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< A~ REAORE SO HN0900 OGS | AOREEME | oSN | RofkEatt | ot atE
¥k > DA DIE DIE DIE DIE
WeiRBR  n=3 GN2500 . . . N A
(FRAMRUL A2 7 | L) HN0900 B B B B B
pH n=3 GN2500 7.7 7.8 7.8 7.7 7.6
<7.3~8.3> HN0900 7.7 7.8 7.8 7.8 7.7
WK n=3
/ o L GN2500 . . . . .
f_g SHRIEHEYIC, ORI o JEReY JEReY JEReY JEReY JEReY
E);h R & D L >
B | HEWE (HPLC) n=3 | GN2500 . . . . .
S| e nooae | e e e A
WREE (%)  n=3 GN2500 10.5 10.6 10.1 10.0 10.4
<9.5~12.0% > HN0900 10.1 10.5 10.5 11.1 10.9
= K h¥v v (EU/
(EUMmg) | \os00 | \
n=3 HN0900 e — — — iRy
<0.12EU/mg A >
BN —PE n=3 GN2500 2.0 3.3 2.5 3.4 2.0
<15.0%LL F > HN0900 2.2 2.1 3.1 2.8 2.6
\‘\'/J_“’ /E\; :3
‘ ANEIEEY) :n GN2500 \ \ \ \ \
<PBHATHOLNCRD LD HN0900 e e e e e
AR B G A TR >
MRk (/2 2%) n=3 GN9500
<M10 u m LL_F: 6000 {H/ZZLLLT, HNO900 A SRy SRy SRy SRy
@25 um L E : 600 A/ ZELLTF >
HEHR n=3 GN2500 . B B B .
<HDREEBELZRBDIRN> HN0900
a8 (i, %) *2 n=3 | GN2500 100.5 99.7 101.5 101.1 100.2
<93.0~107.0% > HN0900 100.6 101.1 101.1 101.1 100.8

1 : RRT #9 0.5 O¥EEME : 0.5%LL F, RRT K 2.4 OIEZEME : 0.4%LLF
K2 FREITHT2EAR (%)




O A AR LIS v 7 0.5g THET)

25°C [ alIpRE]

W EE H = PRt
< Bk > HE B A1 6 » H 12 % A 24 » H
FEK MER-07
<A & AR 572 5 | MER-08 e A Blikey ke
2R 7L > MER-09
OH MER-07 | 7.98~7.99 7.93~17.95 7.95~17.96 8.03~8.05
6,989 MER-08 | 7.96~7.99 7.94~17.95 7.94~17.98 8.01~8.05
MER-09 | 7.95~7.98 7.94 7.96~17.98 8.02~8.04
. MER-07 | 1.10~1.11 1.11 1.12 1.13~1.14
BB MER-08 | 1.10~1.11 1.11 1.12 1.13
<K 1>
MER-09 | 1.10~1.11 1.11~1.12 1.12 1.13
LEN MER-07
< HA~EEAOREED | MER-08 e e A HE
A > MER-09
fifesR kiR MER-07
(B AT HOCEE R E Y, | MER-08 ey W Slikey ke
EAKI) MER-09
OH MER-07 | 7.82~7.83 7.82~17.85 7.81~17.85 7.86~17.88
m3g3> MER-08 | 7.82~7.88 7.79~17.83 7.86 7.86~17.87
MER-09 | 7.80~7.87 7.80~17.82 7.83~17.87 7.85~17.89
SN MER-07
g | <HZEBHIT, oAk MER-08 ey ey STiNEy STNEy
BE | HERE VIR 2> | MER-09
2
N MER-07
%I% ﬁ@@igf%m MER-08 | it e e e
#I ’ MER-09
Gl o MER-07 | 10.56~10.75 | 10.56~10.58 | 10.38~10.68 | 10.40~10.68
H R (%)
9 519.0%> MER-08 | 10.20~10.95 | 10.48~10.65 | 10.38~10.68 | 10.40~10.60
MER-09 | 10.53~10.55 | 10.30~10.40 | 10.37~10.68 | 10.40~10.50
TR R MER-07
(EU/mg (/1)) MER-08 ey — Blikey ke
<0.12EU/mg (Jifffi) A¥i> | MER-09
B (%) MER-07 | 3.23~4.03 1.76~2.08 1.44~2.90
<15.0%LF > MER-08 | 2.47~3.74 — 2.48~2.86 1.17~1.99
MER-09 | 2.79~4.18 2.23~3.10 1.67~2.58
RYatE ) MER-07
<BEWT, WHnicRH 55 R| MER-08 ke ke A A
ISR % & AT B0 > | MER-09
RV 7 (f8/mL) MER-07
<M10pm LA L : 25 Ll F/mL, | MER-08 e e plEkey plEkey
@25 um Ll 3L F/mL> | MER-09
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HETH H =RV TR A7 R
<HiHE > & BH 4G IRE 6 »H 12 % H 24 9 H
MER-07
R MER-08 A — Sikay Sik=y
e - = (=) (=)
g | <HOEFZBORN> )
1 MER-09
v SR (il o) 2 MER-07 | 102.01~103.42 | 99.72~102.02 | 101.06~102.05 | 100.63~101.10
’ MER-08 | 101.49~103.03 | 101.55~102.33 | 101.26~102.25 | 101.08~102.07
<93.0~107.0%>
MER-09 | 101.49~103.05 | 101.00~101.52 | 102.05~102.36 | 101.16~102.48
PEAR MER-07
< BEAYEIH O T, MER-08 ik ik Sk Sk
FHVEIRN B B > MER-09
s MER-07
e MER-08 iRy iRy iR iR
(B E) MER-09
- MER-07 | 5.51~5.53 5.48~5.49 5.52~5.57 5.44~5.48
<4 5p 8.0> MER-08 5.50~5.54 5.44~5.50 5.48~5.55 5.44~5.48
' ’ MER-09 | 5.51~5.56 5.44~5.48 5.48~5.52 5.44~5.47
MER-07
LR N N N N
% <0.3ppm LI F > MER-08 A 1A A A
Jis ’ MER-09
A MER-07
B& == A A N N
<0.1ppm B > MER-08 A A A WA
’ MER-09
B e N MER-07
R hFTvr (EUmL . . .
it (BUMmL) | \reRoos | o - o o
% <0.50EU/mL A > MER-09
i
e e MER-07 | 105.6~106.0 106.2~106.4 105.6~105.8 103.8~104.2
AR (mL)
) MER-08 | 105.8~106.0 | 106.0~106.4 | 105.6~106.0 | 103.8~104.0
<100mL LA E>
MER-09 | 105.8~106.4 106.0~106.8 105.4~105.6 103.8~104.4
RAtERY) MER-07
<BHT, W bhs k| MER-08 A A A WA
IR A S AT B> | MER-09
Rstefobi 7 (8/mL) MER-07
<M10pm LA E : 25 fHLL F/mL, | MER-08 W W Slikey Slikey
@25pm YL E : 3{EHLL F/mL> | MER-09
n MER-07
A MER-08 sy — o e
<EORHERORN> | o 3 ea ea
. MER-07 | 0.895~0.896 | 0.899~0.900 | 0.903~0.904 0.914
G (Wiv%)
MER-08 | 0.895~0.898 0.898 0.902 0.914
<0.85~0.95w/v% >
MER-09 | 0.895~0.898 | 0.897~0.900 | 0.903~0.904 | 0.913~0.914

%1 : RRT 0.5 DFE&EME - 0.5%LLT,

K2 FREISHTDEAR (%)

