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(1) RERUVAEDHESR
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WHE, AT EFY UBERE S LT 1R 10mg 2 1 H 18, stEANcEAR59 5,
feds, AR, RIS K0 AR 503, EE SR 1 A 20mg &5,

(5mg £&)
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WE. AT F U PUoERE S LC 1R 10mg 2 1 H 1B, gERNcRO&RE4 5,
2B, Flin, ERICK VEEHERET 52, KEEE5EIZ 1 H 20mg &5,

UhR
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EEAELITHE RIS

(FLILEX—HE%)

OENZEE IR (ZESREERER. BA)
TV U 10mg 2 1 B 1[0 2 8REEG Lz & &, REERUGEE O EEK
=L EOEIAI1E 53.8% (21/39 f5) TH-7-3),
BIVEF RSB 1X 13.0% (6/46 ) TH Y, E2RRIEAITIRK 4.3% (2/46 f5l) Th -
7.

(ZEWmP)
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TF U YU 10mg 2 1 H 1A G Lz &, &5 3 B, 5 1 HEZELOERS
2 WHR BT 2 BRUGEE O L EL EOEIAIX, T, 47.9% (34/71 #1) |
64.9% (48/74 15]) KX T71.6% (48/67 f5]) T -7 9,
BIEHZEBIAERE 1T 10.8% (9/83 1)) TH V. E/AFIEMIZIRA 4.8% (4/83 #) TH -
7=,

Ee B ER
(FLILXF—HEX)
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TF VDU R T A a7 (2L E TR 10 0.2g (BF VU O U MR &
LT 256mg) # 1 H 2, 7mlhE 15 AN : 10 0.4g (BT U VU HEEEEE LT
5mg) #1H2ME] HH0MNET T RE 2 lEE L7, EEERZA=2T (K Lo
HIEVE, St BB, BNE K O bE (ATR%R 122 ) % FRITR LT,
FOFERNG ., TTBRICHTHEF U O UAERRE OB RAES LT 6,
BIVEF R BIBEE X 9.8% (12/122 f]) ThH v . E7emIER X ALT #9001 5.7% (7/122 ) |
AST #9510 1.6% (2/122) Th o7z,
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N " Y
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TF U YU 1I0mg 2 1 H 1[G Lz &, &5 3 B, 5 1 HEZLOERS
2 WHR BT 2 BRUGEE O L EL EOEIAIX, T, 56.4% (53/94 #1) |
71.3% (77/108 i) KX 82.2% (88/107 i) T - 7= 7,
BITEH B BHHEE T 15.9% (21/132 ) TH Y. EREWEAIXIRA 10.6% (14/132 1)
ThoT,

(EMP. REKEE (BP - KIEX. REZSEE) ITHESZT 55
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T hE—ME SR e R E L T EEREEGRRICBWNT, B F U D UERE R A
va w7 3Ll TR 1R 0.2g (BF U UUHEMIE L LT 25mg) 1 H 2
[l 7 sk LA b 15 A : 10 0.4g (B F VU Do EstE e LCbhmg) # 1 H 2] %
WX N TF T 2 T VIR R T A Va7 [ EA R TR - 1R 0.6g (7 NTF T
2L TO06mg) #1H2MF, 7mllE 15K : 10 1g (XK F7x LT
1mg) # 1 H 2F] % 2@MEE Lz, £ 2EOFEEREOEbE (FEHTXIS 134 4)
B TFRIELE, ZOREENS, ¥ NF7 v 7w ABEICRHT A 8F U O iR
DIELMEPREE S HL72 9,
BIVEF BB X 2.7% (4/148 f5]) ToH Y, FE2EIEAITHBIR 1.4% (2/148 f5l) T

-7,
BEESMICBS T2 UEEERRAIT7 YOLELE
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\ A %u%ﬁk\‘
f PR g i ST s
5 YE S 5 YE (5 G =) i
(PR ) (R YR ) (FEYER ) (e se)
e 9.41 1.96 0.45 0.43
BTV B | 134 (0.52) (0.64) (0.67) (0.05)
FRFTEY | o 2.40 1.88 0.52 051
7 VR (0.52) (0.63) (0.62) (0.05)
vF U D R JHEE A © 95%(= E X 9
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QEMNFEMMRER (—ARERRHER. /MR
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et R A4 > m v 7 [2LA L TRl : 11 0.2g (BF VU ¥ HEetE & LT 2.5mg)
Z1H 2\, 7Tl 15wk : 110 0.4g (BFV P Ui S LChmg) # 1 H 2
M1 Z 12 @& Lz, £ 9 FEOEREEOERMELMGE 5 02 b &OHRE CEXE
HEHERE) 1L, &5 4 B 0.83+0.79, &5 8 MK : 0.97+0.90, &5 12 K
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fithilgigs (v FRESOEET) Ob A ¥ I URISERERFICHHE L2 19, £72, &R
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VII. EYEREICEAY HHE

1.

