NIPPON ZOKI

M PC20195F 4 BWET (BB 3hR (EAHARRER ICHE S HKED)

320184 5 AKET (F2kR Bk - MR, Mk - AEOBEMICHEES KETE) Hihé:?giﬁﬁs
LT SR HE
- " 250mgfE 500mgfE
EE—EAE O ZEC -
LY S L ASRE2 | 23000AM00196000 | 23000 AMX00197000
ERAMUNER 20184 6 B
BR>S R 201849 A
ANVNRZDA VA x| FhEEIEN 2018% 5 A

e/ 720EIVERE250mg " BAbES
b/’ 70EIVE 500mg "B Ak

Bp R =i TR EoTER OB
XORERIR - 3 4F. SMEIZFIR,

Famciclovir Tab. 250mg “Nippon-zoki”/500mg “Nippon-zoki”

(% B] (ROBECHBELAENTE) (500mee)
FHIOHS VK LIBRAE OREEIE D b 5 % RS
~ W~ ~ -~ iﬂ;ﬁ;ﬁ
g | 27 AYIRENGR | TPLYUOENE | g RAICET LAY VAELE LTI E2S0mgE
250mg "BANESR) | 500mg THARES 1 B 3EEOBRET 3,
BA 88| 7742270V | 778 7HE ) HIRIES
18 | & L Co50me& A | & LC500me & A EBH. BAKIR 7 742 70ELE LT 1 E500mg%
SR, 2 TAH N AT —RAF b 1 B 3ERM®ST 5.
TA, B ROFITUUEINRINT = AL |
) IE7/ M 2 ”ﬁﬂ.‘wk’f AW, ATT) VYT A A% - REICEET 2EALDEE
78 AT VO00, AT TN §%&%%$®%%$%Tdhﬁﬁh%%ffﬁiﬁ‘
g 2RO FHEfEFEo DT EHEE L BRIEICE LA OR SR |
JANVAIT— G | TANAT - R UBRGMEO BRI TREOL B) Th o, ([T
#19.1mm #116.4mm G L T&E~0xS] RO [#EEG ] OmEBHE)
i) |
= (4 = BREECSUAFHORBOER
| LTIz §
#97.8mm | OUTICR | BMESORE HRESORE|
, | ' (250 x ( 500 | (/)
N !
E 3 - 1 [A1500mg %
| =60
#95.2mm #16.2mm 1 [A1250mg % 1 H 3
3 1 H 3 [ 1 [11500mg %
fuE fE _ g
- —) 1059 LH 2 m
Rz =4% B8 #320mg B8 #640mg § 20— 39 1 [FI250mg% | 1 [EI500mg%
. | 1H 20 1H 1M
mAa— K 7133 7134
‘ <20 1 [F1250mg % 1 [F1250mg %
| 1H 1 1H 1M
x [%h8E - 3hR] ) SMELAIS BV B R b L IZRE L7z
(250mg8i)

Ao B, U([EIJLJ‘FFHIJ (B iﬁb&b‘o




(A LEDXE]
1EERE (ROBEICIIEEICHRETEI L)

(EHEREEEOH LB (B2 77 v ADKTIC
PR BB 2 BENDH LD T,
BESHEZH T TCRET A2 EEERET LI &,
(TR - HEIcEd 2 EoEE) RO THE
wG OS]

QEkE TERE~05) OHESBHR)

X2 BELEXRNEE

(DARFIOF 51 FERAINE T ERREABIFET
X5H0T, BENRGEARBT AL, b, H
L LT mIRIEEORRICB W IR BN HRE
5 HUMICHG- 2 MG T 2 2 EE T LV,

CIAFNL, FEHIE L CHMAEZ OBHFEIZBWTIES
HIE, F72, WIREZ OEBRICB W CIZ 7 HRH#
M35l AEORLERLNZ VA, HH W
FEALT 2561201, HR 2 ICMOREICE) b
ABHTE,

