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requirements to establish interchangeability WHO Technical Report Series, No.

937, Annex 7, 2006
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comparison of the two one-sided tests procedure and power approach for assessing
the equivalence of average bioavailability, J. Pharmacokinet. Biopharm., 15, 657
(1987M)).
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0.100(0.100) 1.00 1.00 0.98 0.50 0.05 0.00
0.149(0.150) 1.00 0.96 0.78 0.50 0.05 0.01
0.198(0.200) 0.93 0.89 0.56 0.50 0.05 0.04
0.246(0.250) 0.73 0.81 0.42 0.49 0.05 0.07
0.294(0.300) 0.73 0.48 <0.05 0.11
0.385(0.400) 0.60 0.45 <0.05 0.17
0.472(0.500) 0.51 0.41 <0.05 0.20
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** EMEA, Guideline on the investigation of bioequivalence, 2010.
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(K.F. Karpinski ; Ed. by I.J. McGilveray, et al., Proceedings Bio International '89,
Issues in the evaluation of bioavailability data, October 1-4, 1989, Pharma Medica
Research Inc., Toronto, Canada, p. 138 (1990))
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YR R 2 i 5 2 L AMETH D.
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T2 2 LIIHEE BB TR,
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HEOPRE Zxt5e & U CEDFRIRSEERRZ 2T 2 BN H 5. LLTOICERIZ,
BN DONA FT XA TV T 4 DN, EFEBECARE B & TR - 7R ®E
INTND.

H. Ogata, et al., The bioavailability of diazepam uncoated tablets in humans.
Part 2: Effect of gastric fluid acidity. Int. J. Clin. Pharmacol. Ther. Toxicol., 20, 166
(1982).

N. Aoyagi, et al., Bioavailability of sugar coated tablets of thiamine disulfide in
humans. I. Effect of gastric acidity and in vitro correlation. Chem. Pharm. Bull.,
34, 281 (1986).

H. Ogata, et al., Bioavailability of metronidazole from sugar-coated tablets in
humans. I. Effects of gastric acidity and correlation with in vitro dissolution rate.
Int. J. Pharm., 23, 277 (1985)
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BEE TIAThbN R I, ©— 2 Rie & o8z A= A nE Sk
ABRIC L DRI, T L e MEDTFRIRESEMERBRORB R E —B LW & 23
SNTWD. FRSUIRMEM 72 E TRV ER G, RO 2 Fr s 12179 &
ERRDONDEIRMLTHLOT, BT B M X DRI X - THEY R
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V.P. Shah, et al., Analytical methods validation: Bioavailability, bioequivalence
and pharmacokinetic studies. J. Pharm. Sci., 81, 309 (1992).
FERE  7RiEA, TEHEGOSHTIEAND T =3 a v, M TS, KBk, 2003.
ISO 5725-6 Accuracy (trueness and precision) of measurement methods and
results - part 6: Use in practice of accuracy values.
JIS 7 8402-6: HESTIEK OMIERROKEMES (R OREE) —55 6 8« K S (12
B9 2D ECTT, AABUS =, Hat, 1999.

2. FHimiAE

Q28 AUC O#tEIE, EDXH B FEEZRAND DM
A) FHNE 2 B CRATBIEORBLHET S HEEZHWS.

Q29 MHAEINEKRF 257 arR— g TRODEED, BELEERLTUELWD
A) KDL 2L EBHIF L ENTED.
D.P. Vaughan, and M. Dennis, Mathematical basis of point-area deconvolution
method for determining in vivo input functions. J. Pharm. Sci. 67, 663 (1978).
K. Iga, et al., Estimation of drug absorption rates using a deconvolution method
with nonequal sampling times. J. Pharmacokinet. Biopharm. 14, 213 (1986).
D. Verotta, An Inequality-constrained least-squares deconvolution method. dJ.

Pharmacokinet. Biopharm. 17, 269 (1989).

