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I. BEICEYTSEE

1. FAROEE
EKHNZX, AATTY =N F NI T LEEHE G ETAHTe bR T A e EX—TH D,

(G AT T =V 20mg THET ) X, HETHRASHENHRERL L L CHREEemL, #
EORBRFELRE., LEMHRBRE L FER L, 20104 7 A 15 HICAR A EE. 2010 4F 11 A 19
HICHRFE 2 Bdh L=, CGEARE 0331015 5 (CER 1743 A 31 H) IS EKRFE)

2. HROARFEHREYE

(1) RFNX, FAT T —=NF NI OULEENEGET LT N R T - A e EX—ThH D,

(2) BRZEWEHE LT, Yav s, TFH7 4 T7F%v—, PLMERIAE, MEERERGE, AmrEEmm, i
AN BETZE . IFRSRERE . VA, A4, MR KB RAEE (Toxic Epidermal
Necrolysis : TEN) ., FZRKGEEARAEERE (Stevens - Johnson JEMERE) . R, MEMERR, &
PERFEE . AR MU v AdE, FEMEMR, BHROHEARE, SEELRESRE SN TS, (TVIL 8.

(1) EmERZEEH & WIHER ] OESH)

3. Ha0HFFENRE

(1) ARENTHEEME L CHOW D ERBITH D,

(2) BEREMGIEEZEE L, A TADOTVEEIFfE T L LTW5D,

(3) FIVRIKERIFEIZ TAR - 5% 7 RUBRCTHIN OFEEZZTEHL TV,
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I. &WICEYTSER

1. B5EA
(1) M4
FAT T — NS 20mg THE T )
(2) ¥4
Omeprazole for Injection
(3) &/FMDHERE
—RA LY

2. —i4
(1) M& (WwAE)
HAT T = hY A (JAN)
(2) #4 (WaE)
Omeprazole Sodium (JAN)
(3) RT L (stem)
N RA IH Y —VIHEROFIREHE - -prazole

3. EEXANETRERX

== sce.
HsC O—CHs
Na* /_bﬁ + H20
N, CHa
Y
HSC“O N \\O
USSR R4ES

4. HFRRUDFE
4373 0 C17H1sN3sNaOsS « H20
1 385.41

5. {24 (WM& XEEXE
(RS9-Monosodium 5-methoxy-2-[(4-methoxy-3,5-dimethyl-2-pyridyl)methyl sulfinyl]
benzimidazolate monohydrate (IUPAC)

6. {BER4A. fl4a. BE. BEHES
ez L



. HHEP BT SHER

1. YE{LFHER

(1) 9 - 1R
AEDORERIEDOMARTH 5,
(2) Bfafk

KITHRD TEIFRT <, =& 2 — (95) 1T d <, 7T h= R U AITEFIZ W,
(3) WiEtE
MR L
(4) AR (SRR, K. BER
MR L
(5) BIEEMHMEN
MR L
(6) REREY
MR L
(7) 20t E4RHEE
KEH (1-10) IFFEEIEZ RS20,
pH : 10.3~11.3 (Kfh 0.5g & 7K 25mL (Z¥AD L72iK)

2. AR OEMEHTIZH T ZREM
LR L

3. BN OERBRERE. TEEE
(1) HesBaBRIE
1) EMRIES
RKMOKEEITT M) v AEOERKS (2) #2275,
2) RIS
AREKEBET VT L e =& ) —VRIREZNZ D & &, RITFROEET D,
3) BEKS
A~ o A ) U AR EEZMZ S & &, RIROFRAITELIZHZ S,
4) FRINULA =7 S VRIETE
ARz KIZEEP LA X ) — VR OGBS ZMZ THRIEL, AT 5, KEKORA X 7 — /L THEL,
WY i Sk e 372, BEHZ &, BAED U U ABEANEIC LV ERBRAITV, RGO R~
MV EF AT T — B TR LN AT MV RIS D & & liH DAY hVIER—H
B L Z AIZFEEROFREDWINZFRD 5,
(2) E&E
B A
A DIKEEWR % Sl T E T 5,



V. RAICEIYSIEE

1. i
(1) #FORH
TS iz R 5 9
(2) HAOHBRUHERK
H7E4 FA ST =R 20mg [HET )
et SE el
1« Pk
AP+ R FEOM A UTH
pH 9.5~11.0 (/K 20mL [ ZVAfREF)
P FAYR K b~y AR
ST 1 (EFRRIENR 20mL [ Z ¥ fRE)

EERHRICET 5 )

(8) EAla—F
BRI
(4) WA OYME

(Mv. 6. WAIOF/FEM FIZBIT 2 LZEN] DHSM)

(5) =t
ZEFRE A
2. SEIDOHERK
(1) %A GEERS) OSERUVHNE
e FAT T —AESH 20mg THIET )
1314 T )
FAST—= S R T L
PRI 7T VR
22.3mg

(AAFF V=)L LT 20mg)

(2) BRESORE
M E R L

(3) BE
BRI L

3. BNERROHEBRRUVEE
FPAROSA

4. Al
FARANA

. BAT BTHRIEDH SN
AR L




6. HADEKBEHTICETIRER"

(1) TR

PRSI 2008/12/15~2009/7/3

OARATZ ) —N1EEH 20mgl H[E T

I ER  40°C - T5%RH [kt RE]

HERTE H =N PR AT AR
<> He BH AR IRE 1% H 35 A 65 A
\ OMV-1
Mk n=3 - S A SaE A N AN NN
< BB 5> OMN-2 HE B HE B
TR BR n=3 OMV-1
(ERAN ATAR I G E v OMV-2 A A A A
B~ 757 4—) OMV-3
H ne3 OMV-1 9.78~9.81 9.81~10.02 9.83~9.95 9.70~9.74
9Bl 0> OMV-2 | 9.85~9.94 9.92~9.95 9.86~9.89 9.76~9.81
: : OMV-3 9.77~9.83 9.79~9.89 9.84~9.87 9.76
. OMV-1
Y = N N . .
HERE (HPLC) n=3 OMV-2 e o e e
<H1> OMV-a
OMV-1 1.59~2.05 1.83~2.40 1.88~2.08 2.13~2.52
N (o —
/ k<”50/( ﬁ){; 3 OMV-2 1.73~2.06 1.87~2.12 1.92~2.03 2.12~2.92
° OMV-3 1.67~1.77 1.90~2.21 1.71~1.89 2.38~2.67
o | oMV1 | 0.033~0.044 0.013~0.027
=K ;éE/Ujm(%%nf) n=3 1 OMV-2 | 0.035~0.040 - - 0.014~0.026
g OMV-3 | 0.037~0.052 0.012~0.030
TEATESY) n=3 OMV-1
<VEHT, HOENIRDHND OMV-2 A A bk A
RIBPERY 25 F 70 > OMV-3
TEAPERRL T n=3 OMV-1
<10x m LL_F 6000 fHLL T, OMV-2 EE A A A
25 um UL I 600 fELL T > OMV-3
<HDIHB ZFRDRN> OMV-3 = =
2B (%) *°ne3 OMV-1 | 100.27~100.58 | 99.29~101.47 | 100.49~100.76 | 99.55~100.40
f‘gf O 105.0% — OMV-2 | 100.78~101.90 | 99.61~ 99.92 | 99.95~101.06 | 100.00~101.03
: D7 OMV-3 | 101.38~101.53 | 99.81~100.89 | 100.19~101.21 | 100.14~100.82

X1 \x OEBRYE -

— 1 RN

0.5%LL T, RIEWE : 1L5%LLT
K2 RRBISHT2EHR (%)




(2) SezEVERER

AEHOBRICEAT IR
AREBEHITARE Z T TORWEE
FNTEY, HBLETHLRBLIN TV EIRBFIETHEONTEREFHZLE LTHRRL TN D,
PR FE DEEREA 2T 5 ETOZBERTHY . AIHEE2RT HOTIERY,

B D EHRrE £ 5,

AR GEEPHEL L TORVAR B E

ABRRE A - 2010/10/7

FA T T = VEH A 20mg ! HE T 2OV T HES I (1000Lx) T2 2 AKIONZEN (§

IR 60 /7 Lx-hr) % M L7-.

53>

BRI 2k I it
<> He L GLSS 30 5 Lx * hr 60 /7 Lx * hr
B o oMVs | mEowdumt | peopsum | P AEREOR
<9'5EP§1.0> OMV-8 10.02~10.07 10.00~10.03 10.07~10.09
B oMV o i e
<{&j§§g?’§_ﬁﬂ > OMV-8 aa al al
HER (HPLO) oMV it ERMEEM ERMEEM
(B MERR L0 omvs o o o
< i%w(:g;;; > OMV-8 99.47~99.85 97.69~97.88 96.03~97.66

x1:
X2
*3

&l 2 OFFEZWE 0.56%LL T
PUBHAE M OEYEAIR D AR v b O REEITEE L <, LIS D AR v MIFEH 7R,
FREIZHTL2EHE (%)

MR E 1.6%LL T

. BRERUBRROREN "

AF - Bk

AH & R PRI N O 5% 7 B O HEESHRIZ AR L 72RO L ETEIC OV TR 21T 2 72,

e A AT T Y — VS 20mgl HE T

OAFAMR (0.2mg/mL JEFEAK)

(v  No. : OMV-8)

PRAT AR 3B
ESiS HH BH AR 3 IRefH] 6 ] 24 R[] 48 IR ]
- b YR 48 £ Y5 B VY] (RG] (e ERGE!
| BB 1.03 1.02 1.02 1.02 1.02
= pH 9.43 9.36 9.33 9.4 9.23
SO A A HE HE &M EEN FEMEE M
aE (%) X 99.81 99.58 99.16 97.80 95.21
i b= YR LSRG LSRG YR LSRG
(5lfloc) 2L 1.03 1.02 1.02 1.02 1.02
. pH 9.43 9.37 9.36 9.30 9.29
N SR e ey ey W fliiey
a (%) X 99.81 100.09 99.86 99.62 99.36
Ko FREICHTOEAR (%) KBS



OAFEIER (Img/mL JRERIR)

RAT ¥ PRI P
%M IHH BHAGIE 3 IREfH 6 MRFfH 24 [ 48 K
=i S ¢4 VR B HE£0 7 B HE£0 7 B T 7 B s 7 B
| BB 1.04 1.04 1.04 1.03 1.04
=y pH 9.77 9.72 9.75 9.68 9.68
SO Lo LY/NE pay A A pay EgmEEmn
G 99.47 99.17 99.00 98.70 97.73
e P4s:) 92, 75 B (0, 2 B (0, 2 B (4 B (0, 2 B
(5 gocy| BEEELE 1.04 1.04 1.03 1.03 1.03
- pH 9.77 9.73 9.78 9.72 9.76
N el o LY/NE pay A A pay A
G 99.47 99.44 98.99 99.38 99.34
¥ BTREICKHTIERE (%) K Bk
Ob5% 7 R UMEESRE (0.2mg/mL # FEERIR)
RAT ¥ PRI I
4 IHH BR hA I 3 R 6 FEER 24 W[ 48 IHEfH
- s ¢4 R B (0, 7 B (0, 7 B T 7 B s 7 B
| BEER 1.03 1.03 1.03 1.04 1.04
=y pH 9.00 9.01 8.98 8.96 8.90
SO HHixw'E ke WA WA HgmEEN EEWaEigm
R 99.67 99.04 98.89 95.88 92.08
e s ¢4 VR B HE£0 7 B HE£0 7 B ¢4 VR B HE-£0 7 B
(52’;@ BB 1.03 1.04 1.04 1.03 1.03
- pH 9.00 9.02 8.99 8.99 8.98
L el o LY/NE pay A A pay A
G 99.67 99.47 99.73 99.55 99.60
¥ BTRBRICHTIEREER (%) K+ BRI
Ob% 7 R B EFE (Img/mL #EFEEATR)
PRAF AR Rt B )

s IHH BHAGIE 3 MREfH 6 MRFfH 24 [ 48 K
e A8 92, 75 B (0, Y2 BH (0, Y2 BH (0 V5 B s s e
| BB 1.06 1.05 1.06 1.06 1.06
" pH 9.46 9.45 9.42 9.39 9.30
SO el o LY/NE pay A A EghEEn EgmEEmn

