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(BEG, MY 2 e — — ke
A2~ kb, TLQC) 3
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wWHE (%) n=6
2 95.1~106.7 97.2~102.3 93.4~104.1 96.8~103.4
<1547, 80%LA >
3 91.8~104.0 95.0~102.3 96.2~104.1 97.9~103.5
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GEY MR (%)
. 2 9.0 5.7 6.3 5.6
<15.0%LL F >
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BEHME (%)

1 99.0~106.0 97.7~103.6 98.4~105.4 90.1~98.9
<30 %y, 80%LL >

i (%) ¥

1 98.6 98.9 98.5 98.1
<95.0~105.0%>
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1 99.0~106.0 100.9~106.9 | 97.9~106.5 90.6~106.0
<30 %y, 80%LL >

i (%) ¥

1 98.6 98.5 98.3 96.9
<95.0~105.0%>
(&) wE (kg) 1 4.36~17.31 2.33~3.47 2.24~3.77 2.53~3.71
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e (%) ¥
<95.0~105.0% >

1 98.6 99.9 99.0 100.2 98.7

(&) wE (kg)| 1 4.36~7.31 4.17~6.30 4.20~6.33 3.66~5.68 3.96~6.04
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<k®FV U UHERESE 5mgINIG) >
BIREIR S O LY FHRI SRR T A T4 VOISOV T CER 1345 H 31 B EIRES
% 786 5
ARER A
i AR EHREBRE SRk
[l ORI : 50rpm (pH1.2, pH4.0, pH6.8, 7/K). 100rpm (pH1.2)

CHIE]

* pH1.2 (50rpm) ~Tli, FEAERIEI N OURSIEE HIZ 15 0 LAY 85%LL EiAH L=,
- pH4.0 (50rpm) TiE, FEAERFI R OATITE HIZ 15 53 LANIC Y 85%LL Vs L=,
- pH6.8 (50rpm) Tl FEAERIEI N OURSIE E HIZ 15 LA Y 85%LL EiAH L=,
« K (50rpm) TliE, AEHERLAIE AT E HIT 15 0 LANIC ) 85%LL R L7,

- pH1.2 (100rpm) Ti&, FEERAIL ORI E B2 15 53 AN ) 85% LA FIRH L7z,

Vb, RO 28 28 ERA] (DT v 7885) SRR, £ TORBRIKIZI N T 1ER%
G DY FHIR SRR T A T4 ) OHELRBEIES L,

(P& Hi R #R)
B (%) pH1.2 (50rpm} BT (%) pH4.0 (50rpm)
100 -
Y. R 80 -
- -
- 60
LB 40
- '
L © —e— 23 ) LIEEIEESmY TNIG) 20 —e— 7 1T UIERHETRSMg TNIG)
L7 —e=YLFy s ‘ . - = YLF S5 .
10 15 0 5 10 15
B () B ()
HHE (%) pHB.8 (50rpm) HHE (%) & (50rpm)
100 100 _
80 80 -
60 60
40 / 40 g
20 —e— 0¥ 1) HEEHESSmg TNIG) 20 7 —e— 23 )Y iaBEstmg [NIG)
0 =& =Y ILT» I85 . 0 =& =JLF v IS ‘
0 5 10 15 0 5 10 15
B () B (5
SEHE (%) pH1.2 (100rpm)
100 =
80
60
40
20 —a— 7 F ) IEEEISEESMg [NIG)
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0 5 10 15
B ()
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- pH1.2 (50rpm) Ti&, FEHEREILOARGMITE HIZ 15 LN 85%LL BV L7z,
- pH4.0 (50rpm) TiE, FEAERFI R OA I E HIZ 15 /3 LANIC Y 85%LL s L7,
- pH6.8 (50rpm) Tl FEAERIAFI N OURSIE E HIZ 15 0 LANIZ Y 85% 0L EiAH L=,
< K (50rpm) TiE. FEYERIFIK AL E BIZ 15 4 PANIZFEY) 85%LL FIRH LT,

- pH6.8 (100rpm) TliE, HEHERAIL OARGIT E HIZ 15 0 LANIZ T 85% L0 BV L7z,

PA b, RO B 2 EERE (VT v 7§ 10) LR LZFER, 2 TORBRIRIZIBWT T#5%
R DLW F IR SRR T A R T4 ) OHELBEIES L,

()
EHE (%) pH1.2 (50rpm) EHE (%) pH4.0 (50rpm)
100 100
80 80
60 60
40 r 40
20 | e ’—o—tT'J“)‘/f,i%fEﬁWOmg TNIG) 20 | P —e— 7 U EESIEEE 10mg TNIG)
OL,’ = =T v 250 ‘ 0 - o =7y D80 ‘
0 5 10 15 0 5 10 15
i (5) e (53)
EHE (%) pHB.8 (50rpm) EHE (%) 7k (50rpm)
100 r 100
80 80
60 60
40 | 4 | e
20 | J o T—e—TF Y SEREROMG NG || 99 | /o "—e—tF Y VERELTI0MG TNIG)
Ob” == =JILT v IE10 . o N =@ = LT v 2§10 ‘
1] 10 15 0 5 10 15
Bl (43) B (43)
BHE (%) pHB.8 (100rpm)
100 +
80
60
40 L
0 | —— 0 F ) AR REEERT10mg TNIG)
=& =7 v 2810
0 L‘ 1 1 1
1] 5 10 15
Bl (59)

(n=12)
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1

0. A% -a%
(1) EELSRELER - . NENBRLEE - AEICETIHFR
% LR
(2) a%
(EF YU D UBRIESE 5mg TNIG])
100 #& [10 & (PTP) x10]]
(EF YT UIERIESE 10mg TNIG])
100 #& [10 & (PTP) x10]

(3) FHRBE

BARANA

(4) BHROME

1.

PTP: RV E =L T VL, TV =L

Bl *h 3 S
g L

12. T0H#

LR L

11



V. ARICEYSEE

1. DEXXIEIHE
(AEA)
O7 LL¥F—Eds
OFRIZ, W5 - KGR, 5. KEREE
CNR)
O7 LL¥F—Eds
O=E, REHEE (B5 - FRER., RERFEE) (26D RF

2. EXEHRICEET HIE
RE STV

3. AERUVHE
(1) BERUVAEDOHES
{10mg §&)
WE L, RACIEE T DU S L C1[E 10mg 2 1 H 18, gRERTcR 595,
7k, A, ERICE D EEEET 22, kmEESEIX 1A 20mg £ 75,
{(5mg f&)
(RtA]
HWE, AT ETF Y DUERE S LC1E 10mg 2 1 B 1R, SECEO&EST 5,
7k, A, ERICE D EEET 22, kmEESEIX 1A 20mg £ 75,
MR
WEL TP 15 R /NI IT e F Y D UEREE L LT 1E bmg A 1 A 2 [\, g% &N
BEANCRO#& ST 25,
(2) AZEBRUVHERORERE - B0
MU ERR L

