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D-v > = k=), fiftili, ZUAFRE N F For )T T MEESE L L TARB ORS8O G-
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600mg/ H) CT10.6%. £ 535k SERpE4) T1310.2%. #
MEFGREIE 2 0t B & L 721650 79 £ R RE 0 75 +
REETIE2.8% %) L. AHIEE(300~450mg/ H) T9.2%. Ef
BHRBETIEI A% TH - 72, (8.4 ]
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16. EYEHEE

16.1 MAEE

16.1.1 HE%RS
HA MBS A IS, 7L A3 »50, 100, 200, 250 % U8300mg (%455
H60) %l B | B AR PG L 2, $ 58 LIRE [ CCmax I3 L,

t1/20 3K TdH - 720 Cmax M FAUCo-id. 300mgF T HE&HPH T,

AL T L 725,

55| Cmax | Tmax AUCo- tiz | CL/F | VI/F | Ae
(mg) |(ug/mL)| (hr) |(ug-hr/mL)| (hr) |(L/hr)| (L) | (%)
50 2.03 | 0.67 10.7 5.98 | 4.72 | 40.6 | 83.9
(0.40) | (0.26) (1.1) (0.65) | (0.44) | (4.9) | (5.4)
100 3.56 | 0.75 20.4 5.66 | 4.93 | 40.3 | 95.0
(0.67) [(0.27) (1.3) (0.59) [(0.35) | (6.4) | (2.7)
200 6.35 1.00 43.2 5.93 | 4.64 | 39.7 | 91.8
(0.73) 1(0.32) (3.0) (0.32) [(0.32) | (2.7) | (2.6)
250 7.18 1.17 49.2 5.57 | 5.15 | 41.0 | 95.6
(1.43) [(0.52) (6.1) (0.72) | (0.61) | (3.8) | (4.4)
300 8.25 1.08 61.7 5.80 | 4.91 | 40.9 | 97.7
(1.36) |(0.38) (6.3) (0.62) [ (0.52) | (4.3) | (7.3)

(R 5. £660, F¥fE Rk fF ) )
Cmax : ¥ e IL4E i B
Tmax © fie i MUE e RE ) E R
AUCo-oo © IILHE F e 7RG ] h AR T ThIF
t AT HR R 2 R
CL/F: Ahiroegs )75 v A
VA/F : Bh T o5 sik
Ae(%) @ HAE 51460/ F TOREAE O IR bR

16.1.2 R1E#S
FAR NS 7L 4773 2 11150 % UN800meg (4% 5-5861) % 1 H 21
7H B ARG LRy, 55524~ 48Rl TR E L, 57
HHDt120E 2N 216.02% U056 . 31K CTd > 720 %5 7H HDAUCo-12
13, G EIHHDL 45 TH - 726,

Cmax Tmax AUCo-12 t1/2

(ug/mL) (hr) (ug- hr/mL) (hr)
S1H | 8B57H | 851H | 557H | %51H | %7H | %1H | %7H
15101?|ng 4.23 | 6.30 1.3 0.9 | 22.2 | 31.6 | 5.11 | 6.02
A H2m) (0.72) [ (0.74) | (1.1) | (0.4) | (1.9) | (3.6) | (0.69) | (0.47)
SOIOE 8.82 | 10.3 1.6 1.6 | 42.1 | 58.8 | 5.42 | 6.31
(15?;}) (2.30)| (2.3) | (1.0) | (0.8) | (6.9) | (10.6) | (0.87) | (0.54)

CPIgfi (iR 22) . %861

16.1.3 EMFIRZFMEHER

(F'L AN »OD§E150mg =% 1)

(1) XTRAL 545
7“1/ 7731 » OD$E150mgl =4 J& 1) ) 77 OD$E150mg % 7 10 A F —/3—

2k EnENgE (T L AN L L C150me) . HEEER A 184412

f@ﬁﬂd—l”‘liljfx G- U TS RZEACRIRIE 2 W58 L 720 15 5 7238 E)
/87 2 —% (AUC, Cmax) 22w T90% 1518 X [ i 1 TR %
175 724 # 1og(0.80)~log(L.25)DFEFIN T 1) . T O AW 1 [F %
TR E N2,

HENT A =% BEINGA—F
AUCo-24 Cmax Tmax t1/2
(pg-hr/mL)| (ug/mL) (hr) (hr)
TV 2 ODEE| g 049 88 |5.59+1.01| 0.9+0.4 | 5.940.5
150mg[ = 4%

) 1) 710D$E150mg| 32.02+4.22 |5.97+1.22] 0.7+0.3 | 6.1+0.8
CFI9fE + (2, n=18)

(pg/mL)

7

6 —e— 7L J7/31) »OD$E150mg [ =45 ]
it 5 ——1) 1) 70D$¢150mg
54 CP3gfi + R, n=18)
3
E 2

