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EHA KT VCE, 2E, BHEEHORSHER N TEEINA L ETERANE
EMFROICRSEL T LR TEE05. RE, BREERICOVTIZEHRED
HEERE L CHHEBORSH TS > TARERR L EVENITRAS L 202 L
RTERVOM.

EHA B7A v OxRiE, LFERMEOHATCHS. EFROME TAFT=
4 7€ YT 4 BB B TR D S VWBREOLFEEBEREL, DFEEH 4R
HEOMERAORS O pH ST ERORBEEOTRTIRBVT, BHERHIcSL5
BBV LEHET ALY, b R T AN ENRSHREY
fT5 T ETREERWLHNTA L WS FEx L ofc. —F, BRBEXRDETHIC
RE 5 & 2 iTh, BN RUMERFERERR LE L ERD D L RtELD
NB5EDic, BHEBORSHEZREET 5 - L CARFMRSHERETS - LT
xR\, TOED, ERERLOFAFHCHE, b MARCEYEHRSE RS
BUERDS.

AHA F7A4 /BT, LHFEFKRE, BHOEE, EELOBRRERIC X
o TERINIRBRNBRA SEREXTH.

EHA FTA 1%, b bRBRIE X o THEMFEORSEM 2 RET 3 5ER 2V
EEREERLTONS. _

RAFTRAF Y T4 NRASOEHEZELTELT I LREZDARWE YT
EDEROBREN/NEL, BEEAEOBAOMEOELE2BEHRR TG T35
HIRELE. T22bb, AFOEEORER/NEL, BHISEDH 28I, &
FHl# ORADNERORBAHL TPV THEHER R RS & WE S hi-gaic,
HIEEATHRL L5 2EWMEPRTLEI LGNS, BANLOERDOBEHINGEL 23
RY, ECEPICET 3EM O & EBPER & OREAROBRENKE S 2D
DT, invivo (HLEN) ORFOEBD RSHER in vitro R TR = & 2kg
LL#2%. Zofdiz, BHOBWEHRICREHRBROL CAHFENRISKE 2 RET
EHUFEROBRER, BHOBENMAIREBL TSRS, £k, BRBERS
BWEHESURANC>WTH, BHRRIZL 349 ENRSMOHESE b x
WAEALDVR7EER L, BHRBR CAHENRSHZRITCE SLEEFTORE
NELTpoTNS. ,

AKML L, HBERFHES? [EOf) EBEENIERID 1.0% (SHROED
MEXHEDR) DNERRBEHAFAED pH KFEHITEE LRV EE 2 bh 30T, #Hig
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DRBEHOH CHEHERARECONIEDFHOCRS L RED L LE.

B KD X 5 {ICHFEREOREN/PMEWEE T, 254 CHEERROS RS
RZECThHE, BRARI A AT RS T T4 BRESERZT LR LEEZL
o, B0k, KA K74 T, BAEIBWTE, PO, B
HEEE, BiicteSiAl, MBEHERA, REEREAOMTERLT, BHEBORSM R
BCELBETRAEYFNICRAS L ARED L LE.

CAELL ED L 5 KAFEEOREND LAEVES, BHRBR CADTFHRSH
ZREEL 5 2EERE NS, FEFHEAZS L2V W ThoBHRBREREZ B
Th HEIHRRE AR D OEHERN 85 %ICHIE LRV IEHOB T§
BHEENFSOMAD W T, BHRROZTADENRSHEZRIETI - L1t
L. oy, BEEEEhEEStiM) o CAEU EONFEETH, & M
BIZ X 349 FHRSHOHRBENETHD L L.

e, BRBEESYVWEHESHTANATIE, £PENRSHENTERCEIET
R, ALK EORBREC A TRENRD S, Z0icd, C kAt
ZDEETIY, b FMRRICE 2EDFNREHOREBASKEL L. L, T
DOFRBREHT 30 LOFIEHER 85 %Ll ELEDHT, MBEAOEHERRFS
THHRE, AYPFENTIHERSE L 2ITBEERDRNWEZEZIBNEZ L6, T0f
At MRREERLR2NWZ & L L.

D AHEL EOFEE CIY, HEHEBO RS DAMFHNRSHEEFRIET D - & i1
LL 250T, BEEANICHE MR TEDENRSELERTILEXEDHS. 7771,
TRTOBHRBRENG T, 3097T 85 %Ll L&HESHICENHL, MNAOEHEGM:
RS bif, EPHFNCIERSL RTINS WEHESINDS. £FZC, £0X
5 AT, REBRERIEL 2WENESFTIRANCERY, D k#BOEETH,
B FRBEFER LN L L LE.

EHA FZA 1L, KE FDA ©H A # A (SUPAC-IR, SUPAC-MR) *IT#84
T3LRDNASHE, FAHOBER, BUKRZETO>VWTHALTIELW.

* 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 Biocequivalence Documentation, September 1997.
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BRSO ED LS AR CREHERAITRE, 25 TRVEAIEE L TE
HRB CAMFRORFE LRI TE SAFEEOMHEARB LW 5 A BEL LT
5. ¥, BHORSOFEEL, ML FFA0 8, BRI, BARROES
BHBEOZED 10 ULLATHS L LT3,

FaEAl

(1) J|bKE L £% 3Dk Biopharmaceutics classification system (BCS) *oig
A, FEBBEALTTHS 5. SUPAC HA F Rk BCS mESEEMEEMR
UBRSEAEDOHRDIEDRET L4207 FRARSTTWER, £HA K5 1EBCS *
RAET, TO/DY CEHOBE»BRAZHML TS, SUPAC T, HMRHE
PE BEERIEIMEV--TEY CIY, in vivoin vitro BIRMEL, AP FORSME 25N
REDOLTRIET S Z LIXELVW LW 538 % & > T3, In vivosin vitro RES DR
DTS WERZ Y, EHRRIC X » TEBFNRISMHE S RIE CE 505 ER DR
P lgoTNB. BEBEOHA FF4 28 BOS #FA Lo BHE, BAEO
RAZFTA TN T 4 DER, FEOORIE, 05, Wkl XoMAEOEIrEE
L, MEECE T 2BEHEROZ LWEAIRLIR, ST T 57 oERe
CRWTHS S LWHMBEE L - TW5. SEHEREEs OBLE BT 2 EHaE

BOREEZRIET S DT, B AL ECRELRGFOBRHABR CEHEE O RS
EHBT A LEERLTWADTHS.
* Waiver of In Vivo Bioavailability and Bicequivalence Studies for Immediate
Release Solid Oral Dosage Forms Containing Certain Active Moieties/Active
Ingredients Based on a Biopharmaceutics Classiﬁcation System, August 2000,
FDA.
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B,
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WATET 5 LB TE D,
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BHRBARY CRVAEETERVESICE, BREESTA K40 0k
PEREN Y IR ITRE S .