RRT ) 2.4 OIFEZHWE : 0.4%LL T
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7. ARNERUVBHEEOREL?
A AR L STRERHER 0.5g HIET. ) 13 7 V2R CIafE L, REMEZRF LT,
- ARBRFEHEHIM - 2009 42 A 25 H~20094-4 A 15 H
SRR D DUF 2 &fF <5E1C, >, <25%2C, AGHECLITHOLT (500Lx) >
OA AR AFHEEM 0.5g THET] OWMFHOLEE<SE1TC, H#Y>
2 Bil A& A v Bl A& 7 O F&R RF ]
Ak Wses (4] Bl & HH | BlAE% | 1R 3 6 FE[H | 24 KERH
5%HEET Y P INP) SMBL | o T [T o Y B o £ TR | oV A 8 2 £ 7 B
. 10mL pH 7.83 7.80 7.82 7.78 7.70
g [7 ko] FEFR* | 100.0 99.5 98.6 97.0 90.7
% KEWEIR 5% SMBL | ey | Mg | MR | My | e e
100mL pH 8.00 7.98 7.98 7.99 7.90
[7 K o] F1ESR* | 100.0 99.5 98.3 97.6 92.0
ABEY Y P INP) SMEL PO VR I R o VB I £ VR A P s P R i
J{lg 10mL pH 7.83 7.78 7.80 7.78 7.70
?i (A SRR ] FA7H* | 100.0 100.1 99.2 98.6 95.0
| REERE SMEL | mEEl | meEY | mawE | mas | e
I 100mL pH 7.89 7.92 7.92 7.93 7.84
(AP AMEIR] FEFR* | 100.0 99.9 99.7 99.0 98.1
X (%)
OA AR L EFHEN 0.56g THET] OWMEOLEE<26+12°C, AEAEICITHOLT >
FEzh Fil & S A B Bl &7 DR g ]
53 ¥ Wres (4] Bl & HH | BAE% | 1M 3 6 FEfH | 24 FERH
5%¥EET Y P INP) SMEL | AR B R (B A s A T A [ B R | AR
. 10mL pH 7.82 7.78 7.75 7.72 7.67
g [7 ko] FfFEE* | 100.0 97.0 91.7 83.3 53.7
% KEWEIR 5% SMBL | eyl | Mg | MR | R ol sy
100mL pH 7.96 7.95 7.94 7.92 7.89
[7 ko] F1ESR* | 100.0 97.8 94.1 90.0 64.8
AREV Y P INP) ML [P VB I O A [ G T D G (B | SR
J{lg 10mL pH 7.71 7.74 7.71 7.68 7.55
?i (A SRR ] FA7H* | 100.0 98.3 95.7 91.6 71.8
| REERE SME | mEEl | meEY | AR | mas | e
I 100mL pH 7.89 7.89 7.88 7.90 7.80
(AP AMEIR] FefFEE* | 100.0 99.2 98.4 96.9 93.4
% (%)

8. AL NEAELL (MEBILFHEIL)

(IXI. 2. ZOMOBEEEM ] OESMR)

RZM L7g
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10. 75 - o

(1) FERFMRELGRS - AFK. MELRHRLESR - ARICHT HER
LR

(2) A%
<A TR D STEEER 0.25g THET) >
10 81 TV
< AR AEREREA 0.5g THET) >
10 A T v
<A BRRLEREEHR Y 7 05g THET] >
10 % v k
(3) FPEEE
MUERR L
(4) BROME
WR5E4 HEROME

i) AT T A
Iate T FNIA
¥y TNAI=gA, R T

AR ST EHTER 0.25g THET )
AR L EEEEH 0.5g THET)

. o s WAy [Ny 7] RV=FLr, TAITIR—Fh

AR DT EHER N > 77 0.5g o
WREGERsy - [Ny 7] RV =F L

THET]

[F2fe] 7F =L

1. GRS LEEHME
LR L
12. ZDh
VI O YR AR 5 18
< AR L ETEHEN ANy 7 05g TAETL] >
HN—— N AN L, BIRR (EBEEER) Ry % T T L CRalE 2 Blim S, ARy & AfE
WER T 2 AR BICH U CEFN 2 RIS T 5, GELWEMRIESIEIC W T, Ny 7RG o4k
WR NI R —— NIFEH D [EEERIEGE 250)
(MR R« VAAFERE T 15
OzoREEIL. Fvh @ BRBRBLEFTELT @ LRWEER. TLBRBO

@bﬁ—yfhﬁﬂﬂb REZREESE. BB V=TI LERBHTLT,
TERZ@ELE T, BEDERIBLIBLT BRCYNERELET,

EF e BBEEET. -
ﬁﬁu@%ﬁ?’&?_’ﬁﬁaﬁ
<EZ&ELY,
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V. ARICEYSEE

1. DEEXEFHR
O— R BIE
<BEEE>
A TSI AEMEDT N YRR, L FEREE, HRERE ., EREE, WK, €787 (7
TUNAT) - HE TV A KIBE, Y RAZE—R, VLT VETR, ZUT RN SR,
YITFTIR, TOT AR, TR T VTR, A TINATUFE, Y a— FEFT AR, SRIRE,
N RAT VT R T | Ny T A TAR, TLRT TR
<EFSHE >
BUMIE, PRAEMERERGME, U o3 - U L REi R, SME - BME R OFRAIS o “ g, LA
PRI, BHEZc. Bk, Rtk (ROCERIRGZSTe) . Mgk, MlRG. IR, 12vErpkaspz
DYREYE, BRI B ERE A MR, K, RER. RS, TENEE. TEMNE
TR FEBMAMK. LIRIEBIRK . IRNE (RIREkEEZET) . PHE, BlRER. HEHEL
DUEEIE, AR
O FE8E 1T BRI FE

2. DEXIHRICEHET HIE

5.0 8E I RICEIET 5EE

<PheEIE>

5.1 FHIEGANIEZ EOMERPIT AR o T E . AARGBRGH% 3 A2 A% L L TAFINCHT S
B E R L, ARG PNEECTH L0 HWT 52 &, 7B, AFNESZERRD b WiGE,
HMNIMOIEANET T L2 &, [8.3 B ]

<RE##% (RHAEREZSL). PEX, BIRRELE>

5.2 THiMAEWIEEEMEHOFS &) 923 L, IHERGOLEMELZ IR L BT, KAlokh
WG & SN AL ARG T2 L,

< BRNELTFPERE A GE >

5.3 RAIX. LLFD 2 &2 ERICEEGTHZ &,

» 1 [EIOMIR T 38 CLL EDRE, i 1 BERILL LR 92 37.5°CLL LR #,

- I FRERELRAY 500/mms K DA, L 1000/mm3 A4 T 500/mms K35 2 E R THIES
%6

54 [ENANDOHTA KT AV EESRL, REBOIBFRICHS R EFFoEMO b & T, RAIOMFH
DNEG) &CHIW S D IEFNC O W T ORFERT D Z &,

5.5 ARAHIF GRNCMEIEEEOREZ LT 25 2 &, BREINHI LI, AFIFE 50k O 05
{6 R A RS I

5.6 AHI# G- BRLAIRFY D FRIE T 2 I T ERES R AR THER TE WAL, Bl ERE D44
EIHPEREE LCHEET D 2 L,

5.7 LihEkE. BEOEIEIE D bATGEICIE. AROBRGHIEEBET L Z L,

5.8 EESEN - SAIBEDOIFBYNMEDORETH 5 = L BHER SN HAITIE, HOIIAKI O 5 %
EF5Z &,
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3. AERUVHE