4. RERUVRAEICEHEY STRE

T.RZBRVHAEICEET 5FE
7.1 BEEREREE B Tl MR R O RGO Hiv, MHRENE KT 5720, 7 LT F=
VIVT T UAIGLT, TEROLBYVRGEOHTHHNLETH S, (2.2, 9.2.1, 9.2.2, 16.6.1 =

IR ]
RN BE ORI INT D2 HE - HEDBZ
JVT7F=r7 )T F A (mL/min)
=80 50~179 30~49 10~29
_ 10mg %* 10mg % 5mg % 5mg %
43 B
HRAE 101 101 1H 10 9 [z 1 JA]
BEREfEE 2 H T H/NEBRETII, FREOE I VT I ALIKELZZEL T, BN HEZRE
52 L,

7.2 EEORERERE T, KARE W2 X@EHEOYRE) »o &5 2MET 570 CEEICE
B4z L, [9.3, 16.6.2 ]
7.3 AlE ik, KAHE BxiX smg) No&RGEBGT e SEEICKETHZ L, (9.8, 16.6.3
2]
(fi#50)
7.1 ¥EHEET —4% > — bk (CCDS) IZHSW TR LTz,
12




5. ERERRLIE
(1) BERT—321Rvr—o
MG R R L
(2) EREKZEEFER
MR L
(3) HERIGEREER
MR L
(4) BIEMEER
1) EHNERETRR
(ZLILX—tE8 %)
17.1.1 ERELHE THER (CEERERER. BA)
tF Y OB 10mg 2 1 B 18 2 HEES Lz L & | R SREGEE O R EESEL EoES
1% 53.8% (21/39 f5l) TH -7,
RIVE I BUBEE 1X 13.0% (6/46 i) ThH Y. EREIEHITIRK 4.3% (2/46 fil) Toho7,
171.2 EREIHEER (CETFREERER. BIA)
U YR 10mg 2 1 B 1[0 4 BE#EG Lz s & Bk SREEEOPEENREL EOES
1% 47.9% (45/94 f5l) TH 7=,
BIVERZBISER 1 5.6% (6/110 f5) TH Y. ERENEMAIZIRA 3.6% (4/110#)) Th-o7T-,
17.1.3 ERFNIHEFAR CEFRERRAR. /NNR)
TFU D UEBE R T A v n y T2 LA E TR 1B 0.2g (BT U VU & LT 2.5mg)
Z1H2ME, 7Tl E 15 mARN: 10 04g (BF VU DUHEmMEE L Thmg) #1H2[[E] 50
X7 TR E QEEERE Lz, RARERRA a7 (K LoAJME, &, 2. BNRER) 0%
b (RHTRIER 122 ) % FRITR LD, ZORRNG, 77 8RICHT 22TV U EmEOE
HAERSHGES N,

IR BT 2R G 8IER A 27 @ O L&
R=ATA v SRR EEY
- - P A 1 FEATE 1 [
LA LA LA AL IS fE )
(R HE(R 2) (FHE(R 2) (FFHE(R 2) (FFHERRE)
TFU T 199 6.66 4.79 1.87 1.85
SR (1.26) (1.96) (1.79) (0.18)
I 6.84 5.51 1.33 1.25
(1.52) (2.04) (1.79) (0.18)
B F Y U vs 7T R kL O - b ff
0.60 [0.15~1.05] p=0.0087

a) MESIERZ T A 10 22 2 IR

a

AN B RS

b) ZAbE= (X=X T A FHEHIE (QREREEERG-5AA B ORT 3 HE) —ihsata i}

c) N—A T A MBI A 27 K OERE & A
BIVER S BAEE 1T 9.8% (12/122 %5) TH Y .

1.6% (2/122) Th o7z,

) AANE

FEAITHY |

AR E TN
WEEetE L LC1E bmg & 1 H 2\, &% &K OBERIIC

13

BRI T, 7 sl b 15 mRim o/
Bo#545,] THD,

S L Lot B
EREIEAIX ALT #8500 5.7% (7/122 f51]) . AST #50

FEFU v



(ERD)
17.1.5 BER&HE IHER (CEEREERER. BA)
T U 10mg 2 1 H 1EEG L& #5653 Ak, &5 1 EZLOEE 2 B8%ZICBT
L eMUGERE O EESED EOEISIL. TAEI, 47.9% (34/71 #1), 64.9% (48/74 f) K
71.6% (48/67 ) T -7,
BIEHFE B 10.8% (9/83 ) TH V. EAREIEHIZIRA 4.8% (4/83 i) Th -7z,
17.1.6 ERFMHERAR (CEFREREAR. BA)
I U U UERE 10mg # 1 H 1[G L e & 5 3 A, &5 1 BELXOESE 2 BB T
L eMUGERE O R EESED EOEISIL. RN, 56.4% (53/94 1) . 71.8% (77/108 i) K}
82.2% (88/107 ) TH-7",
RITERZEBUEE X 15.9% (217132 %) TH V. FEAEWEMIZIRA 10.6% (14/132 1) TH-7-,
17.1.7 ENEMAGEER (—REREREAR. BA)
T R 10mg 2 1 H 1EHEG L& #5653 Ak, &5 1 EZBLOERE 2 B8%ZICBT
L EMUGEE O R EESEL EOEISIE. TAE, 46.7% (14/30 #) . 53.2% (33/62 i) KO
72.9% (43/59 i) TH -7,
BITEHFEBUEE T 4.4% (3/68 ) TH V., ERBIEMHIZIRK 2.9% (2/68 #5l) ThH -7z,
(% - RE#*. 5. REEEE)
17.1.8 ENEMAGEER (—REREREAR. BA)
Y YR 10mg 2 1 B 1[0 2 EE#EE Lz s & ik SREEEOPEENREL EOES
I, 195 - B REET 65.9% (81/123 i) . FEBRE T 57.7% (30/52 ) | B2 & R&FEIE C 74.5% (41/55
#) THo7=?,
RIVE S BUBEE 1 X2 C 5.6% (13/236 i) Th v, FEEHITIRK 3.4% (8/236 #il) Th -7z,
(BERP. RBER (8P - RE%. REEEE) 1S4 EE
17.1.9 ERFNIHEFAR (CEFRERRAR. /NNR)
TR R ARG E L TEHEREERBRICBN T, EF YD UVERERI A vay T [3
LA E TR 10 0.2g (BF VU UM E LT 2.5mg) 2 1 H 20, 7L E 15 540 : 1
Ml 0.4g (BF VP UHEMIESL L Thmg) # 1 H2F] H5WE7r N TF 720 7 BIERT A~
vy (3L TR : 11 06g (F hF 7= 1L T0.6mg) % 1H 2[R, 7mE 1555
K1\ 1g (F hF 7= L Tlmg) # 1 H 20 % 2 #llEE Uiz, BEOEELEDE
B (T8 134 B) 2 TRISR LI, TOREND, 7 8 TF 7 20 7~ BRI 58T ¥
VR OIELVEDRFE S i 10,

