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Q-1 KA RTA T, 728, WHEBOREM 2 LI TEY AR RE L HET D
TEMTELZON. B, BREEDICONTILZOHEEEREH TE 2009,

A) KA RTA L ORMEIE, WHEERZOBAITHL. 2 bORANL, F—o0
A—J—XoT, WBORAERG, WERMFOTTRESIND. 20L&, WHDOE
EORREN/NE L, WA AR FRIRFAN O 2 O pH THBHIERSITEL L,
BRI LR R E 2 R 972 DIE, ZEREICETHIEENO AN SR T 0% < 05
FRZBWTHRIC L D REEZ2R"T EEXZOND. TOHOIL, WHRER CIRHZE)
DORFEMEPHER SN, EWFIRERIIRGETE 2 ¢E2 b5, —F, BRE
FEMTIE, BALTT R OBIESR TR ERRL L E LR RD. 2085 REGE,
AN OWHELENTOEB DR Z, WHERD O OB TR 2 2 & IX— AT IR
T, EHRBRO RSN CEMFRREEAZRIET 5 2 L IFfERTH L. T07w, 1%
FEFM T, b MR TAEM TR HERTO0ER D 5.

k=101

Q-2 ARIA RTANTBNT, WHELOKE, WHOMS, EIRHLOIRFREERKIC
Ko THEER S 25 BR S 2 70 2 B A ).

A KHA RTA 0%, b FERBREZITOTRLRBR CAEMFHRSEEERIETE D L
B2 ONDUNFELFRMHE R L TND.
W HFER O . CHEMFHIRISENE 2 RAE T & 2 DX, Z A% ORAIHLE N CIHE
Uk oR¥@z R 2 L% in vitro R CHIT T 5 L BEX LN DHAICRONS.
RIS OFEPOEHBELS 2 D12 E, WLEWNIZE T 5 OUH & AP ER
COMAEERAOERENKE L DD T, in vivo DRIRI OB ORI % in vitro 7R
THW T2 LN 2D, 207D, IWHOBWRAITIXEHRBRO A THY
LIRS A ARAE T & DI AEE ORI, WHOBORIAN I L TR 5.
¥, TR NSNS A S e AN OV TR, IEHEBRIC X B At R Sk
DHEZRBRST- L EITEL DY A7 BB L, WHRER CEY PRS2 RGE T X
DTG ERDOREIT/ NS < 7o TN D.
A KT T, MR OB ESEHFRED pH KIS B L 20N E B2 6
WD DT, Bk ORERGM DB TR HZEE MRS T HIVUTEYFRR SN & (RFE T &
LHEEZLND.



Q-3

A)

BKHED X 5 I E L ORE /NS WA THE, 2580 T HRBROR S 26813
& ThHUE, HAR T AT AL TV T A BRESRRDLZLEFRVEEZD
N5, ZD, KIA RFA 2 TiE, BAEICBWTIE, EYOIREEEL, W
P, B RA BAPERLA, SRR o 2 R, Y EEE) o[RS R R
TE G EIITEMFNICRETHD & L.

CKMELLED X I I EEOREN D LKE WA, R CAYFAR %N
R DHFIPITIRE SN D . FaTEEA 25 20N T OB RSBV T
FE S IE ) ICEFID D ORI 85 % lZEIEE LRV A OBV TN
) & ETRA B WL, IWHRBRO A CTEMFNRSEERIET 5 Z & 38 L
V. 2o, THRERMEED & GTRAl) O C KEL OB EFE T, b MRBRIC
KDY FHIREEOMRBBLETH D & L.

F 7o, BRIREEDIROVIEY) 2 5 A9 2 AT, AW FRREMES EEITRGET
TRTIE, AL SN EORBENRAE LD AN DD, 2oz, CkYELR
2 HEETIE, b FRBRICK 2EMFHIREMEOMRENLEL Lz, 72720, 3T
DG T 30 70 OFHJEEHERDS 85 %LU L LT, A OFS 26873 [F 5%
ThH%E, EWFINCIERZE LR D ARV N B2 N Z &b, 203
Alde PR ER LgnwZ & & L.

D KHELL EDOZET T, IEHEEEB O RISEMED b AW F RS2 RS 5 2 & 135
L2 50T, ANIZIZ NABR CAEM TR EEZHRT OLERHDH. 72721,
TRTOBEHRBRSEMT, 305 7T 85 %Ll b &ECMITIEH L, WA OFEHZEE) )
%72 DI, AW FRICIERSE L 2 D TREEI NS W EHEE S LD, 22T, 20X
D 7o BEIT, IR 20 A ST A RANCIRY, D KEOEETYH,
bt hRBRAER LN L& LT

RAA KT A 0%, KIE FDA OH A % A (SUPAC-IR, SUPAC-MR) *IZ4124
T5 LB DA, mEOHER, FERREIZOWTHHALTIELY

* 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.
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RAA RTA R OSUPAC HA ¥ Ai%, & bIg, WHEEORE, IWHOREE,
W OTERIREIR A ZE L7 BT, BRE LHFETIE, BHRBRO S TS E TR
OANE DA FHIRIFENEEZRIET D2 ENTE D, LW OBED LT Y s> T
% IRWEIR LS BN % G o BRI R OMRBEMEBIA T U, % 5 TRWEANZ el L



TR CAEM TR EME AL RIETE 2L GER ORI L0 S L L
TWo. 7o, WHORFOFABIT, WA RTA4 &b, EARMITIE, AR
FEEHRDED 10 N TH D L LTS,

Eisb9ay

(1) &b K& < HE722 % D% Biopharmaceutics classification system (BCS) *D$%

M, AHICBELTTHAS. SUPAC A & A1 BCS (5D X KM & e &
OIEZEIEDMAEDOETA OO T AT TODEMN, KA K74 1% BCS %
AT, oDV ICIEHOBS P LRAIZSHL TS, SUPAC T, 1HMRE
DMK < BB EME MR EEY) T, 1n vivoin vitro fHEAME S, AW F R RIS 2 v
ABROATHRIET HZ EIFEHE LW E WO NIE & > T 5. In vivo-in vitro FHEH DY
DI WEYNZ L, IHEBRIZ X » TAEWERIR B 2 ORAE T & 5005 28 B OHiPH A
W7o TV D. BBREDOTA K74 5 BCS 8 Lo - BiliE, ®AIRMO
NAFTT ATV T 1 O, FYORLE, W7, Wik L& oARMEOZICER
L, HEEIZHB T 2 HEFEOE LWRAIF LI, SAFT7XA T80T 1 DENE
CRNTHAI L NIIGE L > TND. ZERMEICE DR 2 OWHLE 1T D2
ORI ZRGET D 72DI2, BIAKUELL ETIEZ S0 v HFER Tia H 28 8) o [ S5
EHBTHZL2ZRLTVDLDOTHS.
* 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) RAA RZA 2 TlE, WikEEEGOa—T 4 7RAOEE, AkEa—7
A TR E T TERDOREZFET 5 Z L1272 > TS, SUPAC WA &%
T, 2—=7 4 U ZHNIAZIIAO SNt OEINF L =< R C Lo IZfbhnTng.
a—7 4 7 EITRAOWR N EICKREREREL B 25608528, £z, a—
T4 ETEERTIRESHIEICRD LEXDNIZOT, KAHA FT7A T
VIO B2 I & VRS IR R v & LTz,

@) RHTA RTA L, WFEEOHRERIGE L THNDHR, KED SUPAC A &
YA, EREGTIER L, RESET, RS, RGERE, NETROLEE LX)
HLLTWD. ZOMEXINE TOHKREOFRAHEZOHEICER T 26D T,
FEHERYIE (172 0 0 544 ) LIANE, T b OEFITHATIIARFRICE £
T\ oleleh, RUTA RTA L DORGHEI>TnD. L, EHEIEREID
FEVKREICIEORE A RE ST b, GMP 2WKREMFIC /-T2 &Ik, &
=Ty IREIEDOERE I LT, AMTFHNREEOMRNSMNE L eoTo.
EEEETL25801E, WY AFIECTEDFRREE LR T OIULENRD S,
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Q-4

A)

Q5
(A)

Q6

A)

Q7

A)

Q-8

A)

BRASEE AL T AR A AT O L EIs, YA RIA Vv EBEALTHELX AW
VAN

RKITA RTA 0%, KBBRICHAIOWNT #EE T 55658 L0 THD,
BAREPE COMBEE 25 L Lz b O TIEe\. BB TOMFTEEIZOWVTIL,
BRRGRBR D 7 = — AT EEORREE, O, LEMEOBURN BRI
BrfT-o T, MESHOFETIZB TR A RT 4 L OH O BEZ2 i L.

KA RTA T, THRELT) ZikE LR LB Sz,

FEMEAL G 2 3% T 7B Y, BRI ST e b2 xtg & Lis AR SRR I
£V, AR OZ RS D WITAEDFRIRI SRR S A OL S G, 5
EEEBOIBETZLICEVRFAENELLBEM L TLE ) DE oD ITES
DThHD. EER G 2R T2 IR0, AR KRETEER S 2 I LU TEEL,
—7, T L AT RIS ORFI N FOET IR S LTV D LIRS 20D T,
W) FHI RIS I I 1T 2 iR D %5 Cdo D AR VERANT, ik ST a8 i & L
TDOTH5.

