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Certificate of Analysis Finished Product

Product Name ARTECAN-60 Injection A.R. No. ARN/FP/261046

Sampled qty. 45 vials
Generic Name a"r"e',n.te f^r Tniection IP 60ms

ARN264OA
19,680Vials
0712026

Sampled by Rakesh
Batch No.

Sampled on 1210812026
Batch Size

Date of Testing 13t0812026
Mfs. Date

Date of Release 3l/08/2026
ExD. Date 0612028

Soecification Observation
S. No. Test

A white crystalline Powder
filled in clear glass vial.1. Description A \ahile or almosl uhile crysralline

pouder filled in clear glass \ ial

2. lldentifrcation

(By IR)

(By rl-c)

(By chemically)
(By chemicauy)

Test A ,nay 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 Afiesunate IPRS or with
the reference spectrum of Artesunate

B. The princiPal sPot in the

chromatogram obtained with the test

solution conesponds to that in the

chromatogram obtained with the

I reference solution.
' C. A reddish-bror-rn colour is produced

I D. A red colour is Produced.

Complies

Complies

Complies

Complies

3. Unifomity of lveight Average weight +10% _5 .98o,/o & +5 .7 5yo

4. Average weighl 1n1q11a1ivs i20 6. 58.8 mg

848/vial
l/v1al

Complies

5. Particulate Matter

NMT 6000/vial
NMT 600/vial
fhe reconsiiruted solulion should be

essentially free from extnneolls, mobile

undissohed panicles. olher than gaj

bubbles, uninrentionally thal can be seen

G.) Light obscuation
Particle Count Test
(1.) Particles >10Pm
(2.) Panicles -25Pm
(B.) Visual Pafiicle

0.040%
Not detected
Not detected
Not detected

$!r!9%- .

6. Related Substances
(By HPLC)
Impurity A
lmpurity B
lmpudty C
Any other ImPudtY

Note more than 1 .07o

Note more lhan 0.5o%

Note more than 0.3olo

Note more than 0.37o

Note more than 2.0o%
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quality as The Drug & Cosmetic Act 1940 and theper.|PlBPtrSPfiItS., rule.s made there unOer. CornpliesT.nr-complies as

Certificate of Anall sis Finished product
Product Name ARTECAN-60 Injection
Generic Name Artesunate for lnjection Ip 60

Batch Size 19,680Vials

07 /2026 Date of Tes
Date of Release

Format No:

7. Water (By K.F) NM I 0.5%w/w
0.tlo/owlw

Complies

Less than 2.5 EU/mp of Arfec,rn,t'

8. Sterility No microbial grou{h siould be-
observed.

9. Bacrerial Endotoxins r\1vrt l.) tU/mg ol Afiesunate.
10. ASSay:

Each vial Contains:

Ingredients Labeled Claim Found % of labeled
amount

Limits % of labeled
amount

Anesunate (Sterile) Ip 60 mg 59.7846 mg 99.64% 90.0 to 110.0%
ar Ks: rn rnr optruon ot the uDdersigDed the sample referred !o aDove is/ i the stand

a


