ek 20264F-2 H ET (5200
% 2023412 A T (B 1)

Bk s

AR ¢ 36 oA IV AR EEA

BEAERA /I\SYI70EIGEIESE
L N5220E)500mg Y4

VALACICLOVIR Tablets [SAWAI]
T - BRSO X ) T B

2. Z2(ROEBFEICIFFRSLEVC E)
EKHEIOE B H WL T 7 0 okt Ll iEoE o BEERE O
b EE

3. fHR% - MR

3.1 #8R%
% HI§/NT 27 a EVEEE  556.21mg
[1§Er] ONF v zaenk LT500me)

HFoNay . BEEK A B, Rdvo— A, BRI
oo AFT) VMg, e FuF ol brn— A,
7 xa—2A, w7 1I—)L6000

I

3.2 Bl

Al FHAYD 74 VA a—F 1 v g
P H o~
J2 & (mm) 6.5
& (mg) #7730
N INT )l SW 500
4. ZHEENIEZHR
OHfifas

OiSMERHIFEHEIC BT DEFNILR R D A )L A RRSE (Sl
&) OFAEINE]

OFREE

OKiE

OMBINILR 2 DB FANE]

5. MEEXIIHRICEHET %35

CHEBIANILAR Z OBEFINED

5.1 AFDFHGIZX Y, £y 7 28— N F—~D G & W4 2
ZEDROLNT WD, 72720, BEFEGHL 2y 7 A/8— b
F=ANDEG) AT B0, T2 F—HAOHHSEAHERE S
NnN5,[17.3281]

5.2 MRV ARADIIEZ # 1) R 3 BE (FZIEFEEIIBWT
2. BBOARECHE L EOHE CHIE T 58I LTRSS T5
ZEo[17.1.8, 17.1.9%M]

6. REANUAE

[AAl

(BBflfass)
WHE L AR/ T 7 m Lk L C1A500mg % 1 H 28 # 1
#59 %

GEMEHAIATEHEIC 1S B BNV D A | A RRE (B l7E

) OFEHH)
WH L HAICIENT 27 m Lk L C1A500mg % 1 H 218 7 1
FeAIASHERGATT H AT & 0 FEATH35H £ TR 3 %,

(FiREs)
W B NT Y7 v e LCLA1000mg% 1 H 3R
#53 %

k=)
W BN Y7 v e LCLA1000mg% 1 H 3R
#53 %.

(HEBENILR 2 DBEFEHNF
HE. BAZIE N Y7 m e LCLE500mg% 1H 1aRE
G5 %o 2. HIVIEESSED £ (CD4Y > /83 #100/mm’ LA
) zianNg v rmenk LClE500mgz 1 H2BHE %53 %0

_1_

LR

(BRfEfase)

BARERRIRES

87625

ARRES

22500AMX01547000

AR 7% Bd A

20134121

L R EAOkgM EO/NRIZIE AN e e LTLE
500mg# 1 H 2l O#: 59 % o
GEMEHRBIEICS (I DEMAIVNR D 1)) X BRRE (B H7E
) DFEREDHI)
L R EAOkgM EO/NRIZIE AN s mE e LTLE
500mg % 1 H 21n 3% i Al R ARG AT7 H A & 0 FiA7 #2351 £
REOHST %0

(FIRER)

. REAOkgL E o /RNEIZIEoNT e e LTl
1000mg % 1 H 3MH#E 453 % o

€/ ¢=))

L R EAOkgM EO/NRIZIE AN e e LTLE
1000mg% 1 H 3l #5559 %
CHEBRN IV Z OFEFENH])
L R EOkgM EO/NRIZIE AN s mE e LTLE
500mg % LH 1M LG5 20 72 5. HIVIEEHE O B4 (CD4
1 ¥ SERER100/mmEh ) 121387 ¥ 7 1 ¥ )L & L C1HI500mg

Z1H2EHE 5§ %o

7. RENUREICEET 2ER

(GHREFE)

7.1 KFOFGAx. FHANEIT ERREPFETE L0 T,
RN G2 AT A2 LT Ly,
7.2 BEERHETIMABEIIBILILTFZ 02 )T SR
WIS U2 AR o SRR SR OBLIETEOL B TH
bo T, MEENEZTTWDLEFEIINLTE, EHEOH
PR, MREUIERIERICE L, 2V T7F=20 20T I VA
10mL/min ki d HZ X V) & 5123 (250me % 245 [ 48 %)
TLIEEEETDLI L, 700 MEEN HIIGENRIIHS

T5ZE. b, HEEZET L0

1= =2)

AN

BB BAF OB

FIR & O G-t i 0 B2 I3 HESZ L T 7206 8.2, 9.2.14
9.8, 13.1. 16.6.1, 16.6.2Z:H]

s L7 F=r%1) 75 A (mL/min)

=50

30~49

10~29

<10

& A S
R 3BT % B
FEAIL A
AV A JEGeE
(HALEE) O
FERESD

500mg%
125 45

500mg%
121 [ 45

500mg %
241K [H] 45

500mg#%
2415 [ 45

LiRIN/E S
VS5

1000mg %
I [t 4

1000mg %
1205 [ 45

1000mg %
2415 [ 4

500mg %
245

PEBEAIL R A
DHFEH]