1

0 —

01 2 3 4 6 8 12 24
BEHIR (hr)

IS N AUC, Cmax®$ 0735 A — ¥ (3, WERE ORI, (i
DRI - ORI & > TIA BTN D 5.
@ K% LTRALES

T LI /OD?EISOmgTQM’J L)) A OD$EIS0mg% 7 U A — /N —
BT L) ZRE G (T L A3 ¥ & LCl150mg) . REHER AR T18% 10
i FTH EIRE CT 5 L C IS rb R (U PR RE A 5 L 72 13 & 7360 )
7859 A — 5 (AUC, Cmax) |2\ C90% 5 X [ : 1= T AHIRAT &
1T o 724559, log(0.80)~log(1.25)D&EEFHINTH V) . WH] D W2y a5
MEASHeRR & D)

ST A =4 BEINT A =¥
AUCo-24 Cmax Tmax t1/2
(ug-hr/mL)| (ug/mL) (hr) (hr)

TV IIN) 2 ODEE

150mel =% 32.29%3.17 |6.08%x1.00| 1.0%£0.6 | 6.4%0.5

) V) /10D$E150mg| 32.72%£3.26 |5.77+0.96| 1.0£0.4 | 6.4=0.5

(P39l + R, n=18)

(pg/mL)
8
7 —— 7 L 77/\1) »OD$#150mg [ =4 |
6 —a 1)) #0D4£150mg
i O (Tl = B, n=18)
H g
=3
iy 3
2
1
01 2 3 4 6 8 12 24

£ 5120 (hr)

M P EENE MICAUC, Cmax® /39 X — % 13, W o IR, kil

DOBRUAIEL - FESF OB & o TR 2 REND 5 o

16.2 IRIX

16.2.1 BEDFE
AN AL9BNC BV T AR ROV ERIC T L 3 » %150mg
HRE OG- L 72O Cmaxid 2 1214958 03,22 1 g/mL. Tmaxi
0.947% O°3. 37 R, AUCo-48id Z N 2N31.2% 10288 ug - hr/mLT
o7z EHEHEGIZE W TCmaxidfI35%IET L. Tmaxidf2. 4FFRH 4T
F L7, AUCo-cDE T IZ#8% TH - 728,

16.3 4
HARMNEFER AL, 7L A3 250, 100, 200, 2505 U8300mg (%4% 5-
B66) & A AR IR RS L 2o B oo 5 (VA/F) 138
AL CTH o720 TLANY AFMERICEAT L. M4 16§ 5 421
RO M ;t 0.76THo720 TLHN) UiE, 0.1~20 u g/mLIZ B
TIMAEE IS, 1 FEAEFEE L h o725 94 10) (5 vitroikER)

16.4 3
TLHNY) AT E A LR EZ T v R (FHEIA6H) 121U4C-7
L #7/31) »100mg(107.9 u Cl);}x 5, FRAIZEI S L7 U REO#999%
MREAETH > 720 RITHRINE hf: TLHNY yOEBEREYTH
BHN-A FOVFERIGR PG RED0.9% L LTINS NTo In vitroik
BRIZBWT, LAY »159 ug/mL(ImM. 600mg/ H %58 > i HIk
BEOCmaxDf10f5) TCYP1A2, CYP2A6. CYP2C9. CYP2C19.
CYP2D6. CYP2E1J U'CYP3A4IZAF§ 2 HE RS H Nk 0o 729 1D, 12),

16.5 HEtt
HARMNERK AL, 7L A3 250, 100, 200, 2505 U°300mg (%4% 5-
H6H) % A A B 3% 5 L 72O CL/Fi34.64~5.15L/hr Té >
720 T ORORAPPERHIZ83.9~97 . 7% TH - 725,

16.6 BENEEZHT2EE

16.6.1 =¥
D67 ~T8i% D H AR NMEHE R EOBIIC 7 L 7/31) > 100mg % H[H#E 1
Pe G L 72, Tmaxi1. 4B, t1/2136. 328/ T > 720 AUCo-00 S T
tield, EHEIEEEE 2 7L A1) 2 100me % BRI 5- L 721 & g
LCThThrl i@k&ULET%@I‘ﬂﬁ%ﬁEé n7z,



Cmax Tmax AUCo- t1/2 CL/F

(ug/mL) (hr) (ug-hr/mL) (hr) (L/hr)

353 3.24 1.4 26.6 6.32 3.82
E (0.55) (0.5) (4.3) (0.82) (0.65)
f R 3.56 0.75 20.4 5.66 4.93
I s | (0.67) (0.27) (1.3) (0.59) (0.35)

(M EERe - &660, Tl (FRHER2))

16.6.2 BipEREEE

(1) BFseD R4 2 WBRF 2661 2 K RIS, 7L AN > 50mg % HElalfE 14
G- L7z, BREROMT I Tted iER L. AUCe-«A L 72,
CL/FRUS 70T 7 v ACL) X7 VT F =270 T 7 AZWHIL
72 BENT =5 )0

