2021 4= 12 A1ERL (35 1 fR) H AKE P S &

871141

EELA VA ELA—T+—L

H AR B S AT O TF Fodk Z5H 2013 (S YEL L CTHERR

$59E - H#& - FRRA

ih :1’9-"1(@1171!![: 250mg
9= ad0%
iR P- i 98.5%

PONTAL® POWDER, FINE GRANULES
P RN 3 (|

il R | Wi 7 wAAKL BAL HERLA]
2 OF DR H KX S| ELELeN
Ry B—I TN 250mg : 1T EAHIZA T = F Al (H)E) 250mg & H
p S . & B | FArH—1#50% Clg PUC A7 =F Ak (HJF) 500mg & &4
R A — UKL 98.5% clgIC AT = AR (AR) 985mg % &4
B " g |8 A7 =T 2B JAN)
= PE4 + Mefenamic Acid (JAN)
W B —) RN H—)u W2 —)u
4172V 250mg # 50% HHHE 98.5%

. o v R 52 2008 /£ 3 H 27 A 2008 4£ 3 H 27 H
HMERERDZEDB || mamnn| 96540200 | (o1 2) | AT L 5)
EMBELINE - FKFTERB | |35 0 L e 1967 4T A 1H 2008 4- 6 A 20 A 2008 4:6 A 20 A

IX# 4 A H (WFBAETIZLD) | RFeAEHIZK D)
N 2008 4 6 A 2008 4 6 H
FHEFAR] 1966 FTALH | (pormyicrz) | GEasiicks)

F% - BUERSE (BA)

' 1| T N AL
T LT LT e

ERFERIBLEFOERK L

77 APt WEnERE ¥ —
;ﬁ%’{‘,js\ > _ _ _ ~
B E bt E O FHIER S A YL 0120-664-467  FAX 03-3379-3053
2= 97 F B 1
https://www.pfizermedicalinformation.jp/ja-j

ATF 122021 4F 12 HET (16 i) (R % —Lh 7 &)L 250mg) KON 2021 4F 12 AckET (565 14 ki)
(AR Z = 50%. HIKL 98.56%) DU SEDFRUTHES ZMER LT,

BT OUST SCEAEBIE, MNZATBUE N EE G RS O R — o R —

https://www.pmda.go.jp/safety/info-services/drugs/0001.html {Z T TR < 72 &\,



IF FIADF5ZDHE
— B AR AR —

1. BERA VI E1—T+—LIERDOER
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1. #E|CE4+ %EE

| MEICET HEE

1. FXOER
AANL, Parke-Davis th (Bl : 7 7 4 ' —#a4h) 12XV 1961 FFICBHR S N-IEAT B A RHEFIRIESRK TH
Do AFNTFREMEOERIEM & RIEEDHRIER Om 2 b bbb 2R ME R L T 5D,
ENTIX, R ¥ — 71 250mg 25 1966 F 4 HITKRZEG L, ZO®%RAR S Z —/LEn 1968 4 6 H .,
N H— VHIRLY 1978 4 12 A B IR e KGR 2 Bufs L 7=,
B, EREELIEEE LT, TR 2=y 05 TR Z— A8 50% ) 12, TR Z—Hki) b TR
VB — VHIRL 98.5% ) \ZENEIIRGEA DA T A HGE L, 2008 4F 3 AKR Iz,
2021 4212 A, F— RS0 S 7 7 A RS~ BEERE Sz,

2. EmOAREFEN - BEIFMESE

(D) FERT v A RYEFURIEER A O 05 HRAITH 5,

(2) FARPE D BEIFIE & RIEIEDHERIER O 26T 5,

(B) R 2 — Nt 50%., R Z —VHIRL 98.5%1%, R Z—Li v 325%& & HIT, AT =T AEEEHID
2T, NEOGEME ERIERICHEICE AT HR-AITH D,

(4) IEB] 12,070 B (7 7RHI, EAlZETe) B, 795 61 (6.59%) ICEITEMARZRD b, EREIWEMIZ. M
fbai—HiEE (0.90%) . o (0.88%) . Tl - #KfE (0.55%) . WEYE—%#% (0.31%) HFThH-oT,

GEAT v A FHETER IR A O AR 1)

F7-, BRABREWERE LT, HERHTHLZN, Yav sy, 774 7% —, BilutEEm, MERIERIE.,
B A AL R R B SR R JiE (Toxic Epidermal Necrolysis'TEN) | Bz i K 5 AR JiE o A
(Stevens-Johnson JEMERE) . AVERESE, 7 o —YREMRE, BEMERR. HIEEEE. KIBR, BUER
K. FREREREE . HEARE STV D,



0. ARICBd 25 A

Il. ZFIZBEd HIER

1. BR5E4

(F1 4
Ry Z— 1L 0% 7L 250mg
R & — L% 50%
R #— Lk 98.5%

2% £
PONTAL® CAPSULES 250mg
PONTAL® POWDER 50%
PONTAL® FINE GRANULES 98.5%

()BIMDHEXE
A

2. — g4

(W1 & (fdiE)
A7 =) LfE (JAN)

(2)F %4 (8%
Mefenamic Acid (JAN)
mefenamic acid (INN)

(3)R T L
RIEM, 7> b7 =/VEEFHEIK : -fenamic acid

3. BEAXIIRERX
COsH

:| :CHs

CHs

FRRUST

F3 : C15H1sNO2
& : 241.29

o

el

PSpIRS PR

5. L& (f&iE)
2-(2,3-Dimethylphenylamino) benzoic acid

6. [EFA%. A&, BS.
CI-473, CN-35355

LEES

7. CAS &3 &5
61-68-7



. A2l ic 4 51 A

. A2 129 5EE

1. MBS

(1548 - 11K
AB~REAOBHRT, ([ZBWIER L, BRIZHDRVD, RITENITE L,
(2)afE%E

VIZFNZ—TINIRRBEITICS K, A =, =& 7 —)b (95) Xid7 maiL AICEiFic< <, Kz
FEAEET RV, KER{ET N U LRI T D,
(3)RiE
ZEAERL
@R (ERR) . BR. BER
A 9 225°C (40fiR)

(5)ERIG R AEREE B
pKa : 4.2
(6)5 EL 1% %L
1.2 6.8
pH (AR, 1) (AR, 2k
SBifR#EC (log Pow) =4.0 2.7

Pow= (27 % ) —/AD A7 = F MERIREEKFAD A 7 = ) LEEHRE)
(77 Aalgd Hik)
(7)Z Dthd E 77 R 4E(E
UVmax (0.1mol/L NaOH) : 285nm, 340nm

