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3.1 Ak
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HEIS A PAL I A PAL IV TVLHINY) v =5
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BRI TLHNY v TLHNY v TLHNY v
(& (25mg) (75mg) (150mg) 6. RERVAR
ATT U YBSAY Y L WG, 7Y £ SRIBEAT L, ST GRS MIERE)
| 0 or Lo ki, %73 5, S n i R BRI & LTS L A3 21 150mg 1215
FULF R YL RIS L, ZOBIEMI E2FTIHHE & L T300megE T
3.2 WEIDMER WS 5, B, Fin, ERICE D EEHHT AN, IHRESHE
600mga R 2V bl Ly WIND1H2MENI 5T TR, 5o
Wit 5% (mm) it s me ﬁf 5 G LRZEN S CRELIE G
a-F GRHMEERREE (IO f > &HE)
sfor | 75 Qf 53 HE L BRI ARE E LT L A8 2 1H150mg % 1 H 2[E12
VA ATV ¥y PGN Fyv7 Al e o P 401 S BE | =
%5mg —143—| 9% Er Bk U TREER G- L. 2O RIAKEL EATTIHHE & L T300mg %
AR TR T L7215, 300~450mg THERE S 50 R d. FlE. JERICKLD
Oi 55 BEEB T A2, 1A R&EAREIZ450mgE B R L, Wi
VBTN Dt : PON | %+ 7: iiﬁf’é b 1H2EN ST TR IS4 2 .
75mg - 75 K7 .
4T T e 7. BERUHAEICEEYT %R
cror . 71 RAIOFe 5% ik 28512034 7% <& S TAM L E2 T TR~
V) A K TRV OI 64 PGN EX A=t ) JRNP, - 77::
150mg «—180—> 150 KFq L~(ﬁki¢5 — to [82?}5”]
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. DRFEH =T
(mL/min)
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11]75mg
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HHBE
BHEOIEDS R 2 BIgE L, HEIR5T 2 28, [15.1.281]

9.2 BipelEERE
JVTF=r )T Ty AMiERSE L LTRA ORS8O
B2 A Lo RFNTTE L TRELEARACHEE S B 72
O MBEFREDE L 2 D EWEHDPER LR T 25 BEZNNH 5,
[7.2. 9.8.1, 16.6.2&H]
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9.6 RILB
ARNF G 32 BT S L 2 L, BHT e P EEFLPADOBITH
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9.7 NRZE
INBEA R E LA RIE R O a2 I8 & L 2 iR R 1 3
L TWiev, T v b TIRAEOEZMDE < RRERH=
(600mg/H) & %O BWT, FHRAEYER (85888 it
BRUOWELY) RORE~NORE (—@MokEmHImHE) 25HRE
ENTWD, T72. RAREBEMEDUE %1 2 5 EE CHE B
UG A, #5485 DT CTHIERIEH OIEE ARG S hTwn b,
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BB, [11.1.220H]

9.1.2 MEZEOBEI &5 BE
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15.1 ERER{ERICE D 154k

15.1.1 AL CH M S N2 R H 2 L HEBOITAPATIIBIT 5,
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METRRICB VT, BRAERCHBSROREB D) 2755, 1T
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KAFAY I IE AR O FSESR DN L 72 & OEDH 57,
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TN Ty MIEE RS 5L B ZENOSBEESHML72 L D
W0 dbY oo Ty MEHOIHERGARBEICB VLT, K
RTOUC-T LI\ ¥ HRBUGTRE DB T I e N3 & A & Dfi
HRIZ K BRBIRTH o 725 T v P 13K U528 M I 5- 3 1E3 R
TR T B 2RO SN h o 7z IRICET 2 EITEH O
FEHEIT T T 2R L D& MREREEER AR L L7213~16
WSO 7 T 2 Rx EER GRBRIFE) © 7 F 2 REETIE3.8%
Wxh Ly ARFIFE (150~600mg/H) T10.6%. =538 (3
BRpEE) TI1k10.2%. #AMERIEIE 2 R R & L2 16EME S 0 7T ¢
RRBEREED 75 & R TIE2.8% k) L AHKIEE (300~450mg/ H)
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Z)l>0

16. ZE4BHRE

16.1 MehiRkE

16.1.1 BEIERS
AARMNERER LS, 7L 731 50,100,200, 250 % U8300mg (%% 5-86/51)
Zoff FIRE L LR TR G L 72, e G LIRE R CCmax (23 Ly T1213 496
FHTdH o720 Coax M NAUCH-1d. 300mgF T i <. Ha 2 Lol
LCHmL Y,

Pehite Conas Trmax AUCo-e Tz CL/F  Vd/F Ae
(mg) (ug/mL) (h) (ug-h/mL) (h) (L/h) (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) (0.3 (6.4 (2.7

200 6.35 1.00 43.2 5.93 4.64 39.7 91.8
0.73) (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

MRS %6l Pl (BEREE)

