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— ik 4

E4 @ Omeprazole Sodium (JAN)
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1. AREOERE
F AT T = VBN B RO BE L O TESRE AR T 2 7 e b AR 7 HY K -ATP
T—BEMETLI e hrR T A e EX—THY V. AKFRTIE 1991 IR DA
(BEAD) . 2001 FITEHFAID EFiEah T 5D,
FATTS =& 20mg GHT DA AT T Y —ViEM 20mg NP (X, =7 77—~
AN BRIEEL E LTI EmE L, EREFEE 0331015 5 (FAk 17 4F 3 A 31
H)AZ D & kg M OVRBR T 15 2 iR 8 L Ik 4 F2 0 U | 2010 4F 7 127K 2 HuAs:
2010 4F 11 HIclkR7e 2 BR%G L 7=,
2014 4 2 HITiE, BUEIRGE KGR &2 = 7" m RS AV KK L 72,

2. HROBEFNEN

OARFN L 53 W D e i Be BECAE 9~ 25 N1 7 HER Sy WMl Bl oo 7 b v AR 7 A vk
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OBRERRBEMEMELTIE, a3 v, TF7 4T % — IR IE, 85k ERE
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PO RARE . SETELIRRE, (R~ 27 X v 7 AMENRE S TW5, (VLS. (1) H A
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0. £MICE9 HIEH
1. BREA

(1) #0 %A ATT =V 20mg NP

(2) #* 4 : Omeprazole for Injection

(3) BMOHEX : ARSI THLIARAT TV — )VICAIK KOG & ZFH# L, NIPRO 2>

5 NP ZfF L7,

2. —f&4

(1) 1 & (@RX) AATT7—F U 7A (JAN)

(2) ¥ & (ffX) : Omeprazole Sodium (JAN)

(83) A7 L (stem) : antiulcer, benzimidazole derivatives : —prazole
3. BEAXITRMHERX

OCH:
I-Iz.llfu,hth ~.__CH;

N -8 - j « Hal
\l/ “CH:~ N H20
- N
CH:0 -

4. HFRARUHLF=E
25 F2 1 Ci7H sNsNa0sS « Ho0
4y : 385.41

5. b4 (mfiE) XIEIKE
(RS) -Monosodium 5-methoxy—-2—-[ (4-methoxy-3, 5-dimethyl-2-pyridyl)methyl

sulfinyl]lbenzimidazolate monohydrate (IUPAC)
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KICHRD TEITRT L, =& 7 —/b (95) [T d <., 7k = KUK
i<y,

(3) WRiE%
Y ERR L

(4) MR (PFR), B RES
HMER L

(5) BRIEEMHTEN
MM ER L
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U ERR L

(7) ZTOHDE L RHEME
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LB L
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(D) F F U U N OEMERER (2)
Q)KL SV T & - =X — VRIRIC K D BEKG
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# 72
(1) HEORXH

FHRF PR U T 2 B T 0D RS o 15 1 A 749

(2) HHDHNERTHIRK

B BT T AL T )L

PR - AR OB R TS
(3) #HAa—Fk

FHE LW
(4) HEOYHE

VA R R BANL /7 B pH
TS H K 20mg/20mL 9.5~11.0
VA R R BN/ R & pH 2T
A A R 8.8~10.8 %1
. o 20mg/20mL L
5% 7 R o7 M 5 8.4~10.4 (EH AR IR 5 )

(5) £t

A OB G ORI KA - EH

-3 [0F 154

(1) A®ES CEEmS) B

IXA T FATFT I —)F b T A

(FRATZ
(2) BREZFORE
U ER R L
(3) &g
L

. ANERROERKRUVERE

ZY L

Ak

FA=RV/AA

RBATOHREMEDHHRMY

B R L

SR UVHMAE
S— Ll LT

22.3mg
20mg)




. BEDOREBEEHETIZCEITSRE
JIBEEEM:

3

HERSE  4021°C. T5+=5%RH
IR (BT T AN A T L)
HH K OHL# B 4 ks 17 H 3 WA 6 4 H
MR (AR OB R ST ey ey ey ey
fife 78 ol R A BTy STy ey
9.79 9. 88 9. 89 9.72
pH (9.5~11.0) 9.91 9. 94 9. 87 9.79
9. 80 9. 85 9. 86 9.76
il Z R ey ey ey ey
K5y ey ey ey ey
ink%Vyﬁﬁ ey — — ey
A ) — PR A — — ey
AR R A ey ey ey ey
ASTEPERORL - 2R ey ey ey ey
I B SR ey — — ey
100. 46 100. 18 100. 63 100. 02
& (95.0~105.0%) 101. 39 99.75 100. 61 100. 51
101. 47 100. 37 100. 68 100. 55
lmy k (n=3), 3@y h
B R E AR R & L 72 IR ER (40°C, MXHEE 75%. 6 H H) OfER. @E ot
B FIZBWT, 3SEMEZETH DL Z ERHEN ST,
Sk B ENE Y
AR . BEEOLITHOE T 10001x/hr
AR (T T AN T L)
. 1 2 [H] 4
AR U PR (15 77 1x) (30 /7 1x) (60 1 1x)
MR (AR OB R ST ey ey A A
e 7 ol R ey — ey ey
pH (9.5~11.0) 10.1 10. 0 10. 1
fili JE F R ey ey S RE AR
K5y ey — ey Ry
TN B b A ey — ey A
G (95.0~105.0%) 99.7 97.8 96.7
ley bk (n=3), 1uv bk




REERVBBEOREL
Vi % 0 2 e Y

<R AR RE ;1. Omg/mL>
= TR I HEHS, F 1% M1 %
HH Hiks TRAFSRAE: B AARE I #% BIRE[H] £ 24MF[HI % 48[ %
[ jg[;ﬁ W |wemNTHoL. [NGENTHoR, | KEENTHoR _
SR/ BOE T DTz WY Ch o, | BEEN ThH - BEGEENTh o, | BEEENTH T,
5+1°C- T 1.0 1.0 1.0 1.0
BB b 1 . UL e Y S B D —
1.0 1.0 1.0 1.0
9.7 9.8 9.7 9.8
pH - 9.8 freememeenienene e oo
9.7 9.8 9.7 9.7
99. 4% 99. 0% 99. 4% 99. 3%
. ! Ferr | 100.0% | gEfreR | 00.5% | sErra | 99.9% | serrE | 99. 0%
i 95. 0~ 105, 0%  [-=-=smmesmemmmeaneeeas 99.5%  [reremeeemedee L L L L L
99. 2% 99. 0% 98. 7% 97. 7%
H/HOE T . - . -
getesk | 00.7s | ek | oosu [ e | vo.2u | ek [ s
AH et PR AFIRE [T 1. 4500 ik
HE SRR R 1. 45 1 0. 15% | 1 0. 14% | 0. 14% | : 0. 15% | 1 0.17%
@ DR T B b Z Dt D Je KA W L
i3 £ 0.5%LLF co16n | o1y | 000 | 0.16% | 2 0. 23%
?; R E A
~ FARHE R R 1. 45 0. 34% I 0. 32% [ 1 0.32% I 0. 38% [ 0. 45%
3@; UAS o5  BL Bt At (R EFIE BT 1. 450 Fe
e £ 0.5%BLF o015 | 0.15% | £ 0. 16% 0.16% | 0. 15%
% Z Ot o e KIERRE &
= SR/ BT
ERME AT coter | coass | oo co.as | o.ssy
S 1L5%LLT it B A s
0. 34% | : 0. 44% | 1 0.52% | 0 1. 18% | : 1.98%
R AT T . Yk .
<VafRR c AEFLRHOK JREE ¢ 0. 2mg/mL>
HAH HHE GH‘?H&F B fikE 3iRpfE % 6l % 24F[H % 485 %
Ptk BT B % 411;)@‘{}{]}4( _””ﬁ?”(Bﬁ Thoiz. 1![[&?%?)1'(“75)07‘:, i _1»!!‘»;@?%’53)1'@%47”;. HEGIEY TH -7z,
.
5 1°C- N T
1235 T L #1 S 1.0
FER/HWOET
pH - 9.4
100. 1% 99. 9% 99. 6% 99. 4%
541 8 T
. ~ FRAFE | 100.3% | 7 7F 5 | 100. 1% | 7877 | 99.8% | F&fFR | 99. 6%
i 95.0 ~ 105.0% |[-nw=smeemseemmeeneeas 99.8%  [reremeeemeden i L L L
99. 6% 99. 2% 97. 8% 95. 2%
HR /R T
petrk | oo.sn [ e | o9, | ek [ os 0w | marsk | 0544
AR e PR FFIRE [T 1. 4500 ik
G P IR 1. 45 £ 0.12% | £ 0. 13% | £ 0. 13% | £ 0. 13% £ 0. 16%
DR H G O D Fe KA AR L
# 5+ 1C - #E T
i3 £ 0.5%8LF 2 0.17% | £ 0. 08% | £ 0.11% | 2 0. 15% £ 0.19%
;‘; HRWE R
R P T co.28% | o268 | oom | 0. 35% 0. 43%
&; LISk O Jiia i FE SRR EFRERT 1. 4500 f
s 0.5% L4 F oz | o.15% | oo | 0. 17% 0. 17%
" S Z O o BRI B
A SO T
Bk E A 1 0.17% | :0.21% | 1 0.27% | 2 0.83% 2. 06%
S LB%LLF Bk E A
coosn | coam | coem | iz 4.72%




<VRFREWE - 5% 7 FobERR R : 1. Omg/mL >

HA Hits A7 5N P AR 3R GHE ] 2451 ASBE
. 5+1°C- T M T | EBEENThH o7, MEABFH ThH o7, | WEBEH TH -T2,
M| maBEm 2 | RERE - RO it - .
. Y s e T Hotz. e B C o 7. EEEH Tho. | Sk TH
5+1°C - N F 1.1 1.1 1.1 1.1
BB 1 SN L1 e S RSOOSR RSSO BSOS
HiL/BOET 1.1 1.1 1.1 1.1
5+ 1°C- MR T 9.5 9.5 9.4 9.4
pH - [ 9.5
SR/ HOET 9.5 9.4 9.4 9.3
54 1°C - T 99. 5% 99. 3% 100. 0% 99. 5%
. : FRAEEE | 99.8% | FAFEE | 100. 5% | #&AEE | 100. 0%
iE i 95. 0~ 105, 0%  [-=snresmemsmsmennnenee 99.5%  [reeemememeedeeeen sl L
RO T 99. 1% 98. 2% 95. 5%
22 {im.
petrk [ oo.7s | mtrsk [ oo.on [ marsk | os.mu [ mtesk | o6 0n
FH PR FERERD 1. 4500 &
FRHR FE ] 1. 45 0. 14% 0. 15% | 0. 15% 0. 13% 0. 15%
) DA B = O i e KRG T R
il 5+1°C- N T
B :0.5% LT 0. 16% 0.11% | 0.12% 0. 20% 0. 25%
g HEME R
= |merweemias| | s | o | oms | eam | ose
B |[UsomEEm TR H R R FR R 1. 4500
&
w | 0.5%BTF 0. 14% o5 | oaes | o.1m 0. 15%
" R T = Do B KEGIE
~ = i y;
S AR § 0. 16% 0.23% | 0. 30% | 0. 89% 2.42%
D L5%LL T B E A
0. 35% o5 | oem | 17 4. 14%
VRTINS . AR Ve Ry =N, .
<TERRWE : 5% 7 ROUFEKR  JRE : 0. 2mg/mL >
A i A7 A B 40 3R GH ] 2451 ABBE
& I (4 V& B ¢ I {5 75 1] T S | maEHThHo . | BABH THo-. | BMABH TH o,
| mEBNCH s LI mesie : i .
> 7.
1233 [ b 1 - 1.0
FR /O T
5E1C-EXT
pH - 9.0
TE R 95.0 ~ 105.0% 99. 7%
. n . 0 . /0 . 0
SR /O T
seteg | 09.a% | msesk | vo.2n [ mtesk | o6 [ setesk [ o244
R FEIE L. 4500 B
B R R SR T 1. 45 0. 15% 0. 16% | 0. 16% | 0. 15% | 0. 15%
4 DRI ST Z O it > Jie KR E
B[ 0.5%F S 0. 15% oz | oas | oo | oossw
o iR T B At
5
= meweswmias| | oss | oas | oas | ees | e
Mo (BUOBRH R R {3 B B 1. 4500 Bk
&
w | 0.5%BTF osn | oasw | oas | o | oo
" R T = Do B KEGIE
~ =/ WOt T
ik B R A osn | oem | o | um | s
L% BRI B A
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8.

