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A

Q-1

A)

Q-2

A)

=11

B 2

G

LR i O FETR B O A R SRR A KT A
% 0 B O ML 5 25 B O A R SEVERR B A KT A
Q&A

)

KHA RTA 2 TIE, 28, RHZEEO RS2 DL CZE B R & 28 8 1% A5 &
EMERNCRIEE L BRI T 2 ENTE L0000, 7208, BRERLIZOWTIREHRERD
I Fofii U TR B O[RSEME TS o TR EIRM & AW RN RS & Bl d 2 b
DTERNDI),

AAA RTA L OxRIL, WHFERRBLOMANTHD. EEORHE T/NA AT X
A Z VT 4 BWEALT D ATREMEDS/ NS WREEE DAL A TR 2 588 L, 528 3 AP
FHIGFHNOFE % O pH % & AR ORBREMFOT R TUTHBN T, BWHEEICE X D
WENFR LR N L EMRT DI EICLY, B AR LT DA RN R SRR A
192 L ETIERERWE TS5 L0 ) Fika s o, —F, H%BERNLZFHIC
HEET 2 & &I, WA R ORGSR RERL EE LI R0 EX L
ND I, W ORIEME 2GR 5 2 & CEWFNRSEE2RFEST 5 Z L1 T
X, TOD, BRERBOFHEBGETIE, b NRBRCAD PR SN 2 iR
HWENRDD.

KITA T A NTBNT, WHEFKYE, HHOES, R OIGIREREEIC X
S TESR SN 50BN 5672 2 PR 3T 200,

KA RTA 0%, b FRRBRIZ X > TEMZEA R EME 2 fERE 9 2 B R VLTT
ERFPHZR L TND.

NAFTRAZ VT 4 BRAFOFHMZBE R TEILT D LEBLLNLRNTES
W DIEFEDORRED /N & <, BRI ORA OO (L 2 ia LR TR T 545
BICRE L. bbb, BGOEROREN/NS L, EHARESHREHTIE, &
BRI O B 3R ORBREAMF 2 TIZR W TR BB 3 RS LHE Sh 56121,
HILENTHRIC LS @2 R"T LB 6N, "WANLOEMOEHBES 25
FE, HILENICRT 2E OB H L AEPLAER & OMAEERORERRE 25
DT, invivo GHLER) ORFNOZEBOFFEVEZ in vitro R THIWT 5 Z L 258
L<72%. 2D, HHOBEWEGTIIE HEER O 2 T AW H [R5 2 Rk T
E DA ELOREL, WHOMWNEFNZ R LTS <D, £, RRIRENN
P 2 Z T RANC W TS, IWHEEBRIC X 2 WA RSEEOHEZR > 7o L X
WCAELD U A7 2B B L, WHARTEYFNRFENE 2 RAETE DAL EEORET
INEL o TS,



Q-3

A)

AJKHEL LT, MERRHGC TZ2OM) (TSNS D 1.0% (BHEDE
DAEHEDOF) AN ITE R ED pH ARFAEICRBE LW EEX 5N 50T, #
¥ DOFRER A D F TV BN A T HIUTEMFINCRE L Al D & Lz

B/K#ED X 5 AL R ORRE DN S WA TIE, 25800 Tla HRBR O RS Ras#h )
A% THIUE, BB TAA AT A TEV T A PRESERDZ L IFRNEEZD
nb. 2D, KA RTA4 T, BARECBWTIE, EWORBRER, &
W, RS, varERGR, SRR o e A2 9T, BB ORI D
RCE G IITED RS E RS & Lz

CAKHELL ED X S TG AR ORREN D LK E WS, W CAY AR &M
ZURAEL D DHEFHIEIRE S D, FEEESZ & £ 20T OB BRI W
TH THUE S AU IR & OFR DS 85%IZEE LW S H OV THE
TSR 2 & 0 A ICB VT, WO A CAY RIS 2 RGET 5 2 &1
L., 2o, THEHEREY L2 0RA O CAKBEU EORGEETIE, v b
BRIC & B AW RS OMGENLETH D & L.

F7o, WRFRREEDRNEY 2543 2 /AT, AR S HEICIREET
TR, AL e EORBENAE U D AREMNH D, 20w, CARUELR
X HEETIE, b MRRIC K DM FHIRSEMEOMRENLEEE Lc, 7221, 3T
DFRERGAE T 30 57 DA 85% LA b &GE0n~C, il fLA OF H 288 23 [ % ¢
HDHGE, EMFHNIERIZE L R b A REMEII b e EEB 2 oD Z LD, ZO%LE
IZb PR ER L2 & b L

D/KHELL EOZETE TIE, IWHZEEY O RSN DAY RS2 (RAEd 5 2 & 13
LL 725 DTC, ARIZIZ e MR CAEY TR EE LR T 5 0EN DD, 72720,
T RCOBEHRBRGEM T, 30 53T 85%LL L &HCMITIAEH L, MSAIOFR HZEhH
%72 B, EMFICIERSE L R DRI NS W EHEES D, 22T, 20X
O 7R BAIT, TERIREE S 20 A2 SR T HRANCIRY, DAKEOEETY,
b RBR AR LoD & & LT

AKHA RTA 0%, KEFDA OHA %A (SUPAC-IR, SUPAC-MR) *IZfH
T LD, WEOMER, BHRRECHO W THHLTIELL.

* SUPAC-IR: Immediate Release Solid Oral Dosage Forms; Scale-Up and
Postapproval Changes: Chemistry, Manufacturing, and Controls, In Vitro
Dissolution Testing, and In Vivo Bioequivalence Documentation, November, 1995.

SUPAC-MR: Modified Release Solid Oral Dosage Forms; Scale-Up and
Postapproval Changes: Chemistry, Manufacturing, and Controls; In Vitro
Dissolution Testing and In Vivo Bioequivalence Documentation, September 1997.

EZIPUSY

KA RTA KO SUPAC HA X AlX, &b, G ERORE, IRHOH X,
W OIREREIRZBE LT LT, "M AT ATV T 4 BEFEOHPEZ X TE



B3 2% L1TBZ HNRWIE EWLTT OEFEORREED /NS <, AL 28 % O 5 o4
RENZED > TWRWT & Z I R THIE TE 25 81ICR Y, wHZEs)oF%E
P2 DL CAEMFIRIEEZRGET D 2 N TE S, EWIHIEED LTV SL> TN 5.
TRPRIR SIS B - 2 & e BRGH) S OMRIBOPE LA T, £ 9 TRWERIANC g L T
HRER CAEM TR SN 2 IRGE T E DG EE O N &0 S SHEE L T
5. Fo, WHORSEOFEBIL, WA R7A4 08, EARMIZIE, RHAIROFEYE
RO 10 N THDH E LTINS,

[FHEE A

(1) &b K& < 72 % DX Biopharmaceutics classification system (BCS) *D$g

H, REHICEBLTTHA 9. SUPAC I A ¥ AL BCS ITHAD & IEW) % Vg &
OWEERPE DA G DETADDT T AT TWDHD, AHA RT7A 1% BCS %
FHET, ToRDYICEHOES D ORA 2L T 5. SUPAC Tix, WFE
DM < BB MEMRNIRY) T, in vivorin vitro fHEADMK S, AW FEH RIS 2 TR H
B OATHRIET D Z LT LW WO % & > T 5. In vivo-in vitro FHB D HR
DIZSWEENZ L, BHERBRIC X o THEW PRI T 2 PRGIE C & 2 U528 B O FiaPH »3
Wl lpo TS, BEDHTA KT A 5 BCS A8H Lo 8L, AR
NAFT ATV T 1 DT, EYOKFE, W0, fER & ORFIRHED 2R
L, HEEIZB T 2EHEFERO%E LWRFIFE LI, NAAT XA T80T 1 DENRE
CRWTHAH D EWIGE L5 TND. ZERMEICE R A2 OELEIZEBIT DI
DO RIEMZRGET 572912, B KDL ETIEZL 50y HEER Tt 24 Eh o [R5
EHET L LE2ERLTVWDEDTHD.
* Waiver of In Vivo Bioavailability and Bioequivalence Studies for Immediate
Release Solid Oral Dosage Forms Containing Certain Active Moieties/Active
Ingredients Based on a Biopharmaceutics Classification System, August 2000,
FDA.

