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B ARFYs0u g

RRARE, 7Aave Uik, Bk Uk, BEEK
A M

(2) BREFORE

A= ROV

(3)

RE

AR OANA

WS 7 a7 o — VG RRYE KA SR O | MR N ORGSR T OSSR TR D B D S iR

3. ABAMRROHBRRUVEE
YL
4. A
AEM LR
5. \BAT HHHEMED H 5 MY
’C“&) éo
o) 0 AN
N
|-|\/C|-|3 HN CHO
CH
CHy
HO HO
AlA7ohTFO—i 5-71RJLZJL-8-E FOXS-
X/ 020H) -4

UEAY SFIREIME D % 5 Y & £ D1EEN]

6. HADEEEHTITHEITHIREN
(A TF U850  gDRFE M)

ABpoflE | (REEIE (A7 1R % 17 ¥ & e 3
EWRERER| 25°C 60%RH 3615 H PTP+7)3t n— LAvie L

1R 40°C 3f& H PTP+7p¥3t n- A7 L
W UL A RRI0%E T B
Al N N o N = e [&] TR, 01\

! E [ OO Yorind ﬁ'{‘( N AN ;
s W | 80 T5%RH | 3H ] (L%Q;Uﬁ% W © 4.2~4.3—2f H $#2.4~2.TkplZIK T
%, 000k | (o Wl |60/l - b BEECZEL LA BASL0%IE T (BLS0)

UV ) (%—1)  |12071x - h: BT 2L LS RIMI0%IE T (k4L

AEEE PRI, HERBRER, S, MY OtLErEaBI s | L
TRE R OGN L TR LIER T2, TV v n—adE 2 5E L7280, Rk Otz TIRIFT 2L E DN H 5,

_7_



| IV. 8HIcB3 25 H |

(A TFUI 25 sDREN)

RROFE || &l A7 I " 7 fe e 7
EWRAERER 25°C 60%RH 3614 H PTP+7V3t n— b7 L
IRE 40°C 3f& H PTP+7W3t n— b7 L
e Ml S 1EABRI%BIEF (R
s N=N::3 o, 0, fohe SHE M2 ; ;3 N [S-= [] TR 00 \ Vi
j:k ®E | 30T 75%RH 3EA (ﬁtﬁg ) YRR TR @ 3.1~3.5—2 A H#% 1.5~1.7kp IZIK T @
B, o001 o S 6071 - h: BEEEICEIL LA RAL0%IET (A
VT ) (r—1) 12051 - h : BREEEITEL LS EAKR0%IE T (BAE40)

BIEEE: PR, MR, 8. oY OeLeERBiT st | mES
a) kp : &R K kilopond, kgf (kg E=9.8N) & [FF, 2 kp Rilio & I IBEHRICEEEZE T 5,
T R OEIZx L CERReAR L E R0, 7TV o —aEL2RRE L2580, B R U8 CRIFT A LEND 5,

(A TF U 5EH0.01% DR EM)

AR D FERE PRAFSAE PRAFIERE LRAFHA it o
FEHR TR 25°C 60%RH 361 H B L
i 1R 40°C TTATF IR 6f& H b7 L
ik e 50C 3f& H b7 L
e 1 30°C 75%RH o 438 A Zfe7a L
% % ETEOL T > V) 1 B L

HIEEHE « MRR, MREER, S &, ofmE

(ATFooOyFT5ugdmlOREM]

R OFEEA TRAFSE TRAFIGHE TRAFH i A
R 25°C 60%RH 361 H Bl L
*w; i 30°C 75%RH P 1265 H ZAbiz L
5] A
{t . 10 7 6t 1 10% B 1 D & RAE F
B e MRDHHND

WEEH @ MRk, pH, & &, Dm%E

(ATFUFEZ42 0w 70.005%DRE M)

X8R 0> T T At RO EEeTT R
FEWRAT R 25C 60%RH | RU==F L i 36 H b7 L
IR 40°C 75%RH | RU=F Lk 674 H b7 L
o ] o _ " 16 51 1 R O 2 L F 5 R
w|  RE 60°C RVEF VAR BEA o e - Bl T L e
o " AEIETRD | A7 A v = | o | SHAE SR & RIS | 2 A
a* SIS AT Bl ‘ o4 RERILINE « 2 B{E T & AWl
. o R TR . KSHINE — Ut 5 & T
L 257C 85%RH Bk T R e ko e

BEER - Mk, MR, Koy, &R s
* : BRAE3,000 Ix, FHEES0 u W, cm?

7. BARERVBERROREE

<ATFUKRS420v70005% ABREOREME>
1gZ& /KEKIOMLIZIEDN L, H 7 AW CTER L, 7HBEESSRE Lo 22 e,

(A TFU RS540y 70.005%DEREDREM)

BRAF S HEHEH R Ah B 1H 3 H 7H
P4 ﬁﬁ@bfﬁw: ﬁé@;bjfz‘nc: ﬁﬁ@bfﬁxb: ﬁﬁ@bfﬁ’ﬁ
95°C TR U7 TR L7’ TRV U7 TR L7’
pH 3.7 3.7 3.5 3.2
BArE (%) 100 98.0 97.6 96.2
. mEAEODLTNC | BEODLTNT | BEAODTMNT | BEODTMNIC
5C TR U 7=k TRV U 72k TR U 7=k TRV U 72
pH 3.7 3.8 3.8 3.6
BArE (%) 100 100.1 98.9 97.9
WEME R, pH, & CEXIfE n=3)



8. fthFl & DEEEIL (MEILFHEIL)
OFHR RSN LA L OREZELOFMz (. HE ZTOMOBEEENR) OHEIZFEHE,

9.

10.

11.

12.

i
(ATF 8O,

- -
=
= —

fE25 1 g. FEHI0.01%)

% M XBRik, 50rpm

ABRiE : /K (900mL)
ATTF 8O u g

ATF oI =6E25ug
A7 F L PER0.01%

D 15 M O HFRIX85% UL 1
D 1557l OPE 1T 85% UL
D 155 O =R 1X85% LA 1

[ RSN =5

2% - 0

(1) FENDELGRS - QK. SNESFRCESE - BECHT HF®

A% L0

(2) B%

| IV. 8HIcB3 25 H |

ATF 80 ug, X =8E25ug

PTP : 1008 (108EX10)

AT F RER0.01%

FTAF v 7R bV 100g

ATFvna w75 ug/mL

i : 500mL

ATF L RTA 1y 70.005%

TIZAF 7R RV (FLEAIAND)

: 100g

(3) FHE=
BAROANA

(4) BHROME

. PTP Ry TorLry, 7
ATFUEE0ug s X =8E25u g c
En RYZF Lo, T
Fro7 R)7meLy
A7 F U HERI0.01% TS5 AF 7R kL RERY YT L
A o RY)xzF L
Fy o7 ABSHIE
g g Ry F Y xFL v
AFFrvnm v 75 g/mL 0
R RN F L
Jii HT A
Fr o7 R)7TmeLry
ATF O
TT ATy J IR RV Ny F Y zFL
K74 v m v 70.005%
R v RYyxzFLov

RIRIRE S D EME
KR L

Z Dt
AL
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V. ARICEET HIER

1. BEEXITHE
(A TF 8501 g)
TRLE R D E P ZEME FE 2 LS < R IR B 7 & BB RE IR O f iR
R SR, BMERUE Sk, IR, SRR R

(ATF I =fF25ug, BER001%., Oy T5ug/mL. K540 70.005%)
TFREER B D RE FAZENE R E LD < MR R #E 7 & BRI IR D FE i
KB R, BERE IR, WRE, AKEXR. WEHERE XK

2. PRERIIHBICEET HFE
5. MRERIIHBICEET 55T E
(REXWME)
LB XM EIRIRICB T 2 EHEHOEAIL, MART v A FEISOMKEROFHTHY , WART
a4 RAFEICK VIEROEENG SN WVEE, HDWVITEEOEEENSWARAT v A RAIZE LD
OFRIC L 2R @Y &l S e G B Ic D, RFEWMARTr A FRIEZFH L CERT 5 Z
&
(fi73)
KIE TS S - BERE 25t L Uizt o RREE M B o f R AR 0 2 fit 5% £ R0 B R 7 sl B
(SMART #HEIC BT, M B BIE T 2 A E O MR Sz 2 LB 2005 4F 11 A KERME
HEREDA) L0 ERFRIEAMERA B o RT3t LIIRIER] & OOFFHIZEI T 2 H /e 2 EE M 23R 8
LbIVE LT,
T, ERNTIE METEE - BHEAA F74 2 2003] (IZBWT, MAAT 1A FAIEOHRERINKE
K BIRROEREHOLKIEEIR E SN, A 7F RO 2 &0 ERERME B« FCERIT B INARE
SUIPEHER E L TALE ST T Y £,
INDENAORNE B E 272 A 7 F RO F % & e RREREE R B o HREEGRE 1A & O 7 — 7 FI &t
T 5 AT B A RS R F A& (R 18 45 4 H 28 AfHICE S, TR IR D
FEMEIICBIT 2HRAER & OPHHICET 23R ZiE#f L E L,

3. RERUAE

(1) BERUA=EDMEEH
(A TF 850 1 g)
WE L RACIZ T 0 T a— VR KT & L CLEIB0 u g (18E) 21 H 1EEERT 22V L1 A 2[E],
PR OEERNC R N 535,
¥, AR, ERIC K Y EEREET S,
(ATFUE25Bug
WE L RACIZ T 0 T a— VR KT & L CLEIB0 u g (288) 21 H 1EEERT /2 L1 H 2[A],
K OSBRI R &5 5,
6L Eo/ NI T e T a— VR KR & L CLRI25 n g (18E) Z1H1EEERT 72V LIZ1LH
2[8], LR OBEERNICR A& ST 5,
¥, AEHE, ERIC K 0 EEEEET 5,

(A TF 2 58%10. 01%)

WE. AT e T u— R KT & L C1E50 0 g (FEKL &S L C0.5g) %1 H1EHE T
eV L1 H2ME, R OBERNCR OB 5T 5,

6L BNz T e T a — VIR K & L C1Rl25 g (FERL & L T0.25g) %1 H1[FIHE
A2V LIZ1H2E], #I LR OBERNCR & 535,



| V. BcT 2EA |

GIE AN OHNNIX T v T v — VIR K F & L C1nl1.25 1 g/lkg (BERL & L T0.0125g/kg)
Z1H2[E, A OBERZRWV LIZIAZE, 3, BEXOBERIIKRO#&EST 5,
RE, Fn, ERIC X EEEEET S,

(ATFoonoyF5ug/m)
W, RACIZ T v T u — VR K Fi & L C1E0ng (e vy 7 & LT10mL) %210 1EHE
HIZ2 W LIZLH2[E], IR OEERTICR A& 53 5,
6 LL Eo/NRIZiZ T e T a — VIR KR & L ClmEI25 ug (e vy & LChmL) &1 H 1[Al5E
TRV LTI H2E], R OBERTNICR ARG T 5,
G AT OIS I T v 7 v — VIR AR & L C1IE]1.25 1 glkg( 1 v 7° L L C0.25mL/kg)
Z1H2[E, AR OgRERT 2V LIZ1A A, 8], BAXOBSERICR ARG 5,
7Rk, AR, ERIC XV T S,

(ATFUERS428w70.005%)
WE. RANIET e T e — ARk I E LClEl50ug (KRT9 A vry 7L LCTlg) #1H1E
ATV LIZ1 A 2[], § &K OBt RN R L TRRAT ST 5,
6Ll Lo/ NRIiE T e T a— VR & LC1R25 g (KT 42 m» 7L LT0.5g) #1H
1R RV LIZ1 A 200, 8K OEE AT A L CRR A ET 2,
Gk AT DI N IX T v BT o — VIR & L C1E1.25 u glkg(RT7 A vy 7L LT
0.025g/kg) A 1 H 2[E], #IL OBEERTZV LIZLHSEL, 1, BROSERNC HRREMR L TR N 53 5,
7RB. Fn, ERIC X 0 EERT 5,

(2) RZERUVAEOHRTERERE - B

EWERRRER (B - EH) 1280 T, AR O ZEENHER SN, HIEAOHEZRIE L
7o  (TV.5 (OREEMEER) OHZM)

4. FAERUVAEICEEY 5FE

* T F U 8RHI0.01%
1. BERUVAEICEET X8
6 AT DFLLN I BT DEREL 720 O 1 ElERGEEIILLTO LB Th D,

k = 1= 5 & &= 1= 5 & k = 1= b
4kg 0.05¢g 10kg 0.125¢ 16kg 0.2¢g
6kg 0.075¢g 12kg 0.15¢g 18kg 0.225g
8kg 0.1g 14kg 0.175¢g 20kg 0.25¢g

AFFoayw Fhug/m

7. BERUVAZICEEYT 51E

6 A DFLLN I BT DEREL 720 O 1 ElERGEIILTO LB Th D,

& = 158 & = 158 & = 1% 5&
4kg 1.0mL 10kg 2.5mL 16kg 4.0mL
6kg 1.5mL 12kg 3.0mL 18kg 4.5mL
8kg 2.0mL 14kg 3.5mL 20kg 5.0mL

ATFUEREZ42 8y F0.005%

7. BERUVAZICEEYT 51E

6 AT DFLLN I BT DHREL 72V O 1 ElEGEEIILTOEB) Th D,

e 1[E& 5 e 1[E& 5 & GRS s
4kg 0.1g 10kg 0.25¢g 16kg 0.4g
6kg 0.15g 12kg 0.3g 18kg 0.45¢g
8kg 0.2¢g 14kg 0.35g 20kg 0.5¢g




5. EREK

(M

(2)

(3)

(4)

| V. BcT 2EA |

15

BRERT—2N\yyr—
BEALYAYA

SRR ER

RN BB 1-661 2 xR\ 7 v 7 v — VR K F0.05, 0.07, 0.1mgZ Hi[a[f 5 L 7= 53R,

0.1mg# G-FN BV CTHRHI OBEMAZED & N T- 00 D KFE R ICITE LWEBNTIA S Ao 7Y,

RUE S BRFT 166 2RI T 1 1 7 v — VR ERIE K F1#70.03, 0.05, 0.07, 0.1mg# H[A[# 5 L
TAER, 0.1mg# HHIZ B W CLETTHE & IRE2SER O S =3 F O A& CTIERELHERITRED 5

Neno1=?,
A REAED - BURERE. 19765 10(4): 449-461.
B BEAIED - BAERR. 19785 10(11): 1499-1507.

AERIGIFRRER
FRN R S BB 2 PRI 7 v 7 v — VIR SR Fn#0.05 (786%1), 0.07 (25%1) . 0.1 (464)
mg % 55 URFWARRE (C 3 2205 BRRIEIR, OIEERIERE IS X T 2 W R 2 et L7, & OfE R
0.05mgPHEAIZ £ KGEPAEOBFIZH53EA L. 0.1mgE CTOHIPH CTILLIEBRERE I X3 5 528
DHIRWEKITH D 2 L NI Sz,
NG T B BE 14 R BRIC Y LT X — LREE 2 X RIE L L T B S isRB
v 17 v —/VIERRIE KT O 55O (0.06mg  sEERE S, 0.06mg &, stERTE G,
0.06mg 4. BEAHE) #1To7, TORKE, 0.05mgZx ., MEANIKEGT L5001 b L b H
BT o7z,
W PRI - W E IR, 1979; 67(1): 189-198
K EIBIED IR L HTEK. 1978; 15(13): 3203-3208.

IREERIEKER
1) BHEREERER
OEAE LA T B SRR Y
RE IR EREEZMNRE L EHEREERBRICBW T, Yab 7 e — VIERBEKfY 0.05mg
KON 0.1mg TG TOAH ARG bz ¥,
RE SO BBFE A RR E L ZHEREERIC W T, a7 e — VIEREKFY 0.05mg
BEO 1A 182, 1 H 2EHEGETHRAENRRD BN,
NSRS BRI 65 Bl AR & L THEEMEGBRIZIWT, el T e — LU ERE KR
) 0.025mg W5 ToOAAERRD b7,
RS ERIE 161 fla xR e Lz “HEEREBERBICE VT, T ah T o — UEmiik Y
0.025mg £ 1 (A 1 &2, 1 A 2[[ (F], BEFD &5 THRAEIED itk ¥,
NA BERIZD  EFOHDI 1979; 111(3): 196-216.
FR BERIED  EFEOHPI 1979; 111(8): 544-558.

WH EENED  EFEOH DA, 19815 117(12): 1048-1060.
B EiE)  EF0OH DI 1981; 118(4): 242-253.

@tt%ﬁﬁ?ftgﬁ 9,10)
AMESE R BE 166 Bl s L7 v b T u— UiRE KT 0.0bmg & ALET B—/L
0.08mg & » "EHEMRIEGABRICB\ T A T F U8 50pg OAFAMNMIZIERETH D LR 6N Y,
INREMRE I RBIT 160 fla 5L LTATF a7 5ug/mL @ 0.25mL/kg & HRLVET
B—/L RT7 A4 my 7D 0.05gkg (Fx1ME) %1 H 2RSS LT HERLERRZITV,
ATFrvny 7 bugmL OFRAEEZHERLEZ Y,
EAR WRIEED : EEOH DA, 1990; 153(6): 325-346.
=3 FERNED B0 H WA 1989; 151(10): 629-652.
2) REMHRER
RUE SO BB 45 Bl At 7 e 7w — VIR K FIY) 0.05mg $EO 1 [ 188, 1 H 28] (], mk
BAD 3 AL ki G L= fER, IBEIROKTITRD o T, MK « E(LFrOMmA, JRERA,
CMEBREREMR AT IZ B W CRIICE T IR e o 7o, F2, BWEH CTHIETREER LD b/
ot JIE IED - B L IRIE. 1978; 6(12): 3626-3636.
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(5) BE - HEHHR
AR L

(6) AEMEMA
1) ERABERE (—RERARERE. BEFEAMERAE. FARBELRAT). RERFTRT 4N
—XAE. HERFGREBRABROASE)
D EARERAE (A TFUEY)
1980 4= 10 H XV 1986 4 10 A & TIZFEh S L= A& AR O F eIz >0k, doE
FEORE L HIEOTEL 2 SOFMEEIT > TV D, BEEIZ OV T L 72 iE~E G T
4,060 51, BZIEIZ OV TIHA L 72 E~ERFIERIL 5,803 il Th - 7=,

(A TF U DENE BEE))

EHYGE | HE | OWwE | AE B | HETEE | KA o
Jp——. 511 1,214 634 230 20 10 43 2,662
19.6 66.1 90.4 99.2 100
TPy, 126 423 264 91 1 4 16 925
13.9 60.7 89.8 99.9 100
. 61 179 168 56 1 0 8 473
13.1 51.6 87.7 99.8 100

BB ERIER TE BEHER (%) HEARRE, RFECHTANEOF A2 HERA LTS,
(A TFUE* OBFNE EH)

) k) RRH I G HIERRE | REH &t
. " 491 2,072 863 275 20 33 333 4,087
U 3
13.2 68.9 92.1 99.5 100
o . 83 571 269 92 2 16 145 1,178
B Ak
8.2 64.3 90.8 99.8 100
35 234 166 41 1 2 59 538
fiti S e
7.3 56.4 91.2 99.8 100

B EBE B B (%) HEARRE, RFECHTAEOF A2 HERA L TV D,

Q@ HABERE (ATFriny - S 4 - B
1982 4£ 10 H L v 1986 4 10 H £ TIZEfi S 7= A T, A9 >V THE L
TR 3 UK & ot TIE 8,975 | Th » 7=, FRRBIEIZIERITRT LB Thotz,

(A TF o 3RADEM)

FHE & R A EAp HIEARGE | RiT#H Gt
i 777 2,991 1,069 240 15 56 5 5,153
RUE R
15.3 74.0 95.0 99.7 100
M 5 R 551 2,153 451 76 5 30 2 3,268
B 17.0 83.6 97.5 99.8 100
. 59 221 113 21 0 4 0 418
IS %%
14.3 67.6 94.9 100 100
e 14 68 44 8 0 2 0 136
i
10.4 61.2 94.0 100 100

BB ERE TEB o BEEER (%) HERGE, RFCEITAEOFE A SR LTV D,
* o TEs S AT O R,

2) RRBEMHELTEBFEORNBRIFERL-AE - HROME
LR
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(7) £t
EIN THaEF2,90811Z DV T S 4172 2 hi sk 4 7] — B B M iR 2 3 TR R B O 1 Tk D &
% @ VCXD 63,11~25) .