(1) BERUVRAEDOHES
<PheEIE>
AFIOBAICE L Cid, #50A% 3 A2 L L LTS ISR 5N REEE L, $ 59 1R
WLV NG R B REDPRFIEITO 2 &
< — MR RESRAE >
AR T BA RS 2¢ LS D — i IR fiF
WE, RAIZIE AR A E LT, 1 H05~1g (Jiffi) % 2~3 [ENZ/HEIL, 30 3Ll Lo Tl
TFHET 5, Zeds, i - JERITIG U CE BT 208, HIE - BHAPEEYYEIZIE, 18 1g (UIH)
Z ERRELT, 1A 3g (UMl) ETHWHETLZZLNTED,
wE, NRIZIE AR A E LT, 1 H 30~60mg (J1ffi) /kg 2 3 [BIZ/HEIL, 30 /3Lh EiT T
RFET 5, 7ok, Fln - GERICIE UGl BB 525, FiE - #HaMEYYEICIL, 1 B 120mg

(i) /kg £ THETHZLNTE D, L, AIZEIT S 1 HEKRH®E 3g (Uiffi) 287

W2 k95,
{E Rt RAHEE 2
W, A A R A E LT, 1A 6g (UMll) & 3 BENZHEIL, 30 47 LA BT CTrlfisfiiEd
Do R, Al - SERICE U CHEEET 5,
HE. DRI AR AE LT, 1 H 120mg (i) /kg % 3 [ENZEI L, 30 43 LA BT Caidi
HiET 5, 7ok, - JERIDE U CGEEMET 5, 72720, RAICRITS 1 AR 6g () %
Hz7pnwZ LT 5,

< BRI IF R BRI A GE >
BE., RAIZIZ AR E LT, 1 H 3g (Jifi) % 3ENCHEIL, 30 /Ll BT CRmEmET
5

HE. DRI AR A E LT, 1 H 120mg (i) /kg % 3 [ENZ4EI L, 30 43 LA BT T Al
FriET 5, 72720, lRAICBITS 1 BH&E3g (fl) 2@z T3,

(2) HERUHEORTERE - BN
MR L

4. RERUVRAEICEHEY SFE

7%&&Uﬁ§cﬁﬁ#é&%
71 BHEEREDOH D HBE TIX, WEZBRICAFOEGER O GRIREZRHET T 5728, BEOR
ﬁ%ﬁﬁbﬁﬂgﬁi_&ﬁfé:komz\wﬁ1§%]

Cer™72% 50mL/min LA FOBHEREREEHBE (RAN) OhE, B5RHREOH%Z

Cer (mL/min) e, &5 MkE
26~50 1ElH7= 0 O &% R aEdtd

12 FER & L it 5
10~25 1E®H-Y OB &E% 1/2 1I2)HE L

12 BFfl] 2 L o 5
<10 1B O H 8% 12 12EL

24 B Z LTS

RIVTF= T )T TR

7.2 MiEENT AIZE, BT TRICKREGT 228, [13.1 2]
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5. ERERRLIE
(1) BERT—2/1vH—o
MR L
(2) ERERZEEFER
MG R R L
(3) HERGERRAR
MR L
(4) BEEAISLER
1) AR
MR L
2) REMHEB
MR L
(5) BF - WBAFR
< — AR RERAE >
17.1.2 ERFEMBRR (RA)
{ERBVERERE S B (BN 5 B) Zf5RE LT AR AniifFfiEA 1181 2g 2 1 B 3 [EIFHI 14 H
DN ek 28 H) sk G Lo lRRBSGE OME IR EDO LB Thotz, iz, M
R, BGKRTHEOERGRTSAEOWTRE Kkl Thor 9,

TERRTERE AR IR D FFRIR RN R

A b
Bk T I FHA4T 8 HH
IESIES 5/5 5/5
KA G-BHAARS > B AVIRMEREIE A (T AE 5 FERSCRT A O S 2558 DAL, BEIRBER . (LI BB IE/ A
) o ER R OBEEMIE DR 358D bz e & AR SHE Lc, ERTRNOHRE
&7 8 HEE TOMICMOFIEEZ M L725E bRl g & Lz,
5Bt 3BT N A~ A B S 5 EIT 5 BIIRIBRE AT vA R ST,

BITERNZ 5 B 5 BICEER® v, EZREWEMIIATHRRER T (45 61) Th-oTo,

17.1.3 ERFMBRR (NR)

BB kG L LT A ) A8 1181 10, 20, X 40mg/kg % 1 H 3 [BIJFH] 14 H LA
W (& 28 H) sUEEIRNE G LIRS ABGRE O EIIRE DO LBV TH Y | ZDMRAREIT,
95.9% (47/49 f5l) ToH -7 67,
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ERSUIIVROIES

AR (ALl E)

A B (%)

I i 212 (—)
e (BEWV) 4/4  (—)
TRAEMEAL R R, VRIEME R R IRYE, U X - U U oNEi gt 4/5  (—)
WP # R YL iE Jifi 25/25 (100)
Jiti 355 01 (—)

PRI G /S 33 (—)
{RIRMEBEIE I 5/5 (—)
H SR e s g H H 33  (—)
AR - PSR s R THR /1 (—)
S 47/49 (95.9)

RIVERFE BB 1X 23.1% (12/62 1)) . ERRR A S % A @i 30.8% (16/52 ) Th o7z, T/l

YEM CGEEHBEEDN 5%LL ) X AST J:ﬂ‘ 17.6% (9/51 ). ALT L& 27.5% (14/51 i), 1f/MR
N 5.9% (3/51 %) TH-o7-,

17.1.4 BHERREER (NR)
%rgﬁm%@fwﬁ@ FREDEBY THY . ZOREDHFIT, 98.6% (290294 ) Thotz, %
. ACIBPEREIE R I O WD TR PIERER TR R TRFOAEFR TR SN TEB Y . 97.3% (109/112 1)
“CEP)O 7= 7,

P £ i R 2 SR

A Bzl E)

R B (%)

e (B&V) 37/37 (100)
ARV IR R VRIEPE R REIRYE, ) X - U i 37/38 (97.4)

SEEE - IRV BRI YE  |SME - BME R OVFIRAISE O R 212 (—)
WP # R YL iE Jiti 95/96 (99.0)

Jiti 55 1/1 (—)

PRI G RS/ 71/72  (98.6)

REIE PN R NN % 6/6  (100)
(LR EBEE S 41/42 (97.6)
aEk 290/294 (98.6)

< BERMELTF BRI E >

17.1.5 ENEMEEER (BRARTNMR)
FEENELAF P ERIME BT 2 )t 5 L LT, BRAICIE A B~ AU 1\ 1g (101 61) . /hRIC
IEA B AR AR EREM 18] 40mg/kg (561 Xix1Hl1g (14 21 H 3B 7 HE (&E 14 H
) A RN G L 72 BRSO ZIIIRE D L B0 ThH o729,
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GRS
54 HH 45 7HH
Bk (%) BilE (%)
DPN 40/100 (40.0) 42/100 (42.0)
NG 4/6  (—) 36  (—)
¥1 HOREERIRD 375 CARMICIRENL . oGNS 0.5CLL EEN L 71=355% TH%))

EHIE LT,

A DRIVEFAREBAEREIL 45.5% (46/101 f5]) T v, TAFIER GEEBEEN 5% ) I3ATFHERE
B 8.9% (941) ., ALT #4n 7.9% (8 1) . AST #5410 5.0% (5 f5]) Toho7=. /NETIZRIWEAD 6
B 4 BB B, EREWERIE TH (3/6 ) TH-o7z,

