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(B )

SRRER B E N ERAE QAN HRSERB Y A K5 A
% O ERNA DN GEE DAY RS ERE A { KT A
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Q1

Q2

(A)

FHA KA T, R, LR RS UCETRTRMA & EREGRA &
AEYENCREL ZRTI LR TE 00, 28, BREELICOVWTIHERRRO
B EH L CERIHEBORSHTH - CTARERS & AWENIcAS L 2k ok
MTEZODA, - ' -

EHA RTA ORI, NFEEMBZEOMAITHS. BEORE TS AT
£ 5 EYF A BB BTN S VREDAFEFTEYREL, RFEENER
FRSEAAOHE 2 © pH & ETeBBOBBEFOTRTIcENT, BHERICEZS
BERFAL RV EEWRT B LICLY, b FERR LT A AR
179 2 L ETIRLEROVEET S Lo FEg Lok, —F, BBERRLHHRIC
MY 5 & 2103, BARSRORERFIERERS LE L BRI LRELD
NBIEDIT, BHEBORSMEHRT S - & CAMENRASHERITT 52 LT
EHV. EORD, RREEROFARETE, b FRBRTAMENASE R RET
BUERDD.

EHA BT A ATBNT, BFEEAE, BHOES, EERHOBFERESC X
STERIIHRBRB R HHEHE XD

AHA RTA U, b bVRBRICK > TEYFNRSEZHR T RERRWLE

CEBRGEAETRLTWA.,

RAFTRAZ N T A RASORAZBLTEMT I LIEFLLNRZNIZE
G DEFORENR/NE L, BEGHEORAOMREOELEBEHAR CHMTE 515
AIZBELE. bbb, WHFOEREOREN/NE L, BHBRESCHRMAITIE, &
FRE OHAREHRORREGL TIB W TEEEBARS L HIE I hEE 1T,
BLERNTLRCL S B@ 2RI B2 0hd. REANLOEBHOBELIEL 2D
BY, BILERNI BT 2EMOEH & AHENER & OREEROBRENRKEL 25
DT, invivo (HELER) ORFOEBORENE in vitro R CHIEI§5 = L 238
L 25, Zoidic, BHOBWRA CIIEHRBROL CHEDENRSM 2 FET
X ANGFEFEORER, BHOBWRANCHE LN R2S. £z, BRIBERR
FVEYESLRAIC OV T, BIRBIC L 3D FREEOHIEEZR T & &
WCELAY R EEZEL, BHRRTEDEOREM R TE 2NFETORET
INEL o TINVG, '



Q-3

AKHEEE LTz, MERTFRS? (20 COEShBRAD 1.0% (GHEDE
DFEREO) LDAEEIIFHEFED pH SKTAHCRE LRV EEZLNEOT, £
EORBREM O THEHEB R RS CHIUIEMFHICAE L ZRE5 L L.

BAKHED 15 IS EEOBREINES VEE T, S TEHBRBROFER T

RS THIL, BEIRCAL AT A E Y7 4 BAX BRBE LR EX b

hB. 208, BZFA RT 4 2Cl, BAERRBWTE, RYoaises ml

R, EVAMESUE, PRUSEBUE, BRSO R, LB R

WCELBERIIEDENCRE L 22D & L. ,

CAMLED L5 RAFERDOREND LREWES, BHRBRTENFHRSHE
ZRIEL 5 HHAIIRESNDS. FEEHEAZSER2VDThoBHRREGIZRE,
T%fﬁﬁéﬂtﬁﬁjWK@%#B@@M%%Eﬁ%ﬁﬂ%b&w@&@%w[ﬁ
BUHEDEZS0EA] BT, BHRAROACEYENRESEZHRITTS 2 &1
HLWvW. Zokd, BEEENEZESTLRA OCKEN LOMFEETIR, b MR
BRI LA AEDENRSHORBILETHD L L.

B, BRREESRVCEDEZ ST T IRATIE, ADFHRSHESBEICEET
TR, FIMECESM LOBBERE UL AEER LS. Zokd, CAhERD
ABDEETIE, b MRRICL 24E920REHOMGERSBEL L. L, T
DRBRGEAET 30 L3 D THIEHTR 85% L1 1 & dvi T, AlAOBEHSRBRRST
HHEE E%%B’Jiu#ﬂ%kf,té—fauﬁiiyttb\k%x bhdZ b, %@b‘;}—é‘
itbﬁﬁ&%kb&w*aabt

D/KHELL LD EE T, EHEEORISMD S EYMFHREM 2 RIET 5 = & 18
LL750T, ZFRNCide MR TEMENRSEZRRATILERDS. 7L,
TRTCOBBHRRRMT, 30 53T 85%LAE L LI L, FSAIOE TSR
RF2OIL, FWFRNERE L RO/ NSWEHESNS. £2TC, 20X
5 2BAIT, IRFRREESS 2VEDEAETAINAICRY, DAEOEETY,
ERFRBRAERLARANIEE L.

AHTA BT A, KEFDA ©WA 52X (SUPACIR, SUPAC-MR) *IZHY
T5LBONDY, MEOHES, BEAR IOV THRALTIZLL,

* SUPAC-IR: Immediate Release Solid Oral Dosage Forms; Scale-Up and
Postapprovai Changes: Chemistry, Manufacturing, ‘and Controls, In Vitro .

_Dissolution Testing, and In Vivo Bicequivalence Documentation, November, 1995.

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

(&L R _

AHTA RFA VRSUPAC A # o RI%, L biz, MFEFORE, EEOEX,
EMOWRFREREZERLELT, A FT7_A 574 BRAEOEMER 2 <2



L3 LIIBLXLNEWVEEALOEEORENNE L, AFEFEMRONAM DM
AL TVRNET & FEDICHEHRR CHE TE 3IB4IRY, BHFBoRS
a2 U TEDENRSEERIET N TES, LVIHIBEEOLICRYIo TS,
TR IREIRAE S % & T A R ORAERIRCIE, 7 5 TRV AN B LT
HRBR CAEDPHRSE 2RI TE RFEFORKMMAIO LW ALEELTY
5. E£ie, BHORSEOFFERL, WA FoA e, 2RI, BRR0TES
VEHEOER 10 % THD L LTW5., -

a2 Al .