500mg % 24 I
ki

7 B, HIVE
Y g O HBoE
(CD4v ¥ %
ER $0100/mm®
PLBE) Iz
500mg % 12
4

500mg % 24 I
i

7 B, HIVE
Y\ O BE
(CD4v ¥ /%
K $2100/mm?®
PLbk) i,
500mg % 12
k3

250mg % 24 I
ki

7 B, HIVE
P E O B H
(CD4Yy ¥ /%
R $0100/mm?
PLB) i3,
500mg % 24
i 4

250mg % 24 I
ki

7 B, HIVE
P diE O B
(CD4y ¥ %
ER $100/mm®
BLB) i,
500mg % 24 I
4

(BRffase)

7.3 AR ESHEBH L, EEQIR LR SN, 5\
BALS 2581213, OB HRALZ Lo 72720, W%
BNV AR B S D60 S 5720, FAIZ10H M £
TRHMTRRE S %,



(FIRES)

7.4 HZE LT, BEHBIESH ARG 2BIET 5 2 L2
F LV

7.5 RFEZTHHEMBHL, WEOHRLAEA SNV, HDH VI
AL 2HEICIE, MOBEEICYNEZ LI L,

1€/ ¢=))

7.6 H&E LT, B HBB2HDINICERG 2 MG T 5 2 & N2
F LV

7.7 BAIZBWTIEAERK Z5~THH. /NEIZBWTIEARA %25H
MAEHL, dEORLBASN W, HEVITELT L6
IZid, MOEBIC BRI LZ L,

CHEBRANILAR Z OEFRANHD)

7.8 EIEFEBEZIZB VT, HEEANVRAOFIEIHN AR H) %
AL TWABICHEZENTED S N84 1213, 111500mgl H 11
P 5 (MEZR AV R A OFSSIHN A3 5 B K O &) 2> 5 14
500mg1 H 210 #% 5- (HALEE O ER I 2 Hd R CHE) 12%
W42 b, HEHITLEIDE U1E500mgl H 1 a5 (HEEE
VAR AQFSEIEN T 2 R OHE) Of M EET 5 2
Lo Fo, BREEIHICH L TARAZHZS LTIl 2hb 5
TR 20 R34 &5 2BFIT LT, SERIZECT
1181250mg] H 2J8 313118 1000mgl H 1Al #5122 FE$ 5 2 & %
EBTHIEL[17.1.8, 17.1.92H]

7.9 BH % 1455 GO LEEIZOWTHETT 5 2
EOMEIRE NS [17.1.8, 17.1.9%8 0]

8. EELELANER

(Ghgeth@E)

8.1 HARNRESIRN I IH LRk SN O HE TS LY
A AFFGEO 7 70 COVIREIX, TV 7 a LA
BHEEL Y BN Ens, BWEAORBICEET L2 L,

8.2 W ELENH 5 bN LT EDHAHDT, HEJHOERLLE,
el % tF ) B OBIEICHEE T 2 BICIEE T 5 L) BEIC T
ICHBIT 2 2k, B, ERRERESEE T, IFICERREEE
FEDVHOLDONRTVOT, BHEOKEBIZL > TIEF S &40
IVEETHI (7.2, 9.2.152 K]

1€/ ¢ =)

8.3 HE Lot LEREA IR L TR 752 L, KFOfE
JHRRERIE A 72 v

9. IEDEREHITDHEEICAHTHIER

9.1 GHIE - BIEEEDH S EE

9.1.1 REREDKRTUES
HKIEDERIC BT, B, BORENRERL E Rk
REOM T L2 BFH IS T 2B R O MIIMT L T
Vo RFN O REERD 22\

9.1.2 BIKERZBC ULPTVEEZ SN EE(BEEDSH D
BEVNFBEEDMET LTV EE. BRE. KEEES)
W) 2 KRG 24T 2 £6[9.2.1, 9.851H]

9.2 BiEEEESEE

9.2.1 BEEDHDIEE. BREENMETLTLIEE
BOMEEE OGS HE L. BEOREZBEZ L 205 EE
15352 &0 RAOHERBW THL 7 7 0L OBEE
EOIL 723561003 R RE IR R B R BE bR E S BT 5
fERRPED . WY 2 A G T D IR 0o 7272 iR
BoIREEE 7 o 1B REERF BT R e IR 2 B %
REBE 5B L 7 ER S STw 5,[7.2, 8.2, 9.1.2,
11.1.3, 11.1.4, 13.1. 16.6.1=M]

9.3 FFiEEEEEEE

9.3.1 FEEDHDEE
WEEDH 5 BE 2% & LR REITER L Ty,

9.5 it®
TR IR L T B REE O B 5 i, A L of &k
et E LR LW SN 5EIC0REG T2 8,
WEHERB O T v 7 icBnT, BiER(S v M) OFE
10H HiZ. BEWICEEEDDH S bitb KE(200me/kg/day

VLE) % B TG L 72 FEBRCld. BRI ICHEER B OV 0 Hi 2532
DN EHRES N TNDY,

9.6 1Z3.I%
HE ORI AR BEOG RMEET R L. 2O
EHIEEBENT A 2 L, ARG %, WER#EMo 7 70E
WA MFLITHRANBATT 5 2 DR ST\ 5,[16.3. 2501 ]