(6) AEMEHR
1) SEARERE (—REAKERE. HSECEARERE. CARBLERARE). REHRFTERT 4R
—RARE. RERFTREBRAROAR
MR L
2) RBEHLELTERFEORNENITEREL-HE - RBROBME
L7
(7) =0ttt
< — R REEAE >
17.1.1 EREREREER (BA)
CHEEREERBR A SO RRER O 5 AR IE G & x5 & U T BRI O OBEE TR E O
ERBVTHY, TORAERIL, 82.6% (1589/1924 ffl) TH 7= 9,
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ERSYIVRAIES

A (L)

PR itk (%)
I i 80/125 (64.0)
BAEMEA LIRS R VRIEMER RGIE, U 27 - U U SHiI R 44/45  (97.8)
JI P )] PR 95 13/13  (100)
L - BIESVEL RIS GYE | BER 25/33  (75.8)
BA& % 13/16  (81.3)
MG« BME K ORI D — G 53/64  (82.8)
NP e e i Pk UmpkJE PSS 2 & Tr) 66/71  (93.0)
P IR 2 28 D IR G 171/209 (81.8)
Jifi & 415/474 (87.6)
=2 17/20  (85.0)
i) 5/8 (62.5)
PR B SR GLE EE 133/172 (77.3)
JBEIE % 239/303 (78.9)
JiF - HREEGE e 19/20  (95.0)
IEREES 34/38  (89.5)
RIS 5/9 (55.6)
NN % 79/102 (77.5)
i N BRI S E FEA R AR 20121 (95.2)
T Rk 44/44  (100)
1B B RE AR 10/12  (83.3)
AR B i IRNZE (SRERAK & &) 2/3  (66.7)
H A B g G FH R 36/46  (78.3)
Il S e I8 27/29  (93.1)
BERE - DSV BEIURGYE | BAR 25/25  (100)
S JE D DML 14/22  (63.6)

1589/1924 (82.6)
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VI. EMEEICEYTHEE

1. REPHICEAESSLEMX T aMEF
TP RNF D RGUVEYE
EE B H DG OMREITNRFIL, B OB LEEZSRT 5 2 &,

2. RBER

(1) {ERERL - VEFBFF
N=v U UEEAER (PBPs) ([CEWBIRIMEZ R L, MEOMIEES K GIRBETF R 27U B oo
BARETERKR) % FHES 2 100 1),

(2) ENERMT SRR
18.2 InE/EA
77 LEME. 77 SRR R OBRRMERE IS5 U CIRIAWETE AT hL & W FLEIEEZ R L,
ZOERIIRENTH D, o, 77 LAEEEICHT 2HIE DML, HIBREEZ &7 N U RIER
Bt 77 AREMERICXT L C O BN PIEIEE L R, fix D7 T AGYE - RYEREIC KV EES D
B-F 7 8~—BIZXH L THLETHD, Flo, RO I NVAXKXLRFUAEME L IZRRY, B b
BT RaXTFFH—E-TIZRETH D 102,
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BRI % 2 HUEd J ek 22
FRER S HE I © 2009/6/10~2009/7/18
OA AR A ST M 0.5g THET ) [Lot No. : 08P01] B 3B (MIC : ug/mL)

W4 M3 MIC range MICso MICso MICgo
Staphylococcus aureus (MSSA) 208k | £0.06 — 0.12 0.12 0.12 0.12
Staphyiococcus aureus (MRSA) 20 1 1 — 128 16 64 64
Staphylococcus epidermidis 20 Bk | =0.06 — 4 0.5 2 2
Staphylococcus saprophyticus 108 | 0.12 — 0.5 0.25 0.25 0.25
Streptococcus pyogenes 20 ¥ | £0.06 =0.06 =0.06 =0.06
Streptococcus pneumoniae (PSSP) 20 ¥k | £0.06 =0.06 =0.06 =0.06
Streptocoecus pneumoniae (PISP, PRSP) | 20 # | =0.06 — 1 0.12 0.5 0.5
Moraxella catarrhalis 20 ¥ | =0.06 =0.06 =0.06 =0.06
Enterococcus faecalis 20 2 - 8 4 4 4
Enterococcus faecium 10 %k | >128 >128 >128 >128
Escherichia coli 40 ¥k | =0.06 =0.06 =0.06 =0.06
Citrobacter freundii 20 % | =0.06 — 0.12 =0.06 =0.06 =0.06
Klebsiella pneumoniae 20 # | £0.06 =0.06 =0.06 =0.06
Enterobacter cloacae 208k | =0.06 — 0.12 =0.06 0.12 0.12
Enterobacter aerogenes 108k | =0.06 — 0.12 =0.06 =0.06 =0.06
Serratia marcescens 20k | =0.06 — 0.12 =0.06 =0.06 0.12
Proteus mirabilis 208k | £0.06 — 0.12 0.12 0.12 0.12
Proteus vulgaris 10 £k | =0.06 — 0.12 =0.06 0.12 0.12
Providencia rettgeri 10 %k | =£0.06 — 0.12 =0.06 0.12 0.12
Providencia stuartii 10#k | =0.06 — 0.12 =0.06 0.12 0.12
Haemophilus influenzae (BLNAS) 208k | £0.06 — 0.25 =0.06 =0.06 0.12
Haemophilus influenzae (BLNAR) 204 | £0.06 — 1 0.25 0.5 0.5
Pseudomonas aeruginosa 40 Bk | =0.06 — >128 0.5 4 8
Brukholderia cepacian 10 ¥k 1 — 8 4 4 8
Bacteroides fragilis 30k | 012 — 0.5 0.12 0.25 0.25
Prevotella species (Phivia &1) 10 £k | £0.06 — 0.12 =0.06 0.12 0.12

(8) EARTEM - FeEER
B R L
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VI. EMBEICET HRE

1. MPREOHTR
(1) AERLAEVWGOLPRE
MR L
(2) BERERTHERSIL-ODRE
16.1.1 BEEHE
TERERL IS 30 23 sSHEHHE L7238 OEMBENIE ST A —Z IZREO LBV TH Y, MIEP R TR
HBEIRT L CHERE LT 29 29,

BERERNIC R 2 W BN N T A —X

5 & Crax T AUC CLt*") CLr*?

(5150 (u g/mL) (hr) (u g« hr/mL) (L/hr) (L/hr)
0.25g (6 f5]) 23 15.8 0.98 16.3 16.27 9.60
0.5g (6 fi) 29 26.9 1.03 33.9 14.88 9.44
g (64l) 29 53.1 1.02 58.0 17.46 10.50
2g (6 1)) 20 131 0.92 170 12.01 e

%1) M7 VT I A2 X2) B UTFTS LR

16.1.2 REHFE
TR NN TER GRROARNENBITHER R LT EALRIETHY | HRETR D LR
7o 77 23)-25)
(3) HhEE
ZUERR L
(4) BE - HRAEORCE
(V. 7. AHEAEH ) OHZM)

2. EYEERB/INTA—S
(1) fBAE
MG R R L
(2) BALERETEH
U ERR L
(3) HEEEEH
MR L
(4) Y73 2R
MG R R L
(5) SHEE
MUERR L
(6) Tt
MG R R L
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3. BKE (RE1L—>3v) MR
(1) MBHiA®
AR L
(2) 185 A—S EHER
LB L

4. R
MR L

5. 9%
(1) Ioik-FeiBE @@ tE

Al -y
(2) mE-fadREarTE G

(IVIl. 6. (5) 4] DESH)
(3) it~ iTiE

(TVIl. 6. (6) #=HhIw| OHESM)
(4) BEHEA~OBITHE

A -y
(5) ZOfhniA~DBITHE

WEyE 200 filikiAk 20, AEy 29, HHO 9 29 JEEPNIB K 29, REIK 9 DFIC RGBT R R LT,
(6) MPFEAHKSE

BRI L

6. fti

(1) RESMEERURBEE
B R L

(2) RE<PEAE5IT IBFR (CYPE) OHFE. F5F
MU ER e L

(3) PEEBHROFERVZDOEIS
BER e L

(4) REDOEHEOEFERVEEL., FELE
B R L

7. HEit
FELUTEL RS, B & OV — R YE BT 1T 30 43 Akt 8 e & TR+
MERIE, R A TITBEEIZ DD 5T 60~65%2330TH 0 | /NE— R RYLE BE TIL T 61%Y
Thol,

