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Certificate of Analysis Finished PIgd*!

Product Name ARTECAN Injection A.R. No. ARNIFP/26/018

Generic Name Artesunate for Injection IP 30mg Sampled qE. 45 Vials

Batch No. ARN26O9A Sampled by Rakesh

Batch Size 15,000 Vials Sampled on 2710512026

Mfg. Date 05,2426 Date of Testing 2810512026

Exn. Date 04t2028 Date of Release tU0612026

S. No. Test Specification Observation

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

A white crystalline Powder
filled in clear glass vial.

1 Identification

(By IR)

(By TLC)

(By chemically)
(By chemically)

Test A may be omitted if test b, C and

D are carried out. Test B, C and D
may be omitted if test A is carried
out.
A. eonrpare the spectrum with that
obtained rvith Artesunate IPRS or with
the reference spectrum of Artesunate'
B. The principal sPot in the

chromatogram obtained with the test

solution correspondq to that in the

chrornatogram obtained with the

reference solution, e

C. A reddish-brown colour is produced.

D. A red colour is produced.

Complies

Complies

Complies

Complies

a
J. Uniformity of weight Average weight +l}Yo -6.08% &. +7.56Yo

4. Average weight Informative *24/o. 323 mg

5. Particulate Matter

NMT 60to/vial
NMT 600lvial
The reconstituted solution should be

essentially free from extraneous, mobile
undissolved particles, other than gas

bubbles, unintentionally that can be seen

with naked eye.

1O0/vial
1/vial

Complies

(A.) Light Obscuratiqn
Partiele Count Test
(1.) Partieles >1Opm
(2.) Particles )25p^rm
(B.) Visual Paiticle

6. Related Substances
(By HPLC)
Impurity A
Impurity B
Inr.purity C
Any other Impurity
Tota! Impurity

Note more than 1.0%

Note more than 0.5%
Note more than}.3a/o
Note more than}.3Yo
Note rnore than2.AYo

Not Detected
Not Detected
Not Detected
Not Detected
Not Detected
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NAT{E: NIKHIL SHARMA \

checked av ffiir.l
NAME: SUFIYAN ANSARI [$""k1
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Product Name ARTECAN Injection A.R. No. ARN/FP/26/018

Generic Name Artesunate for lniection IP 3Ome Sampled qty. 45 Vials

Batch No. ARN26O9A Sampled bv Rakesh

Batch Size 15,000 Vials Sampled on 27 t0st2026

Mfe. Date 05t2426 Date of Testine 2810512026

Exp. Date 0412028 Date of Release ry06t2026

7. Water (B>' K.F) l'{MT 0.5%wlw Q.0TYatvlw

8. Sterility 
.F

No microbial growth should be

observed.
Complies

9. Bacterial Endotoxins NMT 2.5EUlms. of Artesunate. Less than 2.5 EUlmg of Artesunate.

10. Assay:

Each vial Contains:

Ingredients Labeled Claim Found % of labeled
amount

Limits % of labeled
amount

Artesunate (Sterile) IP 30 mg 3I.97II mg 106.57% 90.0 to 110.0%

Remarks: In the opinion of the undersigned the sample referred to above is/ is gof of the,standard
qualifv as The Drus & Cosmetic Act 1940 and the rules made there under. Corfnlies/ n/t comnlies a
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