G 99.52 99.24 99.09 98.21 95.54
i SN 92, 755 B (0, Y2 BH (0, Y2 BH (4 V6 B (0, 2 B
(5 rocy| B 1.06 1.06 1.06 1.06 1.06
- pH 9.46 9.45 9.46 9.44 9.44
E)‘n ERWE FTpes pas pas A FTEe
=, 99.52 99.49 99.31 99.98 99.52
¥ BTRRICHTIEREER (%) K+ BRI




8. FlEDEEEL (MEBILEMEL)
(TXI. 2. ofoOBEEE OESK)

9. BHitk
A RAN

10. B -ak
(1) FRFRELER - . NMENRRLESH - AEICET H1ER
LR
(2) A%
10 XA 7 v
(3) PHEBE
MR L
(4) BHROME
NRATI . BT A (BEE)
SUN NN 2= WA

1. FEBHEIhLEHME
(IXI. 2. OMOBEEEE] OESM)

12. TOH#
LR L



V. ARICEYSEE

1. PREXITHR
OO GAFREZ: FTREOBEE
2 £ 5 HiEEE, + RIS, SrER N L RIEE L ORIk B R ARE A
Of O 5 A" HE7: Zollinger-Ellison JEFRE

2. EXEHRICEET HIE
RE STV

3. AERUVHE

(1) BERUVAEDOHES
\WE. WA, AAT T — e LT 1E20meg 2. BREHESEKEIIER 5%7 KB ESK
WIREG LT 1 H 2 RBIAMEFET S, 0 IEHRAFSER UL B R 5% 7 K 7 EFHE 20mL (2547
LTC1H 2EfERICEIRESS T 5,

(2) AERUVAEORERE - B0
MR L

4. REBRUHARICEET SR

7T.RZBRUVAERICEET 3R

71 AF %, RAKRGARRER, MLzt BigE, - HBE5E. S M L AEELOEHE

RS | Ixt L TR G LA, 8 AME TCOMBE TRWIEMENED L TWDH DT, Wk

ARE L IR o e RITR AT STV 2 52 &, [17.1 ]

7.2 [ENERRBRICIB N T, AFIO 7 B2 2 568 ARBRIZ2 0,

(fi#s)

7.1 AHNX, ARATEEL 05 E TOEMBEAITHD Z &b, NIRATEE & 2o BT D528
Doz b EBOFL LT,

7.2 1 h A A R U 7o EAERARRER I Z 3 1T 2 AAI O F G oWk, BRI HiEE (b
MmzfE o BIEE, + 48REE. SMEA L ABER OEEERRARE) 2%t L, TH

e L TR EITo W05, 20D, ENERRBRIZEBW TR, AFo 7 B ZB 2 5 # %
BRixzzu,

5. ERERALHE

(1) BERT—321Rvr—o
M EE R L

(2) ERPRIEEHER
MR L

(3) HERIGEREER
MMEE R L

(4) HREERSER

1) EHNERETRR
ZYERR L

2) R&EHUHER
MR L



(5) BF - WBAFR
MR L
(6) ammER
1) EARERE (—REARKRE. HECARKRE. CARKLRAE), REFRFRT—4A
—RRE. RERFTRBRAROAR
MR L
2) RBRFHELTEREFEONBRIIREL-AE - RROBE
Y L7
(7) =0ttt
(LERH{EE Hm)
17.1.1 ENERKRER
FATZ =16 20mg, 1 H 2 BEIFARAE G- T 3 BRI L2 S - ERIEL, 90.8%
(314 51/346 #1) T » . NIRBIAI 2R RIALIE 21T D712 3 HRILAWIC 1L M 23386 B A7 E X 90.6%
(154 $/170 ) Th-7=2 ~2, [7.1 BM]]
ENEERRBRIZBW T, A2 77 Y —)L 118 20mg ¢ 541 392 B, BIERANHRE S N7-Di 3 4
(0.8%) Th-olo, ZOWNFRILEEW 1 41 (0.3%). 32 161 (0.3%) KOUMEYE 1 6] (0.3%) T
BT,
(Zollinger-Ellison fE{&#)
17.1.2 EINERKRER
FEOFNC X DIBFENARATREZR 2 BllCxt LA AT T — L LC1[E 20mg % 1 H 2[5 3 A& 4
AR, BIRNES S, BRURIER OER, WHEEEFT ROYGENR Y b, RIERITHE Sk

Motz B,
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VI. EMEBICEYTSEE

1. FEEMNICEEHSLEMNIILEYH
T bR ST B EH—
EE  BEOH LAY ORE T REIL, KFOBTHRLEBRTH L,

2. ¥BEER
(1) {ERERL - VEFBFF
RO BER NG SIS | OS2 AR~ BRI IRIBE N RE AT 5 Z L2k 0| BElaNIc BT —
HOHBRSMSIENBE D, ZORIEORKBIE T, BN D H 2&H L, boic K'%
ﬁ@ﬁﬂ7mF/$/7&@ihé%$}FKtNW%eﬁ@w(wé FATFFTS—ix, DT
0 RRCTO@E EET D0, SRS WANKWEIC X D HERowE w45 10,
el i /R EESE 2 Bifil U, RSV RAE i 2 1 #étw G AT T — )V D5E ) T RSy I E
Alick v, ESEbEHmammsnsbotEzxonsd v,
(2) ENERMT SRR
18.2 H* ,K*-ATPase [HE /R
THEX W EORE R OB K H K -ATPase (2% LFLE/EM 2R~ L7z,
18.3 BEAL W e
18.3.1 JEEREREAER
SEEHIEIRICBWTC, AT T =L, B A% I dibutyryl cyclic AMP & OV KT o
NOFPLIZ X 5 HER WAk L CHIHERZ 7R L 17,
FAT T —iF, BIRNEGIC X0, BREET » MZBIT D B A X I VHRK Y | REMREIN T >
BT DHRHZHA Y Y Heidenhain pouch 1 XIZHIT Db A H I VRl 2 oWFh
DORIFLZ & 5 FEWE7WIoxt L THImWIHEIEH 27~ L7=, 7. Heidenhain pouch £ X~® 7 H
MREFHIRNE G LD . AT T — 0 BB WHE IR L7z '™,
18.3.2 FRERFEHER
AT 7 12 m%ﬂ%& \CA AT Y= LT 10mg, 20mg, 30mg HEIEHIRNE S L, 7 b
FTHAANY SRR E RSN T AIEREZRF L7 e 2 A, HilkE, MF FE5 Wi DWW E
wf%umgﬁ®m%w%i%< 20mg ff & 30mg BEOIHINRITIZEFRRE TH o722, 7 k
T A AN Y RN Sy s Bk B i =R I ﬁ%77/~ﬂl%¥ 20mg, 30mg @ HiEIFFRA
BeHTK 261%. 93%. 94% ThH -7z,
18.4 ERMBEHM, BEFERU+_HERERCKT HMFER
FRAT T =X, FIRNEE G L0 BB T v M iéammﬁoﬁ& YW LT,
ZOM, HEAOEGIZEY . Ty MIBTHKEMERA LA BWPFEE, A RAZV o TARY
UV\7VF:me\i&/—w&wM%%E%\mo \ft)/~w&wm%+*%%ﬁ%
72 E L WTR O EBRIEF R T HIERREAMS H 5 WIXTREIREERA AR e 202,
18.5 BM pH
fRER A B 7 6 fl~DA A 7Z ' — L LT 1 H 2\ 20mg XL 30mg OV T D FARN X 5128
WTH 24 BERICHZ0 BN pH ERSBIENRBDO LN D, £, BERABFROE, + 55
BERE (BB TI11H) ~DOFAFF Y —1 L LT 1 H 20mg XiT 40mg DFNRA XL S #%
ﬁmwﬁh BWTH, 5% 12 RO N pH4 DL EHERF O H B /0 WIS F 1 221037 D72 )
o7z
(3) {EFARBRSME - FribmE
MR L
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VI. EMBEICET HRE

1. IpREQHTE

(1) ARLEMDGOPR

RUERR L

(2) BERREBRTHERSAzOPRE
F AT T — L DREIC

; 3

(ESCURIDEZITY N RNt

(116.4 i) OESM) | MIED D DHRDOEL)

72EARE (Extensive metabolizer : EM) & #E0h 72 fE{KEE (Poor metabolizer : PM) & IZ[X4yL

THRMT L 7=,

HARNERR AL 7oA AT T — e LT 20mg 2 1 H 218, 6 HEKIESHIRNEZS
L=t X 0EYEHEE T A —Z I TOm®Y ThH ¥,

#£1 BARAEEBRABLICAAT T —=VF M)A (FATT =1L LT 20me) & 1 H 2[4,

6 A MR AR SR O S BIE R T X — & )

fits B P 544 T REO M A R B TH 08 AUCo-o

(%0 (u g/mL) (h) (u g+ h/mL)
M (7) BIIG] 1.83+0.83 0.66+0.24 1.00+0.27
M (7) 54 Gl 2.15+0.75 1.22+0.47 2.51+0.92%
PM (3) )1l 2.00+0.38 2.52+0.52 4.87+2.08
PM (3) e m] 1.65+0.35 3.50+1.01 5.88+2.74%
% AUCo12 P AR V(R 7=

FATT =V OEFEIL, EM TK 1 IR,
T PM TH) 2~5 R & otz 2,
IO EEET) EEIRNE %0 AUC IX, &Efiﬂltt{ﬂb’(tmbﬂbf: 26
NEANOT — 2 TiL, EHEERE (75~T79 5%) * K OB HRERE E

H A NAERER AT 12

% 28)

PM CH 3EFfiI CTH o7z, AUC IZ. EM ikt L
AATT =l LT 10~80mg (K

T A AT T —)L (20mg)

ZRIRI IR G4 O RHRENE, £ Thf) 1 K, 0.6 H#F‘aﬁf?ﬁ%@%@ﬁk)\k DN BAE 72721
HoNIRinolz, £,

7 29) .
(3) HhEE
AR L

(4) BE - ftHEOEE
HNEANDT —ZTIX, VT ERA ULT7 ), 2= b2 CYP2CI9 IC L VR EINB 70D
FAFFTIS =N DAL TOTERLORKR RN T 2= A DI VT T AT, FNEN27%

BOIB%IE T L, VA7 7 U OmPREE 12% EA Lz oWERH 5,

2. EMEEMP/NTA—4F

(1) Bt AE
M E R L

(2) WRIREEETER

KR L

(8) HREEEH

L EER R L

(4) Y9VF7S5 VA

AR L

TR ZE FB I

12

BIFHAAT T — O ¥R

VR 2.8 BFEIICHER L

[10.2 ZH]




(5) HHMEHE
MR L

(6) Tt
MR L

3. BEM (REaL—>ay) @&
(1) A ZE
MR L
(2) RS A—LETHER
R L

4. R
MR L

5. 9

(1) i -KeiBE @@t

Pl vz
(2) mik-iadkEIFE @

(TVIl. 6. (5) Tl DOIEZRRR)
(3) Ait~0BiTiE

(Tvii. 6. (6) =3k OHZSM)
(4) BEE~OBITHE

BRI L
(5) T~ DBITHE

R L
(6) M|EAKEESE

16.3.1 EAHE

FRATT = OMIEER L ORARIT, 0.2~20 u mol/L DIEEFHFAT - ETHY ., £ 96%TH

o723

6. fti

(1) REBLEIRUCKBER
AEANDT —H TlE, BEMRACA AT T — L ERO&E L L&, b0 ERHmIAA T
SV ANV RO Rk oA 27T — T 2 OREII VTG B BRI E R & 1%
ENETRE RS Fe B MFR 2 v Y — A28 D in vitro i RBROFER D, B Rr¥
R AV ARD AR IZZNZE N EIC CYP2C19 KT CYP3A4 28BF5- L, b Ru ki fhk~Df
WO VT T URIANVKRAARD 415 Th D ERE S TN G 990,
CYP2C19 IZITE LRI NTEAE L. EinFAIC CYP2C19 OifEZ KT A A (PM) IZEAANEE
TV INRATET 18~20%, 2—HF ZARAFT 3~4% L WEIN TS P, PM IZBIF 54 2
TG — )L DB L, oo e R S EAIE FETH S 0, [10. B3]
(2) RMICEIE5T 5B F% (CYPE) OHFiE. 5=
F & LTRGBS CYP2C19 KU CYP3A4 TRE S 5,
Fio, HRESWIEIWERIZL Y, PFHEAIORINEZ EF MR F S22 0305, [16.4 ZH]
(3) MEEGBMNROFTERVZTOEE
MU ERR L
13



