FR_PNVIERRE OD SEDEAIEIREE COREMICE DL B

=7 RSt

KRRV OD $E3mg (=7 1), RRRUUEHEEE OD §E5mg (=7 1) KON RR~RY
JVHERAYE OD $E 10mg =71 | (22T, MR o2 @i GRE : 40C, 3 » A (B -
RERE OR)) . TEE : 75%RH,725°C, 6 » A GEYE-BAlL) . ) : 60 I Ix-h (RER# (F))
%Sk LT,

(f1) A AIFBEIEAIRT 2 O TER] - 1 72 L H 0O ML ZLRIE T O LR EMRBIEIZ DN T (FH)
OFHIEE (FRL) ICHEV, IREE, W, Seloxtd 2223l L7258, LTFo L) Th

> 7z,

ZEN
TR T ) b
R3S VIEREYE OD $E 3mg =71/ ads © O™ ©
R~V REHE OD $25mg (=71 /4 ads © o™ ©
R~V RRE OD $E 10mg =71 /G © O™ ©

*1 Y B RIS W T, AHEEDY 30% LA IR T L=, EHEMEICR LR WEEDOENTH
> 7= (HHPEE>30N),

O : TRTORBREH IZBWTELEZRBD 2o T2,
(M AL ZIT & A LR, B 3RO T, M : 30%AKii D2 L,
VR BRI )

O W ORBREE T [HEN) 02 AR,
OB . DT i GREASE) 2RO, WE B, MEE 722 b VRE
DETHY | BUEEGIZ LT\ D, B 3%, EOK T T, BUKEN, B -
30%LL LD ZE LT, BHEEZS 2.0kgf (19.6 N) LI 1)

A DTN OREBRIEH T TSN OB a7,
(OB - TRIRZEERE LWERZE 2RO, B2l L T\ 5, a8 0 BUSHESL,
THEE : 30%LA LD AL T, FHEEAS 2.0kgf (19.6 N) R, ¥ HME - HiA&ESL)

17




I. R U OD 42 3mg =712 ] (Lot No.: H340AE39) /)4

A. IBE

A-1. PRTF

P =1
ZHg

A-2. PRIFSRAE - 40C
A-3. TRAFIIE] - 3 » A
A4, RERAESR - TR

HBE T T AR (FR)

=Y PRAFHIM

n s

= A =%V 1% A 34 H
LRI HADFEEE A DEEE A DEEE A D FEE
Al 2/ %) B - KA ) B 7

SR RIELL 0.05%L L ED &R I - F8kmE 7 L
W FHEMRE 1545 o 0 o
S| IR 8096 - 101.6% 99.7% 99.6%
G 95.0~105.0% 100.1% 100.0% 99.8%
figi g3 RERL 74N 73N 75N

*10 SEEE, n=6, RRIK: W RS 2 ] (pH6.8)

*2: #0 R L 3 [E0EHE
*3: SEMHE, n=10

217




B. B

B-1. fR1FIFHE
B-2. R1F5ME

B-3. {RAFHIR] : 6 » H

BT AN (B
: 75% RH,/25°C

B-4. #BRFER . TR
St TRAFHIRH
- s
> [ = x )V 1% H 3x H 61 H
PR D FEEE O DFEEE D FEEE D FEEE D FEEE
%ﬁg eru/#—»f (VA N=RE R T R F—Ff-
e RERL 0.05%LL EO &N S NWI=EHEWwE L
W | RERR 1547, 0 0 o 0
Kmt | v 8090 - 101.6% 101.3% 100.0% 98.1%
G872 |  95.0~105.0% 100.1% 99.9% 100.2% 99.2%
i 3 BRERL 74N 38N 38N 38N
*1: SEBIE, n=6, #ERIE: B 2% (pH6.8)
*2: fv IR L 3 [EOEBE
*3: EHIE, n=10
C. X%
C-1. IR{FIRHE « T R (BEk)
C-2. RAFSM: - B YeAT (1,500 Ix)  FRET
C-3. PRAFHAM - W@t & ; 60 /7 Ix-h (K 17 HFH)
C-4. ABRAFER . TR
RBRTE H Hks A= %)L 6075 1x-h
PR D D FEEE D FEEE
ol 5B BIERL 0.05%LA Lo B0 S - e e L
e L b HERE 1549,
NN = 1 0, 0,
AR VHIE 8006LL - 101.6% 100.9%
R 95.0~105.0% 100.1% 100.1%
i i3 BERL 74N 71N

*1: SEHIE, n=6, RBRiE: HRBRE 2 (pH6.8)
*2: VIR L 3 E OB

*3: H¥IE, n=10
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II. P~V HEfgtE OD $85mg =7 1| (Lot No.: H341AE36) #Efdk

A. IBE

A-1. PRTF

P - =t
ZHg

A-2. PRIFSRAME: - 40C
A-3. TRIFIIE] - 3 » A
A4, RERAESR - TR

BT T AR (FR)

