ACE AR

20234E 11 HELGET (BE1RRD
BAEEER I EES
B & mREAE 876123
AR : 34 7270 33 RRYUEE
HASEE N 730> DR RIR
ViysE e T
7 SHYUEGEES: 100mg NP
—y
7 S A VGRS 200mg NP
Amikacin Sulfate Injection
100mg 200mg
ARNES 22400AMX00887 22400AMX00888
¥ FE-EASOUSEICIOEMTS L B 5t B 18 19884E7 H 19884E7 H
_ ANE5T 2,
2. B2 (ROBHICIIBELAEVIE) X e L e
ZIS%IJ@EEJ\/ﬁjﬁm:?;ﬁU i‘/ RRPUAEWE X3V ?.;ﬁ;?;mﬁ%pq&;;fog%% IR

I ITH UIBBUEDBAAREDH 58 [8.1.1 ]

3. MRk - K
3.1 %
W 58 4 |H % ik o )il
17>7)V (ImL) H
LS N D LIKFIY)
17 >7 14mg
73T 2H| (ImL) H Wi AKFEFT N T L Img
B 100mg | AR S 5 INTFF R EEFHATFIV
NP/ 72T Ui 0.45mg
H100mg (i) | 8T AF = BEB 7 OE))
0.05mg
Tt T
17>7)V 2mL) H
LT N D LIKFIY)
17 >7 28mg
TIHTUH | 2mL) H MR AKEF N T L 2mg
i :200mg | H AR S INTFF R EEFWATFIV
NP/ 7 2T Ui 0.9mg
#i 200mg () | NS4 F 2 ZEFHTOEIL
0.1mg
T i
3.2 SHDHEHR
Ik 5t 4 pH 2L lEN
VEV P2
£ 100m s
oo 00T ek T k) | S0
P37 200mg
NP
4. 3hEE - 7R
(EICEE)

TIAIIBEOKBE. Y haOnNy2—B. LT
IZE. I>TAaANnya2—g. €5F7E. 7O77XE.
ENHZRT - BIHZ—, FAEFUOTE. BIEH
(GERSEE)

BUMAE. M5 - RIS RO FMEIFDO ZRELE. MK, HEE.
BHERIRE D ZRESE., BERL. BEZBR. BER

6. A% - AR
(HBANREDHE)
WL BRA LY 2 > CHEEHE & LT 100 ~ 200mg (J11ih)
Z1H1~2EHBANEEGT 2, NEZ. 720> hilE
WELT1IHA~8mg Jifli) “kg&l. 1 B 1~ 2EHA

E LR 1 EY 271 Rl & LT 100 ~ 200mg (F11i)
Z, 1 H2BESEEIRNEST 5, NEIZ. 772 20
i L C1H4~8mg (i) “kg&l. 1H 2@‘%?@
FIRNE G955, £/, AR RAKEZZD) & 1H
TIATUWBEE LT 6mg (i) kg &, 1 H 2 [FIA
RS9 5.

ACSNIECS R %E&U‘Tﬁi WL D EEERET 5,

STEEIRNIE S OB AIZIE. EH 100 ~ 500mL O i h
1Z 100 ~ 200mg (ﬁfﬂﬁ) DEETHEMRL., 30 0~ 1 BE»
FTHRETH L,

7. 8% - AEICEET AR

B EEHE T, EREOBZMNE, BYYEOEERE, Y
AL, BHERERRE O EEZEICAN, 58 - & EHE
T B L, [8.2. 9.2 B

711 ER5EZHET 5 5%

BRI LTFZ2 - 7075 AERWN,
BRE 0RO ERE RO 2595 Y,

18I K N1 20 2 &
5K

1 X35t

mg/ kg I C & 5 DFI S
= —mm 7 pEE [ Dw .
L] me P Soxior [(Cer+132)2-1700]
3 [ MO8 B TAT e Dy D-W CartoD
iz 2 (mg) ) 101 )
m N =
P 120 ZE DR
[IImE _ DW -
! 12N E GO & (mg) DL**43>< — [ (Cer+125)2-6700]
e Dm= D-W (Cer+0.7)
(mg) 101

