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ERYTHROMYCIN STEARAT
SKS: M0825007

I. Muc dich sir dung: Chun Duoc dién Viét Nam Erythromycin stearat(3
duoc stt dung cho cac phép thir dinh tinh, dinh luong bang phuong phép phan t
va phép thu dinh luong bang phuong phap vi sinh vat.
Intended use: The Vietnamese Pharmacopoeia [Referepc
stearate Control No. M0825007 is intended to be|jise
methods for assay and identification, and in microbiol

ESS

I. M6 ta: Bot két tinh mau tréng.
Description: A white, crystalline powder.

IIl. Két qua phén tich: Péi chiéu voi ¢4 in E ycin dung cho dinh lugng vi sinh
EPRS 16 5, Erythromycin USPRS 16 ¢ omycin A EPCRS 16 6, Erythromycin

B EPCRS 16 5, va Erythromycin C EP
Analytical data: The Er

Erythromyein. USPRS Aou
EPCRS[)@’ / \

romycin for
N7, Erythromycin A EPCRS batch 6, Erythromycin B
EPCRS batch 7 were used as Standards.

: Dung.
Conformed.
0 1,86 %
0 0,03 %
Residuéon ignition
4. Tap chit lién quan (HPLC) . Pseudoerythromycin A enol ether: 0,15 %
Related substances Erythromycin A enol ether: Khong phat hién/ Not detected

Tap 16n nhat khéc: 0,94 %/ Largest single impurity: 0.94 %

5. Dinh lugng (HPLC) : 60,2 % tong ham lugng Erythromycin A, Erythromycin
Assay by HPLC B va Erythromycin C, tinh theo nguyén trang;
60.2 % sum of the contents of Erythromycin A,
Erythromycin B and Erythromycin C, calculated on the
“asis” basis;
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6. Dinh luong (pp vi sinh vat) : 611 IU/mg, tinh theo nguyén trang.
Microbiological assay Do khong dam bao do mo rong: U = 4 [U/mg, voi hé
sé phu k =2 & do tin cdy 95%.
611 1U/mg, calculated on the “as is” basis.
Expanded uncertainty of the certified value U = 4
[U/mg using a coverage factor k = 2 al level of
confidence approximately 95 %.

IV. Huong dén sir dung: Khong sdy trude khi dung
Direction for use: Do not dry before use

V. Bio quan: Nhiét d§ tir 2 — 8 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2- 8 °C.
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