MR E D
BB R
AR L

(1)

(2)

PR CTHE Sh P iRE

1)

2)

3)

BA

R NS ' TV U R SE 10mg & AR DG Lz A . S icii s, #5
) 1.4 PRI I R m ME TR (Cmax) 214.5ng/mL (T3 U, A o F i 2 2 I8 360
TR Ch o7, £, 20mg ZHEIREOEG L7256, HH5EEOHEINI > T Cna @ E
H. AUC O RPBO STz, FEEMRAIC 1 H 1[E 20mg 2 7 B BEGRO%S L7125
A BRI b o T 29,

BAIETLEF) O VIERIEGREEZEROEYFE/NS A —4

&5% Tmax Crnax T AUCo-»
(hr) (ng/mL) (hr) (ng * hr/mL)
10mg 1.4440.18 214.5+12.5 6.73+0.81 2.0£0.1
20mg 1.50+0.13 438.1+£39.5 6.79+0.66 3.9+0.3
CPEIME ERAERGE, n=8)
INR

AARNOBENMET L X —ME R R BT R BB Z 55 L U ERRRER 5 3Bk,
570 B2 B 4% DA/ Mg PRI 994 £i% AV, REEMESRYEhREfRNT GERIFIRAIHT
T WE, NONMEM) %17 o7z, ZOfEHR, REPILEEL LTRO b, 2~6%D/NE
(RERE IR T HIEEO T RAE : 18.0kg) O&H 27 V7 T A (CL/F) 1% 1.64L/M, 4
g fg (VIF) 1% 11.9L, 7~14 D /h e ([A : 31.0kg) @ CL/F 1% 2.11L/h, V/F 1% 17.7L
EHEESNT, 2. v F U Y UHERE 2.56mg 1 B 2 [F135-H5 0> 1 H R BRI A 37 o
JE (Cssmin) O @ M35 FIEE (Cssmax) X, EHNZI 58+25ng/mL K ) 214+50ng/mL
CEHHEERES | DUFRER) LHEE S, BF U O 3R 5mgl B 2 BEI# 50D Cs
min 2 TN Css max 1d. FALE I 100£40ng/mL & O 308+74ng/mL & HEE S iz 29,

1) 1000 BlOIMmIGEFEHBEZ S I 2L —3 g Lz & & OHEEMH

EMFEHR SRR

B EIR T DAY FR R SRR T A R4 > (20014 5 J 31 HfF  [EIKFEE 786 5)
(ZHEHL U i)

OtF 1 D GG dmg TFIHF)

A I F U O UERIESE 5mg [BHF) VAT v 285 OFNENL 1 8E (&
FVUUBEEEE S LT bmg) &, MERHCHERRE OGS L CmiEhe T U O R
EL, GO EYEE T A —% (AUC, Cmax) (22T 90% 5 #HX R THEEH
FENT 24T - T2 F . 10g(0.80)~1og(1.25) DEFHIN TH V| A D WS [R5 ME A3 B
Shiz (ZaRAF—r_—ik) 29,
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(ng/mL)

150 -1

SRS F ) O R ORI HHERS

100

—o— . F ) IR SESmg BT
—A— DIWT v 7 §ES
1+ AEHEfR 22 (n=10)

BEIEES

~

o

0 6 12 18 24
5 (hr)
EVPE/NT A -8 (FH+FERFE. n=10)
HIENT A—H BENT A —=H
AUC Cmax Thmax Tz
(ng * hr/mL) (ng/mL) (hr) (hr)
T U UHEESE Smg [FHF) | 850.4+251.3 | 121.7423.5 | 1.0£0.5 | 6.6£1.5
UNT v T §ED 853.0£249.9 | 122.6+40.8 | 1.0+0.4 | 7.0£2.0

MAEFIEEAOUZ AUC. Comax B D/5 A —F 1%, Hebr s O, IR O BRI - S0t
BREAEIC ko TR D WREMERH 5,

@tF) DGR E 10mg TRIEF)
R A B I T U O UHERRIESE 10mg [RHF) & VT v 78 10 OZFZEH 1 8
(BFV VU ERE L LT 10mg) %, MEFHCHRBROKS L CEreF U oo
FEEREL, Soni-EyEiE 7 2 —4% (AUC, Cmax) 22T 90%[EHEXMIEIC
THEEHENT 24T - 7255 5. 10g(0.80)~1og(1.25) DHFAN T 1) . WA D LWy [R5
DR ST (7 v A4 —3—jk) 29,

(ng/mL)

350 SEEIAE Y O R ORI HER

300
250+
s 200 “
S T —e— ) TR Omg (I
E ) \\ —a UL 7510
w U T4+ B G A (n=19)

Ny

50 \?

