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CHUAN DUQC PIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance

STAVUDIN
CioH12N,O4
SKS: 0212259.02
I.  Muc dich sir dung: Chuén Dugc dién Viét Nam Stavudin 0 duoc su
dung cho céc phép thir dinh tinh va dinh lugng bang phuong phap phan
Intended use: The Vietnamese Pharmacopoeia Reference or Stavudine

II. M0 ta: Bot két tinh mau tring.
Description: A white, crystalline powder.

Control No. 0212259.02 is intended to be used for c}ﬁm’cal a

II1. Két qua phan tich: DSi chidu véi chia “FOEO50 c6 ham lugng

Analytical data: The Stavudine USPRS Lot. T sed as Standard and regarded

1. Dinh tinh (/dentifications)
a. Phd hdng ngoai : Phu v phd hong ngoai ctia Stavudin chuan.

Infrared absorption Concordant with infrared absorption spectrum of

@ Stavudine RS.
b. HPLC

hoi gian luu cua pic chinh trén sic ky dd cua dung
dich thu tuong ng véi thoi gian luu cta pic chinh trén
sac ky dd cua dung dich chuén trong phép thtr dinh
luong.

The retention time of the major peak in the
chromatogram of the Assay preparation corresponds
to that in the chromatogram of the Standard
preparation, as obtained in the Assay.

2. Géc quay cuc riéng : -43,74° (dung dich 1,0% kl/tt, do & 25 °C)
Specific rotation -43.74° (1.0 % w/v solution, measured at 25 °C)
3. Can sau nung 0 0,03 %
Residue on ignition
4. Kim loai nang : Dat
Heavy metals Passed
5. Ham luong nuéce (KF) 1 021 %
Water
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6. Tap chét lién quan (HPLC) : Tap Thymin: 0,07 %
Related substances Tap khac: 0,03 %
Tdng tap: 0,10 %
Thymine: 0.07 %
Other impurity: 0.03%
Total impurities: 0.10 %

7. Binh lugng (HPLC) 199,87 % CyoH12N,0y4, tinh theo nguyén trang
Assay Do khong dam bao do mé rong U = + 0,14 % véi hé sb
phu k =2 & d9 tin cay 95 %.
99.87 % C10H1>N>0,, calculated on the “as is” basis.
Expanded uncertainty of the certified value U = + (.14
% using a coverage factor k = 2 at level of confidence
approximately 95 %.

IV. Hwéng dan sir dung: Khong sy trude khi ding
Direction for use: Do not dry before use

V. Baio quan: Nhiét do tir 2 — 8 °C, tranh anh séng.
Storage: Keep container protected from light, preferably at the temperature from 2- 8 °C.
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