
Pace Biotech
Surajpur, Paonta sahib Dist. Sirmour (H.P)ddd Pace To Health

Product Name AZIDIME-AVB Injection A.R. No. BD|FPl24lt80

Generic Name
Ceftazidime & Avibactam Powder for
Concentrate for Solution for Infusion

Sampled qty. 45 Vials

Batch No. 824004L Sampled by Aakash

Batch Size 1000 Vials Samrrled on 0310712024

Mfe. Date 04t2024 Date of Testing 0310712024

Exp. Date 0312026
Date of Conditionally
Release

10t0712024

S. No. Tests Snecifications Observations

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

A white dry powder filled
in clear slass vial.

2. Identification (ByHPLC) In the Assay, the principal Peak of
Ceftazidime & Avibactam Sodium
in the chromatogram obtained with
the test solution corresponds to the
peak of Ceftazidime & Avibaetam
Sodium in the Chromatogram
obtained with the working standard

solution.

Complies

3, Uniformity of Weight Average weight + I0 Yo -0.95% & +0.64%

AT. Average weight Informative. 3154.1 mg

5. Particulate Matter

NMT-6000/vial
NMT-60O/vial
The solution should be essentially
free from extraneous, mobile
undissolved particles, other than

eas bubbles, unintentionallY.

495lvial
I92lvial

Complies

(a.) Sub-Visible particle
count
(1.) Particles >10pm
(2.) Particles >25pm
(b.) Visual ,

6. Sterility No microbial growth should be

observed.

Under Process

7. Bacterial Endotoxins NMT- 0,1 EU/mg of Ceftazidime &
Avibactam.

Less than- 0.1 EU/mg of
Ceftazidime & Avibactam.

8, Assay:
Each slass vial Contains :

Ingredients Labeled Claim Found % of labeled
amount

Limits % of
labeled amount

Ceftazidime Pentahydrate (Sterile) IP
Eq. to Ceftazidime 2000 ms 2050.59 me r02.53% 90.0%to lljYo
Avibactam Sodium (Sterile)
Eq. to Avibactam 500 me 496.99 ms 99.40% 90.0%to lt}oh
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