Crvax © T ML iR FEE

Tmax + H5¢ 125 HILAE P ) 22 R

AUCo- + 4 v et ] AR T THi A

Tz + MEE L 380

CL/F: RPFo&y s 077> A

VA/F © WA o5 ikt

Ae (%) : Hi% G601 M £ T ORZILIRO RIS
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16.1.2 KBRS
HAR AR A 7 L 73 1) » 1150 % 0°300mg (&4%5-8761) %#1H2
17 H RS RE ¥ G L 7z g, $5- 1224~ 48] TR IRIE I E L, %57
HHEOT2& 21 2N5.95% 086 31EEH Th - 720 #%57H H D AUChH2iE.
BEHEIHHOL 45 TH o729,

Chnax Tmax AUCo-12 Tz
(ug/mL) (h) (ug-h/mL) (h)

BIH TH IR TH O SIE SETH 1R HTH

1150mg  4.36 6.24 0.9 0.9 21.8 30.7 5.11 5.95
(1H 20A1) (0.68) (0.79 (0.4 (0.5 1.7 (2.9 (.75 (0.46)

1mI300mg  8.73 10.5 1.6 1.6 41.9 58.7 5.40 6.31
(1H 2[A1) (252 (24 @1.D (0.8 (7.4 11.49 (.99 (0.58

PIME (R . #T6
%188 H2~6A8 $7HE

® : 1EI50mg1 B 2@EES
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16.1.3 £MFNEZM
AARMNERER 240112, 7 0 A4 —N—=2 k) 7L H31) »OD$E150mg
AT T VAN vh T v150mgx F IR IE R R O S L s &
&, TLANY L OMBERRER CEDEIE ST A -5 ZUTOLEB) T
& o720 OD$EIS0mgld 7k 7 L EK CTHRIH L7238 0 W I B W T h |
TV HIN) ¥ T N150mg & AR FEICRETH B 2 LR S D,

FI RO Crnax AUC: Tmax Tz

Gt (ug/mL) (ug-h/mL) (h) (h)
OD#150mg 5.794 31.180 1.00 5.955
Ok LTI (1.180) (4.958) 0.333-2.50)  (0.679)
OD#150mg 5.793 31.410 0.500 6.008
KT (1.421) (4.560) 0.333-150)  (0.698)
7]77[;;;15}0; 5.787 31,690 0.875 6.036
g (1.231) (4.477) (0.500-2.00)  (0.698)

(K-CHiH)

HATFIOME (MRS Tmad I RAE (R/ME-iRORME) . 2461
AUC: © figfth > 7)) > 7Kg % 7T oD I v i e — I ] il T TR

@ TLHNY L HTEILI0mg
6 —o— OD$E150mg (K% L THRA)
—B— OD$#150 mg (kK THRAR)

FHEHEERE

MEgR T LAY EE (ug/mL)

0 4 8 12 16 20 24 28 32 3
H5%I5RE (h)

% 7-. OD#£150mgi3OD#E25mg % (FOD$E75mg & i BB 2[4 Th 1) |
WIS L Ale STz,

16.2 TR

16.2.1 BEDF
HAR NERERRAL9BIIZ BT MARE R VA2 T L A3 & % 150mgHi 1]
RS L 72 DO Crad T F N E 4,952 10322 g/mL Tuaxl$0.947 % 083.37
B, AUCowld 2N 2N31.2% 028.8ug - h/mLTHh -7z, EHEFEGIZBW
CCmaxl3FI35%IET L Trnaxl 3 A2 AREHIIER L 7255, AUCo-ssD T 12498%
Tdh-72Y,

16.3 9%
HA AR A LS, 7 L #7731 50,100,200, 250 % 0°300mg  (4%3% 5-1641)
ittt B L2 HE AR L% G- L 720 W i 0 A 258l (VA/F) 138940LCdH -
Too TUANY VIEMERICEAT L. M IREL IS 2 2R O i,
0.76CTH o720 FL AN iF, 0.1~20u g/mLICB VTSR, X
EAEREE LD o725 (n vitroER) o

16.4 3
TLANY) JFIEE AERBEZT v, EHERA (PHEA6RI) 12MC-T7
L8 »100mg (107.9 1 Ch) #5-#. JRAZ N S 172 BURRE 0 #599%
WREALETD 5720 RFICKHBENTLANY Y OTEERBWTH S
N- A F OV FHERIZR PG ED0.9%E L CHINS Nz In vitroikBk
IZBWT, LAY Y159 ug/mL (ImM. 600mg/ H #5-H5 o 52 & K RE
DCrax D #9101%) TCYPLIA2, CYP2A6. CYP2C9. CYP2C19. CYP2D6.
CYP2E1J% U'CYP3A4IZ XT3 2 BHEIXFRO S e hr o 72910

16.5 HEitt
AR MR AL, 7 L #7731) 50,100,200, 250 % 0F300mg (%% 5-5:6/1)
% AT I A 4% S L 72 OCL/FId4.64~5.15L/hTdh > 720 2 DI
D RREAPHPEIRI383.9~97 7% T > 727,

16.6 HENER4HT28HE

16.6.1 =HpE
AERIAS6T~ T8RO 0 A N =l H 66112 7 L 731 »100mg 7% H Al 1%
5L 72, Trmacdd 1 4B, Tu2i36. 3205 Td > 720 AUCow iz U Tuzid
R IR 12 7 L AN 2 100mg % R OG- L 72 & i L Ch§°
IR OBE R 2 W ASHER S L 7z?