(1) b KRE < E72 201 Biopharmaceutics classification system (BCS) *®Dig

H, FRACELTTHS 5. SUPAC HA & Rk BCS IKESE M EERER
VIEBBEOEAELETL DD T T ARHTTWED, BHA K541 BCS &
FHET, 20ROV CBHOEI»LEAZLEL TS, SUPAC Tk, HME
AME < BB SEVEM T, in vivoin vitro THBEAME S, AMFRIREME IS
REROALCRIFT A ZEITELNEWISIHE & o> TW5. In vivosin vitro AR O R
I WEMIZ Y, BHRRIC X - TAYFHRSHEZRILTE 2 05 EEOFHERR
W< RoTWE, BBEDHA KT 24 BCS iR Lizh o= Bk, AR
NAXT AL FEN T 4 DE, EMORE, 0F, Wk X oRRREoZCRE
L, BRI 38HEHOE LWRAIR L, NAF7A4F )70 0ERE
LRWTHS I LV IEE & oTW5. S EDE~ OWLEIC I 5 HhE
BORIEMEEZRIET 572D, B KHELU L TIIEREOBRHRR AR S ORI SH:
FHBTHZLEZERLTNEDTHS.
* 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) ZHA FFATlk, BREZED-a—F 1 VI REOES, A a—F
4TI TEROBRERHET B I LIc2 o TWBH, SUPAC HA Fuv =R
T, =—F 4 7AW bR A MOTMA L2 F L L 5 TR TV 5.
a—F 4 I BIRBRIOBEHEBICRE REBYE X ABENHD L, Fi, 21—
F 4R TCRERTRRSEIFPMBI 2D LELONEDOT, A FF4 2T
A AV BN AFIE & RRASICHR LRV E L.

3 AHA FFA02, MFEROLERHRE LTWDH, HKED SUPAC F1 &
VAR, FREG TR, SRR, REHE, NSER, RETEROEE L bR
HLLTWD., ZOHERZRE TOBXBOFRAHECBZEICENTZ 0T,
FEEEYE (1720054 48) Ui, InbOEERFHATIIABFHICEE
NTWiehiolcfe®d, AHA RIAL VORI ERoTHD, L L, BEERIER
FOWEREICHEOTHNEE ST oh, GMP FERBEFCRoZIEIRED, R
r—NT y TRREOERESICH L TYH, EMENRSEORRNSNHEE Lo, H



- BERERTAHEE, EURFECAYTFNRSHERRT 2 LERD 5.
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Q-4

Aa)

Q6

Q-7

Q-8

BRRERPLIZ A EE 21T D158, %%&ﬁ/r' FZA4 2 8ALT %%Liif;u\
Ha, .
A RTA 0L, ﬁ(ﬂ@?’éhiﬁ]@&&ﬁ%%ﬁﬁ‘é%‘\%ﬁ%k LiebDTHY,
BRBECONSFEE 2 MR L Lz bOTIRAL. BRBRETONLFEEREIZONT,
BHRRBRD T = —APLUSEREORE, EMoORDE, REEOBEALOREN2E
BEE{T- T, HESHOBRRZBOWTAN A FI4 L OBERO BT 2HEr+id v,

BAHA KT AT, THMS) #E LIBn 2 BPI SRk,
BT BRI, MARRBITE R RRR S L ARSI
LY, HHERCEEMS 5\ ERFORSISRER S Ve MROLF 15, 1F
EEEMYETZLICE VAFNEREL BB LTLE > ORBE DRI D
DTHD. EWAH LRI T2 LICE D, AT R AR, & Hic LTHE L,

5, T LS ATERERCEAENT ORFRRETR IR T2 LR R2VOT,

A FRRGHRERICE T 2 HBOMN S TH HERRANT, TRER T HEIE L
eDThHD. : -

TEANTT) i3 TERRBRCEIMER RN AR SN, Xidt FERKL
LIRS HRRIC L 0 ERERR & ORISR SO0 &b
BB, —EBEHRBOLCAFEENRD LNEMAL, Z0%, BBAS & EHL
ENT, REOMEEETCIIVIAAREEEHE PRBRBER XD D,

FRARRBR CHMMER RS SHER S, XXt Madel Ui Amame
MERERIC L b MEHSHER SN AR HECE 28B40, ThEEENSE LT
WA X D MG EOREOL THEE U TAFEREZT5 2 LR, % L < i3
BE[EETHSD.

IS OBASBETR SR TORNE &, R I - CRS R RE
TNEEIEIA L LT AR RS R 21T 5 T LV
TEAV. WFEEOBAIE, FERARIC S LT ORAE 5.

HEFn 55 425 B 30 AEEEE 718 F%%H%ER%E RADEFIRRIRM ORI 2
CRET S [EYSHRSKCIET 5RBEE) 0o, FHRBXIBWRRED
afz%;mm%ﬁmDbantiﬁm$ménfwa%ALm EOX g
T,
I%ﬁﬂﬁ%%tﬁ%btﬂﬁﬁﬁmﬁﬁ,ﬁm3ﬁ0$?¢%$%ﬁ%ﬁéﬁ¢
TERTE WA THINE, WHETMOBA LI L LTRY A F74 24



Q-9

Q-10

Q-11

Q12

ofﬁﬁ%ﬁ’ Lirl, ok 28RN, REFEEKERETA K74 0 CHEH
RBROLTEMFHIRERETT LB TE2BAZBLTVWBZ EREN. 208
IR, ERERG TIMATEEAOMA 2FERA L LT, RREESTIIERE
ERTRERF L LT, RREEROEMENRENRRT A FF74 ) (UT %
BERRBIA RFA2] EnD.) KiE-TRRETS.

HREEMTH-TH, b Fﬁﬁfﬂi%%ﬁﬁﬂ%’l‘imﬁﬁ BEhTWa%khLiE, B8
HERAEERA L LTERENRALET A FIA - THMbCE s %
BRLEVW. ok, EREELICFA—FEOEAN L THiEbLRV DN,

RIERBRKES DN TWAEENTSH 52018, LREEERICE—&EORAHN
2 T, BRRAIEIERIAL LTETA FI7A - CFETE 5.

AREEMT 2 OB ROMH BIZIT, 10 mg bRV 20 mg §8) B BHA,
AHOEBOMA (10 mg $EX1E 20 mg §8) 120V TEMEREHRBRE EiE T
ik, 5 ORFILE BB R2 SE D0 BERA O MRS ERRIT A K74 v
LT [EEBWTA RZA4) En3)) Lﬁbfﬁﬁ%ﬁﬁhkﬁ TRRFFEE
5z Eﬁ:j—ﬂbi)‘

Tmf%é.ﬁ%ttfﬁﬁ@%ﬁ%@ﬂﬂ(ﬂzomgﬁ)Eowf%%@%%
FREERAIE LT, BBIERRVA FIA LTt TREEER L, TOMNALEE
BA| L L EORA (F] 10 mg §) 2EREVWYA FIA VCELTREBTS
L, MREFRERETAIENTED. AL, SEEWTA NIV ICBLTIT
5 RERICBIT AEERANL, AREEREEHENMIRASETHDZ LBRENRITH
b,

| ERIEZER A ﬁ~kmmM§ﬁ®$#%D BRER A — ﬂ~mumm&ﬂ
DHERFFETIHEE, KFA FSA - ZFATE DD

Thix, AIGEMOESCADDT, TSR 2 B OBINO T b0 EMFE
FSHRBRT A FIA2) T35,

EHIRIEAPAV 7 EOBEA TREATORBPEE L RVEERICOW

- TRAFEETLEE, X, SEPRZLIMAZARTLHS, £ MRORDY L

Q-13
ey

Lfﬁ%ﬁﬁ%%w?éwf%lwm
[ RREELOEYFHREHERBRTA KJ7 4 Q&AID Q16 THik<7=@",
b FREBORDL D ICEMIREREZERT S Z L TE R

FIA Ty TdAETA F7 4 o DORBRITEENE D,
F349uy7m,ﬁ4F§4yvﬁ?ﬁﬁﬁﬁﬁﬁ&%ﬁ&ﬂﬁ#é:&@ﬁ
EXBADT, ZHA FFA DR ERD. AERT AL H5BAEINTHBIEHEE,



