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Appendix A HFEEORE OFHEH

RFEROBEDE, UFOHBRIRT £512, #4 K74V BERLTOSA
BRUTOEPHEL Y 1L T, BT, BREATS.

ﬁnﬁﬁﬁﬂmﬂﬁ%ﬁ
(1) R :
MY DEE
B BRI -

- CRBEST A 40 mg (10.00%)'" 40 mg (10.00%)
RagEAl FUERIVFTY 40 mg (10.00%) - 35 mg (8.75%)
Ay R 1 Al g 20 mg ( 5.000%) 23 mg (5.750%)
R AFT U Mg 4 mg (1.000%) 4 mg (1.000%)
FRFEAL: LK 100 mg (25.00%) 97 mg (24.25%)

 EEErr—2R 196 mg (49.00%) 201 mg (50.25%)
HHFOBREE 400 mg 400mg
1) ERARAH ORI T 55RO EE%.

ﬁﬁ@@%@ﬁ% '
C OEIEIOHE R B L Ry SHEDE 7 e

Al rUEmayFLTy ~1.25 % B)

- fERE AY RV 0.756 % ()]
Al SLbEKE _ —0.76%
A Rr—2 1.25%

ﬁﬁﬂ'ﬁﬁﬂf%ﬁ LI REr OB RO ZEOWSHEOF 2.00% ®)

EE LI R OB HROEOKE O 4.00% (B)

(3.25+0.75 + 2.00)

%%%E@Eﬁﬂhk%wﬂdﬁﬂc Maa#l © C 7J<f§’(‘§3'0 , ZORCBH AEFIONS
ZEHARELCTDS.

&)74»Anm?4vfﬁ

BEDER
O .

_ bt Ul - RBR B
BHEES  A . ' 40 mg (10.00%) "V 40 mg (9.52%)
RasAl PUERIFUT Y 40 mg (10.00%) 45 mg (10.71%)

A Re ry . 20 mg (5.000%) 23 mg (5.476%)
RIRA! ATTY Y BMg 4 mg (1.000%) 4 mg (0.952%)
Al LA 100 mg (25.00%) 108 mg (25.71%)

fEREAT—R 196 mg (49:00%) 200 mg (47.62%)
PR 400 mg 420 mg’

1) EBAEPEORERIZANT BE RS DHE%.

1b



O7 £ vAE

: HHENS BRI
ARESY . 7.5 mg (75.00%)™ 8.0 mg (74.07%)"?
BRRGT 2.5 mg (25.00%)"? 2.8 mg (25.93%)"
7 4 AEORER - 10.0 mg 10.8 mg
Rl ARE i 2.51 em? 2.56 cm®
BATREHDHRZY O _ o '
TANABOEER 3.98 mg/cm® 4.22mgfem® (106.03%) %

*2). TR 4 AEORRRICH T 58 MA OHEYS.
#3)  FEUIP R EREEALL [T S BRI O .

SHBOERUEFEDFE
O
: Ao R B 8 & Ry EHBDE K
Hagsl bomnavFrTy 0.71% (B)
HAH Wy Rr o 0.476% (B
WBIRE - AF T U LEECa —0.048% - B
FRIEE LAY 0.71% :
_________________ SRR A o TLB8%
ﬁﬁ?f’ﬁﬂ'ﬁ%{E LRSS 0SB ROEOEMEDT  2.09% - (B)
A TER Ltﬁkﬁ@‘“ﬁ%@%@mmﬁmﬂ 3.33% - ®
(0.71 + 0.48 + 0.05 + 2.09)
@7 ANAE -
|itn - ERAROE HE
ARGy —0.93% - -
115525 S eeeeeeeeeerere e 0.93% .o
TANABBCEE Lf_ﬁiﬁﬂ)ﬁ"ﬁfﬁ@%@%ﬁﬁﬁmﬁ 1.86% B)
%‘Eﬁ&% k¥
B REEHEVDOT ANVABOEBROETEE  6.03% (B)

FRTOEEOKELB THHOT, ZOPICRY SMHONHEIANER B TH.
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- (3) PEAREE

*9) FEMPNE Y 4 A ABOBRERICH T B E RS OHE%.
*3)  AEILA SR 2 PR A O M.

OrE&E

Hyeaoy
DRk : . 7.64mg (12.32%)"
ERk4y 4.36 mg (7.03%) 2
FRRAY 50 mg (80.65%)
HRBORER " 62 mg
P DT ' 1.495 cm®
BT R HLE Y 0 ‘ \
BREOHE 41.5mg/em’

