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Pregabalin OD Tablets 25mg-75mg-150mg “NPI”
25mg 75mg 150mg
ERES | 30200AMX00826000 | 30200AMX00827000 | 30200AMX00828000
¥) BE—EASONSEICLOEHETEE BRFSRAMA 2020127 20204E12A 2020127
2. B2 (ROBECIHEELENT &) ﬁﬁi’é*ﬁﬁﬁ\@‘éﬁ\ |HEEAZEIZ600mgaBA RN & &
KA DR ot LB OB D & 2 B2 L. WINBH1IH2ENC ST TROKEST %,
(HRHEDTRBE (T S =E)
3. 48R - M EE. RACIZEHAEE LTS LAY Y 1HI50mg %
%31 485 1H2EICS T TROKZE L, 2% AR EA Y CIA
ZFVU#N) > OD[ 7L 43 > OD] 71431 »OD ARE LT300mes THIE L ete, 300 ~450mg Ty
WAE | geasmg [NPI) | $75mg [NPLI | §£150mg [NPL) 920 LH. Fil ERICS DEERRT 275 1HEE
AR | (BR) VA0 | (BR) 7VARD Y | (BR) 7V#70)> AREASmgEBA L CEE Ly LINBIE2ERS
(1%E9) 25mg 75mg 150mg JTRARE T 2,
R e R
\ TEHMEAKT A, 7OAKRE Ry, BEEKT A 7.0 AFOBS 2RI 2B EICE, Dad ob HERLE
Al . 7IJFLFLAYZYL—FaKYv—E. P TIRZICHET 52 L. [8.2 BH]
YoHhY T MY TLKHY, ATV Tu—R F 7.2 ERERERE AR ZRE T 2581, FTRIORT Y
¥ Fo¥Lrsya—) LT F= )T I REESE L L TRRIOBREGER
3.2 BIRIDMLR UHGHRZRAST 2 &, /o, MBENEZIT TV
- FLANYZOD|FLHNY >OD|FLHNY >OD HEETIE, JVLT7F U7 AEIZINLU1H
WAL | eer5me [NPI | $£75mg [NPL) |$£150mg [NPIJ FARICINA T MBGENT % EHiE bfi?‘ﬁ‘mﬁ”@ﬁmﬁ%
PR BEnEhE ZITH L, BHORENHRESNTVAHAEICIE, &
_ HE»okmL. ARSI HEERS N, xﬂ%7+ \&i@—A
= ICHET A&, BB, T2 TRLTWAHE - HER
VIl —YarERICEOKDBDTHAHIENL, K
BECLICEEICEE LYo, A - HExfEd 5
| 5 Z&. [9.2. 981, 16.6.2 ]
(HEEEtER
2 T
I [— -z >60 |>30-<60[>15-<30| <15 |%O#FRE
T A F )
= (mL/min) =
B 6.0mm 8.0mm 10.0mm | B A58 | 150~ 600mg | 75~ 300mg 25~ 150mg| 25~ 75mg
B 3.0mm 4.2mm 5.5mm 1[E25mg
B 80mg 190mg 380mg HE25me | o
o o| 7 V7YY ¥OD| 7173 ¥ OD[ 7L #4730 ¥ OD I 1E7smg | Y3 L ciom| 1m25me | 253012
i 25 NPI 75 NP1 150 NPI IRAR goE | X T | 1R1E | Somg
1[E75mg
LE1E 1[EI50mg
4. TEEX I FHR 1H1[E
O HiREEMRE 1[E50mg
O HRiEpRiECE S &R ersg | [E150ME 1%351 1E75mg 1@Séfnxgci 5014
5. MEEX SHRICEHET BiER TH2E | g7smg | TELE | (g | 7om8
(ﬁﬁﬁﬁ?’%ﬁl:ﬁ S&ERE) 1H2[H
MAMERREEO RN, KE) Vv FZE05ME () & 1[a100mg| 1[a175mg
f?@lffgig‘;%z%gi‘ IRHEL. BEERKTE N sng 1E300mg ' OOE | EEE iE7smg 100522
Hal ’ PH2EL ) @1 50mg | 1/@1150mg| LH1EN | 150me
6. BiERUARE 1H2E | 1H1[E
(HEIEE SRR W) 2B1C1E, ARG 6R R D 5 ABMMAEYT £ K L 1B a0 >
BE. RACIRIERARE LT LAY Y 1HI50mg% Jal—va AERICET <
LH2ENC3 0 TROKEG L. £0& AR L2 TLH

Ha& L’CBOOmgi’(ﬁﬁiﬁ@“éo BB, Fh. ERICEKD



(HRHEBRTRREICHF S TR)

e A
2] >60 |>30-<60|>15-<30| <15 |BOMFT
T YA g
(mL/min) =
1 B#%58 | 150~450mg| 75~ 225mg| 25~ 150mg | 25~ 75mg
| E25mg 1§g?gg
1 H3E
T 1[E]75mg S HLIF2ME | 1[E]125mg | 25X i
FUREL 1 E2ME praEs 1H1ME | 50mg
1[E]75mg 1ES0
1A 1 e
1H1H
1[E50mg
= |1[E150mg 1H3E 1[E75mg 1E1255043 5031
MR 1 H2E i 1H1H 50mg 75m
1[E75mg 1H1E &
1H2[E
1151100
HL<iE
#NE | m05mg| 1E75mg | 12°m8 |1ES0XE| ooy 1y
(B& | pom | 1gam | (O 7SmE | g0m,
BE58) iz 181
1[E75mg
1 H2[E

) 2HIC1E KA OR MG 5 AR MIMKEN £ £i6 L 2B a0 >
Ial—¥a VERICEDL,

8. ERLGEAIER
GgEstE)

8.1 KAlDFKEIZ L DT, HIR, BERFHEREFH S5 DN,

HEHEEFHICE 72O H LD T, RERGHDOEEIC
13 BEBHEOEEREERZ S BROBREICHES SR
WEHEET DA &, [11.1.1 BHE]

*8.2 RF OB LB EHILICE D, REE, B, HE. TH.

