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AMERICAN REMEDIES HEALTHCARE PVT. LTD.
Vill. Surajpur', Nahan Road, Paonta Sahib, Dist. Sirmour.(H.p) 173025

Certificate of Analvsis Finished Product

Product Name ARTECAN-30 Injection A.R. No. ARN/FP/261056
Generic Name Altesunare for Inieciion lP i0mg Sampled qty. 45 Vials
Batch No. ARN265IA Sampled by Rakesh
Barch Sizc 10,120 Vials Sampled on 25/08/2026
Mls. Date 08/2026 Dat'e ofTesting 26/082026
ExD. Date 07 /2028 Datc oI Release 09t09t2026

S. No. Test Specification Obscrvation
L Descriptiotl A white or almost white crystalline

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

1

).

6.

Test A may be omitted if test b, C and
D are carricrl oul. -Iest B, C dnd D
mal bc omiltcd if test A i\ carricd
out.
A. (-ompare lhe specrrum $iLh lhat
ohldined wifi Arresunate IPRS or witL
the reference spectrum of Artesunate.
B. The principal spol in rhe
chronralograrr obrained \ ilh lhe resl
solution corresponds to that in the
cbromatogram obtained with the
reference solutiod.
L. A reddrsh-hrowl cotour ts prodLLced.

D. A red colour is produced. _
Average ueight l0oo

Inlbrnlative +2olo.

NM'I 6000/vial
NMT 600/viai
The reconstituted sohrtion should be
csscntiaily liee fronr exlr'aneous, mobile
undissolved pa|ticlcs. other than gas
bubbles, unintentionally that can be seen
with naked e5e.

Note nlore than I.00%

Note more than 0.50%

Identification

(By IR)

(Bv TLc)

(By chemically)

__ (By chemically)

Uniformity of weight

Average weight

Pa.lrculate Matfe;
(]AJ LiCht Obr"r."tto.
Pafiicle Count Test
(1.) Particles >10pm
(2.) Particies >25pm
(B.) Visual Panicle

Related Substances
(By HPLC)
lDrpurity A
Impurity B

- 0.086%
Not Detected

Complies

Complies

Complies

Coinplies

-8.13vo & +8.980/0-

10.2 mg

424/vial
7 /vraI

Complies

lmpurity C
Anv other Impurit),
Total Impurit)'

NAM E: SURJSET K
OqIil Ree i: :r. iilp

NAME: MRSi

Note nrore than 0.iolo
Note mole than 0.170
Note more than 2.0olo

Anah'sis bY
NAME: \tOHD.

Forrnat No: PB'OC1045f0



10.

Lrgre

lt Water (By K.l;) NM'I 0.5%w/w 0.04%dw

Complies

NMT 2.5 EU,/mg of AflesLrnate. Less than 2.5 EU/mg ofArlesulute.

A esuDate (Sterile) lP 90.0 to I I0.0%
Remarks: In the opinion ofthe undersigned the sample rcferr"d to abore is/ is e standard
qulrlity xs l'he Drug & Cosnretic Act 1940 :rnd thc rules made therc under, Cofrplies/_gotlcomplies as
pe{P/BPltiSrfiE-S.

Nane; Mrs. S!,rati ohawan

amzxlGAN=
aF.lrEf)fF<

Analysis by
NAMEr MOHD.

dle

a):
h vial Contains:

Ass

Eo:

nts

.r.rr r- I(I L.{-\ R.[.\IL DI ES HE.{LTHCARE P\'T. LTD.
Vill. SuniF_c_ \-=E R:..:_ fr:_ S.:j::b_ Di.r. Sirmour tH.p r I il0lj

Desifnation :

Chtckrd l':' ,'. oi,nr;ona'
N,{ME: SUItJLET NqMr, Nrns. swcir ohAnwix

Certificate of Analvsis Finished Product

Product Name AR'l ECAN-Jo Injecrion , A.R. \o. ARN/FP/'6lO;6
Generic Name AfiesLrnate lbr Inieclion IP 3Omg Sampled q$. -15 Vials
Batch No. ARN2651A Sampled tr1 Rakesh
Batch Sizc 10,120 Vials Sampled on 25 /08/2026
l\tfg. Date 08/1020 Date ofTesting 26t08/2026
ExD, Date 01t2028 Date of Release 09/09/2026

8 Slefility No rricrobial grouth should be
ooseNeo,

Bacterial E,tdoto\ins

Labeled Claim % oflabeled
amount

Limits % ofiabeled
amount

101 .22yo

lornr \o PB OC 0li Foi


