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Complies

Complies

Certificate of Analysis Finished Product

Observations

A white drv powder filled inA white dry powder filled in clear

lass vial.

Complies

Complies

n.fne absorption sPectrum of the

test preparation should exhibits
maxima at same wavelength with
that obtained with similar
preparation of Ceftriaxone working

standard.
B. In the AssaY, the PrinciPal Peak

in the chromatogram obtained with
the test solution corresponds to the

peak in the chromatogram obtained

with the reference solution (a).

C. It gives the reaction A of sodium

Identification BY I.R

By HPLC

By Chemical

,1.59% &. +1.15%Average weight +l0o/oUniformity of weight

2367.9 mglnformative.

Related Substance (BY

NMT-1.0%Any secondary Peak

Complies
Appearance of solution A L2 percent w/v solution in

carbon dioxide-free water is clear

and not more intenselY coloured

than reference solution bY 35 or

YS5.

6.0 to 8.0

9.I4Yo wlwNMT-1Loh wlu'

NAME: SANDHYA
Analysis bQl

NAME: SUFIYAN ANSARI

BDlFPl24l354AONE Iniection
45 Vials

Ceftriaxone Iniection IP 2Generic Name
8242938

0t 1012024
2000 Vials

0711012024Date of Testin
2211012024Date of Release

Exn. Date

ormat No :
Pase I of2



+r

is/ is+otgfffiandard

quality4s The Drug& cosmetic Act 1970 and the rules made there under. co)rrrp-tiesl net+o'mpliesas
quallty?s I ne urub.
per lF/cP++srft*st

rdd Pace To Health

Pace Biotech
Surajpur, Paonta sahib Dist. Sirmour (H'P)

C*ttif*ute of Analysis Finished Product

BDlFPl241354
AONE IniectionProduct Name
Ceftriaxone Injection IP 2Generic Name
8242938

0711012024
2000 Vials

0711012024Date of Testin
2211012024Date of Release

Exp. Date

544lvtal
12lvtal

Complies

(a.) Sub-Visible Particle
count
(1.) Particles >1OPm

12.1Particles >25;rm

(b.) Visual

NMT-6000/vial
NMT-600/viai
The solution is free from particles

of foreign matter particles that can

be observed on visual insPection

Particulate Matter

No microbial growth should be
Sterility

Gss than- 0.2 EU/mg of
Ceftriaxone Sodium.

Nir4f- 0.2 EU/mg of CeftriaxoneBacterial Endotoxins

Limits % of
labeled amount

Labeled ClaimIngredients

90.0 to 115.0%2178.00 m
Stdite cetria"one Sodium I'P

. to anhvdrous Ceftriaxone

{*t
NAME: SANDTIYA

Analysis by
NAME: SUFIYAN ANSARI

D^ffi^+ lr.Tn . D
Pase 2 of 2


