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4 - NT 7o e iERE
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I. BiEICEY 5RE

1.

2.
(1
(2
(3
(4

FARDEiR
AN, T 7 m ENERRIE AT & T DI A VAMETFRIER TH D

[RZ 7 v egE 500mg (EE] | 1E, =/ Ay K =—HF A XS HEN%RBERML E LT
BAFE AR L, B R OGBRGIEZRRE, ZEMERER, AW RS % L, 2013
8 A 15 HIZARZEA, 20134 12 A 13 BICHCGEEBMA Lz,  CGERRE 0331015 =
CERK 1748 A 31 H) ICHEDEKFEHFE

[()NF L7 v e/VEE 500mg [EE] | 1%, 2015455 A 27 BIC & mEMnBEIc T 5 H
fliA LR A L A JEGE (BAEE) OFREMTH] OzhEe - 2R, HE - HE&ROVIEIC
X9 Mk - HENBENE T,

201944 A1 HIZZ LAy B ==V A St b LAy RIS IcHAEE SN,
HIE TR SRR T D2 & EleoTz,

HADEREN - WEEHFYE

) AANL, Ty m EEREE ARG LT DT A NV AMETEREAITH 5,

) BERIMELS, s () , &8, BE5EAHIL,

) PTP v — NIy Far ba— &7, 18I L IZIRTEA Z WEIZFR R LT,

) ERZEWER WEARH) LTt 74 7%v—vavy, 774 7%0— (A
i B TEAESS) , LM ERN D, MERERERIE, M/, BRI M PN EREEERE (DIC) ,
MR PESR B, SRR RS, RAE R IER 2%, RreeReiR, Rtk s st
fi#fie (Toxic Epidermal Necrolysis : TEN) , FZEHEEIRIERE (Stevens - Johnson JiE
ERE) , PEURMI, MEREDR, REVERZE, FFR, IFRERERETE, HE, SRR S S
W5,



I. AFRICEY 51EE
1. R4
(1) 4
RT3 U1 EVEE 500mg [EE)
(2) #4
Valaciclovir
(3) AFFDHEE
—fRA LD
2. —&#4
(1) 14 (4K
NT v m e VERRE (JAN)
(2) 4 (4%
Valaciclovir Hydrochloride (JAN)
(3) RTL
B nEERER R A LV AEK - —ciclovir
3. EEXANIELRER
O NH, CcH,
j\l\\ | N\> 0 CH, HCI
S
4. 3FRRUSFE
72 C1sH20N604 + HCI
5y : 360.80
5. {24 (ams4k)
2-[(2-Amino-1,6-dihydro-6-oxo-9 H-purin-9-yl)methoxylethyl L-valinate
monohydrochloride (IUPAC)
6. ER4A, M4, BS, E58S
= : VACV
7. CAS &S
124832-26-4 (valaciclovir)
124832-27-5 (valaciclovir Hydrochloride)



. %5 I<EY 5EE
1. MELENEE
(1) 58 - K
NT 7w VBRI A~ A ADORMMEDHm R TH 5,
ARIFERZTERRO HILD,
(2) BfEH%
AEFKICIRT T, =& 7 —/b (99.5) 12D TIEFIZ Wy,
A fhiE 0.05mol/L Mk 21w T %,
(3) JkiEtE
MEERR L
(4) @R (BR) , BR RER
BRI L
(5) BAIEEMREER
M ERR L
(6) HEFRY
MEERR L
(7) TO/MOELREME
BEXE [a] D @ —7.1~—11.1° (1g, 7K, 20mL, 100mm)
2. BRHAOEEFHTICEITEREN.
M ERR L
3. AN OERRRE
(1) SR AT RO L I E L
AR DRI D EWIN AT MV ERIEL, RED AT FLERFEDSH AN
7 NVIEINT V7 v EVRRRIEREES D AR Y ML E T D L&, BHED AR hL
AR — RO & Z AIAROTREDWIN 2780 5,
(2) AW A T R VRIE
WAL T U O ABEFNEIC LV RBR ATV, RED AT ML ERBOSBRARY F LI
7 U a BVREIBIEAEER DAY MVE RS D & &, lE O AR MVIXFE RO
& ZAIZRBRDORE ORI Z 7B D 5,
(3) EMERIE
A D KR IIEAC O EMES S 7 BT 5,
(4) TR A T R VRIE L
NR—2 MEIZ XD EEBRZITV), RO ART ML ERFOBRIANT MVELIKRT S & X,
W DAY MVITE D & 2 AIZRBEOTERE OWINZ R 5,
4. FRRSDEEE
Wik~ 777 40—
FRHER © SRR EEET
BEhME @ K, BEERER, A ¥ — VIR



V. ®&IIZE89 %IEH

1. FiW
(1) FRORR, SHEERUHER
N 55 %k e
AR HIFE HHE(mg) HEREMmm) &ES(mm) Bl = —
. . 8~ 1 0D . o
;ggm/ﬂgé”‘% SN 7 4 L2 Qﬂ[ﬂ@ Q@@ L)) E— ASds
8 a7 4 VTR 697 187X T4 $96.3
(2) XM
( TIV - 4. BF|OKFESLM TR EME] OIRSR)
(8) #EAIO—F

( TIV - 1.(D) Ao XHI, FME L O] OEES)

(4) pH, BEE, WE HLE REOSRUREZ pH 8%
BB L
2. WHOMER

(1) RS CEERS) DEE
1827 > 7 v EVIEREIE 556.21mg (N7 7 oLl LT 500mg) &4A
(2) Fmh
v oiary, yaARE Ry, Eatro—Xx,
L, e Auo—A, KRRy, w713 —/L 6000