2. BB DBRERETICEITHREN
IR VR ICR L CEE,
Yt (60 F lx - hr) THEMNMNIEM,

3. BRMSD DHERHERE
Hf A7 =F L) ITkD

4. BV DDEES
HfE TA7=F 28 1285



Iv. WANCEE4 5HH

V. &E|IZEY 5IEH

1. # #
(MMFFEORXA. HEERUTMHER
FIRS - 00 7B AL B MR
VAN 9 AN NS
Ro2—ILh T+l 250mg

s B
R 72 4 #l = K& X HX
(mm) (mg)

C [
z
Roa2—)L i 7 LH H e -

(P~ S Ok

H 7+ L 250mg (1%) P 19.2 6.9
EETIRAD) ~ :

E Lo Ere) | G | 420

RZ—ILEI50%., K3 —)L#IFL 98.5%

M 78 4 R
R4 —ILEL 50% F A~ B OO 72 R % 5 Te i R
R B —)LHIK 98.5% | ik 1 fa~RIK [t Hikr Al

Q)&EAX DM
MY ERR L

Q)FEAa—F
e TVA.(MNEIRORR., NERUMIK SR

(4)pH. BBEL. E. LE. BEEOERURER pH =HF
MR L

2. HEI O
MEBEZES CEERS) DE=
R4 —)LHh Tl 250mg
1 AT RNAVHICRORS =88

e 7 4 GEIB& I
Rog— A7z L (HR) | RE R AT TV Ui~ 7 3227 A AR
5 742)L 250mg 250mg 7N BTTF . TU IR ) UL

R B2 —JLEL50%, R4 —) LKL 98.5%
1g FIZENENRDOR G & EH

B 78 4 Bk sy won
Ko — L 50% A7 = F A (BR) | $LbEKFY, Fe v
500mg
Roa—)L A7z F AR (AR) | B RedFrrairkia—2A,
H%I 98.5% 985mg AU VIL_— |k 80, B MK A BE
(2)F&1#

Ei Tv2.(A#KS (BEmD) OEE 2R

_4_



Iv. RANCEE4 5

(3)Z Dt
Y L0

. BEF. HADIEEICHT HEE

EARRANA

. BEOREFHTIZETSRENR
(R4 —I)LHh T+ )L 250mg

SR
TRAFESRAT TRAEHAH RAETERE fEoR
Ry F L o8- &
InERER | 40C75%RH 3% A X (AP
PTP - 15

REREE AL N AR

RHIRAFBR

PRIFSEM: - 25°CI60%RH W2EAHE - PTP, 7 A IERr— v 7 Fi

HH B AR 12 % A 24 5 A 36 » H 48 » A 60 % H
S8 W SRS SRS A A W
A AR WA A A WA A ke
ai (%) 99.3 99.7 98.3 98.3 99.8 96.6
S8l STNE STRE STRE STRE STRE WE
A R BR Ry A STRE STRE STRE STNEY
i (%) 99.3 99.5 99.8 97.7 99.5 97.2
S8l STNE STRE STikey STikey W W
R e Sikey Sikey Sikey A STREY
“i (%) 100.4 101.9 100.7 97.8 96.9 95.0
RAE5AME : 25°CI60%RH ‘B3EHE : PE 48, 1R
HH (ELEEs 12 % A 24 » H 36 » H 48 » H 0»H

S8l SNE A A A 1 SRE
A R A A A A STRE SREY
ai (%) 98.7 100.2 99.3 100.2 100.3 99.8
S8l STNE STRE W STikey A A
R W W W STikey A SRS
aE (%) 99.1 100.9 98.5 98.9 98.3 100.5
S8l A A A A A ke
A AR A A A WA SNE Sikey
ai (%) 100.5 98.7 100.2 97.5 100.2 100.3




Iv. WANCEE4 5HH

(2)7R> 2 — L& 50%

RO AR
RAFSAE  25°CI60%RH WIEEERE - KU &,

HH ELElEs 12 % A 24 » H 36 » H 48 » H 60 » H
S8l SNE STRE A Y T SRE
w8 (%) 99.3 100.5 100.3 99.8 99.9 100.2
S8l STNE STRE STk STikey STk $likey
wi (%) 99.4 100.5 99.4 99.4 100.1 100.0
S8 A SRS SRS SRS W W
“i (%) 100.6 99.4 99.9 100.1 100.5 99.5

TRAESRAME - 25°C/60%RH WALTEHE - .

HH B hh 12 % A 24 #» H 36 % A 48 » H
S8l STNE STIRE STk STikey STk
“i (%) 97.9 100.4 100.1 100.7 100.3
S8 A W STikey A SRS
aE (%) 100.1 99.8 99.8 99.5 100.0
sl A ey ey fiukey iRy
aiE (%) 99.6 99.9 99.2 100.4 100.1

<HE . [EEBROLEME>

DI ERER

Gl OERBRE . MR R T 7 BBHLE UE 10001lux - hr
I ERRBR SR NI 25°C~28°C, 1% 65%RH~80%RH

PRAFIZHE - 2R

ZF 5t (ux * hr)

- A2 K — | 10 5 20 5 30 7 40 5 50 75 60 77

FBRIE H

A8l ke ke A A ke ik WA

& (%) 99.9 99.6 99.8 99.1 99.7 100.2 99.8
2R R
RIFERE « SEEH

1R 25°C/75%RH

AL — I
LR A 1 2 3 4 5 6
WERIEE | M A A ke ke A ke ik
i (%) 99.9 100.5 99.5 98.8 99.5 99.6 100.1

E) ML 4 p AR TOTNICRWZET 5, B, BFT@ANC X D2 5ETIE, @ EHET D,



Iv. RANCEE4 5

IRILEE - e AR

40°C/80%RH
Lot ok HERTEH R A
ALY 8W 12W
st # O O O O
A b g E (%) | 0.17 0.21 0.3 0.3
= (%) | 101.2 101 100.8 101
fE T
Ry =F P48 # O O O =R
B l/‘/'fz‘\% . ﬁ‘}JDy)f:
5 Ho L (%) | 0.18 0.3 0.4 0.51
= (%) | 99.9 100.1 99.8 99.8
Fy=zF | #l @) O @) O
C Vo | iR (%) | 0.19 0.28 0.38 0.4
i = & (%) 100 101.1 99.7 99.9
) AMEOORNTEF DWW L2 KT
()R> 2 —JLHHHL 98.5%
F IR
RIS - 25°CI60%RH TBIEIRRE « a5 A, 48
PRI 36 » A, Zfb7e L
RIESAM:  25°CI60%RH ALMETEHE - RV LS,
HH BHAREF 12 % A 24 # A 36 1 A
45 ) Py ey T Bl
i (%) 100.5 99.7 100.6 100.0
4s=) ke T & T SRy
i (%) 98.9 99.7 99.7 100.1
F181 pEay pay A A
&2 (%) 100.4 99.7 100.4 100.1