20 40 60 80 100 D : BFHEREEREITHT BHAR (mg / kg) W i {KH (kg)
EHAE(Co)  mL/min Cor: Z LT FZ2 - 71T 52 A (L / min)

72 BE5REEZRET 5H5E

MNE 7 L7 FZ X 9 BEZEICEERERE5T 5,

8. EELEARRER

81 AKlckBTavy., 774 7F L —DHEEMEIC
FHITE D HFENBRNDOT, ROEEEZESZE, [11.1.1
Z ]

8.1.1 HRNTBEEREZICOWT TR RBZETY T &, 2B,
PIAEYMESICXD T VIVF RN THRT S &, (2.2
He ]

8.1.2 HEITRL TIX. 4T a vV HIIHTH2HMBUNED
ENBHUEfFZEZ L TH T L,

8.1.3 B HRHBMN SR TRET. BEZREFDIREICHE
=8 TR ETS 2l B, RE5RBERIIEE
H<HBRITH &,



8.2 ik, HWS., HEEZ M 8 Mtk ENd sbNd I &
MHHOTHEEICHETSZ &, FICBEEMERE. &
W, RIS G EE R OCR B G B % Tldun PR E
EL<RDPT<, BWHEEDRGBIENEL D KEL /DD T.
EHREZERT DL ENEE LWL, Y /UL RA
PUEME ORENEEIT, @A ICHE 0 KRR S &k
&$50T, MEORMFERLOZOIZ, BEHREDRRE
WHTH % 8kHz TOMEBENEMTH %, [7.. 9.2, 9.8.1,
11.1.2 2]

83 AMBRESZDHEEREREND 5OND ZENDHDD
T, EHIICREZEGT 2R EBREZ IO T &,
[9.8.1. 11.1.3&MH]

8.4 HERIIMPIEBEET =S > TTHTENLEETLWN,
8.5 AFIDOMMITH7z> Tk, MHEEOFEE 2 <720,
JFAlE U T2 /ER L. R ORE LB R/NED
Mo E5ICEEDDT &,

0. BFENEEZEHIIEEICHETIEE

9.1 AHHE - BIEEZEDH 2 BE

911 FARIZZOMBEF7 I/ UL FREEDEICEK
DHER I ZDOMOHBEDH 5 B
SN IET 2 BT NN D 5.

9.1.2 EfFHENEDESE

TR VE 2N 3 O PRI RN S s Z b 5,
9.1.3 BOENOAR L BEXIIROREOEE. 25K
EOENEE

BRE DT E, EYICKRZERND DN
ZENBH S,

9.2 BEEEERE

BERZRS T, HE5REEHITERETDHIE, B0
MARENR L, BREENELLTLIBZENNHD., £z,
5B S MR ELEDREEANE H5bNDBTNNDH 5.
[7.. 8.2 1]

9.3 [TiEElEE BE

FlEEsE LS T2 BENNDH 5,

9.5 7

IR SOIEIR L TW A ATREE D & B e iE iz, B LOF
WHENEBRMEZ LS S I NDHEEICOAEET S T
L. TINTUWMBEIIE Mk E BT 5, HiAEIRICE
8 IMHREEEND 5 ONDZBTNNDH 5. [16.3.1 B[]
9.6 %313

BIR EOARIEROAREORRMEZEZE L. FALOM
FoUIIEEBRET 5 &,

9.8 &

ROFIEZL, ARENICRSMBICEET 2288
DOREEZBR UG EEICHREGT 5 I L.

