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CHUAN DUQC DPIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance

identification.

IL. Mo ti: Bot két tinh mau tréng.
Description: A white, crystalline powder.

LAMIVUDIN
CsH1N;05S

L. Két qua phan tich: Dbi chiéu véi chifs

99,7 % CgHN30;3S, tinh theo nguyén
The Lamivudine

Analytical data:
regarded as 99.7% CsH; N

1. Dinh tinh (Ydentifications
a. Phd hong ngoai
ed absokpti

OC JUd LIC ie
al rotation

Absorbarice

3. Tro sulfat
Sulfated ash

4. Kim loai nang
Heavy metals

5. Ham luong nuée (]g(F)
Water

Lamivudine RS.

hu hop v6i phd hdng ngoai ctia Lamivudin chudn.
Concordant with infrared absorption spectrum of

:-97,7° (dung dich 0,5% kl/tt, do & 20 °C)
-97.7° (0.5% w/v solution, measured at 20 °C).

: 0,04 (dung dich 5,0% kl/tt, do & 440 nm)
0.04 (5.0 % w/v solution, measured at 440 nm)

: 0,05 %
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Passed

: 0,04 %
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6. Tap chét lién quan (HPLC) : Lamivudine-carboxylic acid: 0,03 %

Lamivudine-trans: Khong phat hién/Not detected

Related substances
Salicylic acid: Khong phat hién/Not detected
01 tap khac: 0,03 % / 01 other impurity: 0.03 %
Tong tap: 0,06 % / Total impurities: 0.06 %
7. Pinh lugng (HPLC) 199,45 % CsH11N3038, tinh theo nguyén trang
Assay P khong dam bao do m rong U = £ 0,12 % véi hé s6

‘phtt k =2 & d9 tin cay 95 %.
99.45 % CsH;N3OsS, calculated on the “as is” basis.

Expanded uncertainty of the certified value U = % (.12
% using a coverage factor k = 2 at level of confidence

approximately 95 %.

IV. Huéng 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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Céc thong tin vé chét chuén c6 thé tra ciru theo dia chi: http://www.nidqc.org.vn
Visit the flowing link to see the updated information of reference substances:
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