Iv. WANCEE4 5HH

<% BAZEKEICETLIREME>
R B —ILh T+IL 250mg

, . & &= JiizE i
L (%) )
25— | Ha~ SO E G THAE| 100 0096
() PII7RGRHIREAE DAN->T-AEBDOEE S 72 LH | (95~105) (60 45 RLLI)
IR B - SRITR B EEM
PRIFSAME OB H OH
e 1 - & & B EERER
40°C HEORZ BT RDOATZ] 24
s I ) e Zfere L (21~27)
TEM A L Bl L 7L
25°C/75%RH HEDOREZBTHROASTZ] 21
Gk, piro | 277 | maomn 7o Bt L (18~24)
ZEM 27z L 27 L 7L
A~ =, 28] =p
NP ,(\{“\\EE EosS ¥ L =] B Hﬂiggitn%ﬁ
jl[: ‘f‘h,n\}; ri 'lj( (%) (ﬁj\)
1,0001x (|R) | 1205 |ABAORZELHEDO A -7 15
e e iy . 27z L
(KB #3) Ix - hr | BADOE L 7 & LA 11~17
ZEM 27z L 27 L 7L

5. BABLAR VABREKROREN
L7

6. hEl L DEESEIL (WEBILFENEIL)
R —ILEL50% : [XI.fEE ZOMOBEEER 1.2 —ILE 50%DEEELHABRER =M
R 2 —ILHIHL 98.5% : [ XM .fE%E ZTOMOBEEER 27K 2 — LK 98.5% DEESELREBRER &R

7. B
RUB—ILAhTEIL250mg : (SEL [ A7 = F L@ 7] I2XKD

R B —ILEL 50% CJRAMNR T XA T = F AR 12X D
R 2 —)L#RFI 98.5% RN T A 7 = AR 12X D

8. AMFHEERE
L7

9. HEIhDEMB D DHERRERE
KRB —)Lh Tl 250mg. KRB —)LEL 50%
A Jm—MaBRiE TERAN TR BEEYR) Ik D
R4 —)LHERL 98.5%
1. #OLROG
2. BR—MGBRE TSRS AT R EE] 128D

10.8FIPOEMAST DEE
AR —fBakBRiE T3 nT O EERIETR D 12K D
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M40 @
AZM LR

12BEAT DRTREIE D & 5 3Rt Y)
L

13 EBABERESR - NEDFRLGRRICHT H1FH
L7

14. 2 Ot
AL LR



V. IBRICB 55HA

AREICEY HIEHE

1. EERITHR
@ FiTk R UPIMER D RIER VEIRDER
QTREEDHEK, HfE. R
IRTGIEBIEE, ME, JEGVERREM, BUR (AL 05E) | BlRPER. AR, oM%m,. Him
Q@ TEREEDME - f5A
Ak ERGESR (BMERE IR 2D Ak ERUER 2 & 1)

2. BERUHAE
hEe - HERO - ®0>i:2-A
A7 xS AL LC, @, A 1\ 500mg. < D% 6 Rl 16 250mg R 0 #&54 5, 2B, Fii,
FERIC K0 @ AT 5, £7o, EERORGIINTIEL 2 ENEE LY,
#hEE - a*ﬂ%@@i%ﬁ
w“i"/@—)wn Tt

WH . RACIEA 7 = F LR E LT, 18 500mg M T 5, 7k, 4Elp. RIS &0 EEEET 5, 727
L, FHI1 B 2FFECTE L, 1 HEK 15600mg #[RE L5 &L, £, %Hﬁﬂ#@iﬂ%%‘u VBT S D 2 e
YE LV,

1-\“*/'5'—»‘*51 R — )L HIHI
WE, RANIZIZA 7 = F A E LT, 1B 500mg #EHAT 5, S/hNRICEEGT 256121, 1 [Fl 6.5mg/kg
AIEWEREE LCEHAT 5, 2, Fln, ERICKVEEEET 2, 2720, A1 H 2EETEL, KA
WCHET 55503 1 BieK 1500mg Z[RELE 352 L, F7z, ZEERORGITET ST ENREE L,

3. BRPKA#E
(MERERT—2 1\ 75—
M L

(2)ERERNE
1) ARFOFERRER T, —EHERLEGERZ & DEN ORI\ CTHEME S v, #IE R 2 x5 & U EERK

BOMEIIRO LB TH D,

T B & POEPLUL (%)
FMEORM 1825/2071 (88.1)
N B & 204/ 230 (88.7)
B W & 164/ 214 (76.6)
& & 361/ 447 (80.8)
w8 & 332/ 389 (85.3)
B i 319/ 440 (72.5)
2 RISk 46/ 53 (86.8)
A # & 39/ 48 (81.3)
THEBRER 41/ 52 (78.8)
3] & 433/ 487 (88.9)

(FFREmeER (197747 H) )
2) AFIOEKRBRIL, —EERILERBRE S OEN 17 fixicBW\ T, Atk EXER % &R EAES & 6%
\ZEE Siv, ZTOAEZE (RPLADLLL) 1389.0% (566/636) Th -7z,
(FREGSERE (199449 H) )



V. IBERICBET 5 HA

(3)ERIR A ER
MR L
(4) IR R ER
MER R L
(5)RRELHIEAER
1) EEALILITRERGHER
MMEER L
2) LEEEAER
R L
<BE>
1) A7 = F LBEOSEIFEHIIZONT D

Mafie. B & & dedhidm 17 B, R 2 B, SETR 17 7.
S AP 2 B, S 2 1 2t 40 il
MA = 20 4
IR ;20 ]
| —EEmIE
MA : #llE 500mg, Dt 250mg %6 1 B 3 [0l 7 A M5
= 77K 6k
O HEIE S H i) e
" MA 13 6 1
xR 75k 7 2 11
A~ : M (x2cal=9.643 P<0.01)
- MA T FELL
L
¥ % | Hb, WBC, JRATH WIh b2k L

AR, B RS, RS
MA : X7 =) A

2) SR & LT D Mefenamic acid R Rl 2

10 #1)
EZ e X —/L*10 FlixF D% MA TAREX
a5 MA : 21 %1
BT EZ—L* 10

PO S

ALE PR, RTEMERIEIE . SRR, FEEE. R
PERIFMERIIRR A, R, RS, 216 (MA 1141, ©F X —1*

% | “HEHERE (VuAd—N"—EERE

7 e —L* 0 0 3 7 10

S O ARXL7=10%l

MA : #1lE] 500mg, LAt 250mg %6 1 H 28] 7 H R
A v e —* 500mg%i1 H 307 HIH
o R *x B WM MmO AR
MA 5 6 3 7 21

