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I. BEICE9 5HE

1.

2.

(1)
(2)

AR DER
KENE, Nra~A U ERNN Y & T 7 ) axTF FREVEMERFITSH %,

(N a~ A o R A EEA 0.5g T2 43— 1 1%, RET A7 77—~ kA&t (1H
R TR PHRFBEERGE U TR AR L, HEEKORBRTIELZRE, ©ZE
PEEAER 2 320 L, 2009 4F 1 H 14 BIZARZ IS, 2009 4F 5 H 15 AIZkez# s Lz, (3
BHEF 0331015 & (CERK 174 3 A 31 H) 1TSS KRHEH)

2014411 A 6 B T<WIGHEFE> N a~ A VATEED A T2 ) Viitea 7 77 —Bia
PE7 RO ERE (MRCNS) , <ItiE > BUMAE, [EYEONEES, SME - BVE K VR A%
O IRIEGE, e, BAHig, NEMRZE, (LNRPEREMCZ ) KUY TMRSA XiX MRCNS gL
SEoi D BWELT R ERIBUDE | DRhEE - SR NBINE T,

201543 H 11 BIZT <SHIGERE > NV a~< A 2 ABEDO R =2V UiittEi&R ERE (PRSP),
< ICE > BOiLSE, gk, BIRMEREIRA ) OWEE - ZhRSBEIN S T,

2022412 A 1 H, AT T 7 —~ A&t 6 B E T B TS R 58 A&GR
DAEMEE N, TOBRICIRGEL DRSS [# A4 I3 — B INIGIICEE LT,
2022 4F 12 A 9 BICEINGE <4, B IE TSRS 7 2 Bs LT,

HADBREN - WEIZHRE

KENL, Nva~A VBB AR LT 57 ) aXTF RRIUVEMERATH S,
EARZEWER BEA) LLT, vavr, 7H74 7% —, AWHEESE, MEMEE
2%, PLimEKED, BEERIERSE, d s, P EErER st REE (Toxic Epidermal
Necrolysis : TEN) , FZJEkEBEIRIEWERE (Stevens-Johnson JEMERE) , SHIBLIER fE2¢, 3K
AR BOELE BRE, 25 8 MARIEFET, MIEIE RIGAR, FHHERERE S, SR HE S TWD,



I. &¥#ICEI HIRHE
1. B4
(1) M4
Ny awA 2 U S EREH 0.5gNIG)
(2) *4%
VANCOMYCIN HCl
(3) AMDHEE
—xA &
2. —fg4
(1) & (4%
Ny avA v R (JAN)
(2) #*4 (4%
Vancomycin Hydrochloride (JAN)
(3) RT L
Streptomyces J& DFEAET HPUAEWHE : -mycin
3. EEXANTTRERX

4. 2FRRUVSFE
77 F2 1 CesHrsCl12N9Oz4 » HCI
o 1485.71

5. {t%4& (4K
(18,2R,18R,19R ,225,25R ,28 R ,40.5)-50-[3-Amino-2,3,6-trideoxy-3- C-methyl- o - L -
lyxo hexopyranosyl-(1—2)- 8 -p-glucopyranosyloxyl-22-carbamoylmethyl-5,15-dichloro
-2,18,32,35,37-pentahydroxy-19-[(2R )-4-methyl-2-(methylamino)pentanoylamino]-20,23
,26,42,44-pentaoxo-7,13-dioxa-21,24,27,41,43-pentaazaoctacyclo[26.14.2.236,214.17 1812,
12983,01025, 0343%] pentaconta-3,5,8,10,12(50),14,16,29,31,33(49),34,36,38,45,47-
pentadecaene-40-carboxylic acid monohydrochloride (IUPAC)



6. {BR4, 4 KBS, E5ES
IR 1 70 W i
%5 : VCM

7. CAS Bi3&ES
1404-93-9



m. BASI<ET HIREE
1. PMEEENEER
(1) 5 - R
AEDHRTH D,
(2) BfEHE
KIZETRT L, BV AT I RIZORET 0T, A 7 — /WZEITFIZL L, =& 7 —/1 (95)
RS TIEITIZK K, T = MU LITIE & A EET 220,
(3) Wimt
IRt TH D,
(4) AR (OBR) , BR, BRER
ZMEE R L
(5) BAIEEMREER
M EE R L
(6) HEFEM
M EE R L
(7) ZDMOELRIEME
FEEE [l 3 1 —30~—40° (BiAkMcHE L= D 0.2g, /K, 20mL, 100mm)
Adh 0.25g & /K BmL IZIEN L7k D pH 1X 2.5~4.5 TH 5,
2. AMHSOEEELTICEITHIREN
M EE R L
3. MRS OmERABRE
(1) SRAM AT N I E 1
AR DK D EWUL AT MVERIE L, KD ANLT ML ERBOBIAST b L
NI N a~ A v BRSO A NV E T D & &, E DALY S VIEE—
WRED & Z AIZFREORE DRI Z 5D 5,
(2) RN AT NVRIE L
B U U ABEFNEIC LV ERBREITV, RED AT ML ERBOBIART F L EA
vaw A VURBEIEER DAY MLV ERERT D L&, WiE DAY MVIEE— SO
& ZAIZFERRDIRE DWIN ZFR D 5
(3) EMRIS
A OKER IR 2 N2 5 & &, RITAET 5,
4. FRRSDEEE
R Bacillus subtilis ATCC 6633 Z AT, HfE EAIEIZ LV REREZ1T 5,



V. FICEHI HEE

1. #ik
(1) FIRORZ, NERUHER
W 7E4 Ny a~sA 2 R SR FEN 0.5g TNIG)
e TESS A (RS iz S5 1))
PR HEA OB T AR
pH 2.5~4.5 (0.5g (Jiii) /10mL OKEHK) )
sy | 91 s O3 100mL CEm i) )

(2) BHERRVEERD pH, ZBEL, ¥E, LE REL pH BHE
( TIv. 1. (D) AR, FMEEOWER ) OEE)
(3) FFFNDBRRPOBHRLEIEOEERVESE

=H
2. HHFIDOHMAL
(1) %S CEERS) OEE
fR5E4 Ny aw A U S THE A 0.6g TNIG)
HEhEsy (131 7 V) Nraw A v UHEREYE 0.50g  (J4)

=aF 7 I KN 1.6mg

iSILY] D-< > = F—/L 100mg
pH FR i Al

(2) &my

(Tv. 2. (O ARG (EMRSY) OF R OESH)
(3) EMEDRE
M EE R L
(4) BRABBEOHBRRUVBE
PAROrA
(5) T
ZUEE R L
3. EHFIORRE
( VI 14. @A EOEE OHESMR)
4. BEF, HFOSPBEICHT HEE
PAROrA