Q-14

Q-15

(AR

Q-16
(A)

Q17

A4)

Q-18

.y

YRR L b CHEHRBET 2 o Lol FRER, SBT3 8a1E,
EEHERA B OSRERBUAIAS 15 4YLIPNIC 86%LL HAM LA BER L A ShE (BRE
EHOLEYENRSEHRBRT A F7A4 2 Q&A © Q-48 25 MR).

B AEEAITH D, HPRSBLHBRF~EIEL TR RET 5
2 LRI S NRVIERRIE, KFA RS54 TR0 o HRBRIC & b AR
WY B2 LR TEBR, -

BHAFZA Vlcﬁfﬁwﬁﬁt?)%ﬁ‘ﬁﬁ%‘éé LYW TX HEAITE, AAA FF4
VTHEV, TEHIRBRIC X D AMEMRSHETEL TL L. AN A KT A iR
BHABRARY TRONERTERVEAIN, RREERTA KT4 ] OESD
FRBUIEHRARICRE S .

U TEME, AT BT > TERFRRSHEEHET 5 2 L 8 T% 3
P, '

SEMEYEERTIEHI 7 EART, BEEMAOELE T3 T_ToR
BRGAET 16 73 LARIC 85% L EEH T A BIENE, AV A RS A ViThE- TEDENT
EMRREZIToTH IV, MU T A W TOBENEYMOTEE, NEEE0R
DKM K220 T, Appendix B 23R E -,

BRI OEZREZALMICLTH LW,

WREERAN & 13, BRI CHE LG R VB EOSR S 5 I3 RIEN: 226
T57HE, BERLTHEEEEZES LA EEINS. B, B OBEMEE
HIIBREMERANC XS Thin.

HRERRA =0 —5 TRFERRTA BT A AT TR RS R RS
1751 B8, t MRRICHY EENAIT A HERA R O5, KREA 2O H.

MAEERI RO THERNE DAL AT AT 7 4 OB(LBRAE Shbi
W, YR, WA EEOTEHOMA L 25, FRBAITRAEL, ,
BROVRRDRFNDBOTEEARTA RT A4 8- TITHHAITIL, & FNRBROEgE
BANTEHRA L T5. |

 BREMERBIORBREACOWT, KEE, Bk BE, RHEEIELLELL
AN EBEAEL RO THB A, KRR CHIUE, A& &, HIROEEHED
FRETIRAN, |
B ORBHERHITIE, BROBERZ R EERENLENEBEITL DL
BIEINDOT, BAOKE X, Bk, HESZOEOMLENBEEE LS
PRIEL, TORE, EPORHEECHEXRITT. RAOMLENSDHET,

6



in vitro BB TS < FHIET 5 2 L TRV, K&, T, WE Ml
BB S W TORENLETHS.

Q19  HAEHMAORBEGIIOVT, THAOKE X, Bk, HE, RHEEIEL<
Blaslwn tERLomBEE ET0h.
8 R BUETHBEZL. ,
K& S SRIDOBE, HOERDER 25%LUNTHE &, R OBRHIERTF
ERBELEITEABOEESR, A7EAORESOEWVER RN,
B AEHRBC B CTRAIOBRENR SBT3 L &, AR LT 28T,
R BHTF, FOHMICEET AR FORERARETHE L.
FRHIBEHE « AR OMEHRE U Th 5 2 & ROWHSB ORI CHET 5.

Q20 [ABEVNHA K542 ORERELATNS ABER— LE¥0L>

LT O,
A) TARER—) & R, AFEHFEL, ARFEHEFERIHFENAET

C HAFEAERLTNWA.

(S EROKYE L ER SN DR

Q21 BEEWHA FZA T80T, IBRRERORWES S8, SkitEay),
ABTAME R CRBR B L A ERIA DL R A ORI R — D & & DT LT AR
B AHEL ENTWVBAR, RUER 2R TATIANERCOBEH 7EARIOHETY
EoleBDihn. ‘

(A BH - BREIET 4 A7 R (RE) TRETA LEEREEVOEY 7 EAFIOBRE,
B T VAN BB E BT BE F RO TEDENRSERBIIAETHS. -
L, MERER, FHARSOERLRFETRAMICES RN T L 2HET D LEN
hH3B. - -

Q22 3O (BFRREROTONIEY) PBEITH AR,

Y FAERBLR R E IR TERIED 2 f5LI T Ry, RU, HEERAIRREE
B BREM e L TRO b T 28 %E, BRRESORV-EY & L.
*21 CFR 320.33 (¢} ~ ' -

Q28 —OOFEMAIT, 2 o0BRARAMNTEALTVWAGE, Eboh—JTREELR
HEDOK, L BEAICEBEIEL0H. , '

Y Bl i EHEEHR EMEAIO L 5 i, BEBMIS DI RMENERRTE 5581,
FNENOEITHED. LrL, FIRISHREREBEAOX 52, —20FmAZ 22
OESFEMCEBELTWAEEIE, AT oREZHRME L ERIEAEEE5Z
ERTERVWDTC, FEENEBRBHBDRVETMA OIS .

7



Flxid, huEuadFr L UoRERBA, RERO 2 OBMICER LSS
ML brEaasFrrrolofsBmERTEORSSRERE LTEMNT
DIMEETERY. LEdo T, EROHFFERDZVREROIEIZNES. —F, =
—F 4V THARBVT, fLITE Fudrs i bln—R 3 NEOBEEL 7
S NBBOT—F £V TRNCHER LR, ThoOREEBETEE0TENE
HOTEIFED . ' '

Q24 FIMPORBANEZLEZLETH->Th, TOLSFEEKERBEHRBROLT
 AEMFHRSMEERRT I LR T ZHEED L X iTE, BHRROL T ENRIS
BRI & ITREA ' |
(A) EEFRRATRREMGO S B, L, O, BNAE SL iaFTrTy,

fyEowayForry, Ehtro—R, D<= b= O TIREEANRE X
WARETHD. WEETHRRESDESERIY, TOEHREL TS, BARSEN,
SANBEAREFHEL, AFEREOKEZRETSH. £OAFETAREREHRRO
HCEMFHRERERTI LB TEBHMO & X103, FHAROZ TEWEHRE
EMETRT I LITETHS. EOMOEITANEL B HETIT, TORAVTE
LB LFEICHERR LRV D b, BT, SROBEEMCc SR 5 2T L %,
Bl TBRERS in vitro B Y OERUIF ST R Y OXBIC L - TR LTE