VA s Cmax | Tmax| AUCo- t1/2 CL/F CLr
2075 A [(ug/mL)| (hr) |(ug-hr/mL)| (hr) |(mL/min)|(mL/min)
=60mL/min | 1.86 | 1.00 | 15.9 | 9.11 | 56.5 | 44.9
(n=11) (0.39) [(0.22)| (4.4) [(2.83)] (17.6) | (23.6)
230-<60mL/min| 1.53 | 1.29 | 28.2 | 16.7| 30.6 | 15.4
(n=7) (0.29) [(0.39)| (5.0) (4.1) | (7.3) (7.7)
=15<30mL/min| 1.90 | 1.93 | 52.3 | 25.0 | 16.7 | 9.23
(n=7) (0.62) [(1.48)] (11.7) | (6.7) | (3.9) | (3.37)
“lomlanin | 169 | 1.00 | 101|487 | 830 | 4.30

(57 50mg (Hilnl) , SFHfE (FEE R ) )
CLr: HEo7 VT A

(2) BEMZEMENRERRT

838BI DHE R (H A NATAB % & T MR B 7061, K E B i
JBAE2600, BRI VE AR AR 10 5 I & A 3 5 3 15400 J UKL
HEf e E BB 22400) 2R R & L CREE R SE BYRE AT & FEHtE L 7245 AR
— RN E ETl-T 28— A Y PETFTUSEES, £ERE LT
CL/FIZMLTZ VL7 F=v21) 75~ A(CLer) R UEIAATE, VA/FIZ
& LCBMI, BUARMAE, PRI R OMEMASEE Sz, T L) v o
WP ICRE L5 2 5HF L L CIECL/FICHN T ACLer AEETH 5
LEZ LN, BRERERETICBVT, CLaDETIZE), TLaN
) Y OCL/FIZETF§ 5720, Clerftiz % & L2 HE: - JHEOHEA
WETH D,

F 7o, HARNOBERIFE AR E M D B EF 2BV T, Clerd’
30mL/min2l F60mL/min A& 12T LT 5 BEIZT L AN 2 150mg
%1 H 200 BRI $5- (300mg/ H) L 72 & & DERIRIEIZB 1T 5 AUCo-12
(AUCo0-12,85) DE 72 L B HEE X, CLer?560mL/minbh ko E# 12
7L AN 2 300mg 7 1 H 208l BRI 5- (600mg/ H) L7z& & &M LT
& - 725 CLerH30mL/minkh F60mL/minAiii D BE 2 BT 5 T L AN
Voo r )7 v A, Cler?2%60mL/minkh £ o & O 55 Tdh >
72180, [7.2, 9.2, 9.8.1 &H]

JLVT7F= pe5 AUCo-12,88 CL/F
)T TR T (ug- hr/mL) (mL/min)
=60mL/min 1151300mg 75.5 69.2
(n=31) (1H2Mm) (17.1) (13.8)
=30-<60mL/min|  1[#150mg 80.3 32.3
(n=14) (1H2M) (16.5) (6.34)

Gl (R 2E) )

16.6.3 MiKEMEE
MLEENT % 2 T A HEERE 126112 7L 47731 ¥ 50mg % HIEHE 4% L
7o, ARER O MEGENTIC & O EEh 7 L 77N VR I3#950% F T s
L7720 ZOBOENZ )7 T ¥ A13192mL/minTd - 7219 (JHE A 7 —
%), [13.2 18]

16.6.4 #2317
1208 LA E o2 (1060) 12, 7L 3 1) v 150mg & 121 =& 12
H£45-(300mg/ H) L7zKE, 7L ANy JEBFLICRAT L. B @ # Ik
TBICBT 2 IR, AR 0R76% THh > 720 FLILO T
R % 150mL/kg/ H EEST B L, TLHNY Y OIRADIHSH 72
) OFIBEFER1Z0.31me/ke/ H (REIRF T 2 & B Gm0/H7%) &
HEESNDD GHEAT— %), [9.6 31K]

16.7 EMHEE(ER
TLUHNY) FEE LTREMEO F FIRFBICHEES L, B M2BWT
BEAERHBENDE LR, TAMEEAICOEA LEVD, 7L
HoNY) SR AR % 5] &8 2 3R IR0 (AEA T — %),

16.7.1 ANRF o
TVIINY 2 LTINS F 2 OFEYELERIZ oW T, EHERALLE E
KGNS T L AN 2 100mg L O H N> F 2 300mg % H I 5 L 7255,
Te O R A18BILE 7L 478 1) 2 100mg fe OS8R > F- > 400mg % SAE
¥ 5 (B G- B -8 ) L 72 3kBR & 9eit L TG L7co 2o, Hinlfk
R OREHGOWTFIIZBWTL, 7L AN YOPFHIZE > THN
RYFVOFEYHREIEAL holze o TLANY) » OWLIGREE
AN F I L o Th IR L7245 I I E 5 8ih 2
o 721D,

