20234E12 HEET (A1)

Bk ST
FREAR - 34

B AV AL AR

VAGO8

BAEERAIEES
87625
#BES | 30300AMX00306000
BRoERIA 20164:9H

NS S OB VIERIESAR

NS 70E)VFE#E50%[ SPKK]
VALACICLOVIR GRANULES 50%[SPKK

lysE = ATt
) EE-EMEOLSEIILVMENTLZ

2. B2 (ROBEICEHBELLEVIE)
KA DB BT ¥ 7 80 COVIR LB ioiE o BEAE
D5 EE

3.1 fHRL
Wi7Ess INT Y7 e OVERR 50% [SPKK |
lg
BRI HE/NT 3 7 1 ¥V 556mg

(YT vz aU)E LT 500mg)

Lo —2 (B, BERFY, 7Z2ULHBIFIL - 25
JONVEEAFIVIAR) =, K)FFTFL /=T
LTV I—F), b FaFySaoibrao—2, ¥z,
WK T A Tk

A

3.2 HAEN DMK

W7e4: INT T a EOVRERE 50% [SPKK ]

F~E A OBRH TH 2. ITBVIERVA DTh

AR e sunid 2,

4. FHEEXII%HE
OHfifas
OB MEBMIEHEIC B (T B BEMAILNRZ Y IV AEESE (B
WifES) OFIEMEF
Omirfas
OxiE
OMBAILAR X OEFIMEH

5. WMEEXRIIZHRICEET 3FE

(HEBEANILRZ OB FEIED)

51 RFNOFGI2E )., £y 7 28— b F— DG % P4
HIENEDOLENT WD, 2720, KFIFGH L2y 7 Zx
— N F=ADEY) AT BT, T K= AN
e SN b, [17.3 ]

5.2 HEBANIVRADRIET 4V KT EE (BELEFBEEIZBW
Tk, BBURF6 R EOWECTHIET A2H) 12 LT
54252k, [17.1.8, 17.1.9 ]

6. AERUHE

[ Al

(Bas)
WELURAIENT 7 E LT 1 500mg % 1 H 2 A
FEOHGT 5,

(EMEMRIAFEHEIC 3 (T 2 BNV R Y 1 )L R EEE (B
%) DOFEMHED)
WELRACIENT Y 78 E LT 1 500mg % 1 H 21
MM ROEAT 7 HET X 0 /71 35 H £ TR %51
b

GHERaEs)

WEL. AICIE NS S 2L L1 1000me % 1 H 3
[ mES AR e

(k=)

WEL. AICIENT Y2 L1 1000me % 1 H 3
[ W oA e

(HEZEAIL AR Z DB FEIH)
WELRAIENT 7 aeLE LC 1 500mg % 1 H 1A
BG4 2, 8. HIVIEGYEDOEE (CD4 V> /7 SE5kE

100/mm? LL k) 12idNg v 7o e L1 500mg % 1
A2 [\ 59 %,

[/INR]

(BHES)
BE . KE 10kg K O/NBICIZARE kg 4720 N2 70
vk LC1H25mg % 1 H 3., A& 10kg Lo/~
JHETE kg 4720 853208 VE LTI 25mg% 1 H 2
RO SS 5e 7272 L. 1 A& & AEIL 500mg &3 %,

GEMEMIRETEHEIC B T B BHIAILANZ Y o JL R EREE (B
%) OFAEMH)
WHE . AT 10kg Kl O/NEI AR kg U772 NF 70
Yok LC1H25mg % 1 H 3., A& 10kg MLLo/NEIZ
IR kg U720 853208 VE LTI 25mg% 1 H 2
Il 75 I RS R AT 7 HBT & 0 H61T % 35 H £ TROKS
9 5ho 727201, 1R EHREIX500mg &9 5,

(G IRTERS)
BHE . NBIZIERE kg B2 NF 70L& LC1H
2omg & 1 H 3 &A% ET 5, 72720, 1 &A=
1000mg & 3%,

¢/S=H)
W, ANEICIEAEE kg 4720 Tz e LT H
2omg & 1 H 3 W&EOHE T 5, 72720, 1 W&
1000mg & 3 %,