Q-15 BRI TENE, BKHA FIA V> CTEHFARSHELFEMTIoLNTES
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.y SEHEDEER T80 VAT, REMAOBEHEAMET ST RTOR
BrRth T 15 Sy LANIT 85 %Ll EEHT A 8AIY, XA P51 VIZHE-> TEHFEN
RIESHERBREIT> Th IV, B 7EAAIIC>W T OB EHEMOERE, MFEED
BEOKER LI oW TIH, AppendixB ZBRBEhiv.
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(A) MFEBICBNWTRERNMED A ZT A F VYT 4 OFLPREEE Shbk
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SERRLIBRAIOBRFEETA FITA /> TS5 BEITE, v M BRoERH
BATEHBRILT5.

Q18 HBREHMBEFRORBAACHOWT, kEX, BR, HE RHEESELLRARD
BRNWZ EBEMGEL RS TWANR, HHEERR L ThhIE, k& X, BROEREX
FETERVH.

a) %< OREHRF T, BFOWBER-LEETREMBECENZBHTE oL
BFRENDZOT, BFIOKE S, Bk, LESTOMAOHLE NS EEE S
EFRIZL, TORR, BHoOKNEEIIKELRITT. BAOMBLENRBEREE,
in vitro BB CII2 FEMT D L cE e, k&S, BR, LE K
BB >WTORESSETHS.
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Rizb2wn) LI YoO®EET T O,
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K& & @RDEE, HFOEEDER 25%UNTH S 2 L. BRIR OB F5
TR LI T EARORAIE, B 2ADKEEOBENIbLARV.
HE: FHRARCB O THAOMBEREZEE T & &, Rk bicwilt+ 587,
R T SR F, €oPHCRET ARTFORSRRBECHD D L. ’
R« BARHOBEEERA L CH S Z L RUBEHER OELHE CRIET 5.

Q-20 [ERBNYA R4 ) OFTIKRALATHS TRABIERRE—) ti3ok>
REEEREET O,
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Q21 TEREBEWHA FFATEWT, RRBERONV-EDE SR, SR,
RE PSR CORER B & IRTNAI O NG By OB R E—0 & & DAF IRk
HBAAEL ShTWAR, AUENEFRTCATIFNRBRVOBD 7 EAROBSE

ESRRBOM.

A)  BA-BRAET 4 X2 (EE) CRTALEENRROCOED 7 AFOEA,
B 7N B R B BT RE R TAD ORISR BIITECH 5. =
2L, MR, AHRBRSORDRFECHAMCERZ2WZ & 2R84 5. 4EHR
H5.

Q22 RIOEY (BEBEHOENIEY) BBITh iR

7.y FERB R B TR IR B TERIED 25U T O3S, BT, HEEARKETRE
BESRERE LTEDLATWAEYE, IAFRREROTENEN L L.
*21 CFR. 320.33 (¢)

Q23 —ODOFEMAT, 2 -00ESHNTERALTWAIES, YiHbh—F Tkl
HBHOH, TEREOAFITERAS 300

(a) P ITREAR LBEAIO X 5, BAENIE CEENESERI T 38481,
EFRENOHITIED. LI L, FATHRERLBEAOL S I, —ooFRAl% 25
DES BEOICEE L TWSBREE, T ThofRZimnE s FRis X85 -
ERTERVWOT, FEINEERELRDLRWEMAOEIZHES.
Pz, roEua TS UERER, WERIO 2 o0BNICER LSS, B
MLE MU adTFr7rolofaPRER T oRS BB L LTERT
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BEETERV. LKoo T, EEOHABERPRVEHERIOBEICES . —JF, =
—F 4 AR NT, fAiEe FeF e eiu—REREORKERIL 7
A WBBOa—TF 4 Y TRERLIEEEE, T oORBZHETCEZIOTENE
NWOEITRED .

B OLBEANEL Lick EThoTh, TORFEEKENEHRABOLT
EFRORSEYTRT I LB TEAMEDO L 22, BHRBOL TAYF RS
R Z LI ETREDN

BERFANTERZEMGO 5> H, 1EE B BHaRE, Svavs7Fr7y,
FPrEOILFYSY, EREAVE—R, D= b—UZOWTHRABANRE L
RARETH D, BERTH BRIV ARIL, TOERMEL 5. EHREkSE,
BANBFIRZHBEL, AFEEOKEXERETD. TONFEEAENENRESO
L CAEDRENRSHELZRT I LN TEIMEO L 2T, BHRBROAZTEHFNR
MR TRTZLIEIWIETHS. TOMORSEANFLDBEEITIE, TORRSNEIE
LYV EMICREERA L2 L, RO, EROEERECEEE 52 RV & %,
B 2 I TERERR in vitro SRR ¥ DB SRR ORI Lo THREL TS
HAERHS.

TEIRREERNEDERE, NBEORERHT=Y 07 A LV ABOBEOBIEH 7.0%
PLFD7 4 MV LABOEE R BAIEL Uic BRI A

¥, BAETERINIBBITENC, SRRERIEETA FIACHEZN
W TROBEHRSREMT I 85% L LEH LW EEROBAIT, AKEIH
EENIRBRETS ZETIVE LIEEAR{TH.

T ANABI—T 4 IOV TR, RREROEUBECERTAZ U IEBHET
BT ENBVE, ZhbRBAOEHEORIEIT S EDICTI bOo TR L
EENS. T4 NVLBOEERToEERTHoTH, EFRRETT A LEHRN
FoEhtkice L TEE L2WEEE, EEA%OMAR OB HER ORI
B Y -0 THhE, B MEBWTASENICIERISIC 7 5 RBERIER TV &
Fx, BAEXLE.

B EICBT AHERIEIRED &, WTFhOBEHRBRENFTHIY 85%LL L
LBWEERICOWTH, BAEBEOMFEEZTHIESTHoTH, & MTB
3 EHFHRSHRBRBNE L RS, —FT, ZThbDEEHKIOVWTH, EY
DOEHBERITEBV D, BHOEWEARERD L7 A NVABOERIEIT D5
Aot 3EEEZ T Wi Ebhd. ZThoDEHRNL, WThofE
HRBEHFTHLFN 8% U FEHLAVEESICRY, SREURBRFECRES
N-BEHRREGTHMEIT L L L.