10.

hHENEEZEIL (MEILEMZEL)
(VI 11. @ EoEE ] OESBHE,

pH ZE Bhak R ©
- AL S E TIZ B pH E 720X pH -
B pH - ) " LA R,
2 L7~ ml 3K 224k 5 pH BEh e
9.93 0. lmol/L HC1 0. 32 5.18 4. 75 05 0 75 B
9.94 0. Imol/L NaOH 10.00 12. 56 2.62 A L

ARERER - AL R ONTGE T, AL L2 3UBHA IR IZ 28 K 500nL %
Mz, |ETFTTRAEL, ARER. 30 5%, 1 RHE LD 3 KFH& O
Bl & RERFRYICBLER

B A R 1% 30 7y 1 FRf ] 3 IRFfH]
1 £, 75 B + +
2 A £, 75 B + +
3 M €2, Y5 ] — + +

FIRRBRICONWT, AL 2RO oA 1E T— ) BB (L AR
AT T+ & LT,

Bl A2 ik BR 9
[XII.2. ZDfoBEHEEE )] OIS,

. BHM

R LR

B A%

(1) FRPRELGRSF - 2%, NEI RRCRR - AEICHT HER
Y L

(2) A%

22. 2%
20mg X 10 /XA T )

(3) FPHEBE
YL

(4) RBDME
NATIVAKE AT T A
FrYoy 7 AR L
IhfE TFAT A (F7a s EA)
T HN— 1 T3
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12.

AREH SN LEME
LR

Z Dt
Y LR



V. ‘amICEd 5I1EB

1. PREXRITHME

4. BhEE - DR
OROBEARARELETRDERE
HmxE#S58EE. T2ERES. SHXMNLRAESBRUAHBHERE
OfOEEAAEEL Zol linger-Ellison fEZ 8

2. MEXIHMERICEHET HFE
RESN TV

3. AERUHA=E
(1) RERUVRAEDESR

6. Aix- A=
WE . AR, AA T T — e LT 1A 20mg 2. HRAEFEER LA
JG 5% 7 R OB ESREICIRA LT 1 B 2 MAHSET S, v hmieEe
W SOE B R 5% 7 R o B SR 20mL (Z¥AfE L C 1 H 2[RRI ERARVE 59
Do

(2) AZERUVAEDHREREE - R
BRI L

4. RERUVHAEICHEYT IR

1. A& - BEICEHET HEE

1.1 KAl 2, TRROES ARG, Himz > E%“?EF“' +ZHRBEE,. A ML R
BEL ST MBERZE ] ICx L TR LZEEA, 3 Eﬁﬂif@ﬁzr’raf.ﬁu\ﬁ:m)‘ﬁ
ERBOLNTWDHDOT, NIRAEE &@otﬁiﬁm%ﬁ_ﬂwﬂzé_ko
[17.1 =]

1.2 ENEEARRBRICE VT, AKAIO 7 HIEZ 825 HRRE 2,

5. BRIRALIE
(1) BBRT—21\v 45—
M ER R L
(2) ERRREEHR
M ER R L
(3) AERGIERAR
HMER L



(4) tRILMIEAER
1) AMERERER

(LEEREEE Hm)

17.1.1 ERNEGRHER
FATZ Y —)L 1A 20mg, 1 B 2 BEIFEARNE LT 3 HLINICIE 2338
DS IVIEFNE. 90.8% (314 fi1/346 f5l) TH v . NHEEEM R ETLE %
T3 3 HREIUNIZ IR F8 8 b= iER X 90. 6% (154 /170 f)
THo7= 719 [7.1 ]K]
EWNERRBRICBWT, A7 5 Y —/1 1 [a 20mg £ 54 392 . BIfE
FAm#gE SN0 3 61(0.8%) Th-o 7o, £ OWNFRIZEET 1 41 (0.3%) .,
16 (0.3%) KROMLE 1 (0.3%) Th -7,
(Zollinger-Ellison fE{&EE)

17.1.2 EIRNEGRHER
OHNC X DIBENRARER 2 BlICk LA AT T Y — L& LT 1A 20mg
Z1H2FE3HBEO4 HHE, #IRNES S0, BfREEROHEE, N
BT R OSZENED b, BHERITHRE Sk oz 17,

2) REMHER
U EE L
(5) £F - WEHER
U EER L
(6) ‘ARMER
1) ERAMGERE (—REAREHRAE BECRARGERE ERARBELERAR),
BERFTERT —2N—RFE, HERTRERZBRONE
EERR L
2) ARFHUHELTERTFEDABTRIIERL-HE - ABROBE
EERR L
(7) £0fth
R E R L



. BMEBICEHTHER

1. EEZMNICEEHSILEYXRITILEYEH
T bRy e R — (T TT— ), TRT T — ) N oA )

EE

Bl D & o {baWm DR - IRFEIL, BEHOETRXEZZRT DL L,

2. EHEER

(1)

(2)

rERE - R

18.1 1ERA#F
B IR OBEM LR E O BR~, BSRB o WRITEDE RS T 52 LIk
V. BEHRANICES W T —HEO BB WMKICNBE D, T ORIEOFEEERET
BEMIRI NS HT &2k L, R KTZ2IViAe7m Ry 7 L
IEND5/EHE HT, KT -ATPase MBlW T Wb, A ATFT YV —ifk, 2o7na b
N T OMEEERET LS00, BB WRITEYE I X2 8 8awzim< i
Hil9= 2 1919 R N BOBEE A I L L*B(%ﬂ:féstljﬁu%i%%?éf:
AT T =)V DRI E WSy WA EAE o EERE AR A S
NoHLOEZEZHND,

RMERMT T HRBRAAR

18.2 H*, K*-ATPase BAE4EF
THX B EONE k20O F R T, KT -ATPase (2% LILEMER 2R~ Lz,
18.3 BEL s, NI /E A
18.3.1 FERGPRBR
DEEEERICBWT, ATV —LiE, B A& 3 dibutyryl cyclic

AMP B OVKT O WFT o FIIC K 2 B wicxt LT HIMEERZ xR Lz 20,
FAT T —id, BIRNESGICE D, BT v M2 T b e A% I UfI
W REMBYIN T v MCBITF AU XH A MU Il Y Heidenhain pouch
4ﬂ_k#étx&\/ﬂ@w®w¢h®ﬂ& X5 HERWMT R L TR
WHIHITER 27~r L7=, F7=. Heidenhain pouch 4 X ~® 7 H [H]X1EF RN &
HlZX o, FAT 77— o E WG ER IR L7 %Y,
18.3.2 ERERFEEHER

R A B 12 Fl 2 RRICA AT TV —E LT 10mg, 20mg, 30mg Hi[HA]H
RN L, 7 R HA MY VHIBRE BT AERZmF Lz 25,
B, BE., %5 Mgﬂwv?h IEWTYH 10mg BHEOIMHIZ EI1TT < . 20mg
BEL 3omg BEOMBINRITIZERBEECTH -7 2, 7 h T AT AN UHIFEE
%%%Kﬁ?émﬂ$m\ﬁff?fw»qmg2mg3mgmﬁﬁﬁwm&
HTH%261%., 93%. 94% CTH - 7=,
18.4 ERMBHM., BEBRUV+HEBEESIIXT SMHER
FAT T = E, BIRNES 2R, %%ﬁﬁ7/% B 5 H MM &)

Bl WA IH L7 2V, Foft, ROo&5ICX T v MBI KRR K
XFVX\mmﬁﬂ\4VF%5VV\7XEU/\7VF#/D/\i&
J =V RO B IR, WS, A Y Y — L R OEEEE - R RIEE R L

bVThﬂkﬁﬁﬁﬁﬂ*liﬂ‘f%fﬂk% il & D W IZIE e EEH 2338 0 5




ﬁf: 23) . 25)O

18.5 BN pH

EFERANBF6Hl~DF AT — LT 1H2ME 20mg XiZ 30mg DV
NOFHIRNFEGICB W T 24K MicH7= 0 BN pH EFENRBD 729,
Flo, BERASFLOE., +ZHBBEEEE (FDETILH) ~DF AT
Z =& LT 1 H 20mg XL 40mg OFFARN LS5O Wiz T
b, 1% 12 B O B N pH4 LU _E#ERF O B B0 W 2 RIS EIT A SRR

o712,
(3) 1EFRRERRE - HHEM
MY ER L




VI. EYEFEICEHAYT S5I1EE

1. mMPREDHERS

(1)

A LA M R
AR L

(2) RREBRTHERSN-OPRE

(3)

(4)

16. ZEWENEE

16.1 MeRE

FAT T =V ORBIITBEBEHZR R S D12 ([16.4 R OHESM) .,
MAE D OIE RO HEL )72 A (Extensive metabolizer : EM) & fB-oh 7
fE{AEE (Poor metabolizer : PM) &IZX 5y L TN L7z, HARNEEFER AR
TANZARAT T = LT 20mg & 1 H 2[R, 6 HMXESHIRNES L L&
DY EHRE R T A — X | ZLIFO®EY THDH® |

F1 ABARAEERANBEFICAAT IS =T MV TL (FATT =L L
T 20mg) # 1 H 2, 6 AMKEFIIRNESREOIEDETE T A —& W
e 5 %;ﬁ%;? p— ACo.
(311 %50) [l %% (h) (ug-h/ml)

(u g/mL)

EM(7) H1E] 1.83+0. 83 0.66+0. 24 1.00+0. 27
EM(7) 3 A A 2.15+0. 75 1.2240.47 2.51+0.92%
PM(3) e 2.00+0. 38 2.52+0. 52 4.87+2.08
PM(3) & [ 1.65+0.35 3.50+1.01 5.88+2. 74%

% 1 AUCo 12 $1/31Eii13¥@fﬁ%

F AT T =L DOWH LWL, EM THK 1 B PM TR 3 B Td o 72, AUC
X, EMIZEHE LT PM TR 2~5 fF K& o 722, BARANEEER NS 712, 4 A
77—k LT 10~80mg (AR DO HEEZ &) ZFIRNE 5% O AUC 1%,
Pe GBI H A LT L 2,

NEANDT — % Tid, RIS (75~79 %) °V Kk OV BERER A VI,
FRAT T = (20mg) % ERARN G- O LRI, 220k 1 RFHE,
0.6 RFfl] CHPEMFERAN L OMICHEER ETAON RN oT, Fo, FHRE
BEICBTDAAT T — )V OMERLERMIE, 2. 8 RMICHERE Lz,

th i
B B L
BE - HRAEORE

16.7 EWYHEEER
NENDT —HTlE, VTERL, U757, 7x=hFA " CYP2C19
WCEOVRBENDZTED, FATFY =L EDHHIZL > TIOTERL B KW,
Tx=h A WO I VT T URAF, ENER 2T% LD I5%KTFL, VL7
7 U OMPEET 12% EF L-E0®ERH D, [10.2 ]




2. EYMEERP/INS A —4
(1) BBWmAE
BRI L
(2) RULEFETE
BN/
(3) HREETEH
U ERR L
(4) PV73 2R
MM ERR L
(5) nmBHE
M ER e L
(6) TDih
ZUER L

3. BEE (KEal—v3) @i
(1) BATHE
AR L
(2) K5 A— S EHER
R L

4. RYN
FARSAAA

(1) M — i B P& B 1%
YR L

(2) Mm% —RRBEMERMY
ZEER R L

(3) Eit~DBITH
ZEER R L
(%)

[VIL. 6. (6) X FL4w ] DIESM,

(4) BRE~DBITH
YR L

(5) DDA DHITHE
YR L



6.

8.

(6) MEEDHEESE

(A

16.3 &

16.3.1 ZEA#KEA
FATT—=AOMERRD L ORHEERIT, 0.2~20 pmol /L OIREHIPH T—E
THYH., K96%Th -7 %,

(1) FCBIERAL B MBS

(2)

(3)

. B

16. 4 X3
SENDT — X TiE, BERANCAHAT T — L E2ROES LizE &, miE
POERFFMIEIAAT TS — L ZALFE L KEORE RaXxoF X755 — LT,
L OREITVT L HEOWIMHEIERZ1ZE A ERI RNt 0
F7. b MFI 22y —2I2kB invitroREBROFE RS, B Fexo Kk
AR RO A RIZIZE R E R EIZ CYP2C19 TN CYP3A4 5L, & Ko
XIUMERADRMMIZ VT T RTALKR MDD 4 (FTHLEREENTNED

39)

o

CYP2C19 ITIX BB LR NFIE L, BIRFHIIC CYP2C19 OBERE & KRBT 2 ik
(PM) IFHAANZGT T INRAFET 13~20%, 2— P AR AFET 3~
4% EHEZINTND O, PMIZBIT DA AT T — L O R#E T, it
O7a kAR THER Y D LEEETCHD, [10. B

R#ICEAET IR (CYPE) OHhFiE, 5%

TVIL 6. (1) AREEAL M OB RS ) LY TVIL 7. FHEAER ) OIEZH,

DEBEBHROERRUTOHA
WM R L
RBMOFEDHRRUERLL, FELE

[VIL 6. (1) AREHAL K OGRS ] DIHS

16.5 HEt

SEANDTF — % Tlx, “CHEHRA AT T —F R w7 A 10mg % f@EEERR A 8k
WG L&, RPICIEBREED 718%., #EHPIZIT 19% O A ENPEES A, =
PER B IT IR P TH o 72 1Y,

S YR K-S — BT BEE
AR L

. BHEFICLDIBREER

ZEERR L
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11.

