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1. REREHAER
SRERFEHEHIM] : 2013/7/5~2016/8/24

@R FadE  PTPAdE (FAIvn—adE (PA4T4 FETAM))
RAESRAT - WA RBR (25°C+2°C, 60%RH=*=5%RH)
ARERIEE - MRk, MEEERER, BREEERER, &R
RERERI - BHAARE, 3, 6, 9, 12, 18, 24, 30, 36 » H
7y &S X2Y1PA

B/ Mt~ )
SUBRIE I (RIFHAR
< HiHg > g BB (3w H |65 H |94 A (125 H|18 » A(24 » A[30 » H|36 » H
PR n=1 oyipa| FE0 | BE0|BE0 |[aEo [aeo |aeo | aeo | e | feo
< B> g | wmee | wmee | mee | mee | mge | mge | mer | e
’ﬁﬁa’%ﬁigﬂm n=llvoviea| o | me | me | me | me | @ | mo | @e | @e
AREEME (43)  n=1
<30 LN > X2Y1PA 6 5~6 6 6 6 6 6 6 6

“a (%) %2 n=1

<90.0~110.0% >
W18 A VK 1LO%LL T, 11-T 4 F - A10(K : 5.0%LL F
X2 RREICKHT 2EAE (%)

X2Y1PA| 98.0 | 975 | 96.3 | 97.3 | 97.8 | 97.2 | 98.0 | 98.0 | 96.2
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ORFoEE  NTdk (R vtk VAT AIF AT TAR))
RAESRAT - WA RBR (25°C+2°C, 60%RH=*=5%RH)
AERIEE : PRIR, MUEERER, AERE, TR
PRBREGHA - BAAAREE, 3, 6, 9, 12, 18, 24, 30, 36 » H
7y &S X2Y1PC

(Fe/IME~ Fc KAE)
BRI oy b (5T 1A
<Hig > Fo |BMARE |3 v A 6w A 9% H |12 5 H[18 » A|24 » A|30 » H[36 » A
MR n=1 XIY1PC HEO | OO | B0 |BHAO | AR | A0 | B0 | B | Ao
<BHEOFEEE> HhE | BEE | T | B | BEE | FBeE | FE | FeE | BEE
’W%f““%igg@ 2=livovipe| e | me | me | we | we | @s | wa | Ee | we
== J /\ —
MEAE ) 0=l deovipel 6 | 6~7 | 6~7 | 6 6 6 | 6~7| 6 6

<30 43 LA >
(%) %2 n=1
<90.0~110.0% >
W18 A VK 1L.O%LAT, 11-F4F - A0k : 5.0%LL F
X2 RREICKT DEAEER (%)

X2Y1PC| 97.7 | 974 | 96.6 | 98.2 | 97.7 | 98.1 | 97.5 | 97.7 | 96.6
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2. MZEAER

SRR E I - 2013/2/8~2013/8/8

| JE Akt

PRAFEAE - IdEER (40°C +2°C, 75%RH*+5%RH)

PTPaldE (T AIivn—adE (B4 74 FFETAM))

BE I #xat

Nicnrko E LT HE —THE& 21

RERTEHE - MRIR, MERRERER, MEEER, RREERER, ©mRER
PRI - BHAREE, 1, 2, 3, 6 # H
o FEE : X2Y1PA, X2Y2PA, X2Y3PA
(e /IMIE ~ Fe KA
AERIAH =2y k PRI
< HFE > *H5 BH AL 1% H 2 % A 3% A 6 5 A
o 5 X2Y1PA
i ) n= o <
X2Y2PA| FHDFHESE |HEOFEE| AROREE™| AAOFREE | ARDOFEE
<HBDERE>
X2Y3PA
X2Y1PA
FREE =3 . . R
ffj@;f; v [xevera] wn — — A o
e X2Y3PA
X2Y1PA
WifEs B (HPLC) n=3 . . . . .
AR (HPLC) =3 |oovopr| e o o o o
<¥1>
X2Y3PA
X2Y1PA 6~17 5~17 6~17 6~17 6~7
BREEYE () n=3
; X2Y2PA 5~6 6~17 6~17 6~17 6
<30 LA >
X2Y3PA 5 5~6 5~6 5~6 5~6
e » X2Y1PA| 98.3~99.7 | 97.9~98.7 | 98.0~98.4 | 97.1~97.3 | 96.2~96.8
S8 (%) %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% >
X2Y3PA| 97.8~98.9 | 97.7~97.8 | 97.6~97.9 | 96.7~97.0 | 94.8~96.0
X184 VK LO%UT, 11-FFF-A0K : 5.0%LL T
X2 BREICHTIHIERR (%)
%3 :n=1
— : RBR AR FNE
J)IT7ARN FLI7THORESug THEI]
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@ LR1FaLEE - NTadE (R hradt (U BTV FFAFETAL))
PRAFSRAT - B (40C+2C 75%RH+5%RH)
AREREE - MR, MeREBR, METEER, BEERBR, EERR
BRI - BRAARE, 1, 2, 3, 6 4 A
oy &5 X2Y1PB, X2Y2PB, X2Y3PB

(e /IMIE~ e K AH)
RBRIE B = PRTFHIRE
< K> iR BH AL 1% H 2 5 A 3% A 64 H
ik 5 X2Y1PB
T n= . .
X2Y2PB| BAf0OFELE |AROBFES| AROFEFE™| AGDORE | AGDOHREE
< A0 HEHE>
X2Y3PB
X2Y1PB
Eﬁnuuﬁ%ﬁ n=3 R
(RERE UY) X2Y2PB Jikay — — A ke
EE X2Y3PB
X2Y1PB
GiERER (HPLC) n=3 . . . . .
MERER (HPLC) 023 |oovopp| e o o o Ho
<H1>
X2Y3PB
X2Y1PB 6~17 6~17 6~17 6~17 6~7
AREEME (43)  n=3
X2Y2PB 5~6 6~17 6~17 6~17 6~17
<30 43 LA >
X2Y3PB 5 5~6 5~6 5~6 5~6
y X2Y1PB| 98.3~99.7 | 98.2~98.7 | 97.8~98.9 | 97.1~97.7 | 95.9~96.2
i (%) 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 LO%LLTF, 11-7TA4F T -A0(K : 5.0%LLF
X2 BoREICKTOEEE (%)
%3 :n=1

: B AR S E
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