(2) RATA RTA 2 TlE, BKEEEZEOTa—T 4 V7B OYLE, AL a—T7
A TTE T TERDORELZFHET D Z L1278 >TW5H), SUPAC HA & %
TlE, =2—7 4 Y THANINZIZHOW SN Ao RMAIE &< R U X 5 IZfbitTnsg.
a—7 4 T TEITRA OB R E REELEZ 58000528, £, a—
T4 RBTIHERTERBEINMEICRD EZEX6NTDT, KRIA RF7A4T
IV B D BINAI & ZRFICHR R 20 & LTz,

@) KHA RTA T, WHEEOHZXGHE LTWDA, KED SUPAC A ¥
VAL, NG TR, B, ROEHN, RUEKE, WETROEE 2 bxt
HELTWD. ZOMEIZNETORKMOFFRATHEOHEICER T2 DT,
FFEYIE (172 0 0 54E4 H) LAANE, ZHb0EFITAARTIIKRFHICE
TR oTleledd, BRITA RTA L ORGHEIR>TND. L, FEFERIEIS
PEVRREICBIEOFLHEN T HE DT B, GMP 2WRGREMIC >/ Z iz Ly, &
T T y TREHEDEFFITH LTS, AW FNRIEEORRSLHELE o7,



EEERTL561F, WY A TEYFENRSEZHEE T D BER D D.

(i Rt H)

Q-4

A)

Q5
Y

Q-6

A)

Q-7

A)

Q-8

A)

BT BRI AL B AT OB BT, YA R oA V2R L THLEL T2
R

KA RTA 0%, EKBRBICHANON G 2 EHT 58525058 L2bD0THY,
BT BEE COMFE R x5 & L= b DO TR, BREETOGFETIZ >\,
BERFBR D 7 = — XU HDOREE, Y OH M, ZEMEOBLE HRFRE

BHhfToC, BERASHOEFEIZBWTAT A KT A4 om0 BE2HWr+ X kv,

BAARTA T, THHELTT | #50E LB 230 Sz,

FEHEA 23 T - B, BRIRRRBR 3 e N & kG & U2 iRl S sl i
0, AR OREMES D VIT AW RS ED R SN BAI O G, )7
EHEEMYIETZ LICEVRTARNE LLEBLTLE I DEHSTOFITZE
DTHD. FEEN S ZH T2 L2 X0, 7R F KT IREL S 2 3R U CRE L,
—J7, ML b AGEER I BB, ORIF N EE TR STV D LIRS 7200 T
AW RIS RRBRIC 35 1T 2 LR D R T h HAEUERIANEL, IR STV 28K L
7-DTHB.

RS ) 13 TERARRBR CHIMER 22l S, Xtk Maextg e
U 7o AW A R PERBRIZ & 0 Je 38 E3EAL & ORISR S iAo | & &
DN, —ERHRBRO A TR ERE NGRS S RANL, 0%k, KHERS L1340
ST, REIOWSZEELETIIWR 5560 FBRNERI LD D).

HRRBR CHIMER ORISR S, Xt FERE LAY EnlE %
PERRERIC L0 RIS MEDSHERE ST BRI 2 K E CX D5 AI1T1E, T a i) & LT
WRHARBRIC L D RS EOMER O I Tl L AT 2352 &3, IFE L Een
MARETH 5.

FLUEAL T ORFIPBUET IR S LTV RN & &, BHERIFIZE > TRIA 2 8E L,
N EARERA & U TR SRR 21T > TR0,
TERV. WHEEOEEITIT, EERFITH IS LR OR™A 2 5.

WEFN 55 4F 5 H 30 H 3555 718 BB RFAME, F/AMRARRE @M ORIE 2
WHRET 2 [EWRRISIEICE T 2B 126> T, IHRBSUIEN RS O
I CHEYFRIIRSEMED GRS DN AN TR SN TV DAL, ED X 53X
T,

FLYEILTT % JEICFHE L2 U K HEDS, TR RRER O 7 CAEM R RIS 2 R4
ZENTEDLEPTHIUE, W EFRTORK| A FEAERF| L UTCARYA RT A 2hE



Q-9

A

Q-10

A)

Q-11

A)

Q12

VY]

Q-13
A)

STHRERZITS. LL, ZOX ) 7BAN, WFERKERRTA KT A 2 THH
RBR OB THEYFRI SN2 RT 2 ENTELHELZBEZ TND I ENEZN. ZTDH
BITIE, R EIRS TIRG RO A 2 R ERA & LT, BBEEML TITERE
WA AERERLA & UC, [RRBERLOEW ORISR A R4 CLF T4
REHBMTA FTA 2] LD IS THRBRZITS.

BREFRLTHoTH, b NRBRTEMFENREEPHRIN VL2561, B
FREUR A vERLA L L CH EEWRFIZART A RTA it >o M TE 2 2 & %
MR L7z, oL &, JeRERMICHE—EFEORFN 2 THEDRN DM,

AEMEICED LN TWDHEPANTH 572 H1F, JIEIRMICFE —F& EORAH
T, HARAIZEERIKIE L CATA RT7A N> TR CT& 5.

SERIEIENIC 2 SO EEORA (Fl41E, 10 mg HEM 20 mg §8) BN HHA,
R OEEORA (10 mg $& X 20 mg §) 12OV TEW SRR S MR B 2 4
AR, At ORI S B3 R 58k 1 ER A O AW FR R FEHREBR T A KT A
CAF [EEENTA T A2 L)) ITHECTRREZITS 2 & T, RIFEPGE
D Z LI ARED .

AIRECH S, AL LTEAOEERORA (] 20 mg §i&) 12 oW THlesEESin
AAEYERIAI L LT, BREERMLTA BT A it TRBREZEE L, T ORI 2
RF & LA oA (] 10 mg $8) 2 EEENTA R4 VI TRRT 5 2
T, WA ZFRIRFRGET A Z N TES. AL, GEEWVWTA RT7A4 VICHETTT
I RBRICIT DAEEVERLANY, e EIM E AW FIIICRIE TH D Z LRI NRiTh
[ECASYAAN

FFRIEIR G A — T —IZ 20 mg AN OHZNH Y, HBIEIKE A — T —2% 10 mg BLFH|
DHERFETDHEIL, RUTA RTA o &2EHATE 50

L, FIREBEBMDORXIIZANL DT, THITEA R 2 8H| OO 728 DAY 7Y
FSMERBRATA RT A 2] 12D .