") IEMAREREORTRICH T 5508 DRR%.
+3)  $EULPRANA KR B BRI,
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WHDER
Wi T '
_ BN PERELA
"G A 10 mg (8.33%)"" 10 mg (8.33%) -
wEeA BE Ry 3.6 mg (3.00%) 3.4 mg (2.83%)
RIRA ATT Y VERCa 0.4 mg (0.333%) . 0.6 mg (0.500%)
- BRI FLBE AN 86 mg (71.67%) 82 mg.(68.33%)
: R T—R 12 mg (10.00%) 14 mg (11.67%)
: CMrETayFLY Bmg(6.67%) 10 mg (8.33%) .
NEORER . 120mg 120 mg
1) A ARORERICH TS SR ORE%. |
74N bE .
HAE0 )5 TRERGLA)
ARRSY : T 117 mg(13.30%)? 1.2 mg (13.48%)"?
BR&AY : 1.63 mg (18.52%)"™ 1.63 mg (18.31%)"?
CRAY - 6 mg (68.18%)2 6.07 mg (68.20%)'?
TANVABORER 8.8 mg 8.9 mg '
Pk R T 1.495 cn® 1.495 cm®
BfrfmMbic v o
T ANAFEOERE 5.89mg/em’® 5.95mg/em’ (101.02%)™

BRI
7.6 mg (13.10%)"
4.4 mg (7.59%)™

46 mg (79.31%)?

58 mg
1.495 cm?

38.8mg/cm” (93.49%))



EHROBRCOEEROER

OFI o
w4 B §) & Ay EHBVOE - kiE
waE  HEF» _ —0.17% (B)
VB RFT Y VERCa o 0.167% (B)
A KT —3.34%
- fEEmEAE—R 1.67%
................... FIERIYT YT e A B0O%0
BRI CEE Ll OSHROZEOHHEDT 6.67% ©
P CEE LA O SR RO EOMIHE DO 7.01% (©)
(0.17 + 0.17 + 6.67)) : _
©7 4 /B . ‘ -
A EFROE k¥
A RSy : 0.18% - -
B R4y - —0.21%
SR 77 S SRR | X - U S
7 4 N ABTERE LA OEHEOEOHEMEORM  0.41% (B) -
. . rER i
BrRAERSLVOT A NVABOHREOERE  1.02% B)
OfExRRE- -
Bay : L EHROE 7k it
D sy 0.78%
E misy ‘ 0.56%
207 % A vt 1L S
PRIE CER LR OEFEOEDIHIENT 2.68% (B)
, EER 7kt
WAETR DI Y OBRKBOREOEER — —651% (B)

BLEEORENREVREER AL RO [ CERE LIEBRA OB ROZEDH
CHEOT] O CAHETHY, ZoOFB) ZREOMLEFAELC THS. '
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A2 EEEVOED E%’éﬁﬂ Y ly:p s

(1) =&
M DEE ‘
==Ll B LA
BRCE]5 % S 40 mg (13.33%)"" 80 mg (17.02%)
RAEEA FyERayF Ty 40 mg(13.33%) . 60 mg (12.77%)
THaH iR ol 20 mg ( 6.667%) 30 mg ( 6.383%)
HRF AF7) Mg 4 mg( 1.333%) 6mg (1.277%)
JRTEAL LA Fndn 100 mg (33.33%) 135 mg (28.72%)
i?”é%—tz)v:r —X 96 mg (32.00%) 159 mg (33.83%)
A OBREE 300mg 470 mg
1) HEBLA RO R AR OB .
BEEOBROHE _
WA OHE R B R 2 BRAY BAHEDE i i
BigERl FrERavFUTY —0.66% (B)
weRl FEFY —0.284% (B)
BRAl AFT Y B Mg —0.066% ®)
JRAGA - HbEK T —4.61%
kLR 1,83%
. nﬁﬂémrz& LEBSOEHROEOIHEOT  6.44% ‘ (©
EHE Ltﬁkﬁ@ﬁ'?ﬁ%ﬁ@%mﬁmﬁ@iﬁu 7.34% ©)

(0.56 + 0.28 + 0.06 + 6.44)

Bb ATORERKS VAL, TREH B0 T5E LERa0aTEDEnlsHED
Fu] O CKHETHY, ZoflicisiT R o)ﬁ&jﬁ‘e‘%@m CThs.

@) TANAD—T 4 G

SO SR PTEORE RICH T D AR O HE .
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M DEE
O - . _
ey PRI
RS A : 40 mg (13.33%)") 80 mg (17.02%)
HASERY b 7ERaLT 7Ly 40.mg (13.33%) 60 mg (12.77%)
FEH HE Ry 20 mg ( 6.667%) - 30 mg (6.383%)
WBRE RAFTU M 4 mg (1.333%) 6 mg (1.277%)
BRAZAY AT 100 mg (33.33%) 135 mg (28.72%) .
K EREAr—2 96 mg (32.00%) 159 mg (33.83%)
REORER 300 mg 470 mg"



@74 VLE

- ®-<itiya : BRI -
ARGy o 7.5 mg (75.00%)"? 8.5 mg (73.91%)"?
Bik4y ' 2.5 mg (25.00%)" 3.0 mg (26.09%)"?
T A NVANBOBREER 10.0mg . 11.5 mg
A OEEHE 2.12 em? ' 2.76 cm?
PR O B RS 7 D
DT ANDEOER 4,72 mg/em® 4.17mg/em? (88.35%)™