. e
T 6 12 18 24
I3 18] (hr)
EVPE/NT A -5 (EHFERFE. n=19)
HIE T A =4 BENRT A4
AUC Cmax Trmax Tz
(ng * hr/mL) (ng/mL) (hr) (hr)
T F U U UMERESE 10mg BT )| 1853.8+322.8 | 278.7+84.0 | 0.9+0.4 | 7.4+1.1
VIVT v 7 BE 10 1823.4+298.4 | 245.0+52.3 | 1.0£0.4 | 7.3£0.7

AP EREEN NS AUC, Cmax D37 A — 2 (3, HERE OFR, (R OTRIBIEL - e ] % O

BRSARIZ Lo TR D TREMEN $ D,
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2) FREOZE
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2. EMEER/INTA—4
(1) fBHFAE
MR L
(2) RIRETEH
MR L

(3) HEREEEH

BB EF)OUERIEREE | HREEEH (hr)
T F U YRR SE 5mg TR 5mg 0.109+0.020
T F U YRR SE 10mg TRHIT 10mg 0.095+0.015

(GABRBLA A e G, P = RRYE(R 22

(4) JUFFVR
BB R L

(5) HhMBE

(6) THt
M R L

3. BEE (KEal—>3>) i
(1) I
R L

(2) N5 A—SEHER
AR L

4. % 4
(1) "AFTRAZE) T+«
CNEE R L
5.9 %
(1) MR - KEEIF @B
RZHEE R L
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(4)

(5)

(6)

- K

(2)

(3)

(4)

. HE
(1)

(2)

(3)

[ v EpmiceysEe

i - B ARRAPS BB 1
KR L
<>

W ER (T v ) THEZBEBTZENHRESN TS (VI 6. (5) iEF] @
HBH) |
FiA~DBITH
B R R L
<HBE>
b ML ABIT TS ERmE SN TS (VI 6. (6) BIIE] OEBR) |
R~ DRITHE
MAEER e L

ZDMD BB~ DFEITHE
MUER e L

migEAFEEER

WO EE-EF VU 0.1, 1 LN 10 u g/mL BED in vitro |28 T 5 b MIEEA & Of5EF
1. ) 92% (90.7~92.5%) T -o7- (CEMrEHrE) 20,

B

RBIERL B UM SR R

R AIZ 1 H 1 [T U ¥ R 20mg & 7 ARNERiE A &G Lo Ga ., g Icik
FIBL T b F ARD DT DR BTz 29,

REICE5T 28R OP% ONTH H5E
BB L
DEBENROERRUZOHE
R L
REMOFEOERRIFELLL, FELE
R L

e

R T OO B

G L

B

EFER AN E T U O R 10mg X1 20mg & H[EfR &5 L7254, 24 BiE# £ Cloi
B8O 50% N KREM & UTRPICHRES v, £/, @R AIZ 1 B 1[F 20mg % 7 H
MR 0% 5 L7 a . REMEO 1 BEGEICxHT 2R PHEIERIZ, 1 B BIX 24 Bk
FTITHKI 58%. 7 H HITHK 7T0% T -7z 29,