(ERPREAER DB E)

b galll B4 GRBRIE) AL (%)
OB X W B () 310/607 (51.1)
A% X m B GEM) 188/469 (40.1)
ATF PO g PBPERE Sk, IAUE G ) 19/ 94 (20.2)
WOl OB OB B GEA) 6/ 28 (21.4)
2R E XK G ) 36/ 72 (50.0)
AR RE W B () 199/335 (59.4)
ATF I =pE2b g NE KB X wm B GEA) 145/302 (48.0)
N BEME R R G ) 79/ 84 (94.0)
N KB Iw B (EAD 29/ 32 (90.6)
SRR E X W G ) 41/ 69 (59.4)
e e (1o NI B R Ik GERD 80/ 96 (83.3)
47T RR0.01% W BB A B % % Gl 10/ 26 (38.5)
Jil A AE A PR ZENE it i () 8/ 16 (50.0)
FRABPERAZENE R GEA) 26/ 68 (38.2)
R RCE W B () 34/ 41 (82.9)
s R R CE X B GEA) 75/141 (53.2)
A7F v Ry TEugml MR BERE XX G ) 132/182 (72.5)
OB B R B XK (L) 41/ 88 (46.6)

WH IS - BUREER. 1979; 11(2): 225-236.

g FZIE0> « W& IR, 1979; 67(2): 376-388.
JFE LB IIED  EEER & YL, 1979; 56(6): 2003-2009.
Pea R B> FEB L IRIE. 19805 8(12): 4735-4743.
et ESIED  NEBESE. 1980; 43(11): 2367-2373.
TFE FZHNZH - FKE LR, 1980; 8(10): 3857-3862.
il ESAED - /NEREIE. 19815 44(1): 103-108.
B FEH - /NERHERR. 1981; 34(4): 913-924.

VEFE ZERIEA - BT L TRV 19815 69(1): 166-171.
AL FHAIED - NERHEEER. 1990; 43(2): 373-385.
B FEH - /NEEEZIE. 1981 44(3): 417-424.
Yea AR BIEH> - NERERIR. 19905 43(11): 2460-2466.
= /I NERHEEER. 19815 34(3): 677-689.

BE FEIRED - NERHERER. 19815 34(3): 691-697.
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VI. RHZEBICEEI SRE

1. ZEZHICEEH S ILEVRITILEYE

HTa— VT IVEE TRV, VT RUFY o,
B FER « 4 LI ) UERRIE, AT LT U URRERE.

EE : EEO D 2L O RhRE

FrAzyv, RT3y

U AR —)b AT HE— ViR
W, 7=/ 70— )LE

FRRE L, BRORMCGEESRTH 2 &,

2. EIBEA

(1)

(2)

EREML - ERKF
70 )T v — UKERRHE K TN I RE SOV O B o Se A A BRI L, U SRR 2 38381
ERAR

ENEEM T SRR

1) [EXHIEER (nvitro, insitu, 4 X, #3, EILEY k) 2730
AX, XA KRBTy NTOE AX I VLD RGERPUERICRHT 2 M6 cAhd L, 7'r
BT 0 — VYRR KR DR SYRRIER IS A Y S LT U v RSN TR LD E T, YT
HE— VIR L AV 7 L ) R LD TRV T & DR ST,

(FERAERFH T TCOREXMERIEADI D LK)

A=Y il . N MU X R | A7
N 1
SR mpi | wesen | i |70 | TR | — e | )
ARE) L i <L 3
HEE R
- /Ny i
E’Eﬁ"i%ﬁ?fﬁ /Lty ]\ [ﬁ*alﬁ] 0.15 1 5.15
iR ep k= s
Es 1.5 1 5.7 1.3
A X
SRR + 8B 1 9.68 9.16 38.76
Bk EE 0.78 1 10.2 80.8
fi e
FLEY B 0.8 1 3 2
bBERZ I UNEE ELE ;
B JLE Eqm 0.5 1 0.9 0.3
MR S S TR s el (4 X, 817%) 1% ED1semmzo GHEVRIE % 15cmH20 FHE S5 H&)
b AZ I Uong BINHEIRIE (BT Y b, #H) 13 ED1oosec (B AZ I W ANIZ & 254 £ TORRM % 100
Wt E 2 H&E)
_EFELISMZ EDso
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O fHELE Yy MREEARICBT DA — VLD EERE F CORMB7 KLl o
BIRREEROEEIER % thikiat Lz (in vitro)
e FEUE T ClE, Full agonisthf & Partial agonist#¥ o i Rtz MR AR A B 2R 7220
BB (TukeylE) . Full agonisti#Ed )73 Partial agonistif K ¥ SfB/EM L5800 - 722
Full agonist B : 70 W7 0 — VIREKFY), 7=/ 7 u— L BkEBE, (Y 7 LFY Ui
B, 7 RLF Uy RVET B—/L 7~ LRt
Partial agonist & : VL7 X E—HiEEE, TAT XY VR, 7 Ly 7T o — VR,
va7Ta—/UEREE, a2 7 a— X% i

1001 o 504 5 0— LIEERIEKFIY (n=6)
—— 71z / 5F0O—/LE{LKEIE (n=6) Mean=S.E.
——AVTLF U IERRE (n=6)
B0F <=7 KLFUY(n=6) g =
O RLVETO—LITIVE
1&k#M (n=7)
S 6ot E
B ’ —e— )L T4 E— LB (n=6)
# 00 —a— 5L 7% ) IR (n=6)
2 —— 4 LY JF 0—)LiEEE (n=5)
—o— 0 J7FoO—/)LIEEE (n=4)
20 --@-- LA TO— L& D REIE (£ BE n=5-6)
K
o) I REE o _‘,’{. ] ] ! ! ] 1 1 1 )
10" 1010 10° 108 107 10 10 10+
ZERIRE [mol/L]

IHEIE AL/ —IL 105 mol/LICK YR LTz, MBERETA 74 2 103molLiZ& B
MIEE100% & LT,
(BHEELEY FREERIZBTSE5ERBEBT CTOELR L 27 LT URBARRBEDMEE
ERDLEER]

© FHENLE Y MOFEEARIZIT 545 B AEEDIER  (in vitro)
EE Y NORLEHIEARZHV, Full agonistffo Lol B BN IZ & 2 B2 (Bt
ZWRER) ZME L7c, WOy bIREEFICEHEERE-RZ R L, L, 7ah
7 v — VAR K T D B HEAS R TIEE8 < R IUE #1260.8+2.5% Tl - 72%

120 © o JohFO—iEEEKEIM (0=5)
- 71/ 50—)LRI{EKEEE (n=5)

100 F -m 4V TLF1 RS (1=16)
c - 7ELFY > (=6
ggo_ -O- FILETFO—LTILEE
= 15 = , —
§ i (n=6) () DHIBEEREBPIRETL .
= 60 | T—H2IEFDMean*+SE.ZTRT,
= A4V TLF ) UIEEIEDR K
& IMEZE100% & LTERLT=,
© 40
Q
(o]
L2}
L2 Mean=S.E.

O 1 1 1 1 1 1 ]
101 1010 109 10¢ 107 106 105
20 -
EWEE [mol/L]

HEBRNZELL (BLEER) )
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2) B ZBERADFEIRM (invitro. insitu, 4 X, 3, EILEY k) 230
DEERERR D B Z R ERIERD B Z BB~ sE 4 X, FaLOE/LE Y N TREFL
722 A, FTuhTu—VEREAKTIMIZA Y LU, FUARF =L AT LT
VB K O VT X — VR KD BB IR IR A R LT,
KFE BRI DO KB T B 2 TR A~OBIRMEZ A X ra K OE/LE Y M TR LR E
TRITR LT,

(REFRHD BLZEENDEREDLHE]

in vitro In situ P
e LSl o

b | mns oy ol R I EBEDIIKES

DR | OIS | CIHE )

£ N £l N

oy k ELEY b A X A X | x= o A X A4 X | x=
7a BT u— VBT 26 847 6,000 102 4.5 10.4 948 10 | 4.4
A YTV YRR 1 1 1 1 1 1 1 1 1
YL T H E— LR R 21 137 92 84 4.3 5.5 93 3 1.3
FU X N — LR ERE K 8.2 9.8 2.5 4.4 10
A RN 3 1.1 1.6

HD BFEREOEKEICHTRIRER SN EER LTV D,
DS TOA Y T L) RIS D F R
KETOA Y F LTV ARG % Rk

TE2) ERME=
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3) MFZLILX—ER (Svy b, EILLEY b, invitro, REXWEESE) %
ENLEY FHOLWIELT v FTO LT FUMEOREREK, PCARKICLK OGO XK I il
B, ARSI R BE CORIERISR T LS U NERICRHT 2 Mt 26 L7 ah
T a— VIERIE KT OB T LAF—ERIZA Y 7L ) v AT T LI U R R O
THE— VBB L D W ERERR SN, 7. T u b T a— VIR AKTIWIET Vv
W AIZ KB RE SO R LTI O A 70 53 BRANC G IHEER 26325 2 &L iR S
niz,

O ELEY FBLRT v N TOPCARKEWT IZENLEY Milinnb D 2% I iR+ 57

a7 a— /L OMHETERNGRD i,

(%)
100 O: 7ohTo— LSRR KM

O: L7 4 E—/LiRERE

80 I

60 -

40 -

HHOSIA>OT

20

O L
L | | 1

]
0.1 1 10 100 1000
A = (ug/kgi.v.)

(v kTdhomologous PCAIZX T A#&HIER (S v k) ]

(%)
100
O: FOoATFO—ILiEEIEKINY
A4 TLFY) UiEEE
80 | O: LT R E—ILERERIE
E
=z
7 60t
S ACDOEILEY b
¥ Rt #H9%IZE
B 40 b ML THL,
)
m
il 20 b
o- ] 1 1 ]
10 10 107 10®
& E (mol/L)

(BEEILEY FFYIAMNSDER R S UEBEIZX T 2HIFI/ER (in vitro) ]
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@ BfEe MOIR Z W=7 a0 b7 o — VIEBRE KT O v 2 2 I U EBEMHIER L e £ =

U = BB R VR 23

B2
;1w

LONSY a W ekl

BERF5HR L L15KERNE % ] (paired T test)
100= hERFEEET - % P<0.05
>k =~
T s L
c ;l’;:../..-./_._.,../.l
9 -
5 50
~ et
£ o
5
R . ’ R
. JOhTO—)LIEREKTY (O—5%F @— 158FR])
0 P o AUTLFYUBRRE (A 558 A-- 1580)
g YILTZE—)LHEEE (O--55F m-- 158FR])
-20 y/i
7T T T T T
1010 10 108 107 10
ZEHIEE (mol/L)

(ZEMRBMELI-E MRYIANODER SR S ViR T 2B EBEFRIDIER (in vitro) )

[%ﬁﬁu&sﬁfﬂm\ L 158 R E % (paired T test)
100- #ﬁﬁ%ﬁ%%?ﬁ'?f:o % P<0.05
sksk O _D>{<>[< k% P<0.01
------------ Sk ek n=3~5
______ sk
g """"""""" A**
i—i 50- {:k* _______ -
% ‘
e e FOhTO—-VEREKINY (O— 55 @— 158R)
N AYTLF Y UBRBE (A 557 A-- 158509
0- - YLTEE-NRERIE (O--55F - 158HE)
pe
-15_ /;, T T T T
107 10° 108 107 10°
ZERIRE (mol/L)

(ZFHRBEL-E M AALDOA 3 M) T VBRI 2EBERDER (invitro) ]
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@ 7 h R S BB O N8BS T v T v — VR K T A 0.1mg & 5 VM F0.05mg
R GRIR M R ORFR B2 LT ORRBOSTRR 2T 272, T ORER. HFURTES 1RFH]
ATOPNRIC &Y BNEURORRMAE B b ™

(%) OANLSTLTH OBEEIE 10mg
100 A FOATO—)UEREKNY 0.05mg
O 7OhF0—)UEEEKIY  0.1mg
80
NS
n=8
% 60 NS : P>0.1
;55 +:P<0.1
] sk 1 P<0.01
[ | ki
5 0 otk sk - P<0.001
20
0 I [ [
"I 1B fE 2B Al

(FHRFDERDOEFEIL]

|85 AT F U650 g OARSNCOSHRIE, 1050ug % 1 A 170 Uit 2 N5 c, |

@ /N AZ A NRASTIME OBER S s BABE 126112 7 1 h 7 n — VIR /K Fid O Al (50
pg) « T =LA (20ug) HAIWEELXDTTEREZHEEG L, N7 AKX A MEAICKLDEN
IR e 2 SR R OVEE S8 TR I (8 S 264~ B R 24T - 7=,

BEA, =7 ) — LA & B IS BRERIC b U C BN ARG B RO R ORGSR S D B — 27 71—
TEOE T 2 A Z(2H L7210

(%) % % % +
10 |-
I7J—ILF20ug
|
: |
F
R -20 * %
% £ B 15~268%
£ .l PRI B 8Bl % 41
T BERELRE n=12
2% 5008 N RE R MEAGORFTIRS
40 l T7U— LA 20  NIRE R FEA0AFIES
Mean=S.E.
50 | *x % P<0.01vs 75K
%% % : P<0.001 vs 75N
+ : P<0.05 vs &% 50ug
(ENBS B R IS~ DN ER)
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(%O) XM\ TF7J—ILF 20ug
_5 .
p 10 * —*
F =& 50ug
R 15
ZE -0 F W 15~26
;E ¥ B B 8l % 4%
20 BESETWE n=12
§EH 50ug : INIRE R FIRABORHETIRE
5L I7J—IH 20ug : NIARF R MRASOREIRE
l Mean=S.E.
-30 % :P<0.05vs 7S5t R

EREBERE~DHR]

4) [ERBRITHT BER k) W
7'a T w— VSRR K RIE N N OKGEMEIER) & U LT,

TS, ZOIERITRGER ) 52557 £ ThifE L7,

5) EBENEEHRESREMNEER (B R) @
a7 a— )VIEREKFIE N Ly RIAVARIC LD BRI NS08 Iom BARIR o B3 EE
L7z,

6) SUEBEMITEICHT BER (41 X) ¥
7Fa BT a— VIR K FIIEA T o CT A L AT K D A X OKGE R TUE A
L7,

P<0.05 n=>5
0.8 -
— I |
2
c%l 0.6 (@]
o 0
o
S
< 04
= o o
8 021 o
2 (@]
: 0 -
S
< 07
@) [ ]
ke}
-0.2 -
A ILR A ILR
+
70AhF0— LIRS KIY
) Ach PCHED LR IFREBEMED
nEEHOLHL TS,

(A JL A HEFERT &£ 2B & DAch PCOLE D LEE]
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7) MEEBETEICTT 2R (Tv b ELEY M)
O FHERMEICE ST v MEE T OZKEN O MAE G L & RO KI5 7
B 77 a — VKT OMEER X, 4 Y 7L ) VIR L 1ZIERE TH D 2 L DR

-,
(%)
0.8 %k . P<0.01
skesksk s P<0.001
06k (Student t-test)
o T
1=
#E 04 Kk Kok
iB L T sk
% sk
0.2 | ok T % sk
O I Z|

0 0 10° 107 10° 10® 107 10°
1Y 7L+ ViEEE (molll) 70hTa—/LEEE K I (mol/L)
LTC4 (0.2 ug/mL)+PGE2 (2 ug/mL)

(%)
o4r %: P<0.05
sk P<0.01
0.3F T (Student t-test)
i . )
0.2t T,
g *k * ko x
0.1
0 /

0 0 10® 107 10°% 10®% 107 10°
14T LT VRS (moll) FRhT O—UEEE KA (mol/L)
LTCs (0.2 ug/mL) +PGE2 (2 ug/mL)

O43 YT UCe (LTCe) ETOREY S5 2P VE2 (PGE2)
EEALLAERE (BHENSL) THTEIHEE

(SY FOBHLEKRETHOOAA MY I VETOREETS VS UIZEAIMNE
BREAERVEEICHTA2IAATAO—ILETAY TLFT U U DOEA]
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@ HRREMIECLHEALE y b OKHBOMLE b EIRINTHT 57 757 5 — LR
HK I OIEIER SRR St 9

1
skek kg
(ng/mg) ] [
600 - ++
- oy ++
T
& L ++
*
2 200+ T
. H
0 100 0 10 100 0 10
JOhFO—/LIgEEE K0 (ue/mL)
58 LTD4 U-46619
B8 n=4~7 %3k 1 P<0.01
Mean =+ S.E. ++4: P<0.01 vs xH8
Mann-Whitney U-test
LTDs: A4 3 )T Ds U-46619 : kO URFH D AMEME
ATHRLEELEY MIBREFHTHRLTDIRIIU-46619F#T L 1=,
fEfoEmL -6 &ICHZHHE L, BHLE-AREFZAEL .