EIRFEHIEIR IC R DRPEOTIEE DL E

/\‘;—274’ N :é‘/ﬁ‘fﬁi e
- - RG] A 41 P
LA LA LA AL TS fE )
(FHE(R 2) (R HE(R 2) (FFHE(R 2) (FEHERR E)

TFU U 124 2.41 1.96 0.45 0.43
R (0.52) (0.64) (0.67) (0.05)

rhFT 196 2.40 1.88 0.52 0.51
7 VIR (0.52) (0.63) (0.62) (0.05)
Y F U R JHEEAE 95%15 X [#] ©

vs 7 NF 7 =T < LR -0.08 [-0.22~0.06]
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a) 2 s E A RE A kB 4L

b) Zfbg= (X=X T A FHHIH (RBRER G- B O 3 HH) — RIREEaHmIH )

¢) =R T A L EHG AR OFRFE O B K OV E 2 AR L U e L 0 B
BIEFSBIBERE X 2.7% (4/148 f5l) TH v, FE2BIEMIFEIR 1.4% (2/148 ) TH o7,

2) REHER
(ZLILX—tE8 %)
17.1.4 EREMAERER (—RERKREAR. MR)
TFUVOUERBE R T A a7 (2500 B TR - 18] 0.2g (Y UK L LT 2.5mg)
Z1H 210, 7L 15 AN 10 04g (BF VY DUERRELE LCbomg) %1 H 2E] % 12
WG Ulz, A SR A 27 ORX—2 F A4 VI & OZ L BEOHER CEIE = R 2=,
AT RIS 36 ) 1X, &5 4 HF: 2.81+2.62, # 5 8 K : 3.662.75, 5 12 M : 3.40+£3.01
THO ., DREFGRTRETEITHZ &, BELTWEY,
BRIV BIBHEE T 2.8% (1/36 ) To V. EREIEMILA MEEIEM 2.8% (1/36 ffil) ToH -7z,
(BERP. RBER (B - REX. RBTS5HEE) IS5
17.1.10 ENEIAERER (—RERKRHR. NR)
HIKE, W2 - KIBR, 5, RERFEELZXSRE LERRICBWT, EFV UUVEBE R T 1 v
oy 7 (2L TR 11 0.2g (BFV PUmEE LT 25mg) # 1 H 2R, 7ML 15
A 10 0.4g (BF VU VUL LT bmg) & 1 H 211 % 12 HWE&HE Lz, BEOEIE
FEOIRFEHBE B 226 OZbEOHER (CFHMEEFEHERE) (X, &5 4 8 : 0.83+0.79, %58
W : 0.9720.90, $5 12 #FF : 1.0320.90 TH Y, ZhRITFEGK TREE THEIT D 2 &7 <
ZZE L TN 2,
BIEHFBUEE T 1.4% (V73 4]) THY ., BHIR 1 ThH-oT,
(5) BE - WEAHEER
MUERR L
(6) AEMER
1) SEARERE (—REAKERE. SECEABRERE. CARBLERAE). RERFTERT 4R
—RRE. RERFTREBRAROAR
M ERR L
2) RBEHLELTERFEORNENITEREL-RHE - RBROBME
Y L7
(7) =0ttt
17.3.1 BRI T 58 (DMR)
[EWN 4 >O/NRERRBR O AR OSSR, TV ¥ UV IEREOIRK OREIET 1.0% (5/480 fi)
&{f&ﬁvalem‘ 11), 13)O
INFRBEFEMET LA BRI T AT TR e R E L T EHEREEBROER., EF U U
R OIRKOFHEIT 1.0% A0 (1/12261) TH Y, 778K (0117 #) LRRETH -7,

15



VI. EMEBICEYTSEE

1. EBEZNICEAESHSILEMXIILEYH
b A% 2 H A REEpUIR
HE  BEO® AWM ORRE - IREIL, BHORMEELSRT L L,

2. RBER

(1) {EFRABRMLL - VERBFF
b AZ IV i B RITBRNICHEST 52 L1ITkY

(2) ENEEMTHHERE
18.2 ER4 IV H/ ZAGKERER
Fithigay (b NREIOER) O AX I U IS ERERTCIHE Lz Y, £, e AX IV
RGO Ve A H 2 UEREIEIRE I L, £ OERITEDN SR Th 7= (B 1)

L BERZIUCOERERETS Y,

16). 17)

o

A& I Hey RV, TEFAaY L Bo =0 OEZHEERITHT 28 MEITKS (7>

b, EAEY b)) P FEHRRICEBIT 5 2% I Hi SRIK~DOENDIRN (T k) 19,
18.3 WFERERIC X T H1EH

WFBRERIZ % U in vitro KON in vivo \IZB W ClEENR 2~ U, HFBRERIEMALDIRIECH 5 A —/3—
F®H A REAZMHI Lz (B ) 2920
18.4 * T4 T—4 —iEREIHER

E MBS BOEA 3 kY Y ROT R Y 7 U Dy A S L1222,
(3) {ERSETEM - R
DR L

16



VI. EMBEICET HRE

1. mMPREOHTR
(1) AERLAEVWGOLPRE
MR L
(2) BERERTHERESL-ODRE
16.1.1 A
R ANICE TV U U EMBIERE 10mg Z BB NR G LG Ea, @RS, &5480 1.4 FF
I R M (Cmax) 214.5ng/mL (T8 U I o B v 2 000 1340 7 B T o 7=,
7. 20mg HER A& G L2GE ., HEEOEMIZE> T Cmax @ EH-, AUC OH RO 5
ol BEFERRANIC 1 B 1[0 20mg % 7 HEEFRE O &G L2 5GE, TR b o229,
FRANCE T BTV O oG R G R OB IE T X — X

- Tmax Cmax T AUC
b &

(hr) (ng/mL) (hr) (mg - hr/L)
10mg 1.44+0.18 214.5+12.5 6.73+0.81 2.0+0.1
20mg 1.50£0.13 438.1+39.5 6.791t0.66 3.9+0.3

CEE - HERERRZE . n=8)
16.1.2 /©R
HANDWAEMET 1L — P

BRSO IR BRI 2 0 5 & U= iR BR 5 3Bk, 570 5
BT I IR 994 A% V| REEF KB EAENT GERZIRA 2T 7 L1, NONMEM)
Eiiolo, TORERE, FRESEEREL L TRO LI, 2~6 0/ N (REME BT 2 IREO
it : 18.0kg) O&H 27 V7 T A (CL/F) 1% 1.64L/hr. HAiafE (VIF) 1% 11.9L, 7~14 %D/
12 (Jdl : 31.0kg) @ CL/F % 2.11L/hr, V/F (X 17.7L LHEE SN2, £72, B F U P U R 2.5mg
1 A 2 [A#5-HE O & F IR ER ARG PR E (Css min) K OMRm MiEHEE (Css max) 1%, %
N2 58+256ng/mL & 214+ 50ng/mL (¥ +HEHERFED | DITFRER) SHEE S, BF VU
VHEFRME Smg 1 H 2 B 5-KFD Css min & Y Css max (X, Z1Z4 100=40ng/mL K Y 308 =
Tang/mL EHEE S =24 29

