
AMERICAN REMEDIES HEALTHCARE PVT. LTD.
Vill. Sulajpur. Nahan Road. Paonta Sahib, Dist. Simour (H.P) 173025

Tirle l: Certificate of Analvsis Finished Product

A.R. No.

Descdption

ldentificatiol) T€st A may be omitted if test b, C and
D are carried oul. Test B, C and D
may be omitted if test A is carried
out.
A. Compare the spectrr.mr wiLh thct
obtained uith {nesur)are IPRS or \ ilh
the rclerence spectrum of Artesunate.
B. The principal spot in the
chfomalogmm obraincJ uilh lhe resl

solution oorresponds to that in the
chfomatogmm obraineJ wirh thc
reference solution.
C. A reddish-brown colour is produced.
D. A red colour is produced.

Complies

Complies

Particulate Mafter
(A.) Light ObscuratioD
Particle Count Test
(1.) Particles:l0pnr
(2.) Particies:25pm
(8.) Visual Panicle

Related Substances
(81, HPLC)
lilpuriiy A
lnrpurity Il
lmpurity C
Any other lmpurity
l otal Impurity

t'-
L-'.:,-

4.
l------

5.

(By lR)

(By TLC)

(By chemicaUy)
(By chemically)

Complies

Cornplies

407 /vlal
6/vial

Complies

Note more than 1.07o

Note more tl'lan 0.570

Note morc than 0.3Yo
Note more than 0.io%

Note more than 2.00%

Not Detected
Not Detected
Not Detected

0.001%

Product Name ARTECAN-120 Injectioi
Afiesunate for lniection IP 12

ARN2655A
9,790 Vials

ARN/FP/26l064
Generic Name 45 Vials

Sarnoled b
Ilatch Sizc SamDled on 27 t08/2026

Date of Testin
07 /2028 1|09/2026

Specilication Observation

A white or almost white crystalline
powder filled in cleal glass vial.

A white crystalline powder
filled in clear glass vial.

Unifbrnlity of weight Average weight + I 0olo

Informative t270.

-0 .56yo & +0 .59%

Average $eight l22.5mg

NMT 6000/vial
NMT 600/vial
The reconstituted solution should be
es.entidll] ifee Ii.rrrr ert|arteors. ntobilr
,rrdiscol\ed paflicle:. other llun gas

bubbles, unintentionally that can be seen

Analysis by
N,cME: MOHD. Zkl

5/F05-00

NANIE: SURJEEI KAUR

t$me, v". s9a?,001%,i

checked tE\1001



J, AMEP'CAI'-
T DFMEITFS

Title

AMDRICAI{ REMEDIES HEALTHCARE PVT. LTD.
Vi1l. SuraiDur. Nahan Road, Paonta Sahib' Dist Sirmour (H P) 173025

Certificate of Analysis Finished Product

Product Name

Generie Name

ARTECAN-120 Injeclion A.R. No. ARN/ FP/261064

Artesunate for lniection lP l20mg SamDled qty. 45 Vials

ARN2655A Sampled by Rakesh

Batch Size c) 790 Vials Sampled on 2'1108/2026

Date of fesring 28t08t2026
Mfs. Date 08/2026

r|0912026
ExD. Date 07 t2028 Date of Release

NMT 0.5%w/w 0.1%w/w'1. Water (By K.F)

8. Sterility No microbial growth should be

ooserveo.

Complies

Bacterial Endotoxlns NMT 2.5 EU/mg of Artesunate. Less than 2.5 EU/mg ofArtesunate

10. Assay:

Each vial Contains:

lngredients Labeled Claim Found 7o of labeled
amount

Limits % of labeled
alnounl

Artesunate (Sterjle) IP l20 mg 122.9559 mg 102.46v" 90.0 to 110.0%

referred to above itl isJDotffthe standardR;"** Itt th" 
"pt"t"" 

of the undersigned the sample referred to above rs/ rsJDotor,tl>l::j,::- 
^-

quality as The Drug & Cosmetic Act 19'10 and the rul€s made there under' Complies'diot complres 
'ls

perlP/BPru'SHrHS. .

Name iMR. SwatiDha

oesignation I QC H00

S::tl:'i.:tk0 bi4;";i'
i'lr*s. s*ot' on,ltinn

Checked l"q
URNAME: SURJEET

Analysis Lry

NAME: MOHD


