FENORBICET HER
ARERHTITRBRITIEFEPHLL TORVHNAELZENTEY, H ETHRBMS N TV LRBRITIE TR L ARER

ZHEEL L THR LTS, ERIEEEDERENZ AT 05 L TOZBEHRTHY, AIHEZ2RTLOTIERNY,

T E AR
(4B 5 K 5E)

A ILARY)LAE Vg 100mg THET |

BOKKEBORE SRR

A NP X 8 100mg [HIE T OEGEIREIC I 2 2 EMZ M L7z, 40°C, 25C -
75%RH, PR T OLRIFRMICEBIT HEHBRIEH IS THEN TH - 7=,
SRERWIM : 2017/6/28~2017/10/12
@ ELME 40°C [ REBEAEL
(B /M~ F5e KA
ABRIE B =V PRATHR
< HIKE > %= BH Ay 238 1% H 2 % H 3% A
FEJE n=10 HE~HEE | Afa~HSE | B~ EA | Aa~8EA | At~4A
B G 0 ETEMEO | ATEMAED | @TEMEO | A TEMAED | A TEMAED
. ‘ ST CV0300 | ERAD 07 | ERAD DT | EHREAD DT | ERAY DT | EEAY D7
BAD DT 4V ba—T 4 _ _ _ _ _
© S 4’11/,&:1‘—7 4/1/,&:1‘—7 4/1/,&:1‘—7 (N ba—T | v bha—T
@ T BE @ T EE @ TR @ TR @ T BE
HiERER (HPLC) =3
= e "2l evosoo | e A A A e
wHM (%) n=6
. CV0300 | 95.5~96.4 | 94.1~96.2 | 92.7~94.4 | 94.6~95.5 | 92.5~93.7
<454y, 85%LL b >
a8 (%) *  n=3
CV0300 [101.1~103.4| 99.5~101.5 | 98.7~102.0 | 99.2~100.8 [100.3~102.8
<95.0~105.0% >
(z&E) E (N) n=10| CV0300| 161~192 151~186 155~184 149~186 144~175

X1 HEWE RRT K 0.8 : 0.2%LL T, ZEFLLAOfE ~« OFERWE : 0.2%LL T, #IEkR

2 TR

SEICKTTAEAEE (%)

1/2

WE : 0.5%LL T



@ EMLE 25°C - T5%RH [ - BH
(B IMB ~ e K i)
PR IE B =N PRAF-HA R
< K> &5 BRI 4G 234 1% H 2% H 3% H
PESE n=10 Ha~HHEA | AA~WEA | AA~HFEA | Af~HEA | AB~HEA
< Ffa~ 3 B GO B TEHBEO | A TEMED | A TEMEBEO | @ TREHED | A CTEMNED
. e ST CV03800 | EIAD 07 | EBAY O | EIBAD O 7 | EFAY DT | EIFAY D7
HIMAOD DT 4L ba—T 4 _ _ _ _ _
L ke A4V ba—T | g ba—T | 4 ha—T | 4V Lha—T | 4V bTA—T
S T HE S T HE “© T EE “© T EE @ T BE
MiERAE (HPLC) n=3 . . . . .
- . CV0300 & A A A A
<H1>
wHME (%) n=6
. CV0300 | 95.5~96.4 | 94.1~96.1 | 92.2~95.2 | 92.8~95.0 | 92.8~94.3
<4574y, 85%LL k>
a8 (%) * n=3
CV0300 |101.1~103.4| 99.2~102.0 {100.7~101.7|101.8~102.6| 98.8~100.2
<95.0~105.0% >
(&) ME (N) n=10| CV0300| 161~192 128~157 140~165 137~173 147~165

X1 HEHRE RRT £9 0.8 : 0.2%LAF, GRS 4 OIERZIE - 0.2%LL F, MIEBGME : 0.5%L T
X2 FREICHT BEAE (%)

@ HEFE SR - R 120 5 Lxchr  [D65 6 (89 1600Lx) « v —L &2 v 7 THE 9]
(Foe/ )M~ Fre KA
HRERIEH SN S e
<JRHE> i BH kAR 30 5 Lx-hr | 60 5 Lx-hr | 120 /5 Lx-hr
Mg n=10 HEa~HEAf | Hfa~HEAA | Afa~FSA6 | Af~FEAaf
I TEMFEOER | TEAROER | TEABOER | TEAEOER
~ S I 75 ) )[4
;%‘%;%f%f;?%ggﬁ CVO0300 | 3 v o7 f s | ADDT 4Ll | ADDT 4Ll | ADDT 4L
5 a—F 4 VO | a— T VO | a—T o LTk a—TF 4 v TR
fifrakB (HPLC) n=3
. CV0300 Blikey Sliikey Bliikey B
<¥1>
wHME (%) n=6
. CV0300 | 95.5~96.4 94.7~96.5 96.7~97.9 94.6~96.5
<45 7%y, 85%LL k>
a8 (%) ¥  p=3
CV0300 | 101.1~103.4 | 100.6~102.5 | 101.9~102.6 | 99.0~104.3
<95.0~105.0%>
(&) ME (N)  n=10 | CV0300 161~192 167~188 149~192 144~191
X1 FEBYE RRT K 0.8 : 0.2%LL T, AFLLSN O« OFEFE : 0.2%LL T, WEEWE : 0.6%LLT

K2 RREBIIHTLEAE (%)

2/2

AIA_HYILE VEE 100mg THET |