1) 1000 FOIMIEFRERHBEZ S I 2L — a3 Lz & DOHEEH

16.1.3 EYF MR F1EHER

HBIEEIAR L DLW R SRR T A R T A V5O~ ESIEIZOWT CERk 184 11 H 24 B 3K
BHEAFE 1124004 5)

v F ) U HEESE Sme NIG) Xt F U ¥ it 10mg NIG) & AT v 765 ULy
Ty I EE10 B m AG—A—IRIC L0 FRER 2T 1B (LT UM L LT 10mg)
R I ZE G IR BRI D e 5 U Tl PR (LRI E 2 E L, & O 3Ehe X Z A
—% (AUC, Cmax) \ZOWTHFHIENT 21T > 7255 R, WAl O A FERRSMEN R S22,
< FY D HFEESE 5mg [NIG) >

HIE/NT A —H BENRTG A —H
AUCo-24 Cmax tmax tie
(ng * hr/mL) (ng/mL) (hr) (hr)
v F VU VU GE 2983.1 389.05 1.03 8.59
5mg [NIG] +391.5 +77.62 +0.67 +1.18
R 2996.4 399.23 0.77 8.67
UIVT y VEEDS
+447.8 +100.74 +0.37 +1.22

(Mean+S.D.,n=15)
17



(ng/mll
TS

it 40 | - ) 3 B RE S [ NIG
i —— 5w 2 RS
1y 00| Mean+5D., n=15

i o0 H

I 100

1
ul ; '
i 4 12 16 2 247hr)

7)) P EESE Sme [ NIG | (2§€) £i2 G-t Ol He P i Ok

<kF VU T UHEBEES 10mg INIG| >

HENT A—H BENG A—H

AUCo-24 Cmax tmax tise

(ng * hr/mL) (ng/mL) (hr) (hr)

BTV U S 3053.5 392.34 0.91 8.33
10mg INIG] 492.7 +=72.83 +0.33 +1.52

. 3042.5 390.53 0.94 8.44

CNT w7 BE 10

1+488.3 +=81.88 +0.40 +1.51

(Mean+S.D.,n=16)

tng/mlb)

SO0
!II']L
400 - ) U R 10mg [NIG
b - VAT 20

Mean+ 50D, n=16

{0 | ] 12 16 20 Hihr!
7 1) ¥ > M 10mg [NIG (158) Be5-#o miE e o s
MR EE N ONE AUC, Cmax D/ 8T A — 2 13, $BRaE OFIR . (RIR OBRE R - REE S 0 5R
FIFCE o TR D REMER S 5,
(3) shEiE
MR L
(4) BE - SfRAEOEE
(Tvil. 7. MRAEAEH] OHEZH)

18



2. EMEERENTA—4
(1) BHAE
BRI L
(2) BIGEETEH
MR L
(3) HEEEEH
MR L
(4) DUF7S3VR
YR L
(5) HH”BE®
MR L
(6) Tt
MR L

3. B&H (REaL—2av) B
(1) FRIT5E
RHER R L
(2) RSA—SEBRER
AR L

4. R
MR L

5. 9%
(1) mi&-fkBaFT;ERE
LR L
(2) miE-fAEREAFIE AT
(Tvii. 6. (5) 4fhw| DIHEZSM)
(3) EA~OBITHE
(TVIl. 6. (6) #=Hhw| OHESM)
(4) BEER~NOBITHE
BRI L
(5) Zofhoig~0HBITHE
AR L
(6) MPFEFERHEER
16.3.1 MIFZEAHEESE
UC -V U0 0.1, 1 XV 10 u g/mL BE D in vitro 2815 & MIUEEA & OEERIT,
$#192% (90.7~92.5%) T ~7- CEMTENTE) 27,

6. R

(1) REBLEIRUCKBER
BERERRAIC 1 B 1T U 2 RN 20mg % 7 H REERR O8G54I kel 7 v
FIVERDTNCRD B2,

(2) REICEAE5T 5ER (CYPE) ONFiE. F5F
CNEE R L

19



(3) HEEEHROERRUZOHA
DR L

(4) REMOELEOERRUERL, FELE
DR L

7. et
AN ET U O R 10mg XX 20mg & HERR D& 5 L4, 24 Rk £ Clcik 5 &
DI B0% B AZACIR & UCTIRPICHRE S iz, F72, fEEER IS 1 B 1[5 20mg % 7 A MEGE&R N
BE LIzt . REMIKD 1 AEGEICx 2R PHR=RIT, 1 B HiX 24 FFE#% £ TSR 58%. 7
H B35 70% TH-7222,

8. FSVARR—A—IZBHT S1EH
AER R L

9. BRZEICKEIBRER
(TVil. 10. wERE] OESMR)

10. BHEDERZFITH8E
16.6.1 BHEERESE
BHREIRERE (VLT F=0 27 VT 7 A T~60mL/min) (Z&F VY ¥ HEEE 10mg % H[Al#
D5 L-85A . BEERE I 5 8 (S L~y AR B 1 R fee L, I35 P R 1 2 U D R 2358 &
ni=28 GMEAT %),
BRSPS E BT IC BT ATV O U EBE O ERE T A —#

IVTF= T IVT TR Tmax Cmax Tz AUC
(mL/min) (hr) (ng/mL) (hr) (mg * hr/L)
>90 0.9+0.2 313+45 7.4+3.0 2.70.4
31~60 1.1£0.2 356+ 64 19.2+3.3 6.91t1.8
7~30 2.2*+1.1 357%£172 20.9t4.4 10.7+x2.4

CEAfE ¥R 72, n=5)
Fio, MEENEE (n=5) [C&F VU PR 10mg 2 BHBRA 3 BFERIATICR D% 5 L7284,
LT HR R S S e 1 20 19.8 BER CHER 3B b= 29 WEAT —4), [2.2, 7.1, 9.2.1,
9.2.2 ]
16.6.2 FFREEE BE TOENENRE
JFEFEMEARH TR R I F U ¥ U HERRE 10me 2 HiEIRE M5 L7254, IFEREIEF A 2®)
(ZEEA, Y P T I O FE R . Cmax @O B AUC O¥ERNFERD S22 (SHEANT—
%), [7.2, 9.3 ]

IFRERE E BH T BT 28 F U O VIR O EMBIRE <5 A — ¥

20

Bh5& Tmax Cmax Tz AUC
(g . B30 (hr) (ng/mL) (hr) (mg * hr/L)
10mg 1.0£0.5 384+103 7.4+1.6 3.3%x0.9
(HFREREIEF A, n=14)
10meg 1.0+0.4 498+118 13.8+1.8 | 6.4+16
(R PERRT AP 22 BB | n=6)
CEEIfE = 1R R 22)




16.6.3 BiE

e (Gl SE 1T, 2 VT F =02 VT T A Y 53mL/min) ([® TV U U HEEEE 10mg
EHER OGS LA, RN (s EH 63, 7 L7 F=27 U7 7 A F¥) 87TmL/min)
(TR, TG R R S R OFE R & Cmax O RN S, 25 OEWERE/RT A —Z D
A, BEEOKTICE2b0EEZ NS UEAT—4), [7.3, 9.8 Z#]