ANEROZTEZEDHPERY S 65 bNBEENHBD
T, BE5xzH1ETAEEICIK. DR ES AR EDY
T, BEOREBZBR L ZPORLXICEET A &
[7.1 ZR]

83 FANIDEEIZ K VAEEIMAZRT L HAHDT. B
WKHEEL. EHoBBEN D &b, BEEE,
EEEREOMUI L MBEITO 2 L. T, RE5EDH
. 2 VIEERBESICEVEERMARDSNE &
BH 570, EHAETEZERET S &,

8.4 KHOFHEGICLD, FHHE. RERE. BH. SHEDOR
FEEAE U LA REE A H 5 DT, BERIC, REEICH
WTRIZZTOEER L. BEDRO SNIBAICITHE
I BE 2T 2 &, [15.2.2 48]

(HHREEMER)

8.5 KA K 2 wfF R EM R OB ISR R E TlE g <
EBETHHZ NS, BRORRK &2 HEBOZMM&
BB EHE TITV., REIZEBAREEE LAV &,

0. HENERZHIT IFBEICHT IR
9.1 GiHE - BMEESFDNHZEE
9.1.1 EED S >MEDAFEDEE
DINERERXFT2EREICBVT, I >MELAEN
Hobhd I ENHb, [11.1.2 ]
%9.1.2 MEYFEDEHENH D EE
[11.1.5 ZH]
9.1.3 EMKEFDIERINDGH 3 BENISBIEEDH 5 BE. 17
HEEDH B ES
BEOKBEN 2V ZEBEL, BEIIRETHI &,
[15.1.2 2]
9.2 BHEEREERE
IJVTFZINT I AMEESE L L TARAIORSE
RUOBSEEZHFHT 22 &0 RANZEE UTRE(E
PRAICHRE S N 5720, MEEPRENSE< 2 DEIER
PHRELPITLLLD2BENPH S, [7.2, 9.8.1, 16.6.2
28]
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ncTwnad,

9.8 SiE

981 7VL7F= 27 U7y AEESEICBEE, BE5/

[BAEHREMT 2L, HEICHRET ST L., BHENK
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15gF TORBREGHVHESNTE D BERSHRIC
HONTERERIE. FBRE. HR, SEERE 115
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13.2 W&
AANFMBETICL D RESND RS, HBELTY
BHIEROEEICE U THEETOEE 2 ERT 5 2 o
[16.6.3 ZH]

14. BRALDER

14.1 EEIZMEFOER

14.1.1 PTPEAREDOEAZPTPY — b 5B H L TR %
kA fgET 2L, PTPY— FOEEKICKD, WO
AERSEEREEARA L, BEICI3ZAL 2B L THEE
HAREOEEREMEZHET S END 5,

1412 AFNEEO LICOY TEKZEBES T2 EMET 572
O, Kz UTIRATRETH B, 72, KTRET S
EHTED,

15. ZDDER
15.1 BRERERICE D < B
15.1.1 BN CEHESNIAF 2 ECEBORTAPATEICE
35, TADPA. BEEEZEZWNRELIZI9D TS
AR BEERBOMEHERICBLT., BRSERY
BEREROFEIRDOY 275, HTAPAEDRART
T RBERELTR2EEL RTA»AZERA
B 0.43%. TIEAREE0.24%) M CADPAED
RAEECIZ. It RBEEHARIO00AH 72D 19N
WERTE SN (95%FHEXR : 0.6-3.9). F/2. T
ADPABEDY 77N —TTld. 75 RBEEEHAN
1000AH =024 NZVEEEESNTVLSDT,
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15.2 FEERARERERICE D < &R

15.2.1

2Eﬁ@vﬁx#h@@ﬁﬁ’ﬁmf\?kﬁﬁﬁﬁ
TOFHe VBEEBOOMEU LOBBERICHYE T 54K
%@E%Eibxmgﬁfm;maﬁﬁ@%iiﬁﬁ
MLz DMEDH 5,

1522 28HD 7 v M HAFRERBRICBE T, &RABEKAE

15.2.3

TOFHL FEBEOSELN FOBERICHEY T 54K
BOHRS5ICLD, W%ow/7/h;L%m@6h
HREEEORKARIEML - EORENDH DY,
7oy Ty MAEBAOW B ARERC wT\KmWT
DOUC-TVHNY ¥ HRBETREDHRII M M1 &
ALEDHBIIS OERBERTH 1D, T HBEQU“
S2BRI R IE#H 5B RE CIIKEIRICTNd 2 23T
OoENLED T, RICET2EMERHOFRBARIIS S+
RELIVEL. HBEREHEREEZNRELZ13~16
BRSO 77 A ERER GRBEMHE) 0771
AREETIE3.8%Icx L. AHIEE (150~600mg/H) T
10.6%. EHESHE GEEMHE) TIX10.2%. #F
MERRTRIE 2 R & LIz 16 AR S O 75t Rxt iRk
DTS RBEETIZ2.8%ICR L. AHKIEE (300~
450mg/H) T9.2%. EHREHEBRTIZ9.4%TH -
7zo (8.4 ZR]

HEZy NOZBEIROCIHRREAEICET 5HEEICB 0
T\ BREFRAETOREYL NREEED28EL Eoig
BEICHAYT A2EAEOHREICLD., BEETEOREHE
AL 72 & OHENH B,

16. EMENE
16.1 MARE

16.1.1

HORs

HARANERBAIC, 7L AN 50, 100, 200, 250K 0°
300mg (HHEGE6M) %MARICHERZOKSE Lz, %5580
1 TCmaxlTiE L. T1213 M6 M TH 5720 Cmax X PAUCO-
13, 300mgE coFARHEE T, AEICHFI L THEMLLS,

®E5& Cmax Tmax AUCO-» T1/2 CL/F  Vd/F Ae
(mg)  (pg/mL) (h) (pg-h/mL) (h) (L/h) (L) (%)
50 2.03 0.67 10.7 598 472 406 839
(0.40)  (0.26) (1.1) (0.65) (0.44) (49 (5.4)

100 3.56 0.75 20.4 566 493 403 950
(0.67)  (0.27) (1.3) (0.59) (0.35) (6.4) (2.7)

200 6.35 1.00 43.2 593 464 397 918
(0.73)  (0.32) (3.0) (0.32) (0.32) (2.7) (2.6)

250 7.18 1.17 49.2 557 515 410 956
(1.43) (0.52) (6.1) (0.72) (0.61) (3.83) (44)

300 8.25 1.08 61.7 580 491 409 977
(1.36) (0.38) (6.3) (0.62) (0.52) (43) (7.3)

fERERS. Sofl. F1E (EERE)
Crmax : AT

Trmax #5215 R ]
AUCO-00

+ IHE A - B R AR T T
T1/2 @ MEEHFREEEE

CL/F: BAFOLHI )T TV
VAd/F © Birid O5#EH

e (%) :