(LTD4. U-46619IC & HREM/IMMEN LDBRRHICHTESTOATO—IL
1R ELIE K T O HN %I 4F A
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@ BAXIUHAIZLDENE Y MliAKBEOEEIZK L, 70k T a— VB KT o /E
AnmER sz, (=rEv b)

kR ——

T
" I
£ 0.007 -
=
)]
xt T
*®
E 0.006[
ke
0.005

HEBER FARSY ERGIY ERGIY ERAIY
+0 +0 +0.01 +0.1 +1
JO0hTFO0—ILOE5E (mg/ke) n=6~9

skk: P<0.01, Dunnettest Mean=xS.E.

ok

0.008

—**—‘ —NS—
1
0.007
0.006 I
0.005

EEAER EAZIY EAZIY ERGIY ERATY
+0 +0 3001 401 1
YILT 2 E— LD S5 E (ng/kg) n=5~8

1
P4
w

HH

5 et SF 2O Helo e S

(BELEYFTOERAR S VIRAIZK BifiKEIZT 51ER]
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8) BKIZxT B4R (EHRERKREE) 7
7ah T a— )VERESH KT R R ERGE 3B BV T, YT A AP AIL L DD

FAHH L7z,
(TR UVRAPRAIZK BEFHICxT H/EA]
o MR 5 7'a J1 7 a— VIR KR
A 1013 <10%
B 1013 <10%
C 1011 <10%
Mean=+S.E. 10°12:3+0.7 <103

KHEOEMIRA LT T A2 X P OREE T (mol/L i)

(3) EFAFRIREFRA - FriubeiE
S[EXREAEGER (A X, £33, EILEY k) B850
A X, XA OE/NE Y N THRI L7 0 0T v — VIR KT O &R AE LRV Ere i1
AVFLFY o, YA RE =), AT LT URRERE R O LT F S — LR L D B
T EBRERR ST,

+ AR R 55 O RE SIRIRIE R (f X) 0
FRIEA X2 D B A X I REFRIC KD KOEHHLOHE RIT 69 2 M 2 A4 B o e o -
THR NI T RE LT, 2 ORER. T e T v — ) VIERRIE KT O e RN ER X
BRFMHTR £ THiE L Tz,

60 | ® 70/ 70— LERIEKIM 0. 3ug/kg (n=8)
R [Q‘ mHLTSE—LHBE 3ue/ke (1=8)
S| oA LT TLFY UBEEE 10ug/kg (n=4)
E L S ATILT R UEiEE 3ug/ks (n=4)
g i ‘ A M)A M/ —VEREKIM  3ug/kg (n=4)
=230 F ‘
= \

HER
14 j\\- Mean=*S.E.
i T EX& 2 Ick Y REINHE
O -I 1 1 1 1 1 1 ]
0 1 2 3 4 5 6 8
Yk 5% OEM (hr)

(FEF A X TOKEXIRERFGRERE (F2ERRAKRS) )
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1.

I AR E D HER

AL IR
AR L

ERREBR CTHRE SN -OLPRE

1) ATFU8E50ug
TR AT 7 8 Il A T F U3 50 u g (Fu T o — U KR E LT 50 g) ZfkA#EE L
g oIER 7 e T a— VIR R OSSR EIRE T A —Z B LLTFICRT Y,

(M

(2)

1
K

mEh7oh5Fo—IL

200

150 —

(pg/mL)
=)
o

|

0
o
|

(CEHELFERE. n=8)

o —
o —

10 12 14 16 18 20 22 24

1% 5 1% &R (hr)

,

(A TF 50 g EROKXSZOMFEFTOATO—ILEE)

(A TF U850 0 g B AR EIC L 2 EYHE/NS A —4]

Tmax (hI‘)

Crmax (pg/mL)

tuz (hr)

AUC..(pg-hr/mL)

1.44+0.82

136.44+62.9

3.83+0.93

690.2+262.9

CPEME AR AERZE, n=8)
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2) ATFFooayT5ugml EATFURS A4S0y 7 0.005%0ELE
fERERR AN B 44BN A TF o R T4 21 v 70.006% D23 H VNI AT F v m v 75 g/mLd
20mL% & Hic 7 v h T o — VHEERE K & L C100 1 gD & TRo i TR DG L 7= o i
a7 a— VIR EEHERS e ORI ENRE T A — & 2 LU IR, A 5-1% o if i v 3R Eh
REIXAEMEICRI%ETH 7129,

4004 T

—e— *7FUEZ4>0OwF0.005%
—AN— ATFFoonw T 5ug/mL
n=44
Mean=xS.D.

mEhJohFoO—)LiEE
(pg/mL)

0 2 4 6 8 10 12
®’E %DM (hr)

(ATFovayT5ugiml BBWNIATFURSA4S 0y 7 0.005%EEFED
BrE#OmMFER IO TO—ILEE]

(ATFooayT5ugmLHBWNEATFURSA420y F0.005%EREFEOHREIZ L HEY
BRE/NS A —42]

Tmax (hr) Cmax (pg/mL) tie (hI‘) AUC13hr (pg'hr/mL)
X FF o H v 75 giml 13107 263+ 104 41418 1,151+288
ATF
+ + + +
K542 u v 70.005% 1.3%£0.7 298*+111 4.2+1.7 1,207+338

CPEME AR ER 22, n=44)

HE: AT7Frinmy 7 5ugml, A7F R7421y70.005%DHERBIALTND L - HEI
i L, NI e b7 a—/UEERE K E LC1R50ug(v 17 & LC 10mL)
Z 18 1EgEERON LI L A 2 B, SR OBERNCRA#5-725, @E, A7 e 72
— R AR E L C 1 50ug(RI7A4vmry 7L LTlg % 1 B 1 EEERZRWVLIEL H 2
[l & OUEE RN AR L CRRO G- 2, Zeds, Fln, SERICE D EEHEET 5, | T

(3)

. RYEE

(M

(2)

(3)

i,
AR L

BE - ffRENCEE
MUER e L

BI/RS A —4

4

R
H+

WA
%GR L
MRz LS53R & TE 38
BRI L
HEREETER
MU ER e L

W

Tl
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HEMEZ »~ N RO 27 a7 a— VIR KT % 3mglkg O & CHBIFRE G Lz &L x04
7075 23FNER 2.21 H O 1.01LArkg TH -7,

(5) NHEE

BT > N RO o7 a 7 a— VIEREKTIY % 3mglkg OHE THFIFIRNE S L X0
BHDSAERIT TN 2.28 K 2.53L/kg TH-71- ",

(6) itk

AR L

3. B&EMH (REaL—>ay) @i

(1) fEAE

MAER e L

(2) NS A—2EHERA

LR L

4. IRUR

ATFUEES0Ug. A TFUI=fE25ug. A TFUEH 0.01%RUATFo Oy T 5ug/ml DS

(RERASF)

TR B F 1261 2RI A T F 8850 u g, A TF o I =25 ug. A T F U HEKI0.01% K A FF
voa vy 75 ugimLO4EBIA A 7 a T a — N EEEE KR & L T100 1 g/body 5 L., R EKRZE
RPEE R 2 WE L, MR AL F T XA T8V T 4 iR LT, BRI R T & S 2T =T oA
THRL0% DRPPEEZ R L, RSO AT XA 80T 2R LT, £7o. RTBEIEE O R
ZEAL X0 KNS O INT A T F U EES0 u g T2.92F M, A 7T 2 I =525 1 g T3.01FF[H, 2
7F UHERI0.01% T3.21H ], A7 F v v 75 g/mLC3.020F M & 4FERAI & b —E L2 EmnE S

niz,

(&7 1y MI12BI O], 24RO TR ITIEAREF 2L H H T, )

% of dose
10

O ATF850 ug
® ATFUIEE25 ug
A A TFUEEH 0.01%

5 O A7F>>0vy75ug/mL
n=12
Mean=xS.D.
T T T T
0 4 8 12 24 (i)

(4F2 RFI N AR O RTER P B ER)
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HEVEA X270 T v — VR K T % 3mglkg O i B C H AR 5- & O &5 L 720 AUC
MOBEH LT BINA T XA TV T 4 1327% THh - 7270

HAPH & SR 2 A Ak L2l » b o+ HRIBNIC 7Y 0 b 7 0 — /L& 3me/kg G Lz & &, &5
305 THEEDTI%., 1FERITI1I% NI S 7= , HEMET v B RO, XZUC-Trah T o —L %
3mg/kg D & CHEFFIRD 5 WVIERR 05 Lz & & o i i eI OAUCO g L v FH L7z
AUCp.o/AUCLv. DML, ZNFN0.78%0.7CTH Y, WMIUIELF TH 7= | iz, WEH=2—
L—a » LEMEES » MICUC-F a7 o — L% 3mglkg BRI O 5 L7 & & 514480 £ T
IR HIZ53.41%., JEVFH11210.97%, #EPIZ27.56% DHEEENIR SN2 L0 b, T v MIBITS
LR ITHI60% LA b EHEER STz, PRl SN BH O — 5 E2 BIOHENEZ » b O+ FRIBNICE S LTz
L x| B E%24RERIC3.15% A A I, 19.93% 3RS, 75.18% AN EH ICHEE S s

kil

(M

(2)

(3)

(4)

(5)

(6)

ik — XA P9 @l
HEVEZ » Mz UC-7'a 7 v — L% 3mglkg IR OG- L7z & & MM HHREIR EE 135 5% 0.5~
4 BENC BB s 2 os L=y, P i R D 1/10 Rl CTH - 7= %,

1% — Ra A2 R @A i
PER 20 A HOMEZ » M UC-7Fm 7 v —/L%& 3mglkg BRI O&KEG Lz & & WBIRA G RERE
TP 5% 0.5~1 BRI B 2 7R L72 S, IR E 0 8% LR -7 %

Fit~0BTH

AP T v M uC-7 v BT v—/L% 3mglkg HEFFIRNE G- LTz & & ORI PR RERE X, &5
% 0.5 FEEICIX, RIS ERIRED 8% Th o723, 4 RHZ IR EIREZ R L, 2 & FRRE
DB REIRE 2R LTz, £OHK%IE, RILTIRENS DR LV ELS, &5 24 FFFIZIE, £t o 2.6
BOREAZ R L™

HRA~DFITHE
HEMET » M UC-Fu T r—/% 3mgkg HEFIRNESG LIzt 4— NI U4 T T 7 4
—TRAHMEY . BITIZZED N7

Z DO~ DOBITHE

KEMEZ » M2 UC-7'm T v—/ L% 3mglkg HEROHKG L& &, 5 0.5~4 IR EIRE &
20 RS, B NG PR, B IR A R & R LL E OB REA A Lo, Ky O
RROMETREIL, 5% 24 BRI R L2 P,

MREAEESE
Tl T e — VRSO NEE ARG R % in vitro THGET L 72RER 0.01~1 p g/mL DR
FEFPH COMEEHRIL 14.3~15.8% TH 7=,
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6. {t

(1) RBIERAL R UM BRI
FIFHTRE#END, b MIBIT L7 8 b7 1 — L OHEERBHRE 2731850

O X HOHH Oy HOHY Oy H OH 1
HN ) NTCH3 HN ) . NTCH3 HN 5 . NYCH3
H che N Y Chs IE?“REM%.% MY chs
0 CHs HO CHs sfdEE - o CHs
Sul Glu
mEfask JohTFo—i Lo orEiastk
COOCH
n/Ay ©
Glu :
HO\OH H/H
H OH
Sul: —SOsH
SREN SNUEN O~ H OH
HN “«——o  HN CHO HN ) NH2
o
HO HO HO CHs
8-E FOXY-%/1)2(1H)-+ > 5-JL = JL-8- FRAY7OELTOoATFO—L
ErFOF XY U2(1H)-F Y

(FOohTO—LOREHRIR)

(2) REIBEE5TSEE (CYPE) OHFiE, F5X
a7 a— L ORFIIZFEIZUGP 7/'u 7 o UBIEBERPEE L TWb eE&Exbhd, o, %
W% P450 oy FHE % 7= in vitro iRBR T, CYP3AA RN FICTAAS Y T rrahro— b
5-7R/LI -8t Ruxi % U -200H) -4 DERICEAET 2 FRETHDH Z EIREEINT ™,

(3) YEBEBHEDEERVZFDEE
MAER e L

(4) REMOFHEOEERVEMSEL., FELSE
TAL Y Fa T aTra— Ok B FEREEIER & KEEBHO B S RIKICKT 58 IRMEZ
KLV, LLARS, ZOEMIZ T e T a— LIERE KM X 5oz ©59

. OHEM

P, R OV BE « EIZIR

fEFER A 8 412, Fuh T u— VIERRIE KW E 50 g RO&K G LIZBOE 5% 24 Bl £ ToO B
R 7 v BT o — VPRI G5B D 15.7% Th -7,

HEVEZ » Mz UC-7' e BT v—)L% 3mglkg AR OEE L= & & & 5% 24 Bp £ Clof& b5 Sz it
RED 33.56% 3 RH1~, 56.70% A AU HEM: S 47z, FRIPICHEME S T2 BUNRED 9 6 90.94% 23 7 v 7 |
VERRAIRT 6.718% RN T i T u— L Thotr, FE N =a—L— g LT v M2 14C-T
0 A7 n—/L% 3mglkg HEREAOFG Lz L&, F5% 48 R £ TlZ, BHHFICEREGED 10.97% DK
S P <7 P,

. S URR—E—ICEET B 1ER
B R L

. BHEIC & BIREE
AR L
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0. BEOBBEAT 2BE
AR L

1. Z0fth
B R L



[VIIL. %40t (A EoES%) (B3 %A |

VIII. 21 (FRLOIESF) ICEIHRE

ERNREFNDER
EIN TN

DR

I3

. BERRAB L EDEH
2. 252 (ROBEICFEELABNI L)
AFN D RS xE LEBUE DBEERE O & 2 B3

P

(fiesit)

SRR L LT L,

AN D FAICKT B BB OBEEIEA b 5 F I, AFE FRG L 58, BOBEIR AT 5 o
RS BN L B X BB 20, AAIOHICK LBEOEOBEEIEO b 5 BF 11T, AR O 558 5
zk,

- DREXIEIBRICEES HEIE L TDEA

(V. 2. EERIHRICEEY H55FE) DEHZN

. AERUVREZEICEET 2TEEFDER
V. 4 BERUVEZICEAEYT 5:FE] OIEZR

. BEEQEARMIE L ZDER

8. EELTEAXRHIE

(heReH &)

8.1 MIEMUOHE LBV IEL MM L THHRPRBD NRWHEITIE. AFIBEY TRWEEZ bR
LOTHREE T L L,

(fiFwt)
BRIHA B DT TH D,

(ZhEe L&)
82T At i 1= a . FEIR, BRI Lo UIIMBELEZREZTBENARH H DT, HHINEE
WCRBRWEIIZEETHZ L, [13.1 /]

(FEwt)

BRI @O TH D,

JRIREDHEAT, BT D EAFIOMABEEDHEMT 5 Z & b TFRISHETR, MoBREIHTLZ 8
72 S ARFN O 2 BE R T 7o 5B 2iE, REBIRPMELR EOBERQRBEZEZTBThRH Y £
T FRICRE SN B OB IRV TR, BIERBRHHE MA@ EIC 20 09 <257, TocitiEngl
BLRNOHNT 5 ENEETH D,

. 10. BERE ] OHESM,

(REXME. BHEREXX. MKE)

8.3 AH OB HHIM I ELT 2 BMEDFEIEIT R LTI, SRR EEVRIR A B o BT 5 0 il oD 3 B 72 3
FEEHT 5 &0 BE, KT UIZNTROVELIEYRFICEEEZ G D2 L,
Fo, TOFEFROEHENLEMULIZY . HOWVIFTRRN+0 TR Lo TEGEITE, KEOE
AL TRVWIEREZ LN DT, Al REESCNICEREE 22 LIRREX T 5 85 B4,
REE I NIRDO VB LEN B EEEZ 5 A0 2 8,

(fEwt)
V. BEICETSEB DHEM
B, ZORNFTEBLERE IR L OMEECHLZYTIRARTH S,



6.

[VIIL. %40t (A EoES%) (B3 %A |

(REXWER)

8.4 ARANTIWAAT v A FRIZEOTRIERORBFETII RV, BEDRARAIOM I L ERUGEE
BEUTHATH-TH, EMOETRESWARAT B A RHIEZWEXIIP L, AFEFEIRCTHW
HZEDRNE S, BE, REEUIZNCRD VB ERE I CERE 52D L,

(fEwt)
VI 3. BNRENIHRICEET HER EZDEH] OHEM
(REXmE)

8.5 AH| DG HIM PICIELT 2 BMEDFEIEIT KR LT, MR EEIRI A B o IR % 0O FEH D4 & A3
BEMLTZ0 . H20ERB 0 TR Ro TE LA, BEDEMPENIN D WS D
DT, BEDIERITIEC TRART b A FAIFEOHEEDOHRIERIEOBILZ1T O Z &,

(FEwt)
VI 3. BRENIHRICEET HER L X DEH] OHEM

REDERERILBAHICHT IR
(1) AHHE - BIEBRFOHDEE

9.1 APOHE - BEREZEOH HBE
9.1.1 RIS RETTEED EE
HUR RS RE TCEIE NI ET D 2 3D D,

(fiEwt)
FOR IR BE TUHESE O B 1, 1R 72 FURIR A L8 o D REA IR DBRIE A R D T D7, UG &
TTBTNRH D,

9.128MENEE
MENEFTLHZLENH D,

(fiEwt)
BRIANL, MEZ BRI ELEHRH 5,

Q1INMKEDNESE
B, IR, EROMESERH L DD Z L RBD,

(fif#n)
BHNEANL, DR, DA E EH SE AN S D,
91 4ERIFDEE
PERIFNEES D 2 03 5,
(fif#n)

BHITLHKNL, FFlD 7V o —4F U fEainse, Mo sLa—2 Lk R S5m0 5,
Flo. A AV W ERET MR D 5.