EHBEICB T D2 F Y DUERE Oy EIENNT A —F

1. Z0Oith
BRI L

21

b Tmax Cmax T AUC
(B, %) (hr) (ng/mL) (hr) (mg * hr/L)

10mg

. 1.0£0.5 384+103 7.4+1.6 3.3£0.9

(Bt A, n=14)

10mg 0.9£0.3 460*+59 11.8%+5.4 5.6+1.8
(=& . n=16) o B R o

CEE)fiE AR 7)




VI. £t (EAELOZXESF) CEYHEE

1. EERAREZTOERE
BE STV

2. ERABFLEFOERA

2.BE (ROBEIZIFBELLZIN &)

241 RHNORS XIZERT P UFER (LR®F IV, B R agte) (Oxf LIRHUE DB
FREOH 5 BHE

2.2 HEOBKEEE (VL7 F =027 Y7 T A 10mL/min K OH5HEE [7.1, 9.2.1, 16.6.1
2]

(figan)

IR OEEFET — 2 —F (CCDS) oit#iaME 2. Bt L OGREHE %220 LT,

2.2 HHREREBH I T U U U IRIRE 10mg 2 B 4G L7 &, BIRE EH & 12~ T
B E RS Tk, v F Y U UEIRE O AUCe-138 1L.5~1.7 8N L, Tue 1349 1.1~3.1 fI124E
FELERENRRBDLNTND GEAT—%), TOd, BEEOBHEERERSE (V1L T7F=v
7 V7 7 A 10mL/min A&ii) 2k LT, AFOEG IR ERE LT,

3. PTEEXIHRICEET HEE L ZDER
BIE STV

4. BERUVAERICEEYT IR LETOER
(Tv. 4. MEXOHERICEET SER] 22552 L)

5. EEGEFNIE L ZDER
BERLERMIE
(BhRESE)

8.1 IRR AT Z &3 H 2D T, AFIEG T OBEITITH B EOERF IR Z £ 5 MO BB
HIELRWES HHEET DI &,

8.2 RN LN WEAITIE, BARLERMICODILVRELRVWEIITEETDHZ &,
(ZFLLF—HER%)

8.3 FHIMMEDBE IR G T 25613, HRFHEEA T, TOEANPOHRGZHE L, FRFEH-T
RFk ThelT 2 Z EMEE LY,

(fifa)
8.3 {EMHEDHIHNERICBII 2EEFETHD AAT LAX—2REED [ 7 LLX —KEBIRRY
A R4 2] (1995 FEUWETHR) (ZHEASWTRREH L=, FA KT 4 id, TTEmE 1~2 # R &
O WFEEIIHISR E 73 H e A X L VI TIBIR AR L, FEK T E TR TS LoRELD D,
6. BREDERZHETHIBHICETIIE
(1) 6t - BMEREEOHLBE
9.1 E6HE - MEEZEDHLBE

9.1.1 TAMAZEDEBHEESNIEI hSOREROHSEHE
g AERET I BENNDH D, [11.1.2 ]

(fifa)

200844 H . ¥t ET —# 32—k (CCDS) 1T [TAMNABE KR OESED fERIEN & 5 B o

FAZER L Cik, EEEGEREE LV EBERENZZ SICESWTERE Lz, &z oW Tk, 4
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ECAHI & OB MR BT IEFI N E S TWD, — I, B AZ I VHIAERETEHO H
DEEFNL, PRFRABERN 2R T2 e NnH Y | EECKRENNBTL22LRHL52 L, bl
Fro/hE, CADABREEZETHALND LGS TS 32
AFNE G FNZBRE N ONTGA L, AR O G 2 Ik Ll 72 0L0E 21T 5 BN H D,

(2) BMEERERE

9.2 BEHMREERESE

9.21 EEOEREERERE (VLF7F=2Y YT 52X 10mL/min ki&)

B LenZ &, mWiHRERRT BTN H 5, [2.2, 7.1, 16.6.1 ]

9.22 PEENIIBREOBHEREERE(VL7F=291) 735X 10mL/min L E 60mL/min ELF)
BV REN T 28T R’ H 5, [1.1, 16.6.1 ]

(i)
ISREfRERE (/LT F =27 VT T A 0 7T~60mL/min) [ F VU ¥R 10mg (10mg
AT ENAATRV) ZHEREOKREG LG, BEREEIER H (Mg h i 3Rk L, migh
BRI (Tye) OIEEDRROHNTND GMEAT—%) 22
BHREREEOH HEETIE, 7T F=0 2707 7 AR L THREGEOHEIDLETH D,
ek, BEOHEKRERE (/L7 F=027 U7 7 210mLiminkiil) 0o 5 BE~OK LI
Tho, BOMPRENRRT 28200855,

(3) FritREEERS

9.3 FHEEEEHE
WML ERERRG T 2820 nH 5, (7.2, 16.6.2 & ]

(i)
JRFEPERR RS B IS T Y O R 10meg (10mghE18E) Z B A& G Li-5Ga ., g
RELE W AT EE A MG R EEVE S (T1e) OMER, kM MG RE (Cmax) O LA, MmiF
R E R AR TR (AUC) OHARRO LN TS GEAT—%) 4,
Flo, T — WA B D VITEESEZTEZ (postnecrotic liver cirrhosis) B3 & OVEMEAEH
I oW R (R PENRH-PEFREZE . FEEPERRIBE ) BFICET Y O ERBE20mg % HiA]
ROG LIea, TieDiER EAUCOBIR B RT3 29
INOOEFEND, REOEEREDOH 2 BE TIL, KHE Bl @ EHEDOYE) »o&E
T 2R EEERBRENLETH D,
(4) £FEREZHT HE
BRIE S AL TUVZRWD
(5) 4w