W F %2, ATT Y Vg~ T R0

(3) ZDih
BAE &N
3. BEH, AOSEEICHTHIE
% L
4. RENDEEEHTICEITIRELE"Y
(1) IEHER
ONZ 7 v eLEE 500mg [EE) et [ alddEiE « PTP ald]
HEHEHE = PRI AR
<Hikg > &5 BH AR EE 154 37 A 6 » H
PR HorF 1
<BAf~MEAAOEIRAD k2 ke TRy Biey 5
T4 ba—T 4 VTEE> e 3
ERR R ER e 1
(RO TR B E 1, ok} 2 A A e e
MEgru~ 57 4—) e S
o T ek 1
fHERER (HPLC) . .
<D-R"F 7 uEn 3.0%F > f;gij“rg EE EE EE EE
. WFE 1
R (ERmARB) (%) LN o A N A A
150N T riz | s it i i
L (%) FOBF 1 88.9~99.5 90.2~102.3 87.0~99.7 81.3~100.5
<45””’,\ 800/‘1)L> v ) 81.9~99.9 90.6~100.5 95.4~99.7 87.9~100.7
” ° k3 80.9~97.5 87.4~101.6 89.7~99.9 95.9~100.1
SB (%) ¥ ESZE 99.9~100.2 98.8~100.8 99.4~101.3 99.4~ 99.8
<9§' 6%10"5 0%> Ak} 2 99.9~100.2 99.6~101.5 99.0~101.2 99.0~100.7
: e Akt 3 99.1~100.3 97.7~ 99.8 98.2~100.8 | 100.0~100.3

% RRRISHT 2 AHE (%)




(2) RBEOREMHR

AEHOERICEHT IR
AGERHITAZR A Z T TR WEICET RN E £ 5,
AELEENTEY, HLETHLEMIN TV IR FIETHONIBREZFEL L THRLT
W5, EFREEENEREREZRHTT 5 EToOSEFRTHY, IRERTHOTIEARN,

FRER T EEEDSHENT L TV W

O/NF 7 v eEE 500mg [EE] MEa%E 40°C - 75%RH [77 /1 2 481 AUBH AR ]
E s (AR
< ke > BR B 1 3R 2 JAR 3 JA 4 A
T P ?ﬁa@wﬂﬁﬁ.Wﬁaewﬂﬁﬁ.wﬁeaw%ﬁﬁ.Wﬁa@wﬂﬁ§
s - o |V La—TFT | YT N L—FT | YT NLIA—TFT | YT 4 LI—T
<Eﬁij%%ﬁ@@”@?§) I R ™ PRy PRy PRy
TANLI=T A TG (k) (k) Gk ) (k)
e o o o W W
<4;/ﬁ;$‘%0(;f&£> 98.2 99.0 95.6 97.0 96.6
P — ) %9
050~ 1/0"35 0% 99.4 100.0 99.4 98.1 98.1

¥1:D-N"F7aENL30%UT X2 : HREIIXHTIHIEHEEER (%)

K7 BledHv

ONRT Ly mELEE 500mg [EE) #8428  25°C - 60%RH [ 7 /1 3 £ AFUBEHCIREE
HERTE H PRAFH R
< JHHE > BHAGIE 1 JAfE 2 3F [H] 3 JH [H] 4 38 H]
ER7N HEOERRAY 7 | AAOEHAD 7 | AEOERAD 7 | AAOFERAY 7 | AGOERRA D 7
<E@Nwﬁl§|@@§%ﬁ]\@ AV A —T 4| A IV T —T 4 | AV T—T 4| AV T—T 4| AV LT —T 4
T AN BT —T 4 TS 74 7t g 7t 7
e Bh wh e e Bh
wHE (%)
<45 5, BOUBLES 98.2 91.7 96.3 97.1 95.8
a8 (%) *2
<95.0~105.0%> 99.4 100.5 99.5 99.4 99.9

¥1:D-N"F7aENL30%UT X2 : HREIIXHTIHEEER (%)

ONRT 7 ENEES00mg [EE|]  MEaAE B [ v —LICANZEL LIIRRE
ABRIE H IR g
<> BHAGEE 120 5 Lix-hr
PESR o BEAEOHHAY
< EH A~ OB D L RTERAY JALAA—T 4 VTR
T AN —T 4 T EE> g CHHEEN)
i e R o A A
e WA WA
BEHME (%)
<4575y, 80%LLL> 98.2 96.6
4B (o RS
S 6 ™ 99.4 99.2

<95.0~105.0% >

¥1:D-N"T77mENZO0%RLUT X2: RTAERICHTIEAR (%)

KF: BEH Y




5. RRERVBBEORENE
ML
6. fhFl&LDEEELL (MELFENELL)
PAROrAN
7. BHH
(1) BHH%
<N\Z 71 eLVEE 500mg [EE) >
NT 7 m e VEE 500mg [EE) 1%, BAIEFRHEERLERITED bNTNT 7 v L
FRHESE DIRHMRICHEA L TV D Z E DR SN TV D,
GRERIR IS AR ER S 178 900mL 2 FVy, /S RAEIC LY, 50rpm CTHERZ1TH)

VA B
ol MR Vit
500mg 30 4y 75%L) E

(2) BHHER

< RT3/ evEE 500mg [EE] >
BRIEI DLW LR ENRBR T A R T A DU IEIC>WT (CERE 18411 H 24 H
FERFAIE 1124004 )

RER S
LiE - AARERS  wWHRBE S RWE
[mldisd M OViRBRTE : 50rpm (pH1.2, pH5.0, pH6.8, 7K) , 100rpm (pH6.8)

CHIE]

- pH1.2 (50rpm) TiZ, FEERGEIOFEEEEHFEDN 60% K N 85%TIL D 2 Kl W T, K
i D SERE s HH =R TATE HE LA O SR R £ 15% D#HIC b > T

