Tt RN
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PR
pH Z#EER [ 70 7o %42 0 fiEFEk 400mg =7 1]
2017 49 H
=7 a RSt

a7 uaxY L s EREEER 400mg (=7 1] @ pH ZEEER

1. ABRE/K

v aradY s R 400mg (=70 X, Ve ax b o R ESR G ETH =2 —F
J v RENHPERITH 5,

ARl AREF O pH AKIFHEOELA 2% TIT 2 72012 pH ZBaER 2 Ffi L7 D THET 5,

2. #BH

a7 ax Yy TR 400mg (=7 1) vy FES 0 17J01

3. HBEY

a7 aXxY s R 400mg (=7 1) 1A AIER 100mL 2% CHAR L2 (1
300mL) (2, 0.1mol/L ¥if& ¥ 721% 0.1mol/L /K&t 7 b U 7 LKEER # b - T E L. Fefei) e s MBI
EAFRD Sz pH (Z81ks8 pH) B L O EEmL) 2 H7E L7, 10mL OiakiE 2 L < b1 s 4k
BELORONRWGA, OO pH ZHIE L7 (k& pH),

4. HBHER
% pH
Akt4 . EJIES . EALHTR
pH EL7z mL%# BEEL
Z4b8 pH
0.1mol/L HC1
i e 2.74 1.44 Blb7a L
A =R = b AN SR Y £ E R . 10.00
41
400mg =71 | 0.1mol/LL NaOH
5.72 1.54 SRERY W
8.22
5. &R

1) =R0R, EFEEEE XS (1988), AT 4 WV Ea—v
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FEPEE

Va7 a o s SRR
200mg NP
300mg NP]
400mg =77 |

fl 5 2 EAR

2025 4 3 H (5 4 i)
=7 v RSt
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FEPEE

a7 a XYy SRR O A

AR

vra Tt U mEETRIY. AR LTy ey axY L U A GET Ao a—F / u R

HEHHEAITH D,
Alal, ARBENZOW RS

EARRER 2 Sk L 7= D THET S,

) BB ERAL . 441 2018 4E 6 H HIfE,

1) "Bk

TR OB B2 VT, 2009 4E 4 AR BRZ F0i L7-,

[FRBR R IR]

v T xR EER 300mg (NP

(7 7nm Yo G ilEER 200mg NP,

a7 a Xty s AR 300mg (NP,

7m T a XY s AR 400mg =71 ) 1, F—RE (r7rx i 2mg/mL))

[BoASRAI] sk fRFEH Ik b
HR7E4 EH& A MVETIXBERIRS St4
T F Nk b N A IMEFEEHERF I P
74— D ik 7 R UBEINEEER Y Vi Pz
v 4 —> 3G ik 7 R U IR Pz
KB/ A PRI KRBT =K
KIZEHER 5% 7 RO K& Ty = RIFHHE
KN3 5k B TR E R (HERFIR) KRIZ L= KRIFHEE

W7 A — LR

KSFT XA T NEBEY o 7 iR

RE T = RIFHKE

HREE Y 7 ViR

V& —T3 Bk T BRI (HERFIR) TATA T 7 —~ =GR
L L , o
'?&;IV/%M&pHS HEe ) v =7n
¥iq
‘ - TR
b o i UL RPARTEHPINET B SN

7 4 F Y — L S Bl

WA EAE I (HERHE 10%KEI0)

KR T4 = RFHIE

5% 7)VT FoE*

MRS

RE T = RIFHKE

B+ 7F A 7Lk

M & - RAMEERBET IR (K 77
XA LT MR Y VIR

KR T4 = RFHIE

~ L b Ak 1 0 %

TR - BEE AR (10% <L h— A
TEHHR)

RE T8 = RIFHKE

77T v Ik

L-3i2 7 U O LY Vi

77T v 7 GElR

P - BRI (5% Y Ve h—u
HBE Y > 7 NVIR)
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FEPEE

