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I. MEICEHY 5HE

1.

2.

RS DER

FH L F R U A, AKFRTIE 1978 4EIC b v AR R A REEE L ERI O ZEIZ LY .
AEFHBAIE LT 1988 A Eiia T b,

4TI 80mg DVESHIEGAIDBAFE 235 F L, 2003 4F 3 JIZBLE KGR 245 T, [F4E 7 HIHEF
FREE R 57 b a AR 1M 80mg DIRFE4 THE LTz,

Fio. WIREOME - Ble CIC K DG REHBIT, TOWM LIZEFIRO T ha R
1 80mg ZBA%E L., 2002 4 3 HIZHUE/AKRZ1F T, 2004 4F 7 H O—#ZER AR (KEOME
BT AINOT T ATy ZIZER) %, FFEIH IV L LI, £D% 2007 4, ZEEVDT
ha Ry 20mg &7 b AR U 40mg F %852 LT,

72k, RIS (LRI EE DX, 2012 45 6 A XVIRGE4A &7 R 7Rk 20mg oA LL
Na S ERE 20mg I 24 112, 7 har R 7% 40mg B4 7 LV Na SfFHE 40mgl Z447 112, 7k
1R R 80mg 2364 7LV Na st 80mgl X W& | I\IZENENE L LIz,

BT, 2011 4 11 A ICABRGE A OR-AIE LT, A7 Lb Na Sl EHE 80mg /Ny 77 [ 277 & |
ZAg5E LTz,
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(2) Y7 F Ry ZORIFH DR Z O F FRIFERFOHIEIRIT2 D,

(3) ERZREIMEME LT, HiilL, av 7, 7F 74 7% — ITHRERETE, #E, @/ iR
o AMERRA . BERIERID . BHEREERE N D Db Z LR h D,



I. &W%ICEd5HEAE

1. RFE4

(1) #n4
AWV L Na ST 80mg /X7 X214 |

(2) *4

OZAGREL Na Injection 80mg Bag “TAKATA”

(3) AFRDHRE
— AT LD

2. —i&4
() Mm% (&%)

FH 7Lt B Y 7 A [JAN]
(2) #%& (@)

Ozagrel Sodium[JAN]
3) RTL

I /1N B B R 79 < —grel

w

. BEARIERER

. _CO:2Na

. AFARUSFE

ﬁj\%fﬁ . C13H11N2Naoz
S5 ¢ 250. 23

S

a1

. F8 (WAE)

Monosodium (2 £) —3-[4- (1 H~imidazol-1-ylmethyl) phenyl]prop—2—enoate (IUPAC)

D

. BEA4A. 4. BE. B885
Briz7a L

~

CAS E#RES

189224-26-8
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KIZEETFRF <, AZ 7 = IRRET T =& =)0 (99.5) 11T L A BT 70,
Q) WiEtE
MR L
(4) B (HER) . BR. BRER
BRI L
(5) EAIEEME TR
MR L
(6) HEfRE
BRI L
(1) ZOthOELRIERE
0.5g 27K 10mL [T L72#E P pH X 9.5~10.5 THD,

2. ARG OEBEGTICETHREL
AR L

3. AR OHERRABE
AR TAYF 7 VT U L) OMGERERICE 5,
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AR A7 VT M) UL OFERIEICLD,
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1. #ifg
(1) FIRORA., SRR

FNV—1 A - &R

m & FH5 LINamid#eE80mg/ Ny J T2 h 4 )
Gy« 53 B 14%(200mL) 1AL LF KU 2 80mg
winy) WAL T NID A TR MR KEE kT R A
PR - AT A O
pH 6.7~7.7
[éﬁﬁ%%%%#étb] 0.9~1.1
(2) BHRRVBHEEO pH, BBEL. HE. LE. REL pHEE