HFEANFEZ—F 2 7 BA, FEa—TF 4 IBAONTREEZEZ L LIVOD



B Ele, ATENAOBHBRBIEC ) vy, PR EEAESRBERERA
NORBEEZEALTH v,

(A) RHEDOEROHBHA TENHNEFH ST ABHTRONSBEITIE, Fa—F
AV TBAALEZTIV. L, a—F 4o T2BLEITEARIL, a—F 4
FERE LTRSS (W7 ENMBYOEEICHOVWTHE, Q27T 28B+35- ).

T, BHRARI L MRARERBRTE &ML INY 5 POHEOE- D ORET
HY, TORBEHREIETA F7A4 VCRESNRBREFITRLNS. ) Foy,
TR T AASREER T AN DI RBREIRA L.

Q27 WHITENOROERZOEFIZSOWTIL, POLOICELEL IVOH.

(A) BT ENVDROBESIOERER, SAITEXE, 3T 4 v BORKBEOLE
g5, ¥z, EE, BV SENOBEEFTFULANDOER, HlLiE, =~
TE¥FTFr, RF—F, HPMC, AT R MERASNS LS icho T,
VFF U TTENVPEHETF I T EA~DEERR, AL ATRASYYF4
~ERTRETREREE TER. BEBERSROESLIADERS TS
WTATEVOEREIT BRI, UTOFEC > TRSEHET BRI L.
Q) BFFFEIMERE LTER LTV TEA08BE
EHA FFA B AETRTERHRE (721, pH6.8 OREKICIIFE - MXKIE
AAERLORBERRE2EEAVS.) 2TV, BB THEREICLVE
HEBBREF LRI, EPREHERSELARTIENTES. B, 94
Hiz & Y EHERORSEE TSRV ILRE RN LA L ARIBE Tho T,
A TENDAEHRERIOBEE, 7AaNVvha—F 4 I ROBPe L AR A
FZA0ft&3 28R L, I ENOROBROYOEEFBHERICEE L
EEFRLED) AT, FHA FIA VBARCTRTEHRBRICR L THRERURS S
EICRE ST AEHRRIC L ) ASME2THET 5 - & B8 TX 5.

Q) HFTFFLUADTNMERZER LTI I FEADES

TIARZER L TORWI 7 EAr0BE X ERO) iKW CRZM 2 R
WiEE, BBERMIA KT ZHW, BARUVABERSREIC L D 445
RCRI%FCHEZ L ERHERTS. L, 17T EAERERLTHL AL A TRAS5Y
)T 4 CHBLRNE LRSI L DV RESEAN, VA K54 ATrial
BRICL DV RSHEFET 2 L B TE 5.

Q28 2 DZANLBIBWT, ABEa—F 1 VTR IEABET—T ¢ VYA
BN, FRBETHESHIEELRZF L Th EBH M.

A pHEFEa—T 1 78 (XX, ABARUAA F5%¥y FE), =FArErn
— AR ED LS THABERY = —Tho THABROTEAEEMTA - itk
>TC, KiCBBIEOCBREED Z LIITRETH D, iz, KBEDOI—F ¢ > VRicE
KEEOFEAZHIMT S 2 LI Lo THEABMER T A2 L bR THS. Lirio
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T ANVABOERICEWTRE, TEAOERRBHEEICRRYEL VWL EL
LILEDT, BHA FIAOHRLE LR TH LWV OTAEWD.

TBAOCERR, BHEECEEEE LRV ERW ARV, TR, AEE,
IEEtE, TOPHOHEEEZTRTLORLY, ThEORMEFORIZL - TT7 4 1A

| BOMBEREXDBENTEDL. LERST, AVA FIA OB L 2B,
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Q31

Q-32

HERITIhAF e, ERETRCHALRRRERD LE, FHLL 2R
MEEEOREXHETHLIZL VO,
HEEEICR S 5> THET 5.

a—7F 4 I/ BOERENEORTEICH T3 HREBORERERC L CRHAE T
B iRELET AT A,

a—F 4 Y TRBEUABOAFERY, FREhABALFTRISEI T ol
BrEZDWEERDD. 2T A IR LPEESB LW CHET B8,
a—F 4 v TROBROEFRIMAOBREELER L THEHENE. Z0ES,
a—F 4 I RBOEENAEORECHE L TSR & XE WA, iz g
Ndna— gL 7 4 N a— MNERTHY, MAIOBERICX L TR CEREA—E>
T L, MIEOI—F 4 TBOBSOERRIIRNEL LD, £k, BFREORE
BREWVERELRELLE TS L, R—ONFEREAEEBSICHET &, 3iH TRk
RERICAT3EERINNESHESIND L WHIFEEERL. £, BHRARICE
i 5B ORI, B LICEBER T¢I B OE S ICBEERT 5.
BEEPWTI T4 IBRALFT_ATEY T A IZEBEZRELEE L O]
CHEBLTED, LROX S RAGREESIEDIL, 2—F s r/BeRBL #4508
LTEEROARZITOIZLL L.

AZOREHEHRICMLTHETERWLRY S W IBEEETO». #ET
BLEOEXFERLTIELY.

BRIZEN L THETE WL IX, BRAOBREEEPRO L 5 KHilici, I
BICRAOKEHEHETEAVI L2, 20X 5288, EENEOHRER
HAIVEMRUL A2 LTHETS. ERMOAZEOELHE, BR, BEEThThE
So, Wo, Do, ZEEHDENLES, W, DL LkLE, EHAMEROFEEL S/Sol,
(WD) (Wo/Do)2B CETZLENRTED. HRAROEENOES ho lCHT3EEED
EX hOEMMED b/ho i3, EBBOEFRAICOER, BE2 T Fh wo, bR w,
d CETEE (W) Awddd)+(W/D) (Wo/Do))2? CRTTERTES. ZIT, A
B SEE L VEERATERAALS D LEETIEO IR OBECOE(LFBAT
& 30T, FHRE OEERIEOMNEE X hho i3, WEEOB{rmAH - ogmRE (7
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Q33 FHHORKIBTENA, MEMLASCHEHLAZETRARHSA, “hbit
TANLRNIRKEBOER L LTEINERHDH.
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Q34 SEECEAT, BHEENACREMEEDE SN EREXSYA KI4
VESEAY. 3.3 IR YT A EHSE LR, ESBRANEEEY ¥
ShMAICHEY L2VWES, BHRERII YL LOMAO-DORBRES T LN
y N

@) BAEOZERABRE LSTOEECREET) & L SBRORD OEAREITH
B, TORBBAIE, HETEIHRLMIS LD, B RNAICHEDShoHE
BRI 2 & TARID 75 DR BB BET 5 2 & TL.

