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Title | : Certificate of Analvsis Finished Product

Product N:rme AONE Injection A.R. No. BDtFPt23t707

Gene_ric Name

Batch No.

Batch Size

Cellriaxone Injection IP 25()mg Samnled qfy. 45 Vials

823632C Sampled by Vineet

5000 Vials Samnled on 04t02t2024

M-tg._ ?lt"
Exp. Datc

q1/r0ll
12t2025

P:tg!{ I.'!!s
Date of Conrlitionallv
Release

04t02t2024

09t02t20u

S. No. i Tests ecifications Observations
Descriptiont;

i

A rvhite flp1, powder fllled in clear
slass vial.

A white dry powder filled in
clear glass vial.
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J Llnifbrmitr ot'Weight

A.The absorption spectrum o1' the
test preparation should exhibits
maxima at same wavelength with
that obtained rvith similar
preparation of Ceftriaxone rvorking
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 ti-re reaction A of sodiun'r
salts.

,\r cntgc l cigltt ' I Uo o

Complies

Complies

Complies

-176% & +L50%

4. I Average weight
I

Infbrnratir.'e. 302.9 mg

5. I l{elated Substance

Any peak otl.rer than the
principal peak,9 9

NMT- 0.2% Under process

['he sum of all sr,rch

reak.%o

NMT- 2.5% Under process

6. I Appearance of solution

'l

7 i r-rHt v'^

A1.2 percent w/v solution in carbon I Complies
dioxide-free water is clear and not 

I

nrore inlenselv coloured than 
I

$ I r'1cn5-s9!tig,Lb.,_Si o{S5 _i
6.0 to 8.0 I 6.90

tol l% w/w 9.49ohwlw

coLlllt

tl.tPalticlcs>l0prrn
(2.) Particles i25pn-r

(b.)VisLral

NMT-6000/vial
NMT-600/vial

'fhe solution is fi"ee fi"om narticles

I of lbreign nratter particles that can

___IF9, q! re ry_e 
q s rfyls_qq!$pgglr o n. _

218lvial
2lvraI

Cornplies
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Itemarks: In the opinl.rn of tn. un,t..rign.,t ttt. *topl. referred to above is/ is+efsftlrestandard

quallty,as The Drug & cosmetic Act tg?0 anct the rules macle there under. coilrpti6il-no+'eomplies as
. ,\'/
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Certificate of Analvsis Finished ProductTitle

Procluct N:rme

Generic Name

B"t.l1N". 
--

_ 
Batch Size _
Mfo nqfr'

AONE lnjection A.R. No. BDlFPl231707

Ceflriaxorre Iniection IP 25Onig Sampled qty. 45 Vials

R?3(rl2C Sampled by Vineet

iO0O \/i'rl Samrrled on 0410212024

-01tnu Date of Testing 0410212024

Exp. Date 1212025
Date of ConditionallY
Release

0910212024

1 l. Ilacterial llndoioxins

-1'-'----
12. AssaY':

' Eaclt slass vial

i Contains:

Insredients '

o_!9e-rygc!. _

xMr- b.1 EU/;,s oT cJriGio''e
Sodiun-r.

Less than- 0.2 EU/mg of
Ceftriaxone Sodium.

Labeled Claim Found % of labeled
amount

Lin-rits % of
labeled amount

Sterile Cefiriaxone Sodium IP

Ilo. to anhvdrous Celtriaxone 250 me 250.10 nte 100.04% 90.0 to 115.0%

Checked b
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