et R E

R L
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[ v EpmiceysEe

8. FSUARKR—

2 —ICBY H1FE®

KR L

9. BRMEHIZLDBRESR

AANTEAREEENENTZD, FHT

)
10. HEDERZEITHEE
(1) BHEETEE
R RE am_%(7v7% Y7 U7 T A T~60mL/min) (ZEF U VU EEEE 10mg %
AR O#&E L2 5A . BHSEEIE 5 I b~y i B 13 Eree L. TS A B i 2 28 oo
ﬁﬁz))mu &’) %ﬂfu 27) (%.AT‘—‘&) o
BEHEEEETREICBT52EF ) DUBMIEOEYHE/NS A —4
7 [/77%:\\/7 U 77? A Tmax Cmax T1/2 AUC
(mL/min) (hr) (ng/mL) (hr) (ng * hr/mL)
>90 (n=5) 0.9+0.2 313+45 7.4£3.0 2.7+0.4
31-60 (n=5) 1.1+0.2 356+64 19.2+3.3 6.9+1.8
7-30 (n=5) 2.2+41.1 357+172 20.9+4.4 10.7+2.4
CER)E = R 22)
Fo. MKEHTEE (n=5) 2TV VR 10mg 2T BHAA 3 FERATICRR 05 L7
WA, I3 PR A O RO 13 19.3 R CHER 23380 7z 29 (UNE AT —4)
(2) FFeEEERE TORNEE
JESEMEAR PRI ZE R 2B U O U HRRRTE 10mg A B RIRR N RS- L7286 . FHSRE L & Ak
N 2D EEA I R EE T S I DIE R, Cmax D _EF-. AUC O KNFED 17z 29 (4
EAT—%) ,
HEEEEICS T 2EFU D UIERBIEOEYFEE/INT A —4
#Xh’ﬁ:"‘% Tmax Cmax T1/2 AUC
(bt . B0 (hr) (ng/mL) (hr) (ng * hr/mL)
10mg
(FFRERE TR 3 5k AL n=14) 1.0+0.5 384+103 7.4+1.6 3.3+0.9
10mg
ECRAME RET M FFRE 25 B 1n=6) 1.0+0.4 498+118 13.8+1.8 6.4+1.6
(CE)fE = AR 72)
(3) EfE
i (Rl 8 7T R 7v7% 7 VT T A Y 53mL/min) ([CEFU YU
FRME 10mg & R &5 L7egE . N (Bl B 635, 2 V7 5= 27077 A
¥ 87mL/min) (2, mm$%fﬁ%#ﬁ%®iﬁkamwiﬁﬁmwgm Znbo
HMBNRE N T A — X OB LIE, BHEEOCEKTICEZ2 b0 LB 0N 29 UEAT—%) |
BREICETS52EF U UERIEOEMEFE/NSA—4
&5‘% Tmax Cmax T1/2 AUC
(g, B30 (hr) (ng/mL) (hr) (ng * hr/mL)
10mg
(A n=14) 1.0+0.5 384+103 7.4+1.6 3.3+0.9
10mg
(k. n=16) 0.9+0.3 460+59 11.845.4 5.6+1.8
CES)E = R 22)
1. Zoih

L ABEITAEZTIX RV (VI 10, BEERE] OES

EEE R L
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VIII. &% (FRLOFIESF) ICHTSHIEE

[

ERNBEFNER
B LW

NS

2. ERRNBLZDHEH

2. BB (ROBHEIZIIBELAGEWNI L)

2.1 KRN XIFTE_LT P UHER (LAREF U D, B Raxo P a2ate) (26 LiB#sUE
DO ERD H 5 B

2.2 EEOEMEERESE (7L 7F=27 U7 7 A 10mL/min &) OH5HEE [7.1. 9.2.1.
16.6.1 2]

3. MEEXIIMRICEET HEEEZFDER
RE I TV

4. AERUAEICEET HETEEZDER
V. 4. RBERVHZICEAET %35 O0HEEABBRTLHZ &,

5. EELGERIEELZDEH
8. EELGEANIE

(Ghee @)
8.1 IRRZMT Z LMD 25D T, KA GO BFITIT BB EOERLR SR & CF 5 RO #IEIC
THEFSERVWE ) FREETDHZ L,
8.2 ENPFBD LN WEEITIE, BARLEEMICOIEVEGLARVWEIICEETHZ &,
(FLILF—HEERX)
8.3 ZHIMEDBFIZEE T HHAIT., HREHE2E 2T, TOHEBINLEGEZHE L, HREH
KTHECHRITDZENEE LV,
(fiFa)

8.1 “RICHIE 2Z I MEH A AT LM T LAX—ANL, IRREZEHRTHZENHLHDT, KAl
B 5P fERR A O B O BIEIZAT 2 bR VWK D ICHERE I+ DB ST LERND 5,
8.3 TEMEDWHIRFICB I DIEBEFHEHTHDL HAT LAX—FEEED [7 L ILX —KAIRE
HA KT A (1995 FELGTRR) 12Xk, THER L 1~2 R RT X 0 BB HlEE & 72 138 bt

b AKX I VETIHEEEZRB L, ZEEKTETRITS ) LORERH D,

6. HENEREATVBBICHT IR
(1) BHHE - BEERFOHLEE

9. HRENERERAIHLBEICHTIIRE

9.1 SHHE - MEEZFDHLHEE

9.1.1 TANAFDEEMHREREIN-DBREENDHLESH
R RATLBEWNH D, [11.1.2 BH]]

(2) BHeEREERE

9.2 BHREEERE
.21 EELEBRBEOHDIEE (W LT7F=20 175X 100L/min KiH)
BELRWZ L, WL EEN T 2BEFNAAH D, [2.2, 7.1, 16.6.1 K]
0.2.2 hEEXIBEDBTHEEEEE (VLT7F=2921) 752X 10m/min LLE 60mL/min
L)
EWWL P REN T AN 5, [7.1. 16.6.1 ]
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(3) HHrEEERE

9.3 FFikRElEEESE

mW LR EN T 2B EN1 D 5.