9.8.1 AFNIFEE L TEE,SHEHS N D0, EilnE TR
BEREDNME T L TWD T EMB N2, b Il 2 i
TLBTNMND 0. 5 MRS, BEEZORIERN
HHHNPT N, [8.2. 8.3 %]

982 E#¥ I K RZICKDHIMETN D 50ND Z END

%,
10. HE(EA
10.2 BEAEE (BFRISEET S &)

S| 4,45 ERAAER - 5 AR | )T - ERIRT
BEEEZEL TS | BEENKE, B EFEEHE TRV
FTNOHZMER| LT HZENH B | A, PEHICKD T
FAF DT, BHHEET| I /773 RE

FEANTY | BT ENLEFEL HEHEOMpA
EROFIIF |, DR, AR
WTF>T > S| BEENEALE | E RO
BAHEITE, B5%2 DNECDEVWDH
kU, BN | S50H 5,
ST Y) R L A T
52 &,

HEHI| 4445 ERERAEIR - fE 1 51k | HEF - fERRIRT
J— T RIFR A B B 5 T OV B AR B | B L3 AR T
JO0t3I R ENFEH, BT |2, fFHICKD Y
TYEIR % | B3BENNHBZHO |2 /YT RA
T, PEANERET B | PTAEYE O i bk
ZEMEELY, |[EOLEA, BAOD
EBRENE D LN

IWEND S,

EHL VT L
BR DI 55 D
YRALE #1752
&,

B L OEAR | B R E K O | WA S BB R
HEETHES | HENRBL BT | ERBEEEE
NOARA | BBENNHLD |50, HAER
e T, PRI 2 | ORFIEAD,

I OEFATA | TENLEEL W,

R

M & A biEk

JESE I

(AT TF

HWVKRT 5 F

LRI TSF

)
JRE IR R 2N 3 5 6 | K] & 6 12 fkE
ot 1l Na2xBTNNH | HHEKIERZAEL
RO L 5, WBRIEHE NS | THBO., fEHICK
=] SHONEEHEITIE| D EOEH R
ARIRY Y X Z |\ HEIZRT, a2V | 3N,

HEREK % | CIATFI—FH

BHEIEEA T 2

BEENEE, B

W EEA & b1

#il ftTrBENND | 2T HN. H
AR | B, HAIEH OBFIEIAR
T ARTY T BH.

B %

11. BIER

ROBEHD D 5HOND I ENHZHDOT, BEE T
W, BENRD S NZLEIERS 2N IET 57 SR

Wi zfr> &,
1.1 EXLEMEA

1111 23y 7 (0.1% Kiu)
FIHBEIR & LT APk, DINESERE, Wi, IZE, (R,
HIG, BTENRHSDONDEENDH D, [8.1FH]

11.1.2 55 8 l#EREE (0.1 ~ 5% Al
BN - BPAZERE - B - W - HERESE OO 58 8 phiEmsE (32
E LTI BREREE) N 5 b5 T ENH 5. [8.2 2]

11.1.3 SHEEE BEARH)
BELDERENOSODNDSZENDH D, [8.3 5]

11.2 2 DLDEIER

0.1~5% A5 0.1% A5 BB
B BOE % THFE, FEEL
B ik PREE, AR I | BT A% D
fR.IMEZ LY F | BfRERE
—> k5. BUN
LR ZR
JFF-Fik AST L5 . |AILP LR
ALT L5
i M ifn Bk 6 | o
g ERE %
ML UL L Mg




0.1~5% A 0.1% A5 BN

E53 R EY¥IKR

ZIE ZHEIR (K7
oko>E >
IMSE Y I
%), E4 X
CBEER ZE
wOER, O
W%, BBRA
IR, PREA )

TG | SR AL O

(FEDY; | . kS

&)

Z Dt S, LUEEROL

U

13. BERS

13.1 fEIR

Brhedr, BERRREE. RUMEREE. MR IEMTE IR, Rk RRE

NdHo5bNDENDH D,

13.2 LB

MEET, BERENTIC L 2 AN DORREZIT S, MR
FEIR, PEIRRFLICR L TIEa ) > T A5 7 —EHER. B
W ZEFI OFG SATHAR IR A 217 D .