5. HADBKEEHTICETIREN"

(1) MESER
PJIBES

(T F OHSHE T ICRWT 3FEMEETH L Z LB I S LTz,

Oy a~ A v U HERE S FEEER 0.5g INIG)

AR (40°C, 75%RH, 6 # H) OfER, Nra~ A v o AR EHEN 0.5g TNIG)

NEZER [T A, T () ]

RERTE H = PRA7 1
<Hikk > F BH A RE 244 4 5 A 6 »H
o N6KA1
v N6KA2 W e A e
3 5
<HEOBL IR > NGKA3
- N6KA1
<2%N45> N6KA2 | 3.36+0.01%4 | 3.42+0.01%¢ | 3.42+0.01%¢ | 3.48+0.01%4
’ ’ N6KA3
R Newaz| O i wa
<¥2> [=) [=) =i [=)
r e : N6KA3
ol 3R
weigme | NoKAL \ \ \ ‘
<19.0%LL T > N6KA2 W e A W
o N6KA3
K5y (%) NEKAL . . . .
N N6KA2 | 3.58+0.67*4 | 2.74+0.47% | 2.23+0.27% | 2.51+0.26%
<5.0%LL >
N6KA3
. N6KA1
T N hFv v ( EUmg)
. N6KA2 | 0.005+0.000%4 — — 0.004:0.000%4
<0.25EU/mg(F3 i) A > NGKAS3
TRV ELY) N6KAL | 05200 | AT B ANCR | B TH B CR | B CH SR
< RS B B 5 s> N6KA2 | H bR D REMER | HHND REE | HOND REER | oD REM S
NRTES) T K8 NEKAS | MaaEhiot | MaeaEinot | MedEin-r | Maatib ol
NG N G L N6KAL | (3g~148 | (D34~494 | D6~118 D12~90
<@10um L4 I : 6000 fHLL T, %% | N6KA2 20~10 ©0~2 20~2 @0
@25um LLE : GOOEIU\T/E%%> N6KA3
piliaE ] N6KA1 . e g o
<l - S - T AR | NeKag [HOEIERD| - TR
> N6KA3 - -
G (%) N6KAL : , . .
N6KA2 | 104.51+1.50%4 | 103.21+1.73%4 | 103.77+1.20%4 | 101.69+2.244
<90.0~115.0% > N6KAS

%1 : 7K 10mL 27
X3 RARRICKHTI2EEE (%)

%2 A ﬁ@“ﬁﬁ(%@(ﬁ‘%@{ﬁz, HF 465nm |2
DY E HEEHERZE (SD)

BT DWOLE - 0.05 LLF
ﬁ%;@}m




(2) BATOREMRAR

OB E 60 I Lx-hr [T T A1 T )]

BRI H oy k S A
<Kk > e BH 4 IRE 60 7 Lx-hr
- @ﬁ@i ;‘:{;%b 900961 EREXY ERXoY |
w4 —
* —
<p§5~fg3> 900961 3.44 3.42
BR* n=3 s A A
( < B V> 900961 iy A
B | e 465nm (351 HUOEHES o N
%%;F <0.05 L F> n=3 900961 A G
wERRmH o N
<12.0%LL F> n=3 900961 LE L
RIRMERY™ n=3 900961 BT, REMHEEME S VBT, NEEREMEE A
< REEMEFRM A E IR0 > TWRo T TWenots
AVRNERRL 7 (/%) * n=3
<@10pm P I : 6000 fALL /%% | 900961 DT80 a0
@25um LLE : 600 ELLF/A %R >
BIEE (%) n=3 900961 100 97.7

¥ 0 0.5g (Jff) /10mL (K)




6. BRRORELE"
ORRIESRM (5°C - W)

ABRIRIR « N o~ A v UERRE RTEFEH 0.56g INIG)  (Lot.N6KA1)
RIS - 5°C -
BRI E MR, pH, &2k
BRI AR E KBS IS 100mL TR, RFEL, SHERE CHREBRE1T o7,
RERES : IAfiRE%, 3, 6, 24 W%
%}Eﬁg’% I VAR 1% 3 NI % 6 1% 24 HEM %
= MRk n=3 (2, P 92, 75 A 92, 75 A 92, 75 A
[gggﬁ] pH n=3 3.72 3.73 3.72 3.72
&8 (%) * n=3 | 106.62~107.99 | 107.05~107.99 | 107.10~107.95 | 106.51~108.26
o MRk n=3 A2, P 92, 75 A 92, 75 A 92, 75 A
é%gg}% pH n=3 3.82 3.79 3.80 3.78
&8 (%) * n=3 | 100.12~101.13 | 100.11~101.33 | 100.29~101.61 | 100.37~101.47
S0 g PEK n=3 T P P P
VESRI pH n=3 3.70 3.70 3.70 3.68
[7 I o ¥E] & (%) * n=3 | 100.23~101.62 | 100.57~101.56 | 100.67~101.71 | 100.60~101.50
MR n=3 AHE-£0 7 B (5 Y5 (5 Y5 (0 P
U N
] pH n=3 3.80 3.79 3.80 3.78
&8 (%) * n=3 | 107.04~107.81 | 107.14~107.92 | 107.22~107.98 | 107.40~108.18
VY 58 Mk n=3 AHE-£0 7 B (0 P (0 P (0 Y5
TR pH n=3 4.92 4.89 4.90 4.89
&8 (%) * n=3 | 106.49~107.85 | 106.70~107.72 | 106.79~107.91 | 106.86~107.90
N T W o o B
2 pH n=3 454 451 452 451
[HEFF(9) ] & (%) * n=3 | 107.36~107.45 | 107.25~107.72 | 107.17~107.80 | 107.15~107.68
. Mk n=3 AHE-£0 7 B (0 P (0 P (5 P
[%‘51;;;;(71?2)] pH n=3 5.33 5.31 5.34 5.32
&8 (%) * n=3 | 107.25~108.06 | 107.41~108.21 | 107.50~108.44 | 107.69~108.28

Ko RTRBICHTOEAE (%)




OIRTESAM: (25°C » 1000Lx ENEGELET)