16.1.2

B A 50 60BE & T D RE(LIAD FRAFHEER

RERS

HARNEER AT LN »1E150% 0300mg (£#5-28()
Z | H2[E7 B RER RS LB, 1554524~ 48R TEH R
RBICEL., BETHEOT12B3 TN ZN6.02K 631K TH > 7z,
HETHEDAUCo-121d, #E5HEIHEHOLAETH 5720,

Cmax Tmax AUCO0-12 T2
(p1g/mL) (h) (ptg - h/mL) (h)
¥1H  5B7H  H1H ¥T7H  $1H  H7H %1H ¥7H
1[E150mg  4.23 6.30 1.3 0.9 22.2 31.6 5.11 6.02
(1H2[E) (0.72) (0.74) (1.1) (0.4) (1.9 (3.6) (0.69) (0.47)
1[E300mg  8.82 10.3 1.6 1.6 42.1 58.8 5.42 6.31
(1H2[E) (2.34) (2.3) (1.0) (0.8) (6.9) (10.6) (0.87) (0.54)

Pl (RHERE). #8651

16.1.3

(FLHINUVODEE25mg [NPI])

ZLHN) 2 OD$E25mg [NPI) &1 1) #0D$E25mg#. 7 0 A
F—N—FEICLDERFNIEE (FLANY > & LT25mg) 5
RABEICEEREREORS OKTRAKROKEZ LTIRA) LT
MEFREMABEZREL, BoN-HEYBHELIIT A —¥
(AUC. Cmax) 122\ T0%(EHEX LIS THEHARIT 1T - 7o 4%
£, log (0.80) ~log (1.25) OHEFEKNTH D, WAIDOEMEN
FEEPsHERS N7

(1) KTHRA

HTEIST X —% BEINTGA—H
AUCO0-24 Cmax Tmax T1/2
(pg - h/mL) (pg/mL) (h) (h)
FLHNY > ODE 4.8344 09511 056 5.89
25mg [NPIJ +0.5945 £02163 | +0.15 | +0.70
27192 0.8320 067 593
YV A0D#E25mg +0.5869 £0.1874 | +030 | +077

(FH9E L HERZE. n=20)

(pg/mL)
157
—e— 7L %\ > OD#$E25mg [NPIJ
p O ~o= Y Y #OD$E25mg
i ’ (SPA9{H + 1 R3S, n=20)
b3 i
& %
% 0.5 [ %
fg h by
06 : : : ‘ ‘
0 4 3 12 16 20 24 (h)
FREF
(2) K7z UTTHRA
HFEIST A—F BENRT A4
AUCO0-24 Cmax Tmax T1/2
(pg - h/mL) (pg/mL) (h) (h)
F L% »OD#E 49783 0.8833 1.27 5.99
25mg [NPIJ +0.7488 +0.2619 +0.80 +0.66
o 47633 0.9073 113 5.97
) ) A0DgE25mg +0.6650 +0.1862 | +080 | +0.6l
(P8 AESE, n=20)
(pg/mL)
15
—e— 7L #/\Y > OD#$E25mg [NPIJ
% T —-0- 1 1) OD$E25mg
;"E (P E = 1E#EFZE, n=20)
E
it
*® T
b3 i
=
0 ‘ ‘ ‘ ‘
0 4 3 12 16 20 24 (h)
PR F

(FUANY ~ODEE150mg [NPII)

FUHNY > OD$E150mg [NPI] &1 U HOD#ELIS0mg% . ~7
TAF—=N—EIckDEnZnlgE (FLHNY > ELT150mg)
BERABEICEREEROKRS OKTRAXRUVKZ UTRA)
UCHEERRERBEZRE L. BoNENBEIIST X -5
(AUC. Cmax) 12D T0%EHXEIEIC CTHEHIRIT 21T - 74
£, log (0.80) ~log (1.25) O#EANTH D . WAIDEMEN

FEME PR S NI,

(3) KTHRA

HEIRT X —% SEIRT A=Y

AUCO0-24 Cmax Tmax T1/2

(pg - h/mL) (pg/mL) (h) (h)

ZFLUHNY »ODSE 29.6372 4.1660 1.07 6.49
150mg [NPIJ +3.6014 +0.8512 +0.79 +0.76

29.5840 42991 1.03 6.73
V) #0DEEL50mg +32165 406463 | +055 | +08l

(P EERZE, n=18)

WREF SRS

(pg/mL)
5
44 —e— 7L %\ »OD$E150mg [NPIJ
—o— 1) Y HOD#E150mg
3 - (PfE L 1FERZE. n=18)
2 rh i
1y - 3
0 ‘ ‘ ‘ ‘
0 4 8 12 16 20 24 (h)
R



(4) X1 UTHRA

HENRNT A= BEINT A —F
AUC0-24 Cmax Tmax T1/2
(pg-h/mL) (pg/mL) (h) (h)
T LU HNY »OD$E 30.0843 4.5644 1.44 6.25
150mg [NPIJ +3.0070 +0.7186 +0.58 +0.80
30.2017 4.7465 1.28 6.23
YV #OD#E150mg +3.6244 +06275 | +048 | =078

(P98 + MRS, n=20)

(pg/mL)

5 [ T

4+ | —e— 7L #/\) »OD§EL150mg [NP1J
% —o- 1) OD$£150mg
;E 3 (PHfE £ EHEFZE, n=20)
%EI; ’
# 205 %
§ ] I
= 1 3

0 ‘ ‘ ‘ ‘ ‘ ;