HEOEREATIBE
AR L

Z 0t
AR L



I 2% (FRLDIEF) ICEHI HEA

RNEEZDER
S

H
[ ]
EIN TV

e IR

2. FEABLETDER

2. BEZ (ROBFEICEEELAGWVWI L)
2.1 REI DR LU CRBUEDBETER O H 5 BFE
2.2 Ve SRR 2 RGP o /E[10.1 2]

3. DEXIHDHRICEEIT IEIELEZTNDER
REIN TV

4. AERUVAZEICHAET S IEELEZTDER
(V.4 HEROHEICHEET 2HEE] 22R3552 L,

5. EEGEARMIE L EZDEH

8. EELEARNIE

8.1 Miktsy. MFHkee, BEREICEET L L,

8.2 kD AW A MINCEHME ZB 05 EAMAHMLOBERED S 555
F, b= =T =T ) vy U TEOHURNEZITO Z L,

8.3 BADYLAELUAMTIX, FFIRIESR 2 BT SR LD Z EDREE L,

8.4 Yu ARV TA LV EEY —DRMFBHICEIVIR 7R T AMIENH S DI
L2ENHLHDOT, Tu bRy A e 2 —42REHHEET 8T, EHHIC
M~ 72U AREZIEST S Z L, [11.1.11 ZHE]

6. RENERZHILEEICEHT IEE
(1) GHE - BEEFOHLESE

9.1 AHtE - IEEFOHLEE
9.1.1 EYBBEOREEOHLEE

(2) BHEREEESE
HEIN TV
(3) FripEEERE

9.3 HrEEEERE
TRHRETHY, MPRENSIRLIBLENDRH D,

(4) HTEREEH T HE
HEIN TR



(5)

(6)

(7)

(8)

b b

9.5 HEiF
PG SUIEAR L TV 2 TREE O & 2 PRI iE, 1B EoA skt z b
% LW SN HEICOHREET LT L, BER (U0 138ng/ke)
ThIEEME GECWRIUREROEM) AHEsh Tnd,

EER

9.6 Z3.iw

B EOFEMER O REO AL ZE L, I OMkR I3 ik 2 B F
THI L, BWER (T v bEA bmg/kg) T, BT A~BATT L Z LA
STV,

N

9.7 INR
NRFZG & UBRRREBUIER L T,

= E

9.8 BiE

—MRICHTFHEREENER T L TWD 2 ER% W0,

7. HHEHAERA

10. HE/EHA

T & L CHFCHEIBESE CYP2C19 e OV —FB CYP3A4 T S 5,
Fo. HoWMmHEERICEZY . SFHIEAIOWINEZ ER TR TFTEE52 035
%, [16.4 &)

(1)

(2)

HHRZES LT DOER
10.1 rRES (BFALAGWVWI L)

N 4 B RS - HEIE 1R By - R 1
U E R Y R Ve el RO | RF O E W EE
(=27 k) ERZR®STL2B8FZN | Hickr I ree
[2.2 B ] NdH 5D, W YE DWW AME T L,

VA EY ot g
ERKTFTT 52 E0H
5,
GrREE L TDER
10.2 tRERE (BFRAICEET A L)

FEH 44 5 B R E IR - HE1E A Wy - faRIA 1
DA INHOEKOERZ | RANIEIZHIKO F -
Trx= b AV T2 t03b 5, 71— P450 R
TR ALY =)L HIWESE CYP2C19 THUH
[16.7 &R ] SINDHTH, KFEF T

R#BERZE BN D
W DA, PRt 2 2 G
SHLBENLLD S,




RHN 4 5 B AR AEAR - 5B T 1 B - JEBRIN
N7y PUBEM /R Z 5850 L, | RANE E ISk F b

[16.7 & HR]

mizEsrBENNH D,
AR =3 NI = I = S B |
BREEYELL (INR) fEH%Z% o
I % % & Be O 22 ®h 12+
DEBE LN L&EET
HT L,

7 v — A P450 RIEML
HIEEFE CYP2C19 THUH
SNH7H, KFEFLT
R#ELE RN D
LW O, HE A B AT
SHELIBENLLD D,

2 al) NAKY

7 vl hAOEH%
i R AN N S I

AR R LFHF— K

BHEOA ML X
— h &5 T 585 E1F,
—HERIZ AR O £ 5 %
bk 5o L aEES
H L,

A AR OB R 13~ 83
ThHoD, ZHbDHEA D
MmRENERT L2
EWBD D,

Taxv
AF oI

N ORAOEMZ
W22 L0 db s,

AF o F Wk 4y w4l AF
Hickyvraxs oo
TR 53 R 3 PN S dv, >
T2 O R E N
ERIDENDH B,

ArZaFry—n

Fryrxf—¥ilE
Pl
T 4F=T
zruaF=7

I ORERFMOEM %
BT 52 Lnd s,

A AN D B e 53 Us il 1E
ML s oA
DEMEPET L, Zh
B O FEA o> i R EE A
KFT22L03H5,

AU ary—

ARANDOAEM &858 5
ZEBb D,

AFND Crax S TV AUC 23 B
MLl oHRENDH 5,
AU aF > — T KA
DOARHIEHE (CYP2C19 &
W CYP3A4) ZPHET
IERBZLND,

7ot K7 UIVERERE

2= <O AR I Y 3
DEMZ#ET 52 &
AR ORI

AHIN CYP2C19 % [H 2
ERS R e G BN/ = 3 g
N7 Vv i B Y o IE
R o I T RE S K
T35,

pad A= Ryl Nl A v
(St. John’s Wort, &
VheYVg—r X —

M) B R

ARAN O &2 B55 T 5
ZEnbH D,

NEl =R N S B v/
NOAR Al o BB R
(CYP2C19 K T CYP3A4)
ZahE L ARAF O A
1 & i H i R A3 K
THsrZenEZLN
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. EBlfEA

1. BlEA
WKOBERN S HONDZERHLDT, BELZT2ITITH., BFEPBD LN
GEIIEREETIT 2R WY RNEEZITT O 2 L,

(1) EXTEMER & MBER

1.1 EX%GEIER
M11avyg, 727247 F%>— (b\—g—h%ﬁgz:%)
Yav s TFTAT %y — (BRI, SRS Bhhbhs o

LD D,
11.1.2 AmBkEAfE. |BAIKE. FMEEM. M/ RED (WP LHEEAR
)

11.1.3 BIEERF . HHEREET. HRE. B2 (W T b HEEAR)
11.1.4 P EHREEFXERMABE (Toxic Epidermal Necrolysis : TEN), KSR
ARJEMZRE (Stevens—Johnson fEMREE) (W4 b #EEARIH)

11.1.5 HAEE (HERP)

11.1.6 MEMERX. SHEEET (W I b HEERP)
REREM AL (BUN, Z LT F=U%) ICHEETDHZ L,

.17 BF YD LM (BEEAR)

11.1.8 MIE MM (BERH)
DK, PEULIREE, B, ME o RY (REE) FrRRDOLNALELEIIE. &
MK XM, W CT FEomEZ2FEMT 52 &, MEMEMER DTS
AliFEEERIEL, BIBEERLVECAIORGEOBY 2UEZITH Z L&,

11.1.9 N mARE (B R
R, B, CK B, M LAZRFIATIebey EAERHLDRD 2
EDRBD D,

11.1.10 #AELKEE (BEE KB
TAE, BFETH, KEAYH., DR, KL, BRE XBHEERLOLDLD Z
EDRBH D,

MBI RSy LiE (BHEARY])
Tua R TA e B —ORMIFEEICLD, QT IER, K, LONWEL
PEHYR~ I X T AMIERH DN ENRHDH, £z, K~ Fx v v Al
JEICEN LR vy AE, K4 U ¥ AMAES O BMRE R 245546
Wb, TNOOBEBMERENRDONWDIERD S bbb GEICIE, M~
TRV LREOREEZIT, BERNROOLNTEHAIT., ~ 7 XU L0
FEOWE) R IEZITH Z L, [8.4 5]




(2) ZothaalfEHA

11.2 Z0oEI1ER

5% A ifi

B E A

1 BEUE %

HIRS . %0 . S, EuRUE

Hib&

T WA, B
B R,

NN, HR

colitis,

R E A PN
lymphocytic colitis)

RS AT DR A 7/ S|
U HKIE, DY, K8,

(collagenous

T ik

AST, ALT, Al-P,

y ~GTP. LDH ® 5.

1%

A i ERE D |

AN TS N < Y

i Ao e

BHFEY,

AR GIE) |
R B R

ﬁm\bvﬁ@\%%\
9 OIRHE

DAt

FE R
B e
B, .
JLVTF=
RPN

i

B M, M RELE .
B . SR, B, A
AT, MK, & O BUN,
JREgE, RV ZVUt®TA K,
Mol ATa—)LD EH

9. MRBRERRICREIZE
RE SN TR

10. BEERE
REIN TV

1. BERLDIE

14 EBREDIE
14.1 ZFREFDIE

& DR

H R AR AEKR XX H &
ATESITEET B =

ko

5% 7 R UNEESR LIS OV IRIE . WaiE . Al K% Ot A

12. Z0MOEE
(1) BRIRERICEDCIER

15. ZOHDEE

15.1 BRER{ERHICED
15. 1.1 KA D #5258
15.1.2 K EEI4R X BH

15.1. 3 g1

< 1
Pl 4

5T

Nz ORERD 5,
BUFAEKOBEWIR T, Ya kR4 EH—
R B TEHLERIE I 5 IR B E

AR O [ A 1 R

Pr. FEHEH

WCEDIERERMT D2 EnH DT, EETRN
Tl EEERL TSI L L,
W ESASAY/AN

BRI W TEETEN 72 5

AR
Ir. FHEFHOU X?%ﬁﬂ




(2)

MREINTND, FriZ, BAELCEME (1 4FLLE) OREEZZ T A
FT, BIOU 27 B3I,
15. 1. 4N BT D EICABRBEZNRE LTEEROBIEMIE T, 7u hR
VT e X —EERELERFICBNW T/ A NIV TL T 4T 4 UL
WCED2HEBREDO ) 27 BMARESHLTWD,

FFERIREABRICE D < 1EHR

15. ZDhDEE

15.2 JEEREREABRICE D B

16.2.1 7 v MIZ 1.Tmg/kg VL L% 2 4ERIRR N & 5 Lz BERBR T, BT
A ROBERLLNIZEDBRERH D, ZOUWLVF /A4 ROBAEITITT v
MR RERBD O TN D,




X. ERRERARICEAT 51EE

1. FEIBEKER
(1) EMEEHR
(VI HEPIZB T 2 HHE ] OHSHE,
(2) REMEEKER
U ERR L
(3) ZDhdEEHAER
MM ERR L

2. HHHER
(1) BEHEEEHRER
M ER L
(2) REXEEEHEHER
MR L
(3) BEESHEHRR
M E R L
(4) BNARMERER
MR L
(5) EEFESMHERER
MR L
(%)
VI 6. (5)#khm | DB,
(6) BFTRIHRME R
MR L
(7) TOhoEHKRSH
MR L



. EEMEHICEY SEA

. BRI 5
i K o A AT T — LyE 20mg NP KL 5 5 [ SR 1, 1)
By AAT T —nF hY oA

E) EE-EMEOLGECLVERATLIZE

. AR
34

. AERETORE
2R PRAF

- BRVWEDEE

|

20. mMFWVEDEE
201 SAFEBREN R IO L TIRE T2 2 &,

. BERITEM

BEMEELTAR 2L
<FTvoLBY A
Z DD BERITERM e L

— 5 - R%E

— R A AT T — S R

2 e hrRCTA e — (FUYT T TRT T =T |
UL )

ol I

. EREEFAH

LN

C BERFARPEABRUVEARREES, EMEENSFEEARD, REHKEAH
G IR B AREHA H : 201048 7 H 15 H
(712014 4 2 A 28 H (2 il i 72 7K R & 7K fik

KR : 22200AMX00611000
AL HENVEAEH B 2010 4E 11 H 19 B
B 5e BRI 4A- H H : 20104 11 H 19 A



10.

11.

12.

13.

14.