9.7 INR

9.7.1 BWEE(S Y M) TNI 7 VEROKGLEEED
WA TH AT 7O VOBRERIZ. BAEWIZHRT
WEBWTRECZ EPFHLE SN TV D,

9.7.2 (I AAREIR, FrEWRUIFLRZ R & LR a5
LTV,

9.8 %
WHMB RS2 RE L. BEORBLHEL 2 0EE
535628, RENL, HERBHOT > 7o)V EBS
o, £ELTHEEASHRES NS A5, Wil TIEE IR
TLTWLZENRL DI T ¥ 7 U EIVIEEE DS TRt
L. R IR R B A RE B = S 5 B3 2 fe s v it
B ER G DTN o720 B EHK G- DIRREE 75 725
BB 2BV T, IR B AR RE B E A S BL L 72 iE B ARk
HENTW5.[7.2, 9.1.2, 11.1.3, 11.1.4, 13.1, 16.6.2%0H]

10. 1HE{ER
WA HY o 7> 7 0vrid, OATL, MATELK O
MATE2-KOHEETH %,[16.7. 1]

10.2 HEZFEWHRAICERTSI L)

A5 W FRAEIR - 1518 7 W - Rt

TORA Y F R
5312 b 2OATLR UF

TORAY K| RFOEERE DO T Vo
o OV OFEE DS S A,

T 7 a Lo miEh
R AR T T AR (AUC) A%
48%BENIN S B & DHEH B
22, FRICERRBEI T o1
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VAFT Y

RKE OEERH O T >
71 )V O HEME A ] S
. 77 HaELOAUCH
27%HIN$ % & DHED D
5%, KRBT o1
HEtED D % B (R E <
WCIHEECERS T A2 L,

VAT D VAIIRME
¥ » 50AT1. MATE1 X
UMATE2-K#% [HE¥ % 72
B, HERHYO T > 70
EOL O EHEMAH S D
LEZHLND,
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g E7 TN

KA OFHERHB IO T~
saE NV EDPHIZLD.,
Tyr7UuE VKRNI aT o
=Vl E7 = FIVRH
W OHEME S ENH] S A, WA
DAUCHEINNT 5 & Dt
W DHY, KRB EEAT
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ENFEEICHG T L,

w7 v 7 aoe)
Liavs -V E
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WTHATAEEZOND,

FAT4Y

KRR OEARH O T > 7
oevEDBRHICE D T
T 74 Y OREREIRDDH
SbhisdZ ENdHiHY,

BT I Td 5 A5, AH)
OO T o e
WISsTH 740 O
HES L2074 740 >~
DI EEN LA T 52 &
WEZOND,

1. ElfEA

ROFWEH D & 5N D ZENHBHDT, BEEZT7IAT,
FENPEO DN 3T 2 ks b 7% Sl 2 LE 2 47

)Tk,
1.1
1
BHEEAH)

EAFENERA
111 7FT7453Fy—v3vd. PFIT4S5SFI—(3id

THE745F%y—=Yavr, T7FH74 5% — (R, i

EWRES) BHODNDL I END D



11.1.2 JALMERFEA (0.73%) . BEFERIERAE (0.24%) « MUIVIRIEA
(0.36%) . IBEMIMEAREERE(DIC) GHEAY]), MIVR
RAMESRBHR HEEAN)

11.1.3 2MEBE(0.12%) . RIAEISMERN HER)
[9.2.1, 9.8, 13.1z=M]

11.7.4 FEH#REEIR (1.09%)

EkEE (SR, TAR. B R, #ElL BEE CAPrA
M, R, RESDH bbb 2 Db b, —KIRENGE
JERIEARF OF G- H 112 X ) [EIfE T 2.[9.2.1, 9.8, 13.1&5H]
*x11.1.5 PEMERIIEIERIARIE(Toxic Epidermal Necrolysis :
TEN). REiSIREREIREE (Stevens-JohnsonfElREE). =it
NREERBERBEAE. SB35 HEAD)

11.1.6 FERRIMGE. SRIFR (V57 S SHEEANH)

11.1.7 FAE MR CHEARE)

11.1.8 BFR. FFEEEEIEE. &|E (W3 HEAY)

11.1.9 SPEEER HEERH)

11.2 ZOftDEI{ER

0.5%VL 0.5% A HEANH
SEAE 5. BB, TR,

5
Fes
o
Fit

JFF M I FERERR A O b 57
LR (B, TR, EERASER| MR

16. ZE4)ENEE

16.1 MAERE

16.1.1 BEEgS
6B DREEE A2 /YT ¥ 7 1 EV500mg X 131000mg % HA#E C#55- L 72
WA, TOWMARHWTH L7 > 7 0 VI EISFHIC B W THES »
AR S, MR T S 7 a0 LV OEY RS A — Y I TRoL B
D Tdhol2,

Nsvraen | OGO 7 ¥ 7 0 )L OEYFE T A — 5
Fe5 Bil% Cmax Tmax AUCo-e tiz
(ug/mL) (hr) (ug-hr/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
P E + R

