150 mg q.d.

—O— KL A 64 8 A S AE b BR 2R R A
360 mg q.d.

miE (e

A 3D
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%3R48R E (ng/mL)

S4B E (ng/ml)

80 -+

- REAHHBEE AR BB A N,
150 mg q.d., ¥4

O~ KL AR LM B RERA A,
150 mg q.d., #&

120 ]

100

B ()

A 4A

—0— AL PGB IEPBC R R M,
150 mg q.d., %4

~O~ AA A LB ARE R AR AN,
150 mg q.d., R

~¥- Zyban® 5 #, 150 mg q.d., %R

=7—~ Zyban® K #, 150 mg q.d., #HAL

B (e

& 4B
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# Rz KA (ng/ml)

AR A RERE (ng/mL)

[

o

o
1

i o ¥ L LELE SRS )
1S0 mg q.d., ¥4

~O AL A LRI RMABBRIANN A
150 mg q.d., #A

=¥~ Zyban® A #H, 150 mgq.d., ¥4
~- Zyban® K M, 150 mg q.d., #A&

Y T T ¥ T T T Y T

48 72 96 120
B (o)

& 4C

—8— RE A RS M B AR A
150 mg q.d., ¥4

~O~ RS A B AR B R #
150 mg q.d., A

~y— Zyban® 5 M, 150 mg q.d., ¥R
—G~ Zyban® K #}, 150 mg q.d., #HA

(') ’ 2'4 C 4'3 . - ';2 98 120
BriE (NEF)
B 4D
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s o S L EE N FEE ]
150 mg q.d., ¥4

=0 AL & B man R A A
150 mg q.d., &

—¥— Zyban® K #|, 150 mg q.d., %K
X7~ Zyban® K #l, 150 mg q.d., A&

Z o4 R 5K (ng/mL)

N B R o e
0 24 48 72 96 120
BE] (AhBE)
160
] O KK B AR AR A
1403 300 mg q.d., A
] ~O— R4 965 & 8% 5 I AP R ABAH A
120 - 300 mg q.d., R
2
E
Y
el
®
&
=3}
KT
T
,;.k,(
O —O- -0
-zo‘...,ﬁ..,.....'...r.#,.,
0 20 40 60 80 100 120
B R (AJBE)
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A AR E (ng/mL)

Z AR B B EF R E (ng/mL)

500 1
400
300
200 {

100 -

8~ KL BRI T RAFAK H
300 mg q.d., R

~O~ KK Bt th 8RSk 48 8A 2 BAFAHT #)
300 mg q.d., #HR

L JE Rt B s SEN SRSss S SEEES SuSEs S Seete peags o —rr

20 40 60 80 100 120

wE (e

K 5B

M aF S L L BN L 8 E ]
300 mg q.d., ER

~O= A K 64 £ B 3R AR R AN M
300 mg q.d., A

T BB Aan Bhiis D St et S S S S s Seent S mesey masnt Sets s une |

20 40 60 80 100 120

wHiE (B

B 5C
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40
1 e CULE L EL TN PR 2
] 300 mg q.d., ¥4
; O KL L8R RSN
~ 304 300 mg q.d., #HR
3 ]
w0
&% )
¥
%
E 104
2
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G ]
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0 20 40 60 80 100 120
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180 ]
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160 300 mg q.d.
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180

~@—~ KA N LA RAHH A,
300 mg q.d.

160

140 ~O~ Wellbutrin® i #}, 100 mg t.i.d. A

g 120
i
& 100
% 80
&
2
¥ 60
't-k
40
20
0+ LS ' 4 T T MM DRSS RS et |
0 4 8 12 16 20 24
B ()
1400 -
] ~0— AL B AR RIS A
] 300 mg q.d.
1200 ~O— Wellbutrin® 4 #, 100 mg t.i.d.
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E
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& 1000
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700 -
4 ~O— R L ¢ 5 R AR BRI R A
300 mg q.d.
7 ~O—~ Wellbutrin® 4 #, 100 mg t.i.d.
600

SRR R ABERE (ng/mL)

300 +———T—Tr T T T T T e T

Z AR B RER A (ng/mL)

0 4 8 12 18 20 24
aHE (o)

& 6D

120 ~
] -0~ KK A6 38R e dE e BRI R A A
X 300 mg q.d.
b -0~ Wellbutrin® ;5 #, 100 mg t.i.d.
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o

ZAEABRRAE (ng/mL)

FAE SR E (ng/mL)

1 - A KNG LR L ARMEARFHA M, 300mg g.d.

B A (het)

A 7A

250 ]
1 —0- KEZ A6 R AR IR R AR
1 300 mg q.d.

200 A ~Q Zyban® K #H, 150 mg b.i.d.

0 4 8 12 ‘1; '2:) o 2'4
BtlE) (aF)
B 7B
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1400 -
] —0— KA U6 2 B ST R AR M
] 300 mg q.d.
. 1200 ] ~0~ Zyban® A M, 150 mg b.i.d.
q L
E
g ]
=~ 1000 -
el
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52. 800
¥
bl
®

600

400 e YT T T e
0 4 8 12 16 20 24
B (Joat)
800-_'
f —8— KA BRI RH A
700 h 300 mg q.d.

~O— Zyban® 5 #, 150 mg b.i.d.

AR A REERE (ng/mL)
3
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120 4
]
] 8- KL R BB IR RIS H
] 300 mg q.d.
110 +
] ~O~ Zyban® K #l, 150 mg b.i.d.
100

LA B A REFRE (ng/mL)

B (R

& 7E

89



	ABSTRACT
	DESCRIPTION

