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Certificate of Ana Finished Product

AZTREOCAN Injection

Aztreonam for Iniection USP 2Generic Name

Batch Size
ty0U2026Date of Testi
2710112026

Exo. Date
Sneoificrfions Observations

S. No. Tests
A white dry powder filled in
clear slass vial.

Description A white dry Powder ttlled m clear
oleqs vial

Complies
2. Identification The retention times the malor peaKs

of the sample solution correspond to

those of the working standard
cnlrrfion

-0.41% & +0.38%
J. Uniformity of Weight Averase weisht +I0o

3611.4mg
4. Average weight Informative r2o/o.

5. pH 45to7 5 5.53

T2lviaI
0/vial

Complies

6. Particulate Matter

NMT 6000/vial
NMT 600/vial
The reconstituted ,olrrltion should be

essentially free from extraneous,

mobile undissolved particles, other

than gas bubbles, rinintentionally that

can be observed on visual inspection'

(A.) Light Obscuration
Particle Count Test

l.Particles >10 Pm
2.Particles >25 Pm
(B.) Visual Particle

.f Water NMT 2.\o/owlw ' 0.94Yowlw

8. Contents of Arginine 4)o/^ to 460/n 43.66%

Complies
9. Sterility No microbial growth should be

observe'd.

10. Bacterial Endotoxins NMT 0.17 USP EU/mg of
Aztreonam.

Less than 0.17 USP EU/mg of
Aztreonam.

11 Assay: (By HPLC)
Each slass vial contains

Ingredients Labeled Claim I Found oh of
labeled
amount

Limits % of
labeled amount

Aztreonam (Sterile) USP

Eq. to anhydrous Aztreonam
(A mixture of Aztreonam &L-
Areinine)

2000 mg 2001.1015 mg roo.oox 90.0%to 105.0%

of the slandard qualit-Y as I ne
R''"dth"samplereferredtoaboveis/isal6tofthestandardq-/- - rnDD/rrllaelllzll'[s; rll ftlE uPrr

Drug & Cosmetic Act 1940 and the rules made there under. Complies/ngdmpfies as rylqff:gP/EIs
-,/-.,: !-.:.^-::i. v^' \
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