16.7.2 ROBHTIE (BB / VI F> FOLRUIF LIS VA -
DEH)
fRERE R N L PEL6B1 % o SRR AT IR (WEBE / V= F » Fu v 1Img R OV
FEZNVITALTYF—=0.035mgDAHILHLE) & 7 LAY (1]
200mgl H3[0]) % [ 2R3 5 L2, 7L ANy e 2 v o F

Y FU Y OCmaxiE 7L AN CIEGEEE & i L A b, TLa
N RO AUCo-2413 7 L AN 2 JEBE IR & Tl L C16%8E L .
TLHNY) VIE ) VIF 2 Fu o OEYEIREIEE RITE e h o7,
FLHN) CPRAEBEOIF VT A k5 Y4 — )b OCmax &k FAUCo-2413
TUANY IR & I L TENRENSW% K O T4%HII L. T L AN
VUG ZFZNVIA N T IF = VOEYBREIZ L RIT S o T,
T, BRIEESRE 7L AN OISR (N 5 718) 1208 E RIE
Sl o718,

16.7.3 A5 /¥4
FERERAN1260 % 6t 127 L A8 » (1E1300mgl H 2I) % SR 5.
07 E/84 (Img) & BEHIFES- L 72, 1 5 €734 OCmax L NAUCo-e 3
TUANY) CIEPEREE & B L CENEN6B U8RI L. T L AN
) 30T BN A BRI E Y RIZE otz F2. BTN
ABEREED 7L 8 v OCmaxid, 0T E 8 A JRGEHEE X D 2% L .
AUC0-12131.8%1K < . T T /AT L HNY v DY EIRE I HE L 5
Rlehotze TULANY 2T EBNRAOPTIC LY FRAFEAE R OHL
FGEBFEREZ B1F 2 SUBHEE R EE DS, A G- 2 TN
VAR 2 @A) A55880 & 1 7z19),

16.7.4 #¥> K>
TR 1260 2 % 502 7 L 73 > (1300mgl H 2I) % FAEFE 3% 57
¥ a3y (10mg) #FHKES LzK, %23 FrOCmax kY
AUCo-wld. FLH3) VIEPETRE & Hle LT #2411 .1% K 089 . 5%
DU TLHNY LZFF L TR OEYBREICEEE RIZS Rho 72,
T, AF VIR UHHEBEO T L AN OCmaxid, ¥ a FU3E
PEFTEE & 0 4 5% > 7275, AUCo-2idFRETH Y, A+ aFrid
TLHNY v OFEYEREIEEE G2 kol TLANY v EdF Y
IR OBHIC &Y . RRAIRREE M O RE BN EE I B 2 RS HE R IE
BEREEDS AR G AT AR T 3 2 [ 253860 & 1172200

16.7.5 T4/ —J
FERERLA1361 % 6t 127" L 78 )~ (1H1300mg]l H20) & SRR O35
T8 7= (0.70g/kg) Z PG L7zR, =¥ 7 — v DOCmax KT
AUCo-oold, 7L AN IEPERIIE & Ll L T2 218.9% MK U9 6%,
DU TUHNY T8 ) = VOSEYBEIEEE RIZE Rhol,
7o, 8 = VEFHEEO 7L AN OCmax & FAUCo-121d. =%
J = VIEBF IR & Hei L TN N2 % KL 1% =02 o 7205, T D=L
REMEE 2 5ETIIAVWEZEZ SN, FLHN) LY ) — LD
BEFC & 0 FRAIERRE e O AEBIFRAE L B 1T 2 FUG TR R IE B35 2%,
BEFIPL G5 HACTHMA AR R 3 2 @ 25520 5 7220,

16.7.6 7T = kA >
7z = M Y HAOMERHE 512 X D IERAEE L T B ARG TAD
ABFL00 25 RIC T L A3~ (1E1200mgl A 31A)) % SRR 3% 5L 72
B, FLANY S E T 2= M A MR (5 7 ) (2B KT
S, FLT 2= M BTV L OSBRI 52 o 722,

16.7.7 HILNTEE >
HNINT B Y BH 2 RS SN TOBIRATAD ABEL26) % 1 %
27V ANy v (1E200mgl H3ME) % SAERE 45 L7zlg, 7L ANy »
A NN B Y R OZFORHY (10, 11- 2R F 2 NME) o i i
(P 7)) ICHBERIZET, ANV EE LS T LN ik
WEIREI B A .2 e ko 7222,

