% 20264 2 AtRET (45200
20244 3 AekET (1R

Bk SR IRAT

ARER ;2%

1 IV 2 b2 EE]
L5 ZE PR S it 1)

BAZERA XFRA7>/70ENL

BAEERRDSEES
87625

ARES
AR5

23100AMX00063
199647 H

77 OB RiERRERA250mg [NIG]

Aciclovir for I.V. Infusion

) EE-ESORGTEICL )M L

2. BE (ROBEIZEBELLRZWVNI L)
KHNOWAT & B \ENT S 7 0 VR K Lo o B
HIEO S 5k

3. MR - R

3.1 #Rk
Wie% | 7o 7 0L MiEEHENZ50mg [NIG )
VR % N 7k 77 250mg
i) pH

3.2 FIOMIR
744 7 70UV i 250mg [NIG
o - PREIK 8~ 2 DR OB AR
pH 10.7~11.7% 10.0~11.0%*

ZEE I

(AP AT 06~07% 1.0~1.2%*

W29 A1)

¥ 7K (10mL) 1C#EA» L7l
¥OK AR (100mL) 122 L2

4. FHEEX IR
QHANINRZI I A IVZRVKE - HIREZE 7 IIVXISERY
TR
GREBEEDET L -8E (BHEE - BCRERERELRLE)
FIE U /- BES - KiE - HIR7ES
B - BERR 2
O ERBFAILNRZ™Y A JU X BELSE

6. AERUVHEE
(BEIANILNZYAIVZAROKE - BRBE VA ILVRICERT ST
RLE  REEEDOETLUARE (ENEE - BCRERER
[tES)z ﬁ%fftf:iﬂ?ﬁ% <K - BIRES. B - BEER)
W, WACIET7T Y7o e LClAElkg 72 ) 5mg%1H3
T I T =l = 5 Y O s Y A G A B 5 =R e e R 9
B, - BRI B VLTI, BEIS TG B TR b
LM ENTEL, 72720, EBRIZIMMAELkgY 72D 10mg F
‘(‘\(‘:T%O
[/vR]
WE. NRICE 7Yz E LClEMAE kg4 7 ) 5mgx 1H3
], ST IRERT DL B2 €L 7H B AEEET %0
B, LEIC L THEETE 228, ERIG1IAEMEEIkgH 720
20mgEF TET 5,
SH12, Bt - HiERICBW TR, BEMOEED T& 5,
G BBEAILANZ Y A I ZRLGE)
SE. FARICIE T Y s E LR Ekg472 Y 10me# 1
A3, KM IR Ll B2 ¢ 108 B A EET %,
BB, LEIS L THRGHIMOEED L CI3MEl T 5, 7272
L. LRRIZ1IEMAELkg2721) 20mgE TE T 4,

7. BERUVHEICEET 518

710 BHFIOHEGE, BHEOINGECIZ ERSHfFTE L 0T, R
WG 2 BT 5 2 EET L,

72 JVTF =) T T2 AG LI ARH 0¥ G-k K O O
FHEMNLZBLZEITROLEBYTHS GHEAT—%). [8. 921,
98, 131, 166.1 ZH]

JLTF=v )T Iy A | EEENES-E G ¥ 5 b
(mL/min/1.73m?) T5HETE (%) (IEE[H)
>50 100 8
25~50 100 12
10~25 100 24
0~10 50 24

8. ERLEFERE
B EENHODNDL ZENHHDOT, HEEDMEE, G
D B OBAFISHEF T A BIIZERE T 5 & ) BA IS
Wb e ks, BRERELRE T, HICERREEENDH S
IR TOT, BEORBIZL o TRERSELVE ) EET
5Tl [72, 921 2]

9. HENHEEZHIHBEICHT IR

9.1 AfHHE - BMEEZEDH S EH

911 BRAEREHILPTVWEEZIONIEE (BEEODHIE
ERIBEEFIBET LTV IEE. SHES)
WY 2R KRS AT 2 ke [921. 98 H:HA]

9.2 BHEEEEESE

921 BEEOH2HE. BEREIF/rETLTVWIES
B G HR LR OESEZHE L. BEOREXBIR L 22 5 HE|C
P53 2 2 ko RAOBEERABIINL 2236120, Rk
YRR E AT B B T Ve [72, 8.0 911, 11.1.3,
11.14. 131, 1661 ZH]

9.3 FFieeEEESE

931 HEEOHZEE
FrEEDINEST LB Z2N1W0H 50

9.5 itiF
TR SOZIFHR LT 2 TR O B 5 etki2 i3, g EoB i)
falgtEx L5 S HET SN HEICORETT 5 L, BiFER
(Zv M) OIWIRIOA B2, BEBWICEREOD S b KiE
(200mg/kg/daylh ) % B F#5 L2928 Cid, MBYEICHERE L
CROEFPRD LN L REENTWDY,