915 REERMAED EE
MiEA Y U AEEZE=F—FTHZENEE LV, EBREMEXMIED Y 7 LAMEOK TFHLY XA
WCRIETERZRT 22 E03d b, [11.1.2 2]

(fiFt)
M. 8. MWEXGENER EMEHER] DEHZSM,

(2) BieElESEE
BEEIN TR

(3) FFieErE=8E
BE I TV



[VIIL. %40t (A EoES%) (B3 %A |

(4) KHEREEHT HE
BE STV

(5) HEim

95 HFIF
BEAR SOTATNR LTV 2 FTREME D & 2 MR, 18R Lo AN a2 EF 5 &l s 5%
AlCoBREHET DL, BMER (T b)) THRE~OBITHHRES TS ¥ |

(figan)

ATt 2k B BERERBR AR 1370 < . R MEITRENT L Tuauy,

VI 5. (2)Ii&-faBEREFT @) DA S,

(6) #=FLim

9.6 Il
B EOFRER ORI REORISMEZEE L, BALOMKS T T I 2 RET 25 2 &, B ER
(7> b)) THHT~OBITHRHRE SN TNDS P |

(figsn)

BFITI R T D BRI AR 1L 72 < | LRMEITMENL L TR0,

VI 5. QET~DBATHE) DHESH,
(7 IR

ATF 850 ug

9.7 IMNRZ

INREZ G L LT BRI E M LTy,

(figsn)

R AARE, B, LR, IR SN ZXR E U7 BRRBRIZ IR L TV 720,

ATFUI 2509

9.7 IhNR
R ARER, AR ITARERNR E LA LR OLZ R A IR L U7 BRI L <
AY/IAR

(fign)

IRHAERER, ARSI 205 & LRI ER L Ty, A7 F I =0/ 25
& LT BRIRARBRIZ IV TS 1% DIER TRIFEM 23880 b7,

A TF UFEF0.01%. Ay F5ugmL. K34 0w 70.005%
9.7 INR%F
IRHARE R ST AR 2SR L L AR OZ a2 48R & U BRRBUTER L T\
[
(fEa)
IR AR E IR SOIHE R 255 & U BRI SR L Ty, A 7F UL, vy 7o/ 2t
G & LIZERRFABRIZ B\ T L5 % DRERI TRIVEH 237880 b7,

(8) ELE
98 ShE
WETHRETEETD L, —RITEBBENME T LTV D,

(fEwt)
IR T L TV S & TEARO 7 V7 T AR T T2 ethEnid 5, mlnd Tl
BI570L, BEOREBLBRLLANLERLTREG T L,



[VIIL. %40t (A EoES%) (B3 %A |

7. HHE%ER

(1) HtREZEREZDER
BE STV

(2) FRAZEELEDHEH

102 FEE (BFRICEERET S &)

A4 BEERAER « HE & H 1A FEFF - fERIN 1
T =7 I TEPR, FAITL>TIID | TRV F U, AT LF U %DT
T RLFU EBEiEEEZTBEALRD Ta—nL7 I UCRAIOFHIZE Y T R
AT LIV %, L U VEEN M ERIE D BK8E 2

Dy TDIZOARERELEZTZ ENE
265,

(FE)

B HIEAI DM@ O TH D,
TRLFIV Y, ATV F I EDHTa— LT I BENTBHIKEREZ b H. AKFIL T2

BTN DD,

A

—L T 2 R G L2

VI 8. (NEXGEIER & MEEIR] DHSMH,

FENPRCG B L > TIAF IR EOBERRIKEZ 5 & 2

X F UHEAR
THET 4V

T T4V K
a4 ) 5
[11.1.25 ]

& U 7 AMUE, L - LA
AEIR (BEAR, AR 5
O B RHFAN O BIEFEIR 2
WMmSELZLnd 5, Al
ERORBUIEE L, BE
LIRSV AWk N el S5 s
X3 G 24 57 CiE
O viE 21T o 2 &,

XY T UFHERIZT KLU AES)
PEARR RIS 2 R S 5720, Mg h
U MEOIKTF, O+ M RER S % 8
T HZENBZHND,

&V U L IIE DB IRIZ DV OREF
IIARATH D,

(FE)

BREFIOELBOTH TH 5,
BHIEA DOIMIE S UV v MEOIK T, IHEHIMTE EFZEOEANIFHIC L VRSN D Z ERHE S

TG O

AHNE ZNOEFOHFMICEY . P DN Y T LMEDE T ARSI D ATREMEDR & 2.,
Filo, BERQMED D U AMAEIIREIREO KB ZI SR IS ZENH DT, LEIES CMIED
VY MEDE=2—%TH T &,

VI 8. (NEXRGEMER & MEEIR] DHSH,

AV =0Vl = N

vt Reairsyrany
[ == S ol NN
FI R A

Jnot I R
[11.1.25 ]

i/ SRl S S g /AT SRR
RITER ORFIIET L, 5
HGRD BTG A T IR
BXIEG a5l
WY 7RALEZAT O Z &,

A4 5 BEAER - FEE Tk &Ry - fabRIN ¥
AT A NAl MiED Y 7 LMMEPME T L. | AT v A FHIKROFRANTIRAE T D
NRLALZ BV U LEIC K DR | U T SRR EE S S 572w, i

HA YU MEDOIKT 28R 5 2 &2
FEAbND,

(FE)

B HEA DB OFHE TH D,

BHRIEAIOMIE SV 7 AMEDIK FIEAN AT v A FRIEROFRANC L VBN BENRH 5,
AFNE ZNBHEAIOFHICE Y, PO A Y T AMEDK TR I NS FREERH 5.,

Flo, BEERKDYY U AMEITREREOMEEEZFISE T ENHLHDOT, LEIZL Lo



[VIIL. %40t (A EoES%) (B3 %A |

NV MMEDOE=H—%(TH &,
MVI. 8. (WEKXAEMER EAHER] DHSM,

. BlfEA

11. B¥ERA
WORWERNH LoD ERNH DD T, BEELHHITITV., BENERD SN HEICT&REGEET
T 57 CWmU R EEZITH Z &,

(1) EXLZEIER & DHER

1.1 EXEEMER
M112avs,. 7774552 — HERH)

(fig#h)
ABNOEEIEFIT, vavd, TFT7 4 F7F 0 —DORIANREI N0,

MI2EERMEBEAYDLEDIET (BEERH)
XV UFUHER, AT O A RAILORIRAOFFIC L 0 R 2 2 EnH 50T, EiEN R
BETIIICEET A2, [9.1.5. 10.2 B ]

(fiA3)

KA XV T UFFER, AT oA FFHIEROFRAOHHICE Y, oY v LMEDOK T 2358
SNAHTREMNHLDOT, EETDHZ L,

Fio, EERELY U AMEIAREREODVEREZSISEITIENHHOT, LEILCMFO
HY T LMEDE=HF—%ITHZ &,

VI 7. QBtREE L ZOEHR] OHEBMH,

(2) ZDhoREIER
1.2 ZDH/DEIER

EHE/ R 0. 1~5%3K i 0. 193K 5 E A
BIReR EOITEN S EFTH 5 IR PRSI - M -

EPEIISMUHE - LB
FBAMERER | IR, B, OEV | AR, FRO LN | FHROKIE, FKE, e, o

S I
HibsR N = R S o I R e )
BEE JEB 5 < D FERR
i AST, ALT, LDH & FHEDfF
PERERRE
Z Dt ik, B, B | @GOk, miFs U v LEo

KT, ks EA-




SEIERBEE—ERFE

BIVEFH R BSEE — B«
FRAIER 22,757 BT 644 B (2.83%) IZHFRMRAIEO B 2 ELRWEHNEO 5T\ 5,

=

| VIII. %4t (i Lok

=

G \CBIT 23 H |

WR7E4 ATF U ATF I =g A TF L HERL ATFoinay T & &
ARASERIEL 1,362 765 329 454 2,910
RIVEFA TS BUAE B £ 166 39 5 9 219
RIVERM S 226 49 5 10 290
RIVEFFEBUE =R 12.19 5.10 1.52 1.98 7.53
BWEH O RIVEFIZE S (%)

B - BB R R

P 5(0.37) - - 2(0.44) 7(0.24)
HAR - AR R b

ik 103(7.56) 16(2.09) 1(0.30) 1(0.22) 121(4.16)
G - AR 3(0.22) 8(1.05) 1(0.30) 1(0.22) 13(0.45)
BHENSHOX 6(0.44) - - - 6(0.21)
FROLUN 1(0.07) - - - 1(0.03)
. - AR

i 1007 | ~ | - - 100.09
bt

i 1007 | | - - 10.09
B R

L - IS 5(0.37) 6(0.78) - 2(0.44) 13(0.45)
WGt 1(0.07) - - 1(0.22) 2(0.07)
(=pl} 1(0.07) - - - 1(0.03)
T — — — 2(0.44) 2(0.07)
R R - 6(0.78) - - 6(0.21)
VS5 N N

VBT 94(6.90) ‘ 13(1.70) ‘ 3(0.91) ‘ 1(0.22) ‘ 111(3.81)
WP BRI

Y 2@1&‘ f‘ f‘ *‘ 2(0.07)
A ALy

BN 1(0.07) - - - 1(0.03)
ERIIHL 1(0.07) - - - 1(0.03)
Jbi7 )& 1(0.07) - - - 1(0.03)

ATF 2 RTA 2w 70.005% TRIER FEBSERE AN & 70 2308k - S 2 920 L TUh7euy,



RIS BB — a2k (i i )

| VIII. Z4at: (@ Eoig

G \CBIT 23 H |

WR7e4 ATF U BE ATF I =hE A FF YR ATFrimys & &t
FRAEGIEL 10,091 2,821 1,827 5,108 19,847
RV RSB AE1 2 365 35 14 11 495
BIVEHTE B 465 45 23 11 544
RIVEFRFSEE B 3.62 1.24 0.77 0.22 214
BIVER ORE RITERZBIHE (%)

B - B RGHtm R
5 11(0.11) | 2(0.07) | -] 3(0.06) | 16(0.08)
HHX - KA RREEE
IR 226(2.24) 21(0.74) 11(0.60) 3(0.06) 261(1.32)
SF - SRR 9(0.09) — 2(0.11) — 11(0.06)
DFENSHOX 10(0.10) 2(0.07) — - 12(0.06)
FEOLUN 1(0.01) - - - 1(0.01)
PR
s -] 1(0.04) | -] —] 1(0.01)
TR - pipEREsE
Hig 1(0.01) | -] -] -] 1(0.01)
R
IR 9(0.09) | —| 1(0.05) | —| 10(0.05)
T LR E
L - RS 16(0.16) 2(0.07) 1(0.05) — 19(0.1)
gt 1(0.01) — — — 1(0.01)
i 7(0.07) — — — 7(0.04)
THI — — — 1(0.02) 1(0.01)
BHAIR — 1(0.04) — — 1(0.01)
T AP — 1(0.04) — — 1(0.01)
i — 1(0.04) — - 1(0.01)
DA% - D) XA pEE
DU 151(1.50) 10(0.35) 6(0.33) 2(0.04) 169(0.85)
IR 1(0.01) — — —
I SR b
s —| 1(0.04) | -] —| 1(0.0D)
R ALy
B 4(0.04) — 1(0.05) — 5(0.03)
BRIEIAL 12(0.12) — — 1(0.02) 13(0.07)
i )k 1(0.01) 1(0.04) — — 2(0.01)
TR 5(0.05) 2(0.07) 1(0.05) 1(0.02) 9(0.05)
O SRR, AOME, EIEE R ORI oA B S OEWEH R BUEE  (ff H BETAA)

(EEBRBMERFERE (A TF 850ug) ]

FERRETR R FEHLR
B SN S 3.93% (265/6,745)
1B R 3R 3.52% ( 74/2,102)
Jiti & e 3.37% ( 34/1,010)

(EHHERBMERREE (A FF U 550ug) ]

B OHE FEHLR

DS 3.86% (35/906)
& L AE 3.48% (27/776)
JiT 92 3.18% (9/283 )
PR IP 2.21% (6/271 )
R 2.25% (2/89 )




(EREBRNRMERARERE (A TF 23 25 ug-F840.01%- >0y F5ug/mL) ]

| VIIL. %40 (EH Lok

) (CET 5EHE |

FLRE AR B
R SN 0.82% (42/5,152)
(NS TN 1.44% (6/418 )
Jifi SN 0.74% (1/136 )
i RV S 3k 0.24% (8/3,268 )
(BOHERIBIMERRBIRE (A JTF > I —§£25 ug-F8%10.01%- >0y F5ug/mL) ]
B OHE FEHLR
T I A 2.27%  (6/264)
DS 0.88%  (2/226)
JiF ¥ FR 0 (0/ 58)
BEDRIP 1.79% (1/ 56)
R 2.78% (1/ 36)

9. BRRBRERBRICRIZTEE
12. BARRERBRICRIFTEE
AENIT VAT A K D EERIGICIHIFICIER T2 0T, KET A & FET 255121%, 12 FF
MIRT L W AFlOBRG 2 f i3T5 EBREE LW,
(fi#30)
7ah T a— VR KX, RS ROGIZRT T 2 IEIEI SRR 5 D P . A T F b 50 u gl BEE HURTE
1 0T 2 RERTICE G Lo & 2 A ORI FE D & RUYEIC b~ RSB LT,

10. BEkRE
13. @BEKRE
13.1 fEIR
WEREGIZE D SR, SIRMEAEEIR, AR, shREE, Rk, (K0 U U AidE, SiinbE, 1
7 v R—Y AERH LD ENRDDH, [8.2 5]
132 W&
S 7o BERME R EE AR B (20X BRI R (TP 7T ) v — UIRRRIR ) DA ENH D, K
HEDE EHSE28Z0W0H 50T, MEBBEFE~ORGIIIHOEET L &,
(figan)
REOG AT MBS CH R EIC LV EAOBREEITH & & BT, JERITE U TRELE ST
MERFRIE 21T D 2 &, EERMEIRMEREIREHENC T g WAl (v 7T ) u— VIGRRIES) BNaR7%
LBEH a0, [ERiE LA S8BT 0155, MEEFEE~OBRGIZII+SEETHZ &,
VL. 5. EELEARMIELZTOER] OHESH,




1. BRLDOIEE

[VIIL. %40t (A EoES%) (B3 %A |

ATFUESOUE - A TFUI R 25ug
14, BRLOZEE

141 ZHIRFFOIE

PTP @30 #HAIL PTP ¥ — F2b 0 L TIRIT 2 X 9478425 2 &, PTP v — FORAEKIZ
LV BB BERRE AR L IS 3 T L CHRERRITR 2 % 0 B 22 & OHE 2 0F 58
TLHLIENDD,

(f)

AN D2 1T —#8 PTP(Press Through Package) # i/l L CWA b DN H 57, HIEHEIEF 240
FOFR 8 4E 3 H 27 AfMIcES &, PTP oo —8 & L Citfi L7=,

ATFoinoyF5ug/m

14. EAELDIE

141 EFIRFEHOTE
RAMR A WET DT,

INBDOFEORRMNRNE ZAIBRETDHZ &,

ATFURES420y 7 0.005%
14, #ERALEDEE
141 EFIZFEDTE

BRRIZILTE DO T 2 2 &

12. ZOHDFE

(1) BRERFERICED < fER

BIE STV

(2) FERRARFRERICE D

15.2 JEFREREAIZE D < 1E#R

1521 7 v b & Wz 14 W8 E R 530 T 30me/keg. 26 i i i 5 #5052 T 10mg/kg LA
FORETLHEENRRD b P ZOLBEEIXA XITBWTHRD SN0, fho Bl
WEETHT v PR XIZRBWTED bz,

1522 7 v b & Az 104 BRREER G HBRICB W, EYRkEic X v, JNRMEEASHBR L, 20
JEGE T v MR D THH EEZ LN TEY, £/, &0 B K2 RWB K ER 545
ZLICRVEBT A ERREENTNS P




| IX. JEERRBRICBIT 25 H |

IX. JEEREREERICRE 9 SIRE

1.

2.

IFHER

(1) ENREHK

VILEZDZEEBICEYT SEEB | OHEESH

(2) REMEEHER

PR RIS T BRI < . B LB RIS & > TOBFTBRIICHT 2 Ml & 2 2 L7z, Al
MBI LCIE, B2 AR ORISR 5\ 1% B 2 A MHIIC K 5 “IROMER LIS AR 1332
D BRI BT 0,

(3) ZD o FEEHER

KR L

AR
(1) HEEEESHER 6650

(FOhTO— LIRS/ KA DLDsofE (mg/kg) ]

5120
W el & G T T

SD%7Z v k i3 > 1,000 — — 205
(10 A fi) i3 > 1,000 — — 212
SD#%Z v b HE > 1,000 — — 497
(22 H Hi5) i3 > 1,000 — 487
SD%7 v b 1k >11,391 151 900 550
(538 i) i3 >11,391 130 1,000 503
ICR% HE 3,350 90 370 330
~ A i3 3,200 83 445 330

R i3 > 5,000 83 — —

ARG Y X i > 5,000 a3 — —

v— 7K HE > 5,000 100—200 — —

(2) RIEHEESMER 52

SD &7 v M7 vl o —/VIEEBRE K 30~1,000mg/kg % 14 WX 0.1~100mg/kg % 26
BERROBEL TR LIEEZ A, Tuabra— LIERE K OR O 52 L A EEE8E 1T
1mg/kg/day Tdh -7, 14 B %5 FMAER T 30mg/kg, 26 ¥ H#& 5-FME588 TlE 10mg/kg LA B
B TLHEENRD SNz, ZOLHEEITA XIZBWTHREO LN, o g FEEETHL 7
v PR, XIZBNTERO bz,

(3) E=HMHERAR ™ 69)

Rec-assay, 1HJmZ BB, PO AERERR CEEFEHEIIRD b TR0,

(4) D ATRMERER ©

SD %7 v b &AW 104 BRI 53R IR W T, G2 L0 JIEMIEE HER L=,
COEEITT v MIEREANRLOTHEEEZLNTEY ., £7-. &8 B R L2 EEMMER S
THZLICKVRETHAZENRRESNTND,

(5) A Bl S S M ER 10~

SD %7 v b OIEYRET R OMERAI . SRE TR, JFEY M ORAMIC 7 v 7 v — VIR K
0.01~250mg/kg % NZW f& 7 4 X O E I 0.01~500mg/kg T NLNEOEEG L THRF L
72& 2 A, bmglkg/day LA T OG- & TIHIAL N2 REIBEIN -T2,

(6) FRRTRIZ LS ER

AL LR



| IX. JEERRBRICBIT 25 H |

(1) ZDHDKHEN
OHFEERER "
ENEY FEMVERET 7 4 7% v —B, BHAMED in vitro TOTF 7 4 7% L — 3
OIS St SRR 35U C 7 1 o 7 11— SR H KR O BRI LR B L7 s o 72,



| X, ‘B FEICET 55 |

X. EENERICEAY 5RE

1. REX7D
l Kl ATFUEEOug, ATF U I=BE25ug, AT TR 0.01%, A 7Fva vy 7 5ugml,
ATFURTAm v 7 0.005%
B RO
BNRGr © 7 0 T v — VIR KT B3