(4) REVOFHEDOAERRVEEL, FELE
RUERR L

7. BEitt

HEANDT — X TlE, UCHE#A AT Z7 ' —F v 7 A 10mg ZEERNIZEIRNE S L- L X,
PRI G RO 78%., #EIZIT 19% D S REN P S, FHERKIZIR T TH o724,

8. FSUARR—E—IZET HI1ER
MR L

9. BNHEICKEKRERE
MR L

10. BEDNDERZHITHEE
MUER e L

1. EDik
ZEER e L

14



VI. £t (EAELOZXESF) CEYHEE

1. EERREZTOERE
BE STV

2. ERHABLTDER

2.BE (ROBEIZIFBELLZIN &)
2.1 AFIO RS L CORBEUE DR D & 5 B
22 VA EE ) UIERIEAZ RGP OBRE [10.1 28]

(figsn)

2.1 fRICEFNZ L AT VAKX —F - LB IR UEAN2HERSTHIEEERT LI —%
LTSRS D, AA T T = ThH, KERSIZHT2@BBEOERDREK EEZE X HND v a v
JTIEBIRHE SN TN D,

3. MEXEIHRICEET SFTELTOER
BRES N TV

4. BERUVAERICEET 3B L TDOER
(IV. 4. AEMXOHEIZBEET IEE] 228752 L,)

5. ERGEFNIE L ENER

BEELEAXNIE
8.1 Mk, NFHEeE. BHREIEET L2 L,
8.2 EIRMED 2 e M CER NI 2588 5 72 CRM AR OfERIED & 585615, b —F¥—7 o —
TRV B TEOHEURE EITO &,
8.3 BADLELSMNTIT, FRARTES 28 AEEHEIC LD 2 E BT LU,
84 7u b ARUTA L EX—DORMBEHICE VIR 7R AERH LN D I ENRHDHD
T, Fu bR T A e X = EHREGT AL, EMRCLY~ 720 AREZRET S
Z&, [111.11 2H]
(fi#s)
81 WINLARAT TV —LVOBERRENERE LTHEINTEY, EERREICELLLI NS
DOREEIIIFFICEETAMLERH A Z ELREHEH L T 5,

8.2 HEAIAINHIFN I X E A 22 Ik AR/ DT, A7 L O fERPEN b DIEFNC L. NS
FNCIEMALE 2 L7 ZICHERT 2 2 ENEETH 5.

8.3 —MXIT, FIREES O M RIS MPREN BRI ER T2 8 K0, Zetkom»
5. BAOBPAUIMIERFEO T NEE LW EEZXDLND,

84 Tu hUARUTA e X —HHEEGHIZE T DK~ 7322 U AE RGOV TR Y
BIZX Vil S, SHEZEOBER B L 2SR, v bR 71 e v s —HF LK~ 7
F 2T AMIE & OREBBRNEE TERWVEFINERB SN2 e bRHE L TV 5,

15




6. BREDERZHTHRAEAICHTIIE

(1) A6E - BEREOHLBE

9.1 E6HE - MEEZEDOHLBE

9.1.1 EMBRHECHREEDHSHE

(fiftan)

— I, EYNEREUE OBEERED B D A T, AW IR U CERFR 514 (23895 5 OB BUE R O
RATAHHENG LS 2D E0bILTWA, AT T — VLSO Y56k U C Y@ HUE O BEERE D
bLBEETIIEREICRETLILERD D,

(2) BHEEESRE

BE I TV
(3) FrHeeEESRE
9.3 HisEEEE

FRECHY , MPIRBENEGL R2BENRH 5,

(fifam)
AHENIFFRBETH A2, HEEDH HBETIIA AT TV — L ORBPEIE L. ZFOfEFIH I
BHIMERL, 2T 0ANMETT28FNNHADOT, EEICKERGTALERDS, GFHEAD
7_\_&) 29)
(4) XHEREZ=HT 5F

BEEN TV
(5) b
9.5 TR

B0 SAXIER U CW A RTREMED & 5 e tEIZ i, 1RE EOBAREN Gtz Enl % Ll S 556
WCORFET 52 &, BER (YR 0 138mg/kg) THIEENE GELWRINSROBEN) H3H
HEIhTna,

(fifa)
FAT T NREARGICE DT v OB ERME SRR Y ClE, BT DTV,
R > MIBEROEE LR T, AT T — LI BB OB R BT T A Z LR b,
Wi XTI, EEHEMEEA LN TV, 138mg/kg ¥ GRETHEWIURR O (REE)
W OBEE R IO BIbE EZ BND) PBIRD LT,

(6) &ELIR
9.6 RELIF
1B EOBF MR ORFRFEOFEMEELZE L, FIL oM S UTTIEE2 e 25 2 &, B EsR (F
v MEH 5mg/kg) T, AP ~BITT L2 ERHESN TN D,
(figsn)
FAT T RO GECL D T v MEAHHRGRRIZBNT, A 7T — L OEE T DO LN
otz 20 Ty FOKRNEIRE 2 et L7 BR AR TICBITT 2 2 0B O L TWD,

43)

(7) MNR%F

9.7 MNR%E
AN st G & LT IR ER R BRI T S i L TR,

16




(8) EinE

9.8 BiNE

—HRICIHBEREN R T L CWBD Z ENEU,

7. tHE{ER

10. 8 E/EH

F & U THHREIEESE CYP2C19 KO CYP3A4 TREI SN D,
£l BRWMHEERIC XY PR ORI EZ EAXIIETSEL2 288355, [16.4 ]

(

—

) BIRERELEDERA

101 SFAZEE (BFALAGNC &)

A4

BRAER - FEE Tk

B - fEbRIA T

DIV %0 < <) VS (Y 7310}
(2.2 ZH]

Unee U g orEiz
e T 2B ENR DD,

AHNOEH RS WMHEEHRIZE Y Ve
U UHRERE O T L, UAEE Y v
DIMFREMETFT 2 E8H D,

(2) FRAFE L EZDER

10.2 HiAERE (BFRISEET S )

v AK Y —)
[16.7 =[]

U7y
[16.7 &P&]

PUBEMAEM 2858 L, Hific
ELBENWADD, T bn
> B U ERERELE (INR)
B 5 oD M R e [ E D R B 2+
FEELLRNORET S Z
L,

A4 BERIER « HEE HIE W - fERIA T
VT ERA Z NS DK OVEH ZB9R4 |AFNT BT O F - 7 v — L4 P450 Z3K
TJx= MV HZENBD, WREESE CYP2C19 TRETEN D=,

AH & ) UACHEE SR TR S5 R0
R, BRIl 2 TRIE S5 BTN H B,

&7 m ) AAKFY

2 r7al) AADOVERZ ke

MHEEROHEFITRHTH D, 2 b D3

T4 TF=T
zraF="7

LZENBD, FOMAREN ERT22 0385,
AN RMLFEH—F| FHEOA N ML XY — R %

BT 25680F, —FRICAR

o5 zhi+s2 a5

BIHZ L,
vaxy v ZALD DOIEFN O VEH F IR | AK O B B W EEIERIC L I % o
AFNTIAXT LZENDHD, ¥ DMK IREINE S v, ¥ F > D

TREDN ERT252 03 5,

A hFafry— D OIEFOIEM 258 T | AH O BB IEEHIC LY Zhb o
FarrxF—EHEA |52 &0H D, SRHNOVEMMEDE T L, 2405 O 3EHM D 1.

TREMETNT 22 &03H 5,
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FHA H BRAER - H5 18 51 BF - fabRiR 1
RY ary—u AHIOVEH 283035 Z & 3 AAID Cmax e NAUC 281 L 7= & O
bo, ERH D, R 3T — L IAF ORI
# (CYP2C19 &) CYP3A4) %[HET D
EREBEZLND,
A= Rl N VY W 73 7 a e K7 VVEREEEOER |[AAIR CYP2C19 #fHET 2 Lick v,
EWFHTHEND D, 7w ¥ R LOVERERE OTE MR O
HIRENME T 5,
EAATF XY VT (StIABIOERZRII T2 Z &0t A 3 U4 bXY Vo RRA O HEER
John's Wort, o k- V= |b %, (CYP2C19 }¢ O} CYP3A4) ZiFE L, A
— R U— 1) GARM A O AT S v FIRE DK T35
EREBEZLND,
(fi#s)

T ERA, Tz, INT Y

FATT— (BAO) EOPFRHICEY, PTERABLN T 2= DI VT 7V A 3K~
27%" BLO 15%V K F Lz 0@ERDH S, Mk, Vr77 Vv Eofficizorrr U v
OIMFREIL 12% EH5, LHLIAT77 VO RIK, STEoHEH, FEEHOTHW R KD
o5 ENHEI TS ¥,

« Z 7 ) NAKFY)

ENT, 70 AR F ATy =N EDOfRAICEY ¥ 70l AXOMPREN EH L, BHWEM
DRBLUTZEBI AR SN TR W, F, WMCBOWTHIFHICL Y ¥ 7 v U A2 E N
FERLEZEHRESR TS P,

s VIAF VY ATV IAFTY

FATZY = (#H) LVIROHMIZLD, PAEF T D Cmax B L TAUC 754 10% E
AL 0HE 9 B"bd, £, HMEHICBOTHAEERICL D EEBEXONDIAEFLENRE SN
el FTIAXTUORBEIBE PEROENTNZ EOE, SPHICITFEERSLETH S,
A NTafY—n

FATT = (#%A) LA R T aF Yy —LOfFHICEY A FF 2F Y —)LdD Cmax 8 LV AUC
BEEZE USIZHLTDEVIHE T B35,

T4 TF=T

77 4 F=71XHN pH BEHANC EF L7 T TIIRINAME T T 28200 H 0 | B EE W
FHERICEVEN pH 2 LAESES, AATF T —LED T 0 bRy FRLERS He S BT
Hl & DPFRITEENLETH D,

AR atry—

FAATT =R aF =L EDOHHICLY | AAT TV —/1D Cmax 73K 2.2 5, AUC 28
38R LT- & DHE Y b 5,

-7 N7 UIVEREEE

FATT = r7a b K7LV EDHRHICED, Z7u e R LVBEMBECH AT XA 7 F ) — L ff
AT v B R 7 LWERRE O &N 46% (1 HH), 42% (5 HH) {KF L, Huil/MOsEEREA
47% (24 W§fE]), 30% (B HH) KT L7z, $£7z, AATFY— b rub K7L Lo 5ME%
HIF CHHAEERZERECE 2P o72 L OWE " Bd D,

18




(

—

. Bl{EA

1.8/
ROBWERDB S BN ZENHLOT, BlEZ 7TV, RENRBO GGk E 2T
14 %70 EHEOI R LEZAT O 2 &,

) EXLRIER & AR

1.1 EXLEMERA
1M111 avy, 7Fr7245F 39— (T b BHEER)

vavs, TF74 7% — (WEMHE, [LESEEE) DbobhdZenbdbd,
11.1.2 MR, |BERKE. BOHEEM. /MRBY (Wb HEERH)
11.1.3 RUERF#. FFREEE. TEH. FFE (Wb HEERE)
114 D ESHRKRIEFEBMME (Toxic Epidermal Necrolysis : TEN) . K 8 &5 I 0B fF {% &
(Stevens-Johnson fEf&EE) (W 4v s BHEAH)
11.1.5 HAEE GEEAH)
11.1.6 FHEMEE L. SUBTREE (T HHEERY)

BB AN (BUN, 7 L7 F=%) [CHEETDH I L,
1.1.7 {BF FU D LMEE (BHEARH)
11.1.8 ME M (GHE )

UK, ROR IR, FEEL, M E O RE (15
CT EDMmELETHZ &, HEMEMK
DEHZEDOWY) I ALE Z(TH Z L,
11.1.9 HEBHBMARLE (B )

. W, CK EH-. MR ORP I AT ey ERERHLDND Z LB 5D,
11.1.10 SSELKRE (D)

A%k, BRETE, KRS, IR, AL, B WEERERHOLDND ZERH D,
MANMEIT RO LME BHEARH)

T hARTA e B —OREMEGIZLY, QT EE, EE, LUONEEZEIRK~Y 71T L
MERH LD ENDH D, o, K~ 732U AEICER LA v T AlE, B2V ¥
LMIES OBMERE 2EDBEN DD, TN O OBME R NEDONDIEIRNH b= GEIC
W P~ 7Ry AREORIEEZITV, BENRD NG, v 7RV U AOMFE DY)
RAERITO L, [8.4 B]

H) ERRD LNIHEITIE, R X ML K
REEDONT BTS2 Tk L, BB ERLE L H
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(2) Z0iDEI{ER

10.