Eit TRIV—1 #8K - iK1 2%
Q) EHADBERPOFERLGIAOERERVIEHE
Fid TRIV—1  #88k - 151K =W

2. AR

() BMES (EERS) DEE

Eit TRIV-—1 #8 - iK1 2%

(2) @

Fit TRIV—1 #8k - 15K =W

() EREBEDREE
PPN

4) RMTEREOHEAKRVEE

%M L7
(6) Tt

L

3. FEHFDREEE
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4. BBF. AAOHREICHT HER

LA

5. RADEREHTIZHEITIREN

(1) JEzER(40+1°C 75+5%RH)Y

@A L)L Na RiEFHE 80mg /\v I TEHE] (B ryhDFELY)
BA hAIE 1 n A% 3HH% 6 1 H#%
MR A B DR
=L 1.01 1.02 1.02-1.03 1.02-1.03
pH 7.18-7.21 7.09-7.13 7.03-7.08 6.92-6.99
ig%gif%?;) 0.02 0.07-0.08 0.12 0.17-0.19
8 (%) 99.09-99.60 99.58-100.09 99.83-100.12 99.51-99.74
PEAFR%) 100 100.1-100.9 100.5-100.9 100.1-100.4
(2) HKizxt3 57 EM: (FE :8001x) ¥
@7+ LI Na miEEsE 80mg /\w ) TAH%A =B (15~30°C) 800Ix
£ A | msEA AR
BRI SEEEI% | OREMIR | oAWEWI% | ASEEWIG | T2REmIE
P ) I £ 725 B i 2,75 I €5, VR ] I 2, VR ] I €5, VR ] i 2,75
N Aria It 7.02 7.02 7.02 7.05 7.08 7.06
sy | HE® 0.07 0.06 0.06 0.07 0.06 0.05
Sgsin ) 98.46 99.17 98.38 98.51 98.35 99.23
P 100 100.72 99.92 100.05 99.89 100.78
P ) I £, 725 B I 2,75 I €2, VR ] I €2, VR ] I €5, VR ] i 2,75
gj:;;%%g;% pH 7.02 7.03 7.02 7.07 7.11 7.07
Boms e 0.04 0.04 0.09 0.55 1.43 1.96
sl | BRE® 98.57 99.89 98.78 98.12 96.39 96.31
P70 100 101.34 100.21 99.54 97.79 97.71

6. BRROREM

ALY A




1. FEDESELL (MEIELFMEL)

(1) pH ZEhakER ¥

0.1mol/L &, 0.1mol/L KER{LT M» MR L SV LD D55 A3 LA pH SN
WL AMBLZE LD B3I RIR O 10mL i#I1# 0> pH (Bt pH) Z]IE LT,

e (1) 0.1mol/L HCI 5

A EpH fx#&pH BEhfEE B2
(2) 0.1mol/L. NaOH

(1) 10.0mL 1.36 5.66 AL

(2) 10.0mL 12.52 5.50 X123

(2) WL OB AL (LS ©
AL Na SR 80mg #Sv 7 205 | LBER A TSN EAN > SR A LB EA T2

77

1 BBk
FY 7LV Na sifisais 80mg /S 7 T2 04 | 14818 RIFN 1R Ffn L=,

2) PRAFSAE  =RIR(15~30°C), EWNHOE F(20001x) 1217

3) RBRIHE (B E %, 3 REEIE . 6 FFHITE K O 24 IR ICHIE T 5, 72720 & EOREITR S

B4 & 24 HERE#% 0D 2
4) Pt BB A

No. S Fp &I Kk BN

1 T TR SEERE 30mgl X 4 | e FH AR 30mg/20mL

2 71 ME 30mg M =28 30mg/20mL

3 INE T ETER 200mg Ty AY— 200mg/V

4 T AN 20mg Y )T 4= TN UTAA 20mg/2mL

5 H AL —1EHHIR 20mg T AT T A 20mg/2mL

6 T7EFVUVER M 20mgl #7147 | DS 20mg/A

7 AT RIEFER 100mg TrAY— 100mg/V

8 K7 M7 ZFSHIR 100mg YRy 100mg/5mL

9 JXAH L HI T 10mg/2mL M =28 10mg/2mL
10 WiEE 7 Iy K T 1 200mg HET 200mg/2mL
11 RUNMUUERA g = lg/V

12 TV RRER] 1g TR lg/V

13 U7V ERERR 100mg Ty AP — 100mg/50mL
14 A 731 100mg W Fn 3 I 100mg/5mL
15 25 S K TrAY— 600mg/4mL
16 UV R FRHFER 30mg ALk 77—~ 30mg/2mL
17 =2 R 500mg i 500mg/10mL
18 Vvak YL 2mL HE 2mL/A

19 VIV ARe—/ LT 500mg TrAY— 500mg/1V sol. 8mL
20 7573 FE 500 HAL/5mL TrAY— 5000 HAZ/5mL
21 F=F LA 0.5g MSD 500mg/V
22 )-SR 1.5g 7y AP — 1.5g/V

23 FNNRTY U 1g TrAY— 1g/V

A4 - BE T ERER SERE R O 4 B



5) Wl & RER R

il A BRI Blomsk | 3mERI | emERIE | 24 BERIRR

o S8 ]
Iﬁggfﬁijﬁg pH 6.27 6.30 6.24 6.20
FRATEE (%) 100 — — 98.9

S8l A0 £0 725 A
5% v 1E 30mg pH 6.24 6.29 6.22 6.12
FRAEH(%) 100 — — 99.0

s S48 (2 ]
7 /w;gm;ﬁ%&fﬁ pH 7.42 7.44 7.46 7.50
FRATEE (%) 100 — — 97.1

S8l A0 £0 725 A
53y A 20me pH 7.04 7.05 7.04 7.02
FRATEH(%) 100 — — 98.4

. s S48 8 Y]
ﬁxz;ﬁ%”ﬁ pil 6.90 6.88 6.84 6.87
FRATEE (%) 100 — — 95.7

R S8l 4 YA
727&5;;;??% pH 6.85 6.86 6.84 6.88
FRAEH(%) 100 — — 96.5

S et A8 P A % 38 . B

T 100me _pH 4.95 4.95 4.96 4.94
FRATEE (%) 100 — — 100.5

Ko b Lo % S8l A0 £0 725 A
A 100me pH 6.86 6.86 6.86 6.87
FRATEE (%) 100 — — 100.0

