YV — L EEDEASRECOREMICED S EE
<FRBRMAM : 2020 £ 4 A ~9 A >

=7 ES 77 —~KEH

Uy — L 50mg [ =7 1 | 122\ C, Jelc S L7z M IRRE o 22 ek akBh (2 : 2013
6 H~10 ) Tk, BBELMET GRE : 75%RH,25C, 3 % A) THEIIOEEDEK TG
D HAEA, O HIT 3% AR TH Y . R WEDOH LRI G RO B o7z,

INHOZ LD, FEETICE AHMIMUT, RBRICH LA oS &R 96.5% (F&
B 95.0%~105.0%) LIEWZ EH—RALTHHOTIHZRWNEEZ, Blo v hoRF (G
Bl 0 97.9%) & HAWCIEESRE CORENRE (R : 40°C, 3 » A, ¥t - KERR) . I
J& : 7T5%RH,725°C, 3 » A, #E- Bk, Y6 : 305 - 60 J7 - 120 77 Ix-hr, Bifk (45%RH,25°C))
% E L7z,

(f1) A AIFBEIEAIRT 2 O THER] - 1 72 L H O ML ELRIE T O LR EMRBIEIZONT (FH)
OFHMESEE (FRR) 22510, BE, W, Lo 2227 L7-fER, LTo@y Tb
<77,

WFRORIFERMETICBN TS, BUREZ N SBRIEH 32 o Tz,

LENE
L 1 € b

1 2 3 1 2 3

s Al A »B %A 8| »H 3057 |60 5 | 120 5

YNy —NgEs0mgl =7 )| © © © | OT|OT | O | O2|0O2| O

*1: 30% LA EOMEOIRT (=30N : EH LR & 70 & 22 WERE D ZEL)
*2 R E ROV (BUEEN)

&

PN
o)

ey EIZ/ﬁﬂi
© : £ TORBRHAHA TEILZFED R
O WIFhOREBRIER T, THEN OZLzil0 5

A WTRORBREE T, TR OELEZFED D

p={i

e e
. I AT
BRI ENE
B s LA L AT BRI DAL
A aIZ A ERD | Tl b GREZ) | IR L
S 5 AN EIRDDN, WE L, B | R LR,
R VWEREOELTH | 8B L TV 5,
D, BEEHTZ LTS,
R A B 1 8 2 DXEIFE 8 2 DIEFIE il 2 DFERZE
) <0.1% <0.2% >0.2%
. S1- 82 -
T M PR AN MBS
P 3% A DK T, 3%LL DR T,
ke 1 9 P K P R
] 30%LL EooZEfkC, 30%LL 2L T,
itH Y R
P > SoRmOZAE BEEEZN 19.6 N BLE RS 19.6 N AT

* FREIIERE SN TV, ICH FA K74 > Q3B MHrashkmam ERNLD > BRAIO AR B 5
LHA4 RTA4 ] 5B 1l OEBWEED [HREPLERBIME] 0.1%L T2 T8 k7 L), MEEREN L
B D WIILZEMEOHERNLERBIED 0.2%LL T % THUSIEANOZ ], 0.2% %% 5 & THUKES D2
L7z,

17



UL —)LEE50mg =7 2] (Lot. No. DO24A)

A BE
A-1. RAFIEHE 0L - [ERZ OR) etk (B
A-2. PRIFSRAME - 40°0C+2C
A-3. TRAFIIE] - 3 » A
A-4, RERAESR - TR
K PRI
e HIE R
= B AG 1% A 25 A 3% A
::)( :l‘)< :l‘)< .‘j)(
IESIN /ﬁ%}fl@;ﬁéﬁ@@fﬁ (K%ﬁ;@@ (x%i;ﬁ@ (x%i;ﬁ@ {K%i;ﬁ@
ANRRTT AT s | s | s e | e
i . &l = D IE & (R 0.05% 0.01% 0.02% 0.02%
= ax A&
w | WERE R (%) 0.06% 0.02% 0.02% 0.03%
3045 1 D QFi 1180%
S1: fHx o> | S1 | H&/ME 79% 86% 78% 77%
W Qfif +5%LL I
B | S2 1 12(F O IR HY /M 79% — 77% 77%
#>Q & Q-15% | S2™*
A 70 L I 95% — 88% 84%
P N 97.9% 98.0% 98.2% 98.6%
= 95.0~105.0% (100.0%) (100.1%) | (100.3%) | (100.7%)
e i L a0y | @0 | @260 | @42
*1: 12 XL (S14S2) OF/MEKOEEME  *2 1 ( ) BHAGMEZ 100% & U CHAE L 7= FofiE
B. IBE
B-1. fRTFIERE : Y - Bl 7T AT v 7 v v —1L (B
B-2. {1751 © 75 % RH+5%RH,25°C+2°C
B-3. &AW : 3 v H
B-4. REARESR. : T
gﬁm T%T?%ﬁf'ﬁﬁ
o L LR
= B 4G IRE 1% H 2% A 3% H
::)( ::)< ::)< ::j<
TANAT T A T et RN MRS IRt -
s | L 8l = DIEFWE B (& K) 0.05% 0.01% 0.01% 0.02%
—r RER
e | wHEREE (%) 0.06% 0.02% 0.02% 0.03%
304 [ D Qf1180%
S1: & owH%Es | S | FME 79% 79% 75% 80%
Ta Qfi +5%LL I
AR | S2 ¢ 12fH DA B/ ME 79% 79% 75% 75%
#>Q & Q-15% | S2™
K L A 95% 86% 87% 85%
o N 97.9% 97.7% 97.3% 96.8%
RS 95.0~-105.0% (100.0%) | (99.8%) | (99.4%) | (98.9%)
2 BUETR L &83,‘8&')) (géf% (g;.g% (67;6502)
*1:12 X wbL (S14S2) OF/MEKROVEEME *2: ( ) BRIAEEA 100% & L CHUE L7- Bl

