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Product Name lr\r rluAN_ 60mg Injection
Arlesllnnfe thr T-io^+i^.^ rn

A.R. No.Generic Name ARN/FP/25l064
Batch No. ARN257OA

v^ 
^rrJvv.rvll II

-

Sampled ofv.-,:::--.-.:
Sampled bv

45 Vials
Batch Size 15,000 Vials Rakesh
Mfg. Date t1/2025

Dampteo on 02/12/202s
Exp. Date 10t2027

-

rrare ot I esting 03n2/202s

S. No. Test
ua.e oI l(elease 17/12/2025

Sp""ifi.u
-------.A white or a-@
powder filled in clear glass vial.

I Observation

A" wtrite crystalline powder
filled in clear glass vial.

Description

la
lz. Identification

(By IR)

(By rLC)

(By chemically)
(By chemicallv)

r Err .a ruay De omrtted if test b, C ancD are carried out. Test n, C'anJ-l
may be omitted if test A'is ;;;
ouf.

{. Compare the spectrum with that
obtained with Artesunate IpRS or witn
the reference spectrum of Artesun ate.
q. The principal spot in ,t 

"cnromatogram obtained with the testsolution corresponds to ,fr" i" ,i*rnromatogram obtained with the
:eference solution.
C. A reddish-brown colour is produced.
D. A red colorrr iq nrnrt,,^oJ

(

C

Jomplies

)omplies

omplies

ompliesJ. Uniformitv of weioht T; C

4. Average weight
r r v vr cEls wvrgn[ t IU"/o

-

Informative x2oh.
'o & +6.llyoo. /o

60.9 mg5. ranlculate Matter

NMT AOOOtriut
NMT 600/vial
The reconstituted solution should be
essentially free from extraneous, mobile
undissolved particles, other tian nu,
DuDbtes, unintentionally that can be sJen
with naked eve

gr.; lrght 0
Particle Cour
(1.) Parricles
(2.) Particles
(B.) Visual pr

bscuration
Lt Test
>1Opm

.25pm
rticle

90lvial
7/vial

Complies

lo. I Kelated Substances

| (By HPLC)
I Impurity A
Impurity B
Impurity C
Any other lmpuritv
Total Impurity

-

Note more than l.Tyo L, -
Note more than}.5%o I :ot l
Note more than 0.3Vo I :ot I
Note more than 0.3%o I :o' :
Note more than2.oyo I ilff i

)etected
)etected
)etected
)etected
)etected
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:i::Appro--frHffi NAME: RAMANJE.## NA : SlYATr'FTir T\



-9

v
9
:

AMERICAN RE
vill' surajpur, Nahan Road, paonta satrib, Dist. sil;; (H.p) 173025

Certificate of An Finished Product
Product Name ARTECAN- 60mg Iniection

Artesunate for Iniection Ip

15,000 Vials
02/12/2025

Date of Testin 03t12/2025
Date of Release 17n2t2025

Water (By K.F) NMT O.so/owlw
0.01%ow/wNomicrobim
Complies

Bacterial Endotoxins NMT Z.S eU/mg of Ardunara Less than 2.5 EU/mg of Artesunate.

Each vial Contains:

o/o of labeled
amountArtesunate (Sterile)

57.39 mg 90.0 to 110.0%Remarks: h *h

;#mgm: & cosmetit ati rqZo ana tne rui.i -ua" there ,r'a.. conrpri6y not cnynpriss ,.

"q.l*-
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"f ii'iT.*-"
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;1i;-.,:- .: '_'i.=**ffiw Checked ,
NAME: RAMANJgcT $iNCFl
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EALTHCARE PVT. LTD.
Vill.Surajpur,NahanRoad,PaontaSahib,Dist.Sirmour(H.P)|73025p#Hfigffi'

Certificate of Anal Finished Product

Sodi.ttn Bicarbonate Injection IP 1mlProduct Name
Sodin- Bicarbonate Injection IP

Anuj VermaSampled bYARN2571Batch No.
35 Litres

0711212025Date of Test

Date of Release

edb:+
',. .. !:ili

Checked bY \-o^
NAME: NIKHIL

+
Analysis nv--J-<*r|4

NAME: FIROJ KHAN

A clear colourless solution

filled in clear glass amPoule.
A clear colourless solution filled in clear

glass ampoule.

A. Th"-esidue on evaPoration, When

moislened with Hydrochloride Acid and

introduced on a platinum wire into a

flame imparts a Yellow colour to the

flame.

B. It gives reaction of sodium salts & the

reaction ofcarbonate.

Identification

NLT lmlNominal fill volume

NLT Nominal volume or NMT 110% of
Nominal volume.

Extractable Volume

7.0 to 8.5

6iAmPoule
0/AmPoule

ComPlies

NMT 6000/AmPoule
NMT 600/ AmPoule

The solution should be essentially free

from extraneous, mobile undissolved

particlesi other than gas bubbles,

unintentionally that can be observed on

(a.) Sub-Visible
particle count
(1.) Particles Z1OPm
(2.) Particles Z25Pm

(b.) Visual

No microbial growth should be observed'

Less than 1.7 EU/ml of
Sodium bicarbonate.NMT 1.7 EU/ml of Sodium bicarbonate'Bacterial Endotoxins

Assay: (BY Titration)

Composition:
Limits % of labeled

amount
Labeled ClaimIngredients

94.0%to 106.0%5.t495Yowlv5o/owlvSodin* Bicarbonate IP

Complies

Complies

:.:'P€e I of
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Pace Biotech
Surajpur, Paonta sahib Dist. Sirmour (H.p)

i Procluct Name

-A'it ll9. 
-i Batch No.

Sodium Chloride Injection IP 5ml
sc/2sl033
BIG25001 Sampled by Jyoti

!lie!!le
ivffg. Date

126000 PCS Sampled on 0910612025
02t202s Date of Testing 09/0612025

Exp. Date 0112029 Date of Release 25t06t2025

S.No. Tests Specification Observation
Description A clear, colourless solution filled

in FFS ampoule.
A clear, colourless solution
filled in FFS ampoule.

i Identification Yields the reactions characteristic
of sodium salt and reaction A
characteristic of chlorides.

Complies

Nominal fill volumb NLT 5ml 5.0 ml
Extractable Volume
Nominal Fill

NLT Nominal volume orNMT
Il0 o/o of nominal Volume

5.1m]

i...

i:,

l1

H 4.5 to 7.0 5.93
Heavv Metals NMT 0.3ppm Complies

l'articulate Matter
(A). Ltght Ob*"."tt""
Particle Count Test.
l.Particles > l0 pm
2.Particles) 25 pm

(B). \zisual

NMT 6000/Ampoirle
NMT 600/Ampoule

The solution should be essentially
free from extraneous, mobile
undissolved particles, other than
gas bubbles unintentionally that
can be observed on visual
insrection.

3/Ampoules
0/Ampoules

Complies

SteriliQ" No microbial growth should be
obseryed.

Complies

Bacterial Endotoxins NMT 0.5 EU/ml. Complies
! i,, Ass:ry: (By Chemically)

Composition
lngre dients Labetedclaiml Found I I-imitffi
Sodiunr Cl'Lloride IP 0.90o/owlv 0.89%ow/v 0.85 to 095%owfu

Remarks: In the opinion of the unders
qualif"v as The Drug and Cosmetic Actl

igned the sample referred to above
940 and the rules made there undr

islisSnd(. of the ;,;tandard
r. Comnlies/Yot Comnli

rs perf'/iJ*l/lttf

Nikhil Sharni

Checked Approved bffio6lq-
Mrs. Swati Dhawan

Paqe I ofl