Q-35 HDEMESAE USSR OB ST, [BRERSTA FF42] CRIEHMER
DIFELUE FFEkR 15 %) BHEBICAVWLhADORH L, &AL FFA 2 Crihe
BIORSE GFER 10 %) FMHEICHVOENZ0IXED. £k, BFHEshoRS%
EDOHEIZBWT, Kb 2% OREERRIT BB,

A) [EREERYA FZ7A 21 T, BHEBHOBRLUEX RS 0T —#1Y, £
YEARESEOHEICBVWTE MRAREREHEBTI b0 LTAVWBhTWS, —
B, FHA FFA BT, BOWCASFERORME TR, BHEBHO RS
Lo TAWFOICR%S L BT, TOd BREERTA FF 4] £ bHER
ﬁ%&b(b,&k,ﬁBo%EET%ﬁE%EE?&:&EID,mﬁﬁﬁoﬁﬁ
ThEP—ERENL LI LE.

* EEERA R OB ERA OB I IR HERREE, SEERIHRI OB
HEGHRSEERT5.

Q-36 I5% 5 ERHEBHORSHEOHERESE) BT, HENAOFIHEHRA 85 %,
BU50 %ITE LAV EE, ThEW()TEIREHROREIR 8 %, 6 %, QMR+ OF
HBROSFFIEN 12 %, 9% & 72> TWBEBITMA.

(A b OEHEHBR CE 4 OBFHBROFEIRZIL, 100 %¥BEHT5BE0OFEE

(CESESHE : 10%, {Hx OFEHE : 15 %) 2EER, BHEORE>EZER L4
HERE LY FEEER DI,

Q-37 AKMOBAITIE, REEERNAOBRIIEABORACEE SN EBOBEHR
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BEHFTH IV O,

(a) A KBV TE, NFOERBHSEIZSLAYEE LRV LEZ LRBDT,
HERAA 0BT & O HED LB EZRRORBEGFOLTTCEHL LTS, L
7edio T, FEREEAIOBR G EREMAOREEUCRBFEICAHRBEARES LT
DAL, YHRBREHTEHRBEToThLnE LE.

Q-38  BNHHEEIA T, RERBROEHRBN S KA 50 B C{Tbh, 30 SELNIC 85%
U EBEHT AEEL T, SRR 1B FROHERA) 0F—F CiaEggl
ZEIRLTH v

(A) HERBREOHIER RN 30 FLIRICREINATHWARAD 55, N FAE 50 F
BT, 159N 85%LL L35 = L B HEEBRERN LR TX SRR
Tit, RERROT— & 2 EICEBERAIEZER L TH XV, 7, BREBEROM
EDiIbrE, Pk 50 B, 80 UIANT 85%LL EEHIT A & L SRS R
PHERBTEIHACHV T, REMRBROF—F 2 HITIEENAZBIRL TH L.

Q-39 [REORMEIGFED pH CHERICEVIEAIT, 0 pH TR 3BEHEED
HERERRTHE LEADNIOT, BREXRTILIEL - THHRR S EHL
A2 TIV
(A) JRIEDYEARE L BRI OBEHED & il FUHEB LR, £okd, BEHERD
R HET B4, FEEOBRESERIZEY pH Tho THRAIOBEHE
BREEETINERSDS.

Q40 HL®»»HbE FMROEBEFRTEIREITIL, THA FFA et N
H#BORSEOHERZITLTIC, BRBERLTA FTA V) T TRBEITS -
ETLEWin

A) ELZRRVW. L, BRBEESIAFIA] CRIEICH, b MREBRELS
DHBHRNT, &OEERER CBENA CIEBREORIROL DI, BRIt
HRBRMA O HESSERERA L EL L TWA L L 2RRET5 0D, BHRR2E
BT B2 EBUBETHS.

Q-41 [BHRBEE» CEMFHICREL AR IR 2ho BRI, BRERSY
A BRI N> THRBEEITD] DD, ZDLE, FHA FF4 - CEELEH
RBROTFT—F %, [BRERXGHA P54 ) CORHRBT—4# L LTH L.

) ELZARN.

Q-42 BHEEHAIT, pH 6.0 2BWT I#REERIAL FFA ] CRAVWLATHWA

VA F B DIRWEE R SRAE 20 X Fo B i AT,
(a) EHA FZ A RBVTH, RENTZAFEREOREA T, BHEBDHORSHIC
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Lo TERNICRS L 22T, BEERFOFHBBIIRBED 1 A MBIk
TBEZLEHBDT, BREELYA R4 V) BT 3 BEENAICEEd 55 H
HEBREHDOL T, EWPNERSY RETSEARHS. T T, ARG
VB ERV I RHEML .

Q43  in vivoin vitrodBBIME (IVIVC) ZAEEHA SHIciSHBRBRERH 2B, B
HBHD EBEIX T DGO HTIT-TH L.

A) IVIVC Tit, 1440 R Y in vivo b OHBEHE LR TV, £
DML B BABFNBEREZFT 537 7N —F 0BT 35030 R SR
ENRNZLITRB. FHA FTA CEDABRHBRBR CEEESOR SRR
DUENDD.

Q-44 EHERE LT IBHRBRENT BREESVA FFAV] RES D 2Tk
S TWBH, A—r—iHRBERAOHEEZRALTHWE0OT, SRt/ BREtkE
FHLTWD., RO pH RREICHES L LT, B8R, FEEERofESsEREY
TEB3LLTELY.

A EHA FTA BV TIE, BbhiefFEREOKE TR, HHEBORSHIT
XoT, EMFNEFRSELLRTOT, By —ATEBRORBREM L RIELES
ERTAZLIETERN.

Q45 /SFAED 50 BRETIE, MAIR<y eV OESICAELEY, BEBHIRERETS
ZERERILY, BHBKREHBL2{BEHHD. ZO X5 2MADES, #iHE
BO RS T RWREREXR S 5. BAIC X > Tik 75 ipm < 100 rpm TREE
ZTOFBRWES L H DO TRV

.y EHRBROEROL TERFNICRS LHET S D OEMGIE, 50 pm TREE
TTo7c L EEHENBOZEN 10 %YOFREBICH A L ETHD. 75 rpm % 100 rpm T
RETTole L EOBEHEDHORSHEOREEE, BEOL ZAKET I LXEET
H5. TOLDIEHRBRORGEHEFER TSI LITED bR, AP, RHR~<
v ENOESCHAR LY, BEHIHERTIHES, N FAE, 50 BEicEHxT,
Bl#E/ R4 v ME, 100 Bl TREREZERL TLW.