16.7.8 /NI T O
PNV TaEEST M) AHEI R RS STV D AT AR ABE120]
ARG T L AN v (1A1200mgl H 3D % AERE L% 5 L 72, 7L o
N NV T O EED MR (b T 7)) 1R E TS, FaN
WTafEL 7L AN Y OSBRI T 2 e o 7222)

16.7.9 SERUF>
FE MY XL 2 HEH TS SN TV B A TADABREL 255
W27V AN v (1200mgl H 3[) % RAERE IS L7k, LN »
X7 E N F Y OMBERRE (T 7)) ISHEERIZSY, FLTE
VEZS T VAN L O TRE B L 52 o722,

16.8 Z Mtk

TLAHIINY > OD§E25mg[ =55 ]
7V 931) 2 OD$E25mgl =A% N[ & A3 5 7 2 L I 35 o L Y21
FSEPERBE AT A K9 4 >~ CRK244E2 H 29 H 38 i A 56022945105 ) J12 3k
D&, FLANY) YODFEIS0mel =4 E AR & L7z & IS
2B XIS RS & A7 S22,

TLAHIINY > OD#ES0mg[ =55 ]
TL AN 2 ODEES0mgl =4 NNE[ S A3 72 2 #2 LT EH 0 A W1
SRR AT A K54 >~ CRK244:2 H 29 H 3 A 556022945105 ) J12 3k
D&, LAY YODEIS0mel A A SR & L7z & IS
W ZHD Z YIRS & Ade S22,

TL AN > ODET M =455 ]
7L 7731) »OD$E7omel =4 N[ & mAs i 2 2 #R TR ELA) 0 LW 5411
[FSEPEREE AT A F 5 4~ CRK244E2 H 29 H 3 A 56022945105 ) 1123k
D&, LAY YODEEIS0mel A A ARSI & L7z b & RIS
(230 XA RSE L 2 K,




17. ERIRAIE

171 BMER VLM ICET 2 HER

17.1.1 BR T 5 R HEBHE
RIS SR R 2 b Rk L2213 MRS o R E R B
W, FEFHEEHH Th 2 I i&GHliRE O A I TIETERO LB Y TH
O, F LN 2300me/ HEK 0600me/ HEETIZ 75 1 REEE Il L

17.1.2 EARBHRE A
RIS B R SR 12600 . W PRI M AR IR R S 2 1 ) PR B 123
B, ARAE 6 9 S 10690 S 1 R T AR e TR 2 o (3 AR 15 T 90
MAE v e 2SS MR LAE (A D 7E98) BB 1038 & i S & L 7 Bl
GBI b 5208) 12 BT B i A D FRE (0~100mm Visual Analog
Scale CHASK E VT ETRVEAZ R T) OFEHIETEOE B TH o7z,

THATFEICA B R UGS b7z, Jii A D5 (mm) @)
A% RIS PR A 3 7)) Rfilis= IR B A T PRI PR AR R R 12 0 5 e
e -1 B NP | TR E D - AP R | TI9ME = R | RFMEEIE | CPIOME = B
iz | [95% 5 HIX ] P el | 126 62.0+19.0 123 52.8+21.7
77K 97 5.12+0.19 - - 124 116 35.3+22.3 119 30.0+23.0
FLHNY ¥ -0.31 2438 105 34.0+23.0 112 27.7+22.0
86 4.81+0.20 0.262
150mg/ H [-0.85,0.23] 5238 94 28.3+22.9 97 24.8+20.8
EAZPALING N -0.86
300mg/ H 8 4.26%0.20 | 1y 39 9,37 | 0.002 A DRI (mm) @
é&@?; 97 1H%Qw[&£§w] 0.019 A AR 5 6 R A B A
mg - - 1.0 : FEBVEL P2t = it | REARBIEC | P30 + Bt
a) BEBRE At H AL T 2 i A 0 HEEA S BN Lf:li@?nﬁ@%zi@%;ﬁijbf[o F5HT 106 61.8+23.5 103 67.1+£16.6
(J%J%trE)7)’%IO(E*LU\J:&M%‘&)0)11?%‘&?’(“5?‘@%?(L\ A3THK 1278 104 48.9+23 3 98 14.3£26.9
SCRERCHALRT.] ) . 288 | 101 48.3+23.8 92 46.3+27.1
b) % GE N OCLerf@ % N1, N—=2AF5 4 oA 7 2387453 5238 87 47.1+24.8 85 44 9+27 .0

bon:1 Goxiin

A VTF=v )7 T v AHEEM (CLer) I & - T, 30<CLcr=60mL/
mind#EEH 1212300mg/ H . >60mL/min D #Ek# 1213600mg/ H 25#%5-
a7z,

LAVERTES R P ORIVERZEBERIE, 77 £ REET43.9% (43/9861)
7L 781 »150mg/ HEET57.5% (50/87f) . 300mg/ HE:T73.0%
(65/89%1) . 600mg/ H#:T82.5% (80/978) Tdh o 7z ELEINEMIL. F
BPED 0 (31.1%) BHR(28.6%) . R (12.1%) . KHgHETE
(11.7%) Td o 720 EELRNEHIZ, 150mg/ H B LR HEZELF] (5