(LT ) 13 TRRIRRBR CHOMER O Z MR R STz, Ik Mextgs
U 72 ) R SRR T & 0 e IE IR & DRSS S BAI D T7 | & &
L0, —ERHBRBROA TS EENRD SN -RANL, Tk, EELS L IxH7k
ST, REIDWHFEEL TN R 58566 8 MRBRBER I LD D)

ERR B CHME R O EMENHER SN, Xttt hERE LAY RS
PERBRIC X 0 FSEMED SR SN A A R E CE 25 8121E, ENE LS L LT
RHEBRIC X D RIS ORMEGR O A Cilifi L CIULTEE 235 Z &3, 4FF L <IiEen
NARETH D.

FLHEAL T OBRFIBBUET IR S LTV R &, FHERLIFICiE > THRAIZ & L,
T AIRERAI S U CAEM PRS2 1T o TR
TERV. WGEEDOEEITIE, EERANIHF IO E LR oA Z V5.

#0655 4- 5 A 30 H3EHEH 7 1 8 5B RFEARE, F/AEMRARREEMORIZFR
2NTHET D EW ARSI 2B IEYE ) 120t~ T, IEHRBR OB R
DFHTHEYFIREERRD SN RHABTR SN TV DEHAIE, EoXkricTh
=AY/

FEVEILS % FIZEHE LT U S TR YEDS, YR HIERER O o CAM IR &M 2R3
Z LM TEDEPATHIVUE, M EFERTORAN A AEAERAK L LRI A KT A THE
STHRBRZITS. L, 20L& RWAN, WHERKENKTA K74 THEH



Q9

A)

Q-10

A)

Q-11

A)

Q12

A)

Q-13
A

RO TEMTFHIRENZ R T ZENTELHALZEBRATND I LNE. £D5
BT, SEFEEIE L T 28 il O R 2 AR vERA & LT, RFEER M TIXERE
L2 AR ERA & LT, TR QLW FRIRI SRR A F7A 1 (LT, T#&
REIHMLTA RTA ] D) ITH> TRBRZAT .

BEEELTH-TH, b FARTEYENFAEENHER SN THD 2RI, A
G AR ERA L L TEREWRBZART A FT A > TRHMTE 2 2 & %
MERE L7V, 2ok &, SEREEMICE—FEOMAN L THHDRV D).

MEREITED BN TWDHEFANTH 2722 613, FEIEREMITF —E EO [H 23
< Th, BHRAIZEERAIE LTRTA RT A4 2> TRHETE 2.

FREHGIC 2 >OGEORA] (F 21X, 10 mg FEAX O 20 mg #&) 2H D555,
o OEEORA] (10 mg $E XX 20 mg $E) 12OV TAY FH R ZEMEER 2 I3
AU, i ORANIERENT A RTA T TREEZITH 2 & C, [FRFHFET 2
Z LITFTRED .

ARETHD. KA LTHMOEEGEORA] (] 20mg §&) 12O\ TRFEEHRKL
ZREYERIAI L L C, %BERMTA BT A4 N0t -> TRERZ M L, & ORK| & 1mue
A& LT s oA (] 10mg §E) 2B EEWT A 7 A4 L TR 2 2 &
T, WRAIZFRRGET 52N TES. AL, EEBEVTA FT7 4 ZHETTTH
BRI I 1T DIEERIANE, RN & EMFRICRE CTH D Z LR SR ITIE
SR AN

FEREEEISH A — 7 —IZ 20 mg BAINH 25E121%, BIBEHEL A —T—73 10 mg
BRI ZHREET DHEIC, AUA RTA 2l TE 50,

ZAUE, ATEEMDXFIZAD DT, THIFEI LR 2 BHDIBIND 728 D LY FHY
RSB AT A KT A4 ) 11D

FENSUTZRMER 358 e EOPRHR TR TOMBRMAEE L < RWVEHLIZHOWN
TUFELT D546, X, GESRR WA LZHET 546, © haofby &
L CEMWaiR & i 2 D TH L.

(I RIS O PRI EMREBR T A R T4 VBT 2 BERIGEE (Q&A) ] O
Q-15 Thik~7=i Y, b FRBRORD Y ICEWRERE LT 5 Z LT TE 2.

RIAvmy FIIARTA RIA L DORBITEEND D

RoA4Tmy X, TA4 P74 TORTEHRBRTIEHEBS 2N 2 &/ T
ELDT, KA RIA DRl nd. HFERT 2L OHESN TV LHAT,
R LTob & Ttz 325 2 L Thuv. HREMRE, SERICEMT 52581008,



Q-14

A)

Q-15

A)

FEHERUA K OGRBR LAY 15 43 LANIC 85 %L FIRH L7z ESR L & R &b (185 E
L OEM LIRS A R T4 0 Q&A D Q44 25 R).

% O EZRANTH D25, AR AR M ~EE U TRESIR 2 T 5

IR SN WER X, AT A R T A N T2 HRBRIC X0 AW ERI[R 5
PEZFHET 5 Z L TE 5700,
RITA BT A ANRTIREABROEN N 224 L HE T & 25 8121%, AHA KT A
WZHE, IHRBRIC L0 AR SR ZEHME L TH K. KA T4 AT
HEBR N Z Y TRWVDER T E RWEEIZIE, MERERLTA FTA 2] OFT)5F
PR SRR TABR (ZHE 5

W7 e L, RAA KT A N> TEWFMRISGHEZ M5 2 LN TE 5
.

DR % BT 28 7/ AT, BEERA O RPN 2 TR ToR
BREAET 15 S LINIT 85 %L R T 2|ANT, AT A BT A 2> TEWFHY
RSP AT > TH L. # S AFNZOWTOGEMESEY O EF, WHFEED
FREOKUER B2V TIE, Appendix C 22 7200,

CHFED

Q-16
A)

Q17

A)

Q-18

A4)

®
®

HHERAOEFREZHA LI L TEH BV,

SRR &1L, @ AT I LS e WK EORRH D WOIIRIME M 2 2T
L7z, B UTHKEHEEZES LZ/A L ERIND. ok, @ OGETERAl
IR ERAN T E 0.

BIEEIRI A — T =8 TRBEILTA T A N> TEDFRIR F R &
751 %6, & MRBRICK T 2 ERANT B ALRA 2 O, FEFREWANRO ).

GEFNZB W TIIEERTEDONA AT XA FZ )T 4 OBERMEE S DT
W, WK, EERANIEHEOERRTORA & 7225, FEREHITIT 0.

BENBER DB ORGELERITA BT A4 > TIT 2 HBEITIE, B MRBROIEYE
BN AHRA LT 5.

WHERA OFBBANZHOWNWT, K& X, IR, HE, BHEEERELIEZ RS
RNZ ENREELE 7o TODN, BHHEHENRF U ThiuX, K& X, BIROBELMEX
ARETIIR D,

% < ORIEERAICIE, MAIOKEZR - FENRMEILENEBES T2 L
MTPRENDHDT, BAOKE X, IR, HENZORAOHEE N E)EE 2
ZRIEL, ZORER, FHOREEEIZ B RET. WA OMEENBENEET,



Q-19

A)

Q-20

A)

in vitrowWHFBR CII BT 5 Z R TERnicw, K& S, IR, HE, i
BEHEDFAIMEIZ DWW T ORUENMLETH 5.

WHERA ORBRRANZOWT, TRFIOKRE =, IR, HHE, A L <
Hiebew) X EoRHE T O,

Ak MEECTH D Z L.

KE S BEROEGE, FFOBERDEDN 26% LN TH 5 2 L. FERDk Ok v %
FH L= TR NABIDOEAIL, 72O RE IOE NI,

PRE VB BRIC B W CTHRIFI O R ERIR I 2 B2 3 5 & &, BRI BICilEd DR,
WEBHERE T 20, TOPMICFET DR FORIENRFBETHLZ L.

TR - ARG OBEENRE U CTh D 2 & R OVAHZEEI OFEETHET 5.

[(GEENTA RTA Y] OMSIZHEREN TS TFIBIEZR— LixEn k)
AS iNiiike = MOOVIR
(FIIXR—) & R DdupHIE, ARRHGE b, AGRHEHE A AR HGEN /EET
HOFAELFEL TV D.

(LT F DKYE & 2R & % 7R

Q-21
A)

Q-22

A)

Q-23

£ 3 OHY) (RFEIREIROPNIEY)) AN ITAL AR I 2>,

AR PEFE BUIR FE IO TR B N IR D 2 5L F 03, KO, FeE FEANR R 2
BIDRZHRHRM & L TRO LN TV EW A, 1BRIRERORNEY L LT
*21 CFR 320.22 (c)

—ODFMAIT, 2 2OBAEEMTHEHLTCWAEHA, Ebbh—FThEEZR
WDLON, & bWITIZHEM S DD

Bl (TR EAI L BB O X DI, Bld HIIDIS U imEs#e < & 2356815,
TNENDIITHED . LavL, BIZITAER LB O X 512, —D>OuAlZ 2>
DELE BHE L TWAHATE, FNEnoEEZIRNE L EfMICIshcESE5 2
LW TERVWDT, A SIVICEERR D 72O EINAIOINHE S .