. BhEEX IR EM,

LN

BEEHER,
LN

BEEEM
4 L2

REMMEHRICET DE®

ARANL, B (HDWVEREG) WRICET 2HIRITED S TR,

BEREREAREABRVZONE

AZERUVAEBZEEEMFOFABRUVENOASE

L£fEa—FK
AL 5 B8 WRIERS | o | LT MR
R 75 4% S Y I a— o WEL S 25
B o — (Y] 2—F) 7 Jla— R
FA TSI — )L
. 2329403D1041 2329403D1041 120333201 622033301
W 20mg NP

RIREH LDEE
ARANL,

I L DR IEEEMITEE LR,




XI. X#k

1. BIAX#E

D HTTE ¥ Mhmke : NEW KBRS dFTH 5 lt. p. 428(2008) . FFiLHE

2) A T8 fhime - NEW BB GT58 5 ilt. p. 85(2008) . FHiL%H:

3):::7tzwﬁ%tvﬂﬁi*+: sk 22 e M ak R

o AR R - e E MR R
&%7mmﬁwgﬂ Vs iR 1% 22 TE MERR R
oA E R - pH B EEER . Bl A 2 LR

T) AR E, fth. FRERL L JRHE. 1995:23 (Suppl. 8) 141-48 (L20200322)

8) —AFFKE, fl. SRER L ¥R, 1995523 (Suppl. 8) :49-59 (1.20200323)

9) ZAF kG, fl. SKER L 7R, 1995523 (Suppl. 8) :61-76 (1.20200324)

10) = 4FRKFG, fl. SEER & 7598, 1995523 (Suppl. 8) : 77-92 (L20200325)

11) =% 1F, fil. 3E8E & VA9, 199523 (Suppl. 8) :93-100 (L20200326)

12) ZRMEA K, . SEHEL & 7R, 1995523 (Suppl. 8) 1 101-112 (1.20200327)

13) F il Fnth, fl. SEEL & 7R, 1995523 (Suppl. 8) 1 113-125 (1.20200328)

14) (L FE LT, fl. SEHEL L 7595, 1995523 (Suppl. 8) 1 127-137 (1.20200329)

15) M AH ik (4 A 7 F — VM - 2001 4F 4 A 4 HAGR, HGEE M E
F.1.4). (3)) (L20230811)

16) HEME (A AT —/A1EM £ 201042 6 H 29 HAR, BEAREE) (L20230812)

17)Zollinger*Ellison JEWEREIC )3 2 FRRER (A A7 — LiEM 2001 4F 4 H 4
H&ARE, WESERHMEE K. 1.5)) (1L20230813)

18) A HEHT, fi. B FEEEFE. 1988;92:105-111 (1.20200330)

19)Wallmark B, et al.J Biological Chemistry.1985;260:13681-13684 (L20200331)

20)Elander B, et al.Scand J Gastroenterol.1986;21:268-272 (L20200332)

21) B By Wi AFE A R OVEBR ) B Hf okt 2 IsERRR (F A 77— Ve -
2001 4F 4 J] 4 HKRR., WEHFERMIEZEA. 1.1) (L20230814)

22)Larsson H, et al.Gastroenterology. 1983;85:900-907 (L20200333)

23) S BE R, f. B SKHEEE. 1988;92:39-47 (L20200334)

24) A 1AM, M. FKE LR, 1995523 (Suppl. 8) :21-29 (1.20200335)

25) Yamamoto 0, et al.Dic Dis Sci.1984;29:394-401 (1.20200336)

26) 24 K5fE] H N pH Ef-1 A 2 [l G- A 77 — /LM 12001 4 4 7 4 B KGR
HEE & RHEZE 1. 1. 3). (3)) (L20230815)

27) 24 Wi B N pH MR ET-8 L/ R 8 5B - (A 7T —) L3R £ 2001 42 4 A 4 AKX
B, HEEEMEE M. 1.3). (6)) (L20230816)

28) M EhRERAER-1 B 2 [0 6 0 & GHER-(F 2 77 — /L iEM 12001 4F 4 H 4 A KGR,
H RS R EE~. 3. 1). (1)) (L20230809)

_9g—



29) HH A, . SRER LRI, 1995523 (Suppl. 8) :5-20 (L20200308)

30) Landahl S, et al.Clin Pharmacokinet. 1992;23:469-476 (L20200309)

31)Naesdal J,et al.Clin Pharmacol Ther.1986;40:344-351 (L20200310)

32) Andersson T, et al.Clin Pharmacokinet. 1993;24:71-78 (L20200311)

33) Andersson T, et al.Eur J Clin Pharmacol. 1990;39:51-54 (L20200319)

34)Gugler R, et al.Gastroenterology. 1985;89:1235-1241 (L20200320)

35)Sutfin T, et al.Ther Drug Monit.1989;11:176-184 (L20200321)

36) Regérdh CG, et al. Scand J Gastroenterol 1985;20 (Suppl. 108) :79-94 (1.20200312)

37)Regérdh CG.Scand J Gastroenterol. 1986321 (Suppl. 118):99-104 (L20200313)

38) Cederberg C, et al. Scand J Gastroenterol. 1989;24 (Suppl. 166) :33-40(L20200314)

39) Andersson T, et al.Br J Clin Pharmacol. 1993;36:521-530 (L.20200315)

40) EEPT B fh. IS R am ¥ — BILAL;1996:33-33 (1.20200316)

41)Katsuki H, et al.Eur J Clin Pharmacol.1997;52:391-396 (L20200317)

42)Yasuda S, et al.Clin Pharmacol Ther.1995;58:143-154 (1.20200318)

43)MCHEFRIC L DB RERER (4 A 7T — VM 2001 4 4 A 4 BAR, BEEE R
BEZEA~.3.1). (2)) (L20230810)

Z OO SE R
B GRHR L



XI. s&&H#

1. EENETORTKRR
ML

2. BOYCE T HERIRIEER
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AKRICHET M EOEE Mkm, RAWBFE~ORG ] OHOFLHEITIUTOLEBY T
b, A=A T VT HEEITRRD,

9. RENERZHAILEEHICEHT HEE

9.5 1E4m
PR AT HEIR U TV 2 AIREME D & D LI IE, TR L oA IS PE a2 1l %
EHW SN DGR OHREGTH L, BMER (V¥ X0 138mg/kg) THIE
mE GECWIRR o) AHEShTnd,

9.6 RELIF
B EOARMER ORARBOAEMEZZE L, RO I 2 HBF T 5
L, WMER (7 v MER bng/kg) T, BALPABITTLZIEAHRESATY

D
3 JA
F—ANZUT DIEE B3
(An Australian categorisation of risk of drug use in pregnancy)

% : Prescribing medicines in pregnancy database (Australian Government)
<https://www. tga. gov. au/australian-categorisation—-system—prescribing-
medicines—pregnancy> (2026 4= 8 A7 7 & R)

2% O

F—A ST VT DI

B3 : 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 have shown evidence of an increased occurrence of fetal

damage, the significance of which is considered uncertain in humans
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[BI#K1] ARAT7F Y —NEF20meg NP OESELRE (A) FEREM
a B4 A ma
3 o Bl B (ml.) | ACFHTE ff k(L) HEER o . . . . fLrakisrs
F 1= 4 W 1T AZQ .A’u} % 1IREf BIRFfRI BIRF[H] 7 242
A BRI R AN G AR
S @ | AR - - - -
MY L9 100 mL | 20 mL =2 i1 @ @ @
1 N, K T pH 4.57 — — — —
o sal 3 40) 84.26 . _ _ -
P (%) 100.00 — — — —
S @ | AR - - - -
SETTN 500 mL | 20 mL = @ @ @ @
o | ﬁ’gﬁ“z PN an | pH 4.47 - - - -
R sal 3 10) 75.34 - - - -
(%) 100.00 — — — —
; AT e 100 mL 20 mL Hﬂ{ﬂ]j — @ @ @ @
N3 =} 7 P . - - - -
7l sal 3 10) 79.15 - - - -
(%) 100.00 — — — —
ﬂ#ﬁ A@Eﬂ 17“&&'3&(%}_% - - - -
A B e 500 mL | 20 mL ngzﬂ]j e @ @ @ @
FE = T p . - - - -
7l sal 3 10) 72.11 - - - -
P (%) 100.00 — — — —
S G | HEAED HE A - - -
TRl . 100 mL | 20 mL SR [©) @ @ @
5 Witk KELY; pH 6.93 6.95 - - —
it sal Eh (%) 96.97 78.35 -
(%) 100.00 80.79 - - —
S G | HEAED I £4 7 - - -
TRl . 500 mL | 20 mL 2] @ @ @ @
6 P KFETH pH 6.92 6.93 - - —
it sal Ef (%) 93.03 73.67 -
(%) 100.00 79.18 - - —
S8 ] | HEAET £, 75 - - -
- FaF7 e 100 mL 20 mL 5 ngi{l‘m — 6(?0 @ @ @
N NPT P . . - - —
12X sal Eh (%) 97.40 85.74 -
(%) 100.00 88.02 - - —
S ] | HEAED £, 75 - - -
. FaF7 - 500 mL | 20 mL > ngi{gﬁ = 6%)9 @ @ @
N NPT p ] ) Z , —
12XHEH I sal Eh (%) 98.30 86.14 -
(%) 100.00 87.62 - - —
S iR | e s - - - -
F o F ok 100 mL | 20 mL 2] @ @ @ @
9 - HLFD pH 5.45 — — — —
sal o i (%) 94.11 — — — —
(%) 100.00 — — — —
S @ | AR SR04 P - - -
F o F ok 500 mL | 20 mL 2] ® @ @ @
10 o HLFD pH 5.38 5.39 — — —
sal o i (%) 92.70 61.65 — — —
(%) 100.00 66.50 — — —
S8 @ | AR £, 75 £, 75 e 75 T i e
vy 2 -T35 100 mL | 20 mL =2 @ @ @ ®
11 Wit R pH 8.07 7.97 7.71 7.53 7.19
d sal o i (%) 100.56 100.63 99.97 97.17 86.34
P (%) 100.00 100.06 99.41 96.62 85.85
S @ | AR PR VB - - -
vy 2 -T35 500 mL | 20 mL SRR ® @ @ @
12 Wit USOF 3 pH 5.62 5.64 - - —
it sal Eh (%) 97.15 76.13 - - -
(%) 100.00 78.36 - —
g ©W | BBAED - - - -
T4 100 mL | 20 mL : STAlG @ @ @ @
13| V' — V351 | KIFE T8 pH 4.72 - - - -
% sal (%) 82.88 - —
(%) 100.00 - - - —
g ©W | BORAED] - - - -
T4 500 mL | 20 mL 5 ST A @ @ @ @
14 | V' — V351 | KIFE T8 pH 4.59 - - - -
% sal o (%) 81.02
(%) 100.00
S8 ] | A - - - - '
A% a—LR B 100 mL 20 mL > S @ @ @ @ *Smmﬂ::ﬁ:':"(“%%
15 Wit KFETH pH 5.00 - - - - (=N SN
i sal &R (%) 90.22 -
P (%) 100.00
%#ﬁ _ﬁé)ﬁ ﬁ%é(ﬁ% - - - - *Smmfif(ﬁé
Fxa—LR| . 500 mL | 20 mL ] @ @ @ @ =l 3=
16 Wit RFETH pH 4.88 - - - - L7-10minf&
it sal S8 (%) 85.66 TR A
(%) 100.00 - - - - L
8 B | AR £ 75 1 (0,75 B (0,75 1 I (7 75 B
S5y 100 mL 20 mL ST [©) [©) [©) ®
17 % RFETH pH 9.22 9.14 9.00 8.91 8.74
sal o i (%) 98.93 99.00 98.17 97.84 93.89
(%) 100.00 100.07 99.23 98.89 94.90



NP03449
取り消し線


(31l A A7 5 Y —N1EA20me NP OESELRBR (A)  BREFM (05%)

