BIHE 2

NG S)
SEPRL DD BRSO SN EORSHRBR A FT4
R OBEERAOAFEEDAEDENREERBRIA R4V
Q&A.

CHamm

Q1

Q-2

KFA KFA T, ¥, EHEBORSHEE L CEE A & BHEENL%
EMREICAS L BT I LR TE 0N, Y, BRERDICOVTRIHRRO
B R L CHEHEEBORSHETH o TABERS L AMPHIC RS L 2ed o &
BTERVDOD.

EHA RFA L ORBIL, DFEEHROUFTHD. FREOMBRTAL A7
A4 F )T 4 BREETBAHREEN NS WEREOAFERRZREL, MFEENAR
SPGERORE L. O pH 2 ST HRORREROTRTITBNT, BFHEHICEL5
BERFR LN LERERT A LR, B MRS LT A AR RER S

475 Z L ETCIRMSERVLHEEITS &\ R L o, —F, HRERR IR

BT 5 & &0, BRRE RUBSAHTERERR LE L BB D EREXD
NBTDIC, WHEHORSHLHETS 2 b CAYEHRNEMERIET 52 L3 T
R, B0, BRERSOFHAPE T, t MRRCEYENRSEL T
BUBRERHD.

FHA RTAVIERBWT, NFERKYE, BHOES, EFRHOBIRBERIZL
> TERENBRBEN R B EELTH:, .

EA4 FFA4 VI, b PRI L > TEMPNRSEERRT 2 RER VLS
EEHBEAZRLTHS.

RAFT_A TN T 4 BRASEOHBAEZBLATELT I LRELLRNVIEYIC

| G OEEORESMNEL, EEMBROEAOEEOB(EZEHRR TIMETE 55

BIRELE. Thbb, AFOTEORENNS S, BHAELHIREE L, 2
HHTE ORAREEORBREEL TIRBW TR BI SR L 1T ShEESIE,
WLENTHRL LS REBERTLEZ bh3. BR»bOBEROBHEINEL 25
I8, BEENICBIT AR ORM & EBREHER L OHEERAOBERKEL 25
DT, invive GELER) OB OREBIOFEM:S in vitro RBCHINT5 = L Rk
L 2%, bz, BHOBWERICIHBEHRBRO A CEYENR S RITET
% BAFEEORER, BHOENHICHBR L TN 25, Hi, HBIRERRS
POERY S HBHIC OV T, BHRRIC L 3 A PNRSEEOES R L &
ICELD Y R BERL, BHRBRCEYFHRSIE SR T & 2 05 EE ORE
INE L BRoTNG. ' , '

AKHEL Ui, MEFRTRRS [TOM) IZOEINERAD 1.0% (EFROZED
HSHEDFD) SINET RO pH RERICEB LAV ZZ D A0T, B



Q-3

DRBEGOL THEHESRAS CHLNTEDEMIIRAS L L2 5L L.
B KED L HITAFEROBRERNIWEES TR, Z&4THENRROMGESEDHH

RETHIE, BAMTAI AT A FEI T4 BPRESBRRDILEARVESRD

5. TDkd, FHA ¥7A 2 TiE, BRI, EhOBRRES, #H
R, BERciEmi, BEUSMERLN), AoicislFomTE LT, BHBBORSENE
B CE S IHAER RS L 285k L.

CARZEL LD L 5 IS ERORERD LAXWEES, BHRBR TEREHRSHE
FREL S AEMRES D, AEEEAZSE RV T OB HRBREFIZ BN
Th HESHER] FITESN D OEHEN 85 %IZEE L2V i OBN T
BHEYZE0HAL TV, BHRBROZ TEMFRIREEERIET 52 L1
MLV, ok, THEtEYZEShiA) o CKEL EOAFERTH, & M
BT X A A ENRSEOMRBLETHD L L.

Eie, BEBERIAIEOEY B AT 2 BAI TR, SYPHRSHERTERICRIET
TN, AR SNE FORBERE U S WEMERS S, Tk, CARERE
ZBAEETHE, b MRRIC L 34WSHASHOBREANES L, 2EL, T/T
DRRENET 30 HOTHTEHER 85 %L ELFRHT, HAKIOEHEHNFESE
ThHBE, EWENICIERSEL R TRERDPRENEZLIDRE D, 05

LA MREREFERLRANWZ L E L.

D AL EOBEE T, EHEEB ORI & YRR RS SR 5 & L 138
L< 30T, BAMICItE MNRBR TAN YRS HRTINERDS. LEL,
FRTOELREAENT, 305 85 % L& ESLHITHM L, ARAORHSEEH?
R B, EHENCERS E RAFMEREIVNSWEREESNS. £2C, £0Ok&
5 iRBERIC, BRI 2VENE ST T MANCRY, D KEOEE TS,
B MRBRZER LAV L L Lk, '

A FZA 4%, KE FDA ijff X (SUPAC-IR, SUPAC-MR} *iZ48%4
THERPDNDY, AEOHEER, BHUAREIKOWTHALTIZLY.

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

BRELR]

HBHA RFA VRRSUPAC HA FU AL, LI, ALFEEORE, BHOES,
EYOBRBEIREBR LI LT, AAAT A SV F 4 BASOHEE X TE
TDLIEFIBZONAWVIEEAFOERDOREI/ NS {, RFEERMEORA B O
EAEDo TWRNZ & 2 EEICBEHRARTHETE 3RS ICRY, FHZEgHoFS
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MeELTAMENRSES 2 RIETA N TED, LWVI3EED LITRY Lo T3S,
IR BRI 3 & A Do A e OV R, 2 5 TRWELRIIC R L TE
mﬁﬁf$%$mﬁ%ﬁ%ﬁﬁf%éﬂﬁ%ﬁ@ﬁ@ﬁﬁWkwﬁﬁ%ﬁwaw
%. ®iz, BHOREOFELL, AVA KA b, BRI, BRMo7S
BHEOZENR 10 LW THS & LT3, :

sl ' :

(1) FZbK¥E< B/ 50N Biopharmaceutics classification system (BCS) *Dif
B, MERICELTTHS S, SUPAC HA #F ARk BCS KESEEMH BIRER
BBBMEOMAAEDET 4007 T RILHTTVBHE, AH A K54 2 BCS &
BT, TORDYCBAHOES»bEAESEL TS, SUPAC T, BARFE
HEL BEEREIMEWEY T, in vivoin vitro BESRMEL , EVZEHIRSEZEH
READHCEIET B 2 LB LV 2 W3 3B % & 5 TW5. In vivoin vitro FE DK
DI WERNE ¥, EHARIC X - TAYENRSHA 2RI TE 05 EEOHFER
W izoTWAE. BREADH A BT 53 BCS 2A Lo EAaiL, HAMO
NAFTRA VYT ¢ OFEE, BEYORILE, A%, 8EREORASEDEIZER
U, BEEICBT 3EMER0SE LNEFIRILE, 44T T B 74 DA
CiWTHA D EWVWIHMFE LoTNS. FRMICELE 4 OHELEICBIT AHBEHE
B DRSS RIS B 72912, B KHED TS24 E Oy B CraH %8 o R4
FHBTHZLEERLTNDDOTHS.