9.6 B3Il
HREOGRMER CHILREO AR E ZE L. IOk L
FIEAMET 22, 7227000, b MEALF~OBITIHR
HENTWD, [1634 BH]

9.8 EEE
B G ER L OS2 HE L. BEORELBIZE L 22 5 EE|C
B3 n 2k RANL. £ LTEE,SHES N DA, Bl
TIREHAEDILT LTV A Z LD\ 720\ M A3
HBENDD D, RENOBEFZREHIN L 7286120, FBRE
RRPE R EN BT 2 et Emv,. [7.20 9110 11.1.3,
1114, 131 %]

10. #HE1EHA
7 r7uae )i, OAT1I. MATELIK OMATE2-KDOIE TH 5,
[16.7 =]

10.2 BERER (BHRISEERT S L)

A5 FRAAETR - #7518 ik R - fakRiT
FASRAT AN RHNOHEM AR S . ARH| 70Nk R RAE
DG Mg N 18 % IE & | W 1B H 5 OATI R O
L. P fh# T | MATEL % 553 % 72

FEAT0%IEIMNT 5 & DHREH D
52, BRIZBBEREACT oW R
b HEE (FBEES) 1
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& ARFH O e A
HENDEEZLND,

VAT

7 ¥ 7\ VO
N, 737 u Loy imE
rhE R B AR T TRAE 2327 %58 m 5
LEOWENHDL (NFT T
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RIS REIR T O W FEMED B
5 E% (WlES) ICI3EE
[ R

YRAF VAR RANE 5
W2 bHH50ATIL.
MATE1 X 0'MATE2-K
EHET LD, T
71 ¥ OL @ BRI A
flshzeEz b,
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1. BERA

KROBWER D H 5D T EDHDHDT, BlEEr 3T
WD LN 3G 2 ik A 4 EEY R LEE 1T

&

11.1 EXEEIER
M1l 7F747x=2avyy BEHEAH), P7HF7147%2—

(0.06%)

=]

I
-
-

TFE749%y—vav ey, TF745%y— (PR, 0
PFES) BHObNEIEND D,
11.1.2 SAMEKKA CHEEARH]) . EFERERAE (HEEAH]) . M/)MR
W CHEAH) . BEMnENEEERS (DIC) (002%). I
MR MEERBER (A
11.1.3 SMERE. RETHEMER (WINLHEERH)

[921, 98,

131 2]

11.1.4 BEERER (02%)

EEE (B, AR,

B, LI, S4AL. HOE,

TADA

FEVE. BRI, BESA D SN b 2 LD D, —iRIR AR
REARFOPG RIS L ) T %, [921, 98, 131 HlH]
11.1.5 hEMRKIRIEFMMBIE (Toxic Epidermal Necrolysis :
TEN). REHIEIRAEIREE (Stevens-JohnsonfEMREE) (W11

SR )

11.1.6 FRORIDE] CHEEARHT) . #EFER (0.02%)
11.1.7 BEEMRR FEARH)
11.1.8 FF2¢. FAgEERES. &E (9L HERE)
11.1.9 SMER HEAH)
11.2 ZOOEIER

0.1%~5% A1 0.19% A i HHEEASEH
TEEUIE FEE I8, AL |[JEREE KIE, FEEHEE, LMK
B, RS A HEE
MR A SRBE L MNARGE | . R & AF
AL JERLERD . MR BRI L . ) v oXER
R BRI % . ) A, /MRS
VOSBRI
JHF-fidk JFF 4% e A AT 2 JF K
H# (AST. ALT
EAORR Y
B - W PR |BUN RS-, & | & R MR V| Z R BRIR . &8 R
i 7 L7 F = A | R FRPA L HERR R
s
AL WA Mk B8R, fRE. & B KL HILAR. WK
i B L AONR 138, AL, S
. BAPLK
FRp RS R et IR, |G SRR, 5 D IREE.
L RS PR, B
By EE . F K| AE. BE, R, R
. Z9. A& IR, SiEEE. ek,
ARG, L OV a . B2 a .
L R, o F BATRE . R EES)
v fRA HR9R5F
TR A ks IR BE. M AVEIR. MRS
b5
5B i B, A
A G fEIR EHEER. EH. TTH R, FE. B
B, B e MR
38 F BT VRGNS [ER
ZDhth I 00 PR S ML | B A . TREE 5. TS
MU T Ak, K. HEEEL A

[0 o SN 1R
IV A7TH— )V
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T FRopE
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s BT, BBF. K
F b AE, I
TIVT I VKT, AGHt
(L5 NN (17 7B VAR -
5
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13. @ERE