Q30 ZBBENTA—H aRHT L BRI

A) AW FREEPEOFHGIE AUC, Cmax Oj/NT7 A —Z 2T THTLL 0 THD
LIEBZ LNV, BEHSIPMEWEDOIR B D tmax FIXFHIINT A —F LET5E
WNTA=BLLTHDT, ZENTA—FIIHEENE LTSS, AUC, Cmax A3[F
FTH> THERMIAEMFNCFAERYF E LTROH S Z&iFTE Ry, £,
IR ERDMEEREIC B W THERZENRIE SN Ha 123, Bl S iERAE
DAFLDTE IR EETIL 72 < WISOEBEER T H 5 vTREME 2 5%, WIS BE |- A i
N DDA ZRIET 5. ZOBRNOBENT A= DfREHEZRDIZH DT,
HEt A BEZED R SNTZ5E, BEEZOERMELE 2RV ETHLINE I DD
AP METH L. MEtT 8B T A =2, ERLOFEICL > TERRS. iz
X, AR 7 £ T, VRT ML IREOLEEIFER S 27l C&E 2 /37 A—2 D
D BERIGE LB DD, 7ok, (FHFEBIRER O 2203 3K 5 O IRIA PRI
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Q-31
A)

Q-32

A)

Q-33
A)

Q-34
A)

Q-35

VY]

A G 2 5 RN B D5 ElE, tmax b RIFEERFHEANT A =2 LT 5.

MRT (355 /37 A —& & LTI,

MRT [ ZTH I E DN S WY I, A DO AL AT XA T8 )T 1 O
DFEZTRAT DM, UL, WHREEERDRKE WY CIE, IR o
DFEZHAT 20 E <, FERIFRHRBRE A bEy. "WAMOAAL FT AT
T 4 OEEOEEX LT tmax [TEEDEm AT A—=F THDHN, [T A—H%
MR IMENZ LR EREN TS, 207, tmax ZMimT 558535
A—HL LT, MRTIZEMTHS.

AT TITORIT IR B0 h, BEIDS U TSR EZITS> D TH L
.

EBEFAMOBEANCE SN T, o8EH L ME2 AW 2175 . REHT —4
DI BIERGAR, BT — 2 OFRIFERGMTHD Z NP ARGERE, BT
— X TRRNT AT H 2 E DY TRNE ZZIFZFDOFERL, REBRT — X2 X 0§
LTH &,

IRT A—ZDIEN 0 Th D PRE ORI A £ 5 2.

KB MREAT D T2 DI RT A—Z DEN 0 THIHIWRE ZBRLS Z L IXEREGI D
BTHZ L0 iFE LLRWVDT, NI A—FEN0 THHIWHREDT —X HLED
TREWT — 2 CTRIT 21T D .

KRBT — &2 DAY TR EEOHEIZED L I LD L

REBT — % OGEITIX, EWFNRSOFFREIE, FERERA L EEREI D < Z
A — 5 ORREE) O 7 A FEERAIORPEIC T 2 & LTERT L &, —0.20~+0.20
ThHDH. LEN-T, HEREMKIONRT A—ZOVEEEZ m THRT L, RBRA L4
HERUE D AW F O [RIZEEREAR 00 /8T A — & OIFEEDZED 90 %IEHEX M 25, —0.20m
~+0.20m IZEEN TN D & XTEWEIICREIS L HET D, IRHRBRORE R L
ATFEE L HE SN DHEAITIE, /8T A—Z OFEMEDZERS —0.10m~+0.10m (ZF
FNTWD & X, AWFHICESE & HE L TR,

BiExEr, ZEEGRER, LZERNARZ RIS 2RBRICET 525 ke R
LTIELW. F7o, SEMRHEBERHIUL, RUA BT A R LT 7 LSO
TEEZRWTIRIT L T I B 203, BAERMICED XD RITIENH D .