FOSUTRIERA 72 E OB TRBEA TORBAZEE L < RV EELIZOWN
TS EES D6, XiE, SENRRLIUMZHET 2546, £ MBRoRby &
L CEWRRZ £ 2D TH L.

(% & AR L DA F R R VAR T A 7 4~ Q&AID Q-16 THik~~7zi@ ",
b FREBRORD W ICERER 2 D 2 LIXTE R0,

RIZAvay FIIRTA RTA4 L OXMRITE LD,
RIAvmy L, A RTA TR TR 2425 2 LT
XDHDT, BHARTA L OxtGLen. FRREMT 5 L 5 BE SN TV DA,



Wi LT-b & CIRHERBRZ T2 Z LTl FRRAEMERE, SRICEMT 2561203,
TR YRR e OABRILAN S 15 77 LANIC 85% LA Bimih L7cESkdn & s n s (REIE
DA FH R EMRR T A BT A~ Q&A D Q-48 ZZ ).

Q14 ROBEERAITH DN, B SDEEIEERME~EE L TREDRE2BET D
T EDNHIFE SN WIESINX, AAA BT A NTHE - T IE BRI L 0 AR
ME2FHIT 25 Z LR TE 5.

A) KIA BT A AR TIEHRBROFERMA Y LT 2856121%, ATA KT4
ATHEV, IEHBRBRIC X0 A FARSEEETME L THL XV, KHA RTA R d
AR Z Y TRODEM TEX 2WEEIZIE, BBREERLTA RT7A4 2] O3
BRI R RBRIZHE S .

Q15  #I T EBIIL, BHA KT A N> TEWHFRRISEMS 23T 2 2 &N TE D
DA,

A) GVRIERRY) 2 G DD 7 VEITC, ERERRIOEH RN RS D TR ToR
BRI C 15 0 LANIC 85% LA BRI B2 8ANL, AH A KT A N2t TEYFHIIE
EEMERBR AT T LV, 8 S EAFNCHOWNTOBIAMESEY O E R, WA EOR
FEDKUETR BIZOWTIE, Appendix B Z# &M X720,

CHEED

Q16  WRIEMRAIOEREZH LI LTEH B2,

A IRBCHESRGA & 0%, BUACHERA I3z LIS 722 WERIR O Rh R d 5 W IR M & =Rk
T 5720, BRLUCHHBEZES LIRAIEERIND. 7ok, @ OBEMER
FNIIRAAERAN T E TN,

Q17  BIEIIL A —T— [BRBEELTA BT A4 0> TEY PRI RI SRR %
1191 %fr, b FRBRICI T D EEERANIT A A DDy, SRR EAIIR DD,

A) T EFICIB W TIETREDNAA T T XA TV T 0 OFAERREE SN DT
W, MR, EHERFNIALOETERTORA L2 5. JeREAITIER.
GERNBRDUBOBFELRTA FT A ATh-> TITHBAITIE, b MRBRoEE
AN EAERA T 5.

Q-18  WREMERAF ORBRBANZ ST, K& E, IR, HE, BHEEIE L RS
RNZ EMRIEE IR o TWD D, RN F L CThiud, K&, TIROFEEMEX
RE T2 D).

A) % < OIRFERAITIE, HAIOBELZ R T-E FRFHELENEZBET 52 &
MTPEENDHOT, "MHOKRE S, TR, LEIZORF OTELE N B E |22
wRIEL, TORR, FYORHEHREIZEEZ KFS. WA OEENBEIRES,



in vitro AR CIZ < T A Z LN TEX AW, KX, BRIk, HE, i
KERE DB O W T ORENMLETH 5.

Q19  WREMERAIOFRBREANZOWT, THFIORE S, JBIR, HE, Bt L <
Hipnpn L3 Eo#EE ST o0,
A) B HEETHL Z L.
RES  BROEE, FFOBERDOEN 25%LUNTH S Z L. BRDR OB HIERL1-
ERELIE D T AROGEIL, 7 ELORE IOEWIZFDR.
PO BRI B W TS O FRBRIR I A Bl 42T 2 & &, SRBRIR BICiZilET S hi1,
WEBHERE T 207, COHRMICERET 2R FOFIENFABRETHDL Z L.
H RS ARG OBEENRF U CTh 5 Z & R OVEHZEEORELIE THET 5.

Q-20 [GBEWTA RIA4 2] OISR TWS [FIBIXFE—] SixEnkH

IR 2 R D
Q) TADRIEFE—) & R 2L, ARHRE L, ARFEEH AT ARHRENTRET
HOFHEZFR L TND.

(T 25 D KU L BR X4 5 3k

Q21  HEEWTA RTA BT, 1RHRIR RO FEY) 45 Lo A, AR E R,
B P B9 R BR A & A B 0D AL oy DR EE A3 R — 0D & & DL 28 5K e
X BAKHEL SNTWAN, [[ UK 2 B CATHENBEOO D 72 A FOEAIE
ED 7DD,

(A) Bl BERA A T 0 A7 R (JEE) TRCA LERENEEOCOE D 72 VAIDOSEI,
7 7 VAN R AR 2 i34 5 & B CAE RIS RBRIIAE TH . -
72U, RAEERER, WS OmEY) e HE CRAIRIZEN RN 2 & 2T L E N
H5.

Q-22  F 3D (BRIEREEIROBNEEY) AT ARILIA).

(A) FEVEFSELIR AR IR B N IRIED 2 (5 PL R o3*, KOV, FrE SEANR R B
BIRZHEHR S L CGRO LN TV DI, IRFIREROP Y & LT
*21 CFR 320.33 (c)

Q23 —ODOHMAIT, 2HOOEAEHMTHEHLTWLEHE, E600h— TKREL R
WLHDN, Fivk bW FIZHEM ST D00

A B 2 AFHFE A A L BRIEAI D X 512, EA BTG U RINERSHER T & 23581,
TNENOHITHED . LaL, BIAITHREER L EAID X 512, — 208l 25
DEA HIIZHRE L CWAHEEIE, ENEnO&EE 2 RINE & EMIIIe St 5 2
LRTERVDT, TR SIVIZE LR D 2O EIFI O HE S .



Q-24

A)

Q-25

A)

BlZ1E, FUERaLT T U RIGAI BEAID 2 SO BRI L72SE, I
MUz boEaasT 7 oo EOESRMIEAITE DRy iEAl & L CTERT
DPFFETE RV, LR ->T, BEOFEWHDIRWVREROHIZWES . —F, =
—T 4 TRFNCBNT, e Fefdor 7o ltin—2 2 NEEORAHIL 7
ANVABEDOa—T ¢ THENER LI2GAE, Th b 0REIZFFETE 20 TENE
ALOHIHED .

W DOEEANKEZ LT EEThoTh, TONFGEFKENE HRERDHT
AW FRRSEME 2 R 2 LN TE DEIE O & X2, EHERER O 2 TR R S
R I S IXATREDN.

HEFRD AN O 55, FbE, Bk, HMRARE, NvAvaTrTy,
roFEOaYTF Uy, fimEro—R, D<o = h— IOV TIEEANE X
MARETH L. MEFRV TR OEARIL, TOMHMmELEL TS, HERbldE)
DANWERZ AR L, WHEEOKELRET DH. OIS EFKENEE R D
B THEMFRIREE 2RI Z LN TE HPHO & 2121, RO THEYFRR
FMEZ R T Z LI TH D, EOMDI 2 ATVE R D58121%, DR EHE
EMBFYL RN AERA L2202 &, KO, FEOPLEMMEICEEL B2 W2 L%,
B Z IXEN IR in vitro 3R 72 E O FER T TR E ORI L > THER L TE
SWERDD.