- pH5.0 (50rpm) TiZ, HEERGIOEEEE D 40% K N 85%TIT D 2 Kl W T, K
i OD - PEJ HH =R AT MR 0D P43 HH 2R = 15% D FPHIZ 8 o 72,

- pH6.8 (50rpm) T, FEHERIF O FLEES DS 40% MK O 85% (D 2 R\ T, A
i OD - 2EJ 0 HH =RV AT R 0D 24135 HH 2R = 15% D FPHIZ 8 o 72,

- K (50rpm) TlE, FEAERLKIONEERHED 40% K O 85% UL D 2 FERIZIBWNT, Adh
DR HE 2R VAT HE R D S5 HH 3R = 15% DO FPHIZ & o Tz,

- pH6.8 (100rpm) TiX, AEAERFIOFELEHERD 40% KL T 85% T D 2 FFAIZHWT,
AR il O P51 HH SR VAR YR O SR 2R+ 15% ORI 8 - 72,

LIk, ARSh O¥s HZE8) 2 AR HERGS & Hei L72RER, 2T oORMBRIRICI W T MERERKL DAY
FHIRIFEMERER T A R T A > ) OFERELEICES LT,



(& i ithAR)

8. &MFHHEE
EEE R L

9. RAIMOEYRS ODREBHARE
RO TR B v

AR ORI 2 MBI L, AT 5, A Y VISR E A e o, I
WA PAERET 2 L&, JR 251~255nm ([ZRINORERZ 7R L, R 277~287nm

RN DJE % 7~ d,
10. HEPDOERHS DEE;
Wik~ 777 40—
Rethis © RN LG
BEhte . U g, A X —/ViRIKR

e (EERE : 50rpm. BB pH1.2) B (R - 50rpm, 5K © pHE.0)
100 100
80 80
;ﬁ o
£ 60 & 60
* %
E‘é 40 6}8 40
20 20
0 L 1 | 0' 1 I |
0 15 30 45 0 30 60 90
FEFRE (499) BRI (43)
—— S50 )LEE0melEE] —O— RERE| —e— \S70OEILEES00ME[EE] —O— 1ZHERIA|
FAHHEE) (EERE - 50rpm. ZEE - pHB.8) BEEE (E¥EE - 50rpm. RER © K)
100 | 100
80t 80
o "
& 60 i 60
% 40 5 40
20t 20
0 L 1 L ) 0- 1 1 ]
0 30 60 90 120 0 30 60 90
R (5) BER (93)
—e— J\TUI0OEVE0MeEE | —O— 1ERRHE| —— /S0 LEES00me [EE] —O— 1ZHERIAI
s (@R 100rpm. R  pHE.8)
100 | -
80 |
pyx)
£ e0f
E
% 40f
20 f
0 1 1 1 ]
0 30 60 90 120
BFE(4)
| o IS YA LEROmE FE | —O— (s




11.

12.

13.

14.

palli]

Y LW

BATHTREMEDH LK

MEERR L
ABSDELRSR - MBS RHLERRICEAT SRR
PAROrA

Z 01t

7L



V. AKRICEET 5I1EH
1. BHREXIIZHER

YR
5 AR 351 2 B~ L~ A A LAY (BATRIE) O FIEp
RIN[ IR
K
PEREA~ L 2 O FFE]
<%hek - HRICAAET ZEALOEE>
PEBR LA A D FFIMHNR T 2 AR ORI LY, &y 7 A= =~ ORG24

Hl4oZ ERBOENTND, L, KRG HbE Y7 A= T —~DEG Y X
IRe D5, Ay R—LOHERHEE I,

2. BERUHEE

39N
ZhEE « 2h B Ak - A&
SR URTaReS WE, RAIIFE AT 7L LT 1H500mg 2 1 H 2 EREAO#KSE59 5,

i i R R A L FS

WE, RAZII AT 7l LC1E 500me 2 1 H 2 [B]3E g fa

VD HAA~ LAy | REREAT 7 HRTE Y iE1TH 85 HE TR T 5,

A IV ARRYIE  (HG

H135) DFIEM

W2 WE, RAIZIE AT Z7rEeLd LT 1A 1000mg 2 1 H 3 [AfRO#% 59
2.

K WE, RAIZIEZ AT Z7rEeLd LT 1A 1000mg 2 1 H 3 [BfR0#% 59
%

PRIV ZADOFFE | @, RAIZ A?v7n5wkbflﬁ5mmg%1a1E%D&5Té
e 728, HIVEYMEDEE (CD4 YV > 738k% 100/mm3 L F) (23T 7 nm
e/ L LT 11H500mg & 1 H 2[EEO#ELGT 5,

NG
BhAE « 2 ik - A&
B2 W, KE 40kg LA EO/NRIZIZANT 7 ELE LT 11E 500mg %2 1 H 2

RS OBES-T 5,

T I AR A A L s
(BRAE: ROV Ea Sy
AV AJEYLE (B
Ji9E) DIEIEINH]

W, KE 40kg LA EO/NRIZIFANT 7 e E LT 11E500mg 2 1 H 2
Ekmhﬁ@%ﬁmﬁ7am;@miﬁs5Hif%u&%fé

Wk WE, RE 40kg DL EO/NIZIZANT 7 mELE LT 118 1000mg % 1 H
3mEAKEEGS 5,

K WE, RE 40kg DL EO/NIZIZ AT 7 mEeLE LT 118 1000mg % 1 H
3mEAEEGS 5,

PEER LA O | @, RE 40kg DL EO/NRIZIZANT 7L E LT 1[H 500mg % 1 H 1

i EfE T 5, ek, HIV JEYIE D B (CD4 U > 73ERk%% 100/mms3 LA 1)