KmIE) . 300mg/ I BRI & RIE D 1BI20F ()5 BI8) 233 &
7220, 20

HEPRIPEAREAAERE (B D R EE 2 R & L 13RS O EHE
HHBGEABRI BT, EEFHEHEE Td 2 Rt aF ik O A 2 73T
KDEBYTHY ., TLHNY »300mg/ HEETIE T 7 L ARREE LT
AT B UEED RO bz,

AR QSR A 3 7D 0
NR=2AFAL
BSB | BRI o 0B LR | 75 R L o
TEPVE ™ e | er s | (5% (e | P
i
75 kR 135 | 4.83+0.21 | -1.20+0.21 - -
A ZAVR B -0.63
300mg/ 134 4.20+0.22 1.82+0.22 [-1.09 -0.17] 0.0075
FLANY i} ~0.74 -
omer it | 45 | 4.0820.32 | Loa=0.32| ) oo o

) WBRE A RS 24O Hibh SE I L - LAM O A 2 7 [0
Uiaz L) 25102 ERWEA) O CTFEFMis ., 23775k
EWVIIERVEAERT ]

)G OCLer @2 N1, N=AF4 Y OFgAa T L meT53
BT (ARSI DRI A I T ONR— AT 4 > h5DEALEIZBIT S
FL AN 300me/ HEEE 7o RBEE DI TEEME L72,)

D7 L7F=r20)7 7y AEEM (Cler) 12 & - T, 30<CLer=60mL/

minOPEEEH 1213300mg/ H . >60mL/min®#;5&# 12 12600mg/ H 23#% 5-
Sz,

LAV KB ORIEMFEBIERZ, 77 2 RHET36.3% (49/13561) |

L7 31) »300mg/ HEET56.7% (76/134%1) . 600mg/HE#:T80.0%
(36/4561) CTd > 72 EREIERIE. FBED F v (300mg/ H#E19.4% K&
0°600mg/ H#£37.8%) . AR (300mg/ H #£20.9% & 0°600mg/ H #
40.0%) . AFRYMEFRIE (300mg/ H#12.7% K 0°600mg/ H #13.3%) . AT
BN (300mg/ H 11 .2% K 0°600mg/ H 11 .1%) T - 7228,
MR R A R E L2 16 MG o ZEERLERBICB W T,
FEFMIEE Th 5 REFEMIEORFA I TIETFTREOLEBY THY ., 7
L I8N v #E(300~450mg/ H) T 75 & AREEE I L TREMHEICH
RUENRD Tz,

TSGR O A 3 72 b
Fracn " AN | TR E D%
J 1 N . .
| e | (oswmmixm) | PH
TR 248 5.45+0.12 - -
FLANY v 0.4
300-450mg/ [ 250 5.01=0.12 | 1 78" 17| 0-0046

o) BBRH Y HELHRT A0 40 Hasd & 5l L 22 LA O P35/ A 2 7 [0
(fAZ L) D510 NP EZR WEA) OB TRl S 41, A I 725K
EVIE LRV TR o]

WHEGHEZRF. N2 T4 X OERA T & IWER L 50550

LTRSS P OBIERA B AIE, 7T ARRET51.6% (128/248
B, TUHNY YEETE2.4% (206/25061) T - 720 FE@IlEIE,
MR (45.2%) T8RS $ 12 (28.8%)  MRFERINN(14.4%) . HH:(12.8%)
THo7229,

2)0~100mm® Visual Analog Scale TR & WV T LRV A % R T o

[ AR 45 -3l B s 2 12 ) 12 B W T Za Rl R p0H o
BIVEFIE78.6% (99/126%1) 12388 & 4v, 2 BIEAIZEBIMED $ v
(28.6%) . AR FNE(16.7%) . IR (15.1%). AKEHMN(13.5%) T
Holz
PRI 5 OB PR3 1 A AR R 5 L O ) IS B W T etk
SR GBI O RIVERIXT70.7% (87/12360) (2780 S, ERFEIERIE.
TEHR (22.8%)  AREHINN(22.0%) « FBED 12 (20.3%) TH - 720
| PN R % G- 5B GRRHERT R E) 12 B W Ty R MEEFAAT S50 v (2 B A
1384.0% (89/106f1) (2523 H AL, 7 BIVEIZMIR (26.4%) . iZE)1E0D
F(24.5%) . HREHIN(18.9%) . EH(16.0%) TH -7z BIEHOE
IEFEE L. ZARETH ), BEEORIEHIZREO N7,
EIP I 5-3U8R (Fh AR P R B R ) [ B CL BT T % B E
FER B & BAEEDSEAL L 72 A I AR BRI 8 72 12383 L 72
AR E. 87.4% (90710361 1258 S v, ERFIVERE. IR (48.5%)
REIENN(28.2%) « FEIED F 1 (22.3%) . RAYMEFIE(17.5%) TH -
f:30)733)0

