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CHUAN DUQC PIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance

ERYTHROMYCIN
La hon hop cua
Erythromycin A: C3;Hg;NOy3
Erythromycin B: C37H¢NO;, Fa
Erythromycin C: C36HgsNOj3 E

VILAS 087

. SKS: M0422008

L. Muc dich si dung: Chuin Duoc dién Viét Nam Erythrom/yq’i/n SKS: M0422008 dugc st
dung cho cac phép thir dinh tinh, dinh lugng bing phuong phap b\héﬁxﬁéh hoa 1y, va phép thir
dinh luong bang phuong phép vi sinh vat. \/ A 9
Intended use: The Vietnamese Pharmacopoceia Reference Substance Erythromycin  Control
No. M0422008 is intended to be used i}g/pkgysicgcheﬁmicdl_ghquliéél methods for assay and
identification, and in microbiological méthqdfo\{/assqj/\ ) A

I M& ta: Bot mau tréng. e N N Y
Description: A white powder. 720 RN

III. Két qua phan tich: D6i chiéu voi \'\Qéc cﬁﬂ}én Erythromycin A EPRS 16 4.0; chuin
Erythromycin B EPRS 16 5.0; chuan Erythromycin C EPRS 16 6.0; va chuin Erythromycin
dung cho dinh luwong vi sinh vat EPRS 16 5.0 ¢6 hoat luc 961 IU/mg, tinh theo nguyén trang.
Analytical data: The Erytfhroﬁiygin A EPRS batch 4.0; Erythromycin B EPRS batch 5.0;
Erythromycin C EPRij’ﬁbq\tka@ 6.0; and Erythromycin for microbiological assay EPRS batch
5.0 has the potency 961 1 Ulmg - calculated on the as is basis, were used as Standards.

1. Dinhtinh (Identifications) .~
a. Ph6 hong ngoai /| |, : Phu hop véi phd hdng ngoai ctia Erythromycin A
B I‘nﬁﬂar,efdfquOkp‘t\i\oh '/”f/' chuan.
ks T R Concordant with infrared absorption spectrum of
‘\ ) / Erythromycin A RS.
b. HPLC\ ~ : Trong phép thir dinh luong, thoi gian luu ciia cac pic
g Erythromycin A, Erythromycin B, va Erythromycin C,
néu co, trén séc ky dd cua dung dich thir phai tuong
Ung voi thoi gian luu cua cée pic Erythromycin A,
Erythromycin B, va Erythromycin C trén séc ky o
ctia dung dich chuén.
The retention times of erythromycin A, erythromycin
B, and erythromycin C, if have, in the Sample solution
correspond to those of Standard solution, as obtained
in the Assay.
2. Géc quay cuc riéng : -75,68°
Specific optical rotation
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3. Nude (KF) 0 1,6 %

Water
4. Tap chét lién quan (HPLC) . Erythromycin A enol ether: Khong phat hién

Related substances Tung tap khac < 1,01 %
; Erythromycin A enol ether: Not detected
Any other impurity < 1,01 %

5. Dinh luong (4ssay)
a. HPLC © 93,61 % tdng ham lugng Erythromycin A, Erythromycin
B va Erythromycin C, tinh theo nguyén trang.
Trong d6: Erythromycin A: 93,45 % (nguyén trang)
Erythromycin B: Khong co

Erythromycin C: 0,16 % (nguyén trang)
93.61 % sum of the contents of Erythromycin A,
Erythromycin B and Erythromycin C, calculated on
the “as is” basis.
In which: Erythromycin A: 93.45 % (as is)

Erythromycin B: not detected

Erythromycin C: 0.16 % (as is)

b. Phuong phap vi sinh vat : 951 IU/mg, tinh theo nguyén trang.
Microbiological method D6 khong dam bao do md rong: U = 7 IU/mg, véi hé
sb pht k=2 & db tin cay 95%
951 IU/mg, calculated on the “as is” basis.
Expanded uncertainty of the certified value
U = 7 IU/mg using a coverage factor k = 2 at level of
confidence approximately 95 %

IV. Hwéng din sir dung: Khong sdy trudce khi ding
Direction for use: Do not dry before use

V. Bao 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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