14. BREDZXE

14.1 EFIRESEHOIE

5B REE)

1411 B-F 75 LRPUEMBE K EAF & ORFEICLD.
WE & DICARFEELSND EOHEND D, TNTNHIFE
BICTHREG2TH 2 &,

(BARNERSE)

1412 FReoBHICET( T &,

(1) 2PV ZEELVWEEICOANER/NRICITY 2 &,

(2) [F—HAL~OKEEFIIITHRNT &,

(3) MHEEFEHIM BT D Z &,

(4) HEHESEZMALZEE, BUEZFATZD, MR
MEAEEREBICHERE, 22 THES
Tz &,

(5) TEEHROLICIENE, M2 A0 2 ENH 5,

(=R RARS)

14.1.3 BIWEAFAEZ <7=D. 7 30 5L LN TRET
HT &,

15. ZDMODEE
15.1 BERfEAICE D 153k
7 T 2EETTHIREE UL U 7= ik 2 K e S N7z BE 7
27T RRVIAMEERG T2 &, BEREITHD
D5, WRTERGER. PR D 5D ZENDH
5%,
15.2 FERRAREAERICE D < 153
15.2.1 BEZRSM
BIVEY MZT I H T U EHRNESG L7z (40, 100,
200mg/kg. 28 HIE) T, HARHDOHELZRD D ELEDIT,
5-1? CERDONE B DWEENBD 5N EDORENH
57,
15.2.2 B&=4
T MY I AT EEHE RS LZER (25, 100,
400mg/kg. 30 Af) T, BEERMMAALNDZ EEBIC
IEALPRAIE DNEERE, B DR EALNEED 517z & DR
HENHD Y,

16. EYERE
16.1 MARE
16.1.1 fEEERR AT 20 2 P HiEEYE 100mg (J1fi) X%
200mg (Nfii)) ZMEL7=Ha. mHiREDE—2-1330
SR 1 IREEIRICE D, ZNZ3 5.8 ~ 8.5 L g/mL (n=3)
135 ~ 150 ug/mL (n=2) ZRL 7z,
F2 fERERA (n=6) 12 100mg (J1ffi) 1% 200mg (J11H)
Z 1 REECAUMRNE L2, P iREE O B — 7 13
THRIZHD, ZNETNTS5~861gmL, 139~ 188 g/
mL &R U i eld (4,0 130 1.7 ~ 2.2 Th 5 (K 1),
BB, RN (n=3) 12 200mg (Jifli) % Cross over iZ
KO BER O AIEEE L2356, mE O REHER I
20EBDIFEFEHL. v, MAEEMRE FEE (AUC)
HIZER—OEERT Y 7,

B R AT O EHER QM #E X2 fﬁfg}é\f(/)%&')ﬁflﬁ%ﬁiﬂﬁm
MnrPE

ug/mL (100mg, 200mg, n=3) ug/mL  (200mg, n=3, Cross over)
20 1 20 -
=20 (1 )

Q

o--0 B X
o—e mEERE (1 B5RA)

e—e 200mg
0—o0 100mg

W BB
W BB

&
&

o T T T T T
1 2 3 4 5

16.1.2 £ FHIE M HBR
7 I OB 100mg NP & EZ U D EFEROZ
NENImL [7 I A2 UiEEEE LT 100mg (Jifii)] %,
70 A A —)N—EIT K O ERERR A B 11 HE R R 12 BB 7 A
WG U TP R 2 LARBE 2 RE LUz, 1550723
BRE/N T A—% (AUC;. g Cmax) DFEHEEDZED 95%
BHEXKMEIE+ 20% OHEPHICH 0. [HiH O 4P F %0
NERENE ",