< MERDHD. '

Q25 TARREEIRAT O ENERE, AEOBEDL Y DT 4 VABOBREDEEH 7.0%
UT®74WAE®EE%BKE&LLEEHHb
E7z, BARETERINIBABRICBWT, ﬁ@@ﬂm$ﬁ4b74/kﬁﬁén
t@fhwfmﬁﬁ%ﬁf%¥W%%Htﬁ&bﬁwEﬁmo%AL,Amﬁkﬁ
EINBRBEITS 2 & T & L.
(A) TANBR—F L U TITONTH, BEEEORESE RS 22 J R AN L+
: 6 &#%w#,_hBQiﬂﬁﬁﬁﬁ®ﬁﬂ%ﬁ5t®V”9%®Tmﬁwk%
EXh3. 74»AE®£E%ﬁot%AT%oT%,EE%%T74WAEﬁ§
RIOBHMEIZS L TREBLRWESIR, TEAZORAE T ORH SO RZHER
BY o0 ThntE, b }~&’:lblr\‘fi%%ﬁﬁiu#ﬂ%iufié_fﬁ‘éﬁ#i#mL{&b\
EZz, BAR#EE LK.
% 5 ZTIs B HELERES &, wfh@%ﬁﬁ%ﬁ#f%ﬁﬁ%%utﬁ&
LAaWERERIZTOWTIE, BK&&F@MﬁEE%ﬁﬁ%A@%oT% b Rk
T OEMERRSERBENEL 2D, —FT, TRLOEEMCOVWTE, By
DIEMRIEF BN D, BHOB AN~ &7 4 L AGOEEICH T 55
AOBEHEICHT2HEELZ TV EEDNS. ZALOEAMDL, WIFhon
HRBRAHETH I 85% L EIEH L2 WERERITERY, ﬁ%&vﬁ%ﬁﬁkﬁﬁé
NI RREGECEEETH = &&Lt



Q-26

Y

Q-27
.V

Q-28

A

BTEARE T 4 L TRE, ox—TF 4 FRAONTREEZES VO
o El, BTEABIOBERBRIEC ) Ty, T B ABSTREBESE R A

NARBREXED LTS L.

WHOEEORERSH T e VN HESNEBHRONBHPEITIL, =T
AU TBEBLEZ TN, EL, 3—F AV IEB LA T 2L, 2—F 4
FHEENLE LTRSS (D7 EATHOEEIRS>WTH, Q27 #8HB+232 k).

Fi, BHRBRILE FRBEZ R TE BRCH B0 E 5 HORBOTDORERT
HY, EORBREHIAT A KTV THRESRERREHCRONG. M) FUy,

NI Bl RS ERER B ANLS RERIEITEER L.

W PN OBRORSOEEILSWTH, YOX5I0ELEbLIvon.

AT ENDEROEZDERN, SHAITEAR, 2—7 4 Vv BOEREDOEE
T 5. E7, EE, Bh T EAORICYSF L LUNORH, FlLiE, o
¥ S Fr, AF—F, HPMC, 7N T v i EMERSID L Hicho TRk,
FSF oD FEAPLIELTF o T EA~DEEL, SAFT_ALTEYF 4
~EELRIFTHHEERITE TSR, BERBERSRVWESLADERERKIZ
WA ELVOERRITHHARIE, UTOFEEEs CRSEMEBETHZ L.
() HFHFFLEFMEELE LTER LTV B I 7 EADEE
EHA RIA VEEABRTEHRR (271, pH6.8 ORBRIEIC IS+ HHE
AASREF OBERRE 2HE AV 3.) 2T, SRR THESEC X V%
HEBR RS & 258 EH, EMFOCRSLHRTIENTED. 2B, tRg
iz X BHEB ORSEHEZFRERWVITRERWZ EBAL MRS TH- T,
BTN ONEUBEROREEL, 74 Vba—T 4 Y TEOSE LRRKCEN A
FIADNESEBBL, ATV ORORSOEERELERICEE LN
LERLED AT, KA FTA4 084 BISRTERFEBRICR L TR R OHES
HIZERE STV HRRIC X ) MSH 2T 2 2 LR TE 3.

@ HZH5FLADFAREER L TS0 T EADRE

ZNALHIZER L T iWnWI 7 e ORE T ERROIB W TRISS R4
WS, [RBERLYA FTA0) Ly, EREUCREEGHARIC LY £9F
%KE%T%%:&%%%T%.tﬁb,ﬁftw%%ﬁb1%&417&4ﬁg
VF A BB LW EFMEICL WV REDIEAN, AL FI A4 IR TEH
PRI LDV ESHEFMmT S Z LB TED.

# 2 DT ANVLBIZBWT, KEET—T 4 TR LIEKEE—F 1 AT
BNT, SKETHA SN EEEEAR LT 2 BE T,

pH &FEEa—T 4 7H (B, ABARUA A FZFy NE), =FrEinm
— R PO LD ICHKEERY v —Th o T bABEED B2 RMT 52 LI X

q -



o, ACEEMEOERES T L ISTRTHS. T, ABMEOT—F ¢ L FEICHE

Q-29

A
Q-30

0y

Q-31

Q-32

AEMOPEBRZTMT 2 Z LI X o THABEICTAZ L BARETHS. Lk
T, 23—=T 4 »7EROBENSERTHEREVEATAERREZEGETE 0.

74WAE®KEkkWTm A ORISR B E 5 B
BIDDT, KHA FFADHHELE LR THEWVD TRV,

TR OEES, FEHEEICHEE S RO LRV R. AN, AYHE,
R, ZORMOMERFTLORDY, TALORMEZORIE L >TT 4 VA
E@ﬁﬁ%%ié:kﬁﬁ%é.LtﬁoT,$ﬁ4F§47®ﬁ%&ﬁé.

