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Certificate of Analysis

CHUAN DUQC DPIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance

GENTAMICIN SULFAT

VILAS 087

SKS: M0820011.04

I. Muc dich sit dung: Chuian Dugc dién Viét Nam Gentamici
M0820011.04 duoc st dung cho phép thir dinh tinh bang phuong phag| p
va phép thtr dinh lugng bang phuong phap vi sinh vat.
Intended use: The Vietnamese Pharmacopoeia Reference nce eéntamicin
sulfate Control No. M0820011.04 is intended to be fided i sic mi
identification, and in microbiological method for ass

Il. M0 ta: Bot mau tring.
Description: A white powder.

1. Két qua phan tich: Phép thir dinh hr(mg bang xng_phap vi sinh vat ddi chiéu véi
chuan Gentamicin sulfat EPRS 16 14 ¢ xR
Analytical data: The Gentamicin s Batch 14 was used as Standard for
microbiological assay and regarded a er vial, calculated on the as is basis.

1. Dinh tinh (Identifications)
a. IR : Phu hop v6i phd hdng ngoai ctia chudn Gentamicin
@ Ifat USPRS 16 M1J001.
Concordant with the infrared absorption spectrum of
Gentamicin sulfate USPRS lot M1J001.

: Dung.
Conformed
. 4.47
. Goc quayCuc riéng 18P
Specific optical rotation
4. Mat khéi luong do 1am kho 7.8 %
Loss on drying
5. Tro sulfat . 0,06 %
Sulfated ash
6. Thanh phan (HPLC) : Cla: 262 %
Composition C2a+C2:45.8 %
C2b+ C1: 28,0 %
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7. Dinh lugng (pp vi sinh vat) 553 IU/mg, tinh theo nguyén trang.
Assay (microbiological method) D6 khong dam bao do mé rong: U = 4 1U/mg, vai
hé s6 phit k =2 & do tin cay 95%
553 1U/mg, calculated on the “as is” basis.
Expanded uncertainty of the certified value
U = 4 1U/mg using a coverage factor k = 2 at level
of confidence approximately 95 %.

IV. Huwéng dén siv dung: Khong sy trude khi dung
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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