WZIEANT v 7 LTC1E500mg % 1 H 2EEAOEST 5,




<H&% - AEICEZET SERLOEFE>

(1) BEEFBEICBWNT, a2 DO FRMHNIAK ZHH LT D BRI %6

MR HITZHAICIE, 10 500mgl B 1 [E#%E (Mg~ L~ O F3IHI %)
THME - HE) 76 1181 500mgl H 2 [BI# 5 (FAEEZ OIEHR Ik 2 Ak -
) ICERT S Z &, BRI LEICS L 1E 500mgl B 1AL (PERE~L
NZOFREMIMENS T D HE - HE) ORMEZBET L2 L, £72, BRI
LU TCAKIZZG L TWDIZH b b THEENCHR 2 & KT X 5 2B okt
LT, JERIZE T 1A 250mgl B 2 [A1 0% 1 [A] 1000mgl H 1 [Al#5 (228 5
THZEEEZBRTH L,

REEDH HEE UTBHEEDIET LTV A A, Sila T, W2 ogl
ERRS LT WO T, EERREIERT 2 EEET L&, o, KA
DOFEEELORERBOBZITEOLEBY THhD, £, MEENZ2%F TV
LEFICH L CUL, BEOBME, HREXIBRERERIIGE, 2vT7F=020
7 7 A 10mL/min A0 HZ LY S 5ICEE (250mg & 24 FEfifE  2%) §5
ZEEBETAHZE, £, MREN BIZITENRICERG T2, vk, BE
EEATH/NREBEICB T OARKO®R G &, BERRHEO B 23 LT

W, [ MESEEL ), THEERERAWNEE, EhE~o®b ) kO HEERE )
DIAZH]
JVLT7F=27 VT T A (mL/min)
=50 30~49 10~29 <10
B2/ 3 i s A0 e
BHEIC B B Hfli~ 1| 500mg % 12 FF | 500mg % 12 F | 500mg % 24 Ff | 500mg % 24 I
RRA T A )V AFEYYE (B | M7 ik ik ] fe
WEIE) OISTEMH
HoRIEE  KE 1000mg % 8 | 1000mg % 12|1000mg % 24 |500mg % 24
ik BF ] 4 R 1] ik
PEIFAILAZ O FEFEA| 500mg % 24 B | 500mg % 24 Bf | 250mg % 24 FF | 250mg % 24 Hf
il [ifi [ifi [ifi [ifi
7ok, HIVIEEGE | 7035, HIVEGE | 7038, HIVIEYE | 7238, HIVIEY:
JEDO B (CD4 | FEDOHEFE (CD4 | FEDO BFE (CD4 | JED B (CD4
U v NERE|U N ER Y v N ER U v N ER K
100/mm3LL F) [ 100/mm3LL F) | 100/mm3LL F) | 100/mm3LL 1)
(2%, 500mg#% | 121, 500mg# | (2%, 500mg#% | 121, 500mg %
12 [ 48 120 [ 48 4R ] 245 i 3

HEEDHDLEBETHL AT 7o /Tl T 7 a EVZERIND, 7B, FEE
DB B EFE TORERMSE FRBRIIE STV 5,

10




3. EREKRTE

(1) BRT—2N\wF5—9
MERR L

(2) ERERZHE
M EE R L

(3) ERERFEIRAER
MR L

(4) BREMRER
M EE e L

(5) MREERIEAER

1) B|IEALLEITRERGHER
M EE R L

2) HEHRER
M EE e L

3) REMRR
M EE R L

4) BE - WERFER
M EE R L

(6) AEMEER

1) SARERE - RECRAERE FHRE) - ERFGREKRER (TIRERERKER)
M EE e L

2) RBEULLTEEFTEOHNERIEEM L -HBEOBE
PAROrAN

11



VI. EFEE(CEHI HHE

1. EEPHICEEEDHSHILEMXITLEME
Ty rsuav)lN, ZJy A/ ub)l, BXTEVE

2. EBEER

(1) {eFR%ERL - fEFRFF
NT vy a EUREBEITHASV AT A VA TH Y, BlEE, wikEs, KEREICH
T D, REDIEERHY THAHT V7 0 g, ~N_LAT AL JLARFEFSF I P %)
—PIZ Lo TY UL EIEMAL T S 7 m e =Y UEgE ), ZHADNAKRY 25—
ZIRET S IR, UALAD DNAIZEVIAENTY A /L AD DNA $HERZHET 5,
IEFE BT Y VB SNV D T, UA L AICKTT B8R E 2 R~ TEE DN
Do

(2) ENEEMITHEBRAAE
M ERR L

(3) {ERRBRRE - FinbkE
M ERR L

12



VI. EWMERBICEEY $1HE
1. MAPREDHER - JIEE
(1) AaREFHLGOHRE
M EE R L
(2) BRELPRERERERRE
( TEGARHBR CHERB SN DESM)
(3) BERERTERESh-OSRE"Y
<RZF 7 v evEE 500mg [EE] >
BREI DLW LR ENRBR T A R T A D —EUIEIC>WT (CERE 18411 H 24 H
IERFAIE 1124004 )

NZ o7 v eV 500mg [EE] EAEWERIAIZ, 7o X4 —_"—kic 2 18 (N
7 7mENLE LT 500mg) A BHEICHEE FREROKE L CiEfo 77 e
EVBEZRIEL, SN YEE T A —% (AUC, Cmax) (22T 90%(EFEIX [#ik
\Z THERHBIT 21T - 7256 5, 10g(0.80)~10g(1.25) DHIPAN TH v, Wi#H D LM H R L3