[7.2. 16.6.2 &[]

(4) £IEREZRT HF

BE STV

(5) WEim

9.5 tEim

I0 XATEEHR L CW D ATREME D & D LetElc B 59 2 581213, 18R EOF REN a2
W25 EHW SN 2580 KT L,
Y ER (7 v b)) THBREZERTLZEARESIN TS,

(6) Z3L4F

9.6 RFLIF

1B EOF MR ORFRBOARMELBE L, AL O
b ML ABATT D Z L HmE STV D,

e X IE P 2R D Z &,

(7) MR

9.7 MR

9.7.2 IRHAMAREIL,
AN

AR

9. 7.1 2L B TR O/NTISK LTI F U UM R T A oy TR G352 &,
FLUL S 2 A DS e 2 x5 & U7 BRI 580 L Tuh7s

(8) EHnE

9.8 BHE

BUERICRE G L, S8 5300 B U S A R SRR T 5 7 BTN L8 21T 5 = &, R
BEAEF LTV 2 EMBL . B i 2 s 2 B2 s s 5,

[7.3. 16.6.3 ]

7. tHE{EA
(1) BHRZER L Z0DER
BRE I TV

(2) AR L ZDOER

10. #HEEH

10.2 tEEE (BFRICEET H &)

AN S5 BEAEAR - HE & 1A ¥R - faliln v

TET 4V TAT7 4 U ORI | BT S TIZ ARV, R
LRV, AEIOBRBE RO | FID 2 VT F 2 A0 16%EA
HwE XN TWD, 5,

U e AFNOREZE RO (40%) KOV FFEMIC X 0 AKFI OB HE
U M ENLORBERED DT ) | A ES NS ATREME NS 2
2 (—11%) BNEEINTW5D, | bivd,

HRAX e AR AT ) A1) AR SR IC R 2 B 2 2 ATRE | HRARAR R BN E F 23 B 0k S

TV a—)v PERH 5, BDAREME N B B
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BV A = NEEEREE KR | A OMmPRREN EH L, ey | BT L TR,
¥ A = R AR o IVEH
MBEEH LT EOWERH D,
. BlYER
1. Bl¥EA

WORWER RS 5D Z ENHDHDOT, BEZ 7TV, REPRD SNGEIC3Ex
Hampibd 57 EEURAEEZITO 2 L.

(1) EXGEIER & MEERK

1.1 EXLEIEA

M1 >avy, 77247 F— (T b HERH)
vav g, TFTF7 4 T7%— (MRREE, MEKT. 22, BRE) "bbbhb
bbb,

11.1.2 &8 (BHEAH)
[9.1.1 Z#]

11.1.3 FFBEEfEE . |E (W T LHHEEAR)
AST, ALT. y-GTP. LDH. Al-‘P ® EHZEDNFEERERS (FIHER  2H MBS,
BEARAIR, B, BRE) ., HERXOLDLONLDLZ 0B D,

11.1. 4 f/phRiEAD (BEEEARE)

(2) ZothoEIER

1.2 ZofthDEI{ERA
0.1~ 5% ATt

0.1%A7 BE AN B

FEARARE R

MRS MR,

B, BHEK, 5555
B LOHE, O F WD, 7%

ARHR, HRE #15 O THRE,
WO ESIIE, SRR
I ANRHEFOES), Sk

HIb

M8, WE, BARR

HARE, TH, R
B, M. EEATRE,
i, OISR, [, NIEi
fREG, e, BREEE. O
7S

REFRR MR, RAKTLAEE

E
=}

B

. fE 5. AR
(&7 vy 7. WA
7. SRR, B
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1k

LFFRERYE 2

SR BRI ) o NEREE
%, AIMERHEZ . A MERK
b BB L /R
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T BULE
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M. D FEIK, TR

ZIALBE
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e, FHi

IR ER IR FE 1

JiT Mk

ALT E&H. AST L&,
WBMEYLE Y R

Al-P 5

FEE ik DA PR 2

RE A, BUN L& JREE,
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9. BERREKRRICREFTZE

12. BRRREFBRICRIFTZE
T U NS IR S0, T LS U ENEOGHRE & EfiT 5 3~5 ARTE VA
BB 2HPIET D2 ENLEE LW,
(fiFa)
I E A I UAERASREMEIER O & 5 EENIT VAKX — KRBT D720, BENT A
MEAZETTL2H5E8F. ZNOOEFPFEINTWARWREZREN, HOIWIET LALF O
BB LK 9 852 —BRchibd 25 Z EREE L,

10. BEXRS
13. BERS

13.1 R
PEEL, HE, BHAEE ORI, EEE, BIR, §X. REAXOLOLONDLZ LR H D,
13.2 &

AHN ORI 72 AT 2R < O ETAANTENT ThRE S0,

1. BRALEDIE

14, EREDIFE

14.1 EFIRFEDFE
PTP G DHFHAFNL PTP > — b bl L CIRAT A L o EET A2 L, PTP Y — FOD
RAEIZ L0 | OSSR IER R L, I L2 B 2 L CHERIAR SO EE
BOHEZIR T 0B D,