16.1.2 RIEHZRS
INT Y71 ¥ OV500me % 1 H 218 (1285 [ 43) X 121000mg 7% 1 H 31al (8K 1]
)6 H MR35 L7256, BRoikS-ciiEh 7> 7 a v )vijg
FEIEHIRREIEL, b T 7BEOFEIEEN210.22~0.29ug/mL
Je00.94~1.18ug/mL T 0 BREMEIF RO BN o 729,
16.1.3 EMFHIRIEMER
NG Y70 EVES0mel T A JE N b Ly 7 A$E500% R R A
PBFICFNZNIFEONT 7 0 ¥ )L & L C500mg) 22 7 3 [ 4% 4%
(oAt —nN=) L, RN 7 aCVigEERIE L. 5
SN HEYEEE/ ST X — & (AUC. Cumax) (22 THEFHENT % 4T - 7246
B WHIO LY SR S 28
B AN GG R OSEYEEE ST A — ¥
Crnax Tmax Tz AUCo-6nr
(ng/mL) (hr) (hr) (ng-hr/mL)

Ftipiie R | B HFE W =X 1
I - s | PR EE KPR
13. BEKRS
13.1 fERK

SVEERE, RARGER BEEL. KI5, R BRI

E)HIHE SN TV D[7.2, 9.2.1, 9.8, 11.1.3, 11.1.45E]
13.2 LB

MGENICE D, 72270 ENRMR L) RET LI EHNTE

5,016.6.12H]

14. BRAEDER

14.1 BRIZMAHFOER
PTPAEE DA IIPTPY — b2 LW L TIRAHT A L9 12
ET 5L, PTPY — b ORASKIZ X 1 . B SRR A E R,
JEATA L. B3 ILE B 2 L TRt & 0 B 2 A 0HE
EHRTHIEND D,

14.2 FRIZSIHFOER

14.2.1 RANIFHEOHFAZF 720, I—T 4 Y 7% LT
BOT, 3R ORTIER A EEL T &,

14.2.2 FH %2 fRAI S VIBAITIEZHOKTLEET D, IS4
5Tk,

15. ZDDEE

15.1 ERERERICED L ER
WM BT, RElOEHHE8g/H) % Hv., EEOREASSE
AR (RIS HEAT MEHT VIS G B ) 12 B 1T 2 CMVIEGIE T 12
W AERREBEAEREIN T VD, ZOREZBWT, KHI2S
EHEICh 0BG SB35 T BAE, BvhMiEBEnEE
MK NG A (& EW2PE5) OB RO LN Twb, &
72v SIS DOFERIIARFIOPEG % Z1F T WIa LR,
BIHESEZ AT AEEICBV LRI OLN TN S,

15.2 FEBRARERERICE D < 158K

15.2.1 AmesitBR M OV T v b B HEHIHL Gy (R 227 U0 C U e
THo7zn5, ¥ AR TR, SHERORS.
500mg/kg, 7 ¥ 7 T LD b ILHE R0 26~51654H 24)
2BV C/MEMBURE O EIE I 72072,

15.2.2 ¥ 7 R 7 5 —<Hlg & Wi # a2 R Bl
1. RBHEIEIL R OFFETE T T1000ug/mLEL_E D EE 12 5T
VBN (R oo = —HEOR) 2R L7z,

8T v 7 BE LG 84.9+204 | 1105 | 0.6+0.1 | 135.4+29.0

500mg[ 47 1 ]
IV Ly 7 Z8E500 | 83.1+26.8 1.3%£0.8 0.5+0.1 134.8+22.6
(Mean=S. D.)
100 |
m T —— NF 7 uENEE500mg [T A |
4 . smo-ss NV b Ly 7 A§E500
i 80
e Mean=S. D. (n=20)
5 _
v 60
7
o
v
v 401
ikt A
" 20 [
(ng/mL) B

1054 1 133167 2 3 4 6
0.5 0.7
¥ 5 O RER (hr)

MAE A E 20 & ONIZAUC, ConZED8T X — & 1%, WERE OEIN, &K
ORI - BRSO RIS L > TR2 D WREMDL D 5,

16.2 MRUY

16.2.1 BEDHE
BHIZL) 727 0 E)V ORI R RLER L 2 R L 72
W, AUCICHEE 2O o720 Y (HEANT— %),

16.2.2 N4 ATRASEUFT «
BRI/ T ¥ 7 1 E)V1000me % H %S L 2407 v 70
YOV D EY SRR ERIZ54.2% Tdh - 722 BHEAF— %),

16.3 £

16.3.1 MRFLHEEE
In vitroTONT ¥ 7 A VR OTT ¥ 7 a v GRS o & H
AR, TNENL3.5~17.9/ 1022~33%Tdh - 7217,

16.3.2 ZitHiBE
bt MINT P78 LS00megi %S4, 7 ¥ 7 0 EVoFLitHCmax
E. BHEIME 1 Cmax 0. 5~2 3f5 (hdefii 1 1.4) 2 /"L, 77 1E
NV OFLHHAUCIE, FHEIME FAUCHL . 4~2 6% (i Jefii : 2.2) %R
L7z E AT — %) . [9.65HE]