. - A e Y —HiE BE (GFX P A - .
RUSL Y1 B g% VR B (GEX) AR s o
. " mA e ) —#iEA b (GFX) - AR | il shie
Ehw Y —WEiRA b - EBRE - 73 - .
S Ly i Lo AN - 15 T 3 = Je gl
. FANV 1 SR D RAL S ik KRG T = RIFREE
A] - A\ S e S 3
. - mAw Y —diRH b - ERE - 73 - P
AL 2 B SN TiE= B
2 FA i D RALH I ik KRIZ L= RIFHEE
o | MMAY YT SV =R i P YN FILE
Yy | ARV v TiE—2% | m R ) iR AR TIE
E—TXY A — 1% mh e —WEiR A - ERE - T
] . L TATA T 7 —~=[GtEE
i i 19477 it
AI\ o~__‘ W N = E,—‘ 1] —#E wn ISEd:velivig ‘:
i TXYA - 2% [—iz{lﬂ) R bE - ERRE - T/ DA T — N
e i (3163
E—T XY A — 3% m e ) —lgiE A E - B - T
V753 TN TATA Ty —~= G
i i A9A77 Gt
N ?ﬁmu—%ﬁ% %éf&iy- _ e
TV H ) w71 Ei ) o . TIVE =MW =2
N ﬁwmu~%ﬁm %é@&iy- .
TAHY v T 2 B ] oo = ==
PV 7R < e - R T E A
R . %XV b—IEAE WRAETI /B _ e
73t v - XB #ig %!%f N L
7 | 7=y 7R WAET 2 A TA UL T 7 —~ =R
I | 7R 7Y — REg* W - BARE - TR BRI R T3 = KRR
J | TR LNV RTEERE | IFERNECGE T X BRI KE T3 = KK
e | 7oL UK AT X BRA (10%) KRE T = KRS
LS EE NV AREHT X  BRESE (7.2%) KE T = KK
| 24T I 22—k BRERRET 2 BRIENK TATA T 7 —~ =GR
FuFrT I 2XER | 5% XY h—AEBARET I B | _
. avi%a=
> Zall
TUFIF50F TIVANT T L R ERHIR ECHT 3G =5
-
F— 7 MV & B DB ERR AR E E X 2 VA | KT = KRIGHER
o
| BEAT—PHERK UR7SEe L) VBB AT Ry | =T A F—
S | 10mg LRSI =T AF T A
S I VUMFT IV OALT A R EU R .. _
7 CAAT R MR - 2T /A NT IV e
TH VT I VK BERETE SR A A BRISE =
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FEPEE

FN_R=V B 05g | /N=XR L - REI T B =t
AT g EZ;?;;:T MY Db ANRT 77 AY—

i A L T e L) BIL{L = K IE L

i RAVEEM 1g * TARF Y K IO

" 18,(;?;:/\/ FERE T R MeijiSeika

g | N ARY UEHER 1g | 74 T T LIERRE T K=K
;;;ﬂwwiwﬂ 7 AEF UL B BMS
RAI VU SEHEA1g | RAKR~A T R UL MeijiSeika
ﬁ%;ﬁ;féﬁﬁfﬁ INT o P L A
b e NI e A AL DA
5—FU {& 250mg =Ry % W AnEmEx U v

T | HRy—EE 20mg | 7 EF UL T AT T A

Z %%%EOE%; BB YA 77 A HF—

. @%m1£mg RT3t S

g | RAT 4 VHE250mg | T T 1 U KR T—HA

# | EHAZY 10 T 7ERAL v b ATIVERIG SofE
R SRE 000 B sy gy 77 A Fm=F A
sl ey |~V R XA T T =l
7w 7 A 20mg ZA=N N Y7 4=HIET
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N E R
2) R 5IE
AR ENETNORAEFEZFBRICTREA L, AR E Lz, BEATEFUTO LR L35,

(i - w0 = U —iaie - 7 X iR
AFN 150mL & AELAHAT 100mL 2R AT 5.

(&5 XA - HiEmEE - 2 OMiEg#A]
AF 150mL & AELAFHACKD ZRAT 5,

C%1) : LT —Ex BlA &) MoK - REZIM2 TRGMEROGAITEM L, Zhe E
BEA R MICRREOBRK - REZIRGMROGEIXER T 5,
(Fz72L, “=7 3maTcnianwz & &2R L, HEREAGE] MORA DRSS TH RN
OIx, “ERRER 2Nz 5.)