13.1 fER
M7 L7 F = RUOBUNOD LA IHE S BEAEDOIHEBR;EO 5
NTWVbe T/, HEHIRAHR SRS, REER SRl X)

BB, TADLASE. BIES) 2PBOLNTw5. [7.2,
921. 93, 1113, 11.14 ZH#]
13.2 A&

MBI ), T 270N EMf X )R kRETs I L
MNTE D, [1661 ZHH]

14, BREDEE

141 FEFIFRFOXE

1411 HARFE

1) INA 7V (7327 aveL250me% &F) % BRI
H R4 AR I0mLIZAER L, R G5EICHS T 2R 2151 T
72D 100mLEL E O AT 5 (HEHE) . 2B, #iE<T
FRT BB WIS L > TXEED B\ IZFE AT S 2540
HHLDTED L) BGFHEIIIEH L 22 &,

(2) WWRE &, REAROGHILE RO FhxPdwn
DTEHEHL W &,

(3) BWOFEZILHRL,IMEH L. HHEY OBRISREET S 2
b

141.2 EEAZ(L

RANI T VA ) EEE L, pHEOZLIZ L W FRAZLIHZ Y
RTVOT, MHE ORFIITEERRY #7252 &

14.2 EHREEOEE

FUEEEICE L, & RGOSR ERAZD . MEON
91t (MMENNFNR TR D) BHObNDLI ENH LD T,
FWAIMENNFNL 2 VI ) IEE RSG5 &,

15. ZD/DEE

15.1 EER{ERICE D 1EHR
BB O A AT 5 ETH (BEHEMRE 0203 +206%) 125mg/kg
x5 L7 & T AERMKRE OS] (IR E 096.3+ 15.4%)
WL 7 v 7 a ViR (Cmax M O 5120 HIE) H3%92
oS, KEL VD770 VOEHE )T T AR
UG A 75 A8 % 2 N2 IR TR IE L 72 B i o 2208 7%
Molze DX HEEO R EE ISARK ST AEAI12E.
AR E IOV AR TG TRE LofdhErd 59,

15.2 FEERPREABRICE D 18R
FHMERABRICB VT, mHE (v ABEPERRS. 180mg/kg
PLb) CHmiRRE0FEESEDELITAIELENTVS,
Amesitlift, ~ 7 AEUBSCAGE TEBRETH 7205, v T A
12180, 360, 720mg/kg# RENEN LA G- L 72 B i/ MERBR Tl
AN BUSE S\ s AR TE O B R BN 2SERo 6 7z,

16. EYF)E

16.1 MMEE

16.1.1 BEE%E

TERER AN OS5 13 10mg/ kg 1R T 051 7 13 B 00 - 34 1 o 2k
WE, #9258, %270 77 > Z1E. 336.6*269mL/min. 5E
WIRRED A EREIL, 47037 CTH - 727,

16.1.2 REHRS

TR A OLH 30, 8R4 1 S TS BT 5 I
SRR 1L, 53013 10mg/kg TENZFN56~92X1383~139 u g/
mL. %72 &[] S B AG H2 S D 1L F L FN05130.8~1.3

o

ug/mLTH o7,
BRI, HARNEYVEANTIZIZRZETH - 728,
16.3 2%

16.3.1 IMFFAFEEE

In vitro TO7T ¥ 7 0 ) DIAEE ARG E2I1322~33%THh -
729,
16.3.2 XE®RH 7 7 OEIEE

KEG - WIS 7 A IV AEGHE O BEA~OFKG-TIE, KIEiET O
7;7D6w%5@m%¢%ﬁkﬁﬁ§Tﬁotm(ﬂﬁk?~
y o
16.3.3 &P T7 IV OEIEE

NN ZABEYT A )V ARYE O BEA~OEG- TR, it o7y s
O UV R A T 0 891/2Tdh - 7210 JREIAT— %),
16.3.4 FLith7>7OEIVEE

v MZ7 Y7 8 Een200me 1 H5EGE S Lz ofildh 7 v
70 OV EE R IMAE L R 00.6~4.1f5TH Y . REF1.31ug/
mL (200mg#% 5-3Kf %) Th 7212 SEATF—%). [96 =
18]
16.5 HEtt

e ANBXUE10me/ kg% 1IHER S L 72 e, A8 LIS
FENEN68.6%XNXT6.0% D KEALE L LCRPERESNAZD, E
B RPRBEIZ I VRF T X PRI AFUVT T =y (RE5E
DRIT%) T -7219,