(BARANE, FRIERBREOKT GEMBMMBM, i
B, HIVEESIZ L 5) 210 BEICHT 52 6%)
I OV PRI HESL L TV 7,

WEBEEERHSDONLI EDNHHDT, HEHE
DEFRE, % O M OBRIEICHEF S B BRI
EET S L) BEICTHIEHAT L2 &0

3. HEEH
HEREE (BHRICEETS L)

EH2E | WRER-EESE | BF - BRET
TORKK | KA OB | AH 0 H Y

Thir~Rrr7u
i raNt Y
FEPER LY
A HEE AT X
n, "ryruov
VO IMILAE i B 2
P O UL K K OV
458 v g JE R AT T
N+ 58%
n2db 5,

Thir~Nrru
PibigE e LT
Jii, > FR AN 43 s 2
LRSS Z
b, TaNR
D2 N )
VA REIT¥: | ii/N
£ R AW =T
NI 5o

4. BIER

ARF A B A A S O BIE I S8 BUBE 25 HAE & 72
B IR G L T e,
MEk&ﬂﬁm(ufgﬁ&fﬁﬁ$%>
DFEFERER © $50L. KB, Rk, R
FAR WIEZR EDHSbNL Z EDH5HDT,
Kﬁw\iﬁﬁ%m%ﬂt%ﬁmgz
G- & kg2 % S@EY) RLEERITH 2 L, #
FLIEEICEBwETHODNL I EPHEINRT

[EE o

Wk,

FUhA

DEELRBEE 3R T Al i (Toxic
Epidermal Necrolysis : TEN) . 1z Ji&§ il 5 i i i
(Stevens-JohnsonJE B ) . £ L ALBES: 0 1% 7

RIE RGNS 5bNEZ ENHDLDT, B
FAIAT L, BERS SN EAICIE. &Y
AT 5 % EEY R EERIT) 2,

JNEMEBEE  SMUEEENHLDLNLI EVD
DT, FHERBMRAEZIT) & EBIE ToI1AT
W, BEPEO N A GRS 2 IEL,
WY R LE AT Z L,

4) U BAERAE ¢ M. 0. cK (CPK) I
AP RCRBF I Aoy ER B ST
LR RRIED D bbb Z &3 5D T,
B2 15147V, BREFRDOONLEICE
G AERIEL, MY RNELIT) 2 L,

5avi. PF747F%—Tavr, 7F
TATFV=NHObLNLIENDHLEDT, H
T tIATV, RS, MR WP R #E
LEDRFEDFRD LN HE G 2R IE L,
WY R EZITH 2 Lo

QEXGEMER (8%

HET, LTOEWEH MG SN TnE, BEE

T, BEED b NA IR, 5%

HIET 2 % E#Y) 2 EE21T) 2 Lo

D RMERE S, SFERERAE. MIM/MRED . BiEH
MERLEELERS (DIC). Ml/VRiE 2 M4EBR

R MEBER  BAREE (B, 2. TA
AGENE. B,

3) FRIR AN, SEIRIR

4) EE MR R

5)FF%. FFi%RelEE. HE

6) BMERE R

(3)Z D DEMEA

KD E D BIERD D S5bNDLZ ENHLDOT, B

WO S NGAICIE, BE IS E Pk

%7 EWEYRIMEZIT) T &,

BEEARH
U, IR, o F . SEER RN,
kb
PRI B BUNBEN. bR A IR
PRICEE i L7 = o, RHE
HeL SRFPEMmER, R AR IER
FUMEREE . ek A, ARk
A, NEFuErmd,. v b
Vo MA, FEREREEIN. IR
s MO AME. kA Ik
ERHEIN. HERBGIN, U »oSERHEM. )
YORERA . AN~ b7 )y N

R R

B R

ALT (GPT) #§fll. AST (GOT) .
LDHEN, FRfrya vy ) — 4 .,
y— GTPYS i, ALPYEIN, #iE

I B EENBRE, IR, e,
M, VSRR B2, BEfE, fE,
[ N X B

JHILs




HEAA
BRIES |55, WS, T R
OB | PImERBEE A s

BiRas | SILE, B

CK (CPK) ¥fn. M1 w7 &80,
BBk, S, AR, . GE
ZOM | EE. E. R 5T,
CK (CPK) &4, LIREMHTHFE. Ko
R

E) O L) BREERDH L bNIGEICIE, BT EH
19 % 7% WY R ILEEFT ) 2 Lo

5. 5EANDERS

ARENTF L L TER, PR SN S 25, BkiE Tl

BHEREDME T LT A 2 0% L, B E s

HET2BENNH L5720, BEORELZHEL %

MHHEEIIHRET LI L,

6.1, ER. BILBSEAORS

(DG SRR L C W B iRt & % i N2 53
BYEE B OB EREE RR S
HEW SN LGRS T 52 &, URRT O
Pe G2 B E A R aVEIEE L T n,)