T HDORAHITHOWT, =il - ENEOLT (5001x) « 47 AEEE GREDL) THRFL. BLAEE.

1, 3, 6, 24 FEf&ICHMEIRA (BHD . pH, &R (%) ZWET 5,

3) B AR
AR RS SR CR2) & I E LA IR
CRDFEAFR (%) ... BLAEZEOEEE 100% & L7 EARE2HE M Lz,
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FEPEE

[EAZalBRaE R (k)] s« Bge Ik

B & 57 AlA = ARERIEE | BlBEAR | 1R | 3 HREIEE | 6 BeftR | 24 KRR
7T N 100mL 18 AR | ey | BEEE | BAEY | EEE

pH 5.00 5.00 4.9 5.00 4.97

£ AR (%) 100.0 100.2 100.3 100.0 100.3
U —2 D iR 100mL ML MY | EAED | EEED | EeE | EaEy

pH 5.09 5.09 5.09 5.10 5.06

R EAEEHE (%) 100.0 100.0 99.7 100.1 100.1
v —> 3G i 100mL S8 MBI | EAEY | EEEE | EAEEY | EEET

pH 4.98 5.00 4.99 4.99 4.99

£ AR (%) 100.0 100.4 100.5 100.4 100.6
REARE 100mL ML MY | EAED | EEED | EeEY | EaEm

pH 4.18 4.18 4.20 4.18 4.18

KRG L= KGR AR (%) 100.0 99.7 99.8 99.8 99.9
KEWEK 5% 100mL S8 WEEE | EABY | EEEE | EAEBY | EEET

pH 4.22 4.22 4.24 4.22 4.22

KRB T35 = RIF R AT (%) 100.0 99.9 100.1 100.2 100.6
KN3 ik 100mL S8 MBI | GBI | EEEE | EAEEBT | EEET

pH 4.71 4.71 4.72 4.72 4.74

KRG L= RGHIE AR (%) 100.0 100.2 100.1 100.1 99.6
A — VR 100mL. 48 WAEE] | EGEY | EEED | EEEY | EeE

pH 4.92 4.91 4.92 4.92 4.93

KRG T35 = RIFHREE AT (%) 100.0 100.2 100.7 100.3 100.8
V& —T3 5k 100mL S8 MBI | GBI | EEEE | OB | EEET

pH 4.66 4.65 4.67 4.65 4.65

TAVAT 7 —~ =G A (%) 100.0 99.8 99.9 100.3 100.4
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FEPEE

[EAZalBRaE R (k)] s« Bge Ik

B & 57 Ale = ABREE | BAEL | L REER | SRFME | 6 et | 24 REETR
SNV BT 100mL il M | MEAEE | BaE | BB | EEEH

pH8INP] pH 4.83 4.82 4.82 4.82 4.82

=7n FRAEE (%) 100.0 99.8 100.1 99.8 99.6
N o s ‘ e | OB | ARRS | Gk

Bl — R 100mL wm | meiey | SO0 o o o

pH 6.40 6.35 6.28 6.38 6.60

TAVAT 7 —~ =Gt A (%) 100.0 90.8 26.5 14.8 11.2
TAYAY =)V 3 FHiE|  100mL M8 WEEE] | EAEY | EEED | EEEY | EeE

pH 4.45 4.47 4.44 4.46 4.43

KRB T35 = RIFREE AT (%) 100.0 100.0 100.2 100.2 100.1
5% 7 VTR AE* 100mL 418 MY | MR | MAEl | e | EeE

pH 4.18 4.15 4.15 4.16 4.14

PNZARTE NS TS AR (%) 100.0 100.0 100.1 100.1 100.9
KT 7 F AN L{E|  100mL M8 WEEH] | EAEY | EEED | EEEY | EeE

pH 4.75 4.74 4.74 4.74 4.74

KRB T35 = RIFREE AT (%) 100.0 100.1 100.2 100.1 100.4
~ /L RAHER10% 100mL 418 MR | MR | MRl | e | e

pH 4.22 4.22 4.22 4.22 4.20

KRB T35 = RIFREE AT (%) 100.0 100.3 100.3 100.4 100.0
0TI 100mL S8 MOEE | MEEE | ROEE | EaEP | EaE

pH 4.78 4.77 4.77 4.77 4.79

R L= R AR (%) 100.0 100.0 100.2 100.3 100.3
Z07 w7 GHiiiR 100mL. M8 MEEH] | EAEY | EEED | EEEY | EeE

pH 4.77 4.76 4.77 4.76 4.78

KRB T35 = RIFREE AT (%) 100.0 100.2 100.2 100.3 100.2
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FEPEE