TBRREEED N EY 2R E, NEEO-E RS2V D7 4 LV ABOEREDEIEN 7.0%
LLFDO7 4 v AEDZET 2 BKAEEL L7 BEH I,

Fio, BARETERINHRERICBNT, EERZINATA K74 VITHES N
2T OV HRBR ST B Y 85% LU HIAH LaWESRILOGAIT, AKYECH
ESNDREREZITH Z & TRV E LB H I ).

T AN T=T 4 TIZONTIE, BEEWOUELHE R~ AF T2 A&
D EMBND, ZTHBIERBIORBIEORIEAZTT 9 72DIZITH b O TV EHE
EIND. 74NLEBOERLEIToT25GTH-Th, BEAMETT 4V LERHR
RIOEHMEIC L TRE L ZRWIGEIE, R O RA| R L Oy H 28 O [R5
RV SEODThIUE, b MIBWTEWFHNIIEFRZFIZ 2 2 /et X IR &
Ez, BKkUEL L.

555 HIZIIT D HEREINE S &, W OB RS T H Y 85%LL LA
L72WEIREMBIZOWTIE, BAEREOWUFERZITH>HATH->TH, & MIEB
T D E RSB ALE L 2D, — T, IRLOERBICONTIE, Y
OREPBIEF BN, BHOEWRANI RS &7 0V AEOETIZB T 53
HOWHYEIC KT 2 BEZ I IC WEBDbRD., ZRHOBEENS, Wk
HERBR ST B T3 85% LA EIRH L2V EFRELIZIR Y, BIAS M OBR HIEICRRE &
NIRRT CRMli A TS5 2 & & L.



Q-26

A)

Q-27
A)

Q-28

A)

HTRAFNET—T 4 TBA, Fa—T 4 v TRAIONTREZEX D VO
. Filz, BT EARIOBEHRBRIEIC NY Ty oy, XTI B AR REESR 2 A
NDHRBRIEZET L TH L.

BT DEREDKGIN T T EANICFTEE I N OWMIICR O L5610, Fa—T
4 TRIRIEEZ TR, 2L, a—T 4Lz TR, a—T 4
THRIFNE LTH D (DT BAHSOEFICONTIE, Q27143 MT52L).

7o, WHRBIL e FMRBRZ AR TE DRI H 20 E O N OMERD T2 D DFRER T
bV, ZORBEIFIIARTA RTA VTHE SNERBEFICRONDS. N Ty,
NI TR ETe A R SR e AR D ARBRIE T B L 2.

W5 72 NDFRORYDEFIZONTIE, EDOXITEZL L 0Oh.

AT RNDZHZDOR G DELL, BERITE L, 2—7T 1 7EOHEKEOAER
WZICET 5. 72, T, @70 T F UL, FlE, 3
JLBTF, AX—F, HPMC, V7 Ui EREH NS Lo > TE T,
CIF Lo AT ENANLHETF U TEA~DERIL, A FTATEVT 4
A KA T REMEIT S E TE RV, IREIR DR WY LIS O EF IO
WTH T ENDERZAT O HEITE, DLTOHFIEI > TRSEEZHERT L2 L.
1) BZ5FrEFMERIE LTHEALTWD I 72 rogs
KA RTA VHAFITRTENRR (72720, pH6.8 OFBRIKIZITEH +UIE
A AR T ORERRE 2k E AW 5.) 21T\, 65 BRI HEREICIVIE
MZEENESE LR D581, EMTFRICFEE AT ENTE S, ok, Litsk
TRZ L 0 B O RS2 R 2 W XIIRE RN 2 E R LG TH - T,
BRIV ONEDNEEROBEE, 74N ba—TF 4 U TEEOEA & FRRICART A
R4 Of3 25, 7N OO OEEPEHZEINCEE LW
LHERLTIZD 2T, KA RTA4 VHF 4 BIOR T RIS X THS L OB
TEICERE SNV HRBRIC L0 S AT 5 2 LN TE 5.

Q) 7T FUNDTNACHEEH LTS T 2L D5E

TIAHI R LTl 72 L 0856 T LRI B W TR 2 7~E 72
WS, TBRBEEERLTA R4 2] 12V, R ORGEGRERIC L AT
MICASETHDLZ E2MRT D, 121EL, BTNV EERLTCHAAM AT AT
VT 4T LW L2 REIC L WV RE2581E, ATA K74 SRR
ARERIC LV A2l 2 2 L TE 5.

K2 OTANVABIIBWT, KEMa—T 1 7RI EIEKRE 2 —T 1 v 7 A
BT, BAKRETHE SN D ELFHE U T HBH I T

pH kit —7 4 > 74 (Blx1E, AEA KOFA K7 ¥y N E), =F Lkl n
— AR ED X HITIHKBERY ~—ThH > THAEMEO A HEAIZENT 5 Z ik



Q-29

A)

Q-30

A)

Q-31

A)

Q-32

VY]

ST, KICHEMEDIEZAED Z LITARETHD. £z, KD a—T 1 7HIZ
KEVED AR Z N2 Z LIC K> THAREBEIECTHZ LB ARETHD. Licdio
T, =7 4 7 HEAORED &2 WRFANE K& O 3 2 5l 2 FFE TE 7200,

T AV ABOERIZIBNTIE, AIEAIOEEITEHHEEIC L 52 B X
BNDDT, RAARTALDORGEE LR THRNDTIEARW .

AIYAFI DA, IR IR L 5 2720 S0 2 e, TEANCIE, AKIENE,
MR, %@#W@ﬁg%rﬁ%mﬂhw FNHDOTMEFDEIZL>TT 414
BOMWEEZEZDZENTES., LENRST, AIA FTA DR LER5.

HEE SRS NI &, ERIC TR THADER R D L X, U xR iC
WA OREE 25 R T Lo,
HREE IR ST 2t TRHRET 5.

a—7 4 VT TBOER ENEOREEICKT 2B OE &4 REIC L CitET
2 R EAR A,

a—7 4 VI TERONEOLTGT AL, TNENDBAA LT XA T8V T 11T
BE G2 HAE8ERDHD. a—T 47 BENEE DLW THET 255120,
a—7 ¢ T TEOE B OEE TR OMRE B x KUEIC Lfﬁméﬂé ZDGE,
a—7 4 VI TEOEEPNEOE BT U TN W LE] & R & WILE Bl 21X 7«
N ha— hEEE T v b a— NEERLTIE, BRI ORE I3 L TCIH L/ﬁﬁ/\»ﬁz/ ~
Zhiid &, BIEOa—7 4 Y ITBOBRESOEERITIREL 25, £z, FKEOEE
DR EWEEREE L B b5 &, WO ETE 2N T &, /s TlX
WERICHT DERREN NS LSHEIND E W) REEERL. 70, BRHEBRIZE
T DB OVSARRERNZ, AR U 7o B L I RIS R O R S ICBtR T 5.
WEIZBNTaA—T 4 Y ITEBNAFTT XA TV T 4 [ZHEERITLTE < Of)
WCHEBLTERY, ERROX I RAEGHEZY SOl a—T 1 7T &N L 20k
LTEEROREEITO L L L.

