
Froduet Name AZTREOCAN Iniection A.R. No. ARB/FP/261015
Generic hlame Aztreonam for Injection USP lem Sampled qtv. 45 vials
Bateh No, ARB2611A Sampled by Rakesh
Bateh Size 5100 Vials Sampled on 0s1a6t2026
Mfg, Date 0sl2a26 Dafe of Testins 060612a26

Exp. Date 44n028 Date of ConditionalEy
Releace 181A6t2026

S. No. Tests Specifications 0bseryations
I Description A wiite dry powder filled in clear

glass vial.
A white dr,v powder filled in
clear elass vial.

2, Identifieation The reteniion times the major teak;
of the sarnplg solution eonespond to
thsF* sf the working standard
sslutian,

Complies

{ Uniformitv of Weisht Average rneight + 0% -a.87% & +A.75%
,&. Average r.r.eisht Informative +2o,4. i788.0 me

pH 4.5 to 7,5 6.43
5. Partipulate h,{a$er

NMT 6000/vial
NMT 5001vial '
The reconstituted solution should be
essentially free from extraneeus,
mobile undissolved particles, other
than gas bubbles, unintentionally that
g3g !e observed on visual inspBction.

57ilvial
3lvial

Complies

(.{.) Light Obspuration
Partiele esunt Test
l,Partisips 110 pm
2.Fartioles 125 pm
(ts.) Visual Particle

a Water NMT 2.}Yowlw L.Slo/owlw
8. Contents of Areinine 42Yato 46% 45.18%
9. Sterility No miorobial growth should be

observed.
Under Process

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

Less than 0.17 USP EUlmg of
.A.ztreonam.

t1 Assay: (By HPLC)
Each glass vial sontains

lngredients Labeied Claim Found %of
labeled
amaunt

Limits % af
labeled amount

Artreonam (Sterile) USF
Eq. to anhydrous Aztreonam
(A mixture of Aztreonarn &L.

-4ggqrne)

i000 mg 1028.9919rng laz9a% g}.A%to 105.0%

:*:: : lr:,: i :t :!i : I 
d e rsis nrid rhe. cam pre rae$Remqrks:

Drug & cosmetic Act 1940 and the rules made there under. c".pri"rlp#"-ffi;, as per
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