* Waiver of In Vivo Bioavailability and Bicequivalence Studies for Immediate

Release Solid Oral Dosage Forms Containing Qertain Active Moieties/Active
Ingredients Based on a Biopharmaceutics Classification System, August 2000,
FDA. -

@) FHA FFATlX, BEREESDLa—T 4 Y REOBE, AL a—F
4 VP IBET TEEORESHETS Z LIk TWAR, SUPAC A4 # VA
T, I—F 4 Y PRIV D R A MOBIE L £ < AL L 3 Kikbh T .
74 v BRI OEMERICREREELZEZBERHD L, T, a—
74 VB ORERTRRESHRECRS LEXLNEDT, AYVA KIS T
PTG B BB L RS E L A E L. '

(3 AHA FFA 1L, RFEEOLENZEE LTNHDR, KED SUPAC H4 ¥
VAR, BT CRRL, BREET, MG, WERE NETROEEL bR
BLLTHWS. ZOWERIINETO KB OFRAHIEOCHERICERT A2 HL DT,
%?E&E(ﬁﬁ2005¢4ﬂ)mﬁﬁ,Cﬂ%®%ﬁﬁ5$ﬁﬁﬁ%§ﬁmﬁi‘
NTWehofelcdd, BHA FZ7 A4 DB LI2oTWS. LzL, EEERRIEZ
HWER B AEORENESE ST N, OMP SEEEGFIC Rtz kizky, A
F=NT y TRBEOEFEIIN LT, ERENRSEORESNAL 2ok, B

BEERTHHER, EHRFETENFRRSERTELT o UERH S,



e R D

Q-4

(A

Q6

Q-7

Q-8

BRI EE AT 5 IBa, SHAL RIA VAR LTHELE AN
7, _ , .

AAL KFA U1, ABGCREONS 2 EET 5 BEENERE LIEbOTHY,
BHREAECOMEFER 2 W4 & L b0 Tk, BREBETCOLFET ISV TI,
BEERRBR D7 = — ARG EEORE, FMOAME, ZetkOBLaN bREMRE
BT T, BESHOFLICBNTENA I L OBADRE L AN T L.

AAA T4 T, THEMEQY) #RELEEBERASEL,

L R R -EEE, BRRREBITE P RS L Ui An RS R
LY, R CEREMS BV ED PN ARSI RR S W BRORT 5, 0K
EEHBVETZLICEVAFNERE LRBLTLE ) ORB<abRiItd
DTHB. WEAFERT 2 LICk D, QFEEAETEEA, #EIC LTHEL,
—%, BT L b EERH LS ORARBETHR S TH 3 LB RV OT,
ARSI 11T 3 B ORI & Ch S EERANE, TRSh TVARAEL |
D THD.

(ERLT | i TR TEMER UREESREBR SN, e b&X&e
L7 AWFRRSHERRIC LV £RERR & ORSEIER ShicBHoLs) Lo
B0, —EBEHBRROA CAFEERFRD DAL, £of, EELELI3HR
ENT, REIOAFERTIIWIARDEE D MRBRBERENL D OR. i
FEERRRCTHPHERUCEEMRRER I N, Xl MR e LAY ENRE
PERRBRIZ X 0 RISHEDSFERR SN BRI ZRFETE S HEAITIEL, ThEERELSF LT
WEHRERIC X SRS OMEROA Tl L TAFERERZTHZ &85, LN
BARETHS. : '

EEAS OBANRETR S TWen & &, KRNI TRAZEEL,
B EREE L U T ERRSERRET > Ty :
TERV. REFEROHAITIE, HEHEREHIIE L FERMOBAEANS.

WAFn 55 45 H 30 A¥ERE 7 1 8 BEKAEEINE, FEPRAFERBAMORIR
QNCHET D [EMPERSEIC B B RERENE) Kio T, BHRBUIEMIRER
DI TEGZHRZEMRED S EARTR SN TV AESIL, Yok icth
XD, ,

FHENE % HICEHE U LRI AREDR, BHRROL CEYFHRSEELRT
TR TE BB THIE, AFEFROMRSEENR L UTATA FF 1 T
STRBREITY. LL, Z0k 52BN, LAFETKERKTA FI4 2 TEH
HRBROH TENENREEEZTTII LR TEIEEZELI TNWB I EREWN. TOF
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BT, SRERMTIHALTERMORAIERERAL LT, BRERMTILERE
ERTBEERA L LT, BRREEROEMFEMRIEERBRYA FFA 1 CUT 14
BEEBTL FTA42] D)) K- THERELTS. ‘

Q9 HREERTH-TH, b FRRTEYFNASERERSN TSI, B
B P B E LTS REVEAEATA RIA L ICRo TIMETE S - L %
R L. 0L X, AREESICA—SEORANA L Thlbianod.
()  FERARCED ATOAREANTH AR5, AREERICA—SROBHEH
| BKTH, HHEMZEERAY LTRYA R4 RS TRIETE 5.

Q10 HEERRKICZ2HOOEEOBA (PR, 10 mgERT 20 mg §E) BHHES,
FHOESEOBA (10 mg §2U% 20 me §) 100V T AN RSN » £
HiE, M5 ORATE BN R2 50 ERMAOEMFNRFERBRTA FIA
(LUF TEEBNTA FTA) 2WH.) RECTHRREITI 2L ¢, RHEG
BT LIXATERDS. ‘ ‘

a) TEETHD. KR LTEORESEOREA (5] 20mg #) K OWTERERR

' FEREREAL LT, BREESTA FTA4 Tl TRBREERL, TR EE
A & LT oBA () 10me §8) 2 E8WTA P VICECTRBRTD DL
T, MEAZRRFRET S B TES. AL, FEEVYA FTA UL TS
RERIC B AN, AREER EAYFENIERSTHS Z LAVRESNRITT -
e Rey,

Q11 RREERA-I—C20mgBAOLEHY, BREERA—I— 10 mg HHF
DHERETBH/, AVA BT 2HATE 30, :

@ i, BEMORSCASDT, [FEH R ZBEHOBMO RS DEHFH
RISHERBY A FTA ] 12185,

Q12 ESHNHAERSIOA L OEE CREATORRAEEE L AV EERICoON
TRFEETBHE, Xit, SENRRZEMZHETSEE,  MRROKRDY &
LTBRBR A EHET 20 Th XV,

A [ REIELOEDFRORIEMRBT A F74 2 Q&AID Q15 THIRRIED,
b FREBROMND Y ICEMWRBREER TS 2 I TERN.