WEOERHEBEZTRIZA L CEHRTERWEITIEI W IHIGHEEZRET O, FHET
HEEDEZFERLTUTILL.

TARICAN L TRHETE RV &%, RAIOTRIR S IR O L 9 ICHM TR <, 1E
MEICHAOREREAFHE TE RN EZ2 V). 2O L) 2Ygh, BEEAZOBIKEZEK
HOHVIHABLE 272 L CEAET 5. AERIONEZOREM, #H&E, BEELETNLE
So, Wo, Do, ZH#%DOZNHE S, W, D & Lk &, ZHAH%OREMEL S/So 1T,
((W/D) /(Wo/Do)23 TRT Z LN TE L. HEEDETRTIDIE S holZxf T 2EEHD
JEE h OEXHMED hiho 1%, #7588 DL TR OE &, #E %2 ZNZH wo, do M T w,
d TRTEE (Wd) /woldo)+((W/D) (Wo/Do)23 T/RTZENTED., 22T, N
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B, $EiE L bEEDPTRRANICSH 5 & SEERERO Zh b OEEDOE( & T
& 2 DT, ¥FB 8 D IS AT ORI S h/ho 13, WO BALEFEH 72V DR (7
ANV LJE8 DN THELRTE) OEEHREZTRL, (wiw) X(Wo/W)23 TEHET L Z LR TE
%.

Q33  WEOKRKTRETHEWA, MEbAmEIEAIZTHERH 50, Zhbik
T A VB IHERE DT & LT D BN B D ).

A) TANLEIIERBOEL L LT MERHD. Ik, MERD & L TRl
TEX DLW HONTIE, ERSOEE] E LTIV ZENTXS.

(PR R, WEHIZFBY O[S, W0 R S M)

Q34 EHEEVIAIT, &EERNATIIENAEEY 2 S 0RA (BBERBTA RT4
V3 AV, 3.3 TR (THIY T VA HIZEEY 2 R AN, AR B R AN EEA I ) &
EORANFEY L2 0WGE, IWHEBRIIES 6 oA D72 OB KL TIT 21T LW
RN

A4 R OZER DR LT WERE TR AT S 2 & B3 BIRO 72 0 HEAFH|TH
D, T ORRIRGEICIE, T W RARNZ 5720, mEERANCEA S5
BYESEW % 50RO T D OUSHFBR T2 RET 2 2 L TR,

Q-35  ANMERA K OMBEE IR OS5 A 12, [HBRBERMLTA FT 4 ) TIRENFE)
ORI GFERIR 15%) PNUBICHWLRDLDIZH L, KU A K74 > TIREHZ
O RSN GFRIK 10%) 2NHEICHVWSND DR, £, WSO R%
PEOHEIZEBNT, X562 OHEZ T BRI D).

A (BIEILTA FT A ) TliE, BWHEDHOBEEME X IXREH* 0T —21%, &
W RIEMEOHEICB W T FRBEE R 2T 2 b0 LTHOLW LTS, —
5, RITA RTA4 TR TE, RONTAGEEOHM T, WHZEEIORSEEC
Ko TEYFNCRIE L BT, T THEBEERLTA FT74 ) X0 HHER
WrEL< L, £/, B0 o CHTIEELRET DI LICLY, WMHEFEDR{HE
THED—EIZREZEND Lol L.

* BIACPEBLA Ke ORI BA O 5 B IR BV &, SRR 056 121308
BRI S 2T 5.

Q-36 (%5 5 IR 2R B O [RISEME O FE FEUE | 123\ T, ARUERLER| O SR IR 85 %
FKOVB0%IZE L& &, R EIVD) R MR OFFRILD 8 %, 6%, @fE~% 0
WHER ORI 12%, 9 % & 725> TV HHEHI().

A) 2O O R Ol # OV HEOFFRIBIE, 100 %7 2356 OFF AR
CEBREE 10 %, fx OEHFE 15 %) LU, RHEROBELZEE L
PEBIGHRIC X0 FFRIR A TR 72
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Q-37  AKEDGEITIE, 7R HERG OB PUIBAGE O RIFNERE S LB O
ARBREIETH LoD,

A AKMEIZIBWTIE, WHFOENERFECIZE A ERELR2NEEZEZLNLDT,
AR A DREVERLA & OB B R & R ORGSO A TTELE LTS, L
7o 35T, AEHERLF OB & AEAERLA) D B K OB 5 IR IR B SERE ST
LAY, SRR TR AT o Th ke L.

Q-38  BNMERLANC, B EER OV HEER A/ RLik 50 [R5 CTI T4, 30 53 BANIZ 85%
PLEEHT B EHM T, SRR 1 RS (B OHIERER) OF — & TREUERLE|
L TH L.

A) HREBRIE DM ERE R 30 GUNICERE SN TWARAID H 6, /S Rk 50 [F]
H2C, 15 437 LANIC 85%LL FIEH T2 Z & M HIMERERGE R 2 b il T & 2 8ANIZ S

T, BUERBROT — & & I RA 2RI T L, Eio, HRBERO N
HMIFRE, /N RE 50 A, 30 43 BANIC 85% LA YA~ 5 2 & AR HUBRE R
MNOMERTE ZHRANZHONT S, HKERBROT — & 2 HIEERIA 258 L TH L,

Q-39  JRIEDOWEMEENFFED pH THURIIKWGAICIE, €0 pH 2B 2IEHEE D
HEITES R TH DL LB LNDDT, WREZ T Z LI Xk o> CiEtakip g I L
72 TRV,

A JRIEDEEIRIE & WA OB & 130T L HEE L2, 20720, EHZEBO
A2 HE T 255 11E, JRIEOTEME D3 IRy pH T - T b A O HE
B T 2 NERD .

Q-40 FL®2 bt MABROERA TR TE 258121%, AUA T4 i o
EEORIFMEOHEZTOTIS, RBEERLTA FT7A 2] 10> TREBRZ1T 5 Z
TRV,

A) LA, 2L, BRBEEMTA FTA4 2] IS, b MRBR& L4
D DHAMNT, % AR RA & ONGEERA) TR OBIRD =012, REeHERAITIX
BRI O PR BB DR ERAI L FELL L TV D 2 L 2R T D 72010, WAL =
T2 LPVETHD.

Q-41 a2 DA SFRNC RIS & 7 SN o T2 AI100E, BRERG Y
A RIAL NS TRREITH | DD, ZDOLXx, AHA RTA 2 CTHEMLIEH
RERDT —H b, [BRERLTA RTAL2 ] TORBRRT —Z L LTH LUV,

@A) FELKZR.

Q-42  JHRMERAIT, pH6.0 ICBWT BRERLTA RT7A4 ] TIIAVWLR TV
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A

Q-43

A

Q-44

A)

Q-45

A)

Q-46

A)

VA A BRI DI I R S A 2 72 B VAT,

KAA RTA L CBOTIE, IR E ORI TIE, R BI0 RS
Lo THEMPEINCIRISS & it BVEMERA OV I E BN ABRIRIE D A A > (AT
FHILRBHHDT, [BRBERBAA BT A 2| (31 5 ML B % it
RERALED L TIL, EWERIERS 2 kT BEAA D5, 22T, A4 HENE
VBRI A AV B R AN T

in vivo-in vitro ¥8EEME (IVIVC) 3GEH S - isHEBRiEN H 2 56121%, Bl
FEOHEIIZDRMEDHTIT>TH L

IVIVC TiE, 1540 EHFRBERE nvivo & OFBEMELR S TW RN,
DG B D EFNERZ AT A5V 7 70— 5 Wi RN T ARGE
SN LD RITA RT A4 2 TED DR Tl 28 o [F) 5VE 4 fEsd
HVENDD.