Q-46 2 BN EFERALCEARMA,. T, 2 B2V HERE JEEL) &

2 BRI XL AHIEFE: (HEE2) &0, HEEREERRDLEITIXE ST 500,

@ RIEELIL, 40%, 60%, 85% (F:O#RHEBIAI T 30, 50 80%) X\ o ¥ iHih

BMOBERRA V FCHESTAIFARS S, KE, BAOBEHEEO®SE L -

TH, ZhoDAZED 1A THERAZ L TMNIEL A OIERZEIC 23 FEER
RERHofk. TOLSREEMOEDIE, R EABOEAGTEE L.

HEHE 2 RN EHEBOEFHETEIRANHB. L, 2 BEROMEE,
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Q47

(a)

Q-48

7.y

B RICEKTET 2B 5. fl X IR T 3 B H OB HEOENR DR e -
HCHBAEZHTT L, 2 OEBKE R RSESBCT RS, XA RS54
VT, TOLIRRAEBITIIENT, HBRAYHEL CHEE2 28HT 3
L.

O LI REGFEEMATS, WERE?2 TiX, BHMBOARF—Vick-Tit, B8
BRA Y P THEBTPATHWR LERLRWILEHVES. F0RDIT, HEE:
1HE Lk,

2ODHEFEOMCHERERERDZ LAL IR, BHEBROEL OHESIC
RARDHEFEZRBRLTHELI L 2.

T VB OBEFEIT OV TRLTE LY.
BREELOEMENRSHERBRY A FT 1> Q&A © Appendix A IZ7F.

BRIARTREBETO L&, BERLEHBIR S 2 —F OB GRS RS
LTWARAIIERS] L5258, HBEMERTILEZLOL 5 ITHETIOM.

ERROBIROBHEL, FEOCNTROAMICKET S LEDHS. 207
i, BB ORERIZ AN RIS HBRERIT AV 3 BRI T ThIc i 5 848 CRER
SUERDD. AEEROMNSVEKEHOTHREE L EWEB S A —4& L DR
FERML, BER—AUC OERERSEALES - L2571, BERRE T
bIRERY L ) OEYBIE S A—FRASETHE I L ETT, R Lo THEBE
ERRTAOBHEZLY. PUEBTIOL > RFETRECERVWE XTI, &5
FORSEOEMBIB NG A —F ¥ RERTHEL, €0EY AV TEMSEORSH
OHEEIT>TH . ZTOEEITHE, b LBEMRERD - Tk 2 £H38R
MR R D ERERRC D LW O RSB D L AT EVCE BERDS.

14



Appendix A HEROREOHAH]

WFEEOBEONE, STORBHICTTL S, ¥4 K54 o RER LTS
AN TORBIRE D LS, Bikic, MREATS.

A-l: ENEEMROLASER

(1) He
MEOEE
ity HERBIA
AL A 40 mg (10.00%)"" 40 mg (10.00%)
MR FOERIVFLSY 40 mg (10.00%) 35 mg (8.75%)
#eA REFY 20 mg ( 5.000%) 23 mg (5.750%)
RRAL ATTY Mg 4 mg (1.000%) 4 mg (1.000%)
A FoR K ey 100 mg (25.00%) 97 mg (24.25%)
HEREAT—R 196 mg (49.00%) 201 mg (50.25%)
BRORRE 400 mg 400 mg
*]) EAARNAORKRICNT 5E5RAORR%.
EHEROEOHE

FEMAIOER B 69 & pEa SHEOE k7

BER rorvavFrSy —1.25% (B)

AR Frpr 0.75 % ©

Al LK —0.75%

EREro—2A 1.25%

BEACEE LR DS HROBOMHEOR 2.00% (B)

EE LI OaRROZEOMMHEORM 4.00% (B)

(1.25 +0.75 + 2.00)

BRLERORERKEVKEET [FEE4) © C k#ehy, Zopichirs8Ront
EHEAMLC Tha.

(2) ZANBI—T 4 T EE

MHEOER
OnN%
%ty RN
AR A 40 mg (10.00%) *" 40 mg (9.52%)
HAEEA) FUERTRILFT 40 mg (10.00%) 45 mg (10.71%)
=gl R R 20 mg ( 5.000%) 23 mg (5.476%)
BRE AFT Y EMg 4 mg (1.000%) 4 mg (0.952%)
R S KTt 100 mg (25.00%) 108 mg (25.71%)
ERELO—X 196 mg (49.00%) 200 mg (47.62%)

RAEORER 400 mg 420 mg

*1) EBARAEORRRICHT 5 ERIOREY.
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Q7 4 /VLE

X
ARG} 7.5 mg (75.00%)'?
B4y 2.5 mg (25.00%)'?
A bEOBRE 10.0 mg
PEE D EK 2.51 em?
Hirgm#EbHi o
TANLEDRE 3.98 mg/cm?

) EAANRT 4 A LABORRERIIHT 5 EREGDREY.
*3) {EMIPYREIA TS T SRR AN O .

BHEOERUEFEOHK

HERA

8.0 mg (74.07%)"
2.8 mg (25.93%)"?

10.8 mg

2.56 cm?

4.22mg/em? (106.03%) '

(©F T4
EFloER BE L gy EREDE ki
BAEEA FyEOIF S 0.71% (B)
EaH A Fr 0.476% (B)
BRA RAFTYVECa —0.048% (B)
EEA AR 0.71%
ERtiaa—2R —1.38%
BERTER LiLEY OB FROZORSEOT  2.09% (B)
AETERE L=l DS R EROZEOHSEDOT 3.33% B
(0.71 + 0.48 + 0.05 + 2.09)
@74 NVLE
5% SREOE i
ARGy —0.93%
B S 0.93%
TANLBCERLERSOSHFROEOWIHEDOT 1.86% (B)
EWE s
B{rEmEbiV 07 A VAEOHBEOTER  6.03% B

FTRTOEREOAEILB THHIDT, ZOFBIT3BADNLSEFTKMETIB THS.
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(3) Bk

2} BENRZ NV LABORERICHT &R DERY.
*3)  {ERLPT RIS e S BB D b,

OFxRE

D4

ERi5Y

FakSy
BikEOBER
AR

Bfr=mibHieh o

BEEOKR

RN

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

1.495 cm®

41.5mgfem®

*2) {EHAIEREORREICHT 5 E8RSORE%.
*3) {ERARERLEICH T 3RBRMN O,

17

WHEDERE
©lars3

M PRERGIA
BHHES A 10 mg (8.33%) " 10 mg (8.33%)
=y i ) 3.6 mg (3.00%) 3.4 mg (2.83%)
TRIRA AFT Y BECa 0.4 mg (0.333%) 0.6 mg (0.500%)
EIEA FHEAKFndn 86 mg (71.67%) 82 mg (68.33%)