217




C. ot

P =]

C-1. fR{FIERE : BAfL (45%RH,25C) /7w AxAF v 7 v —L (BRI
C-2. PRAFERAM: : BEHEDEAT (2,500 Ix) HES
C-3. PRAFHAM : W= ; 30 J7 Ix-hr (5 HHE)
BRYGEE ; 60 7 Ix-hr (10 HIH)
BESGHE ;120 77 Ix-hr (20 H[#)
C-4. BBRAS L . TR
AR . "
T I E B BA 1R 305 1Ix-hr | 60FIx-hr | 1205 1Ix hr
TAN DT A T e RN AN AR
wips | ol il 2 DFRRWE & (e K) 0.05% 0.11% 0.17% 0.19%
o RIE 7R
R RERWER (%) 0.06% 0.20% 0.31% 0.38%
AROQIHIIB0% | g7 | g 79% 97% 81% 98%
vy | S 12 DY >
o QfiE+5%LL I B . B . _
%>Q & Q-15% s ] ]
ez L I 95% — 97% —
P N 97.9% 98.5% 98.8% 98.1%
= 95.0~-105.0% (100.0%) | (100.6%) | (100.9%) | (100.2%)
. _ 109.0N 104.1N 100.3N 97.7N
e R
Ll RIEE L (100.0%) (95.5%) (92.0%) (89.6%)
*1:12 X)L (S1+S2) OF/IMEKOCESME  *2: () BAkAKEZ 100% & L CHaR L 7= 45l

3/7

(2023 4F 11 H 1ERR)




YV — L EEDEASRECORENICED S EE
<FABRHAR - 2013426 A ~10 A >

=7 ES 77 —~KEH

Uy —BE50mg [ =71 | (22T, SEadSRig o2 @Ml QR - 40°C, 3 » A, Y -
REEARER) L IBE c T5%RH,25°C., 3 % A L Bf%L, O 030 J5 - 60 5 - 120 75 Ix-h, BH KL (45%RH
/25C)) &FEM L7z,

(#1) BAIEBEIEAIR O [HEH] « B 7 LK O BB EE T O R EMERBRIEIZ OV T (BH) )
OFHESRE (FRE) ISV, IREE, B, Lot 2 LEMEZFHE L72fER, LToLEB0 Th

ST,

P

it

£73

=]
filin

i pii

e
s

1 3 1 2 3

2
2 A wAl wAa lsB lwa | 4pg 307|607 12077

Uy — g s0mg =7 | © © © © | AT | A2 | O8] O% | OF

*L: G EOEKT (B « 30% LA LD DML (=30N @ 52 BT & 72 6 72V DZAE)
*2 G EOIKT ()
*3 OEHRETE A T O A (BN

© : TRTORBREB IZB W TELEZRBO RN T,

SMBL . A& T & A EREBDIR, G 3% O T, M B, BT - 30%A
T DAL,

O WIFhhORBREE T [HEN) 02 iR,
B DT R GRAS) 28D 508, E L, MEE bR VWEREOELTH
0. BUSEZ T LTWD, FE: 3%, EOMKT T, BUSIEN, M : 30%LL o2 T,
FEEEZY 19.6 N LA L,

A DT OREBRIEE T T OB {LERDT-,

S TR LWEAZ L 2RO, HEE2mil L T\ 5,
G HRESS, EHME  HRMES,, BEEE : 30%LL EDZL T, AEENY 19.6 N R,

4[7



UL —)LEE50mg =7 2] (Lot. No. 1302301)

