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A OH  OCHs
B H  OCH;
C OH OH

733.94

' 11R,12R,13S,14R)-4-[(2,6-Dideoxy-3-C-methyl-3-0-methyl-a-L-ribo-hexopyranosyl)oxy]-14-ethyl-7,12,13-trihydroxy-3,5,7,9,11,13-
,6-trideoxy-3-dimethylamino-B-o-xylo-hexopyranosyl)oxy]oxacyclotetradecane-2,10-dione;
717.94

' 11R,12R,13S,14R)-4-[(2,6-Dideoxy-3-C-methyl-3-0-methyl-a-L-ribo-hexopyranosyl)oxy]-14-ethyl-7,12-dihydroxy-3,5,7,9,11,13-
,6-trideoxy-3-dimethylamino-B-b-xylo-hexopyranosyl)oxyloxacyclotetradecane-2,10-dione;
ycin CAS RN®: 527-75-3.

719.91

" 11R,12R,13S,14R)-4-[(2,6-Dideoxy-3-C-methyl-o-L-ribo-hexopyranosyl)oxy]-14-ethyl-7,12,13-trihydroxy-3,5,7,9,11,13-

,6-trideoxy-3-dimethylamino--o-xylo-hexopyranosyl)oxy]loxacyclotetradecane-2,10-dione;
1romycin CAS RN®I 1675-02-1 -A (USP 1-Dec-2024)

CAS RN®: 114-07-8; UNII: 63937KV33D.

ists primarily of erythromycin A (C37H67NO13). The sum of the percentages of erythromycin A, erythromycin B, and

s NLT 493.0%, (USP 1-Dec-2024) @and NMT A102.0%,5 (USP 1-Dec-2024) Calculated on the anhydrous basis.

penTiFicaTioN Tests (197), Infrared Spectroscopy: 197S

n: 50 mg/mL of USP Erythromycin RS, previously dried at a pressure not exceeding 5 mm of mercury at 60° for 3 h, in

: 50 mg/mL of Erythromycin, previously dried at a pressure not exceeding 5 mm of mercury at 60° for 3 h, in chloroform

}000-2050 cm™" and 1980-400 cm™’
ria: Meets the requirements
times of erythromycin A, erythromycin B, and erythromycin C in the Sample solution correspond to those of Standard solution
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r solution pH 8.0: Dissolve 11.5 g of dibasic potassium phosphate in 900 mL of water. Adjust to a pH of 8.0 with Diluted
4 and dilute with water to 7000 mL.

ite buffer solution pH 8.0 and methanol (60:40)

r solution pH 7.0: Dissolve 35 g of dibasic potassium phosphate in 900 mL of water. Adjust to a pH of 7.0 with Diluted

1 and dilute with water to 1000 mL.

phate buffer solution pH 7.0, water, and acetonitrile (5:60:35)

phate buffer solution pH 7.0, water, and acetonitrile (5:45:50)

e Table 1.
Table 1
Time Solution A Solution B

(min) (%) (%)

0 100 0

T2 100 0
T*2 0 100
Te+15 0 100

n time of erythromycin B, determined by injecting 10 pL of Standard solution 2 and eluting with Solution A.

n 1: 4 mg/mL of USP Erythromycin RS in Diluent
n 2: 0.2 mg/mL of USP Erythromycin B RS and USP Erythromycin C RS in Diluent
4 mg/mL of Erythromycin in Diluent

> system

10 nm
m x 25-cm; 3.5-ym packing L1

preheating the Mobile phase may be required, for instance by extending the inlet tubing in the oven to 30 cm

nL/min

1e: 100 pL

y

ard solution 1

lirements

'* NMT 2.0 for erythromycin A

dard deviation: NMT 1.0% for erythromycin A, 6 replicate injections

dard solution 1, Standard solution 2, and Sample solution
» percentage of erythromycin A in the portion of Erythromycin taken:

Result = (rU/rs) x (Cs/Cu) x P x 100
2ak response of erythromycin A from the Sample solution
2ak response of erythromycin A from Standard solution 1

»ncentration of USP Erythromycin RS in Standard solution 7 (mg/mL)

sncentration of Erythromycin, calculated on the anhydrous basis, in the Sample solution (mg/mL)
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