1.

12,

11.2 EDHDEIER

5% A B AT
EHEUIE &5 HZ. T OFER. ZIALBE, JEREEUE
HIbAS TR B, ELD, IR, (ERL. R, BURRUR. B

THNE, 0¥ MR, NZE, Sk BEMEERI RS (collagenous
colitis. lymphocytic colitis)

Jr i AST, ALT, Al-P, v-GTP, LDH ® 5

17 FMERS D, i/ R A i

R R ) HEV, ORI GE), RK, LUV, #RE, IR, BE R,
5 OIKKE

Z Ot [liK=2T FEEN BRI, B, R, M bELE. BE. Rk, B

i, SEIR. B, ARREE. AT, BT, R, RO
BUN, Zv7F=" JREE. MU Z VT4 R, MGV UL,
Wal xFo—iLo 5

. BRRERRICKIZTRE

BEEIN TR

BERE
BE STV

HALOZXE

14 BALDEE
141 FFIRARBOIE

HRABSERSUIBRR 5% 7 N UBHESHR LS ORI, ik, & OMhA & OIR A FH 3ok
TAHZ L,

ZDMDIE

(1) ERERERAICE D ER

15.1 EREREEAICE D < /¥R

1511 AFIOFELER, BEICLDIEREZRHKT 22 E08HL0T, EBHETRNI 2R L LT
5HZ &,

15.1.2 RARBIRIZIA S TRV, ARAIDOENEGRRBRIZ W CTHEN 2 b7z & ORENRH D,

15.1.3 MM BT DEBOBENTET. 70 F VR 7 A e BEX—IC X DIEFICE W CRHERIEIC
P85 BB, FREEEIT. FHEBHTO U 2 7 IR EME SN W5, Bio, SHEROER—
(1L E) ORREZTIZBE T, B0 27 BEmLz,

15.1.4 VEAMZ BT 2 BICABEE 25 & LICEBOBILENIET. Ve ho Ry 7 e v s —% K
HBLTEBFICBWNTIZ oA NI VT A T 47 43D BEBEGEO Y 2 7 #INAHE S Tn
Do

(fin)

15.1.1 AFIOHEHIZ LY BEIEEOBRIERSREME S0 . ARG EE T, BEONEENE
ERIZ-Z D Lighholc b ORERH D, -, RERER R HBERE LR TRl L2z
WIZh, 7o bR T - A e B —FHERNIE, NEERE L EfT & Lo®E Y bbb
%o BEEWHEIER Z R 38K @ L7 EFH E LT He B RETAICMO 7 1 R R
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YT e A e XD EOERICHEERD Z LA STV D,
15.1.2 1993 ‘I FAVICBWTH A STV —NIC L AREEERMEE 720 . FNEELE

(CPMP) (2B W TCEMARBRFI TR b IcfE R, 1994 /£ 7 AIZA AT T Y — )L LR IE

DOFERBIRIIMEL ST b DT L OffEw AN S 7z, BURFRIZ IS W TR L RER IR E &
KRBAR IS O W TIRHE 2SS STV RV [EWNERRBR T TEEIE) i S hTns 2 &

L0 EEMEDTZ ORI LT,

B&

==

HeE
%)

(2) FFEREREERICE DR

15.2 JEEREREABRICE D {188k
15.21 7 v MZ 1.7mg/kg YA B4 2 R D £ 5 L7z @R, BICh LT/ A4 ROFERA LI

L DHREDRDH D, ZDOHNTF A ROFREIZITT v MIERRENRD N TN D,
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X. JERREREARICEAY H2HE

1. FEEHER
(1) ZENZEEFHER
(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) &RERESHRR
AR L

(6) BFRIERERER
AR L

(7) ZohoEHESH
MR L

22



X, BEMERICEYTSRE

1. BERES

@ %IJ F AT \/*‘/V/E%)EH 20mg %ﬁ%E%[ﬁzu‘)

THET) ) EE-—EEOMGEICIVENT LI L

Hihksy | AA T T —=nF hU oL L

2. B
34
3. AERETOFFE
SIRRTT
4, MFEWEDEES
20k LV EDEE
20.1 AMEBHEZITEL L TIRET D Z &,
5. BEMITEM
B EIR T A R
<FVoLBY + FH
ZOMOEBE W EM -
6. R—R% - F%hE
Fl—R%sy « AT —F U o LS
7. ERR4EERAR
NG|
8. HERFABFEAARUVARREEES. EMELNFFEALD. REHAKEAR
. U AR FE KRR N A, I IR 7eBA A
W74 AR KR AR g
FA T — LS 2010 4 2010 4 2010 4E
22200AMX00583000
20mg [HAET) 7H 15 A 11 A 19H 11 A 19H
9. PEEXIIHREM, RAERVCAEEEENEOERABRVUZTOAR
AR ANA
10. BFEEHR. BFIMMEERLARFABRUVZTORE
BARANA
11. BEEYM
AR
12. IRIEHARFIR (BT H1EH

AANL, BRI BI T 2 HIFRIZE D BV TNZRW,
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13. E#Ea—F

ey JEAE G EE AR E | @R ESK S a2 — F |HOT (9 #7) L7 NERLE
R IR = — | (YJ =— k) g AT Afla— R
F AT TS — LI
9329403D1068 | 2329403D1068 | 120363901 622036301

20mg [H[ET |

14. REHFTLOIEE

AANL, PRI L D% IR TIE v,
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1.

1)
2)
3)
4)
5)
6)
7)
8)
9)
10)
11)
12)
13)
14)
15)
16)

17)
18)

I. X#k

51 AR

FENERE 22 MR
FENER - IR O 2 EERER
FEARGE . SKPR LG9, 1995 ; 23 (Suppl.8) : 41-48
CHFRKEE At 3KER L AR 1995 5 23 (Suppl.8) : 49-59
CHFRKEE At 3KER L VAR 1995 5 23 (Suppl.8) : 61-76
SIFRKES Ml 3EEE LR, 1995 ; 23 (Suppl.8) : 77-92
ZPEIE fthoc SREE L VAR, 1995 ; 23 (Suppl.8) : 93-100
TR i FEPR L 159, 1995 ; 23 (Suppl.8) : 101-112
Polfnd  fth o 38R L 759, 1995 ; 23 (Suppl.8) : 113-125
WVEfGA  fl: SEEE L 59, 1995 5 23 (Suppl.8) : 127-137
IRV LI e D ERIARGER (A 77T — LT 2001 45 4 A 4 HI7KFE, HEEERMREE .1.4))
FEE (KA AT T —V7EM 0 20104 6 A 29 A, FEAHREE)
Zollinger-Ellison JEMEREIC X 2 A#RER (4277 —/L1E/ 1 2001 45 4 A 4 AAGE. HEEER
W -.1.5))
KHFIER i A 3EPEEE. 1988 5 92 1 105-111
Wallmark B., et al. : J. Biological. Chemistry. 1985 ; 260 : 13681-13684 (PMID : 2997178)
LI I3 TE D%k M OSMENC 351 2 RIS (A7 Z — AR 2001 4F 4 A 4 AR, F
HREE)
Elander B., et al. : Scand. J. Gastroenterol. 1986 ; 21 : 268-272 (PMID : 3012768)
B o AR M O3B B i e 2 I EREER (A 77— 93 M £ 2001 424 H 4 A
AR, HEEERMEE AR L)
Larsson H., et al. : Gastroenterology. 1983 ; 85 : 900-907 (PMID : 6884713)
FEEE—RL fth P 3EPRGE. 1988 ; 92 1 39-47
FRIGH fth ;KPR L IR, 1995 5 23 (Suppl.8) : 21-29
Yamamoto O., et al. : Dig. Dis. Sci. 1984 ; 29 : 394-401
24 FERIE N pH Bt -1 A 2 B G3ER- (F 2 77—V : 2001 45 4 A 4 AKR, &S
#R.1.3) . (3)
24 WE[HIH N pH M5 -FE R 538 OF A 77— LiEH £ 2001 45 4 A 4 A&, HEEEEMT
#h.1.3) . (6)
HERERER -1 B 218 6 ARG (4 A 77—V 2001 45 4 H 4 A&, HEHERHE
3.1 . (1)
HRESEAE fth : SKER L VAR, 1995 ; 23 (Suppl.8) : 5-20
Landahl S, et al. : Clin. Pharmacokinet. 1992 ; 23 : 469-476 (PMID : 1458764)
Naesdal J., et al. : Clin. Pharmacol. Ther. 1986 ; 40 : 344-351 (PMID : 3742939)
Andersson T., et al. : Clin. Pharmacokinet. 1993 ; 24 : 71-78 (PMID : 8448974)
Andersson T., et al. : Eur. J. Clin. Pharmacol. 1990 ; 39 : 51-54 (PMID : 2276389)
Gugler R., et al. : Gastroenterology. 1985 ; 89 : 1235-1241 (PMID : 3932118)
Sutfin T, et al. : Ther. Drug Monit. 1989 ; 11 : 176-184 (PMID : 2718223)
Regardh CG., et al. : Scand. J. Gastroenterol. 1985 ; 20 (Suppl.108) : 79-94 (PMID : 3858978)
Regardh CG. : Scand. J. Gastroenterol. 1986 ; 21 (Suppl.118) : 99-104 (PMID : 3460172)
Cederberg C., et al. : Scand. J. Gastroenterol. 1989 ; 24 (Suppl.166) : 33-40 (PMID : 2690330)
Andersson T., et al. : Br. J. Clin. Pharmacol. 1993 ; 36 : 521-530 (PMID : 12959268)
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XI. &84

1. ELESHETORFTRE
L

2. BT EITHEBRERIEER
ERICET SiBMER (F—X SV THE)
AINZBT HHEH EOFTEBEOHDOFTHE E A—A T U T HEE TR D,
(IVIl. 6. FsEOEFAEBTHEEICEHTHEE] OHEEHR)

Drug Name Category
F—A N7 VT DOBIA omeprazole B3
(2021 4 4 H )

S5 IO

F—A2 N7 U7 D5 (An Australian categorization of risk of drug use in pregnancy)
Category 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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XI. {F&E

1. BR#F - REXIRICERL THREKHRZT S ICH->TOEEHER
(1) #»#

Y LR
(2) HE - BAMRUREREF 1 —JHEBMEHER

Y L7

2. TOMOBEEESR

AEOHERICEHT 5

KIT, AFNODBAL A ZEMEICET 2R TH Y . A LBE L THM LB AN - Lathlc
DOV TOFHIiIEENE L TV, £/, BE L7oA omBEME R Z ENEIC SV TIME L TH72w,
AF 2 A L BLA LTI DBRICIE, SRAORMSCELER L, Hld 52 &,

SRERFEHEHIR : 2010/7/28~2010/10/25

(1) pH Z=#hatR

] - ol | e pH " AR (FESHAK 500mL)
Lags ‘VH [01molLNaOH| /=™ | ey | 8
P e rmym, | ZfespH | B | 804y | LW | 3R
FATT =)L (A)0.32mL 5.18 4.75 | A B g% — + +
HHH 20mg | 9.94
THEET) (B)10.0mL 12.56 2.62 | ZEfbirL

MARRRICOWT, AMALENLERBD RS TGEIT—, AL ERBDZEAIT+E L,
pH 1 2 3 4 5 6 7 8 9 10 11 12 13 14

«— 0.1mol/L HC1 0.1mol/LL NaOH —
wmEEEH HE & 0.32mL HE & 10.0mL
5.18 9.94 12.56
(2) EEZE bR
OBLA Tk

