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Certificate of Analysis Finished product

ormat No:

Product Name ARTECAN Iniection A.R. No. ARN/FP/26t020
Generic Name artesunate tor lnjection Ip 120me Sampled qtv. 45 Vials
Batch No. .ARN2611A

Sampled by Rakesh
Batch Size 20,000 Vials Sampled on 28/05t2026
Mfg. Date 0st2026 Date of Tesfino 29t05t2026
Exp. Date 04t2028 Date of Release tr/06/2026

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

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

2. Identification

(By IR)

(By rLC)

(By ehemically)
(By chemically)

I est 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. Compare the spectrum with that
obtained with Artesunate IpRS or with
the reference spectrum of Arlesunate.
B. The principal spot in the
chromatogram obtained with the test
solution corresponds to that in the
chromatogram obtained with the
reference solution. '
C. A reddish-brown colour is produced.
D. A red colour is produced.

Complies

Complies

Complies

Complies
.,
J. Uniformity of weight Average weight tI\oA -4.46% & +4.79%
4. Average weiglt Informative +2Yo. i 16.8mg
5. Particuiate Matter

NMT 6000ivial
NMT 600/vial
The reconstituted solution should be
essentially free from extraneous, mobile
undissolved particles, other than sas
bubbles, unintentionally that can be sJen

Note more thanl.Ao/o
Note more than}.5Yo
Note more thanA3Yo
Note more than 0.3%
Note more thanZ.AYo

2l2lvial
2/vial

Complies

(A.) Light Obscuration
Particle Count Test
{1.) Particles 11Oprm
(2,) Partieles)25pm
(B.) Visual Particle

6. Related Substances
(By HPLC)
hnpurity A
Impurity B
Impurity C
Any other Impurity
Total.Impurity

Not Detected
Not Detected
Not Detected
Not Detected
Not Detected

.-.:'::'-.-. A
..: ',.,

Analysis ntffik-
NAME: NIKHIL SH,iRTviA I

Checked Uy ffitl*NAME: SUFTYA\ AfsAiTi
4ppror.ed f#

N.AME: MRS. Sw^rTI frf rt"l_N



Product Name ARTECAN Iniection A.R. No. ARN/FP/26t020Generic Name AITeSUnate IOr Intection IP I )Orno Sample4 qty.
Batch No. +J V lalAru\ZOI IA Sampled by RakeshBatch Size zvruuu v lals Sampled on 28t0st2026Mfg. Date

Date of Testing 29t05t2026
4xp. Date LVLO Date of Release t1t06t2026

Certificate of Analysis Finished product

Analysis
NAME: NIKHIL

Checked av 4t|tNAME: SUFIYAN ANSARI
Approved bv ftlo\lW

NAME: MRS. SWert nHeVi.cft

Water (Bv K.F) NMT 0.Sohwlw
0.j3o/owlw

Complies

Less than 2.5 EtJlmgof Artesunate.

8,

;

Srerility No microbiat growth siidld be
observed.

Bacterial Endotoxins NMT 2.5 ErJlmgof Arte;;;il
10. Assay:

Each vial Contains:

Ingredients Labeled Claim Found % of labeled
amount

Limits % of labeled
amount

Artesunate (Sterile) Ip 120 mg 116.9628 mg 97A7% 90.0 to 110.0%remarKs: In the opinion of the u
qualify as The Drug & Cosmetic

uuwr Dr5ut;rr rus sample rglerred
Act 1940 and the rules made th

to above is/ is)t& of therstandard
re under. Crfmnlies/ At on^ntio,per jplBPtrSFffIfS

_ _ __ ---_)"-tsuu4r u

plies/y'ot complies as
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