Q13  KFA o TRENA FFA L ORBICEENB .

A RF ALy 7ik, 4 KA CRTEHRR TS5 Z 2 58T
EBDT, KHA FIFAOBeind. BRBERET XIORESNTHBIREN,
YR LTo b b THEHRBET - L TLY. AR, SAERTIRAE,
A R OBURELAIAS 15 SYLIPIC 85 %L LS LB L BRSNS (BRE



S DAEMEHRSHRRT A FT4 2 Q&A D Qi 2B H).

Q4 BOEBEATHIYE, BPRIVEHBEROI~EEL TREHRERETS
Z L REE SN VERR, FAA KT A L0t EHRERIC & ) AR
MEFMT B LB TEBRN,

&) Kﬁ%F74/LW¢%&E&@%E#£%k%%f%é%ALﬁ:$ﬁ4F§4
VIZHE, WHRRRRIC X Y PR EMETHE L T XV, RFA KA SoRwT
BHRBARY TRVAERTEARVESICE, [RRBEERTL FFA ] OXS
BESRER I FE R RBRICAE S .

Q15 BATEME, KHA FIA NG TERFNRFELTET 52 LA TES
2. |

.y BENEYPEFTIEN S EAFT, A @i’éﬂj%?&ﬁﬁmﬁ“é FTRTOR
BREEHETT 15 S0 BUNIT 85 %L I T B3 8HNY, AH A RT 41 icfto TEPRN
REEABREIT>TH L. BT EAENTOUNT UJ%iféﬁﬁﬂ%@E?% WFEEARD
BEOQKYER XIZ2VTHL, Appendix B Z&R éi]’l»?’l_b\

{HEED
Q16 BEHEHIOERZALNIZILTHHNEEW.
@ Bkt B 23, BRI IR LB AR W R _ EOBE & BV TR EME &8
THREDI, BRLUTHHEESES LA ERISNS. ok, BEOBEER
A EANC TS Ehiav.

Q17 BREERA—H—B BRERRTA FFA1 > CERPHRSERRE
751 B8, b MUBRICHT SEENANT A HEEIR 0D, FREHRON.

@)  AFEECBOCREERNERDO A AT L T T 4 OEESIEE Shak
W, MR, SRR EEOEEROR 2D, SREETIRARN,
 ERARRBRAOREERSA BTA VR TT I BAKKE, & MRROEE
BRI B AR L 5.

Q18 HBEMEFORBEANCONT, AXE, R, HE, HHEEIELIELD

RNT EREMEE 2o TWADR, HHESRRA L THE, k&S, BROELMT
 RETHEROS |

A S ORBENAITIE, BEOWEL R EERBELTNEERHTS DL
PFEENE0OT, BHOKRE S, Bk, HESTORAOMLEPSTIRE L FE
PRIEL, TORE, EMORNEEICEEYRITT. MAONCENBEEEL,
in vitro BEHIRBE CIX L FUET 5 Z LB TERWVWED, K& S, BIK, HE, #HH
B OB S\ COHENBETHS.



Q19 BHEMERHORBRNAICOWT, EHokE S, BR, LE, HEEgEsEL<
CRBipbiavn) LRYOHEBESTON
W) TR AEBETHET L. |
K& S RIOBE, FOBEBOER BUUNTHS = &, EERORKIERF3
FHE LI S ENEIOREEX, 1720 kE EOEWVZMDRN.
HE : FHARICBWTHA OBERRFEET 5 L &, BEE LI 25807,
ERMEE T 2RF, TOPEICBET 2RTORIERRRETHA L. ‘
HotEE - ARSI OSBRI T CH D 2 R EHES OFELH: cHET 3.

Q20 TEEREWTA KAL) OHETRALN TS [FFEIR—] REDLD
REEEET O,

Q) TAIR— & RawsmEy, &REBL, %%%ﬁ-%%ﬁ%%% BRATEETC
HOHFHEAZELTNS.

(EEBOKEL ERSNAIRER)

Q21 FEENTA FIA/BWT, BRBERORCERDZ ST A, MRy,
IBEETE A CRUBRRIA & AE A DT RSy DML BRI — 0 & & DN EEE K
IXBAKHEL ENTHWAR, R UEREZETATIENEEVOEY 7 EAROBEIE
S RBEDM.

(&3%ﬁ“ﬁﬁﬂ&TJZﬁﬂ@%DTﬁfbbf“hﬁ@h@@ﬁ7t»ﬂ®%Aﬂ
B e MRS R TR E 2RO TARFRREERRIITETHS. T«
EL, HAERER, %maﬁgoﬁﬂ&ﬁﬁfﬂﬂﬁhﬁm&m L B RERRT B LEA
b5,

- Q22 KR3OEY (BRREKOPEY) F@ITH AR,

.y) RS IRRIRER TIREO 2L FTo&EY*, KU, HSERMaREHE
FIARRERE & L RO B TWAERE, TGRRBEROEWER & L.
*21 CFR 320.33 (&)

Q23 —OOHMAIT, 20@RAE%TEﬁLTw5%n,EEB#—ﬁka%%
HHOH, & bAAFICHEASED0H0.

A Wxﬁ#AﬂemFﬂwiok,EAEthLt%M§m%%T%5%Aﬂ
ENTHhOEIGED. LiL, BIAEEHER L BRAIOX 5, —o0fnEE 2o
DEEBERICHBELTWAHEEL, ThEhoRB 2 RME L ERCIGSE5 2
ERTERVDT, FESHEERRPD 2 OCEMAOEIIES . _

BzIE, PUERaLTUTURBIEA, BERO 2 SOBMCER LEES, T
Miie boEw ayF o700 8Os RRERT L OMaRRER & LTERT



BPRETERY. LEHoT, EROFFBVPSR2VIEERIORICES . —7, =
—F 4 VIBENCBAT, e Fus s /e EAtan— R EREORAR L 7
A BBD T 4 o TENCER LEER, Tho0RBAEHETEH0TENT
NOBIZHES . :

Q24 TMHOLEANBEZLIELETH-TH, TOLFEEKEREHABROLT
AMPERIRISEM SR 2 LA TE A & Xi0iX, BHREBRO L TEYFENRIEME
BT LI RED.

A) WRERVRL2EMGO S L, 5, B BRARE Svsiarvry,
FER ALYy, EREAr—R, D= bW TIEEBRANE L
NA[FETHD. MERTHAREESOEFERL, tOERmAL TS, HRida &,
BANELZSERZEHEL, FEFROKERZRET S. FOLFERKENEHRABRO
LHTEDFENRSEEZTRTI LN TEHEAO L X0, BHRABROA TEDZFRIR
LRI LA THS. COMORSEANE L DEEITIE, EORSHAEE
LHEEEMICHEEER L2 &, KU, EROFEZSRECEE»E2 VW L %,
B Z IR in vitro BB EOFERUIFSFER EORIC K-> THRELTE
HEBEHD. '

Q-25 TABEEATONEDZRE, MEOERLEY O 7 4 VABOEROBAN 7.0%

PTO7 4 VAEDOERES BAKAEE LI-ERIE .