8. FSUARR—E—IZET HIER
MR L

9. BRZEICKEIBRER
(TVil. 10. wERE] OESMR)
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10. BHEDERZFITH8E
16.6.1 BHEERESE
BHEREREE D & 5 FBREIZ 0.5g % 30 2 MM EHE L1258 OEMBENE R T A —X ZRED LBV TH
D, BHREDIK IV IR ~OPEIEE MK T Lz 80, F7-, MRV TH REROAE R S
TG 3280, fEo T, AR AR Z BHEREEO H 2 BH IR GT 2855120, &5
B, REMBO@EYZ2HESALETH D, (7.1, 9.2 ]

EHEREIE T O H 2 BHF TR Y ENRE T A — 42 3D

Cer® 1) Tz AUC CLt*? CLr*?®
(mL/min) (hr) (u g+ hr/mL) (L/hr) (L/hr)
=50 (4 1) 1.54 36.6 14.64 7.61
30~50 (4 1) 3.36 74.6 7.67 2.78
=30 (51 5.00 186.8 2.99 0.92

K1) 7 V7 F=2 70770 XK2) M7 VT TR XK3) B U T T A

PR M OB RERERR R O & 2 BB IR T 2B T A -2 HEAT—F) 39

Cer* ) T AUC CLt*? CLr*?®
(mI/min) (hr) (u g+ hr/mL) (L/hr) (L/hr)
>80 ( 64 1.05 36 15.30 11.58
30~80 (10 1) 1.93 88 6.50 4.37
2~30 (10 1) 5.22 179 3.39 1.24
<2  (6H) 9.73 360 1.52 HWEwEd

K1) ZVvT7F=r 2 VT TR X2 M VT T %3) B UT T A

16.6.2 /MR
AN — R R E BRI 30 Ay AU ERME LG A o mEhREZHWT, A= b — 3 PK T
WCEDELNTEETIIIRED LB Th o1 85 36

INB— R ERF BT AR 2L —y a3 PKET L

RTGA—H HEE A = AR VERR 2 CV%
27 V75 % (Lihr/kg) 0.428 +0.0151 —
by = kA2 bOSHEE kg 0.287 +0.0181 —
gL N— K A NEZ VT Z7 A (Lihr/kg) 0.0452+0.0203 —
K= M2 hooHEME  (Lkg) 0.0537+0.0127 —
7 YT 5 v AOEKRZE B 0.0229=+0.00812 15.2
& A PN 28 )y 0.0975+0.0214 32.0
Fro, ERROETAEZHCTHEE Lz, /NE—MREGYEEE OIYERE T A —Z I TREXD LB

ThHoT,

24



REalb—ary PKETANOHE LT, N REGEEE OEMBIRE T X — & (B b5

30 79 AL L)
SEENRE N T A — 4
BhE (W Cmax T2 AUCo-w
(u g/mL) (hr) (u g+ hr/mL)
10mg/kg ( 6 fi) 23.34+0.96 0.97£0.03 21.91+ 2.42
20mg/kg (36 fi) 47.65+1.70 0.99+0.04 46.83+ 6.04
40mg/kg ( 8 f4i) 97.33+5.22 1.01+0.04 101.55+14.29
I fE AR R 7
1. T
RZMERR L
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WZEIV R D7 EHURLELZHE LD 2 L, b, MFHERICH > TH, 5l & BHWEHAERIZ
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B RNROBE O GICE LD D L, [5.1 &)
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DOBENFRD B & & 2iE, MANCYI 0 B2 570 Sl e B A 5 2 b, Tk, ki A
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il 143 . _
o FRAF I 90% LA F % 7k U 7= RE[H]
& B (mL) (hr)
AR R 10 6
100 24
5%~ N USSR 10 3
100 6
XU v hES% 500 6
RBEE SR 5% 500 6
77 F v MK 200 6
10%EL-3 =ik 500 6
KN3 =ik 200 3
500 6
V) X -T3 Sk 200 3
500 6
V) H-T3 5 G Wik 200 * 500 3
T4 TH V=L 3 Bk 500 6
TV N U hE 200 * 500 6
4 —> D ik 500 24
NV b= VR TNP) 500 6
K& a— R ik 500 6
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777 v 7 Gk 500 3
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TR LT,

32



X. JERREREARICEAY H2HE

1. FEEHER
(1) ZENZEHFER
(TVL. 3EZhIEPCRET HHE ) OHSR)
(2) ReHFREHER
MEE L
(3) Z0thDEEHE
FMEE e L

2. BMHER

(1) BEEEE5SEEHAR
FMEE e L

(2) REBE5SHEHR
AR L

(3) BiBHEHER
AR L

(4) BARMERER
MR L

(5) &RERESHERR
AR L

(6) BFRIEKERER
AR L

(7) ZothoEHESH
MR L

33



X, BEMERICEYT SRE

1. BAHX5
AT AR LSRR 0.25g THET LuE AP T
A A AR SEERHER 0.5g THET ) ) FE-EAEOWLGEIZLY
A AR L SRERHER Ny 7 0.5g THET ) i b R
ARG | A BSRAKFIY 2L
2. A¥EIRM

BRI - OEIEEREEA 0.25g, SUEEHEM 0.5g) 34 (SEEEM N> 7 0.5g) 24F

3. AERETORE
FEIRRATF

4. BRWLEDEER

20. L LEDERE

<N9T>

201 WO AR 5720, Az A TO DA R £ CTRRE L2anZ &)
20.2 ROBAITIIHH LN &,

CSMERIER LTV D & OB BIRE LT D & X,

- WRBEDBHIBATICHUEME DT L TV D & X,
CHUEWEDNEEAL TN D & &R0, FERIEMANIEIR R E B L TV D & &,

5. BERITEM
BEWERELT A R T
<TvoLsy A
Z O BE T ER -

6. R—H% - A%E
[Al— 5y s A Xy gl 3o 7L 0.25g, A e~y gidfid i3 A 7L 0.6g, A X2 Sl v b 0.5g

7. ERR4EERR
EN;

8. HERTARFABRUVRREES. EEELNWMEAD. RETMIBEAB
e SLEIREAAGAEH A TR SEAMEMENGAE A B | BRsEBAAAAEH A
P =R SVAY R 1
EMH 0.25g THIE L)
P =2 AR
M 05g THETI]
P = SVAY R 1
MYy 7 05g | 200947 A 13 H [22100AMX01877000| 2009 4E 11 A 13 H | 2009 4£ 11 A 13 H
HET)

2009 4= 1 H 15 H |22100AMX00373000| 2009 45 H 15 H | 200945 A 15 H

20094 1 H 156 H |22100AMX00377000| 2009 /-5 H 15 H | 2009 45 H 15 H

34
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4 TAUH

24 ARMAS PHARMACEUTICALS INC
e MEROPENEM injection

HIE - Bk | 500mg/vial, 1g/vial

INDICATIONS AND USAGE

1.1 Complicated Skin and Skin Structure Infections (Adult Patients and Pediatric Patients 3
Months of Age and Older Only)

Meropenem for injection (I.V.) is indicated for the treatment of complicated skin and skin structure
infections (cSSSID) due to Staphylococcus aureus (methicillin-susceptible isolates only),
Streptococcus pyogenes, Streptococcus agalactiae, viridans group streptococci, Enterococcus faecalis
(vancomycin-susceptible isolates only), Pseudomonas aeruginosa, Escherichia coli, Proteus
mirabilis, Bacteroides fragilis, and Peptostreptococcus species.