%LTéhﬂﬂﬁk %Wklﬁfﬁﬁbﬁmﬁﬁék% Eh LR
%ﬁ%ﬁ@ﬁﬁ&%ﬁ?hﬁ;mom
W EICR SN I CHET 5.

a—F 4 U BOEE A OKERIC AT S WBB O Ry B LCEHEY
BRI, '

a2—F 4 VI BRUOP O EE, FRENBAL AT _RASEY 5 4128
WELEX BRI HS. =—F 4/ BLNEESHL RV CHET S RAIR
:—74/ﬁ@@ﬁ%@lﬁidiﬂ@%ﬁ%&%ﬁLLT%Méhé _mﬁn,
2—F 4 2 Y BOERRNEOE BT B LTS WEE & KE W, FI3 ST 4
hs— MEL T 4 ha— MERTI, BAOKRERICH LTRLEE <—E L k
MY E, MEQOI—T 4 VI BOEESOERRIIREL 2B, 2/, BEBOLE
PREVHERGEL KL BT &, A—ORFEE 2RI &, 15Tl
REEIHT S EEER DS CHESNB LV RABERL. £, BHARICS
B HTRB OVERERERIE, I L 7 B T A I RS O E S I BHR T B
BEEBWTI—F LV IBRALFT ALY F 4 (0 88% RIS L% < D
KEBLTEY, EROLIAREEEH DI, 2T 4w IRBENEL 358
LTEEROHBERZITOZ L L L,

PEOKREREBRICHL THETE RV LR E SV 5 BE BT O, HET
HEEDEBEZFERLTUEIL. _

BRCELCRRETE VLR, MR OBRSGEPHRO L 3 cEficid, E
RECHFIOREEEHECTERVI LRV, Z0LIRGE, ZEMEOMREEK
HOIVITHEEE AR LCHET S, ERMONZORER, BE, BELHhThE
So, Wo; Do, EEHOTND%S, W, D & Lick &, TEHGORERELE S/Sid,
(WD) KWo/Do)?8 CEF LR TE 5. YRBOLEHOES ho i T 2EFED
JE & h OFRED Whotk, FREOLRR%OER, BEZEhZh w, & Uw,
d TET L E ((wid) Awoeldo)-+(W/D) (WoDo)23 TR ZERTESD. ZIT, K
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¥, BEE L LEERHERRANCS B & S EEFHED = N b DEEOT A HEC
2 50T, WEBOEEIHROMEMES hho i, ORI E#S - ) OREE (7
A NABHBVITERE) OEFREZTL, (whiwo) X (WoW)2B THE+2 = L iCa
A, ) :

Q-33 &%@%%Iﬁ?ﬁ%ﬂ,%ﬁkﬂ?ﬁ%ﬁmﬁ%mf%%ﬁ%éﬁ,:n%&
7 ANABUTERBOEEL LTH S BER S S0

-(A) TANVABIIHRBOER L LTHRI BEXDS. B, MERSE LTER
TELRAIEOWTHE, MRERSOER) & LTRYED LB TED.

(TEHEER, WIHEEORSMN, W PHRSERER)

Q31 FREVHAT, BaENAITIIEEEEY Y SN (RREERYA RS A
VEIEAV IR ICHYTIEHENETRTS, EEERANEEEEYD
ETeRFNTHY LR VES, R Y L 6 oRFI0 b ORBREETIT LT L
D, .

) | EHWOZERSBRE LSTORETREEIT 5 2 L ASRIRO T H OERFETH
BH, ZORREAIIE, KBTEINERERiZATD, BEERAICHEA SN
B R AT RAI O D OEHRBREN FRET 5 2 LTIV

Q35 HMMAAR CIBEHRAOBR ST, [RBERLT A F7A1 2] TR
DEEIME GFAR 15%) BHEEAVONBEDINL, XA K51 ClimEhEs
oS (AR 10%) SUECHEVLNSDOIREN. ik, BHEDHORS
HEOMERZBWT, o2& OREEFR T -BHIX{TI.

(A MERERRAA FTA ] Tk, BHEHOBEMEIRSHE 07T —#13, £
MEHREHOHEICBWTE MRBRBRZHN TS0 LTHYBRTNS, —
5, AHA FFA BN Tit, BONASFEEOHBE T, BEHEBORSMET
Lo TAMSHICRE L LRT. 200D BREERRTA K54 L0 bUEE
WRFLL L, ¥, box el s XELRETA I LICLD, AFEEONE
CREBR BBk L5 L. ’
* HIHCHERIA R TSR DR AT I IR TR 2, BB OB A 11
BRI BT 3. :

Q36 %5 EEMEBHORSHEONEEE ILBVT, HERRIOTHEHEI85 % .
RUB0%ICEEL AV 2 &, ThERD)TBRNEOWEERS %, 6%, OFcD
RO 12%, 9% & i TV A A :

) . IhbOVHEHERCE S OBREROTFERI, 100 BEHT 2 HAOHEE
(FATEHSE - 10 %, (Hx OFHE : 15 %) EERIC, WHBORELEZE L
HEBIRFREIC & 0 R b 7.
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Q37  AKEDBAITE, tﬁﬁﬁ§ﬂ®§ﬁﬁ%ﬁDmﬂﬂrﬁméhtﬁﬁmﬁm

 BRBREETH I 0d,

N ATKEEZBNTIE, AFOESERIFEICIZEALEBLAANEEZEZLREDT,
AR OFERA L OBEHFEBHERFREORREFEDOHLTTEEHL LTS, L
TS - T, EEERAIORIR b EENH OB R URBRH IO HRBR AR E S LT
SFEITIE, ARG CTHRHEBREZ{ToTh J:b\& L.

Q-38  BNitEREAC, ﬁ%ﬁsﬁwrmamm KV 50 EEE TiThh, 30 LA 85%
VLB 5 ERN T, FERRO 1A RIEOWERR OF —F TERERHF
ZEERLUTH L0d.

A HERBREOHERAR 30 SLUMICRE SN TOWARAD > 5, /2 Lk 50 [
EC, 15 27LAPIC 85% L EYEHT 3 2 & YRR HEE R bRER T 2 AN
TiE, FBRROT—F 2 RICEERIFIZBIR L TH LV, 7, BEREEROHKR:
FpikRE, /S FVEE 50 EME, 30 SYBAPNIC 85%LL LAY 5 & L BSHURHABER
P OHERTE ZWANZO>VTH, HERBROT —F ZHICEERA2BR L TH L.

Q39 FROBMENKEED pH TRIFIEWVWESICIE, 20 pH ICii) 258 HEED
m&w%ﬁ%v%&a%%amémf;%ﬁﬁ%ﬁ#:am;ofﬁmaﬁéiﬁb
2 TRV, : .
(A) JREEOEME & BB DS & 103" L HEB L2V, Z207), WHEE O
T RISERHETAHAICE, E%@?’*ﬁ?ﬁﬁh*ﬁiﬁkﬁb\pH THo>THEAOHBEHR
Sﬁ%ﬁfeﬁﬁfr%zgﬁ%é

Q-40 ‘ibbmat}ﬁﬁmimﬁfﬁﬁﬁé%AL@ AHA BT A T o 0
B DRSO E 2T T, IERERNTA FF4 /J CHE-THRBREITIZ
LT LU, o

@ ELIAR. L, (RBERRIA KIA ] CHIBCH, b MRRE
DDA, &FAEFHERA R CBENATIRERE OBIRO ST, SitEng o
AREA OB IHEB B EEMAL B UL TV - L 2HRT -0, BHRREE
W5 ERNETHS. :