(FE~F i~ x2al=5.992 P<0.05)

MA
| % W m R
BN IS EYOT
gm0 1 0 2 3 [¢51ﬁJbiMAf‘éﬁJ%%D
o2 2 1 2 7

_ MA DIEA L

&l

MR vs vy . A 1

& | L

EED. OB AD. M ORED, & ES (BUT. FER)
MA : X7 =F Al
* : fR7EH R



V. IBRICB 55HA

3) MILIIRIEIRD 7= D ORI G E LTO A 7 = F LFEOM FHRE 9

DUERERRAN, A EOIBATN, M R UIWIRS:, ek ARMITRIENE 50 4
5 & MA #5-7¢ 2 30 41
MA 58 : 20 41
(ke FREE)
B s
" MA : 18] 500mg 1 H 3 [A], 2 B 5 (& 513907 mT 3 KefE)
o ZhE % 08/ M &G
MA 9 17 3 1 30
Pt 0 1 5 14 20
2 R A~ M (x2al=23.830 P<0.01)
- itk 2> DA RISEIR A 5 £ TORM (CF))
MA : 6 R 57 4
SRR : 3 R 43 4y
BITER | 72 L
BOA | FE#EAe L

MA : A7 =F LfiE

4) AR IR Pontal O O PEANVENC I 5 ER R R 9

R IEN R 241 51
MA 250mg (1 7 7" )L) 70 4
x4 MAB500mg (2477 &) 67 15l
77 R (ALK 1g) ;104 1
(R B2 —71 7% 250mg & %5
" CEERE
MA : 250mg
o | MA :500mg} TE iR
Bl F5AR : 500mg
o R * H & G
MA250mg 19 36 15 170
MA 500mg 51 14 2 67
2 R 77 R 14 34 56 104
A M MA 250~MA 500  x2cal= 9.1 P<0.01
[ MA 250~7F &R  x2cal= 16.89 P<0.01 ]
MA 500~ & x2cal= 24.29 P<0.01
BITER | 72U
B & | m#ERL

MA : X7 =) Afi




V. IBERICBET 5 HA

5) A7 =T AEROEEGH RIS D — —EE BB

PO S

& 5ERT (30
JE 5]
MA : A
A A

DEFREAE T D) (2375 CU DR R L

89 fil, /N2 48 fil
93 i, /N2 BT fil

%

e

“EERIE
MA : kA
AN
A ERA

/IR

500mg/Fl X 3 (a5 & 1500mg)
376mg/[al X 3 (¢ 5-& 1125mg)
500mg/[EI X 3 (#a#% G- 1500mg)
375mg/ml X 3 (faf 5 i 1125mg)

(MA : 250mg 7 72/ &1H )
(A :120mg CUNRA) %)
(1 JERF - 18 B 7 EAZARM)

B R

w A FF i (BEEVHR) *

e i

ik

A

/J\

"

H#+ ]+

G100 Ml B

af

[+

5]

MA

19 | 59

(94.0)

5

7 | 34
(100.0)

83

0

41

26 | 93

(96.0)

124

A

15 | 63

(96.3)

3

4 [41
(95.7)

81

2

47

19 [104

(96.1)

5

128

34 [122

1175

45 [197

at

8 |164 2 | 88 10 | 252

(95.1) (97.7) (96.0)

Wilcoxon
JEAT FAg E

t0=0.335 N.S. | to=1.576 N.S. to=1.02 N.S.

@ ()W

3 AR (%) 2R,
(ESEREE i

e t;= 0.65 1.68 2.21 1.56 1.96 2.46 2.96 2.86 1.62 2.78 3.61 3.04
TR E
N.S.N.S. * NS. NS, *  wk ok

N. S E2 E2 *k

* P<0.05  *x P<0.01

| E H

Hol

i)
—~
o

3l MA A

%
P

£ 12 13

% ) 8.8 8.7

el ek
k==t

#
k=

=
C
(o))

6

0

=
A
i

—_
(=]

o3| | 28| m [

Tl
==| =
R | EE

&

(38| 5|~

LRI

e N

(=) Nl Fal ol Ll Bl [ VN Re R No'e)

&

5| B | T | F | #

F|

B
VR

I E=EINENYEE

it

—
w
ot

B &

FhdliZe L

MA: A7 =) 2 A
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GE) & : ZhRMIERUED
H o FEGAMAIR 38CLLETT, 2\ B I E TR (37TCLLF) IZF 0,
24 WP EEVE RO b D,
+ (1) 24 BEREILANICSEEZ 722 o 7= 1 D,
(2) 48 BEREILAINIC B e o T2 b D,
(8) B H-BiE 88 CLL T, 48 EERLINIZ 1CLL E F o2 b D,
(4) BERIRIE 37.9°CLLTF T, 48 BEELINIC—H 3TCLAFIZ T o7z
H D,
— = FEH. FIEE LV LD

1) = RIKER B L ERIR 1965;14(12):1453-1456
2) A B LERIR 1966;15(1):36-40
3) EIKAFZIEH I L RR 1969:11(5):667-670
4) BREBE @ Ao ¥ — VST, Bl FHR No.2 1968:27-28
5) dbA 1BIEA - REYMEFMERE 1974;48(1):24-32
<BE. .BHNT—E>
MBIV R 45 A k5 & U7 Ll O CIIAH] 1500mg/ H C, @A £ 5 ek 23 5 /0 120 4
Zxtg & U7z B CTIIARAl 3 i 6.5mglkg TENEN TN T = F AR, 7AE Y > EIRIEFRZFEOM
BONRBEO LN TND D, ZOMICH “EHEMKEHERE LT RA BEZEELNRE LA T T 0T = %%t
MK L L7 Stockman H Ot 9, MU RA BEZXMG L L7V E T 0T = UV EERIRIKE LTz
Stephens HO#HE 9, HEHEEFOBE ZXIG L L2777 AR O Rowe H O 10 J5 fafbik
R ONMERE AR E L X AR L L7z Haig DHE WA H B,
6) Kater RM : Med J Aust 1968;1(20):848-851
7) Weiss CF, et al. : J Pediatr 1968;72(6):867-870
8) Stockman A, et al. : Med J Aust 1976;2(22):819-821
9) Stephens WH, et al. : Curr Med Res Opin 1979;5(10):754-758
10) Rowe NH, et al. : Oral Surg Oral Med Oral Pathol 1980;50(3):257-263
11) Haig G : Curr Med Res Opin 1988;10(10):645-651
3) TEMHR
MER R L
4) BE - WEAER
MR L
(6)BFRHI{E
1) EARMERE - HEFEAMERE FRHRE) - RERTRERAER (MRERERREER)
YL
2) RRBEH L LTERFEOHNERIIER L -HEBROBE
Y L