(AL Z DEZEIE])
W, RE 40kg LED/NRIZIZNT Y7 ae )L e LT H
500mg % 1 H 1 E#EH%59 5. %&b, HIV BSEDBH
(CD4 V) ¥ 78Ek3100/mm? PLE) 12iEnNg v 7ae e LT
1181 500mg % 1 H 2 & #5559 %,

7. BERUBEICEET 53R

GhBELE)

7.1 KHNOFEGAZ IR T SRR EHFTE 20T,
FHNCEG AT 5 2 EEE L,

7.2 BEELETLRANBEICBI L2 LT F= 07 )T
2GS L7 ARFN ORI M5 m0 HZIE TROEBY
Thbo Tz, MEBENZZIFTOLEZICH L TE, B
OEEERE, REIIBRERICG L, 2L FE 2 )T S
¥ A 10mL/min i ® HZ2 & 1) & 51298 (250mg % 24 K
Migss) §52%2EBTLIE, £/, MEGENHIZIZE
MBS T2, B, BREZETL/NEEZ BT
B RFN OG- B K O G- BT O H 2213037 L Thev,
[8.2. 9.2.1. 9.8, 13.1. 16.6.1, 16.6.3 ]

JVT7F=r21)T 7 A (mL/min)
30~49 10~29

=50 <10

HHE S

1 M

HICBIT5H

FEAIV AR A

AV A &G
(HiftEE) o

500mg # 12
e [ 42

500mg # 12
ik

500mg % 24
ek [ 4

500mg % 24
RS i) 42

FEREFIH




LNz 1000mg % 8 |1000mg % 12 |1000mg % 24 |500mg % 24
Kz TS i) 4 indisiKe T i 4 T [ 4
500mg % 24 |500mg % 24 |250mg % 24 |250mg % 24
] 4 ] 4 Ky 4 R ] 4
B, HIVEE %5, HIVE |28, HIV & |25, HIV &
g oL |BHEOEE  |YYEOBHE |YYUEOERE | YHEOEE
%ig;z;;%z (CD4 Y > 7% |(CD4 Y > 7% |(CD4 ) > /5 |(CD4 Y > s%
* kA4 100/mm3| B8 100/mm® | k% 100/mm3 | k3L 100/mm3
B350 B e = SN > S B T = QN N ) A = SN B /N SO B e = N
500mg % 12 |500mg % 12 |500mg % 24 |500mg % 24
5 [ 4 I ) 5 [ 4 g g 4
(BHES)

7.3 AH %S HBMEAL, WEORLEA LNV, HDH W
FEALT WA, omBICI DBz b2 8, 727201,
WEERIVEZR ANV R ZNIEIEA LT 2556035 5 720 AHF % 10
HE CHEATEEE 35,

(FERas)

7.4 B E LT, BB MBS ARG 2T 45 2 &8
LFE Ly

7.5 KHE THRMEAL, WEOR LB LN ZV D, HDH W
FEALT AHAITIE, MOWBRICW Y BZ Lk,

(k=)

7.6 HZ2l LT, BB iEig 2 OISR G2 BiEd 5 2 & aF
ZFE Ly

7.7 MAZBWTIEARA % 5~7 HHE. NRIZBWTIEARA % 5
HREA L, HOR LR SN, 5 0IFELT S
it lZid, toimBEIcI 0Bz 52 b

(HEERAILA Z DE R

7.8 RIEIEHBEIZBV T, WAV A OF I AR %
i LT A BICHRED RO SN2 54121, 118 500mgl
H 1 RS (A VA DRSS 2 i O &)
A5 101 500mgl H 2 45 (HALEE OBHF IS5 5 HiE
EROH®E) WAEAFRT LI L, HERAFLEIZEL 1M
500mgl H 1 1a#%5 (Mg 2O FIEEIHI 4 5 ik
ROHE) OFBEZETLI L, T2 BRI LT
KA EHEG L TVDBICH00h S FHEIEN 20 KT X
I 7 B L CiE, SERICIE LT 1 1Al 250mgl H 2 [\ 3
10 1000mgl H 1 M5 1CEE T L2 BETHI L,
[17.1.8, 17.1.9 Z&]