(7 0 L Cld, ARGz sy S &
2L, (BWER (7 ) IZBWwTHtHIC
BATT A2 L@ sn b, )

7. NREADERE

AR E I, Frald. FUR. DRSO3/NRIS T

DRI LTy (B4R, HrdE R,

FLIEL SR L Tl RRE A 2 <L /RNEISR L

TIIEHREERD D ) .

8. BEHRE

T Ay VOEERGICET S ERIEA R

Vo BERG LA, EHE, SHERE RO

BB 2 Lo BT OIS Ualt) 2

W2 ATD o B REREERE BT, Ak

BEENREIN TV D, 2B, HERHYTH 5

Rryyrzue)l (ERTIERHTRRryyr7oe

WELTHET D) ZENMTRTH Y. 4EHMoOIL

WOEATIC &0 I3 AR EE XA 75 % AT % 6

9. BALEDEE

FANZ TR : PTPELE O HEFNIPTPY — F 2 HHLD

WMLUCTIRHATA &9 ET2 2L, (PTPY — D4

ﬁu;b\@wﬁﬁgﬁﬁﬁﬁﬁ«ﬂxt\ﬁmu

LA L CHERRR 5 0 BEE 2 G OHE 2 PR3

5T ENESN TN D,)

BRAEF - AFNEFEEOFEARZF 2D, a—F 1 >

TaRLTWDHOT, §EREZORTI LR RS

52k,

10. Z D DEE
(1)Z v P ROA XIZENEN108-., 6 » HR#ED

W5 L7z2k%. 7 v b Tidb00mg/keg/ H DL Lo
5G4 X Ti3150mgkg/ H UL Eo ¥ 5T, KT
BREOIT., BHEOFEERD - RO b,
720 B MIBWTHbAL, 1H250mg 1 H 2
] 1838 ] AR F% 5- 3B T lE. BT IR 2 2L
RO BT W\,

(2)7 v PR O< 7 A 2EMBIOHRG L 72 E.
600mg/kg/ H ¥ 5- Tl 7 v MZFLBRIRASA O B
TOMAIA S 72,

By 7L, v A oSEREEMEE H
W72 BT 1000ug/mLEL T YR 55 OB
EAEEICEMESE, v M) yERkEHWEEBRT
(X, 250ug/mLDL b C Ytk SR OB 2 BN S &
7oo 7o X AOQMERERTIX, BRIFHE TR
3500mg/kgbh & EIRNTES- L7z & &2, K%
B 5L GMEARMERD B 2 8N & w72,

[(EmEDfE
EYFHIEFEFER

(1)7 7270 ILEE250mg "HAN#ZE

77 570 IVEE250mg" H A 5 ) & FE L] %
JURAF ==Lk EnENL1EE (7707
OV & L C250mg) % M HE R B M LA £ [l
LR~y 7a b VigEELlEL, Boh
T2 HERE /NS X — % — (AUC, Cmax) ([Z2WT
90 % 18 T X [ i |2 CTHRERTHRAT %2 4T o 724 . log
(0.80) ~log (1.25) DFLFAHN T V) . WiH] O LY # 1)

RSP DSHERR S 7z, (@)
AUCt | Cmax | Tmax | Ti2*
ug-hr/mL | ug/mL hr hr

7L 70O JvEE| 4531 2.189 0.85 212
250mg "HAEERS, | +£0.850 | £0.608 | =0.39 | £0.30
EAERIK| 4.468 2.213 0.90 2.26
&, 250mg +0.888 | £0.685| +0.71 | £0.50
n =23, Pl FERE % n=22