17.1.3 ERRHERERRRERAIE
HTREEG R EE 2R & Lz 16 ARG o ZEERILERBRIC BV
T, EEFHIIEH TH 2B OE{AITIITROLBY THY) ., 7
L3 23 (150~600mg/ H) T 77 b REE & ik L CREMAICEE
BUEEDTRRD Tz,

ERATTH O
— B O~ 251
5 | o re o LR | Toerrok
o ] K
UL NS S los%tsmcm) | P
+ AR
AA N 106 -1.07+0.149 - -
TLULHNY v
150-600mg/ H 105 -1.66+0.157 -0.59[-0.98,-0.20] |0.0032

a) IGEERSE DL G-1%. 150mg/ H 25 BAG L. 4528 X 0 sz 17, 454
TR ZPE L B e S COESAN S E1I6E F THEFF T A 2 L & L7z,

b) MR E AV H R 2 A O HRE0GRA 7% L) 22510 (2 bl L7 v
A)DIER TR S, AT T7HAKREVIZERNEAZRT ] H5HH
L 7= 060 (1638 R) DR A T T DR— AT 4 ¥ h b OFIELE %%
G CHE L 72,
EHRONR—25 1 56 D% LE=
[EEW (16H) OFIGEFA I T -N— AT 4 ¥ OFHEFEA T T ] ¥
[ BB ¥ 5 /4% 5- 1A 1 (1658 7))

OB GRER k2 W T N—2 54 DKM A I T RUFHET 5 R
ZOFHMOKEA 37 % 2T L 3 B L5 H T

LA VERHI LB O BIEZEBIERIX 77 & KEET46.7% (50/107H1) |
TUANY VHETE7.0% (75/11281) TH o 72, F2EIMEMIE, HIR
(33.0%) HEED F1(19.6%) . KR (13.4%) Th > 720 HE
ZEIERE, ARMBEHELFI ARG Sh, RE L7230,
17.1.4 5B 7' Z £ A EREER
TIREL BARREE LR E L " HERIEBERBRIC BT, B%T
fH H T 2 G MREOEHA I TIFTROLBY TH ), wIho
BRI BT T LN »300mg/ H#E L 0°600mg/ H## Cld 77 £ K
T & I U CRERM AR B R SR s Sz,



. TSR R Oy fg A a7 2) . b)
Jife A 5 gk — ——
- EracRiid o | BN T | T T v R E D
ST J e e .
A AU s et | foswimmizmy | P
A s SO iR
75 LR 93 | 6.14+0.23 - -
FLANY ¥ 0.8
1 ot 87 | 5.2650.24 | [y 00 0 [0.0077
W FLANY ¥ B 1.07
asim) |20 98 | 5.07£0.23 | [y 700 41 [0.0016
TVHINY v -1.79
Somerto | 8 | 43024 | 10,0003
AV T/ AR U8R
75 LR 87 | 5.59+0.21 - -
FLANY ¥ ~0.14
(55@2&1) Eae 83 | 5.460.21 | (o1 4ay [0.7999
TLARD L] g | 5 50,22 007 1o 7999
150mg/ H 92%0.2211 1 64.0.50] |-
SR 81 | 6.330.22 - -
TVHINY v -1.20
<8ﬂ§ﬁﬁ) st 81| 5.140.22 | ) o) o [0.0002
TVAR) L e |y 76+0.23 LT o 0002
300mg/ H 76=0.23 |19 59 20.95] |
) 75 1R 84 | 529024 - -
B TVHINY v N -1.69
@) |t s | 3.6020.24 | Ly ) (o 0.0001

a) BB 23 H AL T 2 A O HaEh S 5l L 72 LA 0 FH%E A 2 7 [0
GiiAa7e L) 2 510( 2 NPL E R v A) OT1IERS CREM S v, A3 7AYK
EVIZERVIAERT ]

b) AR K 0445588, ik K O CLer@ % R, N—A T4 Y OEIFAIT
# IR LT B ISR
RER2 T O3 G Ohirk A T, N—=AF 4 Y OERA T % 5w
&9 2 T

A2 VLTF=v )T T v AHEEM(Cler) I & - T, 30<CLer=60mL/
minDHEEEHE 1213300mg/ H . >60mL/min O #ER# 1213600mg/ H 73% 5-
N7z,

