2020 £ 9 AR (GF 1R, ERIOMRERISHE S SGT (F— 2 FLH 2 L))

VILET LBEAERIEEE 10mg TKMP) @
ZEMRERIZDOWNT (IR, EEI. EEaE)

HERE D 7 —<HA24t



. DOEERER

< B>
VIVET AEAERESE 10mg TKMP) (AAIER GV Ve T AEAEEESE) OREMEHET 57
&b j][] Hit%ﬁ%;%ﬁm L/fu.o
<$tEE>
AT RE - PTP fdE 5
FBRSME - 40£1°C, %ﬂmRH 3z v b (n=3)
AERIAE - PRI, MERREER, S E—MERBR, BRHRR, =
B A %%
SRBRTE H (4] -
BHAGEF 6 H
M [ L AT L 25 8 - e | ROV RS
;%W&btbtb@®ﬁﬁﬂﬁlw®74wA: T A FAD DT L hm—T | IR L
i 4 VT BECH T,
Rkl (SR PTRIGEE R E ) *[E K 235-239nm K OY - -
292-296nm (=W DRk % 7] *
& B — PR HIEE : 15.0% L] 3] 3]
WHEBRE[S RviE, 7k, 50rpm. 15 43 : 80%LA L] 3G Jt
HGEYY (EERFE©%) +C.V.) [95.0-105.0%] 100.7+ 0.3 100.5+ 0.3
HARI[ T NVET AEABRESEIC LD
3 1y b O
WEERE « N T A,
ARBRSRME © 40£1°C, %ﬂ%M{8DyF(n$
AERIAE - PRI, MERREER, S E MR, AR, S8
ESIEPER o
BRI A [H14] -
BRAGEE 6 # H
o NN _ LW WE WO R E
MR NFE U =P — 2 —
gﬁwwtutu@@ﬁﬁﬂﬁﬂww74wA: TAYT e o 4 mm—r | et L
; 4V T BECH ST,
et (RO TR E ) & 235-239nm Y - -
992-296nm |ZWEIL DR % 73] = =
Gt — PR LS 15.0% L] 3] i)
WHEBRE[S RviE, 7k, 50rpm. 15 43 : 80%LA L] 3t Jt
agﬁx(iwaﬁ4@@+CV)m5oumom 100.7 + 0.3 100.8 + 0.7

MHARIF Y e T MEABREREIZ X
X3 |y bk OFEIE

<t&m>
ISR (40°C. FHXHEEE 75%.
ZENHERI SN,

67 H) OFER,

W O

W TFICBWT 3EMEZETHD




2. REIRTEAER
<B#>

VIV ET AEAEREESE 10mg [TKMP) (HARZRF G VI VET AEAERESE) OTIkEDZ

Yo, RMGRAFRERZ EM L7,

<$tEE>
AT RE - PTP fdE 5

HABRSAME  25°C. 60%RH, 32> | (n=3)

TE M % T

ARBRIEH MR, TR, SEY MR, BB, 5 &
FRERTE B R L
B4R EF 12 % A 24 » H 36 » H 48 » A
PR T2 W WNEO FEERRA Y O . . . . .
T 4N ha—TF ¢ k] L I i i ]
TeERa B (BRAN AT B ETR) * [
£ 235-239nm & Of 292-296nm (= WY i i
DK % 7777]
G B R O00) R/ M- B K ) _ _
LEIE A+ 15.0%5L 7] 1.2:2.0 1.0-2.1
SR L = 0/ V(B [ i - B X[ < 10 N
gtﬂ;}f%ﬁéﬁéfd 1% ;ﬁfﬁs)oo/[;);’ Y1 72.0-102.5% | 95.7-104.5 | 95.8103.2 | 97.9-102.3 | 99.2-102.1
2 = 0 EREEN =] X
gk O B /b i - S K ) 99.5-101.2 | 99.5-100.9 | 100.1-101.7 | 100.4-101.7 | 99.3-101.2

[95.0-105.0%)

MHARIR T Ve T LEATBESEC XD
KORHUBEAMEE : 1/12 B vy bl vy FORE 12 EICBW\ T, 10 fELLEDOFTUELOfE 2 DA =13
BETHETHDZ Lbild & Lz(H R R, )

CLAETERE + N T aldE

HABRSAME - 25°C. 60%RH, 32> | (n=3)

AERIAE - PRI, MERREER, S E—MERBR, BRHRER, S
i A %
SRBRIE H k] =

B4R EF 12 % A 24 » H 36 » H 48 » A
PR DI WNED FEEREA D D . . . . i
T4 b T —T ¢ T i i i i FEffrh
eaRalBr (BRI TR RS IETE) [
£ 235-239nm K& O} 292-296nm (ZWKIN 1 1 ESy s
DK % 7777]
G ) —PER R (%) G /M- B K ) ) ) s
LEIEAE : 15.0%LLA] 1.2-2.2 0.8-1.8 % i
T R BR (%) (e /M - e KAl [ R v ) o ) ] ] e
. K. 50rpm. 15 45 : 80%8L L] 72.0-102.5 94..4-101.0 | 96.6-102.3 | 97.5-101.3 F i
A =L 0 =] \ = X
a dE Oo Fe /b - S K fE) 98.8-100.1 | 99.7-101.6 | 100.0-100.9 | 99.5-100.8 i

[95.0-105.0%)

MAARKF T NV ETF MEARRESEIZ X 5
SORBIRAMESL - 1/12 3 vy 1 vy hoRE 12 HIZBWV T, 10 L EOFREIOE 4 DR H HRIT
HETHHETHDHZ EnbEs & Liz(HREERER),)




3. MEAKNENRTE

<B#>

‘/“/Mf?biﬁﬁﬁﬁéi’ﬁﬁi 10mg fKMPJ (AAER G Y Ve T MEAEEESE) o8
EMEZMER T D70, el

M2 DT

PR 2 S fi L7,

IRABIC BT S

<#ER>
B S:
BN - 40+£2°C, #E, KmEGE 7 2. 3 » A
SR - 30+2°C, T5E5%RH, #OL, Bk (BT 7 2H). 3 » /]
Y« 3,000Lux B4+, 25°C. 60%RH, BHiL (v ¥ —1),
H RS & 60 7 Lux « hr FRATIF A, RS & 120 77 Lux + hr BR A
ARBRIEE - MRk, B HEER, MIEERABR, AR, M
RBRRM
BB k] s MEGOC, | mgeoc, (HENC, COURID
34 7)) | TB%RH. 82 A) | 1 T | [k b
PN NN D
PRI %%'HZ’%)\; e ji BlaL | Elnl | il | Bl
La—T 4 VT EE
TR HEBR (%) [15 /9R : 80%LL k] 100.2 98.3 99.0 100.7 97.4
SR 00) il % e R EEREZ L] <L0Q <L0Q <LOQ <L0Q <L0Q
aatlERE R L] <LOQ <L0Q <L0Q <L0Q <LOQ
A7 (%)[95.0-105.0%) 100.0 100.0 99.8 99.9 99.8
1 (kp) [FX & 72 L] 7.1 6.9 6.0 6.5 6.0
<LOQ : E&ERER (0.05%) A
<#EE>
W OFBREMFIZIB W T H MR, I, MERBREOVER FRAFEER) TN THY | A
IR AT O AR o T2,
. ’”%i_ﬁ,ﬁf.fc
im%mutrm1w 4
A000000247