BlzIE, FUERaATT T UEIEAl, EAID 2 SO BRI L72GE, I’
MUz boEmasT 7 o080 BRIEAITE DR 3 EAl & LTERT
LINFFETERV. LTeh o T, BEOFFERN DI OEERIOEIZES . —F, =
—7 4 Y TRANZBWT, flxife FeXxrrabitin—RA2NEOREEHR &~
ANKED =T ¢ L TENMER LS A1E, EO RN EZFETEHDOTENE
NOEIZHED .

W DEBRANEZ LT ETHoTh, TOUGEFEKENEHRERD T



A)

Q-24

A)

Q-25
A)

EFRRSENE 2 R 9 2 LN TE DHEIPHO & &2, WHRBRO B AW SRR R S
T 2 EIXAHRED .

HEL RV O 56, A, Ak, BRA, SvararsTry,
KvEmayvFo sy, fERtELe—2, D—vr= Fh—IOoVWTIHEBANEZ
WARETH DH. EEERV AR OEAFIT, ZOHMMEE T 5. Hinhl G &)
DANERREFRL, WHEEOKEZRET D, £ O ETEKENEHRERO
HTHEMFRREEZ T 2 LN TE DHHD & Z121E, wEHRBRO AL TEYFRIFE
FEMZRT ZEITARETH DH. TOMDAI 2 AN Z D5 AT, £ ORI TH
EWPALFINCFI AR L2 &, KUY, EEROPBGERMEICEEZ 522002 L%,
B ZATEWRRERSC 1n vitro 7 B 72 & O FBHSUTFRFER EDOCHRIZ L » TR L Tk
SHENRHD.

NTvNENTa—T 0 A, FEa—TFT 4 L TRBONTNEBEZ D XD
. ET, WTEAROEHRABIEC N Ty, XTI ET B RESRE E A
NAHRBRIEZBEH L TH L.

T DEEDKMENR A T ENVRNICRBEINLEIICRONLGEICE, Fa—T
S U TRIFIEEZ TR, FEL, a—T 4 P EBLEADTRAANL, a—T 1
JHRIFIE LTS (BTG OETIZONTIE, Q2645 T25ZL).

F7o, WHRBRITE MBRZRRTEDRMTITH D008 5 NOfEERD T D DR T
Y, TORBEMIIARTA R4 THESNTZHRBREFICEONS. Y Ty,
T T 8T A A RS B AN D RRBRIE TR L.

W0 7 BN DD DERIZONTEL, EDOLICERITZL IV DD.

AT 'NDFDS DEEIL, BERTE AT, a—7 1 7 EORENRE DL I
W 5. £, F, BT BLOBRICE T FUUANOKEA], BIZIX, 2Tt
FFv, AF—=F, HPMC, VTR EMERSNL LI TE . €5
YT RNINGIFETF N T RNAASDERIL, N FT ATV T 0~
FOFTHREMIIEE TE RV, BRETLGEITE, BT T U 7 ORpE 2
BLZET, BEEERLTA FTA2) 1Z0EW, #EET (b WE) fEKkER
BRICZ 0 AMFINCRAETH D Z LM LTRSS ZENEE LY. L, JHEY)
BRI T FRBRICBW TROWRSZEE L THONA AT A T 4T 4 1T
ERIES RN EDRSNTWDLGEIE, BKUTA T4 ATRTEHRBRICHE - T
EWFHIREEZHERT L2 LN TE L. 2B, BUE, SGIFIOTA T A 129
S TH T RNVBROEL ZED TV DRANC W TR, WETRIOART A R A D
HIFER (pH6.8 (2135 ISk I B AR 75 D AR 2 A %) THEMFE
Sz RS D5 2 ENTE 5.



Q-26

A)

Q-27

A)

Q-28

A)

Q-29

A)

Q-30

A)

a—7 4 TR EIE =T 0 o TRBINEE T L8556, UXEOHOGEITI,
EKMELRDN, a—TF7 4 TEOREICLGTEICE MR LE )
VETH L. WHREBR CEM PR LHE CE 28FIL, FU XS RfErio
RAIR LA T 25 Th D, a—T 4 7KL IEa—T 4 v TAIR OEE
XA EBORIFENMEO AT L - T, EAWFNCRZEE NS T EIXTE 0.

# 2 OT7 NVAEIZEBNT, KEtEa—T7 0 v 7R KRB —T 4 L THIT
FARAETHA SN D EEFFADE CCTd 2 BRI

pH E&(EE 2 —F ¢ 7% (B 21E, AEA }OF A FFF¥ v b E), =F/L&ln
— AR ED X DITHKBENERY ~—Th-> THLRKIEMEO /A ZENT 5 Z ik
ST, KICHEVEDEENED Z LIXAEETH . iz, KEtEoa—7 ¢ v 7HNCIE
IKEHED TR 2R INT 5 Z LIZ Ko CHKREBMEICT 2 2L b ARETH L. Liehio
T, =T 4 T EANORHNE &2 TR K O 3 2 B2 K TE 720,

T4 NVAEOEEIZBWTIE, FEBAOETIXEEEICEEY B E X
BNDHDT, KIARTA L ORGE L TH KXW TIEARn)

BRI DA FE A, IR ICREE L 5 2 20 S0 2 2. "aTIBANCIE, KA,
He¥stE, ZTOFMOMEEEZRTHLORH Y, TROHOWMEZDOREIZL > TT /LA
JEOMEEEZDHZEMTEXDH., LEEBR-T, KFARKITA L ORFLS.

HEFE IR SN &, ERIC TR THIATDEN RS L&, Eb bR
WG EFEDORE 2R T XL VD).
FREFR SIVIRTT I » TR T 5.

a—7 4 T TEOEL E NEOR BT 5 mE 08 &4 LT L CRHRT
HARBLITAN .

a—7 4 VT RRE VNG ERL, TNENBAATT ATV T 1128
Br b2 50RERDL. 2 —T 0 7 ENEE DL 2 W THET 254121,
a—7 4 VT EOEREOETRIIMAORERELZEKBEICLCHNEIND. ZO5EE,
a—7 4 T TEOEENPNEEOE RIS LT/ S WA K& WA Fil 2137 4
Nvha— MEE T gV A a— NERITIE, BAIOREEIZ L CRCEE  N—t 2 K
BT E, BIEDOaA—T 4 VORI OEERIIREL 8D, £z, BRKEOERE
MR EVVEEREE L BEEA LT 5 &, DG ERE ARSI HT &, BiE TIE
WEBICHTI2EEENNEILSFHAEIND LW AREGEEZHEL. 70, BHRBRICE
VT DR OVRARIFERN, L U7 B LTI RIS O JE S ICBIfR T 5.
WEICBWTaZ—T 4 TEPAATT XA T8V T 0 ICEEE RITLT2% < Of
WCHEEBLTERY, ERROXIBARGHEELY SO, a—T 4 7@ e N L &5



LTERERDFEZIT) Z L L LT

Q31 WEORHBEZRIZH L CHETEZ2WEIXE I WHIGAEEZRET O, FHHET
HEEOEFEZFFERLTITZLL.

A TERICEN L THEAE TE 2V &%, BAIORA RO X 5 IcHM TR, 1E
MBI ORERELZ A CTE RN L2 WS 2O XS RGE, BERATEORZ B
BHDWTMRLE 72 UCEHET 5. BEEATONEZ ORI, HE, HEZNELESo,
Wo, Do, ZE#DOZNHES, W, D& Lz &, ZHEATHOEREMELS/SolE, (W/D)
I(Wo/D)23CET ZENTED. PEBREOEERIOE SholZxt+ 5L EHDES h D
FARHEOW holL, #EREOEFFKOER, BEZ TN Lhw, dokUw, dTET
L& ((wid) woldo) ~((W/D) /(Wo/Do)23TR9Z LN TEDH. 22T, WNEE, #
Bl L OEEPTRRANICSH D & ELTHHEO N O OBEOELEBHTE S
DT, WEIEOEERI%OFHMIE Shiholx, NEZOHEMNEFEH- Y OWER (71
VBB D WITREAE) OEFHEEZR L, (wiwo)) X (Wo/W)2ZBTEHE T2 Z N TED.

Q-32 B ORME TR THEWAL MiIMbAIHEN LAIZETSG1 5 50, Zhbi
T 4V EESUIREREOLEE L LT D ER B 50

A T ANVLEXIREREOEE L LTS WER DD, 72, MEAMy & LTt
TE LRI ONTIE, MENSDOER] L LTIV 2N TES.