RERRRAR N a~ g U U ERRE SR 0.56g TNIG]  (Lot.N6KA1)
{RAESA: - 25°C + 1000Lx =SENEELE T
BRI E MR, pH, &&ilER
ARER L R &2 AL A KA 100mL TEME, fR1FL, SHEIERRCTRERZ1T - 72,
BIERF A IAfRIER, 3, 6, 24 K
He & JA SABE A VEEARTEE 14 3 B 6 B 4 24 W
(o4 ] PR R o o o
— PR n=3 (0, 2 BH (4 V6 B (4 V6 B (4 V6 B
ST )
\ H n=3 3.70 3.70 3.74 3.73
[ K] L
40 (%) * n=3 | 106.03~106.74 | 106.24~106.93 | 106.08~107.06 | 105.89~106.60
— PR n=3 (0, Y2 B (4 B B (4 B B (4 VB B
it
f H n=3 3.80 3.80 3.82 3.80
[ B i) L
Sk (%) * n=3 | 98.96~100.22 | 99.00~100.20 | 98.73~100.27 | 98.67~99.80
5% I Ok PR n=3 6 )] 1 44 156 1 44 156 A5
TSR pH n=3 3.71 3.71 3.71 3.72
[7 Kotk 48 (%) * n=3 | 99.97~100.13 | 99.87~100.12 | 100.04~100.28 | 99.77~99.87
S PRI n=3 e £ BB A £ B A A £ B A A £ B A
Y By I/»
o ;/f;g] pH n=3 3.81 3.80 3.81 3.81
4k (%) ¥ n=3 | 105.93~106.48 | 105.87~106.56 | 105.84~106.69 | 105.59~106.24
S PRI n=3 e £ BB A £ B A A £ B A A £ B A
fﬁ%ﬁéﬁ pH n=3 4.92 491 4.90 491
L (%) ¥ n=3 | 104.42~106.70 | 104.82~106.65 | 104.97~107.14 | 104.74~106.69
e T W 0 0 B
= pH n=3 4.52 451 452 452
[HEFFIR(9)] 4 (%) * n=3 | 105.75~107.06 | 105.64~107.18 | 105.38~107.21 | 105.37~106.91
—_— PR n=3 (0, 2 BH (4 V6 B (4 V6 B (4 V6 B
- -
)] pH_n=3 5.33 5.32 5.33 5.34
4 (%) * n=3 | 106.47~107.25 | 106.04~107.18 | 106.12~107.33 | 106.01~106.73

X RRRIAT 5 BAE (%)

<RI SCE> K0 S

BREDEE

TR TR T D 2 &, B, RUEGTRELZLELTIHATYH, =i, G
JELRAF LT 24 FERIDINICER 5 2 &,

7. ¥l DEREEL MELFEHEL) ¥
( IXW. fi§#5] OmEHZMH)
8. S£MFEMHEE

PREREE Bacillus subtilis ATCC 6633 % W T, HENHIEICLD

RBRE1T D,




9. RAIMOEYRS ODREBHARE
(1) SRAN AR BE I E 1

KD KIERIZOE, WA MEARIET D & &, HE 279~283nm (ZWIX DR
R,
(2) EMERS
AR DKW AEIRERIR 2 N2 5 & &, WRITA®WT 5,
10. HEIFOEIRD DERE
ABR B Bacillus subtilis ATCC 6633 # H\\ T, HfEEHEIC L0 EEBREZIT O,
1. Hif
ARENDO IIL, Noa<A 2 (CesHrsClaNgOay : 1449.25) & L TCoOELZEE (Jiffi) T
ZNE IR
12. BAT HAHEED H S KM
B EE e L
13. FBRHADELEDR - SN SHLBERICET 5158
B EE e L
14. ZDih
it g BAZ 64 5 W R ¢
HE A%
FRBR Nra<A v o R EEA0.5g TNIG
A Lot.N6KA1 ey
K KEAE(Q000mL) Lot.8H97
K F— ViR 7 4 V% — ELD-SF-T60(0.2 1 m) - -
v b UNEAL STk E%) Lot.070417 @ Wi/ T SRR
ESGs SR, BO0Lx=EANHELELE T
ik ¥4mL/5y
- Wi 7 0, 60, 120, 180%) _ =hEE
(T~ =FiER 10, 70, 130, 1904 = @ =AFRI DRI
5D 7 4 VX —i@iE% | 20, 80, 140, 2004 |
ARG URZEES L8Ny 712k~ &S L, H_ BRI 15 —(0244m)
ik T T 2B LT, Wik Ny 7, ZHiERE X OWKE 7 «
JL B —@iEI b\fﬁﬁx&@ﬂ#ﬁﬁ B EEBRER L, BREL (=D @ Z1LE—EBRAD
HE DA I LA RARE L, 0 BRI
E B Wik a~<~ 757 40—
AR
R P B o B
it 7 e (07) 0 60 120 180
J 7 i (%) n=2 99.6~99.9 99.6~99.7 99.3~99.6 99.5~99.6
e R (59) 10 70 130 190
= %) n=2 99.6~99.9 99.5~99.9 99.5~99.9 99.5~99.8
T4 IVE — e (4) 20 80 140 200
I %) n=2 99.3~99.5 99.4~99.7 99.2~99.7 99.5~99.8
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V. ARICET HIEE

1. FEXIEHR

(1) <3 pEfdE >
N awd VAEMED ATV Uitk AT KU ERE (MRSA)
< JEJEE >
PAE, SR O I, SME - BME KR OVFITAIS O RIEYs, BREZR, BIEK, Mgk,
Iifsss, Wi, REREse, (LARMERER I

(2) <3 pEfdE >
NRyawA TV ATBEO AT Vit T 77 —ERaT KV EkE (MRCNS)
< JEJEE >
PRAE, RGNS, SME - BME R OVFAINAISE o “ s, Ehisk, Bfix, JE
%, AUHRPERERR

(3) < g f >
Ny awA V ATBEOR=2 U UHER R ERE (PRSP)
<JEEE >
PAE, gk, (RMRMEREIR

(4) MRSA XZ MRCNS YD 841 D R BN LT H BRI E

<%k - HRICEET SERLOIE>
(1) AAIORWEHE L THEMKT, HEEOFHEIMMHREENLLND ZENHY, £k
MRMEREIER IV TIE, #iBE L L THEREENRBELT 28001 H 5D T, RN
%, WICBEEORFICHSEEL, HEICRFTLHZ L,
(2) PRSPHiRDELGAEITIK, 7 Lx—, FEANEZ M SMANC X220 R0 TE R0y
BIWCOBEMT D2 &,
(3) MRSAXIIMRCNSIYLA G4 2 F B LT R ERBUMEIZ W 258121, TREORIC
HETLHZ &,
1) AFNE, BLTFO25ME%i7- L, 7 >MRSAXIIMRCNSHAHERE TH 5 &b 5 IE
BT 22 &,
D1EIOHKIE T3S CLL EDIEE, U 1R LL EEfHsE 4 5 37.5CLL E DI EL
QU HEREAY500/mm3ARTw DA,  XIE1000/mm3 ARl T500/mm3RiifiiZ b4+ Z &2
THENDGE
2) ERNSNDTA RTA4 2R, ARBOIBEIC TS RBRREFSEMO Y & T, KA
O & ST DIEBIZ DWW TOAFERT 5 Z &,
3) AABEGANCMmEER %2 T 5 Z &, MRSAIIMRCNSEYE D AJREM: NG E STz
Ga \IEARKN O G- 1P MA ~DEREBET HZ L,
4) AP G OBRMGRE I OFEIE Th 2 i PERED B ARFE CHER TE RWEAITIE, BimEk
BOYEA P E LTHEET S 2 &,
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2. BERUHEE