(Bl S 2 bRBAE SR (e Y —iik) ] sk Ikse ik

L el BlE s ABREE | BAEL | 1 REE% | 3R | 6 RFEITR | 24 KRR
NZANEVR BZ it 100mL s MY | EEER | OB | EEEY | EEED

pH 4.44 4.43 4.44 4.43 4.46

PNZARTE N S AR (%) 100.0 100.2 100.2 100.3 100.3
NZANEVPRZS it 100mL s MY | EEEDR | OB | EAEY | EEED

pH 4.46 4.44 4.45 4.45 4.42

PNZERT AN S S AT (%) 100.0 99.9 99.2 99.7 99.3
FA R TS 100mL SB[ MOREIEY | BOEE B | BOREIED | R a B | M e s

pH 5.33 5.34 5.43 5.34 5.32

PNZERT AN S S AT (%) 100.0 98.6 99.6 99.7 99.7
AR 2B 100mL SB[ MOREIEY | BOEE B | BOREIED | R aE | M e E

pH 5.26 5.26 5.26 5.26 5.24

PNZERT AN S S AT (%) 100.0 99.4 99.7 100.0 99.6
WAV 71 F 100mL s MY | EEER | OB | EEEY | EEED

pH 4.37 4.36 4.36 4.37 4.33

PRI (%) 100.0 100.0 100.0 100.0 99.6
ATV THE-2 5 100mL 418 EOBHT | eS| MBI | s aEE | Mo B

pH 4.38 4.35 4.35 4.35 4.31

FRAEE (%) 100.0 100.8 100.8 101.0 101.1

XA — 15 100mL 418 MOEE | B | BBl | EaEE | R

pH 4.88 4.88 4.88 4.88 4.90

TAVAT 7=~ =5tk AT (%) 100.0 100.3 100.3 100.2 100.0
XA — 25 100mL 4N 1) MEAVEET | MEEERET | MR | MEAER | EEEER

pH 4.98 4.98 4.98 4.97 4.99

TAVAT 7 —= =5tk AT (%) 100.0 100.4 100.5 100.6 100.4
XA — 35 100mL 4N 1) MEAVEET | MR | MR | AR | HehaEn

pH 5.07 5.06 5.06 5.06 5.06

TAVAT 7=~ =5tk AT (%) 100.0 100.0 100.2 100.5 100.6
TNH VTSGR 100mL 418 Wes s | M EIBE | s B | M aB ] | esa B

pH 4.92 4.92 4.91 4.91 4.91

TIVE =W =5 A (%) 100.0 99.8 100.0 100.6 100.0
TINH VT 25 Wi 100mL 418 Wes s | GBI | PesaEE | M aB ] | s a B

pH 5.11 5.11 5.10 5.10 5.09

TIVE =W =5 A (%) 100.0 98.4 99.0 98.9 98.3
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FEPEE

