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Product Name AZIDIME AVB Iniection AP*BIFPl25l007
Ceftazidime & Avibactam Powder for
Concentrate for Solution for Infusion 2.5

45 Vials

ARB25O7A

Date of Testin
Date of Release

AMERICAN REMEDIES HEALTHCARE PVT. LTD.{lllrFDfrarro I -cuvrrj/r\rv.cl1\ l\lrrvlrJr-rrrtn rrrrrr'lJlrlv
!L ffit'rErtt'Frru I Vill. Surajpur, Nahan Road, Paonta Sahib, Dist. Sirmour (H.P) 173025
T,'#FMF$fF$ | -.-.!)

Title i : Certificate of Analvsis Finished Product

A white dty po-aet fiTledTfiG;
vial.

Insredients Found Limits o/o of '
labeled amount

Ceftazidime Pentahydrate
(Sterile)IP
Eq. to Anhydrous Ceftazidime
(A sterile mixture of Ceftazidime &
Sodium Carbonate

2052.71m9 90.0% to 110%

Remarks: In the opinion of the undersigned the sample referred io above is/ is
The Drue & Cosmetic N:t 1940 and the rules made there under. Comnlies/-nor

uality asthe s

S. No. Tests Observations
1
I Description A white dry powder filled

in clear slass vial.
2. Identification (ByHPLC). In t[e Assay, the principal peak of

Ceftazidime &Avibactam Sodium in
the chromatogram obtained with the
test solution corresponds to the peak
of Ceftazidime' &Avibactam Sodium
in the chronatogram obtained with the
workins standard solution.

Complies

J. Uniformitv of Weiehr Average weight * l0 oh -1.40% & +1.220/0

4. Average weieht Informative t2Yo. 3158.2 me
5. Particulate Matter

NMT 6000/vial
NMT 600/vial
The reconstituted solution should be
essentially free from extraneous,
mobile undissolved particles, other
than gas bubbles, unintentionally that
can be seen with naked eye.

2454.00lvial
166.00/vial
Complies

(A.) Light Obscuration
Particle Count Test
(1.) Particles >1Opm
(2.) Particles >25;rm
(B.) Visual Particle

6. Sterility No microbial growth should be
obsen'ed.

Complies

Bacterial Endotoxins NMT 0.1 EU/mg of Ceftazidime &
Avibactam.

Less than 0.1 EU/mg of
Ceftazidime & Avibactam.

8. Assay: (By HPLC)
Each elass vial contains:

Labeled Claim % of labeled
amount

2000 mg t02.64%

Avibactam Sodium (Sterile)
Eo. to Avibactam 500 me 490.24 ms. 98.0s% 90.0%to ll0o/o

Analysis
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