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AMERICAN REMED

vill' surajpur, Nahan Road, paonta Sahib, Dist. Sirmour (H.p) r7302s

certifi cate of Anarysis rioirtr.oEt

Analysis by
NAME: NIKHIL SHARM

Checked by-{ri
NAME: SUFt"on on&"ili'

AONE Iniection
Ceftriaxone Ini IP2
ARB2516,4

Product Name
Generic Name ARB1FPt25t}l6

Anuj Verma5,000Vials
05/11/202s

Date of Testin 06trU202s
20t11t2025

Tests Specifications

.4. white or almost whiG ary powOer
filled in clear glass vial.

A white ary pow-er filled E
clear glass vial.Identification gv tR

Uniformity of weighi

A. Determine by inflarA;Go{ptid;
spectrophotometry. Compare the
spectrum with that obtained with
Ceftriaxone sodium IpRS or with the
reference spectrum of ceftriaxone
sodium.
B. In_the Assay, the principal peak in
the chromatogram obtained with the
test,solution conesponds to the peak
rn rne chromatograrn obtained with
the reference solution (a).
C. lt gives the reaction A of sodium
salts.

Average weight LI}% -0.47% & +0.53%

2397.8 mg
Average weight Informative *2%o.

Related Substance 1By

Any secondary peak

Sum ofall secondary NMT 5.0%

Appearance of solution L2 per cent w/v solutionlniir.bon
dioxide-free water is clear and notmore intensely coloured than
reference solution ByS5 or yS5.
6.0 to 8.0

NMT |l%ow/w 9.33Yowlw

A
NAME: M
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Certificate of Analysis Finished product

Product Name AUt\r lnlectlon
Ceftriaxone Inj ectio@i-
ARB2516,4 

.-
5,000Vials
l1/1n1< --L LI LWlJ

10t2027

A.R. No. ARB/FP/25IO16

-

45 Vials
Generic Name

Sampled qfy.Batch No.
Sampled by Anuj VermaBatch Size
Sampled on 05t1U2025

06t1u2W
Mfg. Date

Date of TestingExp. Date
Date of Release 20fiU2025

Particulate Matter

that can be seen with naked

NMT 6000/vial
NMT 600lvial
The reconstituted solution should
be essentially free from extraneous.
mobile undissolved particles, other
than gas bubbles, unintentionally

(A.) Light obscurarion
Particle Count Test
(1.) Particles >l0pm
(2.) Particles >25pm
(B.) Visual Particle

Sterility No microbial growth stould be Complies

Bacterial Endotoxins NMT 0.2 EtJ I mgoJ Cet.ia*on Less than 0.2 EU/ms of
Ceftriaxone.

Assay: (By HPLC)
Each glass vial conrains:

Ingredients Labelled Claim Limits % of
labelled amountSterile Ceftriaxone Sodium tp

. to anhydrous Ceftriaxone 2125.55 90.0 to 115.0%

80/vial
3lvial

Complies

Analysis by |a\,
NAME: NIKHIL SHARMA

Checked nv4S$
NAME: SUFIYAN ANyARI N.{i}tE: MRS. SWAty
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