(B A bRBRRE SR (7 7 BRAD ] s igedik i
B 5 BEHA) [T HREBRIEH | A E% | 1 FFE% | 3% | 6 K% | 24 K%
73IE vk XB i 100mL s | ey | TP | s | R | RSed
FRIRAE ST H
pH 6.11 6.10 6.04 5.98 6.00
TIVE=HMHN =% FRAFE (%) 100.0 96.6 76.1 39.0 23.0
J— SN P 7% ﬁ"“%ﬁ‘?ﬂrﬂ% =] ot B 1y =Y
=y iR 100mL, s118 SEEy] | T | RN | R | RS
pH 6.51 6.44 6.40 6.38 6.41
TATVAT 7~ =R A7 (%) 100.0 83.7 34.0 23.4 15.8
77— NG 100mL 481 M | AR | AR | ??2’“ S N
BRI AT H
pH 5.99 5.97 5.98 5.98 5.81
KIFE T8 = RKEFHREE A7 (%) 100.0 100.0 100.0 99.6 47.8
TR TR 100mL. ) MV | MEEED | AR | e | BB
pH 5.44 5.43 5.42 5.42 5.42
KFE T = KEEHIE AT (%) 100.0 101.6 101.1 101.5 100.0
I ,9 ~ oI\ Ve 7% ﬁ"“%ﬁ‘?ﬂrﬂ% =] ot B 1y =Y
TNV iR 100mL 4181 71 Y5 ] o RN | RESEIIN | RSN
pH 6.46 6.41 6.34 6.32 6.32
KFE T =KEEHIE AT (%) 100.0 98.3 34.3 29.8 20.2
R 100 g | mew | DU g | R | e
SRR AE ST H
pH 6.22 6.22 6.17 6.12 6.10
KIFE T8 =RKEFHREE A7 (%) 100.0 98.8 57.1 34.2 20.1
N - vl 5 A p ¢ p
AT — il 100mL. wg | mamm | PTPC | nmm | mesm | ssssmm
BRI AT H
pH 6.31 6.19 6.14 6.07 6.04
TATVAT 7~ = [l A7 (%) 100.0 94.8 48.0 30.3 19.6
o e PP Py - Py FARIN T
ar 712X 100mL S8 MECAVER | MR | AR | MG ot
R pH 5.88 5.87 5.87 5.87 5.85
TIVE A7 (%) 100.0 98.3 97.9 97.3 86.2
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FEPEE

(Bl A aBRAER (BX I UAD] R IRGEH IR
L Sl [[iEs s @étbf% REEE | RMAER | 1 RER%E | 3% | 6 Rt | 24 B
7VF 3 F501k 3?“;;; 0omL | AMEL | EGES | EAEH | BB | BEER | S
pH 4.11 4.11 4.11 4.12 4.16
7S H  = FRAFHR (%) 100.0 100.0 100.1 100.2 100.2
F =% MV {E ﬁgf oomL | 4B | el | semnl | kel | kemn | e
pH 4.73 4.75 4.78 4.83 4.95
RIF T = KRG AT (%) 100.0 100.2 99.5 98.7 92.8
25— P /1;1% ooml | AMEL | HEAED | mEeEr | EeEr | KB | Has
10mg pH 4.22 4.23 4.22 4.21 4.20
R—T TAF—==T AT TA FRAFHR (%) 100.0 99.3 99.4 99.0 96.4
XAV A z%ﬁ 00mL | AMEL | MOREIBH | ORI | PR | YRGB | PR G
pH 4.43 4.43 4.43 4.44 4.44
=k FRAFHR (%) 100.0 99.8 100.0 100.1 100.3
TAYT AR | T | ool | e | moeimn | p e | soseim | gosem |00
5 ki
pH 4.36 4.37 4.36 4.36 4.38
A AR = 50 FRAFHR (%) 100.0 99.7 99.6 99.8 99.7
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FEPEE

[EA 2 aBRAE R (BUEDH) ] s ikoe ik
B & A Blo & @ét/a\ﬁ% AERIHH | BdAE% | LR | 3EEME | 6 REME | 24 FRR&
BILR=y fﬁ 100mL | AMEL | BRG] | MeEEIEY | MBI | R aE | e
S A 0.5¢ pH 5.20 5.17 5.14 5.11 4.99
=4t PAFR (%) 100.0 99.6 98.9 98.3 96.3
PYIRT NN SR RTINS R A B I IR S
EREERT- pH 4.23 4.23 4.23 1.24 1.24
Ty AY— PAFR (%) 100.0 99.7 99.8 99.6 99.7
BT F LTI fgfi 1oomL | 4h EF AR | Akl | AanE | ek
S 1g* pH 4.18 1.18 4.19 4.19 4.19
I =RIEE 1L AT (%) 100.0 99.2 98.8 99.0 97.7
FAOVERER 1g* | of oo | | mesm |TSDUAN mmasn | s | g
pH 6.40 6.38 6.17 6.05 6.01
Pt AT (%) 100.0 97.3 51.3 22.1 18.1
NP - 100mL S8l AR | EAE | EAEN | EaE | EaEH
TESTHE 100mg pH 4.62 4.63 4.63 4.62 4.63
MeijiSeika AR (%) 100.0 100.2 100.1 100.1 101.2
IR AR fm% 00mL | AMEL | BOREGED] | BT | BRG] | ey | e
FHEM 1g pH 5.70 5.69 5.67 5.66 5.58
HHET A HE = AR (%) 100.0 100.2 99.9 99.8 97.4
TIURIY | s |y | MR | mEWR | mEnR | menR | MR | ReR
VRS 50mg | PEVEAR RERSNEL oy 1.92 4.94 1.94 1.93 1.92
BMS 10mL | 500mL | #%473% (%) 100.0 100.1 100.4 100.5 100.5
BASIUS g 100l | AR | TR | | e | b | s
FHEA 1g 20mL pH 6.92 6.90 6.90 6.90 6.89
MeijiSeika AR (%) 100.0 33.4 20.0 16.0 12.0
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FEPEE