16.4 X34
v MFIZBWT, NT 22 T EVONIIK S RIS - 7212,
16.5 HEit

GBI D HE L N2/ T 2 7 1 E)L1000mg % HL RS 135 L 7234, &
HHEIRER IR T TH O . U DR ORI REE, 7Ty oE
WRDG-HANVEFYANF I AF VT Ty (BEHMOT > 70 ELoft
W) 3 NE A G D0.4%. 43.1% K% U5 . 0%k S 4727,

16.6 HEDERZERTIDEE

16.6.1 BiEEEEEE
ENEG (2 LT F =707 9 AE F50.93mL/min) 128 T ¥ 7
0 ¥)V1000me % HiEEE IS L 7255 A OSEWEIRE /N T A — Z 1T LT O



EBNTHo7/W, Tz AREOFEMICE Y RO 7 v 7 a vl
F70% b Sz [7.2, 9.2.1. 13.2501]
BRI RGO 7 2 7 0 )V OBy EHE ST X — 4

[idiea %L Cmax Tmax™ tiz AUCo-
(ug/mL) (hr) (hr) (ug-hr/mL)
2.00
PR g2 i S F
THRER R | 18 | 10.60+4.22 (1.00-4.00) | 22-2%5.0 | 249.43%105.09

PG+ BEAERE . HED) rhyefE ()

16.6.2 mﬁ“%‘
EE CPYR2ER, 2L T F=r 2 ) 7T Y A E FIE57mL/min) 128
77N EFOHESG L6, BERANCmER 7 708
)V OCmax Mz WAUCIE Z 12 15~20% K 1°30~50%H4 1 L 720 & @
ZALIE T E COMEIPE D BRI T IC X 2 L E 2 oW (JLEA
T—%).[7.2. 9.8&H]

16.6.3 /R
NS B (1~95%) 123 ¥ 7 1 ¥ )L25mg/kg (FER#I50mg/kg) *
%1 H 35 H M AR OS LA o SRFoliEr 7 7o e
WV DIPBIREIS S A — F X TRRDEBY) Tho7z. 550 B4
Tvru L“M;;J; ’Ii@&“’% X DEREMEIEFED SNk o 12,
) AIG IS BT BAA QKB EL, B, KEOkgb LO/NIZENT Yo

L L'CIIEIIOOOmg’S:lUBIEI&LH""?T‘Z?)éo
WA GO 7 > 7 1 CL OSEEHE ST A —

<f§§i> a—%ﬁ BlEL Cmax Tmax* AUCo- tie
(ug/mL) (hr) (ug-hr/mL) (hr)
1.03
25 1~9 | 11% 6.21+2.46 (1.00-4.08) 16.90£6.99 | 1.34£0.29

T = IRl

TEL) ke (/M-SR )

1£2) AUCo- & Ut12l2 2Tk, 961

16.7 EYHEEER

16.7.1 /n vitro
N7 u U LVOEEREM TH LT 7 Vi, OATL, OAT2,
MATEL} OMATE2-KOHE TH - 7219719, [10. 2]

16.7.2 IRULBIZIC ST BEEIEA (N situ)
F v MBI Y2 a EL0.01lmM % & &G 2 R L2, NS
T a N ONGEBREIEZRTF T v AR—-% —(PEPT) 10 #
BELTHMONDE-F 28 ARTAEWE(TEFV ) v, TrEDY
Y.k T7 7 RaXx N, k77 5V KASmM) OEEEOIGET T

BT LZZEDS, NF Y70 VoRIGEFEIZIZPEPTIAE

HLTWwWh I EDRENZD,

17. ERFRRIE

17.1 BAHERURLMEICET 5558

(BfGfEE)

17.1.1 EINEE O E:5R
WAHAIEZ BB EZRNRE LT 7 a0 UVEED &R ERER(GI56
Mk, 152(0) OFEHIFZLL T O L B Y TH 52,
N7 a ¥ L oA (1E500mg 1H20E5H B 5 1290.0% (36/40
) TH ol
NGBV E QMDD 2 BIER (BRI R 2 &)
OFEBRWIEILTOEBY) TH S,

ﬁ;ggﬁg L A (1)
e yr [ALTER®. B0R@. ’A @), ks i)
(@), WIS (2). REM(2)

17.1.2 NS MAEHER
WAHMAEE EE 2/ RE LT 7O VEDT V7 0 ¥V R
CEE BRI (FI50fER%. 30061, 7 ¥ 2 0 YLk GEE - 1EI200mg
1THSGEI5HHFS) OEFRIIUTO LB Y TH L2,
NT Y a Lo MEAES00me 1H2EH45-) 1395.9% (141/147641)
ThHo72,
INTG 2B NVIET V7 0 ek ORI 7- BIVE (B Ri
TR % &) OFBIRRIILTOLBY) TH L,

SRV SEBUE I P—

ERIRIES (#)
NG YT VEREEE| 149 33(55) Efé)f\ %2@ (uf)r (ﬁij\}ﬁ}?ﬂj%f(;)iﬁ FLR]