2. AHIE
36 f&i

3. BENRETORE
R IRAF

4. RV EDEE
ATFUESOUE A TFUI 251
20 MYHKWLEDEE
7V Er—RERITRE AR GEXRTT D Z L,
V. 6. BEIDEEEFHTICETEREN] OHSH,

AATF UK 001% - A TF0y T 5ug/m
20. MYHKZWLEDIEE
NIRRT L TREFT D &,

ATFUEZ420y70.005%

20. MYFWLEDFTE

20. 1 AdXBRUC KV BERPEATLIBENRH LD T, FHOHEERT L Z L,
20. 2 /oy IR AR A RE CERRTFT A Z &,

V. 6. MEIDEEEETIZHEITILREN] DESHE,

5. BEMITEM
BEMERLTA R HY
<TFVDOLBY : HY

6. B—R5 - EE

F—m 3 | ATF AL T ~TF—10ug WAL100 [H
AT F T —10ug W A100 [H
ATF ¥y RT7—5ug WAL00 [A]
AT F R AHO0.01%

AT FUR/AE L= 0.3mL

AT F /AR => ;b 0.5mL

B % 3| YT LTV R

N T LT R
TNTZ Y R
YT B LR

FU A K% — USRS AT

7 V7T u— VIR

FRET 0 — )7~ Ll KT

7. EFRESFEAH
1980 4£ 10 H 25 H (EMHBH¥)



| X, ‘B FEICET 55 |

8. HERFTRDBFEAARVEARES. EMELNHFEAR. RFEMABERB

. g IR FE AR s AT, FE HE I IR 7¢BRtA

HRFe4 age KRE &1 B gy
200641 A 30 H | 21800AMX 2006 426 H 9 H

(A ETIZL D) 10142000 | (2L ZETIZ L D) 1980 12 /1 25 H
200641 A 30 H | 21800AMX 2006 426 H 9 H

(e Tz L D) 10143000 |(IRFELEFIZL D)
200641 H 30 H | 21800AMX 200646 H 9 H

(RFRLEFIZLD) 10144000 |(BRFEAEFIZL D)

200641 A 30 H | 21800AMX 2006 -6 H 9 H
(RFRAEFIZLD) 10332000 |(BRFEAEFIZL D)

ATFUEEOu g

ATF I =250 g 1984 4-6 H 15 H

AT F L HR0.01% 198446 4 15 H

ATF vy 75 ugmL 1984 4 3 A 27 H

ATFURITIA vy 21500AMZ
0.005% 200343 A 14 H | o000 2004 7H 9 H 20049 A 7TH
IRf7EA © A 7 F b FAEH A 0 19804E10H 25, FEAMIEMENGRAE A A 0 19804£12 25

AIFE4, « A FF oI =8 AFEHA : 19824£10H 7H . FRAMEAEIEEH A : 1984467 2H
HRRFE4 « A 7°F kL FRGRAEH H - 19824F10 A 7H , SEMEEAENGEAAA B - 19844F6H2H
BRGES : A7 Fromy 7 AREAR  19824E10H 70, EMIEUEEAEH B - 198443 H27H

0. MEEREMBEM, MERVAREIENEOEABRUTONE

(hEE - IREMFERABRUZDNE]
W 5 4 BINAEH A e - DRIBINNE
ATFEEOu g

ATF I =kE2b g
A7 F URERI0.01%

19904F 12H18H * AMERE IR

ATFrvwa w75 ug/mL
% IRFEAEFRIOR MOV TOBI4EA H

10. BEERR. FAMEBERLAREABRUVZOAR
(BEERRLORFABRUEORE]

K E 4 FEARE e B N R
ATFUEE O g
AFFLI kB g IEVEE 145 F2AK 5 KGR )
19884F 1H4H* DOWTHIZHEY Ly, (BhEE - 2hER K
A 7T WHRI0.01% O - HEICET 2 L)
AT Frvwa w75 ug/mL
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1. BEETHM

W 4 P2 A A
ATF B0 g 64E(19804E10H 25 H ~19864E10 4 24 H) *
ATF I =hE25ug
AT F L ERI0.01% FRARI(19824510 A 7TH ~19864F10 A 24 H)*
ATF vy 75 gml
ATF v RT4 21 70.005% LR

% TR L FRIORE IOV T O AR
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4, e | TR S TR pon (o) g | C 07 PERAE
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AT F U RERI0.01% 2259004D1047 2259004D1047 104062301 620003631
ATFovma w75y g/mL 2259004Q1111 2259004Q1111 104084501 620003633
ATF LRI vm YT 2259004R2024 2259004R2024 116214101 620002152

0.005%
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Meptin tablets

Otsuka Pharmaceuti-
cal (H. K.) Ltd.

B
(50ug)

1982 4

Remission of various symptoms caused
by respiratory obstruction from the fol-
lowing conditions: bronchial asthma,
chronic bronchitis, pulmonary emphy-
sema, and acute bronchitis.

Meptin mini
tablets

Otsuka Pharmaceuti-
cal (H. K.) Ltd.

B
(25ug)

1984 4

Remission of various symptoms caused
by respiratory obstruction in the fol-
lowing conditions: bronchial asthma,
chronic bronchitis, pulmonary emphy-
sema.

Meptin syrup

Otsuka Pharmaceuti-
cal (H. K.) Ltd.

ki
(5ug/mL)

1984 4

Remission of various symptoms caused
by respiratory obstructive disturbance
in the following diseases: bronchial
asthma, chronic bronchitis, pulmonary
emphysema, acute bronchitis, and
asthmatoid bronchitis.

Meptin tablets

Taiwan Otsuka Phar-
maceutical Co., Ltd.

b
(50ug)

1984 4

Remission of various symptoms caused
by respiratory obstruction from the fol-
lowing diseases: bronchial asthma,
chronic bronchitis, pulmonary emphy-
sema, etc.

Meptin mini
tablets

Taiwan Otsuka Phar-
maceutical Co., Ltd.

b
(25ug)

1984 4

Remission of various symptoms caused
by respiratory obstruction from the fol-
lowing diseases: bronchial asthma,
chronic bronchitis, pulmonary emphy-
sema, etc.

Meptin Liquid

Taiwan Otsuka Phar-
maceutical Co., Ltd.

WK
(5ug/mL)

1985 4

Remission of various symptoms caused
by respiratory obstruction from the fol-
lowing diseases: bronchial asthma,
chronic bronchitis, pulmonary emphy-
sema, etc.

[

Meptin tablets

Korea Otsuka Pharma-

ceutical Co., Ltd.

B
(50ug)

1989 4

Remission of various symptoms like
dyspnea caused by respiratory obstruc-
tion from the following conditions:
bronchial asthma, acute and chronic
bronchitis, pulmonary emphysema.

Meptin tablets

Korea Otsuka Pharma-

ceutical Co., Ltd.

b
(25ug)

1989 4

Remission of various symptoms like
dyspnea caused by respiratory obstruc-
tion from the following conditions:
bronchial asthma, acute and chronic
bronchitis, pulmonary emphysema and
asthmatoid bronchitis.

AN
LT

Meptin tablets

P. T. Otsuka Indonesia

b
(50ug)

1982 4

For the treatment of dyspnea caused
by bronchial asthma, chronic bronchi-
tis, and pulmonary emphysema.

Meptin mini
tablets

P. T. Otsuka Indonesia

B
(25ug)

1985 4

For the treatment of dyspnea caused
by bronchial asthma, chronic bronchi-
tis, and pulmonary emphysema.

Meptin syrup

P. T. Otsuka Indonesia

aliEkice
(5ug/mL)

1986 £

Remission of various symptoms caused
by respiratory obstructive disturbance
from the following diseases: bronchial
asthma, chronic bronchitis, pulmonary
emphysema, acute bronchitis, and
asthmatoid bronchitis.
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Meptin tablets | Thai Otsuka Pharma- BE 1987 %4 | Remission of various symptoms caused
ceutical Co., Ltd. (50ug) by respiratory obstruction in the fol-
lowing conditions: bronchial asthma,
chronic bronchitis, pulmornary emphy-
sema and acute bronchitis.
Meptin mini Thai Otsuka Pharma- B 1992 4F | Remission of various symptoms caused
tablets ceutical Co., Ltd. (25ug) by respiratory obstruction in the fol-
lowing conditions: bronchial asthma,

7 A chronic bronchitis, pulmornary emphy-
sema, acute bronchitis and asthma-like
bronchitis.

Meptin syrup | Thai Otsuka Pharma- W | 1986 4F | Remission of various symptoms caused
ceutical Co., Ltd. (5ug/mL) by respiratory obstructive disturbance
from the following diseases: bronchial
asthma, chronic bronchitis, pulmonary
emphysema, acute bronchitis, and
asthmatoid bronchitis.
Meptin tablet | Otsuka (Philippines) B 1985 4% | Indicated for the relief of dyspnea and
Pharmaceutical Co., (50pg) other symptoms caused by respiratory
Ltd. obstructive disturbance in the follow-
ing diseases: bronchial asthma, chronic
bronchitis, and pulmonary emphy-
sema. For the treatment of acute bron-
chitis.
Meptin tablet | Otsuka (Philippines) B 1985 4% | Indicated for the relief of dyspnea and
Pharmaceutical Co., (25ug) other symptoms caused by respiratory
74V Ltd. obstructive disturbance in the follow-
=% ing diseases: bronchial asthma, chronic
bronchitis, and pulmonary emphy-
sema. For the treatment of acute bron-
chitis.
Meptin syrup | Otsuka (Philippines) WHI#E | 1986 4F | Relief of dyspnea and other symptoms
Pharmaceutical Co., (5ug/mL) caused by respiratory obstructive dis-
Ltd. turbance in the following diseases:
bronchial asthma, chronic bronchitis,
pulmonary emphysema. For the treat-
ment of acute bronchitis.
Meptin Zhejiang Otsuka B 2004 4 | Meptin is bronchodilator, it is indicated
Pharmaceutical Co., (25ug) for the treatment of bronchial asthma,
Ltd. asthmatoid bronchitis, acute bronchitis
with bronchi hyperergy, and chronic

0 obstructive lung disease.

Meptin Guangdong Otsuka WHW | 2005 4 | Remission of various symptoms caused
Pharmaceutical Co., (5ug/mL) by respiratory obstructive disturbance

Ltd.

in the following diseases: bronchial
asthma, chronic bronchitis, acute bron-
chitis, and asthmatoid bronchitis.

BB T HEKRTIEER
BRI L (USA, EU, Australia TOFE72 L)
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2. FOOBEEEY

ZORABRBRIT, A T F UPER 0.01% . A T Friay P 5ugmL A 7F U RT4 21 v 7 0.005%
MEFBBETRA L TR EIND ZENFREIND 2D, PRINDUFIZOWTHNTEE SN -EE

PAGRBRAE R L L O b DT,

. AT7F BRNEAERIEHER
BLEZEERERE TRITRT,

REERE: (A) 77V B) NV 7av L8725y 7k
RAFSME - =|IE, 4°C, 25°C, 40°C (LB L Bind)
ARERIEH - RBEE XTI L B D,

ShEL (F - BEER) . ITEWy - BRE, pH,

WEME (R &2 RN TR Lz, (T IRRERL A 3E541) )

o EME (FOET 5 £ TIOHERERBIE S (RIAREERL A KA )
a8 (BAEE 100%IC5T 2BFERTRL, 93.0% KA a &K T E Liz,)
AEBRSEE © 1984~1995 4 (7eds, WAL DOMRTES . — M4 M OE#41E 2004 F- 4RO BT ,)

LRL1]
— (el

|| smTorTo— L aBRBES OEHITBETED I,
X HPEHE No.

EETHE EAELEMIOITO—ILO HPLC OE—INELY S BT ET4E

[ FRES
% B & AR maE | 8% e .
4 —les Stk | Aw | EE | EH | 18 38 78 148 | 288 |x
wEaE
M| T - - - - -
[ZHL L — — - - -
E;m BHE

g | ATFUEM 0.5g WEE | 000 | 033 | 023 -~ 0.18 -~

ol BREE

% e L 9 i 1000 | 1021 | 988 | 994 | 988 | 96.8

‘E VAAS - ﬁ - 18

3 wEAE REARK | EEBEHMX

H (B)A7xH LB SV — - — g !

% | Be~mEEeomEE il REOR | BEHY

Bl | zomx =B | HL - - - - -
=3 (A) | 40°C =
(=) REE

IR | 000 | 022 | 0416 | 051 061 | 0.71
’%ﬂj)ﬁ 100.0 | 1033 | 990 | 983 | 997 | 96.2
wmEERE —
MR Tex - 5 B%) - - -
=i I=&0 BL ~ (5 B#) - - -
N B pER -0.46
ATF B 100mg eE | 000 | 062 | 046 | 028 | -057 | -060

= BRE 102.2

E | ookt 6mg % | 1000 | 998 sEi 987 | 1015 | 1015 ;

Al ERTOLAFIY NE | BenE — L - Y —

Al aemw B Y
HDBHTMIZEL s . _ — _ _ _
(BRR—YH—) A 25¢ ;Z“ = o

Rig=E 3.8

eE | 000 | 074 | 3811 485 | 405 | 431
BRE 105.1

% | 1000 | 1025 | 1081} 1024 | 1031 | 1039
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2 EAEAIS RAR | &7 Ba
2 ia5 tik ae| Aa | ®B | 2 | 18 3H 7B | 148 | 288 |x
P S LS
i B — — —
T BEHY | _ _ _
AT F R 0.5g B BR "
25°c | eH | 34 35 - — —
EVIiLRriovr 6mL B ERE
IO ANFLY @ | O 3 5 ! 10
#hﬁ;ﬁowg’gﬁﬁfﬁ AEE | 1000 | 1002 | 1012 | 97.6 | 99.9
oH:2.0~3. _ : 2
(BRR—H—) B) NB |Hons |Beiane | — —~ —
jé'ﬁ;%;&u Ptk
[ZH LN BE gf»ég’m — — — _
DEEL
2c | oH | 34 35 - _ —
BAME o 3 _ 5 7
RE% | 1000 | 994 | 1006 | 1001 | 100.0
marsy | REEHE
M| Tuan | senamm| ~ ~
N [FEALER
(g5t mR| FELE _ _ _ _
ATFUEER 0.059 | 25°C pH 5.6 - - 55 -
*x ) BoOME _ _ _
2 | navinsvgk 5mL (&) 0 1
'ﬁ,‘ﬁ EE7TOEY—IL %Zj‘_j: 100.0 | 1006 | 964 | 951 | 89.9
JE~WEEER pysp— LA 17
50nE0 (B) M| i | sabien| ~ _ _
pH:5.0~6. N
(BAT7—) [=suak FLORN — — —
4c | oH | 56 - - 55 -
BARE . . .
(=) 0 1
EE% | 1000 | 1000 | 970 | 939 | 942
PHR | mewE | — @B®) | T - -
D s - 4B - - -
T E=m NpEE 0.20
AT F BRI 0.69 oo | 000 | 011 | JEg | 016 | 047 | 0.9
BEE 98.9
LA A 1.0g rF | 995 | 998 | Joa | 993 | 993 | 999 3
2)L-ILIRS AT A2 _ — _ B _
%%é;{ﬁ{j ReATAY R SIS R (4 B) BERY
BV = \Fr — s - _ - — — —
(( %ie;;\)&umﬁwaﬁuﬁe W | e =50 | mL )
REE 1.89
er | 000 | 092 | 82| 205 | 243 | 237
BEE 100.5
7% | 1000 | 1004 | (B2 | 992 | 1006 | 100.0
ey
MR Tex - - -
[2HL A — — —
g =8 (s
g | 77RE 0.5 BEE | 0.00 002 | 030 | 0.00
% | paryssg 0.3g AEE | 100.0 1051 | 103.8 | 101.4
| ERuxmENEYY am | MEE — — _|'®
& | mesmE ik
(E5D) " B0 | L - _ —_
25°C I'pEw
i= | 0.00 002 | 037 | 022
EEE | 100.0 1006 | 1016 | 99.9
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£ RERAS HAE| B7E Ba
2 iag tik s 2| mB | £5 | 18 | 3B 78 | 148 | 288 |x
waxpao SELRY
N | wmrman rtRSREe - - -
b= 5
[=HLem PEEY | —~ —~ —
ATF R 0.59 | 25°c pH 4.7 4.8 — — —
BAWME
FARYLLOyS 6mL (=) 0 2 4 - 5
ERVRBFREDY BEE | 1000 | 982 | 985 | 1029 | 949
1~ R IR B DS s 2
EEHH nrma e SEAR _ _ _
fff3)~5#5 (B) R e
“~ B=3 [5
(A1) IZ&0) - Bk ﬁﬁf) — — — —
4c | oH | 47 | 48 - - -
BAMME
EEE | 1000 | 985 | 1011 | 991 | 1010
) -
o Bk B (2B#) B B B
8L | mEsy | — (2R®) - - -
~ el EI:E :‘ =
ATF 0.1g BES | 000 | 012 | Q02| o012 | o016 | o
BEE 99.1
FARYURS(SOyF 2.0g (%) 100.0 99.7 (2R#) 100.7 101.8 98.2 0
ERYRBFAE Sy ag | MEE | _ - e _ _
1B TR B ZES (2B%) BEHY
= L‘ Ly - . — - — — —
ffg;’ H A | e B0 | %E8Y (2B%)
BES | 000 | 049 | ggd | 101 | 151 | 271
EEE | 1000 | 986 | 203 | 1042 | 1018 | 997
| RETEE
FEHY. 1E
ATF R 0.05g =B BRPEERERE) — - - -
25°c | pH | 40 - — 3.8 -
)"):I‘/&D“J? 5mL e
B{LAKBTFRNOANL T 7Y () 0 3 6 8 10
L= ANKRBAUT L EE¥ | 1000 | 988 | 988 | 1000 | 1015
KEIBEBBORE Oy (B) 6 il il 17
EEHY. HEL M [l semaEs | — — -
pH:a 345 o TRE
) RICKYERT BOT, BERIEE - el - - -
AOHEERL. BEITANDL . BF 4°C pH 4.0 _ _ 3.8 _
HI=RHd Bt o
(ETR) AR 3 6 8 10
AEE | 1000 | - — | 1021 | 1006
Al |semn | - | o - - -
ATF A 04g | g [0V B | T | eaw | T i
_ WEE | 000 | 0.66 (2;2) 082 | 084 | 072
2| FAOr S8R 50% 0.3g RLE 98.1
L I ooy | 1000 | 1048 | 5B — 954 | 956
1| aEesmrEk " - e 12
: R | memn | — , — | X -
%E,] (T—=91) (A) (28%) BEHY
B0 | sl - ) — - -
25C pgE ki
ML EE .
Gy | 000 | 245 | L7701 232 | 170 | 167
EEE | 1000 | 1029 (1205% 99.0 | 960 | 95.3
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% oSt Rag| 7 | Ra .
45 (ﬁjfﬁ_i)h wrpw| & | B | mg | 1H 3H 7H 48 | 28H |x
SR | aEgk — - — — —
T | B
. =80 | pma | T - - - -
s | ATTFUEM 0.5 WEE | 000 | 033 | 038 | 034 | 055 | 065
i BEE
|z 400 0.50 o | 1000 | 1008 | 1003 | o7s | 887 | o77 |
B | (REBErSFY— NE | menx | — _ _ _ _
B | ae~Ee1—7o e
%IJ s [ZHL &0 — — — — —
(%) (A) o |- BRR
2C Mpas
| 000 | 124 | 192 - 218 | 2.13
REE | 1000 | 993 | 964 | 882 | 904 | 891
AR | semk | — - - - -
(bt (A L — - - - -
~ el Ej‘% :‘ =
5 | 7T 0.59 WmE | 000 | 048 | 076 | 135 | 178 | 097
7 . . RER
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L] Jur=vmy S | mewR | — — — — —
B | aemx
IZBUAEL, B ) B0 | sl - - _ _ _
. 25°C s
(B WEE | 000 | 145 | 318 | 369 | 3.87 | 3.89
EHE | 1000 | 986 | 966 | 958 | 989 | 1012
SR | aegk — — —
IZ&HL HL — - —
i TR mEE
ATFBH 0.5 R | 0.00 041 | 032 | 008
B
b L 10% 0.6g r¥ 1 1000 978 | 1037 | 1002 |
LYY F— A MR | menx - - -
E2 5 1 (A
(KH) (A) (fat:S{A %L — — —
5C pEE
ot | 0.00 097 | 091 | 084
REE | 100.0 996 | 1044 | 993
BHEeRERL B
% MR | erEms oeam. — - _
Ul e, 1
%TJ L EERERR) _ _ _
ATF R 0.5g 25°C pH 3.6 — — — —
) BABE s A ~ B
FOFA—LAyT 05% 7mL (D
N EEx
ﬁgi{gﬁ;waﬁmbwm: % 1 1000 | 1018 | 979 | 939 | 99.0
= " BETERL] e um+ 4
Ay TR (B) A R =y - - -
() . FEEALER
(a0 b FELE - _ _ _
ac | eH | 36 | 37 | 36 - —
4, [
AR 3 5 4 6
BEF | 1000 | 10041 | 983 | 966 | 975
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2 BRERAE RAR| &% BRa
) HE St | apr | BE | gg | 1E 36 7B | 148 | 288 |x
SR | menx - - -~
=B | sl _ _ _
~ L E;}IEII :‘ =
g | *7 TR 0.59 BEE | 0.00 000 | 035 | 0.00
E BEER
é RYFTHFLER 19% 0.28¢g (%) 100.0 98.8 101.0 97.4 6
S | (BmE®mIIOATISY SR | BEmE - — _
5 | aewwE
(B#H) (A) - [l S{ A L _ _ _
BEE | 0.00 001 | 034 | 003
AEE | 100.0 984 | 1007 | 99.9
SV mREHFE - — _
ATFUER 05 | Lo | 00 TR - - -
R | 0.00 052 | 050 | 028
‘7 2%—)LilRI/NE B 100 mg 4.5¢ BAE
FE— (5 | 100.0 %4 | 1088 | 1019 |
wReML SN mEen® - | o -
DEMALUSHEDITBNH | (p) RRSY
<HFMITEL 2B [FLo s - — —
%A, Ca—RECEBLEEER 25C pEE
BLEWESISERT HTE (%) | 000 07 | o8& | 072
(REE) REE | 1000 983 | 1083 | 103.6
SV mirEnE -~ —~ —~
AT FEER 0.5g
B0 | B = = —
SN Wt Eiﬂ HE=
AF T RHINR 3.09 R | 0.00 042 | 030 | 004
- FLEER LRSS Y BRE
E | moeeomk (%) | 100.0 90.1 91.4 79.9
Y| HFHEEIROEHEHCEHI— | (A) o - _ _ —|'°
B | sorzrecLonsoc. mus
DEURYBMLIYT BT, Bt =B | Bl - -~ -
BORE R KET (G I TR 25C rpes
P, (o) | 0.00 071 | 084 | 083
G744 AEE | 100.0 732 | 503 | o1
ATF IR 0.1g 58 ek — " g&) — — —
FSARTRSAL YT 109 | o0 I=Bw | FERY |~ | gEm |~ - -
e ox WER | 000 | 014 | 0021 045 | 028 | 005
il BAEE 105.3
FEBY. HL (A) (o6 | 100.0 | 1074 | o | 994 | 1002 | 99.3
) BRRIIAN S (AR, +HIRYREAIL, 12
PUERTREFEVDEETDIHE AMITREL.7 g s -
FRI S 5, MR meenx  — 2 B#) — — —
R EDERE[FTERREF BT HIEALELLA, _
CEBTRALBAICIE. AFIREL 7 BLURIC Izl | 23HY — i — — —
AT AL, HIZ SM L EA DTSR, K55 25°C (28%)
ALY L ERA L AHELIBALIE S REE | 000 | 103 | 978 | o073 - 0.84
BL.sBMRCERTBCE, (%? i i (5 B#) i i
(FRIZI) RE% | 1000 | 1045 | 1| 954 | 1024 | 993