R T—X 12 mg (10.00%) 14 mg (11.67%)
FUERIAVTT 8me(6.67%) 10 mg (8.33%)
REgEORER 120 mg 120 mg
1) FEARRREDRRRICHT 3 8RS OREY%.
O7 1 NVLRE

ERENS REGUH
ABRSY 1.17 mg (13.30%)'? 1.2 mg (13.48%)"?
BREESY 1.63 mg (18.529%)'? 1.63 mg (18.31%)"?
CHESy 6 mg (68.18%)"? 6.07 mg (68.20%)"?
TANDBEORKERE 8.3 mg 8.9mg
AEOEEN 1.495 cm?® 1.495 cm?
Hfrzm¥sHity o
TANLBORE 5.89mg/cm? 5.95mg/cm’® (101.02%)™

SRR

7.6 mg (13.10%)?

4.4 mg (7.59%)"?
46 mg (79.31%)"?
S8 mg

1.495 cm®

38.8mg/cm® (93.49%)"



Al OE R B8 & RS EHBDE 7k
BEH FEF» —-0.17% ®)
HIRA AFT Y ECa 0.167% B)
REA LA T —3.34%
BEREro—=x 1.67%
rERaF Sy 1.66%
RBEACEE Lm0 HROZEOKAAOR 6.67% ©
WETEE L ERADSEEOZONMEOT 701%  ©
(0.17 +0.17 + 6.67))
©714VvLRE
5% SEEDE 7k B
Aoy 0.18%
B RS —0.21%
CEES 0.02%
FANABCEELEHSOSHFROEOENEO  0.41% B)
. EHEE Kk
BMArEmflibi= V07 A NVLBOREOEERE  1.02% B
(@)%
X4y SHRRDE 7k #E
D @4y 0.78%
E 5% 0.56%
F R4 —1.34%
BRETERE LERSOESFROEZOKRIMAOT 2.68% (B
EER kI
HMirEmilbi Y OBREKBEOEROEESR —6.51% (B)

RO EEOBRENKE VAR [BEA BT TRETEE LIRS OSFROZEOK

wEDFn] O CAETHY, ZOFITHBIT HBRDOLSFEEAREXC THS.
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A2 : EERWOREDEEMAOAFER

(1) REE
WEDEE
ERm PRER )
FoES A 40 mg (13.33%)"" 80 mg (17.02%)
ot MR ILFT LT 40 mg(13.33%) 60 mg (12.77%)
A i ol L9 20 mg ( 6.667%) 30 mg ( 6.383%)
RIRA ATT Y Mg 4mg ( 1.333%) 6 mg { 1.277%)
%7 LK 100 mg (33.33%) 135 mg (28.72%)
ERtro—x 96 mg (32.00%) 159 mg (33.83%)
A OREE ' 300 mg 470 mg
*1) ERAREAOBREIRIC ISR OREL.
ERFOEDHE

FSANFAOE B 69 & piSy BEEOE KHE

BEHRl roEwayFLISy —0.56% (B)

BEH FEFRY —0.284% (B)

WBIRA AFTYV B Mg —0.056% (B)
BEA A —4.61%
FERELT—X 1.83%

RGHITER L RS OSHBOBOBIEOT  6.44% ©

______ BE LR DA EOROBNENR | 734%  (©)

(0.56 + 0.28 + 0.06 + 6.44)

RLEFOBRENKREVKER, BRI BT (EE LERSYOSERBOEOKIHED
11 © CARETHY, Zof i:ﬁlié%]omﬁ%ﬁzkiéii CTha.

(2) ZANAa—F 4 VT8

BEOER
©]27>3
ERNE BABRRILA
TRy A 40 mg (13.33%)"" 80 mg (17.02%)
HAEEA FrERITTUTY 40 mg (13.33%) 60 mg (12.77%)
saM e Ry 20 mg ( 6.667%) 30 mg (6.383%)
/IRA AFTY EMg 4 mg (1.333%) 6 mg (1.277%)
BRA Y 100 mg (33.33%) 135 mg (28.72%)
ERtra—= 96 mg (32.00%) 159 mg (33.83%)

NECRER 300 mg 470 mg

) ERARABCRREICNT IERAOTRIL.
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@7 4 NVAE

EMS HERBIA
ARGy 7.5 mg (75.00%)"? 8.5 mg (73.91%)"?
BEESY 2.5 mg (25.00%)® 3.0 mg (26.09%)"?
ZA4NVIAEOREAR 10.0 mg 11.5mg
RO EH 2.12 cm® 4276 cm®
PREDBARERDH Y
DT ANVABORER 4.72 mg/cm® 4.17mg/cm® (88.35%)"

*2) {FHAET 4 VA EORRBICHT SRS OREH.
*8) IEEAITIRIBEAN T D RBNEAIO K.

DER T DEF

OB
oAl o{E F B & 2 65y SHEDE Zk e
RASER rvERIVFSY —0.56% (B
HEAeA  Arrv —0.284% (B)
HIRA AFT VB Mg —0.056% (B)
BERA LKy —4.61%
gEatiro—x 1.83%
BRI CEE LERSOEHROEOEM AT  6.44% (©
R TER LA OS8R ROZEOMMMEOTT 7.34% (o)
(0.56 + 0.28 + 0.06 + 6.44)
@7 4 VLE
Biay SHROE ki
A B4y —1.09%
B RS 1.09%

7 AW LR TEE LIcR S OSRROZDOEIEOT  2.18%

EE=

®)

2k

H#mBEH W O7 A NV AEOEBOEER —11.65%

©

BLEROBREOKE VKR REH), THECEE LIRS OSEROEOMIHE
oFfn) RO THrRmELEVOT7 ANV LABOBROEER] @ C AETHY, ~Ofilic

BT DA DLFEEARELC THS.
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(3) Bk

i)
ernE
K BRI
BARERS A . 40 mg (13.33%)"" 80 mg (17.02%)
AR FTERIVFUSY 40 mg (13.33%) 60 mg (12.77%)
HaH RE R 20 mg ( 6.667%) 30 mg (6.383%)
WBiRFl ATTY Mg 4 mg (1.333%) 6 mg (1.277%)
RIEH HEEKFY 100 mg (33.33%) 135 mg (28.72%)
Rt ro—= 96 mg (32.00%) 159 mg (33.83%)
REORRE 300 mg 470 mg
*) FAARAEORRRICHT 3RS OREKL.
@7t Vi@
b= lly g B LA
ARRSY 7.5 mg (75.00%)"? 8.5 mg (73.91%)"?
BRLSY 2.5 mg (25.00%)"? 3.0 mg (26.09%)"?
TANVLEORRE 10.0 mg 11.5mg
R OREHE 2.12 cm* 2.76 cm®
PO IR mnH v
D74 NVEBOEE 4,72 mg/em® 4.17mg/cm® (88.35%) "

*2) FEWMART 4 A LEORRBCHT 4R 0 R,
*3)  IEUPY A S RS o .