Q41 EHRBRRS DEYEOICRE L 5 h S b0 EBAE, KREERY
ARTA AW TRREATD) &HD. ZDEE, BEHA PS54 CER LSS
ﬁﬁ@?—ﬁal@%@%&ﬁ4k?4yj?@ﬁ&%ﬁ?~5abr%;wm

(A) ELI AR,

Q-42 %ﬁﬁ@ﬂv,pmu)KBWTF%%E%&ﬁ4k?4w1vmﬁwanrwt
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Q-43

WA A BB DRV EHBBRE M 2N 2 7 B E 1T, :

EHA FFA4 BT, BONAFEEORETIE, BHESO RS
Ko TEMENITREG & B3, BEHEEFR OB HEBIIRRIR O A L MEITikE
THZEMRDHEIOT, BREERTA FI74 ) BT 5HBEEEACET 55
BERRGOHTIL, APFHNHERER AATBENEHD. T T, 43 WENE
WRBRIEE AV &REEM L.

in vive-in vitro tHEE: (IVIVC) ASRERR éh?‘d"‘ﬂjﬁtﬁ%ﬁ‘ﬁ)é%‘&kfi Y
S D BT DRI DI TITF o Th K a.
IVIVC Tit, 1 EMOBEHRABE R L mvive b OB LLR STV RN, %

DML RRDEBSNER Y ET YT I N — T BT B AN R R

ENRNWCLIERB. BHA FTA 2 CED B EHRB CIE BB O RS2 Rt

SRHEDBHD.

Q-44

Q-45

Q-46

(A)

BHE T BT 5EHRREST BREERTA PS40 I Z LT
STVBHR, A—7—HEERAOKEERM LTV 0T, BANEOR REREE
BRAEL TS, BBRO pHIFECHED & LT, &K, REEHEAOREIRIEE
TEBHLELTELL,

AHA KT A BN, anLMﬁzﬁoﬁ@rﬁ VB O RS
LoT, EHENCRZE L BT OT, @ﬂ@#-zfﬁewﬁﬁ%ﬁ&%ﬁﬁﬁ%
BHT5Z .k TN,

ﬂF»E@SO@%TH BABR oy EADEBIHETLZ L, b ULIIHRED
BRI DI LR LK , BHBKELS b2 BEEHD. Z0k 5 REROIE
é,f&é@@ﬁﬁ&%ﬁmf%&wﬁﬁﬁb%é.iﬁk;orm75mm%1m
rpm TRBEITIFBBRWESHHD D TIERND.

BHRBROBREOL TAYENCAE LHET 2D O&MFL, 50 rpm THEY
Tl & EHAHEOEN 10 %OFTHEIZHDEEZTTHS. 75 rpm £ 100 rpm T
RIS T o7 & & OEHEBHORSHORIL, BED L 2 2HETH 2 & HEET
HD. TOEDCEERBROBGERZERETLZ LIEFRD by 2k, RANAS
v ENVOEIRCNET S, UTRMEYCHRT 286, /S Mk, 50 BIERICER T,
EEAR 7 v R 100 EHECREZERE LTIV,

fPAEERA LT, £k, BRI ORVHERE (EBEL) &k
Mz L aMEFE REK2) T, HEEKERRERD LEICRY I TIOM.
HIEE LIX, 40%, 60%, 85% (RBDHAIERAITIX 30, 50, 80%) LW\ o7
HEBOBEERRA > P THERTZAAFARSH S, K, WEAOEHEEOFMIZ
LoTid, ZhbDRED LA THARRZ bTNCBR DI HRASC 2R
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ABAERDoT. TOXSAREER B, fEROBEbTEY L.

Q-47

Q-48

HIEE 2 IR SN HEROEZZHETE ZFARHS. L1 L, RO,
Pl RICIRTF T 2R S 5. FlAISHET S EROBHBOER I 2L Z
2 CHE AP T L, OERKEL ADRSEERBRTAD. BV K54
VT, TOXSBRRERETSENT, ERRARHE L CHEE2 2 EATS
o Lie.

IOXSREMBEFMR TS, WEKE2 TR, BHEROS -2k -TiE, BE
BBA v b THBRBThR TS LIRS RNE L85 VES, F0RDIC, HWEE
1HELE. '

2ODHEFEOH CHERRERRS Z k#&é# VSRR E 2 DY
R DHETEEERL THELILAR

Z VB O EFEZ O TRLUTIELY,
BREESDEWENREMERR T A K54 Q&A @ Appendle [N

RRBZABTRREITD &%, [BERLEMBIERT *— % ORI CHIERRT
LTWBBANCIRSG ) LdH55, BERRT L2 V0L 5 CHET 50,

EFHORNOBMBIE, FROMFECAWIEKET B LRHS. ol
IT, SAEOTERIT AN ENRSHERBRIT AV 5 AU T icHE U 5 88 TR
ZHERHD. AAEEEONIVEHEAVCRER L ENEIE T A —& L O
ReBETL, BEE-AUC ORBEBSEAZED ZLE2TFT, BERREDoT
LERERYL D ORYBEAT A -5 BRETHEZ LETT, 2P Lo TR

 EERTIONZELY. RUEBTIOL S RFETERTERNE X2, £

Q-49

FRRMEMLOEYIIE T A —F 2REBTHEL, T0MEE HWCEEN RS
DHEFRT>THEV. Z0OLETH, b LSRR Y o TVl & A S22
SMARTC EARBCRE LV I RRAH D T L EATRENCB LERD S,

BREREA A KT4 2T, WHRBRRE, [RAIE LT 900mL) » B#&nT
VB, SRV EAITIER UEURER 900mL, T | BENOBHREE TR, &

NAEBHEY OEE (EFWPER Lok & OURMBE) RRRBZ LTk EHE

EO LB PBEEICTERVWEERH . BUAELLY OSERRUEMFICA2D L3,
ESRMFZEHICT S, NMEEEMAORBRIEES T 2 TRE LT Ly, '
E3Edh T L TSRS BRI L TE ARBAGLBET T I V. TS EH
WOEERRLCICES K ), BREERRIZEECT S, ERBIKED 450~900mL
DEATES BENAORREEZ T L TRRL TS L.
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Appendix A T EEOREOFHER]

WLEEOREOFHER, UTOREFITRT LI, H1 K54 /JEPEZKL'CL\ZD/J\

BRUTOADHELY 1T LT, BRI, OEEATS.
&t 3u] Eﬁ%ﬂﬁﬂ @ﬁ&ﬁﬁﬁ
(1) FE
MEDEE
=%ty FRER LA
T¥Es A 40 mg (10.00%)* 40 mg (10.00%)"
R FrERILFL Ty 40 mg (10.00%) 35 mg (8.75%)
EEH il Sl 20 mg ( 5.000%) 23 mg (5.750%)
HRA ATT Y EMg 4 mg (1.000%) 4 mg (1.000%)
AN SLFEATFn 100 mg (25.00%) 97 mg (24.25%)
o fEREL R —R 196 mg (49.00%) 201 mg (50.25%)
BHIORER 400 mg 400 mg
*1)  EAPENAORKEITHT B BN OEE%.
ESHEDEDHE :
Ao R B A RS EHROE 7k #E
BERH rvEoalFrSy —1.25 % (B)
mEF Rrry 0.75 % (9]
A 2LeEK s —0.75%
el FREEENRTA L25%. oo
BIEAICER L0 S BOEOHEIHEOR  2.00% ®)
EE LRI DEREDEDEREDT 4.00% (B)

