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Vietnamese Pharmacopoeia Reference Substance
NYSTATIN
Cy7H75NOy;

SKS: M0326022

I. Muc dich sir dung: Chuén Dugc dién Viét Nam Nystatin SKS: M0326022 duogc sir dung cho
phép thir dinh tinh bang phuong phéap phan tich héa ly, va phép thir dinh lu’(mg bang phuorng
phap vi sinh vat.

Intended use: The Vietnamese Pharmacopoeia Reference Substance of Nystatzn Control No.
M0326022 is intended to be used in physzcochemzcal analyszs for zd&ntzf éatton and in
microbiological method for assay. \ e \

II. Mo ta: Bot mau vang. i
Description: A yellow powder. PR ™
III. Két qua phén tich: Ddi chiéu véi chuin Nystatm EPRS lo 8 cod hoat luc 5914 IU/mg, tinh
theo nguyén trang. 5,

Analytical data: The Nystatin EPRS Bateh 8 was uSed as Standard and regarded as 5914
IU/mg, calculated on the as is basis. )|

1. DPinh tinh (Identifi catzons) / ;
a. IR o~ . Phu hop véi phd hong ngoai ctia Nystatin chuén.
S\ .\ Concordant with the infrared absorption spectrum of
f*’Nystatzn RS.

b HPLC &Y =g Trong phép thu thanh phan, thoi gian Iuu cia pic chinh
AT N W trén sdc ky d6 cua dung dich thir twong Gng voi thoi
ey A gian luu cta pic chinh trén sic ky db ctia dung dich
‘3‘ chudn nystatin.
The retention time of the major peak of the sample
solution corresponds to that of the standard solution, as
obtained in the test Composition.

2. pH : 6,85 (hdn dich 3 % trong nuéce)
6.85 (3 % aqueous suspension)
3. Mat khéi lugng do lam kho © 1,4 %
Loss on drying
4. Thanh phan (HPLC) : Nystatin Al: 90,67 %
Composition Tung thanh phén khéac < 1,75 %

Nystatin A1: 90.67 %
Any other compound < 1.75 %
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IV.

. Dinh lugng (pp vi sinh vét) . 5062 IU/mg, tinh theo nguyén trang.

Assay (microbiological method) Do khong ddm bao do mé rong: U = 30 IU/mg, véi hé
s6 phii k =2 & do tin cdy 95%
5062 1U/mg, calculated on the “as is” basis.
Expanded uncertainty of the certified value
U = 30 1U/mg using a coverage factor k = 2 at level
of confidence approximately 95 %.

Huéng din sir dung: Khong sdy trude khi dung

Direction for use: Do not dry before use

Béo quan: Nhiét do tir 2 — 8 °C, tranh 4nh sang.

Storage: Keep container protected from light, preferably at the temperature from 2- 8 °C.
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