W E) A LT D BRI TR BEEL T A R T4 ) IZfEH Z LT
STWVDN, A—T—[TAEHERF ORI Z I LT D DT, RIED @ O ikRiE &
RAELTWD. BB O pHITHEIZHED & LT, KRR, oGt ofEIEA®
TE5HELTIELL.

KAA RTAATBOTE, BONZAGEEOFKE TIL, WHEEO RS
XoT, AWMFHICFEE L BT DT, Hlx D —ATIEEORBRSEM & HE R EE
RT3 Z T TE R0,

X RED 50 BIEETIE, BAINSyEADEMICMHETSHZ L, b LIIHED
MHERET 22 LR8Ik D, WHBRKREIELOGEAERHD. 2o L 5 2Kl DY
B, WHZEB O IEfERFHMA TE W ATREER S 5. WANZ X - TIE 75 rpm <° 100
rpm CHERZIT O HTDRRWEE S H DO TIE72 ).

e HEBR D5 R D B CTHEMFHNCIRSE L HET 72D DEME, 50 rpm Ttz
Tole & X VPHIEHEDOZEN 10 %OFPHICHH L X TH5H. 75 rpm X° 100 rpm T
R AT o7z & X OEHEBORIEEOHIEZ, BED L ZARET L Z & IXHEET
BbH. TOEDICEHRROBEEIA LTS5 2 LITRD LRV, Tk, BFINRA
Y BIVDEICAET D, ITHREDDHERE T 256, 2N FVIE, 50 BRI 2 T,
[ElHR/ N2 7 M, 100 [Al5CRlBR A Fafi LT L.

fo BIE 28R L7 BRI 2>, F72, R X o 2WpEE CHEEL) L f
S LA HESE CHEE2) &C, HIEHENRERD L XITITE I TDHD0.

HIEE 11X, 40%, 60%, 85% (FEAMRECIERIAITIX 30, 50, 80%) & \W\-o>7-i&
HHFROEZE AR A > N THEMTZ DRSNS 5. [, B O HEE O Rkl
LoTE, 2o ORED 1 KR CTHFARAZ DT NI 2 72 DIZFERFEITR DA
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Q-47
Y

Q-48

A)

Q-49

A)

BERER DT, ZORIREAM O 7201, LEBEOBEHAbAEEE L.

HIEE 2 1T AR B O 2 HETE DFENH D . L L, LB,
OGRS SR AT T D3 & 5. B 2 XL T DR EI AR OVE SR O ZE N D ipn & 2
ATHEEEERESCT L, LOMNBKEL 2 RISEERFOTRD. KA RTA
VT, ZOX ) RREERTDHT, MBS EZBE L CHEE2 2 AT 5 2
Lz L.

ZOX Y REMEEMATY, HIEE2 T, mHiRO Y — ko TiE, BEE
7R A Y FTHE DM TOITWD EIFRL W ERNH VIS, 2002, HIEE
1857z,

2 SOHEFEOR CHER RN R D Z 08D 50, EHRBROME 2 OHEmFIC
BB HEFEZERLTHALZ 0.

Z R OMIEFEIZ DWW TR LTI L.
BIEIL DAY FRIRIEERBR T A K74 Q&A @ Appendix A (2777,

B LAETRREITI L&, 58 EEYEITE T A — X OB THRIEMED BT
LCWBHRBNIRD | LoD, #EMEEZRTIEE2ED XS ITHERT D).

3G O DI, FEEORFROAIKRGET 52 e BH 5. D
(2, BRIVE D HERRIT AW A RS MERRBR I N 2 B ST 2 AU HE U % U5 TR
HVLENG L. FIZIEEREO/NSORIEIE AV CRGE L EYBIRE T A — 4 & DR
REHF L, HEHE—AUC OERIFERNPEREZED Z L a7 T, KHEENLED ST
HEG RS T OIRYBNRE T A — 2 PEETHDH Z L ERT, 72 I Ko TR
EHERTIONLEE LV, RLaETI0L ) R FETHRTERVWE XITIE, 49
LHRIEIE DI ERE T A — X B H5ETHIEL, T OfEZE AV CAEY SRS
DHEZEIT->Th IV, 2oL EITIE, b LB Y Lo TR0 & AW=ErE
EMEERT ZENREEICR D L WO ERDEH D Z L 2 RFHICENVTEBMLERH H.

BRERMTA RT7 4 0C, WHRBK R, HFHIE LT 900mL) &St
W5, EEEVREITIEE URBRIEE 900mL T 1 &5 B ORHRRBR 2L, H
MEREHT-0 OFGE (RIEMPEM LT & OBRMIBRE) N5 2 L2 X 0 EHFr
PED LGS ENZ CERWGEENR D L. HAAHEH -V OFZENPE TR D L9,
K ERAZEEICT 5, HEESERAORBRIK &L Z 2 THRER L TR
PR O SR R E A O i T & AR A A E T IE L V. B H -
D OEENECIZRD X5, KEERAIZEEICT 5, ATERBRKED 450~900mL
OIS ERA ORBIR E L A 2 THERL TH K.
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Appendix A L5 25TE OFRE O FHFE A

W EDRREDFHEIL, LLTFOHBEFNRT LIS, A RITADNERL TSN
BUSLL T ORIME LD 1 <ITV, xRS, WEHATD.

A-l: BROBEREAOLNSFER
(1) FE&e

WF DR
FHE R R LA
BRsry A 40 mg (10.00%)*D 40 mg (10.00%)
A A FYET LT 7 40 mg (10.00%) 35 mg (8.75%)
b A Al i =l N 20 mg ( 5.000%) 23 mg (5.750%)
THIRFA AT TV VMg 4 mg (1.000%) 4 mg (1.000%)
ft FEE A FUBE K 100 mg (25.00%) 97 mg (24.25%)
L —=2 196 mg (49.00%) 201 mg (50.25%)
R OKE & 400 mg 400 mg

*1)  FEINPE B O R RIS B Ry DO E R %.

SHEDOEDE

WAl OB B 8 & 5 gy GHEDFE K
BEER] FUEnaL TS —1.25 % (B)
MEAEH Re R» 0.75 % (©)
BIEA FLBE K —0.75%
BN — 126%
BRFZAI CTEE L2y DG A ROAEDHERMEDT  2.00% (B)
B LTy D8 B R DZEDHETHE D FI 4.00% (B)

(1.25 +0.75 + 2.00)

BULEEORENKEI WAL 558 OCKETHY, ZOHFNTIIT 5 BIK| O
FAAEIZICTHAS.

Q2) 74 Nba—TF 4 T8

WG DI
O
FEUEIL ST AR R
BEEksy A 40 mg (10.00%) * 40 mg (9.52%)
JilzEza5s] FYEB LT 7 40 mg (10.00%) 45 mg (10.71%)
] RE Ry 20 mg (5.000%) 23 mg (5.476%)
T IRA 27TV EMg 4 mg (1.000%) 4 mg (0.952%)
A LK TN 100 mg (25.00%) 108 mg (25.71%)
fmELr g —2 196 mg (49.00%) 200 mg (47.62%)
W DRSS & 400 mg 420 mg

*1)  FEIPIE N ORE BT R D SRSy DB B %.
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©7 4 VA=

FLHELL T
ARGy 7.5 mg (75.00%)*2)
Bik oy 2.5 mg (25.00%)*2
T 4V LB ORE & 10.0 mg
W DK HiFE 2.51 cm?
BN R EEHTZ0 O
74V ABOEE 3.98 mg/cm?