A. BE
A-1. IRIFIEHRE @ % - "R E Of)
A-2. LRAFERM: - 40°C
A-3. TRAFIIE] - 3 » A
A-4, FRERAER . TR
HH Af=vxi | 1nH 29 A 3%
y . HHEABD | BEAGRO | BEARO | BEAGROD
NS K
PR S {K%’Elf_{)jﬁé 0;@% 74V 74V 74V 74k
1 S 2P0 B | B | 3 R | a-ri) b
fjé{gj;z RERL wHEEmEE (%) 0.03% 0.03% 0.05% 0.05%
/M 92.1% 76.4% 76.3% 78.1%
3047 DOQIf1180% | S1
vis S1: Qi +5% S 97.6% 86.3% 89.7% 81.6%
=5 *3 . SNZATER %2
AR | 52 o j f?f E%;% /M — 75.0% 75.2% 79.7%
-15% S2
S — 82.2% 87.9% 82.3%
. 96.5% 96.5% 97.7% 95.7%
A BEL*G ~ 0,
B 95.0~-105.0% (100.0%) (100.0%) | (101.2%) (99.2%)
_ 97.5N 93.8N 93.5N 99.2N
*6 :;-h,—l—./,
BRI BT L (100.0%) (96.2%) (95.9%) (101.7%)
*1:n=1

*2 R I N R E O E
*3:51 VS22 46 XvkL
*4:12 X)L (S1+4S2) DOF-H

*5:n=1

(BAARIEE 2 100% & L CHLE L 7= 3l)

*6; SR, n=5 (BELEHEA 100% & U THLE L 7= il

5/7




B. B

B-1. fRIFEHE : I - BRI
B-2. fR1FSRME 75 % RH,/25°C
B-3. &AM : 3 » H
B-4. RBAAER - T
24 DRAF I
- 0
= A =¥ )b 1% A 25 H 34 H
$‘lj< :;j< :;j< ::
JANAATT A LT ITAV)TEE | ) EE | AT B | ) R
fié{%;z BRIER L wEEmEE (%) 0.03% 0.03% 0.06% 0.06%
i/ IME 92.1% 73.7% 77.2% 80.3%
3045 M DQIf1180% | S1
B | S1: Qfii+5% FEME 97.6% 82.8% 84.5% 83.8%
ARBR™ | S2 : A FE>Q o
! M — 73.7% 80.3% 78.8%
&Q-15%Aiii 72 L | gp* S ’ ’ °
S i - 85.7% 83.9% 82.9%
. 96.5% 96.8% 94.7% 93.9%
A BEL*G ~ 0,
CEs 95.0~-105.0% (100.0%) | (1003%) | (98.1%) | (97.3%)
. _ 97.5N 77.8N 67.7N 73.5N
- *6 A==y
mE RIERL (100.0%) | (79.8%) | (69.4%) | (75.4%)
*1: n=1

*2 R S TR E O &
*3:S1 HINS2 & 6Ny
*4:12 Xy &)L (S1+S2) DL

*5:n=1

(BAAEIE 2 100% & L CHAE L 7= %)

*6: SLHfE, n=5 (BALEEEA 100% & L CHAEL L 7= $cfif)

6/7




C. ot

C-1. fRAFIEHE :

Bk (45%RH,25°C)

C-2. PRIFSM: - FasesT (2,500 Ix) PRET
C-3. TRAFHAM « & ;30 I Ix-h (5 HIE)
B E ;60 5 Ix-h (10 H#)
BREE ; 120 5 Ix-h (20 HI#)
C-4. ABRAFER - &
AR .
e K A =%/ | 30KIx-h | 60KIx-h | 1205 1Ix-h
S S K ¥
Aléi{jt*l (%%fé;ﬁiﬁe@f* {K%ﬁ;\ﬁm {”‘%i/;ﬁ@ {”‘%i/;ﬁ@ (ﬁ%ﬁ;ﬁ@
T ANVBI T A ST s g | s | e | s s
fi{éz RERL Wi EE (%) 0.03% 0.10% 0.12% 0.14%
e/ IME 92.1% 93.4% 74.6% 86.5%
3047 M DQfEI180% | S1
B | S1: QfiEi+5% FEME 97.6% 96.5% 88.5% 92.9%
?ﬁﬁ?ﬁﬂ S2: I'Ziéj{*/réﬁj%?‘EQ = /J R
\ — — 74.6% —
£QI5%kit e L | gpe [ ’
S i - — 91.0% —
s N 96.5% 96.4% 96.6% 96.2%
A 95.0~105.0% (100.0%) | (99.9%) | (100.1%) | (99.7%)
. _ 97.5N 94.8N 92.0N 91.4N
- *6 A==y
mE RIERL (100.0%) | (97.2%) | (94.4%) | (93.7%)
#OERREHEICETOZEE GREN)
*1:n=1
*2 R I N R E O E
*3:51 FINS2 &£ 6 Xyt L
*4: 12 X)L (S1+S2) DY
*5:n=1 (BHAAIEA 100% & U CHLE L 7-30l)
*6: LB, n=5 (BALAIFZ 100% & L CHASL L 7= 3fH)
(2023 4= 11 A &3 T)

717