7.9 KA % 1 EBEEGH, HSHEEOVEEIZOWTHETT 5
CENHERE NS, [17.1.8, 17.1.9 BIHE]

8. EELREXKER

(GhREE)

8.1 FAREI IR AT L2 SN R O HE TS L7
WA KEESHO 7Y 70 UVIEEIZ, T2 u Vg
BHPFGEEL ) DB s, RIEHOEIICEET L2
s

8.2 HiklEELSENH L LND I LD L DT, HEH OEESE,
fEbfe % 08 ) BRI OBAEICHEE T 2 BICIEER T 5 & 9 BELIC
T 5 2 Lo BB, ERRERERE T BRI ER
BEEEDDH L LNLT VO T, BEOREIZ L > TIEF S
BHRWEIEETLI L, [7.2, 9.2.1 S:H)

(k=)

8.3 iHELOAWEMIEE fEtEEHEL THITL I L, KHD
A FAEER XD 70 g

9. FENEEZH I IBEICHT IR

9.1 AHHE - REEEDH 2 HEE

9.1.1 REWEDEKTL /8%
HKIFDHERIC BT, BEEE. BCRERE R EofhE
FEREDART L 72 B X § 2 BRI R ORI LT
T\ AH O HIHREERA 22

9.1.2 HAKEREBILPTVEEZISIZEE (BEEDH
ZRENIBEELIETL VW IEE. SRE. KERES)
B K MFG AT 2 &6 [9.2.1, 9.8 &H]

9.2 BiEEEETRE

9.2.1 BEEDH2EH. BHEEIMETLTVWIES
Gk O GEZHAH L, BEORELZHE L 2h 5
EICHGT L2 L, AROERERBM THL T 7LD
MR E AN L 72510, A EE IR B R FE R A5
B3 2 faltErE . B ek 5AThb e o 72728
R G- OIREE & 7 o 7 BEERE BV T, R E
R BHREE EN B L EMASRE SN T 5D, [7.2,
8.2, 90.1.2, 11.1.3, 11.1.4, 13.1, 16.6.1 =]

9.3 FFisEEERE

9.3.1 FEENH28%F
LD D 5 BEZNRE L2ERRERIIFER L TV,
[16.6.2 Z:Hi]

9.5 1T@
IR SAZIEIR L CW AT EEMED & A etkizid, HEEOA R
PEAElathE LIl 2 L HE SN A HEICORKETLZ k.
MR O T 7 izBnT, BER (59 ) o
MR 10 HHIC, BBYWICEREEOH LD DL KE
(200mg/kg/day PL 1) % B2 FH5- L7298l JRIBICHEE
J S BOFEEHPRD LN G ENTWAY,

9.6 ®3LB
B OB ORISR EOE R E B L. 2l okt
Ik ET T 5 2 Lo AFFEG-H. SRS o T v o
DU LVAE TP ABIT T2 2L MmESN T 5,
[16.3.2 ZM]

9.7 MR

9.7.1 BMEE (5 v b)) TNIF Y70 VEROKG L&
EOEURIW TH LT Y7 a L OBRERIZ. AW
HARTHEHW TRENT EPHE I N TV,

9.7.2 IMAMGER, HARIZHLIE 2R E LR L
FEH L TV,

9.8 SsE
B O MBR OGS EZHAH L. BEORELZHLEL 251
B GT 52 . RN EEAHYOT > 7o e
sk, £& L TEE»SHEES NS A, BliE T
FHEDMET L T2 2 EDBL VoM 7 & 7 0 EIVIEREMN
TR IE CHAGE Ly AS R AEIR - B AR BB 5 583 4 el
PEDE G Y I EE G AT DN o T2 7D E
DIRFE L 72 > - BRI B W T SR B e R &
DEBLLEALPIRE SN TWS, [7.2, 9.1.2, 11.1.3,
11.1.4. 13.1, 16.6.3 Z/&]