[ XITL._fi§% |

I. A7Foony TRAELRE
oA LA R E FRICRT,
RAFIERE © (A) 200mL ARV 712 & L o Sl

(B) 200mL #EeftH o A =7 5 2o

(C) 100mLEE=A75 22

(D) HfefiE g a5
RAESRAE + |IE (20°C~30°C)., 4°C. 25°C., 40°C (WLJFiz kv ®7p25)
RERIEE - RBRIER LI L B s,

SMEL (). 1T - BR, pH,

FOBE (o 25 % Clo B 2 s a1 5%)

G (BAE% 100%Cx3 2FRT/RL, 90.0%AMa2 & &8IK T E Liz,)
ARERINM 0 1980~2002 F (Feds, WSO, — M4 L US4 1E 2004 4 FO LR TT,)

L4511
— (AL
FEETHE BEAELEEIOATO—ILO HPLC DE—INRELYHNBETEETHE
] xse

[ ] BB IOhTO—LE BRRENOBEFICEENTED (=,
X HREE No.

BER
=F 31K PN 2
% EERAE ReE | BF A
= i wanw | & | R | mg | 'R | 3R | 7R p4E ) 288
s | meEs — - — —
(1.25 fE %R . %55
[ZH0 -k > - - - _
ATFooavT 40mL HU
25°C | pH 4.1 40 4.1 - -
USLES 10mL BANIEL o _ _ _ —
(©) B | 1000 | 997 | 1006 | 1006 | 978
N | BeED — — (30 BE)
@ AR
(230 Bk
AFFoonyF 100mL _
4°c | eH 40 - — | womm
K | K&K 100mL B
ﬁ ® i
BREE 100.8
x S| 1000 988 | 987 | aow
% | meES - — | eoa®
F3 (2 BT
IR S
U | xoFosmy7 100mL _
4C PH 4.0 ~ ~ (30 B#)
EAEL 100mL ﬁ@%ﬁ
(A) BGE 1011
¥ | 1000 992 | 987 | 4ol
&R EmEEH — — — —
(3 A - %55
[ZH0 -k > - . — _
ATFULAYS 50mL H
25°C | pH 40 - — — _
ISR/ 100mL E?@ﬁgﬁ 0 _ — — _
(C) =
B | 1000 | 1021 | 1023 | 1011 | 995




5 BB RAIE RAE | B A
5 —ha ER weww | & | BB | mg | 'R | 3R | 7R ) ME 28R X
s g epoli) — — — —
(4 fEFR) T FEHY
IZH0N Bk — — — —
ATFULOvT 50mL HO
25°C | pH 4.1 4.0 4.1 — — 72
KB K 150mL AN — — — _
(© =
yfﬁ)ﬁ 100.0 | 99.7 | 100.6 | 1006 | 97.8
as ) BB EH
(5 f57H)
IZEHL Bk
ATFLLayS 40mL
4°C pH 4.1 76
IKEK 160mL ﬁ?‘ﬁﬁgﬁ
(A) BREE
sk 88.5
K i REEH — ~ (30 B#)
B (5 fEHH) (=AY
K| 2FFvvnyd 40mL . =
,% 4°C pH 4.1 — - (30 B | 76
’ N=E ZNEL
T | maEL 160mL BaiE
L
(A) BEE | 1000 980 | 991 | 4004
s g spodi)s]
(20 fEFBR) .
IZHLN Bk
AFFoLOYS 10mL
4°c pH 46 76
K&K 190mL ﬁ?ﬁﬁgﬁ
(A) BRE
i 3.2
R | meRs - ~ | oam
(20 &%)
IZEHL Bk
AFFLoayS 10mL _
4°C pH 4.6 - - (30 @) |76
BAEL 190mL E?‘@ﬁ%ﬁ
(A) =
BEE | 1000 98.0 | 1003 | @02,
Fas ) BB EH — — — —
=Bk | ZEEY _ - - _
(1.7 f&#%&%R)| 25°C | pH 3.9 - - - -
AFFoLavS 60mL ﬁ?@’égﬁ 0 _ _ _ _
e BEE
100.0 | 96.8 95.8 96.8 95.8
| sk 40mL (%) 66
oo o nE | meE® _ _ _ _
(A) N T —~ —~ -
4°C pH 3.9 4.0 3.9 — -
BRI 0 _ _ _ B
(=)
%ﬁf 1000 | 97.3 | 952 | 958 | 95.1




XIII. %

SEHI4 PN PN
2 BEEZAE R&E | 27 Ba
5 (ﬁjfgi%& mamm | S | BE E% 18 3R 7H 148 | 28H |
. | meEn — — | GoEm
(2 {5 -
ATFLLOYT 100mL -
4°c | pH 4.0 - 39 | oo |76
SESTAK 100mL ﬁ?@%ﬂi
(X5) (A) BEE 102.0
¥ | 100.0 99.1 | 996 | JO20
SR | mezs — - (30 B
(5 {5 HE)
N [ZHL-BR
% AFFLIOYT 40mL _
a 4°C pH 4.0 - - 308 |76
K| EstEK 160mL ﬁ?‘@’éi)ﬂ?ﬁ
(R A s
B | 1000 985 | 1009 | 1957
N | mess - - | @oa®
(20 fEHT)
IZHLV IR
ATFLLOYT 10mL _
4°C pH 4.1 - - (30 B#%) |76
SESTAK 190mL B
(X5) (A) RAE 102.0
e | 100.0 1013 | 989 | J020
BELE
N oepmam| - - —
e BEBYHY
B bl 7YY - - -
5
ATFovOYT 12mL | oo pH 4.7 4.8 ~ - 4.7
BARE| ~ ~ ~ ~
i (B
T BEE
2( P -~ S ;2&8 996 | 963 | 960 | 95.0 N
% | (BTRRoER NB | oommn| - - -
Fl | EE~EFREEAOMIER = H500-pk LB B Y HY
£EHY " < gaEn| - - -
=#) 4c | pH 4.7 48 — - -
BARE
) - - - -
B¥ | 1000 | 996 | 980 | 974 | 951
REET
I T - - - -
’s [=F AN Tb“;rl)\%%é _ _ — —
;(j’a'_s/:/m‘yj’ 12mL °c pH 4.3 4.5 4.6 4.7 4.6
#z BORE 0 _ _ _ _
% (@)
B/ | RLEUY LA 153mg e 13
Bl maneyy T T - - - -
s ggrgﬁéﬁaﬂami e _ _ _
o ea] A
l:a*a;;\;{l;‘ L (A) 4°c | pH 43 4.4 45 4.6 —
(AAEHE) FREE - - - -
(E)
FE
(%)




XIII. %

(G Sk

2 EaRAE RAE | &% A
5 i e | & | BB | @y | 'H | 3B | 7TH | 4B | 288 %
; BB
SR B8 | megm - - -
(ZE5Lr- Bk ﬂ-b‘gﬂx‘xﬁl — —
ATFL LAy 12mL 25°C pH 3.7 3.6 3.7
/\% I
ﬁf’@“) & 10 BWURE
] ' R 1 100.0 103.9 | 1036 | 99.9
Y| B8 Al _
(B) AT LB n B TR
WEAE~RKAEMAF [ZH0V Bk 7"1’;[(\7"%5 —
IZHLVEL, F (D)
(=#) 4°C pH 3.7 _
gﬁ RATE 14 | momm
i BEE | 1000 1020 | 100.2
{5'2?, Jope BE BER _ _ _
g EEE | BEIR
x5 — 2R
% [=asi-nk| ZEEY — - — -
AFFooayT 12mL | 25°C ﬁ"iH . 42 - - - -
778X
(= 0 14 - 49 53
. y(i}f; 100.0 | 98.9 97.6 94.9 96.3 >
%ﬁ BZ 358 3 'I n - - -
(B) AT LB R | SRR
B &K R R (Z#500- Bk ﬁggﬂ) — - — —
HEE HL (
pH:3.5~55 A) 4°C | pH 42 — - — -
(=#) .
ARl o 8 13 22 47
%i}fz; * | 100.0 | 102.6 | 99.0 97.5 96.2
wiEeE z _
s P
e AR (12 B | (33 %)
([ S{ANI "
rTFooov 96mL | 25°C pH 4.2 (15 8%) | (33 B#%)
. BARE| 85 100
ﬁ y(}il_) (1150?%> (338Elé£)
R . 98.
# | 78502-PLRYT 240mL (%) | 1000 _gsa®) | GaEw |
B EmErDEs Uy HiEe am |~
?il HIEE e BB (5 B%) | @3 E®)
(F744—) ) [Z#L-Bk
4c pH 4.2 (15 8%) | (338#%)
BARE| 25 57
([0 (15 B#) | (33 A#%)
BEE | 1000 101.4 | 100.4
(%) : (15 B#) | (33 A#%)

*1:312.5mg #KIZEMLT 3mLELT=,




XIII. %

=E 3k s 2
5 RERAE RAE | B A
< (ﬁ;fjfi%& wepm | e | FE | Eg 18 3H 7H 148 | 288 |x
WEET
B | oewm |~ - - -
— H Y
=s0-nk| FED — — — -
AFFoo AT 12mL 25°C pH 4.0 4.1 — 4.0 4.1
; BowE 0 _ _ _ _
: 5
REE
100.0 | 1004 | 1006 | 1035 | 1025
# | vLA—zmm%0.2% 0.6mL e 15
B | Ao<yp—u MR bowm - - - -
| meFeacEnR =5t nk| FEEY — — - "éﬁ‘gffii
pH:#33.5
(KB&) (A) | 4c | pH 4.0 4.2 4.1 4.0 4.1
ZE® | 1000 | 985 98.7 | 1024 | 102.0
wel | el
wm M - | - | -
ATFoonyT 12.0mL R %EE?U — — — —
25°C | pH 5.3 — 5.4 5.3 5.4
LLeayr 10.5mL ﬁ?@%&)ﬂt 0 3 _ 5 5
(B)RLAvBIOLIT=F3y W33
@ | (B rurrEsory (3) | 1000 | 990 99.8 99.7 97.5 ”
& | HUFLTIR (A) shgg | HHEELE BRESE] _ _
B | (B@khIz BEE | SestR
5 | el | FEBY
| EEmY. B [SEL-R " - - - -
E) BB SORBL TS RBERET 4°C pH 5.3 — 5.4 5.3 5.4
ook B
(Fn3e) @) 0 3 4 6 8
ygﬁ? 1000 | 99.0 99.8 99.7 97.5
BEORES " .
B HEEHR
*E*E]/& 'n\élﬂaﬂ;& B
* 5
AFFL Oy 12mL it - — — — —
Y m G
2C [ 4 7.9 76 7.7 76 —
A I1VVR 0.18g BEE | 1000 | 981 | 982 | 984 | 959
(B)FS/I4> REOER | apsrn =
EE“‘?‘I&EE@%‘X‘*%‘ %gﬁ é@?@ﬁ% ﬁ%@‘fx;ﬁﬁ+ _ _ _
(T—HA1) (A) wipm | REEWE
T 555Y
_J=sueem PR — — — —
4C 1 o 7.9 76 7.7 — —
BARE 0 P _ _ _
B (7@—)
i ¥
ﬁu ooy | 1000 | 983 97.0 96.1 95.9
BEEROD
MR bemme |~ ~ ~ -
| EEBY _ _ _ _
[=gsinE PR
}‘j?“/“/l:l“jj 12mL 25°C pH 41 - 4.2 41 -
yfi}i)z 100.0 | 104.9 | 1034 | 101.8 | 103.9
(B EKDTZAY 015g REEHD 23
Iz ME | oewmm | - - -
BB ORESRXITHR i FEEY - - — _
(e AV (R A
(TER) (A | 4c | oH 4.1 — 4.2 4.1 -
ARE - . . .
(@)
2| 1000 | 1060 | 1013 | 1026 | 104.0




XIII. %

SEHI4 PN PN
5 RRErAl® RAE | #7 | BEA ca | 1ag |osa |«
# —ha R weww | & | 2P | E# 18 3H
N mg | REERL) — -
% SLEERY
chon] 50 T -
AFFoyayT tomL | EiE | _eH | 38 3.9 -
BoaE 4 3
(@)
BEE | earn
dI-EEAF LT IR 8 10%| 250mg™ . : wEET | 3
J1) %Eﬁ. =F: ] B8R
(B) d-HEEEAFILT IR =50 SLEEEY
BEHR ISELNB . Slan SLEL
=8 (D) | 4¢c | eH 3.8 4.0
BARE 7 5
(lﬁl)z
PR | rera
HEE AT _ ~
B eormn | ~
=B FEEY - - - -
ATFoinyT 12mL | 25°C pH 3.9 — — — —
BORE 0 _ _ _ _
REE
F 3
52T OyT 3.3mL top) | 100.0 | 987 94.5 98.8 97.9 .
N FEEED | _ ~ ~ ~
(B ESEROaT A M| oormn
() dHEBAF LTINS —hu| FEBY ~ _ _ _
(B)RLAVEEYOILTII=F53Y (A) - Hi
HIBE 4°c | pH 3.9 — — 4.0 3.9
(TARYR) ELEE 0 — — — —
(@)
" BEE | 4000 | 969 | 973 | 977 | 953
& BELY | aeEsE npieiniid _
#l M| wmemn |serama| o | DERER
svew FEEY | — - - -
ATFLOYT 12mL .
25C 1 pH | 43 — 4.2 - -
BoaE _ _ _
“ (@) 0 2
it 12mL BEE | 1000 | 1003 | 993 | 1001 | 99.8 .
1OV BIARSATFY BEPY | aemEg: BEEE
BERACERR M| s | nersmn - BerEEm|
NFTHROEFR. HUW . =EHY _ _ _ _
AR oy TRnocRBEY | el I T
BETHEREND. 4°c | pH 4.3 - - 4.2 -
(ZEZ&EYIILIT7—7) EERTE 0 ) _ _ _
(@)
yg(i/f)i 100.0 | 100.6 | 100.8 | 101.9 | 9838
FBEED _ _
MR bemme |~ ~
T EEHYH _
ISBV-BR G| — - -
ATFoLOYS 12mL | 25°C | pH 43 4.4 45 44 4.3
BoERME 0 _ _ _ _
(@)
BEE | care
JRTvAYT 4mL (%) *;e»&;n 5
(B U ESEROIT A MR | Sowmn | - — —
(B) dHEEEAFIILIT IR PR E=EZhHY H _ _ _ _
(B)RLABYOILII =53 (A) - EMIZEN
§H*55@0 2o 4°c | pH 43 4.4 45 4.4 -
pH:o.U~ /1. 7~
(A BARE o - - - -
BEE | .
(%) EEEE