O¥FKIE
I HEA
CER4%y 11.5 mg (12.37%)'? 13.0 mg (11.71%)"?
DESY 6.5 mg (6.99%)'? 8.0 mg (7.21%)"?
ERR4Y 75.0 mg (80.65%)™@ 90.0 mg (81.08%) "2
EHREOREER . 93.0mg 111.0 mg
NEDIFEH 2.12 em?® 2.76 cm?
MO B R EH DY
OWEROEE 43.9mg/cm? 40.2 mg/cm?® (91.57%)"

*2) FEAARSEEORERICHTERSOERK.
*3) {EWMA TR S BB oM.
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NI DR E B & R4y EHROE T

RAEEA rTER TS —0.56% (B)
HaH A Fr -—0.284% (B)
Al  RFTY B Mg —0.056% (B)
A LKy —4.61%
EEtEro—2 1.83%
EERCEE LRy oS ER0ECEHEDT 6.44% (s
PIETER LS OSFEOZORIHEOM  7.34% ©
(0.56 + 0.28 + 0.06 + 6.44)
71 NVLE
)51%0 8 SHEOE ) 1
A RSy —1.09%
B 54 1.09%

T AN AR TCERELERADEFTROEOEIAOM 2.18% (B)

FEER Tk
HrBmmH- V07 A N AEORBROETFE —11.65% {C
OFEiRE

BRe EHEOE e

C iy —0.66%

057 S 0.22%

E B4 0.43%
BRETERE LS OSHROZEOHESEDOR 1.31% (B)
EHE Zr
B{rRmEhey ORKBORBEOETR  —8.43% (B)

BLEFEOBREDOKE VAN REA), (METER LIRS OSAROZEDEHE
o RO THEREHHILVOT7 A VABORROEFERE) © C ABTHY, Zoflic
B AMAONSEEEKEETC THB.
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Appendix B 8 S AR ONFERBH TE E& V- BH

BEMEDESAT IR e AT, BRENAOBENSEINHET 3T ToRERESF
T 15 2PAAIC 85% LA LI 2 BAIE, A A FT 4 ifto TEDFHNRSHRRET
S2ThEv. #¥EL, 1EERRKARIAYTIROENH, 250 mL OBFHRBRLSE4HOR
RIECSLCEFTIRYERBEERLT5. Tk, NBOWLFEE X, £EX, BE
FRBI, AFZOVWTHE, Tarba—FT 4 7RI RRGHENER NS,

@ AFEEDOKE
REEEORBEITRICTT BEEARVESICIIBAN, BIYKELC
UTOEBEITIICANE, CEBAIESIDAMELTS

5 Bl P AR O R K
BRBOEELREEE (%)

il A B C

RE BEAR. TEH 1 3
4] EH (EFFr Y 5 15
iR (YAvb—a, ZYEYARE) 2 6
BiEAl, ZEAl, W\RA 1 3

AR OBETMA DO EHEOEDHETHEDOF 5 15
HirRmAEH D OAROABROELE 10 30

* ARBOREHIERCHLTHETS. BREMLTHRETE2VW L &0, NEORER
LB, ERRFERCH > THREOREREELZNBDOLLRZL TS L.

@ ERzsh>8E
B ki

TLAECRTRBREITS. WThoRHBWThH, RBRERIR CIEERR| D 30 530
BEsHERE bIC 85%L LTHY, Ho, #5ETTFTHELE CENEHNRSL L BE
EhizBaici, MEAZEHENCRSLL2T. RSLAEISRRMh-oREBEI10H,
EREESOEHFEORSET A KT 4 Victt- TRBRETS
C A

IR TEYEZSFTA2HAERRERLOEDENRSMEYT A FS A4 it TR
BREITS

TOMITE 4 ELFTHERBRETY. WThoRGFKBWTY, BRBREAE OEREA D
30 HOFHFEHBA L bIZ 85%LLETHY, Bo, F5EITTTHERECEHEDRE
L WEINEESITE, ARNEZEHENCRSELAR2T. RELHEShEh ok
A, BRERELOEMFHIREHETA 7 A AT TREETS
D k¥

BREZEROEDHFORBETA FIA V- TREETH
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Q-1

(A)

A

Q-3

(A)

Q-4

B 3

& #&w®
BERER MR OBNDT D OEYFEHORENRB T A FS 1>
Q&A

HET, BPHRBEERAIFRINE LT, XVA K54 oBmBEORSE bk
WeHDE, COBEHRIIMH.

BOEERACRB A ERA L R Y, REEEAOHEEN COEDOKHIE, KA
ik, AL, Bitb, MAloXE X, BREXEEHFTS. LER-T, #fdE
HAITH, &R, B LV RR2AEMOLEHEHRSH 2B E 0D SFHRS
HRROATEINIPMEL, REETAZ LMLV, ZoXS5R2EL L, RAIX
LT, A, Biida R 55 deiA 2 A2 0RSEREROME L L.
L, BEESHD, BHOBRBHERH - B H I WVIXD e L 0oNED 58k
AL LTORAMENN L U, BEAREREMOASPHBEPE X FicEniz v
KL, BREplA, SBRBAIR L b ITRES, FATECHICEREREA L LTolk
TIHAICH, SN L RBREAOHLENERIIZESE LWL EX L30T,
EHA FF7AOR&LTS. FIXIE, BREEOBEAOERY b AT TAL
e 7 eNRID X5 2BE T, B0 BERAONEER LN FRESEREY A
FZAy (UTF [BFEREHA FTA2] L0 5.) OBKEETTE, EHSEaRSH
FRERETS. ke, RBREFNHRAIEQENMERED L 5 REEAIE, EehicEmEr
FOEABRBEAME LTHOBTHZ LERBLERKE, BREELOADSZNRS
HRBYA FZAM 2 (UT BBERLVA RV L05.)) Kt TRBPT
5. EOEE, WHEENA FIA Y RUERERMTA KT 4 By TR
IKRDLhA TS TRK&EE, BR, HE) oW TOEFIEA S0, R
BRI OB, ERERAOSDLELLRRERN D ET S,

BENANIARERER L ShTW5. BRERLZEMMANC T W EH{TH.
ﬁﬁﬁw@ﬂﬁ%i&&&b,mﬁmgﬁm,%ioﬂﬁﬁk%mmf,ﬁﬁﬂm
AN LTARESEMLE L. ‘

EREXEKOAFVEHELRES, EREELZEBENAL LTHWAZLRTXS
.

AFEMCRSERLES DV TR OEREREL 2 EENAC AT L.

2P, ERBEAFEERES LI, ABLET CRRABREEINTHEBICIEEL
TWRWES, H3VIHERENED TOLNWESEDRENLIBAIRA.

SERERGIBROAE FIXiL, 87, ¥ e dl, 1) 25384, Thnb
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() BERAOAFERE (BEEDOEE)

0D
k=37l PRSI
HEIRS A 250 mg(50.00%)*Y 250 mg(55.56%)
BYRS B 2.5 mg(0.50%) 2.5 mg(0.56%)
A FrERILFT 40 mg(8.00%) 40 mg(8.89%)
EeH R Ry 5 mg(1.000%) 5 mg(1.111%)
RIA ARFT Y R Mg 5 mg(1.000%) 5 mg(1.111%)
R FLEE A 157.5 mg(31.50%) 117.5 mg(26.11%)
EEELT—X 40 mg(8.00%) 30 mg(6.67%)

mMAOBREE 500 mg 450 mg
0 FEHNEREAOBRERICHT 5 ERS OEE%
T oofE A B B & ERSY EHEDE P
HAEA FYERaLFLSLY 0.89% (B)
e i i =l L9 0.111% (B)
RIRA 27TV Mg 0.111% (B)
fEFA - FPHS B +0.06%

kT —5.39%

EREro—2R —1.33%

BREFICERE LIcBa DaRROZEOHEDT

L L sy DR ARDEOEIHEDT

6.78%

BRHEEORENRRKEVWKER (BT CERE LRSOSHROZOHMEOT) &
T [FE LIBY0OSHROZEOKENEOT © C AETHD, ZoOFICBT 3HYRS
A%Rn& L LIEBE0NFER AKX C THA.



FIAO{E R B Y & psy BHRDE ke
BRI rrEOILTAy 0.89 % (B)
ey REFy 0.111 % (B)
B|RA ATT YV B Mg 0.111 % (B)

57 AP A +5.56 %

LB AT —5.39 %

______ BEELro—= —1.33 %
BRI CER LR 0S8R ROEOKEIMEAOT  12.28% (D)
EXE L i OSFHROZEOHE AT 13.39 % (D)

B bLEROBRENRKEVKER BEATEE LIRS0 FROEDKRMMEOT) B
O TEE LERSOEFROEDOBIHEOT] © D AHETHY, ZoflicBiT 2585
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(2) EERVWESHOLFEE (WMBEDES)

5D
NS BB
ARy A 20 mg(4.00%)*D 10 mg(2.22%)
BYRSY B 10 mg(2.00%) 2.5 mg(0.56%)
A FrERILFTUTY 40 mg(8.00%) 40 mg(8.89%)
AR y: ol (% 5 mg(1.00%) 5 mg(1.111%)
P3RA AFT7Y B Mg 5 mg(1.00%) 5 mg(1.111%)
A ke 380 mg(76.00%) 847.5 mg(77.22%)
BRELT—X 40 mg(8.00%) 40 mg(8.89%)
BRIORRER 500 mg 450 mg
0 FEHNETEFIOBREICH T 38RO OREYS
R OER B & ey SHEOE 7K
FALEA rrERISFSY 0.89 % (B)
EER HE R 0.111 %- (B)
WRA ATFTY B Mg 0.111 % (B) \
RERH HZhpksr B —1.44%
ik k] 1.22%
REEr TR 0.89%
BRI CERE LIRS OSHEOEOHEIMHEDR  8.55% (B)
ER LRI OSAROZEORSEOT 4.66% (B)

FTRTOEEDOKELIB THY, OB I2ADRIAZRRL L-BEORFEE
KEIIB CHB.



HhnloofE A B i & 54y EHEROE 7
RAEER rrETaLFLAY 0.89 % (B)
A HE Ky 0111% (B)
HIRAI AFT Y B Mg 0.111 % (B)
FRREH BLRS A —1.78 %
LAY 1.22 %
Eitro—2 0.89 %

RIEACERE LY OSHROZDKEIHEDT  3.89%

(B)

FE LI OSHEROEOETHEOT 5.00%

FTRTODEEOAEIIB THY, —OfBT3HHRS B & LEBS0nsE"

KL B THD.

(B)



(3) BAHFDLFEE (ZBEDES)

B0 “REEOABOREERLYZEEL, BEIRIEELR2WEFIZRT.
HEmanly PAER Y
ALY A 20 mg(7.69%)*V 20 mg(10.53%)
FAERA FOERITFVTY 20 me(7.69%) 15 mg(7.89%)
EaR BEFY 5 mg(1.923%) 4 mg(2.105%)
HRA ATTY Mg 1 mg(0.384%) 1 mg(0.526%)
RIA HEARY 194 mg(74.62%) 185 mg(71.05%)
R a—2 20 me(7.69%) 15 mg(7.89%)
ABOBEE : 260mg 190me
RS B 10 mg(4.17%) 10 mg(4.17%)
HALEH ForEBRIVFTUTY 20 me(8.33%) 20 mg(8.33%)
w=EA Re Fy 5 mg(2.083%) 5 mg{2.083%)
wBiRA AFT Y Mg 2 mg(0.833%) 2 mg(0.833%)
RBiEH FpEAKmY 183 mg(76.25%) 183 mg(76.25%)
ERtaro—x 20 me(8.83%) 20 me(8.33%)
BEOREA 240mg__ 240mg
MAOCKREER 500 mg 430 mg
0 FEHAREROEBOBREIC ST 58RI OERY%
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BB O6ER B Y & iy EHBOE A
RAEEA roERIVF TS +0.20% (B)
aA P o S +0.182% (B)
BIRA AFTV B Mg +0.142% (B)
(5575 Ak —3.57%
HEakra—x +0.20%
BRI TER LIl OaHROZORHEDF 3.77% (B)
EW LIS DB ROEOEHEO 4.29% (B)
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