9.5 TR

g SOTIEHE L CW B ATREMED & B LotEiciE, 16 EOFRENGRMEEZ LR 2 LUl S 556
WZDOBREETHZ &,

FWER (T v ) THRBZEERTSZEHRHRESNL TN,

Ty MR YRI5 D AENRRAT - AEIRFIIIE 5B SRR A B 5 e OVE ER - R R

HRBRcix, iy, BEEOCHAER & IR TREBRFEIEGED LT RNES) |

BRI, MR OB RNt TV O U EMIE 2 IR U7 im396l 2 k4 & Uiz 7 m AT 7

47« am— bk « AXF 1 — (prospective cohort study) (28T, KA G ITIEZTEED Y A2
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FHERSERNEDOHEIICBITIZHENH VT | £, BEETICE N TOETRIEEZEET D
FEBIRE B 720,
LU, ERNICET 2 GERE £ TORRRER CIX, 40 SUTIER LT 5 ATREVED & 5 etk 5
SENLEASINTED . AAEICBOTHIEGICRIT 57 — XI5 TlidZaun,
o T, AR O TR L T D AHREEO & 2 BE~OMAIX, Aotk L2 BB O H 2
FHINDILEND D,
(6) BElbw
9.6 ®RILIFw
16 EOREMER ORARBOR ML BB L, RO UIP LA RFT2 2 &,
b ML A~BITT D Z EBNHE STV D,
(fiah.)
DHEI~11H DT v MZ10mg/kgZ B O # 5 L7286, MAERRE & IZ RO LA H 1T
BRO BN, A X (FIRNEE) THRECTH -7z,
b AH I Hn B REGUER O & 23501, — RIS PR 1T LBLE & il omEH 2R L.
WA ETIEIHIER LIRRENR A LN LD, MERSIC L VEREOMEFEHRS b D
ZEBRBD, BT, SR TR RICE s TRB ARSI EARE SR TN DY 22 DT
BRAPOLBE L, BR EOFEER ORI REOR LB E L, IO UL 1 &2 Etd
LVENRDH D,
(7) MNR%E
9.7 INR%E
9.71 2l E TR O/NECH LTI F VU UEBE R A vay T2 R ETHZ L,
9.7.2 {NHAEMEIE, BA, LI T 2RO &2 x5 & U BRI L T,

(8) EinE

9.8 BiNE

HEECRE L, BENRD SN EIREE IIRIEST 5 7 Sl R AE 21T 5 2 &, BHEEENMK
TLTWAZ ENEL, BT RENGET2B8FNAH 5, (7.3, 16.6.3 B ]
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7.

HEEH

(1) tRERELZDER

RE I LTV

(2) FRAFE L EZDER

(1

10.2 BEREE (BERICEET S L)

FHA BRAER - H5 18 51 ey - falRk -+

TAT4 Y THT 4V OIEYEREITEALIT R WA BEFIE S TR WA K

AN OVGFE B O MAHE ST 5, B VT T A0 16%IH
D15,

U hFEn AFNOREGEEOHM (40%) LTVY b FE|U M FEIC X D ARAOF
JVOWEBEEDO DT 72 (-11%) 23 PR 23 PR E S 4 2 Al Rt 2
STV 5, Ezbhb,

HROR RS 70 i 79 AR RIS B A 5 2 DA REMER & 5, [HRR AR R4 i /E 23 Y 5 &

T Ia—)v NHAREMED & D,

BV A = R K | WA O MR EEN ERH L. By b A = REFIEH LTI,

Ly WK ORWER B HEL LTz & OWE
B 5,

. Bl{ER
1.8l

ROBWEH RS 5OND ZENHHDT, BELTHIATV, REDHEO NG EIC3HKEG 2%
13 % 72 LG 2R ALE 21T D 2 L,

) EXGENER & OHER

1.1 EXLENMERA
114 2399, 7HF7245F0— (TR LHEERH)
vavy, TFT7 4 7% — (ERRE, MEKT, SRS, BR%) NbobhbZ Enbhb,
11.1.2 B8 (SR
[9.1.1 ]
11.1.3 FABEEREE. BE (Wb HEEARY)
AST, ALT. v-GTP. LDH, Al-‘P ® FHSOFGERE WIHER : SHEEE, BRRE, %
BOIRKE) . BERD DD I END D,
11.1.4 m/MRED (B AE)

(f#35%)
Sav s T4 TR —ORMERE LTIE IR, MR, s, SR A, I
FSAEREE . SHOUIER L LTt [RaBam, ARFR, B85 BRS NELLN5,
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(2) Z0inEI{ER

11.2 FOHDOEIERA

0.1%~5% A 0.1% A3 HAEASEH
FEARARRE R IR, AR SE . BHEER, 505D, [RIR, IR, B0 o, ik,

LOWUR, O F N, IR (BosbE, e, $5R,
1. RBEEES), Bk
KBS, BRSE, BE
ke N8, R, BACRIE  [BEARE, TR, AR, (. Aotk
R, MEERTREL, B, 1
R, AER, OISR, &
M, BREEE ., O
g giE, fE EF. RER (B
w7y 7 WISMIHE . R,
FAEME L. DA
)

1L L ERERYE 2 BEREREA, U v RERIE S
HIEREE 2, B ifEkiE, B
EREEZS . M/ NRIEIN, 1R

%

W

W BE HIZ | FIKZ | HIE, DS |2 TEALEE
FRPEIR, i v

iR FERR AR, PR AREREIRAFEAE

JHF ik ALT EH.. AST L& #|Al-P E5-

S I S o - A

Rk - WA IR JREHA. BUN k5. R¥E, [HERNEE, &R, KA
A=A AR ANAOL V|
PR, IR

Z Dt Hug AR, M, 13 CBER. FROZDbIEV,
D, BELE ML S, BiE,

WK, AREIEIN, PR

9. BERERRICRITITRE

12BERRERRICRETRE
T VNG RS T D72 T LV U RNBOSRAE & Y% 3~5 H & W ARF D
a4 Z ENREE LY,

(fif7n)

—ICHE R ¥ I AEHRREIHEIER O & 2 AL T LA X — RIS BT D720 BT A b
ZEMT HHAIE. TS OIEFINEE S TOVARWEH 28RS0, HDHWVIET LA DR

BRI B L2 S 52 —RPIET25 2 ERFEE LU,

T LA —HRREFRLGNCET Y U BB TR 10mga 14 H MG L, B TH%S3, 7

FO14A BICE A4 I VERNRIGRBREIT o722 25, R TH3E BICITE 2% 2 VRIS

I GRIMEOKIN%IZEE L, RNBIGEOMNLA b zrotz GMNEAT—X) 29

48
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Mo T, T VT U BENOSHRE &2 Ehi s 2 & & ISHE R ARA ORI IS

SWTIL, ZEiET L
NFX—MERREFEICBIT2EARRBREBE LY, 3~5 HEBRKLETH S,

10. BE®RS
13.B8EHE
13.1 FER
BEAL. HUE, WHhE ORI, #EE, IR, B, REANOOONDIZENH D,
13.2 g

ARHN DR RE 72 AT 2R <O ETAANTENT ThRE SRR,

1. HALOZIE
14 BALDEE
141 ERIZFFOTE

PTP a2 OFEAKNT PTP o — F bV L CTIRAT 2 X o EET 52 &, PTP v — hOEMKIC

D BEOEUA A BE R AR L, IR R Z L TR R SO HEERE ﬁf%ﬁ%?é
ZEWH D,

12. TOHDEE

(1) BREEAICEICIER
BE STV

(2) JFERERHERICE D 1HH
BE STV
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X. JERREREARICEAY H2HE

1. FEEHER
(1) ZENZEEFHER
(TVL. 3EZhIEPCRET HHE ) OHSR)
(2) ReHFREHER
MEE L
(3) Z0thDEERE
FMEE e L

2. BMHER

(1) BEEEE5SEEHAR
FMEE e L

(2) REBE5SHEHR
AR L

(3) BiBHEHER
AR L

(4) BARMERER
MR L

(5) &RERESHRR
AR L

(6) BFRIERERER
AR L

(7) ZohoEHHSH
MR L
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X, BEMERICEYTSRE