R I N7,
(ng/mL)
150
1L
o120 - —I— N5 T2 ENEESN0mg [EE]
'41__ O HHHE R
A -
3 90 Mean+SD. (n=24)
7
60
V
i
E 30
0 L e ST .
0 1 2 3~ 5 6
: S ] (hr)
1 SR SR OELMIE h YR EHEE
[BEW)HFEFRA) N T A — 4 ]
HIE/RT A—H BENT A —H
AUCt Cmax Tmax t1/2
(ng*hr/mL) (ng/mL) (hr) (hr)
NT 7 v e ILVEE
500mg [EE| 146.41+£27.42 99.72+34.14 0.9+0.6 0.6+£0.2
HEE HE A
(571, 500mg) 149.19+26.99 103.75+34.73 1.3+0.6 0.6+0.2

(1825, MeantS.D., n=24)

MR ONT AUC, Cmax S00/37 A —4 1%, HBE ORIR, (iR SRR - Fik %
DIRBREIENT L » THRARDAREMENR D 5,

13




(4) s
M ERR L
(5) BE - fHHAEDEE
( IVIL-7. MHEAEH] OHEZH)
(6) BEH (REaL—P3y) @BHICKVHIBAL-EMERSEEEER
M EE R L
2. EMEERI/NTA—5
(1) BiTHE
M ERR L
(2) BRIGEEEH
M EE R L
(3) "AFATFRLFEYT«
M ERR L
(4) HREETEH
M ERR L
(8) YV7353 R
M EE R L
(6) HMEHE
M ERR L
(7) MFEQHEE
M ERR L
3. R
M EE R L
4. S
(1) mi&-KEIFE@EE
M ERR L
(2) mi&k-RadkRErE&EE
( TVIl - 10. #Fhm, PEM, RILWE~OEEG | OHESM)
(3) it~
( IVIl - 10. %Ffm, PEM, RILHE~OEG | OHESM)
(4) EBEA~NORITHE
M ERR L
(5) ZDOBEBE~DBITHE
M EE R L

14



5.
(1) KEBMELR T BHRER
ZMEE R L
(2) RBICEAET 5BEFR (CYP450 %) DL FiE
M EE R L
(3) PEEANRODERRVTDES
M ERR L
(4) REPOFEDOEERUVLE
M ERR L
(5) FEHERBMOEERI /A —4
M EE R L
6. Heftt
(1) BEltERa R ViR
M ERR L
(2) HEitrE
M EE R L
(3) HEithEE
M EE R L
7. FSYVRR—2—ICET H1ER
M ERR L
8. BNMFICLIREER
( TVl - 13. WEHKE] OHESH)

15



VI. &% (FHALOXES) ICEHI 5IEH
1. BEERBELTOER
TR L
2. BRARLEFOER (RAEEEST)

(2= (ROBHICFBELEWNIE) ]
AKFNDORAYH HWET > 7 v st LIBBUE OB RO & 5 BE

3. MEREIHRICEET SERLOIEL ZOER
( TV, WBIRICHET2HE ) 22H1)

4. RERUVRAEICEEYT AERALOIE L EDEH
( TV. IBRICBET 2HA ] 22H)

5. HERSARLETDER

[(EERE (ROBEICFEEICEHETSHL) ]

(1) BEEOH L EH HEMRIEREN D DTV, (KHE - HEICEE T 5661
FOEE> RO THERERNER] OEHZR) ]

(2) &g UEehenfiREDR & b o3, (<KHE - HECHEET 2680 Lois >,
(HEREARNER) A TRl ~0R5 ) OEZHR) )

6. EELGEXRKIBLTOERARVRESE

(1) &2hhE - 2HRITH LERE SN E - A& TRE LA, AfRGRFO7 7 e el
IREEIX, 7TV a e ARORARGREID bEWZ EnD, BWERORBUCEE TS Z
Lo [ TEEREARMEERE (7) | OEBH)

(2) AAIOFEEL, BHRIINTNE ERRPIRFTE 20T, RINCEEEZBHBT 22 &,
¥, HEZE LT, #REZORFRICBWCOIEBHER% 5 BLINIC, £72, KEOIE
FCBWTITAZ HEBIE 2 BUNICERGEEZRI T2 2 ENEE L,

(3) HHEZ OWEFRICBWTIE, AF1% 5 AMEMAL, ZEOKRLBALNRND, HDH N
EAL T 25 8120E, toOBEICOIV B 5 2 &, 72120, FI3AMERR VA X EE
ICT25ERHL720, KAlZ 10 B E CHEMAARE TS,

(4) BADKIEDIEFIZBWTIIAAEZ 5~7 B, /NEDOAKEDIGEICB W TIIAAZ 5
AR L, B LBELNRND, HDWVITELT 2HAI121E, thoiREIcE Y
BxbHZ Lk,

(5) HREZOIBRIZEBWTIE, AFIZ 7THRBEHL, dEOKLBRLNR VD, HDHN
IZE(LT DAL, thoiEEICYVEX S 2 L,

(6) AANC X DIVEERA~VSADOFERIERIEIL, PEERRA VX ADORIE MR KT BE (%
EFEEICBWTL, BBLRME 6 ML EOMEE THETLHE) IS LTYTH > 2L, £
7o, ARElE 1VERB %, B5MEO LB OWTRETT 5 2 LRI D,

(7) AHNOTEERE TH LT 27 v BV OIEEENPIEIN L7235E8120E, Rk
HEREREE N BT D ERMENE Y, BIEEDOH D A UTBHRENE T LTV 5 B,
BIEICBWTIE, AFORGRBELOEG&Z2FHE L, BEOREZBE L 2B HIE
BICEET DL, od, —BITEMHRIERIIAF OZR G HIEIC XV EET 2, [TH
W5 AEICEET D0 EoEE) kO RERE ) OEER)

e

16



p

&

(8) BEEDOH HHEEUTBEHENMET L TWDEFE, G, KEBEFONKERZ B
TLRTNEEZ LNABETIE, AFIORETIIEE R ASHGEIT 2L, (5
in ~Dfeh ) OHEM)