WE, AN a~w A U E LT 1 2g (Jiff) % 1[5 0.5g (Jiff) 6 K

EXUE 1A 1g (i) 12 B Z S0 EI LT, N 60 4 LA B CHREFHET 5,
¥, i, RE, FERICK D EEEET 5,

EERFE I, 18] 0.5g (Jiffi) 12 BRI Z & XiE 1 | 1g (Off) 24 BRI Z &2, #hEh

60 73 LA LT TRimEET 5,
ks, A, (RHE, GEIRIC XV IEEHERGT D,

AR, R, 1 H 40mg (Jifl) /kg & 2~4 [FIZHEI LT, TR 60 55 LL Eovid €

SRERET D,

FrAWRICE, 1E#E5&410~15mg (Jiffi) /kgs L, A% LA E TOHAERICK L TiX12
B &, %1y A £ TOHERITH L TIE8HH T L1z, ZNFI600 L T T AfEE

Y5,

<K& - BEICBEY SERLDEE>

(1) AT Y g v MHFEUTERM TOMRBEEZIT) L e 22 I Ui S CTred
neck (red man) SEMEEE (5, SH, WEORBEMEFIN, 5% , IEBTSORNE
HANEBTHZERHHDOT, 0LLENTTREFEFTTH L,

(2) BEEOHLEH, ®HFTI2IE, B5&E - REMBOREEG 2T, LHREZE=F%1
YT LR EEEICRE TS, ( MEERSE) , [ERE~ORE) OHESHR)

(3) FAIDERIZHT- > TIX, MHEREOEBLEZ 2D, ROZEITEET DL &,

1) JERYYE ORI A0 72 505k & R & Fi D EERT U2 OFFE O FTITH Z &,

2) JFHIE U T O FUEHE R OARFN o DB 2 il 5 2 &

3) HHHIMIE, RO, ERERE, BEOMERSEZZE L, WU RIS, AR Ok
BRBENEHE L, B OIGHR LB R EARR OB OR G E EDD &,

3. ERERALIE

(1) BRT—21\w75—2
MR L

(2) BBERZHE
MBI L

(3) EREAREERR
MR L

(4) BFRIOEE
MR L

(5) HRIEREER

1) |EARLLETHERGHE
MBI L

2) HEEER
MR L
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3) REMRR
BRI L
4) BE - REANHR
M ERR L
(6) AEMEER
1) SEABERE - FEFEARERE FHIEE) - ERTEREBERSER (TRERKKR)
MEERR L
2) RBEFH L L TEREFTENDABRNITEE L -HBROBE
<NV a~vA OB ATEHEN 0.5g INIG) OGRS >
HHET AT 7 —< RSt (IBREEES TERAS) 13 TN 3~ 1 o R S i
HH 05g 1% 43— | OER%Z 2009 4E 1 A 14 HICES Lz, &ARICEELTIE, LT
DRSNS, 728, 2022412 A 1 H, RET A7 7 —~HA&Er 5 HET
IRz B T3 R s Al G AR e GRS &M S, ZOBRICIRFBAOREZ (X4 3 — 105
INIGJIZAEF LT,
RS
fif MR 2 A4 5% & L ThEag ORI, i BB L CUUTORR AT 5 2 &,
(1) #E ekt (EZRELETy) AL, HRENETLIZ L,
(2) WEELTEREMNT L, @IERFEH 2RI 5 72D EREERIC R L ZE e E W
AT 5 2 &,
(3) BEMEMBEICECLREELE 1 BEATBHE ICRE MR T2 2 &,

BZERE

[ R I AE 1 ]

¥ 1\ 20104 4 H 24 H~20114 3H 11 H
¥ 20m 20124 4 H 2 H~20134 35 28 H
#3[m 20144 4H 2H~20154 3 23 H
%4 20174 4H 6 H~20184 24 26 H
# 5[ 20204 7 H 30 H~20214 3 4 31 H

(AN ]
BRI ST (S [E D R RS & 0 IR S VTR R 2 FH Y, N a~of T
2 SR DR R O A O A B 2 F A L7,

(R A AR ]

KUK FHFEOMIC range, MICs0/% UIMICo, FK2IZMIC/AA, KUZMICRERE 5 2 7=
R

UM EMRIZB W T a~ A AT DB O T KON E AT D B i
o,
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1. MIC range X UMIC  (MIC : upg/mL)

4 F it [A] B MIC range MICso MICgo
‘ ‘ #10nl 50 05 — 1 1 1
AF Y ‘{léé%‘f#ﬁé? F'?fi‘?% #om| 60 05 — 1 1 1
l\S/Ifthwﬂhn Susceptible #E3a] 90 05 — 9 1 1
aphylococcus aureus —
(MSSA) F4le] 50 05 — 2 1 1
5] 50 0.5 — 2 0.5 1
i 1] 100 05 — 2 1 1
AF U UM AT R o ERE 59| 120 05 — 9 1 1
Methicillin Resistant T —
Staphylococcus aureus i3@ 180 0.5 2 1 1
(MRSA) #r4m] 100 05 — 2 1 1
50 100 0.5 — 2 1 1
o #10nl 34 0.25 — 0.5 0.25 0.5
=) RS R IR 520 37 025 — 05 0.25 0.5
StPenlcllhn Susceptlble’ 3] 58 095 — 05 0.25 05
I’eptococcas pneumoniae T
(PSSP) FalA] 46 025 — 0.5 0.5 0.5
550l 56 0.125 — 0.5 0.25 0.5
\ g1l 29 025 — 0.5 0.25 0.5
= Y ARSI R AR izl 33 025 — 05 0.25 0.5
Sfenlcllhn Intermedlat(? ERTE 44 025 — 05 0.95 05
‘reptococcus pneumoniae —
(PISP) 4] 32 025 — 0.5 0.5 0.5
#3510 40 025 — 0.5 0.25 0.5
#i1ml 12 0.25 — 05 0.25 0.5
=Y AT B 2l 20 025 — 05 0.25 0.5
o Penicillin Resistant ’ 3] 33 025 — 05 0.25 05
I’eptococcas pneumoniae T
(PRSP) FalA] 22 0.25 — 0.5 0.5 0.5
50l 4 0.25 — 0.5 0.5 0.5
AF U Uit a T 77 — Bkt - 2E|
7 R EKEE (F4mn o 150 025 — 2 2 2
Methicillin Resistant HIE R R)
coagulase-negative e
Staphylococci (MRCNS) A5l 150 025 — 2 1 1

