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NEOMYCIN SULFAT
Cy3Hs6N6O13.xH,SO4
SKS: 0518015.03

I. Muc dich sir dung: Chuén Dugc dién Viét Nam Neomycin sulfat SKS: 0518015.03
duoc str dung cho céac phép thir dinh tinh, xac dinh tap chét lien” quan bang. phu.’ong phéap
phén tich hoa ly, va phép thir dinh luong bang phuong phap vi sinh vét.

Intended use: The Vietnamese Pharmacopoeia Reference Substance for Neomycm sulfate
Control No. 0518015.03 is intended to be used in physzcochemzcal analytical-methods for
related substances and identification, and in microbiological method for assay.

II. M6 ta: Bot mau vang nhat.
Description: A yellowish-white powder A\

III. Két qué phan tich: Ddi chiéu véi chuén Neomycm sulfat EPRS 10 5.0¢6 hoat Iuc 19200 IU/lo.

Analytical data: The Neomycin sulfate EPRS Batch 5 0 was used as Standards and
regarded as 19200 IU per vial. e

1. Dinh tinh (/dentifications)

a. Phan ung hoa hoc _ B Dl'mg\.\”j" o+
— . Conformed
b. TLC . : V& chinh trén sic ky dd cua dung dich thir c6 gia tri Ry
A . “tuong duong v6i Ry cua vét chinh trén sac ky do cua
dung dich chuéan.

The Rf value of principal spot in the chromatogram of
the test solution corresponds to that of the principal
spot in the chromatogmm obtained from standard

solution.
2.pH L 62
3. Mt khéi luong do lamkhd ~ : 5,11 %
Loss on drying
4. Dinh luong (pp vi sinh vét) : 670,4 IU/mg, tinh theo nguyén trang.
Assay (microbiological method) D06 khong dam bao do mé rong: U = + 2,6 [U/mg, v6i
p hé s6 phu k=2 ¢ do tin cdy 95%
’ 670.4 1U/mg, calculated on the “as is” basis.
Expanded uncertainty of the certified value U = + 2.6
1U/mg using a coverage factor k = 2 at level of
confidence approximately 95 %
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IV. Hwéng dén sir dung: Khong sdy trude khi dung
Direction for use: Do not dry before use

V. Bio 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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