(9) KEDIBFIZBWT, BN, B OREMIRER EDORERIEDINT LIz
RN ORI L TZevy (R 22\

(10) ZKIE DIEFRI I 1T 2 AA DA FEER 1T 722 oh, AFN & KE DIGHRICH WS 5E 11T,
B LEOFARME L ERIEA IR L TIREGT 52 &,

(11) EREEFEENHLONDLZENHHOT, HEHOEIRS, G Z D B O EIEIHE
FHTLHBUTEE T2 L0 BEICTHITBAT L 2 L, ok, BHEERERE TIL, 5
ICEMPEEERH LN TVOT, BEORBIZL > UIEFIERVWEHITEET D

&
N— o

(<L - JHEICEEE S 61 EoiEE > 0HES R

7. #HEEH

(1) HRERLEDEH
ZH R L

(2) FREE L EDEH
BHREE (BHRAICEEIT S L)

OHERIHI S, 77 aELo
AUC 2 27T%HIM3 2 L OHREDH
éo )

A BSRPRIEIR - 55 1E WY - fERIK1-
FASES AN RENOFE B OT 7| T a3y RIZRMESWICED 5
OHEMRIHI S, 77 v ed|0AT1 XU MATEL 2[BET 5729, 1%
LA A R EE R T RS (AUC) |MEREM 07 &7 v e L OB PRl A 1
A8 5 L DRERH D, P HISND LEEXBND,
VAFTV ARENOIEERBI O T /v e | A F VU ILRME S WIZE D 5

OAT1, MATE1 K& O* MATE2 - K % i
EFT L0, IHEREmOT v m e
OBPEIERIH SN D EEZ BN D,

Rav x> ) — Vg

KA DOIEEAB I OT > 7 v en

EHER#EYO T 7ee Lt Iar e

EOPERICE Y, TA T4 U o
HIERNH N DZ EnH D,

7 = F )L EDOPHHICE Y, Ty ra KON ) =i T = F ARG AN RANE S
Ravx /)R BT 2T AR WMTEHET D EEZLND,
Yy OPEM I BIH S, W5 AUC
WNEINT 5 L ORENRDH L, P

THET 4V ABNOIEEA D O T > 7 a v [BFIX R TH D08, KAIOTEERHD

DT 7R TAT7 ) v OfRH
RHETAEODTF 74U O
ENERTAHIZENEZ NS,

E) FRICEHEEIR T OMREENH D BE (EE %) ([IXEECRES T2 &,
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8. EI{EH

(1)

EMERDOBE

AR A R A A 5 O BV S BB EE 23 B & 70 5 AL 2 SR L T,

(2)

EXGEMER L MER (B AI)

RO EDRIERDENICHEDOND ZENHLDT, BEEZ+2IATV, BEFBDLN
a2 hIkd 57 Bt E 21T 5 2 L,

1)
2)

3)

(3)

TFHI242F%0—23a3vy, 7F245%— (BREHE ONEZES)

RO, WBEHIRE, m/MRED, BECOENEEEERSE (DIC) , m/MiED
iR

SNEEE, RAEEMEEE X

RaaEER - EREE (BiE) , $A%, 8, IR, 8L, &%, TADLARIE,
JRRIHL,  JIbAdiE S5

hEMREIEIERMME (Toxic Epidermal Necrolysis : TEN) , R [ 4G EHR fiE % B
(Stevens - Johnson fEf&#)

PRI NG, SEFFIR

FE1 B 4 i %

FF#%, FF#eERE, ®E

SRR

ZTOHDEIVER

KDL IIRIERN B SONDZ ENHDHDOT, BENEDLNT-HEICE, BEXIKE
T A7 Y RALE AT &,

B R
BB ED | OLRBEUE RS, WS, 7O

¥ fisk ke A D E5-

H & WE 5, WA, MEENPREE, TR, MR

FRARR HEV, R, BT

B - BRB PREF, ERETE, PRR AN

) ZokdSgaicid&kb etk L,

(4)

HARNBERERAER VBRKREERE—K

EEE R L

(5)

EREE, AHE EEERUVFHOREFERIOEERRETHE

BRI L
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(6) EM7 UILX—I2HT 5B RUEEZE

1) B AFOSH D WET 7 1 B Ut LIBBUE DB O & 5 B 1135 L
WwZ &,

2) BEXBGEMER : RO LD RIERDENICH O DOND Z LR HDHDT, BILEE 71TV,
HEDPROONTHGEIE, BEEZFIET L2 8WMURAEEZTO> 28, OTF 747
Xo—Tavy, TF7 4 7% — (FERRNEE, mERES) Ot gL fRE

(Toxic Epidermal Necrolysis : TEN) , JBJEk:BRRIEMRAE (Stevens - Johnson JiE

#E)
3) TOMDEBEMER : BHUE OLHUBEBUE, 92, ZHE, €O »HbbilHaitix
BhHEPILT D L,

9. BiE~DRE

AANL, EEREOT 7 meicEfhishitg, £ LTHEBO OIS DD, &

HpE TITEREENE T L TWD ZENRENTOmEmNT &7 1 LI R T 5

BENDRHLOT, HEMBRAZHEG L, BZORBLBILE L2006, HRIIKEGTLZ L,
(<ML - HEICBEET 260 EoEE> KO THEEREARNEE] OESHR)