1. HEX5
U tERES r
o ﬁ%)i/ % %mm NIG L
TV U UEREESE 10mg [NIG)
By | BFU O EERE JE R
W) 18EFEFY P L T843mg U T2 B AT HHDOKN 1 FasH 1.06g L T2 5 AT 5 b DIX
B %,
2. B

AN ;3 4

3. ARRETO/E
R PR AF

4. RO EDEER
BE I TV

5. BERITEM
BEMEELTA R
<FTvolLsy  H
Z OO BE T EM - &

6. E—H% - A%IE

[Fl—psy « VT v 78S, YT v 7§ 10

7. EREEEAE
R

8. NERFBRBFEABRUVREBES, EEEENHEAL. RFEMBEAR
<tvFV U UHEREN 5mgNIG) >

1] 22 B 2 S 2X e 3 > =
B — BB IR 7 KR P—— SHEAT ELHE f7 55 B fh
A H A H H H
Wi | BT e 2007 4 51000 AMXO0451 2007 4F 2007 4
AR 4 5mgTYK] 3H 15 A 7H 6H 7H 60
i T F VR b p ) 2022 & 2022 4
: 5mg NIG) 12H 9H 12H 90
<tF VU VUK 10mgINIG) >
U IR 7 KR i ST Y f7 55 B fh
T Win SR 5T K R BRI ) B 7o BA A
A H A H H H
Wi | BT e 2007 4 51000 AMXO0552 2007 4 2007 4
BR 4 10mg/TYK 3H 15 A 7TH 60 7H 60
i T FV DR p ) 2022 & 2022 4
: 10mgNIG 12H 9H 128 9H
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. PIEXREHREM., AERVARZEHENFOFABRVEORE

<FhRE ST AIEM, AE KR O HEIBN >
HiGE4 « TV ¥ R SE 5mgTYK
EBMHFEAH 2013411 A 6 H

A -
B &}
ghl (BRA) 7 r—ptad T LR — PR
({5 HIKZ, W5 - KIER., FEB. KRBT |EME, 92 - KER, B85, KB O HiE
2 FENE
| UNE] T u R —pagk
%) HIRG, RERE (8% - BER, K
ES JEZ 9 FEIE) IZfES Z S FE

(B J@H . BRANICIEET Y CUEmRE S U |EE ., AT DU EREE LT 1 [
T 1 10mg # 1 H 1[0, BLEANCHE|10mg 2 1 B 1B, $HERNCROEET 5,
Hi5-4 2%, IRk, AR, SERIC K 0 EEET 50,
7RE. AR, ERIC X 0 AT S (B G EIL 1 H 20mg & 15,

N, 5T 1 B 20mg &5,

UNREY EE. 715 A O/NRIZ T
FVVUEEEE L C1H 5mg % 1
H 2[F, sH8%EOBERNCEROES
T2,

10. BFEEHR. BFIMMEERLARFABRUVZTORE
LR
1. BEEHM
REM LR
12. BEABSIRICET 515H
AFNE, FEIBICET A HIRIZED HIL TR,
13. &£#Ea—F
JEAE 55 ) AT 2L e | B R AL 2 — R Lt 7 N ERLHE
52 HOT (9 #7 5
ek INEEHE G 2 — R Y 2—F) O &5 VAT LAHa—F
BF U O
4490020F1012 4490020F1365 117979806 621797906
#E 5mg NIG]
TF VU D U
4490020F2019 4490020F2361 117996506 621799606

#€ 10mg NIG

14.

RERMBATLDIE
AANL, 2P EOBEEIRGLTH D,
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XI.

AR

1)
2)
3)
4)
5)
6

o =

)
)
)
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©

10)
11)
12)
13)

14)

15)
16)
17)
8)
9)
0)
21)
22)

N = =
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34)
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a

)
6)
7)
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. SIFAX#E

FENEE - ZEMERER
FEPNEERE © ¥ MR
WHFE b HEAMRRS. 1994 ; 37 (6) @ 754-779
WHEE b H SRR, 1995 ; 38 (1) : 116-136
TR« BRIREE SR, 2010 5 26 (2) : 141-154
EHZARRS fth : JERE & ERER. 1994 5 28 (7) : 2107-2129
HHEZRRR i - BLRE L ERIR. 1994 ; 28 (7) @ 2131-2145
HHEZKRES fll: & ERR. 1994 ; 28 (7) : 2163-2173
HHEZARRS i - LR L ERIR. 1994 ; 28 (7) @ 2147-2162
TINFE M BRKEESE. 2010 ; 26 (2) : 155-167
TR i BRKEESE. 2010 5 26 (2) : 127-139
HJIFEC i - BRREEZE. 2010 5 26 (2) : 169-181
MNRT VLR —MRREMNGE L EERILEAR (VL7 v 27 T2 my 7 - §E 2009
4 H 22 AUKRR. HEEEEMEE 2.7.6.3)
FEEEAR R OWE LR OMER - #65 (VT v 7 RIA v my 7« §E:2009 4F 4 H 22 HIKGE,
I RE SRS 2.6.1)
Advenier C., et al. : J. Allergy Clin. Immunol. 1991 ; 88 (1) : 104-113 (PMID: 1677016)
Simons F. E. R., et al. : J. Allergy Clin. Immunol. 1990 ; 86 (4 Pt 1) : 540-547 (PMID: 1977781)
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AARNNR A G & LT RHERSEMBRERRNT (LT v R7 A4 a7 - §E: 2009 4 4 H 22
H7&FS. HEEEEHMTEL 2.7.2.2)
FEREE (DAVT 7 RIA4vmy 7 - §E; 200944 A 22 H)
FENEEL © AW 7[R PR ER
KEFEEF Ml JERE L BRIR. 1994 5 28 (7) : 1951-1961
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XI. 3£8H
1. ELNETORFTRR
TF ) DU OKEICBIT HRBRITITRO LB TH 5.
B, A vFOTCHE L TKREN, BEIXZOTCHE LTSN TWD,

AN EB T 28EUIR, MEMOCHBIZUTO LB TH Y | HETORBIRIL L 13582 D,

ZHHE XT3 HIER O HE
(A (10mg &&)
OF LLX—EEk WA F ) Y R & LT 1 [H 10mg
OFIE, W2 - KR, BB, KX O FHIE Z1H 1E, SERCRNEET 5,
URE) RE. AR, JERIC X 0 EEE T DN,
O7 LLF— % 58131 H 20mg &9 5%,
KB, RERE (BB - ER, RI§Z 5 5E) | (5mg &)
IZPES 2 55 (AR A

WL AT F ) Y R & LT 1 [H 10mg
Z1 [ 1E, REANCE A RET 5,

RES. N, ERIC X EEHE T S0, e

5131 H 20mg &1 5,

URIR)