AT B 15 3541 [Ihgey
3 BL i (L) | AHEAR ik (mL) WEER Lrakiers
F 1= 4 W i ALU AZU % 1HER % BISES [SiES 24
ARG | A
S G | EAED RG] 1 (7 75 B £ P £, P
S5y 500 mL | 20 mL o | —— ©) @) ©) ©
18 o RFETH pH 8.42 8.35 8.36 8.21 8.31
sal o i (%) 99.80 99.88 99.31 98.65 93.17
FEAT (%) 100.00 100.08 99.50 98.84 93.35
S @ | AR e 75 T e, 75 HE£0 7B A TR (75
S5y 100 mL | 20 mL > ST AT / [©) [©) [©) @)
19 o RFETH pH 9.11 9.04 8.99 8.86 8.70
5%Glu o i (%) 99.52 99.35 98.86 98.30 95.64
(%) 100.00 99.82 99.33 98.77 96.10
S8 @ | AR e 75 (0,75 e, 75 T RG]
S5y 500 mL | 20 mL 5 ST A / [©) [©) [©) D
20 o RFETH pH 8.34 8.35 8.28 8.17 7.91
5%Glu o i (%) 99.70 99.48 98.35 98.08 93.52
(%) 100.00 99.77 98.64 98.37 93.80
S ] | EAED e, 75 1 e, 75 1 - -
SRy 100 mL | 20 mL o | —— @ @ @ @
21 SRS B ik pH 8.00 6.84 6.63 - -
THsE sal sal R0 98.35 97.76 93.83 - -
P (%) 100.00 99.40 95.40 - -
S G | HEAEY £, 75 e, 75 B - -
A 100 mL | 100 mL > SEAT / [©) [©) @ @
22 SRS B ik pH 8.11 6.81 6.60 - -
neg sal sal 2 Bk () 98.42 98.06 94.42 - -
(%) 100.00 99.63 95.93 - -
S ] | HEAED e, 75 e, 75 M (B i -
A 100 mL | 20 mL o | —— @ ©) ® @
23 SRS B ik pH 8.28 7.05 6.64 6.54 -
THsE 5%Glu | 5%Glu o i (%) 99.23 98.78 95.49 88.60 -
%) 100.00 99.54 96.23 89.28 -
S ] | A e, 75 e, 75 M (B i -
ARy 100 mL | 100 mL > SEAT / ©) ©) ® @
24 SRS B ik pH 8.22 7.16 6.81 6.58 -
R 5%Glu | 5%Glu o i (%) 98.93 98.74 95.87 88.99 -
(%) 100.00 99.80 96.90 89.95 -
S8 ] | A F R L)) (0,75 (0,75 1 o 10 P
TP AT | FrrS 100 mL | 20 mL S / [©) [©) [©) ©)
25|, L =% pH 8.84 8.53 8.05 7.33 6.81
a & sal sal % A0) 99.05 98.91 98.57 96.82 70.26
(%) 100.00 99.85 99.51 97.74 70.93
S ] | A (0,75 1 £ 75 (0,75 o 10 P
w772V | 7r7S 100 mL | 100 mL o | —— [©) [©) [©) ®
26|, L =% pH 8.72 8.40 7.94 7.31 6.73
a & sal sal % A0) 100.14 99.98 99.17 97.82 69.61
(%) 100.00 99.84 99.03 97.68 69.51
S ] | A (0 75 (0 75 (0 V5 ke o 75 B
BT P AT | FRrS 100 mL | 20 mL > AT / ©) ©) ©) ®
27| L =% pH 8.63 8.23 7.55 7.01 6.69
“ & 5%Glu | 5%Glu | &%) 98.82 98.38 97.57 94.78 63.75
(%) 100.00 99.55 98.73 95.91 64.51
S ] | SREEN - - - -
MV.IEE (7 500 mL | 20 mL S | — @ @ @ @
287 L V8= pH 4.62 - - - —
/ sal sal o i (%) 69.58 - - - —
(%) 100.00 - - - —
= i % L L 7 I — — —
472 00mL | ygpy, | A G| REER- RAGET g @ @
29| - ATV AR | S, o pH 5.56 5.68 - - -
VESH 7077 sal =0 92.79 70.50 - - -
7E FEAEE(%) | 100.00 75.97 - - —
ET VR H VR H — — —
472 0mL | gy, | AR G | NOER— G @ @ @
30| - wATFV ARER| S pH 5.86 5.97 - - -
VESH 7077 sal =10 95.95 81.81 - - -~
7k FRA7 (%) 100.00 85.26 - - —
] B | A L2, 75 1 A& aB T - -
LTI omL | 20mL | Ml | T —— D ® @ ®
31 K K pH 8.54 8.37 8.06 - —
500mg sal o (%) 98.03 97.83 74.62 - —
(%) 100.00 99.79 76.11 - —
i | MR e, 75 e, 75 HWAEY]  EEANEDT
LTI omL | 100mL | M | T —— D D D ®
32 K K pH 8.31 8.01 7.57 7.23 6.73
500mg sal o (%) 99.86 99.94 98.57 95.87 63.03
P (%) 100.00 100.08 98.70 96.00 63.11
o S @ | AR e 75 FEan AT - -
| N 2 mL 20 mL > gqi{ﬁﬁ/ [©) ® @ @
33 K HH pH 8.55 8.26 7.69 - —
500mg 5%Glu o i (%) 98.61 98.29 90.80 - —
(%) 100.00 99.67 92.07 - —
S @ | AR e, 75 e, 75 T e, 75 i o yE
7 e 200 mL | 20 mL Lo | —— [©) [©) [©) ®
34 i RPN pH 7.93 7.86 7.67 7.46 6.85
sal o i (%) 99.98 99.50 98.65 97.67 84.20
(%) 100.00 99.51 98.66 97.68 84.21




[BIfK1] A A7 Z Y —NEA20mg NPl OEESELRER (A) HEFEMW (03%)
B B 15 3541 [Ihgey
3 Bc A5 (mlL) WEEA IR
F 1= 4 W i AL’J P % 1HER % BISES [SiES 24
A BRI R AN G AR
S @ | AR FEEREL] I £4 7 5,75 1 i e
7 e 200 mL | 100 mL 2] [©) ©) @ ®
35 i RPN pH 7.88 7.81 7.67 7.52 6.98
sal o i (%) 100.05 99.40 99.15 97.87 84.77
FEAT (%) 100.00 99.35 99.10 97.82 84.72
S @ | AR S £0 7 S £4 7 e 75 o 10 P
7 e 200 mL | 20 mL A @ @ @ ®
36 i RPN pH 7.94 7.82 7.66 7.44 6.90
5%Glu o i (%) 99.34 99.29 98.36 97.61 83.22
(%) 100.00 99.94 99.01 98.25 83.77
S @ | AR HE£0 T e £0 7 0 T T o5 o 7 ]
2 e 200 mL | 100 mL 2 @ @ @ ®
37 i RPN pH 7.72 7.54 7.48 7.19 6.82
5%Glu o i (%) 99.66 100.50 99.10 96.99 80.56
(%) 100.00 100.84 99.43 97.32 80.83
S | A e £4 7 e, 75 1 o £ P -
==y X 10 mL 20 mL S ©) ©) ® @
38 5500 o pH 9.36 9.35 9.31 9.29 -
#500mg sal R0 98.64 98.44 98.21 97.89 -
P (%) 100.00 99.79 99.56 99.23 -
S ] | A F =R L] F RG] 8,75 o (0 P
==y X 10 mL | 100 mL S ©) ©) ©) ®
39 5500 o pH 9.22 9.20 9.17 9.15 8.93
#500mg sal R0 99.09 99.06 98.65 98.34 95.80
(%) 100.00 99.96 99.55 99.24 96.67
S ] | A F Rl e 75 s 10 P -
==y X 10mL | 20mL TS @ @ ® @
40 500 o pH 9.29 9.27 9.20 9.13 -
#500mg 5%Glu | &%) 98.37 98.10 97.60 97.72 -
(%) 100.00 99.72 99.21 99.33
S i B - - - -
VAR 2 mL 20 mL 2 @ @ @ @
a) o NBI pH 8.55 - - - -
Hhdmg sal Eh (%) 96.21 - - -
(%) 100.00 - - - -
o158 i | el | el | el BReaEs  Rearkiairh
Viaty » 2mL 20 mL MM | — ) ) ) ®
42 L vEomL REESK, pH 8.91 8.92 8.88 8.87 8.80
m sal o i (%) 98.81 98.72 98.35 97.82 89.60
(%) 100.00 99.90 99.53 98.99 90.67
e O [ FEACHGHEY] FEAL BOED (FEA CRGHD] FAL BOEY RiE OB
VLaty e 2 mL 100 mL 2] @ @ ®
43 vEomL RZESK, pH 8.82 8.81 8.78 8.74 8.65
m sal o i (%) 100.46 100.24 99.84 99.19 94.98
(%) 100.00 99.78 99.38 98.73 94.54
S @i | el | BBl | PBaEl BBl  RearkaiTh
ViLaty o 2mL 20 mL ’ FEAT / @ @ @ ®
44 S vEomL RZESK, pH 8.87 8.86 8.84 8.82 8.72
m 5%Glu o i (%) 99.60 99.21 98.96 98.33 92.49
(%) 100.00 99.60 99.35 98.72 92.86
_ S i | EAEY] RG] 1 (7 75 B MECOTER] R RS AT
TN RT _ 2mL 20 mL : STA D D @ ®
e | AT T
45| UK =% pH 8.83 8.82 8.80 8.78 8.83
10mg sal & i (%) 99.81 99.63 99.44 99.60 87.51
(%) 100.00 99.81 99.62 99.78 87.67
_ S G | EAEY] 46 P 1 (7 75 B 10, 7 10 7
AN _ 2 mL 100 mL = D D D ®
e | AT T
46| UK =% pH 8.71 8.67 8.61 8.61 8.47
10mg sal & 1 (%) 99.70 99.78 99.91 98.95 91.62
(%) 100.00 100.08 100.21 99.24 91.89
_ S G | EAEY 16 7 10 75 MECOTER] R RS AT
FY Lt __| 2mL | 20mL g ©) [©) &) ©)
g | AT T
47| U =% pH 8.82 8.81 8.80 8.78 8.85
10mg 5%Glu o i (%) 100.69 100.56 100.64 100.26 78.93
(%) 100.00 99.87 99.95 99.57 78.38
_ S i | EAEY RG] 1 (7 75 B £ 7 10 75
ANV = 2 mL 100 mL = D D D @
e | AT T
48| UK =% pH 8.60 8.56 8.52 8.49 8.38
10mg 5%Glu o (%) 100.13 100.13 99.95 98.70 94.71
(%) 100.00 100.00 99.82 98.57 94.58
e o158 R [EREN L] (e & (0 & (o & (0B
7 RTE 2mL 20 mL G 0) 0) 0) 0)
49| (BArM) | B =2 pH 9.22 9.22 9.22 9.20 9.15
100mg sal & i (%) 100.23 100.27 100.08 99.13 96.02
P (%) 100.00 100.03 99.85 98.90 95.79
R s G0 | EEED R R R R
7 RTE 2mL | 100 mL o | — 0) 0) 0) 0)
50| (BARA) | B =2 pH 9.06 9.02 9.00 8.97 8.90
100mg sal & it (%) 100.14 100.14 100.26 99.49 95.12
(%) 100.00 100.00 100.11 99.35 94.98
- o158 =5 (RN (RN (RN & (75 B & (V8
7 RFE 2 mL 20 mL ST D [©) [©) [©)
51| (kM) | B =2 pH 9.18 9.17 9.15 9.13 9.06
100mg 5%Glu o i (%) 101.21 101.11 100.76 100.61 96.70
(%) 100.00 99.90 99.55 99.40 95.54




[BI%K1] ARATFZY—AEH20meg NP OESZELRAER (A) FHRHFMW (03%)
. B4 A A
4 L | meen |AmEmeeD| s » ) ) ) ) s
F 1= E2NE D i AZQ .A’u} % 1HER % BISES [SiES 24
A BRI R AN G AR
o S G | OB OB OB OB R
7 Rk 2mL | 100 mL SE AT 0) D D D
52| (FRIRA) | Hi =2 pH 8.85 8.82 8.79 8.74 8.70
100mg 5%Glu o i (%) 100.20 100.08 99.74 99.07 93.63
(%) 100.00 99.88 99.54 98.87 93.44
S G | EAED] (0 75 (0 5 B O aATH
A2 5 mL 20 mL ’ A @ @ @ ®
53 iise, | ATk pH 8.85 8.86 8.85 8.84 8.83
’ sal o i (%) 98.73 99.05 98.86 98.19 91.64
FEAT (%) 100.00 100.32 100.13 99.45 92.81
5 L 100 mL | AM8 %:%;? FERE | ﬁiﬂ—fﬁ@gﬁﬁﬂ ﬁﬁ@gﬁﬁﬂ ﬁ%ﬁ@gﬁﬁﬂ ’rn‘&ﬁgiﬁﬁﬂ
0 N - Bt
54| .C =4k pH 8.78 8.75 8.71 8.64 8.47
k8% sal o i (%) 98.27 99.07 98.76 97.94 93.93
(%) 100.00 100.81 100.49 99.66 95.58
FEX I £ Y B I £ Y B I £ Y2 B (R -
Lo s smL | 20mL | MR Sy © © ® @
55| T |-k pH 8.87 8.75 8.61 8.52 -
k8% 5%Glu o i (%) 98.07 98.05 98.02 97.43 -
(%) 100.00 99.97 99.94 99.34
5 L 90 ml, | 4ME %% I ﬁ%ﬁﬁﬂ ﬁ%ﬁﬁﬂ ﬁ%ﬁﬁﬂ (;)
56 7;{;; Eg Véi/ pH 9.37 9.33 9.28 9.15 -
vam sal % A0) 98.94 96.85 93.08 84.88
i%ﬁ%é{(;/o) 131]1?3'00 m?%BS m?%m 85.78
P g | JEAED] T €75 7] TE@IET - -
et I smL | 20mL | M Gy ) ) ©) ©)
57 O o sy 77— pH 7.91 7.92 7.93 - -
’ v sal & h (%) 99.43 96.39 91.63 -
20mL i%ﬁ%é{(;/o) 1]111920.00 1]119%94 ﬁ%w — -
[ 3 G e £ R e £, PR e £4 7 B 4 7 Y -
it I smL | 100mr | 8 G i o o o @
58| 00 o T y—=r pH 7.88 7.88 7.88 7.89 -
" M sal o i (%) 101.66 102.17 98.45 94.88
20mL i%ﬁ%é{(;/o) 1]1]%.00 1311(330.50 mgg&; 93.33 -
W RA | M I B R - -
B s | smL | 2omn | B G ) ) ©) )
59| 00wy 77— pH 7.96 7.77 7.64 - -
’ v 5%Glu & h (%) 98.94 96.31 90.99 -
20mL FRAF5(%) 100.00 97.34 91.96 - -
. . 1 mL s Gl | TEEED] WEAET  RRAET | g ee ) -
Ve AR Sy 20 mL SEAG D ® ® @
60| m—/biE | T s pH 9.25 9.07 8.87 8.67 —
JA40mg NP sal o i (%) 98.65 98.86 98.59 98.08 —
i FEAFR(%) 100.00 100.21 99.93 99.42 —
. 1 mL s B | AT RaED] RS | REEET  (POREE
Jv e AR S 100 mL STAf D D D ®
61| o— & q)Z_ s pH 9.08 8.95 8.72 8.54 8.07
Fi40mg IR sal & i (%) 99.36 99.49 99.36 98.99 94.72
i FEAFR(%) 100.00 100.13 100.00 99.62 95.33
. 1 mL sl | TEEIED WAET | Rk EED - -
V)b e AR S 20 mL S A ©) ® @ @
62| o—LE %7__ — pH 9.20 9.10 8.94 — —
fl40mg ITERE 50Glu & h (%) 98.71 98.36 98.30 — —
i FEAFR (%) 100.00 99.64 99.58 — —
SMERE A E O A B &bk L, <&k L.
QELAER EEEL, DT dHY.
%ﬁﬂﬁlﬁgﬁ_ L, OB LB Y.
FEhatd.