VI, Hoh BRI R DI H

VI. EEE(ICE§I HIEH

1. REZPHICEEHHLEMXITILEYE
AT v A NHEFIRIE - 8 - fREGH|
7R =R EY)
(ZNT 2 F LTI =7 L)

EE

: BED B LB ORRESUTNRFIL, KHORNIIELZSZRT L L,

2. EB{EMR
(O)EREML - 1ERERF
AENOVERBEFIL, T n A% 7T o A AGEIETER TH 5 12,
(2)E» &R MT1T 5 HERAMAR

1)

2)

3)

4)

5)

6)

7)

fEEER
M DOFIFIETED L0 BIRAYCHE LGS & SN KERFMEE (7> B) IZX2D A7 =T LD IDso
5 (50% DR % 5 2 23 M &) 1% 13.9mg/kg Z7~x L 19, %7z Randall-Selitto EE7E (7 v M) 12k
% IDsofllE 14.0mg/kg %79 13),
RRIEER
T =@ (T v b)) 12X D AT = AEED IDso il (50% Ol R %2 5 %2 53 A E) 1% 55.3mg/kg
Zon LW EAMRALERE (BEAVE Y b) ICXK 2D EDsofl (50% A %hE) 1% 12mg/kg Th 5 1419, £z, 7
TanNy MEERE (T ) ICEDAT 2T ABEONINE, T =T HE D 051 {EERT 19,
fREE R

“E” Pyrogen |2 L D HE STz~ ADOERIZEB T, (K% E-pyrogen 1/10 & (0.25uglg) TGS
DRI (+1.3  KIRFEE) ECTRSELEMOMNE LB ZHE LT, A7 =T AL +1.3 DR
BIESZ R THETHERT S LT A Y O 4 EOMBWER RO 5TV D 17,
TORAGTS OO EEKBEER
AT 2 BABEOTAAL T T 0V A RREERICRTT D TofE (50%PHEHRE) 131 X< 0.71,M, &~
VK% T 2.1uM TH B 12,
BHIREICR T 1R
M7 > b & W2 325 C L WIRAYIC BRI R 2 LTRSS A 7 = Ao BHRIEIC 1T 2 50%1H
LR (EDsofl) 1% 300mg/kg & 0 K&\ 19,
I/ R ge SR NI 4 AR
v b OZM/MUIEEIZ A 7 =) AfEE I A & O f/IMEEER 3’8 ADP (adenosine 5’-diphosphate.
TT vy 52U ) 4uM IR LTS ER D A T = ARRIT IR KA e i R EEAE B A& o
4" 19
AR E U e 1 A
HRAKRIDZ > MZA 7 =) Lg% 10mg/kg B[RIFE D& 5 L7 BRICIE 4 KEEZ OBRE NZRIX 1/2 & 72
7% 200

(F)E AR - Frikber
U ERR L



VIL_ g B 5 H

VII. ZE¥EREICEY HIEH

1. MAREDHER - BIEE
(MAaELEMGLPRE
MR L
(2) == M0 R B B A
TR NICAR > #— 1 7L 260mg (A 7 = F ALl LT 250mg) % 1 [RIEE OG- L7zBg 20, & 72 @R
MNIRH = 50% 1g (A7 =F AL LT 500mg) % HARR OFKS LZBRicid, 83K 2 Befil ik 1o i&m
MAEEIZES D 22,
<BE.@BHNT—2>

oo,
10¢ R i
E o N o~ 3’—carboxylFE &
N (50% K12 1)
. =l
i RREN °
FF[ \\\\\\\
b3 . o
BE 1:_ 3’-hydroxymethyl3E &
(ug/ml) F (65-95%Ha A1)
P ZERIN
(RIBEE)
0.1 | | |
0 2 4 6 8 12 24
¥ 5.1 D] (hr)

19 EREDMITR A T =+ LBERUKREDRE 20
(6 15l DYERE D F-H )

QRESKRFABTHREIN T RE
YR L
(4)hEE
NEE L
O)BE-HHRENEE
VI.7. 4BE1ER | &
6)BER (REaL—>3y) BIICKYHBALE-EMEANSEEESER
EERR L

2. EYEERNTA—S
(WFEHT A&
BRI L
(2) W% USSR FE 5E 31
MR L



VIL_ Y @hie 2 B9 5 IH H

BN FTRLZE) T«
HMER e L
<B8E.@g3MWT—4>
R B — N 50% &R 2 Z—VHIKL 98.5% L ITAEKRNFIASE (A AT XA T8V T 1) EFAETH D,
(4)HRRETEH
MR L
BGYWIUTIUR
MR L
(6) D MEE
MR L
(7MREAEESE
MR L
<BE . #gHT—42>
U MIE AR W2 BRI D . A T = ARO MR AR AR 48% Th 5 23.29),

- RIR
WRURERGL : /NG
VIL1.(2)&= M iRETERM 2]

.
(1) % — A B P9 i@ 14
LR L
(2)M & — e AR B P @ it
LR L
(3)2Lit ~ DRI
LR L
<BE HABEAT—E>
AT ORBUZA 7 = F AR L LTHII 500mg, %Dk, 250mg 1 H 3 [0l 4 HEdH G Lok 245, it
r o RS Wt BE O SEA IR FR D FLIF &3V A R Ly > CRIF T~ O BT & Th 5 & HEE
shd »,
(A)RERA~DIBITH
BE R L
(5) % DDA~ DIBITIE
LR L
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5 K #
()RHERLL R UM HE S

COOH
A7 L @ NH Q > 7y B Ak

CHs CHs
COOH
R 1
(3’~hydroxymethyl#f EAK) @ NH Q g SRR
CHs CH20H
COOH
I
(3’—carboxyl#EE(K) @ Q —> 7o B AR
CHs COOH

A7 = AEEIX. RN TERLEZ T, R T RO L & 72 508, R SREEIER D ST,
Flo, REMKDRA 7 2 F ApEEDT-ZNENO—EN VT a oG IRE 78D 29,
QRHICEET HEEFR (CYP450 F) DHFig
AFNETFEE LT CYP2CY I L& 5 20,
REEBDROEERUVZTDEIE
MR L
GRBVMDOEEDAEERVELE
MR L
B)EHER B ORERI/NS A —4
MR L

6. HF
(1)BE AR AL B DR R

=)