Crmax Tmax AUCo-e Tz CL/F

(ug/mL) (h) (ug - h/mL) (h) (L/h)

Tt 3.24 1.4 26.6 6.32 3.82
] = (0.55) (0.5) (4.3) (0.82) (0.65)
fEHE 3.56 0.75 20.4 5.66 4.93
Elt iy (0.67) (0.27) 1.3 (0.59) (0.35)

MeFEE G- %661, P (iR )
16.6.2 BiEEEESRE
(1) BHRED R HERF 26612 G, 7L AN B0mgk BRI #%S- L
72BE, ERREOME T I > CTved iER L AUCo«" N L 720 CL/F UV
)T I ACL) 7 VT F =270 T 7Y ALY GHEAT— %)

sLTF=Y Conas Tonas AUCo- Tie CL/F CLr
ZNT IV A (ug/mL) (h) (ug-h/mL) (h) (mL/min)  (mL/min)
>60mL/min 1.86 1.00 15.9 9.11 56.5 4.9
(n=11) (0.39) (0.224) (4.4) (2.83)  (17.6) (23.6)
>30-<60mL/min 1.53 1.29 28.2 16.7 30.6 15.4
(n=7) (0.29) (0.393) (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)
<1?1’1_L1/)m‘“ 1.69 1.00 101 8.7 8.30 4.30

e 0 50mg (HLED) . “PIfE (BEHER )

CLr:®r077 A

(2) BEMZEYBEERET
833G DHER G (H AR NATM % e« EREEERZ 700, iR 95 e i
TBAE2650 ., B BRIE PR AR AR RE S R D IR & A T A B 15401 [ DN
e R E22401) AP L U CREEMSEY B REIANT % S L 7o R R, —
W% &el-a v /8= M A Y MET VDRSS, &R L L CCL/F
L Crs L 7F =275 A (Cler) ROEMIAE, VAd/FIZxrL
TBMI, BUEAE, MR RS EE S s, T LAY v oEYE)
TEICHEEZ52 2T L LTIECL/FIC T ACLaBETH L L EZ D
N7ze BIREREEEFIZBVC, CLar®EKTIZE Y, LA N »DCL/
FIZKTF 34720, Clerfiz Z% L Lo - HEOHEPSLETDH 5,
F 700 HARNOBERFGPERR AR S 4L IR AE 2B W T, Clerd?
30mL/min 2k E60mL/min A il I L TWw A EEI2T L AN »150mg
% 1H 20 AR/ #S (300mg/H) L7zk & DERIREIZ BT 5 AUCo12
(AUCo12s3) DETIWVIZ L BHEEMIZ. Clern60mL/minkh Eo #5127
L 73 2 300mg# 1 H 200 AR 4% 5 (600mg/H) L7z& & LRI LTdh >
720 CLcr2330mL/minPl_E60mL/min&{iff O BH BT A2 T L AN O
7)) 75 v AL, CLer?%60mL/minkl Eo B E DR 5T - 72, [7.24
9.2, 9.8.1%M]

JLTFZy o AUCo 125 CL/F
sYVT IR S (ug - h/mL) (mL/min)
>60mL/min 1[E1300mg 86.1 63.6

(n=31) (1H2E) (27.8) (18.5)

>30-<60mL/min 10150mg 85.7 31.1

(n=14) (1H2) (22.6) (8.11)

T (R (R )

16.6.3 MEEITEE
M BT %2 T BB 126012 7L 778 50mg % HIAE 1% 5- L 721k,
AR DI BN I & 0 M4 7 L 7N R RI50% F TR L72e 20D
BOFEN )7 5 v A13192mL/minTdh-7-¥ WHEAT—%), [13.25H]

16.6.4 RILIF
PERI2EM L Lo gliE (1061) 12, 7L N »150mg 7% 12 & & 12
45 (300mg/H) L7zHE, 7L AN I EFLICBAT L. Bl oE IR
REIZ BT B IR, BRI ORT76%TH - 720 FLIROTFIHRFLE
B #150mL/kg/H ERET A & TLHNY Y OFLB~DIH B2 D
SFYEER130.3lme/kg/ H (REIRE S 2 & B G80H7%) L ifEE
Ens? HHEANT—%). [9.62]

16.7 EWHAEIER
RAENTEEL L CREMAO T FIRPICHEES L, & MzBwTize AL
WENBERL, TRMERAICOEA L2V, RRDHEYH I
MAEGIERIIEEIERY GHEAT—-%).

