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Erythromycin estolate

LA HAF AREE
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AL AHBYE SRR AHBEES Erythromycin  estolate ( 3t
HF-1) ZHRBEHRE  c ARTF R BMIFZRHAERL USP. 2

R #t A HBRAL > FFiF

Z # R A% mg Z Erythromycin

estolate 4 Erythromycin /718 672.1ug °

—

Bl =

BYRGREBERY BEE L Eryth-
romycin estolate ( #t5% F—1) Z 1EEE
] o

MRRTZ

1. BB . RS-  (K,HPO,) - B
&8 (KH,PO,) > BEEFNMEE T KK
it 5 AZER -

2.0.1 MBERBERER (pHS.0) X

EBE R S 87 16.73g K BB — S8F 0.523
g MMKZE 1000ml » MELBEUBBFAEH
pH & , EHEHE 8.0+0.1 -

3. MAFRHERE 53 (B E DIFCO Lab-
oratories ) ZECH :

ZE HHE ( Peptone ) 6.0g
EER}Z2E ( Yeast extract ) 3.0g
4 R{IBE ( Beef extract ) 1.5g

BhE ( Agar) 15.0g

B B % 5 A3 7K 2 1000m] » B EABI A
2o BBERGEZBENFABRL pHE > ER
121°C BEBEE1S#EEE 8.0+0.1, fFHHE
BHELE .

4. A FEEE 11 % (B E DIFCO La-
boratories ) ZAR& :

EBE# ( Peptone ) 6.0g
kA S

( Pancreatic digest of casein ) 4.0g
BERHZE ( Yeast extract ) 3.0g
£ NEE ( Beef extract ) 1.5g
EE¥E ( Dextrose ) 1.0g

BAE ( Agar) 15.0g

I EFI BB mAZE 1000ml > BEABE
2 BBRRSEZENHEL pHE, ER
121°C HIBHE 15 S #RE 8.0+0.1, fEERE
BEER -

5. FEIE  AEEBRKBHBERAFR
fit, BEHEME - HAHBEEL Karl Fi-
scher ( MKA -3 KYOTO ELECTRON-
ICS » IMEFHAGM ) WER 3.11% - A
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LY LRR RN BEER I EEE

ERFEN 50mg » MREFRE » /B RZEC B K
Img/ml (EBfEHEE , ABEL0.1M B
B R E R 0.64ug/ml (U,) » 0.8ug/ml
(U,) »1.0ug/ml (U,) » HEFERWE -

6. f2¥ 4 : A% H U.S.P. Z Erythromy-
cin ( CAT.NO. 24200) > 7118 980ug/mg >
B Erythromycin 2 ¥&#] 25mg ( 11E)
HRERBE , MPERHEK 1mg/ml » fEEE#MH
IR, RERFFEILL 0.1M B ER B AR BT R 1
0.64ug/ml1(S,) »0.8ug/ml(S,;)
» 1.0ug/ml ( S,) » HAEEERBHE -

8. BEA ¥ : PAMicrococcus luteus (
ATCC 9341, BERGTLEWRHN) RAR
EiE, KBOATAMERESEERRO S
i BRI FBERE - §—KRERRULAF
EE—H, BRERETAEEEGZEE=EH
BRABIERS, » S, Sy HBR=EEERE
MUH U, Uy BR35+17C HEBERER
16— 18 /N BUH B B & [EHGI B E , ATie

Erythromycin Estolate

ZAE DL Tarcza & Garth Fr &ttt
HEHEYEZEAEEERZERME -

= R

AEBREE=ZR, ERBHERME—
£ REZ, # Tarcza KGarth® Z#iat
B, EEZEREAMCHAEEER T : (a)
Observed R 7ZB/INf Critical R ( 0.273) (b)F
BB/ Critical F(2.84) » MAERZ=
HEE (£N) - E—REEEBZRER
0.188 » F &% 0.162 ; E_REFEEHRZ R E
£0.214 FER 2.772 s BEEREERERZ
R &% 1.948  F{EH 0.212, HHFALULTIE
e, WAERERET TSR - ZXIEE
HEBFB2HE (ug/mg) 7515 683.3
) 649.8 » & 683.1 » Bl Erythromycin esto-
late HEERGEEZFHIES 672.1ug/
mg ( FMH) -