*g) FEULNIE T 4 A BOBRERITET S SRS ORE.
*3)  FEUIPA TSR T T B R B A o b

EHEEDERVERROHE

O o
RO B L sy . EHBRDE Pt
AAEAL h7ER IS —0.56% ()]
wEA P il g —0.284% (B)
TEIRA AF T ik Mg —0.056% B)
WA, REkTY : —4.61%
............. D EEEENER e L83%
A CER L RADEHROBORIHIOT  6.44% {0
NECEE UL R AR R OEORNEON 7.34% ©
(0.56 + 0.28 + 0.06 + 6,44) B X

@7 ANVDE : :
B4y | EHEmORE kM
A g5y " - 1.09% ‘
B e LO8%
7 A AAETEE LERSOEEROEOHRMEOT  2.18% @)
EEE . ki

W RERBE Y OF  VAROREOEHE —11.66% ©

BbEROREORE VAR TRIEM, [PBCEE LItRS0EHROEDIENE
Ofn] B THEREELZIO7 4 VABOEEBOERES] © CKMETHY, ZoOfic
B BB ONFEEARIER C THB.
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(3) FEksE

NFDEE
©F7:A o
: kil
APRS A o 40 mg (13.33%)""
BEE - breoalFrAy 40mg(13.33%)
e i o S 20 mg { 6.667%) _
CWREl AT T U UEMg 4 mg (1.333%)
FRAZH) g 100 mg (33.33%)
' MR —2 96 mg (32.00%)
AEORBRER 300 mg ‘
=) EMAREOBRRICH T 35BS ORRIL.
@74 hE
. HAENS
ARGy 7.5 mg (75.00%)>
B4y 2.5 mg (25.00%)"?
74V ABORER 100mg
PE DRTE 2,12 em®
Wi OB R mEH Y
O7 4 NVLBOHE 4.72 mg/cm®

OFEg
HEHEL TS
CRESY 11.5 mg (12.37%)?
DELSY 6.5 mg (6.99%)"
ERR4y 75.0 mg (80.65%) "2
BEREBOREER. . 93.0mg’ '
P DI 2.12 e
PO B R H 1 b
OFEKBOER 43 9mg/cm®

*2) HEMPILY « M ABORERICH T2 ERAOR AR,
*3) RPN SR BRI .

N

*9) AR ORERICHT B S5 DERIL.
") EUPRERERAIN A 5 RERMAID . -
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BB _
30 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

PR B
8.5 mg (73.91%)?
3.0 mg (26.69%)"?
11.5 mg

' 276 ecm®

4.17mg/em” (88.35%)"

B
13.0 mg (11.71%)"?
8.0 mg (7.21%)?
90.0 mg (81.08%)'?
111.0 mg
2,76 cm®

40.2 mg/em® (91.57%)"



et RDER UVEEROHE

O :
Ao E R L A BHBEOE 7K #E
BAERF FrERIVF T —0.56% : B
mEHl AERV _ ‘ —0.284% (B)
WBIRA  RFT VB Ng —0.056% ®)
iy %J AR —4.61%
L EEEEAR—A o A83%
R@‘«ﬁfﬁﬂf&”‘ﬁ w_ﬁ%@aiﬁ%@%@ﬁﬁﬁﬁmﬂ 6.44% ©
P CER LI O EAROEOMEOM  7.34% ©
(0.56 + 0.28 + 0.06 + 6.44)
®7 4 NVBE - '
5% _ EHEOE i
A RSy —1.09%
=127 1.09% oo
7 4 M ABOEE LR OSHEOEORHEOM  2.18% (B)
EEHR pitis
WERERbE ) OT 4 A ABOBRROEER  —11.65% (O
O E
R4y ‘ EHBOE ki
C E&%y : —0.66%
D4 . 0.22%
Y % 04
WARECEEL 71)552;50)“%75 $®%®ﬁ'ﬁ?ﬂﬁ@$ﬂ 1.31% - ®
EE'E-f— it
HirRERL D OBKEORROEER  —8.43% (B}

%%Kﬁwﬁﬁwk%wﬁﬁmfﬁfﬂhFWW?ZELt&%@%ﬁ$®%@%%E
oFn) BT Fﬁ{ﬁ“iﬁﬁ&m VDT 4NVABOERODEER| @ C 7J<ZE'C% n, ZOfic
kHé%ﬂ@ﬂﬁEEmﬁmCﬁbé
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Appendix B B4 7"“12}1/%*1 DAL EE FBA X 3 gy ‘ﬁéﬁ*

%%ﬁ%@%ﬁﬁ?éﬁ%iﬁwﬂﬁ,@%ﬂﬂ@ﬁﬁ%ﬁ%ﬁ?é?ﬂfwﬁﬁ%#
T 15 S BIPUE 85% LA LT D BRI, AN A ¥ 7 A Vit o CTAERFHRSERR 2T
SThEV. EEL, 1ERFRBRICRYT5EOENS, 250 mL ORMRBRESEEDR
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