B ek 2 R (49, RREIH]E).
Ty mE LG | 148 | 3960) | THIB). IBAB). MY Y A LR
(3). BN (3)
GEMEFHRIATSAEIC 51T D EBHNIL N R D A )L R BRSVE (BHaE) DFAE
il
17.1.3 EASE MAEER
U QOGN DR 2 b o O E R BV AVAS A= AW A OF o)
R B MR R LLAGERE . 4060) O#5 R (BRAR) ZU T LB TH
%59 (FE T OBEALA O W) o
BN T ¥ 7 1 EOL & 1RI500mg 1H 20l /NI IX1125me/kg 1
F 210 (L1l 35 5 1 4 (2500meg) ™ F 1L :?%D]HET%MEWEI Al & 0 hadT ik

35H F TORMH BG4 5 2 L2k ). &5 WIH b o HAEE O %5

EZ RO Lo 70 RRBRIZBWT, BEHEAbN &P 5720

) AR B 350 2 AF O KGRI, 0%, RE40kgbl Eo/hEiz
(311500mg# 1 H2BHE 15 5-Td 5o

(HIRRER)
17.1.4 EIASE DHEE5R

BB B A2 B DN O R A IREZE B 2R LizNg v r0
YLt & 7k e Bk (56t 18361) O FIZU T oL B) TH
524)‘ Z5)O

INT 7TV OAFRFE(1111000mg 1 H 30817 H % 5-) 1389.1% (49/55
Bl Th o720

NT T ra el QBN DN IR (R ERY &)
DOFEBIRWEIUTOLEBY TH 5,

LEVN | sempxn A
Tappidle) S Fe A (1)
ALT E#-(9). AST ES(7). M (5). BUNLF (4),
172 54 FIMERHE 2 (g (3). AHCRIR2) . HifE(2), HER
WA (2), BaL 27— )ViEd(2)

17.1.5 ERSEMEHER

Bz BB LN O AT MBS BEE MR L Loy ru
WEED T > 7 1 )bt T E S MR (FI58HERE. 20261, 7~
O YOV S-BE  1800mg 1HSMAT7H %5 ORI U T LB T
%526)

NS0V OAME(1EI1000mg 1H3E4%5:) 1287.3% (89/10211)
THh-o72,

NG YU ENRIET V7 1 )& oS D 72 BIVEH (B R
HEEREFEZ2EL) ORBIRRIIUTOEBY TH 5,

TR SEBLIE B S
S BIE () A (1)

ALTE#(5), BUNLEA(3), i~ 1/7
F=r BB, 1%*%) 6 (2)
BUE[H](2). @), wHE2). ASTJ:
7(2), é|¢w <>

NT Ly a US| 102 26(39)

APIKLE Q). BRIKQ2) . R ik
TYr7uULESE | 98| 22(32) |(2). ALTESH(2). REH(2). Il
%(2), BUNESH (1)

17.1.6 BHERARHER

IEfE AL EEMILESERIZ B VT, 50 L O SRR RE ASIE B 72 ik
NHFIRIEIE BB 2 M %12, /NF ¥ 7 3 ¥)r1000mg 1H3E7H #H% 5
(384%1) X114 H B %5 (38161) . 7 - 1 ¥ )L800mg 1H5E7H f%
55-(3761) L 7z3FE M CHRIEZ 1A D IR O R & ik L 720 2
DA, N V7 a EVTH MG R 14 H BG83 7 7 a el
P& 532 IL<PHN (i IR 95 2 44895 . Post Herpetic Neuralgia) % &
iR (kD FEREIE R F C O & A B2 4EHE L 72 (p=0.001 % O°
p=0.03. CoxJLBINYF—FETI), F/z. EHHELE O Pk
)1y T v 7 u EVTH %G8 T38H . /YT ¥ 7 1 B V14 H &5
HEC44BH. 7Y 7 uEVTHRE G CTOIHE Ch o7z, BB, NT T
O EOVTH G L 4HBHSHORICIE, ARELEV ROLNE
o7z,

(k=
17.1.7 ENEEREER

NT Ty u ) oIER RIEE AR (FH05ERE. 4361) O RIZLLT o
EBYTH DY B (FERA OB o

NG EHEIZNT V7 a BV F1E25me/kg 1H3E™, 5H %59
HZ R, RS ORZEEIE, SEEREMEZ RO R, &
G20 BRI E B 2R EZR L2, 2B, RBRoflE: 7
7\ eV E1E20me/kg 1H4AR, 5H %5 L 7238812 B 2 B it o
BB OHERS & %H:iil,f_’ R TDE a‘o NTdhb,
i,%)i;igz@&ﬂili‘ 3, RTAOkglh ko /NI IX 1A 1000mg % 1 H 3IEE 1%

(i)

"o — —— NT 27 O E Lk (n=41)

T —®—7370bELikBkn=51)
120 =

100 r -
80
60
40

20 A

BH®HEKH)



NT 7 a eV

5% H % 0 1 2 3 4 5 6
[EES 41 41 41 41 41 41 40
il 307 | 54.6 | 57.0 | 49.4 | 40.9 | 35.1 26.4
7 ¥ 7 a ViR
P54 HE 0 1 2 3 4 5 6
ES 51 22 28 38 27 25 19
P 455 | 38.1 | 48.1 | 51.5 | 36.7 | 25.3 | 18.2
NG el OEESEEDNEER (BRI ERE 25T
DOFEBRIUILLT DL BN TH 5,
LAVERENT | FEBUEGEL P
MR | () e
43 2(3) ALTHGN (1) . ASTHHN(D) . AL (1)
(HEBIANILRZ DB FINHID

