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S. No. Test Specification Observation

I Description A white or almost white crystalline
powder filled in clear glass vial.

A white crystalline Powder
filled in clear glass vial.

2. Identihcation (BY IR) The infrared absorption spectrum is

concordant with the spectrum obtained

from artesunate RS or with the reference

s'pectrum of artesunate.

Complies

a Uniformity of weight Average weight x l0 % -8.95% & +5.92%

4. Average weight Informative. 32.3 mg

5. Particulate Matter

NMT-600O/vial
NMT-600/vial
The solution should be essentially free

from extraneous, mobile undissolved

particles, other than gas bubbles,

unintentionally.

958/vial
t2lvral

Complies

(a.) Sub-Visible Particle
count
(1.) Particles >1Opm

(2.) Particles >25pm
(b.) Visual'

6. Related Substances
(By HPLC w/wf
Impurity A
Impurity B
Impurity C
Any other ImpuritY
Total ImpuritY

Note more than- I.0o/o

Note more than- 0.5Yo

Note more than- 0.3%
Note more than- 0.3o/o

Note more than- 2.0 Yo

Complies
Complies
Complies
Complies
Complies

n Water (By K.F) NMT- 0SYowlw 0.15%w/w

8. Sterility No microbial growth should be observed. Complies

9. Bacterial Endotoxins NMT- 2.5 IU lmg of Artesunate. Less than- 2.5 EU/mg of
Artesunate.

10. Assay:

Each vial Contains :

Ingredients Labeled Claim Found l%oflabeledI amount
Limits % of

labeled amount

Artesunate (Sterile) IP 30 mg 31.95 mg I too.sox 90.0 to 110.0%
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