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2023 & 8 AERK

ROEARFE T « H E LI B TSIt

AEHOERICET 5FE

ABEHI TR T IESERN L L T ROAR D EENTEY, S ETHLREIN TV HIREBEFIETE LN
MEREZREREL L TR LTWD, EEEEEDEREH M7 25 L TORBERTHY, AIGERTHOT
(ECAN

R IE M ER
(e 5K RE)

S5 Y ET OD & 2.5mg INIG]

ma KD R EMRER
47 e 0D # 2.5mg [NIG) O EaRaE LEMEZ R LToRE R, 40°C, 40C -
75%RH, W N DORIESRMEIZIBNT, %\nﬁ%@a 34 fﬁ*ﬁémf&;oto
25°C + T5%RH OIRIFESMFIZB VT, 3 5 A% THERBRA KA TH -7,

@ okt 40°C [ - KRB AR
(Fe /M~ F5e K AE)
BRI H AR
< ks > BR B 3% A
PEAR =3 WIEEO R 1/2 BREANY D WO R 12 BFAY O
<READ FHE 12 EFRAD ) ——— ) -
D 1P g > - . PR
#ifEER (HPLC) n=3 N o A
1> WA ik
AREEME  n=6
<1. 5 L/LT> PN lﬁ =
wHME (%) n=6
<154y, 85%LL > 957100 94~95
i (%) *2 =3 .
SR (%) " 97.75~99.89%3 98.42~98.84
<95.0~105.0% >
(EfH) W (kg) n=3 4.6 5.3

%1 : RRT #J 0.09 X O 0.16 DEEHEME
&%~ OERFIE - 0.2%LL T, WEEYE
X2 RAERICHTLIEHEE (%)

X3 :n=6

1 0.4%LLF, RRT # 0.88 O¥EFEWE -
: 1.0%LL T

0.3%LL T, fEitbisto
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@ Ewit 25°C - T5%RH [EOY - Bk

BE I ket
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(B /M~ F5e KA
BRI H AR
<HIHE > BH A ERE 2 % H 3% A
PR n=3 RO R 1/2 B WD R 1/2 EfR
<Y FE U2 EigaAy | T S — e
Yl 5 D e B
O ISP i e > AD 2PN R B B AP JEE PN BR B g
W% (HPLC) n=3 e . -
<%1> WA Bk EE
FAEPE  n=6 A B N
<154 F > Ea B
wHME (%) n=6
<1547, 85%LL > 957100 93~95
=N oO X9 - .
R %) n=3 97.75~99.89%3 — 98.17~98.51
<95.0~105.0% >
(EfE) W (kg) n=3 4.6 — 2.6

31 : RRT #J 0.09 KUY 0.16 OREZFWE : 0.4%LL F, RRT ) 0.88 OXEZWE
{8 % ORERIE : 0.2%LL T, REHWE
K2 FREISHToEAR (%)

— RS BUES  KTF

1.0%LL T
%3 : n=6

2 0.3%LL T, AEFLLASN O

@ HELME  40°C - 75%RH [ - BEiL]
(Fpe/IMiE ~ e KA
RERIH B PRI
< ks > B A 434
PR n=3 WEEAO R /2 BFAD O WRHEAO K E 1/2 BHRAD O
<gReoimE Ve EEAY | T e
D e B g > - 3 RS
§E 3 (HPLC) n=3 . s
<%1> STk ik
FAYEPE  n=6 N A
<154 F > HE B
WHPE (%) n=6
<1574y, 85%LA > 95~100 9o~97
G (%) 2 =3 .
SR (%) " 97.75~99.89%3 96.66~97.21
<95.0~105.0%>
(EfE) W (kg) n=3 4.6 2.9

%1 : RRT#J 0.09 O 0.16 DIEHEME - 0.4%LL T, RRT 9 0.88 OIEMZME : 0.3%LL T, Lot

% DIEGEIE : 0.2%LL F,

K2 FRBEITHTDEAER (%)

YN
RS

YW - 1.0%LL T
%3 : n=6
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@ ik

i#ot&E 60 7 Lx-hr [25°C]

(B /IME ~ e KAL)
S ERTH B R &
<JRHE > BR LA 60 /7 Lx-hr
PEAR n=3 Y i 1/2 B D 0 Pt FiE 1/2 EHEA D 0
<HREAD ST 1/2 FIHA Y R R,
D OIEN B EE > " : . :

HIERH (HPLC) n=3 A

N A
< >:<1 > 1@ (=) Pl
AEEME  n=6 N
N SO
<1550 F > Ha e
WM (%)  n=6

<154y, 85%LL > 95~100 9497

S5 (%) 2 n=3 .

At (%) N 97.75~99.89% 98.57~98.75

<95.0~105.0% >

(%) wE (kg) n=3 4.6 4.2
%1 : RRT #9 0.09 2 0% 0.16 OEEEME : 0.4%LL F, RRT 7 0.88 OEEME : 0.3%LL [, 220040
2 OFERFYE : 0.2%LLF, WEEYE

: 1.0%LA T

X2 RREICHTLHEEE (%) %3 :n=6

55 EL OD&E 2.5mg INIG]
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