*2)  FEIPIE T 1 L L JE OB RIS 28R OB %.
*3)  FEINPIF AL 1253 % BRI o L.

BHEROEROERROH

FRER LA
8.0 mg (74.07%)*
2.8 mg (25.93%)*?
10.8 mg
2.56 cm?

4.22mg/cm? (106.03%) *?)

OW
WA O B B & B4y GHEDSE ke
HREEA FYETaLF LSy 0.71% (B)
eyl Re Ry 0.476% (B)
WIRF AT TV e Ca —0.048% (B)
RECTEZ A FLBE KR 0.71%
__________________ femk o —A o 138%
BRFZAI CTEE LIz DO EEROZEDMHERMEDT 2.09% (B)
W CTERE LTy OB R EDZDMXHEDOF 83.33% (B)
(0.71 + 0.48 + 0.05 + 2.09)
©7 4 VL)E
|D'as GHEDE kY
A RSy —0.93%
BT o 0.93%
7 4 VABCER LR OEAROEOHHEOTT  1.86% (B)
AL RS K
B REREHTZV D7 4 VABOEREOEEE  6.03% (B)

TRTCOEFEDOKMEIBTHDLDOT, ZOFNIEIT LB O T EFKIEIB THD.
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(3) HEAGE

W5 DI
OWEL
Aoy A
i e Al 2l N
TRIRA 277U ECa
Al LR

fEenELE— A
A ==V Ay i

FUEIL ST

10 mg (8.33%)*V
3.6 mg (3.00%)
0.4 mg (0.333%)
86 mg (71.67%)
12 mg (10.00%)
8 mg (6.67%)

W DR & 120 mg
*1)  FEINIE B DR BT xS B & sy DR R %.
Q7 4 Vv2E
ST
Apksy 1.17 mg (13.30%)*2
Bik sy 1.63 mg (18.52%)*2
Chk oy 6 mg (68.18%)*2
T AV L JEORE & 8.8 mg
W DK TR 1.495 cm?
B RmEHTZY O
7 4 IV AJEOE 5.89mg/cm?
*9)  FEINPIE T 4 /L A OB BT DBy DB E%.

*3)  FEIPIEEEL

1%t 2 aBR LA o b,

O« )E
FEUEIL ST

Dpfsr 7.64 mg (12.32%)*2
ERlor 4.36 mg (7.03%)*?
Fri 5y 50 mg (80.65%)*?

WA g ORE & 62 mg

W DK HiFE 1.495 cm?

B REFE DD O

PEATE DB & 41.5mg/cm?

*9)  FEYNPNIEHRE LB DRE RIS 5 & B4 DB R %.

*3)  FEANPNI L UL ST A % SR o L.

17

ARER R

10 mg (8.33%)
3.4 mg (2.83%)
0.6 mg (0.500%)
82 mg (68.33%)
14 mg (11.67%)
10 mg (8.33%)
120 mg

AR A

1.2 mg (13.48%)*?
1.63 mg (18.31%)*2
6.07 mg (68.20%)*2
8.9 mg

1.495 cm?

5.95mg/cm? (101.02%)*3)

RER LA

7.6 mg (13.10%)*?
4.4 mg (7.59%)*2
46 mg (79.31%)*?
58 mg

1.495 cm?

38.8mg/cm? (93.49%)*3)



BHEROEROERROH

©la13
INALOEFH H /Y & plsy GHRDE 7K Y
FEEAl Re Ry —0.17% (B)
TBIRA 257V VECa 0.167% ®
HE T A HBEXKFnd) —3.34%
WAL T — R 1.67%
e NUER O T T ] 1.66%. o
IEHICEE LR DG H LRDFEDKEHEDF 6.67% (©)
NECER LA O SHEDEORRHEOR  7.01% ©

(0.17+0.17 +6.67)

@7 4V LE
|D'%as GHEDFE K e
A 5y 0.18%
B iy —0.21%
CCBRRA0.02%
7 4 NVABTER LIy OEEROEDKMEOF 0.41% (B)
28 B IKHE
BN REMBOIZVO 7 4 LV ABOEREOEER  1.02% (B)
O« )E
D& GHEDE ke
D pk45y 0.78%
E &5y 0.56%
1 3% —1.34% .
WG CEE L=y D& A LDEORRHE DR 2.68% (B)
AR K HE
B REEH -0 OFEAEOEBEOET R —6.51% (B)

BKOEFORENKEI VKT TRIEAl] KO TWECTERE LTl 0O EHRDOZEDM
SHMEOF ] O CAKETHY, ZOFNCEBITAHF|IONFEFEKEICTHD.
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A2 EEEVOROBEBRAIOLFTER

(1) #He
W5 DR R

A2y A

FEERL ST
40 mg (13.33%)*V

R AL
80 mg (17.02%)

RAERA KNZEBRaLF 7Y 40 mg (13.33%) 60 mg (12.77%)
it Al RE R 20 mg (6.667%) 30 mg (6.383%)
THIRFA 27TV UEMg 4 mg (1.333%) 6 mg (1.277%)
A LB KT 100 mg (33.33%) 135 mg (28.72%)
fghE L — R 96 mg (32.00%) 159 mg (33.83%)
R O E = 300 mg 470 mg
*1) AP O FATE BV R B A By O T
SHEDOEDE

IANAIOfEH B ) & By EHROE K e

BiEEX hvEmavFLS —0.56% (B

EAK FE Ry —0.284% (B

WBIRAl A7 7 U Uk Mg —0.056% (B)

RRIEA FLBEKFn —4.61%

e AEARRE—A 1.83% o

BRTERICZE T U7 sy O & A SR D FE DMl D Fn 6.44% ©

B LTy DB RO ZDMEHE D FI 7.34% (©)

(0.56 + 0.28 + 0.06 + 6.44)

O AETOREE N K I VKUED,
] OCKETHD,
©Q) 74NV ba—F 4Tk

W5 DR R

oWk

ARy A

Jilzeza5sl FUERaLT S

el ReE R

TEIRFA 277V v EMg

B A FLBE K Fn)
fEmtELa—=2

NI DR E &

RIEAL ROY T LIy DA RO DR SHED
Z OBICHT B WA DS T AIELC Th 5.

FEUEIL ST

40 mg (13.33%)*V
40 mg (13.33%)
20 mg (6.667%)

4 mg (1.333%)
100 mg (33.33%)
96 mg (32.00%)
300 mg

*1) FEINIEPIRE ORI BT 2 4 R OB R
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AR B LA

80 mg (17.02%)
60 mg (12.77%)
30 mg (6.383%)
6 mg (1.277%)
135 mg (28.72%)
159 mg (33.83%)
470 mg



Q7 4V L)z

FEE
ARGy 7.5 mg (75.00%)*2)
Brk 4y 2.5 mg (25.00%)*2
T 4NV AEBORE & 10.0 mg
PNEE D 2 i A 2.12 cm?
PSRN R v JiciY - Fioy )
DT 4 IV ANEOEE 4.72 mg/cm?