FATZ = VERH 20mg THIET)] (vnv &S : OMV-8) % Frid ik TR LA Bl & HHA

EIRAE LT,

<P&fRITIE>

c AAT TV = VERH 20mg! B E T +AAEHEK 20mL or 100mL
c F AT T = VIER A 20mgl HIE T +5%~7 K 7 FEE4HE 20mL or 100mL
OB 15
REBEE M (). pH, &8 (%), KEE (%)
HERES : BE 2B (A) @ BlAE%. 1R, 3 Ref], 6 RFfE], 24 FFH#ZICE
oA ik (B) : BLAEA. 154y, 304y, 1 WFRD, 3 MR, 24 BERI# 2 £
RIFSM - RSP (IR, EBABOLE T CRT)
R m (7 AR GEHER))
5 s h s — BBRE GMAAESERIR AR O GE, BRI E L))
Al (EHEAHIR)
5%Glu (5%~ R oM EHR)

S

g1y
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1) BB 3A|

WAL <Hiom 4> HHIA <pliondn >
Fl &2 bR A M 7 4 VA 35 Eik <MEFPROT N ok >
EAa Y| MU S 2 iR < ) -k AR > e F 0T v GEE<Ive b-VINELER) v >
—WRE | A B ) > 71 B <) -HEi A AR > U 7F A 3 HHiR <HEFHR >
T2 | T I IR <@ BRI R AT A > v VU RS 1g<Tve V)P gh>
PR | 77 77y 12X PEFHK < @) -k ST 3 BRI > INUARY UEEN 1g<t74F7 AR >
T 7Ty b IE<HERRHERRR > )= ) UEER 1g<7uEt7f gL >
it VY &‘-TS ‘%miﬁ <ﬁ':ﬁs%i1?z> ' AN b = — VR 1g<t7) )RV A ERYE >
e 7 4 VAV =)V 3 Bk <HEFHR > R~ B — A 1g<t/zt” MRt >
RE z— v R IR <<= INFLER) /5 v > XV UHER 1g<t7py v A>
T0T v I E<ILRIT V> PUAEWE vt 7 4 UHER 1g<t7M7%)7 Na>
S U b ERH 2g<t’ A Y)Y Na> %;#Aﬁiﬁ%’ﬂiﬁﬁ 0.5 <438 3h-VIAIF/ TN 1L >
77 AV a iR 1g<t 7 7V U > NaKfly > T2 LERM 1g<TA MiATA>
N M.VIE [74eh) <@he) -k AR AL §/A1> T I~ A U ERHE 200mg <7 by ERERIE >
ﬁU\ 473 -F V FESH < @) - R AL hv Al > A B XY TSR 400 <At AV BiREREE >
AL RN 500mg <7 Aanve” iR > Nz AV UTEFHR 100mg <V Ay VR >
PEERSRE| U A — <P VR)y - B> BRIV S FEA 1g<irbvfyy Na>
BRI | ==V SRR 500mg <yFa)y > 473« A=t = EHER) <F73Y 711 - Ber Bre BRA >
EHRA | € VLR 4amg/2mL <7 nhnFy R ERHE > B R U 25% < TAaME VR >
W bEE| Vv ot U ik 2mL < ShA i jiehh i > A EXILCl ey~ 25%<Trant vfE>
BAA | 7V 2 RT L EHIE 10mg<Abe7 3 > Al | X I CiE [7Y—) 500mg<7rant’ />
A R 1R 100mg <pwn' ) /by Na> XA DU <FTVRBAT2A b AV 4} - Be B FR A A1 >
N7 U 3 U 5% < bk hEE > VS S ER T <@Ee) -k R AL s>
55 2L . X5 H1 A TN GET iR
Wl ;;;j:/;uiiﬁﬁzzzzfgﬁlﬂ FAD > T 7 AT H ) 7 AE 10mEq<L YX/\ 7% VBN ) b >
A B T Ry K| T 32—V TESHE 8.5%10mL </ vayEghvyyhkFndy >
BTV Vs A R —L#EH 40m " o ; NN
51| <7 Vb 2y v By N fﬁgﬁ; u BERFRT (-0 FHI9A (0.2) <tan'we’ v Na>
B2 B - RV S BPESHE 10mg <34 ) 75>
7 X7 U S B <73 - - EARE > EEH I AV — NV ER 0.5g<F737-V Na>
ARV 2 BRI <T Y e s B > FRENK | ViR — N E 8.6 BN <DIv=T 0 AVBERESE TACRE R RS Il >
Eha oA Y v 7 RF g < @he ) -k i A0 > A JNE01% T Y D <V VIR TR >
—WRE | = XV A -2 S <T Y - AR > == 100mg <M SRR >
TNTI) w7 SR <7 R B R R > P J1 4 R Low 1% 200mg < b~ SVHEERYE >
S=75 Y v 7 Liik<7 R b R > T;;;,I R7 R Uy 7 ARERR 100mg< | 7§ \/HREHE >
sy | ZIAY 7 B <7 Bl AR > S OF e T 4 ) L 300mg T4 () <y 7 70y >
ﬁi:%'\%%u 7 2= v 7 iR <mhe) iR AT B A > A7 4 ) VE 250mg<73)74)/KFn >
7 X LSRR <JFARE T R > L2 /) U iE 500mg <vial)y >
RIEBER 10% <7 1 > PUEEE | 2 R « ~3 U U7 5000 BAA/5mL <A~ ) Na>
RIEBER 20% <7 1 > FESERUA vox -t $EH 24 TEAL [~ fvR) <gekf-t >
gz LSRR 50% <7 1 B> YK Y b 200mg <pvV/EED) b >
h XU F—AEB% [TV —] <F/)h-> FURA | 7 v v 7 A1 20mg<7nti} >
7V = ME 10% <3V) by > VA e U ERK 0.5mg <77 Aj=h >
~ L b AR 10% << b2k Fng > WALZE | 7 A 2/ 7% 20mg <7 Fvrak 73V Bk >
72 7Y — REgiE <730k - B > B | AT I iR <E AT B >
EL-3 Bk < fERmm > @ | 77 A AL 23— U3 20mg <77 /vy =)/l Na K >
U — 2 3G IE<FEREHERFK O N ok > EIS | 257V FEFK 2 75 5 THAL))rafy >
74— DE<T VN UREINEERR) v > AV R o ERHNE 3.8mg <7 ¥4 ) /ERTATV Na >
74— FE<HEg)/r > Vb e a—F 7R 100mg<th wapd) vy Egazy Na>
KN1 ik < Btk > VT | KB na=by SRR 500mg <t napd )" V)V EETATy Na >
VLT I Q< KRS I > | KRBT L R=2 50mg<7 Vb =) nvanfgrash Na>
VLT B 4<HERRIR > TrRAZVE L - FESIK 1000<y )7 oAb >
it KN4 %i@u?ﬁ <{rﬁ?&?ﬁ"¥&> VoFariE 4mg(0.4%)<«“‘ 5\%57“‘/9‘/@1@» Na>
Ty VLT A b <AfiEEIE IR > BEsE | TERAT 74— T 4 100<h A M- VR >
V) Z-T1 SR < BHddik > PR | 7 9> 5O<F77Exdy it >
V) &-T3 %5 G iR < HERFK > R | REZREEAK<EHHAK>
VU Xy A-H iR <MERRRO N ol > BUBER| & = —~ U > R & 100 HAL <t MYa)yGEfs TR0 2) >
VVT A BA B < MEFHR > TR = L A X vy 7 E<IE{k Mn - GREEHE R KFIEC S >
Y77 b DER<7 N UREMELEE) v > BFl | 2R T Y o E<HAL Mn - BiEETSA /KRR A Al >
b Y 7Y — i< MEFFIRG AR > [ |8 b 500mg < v7)h >

NV =gk THD)  <$LER)vy v>

AW PL 7Y —) </ AHK>
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2) ABRR

LIFIChiE T1) BE3EA ONEIZRBGR R 2R L1z,

e kiR (A)

A
fggfg mﬁfg% MBRHE | RLOW | 1M | 3REME | 6 BERIE | 24 MERIH
) (0, A — — — —
~USL v 2 Bk ER pH 4.57 — — — —
(100mL) 20mL | & (%) 84.26 — — — —
AR (%) 100.00 — — — —
I8 A5 T A - - - -
~U RV 2 B B pH 4.47 — - — —
(500mL) 20mL a8 (%) 75.34 — — — —
BAAE (%) 100.00 — — — —
I8 T - - - -
NA TV v TR ok pH 4.45 — — — —
(100mL) 20mL | & (%) 79.15 — — — —
BAEE (%) 100.00 — — — —
) T 0,V — — — —
AT v TR A pH 4.43 — — — —
(500mL) 20mL | & (%) 72.11 — — — —
AR (%) 100.00 — — — —
I8 I £ Rk 40 £ V5 T - - -
7 I N R oy pH 6.93 6.95 — — —
(100mL) 20mL | && (%) 96.97 78.35 — — —
BAAE (%) 100.00 80.79 — — —
I8 I £ R 40 £ V5 1] - - -
7 I N R A pH 6.92 6.93 — — —
(500mL) 20mL aiE (%) 93.03 73.67 — — —
BAEE (%) 100.00 79.18 — — —
) (0, A A0 ¢, V£ ] — — —
FuF 7 3 12X K e pH 6.10 6.10 — — —
(100mL) 20mL aiE (%) 97.40 85.74 — — —
BAEE (%) 100.00 88.02 — — —
I8 I £ R 40 £ V5 T - - -
FuF7 I 12X Bk Ef pH 6.09 6.09 — — —
(500mL) 20mL | && (%) 98.30 86.14 — — —
BAFE (%) 100.00 87.62 — — —
I8 T8 (0 T A - - - -
T F v MNE ok pH 5.45 — — — —
(100mL) 20mL | & (%) 94.11 — — — —
AR (%) 100.00 — — — —
) MR | SR OB — — —
77 F v bME ey pH 5.38 5.39 — — —
(500mL) 20mL aiE (%) 92.70 61.65 — — —
BAEE (%) 100.00 66.50 — — —
I8 I £ R MV | MEET | REE R
VU Z-T3 Sk A pH 8.07 7.97 7.71 7.53 7.19
(100mL) 20mL | &8 (%) 100.56 100.63 99.97 97.17 86.34
BAAE (%) 100.00 100.06 99.41 96.62 85.85
I MR | ESREET] - - -
VU Z-T3 Sk A pH 5.62 5.64 — — —
(500mL) 20mL aiE (%) 97.15 76.13 — — —
BAEE (%) 100.00 78.36 — — —
) Tt o,V — — — —
T4 OF Y —)V 3 FHhik Ef pH 4.72 — — — —
(100mL) 20mL | & (%) 82.88 — — — —
BAEE (%) 100.00 — — — —
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foe &