0 4 8 12 16 20 24 (h)

ref

MEEFEEN ICAUC, CmaxBF D87 X —# 13, HiEaE OBR,
AR OTEEIEL - RS ORBREICE > TR AREEP D 5,
16.2 RN
16.2.1 REOFE
HANBEBALIFIIZB VT, EEBROBRICTLANY Vi
150mg B EE O S L7z BEO Cnaxld TN ZEN4.95K% 03.22 ng/
mL. Tmaxtd0.947 % 0'3.37#;fE. AUCo-4slEZNZN31.2KD
28.8 g - h/mLTH 57z BHRZEIZHE N TCmaddHI35%ET L.
TmaxlEHI2ABERIER L7245, AUC0-4s DK R IZHI8% T dH - 728),
16.3 57
HANBEEBAIC, 7L HN) »50, 100, 200, 250%0300mg
(BE5RH) ZARKICHOEORS LIRORY»TOSHER
(VA/F) 13940LTH 5720 FL AN VIZIMBKICEIT L. M5EHiE
Eioxtd aampiBEoix, 0.76 TH-7. FTLHNY ViE, 0.1
~20pg/mLICBWTHEEHIC, ZFEAEHKAE LA 2725910
(in vitroathz) .
16.4 X3
TUANY YIZEEAEREEZ T2 0. BEBEA (FHEA6H])
IZIAC-F L AN Y > 100mg (107.9 uCi) #5%. RAEICEINS
TS HED IO % WA EALIKTH 5 720 RAFIHHS N T LAN
U Y OFEEREI TH AN-A FIVFERIIIRFICHEEED0.9% E L
TER SNz In vitroRBEICB W T, FLANY Y159 ug/mL
(ImM. 600mg/H#%5EDEFERED CmaxDF910£5) TCYPLA2,
CYP2A6. CYP2C9. CYP2C19. CYP2D6. CYP2EL K& U*
CYP3A4IZHE ZHEIIRD 5 N h 5 7291L12),
16.5 kit
HANBEEBAIC, 7L HN) »50, 100, 200, 250%0300mg
(BHE5RE6H]) ZAEAERICHOFZEORS LEDOCL/Fldd.64~
5.15L/hTHh o720 ZOREORFHEMFILE3.9~97.7%TdH - 725,
16.6 JHEDEHRZFIHEE
16.6.1 SthE
FEHRA67~78ROHANEES#®EOHIC T L AN »100mg%
HEREOHRSES U7z, Tmaxld 1L4REREL. T12036.32BThH - 720
AUCO0-= K UT121&. BEIFEEEHEICTLHNY > 100mg% HE
BOBE LzBE B L Th T P ICERRUERET 2 @2 HER

Shz13),
Cmax Tmax AUCO0-00 T2 CL/F
(prg/mL) (h) (g - h/mL) (h) (L/h)
fREfR 3.24 1.4 26.6 6.32 3.82
EiE (0.55) (0.5) (4.3) (0.82) (0.65)
e 3.56 0.75 20.4 5.66 4.93
s (0.67) (0.27) (1.3) (0.59) (0.35)

GRS, Sofl. Tl (EHEFEE)
16.6.2 BiEaEREERE
(1) BHREDORL 2HBE 2002 /FRIC. LAY »50mg% BEF
O 5 U7-K, BHEEEDETICHE > TT12AEE L. AUCo-25
fil7. CL/FRUEZY T A (CLr) &7 V7F=270)7
TV RICHBIL 7218 (HEAT—%)0
JLVvrF=r Cmax Tmax AUCO0- T1/2 CL/F CLr
7977 A  (ug/mL)  (h)  (ug-h/mL)  (h)  (mL/min) (mL/min)

S60mL/min  1.86  1.00 159 911 565 449
(n=11) 039)  (022)  (44)  (283) (176)  (236)
>30-<60mL/min 153 1.29 282 167 306 154
(n=7) (0.29) (0.39) (5.0) (4.1) (7.3) (7.7)
>15-<30mL/min 190  1.93 523 250 167 9.3
(n=7) 062 (148 (L7 (67) (39 (337
<1Sml/min- 69 g0 101 487 830 430

(n=1)

#54  50mg (BE). FHE (BERZ)
CLr:®27U77 YA

(2) BEEZEYENHERT

838D HiEE (HARANATAB %2 &L © BEEERETOH, FRES

BERERE 260, BRREREMERECHESIEREET S E

15401 R OFRAERBAE R E 22401) #xtRE U CRHEMEY SRR

AT 2 EHE LI2AER. — RN EELL-3 28— b XY FETIL

PHEEIh, HEEEL LCCL/FICHLTI LT F= 72U T T

Z (CLcr) RUHAE(AE. VA/FIoxt L CBMI. HEEAE, 5K

CEBDPRES NN, FTLANY v OEYEEICHELEZ S

KF& L TIECL/FIZHT ACLAOPEETH R EEZHNTz. BH

REFREERFICB VT, CLadERICE D LNy Y OCL/FIE

BRI %570, CLarfizsEe LT - ARBOREPLETDH %,
7oy BEAORRBEREHEZEREICHESIRBEZEICBVLT,

CLcr»*30mL/minkl E60mL/minkKifIcE R L TWaEEHICT L

773 »150mg# 1 H2[EREZEO#E (300mg/H) L&D

EFREICHB T HAUC-12 (AUCo-12,88) DETIIC K B HEEE

1. CLera*60mL/minbl EDEEICT L AH/N) > 300mg# 1 H2[E

REZO®ESE (600mg/H) Liz&EERMUTH 7. Clerd’

30mL/minl_E60mL/minki#FOBZHICB T BT L AN Dy

V75 v A%, CLer60mL/minbl EDBHE OKEDTh - 7215),
[7.2. 9.2, 9.8.1 %H]

A = e AUCO-12,ss CL/F
)T TV A (pg-h/mL) (mL/min)
>60mL/min 1[E1300mg 75.5 69.2
(n=31) (1H2[E) (17.1) (13.8)
>30-<60mL/min 1[E1150mg 80.3 32.3
(n=14) (1H2[E) (16.5) (6.34)