W, TR BRI oMz T Y VU
fetE L L Cllnlsmg% 1 H 2[R, §H&% & OBE R

NGS5,
<DailyMed (USA), 2023 4 9 H ks >
EH 4 K|E]
ey Johnson & Johnson Consumer Inc.
W54 ZYRTEC ALLERGY- cetirizine hydrochloride tablet, film coated
HIE - Btk | 10 mg
USES

temporarily relieves these symptoms due to hay fever or other upper respiratory allergies:
* runny nose

* sneezing

- itchy, watery eyes

« itching of the nose or throat

DIRECTIONS
adults and children 6 one 10 mg tablet once daily; do not take more than one 10 mg tablet in
years and over 24 hours. A 5 mg product may be appropriate for less severe
symptoms.
adults 65 years and ask a doctor
over

children under 6 years | ask a doctor
of age

consumers with liver ask a doctor
or kidney disease
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2. BT EITHEBRERIEER
ERICET SiBMER (F—X SV THE)
AINZBT HHEH EOFEBEOHDOFTHE E A—A T U THEE TR D,
(IVIl. 6. FsEOEFAEETHEEICEHTHEE] OHEEHR)

Drug Name Category
A=A ST VT DIIA cetirizine B2
(2021 4F 4 A #5R)
2E  PEOME

F—A ~Z U7 D458 (An Australian categorization of risk of drug use in pregnancy)
Category B2 :
Drugs which have been taken by only a limited number of pregnant women and women of

childbearing age, without an increase in the frequency of malformation or other direct or
indirect harmful effects on the human fetus having been observed.

Studies in animals are inadequate or may be lacking, but available data show no evidence of
an increased occurrence of fetal damage.
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XI. {F&E

1. BA - IREZIRICER L TERKRHIEZEITS IS
AEOERICEAT 3R

AN FAGE 2 ST TO RV BT S R & £ D,

R TEENHELL TV RVHAEDETENTEY, HLETHRMIN TV LRBITIETHE LN RER
EHEFELLTHRRLTND,

H=>THEEER

FEFREEE DEEREA 2 et 2 ETOSBERTHY , MITEOFEEZRTHOTIERND,
(1) ¥8

BRI ORE SR

wF) OGRS & Smg TNIG

T F U U UHRRESE Smg [NIG) O O L ENE 2 BRGT OIRAFRIFE THET L7-RER. BRAARHZIX
PEIRIT A AT, MEREE 60 J7 Lix - hr IR ICIEIFHHARTSH Y | GEIEIHKATH -7, 40°C, 30C -

T5%RH ORI THET L72FER, MRIZAE T, SRIEIBRKRNTH T

® B 40C LK - SHHR)

REATEH PRAFHIM
< Bk > B AL 138 2 3 4 8
PRI H =R =FE) =FE) H
a8 (%) *
99.3 98.7 98.2 97.6 97.9
<95.0~105.0% >
X RREBICKHTAEAEE (%)
@ i 30C - T5%RH [EY]
REATEH PRAFHIM
< Bk > B AL 138 2 3 4 8
PER M =EE) =FE) =EE) H
a8 (%) *
99.3 98.9 97.7 96.3 96.2
<95.0~105.0% >
X FREBEICHTLIEEER (%)
@ i 25°C - 60%RH « BEYHE 120 5 Lx * hr [KE A ]
HAERIAH IR
< HIHE > B AR 30 5 Lx - hr 60 I Lx * hr 90 & Lx * hr 120 5 Lx * hr
PER =F:) =R} (P =k (P& =k=) (Z Y=k
a8 (%) *
99.3 98.0 96.4 96.8 95.5
<95.0~105.0% >
X BRBEICHTIHIEEERE (%)
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wF ) SUIGEIE S 10mg TNIG)

tF U U UHERRESE 10mg INIG) OB DL EMZ 40C, BRE T OIRAFRME THET L72/5 R, B
PERFICIIPRRIZ A AT, 4% K ORIE & 60 17 Lx - hr BUHZICIIMEEAEATHY . SEITHIEANT
-T2, 30C - T6%RH OIRAFSA TG L7 R, MRRITAEG T, GRIFHBNTH o7,

® i 40C [ - KA ER]

ERTE A PRATFHA ]
<JRHE> B A 134 2 34 3 47
PR =FE) M H H (Z A=)
e (%) ¥
99.7 99.9 98.9 98.5 97.5
<95.0~105.0% >
X FREBICHTIEER (%)
® iy 30°C - 7T5%RH ]
ERTE A PRATFHA ]
<JRHE> B A 134 2 34 3 47
PR =FE) M H H SFE)
e (%) ¥
99.7 100.0 98.6 98.1 98.2
<95.0~105.0% >
X FTREICHTLIEEER (%)
® ik 25T - 60%RH - 1t & 120 I Lx * hr [KUE R %R
AERIA H PRAFHAR
<K > B 1A 30 5 Lx - hr 60 57 Lx * hr 90 /7 Lx * hr 120 5 Lx * hr
PR =FE) M (Fe=EE) (Fe=EE) (Z A=)
e (%) ¥
99.7 99.4 98.3 96.7 97.3
<95.0~105.0% >

M FRBICKT B EHE (%)
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(2) HR - BAMRURERE T 12— JEBHEHR

tF1) OUIEEEIESE dmg TNIGY

1) RBBRAE
[ B e v 5k
TAANP—DER N ERERY , BIE1EET 4 AN —HAICANRTER M 2R L, K
55°COIRYE; 20mL W\ \Ht~72, T 4 AP —I1CEAE LT 5 pER, T4 AP —&2FT
15 {EME IR L. ARSI ORI A BILE LT, RN RO LR WAL, B2 5 oMikiE% .
[FERDEAE ATV, FAEIRE ORDL A BIEE LT,

FERLOBAE TR R AERE RO LR WAL, MIE 1A 5 L, B SR < A
TRRIRZIE L, [FEROBAIEZITV, BERRB ORI A B LT,

[BiiBiE el

IRBIRD NS TeT 4 AN —%RETF 2 — 7128kt L, £ 2~3mL/MOFETIHEA LT, Fa—7
WIS D) 3 7D 2 ZKEIZ L, AL ZOK 80cm o @ SIZEE Lz, FEARKICHE
DEKEFEALTF 2a—TNEES LEEDF 2 —TNOEFEMOF T CEBIEEBIER LT,

o v A LTKG1

2) RBRER
FiF R A B IR R
v F U D R b
< R 5 o AN R - i L7, 8Fr.F = — 7 &l L7,
5mg INIG]

AT, THIRE RERG A7y 7 (K CiE9)) L THEBLE L,
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wF ) SUIGEIE S 10mg TNIG)

1) BBRAE

[ AR EERR V) 7B
?42&Vﬁ~®fxbyﬁ%&%ﬁ@\@%1@%?42&y#~w’AMTHX%V%EL\%
55°CDIEYE 20mL ZWWE-~7-, T 4 AXH—IZFEE LT 5 E%. 74 AP —%FT

15 TEEAREA L | %%%@@%ﬁ%ﬁibtoﬁﬂﬁ%ﬁwmw%nﬁwﬁéi\E_5%ﬁm%%\
AR DERIEZAT V. HAEERRB ORI 2 BIEE LT,
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