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CHUNG CHi PHAN TiCH
Certificate of Analysis

VILAS (R7

CHUAN CHINH
Secondary Reference Substance

STAVUDIN
C1oH12N204

I. Muc dich sir dung: Chun chinh Stavudin SKS: 1
dinh tinh bing phuong phap do phd hdng ngoai; tro
HPLC.

Intended use: The Secondary Referen
is intended to be used in the infrared
HPLC method for assay.

IIL. M0 ta: Bot két tinh mau tring.
Description: A white or almost whi

owder.

III. Két qua phén tich: Tién—hanh song 6i chuén Stavudin USPRS Lot: FOE 050 c6 ham

lugng 99.7% CoH1oNAO\tinh theo nguyén trang.
Analy data: [FheStavisging USPRS Lot. FOE 050 was used as Standard and regarded
as 99.7% Crold 12NQy, calyidated on the “as is”.

: Tring v&i phd hdng ngoai ctia Stavudin USPRS.
Concordant with the infrared absorption spectrum of
Stavudine USPRS.

: Thoi gian luu cia pic chinh trong mau thir tring véi thoi
gian lvu coa pic chinh trong mAu chuén Stavudin USPRS.
The retention time of the major peak in the chromatogram
of the assay preparation corresponds to that in the
chromatogram of the standard Stavudine USPRS.

2. Géc quay cuc riéng . - 43,9° (dung dich 1,0% kl/tt, do & 25°C)
Specific optical rotation - 43.9° (1.0% w/v dolution, measured at 25°C).
3. Ham luong nuée (KF) 1 0,26%
Water

4. Tap chét lién quan (HPLC) : Pat
Related Substances Passed

VKN/BM/20.03 172 Stavudin  SKS: WS.0109259




5. Pinh lugng
Assay (HPLC) : 99,05 % CoH2N204 tinh theo nguyén trang
D¢ khong dam bao do mé rong U =+ 0,28%
99.05 % C19H;>N20y4 calculated on the “as is”.
Expanded uncertainty of the certified value U =+ 0.28%

IV. Huwéng din sir dung: Khong siy trude khi ding
Direction for use: Do not dry before use

V. Bio quén: Nhiét d 2 - 8°C, tranh 4nh séng.
Storage: Keep container protected from light, preferably at the temperature from 2 - 8°C.
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