O e D]
JomgamL pH 6.98 7.01 7.06 6.69
FRATEE (%) 100 — — 100.0

N S8l A0 £0 725 A
@ﬁ?&%ﬁ ;(;)f” pH 6.70 6.72 6.71 6.77
. mrEm 100 - - 101.3

s S8l £ YA
i Vlug/EWH pH 6.96 6.94 6.93 7.00
FRAT (%) 100 — — 100.1

e ) R S8l A0 £0 725 A
" pH 6.92 6.73 6.56 6.30
FRATEE (%) 100 — — 89.0

o 5178 B
VIR RER pH 6.98 7.01 7.02 7.00
100me AT M) 100 - - 100.1

S8l A0 £0 725 A
£ J RV TE 100mg pH 6.89 6.90 6.92 6.92
FRATEE (%) 100 — — 99.7

S8l A0 £0 725 A
[ pH 6.70 6.71 6.73 6.71
FRAEF(%) 100 — — 100.1

40 {7 VB

Y AR ﬁiﬁ 7.01 7.00 e 7.01 7.02
Jome FRAT 28 (%) 100 — — 97.3

i77




B A A RERIE B LRRSaIERS: 3 WM 1% 6 % 24 W§f %
e 4181 £ P A
= U UK 0 o1 — o1
500mg D ) 7.01 7.04 )
FRAT-2(%) 100 — — 97.7
A0 A4 VEH
ST N 400 25
oL, pH 7.04 7.03 7.06 7.06
FRAT (%) 100 — — 98.1
) A8 £ P A
V)b A Ra—)u
500 pH 7.27 7.27 7.26 7.18
FRAT-2(%) 100 — — 97.8
N N 4181 £ P A
757 U
500 Hifir/5mL ‘ pH 7.13 7.12 7.13 7.10
FRAT (%) 100 — — 97.8
48 £ VE
F o F A i B &
0.5 pH 7.20 7.10 7.01 6.82
FRAT-2(%) 100 — — 98.8
I\ 0 YE B
S . B
| 5g pH 8.51 8.41 8.30 8.22
FRAT (%) 100 — — 99.6
e b4s i) 10 £0 725 A
AT ERTE
Ig pH 6.95 6.90 6.87 6.80
FRAT-2(%) 100 — — 99.5

8. £YFHIBERE

BARRAIA

9. HADDEMAMS DHERARE
(1) TR IR L DWAR ATk B D3 A=

(2) H R TEES AT BE ] E 1 NS KD WRILANT MLV ORITE

(3) HRIEEI/a~v ' F7—]12k%
g e~ N o7 — AUV (B HEHIAD)
JRBEVALL : BEfR —F L /K /=X ) —(99.5)/ 7 e A BEIRHE (17:10:10:3)
o ERBEL-EENICESNE (B ER 254nm) 2RI 5L x| BUBHATR K& OFE ST DD
FFT= ARy D REAE (R 0.6) 1ZZELVY,

10. HFEPOEMRSDEEE

ARNgRR7a~hro7 40— 11255,
BT LRI~ T T 7 40— A7 2T N INALS Y A7 0 (5 um)
Bahie  BERE T =7 AERHR(3—1000)/ A% /— VIRIR (4:1)
R e - SRS BE T GRIE I & - 272nm)



11.

12.

13.

14.

i

BARSUNA

BAT SAHEED H DKW
M ER e L

ABRMSRBELESR - NENRHRLTRRICET H1FER

MEE e L

Z Dt

L



V. ARICEET SEHAB

1. MEEX IR
L 75 H AT 7 oD b i 7 A0 e DR AU RO R bR oD 2
2. FnARiE CEES) (SHEDEBIFE E DO

2. HBiERUVHEE
1. 7T H i ARr % oD B i 38 B0 S O AU RED BM R gk oD 2
WE A, AL R AEL T H & 80mg & 24 R/ CE RN I i i 5-3 5,
B 5037 e T H M B ENCBIGAL . 2 BEEHG IR G- THZENEELV, 7B, Fn, JEIRIC
J 0 EE T B,
2. MMIMARIE (MR (o B o o
W RN AL F NI ALLUTLEIE 80mg & 2 FERANT T 1 B4 2 RlOEHE 1%
92T, 72k, AR, ERIC KD T T D,
3. EGRPRA#E
1) BRET—3NNvr—o
M ER L
(2) BEER%HE
B R L
(3) BEERZEIRHER
PR L
4) FFErRER
B R L
(5) HRIIAVERER
1) E#fAbETHERGHER
B R L
2) HEEEER
mMERA L
3) MR
B ER R L
4) #=FE - RRERIGER
MR L
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