PHE (FEHE(RSE)
16.6.3 MRBEHES
MBI % Z 1T TV AHEEE 12611 L H3) >50mg % BERE L
5 U7c B, AR O MGEHTIC K 0 iR 7L 77N ) VIBEIER
50%F T Lice TOBOENTZ ) 7T 2 A13192mL/min T
Bz (HEAT—%), [13.2 2]
16.6.4 3.
FERR 1 2ARL o (1061) 1. FL N »150mg% 1 28F
BT &5 (300mg/H) L7z, FLHNY VIZRFLICHET L.
BAHOEEREBICB TS FHBEZ. BALEFONT6%T
Holzo LIROFHRFENEZ150mL/kg/HEFRETHE. 7
VAN YOARNDIHB 720 OFHEERIZ0.31mg/kg/H
(AEBRET 2 & BEBRSEONT®) LHEESNS2D) WEAT—
%) [9.6 ]
16.7 EMEEIER
TUANY EFEE UTREMAEO E FRPICHSN, e M2B
WTIEEAERBISNAZ L, FMBEAICHHEE LAV
Oy TUANY) U HPEYFEEER %5 & 2 9 A gt E e (4
EAT—%).
16.7.1 ANRYFY
FUHNY Y EFNRYF L OEWMREERICOWT, BERA
111 RRICT LN 2 100mg K H /N> F 2 300mg % B[A]
#5 U7-iBE, ROBERALZHIC T LAY »100mg R UH N
Ny FrA00mgk RERS (15 : 8kf) L7-aBi% EhiE L
THEE Lize ZORER, BEREGRUORERGO VT NIIBNT
by FUHANY YOPFRICE > THNARY F o OEYBREIIE(L
Lishotze 7o FLHNY ¥ OWRIGERE I AN Y F o 3
K> THTPIER LD, INEICIEEEN L h 57217,
16.7.2 #OMERE BB/ VIFYROVRUIFIIWIANSIF—
ILOEH)
TERRRLAZCHE 166 % R RICRR R IESE (BiiE/ LT > o v
ImghUTF LT AT YA —10.035mgn&HIIHLIE) &7
LAY > (1E200mgl H3[E]) % REICRORS Lk, 7L
FNY VHRABO ) VIF Y Fa Y OCmaxld L AN VIEHH
B HE LB, FLANY VHARDAUC241E LA
N VIEGFRRE B L TL6%EML. L ANY Vid ) VT F
Y RarOEMBREICHEEEZ RIS hr oz, TUHNY VA
BOIFZILIA T IF—LDCnaxt FAUCo-241&. L AN
U VRO & B L TENBENS% R 14% ML, L AN
VIEIFSNVIANT VA VOB EREICHE LR RITS Lo
Joo F7o. RFOBEEIESLANY L OMBEREE (~T 71HE)
ICHE A RIS G- 7218),
16.7.3 OS5 /L
A L2061 % /R LAY >~ (1E300mgl H2[E) % K18
BOH/ESH, 0T7E1RA (Img) ZHHABE LR, oI E/ A4
DCmaxZ PAUCo- ol FL AN VIEfRBEERE L TENZ
NO6BK BB Ly FLHNY 30 T80 DI HE
BRIES ol oy UTENRLFRBOTLANY D
Cmaxid. O E/SLIEHAREL D 2%EML. AUCO-1213 1.8% (K
<V BITENSAET VAN v OENEHBICHEEEZEZ B P57,
FUANY »&uFENLAOMAICE D, RAKEROHEES)
WRIC B 1 2 RIGHEE P IEERED, HATR SR THEMB
IE T A EMAERD 517219,



16.7.4 AFY IR
TR L2012 5 RICT LAY >~ (1[E300mgl H2[E) % R1E
BOES%, A+ 8> (10mg) ZHAHRS L, 4323
R DCmax& FAUCo-wl&. FUANY VIEFRB E B L T#F
NZNLI%KRVOS%HD L. TUANY VidF £ a R oY)
HEICHERRIFS Aol 20 AF VA RVHRABO T L
HANY) Y DCmaxlds FF 23 R UIEGFHERE K D 4.5%KH > 7245,
AUCo-2IZFABEETH D AF YA RIS LHANY > OEYEH)
RICHBEE I o0, TUANY Y ELTF I RVOMRAIIC
F 0. PRAEEE R ORI AR IC B B RTIRE P EERED,
BAE SR A THRINICE R I 2 E@E DR 57220,
I9./—lb
B3 ZMRICT LAY >~ (1E300mgl H2[E) % RIE
BO#SH%, T/ —)L (0.70g/kg) ZHRAKESLEE, =¥
J =D Cmaxt AUCo-wld. L HNY VIEHRR & HE LT
ZFNEN8.9%UV0.6%HA L. FLHNY VIFLy ) —)LOEY)
BRICEELZRIFS R o7, /e T ) —LHFABO LT
N Y DCmax &k FAUCo-1213 =% J —VIEFFRB &L TF
NZN2IB K1 U@ > 72 H. TOZEIIEKR EREE L 5ETIE
BWEEZONTZ, TUAN) LY ) —LOHRAICLD. B
HIBEEE T O AROE B EE IC B 1T 5 RUSHEE R EERE D, AR
BRI AR THRMAICE TR 2 @R AR 5 iz2,
Ak il 2 GV
7= b CBAIOHERFIREIC X VIERDSEE L TV ABARS
TADPABEIOFZNRICT LAY > (1E200mgl H3[E) #
REFZOBRE LR, TLAN) Y IZ7 2= b1 COIMmEEREE
(FT718) CHEL2RIZTST, LTz b BT LN Y
DEMBREICH B R 5 X 5 h > 7222,
16.7.7 HILINIEEY
NNNTEE Y BR ZHEREE SN TOWARATAD»ABE]2M
ZXRICTLHNY > (1E200mgl H3E) % RERZROHRS L
B, FLANY VIEAUNTEE Y ROFOREY (10,11-T8
¥V RE) OMmFEFEE (M 7E) CHEEZRIIST., oA
INTEEYHTUHNY) ORI BRI E L 5 X 15 /p 57222,
16.7.8 NIV OB
NLVTOEF b LBAEERIRE SN TWARATANPAR
H1201ZNRI2T L AN > (1[E200mgl H3[E) % REROH
BUE, ZUANY AL TOBEOmMBEREE (N5 7E)
ICEELRRFST, AL TOBE FLANY > OEYEEEIC
HEEBEZ o722,
SERNIFY
FERNYF U ERBATHEBRESE SN TOERATAPAEE2H
ZXRICTLHNY > (1E200mgl H3E) % REZROHRS L
B, Z7LANY IETENYFOOMEBEFEE (T 7E) 0¥
BRREFET, FLTENIFULLLUANY VO FREICE
BEEX P o7222),
16.8 Z0fth
7V 78 »OD$E75mg [NPI] 1 [&8AE % 5 &0 ERHE O
EMZORSERBR TN RS54 V] KEDE, FLHANY Y ODSE

16.7.5

16.7.6

16.7.9

TR AR D PSR A 2 7 d.e)
. R=ZAF7A4 P56 _ N
5B /N - T REDE
SEAI 2L ean OEL BRI = pfE
+iEHEIRE T+ [95% 5 A X [4]

7oeR | 135 | 4832021 | -1.20x021 | S -
TVUVHNY ¥ -0.63
300mg/H__| 134 | 4205022 | 1822022 | 1109.017) |07
TVUHNY ¥ -0.74
600mg/Ef) 45 4.08+0.32 -1.94+0.32 [-1.39,-0.09] -

d) #WEEREVPBHEET 2BAOHFEPSEE LA LABMOTREA 7 [0 ok
L) #5610 (ChBlbEzwEa) OLIRECIHES. AT 7HREVIZERVE
HETRT ]

e) ERRUCLaBZET. N—2A54 Y OEBATT 2 {HERETHHIEINT
(REFMBEOEBBA AT OR=ZATA VP 50ENMBICBIF AT LAHNY »
300mg/HEtE 7Tt AR L OB ZEFEENE L.)