Al & FE A

AHAl

(2 B Vi) VT BRI H [IRRENIERE 1 HEEIfL | 3 HEMIfR | 6 WERTR | 24 WEEIfL
S8l TSRO TR - — — —
T4 OF Y —)V 3 FHhik Ef pH 4.59 — — — —
(500mL) 20mL | & (%) 81.02 — — — —
BAE (%) 100.00 — — — —
S8l I £ PRI 1 — — — -
R & a—)L R ik oY= pH 5.00 — — — —
(100mL) 20mL | & (%) 90.22 — — — —
BAEE (%) 100.00 — — — —
S8l WA A2 — — — -
R & a—)L R ik oy pH 4.88 — — — -
(500mL) 20mL | & (%) 85.66 — — — —
BAE (%) 100.00 — — — —
S8l I 21, Ve ] MR | MR | MEVER | EAVEH
ZIT v A pH 9.22 9.14 9.00 8.91 8.74
(100mL) 20mL | & (%) 98.93 99.00 98.17 97.84 93.89
BAE (%) 100.00 100.07 99.23 98.89 94.90
S8l I £ 725 B e | MEEIERR] | MEGER] | e
TIT v I VAR pH 8.42 8.35 8.36 8.21 8.31
(500mL) 20mL | & (%) 99.80 99.88 99.31 98.65 93.17
BAEE (%) 100.00 100.08 99.50 98.84 93.35
S8l I £ 725 B e | MEEERR] | MEGER] | MR
TIT v 5%Glu pH 9.11 9.04 8.99 8.86 8.70
(100mL) 20mL | & (%) 99.52 99.35 98.86 98.30 95.64
BAE (%) 100.00 99.82 99.33 98.77 96.10
S8l I 21, VR ] MR | MR | SEVER | EAVEH
ZIT v 5%Glu pH 8.34 8.35 8.28 8.17 7.91
(500mL) 20mL | & (%) 99.70 99.48 98.35 98.08 93.52
BAE (%) 100.00 99.77 98.64 98.37 93.80
S8l 10 £ 725 B e | MR — —
ARy Y YRR 2g A pH 8.00 6.84 6.63 — —
(Z£& 100mL) 20mL | & (%) 98.35 97.76 93.83 — —
BAEE (%) 100.00 99.40 95.40 — —
S8l I £ 725 B e | MR — —
ARy U YRR 2g e pH 8.11 6.81 6.60 — —
(Af 100mL) 100mL | & (%) 98.42 98.06 94.42 — —
BAE (%) 100.00 99.63 95.93 — —
S8l A 21, VB ] el | M TEE] | PR A -
N b U R 2g 5%Glu pH 8.28 7.05 6.64 6.54 —
(5%Glu 100mL) 20mL | & (%) 99.23 98.78 95.49 88.60 —
BAFE (%) 100.00 99.54 96.23 89.28 —
P4 I £ 725 B ] | MERP | MEAEY —
Ny U CERA 2g 5%Glu pH 8.22 7.16 6.81 6.58 —
(5%Glu 100mL) 100mL | & (%) 98.93 98.74 95.87 88.99 —
BAE (%) 100.00 99.80 96.90 89.95 —
S8l I 21, V5 ] MR | MR | EAER | Mg AR
v AV o A 1g | AR pH 8.84 8.53 8.05 7.33 6.81
(Af 100mL) 20mL | & (%) 99.05 98.91 98.57 96.82 70.26
BAEE (%) 100.00 99.85 99.51 97.74 70.93
S8l 10 £ 725 B e | MR | MEER | e
T AV o HEALlg | AR pH 8.72 8.40 7.94 7.31 6.73
(Z£& 100mL) 100mL | & (%) 100.14 99.98 99.17 97.82 69.61
BAEE (%) 100.00 99.84 99.03 97.68 69.51

* 15 R THAICEB L,
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foe &

AL H

AF

(B2 1 Vi) e ARERIE H Bl A E 1% 1EERI%E | S BRI | 6 BERITR | 24 FERIZ
S8 A0 ¢, V£ ] MR | MEEVER] | MREUERT | 5 v
v 77 AV o EEA 1g | 5%Glu pH 8.63 8.23 7.55 7.01 6.69
(5%Glu 100mL) 20mL | & (%) 98.82 98.38 97.57 94.78 63.75
BAAE (%) 100.00 99.55 98.73 95.91 64.51
S8l 75 - - - -
MVIE (7o 0h] A pH 4.62 — — — —
(4= 500mL) 20mL | & (%) 69.58 — — — —
BAE (%) 100.00 — — — —
N S8l HEEY | REAEY - — —
;’HJH RV IAT VIR 4 pH 5.56 5.68 - - -
- o 20mL | & (%) 92.79 70.50 — — —
(727> 7% 100mL) BAER (%) 100.00 75.97 — — —
N S8l TV (0 A - - -
;ZL7 R IAF VM| e pH 5.86 5.97 - — —
- o 20mL | & (%) 95.95 81.81 — — —
(7277 500mL) BRAER (%) 100.00 85.26 — — —
S8 I £, VR ] M | R - -
v X 33 ERHE 500mg A pH 8.54 8.37 8.06 — —
(2mL) 20mL | & (%) 98.03 97.83 74.62 — —
BAE (%) 100.00 99.79 76.11 — —
4% I 5, VB ] MR | MEER | MR r
B2 L3 LN 500mg e Qo
(9mL) 100mL pH 8.31 8.01 7.57 7.23 6.73
&8 (%) 99.86 99.94 98.57 95.87 63.03
BAAER (%) 100.00 100.08 98.70 96.00 63.11
S8l A ¢, V£ ] s | REAmATH - -
v & X UK 500mg 5%Glu pH 8.55 8.26 7.69 — —
(2mL) 20mL | & (%) 98.61 98.29 90.80 — —
BhAE (%) 100.00 99.67 92.07 — —
S8l I £, VR ] MR | MEET | e | MEEaET
7' A—E A pH 7.93 7.86 7.67 7.46 6.85
(200mL) 20mL | & (%) 99.98 99.50 98.65 97.67 84.20
BAE (%) 100.00 99.51 98.66 97.68 84.21
S8l A0 ¢, V£ ] MR | MEEVER] | IREVERT | SR A
7 A — ik Ay pH 7.88 7.81 7.67 7.52 6.98
(200mL) 100mL | &€& (%) 100.05 99.40 99.15 97.87 84.77
BAAE (%) 100.00 99.35 99.10 97.82 84.72
S8l A0 ¢, V£ ] MR | MEEVER] | IREVER | SR A
7 A — i 5%Glu pH 7.94 7.82 7.66 7.44 6.90
(200mL) 20mL | & (%) 99.34 99.29 98.36 97.61 83.22
BhAE (%) 100.00 99.94 99.01 98.25 83.77
S8 I €5, VR ] MR | MEET | e | MEEaE
7 A — it 5%Glu pH 7.72 7.54 7.48 7.19 6.82
(200mL) 100mL | & (%) 99.66 100.50 99.10 96.99 80.56
BhAE (%) 100.00 100.84 99.43 97.32 80.83
S8 A0 ¢, V£ ] MR | MEEVERT | R —
=2V HEHHE 500mg A pH 9.36 9.35 9.31 9.29 —
(10mL) 20mL | & (%) 98.64 98.44 98.21 97.89 —
BAAE (%) 100.00 99.79 99.56 99.23 —
S8l A0 ¢, V£ ] MR | MEEVER] | IREVER | SR A
=2 Y R 500mg A pH 9.22 9.20 9.17 9.15 8.93
(10mL) 100mL | & (%) 99.09 99.06 98.65 98.34 95.80
BhAE (%) 100.00 99.96 99.55 99.24 96.67
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«

foe &

Al & FE A

AF

(2 B Vi) e BRTE B [IRRANIERES 1HpI% | 3 EEM% | 6 BRRIfL | 24 Kefiltk
S8 (0, A MR | PR | S v —
=2 Y UEHIE 500mg 5%Glu pH 9.29 9.27 9.20 9.13 —
(10mL) 20mL | 58 (%) 98.37 98.10 97.60 97.72 —
BAAE (%) 100.00 99.72 99.21 99.33 —
= ER=R 30 — — — —
v Y LR U 4mg R pH 8.55 - - - -
(2mL) 20mL | &8 (%) 96.21 — — — —
BAAE (%) 100.00 — — — —
Wl | weeEy | wBaEr | reenn | seagy | 00
Vbat U ik 2ml Ay b
(2mL) 20mL | .. pH 8.91 8.92 8.88 8.87 8.80
S8 (%) 98.81 98.72 98.35 97.82 89.60
BAAER (%) 100.00 99.90 99.53 98.99 90.67
FEAE IFEAE | 1FEAE | 1IZEAL |, N
\ s mEEy | memy | mepy) | sy |KOOHEY
Vvat V3 2mL e
(9mL) 100mL AEpH 8.82 8.81 8.78 8.74 8.65
&8 (%) 100.46 100.24 99.84 99.19 94.98
BhAE (%) 100.00 99.78 99.38 98.73 94.54
ws
B | BT | BB | BB | R e gﬁfﬂj
N S W 0, iy
/(gn:;;z” ~ & 2mL %’Elﬁl _pH 8.87 8.86 8.84 8.82 8.72
S8 (%) 99.60 99.21 98.96 98.33 92.49
BAAE (%) 100.00 99.60 99.35 98.72 92.86
A8 wEEy | memy | memy) | e iﬁ%ﬁ}fm
7(29m1)“7//£%& 10mg 2%{3 pH 8.83 8.82 8.80 8.78 8.83
8 (%) 99.81 99.63 99.44 99.60 87.51
BhAE (%) 100.00 99.81 99.62 99.78 87.67
S8 (0 A MR | MEPER | MR | e
7Y T SR 10mg A pH 8.71 8.67 8.61 8.61 8.47
(2mL) 100mL | &8 (%) 99.70 99.78 99.91 98.95 91.62
BAAER (%) 100.00 100.08 100.21 99.24 91.89
S8 mEEy | memy) | memy) | e gﬁfﬁj
° N °CS N A V7 0 M
7(29m1)“7//£%& 10mg 528’51%1 pH 8.82 8.81 8.80 8.78 8.85
&8 (%) 100.69 100.56 100.64 100.26 78.93
BhAE (%) 100.00 99.87 99.95 99.57 78.38
= I £ R MV | mEEE | meRP | RaE
7Y T U 10mg | 5%Glu pH 8.60 8.56 8.52 8.49 8.38
(2mL) 100mL | &8 (%) 100.13 100.13 99.95 98.70 94.71
BhAE (%) 100.00 100.00 99.82 98.57 94.58
S8l e €0, P B FEEEN | BaEl | SaEl | BaE
7 R (BEH) 100mg AEEy pH 9.22 9.22 9.22 9.20 9.15
(2mL) 20mL | &8 (%) 100.23 100.27 100.08 99.13 96.02
BAAER (%) 100.00 100.03 99.85 98.90 95.79
4181 (0 A mEEE] | HEEY | HEeRP | HaEy
7 RE (FEiEM) 100mg A pH 9.06 9.02 9.00 8.97 8.90
(2mL) 100mL | &8 (%) 100.14 100.14 100.26 99.49 95.12
BAAE (%) 100.00 100.00 100.11 99.35 94.98
S8l e €0, P B FEEEN | BBl | SaEl | BaE
7 RE EEM) 100mg | 5%Glu pH 9.18 9.17 9.15 9.13 9.06
(2mL) 20mL | &% (%) 101.21 101.11 100.76 100.61 96.70
BAAE (%) 100.00 99.90 99.55 99.40 95.54
= B WEEY | AAEH | HeRP | AR
7 RE EEM) 100mg | 5%Glu pH 8.85 8.82 8.79 8.74 8.70
(2mL) 100mL | & (%) 100.20 100.08 99.74 99.07 93.63
BhAE (%) 100.00 99.88 99.54 98.87 93.44
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«

for &
8

AL & IEA AL smemEp | mems | 1eEE | SRR | 6SEE | 24 R
(B oUW vz | T T o il Il T
/Ly
S48 meny | memy | mewn | mepe | P00
RS A T 5% g i T
(5mL) 20mL | .. pH 8.85 8.86 8.85 8.84 8.83
& (%) 98.73 99.05 98.86 98.19 91.64
R (%) 100.00 100.32 100.13 99.45 92.81
A I £ 725 B M | MR | MEAVER] | A
N7 AV & 53] A pH 8.78 8.75 8.71 8.64 8.47
(5mL) 100mL | 58 (%) 98.27 99.07 98.76 97.94 93.93
AR (%) 100.00 100.81 100.49 99.66 95.58
o1 (0 P ey | mEED (R aRH] —
b 5% 5%Glu pH 8.87 8.75 8.61 8.52 —
(5mL) 20mL | & (%) 98.07 98.05 98.02 97.43 —
BAAE (%) 100.00 99.97 99.94 99.34 —
s o V] EEE] | EEEY | HEEY —
TFIE 951 2mL A pH 9.37 9.33 9.28 9.15 —
(2mL) 20mL | & (%) 98.94 96.85 93.08 84.88 —
iR (%) 100.00 97.88 94.07 85.78 —
A I £ 725 B e | et R — —
WARAI ) Ty —HF | AR pH 7.91 7.92 7.93 — —
—#7E 20mL (AmL) 20mL | & (%) 99.43 96.39 91.63 — —
AR (%) 100.00 96.94 92.15 — —
o1 (0 Y ey | EEEE | EEE —
WMARAI ) 7=y AR pH 7.88 7.88 7.88 7.89 —
—#7E 20mL (5mL) 100mL | & (%) 101.66 102.17 98.45 94.88 —
BAAE (%) 100.00 100.50 96.84 93.33 —
o1 0 P MR | MR — —
BAOFRAI ) 77 —7 | 5%Glu pH 7.96 7.77 7.64 — —
—#7E 20mL (5mL) 20mL | & (%) 98.94 96.31 90.99 — —
AR (%) 100.00 97.34 91.96 — —
. s A I £ 725 B e | IR | B e —
:0;;. e 2%% =1 E’pI?O/) 99é2655 998'0876 98é8579 98é6078 _
3 S g m [==EN () . . . . -
(AHEARIR 1m1) AR (%) 100.00 100.21 99.93 99.42 —
. o A 10 75 B MEEOVE | MG | BEAVER | arEA
Lﬁ)r’;g' AR R LR ey pH 9.08 8.95 8.72 8.54 8.07
GRA VAR 1mL) 100mL @% %) 99.36 99.49 99.36 98.99 94.72
A L3 o
BAAE (%) 100.00 100.13 100.00 99.62 95.33
49 PR 49 VK . N J— j—
40mg = 20mL | & (%) 98.71 98.36 98.30 — —
(AR 1m1) FfrsE (%) | 100.00 99.64 99.58 - —
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A e 2 kil (B)