sal: £ BRAIRIK
5%Glu : 5%~ K

v B




[FIf%2] FAFT Y — A EMA20me NP DEAZELRR (B) FEREH
Ji £ A Bl A
(RS — e — " )
#5 4 Wi ﬁh”gi( v Mu@?ﬁ o A W% 1553 30237 1R % 3R 4 6 IH 4 s |
A B R AF AR
S i | WEEH OB EEER - - - -
73 MY B 850 mL | 20 mL Sl | D D @ ) )
1|7 ol banee | RELY pH 5.54 5.54 5.54 - - - -
AL sal fr% 7_(0(4]) | 96.44 - 80.70 - - - -
(% 100.00 - 83.67 - -
o158 EE RS RS e S RN - - - -
PN 3 1000 mL | 20 mL S | D D @ @ @
2 o BTk KZE T pH 5.37 5.37 5.37 - - - -
R sal S8 %) 93.03 - 73.97 - - - -
BAF(%) | 100.00 - 79.51 - - - -
M‘gﬁ ﬁﬁ)ﬁ 1&%@@% - - - - - -
AT B 1000 mL| 20 mL A | — @ @ @ @ @ @
3 C 2 FE pH 4.47 - - - - - -
7RF$E’JM§Z sal f{_‘%ﬁ‘(?) ) 90.91 _ _ _ _ _ _
(% 100.00 - - - - - -
j . o158 G | mEEY] MEARE AR - - - -
-z 1100 mL| 20 mL S | D D @ @ @
4 | A 25| BROFE pH 5.09 5.08 5.08 - - - -
i3 sal &1 (%) 93.33 - 65.85 -
BAFE(%) | 100.00 - 70.55 - - -
e (O | YT W AT R AT - - - -
. TBY | 1003mL | 20 mL i | D D @ @ @
o2 e pH 5.28 5.28 5.28 - - - -
7 25 i sal (%) 97.27 - 73.44 -
FEAFE(%) | 100.00 - 75.50
g | Gl | IEEIET - - - - - -
2=HU | _ 1000 mL | 20 mL T @ @ @ @ @ @
6 Rl I pH 4.27 - - - - - -
7 Lt sal E@f%@(o)) 86.68 - -
1R (% 100.00 - -
BT EEET EEER - - - =
rimyy| 500mL | 20mL | M g o) o) @ @ @ @
T i FILE pH 5.34 5.35 5.35 - - - -
iR sal fr% 7_<°(o) | 93.59 - 74.38 - - - -
(% 100.00 - 79.47 - -
o158 k| MEAEE]  MAEE MEEE A - - -
FIz=w s 500 mL | 20 mL A ©) ©) ©) @ @ @
8 Wi USOFS pH 7.18 7.18 7.18 7.18 - - -
i AL | sal ﬁ@r%(zﬂ) | 98.79 - 95.85 92.56 - - -
1P (% 100.00 - 97.02 93.69 - - -
S o | WOEH  REEH  RAGENR - - - -
73 LN o 200 mL | 20 mL AT ©) ©) @ @ @ @
9. R KRFE L pH 5.93 5.93 5.93 - - - -
il sal &ff% *<°(o> : 93.43 - 85.09 -
1 (% 100.00 - 91.07 - - - -
20mL, 90 mL | M f%%% i £, VES ) ﬁ%@éﬁﬁﬁ ﬁ%@éﬁﬁﬁ ﬁ%@éﬁﬁﬁ ﬁ%@éﬁﬁﬂ ?ﬁ%@éﬁﬁﬂ %E%‘ﬁﬁﬂ
e e E\'
10 kﬁf‘& KE T pH 9.14 9.13 9.16 9.17 9.10 9.07 8.95
’ sal & (%) 98.69 - 98.76 98.79 98.07 98.01 95.43
BAr (%) 100.00 - 100.07 100.10 99.37 99.31 96.69
20mL 90 mL | AME %?.g A2, P B Wé@sﬁﬁ)ﬂj Wé@sﬁﬁ)ﬂj Wé@sﬁﬁ)ﬂj Wé@sﬁﬁ)ﬂj Wé@sﬁﬁﬂ (ﬁ#%{ﬁ‘ﬂ)ﬂ
o s
11 j‘iﬁ;ﬁ”ﬁz KIEZ T8 pH 8.95 8.97 8.96 8.95 8.90 8.88 8.83
0 sal & (%) 99.20 - 98.85 98.87 98.56 98.12 95.64
A7 (%) 100.00 - 99.64 99.66 99.35 98.91 96.41
S8 i | MEEy]  Remy]  ReEy O RAEE L RAEH EEAEN -
Je B 3 20 mL 20 mL STAH [©) [©) [©) [©) @)
12 0% INER ) pH 8.44 8.42 8.41 8.39 8.30 8.23 -
’ sal & (%) 98.92 - 99.00 98.92 98.09 97.09 -
BEAr (%) 100.00 - 100.08 100.00 99.16 98.15 -
oH | MEfayREH MEfYRER | MEEER] MEYREH | MEEER] MEAYREH | MR R
U h— 500mL 20 mL | 7M& =T D D D D D D
13| TEE% 7 pH 8.96 8.85 8.85 8.83 8.75 8.80 8.72
(77— sal &8 (%) 98.77 - 98.87 98.71 98.28 98.13 94.31
AT (%) 100.00 - 100.10 99.93 99.50 99.35 95.48
o158 o | MEVER]  MefgER] Mt RE] MEfgER] Mt RE] MEEVERT] AR
Y=y k 500 mL | 20 mL A ©) ©) ©) ©) ©) ©)
1417 5 o TA vk pH 8.87 8.87 8.96 8.88 8.82 8.80 8.77
’ sal & (%) 99.53 - 99.31 99.31 98.44 97.94 96.04
A7 (%) 100.00 - 99.77 99.77 98.90 98.40 96.49
500mL | 20mL | #MEl Eﬁﬁﬂ A2, P ﬁé@éﬁﬂﬂ ﬁé@gﬁﬂﬂ ﬁé@gﬁﬂﬂ ﬁé@gﬁﬂﬂ ﬁé@;ﬁﬂﬂ 17“&%%?%%
NS I . m m af
15 7\{*1%00/ W g pH 8.11 8.14 8.10 8.04 8.03 7.96 7.82
#x10% sal (%) 99.94 - 99.68 99.56 98.73 97.45 90.72
AT (%) 100.00 - 99.73 99.61 98.78 97.50 90.77
o158 Gl | MEEED] MEEE AEE AR - - -
TIVT | 500 mL | 20 mL aFifi ® ©) o) @ @ @
16| e INER pH 6.69 6.67 6.66 6.66 - - -
i sal Eﬁf%(‘?) ;| 90 - 95.53 91.38 - - -
R (% 100.00 - 95.81 91.65 -
S B | EEEY] B EEN e sy - - - -
N 500 mL | 20 mL Sl | ® ® @ @ @
17 |EL-35#ik| RoH# pH 5.53 5.52 5.52 - - - -
sal 7w (%) 96.55 - 84.83 -
A7 (%) 100.00 - 87.86 - - - -




[B14%2]

ZA ST —NEF20mg NP DEAELERE (B)

FERFE (DD%)

P Ji £ A Bl A
i AR (n A Bz e
gg; Ea B ’ gw( v MJ@?Z\*( v e Witk 15504 30431 % S B st |
A B R AF AR
G | AT e e s - - - -
743G 500mL | 20mL | ML S | T —"""5 © @ @ @
18 o BN pH 5.39 5.40 5.40 - - - -
sal 7w (%) 96.49 - 81.87 - - - -
&%ﬁ?ﬁfg)}i 4Hl}gﬁg.oo)q w@— - ﬁ%&tﬂ -
Bl Ji: £, e ESRE ERE ~ — — —
% —2D 200 mL | 20mL | 7ML T | ® ® @ @ @
19 i SFn pH 5.44 5.44 5.45 - - - -
sal o 1 (%) 96.28 - 79.58 - - - -
P17 2(%) 100.00 - 82.65 - - - -
oM gk | MEEED] MOWE  EEEE D Al O -
W4 —2F 500 mL | 20 mL G ——— @ ©) ©) ©) ©) @
20 & BN pH 7.29 7.29 7.31 7.29 7.26 7.23 -
sal 7w (%) 99.47 - 98.59 98.23 96.34 94.27 -
AT (%) 100.00 - 99.11 98.75 96.85 94.77 -
S8 o | BEEy Ry REEE O EAEY By EEEH EEEH
o 500 mL | 20 mL A | ——— @ ©) ©) ©) ©) ©)
21 | KN158iE | KE T8 pH 8.31 8.29 8.25 8.25 8.24 8.11 7.69
sal & (%) 98.89 - 98.65 98.51 98.06 97.55 93.15
P17 2(%) 100.00 - 99.75 99.61 99.16 98.64 94.19
258 g | HEEED EEWE | EEED  EEED  EAEE Bus Ay -
U ng | 500 mL | 20 mL S | D D D D ®
22 Wit FILE pH 6.88 6.98 6.96 6.86 6.87 6.86 -
e sal L (%) 99.32 - 98.82 97.95 95.33 91.27
P (% 100.00 - 99.49 98.62 95.98 91.89 -
S8 G | BEEY  BEeEly  BEEE AT BEEY O BEEH ML AEY]
yrsaal| 500 mL | 20 mL ST D D D D D ©)
23 Wit FIE pH 6.92 7.02 7.06 6.94 6.97 6.92 6.81
it sal & (%) 98.91 - 98.60 98.44 96.77 94.12 76.52
P17 E(%) 100.00 - 99.68 99.52 97.83 95.15 77.36
g L R | MECATEE] e s e - - - -
N o 500 mL | 20 mL AN | _— ® ® @ @ @ @
24 | KN4 5 | K155 pH 5.69 5.65 5.68 - - - -
sal 7w (%) 96.93 - 87.88 - - - -
AT (%) 100.00 - 90.66 - - - -
i G | BEEy  ReEy]  REaEE Rapy By BEEH MR aEy]
YLFELE | 500 mL | 20 mL A |_——— @ ©) ©) ©) ©) @
25 Wit FIE pH 7.41 7.41 7.41 7.36 7.31 7.25 7.12
it sal & (%) 99.85 - 99.48 99.36 98.65 97.06 88.38
Eﬁi}%ﬂ% %(g.{goﬁ W%ékﬂ K%&)éz% : 99.50 98.79 97.20 88.51
R | AR e R e s - - - -
U T 500mL | 20mL | B g | —— "0 ® @ @ @
26 it R pH 5.70 5.70 5.71
iR sal L (%) 96.42 - 87.78
B 2 T i
| dEf PR AP ORI - - - -
vy #-T3 200 mL | 20 mL | /Ml Sl |_— D ® @ @ @
27 B G VS2F S pH 5.79 5.74 5.76 - - - -
it sal S () 96.51 - 88.42
P17 E(%) 100.00 - 91.61 -
S B | EEEY] B EEE KeE R - - - -
Y, 500 mL 20 mL S | _— ® ® @ @ @
28 - Hl e URF = pH 5.94 5.93 5.94
e sal L (%) 98.46 - 92.96
&%ﬁzf:gjﬁ 4Bl}ﬁ(g.ooﬂ ﬁé— - 4&9%41)@
| dmEfn P e £8 Ve Ji: 8, e H - - - -
g naal s00mL | 20mL | MM Gy | T ——— TG, © @ @ @ @
29 e FILE pH 6.03 6.01 6.01 - - - -
i sal L () 97.94 - 93.00
P17 E(%) 100.00 - 94.95 - - - -
g L | MEfAVREH  MEfYREH MEEER] A BRI — —
sy N 500mL | 20 mL Al | — @® @® @® @ @
30 Diie TILE pH 6.66 6.52 6.56 6.50 6.52 — —
di sal L (%) 98.46 - 96.53 95.04 89.13 — —
&%ﬁzf:/(g)% 4Bl}ﬁ(g.{gkoﬂ - 98.03 96.52 90.52 — —
A | Mg P - - - - - -
pyoy—| | somL | zomL | B G| T ——— @ @ @ @ @ @
31 - INER ) pH 4.86 - - - - - -
o sal ?g“%(?) | 91.36 - - - - - -
1P (% 100.00 - - - - - -
oM [ REESCEEE 2R AR SR SRR 2R ]
s bwy| =7n | 200ml ) 20mL Al | — O D D D D D
32| v rHD) | 7y pH 8.60 8.68 8.58 8.58 8.47 8.46 8.38
# / sal L (%) 100.07 - 99.73 99.92 99.30 98.70 94.73
&%ﬁzf:/(g)) ﬁ}i(g.{%oﬁﬂ ﬁ@%aﬂ 4]E9%66)q ﬁggszs 4&9%23 4EE9%63 4&9%66
o | ey e P £ P £ P £ P £ P A
TR 500 mL | 20mL | #MEL gﬂg gﬁ gﬁ gﬁﬂﬂ gﬁﬂﬂ gﬁﬂﬂ @{ﬁﬂ
33| PL 7 R pH 8.83 8.89 8.80 8.86 8.76 8.62 8.47
Y —] sal & (%) 99.83 - 99.97 99.67 98.99 98.58 94.90
TR H(%) 100.00 - 100.14 99.83 99.15 98.74 95.06
s, | R | FEEIED] - - - - - -
7 U435 . 500 mL | 20 mL SEAl @ @ @ @ @
34 it KE T pH 5.01 - - - - - —
! sal & (%) 91.85 - - - - - -
A7 (%) 100.00 - - - - - -