% — Erythromycin estolate # — R ETHB&E R

Plate No. S1 S2 S3 Ul U2 U3 Plate sum (Tr)
1 19.9 20.9 22.4 19.0 19.1 20.7 122.0
2 19.9 21.9 22.4 18.3 19.7 20.7 122.9
3 20.8 21.2 22.0 19.0 20.3 20.4 123.7
4 20.8 21.1 214 19.1 20.3 20.3 123.0
5 211 21.6 21.6 19.0 20.3 20.4 124.0
6 20.4 20.9 21.9 19.2 19.6 20.2 122.2
7 19.9 20.4 219 18.7 18.9 20.1 119.9
8 19.8 21.9 22.3 18.3 19.7 21.3 123.3
9 19.7 20.7 21.0 18.8 19.3 20.7 120.2

Sum (Tt) 182.3 190.6 196.9 169.4 177.2 184.8 1101.2

Range 1.4 1.5 1.4 0.9 1.4 1.4

National Archives and Records Admini-
stration, 1988, Code of Federal Regula-
tions, p.p.436.105 —452.15.

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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AREBRHEECEBERERGERAR HIE
Erythromycin estolate FHHEE o

2E R
1.The Office of The Federal Register
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% = Erythromycin estolate % —kEik# R

Plate No. S1 S2 S3 Ul U2 U3 Plate sum (Tr)
1 20.2 20.9 22.5 18.8 19.0 20.2 121.6
2 20.2 20.8 22.3 18.8 19.4 20.0 121.5
3 19.7 21.1 21.7 18.4 19.0 20.0 119.9
4 20.1 21.7 22,1 18.8 19.4 20.2 122.3
5 20.1 21.7 21.9 18.0 19.6 20.4 121.7
6 20.1 21.0 22.1 18.6 19.2 20.0 121.0
7 20.1 20.8 22.5 18.8 19.6 20.1 121.9
8 20.1 20.9 21.7 18.8 19.4 20.4 121.3
9 19.7 20.9 21.9 18.0 19.0 19.8 119.3

Sum (Tt) 180.3 189.8 198.7 167.0 173.6 181.1 1090.5

Range 0.5 0.9 0.8 0.8 0.6 0.6

% = Erythromycin estolate £ =X ¥k R

Plate No. S1 S2 S3 Ul U2 U3 Plate sum (Tr)
1 19.8 20.6 21.4 18.8 19.1 19.9 119.6
2 19.8 20.8 21.4 18.8 19.3 19.5 119.6
3 19.0 20.8 21.8 17.9 18.9 19.5 117.9
4 19.8 20.9 21.8 18.1 19.0 20.5 120.1
5 20.0 20.8 21.4 19.0 19.4 20.5 121.1
6 19.6 20.6 21.2 18.5 19.1 20.3 119.3
7 19.8 21.0 21.8 19.0 19.3 20.3 121.2
8 19.6 20.8 21.0 18.3 19.3 19.7 118.7
9 19.6 20.4 20.8 18.3 19.4 19.7 118.2

Sum (Tt) 177.0 186.7 192.6 166.7 172.8 179.9 1075.7

Range 1.0 0.6 1.0 1.1 0.5 1.0

#w Three-dose assay Z &%

Observed R F-test H11% (1 g/mg) F3448 (ug/mg)
0.188 0.162 683.3
0.214 2.772 649.8 672.1
0.212 1.948 683.1
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Erythromycin Estolate

ERYTHROMYCIN ESTOLATE REFERENCE STANDARD
OF NATIONAL LABORATORIES OF FOODS AND DRUGS

FONG-LING HSU, PI.FAN CHEN, MEI-CHAI CHENG
SHU-CHENG YOU AND CHIA PO LIN

DIVISION OF PHARMACOBIOLOGY

ABSTRACT

microbiological agar diffusion method

A “Erythromycin Estolate Reference
against the USP Reference Standard, was

Standard” ( Lot. No. F-1) of the Nation-
al Laboratories of Foods and Drugs was 672.1 mcg per mg.

prepared. The potency was determined by
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