12. ZDMDEE
(1) BRERERICED < 1ER
RIE SN TR

(2) FEBRARFERICE D < fFHR
RIE SN TR
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1. ZEIFEKER
(1) EMNFEEAER
VI, ExhEB(CET SER] &R

(2) REMEBHR
AR L
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AR L
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(1) BEZS SRS
LR L
(2) REFSHERER
LR L
(3) BEBMEHER
AR L
(4) BARERER
AR L
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TEMEEICEI HIEH

. RHER S

e 3 L

BHRRSy  BIEE
. B3hEARE

BRI : 345
. BERKETORE

SEIRRAT
. RRWEDEE

PRE STV
. BEMRITEM

BEMERLTA RN 2L

<FTVoLEy Y
. Bl—H5 - B3E

Rl —Rm3E : Vv T v 78 %

Rl %) e LARBFVUIUERBE, = RRF L TEIAFUERE, T 2F R,

FaREZO R, T XY 7 UERE,. X RI R, AXRET
TRNF T2 TR, NKRHAFURUVERE, n o &
. EFREEARAR
1986 £ 11 A 6 H
. BERFEABEABRUVKRES, EMELENSERAR, REMKERR
BR5E 4 AERRSEAREAR ARES EMELENESEEAR IRSERRtRE R R

?%Uyyﬁ%ﬁﬁ 2007 4E 3 A 15 H |21900AMX00522| 200747 H 6 H 200747 H 6 H

5mg [FHIF]
?%Uyyﬁﬁﬁﬁ 2007 4E 3 A 15 H |21900AMX00521| 2007 4E7 H 6 H 200747 H 6 H
10mg [FHiF)
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( x BEwsRECEIsEE |

o. MEXEMREM, RERUABEEENENERBRFZONE

OMIEA&FRE (2007 4F 3 A 15 H KR
[%h8E - V) 7 L —PEagk
HIFRE, WS - KER. FEE. BUSREEE
[ - JHE)] @E, RAIEEFY DUEmkiEs LC1E 10mg 2 1 B 1[5, sEsnakn
BehHT 5,
B, EE, ERICE 0 EEET 52, RE&EGRIL1H 20mg &5,

OB - Zh R KL OHE- HEOEE (TR, 2013 4210 A 7 HIKRR)
[%heEE - 23]
9N
T LR — PR
HRE ., WE - KSR, 1B, KIEE 5 FIE
_UhRY
T LIV —EER
ZERE ., EHER (85 - IGR, KEZE 5 FEE) ISfED Z 95
[k - HE]
(10mg %€
SR N i?%)//ﬁMﬁkalﬁlwg%laltl%Em_ﬁu&ﬁfé
2B, Fln, ERICE 0 IEEEET 52, k&S5 EIT 1 H 20mg &5,
(bmg §E)
_RAT
S YN it%)//%&%&bf1ﬁlm@%1alﬁ BERSRORST 5,
RE, Flp, ERICX VI EEREET 52, ke E5 8T 1 H 20mg L9 5,
UL
W, T 15w o/NRICIFEF Y D UERES LT 1M smeg 2 1 H 2, &
BEOBERICEROEGT 5,

10. BEERR BIHERRLARFABRVETORE
AL LR

1. BEEHME
PPN

12. HRHMGIRICE T 5 1EH
AFNZ, BEWREIEE$ D HIRITED B TUeuy,

13. &E3—F
EESEEAEMEE | ENEELI—F _ .
T ke \ \ ) &S BHa—
R34 REES o 1 rpasiines HOT (947) BB | LE T FEHEa—F
CF U ik
7Y //\ Rt 5 4490020F1209 4490020F1209 117933001 620005452
5mg [ B
CF U D kG
FIve . Rt o 4490020F2205 4490020F2205 117934701 620005480
10mg [FHiF ]

14, RERBHLOERE
AFNIB A L OBRFEEILTH D,
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. BIRAXHE