10. tHE/EH
EWAHYO TS 20 vik., OATI. MATEL & O
MATE2-K OIETH 5, [16.7.1 2]

10.2 BERER (BFRICERT D2 &)

A5 BRBRAEIR - Hf ) i

Wy - fakE T

AETAS SN

KA O E AR O T

¥ 7 a eV oz 5

flgh, 7v7uaELo
V-3 I R R T
THifE (AUC) %% 48%¥4/n
ThHLEOMEND LY,
FRICEBEAEIK T o T R
Whd s EBE (EE
) I E IS5
k.

TN Y R RAE
W2 B OATL
" MATEL # [H# 9 %
7o WA O T >
70 E )L O BRI
flashseEzonhb,

VAFT Y

KREOWEER B O T
27 a Lok
flxh, 770
AUC 75 27%3 014 % &
OHEDD B2 BFIF
AL T oW REME D D
% BHE (FEEE) 121
BEEIKGTLI L,

ATV IR
W2 B Db B OATIL .
MATEL % ¥ MATE2-
K #[HES 5720, &t
R#Wo7y 7oLl
OFFEME D IH S N B
EEZBND,




e

B PRAEIR - 8

Wy - fekRE T

a7z — )V
7T Tl

E|ARH OIEEAAH D O T
TrzuavenEoffic
L. 7TyrZuengt
a7/ -V E
7 = FVARE Y o PRt
PP S AL W o
AUC 23404 2 & o
LB BV, FRIC B
T oW RS & %
I (EiEdE) (3EE
53528,

WHERH O T > 70
¥reiazxo /)=
W E7 T VAHEY
HIIRANE 53 W THEA
LEEZLND,

FET4) Y KA OWEERBY O 7 | BEEIARHTD L5, A
YruaeVEoHIC | FloEEREDO T v
YO, FF 7)) roR| s a Ve TFF T4
HREREHEbNL | OB EHES S 72
L HY, DT AT 4 ol
BENR AT LN
bbb,
1. BMER

ROEWERRH S5 bIND Z EWNH LD T IHEZ 51217V,
HEPRD SN G A IS 2T 5 7 S 2 i &
192,

1.1 EXLEER

NAN TF745F%2=2a3v 7. 7F7147%x— (0Fh
S HEA)

TFI74 9%y —vav s, TF747Fy— (WK HE,
MEMWFESE) e 6bNLI DD,

11.1.2 AmERED (0.73%) . EFBREAE (0.24%) . /]
4 (0.36%). BEMMERNZEERSE (DIC) (HEEAH).
MR A M SRBER (B B ASH)

11.1.3 BMBEE (0.12%). RAEEEEE R (HEAHR)
[9.2.1, 9.8, 13.1 Z/&]

11.1.4 FEREEER (1.09%)

HRRREE (BEE) . HAR. B, LR, L. B, TAR
ASEVE, BRI, BESDR D 5 bND 2 Ehd b, —iIkh
ARERERIE AR OG- Iklc X ) EET 5, [9.2.1. 9.8,
13.1 ]

11.1.5 hEMRRIFEFSEBMABE (Toxic Epidermal Necrolysis :
TEN). BREFIERIEREE (Stevens-Johnson FEfRE) (3
D FEAH])

11.1.6 FFORINE]. |EIFR (V971 BHEEARHT)

11.1.7 BEMRR GHEAH)

11.1.8 FFR. FFEEEREE. |E (WIS HEEARY)

11.1.9 2MEER GHEEAH])

1.2 ZOMOEIER

B3N BE T BRSPS e 2 i K OF I MR
A (& EITBESE) OFEBDFROLNTWE, T2, ThHD
JERIEINT 7 0 BNV o 221 T e e UEERR A,
GRS R AT HREFLICBLTHRILTEDO LN TV S,