¥7-, BAETERESNRNIBRRICBNT, SEEFIRELTS FF4 VICHEBSH
W THhOBELRBREAETH Y 85% 5L EEH LW EEROERIT, AKEITR
EINARBREITO 2 & T e LBHIi T,

) TANBT—F 4 VT IEDNTHE, EEEEORBE R A5 P 2B ET
B EREVY, ZhbHEREAOEBEOHIBEIT S dHIcfT > bO TRV L
EEND. TANVABOEERTHIBETH-TH, BEMETT 4 VLABHIHE
FloBwEHE R L CTEELRWESR, ERIBOEAIR T OEHEB OMEHER
YOO THNE, b MEBWTEMFENICIERIEIT R D FTEERIERITEW &
EZx%, BAR#EL LR _ '

5 EICRBITAHERERICMED L, WThoBHRABREM TH I 85%LL LiEH
LAVERRIZOWTIE, BAEREOMFEREZTIHETHoTH, b MNIB
i AEDFHRISHERBRENEE RS, —F T, ThbOEERICOVTIE, Eih
DEEHBIEF IR0, BHOBEONHFICLRE L7 4 VABOEEICE T 58
HOBHHICATRBEZ I VWL Ebns. ChHOEaML, WThoi
HRBAEMETH R 5% EIEH LA2WERRIZR Y, SR URBFEICRES
i BRRREECIESIT 22 & L.

Q26 ﬁff»ﬂﬂ:—?xwﬁﬂﬂ,#q—?xvﬁ@ﬂ@wfh&%itaxw@
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Q-27
Y

D Ef, FTEAROBENRBIEC Y Ty, PR EELBSEBERYA
NARBIELEA LTS IV ' '

5 OEEDORENRT 7 ENARER ST BARON D RAIE, Fa—F
LV TRHLEZTEN, 12FL, a—Fo vy 2L eadli, =2—F 4
JHEEIE LTHY (B eAMBSOERISVWTL, Q27 43BT3IL).

T, BHRBRRE MBRERIRTIARGICHINE I DORERDOT=HORERT
HY, ZOBBEMEIETA FTA4 VCHRESNERREFICHRLNS. M) 7Yy,
AP B S RRER 2 AN B RERIEITEA L.

AT ENDBROESOEEIZO>VWTHE, FOX3IEBLELIVOMN,

L AEAOBROESOEFRX, ERTELE 2—T 4 I BeERBOER
WCERCHS. Fin, WE, B T EAORICY SR USR], FxiE, s
C Y SFy, RE—F, HPMC, FAVF v ERMER SN £ iniroTE .
BFFUHTENPOIEFF U TEN~OEEL, N AT FEY T4
~NEEE RIET RIS R TE ARV, BRRERSIVEMADOERESICD
WA FENOERZAT S RAITHE, LT OB TRSEERETS L,
V) HFFFUEIMERE LTERLTOWE I ZRADEE

AL T4 HABTTTHHAR (2L, pHe.8 ORBRIILE-HURE

. RAERF ORERBRE 2L AVD.) 2Ty, BSEICTTHEEECLVE

HEFRRE L 255681, EMENCRSLHLTIERTEDS. 2B, L

- A LV EHEBORFEEZFEROIITERVW I EBHLPREETH LT,

L AT A DORERDPBRORENL, TANbAa—T 4 TEOEE & FRRICARY A

Q-28

CRFIFALUONESEBRBRL, ¥ EAOBRORSOEEREHEICHELRN
CLBRLEIRT, KA P4V E4ABTRIEHRRICAR X TRRRURERS
BICHRE S -EHRRIC X 0 S ETMETs - bR TE S,
Q) BFFFUPHNOT AL EER LT B I SN DEE

FMERIZER L T RNV 7 EAOBE T LR TRSE 2 RE ik
WIES, BRERRTA FI4] TR, BRERUVRERSARICL 4%

RICFRETHBZ L EZWRTD. L, ATEARZERLTHRAMFT A FE

)T 4 B LANE kR DR BIEA, AV FT A RN
HEMC L 0 ASMES TS T LS TE B,

# 2 OTANVIBIZENT, KEEa—T 4 7Rl L IEkEE = —F 1 TR
BT, SAETHESNBERGKEAE U Th 5BAIHTH.

pHEFE2—F 4 V7 (BT, AEA RUAA F5¥y FE), =FrEru
— R ED L ITIEKRBEHER ) = —Tho ThRBEHEORIEAZHEMTsZ itk
T, KICBEEOBEEEI Z LIITRTHS. £, KBED=—F 4 7HlicHk
KEHED BRI ZIRMT 5 LT Ko THABEIZTHZ L BABETHS. Lieho

9



Q-29

T, a—T 4 7 ERIONEP CERFEBREA T SRREFETE R,

T 4 VABOEFICBOWTCE, TEAOERMEHEECREZELRWEE L
LADT, $ﬁ4F74/®ﬁ%&L&<T%iw®TMﬁw%

PRI DT, %mﬁﬁrwg%ﬁx&wammz&w AYEENTIE, KESHE,
H5EHE, TOFROBEE2TRTHORDY, TRLOHEMEEZORIZE-TIZ 445

C BOMEREIBLLNTESL. LERST, AHA RIALVvOfHLRS.

Q-30

Q-31

Q-32

MR RShELS L, ERCTRCADERRARZ L E, FhHb T
WHEERDBEZHEThIEZ L OOR.
BEEFIOR IS - TRHET S,

:~74/ﬁE@EE%W#@%E@L%T%&%E@EE%EELbf%ﬁ?
DI A, :

2—F 4 7 BRUREONSERL, %n%hmﬂ4ﬁ7m47t)74h%
BELALARIER DS, 7= —T 4 B ERABEESEEL RN TCEHETAEEITE,
a—F 4 VBOEBEOEERIHAOKREREZEE L L TR SND. T0ES,
a—F 4 TBOEEPHBEOEEICHE U TS WA E REWEIAEL FI2E7 «
Abso— hEE T 4 A AT— MERTRE, MAIORERICH L TRUEES—& b
L, MEDI—T 4 TBOESOERFEIIRELAD. £, BREOHE
BREVEREEL REL KT S L, A—0LFEEEZNEHSICEST L, & Tl
RERICITAEFRINESLFHHEEND LV HFREHEERL. £/, BHEARICS
B EERB ORMREEEY, B L AEEERE TR—RNOICEREBOESICERTS.
BEZBNTa—F 4 v IBEAAFTRLATEY T4 IZEEBRRIELES OH)
WHEBLTEY, LROLSRTEREH DI, a—T 4 TRBENKLE 4R
LTEREDHEZITIZ & L L. '

Nz DR mEZ TR RD Lf%ﬁf%f:b\}: BESWOIBSERTON. HET
BLEDEZFERLTIELL.