3 -
——: T LIYOEIVEE250mg TBAESS
™ o EERA (%A, 250mg)
%E n =23, FIME + k(R
N ol
>
2
7
a0
e N
Jbo1p T
iz ST
% [
ug/mL
0 I 4 b b b |
0 1 2 3 4 5 6

BFE hr

A EE G OV ICAUC, CmaxSE /85 A — 1%, W
OFEP, REOTRIEEL - B FE OB L - TH%e
HUHEED D 5o



(2)7 7 L7 BEILEES00mg THARNEER
77 AT 7 uEVEES00mg TH AR &, TEED
B 7z B BT EH O L F i R AR T A B F
A 2 \TEROE BRI & AW g R A HERE
EN-EEENOT 7 LY 7 HE)VEE250mg THAR
e LA MEEASEI SR &OHE S, EEEICTE
FL I NI (@)

€3 P35

77 AT 7B, IRAGRER R & G
REt <y 7B IS, Ry 7Ol
137 A )V ADNAGILDER TH 5, HSVE 7213VZV
ERASAIBIZ B NWT, XU 7 VIEET IS4V AD
FIVUFRF—BIZLD) VE LEND, Ry T
V=) YERIE Y A VADNAKR Y X T — X OFA I
EHL LTH, Ry r7ubl=1 VERIZ. AL
ADNARY AT =X OMEFH D, 77 )L=1)
YEEORIVI00E 55 DS, F OGN OREEIX T >
s7OUEN=) YEEEDIZAPICEL, T80 KRR
Fifid %0 Ry 70 En=0) YEEOMBBN R
BEL, 7T~208HTHhL 0T, EHE O AL A
BB ENL, Ry 70V, 3-8 R
FIEAEDL o TVDOT, k172 DNASHOMEEIE
TR \VAHS, DNAOMEIL % #If]3 %, (@)

(B3R CBEd 2L R ]
—fg&: TN
Famciclovir

1tZ4%  [2- (acetyloxymethyl) -4- (2-aminopurine-9-yl)

-butyl] acetate
DF3X - CuH19N504
SFE - 321.33
BER
N X
aP
o ¢
)k N N/)\NHZ
H,C (0]
OYCHS
(0]
B & 102~105T
MR 7AYo Vs~ ORKEMED

WMETHL, TEINZ MY, A ¥ — ),
I =) (95) NIINN-VAF LT T
I FIZET R <L KIZRREITIZ v,

[BIBD EDEE

T IO —BE%, BRI TRET LI L, KA
IRICEDVEBRT LI END D, BEL7bDIXHH
LanwZ &,

REMFER

77 L7 OEIVEE250mg THAREZS

40C . HHRREETS % O NNHEFER 6 & H OfE 5, #@H O
T iE T ICBWTIEMELETH L Z LA S
720 (®)

XX T 7 LY OEIVES00mg THARESR

25T . IR {RIE60% O FI trAr s BR300 H DA, i
T O T2 B\ T 3 EMEETH D Z & DR
shie, (®)

(a2

7 7 LY 7O ILEE250mg THARNEES
PTP : 428 (688 X7)

7 7 LAY 7O ILEES00mg THARNEES
PTP : 428 (688 X7)

EX:3'4Y

O7 770 vEE250mg " HANZ ) & U500mg " H
Klgiar) OEWENFEERBCT 288 HNER

@7y Fxrv - Fo~ 38E BN p.1589, EIINEH
Ji5,2007

@77 5 ¥ 70 )VEE250mg T HANESR, K U500mg " H
KRy OEEMEICET 2GR - HAER

[3TEREE K %]

FELRE LRI E T2 W E SRR H I TR
THR 1S,

H A Z3EE <370 oMaRED

T541-0046 KB PEFRT 2 TH 14 2%
7)) —=%4%) 0120-630-093

TEL (06) 6233-6085 FAX (06) 6233-6087
SR 9 1 00~17:00 4 - H - #LHZERL
AR— L= http://www.nippon-zoki.co.jp/

5 » BEARIEIFELIERINESFE

AKRFHRXFEHEEH2TE1HE 25

wewnz: NI REEBRS A

ABRFFRETILZE] 10885 TTIIRERLE VSRS