*2:250mg ZKITIAMLT 6mLELT=,




XIII. %

= 3:1E4 s 2
2 EeaRHE RaR | &% BA ,
B ?;ﬁgl_ﬁ)'{k (mEmE) | & BB B 1H 3H 78 14 H 28 H |x
FREER =
MR Nowmm | - © BE&) -
T EE5HY —
SEW I g lopmn|  — - (0 B) -
AFFULayF 1omL | 25°C | PH 4.2 - - © B -
BARE 0 _ _ — _
ileil_):%: (9 B#%)
BAEE
0 EETHE
SAMFLLaYT T 10mL e Pt — 32
(B) U BSEROaT A SR «‘-’«‘-’*E;)EJ;’& - - © B -
() dHERAFILT IRy zH0-nk P EBY _ — - —
(B)~RLAVEEIAILTIT=SIY HPPEN €] E{i)
FaaL—t& (A gc | pH | 42 - — | omm | —
FzaL—hE, B BORME -
(B B HAT7—2 M) () 0 - | eA®m | T
%Z;T:; EETEE
8] = — — ey -
5= 5 /}‘ 5= 5
BB il
AFFLLOYT 1omL | E& | eH 4.7 4.4 -
i 0 -
‘ . ) Ry | meme
| YUBaTAUE1% 4R 1.5g"3 AT 3
% —~ s | aE e —
% | (BULEAT Y e EEAH | -
~ — s il DLF Y
ﬁfm)ﬁﬁgﬁﬁﬁ“ ISHBLBR pLzn st
(D) 4°c | pH 4.7 4.4
BosE 3 _
(=)
%(i/f )i EEREE
*BE
N | am - - - -
ATFoinyS g TEBLL £EHY | BEHY
I=BL-ph YT DUEL | A=
=8
FArS L OYS 12mb “eH 39 4.0 -
/\% I
(BB EANTFY ﬁﬁ{l) i3 0 —
EEEEERERT 8mL =
250, Hia BEE | 100.0 1007 | 969 | 99.9 1
oH:3.0~4.5 " HEE ~ _
) TAFLATALLAYIEOR g B2
BERITE, (D) TNt 5E5Y
"IYRARAVYORIA4AvTXR - a—JLAERE HLEW
[FlayvaioinyrEiRedde 4°C
BN, EMED AEETHE pH 3.9 4.0
DREMATEILLBDONAL, BELRE 0 ~
(Z M) ()
2| 100.0 981 | 996
N | BIBEEY (158%) | (338#%)
IZHL-IK
AFFLoOyT 130mL | 25°C | PH 4.1 (15 B%) | (33 A%)
BoatE 0 — —
([a]) (15 B#) | (33 B#)
z 5(0/%05 ~ | 100.0 (1%2?&) (320Ei?§:)
y Aoy 130mL - = = 83
I N | REEEH (158%) | (38#%)
HIBEERR IZEBLV K
HUFIVEEAFILES DR o — —
(=L, T (A) 4°c | _pH 4.1 (15 B%) | (338#)
pH:5.2 BRI ~ -
([a]) (15 A#%) | (33 A%)
(h&%) BEE | 1000 96.1 94 1
(%) : (15 A#%) | (33 A#%)

*3:1.59 ZKITEMLT 6mLELT=.

—6

2_




XIII. %

(R 3k

% SRAIE RAE | 87 BA _
] _f}jﬁ,{l%“‘ ap | sp | BB B 16 3R 78 148 | 288 |x
MR | mern (5 B8 | G4B@)
IZHUV 8K
2‘7’9’-‘/*‘/[:1“17’ 130mL 2500 E/F:H ,& 3.6 (153'57&) (343[36&)
% & &
0 ) .
([a]) (15 B#) | (34 B#)
BEE [ 1000 99.7 98.8
EviLRosnyT 130mL (%) — (158%) | 4B#) 84
BRI OLATLY M| meEs (158%) | 3488
o S B OD R (280N BR
pH:2.0~3.0 . 3.7 36
AR 4 (A) | 4cC E;H 1; 3.6 UsBi#) | (48
([aD) 0 (15 B#%) | (34 Bt)
BEE | 1000 100.4 98.7
(%) : (15 B#%) | (34 B)
AFoonyS 10mL 187 44 5 B — — — —
EviRy oy 15mL B — — —
EHmIOLATIY — —
W BRDIMR, 25°C |_PH . 3.9 38 3.9 72
pH:2.0~3.0 ﬁ?£)1 0 — _ _ _
(BARR—YLH—) 175mL
: (A) BEE | 4000 | 966 | 990 | 975 | 986
JKEIK (%) . . . . .
s | sesst — — - —
i FEEY — — — —
ATFoonv 3mL 25°C E’EH - 4.6 - - - _
7]
(=) 0 - - - -
y(J;; 100.0 | 1014 | 100.1 98.1 94.8
PO - 63
A(:I;I:f;/_l: 17"51’? 2mL RV " _ _ — —
D) L-AILR R TAY . EEHY
%= | ®Be [SHL-IR PHR — - - -
/‘:/ BELGEER. BN (A) 4°C pH 46 — — — _
% pH:5.5~7.5 B ERTE 0
() (=D - - - -
AEF ] 1000 | 1023 | 994 | 987 | 957
s | seznt (15 8#%) | (33 B#)
IZHL-IK
AFFooOyT 130mL | 25°C | PH 4.7 (15 B%) | (33 )
BORRE 0 = =
y(lil) <139E|f) (3;85;5)
EFeES . .
100.0 1 /
La¥ 40y TF5% 130mL (%) — (15 B#%) | (33 EH) |g3
(BILALKLRT A - ;}‘f - itk ase#) |GaBw
B B
RRLGEE. HL A | ac |_PH 4.7 (15 B%) | (33 B#%)
pH:5.5~7.5 B ETE 0 — p—
(W) ([a1) (15 B#) | (33 A%#)
BHEE | o000 1035 | 101.9
(%) : (15 B#) | (33 A)
sl | weEnt — — - —
CFoonyS 10mL P %EE;‘\)L) _ _ _ _
25°C | pH 48 — _ _ _
. BREE
LB 4L 0yT5% 12mL (ich 0 - - - -
(B LANKRSRT A %Z;j% 100.0 | 1003 | 102.8 | 1035 | 1026
BRLE. L - - - o7
pH :$i.5~7.5 (008K xﬁ#\;u — — — _
()
omL 4°C pH 4.8 - - - -
SESTRK BoEE
(X15) (A) (@) 0 - - - -
%Z;j% 100.0 | 1004 | 1032 | 103.4 | 1017

*4:pH ETIZEDONRSRATAODERITHRVEYEDRAICLYIERITHORIREMENHYFET




XIII. %

=E S ES P 2
2 B a5 REE | #% | B _
B ﬂxfjg'l_i)#t () | S H5H B 1H 3H 7H 14 H 28 B |x
% 353 = SRERET RS -
ATFoonyY 4mL SR | BREER Eé’fi 31 B#%)
[k S AR S
FARY SOy 4mL . —
ERURBFRESY 25°C /pH 4.4 - |eram
BE~ KSR E B EEE ﬁf@%&)ﬁ 0 7 |
FEHY. HL BRE
pH:4.3~5.5 (A) 5(02) 100.0 101.2 (3?%%)
X) - BERTHA=0, RAEIFEIRE - BEEER 81
(RO IESI-BIEH-<Y, MERYES SR | BREBR sexm | (3188
BEL B HITTRET A 20 8
B #RRT HeRals s R R IZ#0-Bk
o T CiABHEDTIRT
A F ER A 'é'é:‘:*%/ﬁ'li{h\?ﬁ&bh . =
e e ) N
FERIZ PR VB _:’:ﬁ N A 7 1
HTHEATHCL, ﬁ?ﬁﬁl) £ 0 15 (312E2If£:)
(B3D) =
BEE 100.6
A 100.0 1019 | s
BERER BETER — —
S8R o5 5 - BB — . ,
)‘709:>°/El‘y7° 12m|_ AR 2N (20 B#) | (34 B%)
T EEHY - -
sl [SEBL B ﬁm\ - - (20 B#%) | (34 B#%)
FAAY SOy m o 42 41
o,) SO 25C | pH 4.1 - - 208%) | (34B%)
ERVABFREDY B ERTE — —
B~ REREEEER (&) 0 5 - 20 B%) |G48®)
FEHY. HL 2 ¥ 100.1 100.2
OH:4.3~5.5 (A) (%) 100.0 98.6 9.1 | om |@imE s
gi%ﬁ“'ﬁzﬁ'&rﬁ)é;@ <L§§;§ Y s |FETER g - -
i e o7 2w - AR — p .
N E bi E — —
gg@tﬁéﬁj_mﬁmrﬁ &0 PEEY - — | comm |@4mm
o % \b:=F4 © _ - 4.2
ARIECOE s s YO eH | 4d - 0B | c4b
4 | BROMRIBLTE, 8AREL. 8 BARE = =
5 | feeETEATACL. (@) 0 6 - (20 B#%) | (34 A%)
(M53) | EREE 100.0 99.4
= (%) | 100.0 98.8 - 20 B%) | (G4 B#&)
g] NEE | BeES — — — —
|
b= 5
AFFoonyS 12mL
R | pH 4.7 4.4 —
BAoRE _ 4
‘ (IEI)
BEJOFLATAVR 1mL’® (0/) e P
0
BETFR, BT — SRR 3
BB £ 5 B ng | BeEs - e LR
BELEELGHY | BEBY _
HARELEERELC A, | (D) bl B 1%
HDT, AR, FURELTHERT S 4°C pH 4.7 4.4
& AT
(=8 BARE - 3
BHREE
*7 7 12mL i Efﬁ"’“ — — - =
FooOy L %EH. DLEER-| BRE
A grat | me
JOFUiK imL | =& | eH 4.4 45 44
BRETHR mARTE 0 —
REFRiEE BhEE
BETHKEEEHY D) (%) 100.0 96.8 94.2 95.9
E) - IOFURERERTHEOT, EHBE 2
BAE % LB T B L. SIRLIIBARIC s EB - -
{%ﬁ‘ié;to . _ <s0 -1 FEHY PEY )
TOFURIGEELBEELHDE < L BEE L
2N DT, A, KRELT
pad . SORALCRAT 4°c | pH 44 —~
(=#) BARME 0 —
(E)
ZEE | 1000 956 | 9838

*5:1mL K THEMLT 3mL &L=,




XIII. %

;% —(ﬁi%gﬁ)ﬁi (ii_%z) gﬁ EE E; 18 38 78 148 | 288 |x
REBH
MR | epmm| - - -
Cnomk| BEHY
[SBV-BH ybemn - - -
AFFriayT 10mL | 25°C | PH 4.2 - - - -
BARE _ ~ ~ ~
BE
AL sl o) ;(?E(z::ﬂ 101.7 | 100.8 | 101.6 | 104.6 o
T TOEY—L M| pepmm| - - -
s ~ 2 R R —asmk| L FEBY _ _ _
I:BL\;’;L\ Hiy = HOHOEFL -
pH:5.0~6.0 (A) 4°C pH 4.2 — — - -
= _
(FAT7—7) BT 0 _ _ _ —
(&)
P 1000 | 1030 | 1007 | 1037 | 105.1
N | mess - - -
AFFoLaOyS 2.5mL
| EEHY _
[<B0-E PES - -
YR=V) WA s DY) 2.5mL .
EBTLTOE—L 25°C | oM 3.4 3.5 - -
4, ~ 3 2 2 S BORE _ _ _
BEHROER. HL é?_‘%
H:2.3~3. ¥
Y (%) | 1000 | 978 | 979 | 9790 70
HEDEAIZEY. SME (B, SO E nE | mers - _ _
ﬁﬁ 1t0)ﬁ\:6:&‘ﬁ‘\ﬁ)60)’&§{160)§§
% ﬂé@@ggﬁgamiﬁn:‘wa wom FED — ~ ~
£ | AAIE ERTTRNNOBRAH
y HEBRIENHEDT, BEITELTE 4°C pH 3.4 3.5 — -
%l EETBHIL, B
(BAT7F—T) = 0 - - -
W 1 5mL e
L A) BEE | 1000 | 996 | 984 | 970
5N | meEn — — T .
(20 B#%) | (34 B#%)
AFFoonyY 20mL N £EHY = .
i I - - 20 B%) | (34 BE)
VA= V)| WA =L 6mL | 25°C | eH 3.8 - - 20 %) | (34 %)
BT Joxy—IL B 0 _ _ - -
4R ~ 4R 5 ([=0) (20 B#) | (34 B#%)
FHOES. B RER 103.2 | 104.1
fH%2_3~3_§‘ A) EF | 1000 1018 | 1029 | oomg |@eam |
) s =D mEE — — T .
*ﬁagiﬁggiﬁﬁgﬁé(/gj:ﬁﬁ e g (08#%) | (34 B#%)
TR BCENRBENDT. Chd Y _ _ — -
ORMLOUMEBELT SWEI N H (0 B8 |(4EH)
TR RIZ/RESBHE, o 3.8 —
FHNE . BB T ORI S A 4°C | eH 3.8 - 37 | omg) |Gam®
W BN BEDT. RECELT pre - —
EEET AL BAEME _ _
(;':'ia?‘- 7°) ([a0) (20 B#%) | (34 A#%)
G - BER 1035 | 103.6
(%) | 100.0 1017 | 1022 | o |as B
REEER
NME | Toumm - - - -
T FEHY,H<
ATFLOvT 12mL EERN LA N R - - -
25°C | pH 3.9 4.0 - 3.9 -
rAzariny” emL B 0 _ _ _ _
RACKRBTFFRNAARLT7Y o
HLY—ILRILREEHY™ L (%) | 1000 | 1025 | 103.0 | 1059 | 102.0
REIBEEHOBTR A gy | PREAD _ _ — — 5
EE . HEN ) DR
pH:3.3~4.5 IZ&0V -8 %%‘:ﬁg_b{a‘( _ _ _ —
) RIZEYEBTEOT, ME®E LAl
EROBEDTRL, BEIANDD, 4°c pH 3.9 4.0 - 3.9 -
BERICRET B8, Bt
(55 %) @ | ° - - - -
%(Izi) *| 1000 | 1019 | 101.8 | 1049 | 103.9




XIII. %

RaZEHE as N
63\ __hn WIS EEDE 1%# EEI:I .
@ fag ik e |2 me | 2 | 1B | 38 78 | 148 | 288 |x
EEPIE]
g | BE0C | aesme | masyx _ _
RSB cesamn | Ahioe
AFFooayT 12mL - %55 o BRERY
e K 25°C ISBV R ot | — T [ HdEEn
EA7TLIY R 0.75g A 6.7 72 73 4 73
£ wenme L 0 14 15 1 -
& | DB PTRCAREEHRR BEE ] 1000 | 1012 | 988 | 538 | 145
£ | ISBLEELA, RiEb TS (A) R SETRE 24
B | mEasY POHL N emrmEn aerews| T | wEeae
Fl | b -mEsmEERESFIIL _ B
TR/ AVZTOREDREIS 280 0K H?gf’[g“ — — - -
SYRET BCENBIDTRALES 4C
BoEngELL oH | 67 7.2 7.2 7.4 75
BE BARE g 12 19 17 13
PEE | 1000 | 1012 | 1018 | 958 | 977
HEET
b P S L
B -EEAS SR FEBY - - —
(S8 BRI HBR et s
ATFUvavT 12mL | 25°C | pH 4.4 - 4.3 - 4.4
BAEE N N - -
(@)
BRE
B RS SmyT 234" ks ;(;o:;ﬂ 997 | 976 | 996 | 1002 .
SV M| oepmn|  — - - -
B %55) | 2
[ZHUEL, H A sw-mpihems RN | - - -
(RERES) A R
oH | 44 43 -~ -~ 44
BARE — _ - N
s )
t ZE% | 1000 | 1003 | 1005 | 986 | 96.1
B s | EREH - - - -
H BORRG DORRG
ES . [ZHELNV-BR| FEHY, FEHY, —
rFFoony7 12mL HEMZEL HCE R
25°C | pH | 3.1 _ _
BAE 0 _
PO A=) 12mL () _
SR AN OISR B | 1000 1008 | 100.9 | 1042 1
4 4 S
;g‘;g;;;?? SR | BERB — -
PH:20~30 v ] i
L. . AT . X F s
E)TIoRSU IOV T BB RER ‘E‘(j{i%ﬁ‘l:%l,\ H‘?ﬁ(ﬁiﬂﬁ%
BTHLERELLAILAHIDT, 4% .
R ECRESTBCE. E/’i';m 3.1
(R 2 _
:
HE
% | 1000 99.7 | 1037

*6:2.3g %7K 5mL [TEA Lz,




XIII. %

SEHI4 NN N
7o S AR | &7 BA .
i AR aepm| ¢4 | BE | Eg 18 $H 7E | 14B ) 288 ) x
VAN ) FREFEH — — — —
— g FEHY _ _ — —
[<asuem RS
AFFooavS 3mL 25°C pH 3.8 - 34 — 3.5
BARE _ _ _ _
(=)
mEF® | 1000 | 996 | 1001 | 987 | 992

TAROYTYXDL 5mL 69

TARRLTUAY " A | rean | — - - -
(B FHH Y al
=N s PERY | - - - -
EEHY. HL
pH:3.0~3.4 (A) | 4%c pH 3.8 — — — —
(FA) Bt _ _ _ _