FRICE L CEHETE RN L1, AROTRAFESRD X 5 KB TR, E
R HAIOREEEHETE RN LE2NS. 0L 5 REE, BEFMEORIRER
HAWIEEE AR LTEHETS. ZEHMIONBEOEEGHE, BER, BEEhEhE
So, Wo, Do, EEHDFNLLES, W, D& LEEE, EENEOZMMEL S80I,
(W/D) KWo/D)2B THRTZERTED. HRBOEFHOEE ho T 2EEED
EE hOHEMED hhold, #BBOERMNBROER, BELZENEN wo, o BT w,
dTHETEE (W) (wo/do)+(W/D) (WoDo)2B Crrd Z &N TES. 22T, N
B, #EE L bEERHERANCH S L EEEFBO L OEEOEEERT
& 50T, PEEOERMHEOMRAES hho1X, WO BARERS - ) OBTERE (7
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Q-33

(4)

ANVABHIZNTERE) OFEFEEPFL, Wwi)X(WoW2B CHET A L BT
. .

HROBMR TR THEWS, ROCFCHFEHLRAZHETESFHL, bk
T4 NVAREXIERBOERE L LTHR S BE RS D

TANABIIERBOERL LTES BLEXEDHS. 2B, MERSE LTER
TEDIRBIEOVTIE, HMERZSOEE] LLTRIFEI Z LB TES,

(EHRAR, BHEBORSE, AWFRSEAR)

Q-34

(a)

Q-35

(a)

Q-36

EEEOEAT, BEERNA CILESEED S STNA (BREERTA FTA
V3 EAV. 3.3 REH) RN T AEHER 2R, EERRASESERY Y
ﬁhﬁﬂkﬁ%b&w%A-Wmﬁﬁﬂz%awﬂﬂotwwﬁﬁ%ﬁT”‘ﬁ;m
it

NAFOZERBH LT VR TRREZT S 2 L SRROED OEARRTH
BR, TORRESITE, EBTXAEEEMLSED, BERRAICHEE SN E
BHEMZ S DRROED DEHRREGSBET 52 LTI,

BV R BB OB AT, TRRERRN A FTA ] TRIEHEAE)

DELHE GEEE 15 %) MHEERBEVWLRIDITTEL, BV A K54 o CriinHss

BDREN (210 %) MHECEV LR ORAEN, ik, BHEEORZ

HOHEIRNT, X5 0EOREERITICHRIIMH.

[BRERER YA FF ) T, RHEEOEUS UIRSHE OF &1, &
WERIRSEHEOHEIRBOTE MERREREHENTI b0 L LTRAVSRTHS. —
B, BHAA FFA BV TE, RONASTEE O T, FHEBO RS
Lo TEWFCRE L BT, FO70 B#RERITA FF42] L bHEERE
LS L, ¥, HoosClT2EEbRETHILICLY, ﬂﬁ%ﬁ@ﬁ%
TmEA—EIRZND L2 L.

* INRRESA R OB SRS DA IS R %, REERAORAICILE
HESRISEZEHRT5.

M6 5 #wEyE R O RS ORIEIELE ] B\ T, BUERRIOERTEHER 85 %,

T RIRB0 %ITELAR 2 &, %n%n@¥ﬁ%m$®#ﬁ@ﬁ8%6%,@ﬁk@ﬁ

Q-37

HESEDORFRIEDR 12 %, 9% L 72o T HEBIXTH.

2B ORISR L OYE « OEHEOHERIL, mO%ﬁm¢é%A®#aﬁ
(FHEHER 10 %, B« OEHR: 15%) EEE, BHBOREZER LA
HREICE VIFEERERDI.

A ABEDBE I, AT ORI AR ORI RE S I B OB R

11



BEtThLvon, |

(a) A KERZBOTIE, LFOERBEHERICISEALEBLARANVEELZLRBZDT,
HERAR DEAERA L OB BB BT RERORBREFOLTTELLLTVS. L
T dio T, HEERRI ORI b EREA ORE R URRFEICEHRBRARESH TN
HEAITIE, YUERREAN CHEEPREIToTh e L.

Q-38  BUAHERHIT, BB OEHAERN /X KV 50 BlEsT{Thi, 30 ZLIAIC 856%
VEEHTAEER T, BRRERO 1R FROWERE) oF —F TR
ZBRLU TS L,

(A) - HAERBREOHER AR 30 HLICRESNTVWARAID 5 b, /S KA 50
BT, 15 DLAAIC 85%EL E¥SH$ 5 Z L M ERER» DR TE Z8FIC oy
TiX, FERBROT—# L EICEERAZBIR L TH X, i, BREEIROP
HaiihrE, SRR 50 ElER, 30 AYLIRIC 85%LL EEHIT B Z L SR RERER
PHRERTE ZHHNZONT S, FERRBROTFT —F 2 EITIEREHFRIRLTH L.

Q-39 EEOHEMENEED pH THREIUEVESICE, £0 pH B BEIHEED
 HBNIERNTHILEZILNDIDOT, BREEEZRT Lo TENRREEEL
AR TRV
(A FOROEME L MFIOBINES & LT LEB L2V, £07), HHEEE0
RS 2HET BHE I, REOBEMESBETEN pH Th- T b BAIDEHR
BREERTAINERDB.

Q40 HUHHbE MNRBROSHEATETE BRI, XA FFA VIcftolktsh
EEORSHEOHEERTOTIE, RBEEMTA FIA ] E-TRREITI Z
ET LD, :

(A)  ELZaRWV. BEL, HBEERETA FF/2] KBS, b MREH
b BRI, O EREEA R OB YERA Gl OBROL DI, RAHRATI
SRR OV H R B ERERE L I LT\ A T & R RS 5 i, BWHREREE
W52 L BUETHS.

Q-41 [BHRBERED SADENICRS L A2 IR onBAIiE, GREERRY
A FFA4 A E-TREREITH] &5D. ZOLE, XA FIA 2 CHELZEH
BREOT—& %, [RRERLTA TV TOBEHBRRT—ZELTHIW

A ELIzAV. | '

Q42 BEHEAIT, pH 6.0 TBWT BRERRTA F71 ) ‘ﬂiﬁb\&h’:wzt '
O A BB EE DRV HRRBR R RN A T B R,
(A) . FHAL K74 BT, RONELTERDORETH, BB ORSHE
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Q-43

Q-44

Q45

Q-46

(A)

Lo TEYFHICRS & Z2T. B O H EEIIRBRIKDO A AV BB KT
THILBHIOT, BRERGELA FTA ] 1B BIBEERAICET 28 H
RBREHOZTE, EUFENERSERETREARDS. £IT, A VREME
WRBIEEZ AV AEEEMAL,

in vivosin vitroBEME (IVIVC) HSEEEA S-S HRAREN S 6%’3‘&;}1 wH
EFOHBIIEDREDH TIToTH X

IVIVC Tit, 1%&E0BEHRBRERLE invive E ORBEHELMR O T W, £
D& B 3 ERZPNEREFT 237 7N —FIC B 2 EDFEORSMEIIRE
ENRNWIEIRB. BHA FTA 2 CEDDEHRR CEH BRSO RS2 HREY
BRERDD.