16.7.1 HNRF
AH & TN F 2 QP EAEFIZOWT, BHER AL Z 5527 L
7731) 2 100mg e SN ¥ F 2 300mg & M5 L 72 308k, [ OV BE R
N8B 7L A8 2 100mglk S H /8N ¥ F 2 400mg % RAEHE S ($55-18
F@ : SEEM) L 7-ilBR e FEhG L CHGET L 7z. ZodE R, B S K O RIE
BEOWTNIIBWTYH, BAIOBHIZ L o THNRY F > O3EYBHREL
BAL L drotze T2 LAY ¥ OWIPGEEE I BNy F U HEHIC X -
THOFPIET L7275, WIUEIIERE DS o 7219,

16.7.2 FEOBTE EEL/ VI F 2 ROV RUIFZII AN S DA —ILDOEH])

TERE R N 1660 % K RASHE RS (FEfE 2 V=5~ Fa v 1mg L O°
IFZNVEA LTV —10.03mgDAEFILHLE) &7 LAY v (1
200mgl H3[l) % [ R3S L2, 7L aoN) YO 2 L7
Y RO Y OChalE 7L AN ¥ IEGEIRE & I L TR, LN
PERIEED AUCo240d 77 L A8 ) PRI & Tl L Cl6%¥in L. 7L
NYUE VT POy OEYEIEICEEE TS kroT. TN
D UPEHEO T F VT A M TV F = VD Cunax e FAUCo-24lE, 7L AN
VIEBEHIEE & el L CENENS% K O 4% L, T L AN YiF S =
WIA LT VI = VOEYENEIEEL RIZTS hdrolze T2, RO
AT VAN v OMIERRE (FT 7)) ISEBERIZS oz,

16.7.3 OZ /N4

TR N1260 2 551 7L A3 >~ (1EI300mgl 0 218]) % SRR 4% 5-4.
0 F¥8a (Img) % PEHHESG L7z, 19 £ 784 OCuul FAUC) =13,
T LAY IR & L TENEN6% K U8RI L, L AN
I U T BN AOEYFREII R RZS hhot, T 0T ENAE
FEED 7L N ¥ DCmaxldy T F B8 A JEBEREE X Y 2% L, AUCo-
12031.8%% . BTN MIE T L AN QY BREI KB E 5 2 o
Too VLN yETTERAOHHIC LY BRAIRERE K O E B R
2B B BUGHEE R IE A SN, HAN G FE I A THI IR T 3 % 6
[AIASERD 57z,

16.7.4 A% K>

faERE R AN 1260 % 5F A2 7 L A3 1) 2 (1E1300mgl H2[R1) % SAERE 1% 5-1% .
FEvary (10mg) #PEMHEG LK, %23 F ¥ OCnat FAUCH-
wldy FUANY VIR & R L T ENRENL %K 9. 5% L. T
LANY 34 ¥ 3 Ky ORYEIREIEEY TS b ol T2, F
FTaRYPEHEEDO T L AN ¥ OCuaxld. FF 23 FUIERHE LY
4.59%& 7o 725, AUCH2dAfEETH Y, FF v a N 7L ANy »
DIEMWREEZ G2 el olze TUANY Y EFF2 0 Frofffic
Xy, FRAIBERE R OSHLIOGEBIEE AR 12 51T 2 BUSHEE R T4 R4 )5, HLHIH%
SRR Z e RTHIIA AR 3 2 A A58 H /219,

16.7.5 T2/ —J

TR 1361 2 %5127 L A31) » (1300mgl H2A) % AR 4% 5-14.
T% =) (0.70g/kg) % PEHIFEG Lz, =% 7 — ) DCra% VAUCo-
wldy TLHNY CIEBRRES & IR L CENENE 9% M V9. 6% L. T
LANY AELY ) — VOB E RIT S ol $/20 =8
J = VBERED 7L BN ¥ DCrac X FAUC- 1218, T % — VIEGE I &
e L CENEN2% K 1% E D> 72h5, T OFTER EREE 72 57T
EhwekEz N, TLANY) ey ) —)VOPERIZL ). RRAIRERE
T OMUAGEBBERELS BT 2 FUGHEE R IE DT, HANE G-~ CH
TENART 3 2 @A RS Sz,

16.7.6 7z =h 1>

T2 = M A I OMERE G & D AEIRAZE L TV DI TADA
HBAE10B1 % 5t R 7L AN > (1F200mgl H30) % ARG L 72k,
FLHN) ET 2= M A 2 OMBEREE (T 7)) IS8 EY RIZET.
FT7 2= M Y TLHANY L OEYFREI B E G X o 2P,

16.7.7 AL EE>

HIWNT YV BAZ MRS SN T LA TAD»ABEL260 % R
FL AN v (1E200mgl A3 % ARG L2k, 7LanNY vk
HNNTEE Y ROZORBY (10,11-T8F 2 FE) om¥EpiEe (b
T ) ICEEERIZET, FAUNTEE LS T LA N oY E)
REICHEAE 5.2 e o 720,

16.7.8 /N7 O

SNV TaEEF M) ABA R RS SNTW LA TAP»ABEL2E %
2T LN v (1EI200mgl H3[E) % ARG L7z, 7L AN
VIV TOBoOMSETEE (5 7l) ICEEERIFSP. N
TuEb L HNY OB R E G 2 ko 727,

16.7.9 ZERUX>

7E M) F L&A THFEHG SN TV BRATADABELE 23R
7L 780) v (1E1200mgl H3M)) & MAZRE 45 L7zke, T LN v
ZE M) F L OMBPRE (M 7)) CHEERIZST, $2TENY
FrhTVIHNY v OSBRI EE G 2 ko 12,

