
afficar+n AMEIIICAN REMtrDIES HEALTHCARE PVT. LTD.
Vill. Surajpur. Nahan Road. Paonta Sahib. Dist. Sirmour (H.p) 173025

Certificate of Analysis Finished Product

Product Name ARTICAN-l2tt lnjection A.R. No. ARN/FP/261063
Gene -ic Name Aftesunate fo Iniectjon IP l20mg Sampled qty 45 Vials
Brtch No. ARN2oi4A Sampled by Rakesh
Ilatch Size q.7o0 Vials Sampled on 2'1/0812026
M Date 08/2026 f)ate of Testing. 28t08/2026
Ex p. )ate 0'7 /2028 Date of Release 11/09/2026

S. No. Test Specification Observation
I Description A white or almost while cr)5ralline

ponder filled in cleal glass vial.
A white crystalline po\\,der
filled in clear glass vial.

1 ldentitication

(By IR)

(By TLC)

(By chemically)
(By chemically)

Test A may be omitted iftest b, C and
D :rre carried oul. 'le.t B, C dnd D
may bc omitted if test A is carried
out.
A. (ompr|c lhe spccrrLrnt rnilh lhal
oblained wirlr Arte5.rnale IPRS or $irl
the relerence spectrum of Artesunate.
B. The principal spot in the
clrronralo..:rlnr obLainetl uith rhc tcst
soluhon correspands to thal iD the
chromatognn obtained with the
reference solution.
C. A reddish-browl colour is produced.
D. A red colour is produced.

Complies

Colnplies

Complies

Complies
L I Iniforrnitr of rreighr Average weight +1070 -8.42% & +83t%
4. Average \\,eiqht Info native t27o. I l6.0mg
5.

(1.) Particles >i0pm
(2.) Particles:25lrm
(B.) Visual Pa icle

Palllculate Malter
(A.) Light Obscuration
Particle Count Test

NMT 600b/vial
NMT 600/vial
The reconstitutcd solution should bc
(ssenliirll) laee liJn e\trtJreun5, ntobils
r. rJi:colrcd pJfri!1... olher th,rn g1s
bubbles. urinLentionalll lhar can be seen
$,ith naked eye.

281/vial
2/vial

Complies

6. Related Substances
(By HPLC)
Impufil), A
lmpurity B
Impurity C
ADy other Impurit),
Total Impr.rritv

Note more than l.0o%

Note nlore than 0.50%

Note more than 0.30/0

Note more than 0.:l70
Note more than 2.001

0.04'7%
Not Detected
Not D€tected

0.003%
eme: Mr.. Sq).05og#an

esitn3t: i ,l
,"Fclo

"qE
{:dar

Analvsis by
NAME: MOHD. Zh

fi\i

Foflnat No: PBi OC/045/

l*



Remarks: In the opi"lon uft :

:::fg,1;;lfif;H* & Cosmeric Act 19.{0 and tbe rutes ,,,,a" t1""" uno".. bo.pri"v n1*_cr-_fri"s asper I//llP4SP/fnS.v

Name i Mrs, Swati Dhawan

Designation: Qc H00

Analysis by
NAMC: MOHD. Z l?4 8171,I]R "

CheckeLl
NAME: SURJEET

Title

AMERICAN R.EMEDIES HEALTH-ARE PVTJTT'
Vill. SurajpLrr. Nahan Road. paonta Sahib. Dist. Sirmour (H.p) filiZi-'

Certificate of Analysis Finished product

Producf Name ARTECAN-120 Iniecrion
Anesunare for JnjecLion lp il0rns;Rffil4A=-
9.790 viaE
08/2026

o7/2c28

A.R. No, ARNiFP/2o/063
Generic Name
Batch No.

Eryl"d qr). 45 Vials
&mpled by Rakesh

Batch Size Sampled on 27 /08/2026
Mlg. Ditc Dflfc (,l Tcsting 2.8108t2026
r!xD. uate Date oI Release | 1/09/2026

7. Water lBy K.F) NMI 0.50 owrq 0.1% w

Complies

Less than 2.5 EU/ng ofArtesunate.

% oflabeled I Limirs % oflabeled
amount amount

8. Sterility No microbial gfowh should be
observed.

Bacterial Endotoxins NMT 1.5 EU,LDg ot Artesunate.

t0 Assay:

Each vial ContaiDs:

Ingredients Labeled Clainr Fould

A esunate (Srerile) Ip 120 mg I I7.4380 mg 97.80o o 90.0 to 110.0%

ResittlatioADpf diA$ bit?fi 6 1
,s'Swi l;dCA\t'itier

ofnrat No:


