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Certificate of Ana is Finished Product
Product Name AONE:SB Injection

Generic Name Cefuiaxone & Sulbactam for tn;ection fe

20,000 Vials

Date of Testin

S. No. Tests Specifications Observations
I Description A white to offwhite powder filled

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

2. Identificatiofl -r In the Assay, the principal peaks in
the chromatogram obtained with
the test solution correspond to the
peak in the chromatogram obtained
with re&rence solution (c).

Complies

J. Uniformity of Weieht Average weight+I\o/o -6.40% & +5.4r%
4. Average weight lnformative +2o/o. 1754.6 mg
5. pH 4.) to u.u 6.69
6. Related Substance

Any secondary peak NMT 1.0% 0.322%
Sum ofall secondary peaks NMT 5.0% 0.736%

7. Particulate M4tter

NMT 6000/vial
NMT 600/vial
The reconstituted solution should
be essentially free from extraneous,
mobile undissolved particles, other
than, gas bubbles, unintentionally
that 6an be seen with naked eve

36lvial
5lvial

Complies

(a.) Sub-Visible parricle
count
(1.) Particles >1Oprm

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

8. Sterility No mrcrobial growth should be
observed.

Complies

9. Bacterial Endotoxins NMT 0.2 EU/mg of Ceftriaxone. Less than 0.2 EUimg
Ceftriaxone.

10, Assay: (By HPLC)
Each vial Contains:

Ingredients Labeled
Claim

Found Limits % of labeled
amount

% of labeled
Amnlrnf

Sterile Ceftriaxone Sodium Ip
Eq. to anhydrous Ceftriaxone 1000 ms 1022.0369 ms t02.20% 90.0 to Il0%
rrerrrs.DurDaclam Doclum Ip
Eq. to Sulbactam 500 514.7103 ms 102.94% 90.0 to lI0%

t||a uprDt(}n oI tne underclgl red the sampJ [e referred to above is/is nat-o-f the
The Drug & Cosmetic 1940 and the rules made there under plielffif-com .9{..tE.n-S3'rd.qualityas

s As no IP./BP/IISD'+

Analysis nvltfl
NAME: NIKHIL SHARMA

qrr checked by ffi
NAME: SUFIYAN ANSARI