15.2 FEERAREABRICE D 5%

15.2.1 Ames BN 8T v ME R Y R S B cld e
WTHorh, ~ 7 AEi/ MR TR, e (BO&kS.
500mg/kg. 7 ¥ 7 @)ook b MAETEE O 26~51 f5H
) 2B /MG B OB RER N & 7R 726

15.2.2 %7 A1) ¥ 7 & — < & v 72 B n 282 SR
Tl RENEHEALROFFE T T 1000 4 g/mL YL EOREEIZEB
WV RN (R oo = —HEOHN) R L7,

16. EYEIEE

16.1 MARRE

16.1.1 BEAEKRE

6 BIDOMEHER AN T > 2 T )L 500me X1t 1000mg (54 %
WS- L2 a . 2 OWEERS Th 2 72 7 0 EVIZEICH
Fif 12 BV THER A AR E S L S 7 2 7 0 VOV RS I OV
WBHE ST A — 5 X TFROEB) TH o729,

(1g/mL)
7 -
6 -
5 NT 7 0E)ViEE (O: 500mg, O : 1000mg)
770 )Lz (m: 500mg, @ :1000mg)
4

(OHONRNZ 7o) oG

EESE

SEfE+ R E (n=6)

—a
0 6 12 18 24
Kif] - (he)
BRI T ¥ 7 1 ¥)L 500mg X i 1000mg % H [ L1#
G LB GomEET NG > 7 0 EVRTT 7 a C ViR

WHR RSO 7 2 7 0 L OEYFHE NS X — ¥

NT v

En | Cmax Tmax ‘?ch(‘j“ tue
Eiacn Y (ug/mL) (hr) hrl;mL) (hr)

500mg 6 |3.66+0.83|1.50+0.63 |12.74%2.77| 2.96+0.41

1000mg 6 5.84+1.08 | 2.17%0.61 |22.26+5.73| 3.55*0.27

0.5%0 L 0. 5%Fi B
e 5. AR, TR
o 5. iR
. TR WO
Fan
o Wi, T |
ks AU, W
WA | BEu TR T
W R RS PR R
13. BAERE
13.1 B

SMEBREE, R (B SR, o, BT
FESE) B ShTnb, [7.20 9.2.1, 9.8, 11.1.3,
11.1.4 2]
13.2 &
MEBIFICE), 732708V E2Mb LV BEETLIENT
%5,[16.6.1 ]

15. ZOfOEE
15.1 EERR{ER ICED < 15

WIMC BV, Nz a UL (A SHE Bg/H) %
v, BEORIEREEE (FRICETHE HIV BYYERE) (12
Bl D CMV EGHE T B 12t 3 2 B R BRI S LT
bho ZOFBRIZBNT, WNT 7 aUNRERRIZHD

T fi + AR

16.1.2 RE#HR S5
NFTZaV)L500mg & 1 H 2| (12 BR4) 33 1000mg (52
F) & 1 H M (8 6 HMKEROERS Lz8a, Bnlo
BE T 7 3 7 a EOVIEEE I EFIREIEL, 5 7iEEDF
BEENZFN0.22~0.29 ug/mL &1 0.94~1.18 u g/mL T Y
LREMEIFRD SN H o 725,

16.1.3 E£HEHNFREMH
12 B S AIZ /N T 3 7 1 L 500mg (JEk#] 1g L id$e# 1
§t) w BRI G LA, 2omEERE cd s imiEh 7 v o
O UOVIREOHER K EYEIRE ST A —F I ETROLB) THo
720 MEFNIAEWFIICFEETH 5,

(Lg/mL)
4 |
1M
X kA
L e
7 O Al
>
4
m} 2
v
% 1 IE + R (n=12)
I3
0 & .
0 6 12 18 4

I (hr)



TR AICNS ¥ 7 10 ¥V 500mg (JERF 1g I135EH) 1 §8)
HHNREORG L2 EoImsEm 7 o 7 0 OV

AR G0 7 > 7 0 v oY g <
INTG TFA=%

e | 2y AUCo-
Y5 B Cmax Tmax

(ug/mL)| (hr)

tiz

(ug-
hr/mL) (hr)