MIC : f/NMEBERILREE, MICso : 50%ix/NMEERLIEIRE, MICoo : 90% /N H ML IERE
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#% 2. MIC 5 A4i

(BT : BE%)

MIC (pg/mL)

T ies
A% SN[ 0.12 0.25 0.5 1 2
%1 (A 15 35
55 2 [A] 25 35
MSSA | % 31a] 6 82 2
% 4 7] 17 32 1
%5 5 [l 28 22
% 1 [ 18 80 2
% 2| 27 91 2
MRSA | % 3al 22 155 3
% 4 A 14 83 3
%5 5 [l 30 68 2
%1 (A 22 12
%5 2 [m] 24 13
PSSP | % 3 1nl 42 16
% 4 A 16 30
% 5 Al 9 40 7
% 1 [l 17 12
55 2 [A] 22 11
PISP | % 31a 25 19
% 4 7] 12 20
%5 5 [l 27 13
%10l 9 3
%5 2 [m] 12 8
PRSP | % 3l 20 13
% 4 A 9 13
% 5 Al 1 3
% 4 7] 2 6 64 78
MRONS % 5 Al 7 43 93 7
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VI. E33EEICEAT HIRE

1. EBEZRNICEEHHILEMITLEHH
AANIREEDO T I 7 7 ) a vy R E_XTF Rz A LT 5,
T 7V 3y RE s T v ok (ABK)
RTFKE . 74 277 =2 (TEIC)

2. EEEH

(1) {eFRERGL - fEFRFF S
TERITMIBRBES T F K 27U T o DA RPRE & MR O 2 K OV RNA G AEETH D, A
I CToh D, FCHRTERICB W ORA M & oo T D ATF VY UiET RO ERE IR L
T, invitro XN in vivo TT S WRNBBOH HILTWDE N, Ny a~ A v Uik b
LTWb,

(2) ENZEFRS T HEEBRAHR
BRI L

(3) {EFAREEME - FHRERRE
BRI L
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VI. ¥MEIREICRET HIEE
1. mMAREDOHRS - BIEE
(1) AERLENGOLHRE
ZMEE R L
(2) EEmPREDZERRE
M ERR L
(3) BRABRCHRASn-IHRE
MEERR L
(4) Bz
M ERR L
(5) BE - fHHAEDEE
( VIl 7. MHHELEH] OHEZR)
(6) BEH (REaL—P3y) @BHICKVHIBAL-EMERSEEEER
MEERR L
2. EMEERP/INFTA—42
(1) BiTHE
M ERR L
(2) BIPLEETEH
MEERR L
(3) "AFATFRLFEYT«
MEERR L
(4) HREETEH
M ERR L
(56) VU7 VR
MEERR L
(6) HMEHE
HEERR L
(7) MFEQHEE
M ERR L
3. }R
MEERR L
4. S
(1) Mik-KEMEaEME
M ERR L
(2) mi&k-RadRErE&E
( TVIl. 10. #Fhw, pEfm, RARF~OEG ] OHESH)
(3) it~
( VI 10. %Fhw, PEM, RILHE~OEG | OHESM)
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(4) MBER~DOBITHE
MBI L

(5) ZDhOEB~DBITHE
AR L

5. s

(1) KEEBLR UK HEHER
MBI L

(2) KBICEAET 5B% (CYP450 %) D49 FiE
MBI L

(3) MEEBNROEERVTDEIE
AR L

(4) KEMOEEOHERULE
MBI L

(5) FEHERBEYMORERK/ S A—4
MBI L

6. Hift

(1) BEltERa R ViR
R L

(2) Btttz
MBI L

(3) HEitthERE
AR L

7. FSYVRR—2—ICET H1ER
AR L

8. BREFICLDBREE
MBI L
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. R2tt (ERALOZESF) ICEY5EE
1. BEENRLEETDER
[(E£]

[

FHROWERDOERZH =0, <3t - HRICEET IEALOFEED>, <% -RAEIC
EEIIEALDFES>DNEZRFROL, FEMAICHEHIC &,

2. EENBELE0ERA (RAIEEZED)

[£E (ROBFIZEBELENIE) ]

RHND B35 UIsBUE O BEEE D & 5 B3

[RAIEE (ROBHBIZEBRE LBV EZRANETIN, BICWELTIHSICITESICHR
E332¢) ]

(1) TA a7 o=, XTFFRGUEWEXIET X/ 7Y 2y RRHUEMEITR L IEEUE D
B D & % B

(2) XTFREVAEWE, 7 /70 ay RRUVAEWE, 74 277 =10 X 28 XT%
DO OERED & 5 BE [HREN B UIIHE T 282001 H 5 ]

3. DREXFHRICEET SERALOIRLTOER
(TV. IRICET2HE) 22H1)

4. BERUVAERICEEYT AERALOERLTDOER

( TV, WBIRICHEHT2HE ) 22H1)
5. RERSARLZOER

[BERE (ROBEICIEREICHETSH L) ]

HIZEEIL L]
(2) IEHOH L EE IFEENET I L0H D]
(3) Mg ( Imlia~0fkh | DEEZMR)
(4) EHAERER, FrER (VWNEEA~DOREL | OHESHR)

(1) BEEOLHLEAE RPN EBIEL, M 5720, MPREEZT=4 ) 7T 57 EH

6. EELEXRKIR L TNEHRVBRESZE

(1) BANCEDLavd, FFI2453F—0ORAELZHEFEIZTMTE D HERRVDT, K
DEEE LD L,

1) FHRNTEEEREE IOV T4y 72 i
JRI VL THER T2 Z &,

PEATOZ L, B, PUAEMEEREIZLLDT LLX—

2) BEIZELTIE, M9 va v VBT HREBNED ENDHHEFEEZ L CTEL

P
3) WERMGNORGKTHRET, BEELLHEORBICHRIE, TORBIEETI 2L,
B, BREBMERITEERBE TSI L,
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&

(2) AFNIAF U Vil G T FUERE (MRSA) BYYE, AF2V Vit r 75—+
it~ R EKE (MRCNS) J&RYE, <=V Mgk (PRSP) JRYWEICK L
TORAEREREO BN TS, 72720, 7 FUEREMREZR IS LTIk nmick s
L CHAMAMITEED bz,

(3) BHSHMPIIMPREEFE=FYT T ERNEE LY,

(4) FEWELFPERBDIEDIRIRICB W T TO Z SIEETH 2 &,

1) AAENE, HFHERBAETH D, BEDGED S, 72>> MRSA Xt MRCNS 723 F[K H#
THDEEDNIGAICBELERATSZ &, ( [53h6E - DRICBE#E I 26 H Lo
HE) OHEZBM)

