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Gentamicin sulfate

HEBE IEAR REG HERE AREM

g Z M
S E
AL A&HE YR ZBHHHBIZER Gentamicin  sulfate ( #3538 F

—1) ZARBERE c AREFEGRMBRFZRHERUSP. 28
T, A BRI > FTFZ 4R A% mg L Gentamicin sul-
fate 4~ Gentamicin /118 698.6ug °

——

BB

B8 SERERYBEES Gentamicin
sulfate ( #3E F—1) S EEEHKE -

MEERTTE

1. BB E 8 (K,HPO,) - BB _ S 8F
( KH,PO,) > BEERDLMZE TEKAGitS
RER o

2.0.1M BEREREW (pHS.0) ZA
%g :

BB & 87 16.73g K BB _ €87 0.523
g MXKZE 1000ml > WELEUBMBAEH
pH & » R ERE 8.0+0.1 -

3. MEFEEE 5% (B H DIFCO La-
boratories ) Z AR & :

ZEH# ( Peptone ) 6.0g
B2RHZH ( Yeast extract ) 3.0g
4 AWIRE ( Beef extract ) 1.5g
A ( Agar) 15.0g

B EFIE A2 K = 1000ml » EEABIE
2o BBRGSEZREFAEE pHE > ER

121°C BERBEES 8.0+0.1, fEREEEE
E o

4. i FERE 115 (EH DIFCO La-
boratories ) ZEH! :

ZE B ( Peptone ) 6.0g
ZR R A S

( Pancreatic digest of casein ) 4.0g
EERIEE ( Yeast extract ) 3.0g
4 ANEBE ( Beef extract ) 1.5¢g
E%¥E ( Dextrose ) 1.0g
BAE ( Agar) 15.0g
B L FI AR sk 2 1000m] » HBEAB)E

2o BBERGSEZRLRAER pHE FR
121°C MEHERS 8.0+0.1, (FBEEEE
B o

5. FRIZE . BEHEBLEAT (Sche-
ring) » BELEHR - HABEFEL Karl
Fischer ( MKA -3, KYOTO ELECTRON-
ICS, HAETFHAGIL) BIES 8.1% » B
RN TS 5mm 7K ERIE 110°C EZER0 MR 3 /N
ZIEEEE 50mg » FEFERRE > I 0.1M BEEREE
REW , K 1mg/ml > EBFEBERE &
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EYRaRBREYEREERZIEEE

ERFTLL 0.1 M B4 R A AR (BT Y 2 X 0.80ug/ml
(U,) » 1.60ug/ml (U,) » 3.20ug/ml ( U, )

6. /¥ : fRIRAU.S.P. ZGentamicin
sulfate » J11H 682ug/mg » R 5mm7Kk 4§
JZ 110°C EZE#: % 3 /NFFZ Gentamicin sul-
fate FEEE LK 25mg ( J1H) » FEFETRE » /I
0.1M BB AR E B AL 1mg/m] » EE AR
B, RBRRFEMU0.1IM HEREREREMRER
0.80ug/ml ( S,) » 1.60ug/ml ( S;) » 3.20ug/
ml (S;) » HIFFEERER -

7.8 /% : LA Staphylococcus  epide-
rmidis ( ATCC 12228 » FEEH A& LERE
Fr) BRBEE, KBHEARAYERELE
#ERVTECEETRERR - 5—RE
BNNATERS—H, BERFETAEEGZ
HE=EEEANSRERS, S, » S, » HER=
EEEANER U, U, Uy B 35+1°C 8
BRANEE 16— 18 /NSRBI B & B

Gentamicin Sulfate

B{E » FT18 ZfELA Tarcza & Garth FT&ETHY
et Y ENEN TR ETERCENR
l[ﬁ &

= R

RERAEE=ZX, ERBERUOEX—
FRFE=, HKB Tarcza KGarth® Z #ist
S ERZERESIEZHACERE
— :(a)Observed R Z&/NP Critical R
(0.273) » (b) F1{EZA/NR Critical F
(284) ) MAEBZ=HHEE (XN) : F
—REEBRZ RER0.178 F B 1.374 ;
E_XREEEBZRES 0218, FES
2.405; FEZXREEEBZRIES 0.185 F &
£51.213, IFEULTEEE , RAERE
RETYLURER  EXRETERABZNH
B (ug/mg) 53HIE 690.9 » 680.9 K 724.2 »
Ell Gentamicin sulfate HfREELEEZF
B H1ER 698.6ug/mg ( FIU)