Hicl & S

AF

(o B ) | VAR REBREE | AlE B 15 5314 30 7t 1 R4 3 FEfE#4 6 MEE#% | 24 Rk
s ] | AP | A — — — —
TR E | AR pH 5.54 5.54 5.54 - — — -
e (850mL) 20mL &8 (%) 96.44 — 80.70 — — — —
1% (%) 100.00 — 83.67 — — — —
SMBL | TR | TR AEN | A — - - -
IRV 2 B AR pH 5.37 5.37 5.37 - - - -
% (1000mL) 20mL &8 (%) 93.03 — 73.97 — — — —
1% (%) 100.00 — 79.51 — — — —
ShBL | R TE — — — — — —
NAHY 7 RF| 48 pH 4.47 - — - — — -
e (1000mL) 20mL &8 (%) 90.91 — — — — — —
R (%) 100.00 — — — — — —
S8 MY | MEEP | Ay — — — —
-z XY A2 AR pH 5.09 5.08 5.08 — — — —
FHE (1100mL) | 20mL  |[&& (%) 93.33 — 65.85 — — — —
T (%) 100.00 — 70.55 — — — —
SN | TR | T | R — — — —
INHN v 25| AR pH 5.28 5.28 5.28 — — — —
g (1003mL) 20mL |&& (%) 97.27 — 73.44 — — — —
T (%) 100.00 — 75.50 — — — —
s i 4 8 B — - — — — —
a=5Y s Lig| L& pH 4.27 — — — — — —
% (1000mL) 20mL |&2 (%) 86.68 — — — — — —
PRI (%) 100.00 — — — — — —
s ] | AT | A — — — —
TIHY v iR lasuiy pH 5.34 5.35 5.35 — — — —
(500mL) 20mL |&& (%) 93.59 — 74.38 — — — —
1% (%) 100.00 — 79.47 — — — —
M8 P | AP | SaEl | e — — —
7=y 7 iR ER pH 7.18 7.18 7.18 7.18 — — -
(200mL) 20mL &8 (%) 98.79 — 95.85 92.56 — — —
1% (%) 100.00 — 97.02 93.69 — — —
M8 MY | MEEP | Ay — — — —
T ULAUER A pH 5.93 5.93 5.93 — — — —
¥ (500mL) 20mL &8 (%) 93.43 — 85.09 — — — —
A% (%) 100.00 — 91.07 — — — —
S8 MO | MEOENH | EEEEH | EEEH | EAEH | EOEH | REAEH
KRG 10% Ef pH 9.14 9.13 9.16 9.17 9.10 9.07 8.95
(20mL) 20mL &8 (%) 98.69 — 98.76 98.79 98.07 98.01 95.43
AT (%) 100.00 — 100.07 100.10 99.37 99.31 96.69
s ] | e | e | SRl | Al | ReEE | REAEN
KW 20% ey pH 8.95 8.97 8.96 8.95 8.90 8.88 8.83
(20mL) 20mL |&& (%) 99.20 — 98.85 98.87 98.56 98.12 95.64
FETFR (%)|  100.00 — 99.64 99.66 99.35 98.91 96.41
4 ] | M | e | el | Al | ek —
KEHHE 50% AR pH 8.44 8.42 8.41 8.39 8.30 8.23 —
(20mL) 20mL |&2 (%) 98.92 — 99.00 98.92 98.09 97.09 —
PRI (%) 100.00 — 100.08 100.00 99.16 98.15 —
oy ke s e | M | e | el | Al | ReEy | EaE
5% [ 7 v — | ey pH 8.96 8.85 8.85 8.83 8.75 8.80 8.72
20mL  |&& (%) 98.77 — 98.87 98.71 98.28 98.13 94.31
(500mL) e
1% (%) 100.00 — 100.10 99.93 99.50 99.35 95.48
M8 M | MEEP | MEEE | Al | faEs | ReEl | Rany
7 Y=y ME10% | £& pH 8.87 8.87 8.96 8.88 8.82 8.80 8.77
(500mL) 20mL &8 (%) 99.53 — 99.31 99.31 98.44 97.94 96.04
1% (%) 100.00 — 99.77 99.77 98.90 98.40 96.49
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foe &

RRadtAl AR vmnn | mans | 150% | S04% | 1WERI% | SWERI% | 6 W% | 24 M
(Bt B i) | s | T R 7 7 i i i i
ax:) MOV | EEEN | EOENH | EOEN | B | EEE | SEaEY
<L N AWIE 10% | AR pH 8.11 8.14 8.10 8.04 8.03 7.96 7.82
(500mL) 20mL [&R (%) 99.94 — 99.68 99.56 98.73 97.45 90.72
TR (%)|  100.00 — 99.73 99.61 98.78 97.50 90.77
ax:) MV | EEEN | EOENH | EAEH — — —
T T7V—Nig| AR pH 6.69 6.67 6.66 6.66 — — —
% (500mL) 20mL |&& (%) 99.70 — 95.53 91.38 — — —
TR (%)|  100.00 — 95.81 91.65 — — —
S8 MR | B EIER | SRE IR — — — —
EL-3 2k Hfr pH 5.53 5.52 5.52 — — — —
(500mL) 20mL |&& (%) 96.55 — 84.83 — — — —
TR (%)|  100.00 — 87.86 — — — —
S8 MR | B EIER | SRE IR — — — —
W — 3G I Hefr pH 5.39 5.40 5.40 — — — —
(500mL) 20mL |&& (%) 96.49 — 81.87 — — — —
A7 (%)|  100.00 - 84.84 — — — —
S8 MR | MR i £ 8 B — — — -
44— DE Hefr pH 5.44 5.44 5.45 — — — —
(200mL) 20mL |&& (%) 96.28 — 79.58 — — — —
FEER (%) 100.00 — 82.65 — — — —
ax:) MATER | MEEEE | EOEN | EOEE | EEE | EEE —
v 4—2 F Hefr pH 7.29 7.29 7.31 7.29 7.26 7.23 —
(500mL) 20mL |&& (%) 99.47 — 98.59 98.23 96.34 94.27 —
FETER (%)  100.00 — 99.11 98.75 96.85 94.77 —
ax:) MV | EEEN | EOEN | EOEN | EEE | EEE | EeER
KN1 5K Ay pH 8.31 8.29 8.25 8.25 8.24 8.11 7.69
(500mL) 20mL |&& (%) 98.89 — 98.65 98.51 98.06 97.55 93.15
TR (%)|  100.00 — 99.75 99.61 99.16 98.64 94.19
ax:) MATER | MEEEE | EOER | EEEH | EAEH | MEER —
VILF L2 ey pH 6.88 6.98 6.96 6.86 6.87 6.86 —
(500mL) 20mL |&& (%) 99.32 - 98.82 97.95 95.33 91.27 -
TR (%)|  100.00 — 99.49 98.62 95.98 91.89 —
S8 MR | MR (0 P A (0 P A (0 P A Myl | Mok G
VLT L4 ey pH 6.92 7.02 7.06 6.94 6.97 6.92 6.81
(500mL) 20mL |&& (%) 98.91 — 98.60 98.44 96.77 94.12 76.52
TR (%)|  100.00 — 99.68 99.52 97.83 95.15 77.36
S8 MR | B EIER | R IER — — — —
KN4 54k ey pH 5.69 5.65 5.68 — — — -
(500mL) 20mL |&& (%) 96.93 — 87.88 — — — —
FEER (%) 100.00 — 90.66 — — — —
S8 MR | MR (0 P A (0 P A (0 P A Myl | Mok e
VLT LB Hefr pH 7.41 7.41 7.41 7.36 7.31 7.25 7.12
(500mL) 20mL |&& (%) 99.85 — 99.48 99.36 98.65 97.06 88.38
FEER (%)|  100.00 — 99.62 99.50 98.79 97.20 88.51
ax:) A | B G | R — — — —
V) & -T1 Sk A pH 5.70 5.70 5.71 — - - —
(500mL) 20mL |&& (%) 96.42 — 87.78 — — — —
A7 (%)|  100.00 — 91.03 - - — —
ax:) MV | OB | R EE — — — —
VKT & G| e pH 5.79 5.74 5.76 — — — —
% (200mL) 20mL |&& (%) 96.51 — 88.42 — — — —
G723 (%)|  100.00 — 91.61 — — — —
ax:) A | B A | R — — — —
VY &y s Z-Hia| 4 pH 5.94 5.93 5.94 — — — —
% (500mL) 20mL |&& (%) 98.46 — 92.96 — — — -
A7 (%)|  100.00 — 94.41 — — — —

36




foe &

i 2 541 A D svgomn | mawms | 155% | 304% | 1% | 3RERI% | 6rEMEG | 24w
ey S S e e R 77 7 i i i i
4N AR | AR | ARy — — — —
VLT I 3A itk e pH 6.03 6.01 6.01 — — — —
(500mL) 20mL |&HE (%) 97.94 — 93.00 — — — —
T (%) 100.00 — 94.95 — — — —
sl MyE] | AR | MEEP | RERE | s ey — —
Y77 b D iR e pH 6.66 6.52 6.56 6.50 6.52 — —
(500mL) 20mL |&&E (%) 98.46 — 96.53 95.04 89.13 — —
T (%) 100.00 — 98.03 96.52 90.52 — —
sl paERc ] — — — — — —
hY 7 U — Rk At pH 4.86 — — — _ _ _
(500mL) 20mL |[&& (%) 91.36 — — — — — —
1% (%) 100.00 — — — — — —
sl MfyE] | SRR | e | ReRE] | ekl | mams | EaE
NV vk - | AR pH 8.60 8.68 8.58 8.58 8.47 8.46 8.38
THDJ (500mL) 20mL |[&& (%) | 100.07 — 99.73 99.92 99.30 98.70 94.73
FEFR (%) 100.00 — 99.66 99.85 99.23 98.63 94.66
4N MAEH | REAE | Ay | RAE | Ay | ReE | EaEs
AFEW PL (7| A4f pH 8.83 8.89 8.80 8.86 8.76 8.62 8.47
Y —] (500mL) 20mL & (%) 99.83 — 99.97 99.67 98.99 98.58 94.90
A% (%) 100.00 — 100.14 99.83 99.15 98.74 95.06
4N 912 T — — — — — —
T4 V4 35 Wi | AR pH 5.01 — — — — — —
(500mL) 20mL |[&& (%) 91.85 — — — — — —
A% (%) 100.00 — — — — — —
4N AR | RAE | Ay | RAE | Ay | BReEY | EaEs
777 v 7 Gk Hefy pH 8.44 8.37 8.46 8.43 8.35 8.27 8.12
(500mL) 20mL |[&&E (%) 100.01 — 99.81 100.11 99.31 98.75 94.26
7% (%) 100.00 — 99.80 100.09 99.30 98.74 94.25
sl Mo PSR | R VB | R TR — — — —
V7T A 3 SR VN pH 5.27 5.28 5.28 — — — —
(500mL) 20mL |&& (%) 98.70 — 72.01 — - — -
TP (%) 100.00 — 72.95 — — — —
o8l M ER | MR | MR | MEEE | mEEH | MR asEn —
vy US| AR pH 9.43 9.30 9.21 9.11 8.91 8.75 —
1g (ESHIK 3mL) | 20mL |&& (%) 97.31 — 97.34 97.42 97.01 96.66 -
FErR (%) 100.00 — 100.03 100.11 99.69 99.33 —
. . o SMEL | TREE I | R B | WS TR — — — —
N RARY ER
Ef pH 6.52 6.55 6.59 — — — —
i 1g 20mL |&8 (%) | 95.01 - 93.04 - - - -
(FES$ 7K 20mL) 7 : :
FE1FR (%) 100.00 — 97.92 — — — —
e U S8l MmAEH | AR | SR — — — —
1 Ay pH 8.77 8.42 8.18 — — — —
V£ 10mL) 20mL & (%) 96.59 — 96.10 — — — —
T (%) 100.00 — 99.49 — — — —
. o SMEL | PREE TR | REE G | SR GEN | REATERH — — —
NA b a— VR
i 1g Hfr AEpH 7.32 7.39 7.42 7.54 — — —
(B 20mL) 20mL & (%) 95.91 — 95.48 94.91 — — —
T (%) 100.00 — 99.55 98.95 — — —
o o SMBL | MR | MOEEEN | MR A — — — —
ERA~ELE=] 4 H 5.58 5.71 5.79 — — — -
b lg 20mL é.‘%p % | 93.94 . 84.90 - - - -
(4 20mL) petrR (%)) 100.00 - 90.37 - - - -
SMEBL | SR TR | S TER | R IER | BREE s — — —
EX UM 1g e pH 6.35 6.37 6.40 6.57 - - -
(FESHHK 20mL) | 20mL |58 (%) 97.70 — 94.59 91.71 — - —
FErR (%) 100.00 — 96.81 93.86 — — —
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foe &