(2)8Eit 3=
74~75%
Roa—ILh7TEIL
EFERNICAR > Z— v 1 7L 250mg (A7 =) AL LT 250mg) % 1 [BIRE O 5 L7ZBRICid, 48 FRR
% E TITH T5% DR HPIC R S 5 20,
Ro2—ILEK
TERERRAIC R > 2 — Lk 50% 1g (A 7 = AfEE LT 500mg) Z H[EFE O &5 LZBICiT, 48 Kl £ T
2. K T4% D RPICHEIE S D 22,
(3) Bkt iR E
BRI L

7. FSUARAR—E—IZET BIEHR
PMER e L
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8. BN FICKDIBREE

(1)REIEE T
mMERR L

(2)M BT
mMERR L
<BEZ HNBEAT—2>
FMMOENT % HiA TR O JRFBIEBE 4 4 OWMENH 503, MENTBHLG 2 FEFIATICAA] 500mg % % 155
3 R OB TR M AT o 7o fE R, R B L IR TR T BICERIEY (0.2%) .
Lo TARRER L 0 Mm@ b ARSI E RN E LTV D 2D,

QR EEMKER
MR L
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VII. 2% (FERLEDIES) I3 5IEH

1. ZE5RB LT DEH
FE L
2. FEARETNEH (RAEZEEL)

EZ (ROBFICEEZEELLEWVWIL) ]

1. WEMEES O H 5 BE [(AROBEFEERAL R T a2 75 o AGRIMENIC L 0 B ot &3 s
L. PSS A B bS5 28 Rd D, 1 (oL, MEEEL) OESR)

2. HEARMIEORFEOHLLBE [FT0RE 7T 0D AGKRIENC & % /MRS RE RS 45 o ik 55 %
kg2 035, ]

3. EELIEEDH 2 8F [HERITEEERE L. FEENE LR FTLTWS O, KAOREN+4
AThbi T, BERKAGMEEZTRBEAR DD, £, FoORBHEE RE L 20 | HFEELEL
EHHZENHD, ]

4. BEELREEEDOH HBHE [HERBESEF L. EMIEENE L URT LT o772, AR OHRE
B T, BERENGAEZRZTBEINNSH D, £io, TRAX T T VU EA BN X
DEERENET T 50 BRELZELIEL 2R H D, ]

5. EERDEEREOHLEE [(BOTaAL 7T DU ARKIHENC X0 | FIE, IERAEEORMN
Y, DEOEFESEINT 5 72 0iER 2 BEL S8BT H 5, ]

6. AHIDR A x LIBBUE OBEREIED & 5 BE

7. TAEY Uil GEAT oA RUENREIRAIZEIC X DM BRIEOHER) IZ0OBAEREOH 58 [K
EXALRER Z IR T S EMERIELFERT L2 03H D, ]

8. HEALMMIIEDERE [BOTaRX 77 DV ESKMENZEY, K T M) U ADOIFEREZY
FE, Mt EREZEZTBEARH S, ]

9. WMEITAAKNC LY THiAkZ L7oBFE [RANCK LItEMAZ RV, TRZFET D 2 En%0, ]

104 ERA IOt ( TR, PElR . AmE~OKE] OHSR)

3. MRERIFHRICEET SEALDIE L T DER
RSN

4. REARUVAEICEET 2EALOEE L TDER
A% L2
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5. BEEREAREFDERH
wRoB—ILATEIL

(1)
2)

(3)
(4)
(5)
(6)
(7
(8
9

1. BEERE (ROBAHICFKEECKREST S L)

HEMERG OO H 2 88 (G 2RESEL L H D, ]

HAT v A FHEHREIRA ORI G X DHEERIZOH % 88 T, AFORMKRGPBETHY |
MOIYTBA = CEDIERPMTONTOLEE [TV T A M=) UIIERT 1A RPEH R A
(Z &V A CTIHALIEEG 2 00 - IR E LTV D, Y7 B A h—/WZ X 5 ICEE 2R 4H
PR S H D DT, ARzt 5T 2561003, ozl HECkET52L, ]

MR D B 33E OBAERE D & 5 84 (A O s i e i BRI ek S ORIVEH 2N 2 0 970, ]
HMmERE O & % 8E [/ IMBERER T 258 Z 0 . HIHSER T2 80305, ]

FEE I OBEREOH 5 88 [FEEZECNIFESEL LR H D, ]

BREE I Z OB O H 5 8E [BEEN D L, EZREOBHEBIEEDE D2 L03H 5, ]
ODHERERTEOH L BFE ( [HE] OHBH)

HECE DB D & 2 8E DREUE GEZHORFIER) 2RESELIL1nH D, ]
K[EXMEDOH o BE REREEMLSEDL Z LD D, ]

(10) milnE ( [ElE A~ OESBH)

(1D SLE (&85t F~ =T R) OBRFE REZELIEIZ RS, ]
(12) mifEEDERE REZELSEIBEZENRH 5, ]

) EBBEMERGROBEE DREELE(LES T2 3D D, ]

(149) 7 v — RO EE DRELELIE2B8ZNRH 5, ]

(15) I AEMRE I, B4, LI, SISO [RE - PEge S R TH 5, ]
(16) iEBREEOH L BE [REBENPEZILIZENHD, ]

R —ILEL. R 2 — L%

(1)
!

(15)

1. BEERE (ROBAHAICFKEEZCKREST S L)

RN B =i T IVZIE T




VIL.

et (N EorEES) ([CB42EA

6. EELERWIR L ZDEHRVLERSE

7.

2. EEREKRNEE

W /NRDA 7z PR FBUCK LR, JRANE LCARIZ&EE LnZ &,

(2) AR BR AN X DIREIIRIRERIE Tl sHERIETH D Z LICHEBTH 2 &,

(3) 1Bt (IMERAEE) 1ok LAKIZ AW DA, ROFEEZEETDHZ L,
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(Mefenamic Acid Capsules, Carefully consider the potential benefits and risks of mefenamic acid and
USP 250 mg,

other treatment options before deciding to use mefenamic acid. Use the
lowest effective dose for the shortest duration consistent with individual
patient treatment goals (see WARNINGS; Gastrointestinal Bleeding,

Ulceration, and Perforation).
Mefenamic acid is indicated:

+ For relief of mild to moderate pain in patients >14 years of age, when

therapy will not exceed one week (7 days).

+ For treatment of primary dysmenorrhea.

DOSAGE AND ADMINISTRATION

Carefully consider the potential benefits and risks of mefenamic acid and
other treatment options before deciding to use mefenamic acid. Use the
lowest effective dose for the shortest duration consistent with individual
patient treatment goals (see WARNINGS; Gastrointestinal Bleeding,

Ulceration, and Perforation).