(s el B ORI, AN R MR )

Q-33  EE AR ORGEEMERA OGE 1T, BB EERLTA 874 0] TIRENZETO
BPYE GFRE 15 %) BHEICHWLN DI L, KA FT A TR HEE)
DR GFE 10 %) PHEICHWON D DR, Fio, WHEEOR %M
DOHEIZBNT, E5 52X OBEEH T 7= EAE XD,

@A) (BREHSLTA FTA ] TlE, WHEEBOEEME SOIFREE* O T — 213, &
WS HIREEOHEICB N T MRBREREZMBI T2 b0 LTHNWOLA TN D, —
I, RIA RTANTBNTIE, RONTZASEELOFPTIX, WHZEBEORSEMIC
Ko TEWZEMZRE L 72T, TR0 HBRRBEERLTA FT7A4 ) X HHERE
g L< L, £l2, Fo o ICHETL2EELHRET HZ LICLD, WHEEDORIE
SE N IR TN D K oI LT
* R R OWE MR O 56 T RE S E R 2, IR E R O 58 1 3
ZEFEIFE L ETT 5.

Q-34 (55 5 FEPA 2B D[RS O E FEHE | 12\ T, BEYERLAI O S ER D 85 %,
VB0 %ITE LW & &, R EIQ)FEE RO 8 %, 6 %, (2fF % DIF

HBROZFRFED 12 %, 9%E 72> TWBEHITH>.
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A)

Q-35

A)

Q-36

A)

Q-37

A)

Q-38

A)

Q-39

A)

SERE R OFFRIIL, 100 %A T 2855 0FEE CEEHEE 10 %, ff#x 0
AR 15 %) ZHEEUEIS, RK 85 %, 50 % LA L & E L CHflEH Bz &
RS St QoY

A KHEDGEITIL, 72 EHEERA O BPUTBE AR O RANZFRE S 7 B OV IR
BREMFTH Vo,

AKEIZBN TR, LFOENEHFEICIZEAEEELRNEEZEZOLNDDT,
AR A OIEHERLA) & DY BN I 2 B OB KM OB TTEDH L LTS, L
Te8 o T, FEHERIEI OB & A AERLA D HAk K OB B I R R E ST
LEEITIE, YABRE I TR AT o Th Kne L.

JESEDOYRIRLE N FFE D pH THSHIRWEAIZIE, 2 pH IZHB T DI HHE D
HBITESER THL LB LNDLDT, BIREZ T Z LI X » Tia B4 I L
72 TRV,

JRIE DRI & TR O AT & 1T T L HEE L2, 2072, EHZEEO
[ 2 B E T 5 A11E, JRIEOEMRE D3 2RV pH T - T RAIOFE R
Bz T 2 NERH .

XL E FRBROFEMA THRTEDGEITIE, ATA RT A e T
ZERORFEOHEZITOTIS, BBEENTA RTA ] 1> TRBREITS =
LTIV,

ZLX AR Tel2 L, TBBERLTA RTA4 0] IZEIBRICH, b MNlBRE s
DDA, 3 F A K ORGEERACIIERE ORIRD =012, RAMERA T
B U D Vs HH S B AV HE R L L L TV D Z & B HER T B 72012, IR & F2 k6
THZEDVETHD.

A HEBRAE 0 O M FHICRIE & AR SR o T GEI1TIE, BB ERL T
A RTA NS THRBEEITH ) EHD. ZDOLE, KHA KTA 2 CHEMi LizaH
REBROT — 2 %, [BBERLTA RTA 2] TOBEHRBRT —Z & LTH L.
2L X R0,

WA PERF T, pH 6.0 I2B W T MEREHKMT A FT7A > TEHOWLATHZ
WA T BREE DAR R HRRBR S A 2 0 & 7= B R A0 20,

KA RTAANAZBNTE, RO ZEE ORI TIL, WHEEOREMIC
F o TAEWFINICRSE & Bied . IBEVERFI O 2B 3RRBRIK O A A 2 38 KA
THIENDHDLDT, BBERGTA RTA 2] 2B D HEMERANCET 25
RREIEDO A TIE, EWFHPERISEZ RkdBEhnid 5. T T, A A RENMK
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Q-40

A)

Q-41

A)

Q-42

A)

Q-43

A)

Q-44
(A)

Q-45

A)

WERBRIE 2 D2 SR_fE 2 N2 7.

in vivo-in vitro fREME (IVIVC) 25GER] S 7z HEABRIED B 55 6121%, i
ZEEOHHITZE DRIMEDOHTIT > TH Lo

IVIVC TiZ, 1&HEOEHREBRERE invivo & OMBEAME L ST ewn. #
DML B AP EREZ /T 5V 7 70— 71281 5 AW F R ZEME LR GE
SINTNWZ LD KITA R4 U TED HIEHFRER CIEHZ8) O [RI% M2 fesd 5
HLILENRDD.

B ZE) & LT D ARSI TR EEMOT A RTA] IZHED T &I
IR TWDN, A= — | THEHERFIOFEZ B LT D DT, iBINED @ iR Brik
ERA LTS, BRBRIRO pHITHEIZHED & LT, $EEK, FomistEAl ofEis
BETEX5LLTIELL.

ARHAA RTA BT, RONTATTETE OB TIX, EHZEEENOR%MEIC
XoT, EMFICHRE L BT OT, lx O —ATLEORBRSEM: & HELEL
BRIz LixTERun.

R Y — | 80 [FEEAMBIRUL 2SR Z W= DIT, HERPEE SR OB THW S
RETEMANIZ Z SO B D& AN TH K.

QAOT%*AK&OL,EW&LT%%*#%&%%:&@T%&V.HHE&
ExFIAT L BEE HRETHD.

NFW%®5OEETM,%ﬂﬁf~ﬁ~®ﬁ%’ﬁ%bt@ RASEM I HERE T 5
LRIk, IWHBRESELOKEARDH L. 0L RBRIOLE, HHE
@J@f’:ﬁﬁﬁﬂ-fﬂﬁﬁ)f% TRWEREMEN B 5. AT L > TIL 75 rpm <° 100 rpm Tk
ZATOITBRWGE S H 5D TIERWD.

BEHEBR O R O THEMFRNCRIE L HET 272D O, 50 rpm TRz
Tole b B OEN 10 %OHHIZH D L ETHS. 75 rpm X° 100 rpm T
R AT o7z & X OBEHEBORIENOHHZ, BIED L ZARET S Z L ITNET
HD. ZODITHEERBROBEEEZEE T L Z LT g,

BT NOEERBR T, Yo h—ZEHLTH L.
EHEBRICB W T 7 e A nE B o A micFiET 2568120, FHLTH L.

f2 PAECA BN L7z BRI 2. E£72, £2 IS K B WHEE CHlEEL) &

f2 BEUC X DHIESE (HEE2) LT, HIERBRENERD XTI EITIHDN.
HIEE 11X, 40%, 60%, 85% (F% D AREIERLAITIX 30, 50 80%) & W o 7= Hi
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Q-46

A)

Q-47

A)

Q-48

A)

BROEERRA > b THEMTZDREN D 5. i, WA O HEE OREIC k-

X, ZNDHOREED 1R R CTHRBRRAZ DT 02 5 7= ORI 5 A5 F]
RENRDH ST, TOX D A D T-oIT, 2 BEBOEHA b REEE L.

HIEE 2 13 A ISR EB O E L HETE DFENRH 5. L L, £2 B%ofiix
R RUARIE T 20803 & 5. B 21X T A IE RO R D =03 D 7pn & =
A THIB AT &, 2 DN RE SR FEEENRERT D, KITA NI A
VT, ZOX D RREERT D AT, EEAEZRE L CHIEE2 2 EAT D 2
LlizL7z.

ZOX I REMEEMATY, HiEE2 T, WHRORZ — 2k -oTiE, B
RARA L R THENMTONTWA LIERLR2NZ R VEDS. 20D, HEE
167 L.

2 OOHIEIFLEOB CHIERE RN RN D Z LN D D0, IWHRBROME 2 OHEEIC
B DHEFEEZENL THAE LI X0,

FRERA O HPEOIIZ 23 0b 63, RBRRANC 7 ZI 2B S h 23581
btttz 7 Z R THIE L TH L.

FRERFI S ERE L 2 D O T, IRERANC 7 ZIFRIA a0 & EI2iE, T 7R Tl
IELTE R B0,

Z J RO EHFEZ OV TR LTIZ LV,
A Q&A @ Appendix B # &M X7z,

BRI HHECTRBREITS L&, [HHELEEMFRE T A — & OB CTRIGHED AL
LCWHHANZRD | EoDD, BEEZRT I 2 EDX D ITHRT 200,

IS ORI ORI, EIEGORLFROAIEKGET LR35, DT
DI, BRI DOHERRIT AW A R MR I O 2 B4 ST AU U 2 S50 TR
TOMEND L. FIZIEEREO/NSOREZ AT G& & EYEE 7 A —2 LD
R ZRFT L, #58E—-AUC iSRS ZiEs Z &2 nT, EHEREbs THE
B8N0 OIEYENRE T A —FPRIFETH D Z L ERT, 78Ik - TRIBHEZ ik
RTLONRLEE L. RLEHTZOL I RFIETHRTERNE XL, EWFEN
A DS BN IE N T A — X 2 e 5B THIE L, Z D% AT FRR 2 0]
ExIToTh IV, 2o & &2, b UMDY 3L TW7RW & AP [R5 M
AT ZENNETRDE NI ERDEH D Z LA RFHICENWTEB LERNDHS.
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Appendix A 2525 OFREE DR H

TR DORREDFREIL, U FOFRFNRT LI, HA FTA NERL TSN
BORLL T O LD 1R ATV, &I, TWELAT 2.