(1) fFkERE

PIEOBEHIH Tz > TE, TRBROFERCICHGRA ORI R 72 E2FH LT, E3dn
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Q-36

DEANANEFBHORE S ZTFHL, FROLMESZIZLT, BIEEREZITI & v,
¥, REWT —ZOGIHSCHERIE, 2 20 A1AIRRE %56 H 5 2 HIE 5 15O FI%GE T
HDHN, 25D MIREZ T 2HEFIEL, 90 BEBIXHEIZ L DHEEE 2L F
MORERZ G- 2 5. 2 >0 IIRE % A 79 R MBI 3 2 BT 253
R Z ZITEI TS,

(xt#5 25427 — %) E. Diletti, et al., Sample size determination for bioequivalence
assessment by means of confidence intervals, Int. J. Clin. Pharmacol. Ther.
Toxicol., 30 Suppl. 1,551~58 (1992).

(CRZEH#7— %) K.F. Phillips, Power of the two one-sided tests procedure in
bioequivalence. J. Pharmacokinet. Biopharm., 18, 137 (1990).

(2 >0 /R E %2 £ PR EF MR E M9 % 51%)  DJ. Schuirmann, A
comparison of the two one-sided tests procedure and power approach for assessing
the equivalence of average bioavailability, J. Pharmacokinet. Biopharm., 15, 657
(1987).

Q)  ZREEERBROFSICOVTUI FRROMENSE LR D.

el-Tahtawy AA, Jackson Ad, Ludden TM, Comparison of single and multiple
dose pharmacokinetics using clinical bioequivalence data and Monte Carlo
simulations, Pharm. Res. 11, 1330-1336 (1994).
(8  RERNARZE FIFFZ 53 23 B OF SOV TI FRROBENBE L7 D,

Heck HA, Buttrill SE Jr, Flynn NW, Dyer RL, Anbar M, Cairns T, Dighe S,
Cabana BE, Bioavailability of imipramine tablets relative to a stable
1sotope-labeled internal standard: increasing the power of bioavailability tests, J
Pharmacokinet. Biopharm. 7, 233-248 (1979).
(4) RIA KT A NR LT T T IEDAN O 51k

I UNTG ARy ZIRIZ K DHEL X T A= Z BIEHGRICIED WG 1T,
S RT AR Yy ZIETRDTE 90 BEEXEZHEICHN TS X, LIFIZSEL
[N
V.W. Steinijans and E. Diletti, Statistical Analysis of Bioavailability Studies:
Parametric and Nonparametric Confidence Intervals, Eur. J. Clin. Pharmacol.,24,
127 (1983).

AT R FEEEBRE « THRHEN 2 EH ISR WIES T, 7 1 24— =3B T
E7e <, WATHER] HeBGABR L CRBR AT - TRV, MENTEILEE O — ohilE FEBRE
TRIZHED .

Sy RT A MYy ZIERO 2 OO FIBGE TN 21T o 72 & & OEW TR RSN
DYEFEREEZ R LTI L.
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A)

Q-37
A

Q-38
Y

J R T ANy 7 ETHRAT LT AR 2 WD CAEY SR R S 2 5l 9 5 &
XTh, MEEMT —H EHODGEITE, BTA R4 NTREINTNAH/NT A R
U 7 IofgbT 5k & R CHESSHEICHE 5 . REMT — 2 2V 25812018, Q34 12
R LTI EHAEIZAE S .

2ODRMIEE (VXT A BV » 7iE) OIFENGE O ARG FREDE Y Th 5.

Ho: p = 01,u = 02
Hit 61 <p<6e

REEHT — 2 T, w13 loglp/py) &729, 01=10g 0.80, 02 =1og 1.25 L725.
REWT —2TE, piE (e — w) e THY, 0= —0.20, 02=+40.20 L7225,
e OV pr (XEREBR LA K O SERLA D A1) P R B PERFA D /X 7 A — B DR & R
. RO 2 oDIFEEGR N EKUE 5 % THEAIND & X2 2 >ORANI AN
IZRZE EHESND.