1
6 FRE 1 2 3 4 5

SEYENE /N T A —%

HIE/INT A—F BEINTA—F
AUC, - g Cmax Tmax [
(wg * hr/mL)|(pg/mL)|  (hr) (hr)
72N U 7.08 = | 0.58 = | 1.83 =
o~ +
H7E 100mg NP 180051981 7y g7 0.24 0.21
. N - 6.78 £ | 0.53 £ | 2.00 £
12 o +
EZ U SARFHK |17.71 £2.22 0.78 0.28 0.40
(Mean £ S.D., n=10)
(wug/mL)
“%00
m [N -
% 80 L —— 7 I h I UERERIE100mg NP
i ‘ o B VSR
; 60 F /A3 Mean+S.D., n = 10
<
w40 f
B
A
& o204 TR
B0 TR E—
0.0 ‘
0 1 2 3 4 5 6
(S35 (hr)

MY X713 2R R HERS

MAEHREENONT AUC, Cmax 5D/8T A —F13, #ER#E D
R, AR ORI « FFRISE OB T &K > TRIR ST
REVEDN D 5.



16.3 9
16.3.1 fHIBEAZIT
OZEmAk, WHSEmPk. RERRERRIE, wod. B, SE/K7R
ENOBANRDEND, 128, AT AOBITITEIE
EIZROBNDITTERN Y Y, [95 BR)
16.4 {3
7 I KR
16.5 HE;tt
fREERR AT Y 2 713 VR HE 100mg (J1Mi) i 200mg (1

HAEmRTREEZ T RN Y,

i) ZfiEL77=8HE0 8 K E TOFYRPHRITZ
NN, 733%. 724%TH D, /2. | B EREEED

Ba, R TR 6 R R ToE IR R R TN TN
64.4%. 68.8%T. &BITHPLNTRFICHE NS 7,

17. ERERR IR

171 AR OREMICEET 55

17.1.1 ER-E5R IR
BEEMERE RO BF IR LT 22 CiEEE (AMK)
BRI F A 2 Ui (AKM) 221 200mg (JI1f)
Z 1 H 1083 ., HRARNERIC TS T 2 - HERILEK
HERICHBNT, AMK 5 49 il TIXES) 38 i, A%h 8 il
THIE93.9% (46/49 ) THO. 7 I HT VHEBED
HREINRES Nz, T2, AKM 5 56 #lTIEER) 38 .
H5h 15 Bl THIER 94.6% (53/56 Fil) TH D, WEEREICH
BEZRDRNOZ, AMK E5EICBWTEIERIL 3 #
IR SN, B (149 F) . FEE (149 F1) . ESHTAL
PR (149 6) THo7= ',

17.1.2 BN _—E 5 BHR
AMBEBRROBZICH LY I Ui (AMK) &
URAFIA > B E (AKM) 221 200mg  (F11f)
Z1H1E7 M. SANERICTERS T 2 - EEMRig
ABRICBWT, AMK %5 21 BITIZER 14 B, B%h 761
TAHE100.0% 1214 THO. ¥ IH VHEED
HRMEINRE N, /2. AKM %5 19 FlTIEE2 11 4.
FHEh 6 BITHENR8IS% TH O, MEEMICAEEZRD
Moz, AMK &G RECHEWTEIWERIL 5 RO 51
T TIESRER (521 41) THh-o7= 7,

17.1.3 EN-E5R IR
Bl - FISCAR TN (BENDT— T IR ER) RIS
SiE L OV MM PRI R E DB FITH LY 2 Y Ui
H (AMK) MORBF YA 2 UHEEE (AKM) ZThENn
200mg (Jiffi) 21 H 27 HfE, BHANERIT TR G
5 EHEERILEARICBWT, AMK #4531 fITIEEZ) 5
B, BN 16 Bl THEBE67.7% (21/31 #11). AKM % 5 37
BITIEER) 2 61, A% 12 BITHZHR 37.8% TH D, AMK
BEBOTNAEELZEZB O TAMTH 72, 2B, AMK
BERICBOWTEIERIZRD S Nah- 72 2,
1) REL ERHAITREHFEERN ﬁéoé@paﬁbmxéo