2) WFREREL, FEADRIENRD bNTHAICE, Ao HILEEZBET L L,

3) MEEEN  BRFNBEOIFRYNEDO R TH D Z & PR SRR, oM IIAH
DG EIETH L,

7. HE#%H

(1) SFRERE L EDER
R L
(2) BtREE L EDESR

BERER (BERISEET B2 L)
AL BEASEIR - HEE A FEFF - falRIA 1
4 By SRR R G35 &, B, b |2Hpisicx, 7740 7%
F AR B L AR I UKL, T 7 4 7| —1EH, v A& I bEREEA
X —RISEDORERN BB | ZHT 560050, KAIZH
THZEND D, v A& I VIERHERRSH D, L
EH R OB 1 BRI 2> L, FAEVER O I RH
ARHND i EZ T T 5,
R O 2 AT 2354 | EE, BREENRB, BT AL I, TR
T 7Y ay RRIEWE LT8R HDL0OT, PEIMEEET L0, HAEEROKF

TR TR 5 2 &, R a5 134

NT T AT 2%61%, BEICES |GRKT  BEEDH 5 EH,

H4a 5 A PUEM RS 15, mknE, RGO BES

VAT T T
RETZF s

MR H T D IEA BRRENRE, BT ok% (M mAlkICEEEEE TS

TLRTUVI B NWRHDHOT, FEHITHRET 5|28, MAEEHOEFIIARRA,
I ARY v F|\ZE, RUOEHTOHT 2G| GRE T BEEDOH HEE,

e, EERIIKREGT S, g, R G OBEE
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8. ElI{EH

(1) BElIfEROBIE

ARFN A FH Rl A S O BINE FH S B EE 23 B & 72 2 A 2 S0 L TV 7R uy,

(2) EXGEMEREOMGER B RH)

1) avy, PFr24353Fx%>—:vavy, 7FH7 40 7% — (FNERINEE, 2L, %
) 2R3 ZENHDHDOT, BEE ATV, EERDPH b GEIITRG %
kL, #EEIRAEEITH Z &,

2) AMEEEE, MEMEELX . SHEEEE, FMEEBREOHEEREEENHODOND Z &
W HDT, EBHHNIREZIT O 72 EBIE L 71247V, BENRO b 5513
HBAEWIETDZENEELVD, RSUESTER G 26T 256
K5I HZ L,

3) NMBkEA, WEBERBRE, m/MRED - LLERECD, BREREE, f/Wasb e 50
NHZENHLOT, BEDRDONIZGEIITHR G2 PIE L, WUIRAEZITO Z L,

4) hEMRRZIBEFEMASE (Toxic Epidermal Necrolysis :TEN) , REHIRIBEZRH
(Stevens—dJohnson fER#E) , RIRER MBS « HEMERBIERIRIE, FRREREIEHRSE
BE, HIBMERERN S HOND ZENHDHDT, BELE HIATV, 20X ) IRIERN
HOLONTLEAIITREGEERIEL, BURLEETI 2L,

5) EFIMEBBUEMSES - VIHER E LTS, BEANL LN, FICFMERE, U3
FRERR, MIMERMEEN, AFERERIE S, B Y o RERHERAE 2 0F 5 BRI O IS 22\ BUE IR
WHOLDLNDZLRHLDT, BEELZTFITITY, 2O XS RIERN S b Z5HEI
G ARIEL, MURAELZITO 2L, B, B AR Z T AL X 6 (HHV—6)
LEDOTANADFENALZMED 2 &%, BEFILELIRE, BE, HEEREEED
JERDI RS 5 WITBIE (L T2 2 DD LD THERET HZ &,

6) 55 8 INMhIEMEE « Xm, HWY, WK THEOHE SMMREEENRHLDLNDLZ ENH DD
T, WIRESBSEL 0TI 2 &, £, 2O X I RIERNS b2 GA I3
il d 52 EREE LD, ROeBTREZRT 2HEIITHEEIIRGT L
Lo

7) BRIEMEXREE 2 - (AN RIBRE DO MAEZF ) BHERKIBRDH LN ENRHDHDT,
N9, BEEO TR H b IGEICIE, EHICRG LR IET 272 EEu R E 41T 5
N

8) FF#EERESE, #|IE : AST(GOT), ALT(GPT), AI'P %0 k&, HHEAH Hbhd Z &M
oo DT, EMANTHRAELIT O 72 EBIEZ 04TV, BEDBFRO LG5 ITiTks
Ik 5 SO RAE 1T O 2 L,
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&

(3) ZDHDEIER

BAEE A
BB BT |5, O SOR, SRS, BEWAL Bk IgA ki
T ) AST (GOT) k5, ALT (GPT) k&, Al'P k&, vV e k&, LDH
LR, y-GTP L5, LAP L§
B WY [BUNLH, /L7F=v R
W & |0, ARy, MR, GRS
Mok B AL WRS, WA, T
z 0 %ﬁ,ﬁW’ M, B, A, N
1 ek QR 2580 bAHAICE, RGATIEL, BORLEETS - L,
P2 ER () SR LNEHAIE, 52T 5% SENRLEETS 2L,
P R (RE) SROLNEAICE, REETIET S ENEE LV, RUeiTRY

s ABRAY A= i)@@]f&k%% 117952 &,

(4) HEANRERRRHERVGERREERE—
EEE R L

(5) &iKE, AHE FEEERUVFMOAESFERINOBERAREHEE
% HE RS L

(6) EM7 LILX—I—xdd 3R RUVERE

1) BR : AFIOSTkR LIRBUE OREERE O & 5 BFIZ i&ﬁb&w:&
2) RAER . 7127 7=, XTF RRRPAEWEXTT X 7 7V 2> RRFUAEWEICK
LIBBUEDBERERE O & 2 BFICITREG L2 E &AL 250, Frlons s 5854
JITEEICRG T L,