% — Gentamicin sulfate £ — %X K%
Plate No. S1 S2 S3 Ul U2 U3 Plate sum (Tr)
1 16.7 17.7 18.7 15.8 17.4 17.8 104.1
2 16.3 18.5 19.1 16.0 17.0 18.0 104.9
3 15.9 18.3 19.5 15.4 16.8 18.8 104.7
4 16.3 17.5 18.9 15.8 16.8 18.5 103.8
5 16.5 17.7 18.5 15.2 17.2 18.0 103.1
6 16.5 17.7 18.5 15.2 17.2 18.0 103.1
7 16.1 18.1 18.5 15.8 17:2 18.4 104.1
8 16.3 17.7 19.5 16.0 17.2 18.6 105.3
9 16.9 17.7 19.3 16.0 17.6 18.6 106.1
Sum (Tt) 147.5 160.9 170.5 141.2 154.4 164.7 939.2
Range 1.0 1.0 1.0 0.8 0.8 1.0
ish Version.
2R

1.Minimum Requirements for Antibiotic
1986. The Japan
Antibiotics Research Association, Engl-

Products of Japan.

2.Tarcza, E. and M.A.Garth. 1978. Assay
and Statistical Analysis for Antibiotic
Standards. J. Pharmacol. Sci. 67(8): pp
1050 — 1053.
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% — Gentamicin sulfate % =Kk ¥ &

Plate No. S1 S2 S3 Ul U2 U3 Plate sum (Tr)
1 17.4 18.3 20.2 15.9 17.9 18.8 108.5
2 16.6 17.9 18.8 15.9 17.3 18.6 105.1
3 16.4 17.7 19.2 15:1 16.9 18.6 103.9
4 17.0 17.9 19.0 16.1 17.5 18.8 106.3
5 16.8 18.5 19.6 16.1 17.5 19.0 107.5
6 16.8 17.9 19.0 16.3 17.3 18.4 105.7
7 16.6 17.9 19.0 15.9 17.5 18.4 105.3
8 16.6 17.9 19.2 15.9 17.3 18.8 105.7
9 16.8 17.9 19.0 15.3 17.3 18.0 104.3

Sum (Tt) 151.0 161.9 173.0 142.5 156.5 167.4 952.3

Range 1.0 0.8 1.4 1.2 1.0 1.0

%= Gentamicin sulfate % =X ¥ &

Plate No. S1 S2 S3 Ul U2 U3 Plate sum (Tr)
1 14.8 16.3 17.6 14.4 16.1 16.8 96.0
2 15.0 16.4 17.2 14.8 15.5 16.6 95.5
3 14.6 15.9 17.6 13.8 15.5 17.0 94.4
4 14.5 15.8 17.6 14.6 16.1 16.4 95.0
5 15.3 16.2 17.7 14.0 15.6 17.0 95.8
6 15.4 16.3 17.6 14.6 15.7 17.0 96.6
7 15.0 15.6 175 14.3 15.1 17.0 94.5
8 15.1 16.3 17.6 14.4 16.1 17.0 96.5
9 15.5 16.0 18.1 14.2 15.3 17.4 96.5

Sum (Tt) 135.2 144.8 158.5 129.1 141.0 152.2 860.8

Range 0.9 0.8 0.9 0.8 1.0 1.0

% Three-dose assay L& R

Observed R F-test A% (ug/mg) F3444 (pg/mg)
0.178 1.374 690.9
0.218 2.405 680.9 698.6
0.185 1.213 724.2
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Gentamicin Sulfate

GENTAMYCIN SULFATE REFERENCE STANDARD OF
NATIONAL LABORATORIES OF FOODS AND DRUGS

FONG-LING HSU, MEI-CHAI CHENG, BI-FEN CHEN
SHU-CHENG YOU AND CHIA PO LIN

DIVISION OF PHARMACOBIOLOGY

ABSTRACT
A “Gentamycin Sulfate Reference Sta- ical agar diffusion method against the
ndard ( Lot No. F—1) ” of National Labo- U S P Reference Standard, was 698.6 mcg
ratories of Foods and Drugs was prepared. per mg.

The potency, determined by microbiolog-
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