17. BRERELHE
17.1 BEHHRCREMICET 258
17.1.1 BR7'Z R BBHER

RS AR A E 2 R & L 213G o " EERILEGRIC B Vv
T, FEFHMIHE T 2 RAEFHIRFOEFA AT IEITEDOE BN TH Y |
7L AN 2 300me/ H#E K 0600mg/ H #:Tld 7 7 KT & i L Cfieat
FHNA B WED RO bz,



IHEAE DY A 2 7+ A OME (mm)
wew [ | miokvm ToeREDE PR AR B HER AR EERE 315 P20
R [95% I 1) ol - .
=RRRE Gl B3 SEIR | P B | R | T R
BRSNS VLA N 512=0.19 | USRS S S 5 126 62.0+19.0 123 52.8+21.7
175(;:;/):]” g 86 4.81%0.20 -0.31 [-0.85,0.23] 0.262 1258 116 35.3£22.3 119 30.0+23.0
Bl E T T e SOTSTREEE 248 105 34.0223.0 112 27.7£22.0
FLANY ,
ot 89 4.26+0.20 -0.86 [-1.39,-0.32] | 0.002 - o 532229 > 82208
;)(;:/’;“ 97 4.490.19 -0.63 [-1.15,-0.10] | 0.019 OB (mm) *
s AP T HRAE T JoA R PR A i PRI
) BRE AR A 9640 B b3l Lz LEM TP 237 [0 (i L) —— — —
AT 1 Pt + R P il + 5 7
AE10(Z AL, B2\ i) OLLEERF CRFITS 11, A 7 7 Ak 3 1 KA 2] APDIEL | PR | S| s BiEEE
b) B BROCLE £ ETF. N— 271 ¥ OUHGA DT £k & T 5 5 BT Fegi 106 61.823.5 103 67.1+16.6
o) V7 F=v )T Ty AHEEM (Cler) 12 & - T, 30<CLer<60mL/min Bl 5k 1258 104 48.9+93 3 08 44.3+96.9
F1213300me/ H . >60mL/min DHERRFE 12 1£600me/ H A 5 S zo "
7 e e Eets o (1308 288 101 18.3223.8 92 16.3£27.1
Fe L 2 % 1 H| FETH % S b BT
G PEEF R O RIE RS BIRIR, 7T 43.9% (43/9815). o o o . T osa o

LN N 9 . <7300
7L J7/31) »150mg/ HAEC57.5% (50/87#1),300mg/ H #:CT73.0% (65/89 2 0~100mm?> Visual Analog Scale IR & vo 1T EHv i £ 70T -

1) 600mg/ F BTS2 5% (80/971) T 7o AL, RIS T S S
0 (31.1%) IR (28.6%) RS (12.1%) AKRSHEPIE (11.7%) T 720 B RMAB SRR (HRESEMER) <800, KSWRMIRAS

A 150 G (A £ B 300me ORI RILTS.G% (09/12601) 1R 5 1, L RIERILRED £ v
B NS U OLB2AE B+ D) A S L7 (28.670)  RAIELEAR (16.7%) IS (19 1%) AR (13.5%) < - 7o
BRR AR AR 21 B P £ 1% L2 13 S 0 — B ENEARTHR RRAEANMERZICHN TR K80 T. Rek
FEER I 5T I E b 2 S OB A I 7 13 FED SEA X R B O REIVEFIE70.7% (87/12361) 2R S, EREIMEM I,

EBYTHY FLAISY ¥ 300me/ N BT TS AE £ TR FE (22.8%), (RIH (22.0%) FEEIMED 21 (20.5%) € o
s L FIAE NS 5AB (BAETHRAE) 1255\0C, % S AP &0 (< B