After observing the response to initial therapy with mefenamic acid, the
dose and frequency should be adjusted to suit an individual patient's

needs.

For the relief of acute pain in adults and adolescents >14 years of age, the
recommended dose is 500 mg as an initial dose followed by 250 mg every 6

hours as needed, usually not to exceed one week.

For the treatment of primary dysmenorrhea, the recommended dose is
500 mg as an initial dose followed by 250 mg every 6 hours, given orally,
starting with the onset of bleeding and associated symptoms. Clinical
studies indicate that effective treatment can be initiated with the start of

menses and should not be necessary for more than 2 to 3 days.
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A7 xS AL LT, lE, A 18] 500mg, & D% 6 eI 118 260mg A #R D #5795, 7eds. Fn,
SERIC K D EEHERT 5, F7o, EERORGIET I 2 ENEE LY,

BEE - MRODIFE

Roa—Lh7EL

WHE RANCIEA 7 = F AL LT, 1R 500mg #THHT 2, Zeds, Flp, BRI IV EEHEET 5, 7272
L. JFAI1 H 2[EFETE L, 1 HAK 1500mg Z#REE 252 L, Fo, ZEEORGITEITSEL 2 &R
YE LW,

R —ILE, R 2 —) L

W RANZIEA 7 = F A E LT, 1[0 500mg AT 5, JyhRICELGT 2855120, 1 [H 6.5mg/kg
FIEMRRE L L CEAT S, 28, Fi, ERICX D EEEET 5, 2720, FAl1 B 2EETEL, A
WG T 2555131 HERKR 1500mg Z[REE T 52 &, £70, ZEEFFOBRGITHETIELZ ENEE LU,
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RSB SRR (A —RX S UTHE)

I3 ¥A 2E OIS
A=A T U T o fEAEUE C Drugs which, owing to their pharmacological
(PONSTAN CAPSULES, effects, have caused or may be suspected of
Pfizer Australia Pty Ltd, causing, harmful effects on the human fetus
2021 4-9 A) or neonate without causing malformations.

These effects may be reversible.
Accompanying texts should be consulted for

further details.

VRN, EENR. IREFUFFICEIY HECHE

Capsules, USP 250 mg,
Avion Pharmaceuticals,
202144 A)

antiil R
KE D fF SCE WARNINGS
(Mefenamic Acid Fetal Toxicity

Premature Closure of Fetal Ductus Arteriosus

Avoid use of NSAIDs, including mefenamic acid, in pregnant women at about
30 weeks gestation and later. NSAIDs including mefenamic acid, increase
the risk of premature closure of the fetal ductus arteriosus at approximately

this gestational age.

Oligohydramnios/Neonatal Renal Impairment

Use of NSAIDs, including mefenamic acid, at about 20 weeks gestation or
later in pregnancy may cause fetal renal dysfunction leading to
oligohydramnios and, in some cases, neonatal renal impairment. These
adverse outcomes are seen, on average, after days to weeks of treatment,
although oligohydramnios has been infrequently reported as soon as 48
hours after NSAID initiation. Oligohydramnios is often, but not always,
reversible with treatment discontinuation. Complications of prolonged
oligohydramnios may, for example, include limb contractures and delayed
lung maturation. In some postmarketing cases of impaired neonatal renal
function, invasive procedures such as exchange transfusion or dialysis were

required.

If NSAID treatment is necessary between about 20 weeks and 30 weeks
gestation, limit mefenamic acid use to the lowest effective dose and shortest
duration possible. Consider ultrasound monitoring of amniotic fluid if
mefenamic acid treatment extends beyond 48 hours. Discontinue mefenamic
acid if oligohydramnios occurs and follow up according to clinical practice

[see PRECAUTIONS; Pregnancyl.
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PRECAUTIONS

Pregnancy

Risk Summary

Use of NSAIDs, including mefenamic acid, can cause premature closure of
the fetal ductus arteriosus and fetal renal dysfunction leading to
oligohydramnios and, in some cases, neonatal renal impairment. Because of
these risks, limit dose and duration of mefenamic acid use between about 20
and 30 weeks of gestation, and avoid mefenamic acid use at about 30 weeks

of gestation and later in pregnancy [see WARNINGS: Fetal Toxicityl.
Premature Closure of Fetal Ductus Arteriosus

Use of NSAIDs, including mefenamic acid, at about 30 weeks
gestation or later in pregnancy increases the risk of premature closure

of the fetal ductus arteriosus.
Oligohydramnios/Neonatal Renal Impairment

Use of NSAIDs at about 20 weeks gestation or later in pregnancy
has been associated with cases of fetal renal dysfunction leading to

oligohydramnios, and in some cases, neonatal renal impairment.

Data from observational studies regarding other potential embryofetal
risks of NSAID use in women in the first or second trimesters of pregnancy
are inconclusive. Based on animal data, prostaglandins have been shown to
have an important role in endometrial vascular permeability, blastocyst
implantation, and decidualization. In animal studies, administration of
prostaglandin synthesis inhibitors such as mefenamic acid, resulted in
increased pre- and post-implantation loss. Prostaglandins also have been
shown to have an important role in fetal kidney development. In published
animal studies, prostaglandin synthesis inhibitors have been reported to

impair kidney development when administered at clinically relevant doses.

The estimated background risk of major birth defects and miscarriage for the
indicated population(s) is unknown. All pregnancies have a background risk

of birth defect, loss, or other adverse outcomes. In the U.S. general population,
the estimated background risk of major birth defects and miscarriage in

clinically recognized pregnancies is 2% to 4% and 15% to 20%, respectively.

Clinical Considerations

Fetal/Neonatal Adverse Reactions
Premature Closure of Fetal Ductus Arteriosus:

Avoid use of NSAIDs in women at about 30 weeks gestation and

later in pregnancy, because NSAIDs, including mefenamic acid, can
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cause premature closure of the fetal ductus arteriosus (see
WARNINGS; Fetal Toxicity).

Oligohydramnios/Neonatal Renal Impairment:

If an NSAID is necessary at about 20 weeks gestation or later in
pregnancy, limit the use to the lowest effective dose and shortest
duration possible. If mefenamic acid treatment extends beyond 48
hours, consider monitoring with ultrasound for oligohydramnios. If
oligohydramnios occurs, discontinue mefenamic acid and follow up

according to clinical practice (see WARNINGS: Fetal Toxicity).
Data

Human Data

Premature Closure of Fetal Ductus Arteriosus:

Published literature reports that the use of NSAIDs at about 30 weeks
of gestation and later in pregnancy may cause premature closure of

the fetal ductus arteriosus.
Oligohydramnios/Neonatal Renal Impairment:

Published studies and postmarketing reports describe maternal NSAID
use at about 20 weeks gestation or later in pregnancy associated with
fetal renal dysfunction leading to oligohydramnios, and in some cases,
neonatal renal impairment. These adverse outcomes are seen, on
average, after days to weeks of treatment, although oligohydramnios
has been infrequently reported as soon as 48 hours after NSAID
initiation. In many cases, but not all, the decrease in amniotic fluid was
transient and reversible with cessation of the drug. There have been a
limited number of case reports of maternal NSAID use and neonatal
renal dysfunction without oligohydramnios, some of which were

irreversible. Some cases of such as exchange transfusion or dialysis.