VEHISSE) % T S ISHERBA R [RBERRNA K54V KRS Z LIk
S TWBR, A —I— I HEREAOKEL RS LTV B 0T, RENEDEVRREE
FAELTWS. RERD pH BT & LT, BN, AESEsomeiss
TEBLLTELL.

AHA T4 VBT, BHREL ﬁrﬁmﬁ@fm HEBO RSk
Lo, EMEHCRE L BATOT, @k@&-zrﬁsmﬁ%%#kﬂﬁgﬁ%

AT D LRTERN

SRR AED 50 IR G, BRI v E A DEICAE LD, B3
CEREICLY, BHRAEELOKBERDD. T LD REAOES, HilEs
B O IERERTEMA CE W FIREER H 5. BAFNC L - T 75 rpm < 100 rpm TR
AT O FHREVEE S H B DT,

BHERBORROLTEY TS LHET B DOFEMFE, 50 rpm TR
fTolz & EEHEHEOER 10 YOEEICHDILETHD. 75 rpm 100 rpm T
REEATo e & & OWHEBORSMOREE, THED L ZAHET 5 - LiZRiET
55, FOEDITHEHRROEERZEET5Z LR LRAV. 2, HAIRS
vEAQERCHELEY, BPEGRERTIRS, ARV, 50 BRCELT,
|l SRy bEE, 100 Bl TRERE M L T L.

f2 MR ERM Ui, ¥, 2 BT X bV aiEsE (MEKRL) &
2 B L AHESE (UEE2) L, HERRARRELETIXESTH0M.

IEHE LI, 40%, 60%, 85% (I OERAEEG T 30, 50 80%) &V oyt
ROBBERBRA ¥ MCHENMTL AR SHS. KA, WAOHEHEEORHFEICL -
TH, ZhbORED 1 KA THFERRZ DT MBS b IC RS2 5 FEHE
RERHok. ZOXSRELRHD DI, 2EEOBEHLIEE LE.

BE 2 IR ANICEHSHOEFUETE ZHARHH. LL, 2 BROMIL,
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PR SRR T AR H 5. FIATHE T A HIWROBHEOEN D RNE D
ATHEAEEEST L, 2 0FEBKELZVRASEREDT 2D, RIS FIA4
YT, TOLIRRAERTDENT, mﬁﬁﬁ%ﬁELT%E%Z%ﬁﬁ?é_
Lzl '

TOXDBREMEEMEZ TS, HWEE2 TR, BHIRORZ-VICLo T, BE
&f4/bfm&ﬁﬁbhrwékmm6&w*am&n%a ZD7EHIT, PEE

- 1bHELE.

Q47

Q-48

2 SOUEFEOHTHERSERER B = L BB, %wﬁﬁwﬁkwﬁﬁﬂh
i&é%ﬁﬁ&&@ﬁbf%%biztw

S S OB ER I S CE LTE LY.
%%E%ﬁ@i%#%ﬁ%ﬁﬁﬁﬁ4F?%yCMA@A@EMKAKﬁ?.

R HECHBRETS L&, [REELEWEIE AT 2 — ¥ ORI CEMES R
LTWABIHIZIRS] $ 558, BRI 2L0L D ICERTEON.

EEZORIROHBIHER, REONTFERDABIEFTIHILBEHS. E0ED
I, B ORI PR SRR AV 5 BE T2 i i U 5 R R T
BUERDHS. PIITEERO/NSVERERNCRER L EYBIEE T A —F LB
FERRL, #E5E-AUC ORRBESSEALES - EETRT, BEENED-T
LB RN D OEMBE T A —F BRETHD - LEFRT, Rk o TR
ERERTAORBE LY. RUEBTIOL ) RIMETHRTERVE XTI, &
YRS ORBIE/ T A —F IR ERTHIE L, Z0O/E%EHWTENSERZM

DHEET>ThEV. ZOLEITH, b UBRBERRY SLo TR & EYFRIF

SERRTI LARBCAD LW I ARAH S Z L ERFEIBVTB LERDS.
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Appendix A JLFEEOREDEHEH

AHEEOBRECNAE, SFOREHIRT L5, H4 FF4 v RER LTS /h
FRUTOESHE L » LITE 4T, BRiZ, NBEEATS.

A-l: ENERHEAONEER
(1) = '
REOER .
%y RS
BHES  A 40 mg (10.00%)"" 40 mg (10.00%)
BAEEH FrERILF Ty 40 mg (10.00%) 35 mg (8.75%)
HEH HE Ry 20 mg ( 5.000%) 23 mg (5.750%)
BRA AFT U U BMg 4 mg (1.000%) 4 mg (1.000%)
R A FLAEAR T 100 mg (25.00%) 97 mg (24.25%)
- HEREAR—R 196 mg (49.00%) 201 mg (50.25%)
RAOBEE 400 mg 400 mg
*1) EMARNAORRERICHT 5 SRS ORR%.
SHROZEOHE .
| EmFIOER BN LRSS EERDE ke
BEAR FrEnadFrS —1.25% (B)
BEH RepRr 0.75 % ©
BRA] HFKT —0.75%
e FREE R A 1.26%
BRI CER LRy 0SB ROZEOEMEDT 2.00% (B)
BE LIcBR4Sy DERREOBEOHIHEOM 4.00% (B)

(1.25 +0.75 + 2.00)

RLEEOBRENRKEZVKER HEEAl © C KETHY, ZoflicikirsiMons
EEKAELC THS.