17.1.8 ;BSAERAREAER

7.8, 7.9z/H]
PNV AR A DRFIEE,
L7258 A7 TG TFoLEBY) TH- 72,

BN SR IR R B K O HIVIC B IE Y L R AR KB I2H 5 AN B E

AL LR e oM RIIUTOLBY) TH Y

.[5.2,

TR REEIZT ¥ 70 UV ERE L g

5 A
KPR [N
(95% 15 HEIX )
INT T uaE)
EaEIeE 500mg o
iﬂg ——— TR 40% 7106
W | |OBRERD (266%1) (63~78)
- BYEE | T REGE |
(134451) ’
NS rae)
S00mg 82%
HIV T4 LA IH(ZBI?;;;* ¥ 279
3;* BEHET %?’\’M;# T oL (-6~50)
b BRLLEE 1H400mg 78%
1 H 24 5B ?
(349%)

1) 77 ARG L O

1#2) 7 ¥ 7 1 ¥ )V1al400mg 1 H 2 #: 58 & o ik
B, AEH6MA DL RNV RADTTSE & ) K3 R IR B I L
T, NF Y70 E)l1000mg 1HI1EFS® (26961) kN5 v 7o
250mg 1 H 2[4 5-(27461) L 7854 @, 528 M 5-F O K FF 551

TN A48%.

1) POV X 2 O TSI
[R5 Tdh o

INT T EOBEEDEE D N EIER (R

DFEBURIIIDTOLB) TH 5,

50%TdH Y. 7T REEE L 2HEY X 71.£&T*
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BU B ARA O KA

79% (73~84) ThoTz,

. EE . 1E500mgx 1H1

PR

HERE T &)

s

B

; o A
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NT L aE)l 33
500mg 266 (178)
e T
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W E :
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L F 2 B
T Tt It IR ELT0), TH60),
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17.1.9 SESERREER
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WGE L7277 R EERILEABEOM BRI TOLEB) TH
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ESEES S L
(95% 15 1 1X 1)
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i e O s (288%1) (79~89)
“ EYRE [ TIERRGH [
(94451) on
INT T rHE )
ERIAR P L 500mg
UV enpm |ma~n~a| 1pzmsse | 9% 8097
my | BT |OEETEY (194551) (70~87)
- BT EE 7T ARG 379
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EIWNIZ B CENE S - FF B A BGET A I B W AR IRIEE &
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17.3 Z0fth
WM B TER Sz, PRIV A O B FE5S E KA E LT OB,
NBIEIEHBEZ RN RE L2 7T LR B4 B E st
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18. EFNEE

18.1 {EFRER
NG Z7OENIET Y 7B ELVDL-NY VI ATV TH Y, &IOS
By FICHFDEEBGREICE Y TV 7 a U VAR ENTHY A VA
ERZFBT 5. 770 lid, BNV RAT A )V AH DLW ITK
g WIS T ANV A IER L MBI AL L, A VAT I Y
VX F-LIZLY) =) VB SN th, MRS - BIck ) VR
ftxh, 7270V =1) VER(ACV-TP) & 7% 5, ACV-TPIXIEH 3
BTHHAGTPEHEA LTI A NVADNAKRY AT —FIZE D 7 A LR
DNA®DIEKMIZHE Y AT D &, 7 A )V ADNASHOME % 121 & &,
w4wzmmm@%%m£¢éww
T ruaUN) YBILOKE B TH D — ) CEALIZIRGIE N A7
f?éﬁ%wxﬁ%\//¢+ BlZXk B720, 7 A AIEREGeAIR
W AREEIIERWb DL EZ NS,

18.2 MO ILAER

18.2.1 BAHINILRRA A VALK T D1ER
NT 7 EVOERNHM TH L7 > 7 uEivid, By
A AR ] 028 Din vitrolZ BT 5 HE5il % ¥f) L, ICsold Z L2 1
0.01~1.25ug/mLK&% 080.01~3.20ug/mLCTd - 7249 4,

18.2.2 K¥E - FIREE VA IV AICHT B1ER
INT 7 aCVOTEERE TH LT 7 a i, Kis - HIRIESE
7 AWV ADin vitrolZ BT %G % #H L. 1Cs0020.17~7.76ug/mLT
B o 723110 - F e L IKIE Y AV A B RO L 2o
T 27 1 EIL200K% 0400mg/kg/ H % 1 H 3[ENZ 4380 L 510 H R %
L Zah, BEOEEFEEI S, Mk 4 v 2 A5 L7217,

19m AR (CRY DIBEARIAR

CNT vy u VYR (Valaciclovir Hydrochloride)

! 2-[(2-Amino-1, 6-dihydro-6-oxo-9/-purin-9-yl)methoxylethyl
L-valinate monohydrochloride

C13H20N6O1 - HCI

360.80

=22

FFR
PFE:



0 NH: CH;

N
HN
s S 0 cu; - HC
1N SN N ot 0
¢
MR AE~EEEHEORREOR K TH Do KITEITR T, =y
7 =)V (99.5) 128 THEIFIZ < Vo 0.05mol/ LIRS T 5o

22. @&
PTP : 428% (658 X 7)