18. FEhEEIE

18.1 1ER#F
MEOEAGHRENET 3 Z Ik DHIEs 2 BEED
Ot Z &ML, BEMICERT S Y,

18.2 E1EH
T INT UREBHIIIAWFIE AR MVEF L., FERE.
BHE., ©IF7. KW, VL T2 IIREDT T LR
MEIH L TRWHREERT Y,

18.3 NE(LERICH T 2 REM
7703 RAVIEWE 2 RiE LT 5 R & ORIk
L CiWEdi 257 7,

18.4 ZEMM
o7 2 /7Y a3 REAFUEWE & ORI EmH T
W ERD SN
H) BFAIIAEGEH S éﬂb:%o‘%%ﬂ%ﬁb’cméo

19. AR ISR 2 E{EZ2FE

—f4 0 7 2 UHiERHE (Amikacin Sulfate)

% 5 : AMK

{b%%44 : 3-Amino-3-deoxy- @ -p-glucopyranosyl- (1 —6) -
[6-amino-6-deoxy-a-p-glucopyranosyl- (1—4) ] -1-N-
[ (25) -4-amino-2-hydroxybutanoyl] -2-deoxy-p-
streptamine disulfate
CpHysN;Oy5 + 2H,S0,
781.76

SF
nFE:
W&

HO

NHy
HO

HeN H HO

oy H + 2H2S04

HO
H HO Oy

NH: NHz

T R ABE~ERBOMERTH S,
[T TR T <, T /=)L (95 IZiF

EANEB TRV,

22. ‘aik
(7 I Hh> U HEEEE 100mg [NP)
ImL X 10% [7 > 7]
(7 I Hh> UBERIEE 200mg [NP])
2mL X 108 [7 > 7]

23. EEX@H

1) LBEEA il AR SIS, 1980;7(4) :457-461 (1.20221216)

2) Bk IE & fth: Jpn. J. Antibiot. 1975 ; 28(3) : 288-304
(L20221211)

3) Fa i B fL fB: Jpn. J. Antibiot. 1975 ; 28(4) : 415-434
(L20221212)

4) KROAPEE A : Jpn. J. Antibiot. 1975 ; 28(3) : 283-287
(L20221213)

5) R ER R EE . 1982;28(3) :345-360 (1L.20221214)

6) IRILFEES {1 : Jpn. J. Antibiot. 1980 ; 33(4) : 539-548
(L20221215)

7) tENERL A E SR R

8) A IR R =l : Chemother. 1975 ; 23(6) : 2175-2189
(L20230872)

9) A A& B B fl : Chemother. 1975 ; 23(6) : 2073-2079
(L20230873)

10) FAM R Mt : Jpn. J. Antibiot. 1974 ; 27(5) : 633-636
(L.20230874)

1) &+ /\SIE H AR 5 Mg EH. 2021 : C-270-C-272
(L20230875)

12) REIN— {78 HAER. 1975;37(3):452-505 (L20221217)

13) %+ /\&IE H A%/ 5 f# 3 2. 2021 : C-266-C-270
(L20230876)

14) Kawaguchi H., etal. : J. Antibiot. 1972 ; 25(12) : 695-708
(L20221218)

15) Price, K. E., et al. : Antimicrob. Agents & Chemother.
1974 ; 5(2) : 143-152 (L20221219)



24, XERFEKERUVEWEDEL
Z 7oAt EELERE
T 566-8510 KB JFFHEETT T B T 3 % 26 5
TEL 0120-226-898
FAX 050-3535-8939

26. RERTEES
26.1 SUEERSTIT

ABRAFEENTEEHMEI3E265
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