B PRI

e ks

= A= %)v 1% A 37 H
LRI EREXPEH D HEBE EREXRE D FE B
7%@};“_: gn_‘,—-—.f YA J: =R 7*@« gf

SR RIELL 0.05%L L Lo &3 SN fEEwE s L
W FEMHE 1545 o 0 o
St | IR B0 - 97.3% 97.0% 97.8%
T 95.0~105.0% 99.4% 99.2% 99.3%
figi g3 RERL 66N 69N 70N

*1 SEEE, n=6, RBRIK: W RS 2 ) (pH6.8)

*2: #0 R L 3 [E0OEHE
*3: SEMHE, n=10

4[7




B. B

B-1. fR1FIERE : 180 7 A (B
B-2. {RAF5:ME 1 75 % RH,/25°C
B-3. {RAFHIR] : 6 » H
B-4. #BRFER . TR
R PrA7 1]
- s
= =¥V 1% H 3x H 65 H
PR SRENDE 7S ERENDEFs SRERDE 7 SRERDE 7 H D EEE
%ﬁg erh:—‘—»f- (VA N=RE R T R F—Ff-
e RIEMRL 0.05%LL EO &N S NWI-EHEwE L
W | R 155, 0 o o o
SKmt | I 80%LL - 97.3% 97.4% 98.3% 95.8%
G2 | 95.0~105.0% 99.4% 99.5% 99.3% 98.6%
i 3 RERL 66N 34N 33N 36N
*1: SEMME, n=6, BRI ISHERERE 2K (pH6.8)
*2: fv IR L 3 [EOEBE
*3: SEHfE, n=10
C. X%
C-1. IR{FIRHE « T R (BEk)
C-2. RAFSM: - Bt YekT (1,5001x) HEG
C-3. PRAFHAM - W@t & ; 60 /7 Ix-h (K 17 HFH)
C-4. ABRAFER . TR
RBRTE H Hks A= %)L 605 1x-h
PR oD FE b 0 FbE 0 FbE
b et A BIE | ypmeapmrm | 0-05%LL EOBNSR STz
MUERABR | LD | R ST L 0.06%
e b HLEWRE 1545
PR HH 24 B <2 9 0
o R VAL 8006LL - 97.3% 98.1%
o 95.0~105.0% 99.4% 99.2%
il g4 BRIERL 66N 66N
*1: RIEEEE  0.05%LL FOENBH SN EEME ORE
*2: SEHIE, n=6, #ERIE: WHEBRE 27K (pH6.8)
*3: #RV R L 3 [E0OFEBE
*4: SEfE, n=10
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I11. R3S UERetE OD & 10mg =7 ] (Lot No.: TG342CEQ91) A1k

A. IBE
A-1. BRTFIEHE - 8ol 7 2 (FBie)
A-2. LRAFERM: - 40°C
A-3. TRAFIIE] - 3 » A
A-4, PRERAER . TR
= el
n s
= A =¥V 1% H 37 H
LRI AR D FHEE WIR D FbE WAL D FE WAREE, D FbE
%@}E SN ol ELaY S 7
e RESRL 0.05%LL D &I SN B E R L
A FEME 1545 0 0 o
N 100.2% 98.8% 97.5%
G 95.0~105.0% 98.9% 98.9% 98.5%
il g3 BRERL 75N 73N 79N
*1: SEXME, n=6, BB IHERERE 2K (pH6.8)
*2: #0 R L 3 [E0EHE
*3: SEHfE, n=10

B. B
B-1. tR1FIERE 1800 7 A (B
B-2. fR1F5AME 75 % RH,/25°C
B-3. &AW : 6 » H
B-4. BBARER . T
%itm T%ﬁ/ﬂ;qgﬁ
ﬁ? Bk
= =¥V 1% H 37 H 61 H
TERIN AR FEE WD FbE YR, FbE WIREDFEE | BRIAREODFEEE
%@Tg 5”-"4”/' 0, ~ E=NS . 5 Y 7L
S4B RERL 0.05%LL Lo & S v samE e L
W | R 1549, o o o .
SR | TEHIE B0%LL L 100.2% 99.6% 98.1% 98.2%
482 |  95.0~105.0% 98.9% 98.7% 98.1% 97.9%
fEEE™ BRIER L 75N 39N 41N 42N

*1 SEME, n=6, @R BRi: W HRBRES 2 WK (pH6.8)

*2

VIR L 3\ O E

*3: H¥IE, n=10

6/7




C. X
C-1. fRIFIEHE :
C-2. PRAFSM: -
C-3. {RAFHIH

T A ()

BEAOEET (2,0001x) RS

CBESEE ;60 5 Ix-h (K9 125 HRED)

C-4. ABRAHR « TR
aERIE A Hiks =y 607 Ix-h
EEE7N RN D B EBE RO FBE RN D FEBE
i iR WER L 0.05%LL o @& S-S E e L
VA R fiﬁ?ﬁﬁsoiﬁﬁ 100.2% 97.7%
£ 95.0~105.0% 98.9% 98.3%
MRS RERL 75N 73N

*1: SERE, n=6, 3BRE: IRHREBREE 2 (pH6.8)
*2: 0K L 3 [0 YEME

*3: FHIfE, n=10

717

(FEHH 202544 H)




