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

Certificate of Ana is Finished Product

Product Name Artecan Injection A.R. No. ARN/FP/25l008
Generic Name Artesunate for Iniection IP 60ms Sampled qtv. 45 Vials
Batch No. ARN25174' Sampled by Aqgi Vgrya

22t08t2025

zyofi-on
oaoEiizs

Batch Size 14,510 Vials Sampled on
Mfe. Date 08t2025 Date of Testing
Exp. Date 0712027 Date of Release

S. No. Test Specification Observation
Description A white or almost white crystalline

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

2. Identification

(By IR)

(By rLC)

(By chemically)
(By chemically)

TeSt A may be omitted if test b, C and
D are carribd out. Test B. C and I)
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 rvith the
reference solution. '
C. A reddish-brown colour is produced.
D. A red colour is produced.

Conplies

Cornplies

Complies

Complies
a
J. Uniformity of weight Average weight +10oA -!!ry g::30%

5ti.3 nts4. Average weight Informative +2Yo.

5. Particulate Matter

NMT OOOOluiut

NMT 600/vial
The reconstituted solution should be
essentially free from extraneous, mobile
undissolved particles, other than gas
bubbles, unintentionally that can be seen
with naked eye.

3659lvial
1/r'ial

Complies

(A.) Light Obscuration
Particle Count Test
(1.) Particles >1Oprm

(2.) Parlicles >25prm

(B.) Visual Particle

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

Note more than l.0o/o
Note more than0.5Yo
Note more than 0.3o/o

Note more than 0.39u
Note more than2.jo/o

Not detected
Not detected
Not detectecl
Not delected
Not detected
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quality as The Drug & Cosmetic Act
perSlBPtrSBlI{{S.

Certificate of Analysis Finished product

r'ti

1940 and the rules made there under. Compti
ol-f he standard
esf n0t complir:s irs

o

Approved
NAME: MRS. SWATT ft

Product Name Artecan Iniection A.R. No. ARN, FP'l-r, UU8Generic Name Arresunare lor Inlectlon Ip 60me
ARN25 r
14,510 Vials

- 

,
08t2025

Sampled qty. 45 VialsBatch No.
Sampled bv Anui VerntaBatch Size

Sampled on 22t08t2025
Mfg. Date

Date of Testing 23t08t2025

oatoqzii..
Exp. Date. u//Lut/ Date of Release

- Water (By K.F) NMT 0.So/owlw
0.(

C

3o/" wlw
8. Sterility No microbial growth should be

observed.
omplies

9. Bacterial Endotoxins NMT 2.5 EIJ/mg oJarteru"ate Less than 2.5 F,IIlms ol A,1
10. Assay:

Each vial Contains:

Ingredients \
Labeled Claim Found % of labeled

amount
Limits % of label

arnoLutl

QOOt^1lnn0,/v.v Lv I l v,v u

Artesunate (Sterile) Ip 60 mg 58.29 mg 97.r5%

::T,1* 11ttr,:.onin^ion 
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