A1 BROBERREFONSLER
(1 =

W5 DI

RS BRI
BRI A 40 mg (10.00%) Y 40 mg (10.00%)
g TSI 40 mg (10.00%) 35 mg (8.75%)
il &7 Kt =—pt n) VK30 20 mg ( 5.000%) 23 mg (5.750%)
TR AT TV VUEMY 4 mg (1.000%) 4 mg (1.000%)
il T A FLbE 100 mg (25.00%) 97 mg (24.25%)
e R =T 196 mg (49.00%) 201 mg (50.25%)

RIKORE & 400 mg 400 mg

*1)  FEIPAIR A DR BT R D B D E R %.

SHROIEDIE
Wl H B #) & iy EHRDFE K
RREERI TASA —1.25% ®
REAK] K Ve =k ml) Y K30 0.75 % (©)
NRIEA FLbE —0.75%
______________ MmN E—A o 128%
WA CEE Ly OS5 HROEOHAHED T 2.00% ®B
B LT DER RO ZEDOKIEOF 4.00% ®B

(1.25 +0.75 + 2.00)

BOEEORENRKE VAT THEAHF © C KETHY, Zoplzir s AN
EHKAETC ThAS.

Q2) 74N ba—F T8

T DI
O
RS BRI
ARG A 40 mg (10.00%) ™V 40 mg (9.52%)
iz gzl TSN 40 mg (10.00%) 45 mg (10.71%)
i 57 ) ==k n) } VK30 20 mg (5.000%) 23 mg (5.476%)
RN AT T U EMg 4 mg (1.000%) 4 mg (0.952%)
inyiEZall FLbE 100 mg (25.00%) 108 mg (25.71%)
LT —2 196 mg (49.00%) 200 mg (47.62%)

WEE DRE B 400 mg 420 mg

*1)  FEIMAIENEEORERICKTT 5 %Ry OB &%,
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©7 4L LE

FUERL S5 AR B LA
ARGy 7.5 mg (75.00%) % 8.0 mg (74.07%)"?
Bk sy 2.5 mg (25.00%)"? 2.8 mg (25.93%)?
7 4 IV ABOREE 10.0 mg 10.8 mg
PNEZ D 2 T 2.51 cm? 2.56 cm?
ARG SH T2 0 D
T AN LEBOEE 3.98 mg/cm? 4.22mglcm? (106.03%) "2

*2)  FEINANIE T 4 L LB OME BT T A DEE%.
*3)  FHINPN T IR T 16 5 BRI O .

GEHROERKROVERROHE

a3
WRANFI OB B 1 & plsy EHERDFE K
HREEFA TAR 0.71% ®B
AEAF K e ==pt’ n) b v K30 0.476% (B)
TBIRA 277V U Ca —0.048% ®B
R T A FLAE 0.71%
RN - 1: - b <V = e W —138%
IRTEHICEE LRy 0O SAROZEOHHEDOT  2.09% ®
W CER L2y DE A ROZEDHIHMEDTI 3.33% €2))
(0.71 + 0.48 + 0.05 + 2.09)
©7 4 VvL)E
%5 GHEDFE 7k e
A B}y —0.93%
B 093%
T ANKBTEER LK DO EHEROEDHEMEDOT  1.86% (B)
A K %
N FREREHT-V D7 4 VABOEEOEER  6.03% ®B

TRCOEFEDKEILIB THDHDOT, ZOBHNIEITHRANDONGEFKAELIB TH 5.
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(3) MEAEE

WL J5 DIEHE
O
RS BRI
BRI A 10 mg (8.33%) " 10 mg (8.33%)
iEREwal e ==k n) b K30 3.6 mg (3.00%) 3.4 mg (2.83%)
THIRFA AT TV fECa 0.4 mg (0.333%) 0.6 mg (0.500%)
JTE A FLbE 86 mg (71.67%) 82 mg (68.33%)
fEamt L e —2 12 mg (10.00%) 14 mg (11.67%)
FyEBRILT T 8mg (6.67%) 10 mg (8.33%)
W DRE & 120 mg 120 mg

*1) FEIPIEPEE OB B0k 5 Ky DB R %.

©O7 4 VL)E
FLYERL S5 R A
AR5y 1.17 mg (13.30%)? 1.2 mg (13.48%)?
BRk > 1.63 mg (18.52%) ™ 1.63 mg (18.31%)™
CHSy 6 mg (68.18%)? 6.07 mg (68.20%)?
7 4 IV ABORE R 8.8 mg 8.9 mg
P D 2 i 1.495 cm? 1.495 cm?
B REFEHTZ 0 O
7 4LV ABOEE 5.89mg/cm? 5.95mg/cm? (101.02%)"™

*2)  FEIPNIE T 4 L LB OB B KT D s DE R %.
*3)  FEIMN TR AL T (2% 2 s BRI o b

O¥ER)E
8l AR
Dik 5y 7.64 mg (12.32%) ™ 7.6 mg (13.10%)?
ER Sy 4.36 mg (7.03%)"? 4.4 mg (7.59%)?
FRkoy 50 mg (80.65%) % 46 mg (79.31%)"?
BB DRV 62 mg 58 mg
W DR HiFE 1.495 cm? 1.495 cm?
B REEHTZD O
WA g D8 e 41.5mg/cm? 38.8mg/cm? (93.49%) ¥

*2) RPN S OFE I 2485 D E %
*3)  FEINPIFIEAEAL T (26t 9 2 AR B oD LE.
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GHROER OEFROHE

oWz
WINFI DR B 1 & 55y SHRDE K
ekl KU ==pe"n) by K30 —0.17% (B)
TR A 277 U lECa 0.167% (B)
BT A FLAE —3.34%
HREELT—X 1.67%
__________________ crvERAYTS S 166%
NEAI CERE LT plor D& H RO FEDHERHEOFI 6.67% ©)
WECISH LTy Da B ROEDEKHEOT 701%  (©

(0.17 +0.17 + 6.67))

Q7 4V hE
%5y EHROE K HE
A 5y 0.18%
B 4y —0.21%
O 0.02%
7 4 IV ABTCERE LIRS OEAROEDHKGHEOT  0.41% (B
75 AR 7K
WM EREHT-V D7 4 VAEOEEOEFR  1.02% (B)
O )=
|D%ax GEHEDE K
D &5y 0.78%
E 55y 0.56%
B 5 % —134% .
BB CEE LI OB A RO ZEDHMREOT 2.68% (B
AL K HE
BRI D720 OFEASEOE DTSR —6.51% (B)

BROEFOBRENKEIVKAEL REA KO TN TER LIZDy D& RDEDM
SHEOFI] O CAKETHY, ZOFICEBIT ARFIOMFEFEKHETC TH 5.
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A2 EEEVOROBERRANONSTER

(1) &gE
WJ5 DEE

Aoy A

A A ThAEA
frREwall K ==t n) b /K30
/N 277 U EMg
inyl2 8 FLbE

fEahtEL e —=A
RUHN DR B

FRYERLA

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

*1)  FEIPNE A DR R T D &y DB R L.

R 7
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

GAHEDOHEDIE
WAl O H Y & 5’y EHRDFE K
HREER] TASA —0.56% (B)
WAEAF K==t el K30 —0.284% ®B
WIRAl AT 7V e Mg —0.056% (B
HRFZA  FLbE —4.61%
.............. MmN —A o 183%
BRIEAI T T L 7= 5y D G AT SR D 35 DM i o Fin 6.44% (9)

- BE LIS OEEOEOHSEOR 7.84%  (C)

(0.56 + 0.28 + 0.06 + 6.44)

O EEORRE N KX VIKHET,
] @ C/K¥ETHD,

(2) T4 Nba—F ¢ T EE

5 DIEH

O
ARGy A
A A TS
e Al BT ==pe" el b VK30
TR AT 7 U EMg
iyiZall FLbE

fhimtElro—2

WL D

FRERGA

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

*1) FEIPIEEE OB I D %Ry DB R

18

R RO T U745 D& H £ O FEDHHE D
Z ORI D RAN DN FETAELC TH 5.

Ak B 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



Q7 4 VL)E

LA AR A
ARGy 7.5 mg (75.00%)"? 8.5 mg (73.91%)"?
Bik s> 2.5 mg (25.00%) 2 3.0 mg (26.09%)?
T A )V L JE OFE & 10.0 mg 11.5mg
PEZ D 1 2.12 cm? 2.76 cm?
WNEE D BN R TR D72
DT 4V LJBOE B 4.72 mg/cm? 4.17mg/cm? (88.35%)

*2)  FEINNIE T 4 )L LB ORE BT D4Ry O'E b,
*3)  FEINPN FIAZ UE B2 k9 2 BB A D L.

GHROEROEFEROHE

O
TRANF OAE 1 B 8 & Sy EHEDE 7k
AR EEFA TS —0.56% (B)
TRl KU ==t wl b v K30 —0.284% ®B
THIRA A7 7V g Mg —0.056% (B)
HE A FLAE —4.61%
e WEREAE—A 1.83% .
TRTEHI T HE U724y D& A RO FEDHHE O 6.44% (9)
WE; CEE LIy DEFROEDMHERHMEDOTT  7.34% (9)

(0.56 + 0.28 + 0.06 + 6.44)

Q7 4V h)E
|D'%as EHEDE 7k e
A 5y —1.09%
B 1.09% o
7 4 VLB CERE LIRS OEGAROEDKGHEOT  2.18% (B)
LS Ik
HMNBRHEOTZOV O 7 4 VABOEEOLE TR —11.65% (©)

BOEFOREORIVIKIEL IIEA, THE TERE LIy DG A ROZEDME
DOF] KON THEMNERRBHZVDO T 4NV LAEOBEEOEER] O C KETHY, ZOHIC
BT HRAN O FEFKUEILC THD.
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(3) MEAEE

WG DI
OWEE
BRI
BRESr A 40 mg (13.33%) "™

A TASA
it & A4 K e ==re n) b VK30
THUA 277U Mg
2K FLbE 100 mg (33.33%)
Mmto—2 96 mg (32.00%)
ML DRE & 300 mg
1) SEIAIL R ORISR 2 45 sy OB L.

40 mg (13.33%)
20 mg ( 6.667%)
4 mg (1.333%)

O WP
R AR

ARGy 7.5 mg (75.00%)?
BRk 4> 2.5 mg (25.00%) 2
7 4 VLB OE B 10.0 mg
W D HfE 2.12 cm?
WNEED BN R TR D72
DT 4V ANEBOE & 4.72 mg/cm?

*9)  FERNIZ T 4 L A JE OB BT D AR DB B k.
*3)  FHINAN A HERLANC o5 2 B BR LA o L.

O E
R AR

Chi sy 11.5 mg (12.37%)"?
Dpk5y 6.5 mg (6.99%)
Efk Sy 75.0 mg (80.65%)

B E DR E B 93.0 mg

WEL D HIFE 2.12 cm?

WD BN RIFEFEH T2 Y
DOFEARE DE & 43.9mg/cm?

*2) AP IR A ORE BT 2 A Ay OB
*3) RN ISATHERAN e 2 BB A o L.

20

kR 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%)?
11.5mg
2.76 cm?

4.17mglcm? (88.35%) "™

AR LA
13.0 mg (11.71%)"?
8.0 mg (7.21%)™
90.0 mg (81.08%) "
111.0 mg
2.76 cm?

40.2 mg/cm? (91.57%) "



BHEOEROEFLOF

OWE:
VRINA O H ) & plsy SHRDE 7K e
AR ThEM —0.56% (B)
A KU ==t ) b v K30 —0.284% ®B
T IRA AT 7 U g Mg —0.056% (B)
R A HLHk —4.61%
MR 183%
BRIEHAI T T L 7= 4y O S AT SR D 55 DM il o fin 6.44% (©)
WE: CAETE LTk OEF RO ZDMRHMEDOT]  7.34% (©)
(0.56 + 0.28 + 0.06 + 6.44)
©O7 4 VL=
D%, GHRD ke
A &5y —1.09%
CBRS L09%
T 4 VLB TER LR OEEROEOHHEDT  2.18% ®B
AL K HE
BT REEHTZVDOT7 4V ABOEREOE TR —11.65% ©)
Ok g
%4y EHRDE 7K e
C w5y —0.66%
D f&4y 0.22%
L E R 043%
PEATE CER LT OEA RO ZDOMIHEOF 1.31% B
IR R IR HE
BN REFE D 72 0 OFFAE O B FH =R —8.43% (B)

BKOEFOREORI VKA TRIEA, THETER LIZksDOEH RO ZDMHE
DOF] KON THEMEREBHZVDO T 4NV LAEOBEREOEER] O C KETHY, ZOHFIC
B2 RAN DM EFKYEILC THD.
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Appendix B % #h#R O 1

EHHRR O T R RIS X DM IEIZLL O X 512 LTHT 9. %ﬁﬂﬁﬁ"ﬁ%ﬁ:ﬁE L7zh, Wff
BICEVEHEEZFE LD T2 /BN H 2 568121%, WRICKBENPRE LR
WEHIZT D7, K10 %N ORI TIRHENHE SN D X 5108, HIEOHRE 2 FLE S
DMERDD.

1. AEYERLE] AREBREKI O &« OB HOWT, FUEREZUTO LI L TRDS.

2. TAHRBREIC X 0 IEHER RO 2GR 2R L, 7 7 RERItS & ORI B
THNTRLT, TORBITMNICIIERZ R -7z b, I8 S % B Cf A 72V Hh
MESD. BWHEB%E R HMEMLE, 777 EnDEiAt 50, XL, WHEICX
TRD 5.

3. & OBANZOWTRERR 2 7 7 REH TR IE LIEREREFM 2 5H5 L, i ERErRs
I LD EhRR & R E2155.

4. FEERLF|, FRERRA ORI A RO X5 LTSS,

5. IR Z K D 7o D DR ta ZRET D, SEUL, WIERTOE IR Z 7 R
VBEORESEEIZIER IS/ D L1025, A, HKBRRAIOE -« oRANZ S
WT, PIREUIZ T T 705t 52 LICE - T, ta ICBITAREREZRD S, &
tsi l[CBUT D PR EEZFIRE L, R E 155,

6. RBREHFNZHSOWNT, FidOB—1, B—20OFIE1) —3) I~ T, it dhii
BRDDH., ZoLE, PHEHEREZHET 57O ORH ta 1L, EERFEFLTHD
ZEMEFE LV

7. HA KT A N> T, FEAERH & BRI OB TR D i 2 D REA ta ZIRET 5.
WIRE UL T 7Bt b 5 2 LICE - T, ta (BT B EAERK| O FH R A K
H5.

LIRS, FRYERAI O R =03 BUE R RINIC8E %ITET 256 LiE LR WEHE O
iR DA I 22 7R T

B-1 FE R I AR TERGA O I HER DI85 %ITET DB A DF
FRVERR 1208 2 VO TEa HHRRBR & 560 LR 1 IR TR A/ S UET 5.

FE1) 7 7R OFHE
{8l 2 ORI L, A %IZBET 2Rt (ZRRC K-> TRHR NS,
ta = t1it (da—d1) x (te—t1) (de—d1) (1)
ZIT, ot BEHIENA %IBET D BT ORI E REH
te o WA %8 X T2 E % ORI E R
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di W6 DA
de : EEfitlCB T DR

x1_ER DIRERFI DR HE%)DEAE

BIERRE (5)

HEI 0 5 10 15 20 25 30 35 40 45 525 60 67.5 75 90
@ 0 13 81 178 293 416 516 60.1 683 752 818 841 912 972 100.0
@ 0 08 89 209 318 422 520 591 663 729 813 889 937 96.7 985
©) 0 18 113 237 350 458 557 622 703 773 828 881 91.0 941 972
@ 0 16 74 161 264 365 449 555 655 751 829 86.7 923 965 989
® 0o 11 71 156 255 350 443 526 613 693 784 867 942 975 99.1
® 0 05 66 160 260 368 447 541 614 704 775 880 905 978 100.0
@ 0 14 95 227 351 433 558 638 750 793 833 853 902 958 97.7
0 05 81 186 310 420 537 621 671 729 784 812 850 865 91.7
©) 0 03 66 138 215 304 423 508 654 730 801 849 894 936 952
0 00 53 105 175 302 356 436 520 596 678 809 882 946 98.1
Q) 0 08 63 182 273 425 505 584 703 764 841 899 933 949 965
@ 0 18 136 275 421 578 653 700 724 765 804 826 871 873 972

FHIERTD TR E 0 10 82 185 290 403 49.7 577 663 732 799 856 905 944 975

7 7R LIER (IR LdA =5 %L BWTEHEAT D, tAZ 7 7 70 btk b 5D TH &
AN

F1 ORANOEBNZESD &, t1=5 4y, d1=1.3%, t2=10%7, d2=8.1% LV, tL="77
yEFEIND. [FRRIC L TRAIO~@ICK LT VR Z5HE LR E, K20 3%
HOFNR LT,

FIE2) T 7R 2 M1E L7z #2155
2 DEANZHWT, HERFHING T VR 251 &, T Z2mERERR & T25. £2
(A RO R EMERER M Z, X1 RO 2 ITHIIERT & MiER O btz s L7z,

FNE3) 7 VW ZMIE L7l x« ORAI O T — 2 3 b SERE R A3 HE T 5

ZITIE, PR AR R T AT D ORRtsiZ RO X S L TR, K2 XD, K
VIO IERIERRIO 5 5, b BEWES 258 L7-RENTQDS.655 72D T, EHRH =45
BT 570D RMORRIts1% 457 L Lic. [AERIS, RERERRE S B bR WRER AR L
T2 BFN3080.353 72 DT, PR AR R T D 12 b DR ORFHltslast 28047 & L7z
RN ZFE T D 0O R ORIERERE, FEROBIERR ST RS04y &
FINTEE LT, 0OSZBRWNT, AU PF L« F—Z ORIESI14 LT, EHEHERE
BOSORKITIZTHS.
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B1 {4 QRF|0IF R (KRR fE)