23. EZEk
1) Stahlmann, R. et al. : Infection, 1987 ; 15 : 261-262
2) De Bony, F. et al. © Antimicrob. Agents Chemother., 2002 ; 46 :
458-463
3) Bullingham, R. E. S. et al. : Clin. Pharmacokinet., 1998 : 34 : 429-
455
4) Maeda, Y. et al. : Biol. Pharm. Bull., 1996 ; 19 : 1591-1595
5) HUMi—Ath  ERAREESE, 1998 5 14 © 2683-2700
6) PrNGElR © B L HTEE 2013 50(9) ¢ 777-784
7) Obenshain, M. K. et al. : Pharm. Res., 1994 : 11 (Suppl.10) : S435
8) HHOFEONV ML v 7 AGE 1 20004E7 H3H KGR, &R
~.3.1.3)
9) Soul-Lawton, J. et al. : Antimicrob. Agents Chemother., 1995 ; 39 :
2759-2764
10) Perry, C. M. et al. : Drugs, 1996 ; 52 : 754-772
11) Sheffield, J. S. et al. : Am. J. Obstet. Gynecol., 2002 : 186 : 100-102
12) Burnette, T. C. et al. : J. Biol. Chem., 1995 : 270 : 15827-15831
13) Hara, K. et al. : Drug Metab. Pharmacokinet., 2008 ; 23 : 306-312
14) Wang, L. H. et al. : Antimicrob. Agents Chemother., 1996 ; 40 : 80~
85
15) REFE A - BRREESE, 2007 23 © 183-200
16) Cheng, Y. et al. : Drug Metab. Dispos., 2012 : 40 : 617-624
17) Takeda, M. et al. : J. Pharmacol. Exp. Ther., 2002 ; 300 : 918-924
18) Nies, A. T. et al. : Expert Opin. Drug Metab. Toxicol., 2012 ; 8 :
1565-1577
19) Tanihara, Y. et al. : Biochem. Pharmacol., 2007 ; 74 : 359-371
20) Sinko, P. J. et al. : Biopharm. Drug Dispos., 1998 ; 19 : 209-217
21) FrkdE AL ERREESE, 2002 ;18 : 1131-1154
22) JIEIEAD © BRPREESE, 2002 5 18 © 1155-1175
23) FEILAIBAAD @ BRIREESE, 2014 5 30 : 583-591
24) FRTIE AL © BRREESE, 1998 ;14 © 2833-2866
25) EINEE TTARFAER NV M Ly 7 A% - 200047 H3H KGR, HIFER
BEZE b . 1.4)
26) FFE D ¢ ERREESE, 1998 5 14 © 2867-2902
27) Beutner, K. R. et al. : Antimicrob. Agents Chemother., 1995 ; 39 :
1546-1553
28) EWNERRAER 0NV b Ly 7 2R - 2007464 H 18 H KRR, HIGETE R
W#2.7.3.3)
29) Reitano, M. et al. : J. Infect. Dis., 1998 ; 178 : 603-610
30) Conant, M. A. et al. : Int. J. STD. AIDS, 2002 ; 13 : 12-21
31) HEYMERFERDO NV b Ly 7 A8E 0 20064E9 H 13 H AR, it
#)
32) Patel, R. et al. : Genitourin. Med., 1997 : 73 : 105-109
33) DeJesus, E. et al. : J. Infect. Dis., 2003 : 188 : 1009-1016
34) Warren, T. et al. : Clinical Infectious Diseases, 2004 ; 39 : S258-266
35) WEAVERIRAERQ NV b Ly 7 A$E 2006459 H 13 H KRR, AR
#)
36) ATJIFIEAD @ BEIREESE, 2008 : 24(4) : 321-335
37) Corey, L. et al. : N. Engl. J. Med., 2004 ; 350 : 11-20
38) Biron, K. K. et al. : Antimicrob. Agents Chemother., 1980 : 18 :

443-447

39) Furman, P. A. et al. : Antimicrob. Agents Chemother., 1981 ; 20 :
518-524

40) St. Clair, M. H. et al. : Antimicrob. Agents Chemother., 1980 ; 18 :
741-745

41) Furman, P. A. et al. : J. Virol,, 1979 ; 32 : 72-77

42) Miller, W. H. et al. : J. Biol. Chem., 1980 : 255 : 7204-7207

43) Al-Hasani, A. M. et al. : J. Antimicrob. Chemother., 1986 ; 18
(Suppl.B) : 113-119

44) McLaren, C. et al. : Am. J. Med., 1982 ; 73(1A) : 376-379

45) Machida, H. : Antimicrob. Agents Chemother., 1986 : 29 : 524-526

46) WS A - /NEFRHERIR, 1983 5 36 1 2785-2790

47) K - RIS T A OV 2T 2 0NV b Ly 7 2§ - 20004E7
H3HAGE, PEEEEETE A 1.1.2)

*24. XEFERFERUBEUVEDERE
P RSERA S B > 5 —
T532-0003 KM X EH5 T H2-30
TEL : 0120-381-999 FAX : 06-7708-8966

26. BUSHRSEREE
26.1 SHSHARZETT

RAFRERIST

ABRTEIIRERSTH2-30

DA2 A260108