3) BEELERREE AXCLDvavy, 77 47XV —DOREEMEREIITMTED
FERIRNDO T, WOHELR L 52 L, OFANCBEREFEICOWTHoRMZ2%51To 2
Lo B, PUEWESRIZI AT VAX—RBIILTHERT A2 L, OBEICEL T, &
PTa v VHEICRTORERED L 5L LT 2 &, @QFEGMENLREGKT
#%ET, BREEZLEHOREICHRIE, +oRB8REITY 2 L, B, B5BABERITE
BESBIET L L,
4) BERBEEMEAR : Ova v 7, 7FH7 4 7% — (HRIRE, éﬁﬁﬂ FIESE) A
TZENBDHDT, BEELTZIATY, JERP S Db GAIZIT G2k L, Y]
IRALEZAT O 2 b, @ EIER ST IE, &Fﬁﬁmﬁ@ﬁ %%é&ﬁ*#%%
PNDZENHDLDT, BEETHITITY, 20X 5 RERND b -EAICITEE
ZHIEL, WURME AT T &, OZEAMEEBUEEGERE @%ﬁﬁ&bf%ﬁ FEEL
DAHAL, BITHTHERERED, U o EilEIR, BmEksEn, arieekiEs, HAY SR
B2 O I D EHEE ﬁLMfﬁﬁ%%bhé’&ﬁ%émf BEE 74TV,
DX RIERD D oG A IR ERIEL, @OeAEETO 28, b, b
bmwmx¢4wX6(mﬂkﬁ) HEOTANAOBIEMALZMEY Z N, Fhh
1Bt © 3895, FEN, NTPHREREZSOERDERS 2 WILELELT5Z L RH 5D THER

THI L,
5) EDDEIER : ﬂf(%ﬁ,%o%,%f SRS, BUEIRL, MUK IgA KIEE)
DIEIR (FEF) 2B o i&5%¢mb YR UEZAT D Z &,
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9. BlREADRE

FlEE TIEEHRENMET LTV L HENL VO T, REHLOREG I BEEEREZIT
W,%%%ﬁ?@&ﬁﬁi@&%g'&ﬁﬁ%%ﬁmb,m¢%§%%%§)/&ﬁéﬁ
EHEICRETLHI L,

10. 48R, =R BIABRE~O#HE

(1) FEMESUTIEIR L T2 AIREMED & 0% A1, T8 Lo ettt 2 B2 &by
SNLHGEIORFEETHZ L, BERTORGICE S 2 LML L T

(2) AT OIWANZIL, BET DL E2MET, SR TRET 553 RAZTIETLZ
Eo & FRFFLPICBATT D]

1. MNRE~DEE

B OFERME D D720, FRIARHARER, B4R Tidu i A o R 28 it &
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<FDA (USA) , 20224 12 Hk# >

EH 4 KIE

Dft4 BluePoint Laboratories

ke 4 VANCOMYCIN HYDROCHLORIDE injection, powder, for solution
K - B | 1g/vail, 500mg/vail

INDICATIONS AND USAGE

Vancomycin Hydrochloride for Injection, USP is indicated for the treatment of serious or
severe infections caused by susceptible strains of methicillin-resistant (B-lactam-resistant)
staphylococci. It is indicated for penicillin-allergic patients, for patients who cannot receive
or who have failed to respond to other drugs, including the penicillins or cephalosporins,
and for infections caused by vancomycin-susceptible organisms that are resistant to other
antimicrobial drugs. Vancomycin Hydrochloride for Injection, USP is indicated for initial
therapy when methicillin-resistant staphylococci are suspected, but after susceptibility
data are available, therapy should be adjusted accordingly.

Vancomycin Hydrochloride for Injection, USP is effective in the treatment of
staphylococcal endocarditis. Its effectiveness has been documented in other infections due
to staphylococci, including septicemia, bone infections, lower respiratory tract infections,
skin and skin-structure infections. When staphylococcal infections are localized and
purulent, antibiotics are used as adjuncts to appropriate surgical measures.

Vancomycin Hydrochloride for Injection, USP has been reported to be effective alone or in
combination with an aminoglycoside for endocarditis caused by S. viridans or S. bovis. For
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endocarditis caused by enterococci (e.g., E. faecalis), vancomycin has been reported to be
effective only in combination with an aminoglycoside.

Vancomycin has been reported to be effective for the treatment of diphtheroid
endocarditis. Vancomycin Hydrochloride for Injection, USP has been used successfully in
combination with either rifampin, an aminoglycoside, or both in early-onset prosthetic
valve endocarditis caused by S. epidermidis or diphtheroids.

Specimens for bacteriologic cultures should be obtained in order to isolate and identify
causative organisms and to determine their susceptibilities to vancomycin.

To reduce the development of drug-resistant bacteria and maintain the effectiveness of
Vancomycin Hydrochloride for Injection, USP and other antibacterial drugs, Vancomycin
Hydrochloride for Injection, USP should be used only to treat or prevent infections that are
proven or strongly suspected to be caused by susceptible bacteria. When culture and
susceptibility information are available, they should be considered in selecting or
modifying antibacterial therapy. In the absence of such data, local epidemiology and
susceptibility patterns may contribute to the empiric selection of therapy.

The parenteral form of vancomycin hydrochloride may be administered orally for
treatment of antibiotic-associated pseudomem-branous colitis produced by C. difficile and
for staphylococcal enterocolitis. Parenteral administration of vancomycin hydrochloride
alone is of unproven benefit for these indications. Vancomycin is not effective by the oral
route for other types of infections.

DOSAGE AND ADMINISTRATION

Infusion-related events are related to both the concentration and the rate of
administration of vancomycin. Concentrations of no more than 5 mg/mL and rates of no
more than 10 mg/min are recommended in adults (see also age-specific recommendations).
In selected patients in need of fluid restriction, a concentration up to 10 mg/mL may be
used; use of such higher concentrations may increase the risk of infusion-related events.
An infusion rate of 10 mg/min or less is associated with fewer infusion-related events (see
ADVERSE REACTIONS). Infusion-related events may occur, however, at any rate or
concentration.

Patients With Normal Renal Function

Adults

The usual daily intravenous dose is 2 g divided either as 500 mg every 6 hoursor 1 g
every 12 hours. Each dose should be administered at no more than 10 mg/min or over a
period of at least 60 minutes, whichever is longer. Other patient factors, such as age or
obesity, may call for modification of the usual intravenous daily dose.

Pediatric patients
The usual intravenous dosage of vancomycin is 10 mg/kg per dose given every 6 hours.

Each dose should be administered over a period of at least 60 minutes. Close monitoring
of serum concentrations of vancomycin may be warranted in these patients.

Neonates

In pediatric patients up to the age of 1 month, the total daily intravenous dosage may be
lower. In neonates, an initial dose of 15 mg/kg is suggested, followed by 10 mg/kg every 12
hours for neonates in the 1st week of life and every 8 hours thereafter up to the age of 1

31




month. Each dose should be administered over 60 minutes. In premature infants,
vancomycin clearance decreases as postconceptional age decreases. Therefore, longer
dosing intervals may be necessary in premature infants. Close monitoring of serum
concentrations of vancomycin is recommended in these patients.