K2 SSEMTHIELLEL QRF O iR

100 100
90 90
80 80
70 70
% 60 g 60
{%{' 50 % 50
o4 T
30 30
20 20 -
10 10 A
0 0
0 30 60 90 0 30 60 90
R (%) R (5)
£2 BEAQEBENFOHIENERBESHEOEE
E| [BIERFEG) |u 10 15 20 25 30 35 40 45 525 60 675 75 90
@ |BERERR 77| 23 73 123 173 223 273 323 373 448 523 598 67.3 823
BHE 81 178 293 416 516 601 683 752 818 841 912 972 1000
@ |BERERM 76| 24 74 124 174 224 274 324 374 449 524 599 674 824
BHE 89 209 318 422 520 591 663 729 813 889 937 967 985
Q@ |BERERM 67| 33 83 133 183 233 283 333 383 458 533 608 683 833
BHE 113 237 350 458 557 622 703 77.3 828 881 91.0 941 97.2
@ |BIERERR 79| 21 71 121 174 221 271 321 371 446 521 596 67.1 82.1
BHE 74 161 264 365 449 555 655 751 829 86.7 923 965 989
® |WEREERM 83| 1.7 67 117 167 217 267 317 367 442 517 592 66.7 81.7
BHE 71 156 255 350 443 526 613 693 784 867 942 975 99.1
® |WEREERM 87| 13 63 113 163 213 263 313 363 438 513 588 66.3 81.3
BHE 6.6 160 260 368 447 541 614 704 775 880 905 97.8 100.0
@  |WEREEM 72| 28 78 128 178 228 278 328 378 453 528 603 678 828
BHE 95 227 351 433 558 638 750 79.3 833 853 902 958 97.7
4 1E I 7 B RS 80| 20 70 120 170 220 270 320 370 445 520 595 670 820
BHE 81 186 310 420 537 621 67.1 729 784 812 850 865 91.7
© |WEBEEM 87| 13 63 113 163 213 263 313 363 438 513 588 66.3 813
BHE 6.6 138 215 304 423 508 654 730 801 849 894 936 95.2
#IE B FE AR 97| 03 53 103 153 203 253 303 353 428 503 578 653 803
BHE 53 105 175 302 356 436 520 596 678 809 882 946 98.1
@ |BERERRS 88| 12 62 112 162 212 262 312 362 437 512 587 662 81.2
BHE 6.3 182 273 425 505 584 703 764 841 899 933 949 965
@ |BERERR 64| 36 86 136 186 236 286 336 386 461 536 61.1 686 836
B E 136 275 421 578 653 700 724 765 804 826 871 873 972
SR A T 5 1 ORERtsi 51 DY IHERAB A IRIE TRO 2581, Katic

Lo TRHEESNS.

dB = d1+ (d2—d1) x ( ts—tl) ~(t2—t1)

ZIT, ot ERTOM ERE R
t2 ¢ [ELTR OO IE T E R

dl : FRftlICR T AR

d2 : Wik B
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TSR Z G R 2 720 DR & WHEIC K 0 BHRE S = S RA OB R %2 £ 31T
T E 7, MERTO R L, MIER OV iR 2 X 3 1R

®3 FIYBFHBRZEHEIT H-HDE M EFHE
tsi

4 7 12 17 22 27 32 37 445 52 595 67 80
114 17.2 28.6 409 51.0 59.6 67.8 74.8 81.5 84.0 909 97.0 99.6
12.7 199 309 414 51.2 585 657 724 80.9 885 934 965 98.2
13.0 20.5 32.1 43.0 53.1 60.5 68.2 755 80.9 87.2 90.5 93.6 96.5
10.7 159 26.2 36.3 44.7 553 653 749 828 86.6 92.2 96.5 98.6
11.0 16.2 26.1 35.6 448 53.1 61.8 69.7 78.7 87.0 943 975 98.9
11.7 174 275 379 46.0 55.1 62.7 71.1 785 882 91.2 979 99.8
12.7 20.6 33.1 42.0 53.8 625 73.2 78.6 829 851 89.7 952 973
12.3 18.6 31.0 42.0 53.7 62.1 67.1 729 784 812 850 86.5 91.0
105 149 227 320 435 528 66.5 73.7 80.5 853 89.8 93.7 95.1
9.1 129 219 321 383 465 546 61.5 70.8 82.6 89.7 950 98.0
13.0 19.7 29.7 438 518 60.3 71.3 77.2 84.7 903 935 950 964
14.7 23.1 374 528 629 685 71.6 752 79.6 82.1 86.1 87.3 94.8
eanf11.9 18.1 28.9 40.0 49.6 57.9 66.3 73.1 80.0 85.7 90.5 943 97.0

¢

SEEICISNISIOISIESIS | =

=<

X3 HWIERTRO TR

100 b

80 |
£ 60
W
£4o—

20 |

0

0 30 60 90
BERE (7))

‘—‘—ﬁEﬁﬁoﬂﬁt‘—];‘gﬂjﬁ —W— HERDTEHAH R

FIE4) EHZEEO RIS SR EEE RO 5

ZOBENZ T DAEERGENE, T ZREHEIABI S, BRI T R L3053 T8 %
WZEE L7V, BUE SRR & CTloid8s %iZET 5. L > T, A R4 DH 3
BA, V. 4. @, allky L, f2RE5E AW EEEHER Tk 5 554 O Ll iteild,
FEERIF O VR EE 0340 % M U85 %IZiET D1 2R L BUE STV D, T ZIEE &4l iE
L CWRWEEIZIE, 40 %385 %l bt W IR O FEIRHHEZ I L Th A LI 2
RN, T VI AMIE L2 a X, R O R D340 % M U85 %IZiET S
&L CTRO - L LA L35, 206 TlE, 40.0%0% R L 72 5 EEHERIE| O
RiaStellE, 72 E 72 FE3IT17.00 L RENTWD. FEDH85% DA R & 70 B AmUERIF D IFf g,
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te27 R(IZHE- TR D, £3 XV, dA=85.0%, dl =80.1%, d2=85.7%, t1 =445
57, t2=52.07, THLHDT,

tA = 44.5+ (85.0—80.0) x ( 52.0—44.5) (85.7—80.0) =51.1

£V, 85 WERHIFAIZ51. 1y A IND.

2B A A T 255 1IE, EERAI ORI ERKIES %L bR Ak Ta L35 L
X, Ta/da , 2Tal/4 , 3Tald , TaNtbikER THD. L TROZtc2TaTHDH DT,
Z 2 CIERMAE LAY, Tald, 2 Ta/4, 3 TaldlZZhEh12.8, 25.5, 38.3LFtA SN 5.
FNENDOR I T DEEERAI O EHEZRX (2) ZHNTRD 5.

=28.9+ (40.0—28.9) x(12.8—12.0) /(17.0—12.0) =30.7 %
=49.6+ (57.9—49.6) x (25.5—22.0) /(27.0—22.0) =55.4 %
=73.1+ (80.0—73.1) x(38.3—37.0) /(44.5—37.0) =74.3%

PEFELND.

FHES)  FERWHF O R fIC BT 2 HELZRD D
ZITIET—FOBIRAEEMT 5, FIE1—3) IZit-> T, REREA O3 H b
ZRODL. Thab &I, REEZHOWTFIEREERTHET 2561203, 17.057 £51.1
OEHERERD D, REKEZEAT258121F, 12.8, 25.5, 38.3K V5114 DR R %
KD,

B-2 5 R I AR TE RG] O I HER DI85 %I L 72V EE D
PR AR 1241 2 I TES R 2 320 L& 4 \R TR R E R LIET 2.

x4 AR OFERFIDEHR(%DEAE

B E R E ()

0 5 10 15 20 25 30 375 45 60 90 120 240 360
® 0.0 0.0 1.6 35 124 189 389 465 481 58.3 650 723 73.0 75.2
@ 0.0 0.0 0.0 7.4 1141 194 299 447 520 609 70.2 74.2 72.9 74.9
® 0.0 0.0 0.7 6.0 155 240 319 451 52.5 60.3 70.7 72.8 73.6 76.7
@ 0.0 0.0 1.1 5.7 165 245 357 433 484 588 .7 744 750 71.8
® 0.0 0.0 1.3 8.0 105 209 343 473 524 565 65.9 738 73.7 74.8
® 0.0 0.0 3.0 3.3 129 223 398 418 478 620 699 70.7 73.7 75.3
@ 0.0 04 1.3 6.9 101 248 292 414 470 636 73.5 73.5 76.5 71.6
0.0 0.2 0.2 55 126 274 287 430 489 58.7 70.6 714 720 76.6
©) 0.0 0.0 1.8 6.8 18.6 19.4 329 375 491 61.6 69.2 71.8 72.9 78.0
0.0 0.7 1.0 49 142 202 278 412 549 61.1 71.2 72.5 75.0 75.1
) 0.0 0.0 0.1 7.6 16.1 215 384 386 500 587 66.8 710 732 74.9
@ 0.0 0.4 2.8 5.4 109 225 334 452 484 612 66.5 724  73.0 73.4
FHIERTT 0.0 0.1 1.3 5.9 135 221 334 430 500 60.2 69.3 72.6 73.7 76.1
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FIEL) T 7R DOFHA
B-1ofl L FfkiZ, X (1) ZHWTHERANOEL T ViFf 2R Lz, #Re£ 518
. ZofITIE, T 7RRIC K 2MIEIIT N THORMICAD TH 5.