1.2 Complicated Intra-abdominal Infections (Adult and Pediatric Patients)

Meropenem for injection (I.V.) is indicated for the treatment of complicated appendicitis and
peritonitis caused by viridans group streptococci, FEscherichia coli, Klebsiella pneumoniae,
Pseudomonas aeruginosa, Bacteroides fragilis, B. thetalotaomicron, and Peptostreptococcus species.

1.3 Bacterial Meningitis (Pediatric Patients 3 Months of Age and Older Only)

Meropenem for injection (I.V.) is indicated for the treatment of bacterial meningitis caused by
Haemophilus influenzae, Neisseria meningitidis and penicillin-susceptible isolates of Streptococcus
pneumoniae.

Meropenem for injection (I.V.) has been found to be effective in eliminating concurrent bacteremia
in association with bacterial meningitis.

1.4 Usage

To reduce the development of drug-resistant bacteria and maintain the effectiveness of meropenem
for injection (I.V.) and other antibacterial drugs, meropenem for injection (I.V.) should only be used
to treat or prevent infections that are proven or strongly suspected to be caused by susceptible
bacteria. When culture and susceptibility information are available, they should be considered in
selecting or modifying antibacterial therapy. In the absence of such data, local epidemiology and
susceptibility patterns may contribute to the empiric selection of therapy.

DOSAGE AND ADMINISTRATION
2.1 Adult Patients

The recommended dose of meropenem for injection (I.V.) is 500 mg given every 8 hours for skin and
skin structure infections and 1 gram given every 8 hours for intra-abdominal infections. When
treating complicated skin and skin structure infections caused by P. aeruginosa, a dose of 1 gram
every 8 hours is recommended.

Meropenem for injection (I.V.) should be administered by intravenous infusion over approximately
15 minutes to 30 minutes. Doses of 1 gram may also be administered as an intravenous bolus
injection (5 mL to 20 mL) over approximately 3 minutes to 5 minutes.

2.2 Use in Adult Patients with Renal Impairment
Dosage should be reduced in patients with creatinine clearance of 50 mL/min or less. (See dosing
table below.)

When only serum creatinine is available, the following formula (Cockcroft and Gault equation)1
may be used to estimate creatinine clearance.
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Weight (kg) x (140 - age)
72 x serum creatinine (mg/dL)

Males: Creatinine Clearance (mI/min) =

Females: 0.85 x above value

Table 1: Recommended Meropenem for injection (I.V.) Dosage Schedule for Adult Patients with
Renal Impairment

Creatinine Clearance ) . .
reatine Liearan Dose (dependent on type of infection) Dosing Interval
(mIL/min)

Recommended dose (500 mg cSSSI and 1

ter th
Greater than 50 gram Intra-abdominal)

Every 8 hours

26 to 50 Recommended dose Every 12 hours
10 to 25 One-half recommended dose Every 12 hours
Less than 10 One-half recommended dose Every 24 hours

There is inadequate information regarding the use of meropenem for injection (I.V.) in patients on
hemodialysis or peritoneal dialysis.

2.3 Use in Pediatric Patients
Pediatric Patients 3 Months of Age and Older

- For pediatric patients 3 months of age and older, the meropenem for injection (I.V.) dose is 10
mg/kg, 20 mg/kg or 40 mg/kg every 8 hours (maximum dose is 2 grams every 8 hours), depending on
the type of infection (cSSSI, cIAI, intra-abdominal infection or meningitis). See dosing table 2 below.

« For pediatric patients weighing over 50 kg administer meropenem for injection (I.V.) at a dose of
500 mg every 8 hours for ¢SSSI, 1 gram every 8 hours for cIAI and 2 grams every 8 hours for
meningitis.

- Administer meropenem for injection (I.V.) as an intravenous infusion over approximately 15
minutes to 30 minutes or as an intravenous bolus injection (5 mL to 20 mL) over approximately 3
minutes to 5 minutes.

* There is limited safety data available to support the administration of a 40 mg/kg (up to a
maximum of 2 grams) bolus dose.

Table 2: Recommended Meropenem for injection (I.V.) Dosage Schedule for Pediatric Patients 3
Months of Age and Older with Normal Renal Function

Type of Infection Dose (mg/kg) Up to a Maximum Dose Dosing Interval

C licated ski d ski

omphca .e y ,m and skin 10 500 mg Every 8 hours
structure infections
C licated intra-abdominal
. omp. teated intrarabdomina 20 1 gram Every 8 hours
infections
Meningitis 40 2 grams Every 8 hours

There is no experience in pediatric patients with renal impairment.

When treating ¢SSSI caused by P aeruginosa, a dose of 20 mg/kg (or 1 gram for pediatric patients
weighing over 50 kg) every 8 hours is recommended.

Pediatric Patients Less Than 3 Months of Age

For pediatric patients (with normal renal function) less than 3 months of age, with complicated
intra-abdominal infections, the meropenem for injection (I.V.) dose is based on gestational age (GA)
and postnatal age (PNA). See dosing table 3 below. Meropenem for injection (I.V.) should be given as
intravenous infusion over 30 minutes.
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Table 3: Recommended Meropenem for injection (I.V.) Dosage Schedule for Pediatric Patients Less
than 3 Months of Age with Complicated Intra-abdominal Infections and Normal Renal Function

Age Group Dose (mg/kg) Dose Interval

Infants less than 32 weeks GA and PNA less than 2 920 Every 12 hours
weeks
Infants less than 32 weeks GA and PNA 2 weeks and

20 Every 8 hours
older
Infants 32 weeks and older GA and PNA less than 2

20 Every 8 hours
weeks
Infants 32 weeks and older GA and PNA 2 weeks and
older 30 Every 8 hours

There is no experience in pediatric patients with renal impairment.

2.4 Preparation and Administration of Meropenem for Injection (1.V.)
Important Administration Instructions:

Parenteral drug products should be inspected visually for particulate matter and discoloration
prior to administration, whenever solution and container permit.

For Intravenous Bolus Administration

Re-constitute injection vials (500 mg and 1 gram) with sterile Water for Injection (see table 4
below). Shake to dissolve and let stand until clear.

Table 4: Volume of Sterile Water for Injection for Reconstitution of Injection Vials

Vial Size Amount of Diluent Approximate Withdrawable Approximate Average
Added (mL) Volume (mL) Concentration (mg/mL)
500 mg 10 10 50
1 gram 20 20 50

For Infusion

+ Injection vials (500 mg and 1 gram) may be directly re-constituted with a compatible infusion
fluid.

- Alternatively, an injection vial may be re-constituted, then the resulting solution added to an
intravenous container and further diluted with an appropriate infusion fluid.

* Do not use flexible container in series connections.

2.5 Compatibility

Compatibility of meropenem for injection (I.V.) with other drugs has not been established.
Meropenem for injection (I.V.) should not be mixed with or physically added to solutions containing
other drugs.

2.6 Stability and Storage

Freshly prepared solutions of meropenem for injection (I.V.) should be used. However,
re-constituted solutions of meropenem for injection (I.V.) maintain satisfactory potency under the
conditions described below. Solutions of intravenous meropenem for injection (I.V.) should not be
frozen.
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Intravenous Bolus Administration

Meropenem for injection (I.V.) vials re-constituted with sterile Water for Injection for bolus
administration (up to 50 mg/mL of meropenem for injection (I.V.)) may be stored for up to 3 hours at

up to 25°C (77°F) or for 13 hours at up to 5°C (41°F).