(B A2 LRBRER (ZofERAD] kG
B S B @é*f% HIRIEE | BOE% | | WERIG | 3RERIE | 6 BERI | 24 MR
kI L7 25% \ DI
- — 100mL 4 ORI | Aashik | RS | RESE | RS
Y 12.5g/50mL Ty
[RRA | pH 6.11 6.10 5.98 5.91 5.88
AN 1 97 S i A A7 (%) 100.0 99.9 68.2 49.1 39.0
v —BEiEH f*gﬁL 100mL I8 HEOEN | EEEAER | OB | EEE | E6EH
m
6 7 HNL I~ % * pH 5.01 5.00 5.00 5.01 5.00
A ifn i AR A FRATHR (%) 100.0 100.2 100.3 100.0 99.7
R — 100mL I8 =5} 178 =P} =) =5}
5—FU {¥ 250mg
pH 7.89 7.90 7.90 7.89 7.87
R EER Y A7 (%) 100.0 46.8 24.9 19.9 15.2
‘ o R — B | ey | e | e | meEy | ey
HAS—{EHHE 20mg|  20mL
pH 4.47 4.48 4.48 4.48 4.49
TATFA AT (%) 100.0 100.3 100.3 100.4 99.7
I TR 2%% — ) e | At | At | A | aarkE
m
e 200mg pH 5.84 5.43 5.28 5.24 5.19
Ty AP — A7 (%) 100.0 86.1 72.2 70.0 69.0
INANPDIZI — 100mL s178 MU | MEEVERR | MEEEE | mEEE | SR
FSHR 100mg pH 4.15 4.15 4.15 4.16 4.14
HFnZE A A7 (%) 100.0 99.9 100.0 100.0 99.6
A7 4V YE 250mg e GEd
— 100mL ) BEEHR | AESEEAn | RESLEEN | REALEEI | AL
PR T H
pH 6.70 6.66 6.56 6.54 6.55
T—HA FRATHR (%) 100.0 50.0 27.1 24.8 19.6
FHEHZH 10 R ax ) HEOEN | EEEAER | OB | EEE | E6EH
BETEST | BHESHE pH 4.14 4.12 4.14 4.13 4.20
Bl 5mL 100mL | ZEFEE (%) 100.0 100.1 100.4 100.5 100.1
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FEPEE

(B A2 LRBRER (ZofERAD] kG
B B B @f,f% HIRIEE | BOE% | | WERIG | 3RERIE | 6 BERI | 24 MR
777 I FE 5000 — 100mL ) V& SR75) =) SR75) SRRy W43
BAf7/5mL pH 4.13 4.12 4.12 4.12 4.18
Tr7AP—=FvkAs A7 (%) 100.0 102.2 99.6 99.8 99.0
AV RNy NNE ) =) SR75) =) SR75) =)
5 77 A/ 50mL — |
BT pH 4.52 4.50 4.52 4.52 4.54
[AY]
TAVAT 77—~ =GR 100mL | A7 (%) 100.0 98.9 98.4 98.4 98.6
L &)
T A1 20mg — — ) MV | MEAVERR | MEEAER | R eER | Aakh
BT
pH 4.14 4.16 4.15 4.16 4.19
Y7 4=HET FRATHR (%) 100.0 100.0 100.1 100.1 96.7
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