(1.25 +0.75 + 2.00)

%E£§®%Eﬁk%wﬁﬁﬁfﬁAﬂj@CK@T%D,_®%L3H6%ﬂ®Mﬁ£
EK&icr&é

(2 TANATI—F 4 TEE
WHEOEE
oW .
: HEARA
40 mg (9.52%)

EIENT5

HRhRksy A 40 mg (10.00%)*»

RAEA| FoER 27 40 mg (10.00%) 45 mg (10.71%)
EEH RE Ry 20 mg (5.000%) 23 mg (5.476%)
HHRA AFT U Mg 4 mg (1.000%) 4 mg (0.952%)
ARAZH) FLyEAK s 100 mg (25.00%) 108 mg (25.71%)
R —A 196 mg (49:00%) 200 mg (47.62%)
PEORER 400 mg 420 mg

*1)  {EIRESPAIE ORBERITH TS Bk 0 Wi %.
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@7 4 hE

ARGy

BER4Y

T ANLBOREER
MO RER :
BEirREEHLY O
T ANBBORE

%y

7.5 mg (75.00%)*2
2.5 mg (26.00%)*2
10.0 mg

2.51 cm?

3.98 mg/ecm?

*2) FBANR7 A LEOCRRBICHT 53 ERGOBEREY.
*3) FEMPANTERENF TR B REBMA 0L,

BRI
8.0 mg (74.07%)"2
2.8 mg (25.93%)2
10.8 mg
2.56 cm?

4.22meg/em? (106.03%) *9

EARDERCETEOFHE
OPtZ
 ENEIOER B S BY EHEDE 7k HE
HAEEA rrERILT LA 0.71% (B)
BEE& | HrFr 0.476% (B)
BRE  AFTIVEECa —0.048% ®
BigAl  SLEEkF 0.71%
TREAT A —1.38%
BRACTEE LERSOSEROZDOEIEDT  2.09% B
WETERE LoD HROZEOHEREOT 3.33% (B)
(0.1 + 0.48 + 0.05 + 2.09)
B 4 NI )
5% ERFEOE yi i
A RSy —0.93%
BERAY e OOB%
TANLBTER LRG0 FEOEOMESEO  1.86% (B
i EEE e
B REEH VDT ANV ABOEEROEEE  6.03% ®

S RTOBEEOAEEIB ChoAOT, = OBICHT M ORHET KL T 5.
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(3) WhA<sE
NEQER
O

s A

EEA AHE Ry

FRIRA AFT ) EECa

R e Fn
HEatla—X
FUEOQOVF LT

W DRE &

EXENT

10 mg (8.33%)"D
3.6 mg (3.00%)
0.4 mg (0.333%)
86 mg (71.67%)
12 mg (10.00%)
8 mg (6.67%)
120 mg

*D) SRR ORREIZHT B ARSOHER%.

O7 4 NbE

ARGy

Bhrksy

Crsr -
T4 NABOBEE
PR EAPE AL
By REBEH-H D
T ANVLBEOEE

HHEULE

1.17 mg (13.30%)*2
1.63 mg (18.52%)*2
6 mg (68.18%)™2
8.8 mg

1.495 em?

5.89mg/em?

*2) IEMNIET 4 M ABORERIIN T RS OEEY.
*3) ?‘ﬁﬂlﬂliiﬁﬁ&jﬂ:ﬁ'ﬂ'éﬁﬁﬂﬁmm

OfE

D%y
ERk4y
Frsy
ERBORYEE
DL EAE ik

HirREHEHLZY O

HERBOHE

ARG

7.64 mg (12.32%)*?
4.36 mg (7.03%)"?
50 mg (80.65%)*2
62 mg

1.495 cm?

41.5mg/cm?

S*2) EINITEAEORERICHT D o0 HE.
*3) ISP B B A O .

17

AEREHE
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

RERPA

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

1.495 cm?

5.95mglem? (101.02%)*9

HRERBA

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

1.495 em?

38.8mglem? (93.49%)*)



ﬁﬁ%@%&ﬂ%ﬁ%@%ﬁ

OM% '
MBI O B E & RS EHBOZE 7k HE
EAaH i Sl - —0.17% ®
TRIRA AT TV ECa 0.167% (B)
REAAN FLFEAK TN : —3.34%

EErro—2R 1.67%
fwERILF oSy 1.66%
BEACEE L-RoDEEE0ZEDHENEOM 6.67% ©
RETEE LIl D 2R ROEDHRHEDH 7.01% ©
(0.17 + 0.17 + 6.67)). '
@7 4 NVALE . i
B4y , EBERDE Pt
A Bk5y 0.18% A
B H5y ) —0.21% -
B e 0.02%. . -
FANABCER LRy OEEROEOE}MEOT 0.41% . B
LTHER piic
B EmEHI DT A NVIABOEROERE  1.02% ®
OFERE o
| OES EHBOHE 7k HE
D fk4y : 0.78%
E B5y ' 0.56%
038 e teeeeeee et eeeeeeeeae =1.34% )
BRECER LIS OFAEOEOWHEEDT 2.68% (B)
- HEE 7K
B @b ) ORKBOHBROEESR —6.51% (B)

BHERORERAI VAR NRFEA) B TMETEE LRSS TROEDE
XMEDOFI] © CAETHY, ZOFICBITAIHMNONEETAEICTHS. ‘
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A2 SRRV ORNEHRNAIONSEE
(1) #+EsE :
MEDEE
AN AREREAY
Bosr A 40 mg (13.33%)™ 80 mg (17.02%)
RrER) FUET ST 40 mg (13.33%) 60 mg (12.77%)
EER P el A 20 mg (6.667%) 30 mg ( 6.383%)
RIRA AFT Y Mg 4 mg (1.333%) 6 mg ( 1.277%)
FRFH FLEEA T 100 mg (33.33%) 135 mg (28.72%)
BREALD—R 96 mg (32.00%) 159 mg (33.83%)
MFoREE 300 mg 470 mg
*1) FELRERAORRERICHT 38K ORE.
EHROEDHE
WAl FEF B 8 & pisy SHEEOE ki
BEH roEnavFLLy : —056% (B
weR Rrry —0.284% B)
BiRH AFT Y E Mg —0.056% (B)
RRAZH Sl —4.61%
SOTRBUOUIONS -1 .= oo SRRSO 183%
B CER Loy 0S8 E0EOEMED 6.44% (©
EELIERSOEFROEDKEMEOF 7.34% ©

(0.56 + 0.28 + 0.06 + 6.44)

BLEEORENKESVKEERD, TBEA) EC (B8 LRSS 0aFROZEOMERMED
) OCKAUYETHD, ZOFIICBITARAOMLTEEKEICTHS.