RS FHIEAERMEAHE

E + (5)|ERBIERFRE 20 25 30 375 45 60 90 120 240 360
® FHIE R E A (5) 4 9 14 22 29 44 74 104 224 344
16 |/AHE 124 189 389 465 481 583 650 723 730 752
@ #H1E B EBERE () 7 12 17 24 32 47 77 107 227 347
13 |jRH SR 111 194 299 447 520 609 702 742 729 748
® FHIE B E A (5) 6 11 16 23 31 46 76 106 226 346
14 B 155 240 319 451 525 603 707 728 736  76.7
@ #H1E B ERFRE (5) 6 11 16 23 31 46 76 106 226 346
14 |/AHE 165 245 357 433 484 588 717 744 750 718
® FHIE B ERERE () 7 12 17 24 32 47 77 107 227 347
13 /A 105 209 343 473 524 565 659 738 737 748
® FHIERE R () 4 9 14 22 29 44 74 104 224 344
16 |/AHE 129 223 398 418 478 620 699 707 737 753
@ #H1E B ERFRE (5) 7 12 17 24 32 47 77 107 227 347
13 |/AHE 101 248 292 414 470 636 735 735 765 716
FHIE B EBERE () 5 10 15 23 30 45 75 105 225 345
15 A 126 274 287 430 489 587 706 714 720 76.6
©) FHIE R ERER (59 7 12 17 24 32 47 77 107 227 347
13 iR 186 194 329 375 491 616 692 718 729 780
FHIE R E A (5) 5 10 15 23 30 45 75 105 225 345
15 (A 142 202 278 412 549  61.1 712 725 750  75.1
D) IR BRI (5 7 12 17 24 32 47 77 107 227 347
13 B 16.1 215 384 386 500 587 668 710 732 749
® FHIE B ERERE () 6 11 16 23 31 46 76 106 226 346
14 |7AHE 109 225 334 452 484 612 665 724 730 734

FlE2) T 72 MIE L7z #2455
B-1& [FERIC, fll2 ORFNZOWT, RIERFD 7 V25 &, T2 M ERE R H
& LT, £518, WAHIEORHR L MIERERH 27 Lz

FNE3) T 7 HEE Z A IE L7l # OBAIOVEIHT — 2 O PRI EEZHET 5
BUERFH IR DI85 %I LR W IGEITIE, A SAN o i i ] O Vs Hi R A i
HICLTC, PEHELZ R T DR EZRET 5. 7 7 RHABI S h 256121, Hx
OB OFEHRBRIFRIL 7 VIR L TR D Z L2k b. kb 7 VR R VA
ORI A3 b END T, T OFEORERREH 2, 20K 28 U CREERHE & 5.
ZOFITIE, HREORBRFIIIMAOLVO®D3445 THo7-D T, FHEHETEGHE
572 DRt tslastiX 8445y & 72 5. ORI OWTIE, #HERIERM AT, 12,
17, « « « «, 22TCHIHENEN-T2DT, ZZTIFREOFMEEL 2D, Zhb%
SRR EFE T 57200 MtsiE Lz, K(QE AW, KtsiloB T 22 ORK|IOIR
HREZFHEL, fE2ER6IRLE. £/, WIEATEOPHRE#REX 4 1R L.
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®6 FIIFHREHFE I H-HODEMt LBHE

tsi
HLE 7 12 17 24 32 47 77 107 227 344
©) 163 309 418 470  51.1 589 657 723 730  75.1
@) 1.1 194 299 447 520 609 702 742 729 749
® 172 256 337 456 534 607 708 728 736 766
@ 18.1 267 370 438 497 593 718 744 750 717
® 105 209 343 457 524 565 659 738 737 748
® 185 328 406 438 516 628 700 708 737 753
@ 10.1 248 292 414 470 636 735 735 765 776
185 279 323 438 509 593 707 714 721 76.6
©) 18.6 194 329 375 491 616 692 718 729 719
166 232 314 439 564 618 713 725 750 751
a 16.1 215 384 386 500 587 668 710 732 749
@ 132 247 351 456 496 615 667 724 730 734
BERDTY 154 248 347 435  51.1 605 694 726 737 158

X4 WHIERTHERO T A SR
100
80
r
£ 60 |
H
40 |
20
0 g
0 30 60 90
e (43)
—— RIERTEY —m— BEROFY

FIE4) EHZEEO RIS SRR EZ RO 5

2B8%50% VT EEE R T3 2 556 O IR mitelld, RAEEHEHED 2450
1 2R, RO, EfRBRREE Ch 5. Aok aRBRIFEHE O A ISR 1%75.8 %72 D T,
ZD250D 11X, 379 %k/nd. FHEMFENST.9 % & 72 HEHts 12 NFRETRO D &,
195 LA IND.

PR EEN T 25 6100%, BEERA OB EEILEDES % L bR ETa L35
L&, Ta/a, 2Ta/4 , 3Ta/4 , TaW A TH D, Tallids T 2R O R
1364.4 % (75.8x0.85) TH Y, NIFEIZ L D Taldd65r LR & 5. Ta/4, 2 Tal4, 3 Tald
ITENFN12, 23, 3bLHAIND. 1209DFT —FFTE B ITRENTWHDT, 52345
K O350y D BRI A NIRIEIC L VRO D &, TnEh, 42.83%, 52.7%ELFHH I 5.
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FNES)  FRERIA O L RIS BT 2R HEERD 5
ZITRT—HFOPIREEAMTEM, FIE1—3) IZht- T, BRI O A H ih ik
ZRODH. Zhab eI, REEEHWTIOEAEERTHET 256121%, 199 & 344%)
DEHFEEZRD L. 72720, RBREA ORMERERF’33445> K 0 BV & Z121E, tellE19
L, telTRBRRA O EANERM &35, Thebb, EERFIZOWTIE, AFIEIC
LV te2lc BT 2 EEMFEZ RO D MENH L. REBAEAT 254121, 12, 23, 35
K OM653 DR A RD 5.
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Appendix C #4772 /LAl DAL 28 5 HIH) 3 & EnE Al

SR 2 S AT DR T AHIT, EERF OB RN T DR TORBR S
T 15 53 LANIC 85% LA YA~ 2 BUANE, KT A KT A N> TEMFRR R 21T
STHEW. 2720, 1EHRAKHEICHYS T2 8203EWH, 250 mL O HREBREEMt DR
BRI SERICVEIRT DM % ZsEEM e 55, $£72, WEOLKGFETIX, LZEA, B
FNZIR B4, BT HOWTIE, 74 ba—TF ¢ 7K & RERHENEBHENS.

O WTFTETEDKUE
WLIFEEE DKL TRIRT BEZB A2 WGEICIEB AR, BEIYhKELC
UUFOHBAITIZCARYE, CEBZHLAILID KHELT

#* # Ay 7 LA 0D AL 25 B K e
GHEROEFIIEFR (%)
oy A B C
W BIEAL ZEA 1 3
P4 EH (BIF k) 5 15
WAl (YvE R— TURY U E) 2 6
RO, e Fl, IRl 1 3
S8 DA BINFN O & H RO =D HE DTN 5 15
AR 72 O OHNE DOE & DAL 10 30

* NEOKRERIIZIRICAINL TRHAET 5. TRIRICAIL TRERE TE 20 L &12iE, WEO & B
BRI, ETASTERI - THNEOIEITZEM LW ED L AR L TH K.

© RS HHER
B k¥

F 4 EIORTHBRAIT O . WTHORMFIZHENTH, RERRAI KL CIERERF 0 30 73O
IR & BT 85%LL ETH Y, H-o, 5 |- IHIESLME T 28 23 [ 5% &OHE
SN EITIE, WA Z ARG & AT, [FAE LHE SR o T2 a2,
BRI OEMFIIREIET A BT A NH > TRERZAT 5 .

C Kk

K IIRTEMEEHT 5 RANIHBEILRL OEMFHIEEETA BT A4 > TR
BT .

ZOMITEE 4 BIORTHEBREZITY. WITHORFIZBN TS, RERA & ORI o
30 3 DR HFMN L HIZ 85%LL ETH Y, H-o, 5 BT HIE L T H 2B A3 [H
EHESNTESEIX, WA A A TR L AT, S EHE IR o T2
BT, BREEELOEMFORERETA BT A N> TRERZITH .

D k¥
BRI RIS O EM FRIR T A BT A NH> TRERZIT 5 .
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