EZ’HT;M 12 13.66+0.73(1.63+0.38(12.62+2.04{3.08+0.53
I
‘Eﬁ 12 13.70+1.01(1.63+0.43[11.98+2.51(3.27+0.71
T = B
16.2 TRIR

16.2.1 BEOFE
FHICK Y T2 7 0 C )b O Fe s MUAE i 5 ) 32 b i 12 0 (2 IR AE
L7275 AUC ICHELRER RO RN -729 BHEAT—%),
16.2.2 NAAT7XALSEYF ¢
TEFER AL/ > 7 1 BV 1000mg % B EFEC3%S L a0 7
T a IV OEYFFIHERIL 54.2%Th - 727 GHEATF—%),
16.3 2%
16.3.1 MIFEHEAE
Invitro TONI Y70 )V ROT 7 a iy GEERSY) ol
R ARIT, TNEN13.5~17.9 L1 22~33%CTH - 728,
16.3.2 FLitehigfE
b MINT 7 u )l 500mg IG5 H%. 7 7 0 EVO AT
Cmax (&, FHMAMIEH Cmax @ 0.5~2.3f% (Fhyefi 0 1.4) %R
L. 7Y 7uabuoflitd AUC 1, fRIEH AUC D 1.4~2.6
f5 (ol 0 2.2) ZRL72Y BHEIANT—%). [9.6 ]
16.4 1
b MFICBWT, 2NT 27 0 VoK REELE 2 7210
16.5 HEt
6 IO AIINT 710V 1000mg (5EH]) % HIEIE %S
L7288, EaPEEK RN TH 1) . 24 BRI LI o JR A2 R 2
R 770 VR -HINVRFL ATV AFVTT = (B
MOT > 7aCVorf#Hy) HEn2nigs&80 0.4%., 43.1%%
O 5. 0%k 2 79,
16.6 BENDEREHI 8%
16.6.1 BigeE=ERE
ENEE (7L TF=r 2 ) 7Ty AEF 0.93mL/min) 1235
27 v )l 1000mg & BRI G: L 7254 O3 EEE /T A —
FRUTOEBY THo72W, F72, 4B OB L Y g o
7Yy aE IR T0%2FE SN (7.2, 9.2.1, 13.2 BR]

16.6.3 SipE

EE CEE 2. 2 L7 F =02 ) 75 2 A 57mL/min)
28T 2 7 B EVERIEES LB a B ImEh 7
70 ) ? Cmax KO8 AUC 122124 15~20% M OF 30~50%1H4
ML7z0 ZOZALIEERE COMEIE D BT IC L2 &%
2 BN (HEANT—%). [7.2. 9.8 ]
16.6.4 /7R

N BE (1~9m%) 235 v 7 a ¥l 25mg/kg (TEkH#)
50mg/kg) ® & 1 H 305 HMRAEREOES L7256 oy
ol 7 > 7 0 COVIREEHER L OSEWEIE NS A =5 b5
S 5 HHOMAEFR 7> 7 0 UIVEEIE FHDOEBY Tho 77,
5.5 HHOMEER 7 > 7 0 UV 2 KER 512 X 2 Ef
D SN h o721,

) KIEICBUT AR OKRER I, @, ANEIIIEE kg 4
2N G Yy E LTI 2mg % 1 H 3EROHSG TH 5,

(1eg/mL)

12
1 @ : WIEHL SR OPEHERS (PG + BRER A, n=11-13)

Jﬂj% 10 O : 45 5 HHOME
S
oo
7 O
v
6
a .
S o
- s
Y O o
&F 1 o ° o OOO ° o6 o
0 L o
-1
0 1 2 7 8 9

3 4 5 6

55850 ()
B NEASEERE (1~958) (2NF 27 ab) 25mg/kg % 1 H 3
[ 5 H B EREI3% 5 L 72 a o Em 7 > 7 1 OV