Fil LR EBIZ R > T2 B A TR 200 B X 20 d7e B,

—RRCIE, 2K 2817 o A — N—IETIX, BERIR & R LR S IR0
DR R LR DA B R o T2 B IR ROMBIRMA AR TH 503, HRIA
BOLGAIIEROMPULARETH D, 1ERIL, BHEOFETITRY NH 5L, FF
LR TR HDRICEDAEETH D LV I EBELXMTONIZHAICIE, MEE
ZIFANTE T, L, @%, 8t EORY R o722 & &G 5 Z L IXREET
HY, £, R—FHONAFT ATV T 4 OERBREIT 5 AW AR
BRICIR > Ti, 7o b 2 — AP SN TOIUE, FELOIRNE TS Z LAk
ZIZLKVWDOT, FlLAIRICET 2 B8R 2MbrnwZ iz L.

KM 2 - CAEM FRIR S 234 L TH v,

KITA RTANTEM LT 90 %EfXH Ok, FERPR) X2 2o FlkE

(0=0.05) Z AP FRISEMEOHERLEL, EERFAONL T AT T
1 D 80 % X1 125 %D/AA FT_A T EY T o AT H8HID 95 %DOMERTREH
ERDEDITHRESNTND. ZhuL, HEELWRRDE 5 %THLHZ LE2ERTD.
KA RTA L TRINTWDUSNDFIETHEZIT O HEICYH, HEEGREIT
5 %LLFE LTI B0, ZO7DIclE, MMEEXMEEZEHT 2558121,
T OERREIT 95 % e 70D . T ORI, RMPMEMXE DI 3 EREAR fC R T R E
KHEFXHE LY b REVWDOT, FHEZEH L THELIZRWVD, FAIXEE A
L7z, (V.W. Steinijans and D. Hauschke, Update on the statistical analysis of
bioequiavelence studies, Int. J. Clin. Pharamcol. Ther. Toxicol., 30, 543 (1992)).
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Q39 TEMAHL 20EH) o BAEGIZ R LTIELL.
A ERLOEBEREE LT, F— RS AR EE RN 2 L L
TRV AR A BT % . PRI, RIRA T O ISR D THAR T IER B2,

Q40  tmax |[ZOWTIL/ N T A N v 7 BRREFEEZRHA L TH L.

A) tmax NBE/RT A =L OLHITIE, /23T A MY v 7 RBRERET, WEBRAE
CIEHERIFN O tmax [CHB/RENRNI EE2RT 2 E TELIX R, (EHRBIRER
DFENEIRTORERIA AEICEEE 52 5 A[REERH 0, tmax % RS Z
A =R LT HGEITIE, TOMU R A FRRSEEOFRIEARE L, Q35, (DITR
L 72f S5 2 2751 L CRlBR i & AR 0D tmax D 2D 90%[E X A 3K, H
ExEITD.

IIL. 7752kl

Q41 THI, IREA, ERA, WOEA, REDEAL BGAIO X OIS, LB ICEEE
THEELD D WVITHILEN T, BReZRE T2 EERIZOVWTIE, 3micks
AR TAEFRIREMEZFEA LT L.

A) LR S B, ARG BEER ML 2 ST U CERIEBALIC R E L WERES TH - T,
TERDRLS 220 DT, H-o, SCHRZE Ot & 0 Bl s B A% Th 5 L H
Wrsns5maid, fshe LTEWRRIRBOOND Z D5, 2L, wHRERIC
P TRBRIUH & ARAERA O 2B AR LUUTR S &l SN 5E1, 7, R
BROSAWTREZR GBI, Y e B2 BORRBR 1T L > TRRBRIUF & AR vERLA oD Z) 73
FRUSULIRSE & SIS BICIRD . BEOHEITIE, FUSUIRFEOFFAEI,
FRBRDFFIEIC K> THYNIRET 2. 7ok, BWRBRIC & - TEW RSN 2 FEA
ToHEEIIE, MR EEHR L OB L L TREBORELZITV, %M
DOHEITE FRABRIZHEL D.