() ZA4Nboa—F 4 T8

WEDER
@M% ;

_ AN BB
BEEGT A 40 mg (10.00%) " 40 mg (9.52%)
R 7R IF T 40 mg (10.00%) 45 mg (10.71%)
HEA HE R 20 mg ( 5.000%) 123 mg (5.476%)
YRR ATT Y EMg 4 mg (1.000%) 4 mg (0.952%)
il LK iy 100 mg (25.00%) 108 mg (25.71%)

EREE—R 196 mg (49:00%) 200 mg (47.62%)
NEZEORER 400 mg 420 mg

*1) IEIARAECRREIAT 35RO EE..
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©7 1 /vAE

HE¥ES BRI
ARRST . 7.5 mg (75.00%)"? 8.0 mg (74.07%)™
BEESY 2.5 mg (25.00%) ™ 2.8 mg (25.93%)"
T4 NVBBORER 10.0 mg 10.8 mg '
N O R EE 2.51 cm? 2.56 cm®
HBirkmEsbi o .
TANLBOEER 3.98 mg/cm® 4.22mg/em® (106.03%) "2
*) BAWAET 4 VABORIRIIAT 2 BRI ORRY.
*3) EAIPTEEAT TR T B RO .
SEROERUVEFROFHA
Ok
FonEloE A B I & Ry EHEDE 7R HE
HAEH| [ 7 == A 0.71% (B)
FEEH AE RV 0.476% ®
BRE ARFTUECa  —0.048% (B)
REIER AR 0.71%
e SRR A S = 1.38%
BRAITER LRy OSEROEORMEDT  2.09% (B}
A TERE LR Y OBFEOEOHEREDOR 3.33% (B)
(0.71 + 0.48 + 0.05 + 2.09)
@7 s NVAE
B4y - EHEOE T HE
ARG —0.93% :
BT ...0.93% .
T4 NVABTEE LIRS OEREOEDHEIMEDOT  1.86% (B
PR ke
(B)

B REHEHE VO A NVABOEROETR  6.03%

#@rw%ﬁwmﬁva&émT,:®wmﬁﬁéﬂﬂ®@ﬁﬁﬁmﬁﬁ3ﬁ%é.
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(3) $EAKEE

NEDEE
©]4r=3 :
%y PRGBS
AR A 10 mg (8.33%)" 10 mg (8.33%)
Ear REFY 3.6 mg (3.00%) 3.4 mg (2.83%)
’RAl AFT VY ECa 0.4 mg (0.333%) 0.6 mg (0.500%)
JEFEA KN 86 mg (71.67%) 82 mg (68.33%)
BB n—X 12 mg (10.00%) ' 14 mg (11.67%)
PTERIVTTY Smg(6.67%) - 10mg(8.33%) -
REORER . 120mg 120 mg

*1) IEIAIRNEORITRIT S 5 & RSy D&%,

@71 VBA)E
T FERELA)

ABRSY . 1.17 mg (13.30%) ™ 1.2 mg (13.48%)"%
B4y - 1.63 mg (18.52%)"? 1.63 mg (18.31%)"%

- CRAr : 6 mg (68.18%)2 6.07 mg (68.20%)?
T4 NEOBER 8.8 mg 8.9 mg
REEORER 1.495 cm? 1.495 cn®
B REEHIZY O
T ANVABOHEE 5.89mgfem®” - 5.95mg/cm” (101.02%)"

*2) TR T 4 AV ABORERITHT 5 E RS DHEY%.
*3) FEILPL RS AT S AR A O,

OFEKE
EWELE RBREA
D4y 7.64 mg (12.32%)"? 7.6 mg (13.10%)'?
ERESY 4,36 mg (7.03%)"? 4.4 mg (7.59%)
FERSY 50 mg (80.65%)'% 46 mg (79.31%)"
REORER 62 mg 58 mg
PIEE DR EH 1.495 cm? 1.495 cm®
HATRERHY O ' :
EREOER 41.5mg/cm® " 38.8mg/em? (93.49%)"

*2) EIAIEEREORERICHT AR OHR%.
*3) FEMAEBL IR SRR A0,
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SEEORRUETROFHE

@l

FEhnFloER BB & RS ERROE 7k i

REHl N —0.17% (B)

1RIRA AFT Y ECa 0.167% (B)

BRI - FLEEKFnd —3.34%
Hatro—2 1.67%

r R AT T e 1.66%
REACEE LRy OEHEDEDHEOM 6.67% (S
P CER LIt S O E R EOZOREHEDT 7.01% (C)
(0.17 + 0.17 + 6.67)) :

@7 4 NVbJF
G EEEDE 7K HE
A RSy 0.18%
B m4r ' —0.21%
S 0357 U _..0.02%
7 4 VAETERE LR OEFROEOHENEOM  0.41% B
_ EESE ik
BT REMH Y O7 A VABOBROEFER  1.02% (B)
OfERE '
B4 ‘ SEEDE e
D g5y 0.78%
E fesr 0.56%
057 U —1.34% o

HRETEE LR OEFROECHEIEDT 2.68% (B)

. EHER i

HUREHHRL Y ORFKBOEROEERSE ~ —651% (B)

BHEAEOEENKAEVKER TRIER RO RECERELERSOERFROEDIE
SMEDF] O CAETHD, ZOFIBT 3RO EEKEEDT C THS.
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A2 SRRV OENBRMAIONSTER

() K&z
BEDER
HAEN S RER )
BHYRsS A 40 mg (13.33%)"" 80 mg (17.02%)
FRER FUERILFTAY 40 mg(13.33%) . 60 mg (12.77%)
A i ol S 20 mg ( 6.667%) 30 mg ( 6.383%)
R ARFT Y EEMe 4 mg ( 1.333%) 6mg (1.277%)"
ER KT 100 mg (33.33%) 135 mg (28.72%)
fEHY L0 — 2 96 mg (32.00%) 159 mg (33.83%)
BRIOREE ' 300 mg 470 mg
1) EAREAORERICHT 5555 OHRE.
EHROEDHE

il O E & & R EHEEOE ZRHE

PRl rUmmoayF LS —0.56% (B)

HEH REFY —0.284% ®)

B/REK ATTV B Mg —0.056% B

EREl SRR —4.61%

HEE LT — X 1.83%
BIAICER LIRS OBHROZOEMEOT  6.44% (©)
EE LIRS DEFROZEOHII D 7.34% (o)

(0.56 + 0.28 + 0.06 + 6.44)

BLEEOBRERAS VKIS, THREAI RO [5F LIRS OSEEOEOELED
Rl O CAMETHY, ZOBIHI 5RADLEETEARLCTHE.

Q) 74 :z~—7“-}f v TEE

*1) HFUREAEOBREST &R ORERL.
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 RHOER
©]5r:3 ‘
A =i iy HERBLAI
BYRS A : 40 mg (13.33%)"" 80 mg (17.02%)
HAEEA FrERIDF T 40 mg (13.33%) 60 mg (12.77%)
mEA Pl il AV 20 mg ( 6.667%) 30 mg (6.383%)
BRE  RAFTY UEMg 4 mg (1.333%) 6 mg (1.277%)
A FLEE KT 100 mg (33.33%) 135 mg (28.72%)
HaEAT—R 96 mg (32.00%) 159 mg (33.83%)
HNEORER 300 mg 470 mg



@7+ VAE

BNy
ARRGr 7.5 mg (75.00%)
' BER% o 2.5 mg (25.00%)"?
7 ANVABOREER 10.0 mg
P DR EH 2.12 cm?
PO BT R ERH T D
D74 NABOEE 4.72 mgfem®

) {ERIAIET 4 L ABORERICHT B ERADRRLL.
*3)  SERMPS IS A 5 RER A O .

