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lTitle l:l Certificateof@Product 
i

Product Name AONE SB 1.5g Injection A.R. No. BD1FPt25l191
Generic Name Ceftriaxone & Sulbactam for Iniection IP 1.5sm Sampled qty. 45 Vials
Batch No. B25t25F Sampled by Rakesh

Batch Size 6000 Vials Sampled on 0110712025

Mfs. Date 06t2025 Date of Testine 0U07t2025
Exp. Date 05t2027 Date of Release 16t07t2025

S. No. Tests Snecifications Observations
I Description A white to off white powder filled in

clear slass vial.
A white dry powder filled in
clear slass vial.

2. ldentification In the Assay, the principal peaks in the
ghromatogram obtained with the test
solution correspond to the peak in the
chromatogram obtained with reference
solution (c).

Complies

,,
J. Uniformity of Weisht Averase weisht +l0o/o 1.66% & +1.65%
4. Average weight lnformative *2oh. 1733.6 ms.
5. pH 4.5 to 8.0 6.71
6. Related Substance

Any secondary peak NMT I.O% Not detected
Sum ofall secondary
peaks

NMT 5.0% Not detected

7. Particulate Matter

NMT 600O/vial
NMT 600/vial

The reconstituted solution should be
essentially free lrom extraneous.
mobile, undissolved particles, other
than gas bubbles, unintentionally that
cannot be seen with naked eve.

556/vial
5/vial

Complies

(A.) Light Obscuration
Particle Count Test
(l.) Particles >1Opm
(2.) Particles >25pm

(8.) Visual Paiticle

8. Sterility Powder for injection should comply
with test for sterility.

Complies

9. Bacterial Endotoxirrs NMT 0.2 EU/ms of Ceftriaxone. Less than 0.2 EU/mg
Ceftriaxone.

10. Assay: (By HPLC)
Each vial contains :

Ingredients Labelled
Claim

Found % of labelled
amount

Limits % of labelled
amount

Sterile Ceftriaxone Sodium IP
Eq. to anhvdrous Ceftriaxone 1000 m 1060.47 106.05% 90.0 to 110%
Sterile Sulbactam Sodium IP
Eq. to anhydrous Sulbactam 500 m 476.59 9s.32% 110%
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