V. TR

Q-42 b MEHTFHFRSEHERBR CRSMNGEHTELE LT, BHRBTHA KT A
YOFERETEIZ L TORWIGEITIE, FEEWZRVWON. Zhe b, BHRERER
Tt FRBRO L TIXFESEMZ I LIS WIGE ORITRT — % B 2 5D

A) B ERANZ I W, I R, (DEERE ORPUZ DWW TOIERE 52 5, (2) 3K
WHENRE /R T A =2 DT Y XD REREFKMT, & MBROL TIIREMEA T %
ZEDEELWGEEOMRT — 2 & LTE ST biLd. Leh- T, AltRAICE
WX, EHZEEBOBELM A I T2 < Th, b N CTRISWSGEEF XL, £9
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Q-43

A)

FHICRFOEREM LHEIND.

—J5, WREERAITCIE, MR EXEEL TWS Z EOFEHE LT, $To
WS T B OFRIMEN R S22 T 4UE, e EERLOBR N & 1TRD b7
A%

ZITEORMEE &L, MEXMSEES OEHEORHIHE Z T D THS.
W LTSS R Ay 350, BOR, T2 I Ko TEMNT B2 L9 G d
ZIE, MK E TOHER CIsH 28 4 ik 9 5.

¥, KA RTA4 TR, WHEBROMERPERINTNDD, ZIUTIFKRO X
IBFNE L H 5.

1. BHFOWEE DL L ”IF|ONAFT XA Z 80T 4 & ORIZIEH
HAERDBAEC D FREMER D, BEDOBRBEL AT T ATV T 1 &0
BOMAERIZ LS HSNTWS. 20X 5 AR LY i R SR
IZE > TR SN EDT, EWFRESEMRER O YR O HP I E o R
EHEAERZT DHBREN EORESENDINCED. —F, BHEARTIT,
WY 7RI 2 BIR T 5 Z L Ic kY, 2ok ) RFEORE LEEORA L D
FEAEROFREMAZRINT 2 2 LN TE 5.

2. AEWTFHIRSEERBRIC VT, R & SRR O RISEMEDNGER S e S E
T, WHERBRIZ W TS B OFEEWE UL RSN R SN2 WAL,
ZOHEIZONWTERLTB ZERHEETHY, iz, BHREREILTW
TR RO Z LA YEC O THRETT 5 2 bR E 2 5. ETo, MEHE
OBERIZL Y, AREHBEANR UIAR SN DIZOWNTIE, YA
HVE RS~ D G IEIC R D BRI 2 A L ECIEHEBROBREEZBZE L, &K
REFEEPTONDZLLINTWD (P11 04:7H 1 5 HIEFHEE6 345
ez 2 Ry R ) .

HEHIBRBRIED /Y 7 — 3 3 > RO B RO/ ) 7= a w0
EERLUTIELLV.

NYF—a v b iE, RRIEO RSN & RO BB A RIS RAET 5 2 & T
b%. HRABRTIE, JP OBEEMSF L, £77, EHIICER OB AT RS 5.
Z O, USP OB ) 7 L—2 Rl M50 bHMThS. Eiz, WEMGHORN
Bkt COREEROCHENY 7 o 7 L BRBRIEOZ 47 E AR T 5.

IINTEDNRY F— g 2B, FKHAlE LT, UTFTOFREEZHRHT . 2B,
BRI OpHR R EHEMERILE 72 X OZE 2 BET 2 -0 OEHRR (TR 13,
RGN THD.

EE (EETELTE L)
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Q-44

A)

Q-45

A)

Q-46

A)

Q-47

VY]

R (DMTEE & ENHIUSEE)
ey S
BB
]
(DHTHEANRY T =3 g OB ECR)
TR 9T 0 2 8 HIEHSEH 3 3 8 Sk & BlR R %N
PR TAETH 2 0 HEEFH 7 5 5 SREARREM
JERE 721F 1, EEGOOHIENY T —va >, WHEBETEE, KK, 2003.