ABRELA
8.5 mg (73.91%)"%
3.0 mg (26.09%)"?
11.5 mg
2.76 cm?

4,17mg/em® (88.35%)™

EEEOERVEFROHA
©lar=3 :
EAnAlo s A B9 &2 Ry BEHROE ZRHE
HAEERY FrERayFrry —0.56% (B
sl S —0.284% (B}
BRH . AFTVVEEMg —0.056% (B)
A FLEEATY - —4.61%
. MRk A 1.83%
BEATERE LERSOSFROSE0OMMEOT  6.44% (©
A TEELERIOSHEOEDEIMEOT  7.34% ©
(0.56 + 0.28 + 0.06 + 6.44) '
@7 4L E
Bar . EHEOE . TRH#E
A FRSY —1.09% :
B4 . 1.09%..... .
T A VLB CER LRy OSEROEDEMEOT] 2.18% (B)
EER piSi]
BUEAESEVO7ANVABOEEOEER —11.65% (®)

RLEEOREOKE VKL RHA), [WETER LR OEHROEOWRE
DFn RO TEURERL OO 4 VABOEREOEERR] © C KETHY, —oFic
B BEHIONGERARELC THB.
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(3) HhksE

WMEDER
@larss :
EHNT
By A _ 40 mg (13.33%) "
AR EF FUERIVFUTY 40mg(13.33%)
e e Ry 20 mg ( 6.667%)
- BRA AFTY VMg 4 mg (1.333%)
J7:3i5-]| FLpE A Fnd 100 mg (33.33%)
EeaEE—R 96 mg (32.00%)

NEDRER . 300mg
1) EIARARORERICHT 3 ERADRERL.

@71 VvAhE
k== Sy
ARRSGY 7.5 mg (75.00%)"?
BRR4Y 2.5 mg (25.00%)"?
7 4 bR ORH R : 10.0 mg
PIZDOEZEE 2.12 cm?
A OBMNREH DY
D7 4 ALBOER 472 mgfem®

*2) {EIANIL T 4 VAR ORERITH T AR ORI,
*3) FEIIPIHETENAC T S RBRA O

OEKRE
: HEH#LS
CRkar 11.5 mg (12.37%)"®
DS 6.5 mg (6.99%)"?
Eptsy 75.0 mg (80.65%)"%
BEREORHEE . 93.0mg
A OEEH 2.12 e
WO R RERSH Y
DRERF[OE R 43 9mg/em® '

%) EMAREREOBRRICHT 5 &R ORELL.
*8) IEUPIREMAIC A S RRRAIOH.
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BRI
80 mg (17.02%)
60 mg (12.77%)
30 mg (6.383%)
6 myg (1.277%)
135 mg (28.72%)
159 mg (33.83%)
470 mg

BRI
8.5 mg (73.91%)"?
3.0 mg (26.09%)"?
11.5 mg
2.76 cm®

4.17mg/em? (88.35%)"

PRERSLA
13.0 mg (11.71%)'?
8.0 mg (7.21%)"?
90.0 mg (81.08%)"?
111.0 mg
2.76 cm®

40.2 mg/fom? (91.57%)"



SHERDERUEEROHE

@]t
TIFIOFER BRS & msy EHBOE IKHE
RABEA FrERaLFrSY ~0.56% ®)
wER bl C —0.284% B
EIRE ATTUEEMg —0.056% (B)
JAl KT —4.61% '
. REEErO—A L 1.83%
BBHITER LicSOSHEOEOEMNEDT ~ 6.44% ©
R CTEE LS OB EOBOMMMEOT  7.34% ()
(0.56 + 0.28 + 0.06 + 6.44)
©7 48 , _ _
|55 EHEEOE IRHE
A Gy —1.09%
B o, . 1.09%
7 ANABTEE LIRS OSHEROEDEHMEDORM  2.18% (B)
EERE i
HUEmHEHED7 A VABOEBOEER —11.65% )
OFEKE
D %as ' SHBOE TKHE
C B4y —0.66%
DS ' 0.22%
D 01 % 0.43%.._.
BB CEE LERSOEREOZOBMMEOT 1.31% (B)
EER Tk HE
B{yRmfbic ) OFKBOREOLEER  —843% (B)

BELEROREOKE VREL RZAL, TMBETERELICRISOSHEROEDHEXE
Of) RO [BERERSLY DT A VABOEROEER] O CKETHY, Zofiic
B DEFDLGETKAELC TH 5.
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Appendix B 804 72K DS IET BH TS B H

BHUEN P EFT IR AT, EENAOEBEHERHNET 2T TORREMN,
T 15 S BAPHT 85% LA BT 3 BIANL, AT A KT A AT o TAEDFRORSHERRET
STHEW. BFEL, 1ERERARICHAYTIEOE SN, 250 mL OBEHRBESEHFOR
BRI SERI AR T AR BEHEY L5, £, NBOLFERX, ZEHR, BE
FCRBH, FEITOWTE, T4 VAa—F 4 TR AERRESERENS.

@ S EEDOKE
WHEEEOKRIEITRIDRT BEZBRVEEITIIBAE, BEYKELC
DTOBEITIXCAYEE, CEEBAAESIIDANELTS

3 A e NBIDORFERRE
EBHEOEEIBERE (%) _ ‘
o Al B C
B BBEAL REA
g BH (EFFr k)
TEA (YAE R ST Y IRY)
DAEEA, ZEAL WRE
SHE O TR OSHROEDHSHEDT 5 15
BfrRER bl ) ONBOHROEES 10 30

* WE@%@%@%&EWLT%@T%.%ﬁm%pr%ﬁv%&wa%mm,WE@ﬁ%ﬁ
LR L, ERAFEEIEsTHECERERELLEVWEDLZALTH V.

= N ot
—
3

@ EREh IR
B ki

& 4 ETRTRBRET Y. WINORBHTENTY, RBEHIR UHEERAI0O 30 HDOF
BWYEHER E I S5UNETHY, B, 5 ECFIEEELE ORISR L e
SNBAITE, TR AYEEIr RS BT, RELHEShE - RBEIIHE,
BRIERE RO EWENRISEET A RT A4 VICito TRBET Y.

C 7k¥e

%3LT?%%%ﬁﬁ?é@ﬂﬁ%ﬁ@%m®$%%mﬂ%ﬁﬁ4B74/Lﬁof%—
BREITS.

FOMITE 4 BERTRBRET Y. IO TS, RRERR CEEEH O
30 HOFHITEHER & b 5% ETH D, Ho, F5EIRTHEEE LSRR
S HESNAHSIE, WM EEYEMCRSLLRT. RELARESNZP -
AiTiY, BREEDOAYZIHREETA FTA i TREBREITS.
D ki '

BREEROLEMENRSET A FF4 ViTiEo TRERETTS.
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