7o, RAOEL P E Kok 2170 Z L,

10. 034, ER, BIABREF~ORE

(1) MG SOTAENR LT 2 mlREME D & 2 0@ AT, 15 Lo e Gtk 2 Lnl 2 &
SNOIGHEICOHRFEETHZ L, UEEREHOT 7 meriiikne, Bk (7
v ) OWFEEE 10 H BiZ, BEMICEEEOS Hbh b KE (200mg/kg/day LA L) %R
THREG L7-EBRTIE, BEICEBEPNREORENRO LN EREINTWVWD, ]

(2) RENZ X DHEZRA VAN ATRIMGIFRIETIERE L, 0% bARIEZ T 256 0%4E
PEIFFESL L TR0,

(3) BAIm~OTGITEEITITY 2 &, (KAlREGRE, HHEREHOT 7 neriie ML
HHR~BITT 52 SN TS, )

1. MNREADEE

A RE N, B4 OISR 2 23S LTy (IRHAEREN, #rE R
2kt LTIl AR 72 <, LRI LI ERRERS D722y o ([EWER (7> b)
TNT 7 EROBELG LI EOIEHREYM CTH LT > 7 o BV ORGEEIL, RH
IR THBE B TRENZ ERFEEINTND, )

12. BERRERRICREIZE
%GR IHAR L
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13. BEERE

(1) #& R AAOBERLGICEY, SRS, Bl G5, 2%, Bl
AR, BEY) W& S TED, wx-wﬁﬂ%ﬁﬁéﬁ EMbLEx b5,
2B, TNHHEFNCIL, WY ER G TR o T OIE ERS5 OREE L 7
o 2B REE B IS ICBIT 0N E < GEN TV,

(2) WE : HHEORBEZTFEERBET L2 L, MIRSBTICEY, 7y 7oerzmf Ly
BrETHZENTELOT, HERGICIVIERSEILEZHAT, LEDO—2L LT
MEENTEZET D2 &,

14. BRALOIE

(1) BRAAE

1) AANIEROEREZE T2, a—T 4 752 LTHWAHDT, §EFEZSSTZ &<
IR S®E5Z L,

2) ARENZRHAIZ WGRITITZDOKT 1T D, IRAISESHZ &,

(2) FERIZFTE : PTP @k a@ﬁtﬂﬂpy—&#5@@&Lf%%¢éi5%@#é*&
(PTP v — M OFRERIC LV, SEWSLAE A BERMEA~FIA L, BIZITZEAL A8 2 LTt
%M%%®E%ﬁéﬁf%%ﬁ?5_kﬂﬁ%éhfhé)

15. EDHDEE

(1) Wz T, N?v&nﬁw(%ﬂ>®%%%(@m>%mw,ﬁﬁmﬁﬁxéﬁﬁ
(FRIZEITHE HIV EYYERE) 12815 CMV EYE TR X7 5 g Rk A3 52t &
NTn5, ZoORBRIZBWT, /\7V7nt/1/75>u§ﬁ}'ﬂf'§l Wbl V5 INEET, &
A, IR S R & OV s (& ZIHF58) ORBLIPRBD LN TWD, £
7z, THDOIERITNT 7 v e O AT TR W E UEERE, A0HESZA
TLHEEIZBWTHRHEADRD LN TND,

(2) Ames KO T v ME R AR R CIIRIETH o723, ~ U 258z
BCix, mAE (o5, 500mgkg, 77 abE/Ldb biEREE O 26~51 {4
L) ICBW MBI E OB MEZR DT, £, v~V R U7+ —~<fildz v
T 5 TR BRBR CIE, UEHE MR OFFFE T C 1000ug/mL UL EOJEEIZ B\ T
Wi mEE (ERao=—HEOHN) ZmrRLEk,

16. Z£Dith
N RLRRER L
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X. JEEGEREAERICRE9 IEH
1. EBEHER
(1) ENEBHER (V. ZENXBICEATHEH] 1)

(2) BIRBOFEEER
EEE R L

(3) ReEMFEHR
i%HE RS L

(4) ZDHunZEEHER
EEE e L

2. BEHABR

(1) BHEKESEEHAR
% HE RS L

(2) REHESHEHR
i%HE RS L

(3) £EFESHESR
EEE R L

(4) EDMDFH*REL
i%HE RS L
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X. EENEIEICEY 51EE

1. REHRXS
&l N5 7 v ELEE 500mg [EE] ﬁg%%%&@%ﬁ—@%%wmﬁ%m;@ﬁm
BHRhsy | NT V7 v eV L

2. EFAR X I46EFARIR
NFECEROEFHENICERT S 2, (84  ZEaliih o i -S<)

3. Iri& - RESH
HRRAT BHEREXZRET TRFETDHZ &,

4. EFIHERWNEDERA

(1) ZERTOMYHZ N EDBERIZDONT

( THHIX Sy OHSH)

(2) RAXMFEHEORZWNIZIOVT (BEFICEEIRELAEERS)

BERERLWTA N FH, <FvboLEY . FH
( TVI. Z24tt (EHEOEES) (B4 5HEE ] 2 20R)

(3) HAFIFOBERIZONT

10.

AR L

. RBERE

FARBAYA

. B

PTP 4% : 42 §E

. BROME

PTP & : UMb E =T 4V L, TILI =7 L

. R—m5 - R

[Fl—p%5y : 230 ks Ly 7 ZAEE 500

. EREEEAR

N
NERERRER DR UREES

W 7e BUEAGRAE A H KRR

NZ 7 mE)LEE 500mg [EE] 201348 H 15 H 22500AMX01629000
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1. EEBELENBERE

ongs

FEAM AL HEI A A

NT 7 u EVEE 500mg [EE)

2013412 A 13 H

12. BHEEXEIZREM, AERUVAELEEEMFEOEABRUTEOART

13.