SERIZIRMR LI RIE TG S 2RI T, AR YERLA & ORI 15 /3 BANIC
85 %L BES M L7z 3R & e L TR,

b DRI CTEM L TWD Z PR TE X, ORI IR & O
BRAUHAIZS 15 43 LANIC 85 %Ll IR L-EIK L A S b.

Bl 20X, TAI, IREH, ERA, WOEA, REEERIEEA, EEGA W EEERRA O
& O ITHE B BB ER ML & I U CEREMLICBE L 22V A BANC W Th, B i
FRER T,

MBI 25 E120F, #RE ORICOIRERA| ORI H - > T, WLy
HUREBRIE L L TRV TH D . B L7220 H DIZOWTIE, R ED
W) e P bR RBRE A W 5 DT R,

VBRI O pH OREARMA R L TIZ L.
WA O A FRA pH OFPR K& OAIT 0¥ BN A2 0 pH 2 B8 L Tt
ELT-.

W HHERERIR O pH SR mETE A OPREE 72 & O &M E2 R ET 52O O FARMRFHI & D
Lol TnE v, e rimeahcls T 28 BEE (Ryt'L) 1%, 12 Xoytk
VLERSEL ). F e, HBHRNSUE B AR T OB RS 21K (A AR/ I7HE - &
RO EREREETR, pH 6.8 % 2 f5IZAR L72IR) ZMEHT 2546, ZD#o pH X
6.9 FHIIC/2 20, ZOFEMHLTHELI XV

W ORIRED DB 2 C, BUE SRR LINIZ Y 85% L EIR -5 44T,
WHOIEL 722 pH AT T pH % 0.5~1.0 D HAL TR - 720 < OO BRi THe3E
D 3 1y MIOWTHEHERZITV, O LRSI COBEHEE & EE LT
WAL 7020y FORHZEEND pH ZRET LD — 2D HETHDH. KDY
fREED B bE< 725 pH T3 my b b (kO HRBRIK CREERA 2 2R L1255
HlixZzomy b3 (LLFFEER)) BUE SRR LANIC Y 85%LL FIsH L7aWigs

17



Q-48

A)

Q-49
)

1%, Z0 pH ZEHHRBREME LTl BYoRMENEL, 3uy hEbIFES
iz pH OFiPH T 15 53 LANIC 85%LL BIS T 25813, WENHE X Tk bR
WZ<WpH &5, FHElEEAIORES, fEESNTREDORY YV L~_— |k 80 K
T OIEY) DOVEFREE D> SEmTE A OPRE 28 A T FRO pHFEE L A L L 912 LT
ETAUL I,

TA RIA PR dEERBROEE (12 Xy ' 3UE 6 Ny ' LlE) 1345
SAFFEERIF ORPUTHE A T2 b O T, RBREMGZHET 2720 O ClixatbiE
B (RyB) FIRHTHE L TR, £, WO pH AR Evs, R
BRAEAT O £ TH 27 pH M2 RIRT X 2561201, BHRBRIC X 2 MEHI %
B2, BRIy OVRREE O pH ARAFYE & SAIOFE HEE o pH AKAFHEIZMBE T 2
LIRS WD T, EEZET L. FMHRIED 2O ORGETTIT i 7 iR R 4
R OATRROFERITE O TH L.

A AR 7 O HRBRIES, TR CEE R 2 A5 & 13, pH 2 EUE S v/l
DE0.05 LINIZ/2 2 X HOF%ET 5 LidfisnTnsd. LnL, TV UBRERREIR,
pH 6.8) 1% pH MHE SN I-AREIR TIE2 W0 T, WHRBRIETO TpH 278%9 5
FEMEIR ) (a3, [V CEREENR, pH 6.8) & /KT 2{HICAR LIRS
21, pH #4252 << Z0EEHANTI V., KRBRIED pH FEiE{HIL 6.92
+0.056 THYH, ZOFHHOLOERAND Z EREE LU,

* 1Y ERHERRER, pH6.8) XA TH Y, N pH 2% L2V T pH 238
ESNTWRWEEEIR CTH 5.