Intravenous Infusion Administration

Solutions prepared for infusion (meropenem for injection (I.V.) concentrations ranging from 1
mg/mL to 20 mg/mL) re-constituted with Sodium Chloride Injection 0.9% may be stored for 1 hour

at up to 25°C (77°F) or 15 hours at up to 5°C (41°F).

Solutions prepared for infusion (meropenem for injection (I.V.) concentrations ranging from 1
mg/mL to 20 mg/mL) re-constituted with Dextrose Injection 5% should be used immediately.

2. BHEITHEREXZEER
ERICEY SiBsMER (AR LS UT7HE)

AFCB T HHEH EOEBEOEOTHEH EA—A T THE L3RRS,
( TVIl. 6. BrEOYRAEFTHEFICETLERE] OHEEMR)

25 SO

Drug Name Category
F—A N7 VT DOBIA meropenem B2
(2023 4= 8 H##R)

F—A ~Z U7 D458 (An Australian categorization of risk of drug use in pregnancy)

Category B2 :

Drugs which have been taken by only a limited number of pregnant women and women of

childbearing age, without an increase in the frequency of malformation or other direct or

indirect harmful effects on the human fetus having been observed.

Studies in animals are inadequate or may be lacking, but available data show no evidence of

an increased occurrence of fetal damage.
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RGHEHR 5% SN | mEEE | mEeEY | maEy | BB Sy
100mL pH 7.96 7.95 7.94 7.92 7.89
[7 K o] FfESR* | 100.0 97.8 94.1 90.0 64.8
7 RokiE e Y ~]110% SV | IEETRE | MR | MR | AR | v
500mL pH 7.93 7.94 7.93 7.93 7.86
[7 ko] FfFEE* | 100.0 96.5 90.6 90.6 41.1
g |7 RUBEE e v~ 20% SMBL | TN R TR B I [ | R B
b 20mL pH 7.78 7.85 7.80 7.82 7.62
Al 7 R FfFEE* | 100.0 94.2 79.7 65.6 20.5
20%F U h—iE Y oY SMBL | EAEE | B [N T A [ (B B R (A
NP 20mL pH 7.89 7.93 7.91 7.89 7.76
[V h—)] F1ESR* | 100.0 97.4 92.0 82.0 56.1
XU v hE% SN | mEEl | meEY | ARy | Eas | e
500mL pH 7.95 7.97 7.96 7.94 7.90
[V h—)] F1ESR* | 100.0 99.3 97.0 95.4 82.5
5% 77 hUE SMEL | EEEE | mEeEY | mawy | BBy Sy
500mL pH 7.69 7.69 7.68 7.68 7.60
[RHE] FATEE* | 100.0 99.2 96.4 92.9 717.0
AREV Y Y INP) ML [P VB I O B A O G T G (B | SR
10mL pH 7.71 7.74 7.71 7.68 7.55
(AP AMEIR] FATEE* | 100.0 98.3 95.7 91.6 71.8
KGAERTE SMEL | A | RAE | MeE | BaEl | ey
100mL pH 7.89 7.89 7.88 7.90 7.80
| A FA7H* | 100.0 99.2 98.4 96.9 93.4
W | 77T hE SME | mEEl | meEY | mawE | maps | e
R 200mL pH 6.52 6.52 6.52 6.51 6.54
);?J (FefsMerrR (1)) F1ESR* | 100.0 99.2 98.0 96.2 87.0
10%EL-3 5 SME | mEEl | meEY | mawE | maps | e
100mL pH 6.24 6.24 6.23 6.22 6.24
CiEFRriR (7)) FEFR* | 100.0 98.1 96.2 93.7 85.0
KN3 Sk SMEL | EAEE | AED | ey | mARE IE B
200mL pH 7.78 7.78 7.78 7.77 7.72
(iR (6) ] FefFEE* | 100.0 97.7 93.0 84.6 56.6
X (%)
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FEzh Fil & 3K A B Bl A& 1% D kAt g ]
5y ¥ Wioes [ ] fil A& HE | BAE#% | 1KH 3 IRFfH 6 E[E | 24 KR
KN3 Bk SMEL | WAV | AR | e | AR | EaEn
500mL pH 7.59 7.58 7.58 7.57 7.53
(iR (6) ] FATEE* | 100.0 98.4 95.5 90.1 68.0
VY 4 -T3 Bl SMEL | WAV | AR | e | AR | EaEn
200mL pH 7.78 7.78 7.78 7.77 7.71
iR (3) ] FEFR* | 100.0 98.3 94.7 89.6 65.6
V) & -T3 Bk SMEL | IAEE | RAE | MeE | BaEl | EaEs
500mL pH 7.65 7.65 7.64 7.63 7.61
GieRrii (3) ] F1ESR* | 100.0 98.3 95.5 91.0 68.6
V) 2-T3 5 G i SMEL | MAEE | RAED | MeEy | mABE KRB
200mL pH 7.78 7.78 7.78 7.76 7.73
GieRri (4) ] F1ESR* | 100.0 97.3 91.9 82.6 52.1
V) &-T3 5 G @ik SMEL | AT | AR | e | AR | EaEs
500mL pH 7.64 7.63 7.62 7.60 7.55
CHEFrR (4) ] FfFEE* | 100.0 97.3 92.8 84.3 57.3
v k= i- THD SMEL | AT | MEAER | e | AR | s
500mL pH 7.85 7.85 7.83 7.82 7.68
[FLEe Y > 7 Vi) FEFR* | 100.0 99.0 96.8 93.7 80.0
Vv k= ik pH : 8- THD SMEL | mAEE | RAE | MeE | BaEl | maEs
500mL pH 8.06 8.05 8.04 8.01 7.90
q | [ALERY V] F1ESR* | 100.0 98.8 95.3 91.6 71.1
W o|7avAY— 35 SMEL | EEGEE] | Ml | el | mEEE] | ey
R 500mL pH 6.39 6.35 6.36 6.35 6.41
);?J GieRrii (9) ] F1ESR* | 100.0 98.1 94.6 91.0 74.9
TN NT T MNE SMVEL | IEETRE | MR | MR | AR | Y
200mL pH 7.21 7.28 7.27 7.28 7.32
CiEFRriR (7)) FATEE* | 100.0 98.7 97.2 94.6 84.9
TN NT T MNE SMVEL | IEETRE | MR | MR | AR | Y
500mL pH 6.58 6.59 6.59 6.59 6.60
CiEFRriR (7)) FATEE* | 100.0 99.0 97.1 95.0 82.8
74— DiE ShEL | EEGEE] | W] | el | mEEE] | ey
(HEfE Y > ViR 500mL pH 6.19 6.18 6.18 6.17 6.14
(7 RokEm) ] F1ESR* | 100.0 99.1 97.8 96.4 90.7
A X a—)L Rk SMEL | A | RAEY | MeE | BaEl | maEs
(FLER Y > 7 iR 500mL pH 6.52 6.48 6.52 6.43 6.49
(= b —270)] FA7H* | 100.0 97.4 93.5 90.3 67.9
TIT v IR SMEL | AT | MAER | e | AR | s
250mL pH 7.86 7.86 7.82 7.82 7.76
[FLEg Y > 7 i) FEFR* | 100.0 98.1 95.2 90.9 70.0
TIT v IR SMEL | AT | MAER | e | AR | s
500mL pH 7.85 7.83 7.82 7.79 7.74
[FLEg Y > 7 i) FATEE* | 100.0 98.2 95.2 91.2 71.6
77 v 7 Gk SMEL | A | RAE | MeE | BaEl | ey
(FLER Y > 7 iR 500mL pH 7.83 7.82 7.83 7.82 7.82
(e F—m] FA7H* | 100.0 96.3 90.9 83.6 59.6
X (%)
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OA v~k L AEEA 0.5g [HET