f) L7 F=>2) 75 AHEEM (Cler) 12& > T 30<CLer<60mL/min® #5k
H121&300mg/H. >60mL/minD#5EE 121£600mg/ H M5 S h iz,

RAEEFMARAFORERRERRE, 75 € KBHT36.3%
(49/135f). FL#/31) >300mg/HBET56.7% (76/134f1).
600mg/HET80.0% (36/45f) TH -7, ELEIERIL. FH
o F v (300mg/HEE19.4% % U600mg/ HBE37.8%) . EIR
(300mg/H B£20.9% & 0°600mg/ HBE40.0%) . KA 1 % 18
(300mg/HBE12.7% % 0600mg/HEE13.3%) . (AEH M
(300mg/ I BE11.2% % 0%600mg/ HBE11.1%) T - 7=,

MEMBERE 2 NRE L 16ARES 0 —EEREEHBRICS
VT, EEFMEETHBREMBEOKEA I TR TRO LS
DTHY. FLIANY VB (300~450mg/H) TF I ARBEE H

B U THRARE AR AT S
Ak O 7 A 3 7 gh)
B BI—RFH | 77tAE0E
ERR | emwme | oswmmxm | PE
TR ] 248 | 545%012 | S SRR
TVUVHANY ¥ -0.44
300-450mg/8 | 20 S01=0.12 (:0.78,-0.11] 0.0046

g) WEESBHEET 2EAOHREY» SEH Lz DAROFHEERA 7 [0 (Bak
L) #5610 (ThBlERWiE#A) OLIBETIHiish, 2375 KEVITERVE
HHERT o]

h) #EHERT. N—ATA Y OEEA DT 2 HER LT HILFEIT

TEEFMARFFORIERAAERRIE, 7Tt RBET51.6%
(128/248f1). TLHNY EET82.4% (206/250f) Tdb -7z,
EBIERIE. R (45.2%), FBED W (28.8%). (AE#EIN
(14.4%) . 15/ (12.8%) TdH->7:23~26),
17.1.2 BEARHIRSHER

HREE R iR R 1 2600, BEPRIRMERAE AR E I SRR
F1230]. FHEFHRERE 10661 PREMERESER (B
BIGRERE. WAEFRER, SREB(EICHESER) BEF 1034
ERRELEERESHE (WINB52H) 2B 2R ADME
(0~100mmoVisual Analog Scale TEAKE WLIZ LRV A%
~Y) OFHEREITEROEBD TH -7,

150mg [NPI] #fEdeslE| & Uiz & &, EHEH I E S & Hl S n. W% OFE (mm) 2)
T RS B SN, IR HPARIEIE e AN R e
FMIGIR | TEEEREE | e | Pl
17. EEERARE B5HI 126 62.0+19.0 123 52.8+21.7
17.1 BIERUZSEICET 2HER 12:8 116 35.3+£22.3 119 30.0+23.0
17.1.1 BNTS tRaiEstEs 2438 105 34.0+23.0 112 27.7+22.0
HERAES B HRERE 2R E L I 38MRES 0 B EREER 528 94 28.3+229 97 24.8+208
BRlcBWT, FEMEEE Th 2 REFMEBEOEFEA I TIETE fEHOWE (mm) a)
DEBDTH, FLHNY »300mg/HEEKR600mg/ HEETIE By KRR cpHE R R
T RBEEHE L THEHERICER G RED RO SN, FMEGIR | RS | AN | PHE R
BT OYER A T 7ab) B5H 106 61.8+£23.5 103 67.1£16.6
e =2 T REDE 12i 104 48.9+23.3 98 443+26.9
AR L [95% (B pfl 288 | 101 433+238 02 3635271
7oek | 91 | 512019 | - | - 52i8 87 47.1£24.8 85 44.9+27.0
FLUHNY ¥ -0.31 - i A 3 S T,
Lsome/t 36 4.81+0.20 L0.85.0.23] 0.262 a) 0~100mm® Visual Analog Scale CIEAAE LIZERWFEAZRT
?;ﬁﬁﬁé””é """" ;%;Eé """"""" 086 |~ 6&;” EIN RS RE (FREBRMIERE) 1280 T, RRtERH
300mg/H | 7| meemwes [-1.39,032] | ° e KBIRORIERIZ78.6% (99/126f]) 1288 5N, EABEIERIZ
FLHNY ¥ 97 4494019 -0.63 0.019 FEEOF WV (28.6%) . RHEMEFE (16.7%). 1EE (15.1%).
600mg/Hc) T (-1.15-0.10] : (AEHEM (13.5%) TH-7z.

a) WEESEHEET 2EAOHEY» 5B Lz DABOFEEA 7 [0 (Bak
L) 7510 (ChBlEZwiE#A) OLIBECIHiS ., A3 7HREVIEERVE
HERT ]

b) HEHRUCLaBAZRET. N—2 54 »OKFA T 2 B8 T IS

) VT F=r 0TI AMEME (CLer) 12k > Ty 30<CLer<60mL/mind#5k
#1213300mg/H. >60mL/minD#EEE121&600mg/ H AR5 s hiz,

ZEEFMARAFOBERAFEERIE. I RBHT43.9%
(43/98f). FL AN > 150mg/HEET57.5% (50/8761) .
300mg/HE$T73.0% (65/894). 600mg/HET82.5% (80/97
) THotz. ERBEWERIE. HEEDE W (31.1%). {HIR
(28.6%) F#: (12.1%). KiEMEFE (11.7%) ThHh-o7z. HE
ZEIMEAIZ. 150mg/BEICOAEZELA ()R : REE).
300mg/ HEFICEMHEA/RMED 1FI2MF (& : E1E) PHES
nrz.
TERIREREEREEEICHEIRREEENRE L 13 BBBREO
“EEMRRERRICB W, FEMEEE Th 5 maaHiiR oK
BAITIITROEBOTHD. TLHANY ‘/300mg/E|§¥'C“li7p
T ARBEE B L T EMICER G MEN RO 5N,