Methodological limitations of these postmarketing studies and reports
include lack of a control group; limited information regarding dose,
duration, and timing of drug exposure; and concomitant use of other
medications. These limitations preclude establishing a reliable
estimate of the risk of adverse fetal and neonatal outcomes with
maternal NSAID use. Because the published safety data on neonatal
outcomes involved mostly preterm infants, the generalizability of
certain reported risks to the full-term infant exposed to NSAIDs

through maternal use is uncertain.

Animal data

Pregnant rats administered 249 mg/kg of mefenamic acid (1.6-times
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the MRHD of 1500 mg/day on a mg/m? basis) from GD 6 to GD 15 did

not result in any clear adverse developmental effects.

Pregnant rabbits given 50 mg/kg of mefenamic acid (0.6-times the
MRHD on a mg/m?basis) from GD 6 to GD 18 did not result in any
clear treatment-related adverse developmental effects. However,
incidences of resorption were greater in treated compared to control
animals. This dose was associated with some evidence of maternal

toxicity with 4 of 18 rabbits exhibiting diarrhea and weight loss.

Dietary administration of mefenamic acid at a dose of 181 mg/kg
(1.2-times the MRHD on a mg/m2basis) to pregnant rats from GD 15 to
weaning resulted in an increased incidence of perinatal death. Treated
dams were associated with decreased weight gain and delayed parturition.
In another study, dietary administration of mefenamic acid at a dose of
155 mg/kg (equivalent to the MRHD of 1500 mg/day on a mg/m2basis) to
females 15 days prior to mating through to weaning resulted in smaller

average litter sizes and higher incidence of perinatal death.
Labor and Delivery

In rat studies with NSAIDs, as with other drugs known to inhibit
prostaglandin synthesis, an increased incidence of dystocia, delayed
parturition, decreased pup survival occurred and increased the incidence of
stillbirth. The effects of mefenamic acid on labor and delivery in pregnant

women are unknown.
Nursing Mothers

Trace amounts of mefenamic acid may be present in breast milk and
transmitted to the nursing infant. Because of the potential for serious
adverse reactions in nursing infants from mefenamic acid, a decision should
be made whether to discontinue nursing or to discontinue the drug, taking

into account the importance of the drug to the mother.
Infertility

Females

Based on the mechanism of action, the use of prostaglandin-mediated
NSAIDs, including mefenamic acid may delay or prevent rupture of ovarian
follicles, which has been associated with reversible infertility in some
women. Published animal studies have shown that administration of
prostaglandin synthesis inhibitors has the potential to disrupt prostaglandin
in mediated follicular rupture required for ovulation. Small studies in
women treated with NSAIDs have also shown a reversible delay in ovulation.

Consider withdrawal of NSAIDs, including mefenamic acid, in women who

have difficulties conceiving or who are undergoing investigation of infertility.
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(Mefenamic Acid Pediatric Use

Capsules, USP 250 mg,
Avion Pharmaceuticals,
202144 A)

Safety and effectiveness in pediatric patients below the age of 14 have not

been established.

KRNI DAFN O EOIEE VNRE~ORLE ] OHEOTLHIU T DO LB TH D,
(EALDIFE] NEREADERE)
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(R Z =P ORERN 2 ST RYAE L EIIRIGE LR
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CuCl: + 2H20 ITWEREERET S ITWERGEERET D
FeSOy - K - -
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FeClz - nH20 ek 295 ROk~ HOE 2T D
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3) 7 RY/LErdpH
T RYIVEIKICERE S 5 BRIV TV D,
T RYLE
pH 4.88
(7 RV )L e 10g % /K 50g (2R <& pH 2 HIE)
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2. IR A — LKL 98.5% DEEA ELRERIER 4
LIFO#AI4 . SR RBRERYHO LD TH D,
(1)HREREE
R B — kL (0.6g) ZELA T DM FORBIEAIIR 1ITRT LB TH D,

#£1 HEEKOFHEL &

B &3 & (g)
TAEY 1.0
2D 0.3
TANXY 0.3
AF T TH 0.3
Avay 0.3
[P A 0.3
T LXK 0.3
YT IF 0.4
| = A 1.0
S-Mix 1.0
TV 1.0
GV e/ SVAVAN 0.3
IREEKFET N Y 7 A 1.0
% N 1.0
=R RIAfvayS 1.0
N7 =AY 0.1
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Di : RNT T 4 UHRICBATERE A EIRERESENOIR O H L2 E0ERE
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#* 3 HEHMNR (%)

20°C/75%RH 30°C/92%RH
Bt sle* - -
3days | 7days | 14days | 3days | 7days | 14days
R H—)L s 0.1 0.2 0.1 0.0 0.1 0.1
P REY o s 0.0 0.1 0.1 0.1 0.0 0.1
c 0.0 0.0 0.1 0.0 0.1 0.1
AT s 0.6 0.7 0.2
c 0.1 0.1 0.1
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) 1.4 . ) ) )
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Avay
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0.4 0.1 0.1
S - M i =
c 0.3 0.2 0.2
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EHBIL~ 7 %Y | s 7.8 9.2 9.8 9.5 10.8 13.8
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s 0.2 0.3 0.3 0.5 0.2 0.3
IREEASRT R U 7 4
RS v ¢ | o1 0.2 0.1 0.1 0.1 0.3
AT s | 11.0 11.0 10.9 17.1 16.4 18.0
c 6.8 6.8 6.7 10.7 11.1 11.7
) AV Y RIA | s 1.2 0.8 0.5
vuy /S c 1.2 0.8 0.6
el s 0.0 0.1 0.1 0.0 0.1 0.0
c 0.1 0.0 0.1 0.1 0.0 0.1
s 2.2 2.3 2.1 4.9 4.8 5.5
oA c 1.2 1.2 1.2 2.8 2.7 3.3

* s HBR ¢ BA
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EEUR | ZE0HE | #500K | 280HEK | #50HK | 280K | 2E50HEK
% — — — 0.3 — — 0.5
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