@ Tansa—F 4T

MEDEER

©lar:3
ARG A
RA A FrETR LT
eyl bl VS
HIRA AT T ) vEEMg
vzl FLBEAFod

. EREAR—A

MEORER

iy

40 mg (13.33%)0
40 mg (13.33%)
20 mg (6.667%)

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

1) FRNEAEORBERITH T saRs0EER.
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HER A

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



74 NVAE

© ARG
© BEES

TANVABORER
PO REH
WD B REEH Y
D7 A NABOER
*2) HELAIT A L ABOBREBICNT 2 ERAOERRL.
*3) IEMPURESANT N B R NAI D,

Huemdy

7.5 mg (75.00%)™2

2.5 mg (25.00%)*2
- 10.0 mg

2.12 em?

C4.72 mg/cm?

FHEREA

8.5 mg (73.91%)"?
3.0 mg (26.09%)*2
11.5 mg

2,76 cm?

4.17mg/em? (88.35%)*9

EHEBOERUVERTLOHE
OME
A O By & gy EHEDE 7K HE
BEH  rUERaLFUIS —0.56% (B)
meH AE R —0.284% (B)
HBIRA A7T VB Mg .—0.056% (B)
FRFEH LT —4.61%
____________ mREAE—R e 1.83%
BEAICER LB OEHEROEOHEEDOT  6.44% ©
WETEE LERGOEFLEOZDENEOM 7.31% ©
(0.56 + 0.28 + 0.06 + 6.44)
@7 4 VLB
|5 %s EHEEOE TR HE
A RSy —1.09%
BRI e M LO9%
TANVABTER Ltﬁ‘iﬁ®‘§'ﬁ$®%®ﬁ%ﬁﬁ®$ﬂ 2.18% ®
_ R i
, ﬁuﬁﬁfﬁa@t VDT 4N LJE CDEE.GD'EE#s —11.65% ©

ROLERDBREORZVKEET REAL, TR TEELEESOEE BROZEDOMHHE
@ﬁJ&Urﬁhﬁﬁﬁ&t@®74NAE®§$@£E$J@CK@T%U,hWWk

kﬁé%ﬂ@ﬂﬁ%ﬁﬁﬁﬁcrhé
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(3) FEAREE

-y

40 mg (13.33%)"
40 mg (13.33%)
20 mg ( 6.667%)
4 mg (1.333%)
100 mg (33.33%)
96 mg (32.00%)
300 mg

ek

7.5 mg (75.00%)*2
2.5 mg (25.00%)*2
10.0 mg

2.12 cm?

M OEE
@la7:7
ks A
HREEA 1N E R=E= 202 S
e FE R
BiRAl AFT Y EEMg
Al AT
FEoEALT—R
A DRE &
) EAREREORKRITET S ERIORENL.
Q7 4 NVLE
AR5y
B4y
T4 NMLBOBREE
RiE D= TR
N OBIRmEH Y
DT ANLBOER

4.72 mgfem?

*2) $BRNILT 4 A LABROBHE RIS D&M R .
*3) FEMATEERNC AT S RBMAIO .

OFERE

Crisy

Dk

Em5y
BERBOBRER
DRI
NEORMFEEHZY
DERBOEE

HEHenky

11.5 mg (12.37%)*2
6.5 mg (6.99%)*2
75.0 mg (80.65%)"2
93.0 mg

2.12 cm?

43.9mg/cm?

*2} $ELARBRBORBREICH T o &S DERL.
*3) FERLPRFLEMERIANC A HRBRMA D

21

HEREIA

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

RERELA

8.5 mg (73.91%)*?
3.0 mg (26.09%)*?
11.5 mg

2.76 em?2

4.17mglem? (88.35%)*9

READA

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

2.76 cm?

40.2 mglem? (91.57%)"9



SHEREOERUVEFRROHE

Ok
BMFIOMAHM SRS EHEDE 7k
- RAEEA) rrERIVTF T ‘ —0.56% - ®
#=EA RE R © —0.284% B)
BRE AFT VB Mg , —0.056% (B)
BRIk —4.61%
__________________ EEEAD—X . l83%
BEATER LIRS OSEROEDHENED 6.44% (C)
" RETERE LS OERROEOEMECR 734% 0000 0 (O
(0.56 + 0.28 + 0.06 + 6.44)
@74 NVLE :
B4y EHEDE JkHE
AR5y ‘ —1.09%
Bk [ X |1 ) N
TANAECERLERSOEFROEOHAEOT 2.18% " (B
. ZEE IR
B REMOLVOT A VABOEROTER  —11.65% ©
OBKE ' _ .
BRey . ' EHEDCE 7k #E
CR&z —0.66% |
D A% _ 0.22%
. Emka R e, 0.43% oo
MR CER LIRS OEFROZOMMEDT  1.31% (B)
_EEE ke

BiREREHE Y OBKBOLROEER  —8.43% ®

BROEROEREDKE VAT TRFA, [MECESRLERSOSEROEDOBIHE
DF) R TEUREFESEVOT 4 NAEOBROLETEIRE| OCAETHY, Zoflic
B RAOMEEEKEIICTHS.
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mmwmms&ﬁf%wﬁ@ﬂﬁwﬁﬁﬂxiAE“w%m.

SR A ﬁ?éﬁ%?f»ﬂf,ﬁﬁ%ﬁ@%wimﬁfféf«r@ﬁﬁ%#
T 15 53 LAPIC 85% EA LT BEANIL, KA A KT A s CAEYPERRSEMRBR 21T
2ThEWV. 2L, 1ERKAEICHET2REOEYS, 250 mL OFHHRESLHFOR
RGBT 2 W e BRI L+ 5. £, NBOMKFER R, REN, W
FHzRbh, ﬂ&LOPTﬂ 74»A:—74/ﬁﬂ&ﬂ%&ﬁﬁﬁﬁﬁéhé
O BFHEEDKHE
Lﬁ%EOKﬁHTikT?B%Ex&w%AkﬂBKE BXhK&ELC .
UTOHEITIECKE, CERBXEZBEEIDAELTS

# O BRI TEABIORFEEARYE
SHROETIEEE (%)
Wy W ' A ' B C

WIE  BEEAL REA 1 3
S8 R (EFF2l) 5 15
WEH (v b—i, FVEDRE) 2 6
BiEEAN, ZEHl, ¥ERHE 1 3

SHE DB FMBF O S HBOEDIEREDOTN 5 15
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