AV & BOGRBRLIC BV T, MRl 460 o BIVEH S8 Bl 1L 7
T & REET39.8% (37/93%1) . 7L A3 »150mg/ H #CT59.8% (52/87
50) . 300mg/ H# T64.3% (63/98%1) . 600mg/ H#:T74.4% (67/90%1) T
Holze FBIERN, FEED F v (150mg/ H#16.1%. 300mg/ H #
32.7% K& 0%600mg/ H #£36.7%) . fEIK (150mg/ H #9.2%. 300mg/ H #f
11.2% K 0°600mg/ H #25.6%) . HKA4PEFME (150mg/ H#12.6% .
300mg/ H #14.3% & 18600mg/ H #13.3%) TH - /2. HEZZBIMEHIL,
300mg/HEEZT T 7 4 7% ¥ — UG, 600mg/ H B I FEEMED F v
/BRI / 577 48 D e / ARS PR P70 AEIR OS2 1 I skl S, w9
b L7z,
HHESE T/ MARGRER2IZ B\ T MR G50 h o RIE RSB s 7
T2 REET25.0% (22/88%1) . 7L A /3\1) > 75mg/ HEET32.1% (27/84
). 150mg/ H#T41.0% (34/83B1) Tdh - 720 EREIWERILZEIMED F
W (75mg/ H#£8.3% J '150mg/ H #£14.5% ) & OMEHR (75meg/ H#7.1%
K O150mg/ H#E9.6%) . [IPNEEHEE (75mg/ H #7.1% K O°150mg/ H #
4.8%). 59t (75mg/ H#£1.2% J UN150mg/ H #E8.4% ) % Tdh > 720
AVEIES T/ MAHRRERSIC BV T MMl Rk o RIVEH 8 BIEE L 7
Tt REET39.5% (32/81%1). 7L 43 > 150mg/ H #T50.6% (41/81
%), 300mg/ H#ET67.1% (51/76f1) Td - 7z T RBIERILFEINED
W (150mg/ H#12.3% K& 0°300mg/ H #:26.3% ) . fE#R (150mg/ H #
14.8% }% 1°300mg/ H#£23.7%) « TNz (150mg/ H#9.9% M O°
300mg/ H#6.6%) % CTdh - 72, EEZEIMEMIZ. 150mg/H B IZ#EL.
L EE PRI OB AR /G = MG O 3BIAFEAs ks S iz,
ZNODEIFIZONT, LEEIIIMGE. CEEAER/CE I
MIREAE, $EELIREATER S N,
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Sit, ERBIERIGFEIMES 10 (27.0%) . IR (23.6%) . AR FIE
(13.5%) HINEZHEE(10.1%) . 5981(9.0%) L N 44T (7.9%) 55 C
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RIS R R E et S e L B 5B (15401, =312 4%
5) BO227500, RR172:835) 12 B 2 A OMEOFHHEIL T ED
EBYTHo7
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S £ FE# -5k Ei G- AR2
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Eaenill 154 69.4x18.7 275 67.3=17.9
1238 114 42.8+26.1 211 40.3+25.4
245 91 40.5+25.1 173 41.4+£24.9
5218 63 38.3£24.6 122 35.7+24.2
1045 32 36.8+£23.2 78 32.5%24.1

2)0~100mm Visual Analog Scale TEATK & W T LB iiA Z 7R T o

B RABLICB W T, MRl S 60 b o REIERI1£75.3%
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&G/ AN D 2BI 3 A S, FOERIZFNEAREE, HET
@ ) 7540) -43) °

17.3 Z Dt

17.3.1 BEDOHERR
HARNEREBN %5 % & LT L OVERIZ 7 L AN v % 150mg
[E RIS L 72 03Bt T o 38R, EHR%55.3%(1/1961) &
T AR 530 . 8% (12/391) TR - 7244,

18. ExpEIF

18.1 1EE#F
T LAWY IR B W TEMKEE D VY Y 5F v 2 Lok
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TLHNY vid, vy AFHAOEE T I L 2 FHMIBEETVICB LT
FET AT O T 0 =7 w2 I L 7252,
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19. B2 ICEAT 3EEZMHE
— AR F5 - 7L 431 v (Pregabalin)
1E2% : (35)-3-(Aminomethyl)-5-methylhexanoic acid
¥ CsH17NO2
AFE - 159.23
ORI AROBERTH L. KIZRPETIZL WV,
{EZiEER

22. B

(FL A8 > 0D§E25mg[ =% 1)
100$E [10%¢E (PTP) x 10]
5008 [10%E (PTP) % 50]
1008E[ /YT 7L 3 48]
(FL AN > 0D#E50meg[ =% 1)
1008 [10%€ (PTP) x 10]
5008 [10$E (PTP) % 50]
1008E[2NF = 7oL 3 48]
(FL#HINY >ODsET5Mg =55 1)
1008 [10%¢ (PTP) x 10]
5008 [10$E (PTP) % 50]
100$E[NT @ 7))L I 48]
(FL#H/N1) > OD$E150mg[ =% 1)
100$E [10%E (PTP) x 10]
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