P GO T S 7 0 C)VOIEYEHEE/ ST X — ¥

BhE | i % N o
(rr?g /Z) ( #21; 3 Cmax Tmax'*V A&i? tiz
(ug/mL) (hr) he/mL) (hr)
25 1-9 | 117%2 16.21+2.46 1 010-0308) 16.90+6.99|1.34+0.29

RSO T > 7 0 E L Oy e/ ST A — %
WBRE | B3| Cmax | Tmax® te ﬁUCW
ng -
(ug/mL) (hr) (hr) hr/mL)
e 2.00
ey 18 110.60+4.22 (1.00-4.00) 22.2+5.0 |249.43£105.09

TG0 + RS, 1) e (BiR)
16.6.2 ATigeEERE
TR OB e 2 R 12N T 2 7 1 E)L 1000mg % B AT
[R5 L728Ea. 7Y 7 0 U VOIEPBIHE ST A — 7 12K & 72E W
BRSO SNT T Dy 0 VIR E RS I BV T LS
T 7 ARG SN T ORER S R RE R S A2
BULMERAGIILELZWEEz6NE WHEANT—5),[9.3.1
ZHH]

PIME + R A
W) e (Ml - K E)
7 2) AUCo-o LD t2 122 T, 91
16.7 EYMHEIEA
16.7.1 In vitro
KRN OTEAH Y CH ST 7 a0 iE, OATL. OAT2, MATEL
KO MATE2-K OFEETH - 7219710, [10. 2]
16.7.2 RIVEATRICH T 2HEIER (in situ)
T MNBIZNT Y7L 0.0lmM & & OB Ein e R L 2
i, NT 27 0 EVO/NGEBREIERTF NI U AR—F —
(PEPT) 10#E L LTHOND f-F 27 % LRVUEWE (TEF
IV TVEV YU kT REFVL, kT IV KA
5mM) OFEREDOIRGE T TEREIKT LS ENnb, NFv o
EOLOWGEFEIZIE PEPTL 255 - L TW b 2 EAVRE N,

17. ERIRRIE
17.1 BEHHRUORSEICET 35
(Bas)

17.1.1 ERE 1R
BN EAEE B 2R & L ARKI o HEBoE b (5156 fisk.
1524)) OFFIUTOLBY) THEY FEHOBH -
AHFOFRFE (111 500mg 1 H 2815 HEHS) 13290.0% (36/40
Bl) THo7z.
A & OBEVEABED N 2RI (RS £ &) 0%
KREDToLBY) THh b,

4| Cmax Tmax™V ti2 AUCo= | CL/F
BB i1k (ug/mL) (hr) (h/) (ug- (mL/
fg/m r r hr/mL) | min)
et 1.50 17.40% |
TR 12 14.791.24 (0.50-2.50) 2.950.36 434 T03£175
iR 1.01
(r1E) (0.75-2.50)
(- K% 7.75+2.45 1.50 23.41+
L) 12 * (0.75-3.05) |2.93%0.39 5.53* 518<117
(FEJE - JEKkd| 8 |5.21%1.32 1.50 2.70+0.40(22.31£11.56 | 628+ 254
) 4 14.23+2.21| (1.00-2.00) |2.92%0.30{19.42+ 6.99|683=336

ooy | FBUE
ZRWMT | o 72 Bl
gEny | ELHE ()

Tyl + R, D) PR, R ERERASTLTHEEERY (<
0.05. 7 HLHT)

ALT B3 (4), B0 (2), IR (2) FlTk
131 21 (27) |BA [ifiE] (2), W% (2). AST I
s (2. REH (2)

17.1.2 ERE DHEHE
BANHAIEISREEZNRE LARROT7 > 70 Vs EEMR
HeakEr (5159 ik, 300 B, 727 o LS8 1 [0 200mg



1H 55 HEES) OFFEIILUToEBY) THDLDO (§EHIOK
) o

AHIOAFE (18 500mg 1 H 2 HHS) 1X95.9% (141/147 $1)
ThH-o72,

RHEIXNET > 7 ae)v & ofREEMAED b7 BIER (B A (R
WEED) OFBRIIIUTOEBY) TH 5L,

. Bl
e o
i) E&}Jﬁ)& EfEE (1)
FAIE K5 (7). 5% (6). FLIHNE [Ri]
g | 14933 G5 6w (3). RS (3)
72 sn MRS DR (4). APk (7] 3).
<)% 148 39 (50) | F#I (3). WA, (3). #1)wa b5 k]
e ®). T (3)

