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1. RARTFHER

SRERE R - 2013/7/5~2016/8/24

@R{FELE  PTP a2k (At e —ad (B474 FETAM))
RAESRAT - B RBR (25°C+2°C, 60%RH=*5%RH)
AREREE - MR, MEERER, FREERER, © =B
BRI ;- BRAAHE, 3, 6, 9, 12, 18, 24, 30, 36 » H
2y &5 X2Y1PA

(B /M~ S5 KD
FBRTE H oy PRAFHAR]
<> e |PAtEEE| 3w A |6 H |94 A (125 H|18 » A|24 % A|30 » (36 » A
Mtk n=1 <IV1PA AEO | AfRO | A0 | Ao |AGRO | Ao | AfRO | Ao | 3o
<HAfDFEEE> FbE | F/EE | e | FEE | T | Fee | T | Fee | B
#iEHE (HPLC) n=1 i i i
el X2Y1PA| #A | @E | #MAe | WEe | MEe | ®WE | Me | WmEe | WA
M (4)  n=1
X2Y1PA| 6 5~6 6 6 6 6 6 6 6
<30 47 LIN >
i (%) 2 n=1
X2Y1PA| 98.0 | 97.5 | 96.3 | 97.3 | 97.8 | 97.2 | 98.0 | 98.0 | 96.2
<90.0~110.0% >

18 A VK 1.0%UAT, 11-TA4F-A0K : 5.0%LLF
2 FREICHTIEAER (%)
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OFCRFTEL - T e (R etk U BT VI TR TAMN))

PRAESAE - B ERER (25°C£2°C, 60%RH*=5%RH)

AUBRIEH - VIR, ERBRUBR, MUAERAER, ARRURR, EERBR

FERIGI - BHAGHE, 3, 6, 9, 12, 18, 24, 30, 36 # H
oy &5 X2Y1PC

(B /M~ S5 R AED)
PBRIE B =RV PRAFHAM
< &> H |BHLEEE I3 v A (65 H 9w A (125 A|18 5 H|24 » A[30 » A1(36 » A
MRk n=1 RIV1PC HEo | BERO | AAO | AA0 | AfGO |AfAO | BEO | BRD | A0
<HAfDHFEEE> FEE | RBEE | B | FEE | B | FEE | B | FeE | B
#iERER (HPLC) n=1 . i . i i
X2Y1PC| & | #A | A | e | MmAe | me | me | me | EmA
<H1>
M (47)  n=1
X2Y1PC| 6 6~7 | 6~7 6 6 6 6~7 6 6
<30 43 LAN >
' (%) *2 n=1
X2Y1PC| 97.7 | 974 | 96.6 | 98.2 | 97.7 | 98.1 | 975 | 97.7 | 96.6
<90.0~110.0% >

11 8 VK LO%LLT, 11-7 4% - AWK : 5.0%LL T
K2 RREISHT 2 EAE (%)

I TARRFZILI 7T REES5ug THEL]
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2.0 S R

SR E iG] - 2013/2/8~2013/8/8

@ fFmdE  PTP A3 (7 I m—
W?%%ﬁ: : IEERER (40°C+2°C, 75%RH+5%RH)
HREREE - MR, MeRERBR, MUEEER, iR, EEHER
BRI - BRAARE, 1, 2, 3, 6 4 A
oy b5 X2Y1PA, X2Y2PA, X2Y3PA

W (B4 T4 FFRETAM))

MNICHHKD T

€ BEInzen

i— T BG&E21

(B /M~ S5 R AED)
PBRIE B =R PRATHAR
< HIH > FE BH 4G IRE 1% A 2% H 35 A 6 % H
X2Y1PA
Ptk n=3 .
. X2Y2PA| HEOFEE |AOOREE™ AAORE™| AOOREE | AROFRE
<HADOHELE>
X2Y3PA
o X2Y1PA
FEREARR n=3 X2Y2PA WA T A T A
(R, UV) - - -
X2Y3PA
. X2Y1PA
#iEHAE (HPLC) n=3 i i i
X2Y2PA T A A A WA pey
<H1>
X2Y3PA
X2Y1PA 6~7 5~17 6~7 6~7 6~7
B (47)  n=3
X2Y2PA 5~6 6~7 6~7 6~17 6
<30 4y LN >
X2Y3PA 5 5~6 5~6 5~6 5~6
] X2Y1PA| 98.3~99.7 | 97.9~98.7 | 98.0~98.4 | 97.1~97.3 | 96.2~96.8
& (%) "2 n=3
X2Y2PA| 98.3~98.7 | 97.5~97.9 | 98.0~98.5 | 96.2~96.7 | 95.4~96.3
<90.0~110.0% >
X2YSPA| 97.8~98.9 | 97.7~97.8 | 97.6~97.9 | 96.7~97.0 | 94.8~96.0
21 : 84 VK 1.0%LTF, 11-FTA4F - AWK : 50%LLF
X2 FREICHTIHIERE (%)
%3 :n=1 — : K KFEh
JITARNFIL I 7T REES5ug THEI]
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ORFHEE : NT i (R hrvads (U BT I T TAM))
PRAEEM: - IERER (40°C£2°C, 75%RH=*5%RH)
PERIEH - PRIR, AReRREER, MIAERER, ARBERER, Rk
SRERIGH - BHAGHE, 1, 2, 3, 6 » H
o v &S X2Y1PB, X2Y2PB, X2Y3PB
(Fe/ M~ Fe KAl
AERIE B = PRTFHIR
< HIH > FE BH bR EF 1% A 2% H 3% H 6% H
X2Y1PB
PR n=3 . )
X2Y2PB| HEDHFEE |BROFRE|ARDFZLE™| ARDOELE | ARDOFREEE
< HtaDFEHE>
X2Y3PB
o X2Y1PB
FEREARR n=3 X2Y2PB A T A T A
(s, UV) - - -
X2Y3PB
) X2Y1PB
MifERE (HPLC) n=3 ‘ \ \ ‘ ‘
X2Y2PB T A Sy A T A T A
<¥1>
X2Y3PB
N X2Y1PB 6~17 6~17 6~17 6~17 6~17
AREEME (43)  n=3
X2Y2PB 5~6 6~17 6~17 6~17 6~17
<30 77 LA >
X2Y3PB 5 5~6 5~6 5~6 5~6
] X2Y1PB| 98.3~99.7 | 98.2~98.7 | 97.8~98.9 | 97.1~97.7 | 95.9~96.2
& (%) "2 n=3
X2Y2PB| 98.3~98.7 | 97.7~98.2 | 97.4~98.1 | 96.1~97.0 | 95.5~96.2
<90.0~110.0% >
X2Y3PB| 97.8~98.9 | 97.8~98.2 | 97.7~98.4 | 96.4~97.7 | 95.1~95.4
18 A VK 1.0%UAT, 11-FA4F-A0K : 5.0%LLF

X2 FREISHT OFAE (%)

%3 : n=1

— RN
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