REERAl | B D een | mome | 150% | S04 | 1e& | sesm | 6 whm | 24w
(Bt B s s m R 7 77 i i i i
s SMEL | MR ATEI] | R TEN] | IR CAVEN | RIS AT | MR | R AEN | kB aEH
lg Hefr AEpH 9.03 9.00 8.93 8.91 8.73 8.56 8.04
Cheit ik 20mL,) | 20mL & %) 98.39 — 98.46 98.54 97.79 97.58 90.75
T3 (%) 100.00 — 100.07 100.15 99.39 99.17 92.23
T R S48 MV | MEER | EEEN | EeEH | EEEH | EaER | RHEAEH
9 0.5 VaseCy AEpH 7.67 7.66 7.66 7.64 7.57 7.48 6.97
(£ 100mL) 20mL |7k %) 100.60 — 99.87 99.78 98.47 96.73 78.35
717 (%)|  100.00 — 99.27 99.18 97.88 96.15 77.88
. . SN | AR TTER — — — — — —
;%7&#&%% EﬁL n | 516 _ . _ _ . .
P 20mL [&&E (% 90.49 — — — - —_ _
(A 20mL) A7 (%) 100.00 — — — — — —
S8 o paENc ] Myl | e aEn — — —
TIW~A T UNE] AR pH 6.84 6.86 6.84 6.86 — — —
i 200mg (2mL) | 20mL & & (%) 97.97 — 97.37 96.14 — — —
FEER (%) 100.00 — 99.38 98.13 — — —
b paENc ] o Myl | e aEn — — —
A 'R R AR pH 6.91 6.91 6.91 6.92 - - -
400 (2mlL) 20mL [&& (%) 98.34 — 97.49 96.47 — — —
FEER (%) 100.00 — 99.13 98.09 — — —
S48 WA | AR | EEEH | ST — — —
No~ A VU sk 4f pH 6.98 6.99 6.99 6.99 — — —
100mg (2mL) 20mL (& (%) 99.98 — 98.00 80.88 — — —
A% (%) 100.00 — 98.01 80.89 — — —
. S8 MO | OB | RO — — — —
RAR~AT S )
o R pH 7.50 7.50 7.50 — — — —
”igﬁ J%%k somL) | 20mL @ (%) | 96.08 - 89.66 - — — —
717 (%)|  100.00 — 93.31 — — — —
AT R S48 IR — — — — — —
b (gm| | pH 430 B B B - - -
(10mL) 20mL |&&E (%) 78.00 - - - - - -
A7 (%) 100.00 — — — — — —
e, s o paENc ] Mo b ST H — — —
500mg | # 4 ¥ | Afy pH 8.51 8.47 8.39 8.30 — — —
(2mL) 20mL (& (%) 98.43 - 98.88 92.18 — - -
T (%)  100.00 — 100.45 93.65 — — —
S8 paENc ] paENc ] plaENc ] paENc ] FERBAT H — —
IV CETey| Af pH 7.53 7.57 7.60 7.62 7.66 — —
Y~ 25% (2mL) | 20mL |[&& (%) 98.12 — 98.37 97.36 83.52 — —
FEER (%) 100.00 — 100.25 99.22 85.12 — —
S8 o paENc] Mo paENc ] FERBAT H — —
IV CEIT7Y| Aa pH 8.82 8.82 8.81 8.77 8.56 — —
—] 500mg (2mL) | 20mL [&& (%) 99.18 — 99.03 98.07 95.39 — —
FEER (%) 100.00 — 99.84 98.88 96.17 — —
S48 FREOEH | FeOEE | ROBE — — — —
EZ AU R pH 4.86 4.87 4.88 — — — —
(£ £ 20mL) 20mL (& (%) 83.52 — 45.54 — — — -
A% (%) 100.00 - 54.52 - — — —
S8 Rz f RG] f Rz — — — —
~ VA TR A pH 5.09 5.19 5.26 — — - —
(#££ 50mL) 20mL (& (%) 92.23 — 68.20 — — — -
A7 (%) 100.00 — 73.94 — — — —
T ARG A Y AV 4N ) MATER | MEEIER | EEE | EOEH | Ry — —
10mEq (10mL) AR pH 7.61 7.59 7.61 7.61 7.59 — —
20mL (&8 (%) 98.27 - 98.11 98.06 96.97 — —
FHi0 =28 717 (%)|  100.00 — 99.83 99.78 98.67 — —
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foe &

( Bl 5 S A AH SUERIF
N TR Ak HRIR ARk 15 534 SN 2
- B | EEw Atk | s0%tk | LRG| SWRAE ) 6% | 24 FERG
. WEw | e »~ ;
BT R | Af | pH 0.5 ?f’o‘ﬁﬂ mEEy | memy | mepy |geteps | -
0, . .
8.5% (10mL) 20mL [&H (%) | 98.58 - 995;2570 028 919 9.11 -
P (%) 100.00 - 99.91 Zﬁés 198'95 o824 B
TS T A0 1) 9 W | mamy | mame | R s 00.37 99.65 —
AE MEVERE | MR 44 F p
(0.2)\ A N EpH 10.08 10.08 10.07 1% {oeﬂ MEIEN | REEY | FTEED)
(EA K amL) | 20mL (B3 (%) | 98.31 - 98.48 98.4 o8 9s 02 994
FEAFE (%)]100.00 - 100.1 o oo o7 97.52
N | L eEE - 17 100.09 99.92 99.43 99.19
KU b AESRK AR pH 86; B - - - - -
10mg (2mL) 20mL [&# (%) | 8623 - _ B B - -
%z{a;é (%)|  100.00 - _ ~ B B B
S LR 5| BB TR | ROEIB | Pk EIB | § o - —
) b LEEY | MoraEy B | 7 p p -
0.5g (20mL VRfHz | o8 pH 10.77 10.80 10 80ﬂ FURGIEDT | BOTECIED] | HOTEIE | fkeian]
fititR) 20mL [&GH (%) | 98.77 - 98.75 o o 1077 10.74
FEAT (%) 100.00 _ g gggi 98.51 98.71 97.28
L MMEL | @B | AR : 99.73 99.93 98.49

R 1 3.6 M| Ef | pH 9.52 m;ésigﬁﬂ WEEy | EEEYT | EEEN | BoRaEr | —

fi (3mL) 20mL [&fk (%) | 98.94 - 99é5018 9.50 9.46 9.42 _

FE17EE (%)|  100.00 — 100.14 1909(53317 o864 98.53 -

o | mEEn | e - ' 99.69 99.58 -

ON V0% | Ak | pH o £ méﬁﬁﬁﬂ WEEY | WEEY | poReE | - -

(50mL) 20mL [t (%) | 98.55 L 6.56 6.57 6.58 _ B

A7 (%) 100.00 - gg'gi 22'93 89.44 - -

) SNEL | ME@ED | B E 32 90.75 - -

Ha—PVE100mg| A | pH 779;)@ mEEY | WmEEy | EaEy | Ry - -
(5mL) P ' 7.76 7.73 7.73

soml |58 (0 | 98.36 7 o 7.76 - _

A7 (%) 100.00 - 99‘82 22’84 97.01 - -

v L : g A7 98.62 - _

R Hﬁ OB | EEER | EOENR - - —

200mg (200mL) | 20mL . o8 562 5.70 - - -
m a8 (%) 97.37 — 87.40 - -
A - - - - N
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N N S8l 1 _ — — — _
BT My 7 234 ER pH 7.76 - B - - -
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et (%)] 100.00 - _ _ _ B -
o7rua 74 iE S8l e 7 B A £5 PR Ve y _ — —
‘ WEED | WEED | e p -
300mg [=—¢) | R | pH 9.89 9.91 9,90 ?fg N RGED | GRS | #EREEN
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, B | mEmy | e : 10001 | 100.25 | 100.38
IR B 0.01 "“?ﬁw 'ﬁ;ﬁ{w TEmyl | Wemy] | EEny | e
50mg (10mL) 20mL [&# (%) 100.32 - 9é0334 o o 002 9.03
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N S| MEeEE | MEE > - 98.17 98.39 96.19
1/(Sﬁ'h‘/‘&500mg efe | pH 0.2 “‘?ﬁ% ﬁ;ﬁw maEy | wAED | EEEY | HReET

10mL) 20mL [&& (%) 98.83 - 9é2048 o - 018 914

FAFR (%) 100.00 — 106 25 23'30 . o848 96.58

A Sy B Eeey | memn | mens | Rean | Resy | ey |mEGs
5000 M fir smp| EE | PH 9.74 9.70 969 | 965 | 0| AREIED | FUREIE

(5mL) 20mL [&# (%) | 99.38 - 99.57 ‘ 961 9.53 9.34

pA7 (%) 100.00 - 100.19 1909640()2 05 o5 oo o o803
o=t FHE 24 75 B | Rewy | BEET | HTeEn| - R e
B TR 2 g | pH 6.67 6.67 6.67 - _ _ B
(A4 12.5mL) 20mL [E R (%) | 99.32 - 98.20 _ ~ _
FerEE (%)] 100.00 ‘ B - - -
: e - 98.87 - _

VBT Y a5 ) () ; - — —
200mg ' ER pH 9.75 9.73 § Ms;é;%% il vt ol Bl Lt
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FE(r (%)]100.00 - 99.85 10967051 99.39 99.46 98.47
: 99.64 99.71 98.72
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S8 MAVEE | AR | SaEP | EaE | maEy | EaEs | seEarEm
Ty 7 A 20mg | A pH 9.55 9.56 9.55 9.54 9.51 9.51 9.45
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FETFR (%)|  100.00 — 100.06 100.15 99.70 99.93 99.62
L b o R M8 MAVEE | AR | SaEP | RaE | maEy | EaEs | seEaEm
) 05 Ef pH 9.71 9.70 9.68 9.67 9.64 9.60 9.50
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S Ly g B ax ) HAEY | EAEN | HaBE | EEEE | HaRE | Sl | HaE
2mTL7 7 A fr pH 9.55 9.54 9.52 9.50 9.48 9.43 9.12
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s MR | MR | MEEE | Ay — — —
AR )TN - Ay pH 7.04 7.05 7.06 7.07 — — —
¥E 20mL (20mL) | 20mL |8 (%) 97.81 — 92.77 87.95 — — —
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M8 MV | EEEN | EEEN | EGEH — — —
AT I 2 —TiK At pH 7.17 7.16 7.18 7.18 — — —
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4mg(0.4%) (1mL) | 20mL |&& (%) 98.72 — 98.76 98.89 98.67 98.03 —
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