CEMERAMRATEIE I B D EMAINZY (I ZBERE (BHES)
DFEAEINH])

17.1.3 EINE DR
BN VN IR R 2 it R & L2 AH oI BIEE
TaklR (BF 11 Mid%. 40 B) oS (BRshE) @ Tolsh T
B B2 (FEF) K O PR A O i)
B ARR 2 1 M 500mg 1 H 2 [, /NEIZid 1 9l 25mg/kg 1 H
2 (1 [l & 500mg) &), & iR EIT 7 HAT &L D
fEfT# 35 HE COFM 43 HM#x 595 2 L 128 ) FHMEF O H
FIEB OFRIE X RO o720 KRBRICBWCRIWERIZA S L
No7z,
) MR EE 2B 2 ARH OKRBHEE, BF. KE
10kg A D /NEIZ1E 1 8] 25mg/kg % 1 H 3 [\, K& 10kg UL LoD
/NVEIZIE 1 8] 256mg/kg & 1 H 2 BIFREH%5-TH 5o

(kTS

17.1.4 EANE I 5
B2z HiBitE 72 BRI DN O BT RIS g 2 b R & LKA O
wmak e (BT 56 figk. 183 6l) OEFEIILTOLBY THLH2
(SEH D BAE) o
AFIOAZDZ (118 1000mg 1 H 3 8] 7 HM#S) (£ 89.1% (49/55
Bl) THoz,
AH) & ORIEMWEAFED N ZEIVER (BRI RS+ &) O3B
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o G f(&;Jf)ﬁ T ()
ALT k& (9). AST k& (7). BUN R&
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17.1.5 EIANEE MHEEER
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Holzo BB AH T HHRGHEE 14 HEHESGHEOMIZIZ, AE
T FEDSRRED B IR 70 o 7220 (SR OB o

107 8, FEIEIH R DO H YL © AFK 7 B G 38H
5 AFN4H %58 44H
08 ) 7 a7 HiEES#STH
3
ﬁ;‘ 06 -
3
T?: 04
* 7 ool 7 ARG
02+ AF 7 H 5 R
AH14H 5B
RO OEG NSO (H)
(k&)
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5
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MBIV ZDOBEZIE])

17.1.8 BSHEREREER
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(FEHFl OB - [5.2, 7.8, 7.9 2]
HEERANNVRADRTEZRE, 77 LR HLT7 ¥ 7 a EV#E5HE L I
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FIEY A7 &
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WD) 7T AR O B | | RS ™ (D T 6)
FE2) 7L UEN ] 400mg 1 H 2 [ L 0L B
7o B AR 6 LU PEREAOL R 2 DTS % 1) K3 SR I TR o
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KH & OEEYED S b - EWER (B I % 4 ) D38l BIPE ) IR ORI 2 5 Lz, FOE KRNI T TOH
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17.1.9 B EERHER
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BE | %5 | OBRERY | 75w (70~87) i e : A
o e - XD YBEE L TV TELEY) VB (ACV-TP) %
(99 1) ACV-TP IZIEHIEE TH D dGTP L#& LT 4 VA DNA K1)
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KREUFOLEBY TH 2.

Ty rua) VBLOE B TH D) v ERLIZ Y
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PN AT B EEM IR D EEZ BN,

18.2 iV 1 IV X{ERA
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723030 0 F 72 HAIANVRZA Y A VA 1 B & B L ey




A2 NT 7 1)V Img/mL & #OKICER L 4 BS54 &
B2 I8 DR O EBAL I S 7z,
18.2.2 KiE - HREZ VA1V R 2 1EH
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