A MRS SR ZEMEICE T 5B R
2 A MRS HENER - EHERBRICEE T 5 &
B M B SEMERE. 1994 5 37 : 754-779
HHZEKER it FLpE & BER. 1994 ; 28 : 2107-2129
B o B SEMER R, 1995 ; 38 : 116-136
TORRIEA - BRPRIEZE. 2010 ; 26 @ 141-154
i HEZ KRS flL : BLHfE & FRIR. 1994 ; 28 : 2131-2145
IS E At FRREEZE. 2010 5 26 @ 155167
FHEZRRD fh - A & ERIR. 1994 ; 28 : 2163-2173
EHHEZKRES fill : AL ERK. 1994 ; 28 1 2147-2162
T E fth o ERREEEK. 2010 ; 26 : 169-181
TR fth - BRIRIESE. 2010 ; 26 @ 127-139
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(UNT v I8 FTA4my 7 20094 4 A 22 A7KGE, HFEEEMEEE 2.7.6.3)
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Braunstein G, et al. : Br J Clin Pharmacol. 1992 ; 33 : 445-448 (PMID : 1349494)
WHE T L : FEHE L EFR. 1994 ; 28 : 17951812
Snyder S H, et al. : Ann Allergy. 1987 ; 59 : 4-8 (PMID : 2892448)
Okada C, et al. : Int Arch Allergy Immunol. 1994 ; 103 : 384-390 (PMID : 8130652)
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FEAESE il - BEIRSEFRL. 1995 ; 26 : 509-522
RREE S By R AR AT
(VT v I8E RI7A4 2wy 7 2009 4 4 H 22 HAAGR, HEEEEMIEEE 2.7.2.2)
2 A MERSHE FENER - YRR EMERBRIC BT 5 &R
KEPEET i : BEEE &SRR, 1994 5 28 1 1951-1961
Matzke G R, et al. : Ann Allergy. 1987 ; 59 : 25-30 (PMID : 2892446)
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ZSEEH

- ERHSNETORETRKR
A% LR

. B SR IT SRR IRIFR

(1) BEE~DREZET 5iBIHMER

ARDIRMNCED 1) BENDERZE T HEEICET HTE 9.50F5F. 9. 6iRELIR] OO
WITLLTOEEBY THY, A—ANT VT LIRS,
9. BENERZATHBEEICHAT IR
9.5 1%
BEAT SR LTV 2 AR D & 5 e MEIC B 5 2 H/6 120, 1B LR R faitt% k
H5 EHBSNDGEICOREETH L,
ER (T v ) TIHEZERT 2 Z PGSR TVWD
9.6 RELIF
BRLOFRMER ORARBOAEMELZE L, RO UTT I Z /a5 2 &,
b MR A~BITT D Z EBHEIN TN D

x|
F—2 NZ U T DSIE B2 (202349 A H7E)

(An Australian categorization of risk of drug use in pregnancy)

ZE OB

F—ANZ VT D55¥E . (An Australian categorization of risk of drug use in pregnancy)
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.

(2) INREADH®REICET iEMNMER
ARDIISCED ). BEDERZFAITHIEEICHAT HIE 9.7/ MNERE] OHOGLHIILLT
DEFRYTHY ., KEORMLEKROHEED SPC L I13HER D,

9. BENERZHATHREBICHAT IR

9.7 IMNRE
9. 7.1 2L E 7TEARMGO/NRICH LTI TF VO VERIE R/ v ey T2 EETHZ L&,
9.7.2 MEHAMRER, HAER, LR XIT 2 RO T x5 & Uz BRRBIT S LTV,

KEL KEORMCEICBIT 2/NEFE~ORGICHETLIRNFIFUTOLEY TH D,

O
BIS PRECAUTIONS
Zyrtec (cetirizine Pediatric Use:

hydrochloride) Tablets The safety of ZYRTEC has been demonstrated in pediatric patients aged 6 months
and Syrup For Oral to 11 years. The safety of ZYRTEC, at daily doses of 5 or 10 mg, has been
Use demonstrated in 376 pediatric patients aged 6 to 11 years in placebo-controlled

(2002 4= 10 A¥RAI3CE) | trials lasting up to four weeks and in 254 patients in a non placebo controlled 12-

week trial. The safety of cetirizine has been demonstrated in 168 patients aged 2
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to 5 years in placebo-controlled trials of up to 4 weeks duration. On a mg/kg basis,
most of the 168 patients received between 0.2 and 0.4 mg/kg of cetirizine HCL. The
safety of cetirizine in 399 patients aged 12 to 24 months has been demonstrated
in a placebo controlled 18-month trial, in which the average dose was 0.25 mg/kg
bid, corresponding to a range of 4 to 11 mg/day. The safety of ZYRTEC syrup has
been demonstrated in 42 patients aged 6 to 11 months in a placebo controlled 7-
day trial. The prescribed dose was 0.25 mg/kg bid, which corresponded to a mean
of 4.5 mg/day, with a range of 3.4 to 6.2 mg/day. The effectiveness of ZYRTEC for
the treatment of allergic rhinitis and chronic idiopathic urticaria in pediatric
patients aged 6 months to 11 years is based on an extrapolation of the
demonstrated efficacy of ZYRTEC in adults with these conditions and the
likelihood that the disease course, pathophysiology and the drug’s effect are
substantially similar between these two populations. Efficacy is extrapolated
down to 6 months of age for perennial allergic rhinitis and down to 2 years of age
for seasonal allergic rhinitis because these diseases are thought to occur down to
these ages in children. The recommended doses for the pediatric population are
based on cross study comparisons of the pharmacokinetics and
pharmacodynamics of cetirizine in adult and pediatric subjects and on the safety
profile of cetirizine in both adult and pediatric patients at doses equal to or higher
than the recommended doses. The cetirizine AUC and Cmax in pediatric subjects
aged 6 to 23 months who received a mean of 2.3 mg in a single dose, and in
subjects aged 2 to 5 years who received a single dose of 5 mg of cetirizine syrup
and in pediatric subjects aged 6 to 11 years who received a single dose of 10 mg of
cetirizine syrup were estimated to be intermediate between that observed in
adults who received a single dose of 10 mg of cetirizine tablets and those who
received a single dose of 20 mg of cetirizine tablets. The safety and effectiveness
of cetirizine in pediatric patients under the age of 6 months have not been