131 7V 2 R PRI Tl LGS 3555 & IR An

FEzh B & A N B & 1% O Rt g fi]
7R Wses (4] Bt & HE | BAE% | 1FH 3 I 6 FE[H | 24 KERH
A J 32 100mg SMEL | AEE | RAE | MeE | BaEl | maEs
100mg pH 7.79 7.78 7.77 7.74 7.56
?’f [ Ko o ERIE FA7H* | 100.0 93.7 84.8 74.4 45.8
w | A7 4V i 250mg SMEL | AT | AR | e | AR | s
250mg pH 8.54 8.53 8.50 8.47 8.32
(7740 ] FA7H* | 100.0 91.5 78.1 65.4 35.9
F| |7 ¥ v 7 AL 20mg SMEL | A | EEEH | EAEY | B | BAEH
BR 20mg pH 7.89 7.88 7.87 7.84 7.75
Al [7aes K] FAFER* | 100.0 99.0 98.0 96.8 87.8
. fjj HEHMA 70 255 12 500 SMEL | A | RAEY | MeE | BaEl | ey
% | [TATERETL 5001 L pH 7.84 7.84 7.83 7.81 7.76
Bs TNT 7T I A] FATEE* | 100.0 99.5 98.2 96.9 87.8
% | B YRR S8 Sk} 1) 1) 1) I £5, 75 B
% 4mg pH 7.82 7.82 7.81 7.78 7.69
A (7 m b~ s k] FA7H* | 100.0 99.4 98.1 97.3 87.5
| 55 2 4 — 4 20mg SMBL | e | MG | SEEEY] | SEEEY) | ]
{J'H% & 20mg pH 7.77 7.77 7.77 7.75 7.70
ES [(Z7EF V] FA7H* | 100.0 99.2 98.1 96.0 88.4
- ’; Z 25 LRSI 10mg S| M | MEEEY | M | e | e
E Eiis 10mg pH 7.86 7.86 7.85 7.82 7.75
% " (A b7 T I 1] FRAFHE* | 100.0 99.4 98.0 96.8 88.4
KEMET L R=v SMEL | A | RAEY | MeE | BaEl | maEs
il (L k=Y aranyig 50mg pH 7.77 7.77 7.75 7.73 7.68
e TAT N KU T A] FA7H* | 100.0 99.5 98.3 97.1 88.6
% | Yv e =3—F 7 500 SMEL | AT | MEAER | MEEED | MAET R AR
| (e RaanFyrany 500mg pH 7.83 7.83 7.83 7.76 7.61
? e 27V N Y oA FA7H* | 100.0 99.2 98.0 96.2 87.1
% Vv F v 2mg S| M | meEy | meEy | mesy | mes
[REAZ ) B 2mg pH 7.89 7.88 7.85 7.84 7.75
TATNF R T A] FEATEE* | 100.0 98.6 97.7 96.2 87.3
EH AT SMBL IR CVE B R (2 18 B[R € 6 A PR €V B e (. 78
Bl vrmrrivy 134 TV pH 7.06 7.07 7.08 7.09 7.10
f’ A7 4 K - Bg * Bzl FAFER* | 100.0 99.5 98.5 96.6 87.9
; v ¥ ¥ —/LiE 30mg SMEL PRI IR B REB | BaEl | EaEs
# | [BEY REH—n 1mL pH 7.61 7.58 7.55 7.52 7.44
VU 2T L KFI ] FA7H* | 100.0 98.1 95.9 92.3 74.8
7 FhE (F#EAH) 100mg SMEL | BAED | BAER | BB | BaEl | BaEn
BV A= NNV 100mg pH 7.66 7.66 7.66 7.65 7.63
I f h U U AKF) FA7H* | 100.0 99.4 98.2 97.0 89.1
w | N7 IEL0% SMEL | AT | AR | e | AR | s
10mL pH 7.83 7.83 7.81 7.80 7.70
[ FT X%V L] FEATEE* | 100.0 98.9 98.2 95.9 85.7
¥ EX AV URERE ORAICR D A BIECRAT % (%)
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FEzh Fil & 3K A B Bl & DR g ]
5y ¥ Wioed (o) fil A& HH | BAE# | 1R 3 IRFfH 6 E[E | 24 KR
AA v EE T% SN | mEEl | meEY | mawE | maps | e
20mL pH 7.95 7.96 7.96 7.95 7.88
fig | URBAKFET FU U L] FfFEE* | 100.0 99.1 96.5 93.4 75.8
el LR A e S| B | MY | B | e | e
#l vofiE2omL o
Y FAYFo m p 7.66 7.57 7.56 7.55 7.49
FYsr e v AT A] FefFE* | 100.0 97.2 96.3 93.0 74.2
%%§iﬁyuyF&%W SMBL | Y] | Y | e | EeEy] | e
S 25000 H{Z | 2 77 5 FHAL | pH 7.88 7.88 7.91 7.86 7.75
dh [V FREZT ] FA7H* | 100.0 100.0 98.2 97.0 88.2
AT R 1g SMEL PO VB I R o VB I £ VR A P s R R i
(AN B LF RY L - 1g pH 7.81 7.80 7.76 7.70 7.59
Y7 F T F YA FEFR* | 100.0 99.3 97.9 96.6 87.8
WRUARY CEEA 1g SMEL PO VB I R o VB I £ VR A P s P i 3R 7B
1g pH 7.06 7.07 7.06 7.06 7.05
(27 4+ F7 LMGEERYE] FfFEE* | 100.0 99.4 98.1 96.0 86.3
S N —AEE 1g SMBL IO CVE B | 2 8 B £ VB A [ v B i 2 (v
1g pH 7.01 7.03 7.04 7.03 7.04
(v 7 4 F7 L] FA7H* | 100.0 99.3 97.7 95.6 86.0
I D U S 1g SMEL | EEGEE] | W] | el | mEEE] | ey
; 1g pH 7.87 7.83 7.78 7.72 7.54
g | [TV G U TA] FRAFE* | 100.0 99.3 98.4 97.0 88.7
WRER T X A v AR SN | mEEl | meEY | ARy | Eas | e
[#4] 100mg 100mg pH 7.59 7.59 7.58 7.56 7.53
(7 3 Uik ] FATEE* | 100.0 99.1 96.9 93.5 78.8
B TR 60 SN | mEEl | meEY | ARy | Eas | e
60mg pH 7.52 7.52 7.51 7.49 7.43
(7B ~=A 2 FilktE] FfFEE* | 100.0 99.0 96.5 93.9 81.0
~7 T v E 60mg SMEL | EEGEE] | W] | el | R | ey
60mg pH 7.49 7.50 7.48 7.48 7.45
[FTT~vA2 ] FA7H* | 100.0 99.9 96.3 93.6 77.5
X (%)
<URAFSCE > I BB
14 EBRAEDIEE
14.1 EFIFRARFOIE
< BFI 8>

14.1.1 AFRNEMER, WRITEA) SHEEAERZ 29 252, GOBERIIAFI OB INTITHEL 20,
14.1.2 BIRZITERNCHERT 2 2 L, B, P2 TIREFEEALE LT IHETH, A R4AHAE
IR U2 5E . SSIRARE Tl 6 BERILANIC, BCIRIFETIT 24 BEIDINICE 92 2 &, [14.1.4
]
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