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N Af}NU' IniecticlnD ,I A.R. No. BDlFPl24l569

,a^-^-:^ l\l Ceftrievnne Iniection tP 250me Sampled qtY. 60 Vials

P.24554C Sampled by Vineet
Batch No.

Sampled on 0810112025
ryle!-qEs
u&r-!el9
Exp. Date

l9gqJel:
011202s
1a t1o.14

Date of Testing 0810u202s

Date of Release 2410U2025

Specifications

A white dry powder filled in
clear slass vial.

A wtilte dry powder filled in clear

Complies

Complies

AJhe absorption sPectrum of the

test preparation should exhibits

maxima at same wavelength with

that obtained with similar

preparation of Ceftriaxone working
standard.
B. ln the AssaY, the PrinciPal Peak

in the chromatogram obtained with

the test solution corresponds to the

peak in the chromatogram obtained

with the ref-erence solution (a).

C. It gives the reaction A of sodium

Identification BY I.R

By HPLC

By Chemical

-2.07% & +2.0304Average weight r.l}oUniformity of weight

Average weight. Informative.

NMT-5.0%

Related Substance (BY

Any secondarY Peak

Surn of all secondarY

A 1.2 percent wiv solution in

carbon dioxide-fiee water is clear

and not more intenselY coloured

than reference solution bY 55 or

YS5.

e I App.utunce of solution

6.0 to 8.0

NMT-1 loh wlw

x"aty'){fi1,
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Certificate of Analvsis Finished P{qq!g!

Product Name AONE Injection A.R. No. BDlFPl24l569

Sampled qty. 60 Vials
Generic Name Ceftriaxone Injection IP 250mg

Sampled by Vineet
Batch No. F.24554C

qOOO \/ielq Sampled on 0810U202s
EstgLSzg
Mfe. Date nl /,)n?5w ll LvrJ

11t1n1A
I LI LVLV

Date of Testing 0810112025

Date of Release 241011202s
Date

9. funi.ufui. fr4utt.t --
(a.) Sub-Visible Particle
count
(1.) Particles >1OPm

(2.) Particles >25Pm
(b.) Visual

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

of foreign matter particles that can

be observed on visual insPection.

84/vial
1/vial

Complies

10. Sterility No microbial growth should be

observed.

Complies

1l Bacterial Endotoxins NMT- 0.2 EU/mg of Ceftriaxone

Sodium.

Less than- 0.2 EU/mg of
Ceftriaxone Sodium.

12. Assay:
Each vial Contains :

Found % of labeled
amount

Limits % of
labeled amountlngredients Labeled Claim

Sterile Ceftriaxone Sodium IP

Eq. to anhvdrous Ceftriaxone 250 me 260.42 ms t04.17% 90.0 to 115.0%

Remarks:Intheopi"ionottr'.u,,d"r@redtoaboveis/is-noffi-estandard
^--^r:/-, -.'r-l,a rurro d cnsrnefic Act 1940 and the rules made there under. Cotn ngt+emptietquali!:as fhe orug Ai"r*.ri. Act 1920 and the rules made there under. Comffs/ net+empliesas

per lP/BPA+sP++lts-

cnecke1!p--
NAME: SANDHYA

,a
Anatysi2fy

NAME: SUFI\TAN ANSARI
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