ENRAREHE (BRREREREREICHE SR KBV T,
TEMEFHE R REIFH OBIERIE70.7% (87/123f1) 12D 51,
FELRIERAIX. R (22.8%). FEEM (22.0%). ZHED L
(20.3%) TH -7z,
EARAKRSHBE (REHRE) BT, R MdReH
ICEITEFIE84.0% (89/106f)) 1C8R® 5., EiegfEMA I EIR
(26.4%) . FEEDE WV (24.5%) . FHEEM (18.9%). Efi
(16.0%) ThH-o7zo BHEROEERIR. ZLAPBETHD ., EE
DEIERIERRD s hgir o7z,

EN RS HSE (PREREREERE) ICBVL T, BT
EI BRI A B PR B & EREE AL L7 5 2 L IZ ARG AR I
IR ULEIERIIZ. 87.4% (90/103%1) ICE@® 5N, ik
BRI, 1EAR (48.5%). (REIEM (28.2%). FFHMEH TV
(22.3%) KAEHERE (17.5%) Td - 7:27~30),



17.1.3 B RIERREERAE
BREGRRERELNRE L 16EMRS O —EEREEHSR
CHBNT, EHEFHIIEE CHHIRFHOBBAITITRO LS
DTHY., TUHNY VB (150~600mg/H) TT 7L RBEEH
B L UGREFEMICER G SEPRD 513,

Y& A a7 b,c)
v —
) BEHOR—-251 S
BIR | | voopmmim | (ZEREOR | o
BN oA
TIeR | 106 | -1.07+£0.149 | S S S
FUHATY 20,59
150-600mg/H | 19° -1.6620.157 [0.98.020] | %0032

a) REEEOHEIX, 150mg/HA 5 MA L. HE2E & 0 EEEE 2TV, HAER TR
ICHE L BRI CESE, S EI6RE TR T e & L.

b) #EENMBHRBT 2WAOHE [0 FAaZL) 2510 (ThELEZaWwEA) O
IBETERMSN, RaAT7AREVIEERVEAZRT.] 256 HH LGRS
(16:EM) DEFEAITT DNR—=RAFA > 6 DFIE(LBZ RSB THAE L.
WEHONR=25 1 > » 6D FHELB=
e (16iAR/) OFPEERAIT-R=2A T4 Y OFPEHEATT] X [Ei:8
EORSHE/ G (16:8H)]

c) BEHRUHEZRERT. XR—ZXT74 Y OEFAIT KREH T 5EBE OO
MAIT REERE TSSO

ZEREFMARFFOBERAERRIEI ST RBETL46.7%
(50/710761) . FLHNY VEET67.0% (75/11241) TH -7,
FaEIERE. EE (33.0%). FEHEDE WV (17.9%). Kigtkz
[E (11.6%) THh-7z. BEZBIERIE. (EMEELF2HE S N,
[ElfE L7230,
17.1.4 5B S R EREHER

HREZHRMEREELNRE L ZEEREEBHBRICB VLT,
TEFMIEE TH 2 REFHAREOEBAI7IERROEBY TH
Dy VWITNROREBEICBVWTHTLHNY »300mg/HERD
600mg/HEETIE 7T L RBEE B L TRETMENICER 2 E DR

BNz,
- E ARSI B O FSE A O 7 a,b)

R PR BR — =

- HER BN FFYy | o REDE

¥ | o —

(FREAM) ﬁm&‘ s | (oswEmxn | PE
S E B RSB
I |[77eR | 93 | 6142023 | S R

(13EM) |7 LAY >~ 0.88
150mg/B | 87 ] 5202024 | L1s3.023) | %0977
TVUHNY » -1.07
s00mg/H__| 8 | 50703 | Li70.0.45) | 2906
TLHNY v -1.79
600mg/ Hic) 88 4.35+0.24 [2.43.1.15] 0.0003

SLEEE T/ AR ER
2 |77ER ] 87 | 5502021 | - S R

(58/E) [FLHNY > 0.14
Tomg/H_ | 8 | 2002 | romioas | 07
TVUVHNY -0.07
150mg/H 82 5.52+0.22 [-0.64,0.50] 0.7999

3 VaAvA 4N 81 6.33+0.22 -

I V2 71 S R e 1o s i
150mg/B | 8l | 2102 | L1058 | %992
TVUHNY » -1.57
300mg/H 76 4.76+0.23 [2.20.-0.95] 0.0002

4 VavA 4N 84 5.29+0.24 -

GBS g

600mg/Ho) 88 | 3602024 | (33 ) g5 | 00001

a) WEBEPBHERT 2RAOHE, SHE L GAMOFHEH A7 [0 (FAHk
L) 510 (ChBlERWE#A) OLIERETIHiEh, 227 PREVIFZERNE
HEIRY o]

b) MEIKU4 : BE5E, BERAVUCLaOBEZRT. R—2 T X OEFAIT 2 HER

& T B IESHT
RE2R OB BHEHROERZRT. N—2A571 VOEFAIT7T2HERET 54
YR

) JVTF=r o) T TV AHEM (Cler) 12& - Ty 30<CLcr<60mL/mind 5k
#HI213300mg/H. >60mL/minD#E## 1213600mg/ H AR5 S hiz,

SNERERISHIELICHE VT, BT RAFOBIERFRER
137w ARBET39.8% (37/93%1). S LAY »150mg/HEET
59.8% (52/87fl). 300mg/HET64.3% (63/98fl). 600mg/
HEET74.4% (67/90f1) THolz. EHFEIEAIZ. FEEDE W
(150mg/HE16.1%. 300mg/HEE32.7% % 0'600mg/ HEf
36.7%) . fEAR (150mg/HE9.2%. 300mg/HEE11.2% K%V
600mg/HE£25.6%) . KHEMEFE (150mg/HE12.6%. 300mg/
H#14.3% % 0'600mg/HEE13.3%) Th -7z, HEZBEHIX.
300mg/HEICT 7 1« 7F ¥ —HRIGLH. 600mg/HEIZIFH
M8 F /BRI B TRE /AR AH R IR/ E AR O S A LBl I 3R
Han, WINBEE L,

SAESE I/ IMAHREE21CB VW T RAMFHET R A F ORI
RIS T RBET25.0% (22/88%1). FLH/NY) »75mg/HET
32.1% (27/84%1). 150mg/HET41.0% (34/83fl) T -7z,
E 2 BMER IS EBED £ (75mg/ HBES.3% % U 150mg/ H B
14.5%) KOMER (75mg/HEE7.1%&% 0 150mg/HEE9.6%). [
WEZE (75mg/BEE7.1%% 0'150mg/ B#E4.8%) . 596 (75mg/
H#E1.2% K% 0'150mg/ HEE8.4%) HFTHh -7z,

