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Certificate of Analysis

CHUAN CHINH
Secondary Reference Substance

ERYTHROMYCIN STEARAT
- WS.0717007.03

cho céc phép thir dmh tinh, dinh lugng bang phuong phap phan i 5 va phép thur Cfinh
lwgng bang phuong phap vi sinh vat.

Intended use: The Secondary Reference Substandé Erythrowyci carate Control No.
WS.0717007.03 is intended to be used in physicoche Wical, methods for assay and
identification, and in microbiological method for assay.

II.  Mé ta: Bot két tinh mau tréng.
Description: A white, crystalline powder.

III. Két qua phén tich: St dung céc chuj
3, Erythromycin USPRS 16 NOGI

USPRS | 0 wein A EPCRS batch 4.0, Erythromycin B EPCRS batch 4.1,
and Eryt : '

: Dung.
Conformed.

: 3,74 % (khan)
3.74 % (on anhydrous basis)

. Ham lugng nude (KF) E 2.7 %
Water
4. Tro sulphat : 0,0%
Sulfated ash '
5. Tap chét lién quan (HPLC) : Phat hién 10 tap < 2,54 %
Related substantes Tong tap: 5,71 %
10 impurity peaks detected, Max.: 2.54 %
Total impurities: 5.71 %
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6. Dinh luong (4ssay)

a. HPLC : 66,2 % tébng ham lugng Erythromycin A,
Erythromycin B va Erythromycin C, tinh theo
nguyén trang;

66.2 % sum of the contents of Erythromycin A,
Erythromycin B and Erythromycin C, calculated on
the “as is” basis;

b. Phuong phap vi sinh vt ¢ Noéichuin EP (used EPRS as standard):
Microbiological assay : 645,5 IU/mg, tinh theo nguyén trang.

Do khong dam bao do mé rong: U = + 4,2 [U/mg,
vO1 hé so phu k =2 & d tin cly 95%
645.5 1U/mg, calculated on the “as is” basis.
Expanded uncertainty of the certified value U = +
4.2 1U/mg using a coverage factor k = 2 at level of
confidence approximately 95 %

N6i chuin USP (used USPRS as standard):

654.5 pg /mg, tinh theo nguyén trang

D6 khong dam bao do mé rong: U = + 4.4 pg/mg,

voi h€ s6 phi k =2 ¢ d) tin cay 95%

654.5 pg/mg, calculated on the “as is” basis.

Expanded uncertainty of the certified value U = +
4.4 pg/mg using a coverage factor k = 2 at level of
confidence approximately 95 %.

IV. Huéng din sir dung: Khong sy trugce khi dung
Direction for use: Do not dry before use
V. Bido quan: Nhiét do 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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