SRR DVSAREE, ERINMAIOREN S, FlZ1E, pH3.0-5.0 THEHNKE LD
SN EDHHTE 28A1E, #H 7z Mcllvaine FEER O pH #EIZBWT, RER
D pH 4.0 2R L T L.

# 5 7- Mcllvaine FBEHE O pH BE BT, BRI Y 2B BN HIIE, Y
VR AR FEORIBN RS2 SO T pH 23BN L TH L. Bl 20X, JFEKOEMEE SN
o pH ThE<, WANCBWTS pH 1.2, pH 6.8, KTIRHMEICIFE A EFENZ
WA R (B YRS pH AARAFEMED 22 WELAD D354, pH 3.0-5.0 #if TO D72
Mcllvaine #EE#Z D pH #R1%, BWRENOEZEZ TROHBIBTICKWpH 352 &0
T&ED. 12120, % pH ORMENHRBRICEE L RMFSRWEREDELEEZ LNDHY
A, RO pH4.0 &R L TH L.

T HEBRIC W T, SRER O, BisER EARET 2 2 LI RLETIE RV,
BN Gy 3EER ML 2 9 U CHER AL BET 2 AT W T, i HaRESE
ST OEERAI OB, (2 EW PRI RBROPERE OB, K OG) A=W F-1F
EPEOHEIZHN NS, WHEBRSEIEOREIL, in vivorin vitro FABIVEDBLE NS
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Q-50

A)

Q-51
-y

Q-52

VY]

ToleoTIEZRL, BAROBWHZEB OZR PRI RE<END Lol 2
O DOEMFIZB W TEHZFEBNBESUIFRE L HE SN L7261, b MIBIT 24y
LIRS AR KT D L DEZ TR L o2, T O, IEHEEIORELNE L O
M AR D RMIIMERICRET 2O TR, HE LEEFoRE Lz, 2720,
BUE S 7= 3R BRIR DRSSy DB % =T C, e & BB ELA OV B S K &
<HE7p 2 Z ERRHFREBRIC L VI SN D 5E (Bl21E, Mcllvaine SEEHRIZE
WCHERERR Ry EFHEAER T2 2 & TR RE R T T 2854672 8), BUESH
TR 2 C, MU pH OMOEFEIRZ AW D Z L 13w S LB x b s, Akt
BUH K& OWHARA CIE, I ZEEhORELIEI 6 FEBLINIZ 85 %L FIRH T 5 &
HIEENDZ ENEFELL, HET IRBREMF O L N LAY FHIREEE L0
R XFFT D2 LICRD b0 EEZLND.

AIVEA A TR DMK  FREAER D IEF STV DI, KIZBWTOA, JFIEOME
F 7 IFBRGRIRO BRI L R YRR L SRR A OIS B PR E S BRRD 2N DD,
FO XD %G, KERRZEEBRIK T O B R L0 EHEOF G AT > T
AV

BA RIS DAY LR SRR AT A R T4 e b MBS EiE Sh 554,
KIZINT O B AR ARG & SRR A OB 28 3 B 72 2R e il (B 20, T3
RO E) &Rt 2 & T, KEBRWZHBRIE TOR BRI L0 RS
DFHiZAT> TEV. 7238, KERBRKE Lim BT ER T 5.

WYL, EEVESEY) ST SRS O W T OIE BRI TIT O O K v,

RAMOWHROELRHTE D, IV ORMET CHEHEHZ K52 L&
WHEHETHD. LEeB>T, Yo pH—sETn 7 7 A A0 BHET LT, R
B FEh IR ORE S 7o BRIRFRINIC 85 %l RIS T %) 72 pH SRR Z WO
RN ZBIRT 200 LEE L. 7, 2) THIIHEEEEY 2 508k, =—
T o4 v TRBI O THRE 21TV, BB TRE R R IEA 1 SLUTF O L (iR
DERMESY) 2 5 0 RAIO ST O 21TV, L0 i#Ev)eli 2 @R 5.