Patients With Impaired Renal Function and Elderly Patients

Dosage adjustment must be made in patients with impaired renal function. In premature
infants and the elderly, greater dosage reductions than expected may be necessary because
of decreased renal function. Measurement of vancomycin serum concentrations can be
helpful in optimizing therapy, especially in seriously ill patients with changing renal
function. Vancomycin serum concentrations can be determined by use of microbiologic
assay, radioimmunoassay, fluorescence polarization immunoassay, fluorescence
immunoassay or high-pressure liquid chromatography. If creatinine clearance can be
measured or estimated accurately, the dosage for most patients with renal impairment can
be calculated using the following table. The dosage of vancomycin hydrochloride for
injection per day in mg is about 15 times the glomerular filtration rate in mIL/min (see

FOLLOWING TABLE):

DOSAGE TABLE FOR VANCOMYCIN IN
PATIENTS WITH IMPAIRED RENAL FUNCTION
(Adapted from Moellering et al 1)

Creatinine Clearance Vancomycin Dose

mL/min mg/24 h
100 1,545
90 1,390
80 1,235
70 1,080
60 925
50 770
40 620
30 465
20 310
10 155

The initial dose should be no less than 15 mg/kg, even in patients with mild to moderate
renal insufficiency. The table is not valid for functionally anephric patients. For such
patients, an initial dose of 15 mg/kg of body weight should be given to achieve prompt
therapeutic serum concentrations. The dose required to maintain stable concentrations is
1.9 mg/kg/24 hr. In patients with marked renal impairment, it may be more convenient to
give maintenance doses of 250 to 1,000 mg once every several days rather than
administering the drug on a daily basis. In anuria, a dose of 1,000 mg every 7 to 10 days
has been recommended.

When only the serum creatinine is known, the following formula (based on sex, weight,
and age of the patient) may be used to calculate creatinine clearance.

Calculated creatinine clearances (mL/min) are only estimates. The creatinine clearance
should be measured promptly.

Men: [Weight (kg) x (140 - age in years)]
72 x serum creatinine
concentration (mg/dL)

Women: 0.85 x above value

The serum creatinine must represent a steady state of renal function. Otherwise, the
estimated value for creatinine clearance is not valid. Such a calculated clearance is an
overestimate of actual clearance in patients with conditions: (I) characterized by
decreasing renal function, such as shock, severe heart failure, or oliguria; (2) in which a
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normal relationship between muscle mass and total body weight is not present, such as in
obese patients or those with liver disease, edema, or ascites; and (3) accompanied by
debilitation, malnutrition, or inactivity. The safety and efficacy of vancomycin
administration by the intrathecal (intralumbar or intraventricular) routes have not been
established. Intermittent infusion is the recommended method of administration.

Compatibility with Other Drugs and IV Fluids
The following diluents are physically and chemically compatible (with 4 g/L. vancomycin
hydrochloride):

5% Dextrose Injection, USP

5% Dextrose Injection and 0.9% Sodium Chloride Injection, USP
Lactated Ringer's Injection, USP

5% Dextrose and Lactated Ringer's Injection

Normosol ®-M and 5% Dextrose

0.9% Sodium Chloride Injection, USP

Good professional practice suggests that compounded admixtures should be administered
as soon after preparation as is feasible.

Vancomycin solution has a low pH and may cause physical instability of other
compounds.

Preparation and Stability

At the time of use, reconstitute the vials of Vancomycin Hydrochloride for Injection, USP
with Sterile Water for Injection to a concentration of 50 mg of vancomycin/mL (see
FOLLOWING TABLE for volume of diluent).

Concentration/Vial Volume of
Diluent

500 mg 10 mL

1lg 20 mL

After reconstitution, the vials may be stored in a refrigerator for 14 days without
significant loss of potency.

Reconstituted solutions of vancomycin (500mg/10mL) must be further diluted in at least
100 mL of a suitable infusion solution. For doses of 1 gram (20 mL), at least 200 mL of
solution must be used. The desired dose diluted in this manner should be administered by
intermittent IV infusion over a period of at least 60 minutes.

Compatibility with Intravenous Fluids

Solutions that are diluted with 5% Dextrose Injection or 0.9% Sodium Chloride Injection
may be stored in a refrigerator for 14 days without significant loss of potency. Solutions
that are diluted with the following infusion fluids may be stored in a refrigerator for 96
hours:

5% Dextrose Injection and 0.9% Sodium Chloride Injection, USP
Lactated Ringer's Injection, USP

Lactated Ringer's and 5% Dextrose Injection, USP
Normosol®-M and 5% Dextrose

Acetated Ringer's Injection
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Vancomycin solution has a low pH and may cause chemical or physical instability when it
1s mixed with other compounds.

Mixtures of solutions of vancomycin and beta-lactam antibiotics have been shown to be
physically incompatible. The likelihood of precipitation increases with higher
concentrations of vancomycin. It is recommended to adequately flush the intravenous lines
between the administration of these antibiotics. It is also recommended to dilute solutions
of vancomycin to 5 mg/mL or less.

Although intravitreal injection is not an approved route of administration for
vancomycin, precipitation has been reported after intravitreal injection of vancomycin and
ceftazidime for endophthalmitis using different syringes and needles. The precipitates
dissolved gradually, with complete clearing of the vitreous cavity over two months and
with improvement of visual acuity.

Parenteral drug products should be visually inspected for particulate matter and
discoloration prior to administration, whenever solution and container permit.

For Oral Administration

Oral vancomycin is used in treating antibiotic-associated pseudomembranous colitis
caused by C. difficile and for staphylococcal enterocolitis. Vancomycin is not effective by
the oral route for other types of infections. The usual adult total daily dosage is 500 mg to 2
g given in 3 or 4 divided doses for 7 to 10 days. The total daily dose in children is 40 mg/kg
of body weight in 3 or 4 divided doses for 7 to 10 days. The total daily dosage should not
exceed 2 g. The appropriate dose may be diluted in 1 oz of water and given to the patients
to drink. Common flavoring syrups may be added to the solution to improve the taste for
oral administration. The diluted solution may be administered via a nasogastric tube.

2. BNCHEITSEEZIRIER
AINZBIT HHEH EOFEOIHOFEH EA—A N Z VT EITRe 5,
( TVIl. 6. FrEOEREATHEEICHET HIEE] OESR)

Drug Name Category
F—=A N7 VT D5FA vancomycin B2
(2021 4= 4 AMER)

2 OB

I —A N7 U7 D45FE (An Australian categorization of risk of drug use in pregnancy)

Category B2 :
Drugs which have been taken by only a limited number of pregnant women and
women of childbearing age, without an increase in the frequency of malformation or
other direct or indirect harmful effects on the human fetus having been observed.
Studies in animals are inadequate or may be lacking, but available data show no
evidence of an increased occurrence of fetal damage.
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.
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72 7Y — Nlgi* AN (0 75 A0 £, V£ ] A0 £, V£ ] (0 75 B
(730 b5 - EMfE | 100mL | 1 pH 6.62 6.58 6.56 6.55
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