16.6 FHENERZH I HEE

16.6.1 %"I’%HEF"E%%
EHERERE E O & 2 B T AEEER, 72 7 0 E)VOEENY
BHOREER &7 1) 75 ‘/20)1&’[‘%5%’3\&5 57z (FhE A
T—4)e TNHLORRENS, OEEEIIIET AT 70
EJD]@ e 51 R K O R i oo AL e E’JC@ H&z8m L7z, [72. 921
\ED
T B RE R B E A D2.5mg/kg 1R F‘ﬂﬁ*%r/fﬁfﬁﬂ:iﬁm
‘:F‘*(Uiﬁﬂli FI195M I CTH - 720 T 72, 6EER O MTEATIC
0 M R 12 R60% 08 L 7210 (PHEAT— 4 ). [132 %EUJ

16.6.2 NRZE
B EBRANDOIEYEEDO LEILTERITRLIZEBY) TH D, /N
BB, 250X13500mg/m? (#1513 10mg/kglZ A1) 1HER A
(Fﬁﬁ%‘(fﬁf@ﬁxmmlw<¢'0ﬁ’# 31034 i207ug/mLf§)V)\ W)
HE ;Uii/\?: HThHo2W WEANT—5), HiEiEET

mEPJF(DLcﬁH FHRARNREZOHLISETH) ., R R

/J‘ofJJ‘ I MU 1%, 513 10me/kg % 1HE I i i
12, 6.8 13138 ug/mLTH Y . WAR/NEEE LIZIZHEET
o7zl (HHEANT—%),

ANV & B D SE B EE O Hi

Sl %5 P | &&H 7Y T I A Vdss
| (mg/kg/MHl) (hr) (mL/min/1.73m?) | (L/1.73m?)
WER
023571 11 | 5 10 |405=122 105=42 288+93
1~2% | 4 1.86+042 325+76 316+42
Wazwﬁ 5 s o 216108 366 =101 420=130
Tlr~12% | 6 ' 281+110 353+ 142 512+183
12~175% | 3 358+0.59 263+95 536+ 14.6
N _
(T RI581) 14 | 25~15 |263=052 292+82 166=85
I = B 22

Vdss © EHARFED A7 7 Filk

16.7 EMHEEIER
In vitrolZBWT, 7270 )Lz, OATL. OAT2. MATE1
T OMATE2- KOG T - 7216 19, [10. ZHH]

17. BRPRRUER

171 B RUOREMICEEY 5:5R

T RBEFAILNZ ) A I ZRBRBE)
1711 BHERRRER (FT4ER)

IEE MR BRI B VT, T AEARE IR 2 & Hof o Hi A L E
% (4H~60H . AH088~455kg) (2% L. 5~15mg/kg. 1H
3, 5~10HB#e 5 Sz BNV Y £V AR T 5 4
HBIRGHE I BT/ HNTH > 720

77 VSRR 5 EITEHIZEED b e b o 7220,

18. ZERpEEIE

18.1 1EAHRF
T Y7 B VETHAEANNV R T A VA D DI - aiIEE
AIWADIEG U MANICAB &, TANVAEF IV FF—F
&)=y rEBfbsnizm, MiREFF—Eickhy yEgis
., 7yrzuven=1 vk (ACV-TP) &7 5%, ACV-TPIZIEH
HEETHHAGTPEBHA LTI A VADNAKR Y A F—¥|2k
A WADNADIKIHIZH Y AF NS & 74 VADNABOME
L&, YA )V ADNADOHEME [HES 520 25,
T ruen) YEILOE—BRTH B L IRLIZEISHIE N
WCHHETDIANAMTF IV FF—BilL b7z, 74 VAIE
RGN T B EEM IR D EEZ 5N D,

18.2 ;i 1 IV R1EH

18.2.1 BFAILANRZI A I RIS B1EH
T ae i, BNV AV AR OB D in vitro 12
B L5 2 IH] L, ICs0lx 21 Z2110.01~1.25 1 g/mL &% 0M0.01
~320 ug/mLCd - 722 20,

18.2.2 XiE - HRAF V1IR3 T 21EH
Ty rae)ik, KiE - GRS Y A VA DI vitro \Z B S
Bl % I L. ICs0130.17~7.76 £ g/mL T - 722D 28 29)

19. AR ICRET 2 IE{EERIFR

— R FE 77 1 ¥l (Aciclovir)

b4 ¢ 2-Amino-9-(2-hydroxyethoxy)methyl]-1,9-dihydro-6 4 -
purin-6-one

433 - CsHuNsO3

o1 225.20

R BB~ AOREEOMETH B KITHEITIZL
{y TF 7 =)V (995) 128D THITIZ < vy 0.1mol/L
IR U A ARIBA L ) AT o

b

(0]

ii\ | N> OH
N \N N\_ /_/

O

22, @B
1031 7 v
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