established.

EEs|

Zirtek Allergy 10mg

film coated Tablets
(2022 412 H SPC)

Posology and method of administration

Paediatric population

The tablet formulation should not be used in children under 6 years of age as it
does not allow the necessary dose adjustments.

Children aged 6 to 12 years: 5 mg twice daily (a half tablet twice daily).
Adolescents above 12 years: 10 mg once daily (1 tablet).

In paediatric patients suffering from renal impairment, the dose will have to be
adjusted on an individual basis taking into account the renal clearance, age and

body weight of the patient.

Special warnings and precautions for use

Paediatric population

The use of the film coated tablet formulation is not recommended in children aged
less than 6 years since this formulation does not allow for appropriate dose

adaptation. It is recommended to use a paediatric formulation of cetirizine.

EEs|
Zirtek Allergy Relief
10mg film coated
Tablets (OTC)

(2021 /-9 H SPC)

Posology and method of administration

Paediatric Population

The tablet formulation should not be used in children under 6 years of age as it
does not allow the necessary dose adjustments.

Children aged 6 to 12 years: 5 mg twice daily (a half tablet twice daily).
Adolescents abovel2 years: 10 mg once daily (1 tablet).

In paediatric patients suffering from renal impairment, the dose will have to be
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adjusted on an individual basis taking into account the renal clearance, age and

body weight of the patient.

Special warnings and precautions for use

Paediatric population

The use of the film coated tablet formulation is not recommended in children aged
less than 6 years since this formulation does not allow for appropriate dose

adaptation. It is recommended to use a paediatric formulation of cetirizine.

B

Zirtek Allergy Solution

1mg/mL oral solution
(2022 - 12 A SPC)

Posology and method of administration

Paediatric population

Children aged from 2 to 6 years: 2.5 mg twice daily (2.5 ml oral solution twice
daily (a half spoon twice daily)).

Children aged from 6 to 12 years: 5 mg twice daily (5 ml oral solution twice daily
(a full spoon twice daily).

Adolescents over 12 years of age: 10 mg once daily (10 ml oral solution (2 full
spoons)).

In paediatric patients suffering from renal impairment, the dose will have to be

adjusted on an individual basis taking into account the renal clearance, age and

body weight of the patient.

BRI A AT B MBI LT, FRONERENS 5.

16.6.1 =]

1. AZERUVREICEET 5FE
7.1 BXEERERESE RS T, MR O SR AR b, MPRENE KT L0, 7 LT F
=7 VT I UASE LT, TROEBYREBEOMRENMLETHD, [2.2, 9.2.1, 9.2.2,

BN O FEREIC G 2 Hik - HEOR %R

I V7 F=r27 )7 F A (mL/min)

=80 50~179 30~49 10~29

HEEAE | lomgx 1H 1M | 10mg% 1 H 1A 5mg % 1 H 1A 5mg % 2 HiZ 1A

BRRERE S 2 AT O/ NERBETIE, FBEOR I VT I AL REEBEL T, FHlICHES

—Ji. KERMSCGETIITRRO LB Th o,

FLHA

(2002 4 10 A &4 303E)

DOSAGE AND ADMINISTRATION

Dose Adjustment for Renal and Hepatic Impairment: In patients 12 years of age
and older with decreased renal function (creatinine clearance 11-31 mL/min),
patients on hemodialysis (creatinine clearance less than 7 mL/min), and in
hepatically impaired patients, a dose of 5 mg once daily is recommended.
Similarly, pediatric patients aged 6 to 11 years with impaired renal or hepatic
function should use the lower recommended dose. Because of the difficulty in
reliably administering doses of less than 2.5 mg (% teaspoon) of ZYRTEC syrup
and in the absence of pharmacokinetic and safety information for cetirizine in

children below the age of 6 years with impaired renal or hepatic function, its use

in this impaired patient population is not recommended.
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