14.

15.

16.

17.

<ZhHE

< hER M OHE - &0 >

ZhEE « IR K OHE - HEOBIFEH R 201645 A 27T H

R4
N A

OZEE « DR DB

e A E A NS S

OHE - HEOBEN

:NT v/ a ELEE 500mg TEE)

F D B2 A L R YU (BEREE) O FEREMH]

ZIHE - AR

& - &

. | MR AL

(HALRLZ) DIEJEHNH

o BisH
i\ PR T A )L A RYGE

BE, RAIZIIANT T 7uaerd LT 10 500mg 2 1 H 2 [H5 i in S hl
MEAT 7T HETR 0 M7 356 HE TRIAKET 5,

, IKE 40kg LA ED/NIR
1“ D BE5ET 2,

IR T 7Nt LT 1FHS500mg % 1H2

T fn, S A FE AL L

(HALRLZ) DIJEHNH

BUDHE|E
FlA LR T A L A YR

, R 40kg L EO/NRICIZANT 7oL LT 118 500mg 2 1 H 2
@Lmﬁéfmﬂ@%m@ﬁ 7 BRI ot DT 35 B & TRRA‘FET 5,

| HRIRIEE , R 40kg A EO/NRIZIZANT 7 d LT 1R 1000mg 2 1 H 3
I @ﬁm&%#é

P , K 40kg A EO/NRIZIZANT 7 d LT 1R 1000mg 2 1 H 3
Eﬁu&ﬁ#é

PRI OS] R 40kg L EO/NRICIZNG 27 oL LT 1H 500mg # 1 H 1

@%D&ﬁ#é B, mvmmr@$%(mM)/A%ﬁummmuLU
WZIF ATy 7mEnd LTC10E500mg % 1 H 2EEO&EET S,

BEERE BHmERARFABRUZORE

% L7
BHEEHM
% L

R E5HEHIRERRICET H1HR
AFANL, BEEHIRHIR D% G & 722 2 RIS TIER W,

(IV -2, HIEROHE] ,

VIl - 6. EEAQRANTE L ZOH M R OWETE] OESH)

&EI—F
Wi 4, %‘Qﬂﬁ%@ﬂi%ﬂ? l/k:‘z 7k ‘ HOT (9 ifﬁ)
FE o — R EHa— R a— R
XT3 m e LEE 500mg [EE) 6250019F1063 622291701 122917202

RGBT LDIE

AANTLRBRE IR EOBRFEERR L TH D,
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. XHEk
. BIRAEK

1) =/ Ay RSt NG (REttliR)

2) T Ay RS HNEE GEHABR)

3) FHHLE B ARER T E  C- 3929, E)IIELL, #HAL (2016)
4) T Ay RS R (EF0ESEER)

. DD SEH

L

. BEEH
. EGSNETORTERE

L

. BIMZE T HBRERIRTER
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XII. &%

1. ERF - BEZRICEL TEREHEHZTS CH->TOSEHER

AEOFRHRIZET HIE

AR 2 Z T TOWRWREICET 2 A E Eh 5,

R ITIEFEDPHELL TOVRVARLEENTEY, HETHRBIN TV LRBRTIETHELN
ez FIEL LTI LTV D,

ERUEFEDRAEN 2R T2 ETORZERTHY, MTHFEOWNHEZRTHDOTERL,

(1) B8
VR DOREMERER

RZ 7w e VEE 500mg TEE]
Wy D2 EMEE 25°C » 60%RH -+ 120 /7 Lix-hr OARAEEAE TRET LTS R, MRRIZ Aok
KTHY, MELKOGEITHENTH T,

AR I I © 2013/6/22~2013/7/26

@ it 25°C - 60%RH - #9120 5 Lx-hr
RERIAH 2wk Y S
< kg > x5 B AR #9120 F Lx-hr
PR A HEDHR SRERRY AN
WEFE: (HPLC) R R
<¥1> A A A
G (%) *?
<95.0~105.0% > A 98.8 97.5
1 HBEYE  3.0%LL T %2 FaREICHTIEHEE (%)
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(2) FilE - BAURURERSF 1 —JEBEER

NT 7 v EVEE 500mg [EE]
1) #BHE
[ A B sl

TAANY—DERA N A EHFERD, K 1HET  AX P —RNIZANTER %
BL, #55CHIEYE 20mL #W\ \\E~>7-, T 4 AW —I12% % LT 5 oikE%, 74
AN —% TTC 15 HERMEE L, AEREORMEZBIE Lz, Ko RiENRD Sy
YalE, W5 oriE%, FRROBAEAITV, BB ORI A BEE LT,

FREOBE TR e BB N RO LR WEATE, BRI TEEZSE L, B3 cHin
B MW TRIRZIEE L, FEROBIEZITV, FAERB ORI BLEE LT,

[P ]

BRBIE DN S T2T 4 A — 5 RET o — 718k L, 9 2~3mL/BOEE THEA LR,
F 2 — T IIERNFE ARG HH 3 3D 2 ZAKEIZ L, HEAMZZ O 30em Lo SIZHEE L
2o WBBIRZTEABICHEEDOH KEZIEAL TF2a—TNEES L E, Fa—TNICEEDN
R b vt ICER L E L,

PERFSEHAR - 2013/12/13
v h&E : 3X031Y

2) REkE R
NI 7 aeVEE W L=k 2 O CRBR L & & s
o ] f b} =
500mg [EE 10 45 LAPIC S - BB L Ao 7o, | OOFRT 2T 7 IR LIS o

% 7 4 A —NIZEER DO EINFRDIRETH > 72,
AT, THIREE BEHRG AN N7y 27 (B CiE5) | T THEBLE L,

2. FTOHDOREEEN
L
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