[BU#k2] A AFF Y —AEMA20me NP ORASEILRB (B) MFHRFEM (03%)

e Bl A 3] Bl A
[558) gm A i Ak (m WE T ]
gﬁ, Ea BLEE (& o Mjﬁgu o e Witk 15501 30431 % S B aamsmg |
%I} «%ﬁ AF VA RE
S8 ol | EAED] AR Ol Bl EEED EEEH EEEH
SUF ey ~ 500 mL | 20 mL M | — ©) ©) ©) ©) @ @
35 Gt KZE T pH 8.44 8.37 8.46 8.43 8.35 8.27 8.12
i sal L () 100.01 - 99.81  100.11  99.31 98.75 94.26
TR H(%) 100.00 - 99.80 100.09 99.30 98.74 94.25
S B | EEEY] B EEE K E R - - - -
75 23 B 500 mL | 20 mL G — ©® ©) @ @ @ @
36| " oy 73 pH 5.27 5.28 5.28 - - - -
= sal L (%) 98.70 - 72.01 - - - -
A7 (%) 100.00 - 72.95 - - - -
I8 o | MEEY Ry REaEE Ry REEH fesGEd -
ey ) 3mL 20 mL i |_——— | @ ©) ©) @ @ @
37| st Wik pH 9.43 9.30 9.21 9.11 8.91 8.75 -
e TS K sal & (%) 97.31 - 97.34 97.42 97.01 96.66 -
TR H(%) 100.00 100.03 100.11 99.69 99.33 -
. , S8 R RSB Y %’é B T - - - -
INSRIRY 20mL | 20 mL Sl | _— 0) 0) @ @ @ @
38| vipEM1g| ®HE pH 6.52 6.55 6.59 - - - -
S K sal 7 (%) 95.01 - 93 04 - - - -
AT (%) 100.00 - - - -
g Gl | BEEED] ET] ﬁﬁ(ﬁfé{éﬂﬂ — — - -
39| "o TP pH 8.77 8.42 8. 18 — — - -
i g sal sal S g (%) 96.59 - 96.10 - - - -
TR H(%) 100.00 - 99.49 — — — —
. S O | PR IR s TR BRI iR i - - -
N fa— 20mL | 20 mL M _— O 0 ® @ @ @
40 | VERERLg|  ®H pH 7.32 7.39 7.42 7.54 - - -
FE&F K sal 7w (%) 95 91 - 95.48 94.91 - - -
%ﬁﬂ%) 99 55 98.95 - - -
4B i 1%&%@1”@% f#ﬁ(ﬁ@{éﬁﬂ RO - - - -
VR~ | 20mL | 20 mL i — @ ® @ ©) @ @
el TYAMY pH 5.58 5.71 5.79 - - - -
v g sal sal i (%) 93.94 - 84 90 - - - -
TR H(%) 100.00 - - -
S R ERERE ﬁ%’é Elj] ﬁ%’é Elj] ﬁﬁfé - - -
XU 20 mL | 20 mL A / @ @ @ @ @ @
42| Ly GSK pH 6.35 6.37 6.40 6.57 - - -
g FEST K sal 7w (%) 97.70 - 94.59 91.71 - - -
AT (%) 100.00 96.81 93.86
g Gt [REAED] (ﬁé%’é(fé‘ﬁﬂ (ﬁé%@{g‘ﬁﬂ (ﬁéﬁfé{éﬁﬂ (ﬁ%@{éﬁﬂ (ﬁ%@{éﬁﬂ {x%@éf‘*ﬁﬁ
. 20 mL 20 mL S | ®
a7
43| o BEEIN pH 9.03 900 893 891 873 856 8.04
! g TS K sal & (%) 98.39 - 98.46 98.54 97.79 97.58 90.75
P17 E(%) 100.00 - 100.07 100.15 99.39 99.17 92.23
R | e MEAEE O REEE] el MAE AR RS AEH
FTF A 100mL | 20mL | MR e | T T— ) o) o) o) o) ®
44| TEEFEA MSD pH 7.67 7.66 7.66 7.64 7.57 7.48 6.97
0.5g sal sal 7w (%) 100.60 - 99.87 99.78 98.47 96.73 78.35
f+(%) 100.00 - 99.27 99.18 97.88 96.15 77.88
v i [ Rre B - - - - - -
WS B N ) 20mL | 20 mL i | _—— @ @ @ @ @ @
45| ain T —H A pH 5.16 - - - - - -
g ERHA | sal S (%) 90.49 - - - - - —
TR H(%) 4Hl{(g 00 41}2@ ﬁ@_ﬁi é _ - - -
; H FEOET TRE A - - -
TINn=A 2 mL 20 mL | /M8 ‘yg } @ qsi /] #&ﬁ@m & @ @ )
46 | U ESHE | HEL pH 6.84 6.86 6.84 6.86 - - -
200mg sal o 5 (%) 97.97 - 97.37 96.14 - - -
AT (%) 100.00 99.38 98.13 - - -
I B | EAE] ﬁf’é{éﬂﬂ Ity l]  fBGE f s - - -
P 2 mL 20 mL | ————— @ ©) @ @ @ @
AT | 5400 MSD pH 6.91 6.91 6.91 6.92 - - -
Tk sal L () 98.34 - 97.49 96.47 - - -
TR H(%) 100.00 - 99.13 98.09 - - -
. R S8 R | HEEY  EBEEH O REAEWH  REETH - - -
N=vA ¥ 2 mL 20 mL M | ©) ©) ® @ @ @
48| JVESR IR pH 6.98 6.99 6.99 6.99 - - -
100mg sal & (%) 99.98 - 98.00 80.88 — — —
I e
:‘u ( { — — — —_
sasoo| | 20mL | 2omL | MR G T —— TG @ @ @ @ @
49| quriring Wik pH 7.50 7.50 7.50 - - - -
" g EFHA | sal 3 40 96.08 - 89.66 - - - -
?ifﬁf/(é% ‘io?g%%% - 93.31 - - - -
AT 2 IR - - - - - -
SIS Cjtomb | 2omL | MR G| — @ ® @ @ @ @
50 i (8 A AAb3E pH 4.30 - - - - - -
. E sal & (%) 78.00 - - - - - -
A %ﬁfkgo 100.00 - - - - - -
erays| omL | 20mL | 7M8l 4;';5}? — Bt
LI pesy | =0 B
sal o 1 (%) - 1t
f £(%) -




[FI#%k2] AT T —NERA20mg NP DEEASZELHE (B) HEMEM (03%)
Ji £ A Bl A
Bl & &
i A (nl) | AHIEAR L) Wit L
o EA wae | (xw‘ ' éi@g@j - e % 155314 30471 1R % 3% 6 % st |
A B R AF AR
vz I | HEEED] BOWE EAED AT - - -
500mg [ sal = 30 98.43 - 98.88 9218 - - -
s FAEE(%) 4Hl}ﬁgﬁg.oo I 43}{00'45 4&93.65 - - -
| dEf PR £ P £ P £ P i AT - -
a0 s 9 ml, 20 mL | 4ME %?g L] @(5 il @éﬁﬁ @éﬁﬂ fﬁag}rﬂj @ @
53|k ey | 77 pH 7.53 7.57 7.60 7.62 7.66 - -
<] 25% sal Bk (%) 98.12 - 98.37 97.36 83.52 - -
FeA7HE(%) | 100.00 - 100.25 99.22 85.12 - -
Ex3C ol | 2omp | e Gl | EEWTREGH EOGH REEH wabin 5
e -
54| B pH 8.82 8.82 8.81 8.77 8.56
7= sal & (%) 99.18 - 99.03 98.07 95.39
500mg %;ﬁ%z%@) j1;200E f%@,é@ - »3%84 98.88 96.17
il DR ) N kY SRR — — - —
earo| 20mL | 20mL | M Gy ® ® @ @ @ @
55| " | H pH 4.86 4.87 4.88 - - - -
A sal sal a8 (%) 83.52 - 45.54 - - - -
BAF#(%) | 100.00 - 54.52 - - - -
g | Gl | REWT_ REED  REHH - - - -
B 2 mL 20 mL B ——— @ ©) @ @ @ @
56| " pgim UES pH 5.09 5.19 5.26 - - - -
TR L sal o 5 (%) 92.23 - 68.20
(% 4]]1{00.00 — 4st..% — -
A | (P £ P £ P Mo R OE s - -
25 10 . 00 mL | A %g ﬁ éé%ﬂ éé%ﬂ é(éﬂﬂ f#ﬁ(ﬁ%&ﬂ >
57| VoL | HiL=% pH 7.61 7.59 7.61 7.61 7.59 - -
10mEq sal Bk (%) 98.27 - 98.11 98.06 96.97 -
FA7HE(%) | 100.00 - 99.83 99.78 98.67 - -
HFa— 1omL 90 mL | AME ‘i% IR ﬁé@‘iﬁﬂﬂ ﬁé@‘@ﬂﬂ ﬁé@?ﬁﬂﬂ ﬁé@?ﬁﬂﬂ %E%iﬁﬂﬂ é)
v ) it
58 | s 5% HET pH 9.32 9.30 9.27 9.28 9.19 9.11 -
Lo, 0 sal &ff%(o((])) 98.58 - 98.50 98.16 98.95 98.24 -
m S ER% 100.00 - 99.91 99.57 100.37 99.65 -
. 4 mL Ok | MAEE]  MEE MEEE] Ay MaEl | s ek arsn
S AT 20mL | 7ML S| 0 0 0 0 0 ®)
59| Fov oL | HEL | | pH 10.08 10.08 10.07 10.06 10.03 10.02 9.94
}\j‘fﬁﬂEEl PS=N
0.2) o sal EE;%_(?) | 98.31 - 98.48 98.40 98.24 97.75 97.52
TER (% 100. 100.1 ) . . .
— At ié%EJ E(Ag%g% - 00.17 100.09 99.92 99.43 99.19
o %gg}?jﬁ 72575 2mL 20 mL HEWE —— @ @ @ @ @ @
TR P 8.62 - - - - - -
10mg * sal GRE® | 8623 - - - - - -
e T T BT B G B aw F G R am e
20 mL [ ToR G MR CVRE] o AU oR G e a s e A e s
S en 0mL | M Gif | — @ ® ® ® @ @
61) atrh0.5 HIET - pH 10.77 10.80 10.80 10.78 10.80 10.77 10.74
08 & Wf‘ Tl sal yg_%@(n)) 98.77 - 98.75 98.72 98.51 98.71 97.28
TR (% 100.00 - 99.97 99.94 99.73 99.93 98.49
| e PR I8 75 T T T A T T A2 VT i (1 U =
J— k 3 mL 20 mL v g?g 48 £0, 5 ;\né@{i% ;\né@{i% ;\né@{i% ,m@@{iﬁﬂ 17%%%{;4_5}:] @
62 b ERNEEE pH 9.52 9.53 9.51 9.50 9.46 9.42 -
3.6 Hi{i sal o 5 (%) 98.94 - 99.08 99.31 98.64 98.53 -
%;ﬁ%z%@) 4Hlﬁ(}ﬁg.oo ﬁ@— 43}{00'14 4]31200.37 99.69 99.58 -
A | g P £ P £ P Mo R GE s - -
il ] somL | somn [ # 2 B TEED WEE WEET FAEET -
63]0.1%>V > | T pH 6.55 6.56 6.56 6.57 6.58 - -
S sal ik (%) 98.55 - 96.85 94.93 89.44 -
FA7H(%) | 100.00 - 98.27 96.32 90.75 -
| MEfAVREH  MEfYREH MEEER] AR BOEGEH - -
. 5mL | 20mL | MBL =
64| 77T | ok g 7.75 7%)6 . . e Y Y
B P ) ) 7.73 7.73 7.76 - -
#100mg sal 210 98.36 - 98.22 97.84 97.01 - -
%zﬁ%;/(g)) 4111;(1&9'00 ﬁé— ﬁsa%szs 99.47 98.62 - -
A | (o P £ P £ P - - - -
B E R 200mL | 20mL | 7M& ng'fg B éﬁﬂ éﬁﬂ ©) ©) ©) ©)
65| Lowik BLFn pH 5.58 5.62 5.70 - - - -
200mg sal Bk (%) 97.37 - 87.40 - - - -
?;%ﬁ%(é/o:) 10{3.\00 89.76 - - - -
K7 R Ly smL | 2omr | A8 Gl T8 @ @ @ @ @ @
66 | 7 ATENTR | MRS R pH 7.76 - - - - - -
100mg sal o 5 (%) 86.79 - - - - - -
FEAFE(%) | 100.00 - - - - - -
o158 A | EEED]  EAED]  EEED  EBEOED] BRI EAED Ml
o ‘/71:!30704 v o 2mL | 20 mL Hﬂf{ﬂﬁ ® ® ® ® ® ©)
> {£300mg | =— P 9.89 9.91 9.90 .88 9.78 9.81 9.70
[m— 1 sal Bk (%) 98.12 - 97.81 97.98 98.13 98.37 98.50
PEAFF(%) | 100.00 - 99.68 99.85 100.01 100.25 100.38
oM | HEEED EOWE  EEEE  EOED HEaEl ol o
I AT 4V . 10 mL | 20mL AT ©) ©) ©) ©) ©)
68| rosom T—H pH 9.01 9.03 9.03 9.02 9.02 9.02 9.03
g sal & (%) 100.32 - 99.34 98.73 98.49 98.71 96.50
A7 (%) 100.00 - 99.02 98.41 98.17 98.39 96.19