*2) fEINNIE T 4V LB ORERICK T D E Ry O &L,
*3) RPN IAERERIANC 3 2 3R BR UK o0 b,

GHEROEKLNEEROHE

ARER LA
8.5 mg (73.91%)*2
3.0 mg (26.09%)*2
11.5 mg
2.76 cm?2

4.17mg/cm? (88.35%)*3)

a3
WNFIOEE A B & sy GARDE IKYE
FALERA [N == R A —0.56% ®B
TRl AE R —0.284% (€2))
TBIRFA A7 7V ik Mg —0.056% ®B
TRIZHA HABEKFI) —4.61%
__________________ fimmm—A o 1.83%
IRIEHI CEE L2y D e A ROEDHMEDT  6.44% (©)
WE; CEFE L2 DEAROZEDERHMEDF  7.834% (©)
(0.56 + 0.28 + 0.06 + 6.44)
©7 4L L)E
|5 GHRDIE 7K %
N %a —1.09%
CBEGY 1.09%
T A NVKBTER LIRS OEHEROEDMHEMMEOT  2.18% (B)
S 7K Y
BN REHREHTZVOT7 4 VABOEEOEER —11.66% ©)

BHEFOREDO KRS VKA TREA,

B DHAFN DT EFAKRETCTHS.
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TINEE T LTS D& A RO 75 D HakHE
DR KO TEMRERH 20 D7 4V AFOEROETSR] O CKETHY,
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(3) s

W5 D2 E
©lal3
FEHELL ST
BRKS  A 40 mg (13.33%)*V
FALERA FUEB LT 7 40 mg (18.33%)

it E Al Re Ry
NN AT TV VUEMg
HE A HLBE K F

20 mg ( 6.667%)
4 mg (1.333%)
100 mg (33.33%)
LT — 2R 96 mg (32.00%)
WEZ DS & 300 mg
*1) RPN DR B BT T B Ry OB R

©7 4 VL)=E
FEE T
AR oy 7.5 mg (75.00%)*2)
Bk sy 2.5 mg (25.00%)*2)
T 4NV ABOKRE & 10.0 mg
VSARE ik 2.12 cm?
NEE DAL R ERE 5T 0
DT 4V LEBOE & 4.72 mg/cm?

*2)  FEINNIL T 1 /b L8 OB BTk 3 5 iy DB R,
*3)  FEINP AR HERAN R 2 SBR A AI O L.

O E
FUE

CHiisy 11.5 mg (12.37%)*?
DRk 5y 6.5 mg (6.99%)*2
Efksy 75.0 mg (80.65%)*?

AR ORE B 93.0 mg

Wz D FRmifE 2.12 cm?

NEZ D AT R i fl & 7= v

DORERE DE & 43.9mg/cm?

*2)  FEINPIIEHE A O E BT 2 ARk sy O E EL .
*3) RN ISR HERAN 6 2 BRI A O L.
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AR LA

80 mg (17.02%)
60 mg (12.77%)
30 mg (6.383%)
6 mg (1.277%)
135 mg (28.72%)
159 mg (33.83%)
470 mg

AR A
8.5 mg (73.91%)*
3.0 mg (26.09%)*2
11.5 mg
2.76 cm?

4.17mg/cm? (88.35%)*3)

FRER LA

13.0 mg (11.71%)*?
8.0 mg (7.21%)*2
90.0 mg (81.08%)*2
111.0 mg

2.76 cm?

40.2 mg/em? (91.57%)*d



BHEROEROERROH

O
WA O B B & sy GEHEROE ke
HREEA ryERILT LS —0.56% (B)
eyl Ae Fv —0.284% (B)
TEIRA A7 7V g Mg —0.056% (B)
iyl FLBE KR —4.61%
__________________ fammtw—A o 183%.
RRTEAI CAEE L2y O G ROEDKMEDOT  6.44% (©)
PR CET LI R4 D& A RO ZEDHEHMEDFI 7.34% (©)
(0.56 +0.28 + 0.06 + 6.44)
@7 4L LE
D %ex EHRDOE K e
A RSy —1.09%
B L09%
T4 NVABTER LY OEAROEDKMEOT  2.18% (B)
AL RS K
BN EHELZYVDOT A NLBOBEOETFR —11.65% ©)
Os«)E
|D%ax GHEDE K HE
(OF5%) —0.66%
D 4y 0.22%
______ BT o 0.43%
BERJE CEE LIy OEAROEDKMEDOT  1.31% (B)
AL K HE
BN RmFEH - OFRIEDOE EOE TR —8.43% B

KOEEOREDRKEZVIKET TIRIEA], TWETERE LIS OEHRDOZEDMIHE
OF] KN THMNFEERRELTZVDO 7 A NVABOEEOEER ] OCKUETHY, ZOH)IC
B HHAN O G EFEAKUETICTHD.
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Appendix B #{ 7 7" & /LAl D QL5 28 5 HRIA LA fE B

DV & 5T 2800 7/ VAT, EERFIOE RIS T DT X TORBRSEMT
T 15 0 LINIZ 85% LA EIAH 3 2 8K T, KA A KT A AZHE» TEW SR SRR 21T
STh RV 2720, 1ERRKAREICHY T 5&2O0E YN, 250 mL OB BRSO
BRIRIZSERICIIRT D3 % ZIastEsEm e 55, F72, NEORFGERIX, LEH, BiE
KNTIR S, B HOWTIE, 74 b a—F ¢ v Tl & REEHENER SN,

O WFHELDKUE
WFELDOKEIITRIRTBEZBA2WIGAIZIEIBARE, BEIYKRKELC
PLFOBGAEICIZCAYE, CEBZDILGEIZDAKELT S

# WA 7 VA 0D A )5 75 BE K HE
GHEROEFIIEFR (%)
oy AN B C
WHE  BhEAL ZER 1 3
CA =] A (BFFvkel) 5 15
WAl (YAER— TURY U E) 2 6
BARE AN, ZeE A, IEIRA 1 3
SV JE DB BINFN D E A RO Z2DHERHE DTN 5 15
BN REFE D72 D OOV E DE B DA 10 30

¥ O NBORERIIIZRICA L CHET L. BIRICAIL CRETE WL 12X, NEOE A
LB L, EFRMGERICHES THEBOREITZL LN D ERZRLTH IV,

@ TRSNDHEB
B 7k #E

B4 EIORTRBRATT Y. WTRORMCHEN T, SEREH R OEERHK 0 30 450
ESHIEN & IS 85% L ETH Y, B>, 5 BICm T bl e T 2B 28 5 & flE
SIS AT, WA Z AW FRIC RS L BT A LHE S Lo 2B E I,
BIEEIR DLW FFRFIET A BT A > THRBRZAT 5.

C Kk

R 3R I B B AT % WAL B R EIR O RS 4 K5 A S AThE > TR
B AT S .

ZOMITHE 4 FITRTRIRELT ). DTRORECBO TS, RERGHL ORI O
30 ZY D FHIIEA & 1T 85% U ETH Y, o, # 5 MR HE M CH 87 A
s LHIE S AT, WA A AT S L e IS L EIE S R o 125
BICIE, RFEEEG OAEFIRSEE T A BT A AChE> TRBEITS .

D 7k #E
BIEEIR S DEM RS A A KT A Ao TRAET D .
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