1384.0% (89/106%1) 1252& H AL, ELEINERIMGIR (26.4%). FHhiED

RGP O A 2 74 . 5 -
ST DR = Fu (24.5%) . HEII (18.9%). ) (16.0%) Thorzo BIEHOE
BOE | | ey ;;ift;_%d( ’J:; TIERLOE | HEEEE, % AMRETH ) . WEORERIZRO 5N o7,
FRERE | prepae | OHRREN] EIP RN S BB (R IR RS 125 Ty BT 2 EIlER
75 ER 135 4.83+0.21 -1.20+0.21 - - IR R ER s & BAEFE DAL L 728 2 W IZARTG BRI M A 2 72 12 53 L 728l
B R R R Y TEMIE, 87.4% (90/10361) 12380 HAL, FERBIEIE. HHE (48.5%).
134 4.20+0.22 -1.82+0.22 : 0.0075 b AR 0, el L 0 - .
B i I I I [-1.09,-017] | PRERE (28.2%) IFEED F v (22.3%) KM IEFIE (17.5%) TH o720
P 1) S — j:t_ B il
TV s | aosr03z | -Loex0.32 o - 1 ERARRAARE : gy -
600mg/ H [-1.39,-0.09] BRIRGRRERE 2R & L2 16AMES O “EE BRI B Vv
) WEREPBEALIS 2MAO AP SEM L DEMOFEEmA 7 [0 ks L) T, EEFHMEH CTH L ERMOEIHA AT IEITEOEBYTHY, 7L
2 H10(Z LA A) OTLERF TR S L, 2 T 7 A7k E VI S A% 7S] RN P g B .
HoNY L BE ~ : KB L RTINS A B
o) BEBROCLrk & T ~— 25 4 > OFfi A D T & AR b 3 2 5B O ; {;ﬁ\m’o Z;SOOmg/D) 77 AR AL ORI A S
HFFIS IR TT DN—2F 14 27 bOEALRIZ BT 57 LA /3) > 300me/ H BRI SN
B TR QLB EERIE L7z,) e A T b
f) 2L7F=r2 075y AHEEME (Cler) 124 - T, 30<CLer<60mL/minD#:Ek# ) B O~ — 254
1212300mg/ H . >60mL/min W 1 11600me/ H A2 & 1172, EEh R A TR D%
R S NNOE CEP S e pit
AR GBI O BIME IS BRI, 7T 1 KT C36.3% (49/13561) SN + B OIRBIAE
7L AN 2 300mg/ H BET56.7% (76/134451 ). 600mg/ H #E T80.0% 75K 106 -1.07+0.149 - -
(36/4501) T > 720 FARRNEMNIE, FHED v (300mg/HE19.4% % B U e
< N N . ., 105 -1.66+0.157 -0.59 [-0.98,-0.20] 0.0032
0%600mg/ H #£37.8%) . &I (300mg/ H #£20.9% % 1%600mg/ H #£40.0%) « 150-600mg/ H
FHPERIE (300mg/ H #E12.7% % 0°600mg/ H #£13.3%) K E 1A (300mg/ a) HBEEOHGE, 150me/ 046 BifG L. H28 5 0 BmRHE T, HaRK T
HBFLL 2% U600mg/ HBFLL.1%) T 72 b) f;g;;?‘iﬁﬁigj%‘flgﬁg‘%lﬁgﬁif‘?ﬁgﬁji:"foiufriou EZwdid) oll
. " pn o e s R BREDH % £ P 7z 510 (STNBLEZ
s A A A BRFCIFIIE L, X3 745K 302 KB R T ] o0 5 L7 et (168
SLEHIIE H T 2 mAGHIE O A I TIE TR EBY THY . TL A ) OEIATT ONR=AT A ¥ 5 OTHEALR &% 5 M T L7
N VB (300~450mg/H) TT T AR L L TREHEIICE B EHIDN—R T A 2705 OF T2 L=
H s & LD [iEE] (16381) OFHEIA T T-R— A5 4 Y OFEERwATT] *x [HER
g - HOLGW /A (16380))
AR PR O 2 2 75 o) HHHEOMEZR T, R=AF 4 ¥ OERHATT RORAIZHT 2 BH OO
PR — BT S REDE " AT T R IAER LT BT
HiE 1 i S S 2 0/ f= [ Py = o = T o = 3y - °
" + PR [959 fR X ] o LRI R B ORI FEH I 7 7 2 R BET46.7% (50/10761) . 7
TIeE | #48 | b4b012 | - - L AN Y BETET.0% (75/11261) Tdp - 720 T 7 EIFEHIE IR (33.0%)
FLHNY v 250 5 010 12 -0.44 0.0046 FEIED £ (19.6%) . KRVEFIE (13.4%) Th o7z, BEELREIEMIL.
300-450mg/ H (-0.78,-0.11] (AL S L, B L 72
Q) WEBREAEH T 2 A0 Hikn S5 L2 A O 2 37 [0 Giidz L) 17.1.4 SE 77 = R3tBEER
25102 UL E A B CEEA S 1 SR EVE LA TR e e 1 e g -
AH10(Z LU EZ WA O1LBRE TRHI S 1L A T T AR S WIE ETRVIEA %2 7”6 ] B S BB A 5 L T E MR BT,

h) BEBART, N— AT Y OERA DT & RER LT DEGHGHT
GAEMEFER R G R ORI SEH I, 75 L ARBET51.6% (128/248%1)
TUHNY v EET82.4% (206/25061) TH o 2o E R EIEIE. MBI
(45.29%) i Bh M F > (28.8%) AR EHIAN (14.4%) AL (12.8%) TH - 720

THHTHARKEFMEOEBAITIEITEDEBY THY ., WTFhORER
IZBWTH 7 LAY »300mg/ H B K 0°600meg/ H BTl 77 L REEL I
LTINS B ED RO 5N,

17.1.2 BRI SR R | L —
RIS BRI S 1260 . B SRR - B P 1230 e | s | SRS | TR | o
AR R RE 106 B S L R MR R S T (PR S . Tk T e
TR 4 S MEREALAE L 2P 5 ) TR 103602 i 5 & L7z i 5 sk (> . — 7, — e Y
FRG52H) 2B 2HAOBIE (0~100mme Visual Analog Scale Tl P RS 9| sM=0m N .
NN S — A Al > < > 24~27) - TVINY ¥ + 0.8
HREVIZERVEAZRT) OFEILTEDOLBY) THo 72227, 150mg/H 87 5.26=0.24 153023 | 09077
TVLANY) v . -1.07
300mg/H 8 5.07=0.23 [-1.70,-0.45] 0.0016
TLHNY v L -1.79
600mg/ 1 8 432021y 305 | 0008