MMM Z Gtea—T 4 7B, Ta—7 0 o ZRFOEHRERSM 2 Hn
LEITHESNTND. LL, 2—=7 4 ZTEITTETH IKET 2600 H 5
DT, ZOX 5 RBFTIE, TRy 2 aThRA O THEHRBRZE/ L T
AQAY

a—7 4 7T, PHETCEMT 52, pH 3~5 I THEITIC S WRHEAZ R T
HLONRH Y, YR OZAETIT 9 L ZOREZ RS /MRS H 5. Z0HEI2IT,
a—7 4 U TRURORMETHRREZ1T ) ZENEE L. BeMEEEY A pH 3~5 fiET
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Q-53
Y

Q-54

A)

Q-55

(4)

Q-56

A)

Q57
Y

Q58
(A)

VAR PE DM T2 8D (T HRRIR 0D St 723 N B 20 o 51213, MMM OS2 R LT
QAN

RKATA RTA TN FIVERTIZHWOLILTWA DS, FOEE I ).
Ehe EoOfEE S, RBEROFHRN, BECREINEZT—ZX0BE IR0
BB RWEEZRLIICHWS Z Ll L.

A R A DOFERUT /X RE, 50 [EHR Ty & L D JEERIZ S D Fr i) H 3 HE
T 2BRNRO N D5E, FORMITELZT, /N RWE, 75 [FlEE, XX, [R5
Z A7y ME, 100 BEE TIRHRBRZ1T-o TRV 7 L H D, IWHRER 7 OB SLIEL
EH D0 FTo, /NRE, 50 [EHE TEHZEBE O EIT TH < TH L.

“BUHIOHAEEM DN HERE T DS 13, BIZIE, BESIZE DXy L OEERIC R
DR PHEFE T 5 2 & 2 RBIIRT.

AN RIWE, 75 [, XX, [BldE/ N A7y ME, 100 [BER0 &6 6 E2{LE TS D
ETEV. XRE, B0 [EHRTED X O RIEHZFEEICTH 203 E /R 720, IEHZEE)
D HEIIIT D .

s RIVEE, 5O BRI 2 C, 7S RV, 75 [Bl#s, [AlfE/ S 247 > R &, 100 [E#E T
R E(ToT-5E, HRAZELVWE] 1ZEOLMETITZIE L V.
BSHZEBEIOFEZIT > 7250, THRAOZELWE] NHHNE D 0E2FNT 5.

Sy, SNEVICERAET 256, B LIS WOHEO Sy 20 FvE
DT L.
HASG T TRy AR FILOMBEICOWTTHE L TE ST, MU EDL
D& FHWT L.

AR TR NG E, WHRBRTY U —2 AL TH L.
T BRI I W TRIFIASRBRIE T TilE 4 258120, AL THRWv. o —
ZEEMT 256, FUERG, RBREA L bICHEMT 5.

BN OV R T, RmEiEMER 2 RN 2 2 & OB RITT).

HAVERR Y 2 & T RIAITIE, IEHROERWO B CRIAAMEICELTCLEI 2D
(2, A OV =R O Lelg A3 8 L. BEA MRS 2 5 To A1 oD Vi HBRBR L2 R T TE P A
IR 2D, EYOBEIE 4 LT, MAMOBEHROHKINMTAD X1 T 51
HTHDH., R J_— | 80 & BEIRL T 5.
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Q-59

A)

Q-60

A)

Q-61

A)

VI.

Q-62

R HHZE B OFELUE K ORIZEAEOHIEIC BN T, FHME CHlkd 2 56 OFFRg %
A TR LTI L. B 20X, [RREREA D T8 3R ERGR O IR MR+ 15 %
DHIPFIZH D] Lo DD, 15 %IIEMEZRT DD, L e b HRDZEDHEHE
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