SYEEE T/ MAHREE3ICHB L T R R A F ORIMERAFR
RIZ ST ARBET39.5% (32/8141). 7L H/NY > 150mg/ HEE
T50.6% (41/81). 300mg/HEET67.1% (51/76fl) TdH >
7oo ELENERIZFEEMED £ (150mg/HEE12.3% K% 0300mg/

HEF26.3%). 18R (150mg/HE¥14.8% X% 0'300mg/HEE23.7%) «
OWNEE (150mg/HEE9.9% K% 0'300mg/ HEE6.6%) HTdh -7z,
EELEWERAIE. 150mg/HEHICHEEL, DEEHIGE. DEER
IR/ DEEIIMGEO 3FIAESBE S N ThSDOERICOWL
T DEENE. DEEREAR/DEERSE IS REE, 8
GLIZEESHER S N7,

SLEIS I/ IMAERERAICB VT R R AR ORI B
RIZ 7T RBEET36.9% (31/8441). L HNY »EETT73.0%
(65/89f)) 12589 51, EaEIEFRIGFEED WV (27.0%). #
AR (23.6%). RAHEFE (13.5%). ONERE (10.1%). 554
(9.0%) BRUEEHIT (7.9%) & Td-7:32-34),
SNERBARSHER

HERESRERREEZNRE L-RRBRSHEL (15401, &E
312 HE) KU2 (27561, RE172EEE) KB HHEADHE
EOFEEIETEOEBD ThH o7z,

FAHOBE (mm) a)

17.1.5

RG] RIS HER2
Rl S {E AR Rl P + R
154 69.4+18.7 275 67.3+£17.9
114
T
32 36.8+23.2 78 32.5+24.1

a) 0~100mmoVisual Analog Scale CIEN K E W IE ERWEAZTRT .

RHHRERBELCB VT, K2l REFORIERIZ75.3%
(116/154f) 1RO 5N, ELEIFAIGFEHED 1 (20.8%) .
REIN (14.9%). R (13.6%). BHIZEL25M5 (9.7%). O
WK (8.4%) . RAEHEZER ORH (£7.1%) . EIERVED
(%6.5%) ETho7-. EELENEMIE. FHUC L 25ME361. £
EWAIR. EHEE. K bV Y LIME, EEEESE/ OERE
HSMIGHE . R/ K 2 IME/ U K B IMESHISE G S
. WINBEE L.
RHRERBE2ICB VT, Rl ReIFORIERIZ65.1%
(179/2750) 1RO SN, ELEFHIGFEED L (16.0%).
FAHMEIFE (12.7%). 18R (10.5%). #EJE. 5541, (AEHEINK
UHERE (£5.8%). BD (5.5%) ETh-7. EELEIFHIE.
JFflRaRE . RIS KO3 PRES . ZOE/IEZH
ZHREE. BEETH 7235738,

17.3 Z0ftt

17.3.1 BEOREHR
HARAERBAZHRE LTHRERKPTBERICTLANY V&
150mgHERE OIS LR OFEHED TV OFERIE, BRES
5.3% (1/196) &H~HERRR530.8% (12/396]) TE» 7239,

18. E3hEIE

18.1 {ER&F
FUAHNY VIZHBEZERICB W TEMKEE ALY T LF ¥ 2L
OREEIC LB %82 2T a8 712y hEDREEENL
T ANTTLF v RIVOMBRE CTORRER NI DT LTRA
ZMEIL. Uy I VBEOMRCENE R T 5 2 LR
BENTWD, EHIZ, FUANY > OEFBERICIE T HEEEHEE
RO IVT KU UEREREDCED M= UEEICHT A2ERLEE
LTW5Z EAREESN T AH90~44),

18.2 $BE(ERA
FUHNY V. BMERICEWTEEEER BT 2 PETE
S R RIS R ORERRIC & 2 MRREE TR OIcE
MR BRAEEZME T 5, F/o. (L2, REE. BB
HEEIN2ERE. BEBBEFVICBLTHEEERERT45-50),

18.2.1 BMIEMEIEE (CC) EFWIECBIF3 707« =73 {EFH
FLHNY i, v FCCIETFNICE B, B KROBHNTOT ¢
Z7 R & HITHIEI L7245,

18.2.2 EFFMIREEER (SNL) EFIIEBIF3H707 1« =71ER
FLAHNY Vi, SNLEFUICE D T v MIHESELBHRY
BT O« =7 2 M L7245,

18.2.3 ANV T NV VY (STZ) HRFEFIVICHSIFZH707 « Z71ER
FUANY VI, T bSTZHERRETVICB WL THEET 550
RO T O 5« =7 % i L 7246),

18.2.4 BREGREBEFIVICBIFZM7057 1« =Z71EH
FULANY VI, v 7 ABEHADEE NI X 2BEHEETTILIC
BOWTHETHHNTOT ¢ =7 Z2H L7247,

18.2.5 EMHBRRRBETIVICSIFI3R707 « Z71EH
FUANY &, Ty MEERMEBBRERETIVICBLWIRET
HET O T 4 =7 2 L7z48),

18.2.6 IRILY VU VT A NCHBIFZERRBEICK T 2EBIER
Ty FREAOKRLYY VI &0 FET B2 MO RERET
Boo5, TUANY VIZHREBENES T 5 & Sh 552 %
L 7249,

) BECIREELMENEICT LB 2RAEBIE 7 05« =7 LR,
i (REEBERICET 22 & TELS) ROBH (REAOBRET
EUB) TUTA =T ICHEESN S,



*22.

*19. BIRSICET 2 IEEZHAR
— R BFE © L AN~ (Pregabalin)
k245 : (3S)-3-(Aminomethyl)-5-methylhexanoic acid
¥ - CsH17NO2
FE8 1 159.23
" R ABEOEEEOHETH S,
KIZRRBEFIT KL TF =)L (99.5) IXBEFIZL L,

== S

NH.

CH3 / H
> CO.H
H.C

2

(FLANY ODEE25mg [NPI])
100#¢ [10%E (PTP) x10]

500%E [10%¢ (PTP) x50]
(FUANY ~ODEE75mg [NPI])
1008 [108¢ (PTP) x10]

5008 [10%€ (PTP) x50]

(FL ANV OD§E150mg [NPII)
100%¢ [10%E (PTP) x10]
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