. SR O PR 2 2 7
A T Ry N . N
(R B GAE eI /N TIEREDE "
s | [95%IRIEIX ] P
AVEN S T/ TLAH 3%
2 PR 87 5.59£0.21 - -
GHEM) [ sy T T T
TLINY v -0.14
Tomg/ B 83 5.46+0.21 [0.71.0.43] 0.7999
FUHNY ¥ -0.07
I50mg/ 82 5.52+0.22 [0.64.0.50] 0.7999
3 754K 81 6.33%0.22 - -
GBI [ sy | T T e
) v -1.20
150mg/H 81 5.14=0.22 [-1.81,-0.58] 0-0002
FLHNY ¥ -1.57
300mg/H 76 4.76+0.23 [-2.20-0.95] 0.0002
4 754K 84 5.20+0.24 - -
(SHE) [ S s~ | T T e T
A AL . -1.69
600mg/ O 88 3.60+0.24 [2.33.-1.05] 0.0001

a) BEREDHHRIT 2 AOHED SHI L - AR OFEIGE A7 [0 (A L)

A H10(ZNELEZ i AH) O1LERS TRHE S M A T TR E VT TRV A Z 7R . ]

BRI O« Fe 5B, KRR OCLerd & . N— A5 4 Y OPRA T % ek

&3 2 AT

RER2R OB - G HER Pk A R T, R—AT A Y OKFAAT 2 Em L350k

Vi i

VT F=r )T T v AHEGEM (Cler) 12 & - T, 30<CLer<60mL/min® #% B

#12132300mg/H . >60mL/minD#EE# (2 13600mg/ H A5G- S 7z,
AHEH 2 BOGRERLIC B\ T BRI R h o BIEH BRI 7 7
L RIET39.8% (37/9361), 7L #/31) »150mg/ H#ET59.8% (52/87f1) .
300mg/ H #:764.3% (63/9861).600mg/ H #:T74.4% (67/9061) TH - 720
FEaEEE. FEED v (150mg/ H#16.1%. 300mg/ H #£32.7% J
0'600mg/ H #£36.7%) . fE AR (150mg/ H #£9.2%. 300mg/ H #£11.2% . O
600mg/ H#£25.6%) . #AME70E (150mg/ H#£12.6%. 300mg/ H #:14.3%
K U'600mg/ H#E13.3%) Tdd o 72 HEE = RIVERIL.300mg/ HEEZ 7 7 1
T F 2 —KEBUB1BI. 600mg/ H I SFBI D F v /BRI AR /5 I8 779/ FAY
PEFRE /AR OSSR IZH S S, Wb |fE L 72,
AHENSS T/ MARGABR212 B\ T, Ak aFli e b o IEH S B =1 7
T & REET25.0% (22/88%1). 7 L AN »75mg/ H#EC32.1% (27/84
). 150mg/HH#ET41.0% (34/836l) THh -7z FHENWERIZTZEIED £
W (75mg/ H #£8.3% &% 1N150mg/ H #14.5%) K OMENR (75mg/ H #£7.1%
K O150mg/ H#9.6%) « [LINEZEE (75mg/ H 7. 1% 1N150mg/ H 14 .8%)
5948 (75mg/ H#EL. 2% K 10°150mg/ H #8.4%) %5 Cdh - 720
AVESE T/ A RERSIC BT Rt R e F O RIEH I =T T 7
L AREEC39.5% (32/8161). 7L AN »150mg/ H#ET50.6% (41/81%1).
300mg/ H#T67.1%(51/7661) TdH - 720 L2 EIMERIZIFEITES F v (150mg/
H#£12.3%J U°300mg/ H#26.3%) . IR (150mg/ H#14.8% &% 18300mg/ H
23.7%) INEZH#E (150mg/ H#9.9% 1 108300mg/ H#6.6%) % Td -7z,
EEZEIWEHIL, 150mg/ HEIZEEEL, O MMM, OB HAEENR /05
PEIANIGE O3NSt Sz 2D DERIFIZ DT L ZE A MIHE
LB/ CEENIMGH AR EE, S RIE R S iz,
AHEEE T/ MAHBERAIC BT ZeMEHIi SO b o RIEMFEHEE T 7
L ARBET36.9% (31/84%1) . 7L H/N1) Y BETT3.0% (65/89%1) 1Z5ED Bl
FERRWERIEZEIED v (27.0%) MEIR (23.6%) KRS HETRAE (13.5%)
CINRZRE (10.1%) . 5588 (9.0%) B OFHEBAT (7.9%) HFTh otz

17.1.5 SERE 5 HER
TAREE SRR R E 2 R L L RIS ERL (15401 312845 5-)
Je U2 (27501, 172188 5) (2B 2 FHEADMEOFHHEIT TR &
BYTHo72Y,

b

C

A OIEE (mm) *
FRAMIES: 2 E3 kvl Rl 5 R
R liifp:d P = R FEAm1 4 SFIE + R R
50 154 69.4+18.7 275 67.3+17.9
Sz | | 28+261 | o1 | 103254
Coum | a | 055251 | | 42249
B 6 | 335246 | 1 22 | 35742
Cosm | 2 | %8232 | s | 25E241

a) 0~100mm®Visual Analog Scale TEAYA & W I EFRVEA % 7R T

F# ORI BT, ARl S 6l o IR 1£75.3% (116/154
) 12RRD S, ERFIER IZFRENES vy (20.8%)  ARERIIN (14.9%) .
IR (13.6%) FHUC X B9M5 (9.7%). TN (8.4%). FAM 1k iFIE
RO (£7.1%) EIREKR CEL (£6.5%) HFThotz. HELRE
fERE. Flc X 24ME300. FSMEENR, EBEE. K N Y AME.