[B14%2]

ZA ST —NEF20mg NP DEAELERE (B)

FERFE (DD%)

A B A HEA] Lo
i QA (nl) | AFIEATE(mL) W e
gﬁé S LYo ’ RO " W%Z\‘ - e it 1553 3043t 1R % BIFF R % 61 ] % st |
AR AR
o8 i | MEEED EOEE  EAEE BT Bl Ol ety
varzso | g | 0mb | 20mL #FA 0) 0) ©) ©) ©) ®
69| ysoome | 77— pH 9.23 9.25 9.24 9.22 9.19 9.18 9.14
g sal & (%) 98.83 - 99.08 98.80 99.14 98.48 96.58
FEA7H(%) | 100.00 - 100.25 99.96 100.31 99.64 97.72
VIR e~ sl | 20mL | M8 ’é%g B ﬁ%@éﬁ% ?%%%ﬁﬂﬂ ﬁ%@éﬁﬂﬂ ﬁ%%éﬂﬂ ﬁ%%éﬂﬂ 1}‘5&%@%
YR m m 2
70 5())0(;,&{* Fr A pH 9.74 9.70 9.69 9.65 9.61 9.53 9.34
R sal & (%) 99.38 - 99.57 99.40 99.24 98.90 98.33
/5mL AT (%) 4quﬁ(g.oo — 10()%19 100.02  99.85 99.51 98.94
o=t H 2 mL g | G | TEEGH EE AL E D] - - - -
40 mL AT A ) ) @ @ @ @
FEH24T78 | S, . R
(AN RGO IO S-S IR pH 6.67 6.67 6.67 - - - -
i T4y ﬁﬁﬁfgﬁ* 5%Glu 2 1k (%) 99.32 - 98.20 - - - -
Al L FRAEHE(%) 4];1;00'00 — ﬁ98.87 S o S -
B ECVEY]  EEAEH]  EEAEE]  EAEY] EAEY] EAEY MR
o] tmL [ o0 o | s %g R @éﬁﬂ @éﬁﬂ @éﬁﬂ éééﬂ éééﬂ 1&&%%/ A
72| R 4)37_ TR pH 9.75 9.73 9.70 9.62 9.56 9.50 9.42
200mg IR sal & 4k (%) 99.74 - 99.60 99.75 99.39 99.46 98.47
2 BAF#(%) | 100.00 - 99.85 100.01 99.64 99.71 98.72
2 mL tomL | M8 @? S ﬁ%é@gﬁﬁﬂ ﬁé@gﬁﬁﬂ ﬁé@gﬁﬁﬂ ﬁ%é@gﬁﬁﬂ ﬁé@gﬁﬁﬂ %ﬁﬁ%‘?ﬁ%
S5 = m AT A
v A . [
73 7?11/267 W,jﬂ;“ S pH 9.55 9.56 9.55 9.54 9.51 9.51 9.45
mg PR 50Glu & (%) 97.81 - 97.87 97.96 97.52 97.75 97.44
i FEfE(%) | 100.00 - 100.06 _ 100.15 99.70 99.93 99.62
. 1 mL G | By By EaEy By EAEN EAED HrGaEy
VI S = 100 mL | 7ML AT D D D D D ©)
T4 HERHE | B e D 9.71 9.70 9.68 9.67 9.64 9.60 9.50
0.5mg R sal i () 97.81 - 98.18 98.05 97.92 97.68 97.43
12 BAF(%) | 100.00 - 100.37 10024  100.11 99.86 99.61
N . g A | MR G Ml MOl Bl ECAED Remai
TAaxNy 1 mL 20 mL | /ML 2L A [©) [©) [©) [©) [©) ®
75| TESHE NBI pH 9.78 9.65 9.62 9.49 9.29 9.12 8.85
20mg sal & (%) 97.91 - 97.89 98.00 97.38 96.97 96.76
7EfEH(%) | 100.00 - 99.97 100.09 99.45 99.03 98.82
oml | 20mL | S ﬁﬂﬁ wEAEY] ﬁ%ﬁﬁﬂ ﬁ%ﬁﬁﬂ ﬁ%ﬁﬁﬂ ﬁééﬁ‘% ﬁ%&fﬁﬂ E%«éﬁﬁﬂ
et e - m m SEAT
= 2}
76 29717172 ; 7%%’ pH 9.55 9.54 9.52 9.50 9.48 9.43 9.12
heem - sal L (%) 97.67 - 97.73 97.81 95.88 93.68 76.59
FRATH(%) 4;;1%'00 ﬁ@_ ﬁlﬁ()é).OG 4]}E()é).14 98.16 95.91 78.41
, | MEED] | Ml el EEEY - - -
SRITAAY) ) 20mL | 20mL | #MBL S = @i @1 @H @ @ @
17\ 775 v | 77— pH 7.04 7.05 7.06 7.07 - - -
#20mL v sal o 5 (%) 97.81 - 92.77 87.95 - - -
FEAFE(%) | 100.00 - 94.84 89.91 - - -
200 mL | 20 mL | 4V %?n i £, VES ] %@‘(gfff‘ﬁ %@égfﬁ% ﬁ@éﬁﬁﬂ (;) (;) (;)
> < m m B tﬂj
78 if;% bR % pH 7.17 7.16 7.18 7.18 - - -
it sal S8 %) 96.70 - 94.91 92.37
BAF#(%) | 100.00 - 98.14 95.52 - - -
— 5 Rl | EEEED A EEEE  ECOEY EOENH  EAEH REGED
TTRAL 2 mL 20mL | HEL B2 [©) [©) ©) ©) ©) ®
79| a—UE BN pH 9.17 9.16 9.16 9.15 9.13 9.13 9.11
20mg sal & (%) 99.49 - 99.58 99.57 99.36 99.24 96.67
FEAFE(%) | 100.00 - 100.09  100.08 99.86 99.74 97.16
o G | By By EfEy By EAEN ECEY  EGEY
277Uy 0.5mL | 20mL | /M B D D D D D D
80| NIEHHEK FrH | KN15# pH 8.34 8.38 8.25 8.21 8.16 8.09 7.61
2055 Hifir #500mL|  sal & 2 (h) 99.64 - 99.54 99.30 98.31 97.68 90.72
FEAEE(%) | 100.00 - 99.89 99.65 98.66 98.03 91.04
A e | L 00 mL | 4V ﬁ S ﬁ%é@gﬁ% ﬁ%é@gﬁﬁﬂ ﬁ%é@gﬁﬁﬂ ﬁé@gﬁﬁﬂ ﬁ%é@;ﬁﬁﬂ %ﬁﬁ%ﬂi%
m m g\/ ﬂﬁ
81| iEgHE MSD pH 9.81 9.82 9.82 9.79 9.75 9.71 9.63
3.8mg sal & (%) 98.95 - 99.11 99.39 99.07 98.64 98.26
7EfE(%) | 100.00 - 10016 10044 100.12 99.68 99.30
S 2mlL 90 L | AV % B ,ﬁﬂé%éﬂﬂ ?%%%éﬁﬂ ?ﬁé%éﬁﬂ %E%@Eﬂ % %
C m AT
82| 7 7S H 7;__4 R pH 9.31 9.13 9.00 8.88 8.54 - -
100mg R sal & (%) 98.04 - 97.86 97.58 97.11 - -
IE BAF(%) | 100.00 - 99.81 99.53 99.05 — —
- . o8 | HEEED] B EAEE  EEED EaEl MmO o
KBV 10mL 20 mL S Al 0 0 0 0 0 ®
83| na-pviEft | AETL pH 8.34 8.34 8.34 8.34 8.33 8.32 8.28
#500mg sal & (%) 99.09 - 99.55 100.17 99.37 98.24 93.74
%;ﬁ%;/(g)) 4111%)'00 R 4]31]%).46 {%(%}éos 100.28 99.14 94.60
. | EeEy]  EAEY | EGEY B - - -
IKVEMEZ L 5 mL 20 mL | 7ML T4 ) 0) ® - - -
84| Fr=vr HHP pH 7.45 7.43 7.44 7.43 - - -
50mg TR K sal & 4 (%) 98.01 - 98.61 98.12 - - -
BAF(%) | 100.00 - 100.61 100.11 - - -
) 258 g | MEEED MR EEEE  EEEE Bl MmOl R
7'a A KL 1 mL 20 mL SE A ©) ©) ©) ©) ®
85| B2« Pk | /NIF pH 9.76 9.75 9.71 9.68 9.61 9.57 9.52
541000 sal & (%) 99.48 - 99.48 99.38 98.88 99.44 98.00
FRTFE(%) | 100.00 - 100.00 99.89 99.39 99.95 98.51




[BU#K2] FATS 7V —NEH20mg NP OEEEE{LRAR (B) BRFEM (03%)
e B AR A
%:&z— S i ﬁh;fi;:) Aigéi;:) WA X 1557 1t% 3057% 1R SRR % B4 241174 HrH
B ik
A 1 mL 920 ml, | 4V %ﬁ R %%%% ﬁ%?% ﬁ%?% ﬁ%?% %ﬁ%@% @
m Ew
86 bae HTF 25 pH 9.54 9.54 9.52 9.53 9.52 9.50 -
4mg(0.4%) sal & 2 (h) 98.72 - 98.76 98.89 98.67 98.03 -
Eﬁ%}%) 4;414%‘00 %@7 44}%0.04 44}%0.17 4}1?%94 4443%30 éﬁé
- q ol | EEEN  EEBEH  BEEE  EEEH | EEEH  EEAERH RoiarEn
S A= | soomL | 2omL | MM Gy | T —— Q) © © © ® 5
87| A—UA INER pH 8.11 7.88 7.74 7.62 7.34 7.16 6.75
100 5%Glu sal & (%) 100.21 - 98.92 98.99 98.05 95.63 75.03
i%ﬁ%ﬁ?) §£§“9g a%aé‘ - ﬁz;gl - 98.78 97.84 95.42 74.87
| e EE B TR ¥ TEH - - - -
Ve B 500mL 20 mL S8 SFAfh @) ©) @ @ @
88 50 RN pH 5.23 5.43 5.37 - - - -
5%Glu sal a8 (%) 93.80 - 77.78 - - - -
FRATH(%) 100.00 - 82.92 - - - -
500 mL | 20mL | ZME Eﬁﬂ w ﬁé@gﬁﬁﬂ ﬁ%é@;ﬁﬁﬂ ﬁ%é@;ﬁﬁﬂ ﬁé@;ﬁﬁﬂ ﬁé@;ﬁﬁﬂ ﬁ%é@ﬂi%
m m gn/ ﬂﬁ
89 | KIFHHEAK | KIE LY pH 8.94 9.05 9.04 8.96 8.99 8.94 8.90
sal o 5 (%) 100.14 - 100.05 99.93 99.72 99.10 95.64
FEfFH(%) | 100.00 - 99.91 99.79 99.58 98.96 95.50
v - 10mL 00 mL, | /ML i | BEEY  EEET KRBT - - - -
= — m. m. EA
B il | —" D ©) @ @ @
90 | > RE100H. " pH 8.92 8.90 8.88 - - - -
{r/mL sal o (%) 98.68 - 97.24 - - - -
P17 5(%) ;gggo 98.54
o | BAEE - - - - - -
0| EVAY | o | 2TL | 20mE e i @ @ @ @ @ @
I . 7 R P 6.53 - - - - - —
Sy sal = 30 0.74 - - - - - -
%ﬁ$%) ﬁ%ﬁo - -
| B - - - - - -
N 2ml | 20mL | MBS ) ® ® ® )
92| S 7V pokmusg pH 6.60 - - - - - -
& sal (%) 16.55 - - - - - -
A e e e e e -
o Gl | MAET] MEAED]  MEED]  EAED]  EEEY Raabi -
/\{ T\:/V h—7x 2mL 20 mL ) Sl | D D 0 0 ® @
93| TEHNE a3 pH 8.63 8.64 8.59 8.58 8.52 8.44 -
500mg sal o 5 (%) 97.62 - 97.34 97.40 96.11 94.06 -
AT (%) 100.0 - 99.71 99.77 98.45 96.35 -
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