(@) 0
RO% | 1000 | 999 | 994 | 97 | 989
N | EmEEN — 4 B#) - —
=50 FEDY — @B - -
| AFFovnyT 10mL | o5°c | pH 35 — @B - —
] BARE — = _ _
B ([=) (4 B8#%)
B BEE 100.3
H | tbassyvoyd 20mL (%) | 1000 | 989 | ugi | 992 | 1002 o
F | (BRarsIy N | meEY - 4B - -
m] (B)d-RLAVBEIAIILIT=F ey —
(Y E— (A) i B K ~ |eewm | — -
5| meozsscmm . - = — -
BRR H<DTHIEBKSHY 4°C p';'m 35 “B®)
N ~ . = ﬁ/\ L —_
()i -F59) ?IEEI) 0 — @B — —
BEE 993
eF | 1000 | 996 | 2931 981 | 1005
s | memw | — _ _ _
lsLem FEEY | - - - -

rFFoonyT 3mL | 25°C pH 35 - 34 - 3.5

BABE _ _ _ _
)

U FOL S Oy Sl BE% | 1000 | 988 | 989 | 979 | 982 N
(B)RBATT> s | rEED - - - -
BEEELAEEH —

HEDIRFEZITELND [t SYANY 7S ﬁﬁf\’) - - — -
pH:2.5~3.5 (A)
(8% %) 4°Cc pH 3.5 - - 34 35
BABE _ _ _ _
(=)
BE® | 1000 | 983 | 989 | 981 | 9738
S8R EEEH — — — —
2 » 12mL SE ]
AT7FoiavS m (=500 B d’bé:\ﬁ? _ _
25°C | pH 37 3.6 37
e | F335A% 1587 RAE 0 _
2| rarvBLT/ oL oy | 100.0 102.8 | 1046 | 99.0
S| mEeELACES 1
A | ALUTEOIZBELHY. H (D) MR | mEED - -
-1l (T—H1) ALUSESE
AN g -
4c | pH 37 —
BhaE
(@) 0 -
% 1 1000 1056 | 99.6

*7:1%ZKITEMNLT3mL &LT=,




[ XIIL % |

B & EH| 4

» s e BEEE | RE [ifoh= !
2 (ﬁ;ﬁglﬁ)ﬂ: Erne | an | BB | ZE 18 38 78 148 |288 |x
s | mEBE _ _ _ _
| EERY . _ _ _
ATFoLOYT 3mL HL
25°C | pH 43 - - - -
ﬁ?@)ﬁE 0 - - - -
=4 . L
5 | 73EsvvAYT 2mL %] 1000 | 972 | 974 | 961 | 96.0
S| (BISEVFFIUSRILETF - 69
ﬁé LN s | mewRm | — —~ —~ -
|| mesn, wmEtsy —rlhpk| BEBY _ _ _ _
FLUOOEE, sposuek | A ISECE T
ENRTCERBENRERTS 4°c | eH 4.3 — 4.2 4.3 _
pH:4.5~5.5 B
(WZm) () 0 - - - -
5%’5* 100.0 | 97.4 99.0 96.1 96.7
6)
&=EEH
N | oowmm|  — - - -
l=suenk BR — — — -
ATFoinyS 12mL | 25°C pH 3.6 3.7 — 3.6 3.7
4
BHE
B | avienus AT 0.4g® i ;c;o:zﬂ 1009 | 959 | 1020 | 102.9 ]
NG EDY T O I MR | Sormm| T - - -
Al | mexroess. VEaas he ER
St - E0 - - - -
lifa‘b‘fibG ) 4°c pH 3.6 37 - 3.6 37
pH:5.7~6.5 AN
(AG-RIA) AABE o - - - -
Bo% | 1000 | 998 | 1004 | 1028 | 1002
T rT
e B2 — _ _ _
AFFULOvT 12mL | 25C |_PH | 39 - - - 3.7
i I
EE | 1000 | 999 | 1015 | 1033 | 1022
7EF (AC-17)8810% 0.2g™ gy | BREET _ _ _ _ 5
RN A LRI B i
L EEAN i - - - -
T
tﬁﬁﬁﬂﬁ;%ﬂtﬁ&ﬂ W | oac | on 3.9 40 _ 3.9 3.8
BORHE
(@) 0 - - - -
i+ BEE ! 1000 | 982 | 1000 | 1021 | 989
il HRFREEH
#i MR | bemmm|  — - - -
] ALTR
[<&su-sR 7T - - - -
AFFLOvT 12mL | 25°C | eH 55 - 5.6 — -
BEE
(B MSRFY LE e | Slemm| — - _
’jfiﬁ,éii [ZH0V -k Tlfﬂ_’:)E — — — —
SV = Ly
ise A
pi—i.5.7 6.5 (A) 4°C pH 55 — 5.6 — -
(%—) BoEE _ _ _ —
(@ 0
BE% | 1000 | 895 | 839 | 548 | 506

*8.0.49 %7K 5mL [ZAM L=,

*9:0.2g %7k 5mL 1AM Lz,




XIII. %

(R 3.k

% EARAE ReE | &7 Ra -
%5 (ﬂ;fg'l_?._)ﬁ ()| S HE B 1H 3H 7H 14 H 28 B |x
e | meEH (5A®) | (4R
IZHL-BR
ATFLLOYT 130mL | 25°C | _PH 4.0 (15 B#%) | (34 BE)
BABE = =
([a]) (15 B%) | (34 B#)
BEE | 1000 99.7 99.1
LI —t Oy 130mL (%) ' (58%) | B4H%) 84
BV F—L N REEH (15 A%) | (34 B)
ZBLVEL. \

0 71 39
pH:3.5 (A) 4°c pH 4.0 (15 B#%) | (34 %)
(BX#HE) BOHE 0 = —

(=) (15 B%) | (34 B#)
BEE | 1000 1005 | 994
(%) : (15 8%) | (34 H#&)
BEEH
N | oemmm | - - -
T EE5HY
R — _ — —
)(ja‘_:jt/u\yj 12mL 2500 DH 4.0 - 3.9 4.0 4.1
mAEE — —
([a) B -
* ¥ 1000 | 979 | 969 | 970 | 972
/’]’3—'_L\ﬁ*ﬁ20% 039 10 4R SR 6
BV F—L MR eopmn |~ - - -
i | FEBY
EE%B*J [<&BL-BE T E — - - —
(T—41) (A) 4°c | pH 4.0 - - — -
BoEE 0
([a0) B - B -
Po% | 1000 | 986 | 974 | 987 | 1001
% s | meEm | — _ _ _
E) Chup FEBY _ _ _ _
A 25° H 13E“£;
}‘j ~,0 l:l“j 5°C o] . - - — -
Fooay 5mL EETE . - -
([a]) B B
EF 1 1000 | 1004 | 1014 | 1018 | 100.1
JAF—LayT 5mL wis | meam | — — — - 71
BV F—L =
R =L nk FEEY — — — -
H:2.5~4. o,
P20 @ | 4c | o1 | 38 — — — —
BARE 0 _ _ _
([a) B
”“‘zijj:? 100.0 | 100.7 | 1015 | 100.7 | 100.1
RILE
s | A - - - —
AFFoonv 12mL —
=B PES - -
NN =R pH 3.6 3.6 —
" FoAC RS 6mL B ETE
& () 0 ~
z fég;%%ﬁ;w EE 1 100.0 1017 | 990 | 1012 1
S| arosu—2sY (D) nim | P - -
Fl pH:2.5~3.2 ek (AN %EL&"JU _
) BABISRET 50 L1BHH, Z .
DBBIE. BRAICMEL, BBIZLT 4°C pH 3.6 -
MSEAT B, BORE _
EE 1 1000 1007 | 101.6

*10:0.3g Z7K 5mL ITiEM LT,




XIII. %

EER4 NN PN
% BB RAIE REE | 87 | A
- ot aErm| &4 | B8 | Es 18 3H 7H 148 | 288 |
BETET | BEAR
N | oopmn | meswEm| - -
T E5hY
<& PER - - - -
AFFoinyS 1omL | 257 A 4.0 - 4.1 4.0 -
@ 0 10 14 - 13
) * PEFE | 1000 | 989 | 1011 | 1022 | 1006
TLILEUER 0.3g"" oy BETEY | BEAR _ _ _ 24
(B)RLABEIOLTT=53Y PORIR | MEERR
SRRV S IZ& 01K ﬁEE?U — — — —
=)
(A) 4°Cc pH 4.0 — 4.1 4.0 -
BARE o 10 16 12 13
¥ | 1000 | 993 | 997 | 996 | 1016
R 4 B#) - -
. ey =
ISBLNBR g0 - 4B - -
ATFoonvS 12mL | 25°C | pH 4.2 — 4 A% - -
BARE . = . _
([=) (4 B%)
REE 100.8
ARRBLLEYT 20mL (%) | 1000 | 1049 | 4pg | 1002 | 992 o
- (B)IRILEEILIRFY N | meER — @ B - —
D meEs =250 -
t s A N _ _
7} (R)La-=F01E%) A) e S =K @ B®) -
32
5 4c | pH 42 a1 | e |- 4.1
BT _ - _
Al ?IEI) 0 (4 B#%) -
REE 1015
F ] 1000 | 976 | 4mi | 1002 | 957
S ER EmEEH — — — —
s BEBY | — - — —
ATFoinvd 4mL | 25C pH 4.4 — — — _
BAWTE
(D)
SRS myS - ¥ | 1000 | 998 | 999 | 998 | 97. y
(B)7ILBILIRAFY g | mezs — - - -
B 0D ORI "
£E, HHRRUEHHY ) [<H0-K EEBY | — - _ _
F(T :??L§4x7 —%) 4 il 44 — — - —
PTARTT BARME
(=)
B | 1000 | 1009 | 1014 | 1009 | 100.6
e | mesn — (31 B#%)
- >{AN S
ATFULAYT amL | 25C ﬁ;ﬂm 4.0 39 |eimw
§IEIH) 0 _ (31 B
o B ZEF | 1000 10241 | o228, 3
RY7oFoonyr 4mL VRN py— _ -
(B R TOATESY 31 8%)
e~ B B
pH:3.5~4.5 o -
(5H) (A) 4°C pH 4.0 39  |@1E®m
BARE - -
(=) (31 B#)
REE 100.2
(%) 100.0 1021 | a1Ew)

*11:0.3g &K 5mL [TEA LT,




XII. {5

% EaRAE Rl | &% e .
% {?’;%_ﬁit;* wEwm | & | BH Bk 1H 3H 7H 148 | 28H
= 12
s &8 BeER — — B
i EEBY —
D et I - — 1 28#)
ATFLLOYT 05mL | EM H _ _ —12
s | P 4.4 (1 hAE)
17 | o - = |aans
(1 »A#)
e BEE 2
2 | ®55zvvmyT 0.5mL (%) | 1000 100.0 - |02 o
N (B)d-RL AV BRI TIT=5F s | mess _ _ (1;;]1;)
> > = £
Al | mezesran I=&L- By ﬁﬁﬁ’u - — (1;}511;)
BEIIZHELD, B (B) 4 H 44 —12
pH:5.5~6.8 C P : - - (1 »AH)
()b TFS5) ﬁ?@ﬂ)ﬁf 0 _ _ —*12
(1A%
BEE ] 100.0 100.1 | 999 |[004%°
REEH
588 e - - — —
ORI
ATFoinyT 4mL PN %ECF\’U _ _ _ _
JoOFUiayS 4mL 25°C pH 4.4 — - — _
(B)IRIEBETFITY BoEE 0 _ _ _ _
R ~ B R (=)
EEHY, HL ’%ﬂf% 100.0 | 985 | 1003 | 984 | 100.3
pH:4.5~55 (A) 2 33
REED
E) A LEEOREE. TED M epmm | — — - -
EIFET 5o EREELNAS, B o 255
EBTRAETHBAITE, TED ISEL-BR Ty - - - -
BEERARTEAE RO .
BET 3oL JRAFUE. T4 4°C pH 4.4 - - - -
5 | VemrIIoLER BRRIE 0 _ _ _
L (JINILTAR) (=) -
P BiFE
% ey | 100.0 99.2 100.6 99.6 98.4
l m SR - | - | - | -
A ST At
%= ATFooovd 8mL =400 5 ﬁﬁf\;t} _ _ _ _
s s ) 5mL 25°C pH 4.3 — — — _
(B)IINBThF Iy BOHIE _ _ _ _
S~ B B s
#EHY. HL A) (o) | 100.0 | 987 - 1005 | 99.9
pH:4.5~5.5 EEEH 3
) ABILREDES L. TES MR | oowmm | T - - -
EFEH B EMLELLA, B Crp FEHY _
ERTRATABAICIE. TRO = HLN - - -
B EEERA % TEBE RO o
FRATAoE. TRAXEUE. TAD 4C pH 4.3 — — — -
UL 75— LA E?‘@‘é&)ﬂ& 0 _ _ _ _
JIN)LTAR
( TAR) EEE
A 100.0 99.1 99.5 100.6 | 101.0

*12:3 W A% [EREEIME. [THEL IR, pH, BOBME=>EEGL. EFEE=100.9%
[ 4°C M. IZEL-1K, pH, BORE=>ZGL., BFEE=102.7%




XIII. %

SEHI4 PN PN
oy B ERAIE ReR | &% A
3] fjﬁ;ﬁﬁ (Remme) | &4 =H B 1H 3H 7H 148 | 28H | x
P - SR | mEES ~ — | com®| Gia®
viay m T 55U — —
el M - — | coB® | GaB®)
NN 05°C H 45 _ _ 46 45
e =t 12mL P . (20 B#) | (34 B#%)
. Bos — —
fﬁ?z_\&ggz:; 7 (=) 0 — - (20 B#%) | (34 B#)
FEHY. HL (%) . : : (20 B%%) | (34 B#)
pH:4.5~5.5 (A) ﬂﬁ 4 48 S5 ER - - 8
) A EHFI L OERS L, TEBT e - — (208%) | (34 A)
BT HIENLELLA, PTE (cHi - PadY - — g =
BIRATZBEICR. TROS - HL (20 B#) | (34 B#)
BIEE A% TEAE R PMIZH o — — — -
Aot e 4C | eH | 45 (20 B#) | (34 BE)
S IS LA BoME _ _ - -
)lf, (%) 100.0 99.1 94 | oom® | GaE®
+ vy ORI
it S5 B — — —
il M memmn Nide
Ak N * D
K | ATFoonvd 12mL [SELy-BR ”Eﬁ” - - - -
25°C pH 4.0 — — - -
AR 0.759 éf‘_%
FS=52k ¥ | 1000 | 963 | 101.8 | 1033 | 100.4
HE A v re [OORARE 9
BV DT AITHL A M| pepms RESEBE - — —
BUFAURs oIz | ) gy |
DTIVERBEERHTADT, &+ [ZH0N- I HN - - - -
AT KBETFLYSTIVE .
BOUHEFBMALENIE. 4°C pH 4.0 — - - -
(FvtA) ﬁ_ﬁil‘él)z'lﬁ 0 3 5 - "
B | 1000 | 9.2 | 1008 | 101.3 | 101.6
g | DEE |EEBIR EREARr|  _ _
B | mELEN| B
[t TES? - - — -
AFFovayS 12mL | 25°C | pH 3.6 4.0 3.9 4.1 -
mABE 3 4 _ —
y BIE
T | s @i 0% 49 | 100.0 99.6 96.5 N
M| (mTERLLUL s | REE | RESEEY - -
" % eSS
" | sylmea “;5/: - REYED
FEHY. HL B 7 — — — —
() () R I 1
4C 1 oH 3.6 4.0 - 4.1 4.0
VAN |4
P o 3 4 - -
BEE| 1000 | 1006 | 1050 | 958 | 104.0




XIII. %

S EF|Z PN=) PN
5 RERAS BEE | 8% | BA
5 i wanm| & | BH | mg | 'R | 3R ) TH MBS 28BE Ix
ERESiE]
58 =F I RY=F: Fy=] ] - - —
BEEHY AR
s Yo BREHY
ISBL-BR) Rl I
~,0 “ =18
BoE
g?%;zﬁ
I'JZEI*‘/Z/P%*{*‘/EW?‘W 0% 5g*15 (%) 100.0 107.9 98.4 100.8 .
(B)TFLansBTIRATIIY P BB — Ei‘é{’g%
B BHERH #%EI Egﬂ
HENEELEEEHY., B _ IR2HY IR2HY
ZHLV-E
(KB&) (D) . =0 BRES BTN
S 6.1 6.2
BostE
([a0) 5 7
(o) | 100.0 102.6 | 101.4
NP BE |GRERR -
kel 12mL ME | mEm | mesEE | @B - -
o . [ZHs0-nk| FEDY — o - —
FSRRTES(nyT 4.5g™8 HL (4 451&)
(B)E7OxHTY 25°C | pH 4.1 4.2 4 Bi%) - 4.2
BEMEMFESTHNER BOERE 0 3 5 3 5
i FEHY. HLL ([E) 4 B#)
L 3 -BRRICHNE ERE. tacEYE | (A) BEE | ceru
£ | ¥l tEBTRALLHELT A (%) AR
B | sammomenen ne | EE (G - :
. | 5 S 2143 Zeng B 352 3 B, 353 °; % - -
" L(%\l;f: «b@ﬂ%ﬂ&egﬂ%eﬁg A fgﬁ'ﬁ) BEEAR | (B%)
IZREL7ELARICERT 5. BIZ SM AT — } — _
ﬁil‘Ei]'j:)bi“/*ﬁf’fﬁéiﬁ‘/twj’tﬂa ISEN-B T (4 B)
ELIGEICIESEURICERT S L, £
FREUERE L., BAIELESEIE. A 4°C pH 4.1 4.2 (44E-l1&) — 4.2
AL 3R URISERTBCE, = AEE =
(FRXH9z)L) () 0 3 (4 B#) 6 5
ﬁﬁﬁ)x EETEE
. BT )
=1 BT |y | B
M| wew | memER AREEN R memmn
— s FEHY -
B T — | amw | — -
rAT7Foinyd 12mL | 25°C oH 4.0 _ " Eg:) 39 _
BoEE 5
;(@) 0 6 4B - -
R
F—LFLURS42avF500 | 1.2g77 (%) — — 10
LR+ - LR+
(B o7+ M B Eggg;ﬁ& (4 B%) - KEEERR
B R g R ZEBY =
FLUOHEER, H A) = Hi - (4 E&) - -
(TAAVAT 49D R) 4°Cc pH 4.1 4.2 4 B 4.1 4.2
BARE 6 5 — —
y(lil) (4 8%)
73
(%)
*15:59 &/KIZAMLT 12mL &LT=, *16:4.59 #7K 5mL [ZEM LT, *17:1.29 %7K 5mL (2 L=,



XIII. %

= 3k s o
% EaFAE REE | &7 T
5 i wanm| &4 | HH | mg | 1R | 38 ) 7R | 4E | 288
A=l il B+
s | BES | gmyme. | R |
AFFooayT 12mL | KEeis REBAR
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