SRS/ DA JeRh/ S & B AME /RS & B AMES
BIBHAT G S, WL | L7z,
B A BR202 B\ T MR S B0 O BIE TE65. 1% (179/27501)
RO AL EREWERIZFEBED v (16.0%) . KW EZE (12.7%) .
iR (10.5%) « MES%E. S50, PRIHTINTL OB (%5.8%) . Tl (5.5%)
FTHoo WERRERZ FMRZEE., JREEA/ Sl 02681314 234
HEN, 2RI ENTIREIE, HETH - 72,

17.3 ZOft

17.3.1 REOHEHR
HARNERERA o0 e & L CHE AR Je V#1277 L 73 > %2 150mg il
FELIHT LR EITED T OO Fe=IE, A$55.3% (1/1961) L1t
il B 5-30.8% (12/3981)) TREido 720

18. ZEphZEmE

18.1 1ER#F
T LAY IR B W TERMARLELE S )V 2 7 L F ¥ 2OV OB
WX LRiBI 2 5%l % 2 a0 722y P EDKEEALT, AT
LAF v ANVOMIBET TORBERTA NV Y 7 ARAZIHE L, 7V s 3
VS OMRAEEW A I 5 2 EARIBE N TW S, HIZ, L
HN v OFFFIEN L TR AER O 2 VT KLY VRO
0= VRIS T A O S LTWwD 2 EAURIES LT A%,

18.2 $EHE1EMA
TUANY ik, BIERIC B TR SRR S 2 kR TR 5
I AR M OWE BRI & 2 e B S 8 OV AR 1 A 4 R IE
AT 5. Fo. LS. SSRENE. HEEGEICER SIS BRI,
FEEIBBE TV BT SR 2 R334,

18.2.1 18MIEMZEE (CCl) EFNMCHF 2707« Z724ER
FLHNY ViE, T FCCIEFMIZE A, BRUBNTOF 4 =7 %
&L 2,

18.2.2 BHMIFRLZE (SNL) EFNICH T BM7AT « = 71ER
TVUAHNY . SNLETIWIZ L) T v MSFsA S50 R 08 7 o
TA =T WL 723

18.2.3 AML T bID Y (STZ) BERBEETFINVICEWT 2707 « Z 7R
TVANY Pk Ty PSTZHERIE 7V B THET 2 5 OB
TOF A =T FHL 2,

18.2.4 BHBEXEBEETIVICBTR7O7 1« Z 7R
TUANY Pk 7 AFHANOMEE TIC L 2 FHIEHE T VICB W TE
BT BET O =7 2L 22,

18.2.5 BUHERREBETVICEF 3707 1 Z74%R
TULANY ik Ty MEWHEKRERE T VICB W T T HENT
07 =7 R L 723,

18.2.6 FIT UL F R MBI B EREBICKHT 38EBER
7 MEENO RNV YY) 5 L) ST 2 20 R B EATE O 9
B TUANY AATHARPERAEA G35 & S B G2 & I L 7240,

W) HETIREE LR LK C AR AME T 07 =7 IR, Y (R
R SRICET 52 L CAEL D) RUBIN (RE~OBHCELS) 7077
ZTIGE S NS,

19. BRRSICEET B E{EFHIER

—IRB%FE - 7L A1)~ (Pregabalin)

L5445 + (3S)-3- (Aminomethyl) -5-methylhexanoic acid

413 CsHisNOz2

5 Fi 0 159.23

PR - HEOBETH S,

FKIZRREITIZC LAY /= VT F 7 — )b (99.5) IZEITFIZ W,

(s >,

NH,
cHy (i
COLH

HaC

22. @k

(U HHTEIL25mg)

3074 7V [104 7+ )V (PTP) x3]

100% 7+ [104 7+&)v (PTP) x10]

5007 7k [10% 7+ (PTP) x50]

(YU hHBTEIVT5mg)

100 7 )V [10%4 7+ )V (PTP) x10]

70074 7 [1474 72N (PTP) x50]

(U HHTEILI50me)

100% 7+ [104 7+&)v (PTP) x10]



(U 1) AHOD$E25mg)
100%¢ [10%E (PTP) x10]
50088 [10%8 (PTP) x50]
5008 D]

(U U #OD$E75mg)
1008t [10%¢ (PTP) x10]
5008 (1088 (PTP) x50]
5008 i)

(1) 1) 70D##150mg)
100%¢ [10%¢ (PTP) x10]
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