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Pace Biotech

Surajpur- Paonta sahib Dist. Sirmour (H.P)

Title Certificate of Analysis Finished Product

Product \ame 
1 Artecan Injection A.R. No. NB/FP/25l068

Generic Name Artesunate for Iniection IP 30me Sampled qty. 45 Vials
Batch No. N25080A Sampled bv Rakesh
Batch Size 10,000 Vials Sampled on 28t05t2025
Mfg. Date 0512025 Date of Testing 28/05t202s
Exp. Date 04t2027 Date of Release 13t06t202s

S. No. Test Specification Observation
I Description A white or almost white crystalline

polvder filled in clear glass vial.
A white crystalline powder
filled in clear glass vial.

2. Identificaticn (By IR) The infiared absorption spectrum is
concordant with the spectrum obtained
fiom artesunatq RS or with the reference
spectrum of artesunate.

Complies

3. Uniformity of weight Average weight +I0oA -5.80% & +7 "92%
4. Average weight Informative. 32.1 mg

5. Particulatq Matter
(a.) Sub-Vi;rbte partio'te
count
(1.) Particles >1Opm
(2.) Particles >25prm
(b.) Visual

NMT-6000/vial .
NMT-600/vial
The solution should be essentially free
from extraneous, mobile undissolved
parlicles, other than gas bubbles,
unintentionallv.

576lvial
11lvia1

Complies

16.

U

Related Substances
(By HPLC w/w)
Impurity A
Impurity B
Impurity C
Any other Impurity
Total Impurity

Note more than-l.0%o"
Note more than-}.5o/o
Note more than-}.3o/o
Note more than-).3o/o
Note more than-2.jo/o

Not detected
Not detected
Not detected
Not detected
Not detected

7. Water (By K.F) NMT- 0.5Yo wlw 0.I2o/owlw
8. Sterility No microbial growh should be

observed.
Complies

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

10. Assay:

Each vial Contains :
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amount
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