
Add PaccTo Health
Pace Biotech

Surajpur, Paonta sahib Dist. Sirmour (H.p)

Certificate of Ana is Finished Product

Product Name AZTREOCAN Iniection BD1FPt25n23
Generic Name Aztreonam for Iniection USp 1 45 vials

2000 Vials

Date of Testin 27t05t2025

S. No. Tests Specifications Observations
I Description A whlte dry powder fllled in clear

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

2. Identification the retention times the major peaks
of the sample solution correspond to
thdse of the working standard
solution.

Complies

3. Uniformity of Weieht Average welsht I'lOo/n -2.45% & +t.10%
4. Average weight lnlorTnatlve 1828.8 mg
5. pH r+.) to /.) 4.86
6. Particulate Matter

NMT-6000/vial
NMT-600/vial
The solution should be essentially
free from extrane6us, mobile
undissolved particles, other than sas
bubbles. unintentional lv.

274lvial
4lvial

Complies

(A.) Light Obscuration
Particle Count Test
l.Particles >10 pm
2.Particles >25 pm
(B.) Visual

Water i\lvlI- l.U"/ow/w L9|o/owlw
8. Contents of Arsinine 1l tO 46"/o 43.58%
9. Sterility i l\o mrcrobrat growth should be

observed.
Complies

10. Bacterial Endotoxins l\Ivll U.l'l USP EU/ms of
Aztreonam. '- Less than 0.17 USp EU/mg of

Aztreonam.t1
II Assay:

Each glass vial Contains
Ingredients Labeled Claim Found o/o of labeled

amount
Limits % of

labeled amountAztreonam (Sterile) USp
Eq. to anhydrous Aztreonam
(A mixture of Aztreonam &L-
Arginine)

1000 mg 995.17 mg 99.52% 90.0%to 105.\Yo

marKs: tn the opinion of the und rr srButsu [ne sample relerred to a bove is/is p*tf tne standard
Re
qualify as The Drug & Cosmetic Act 1940 and the rules made there under. coipriey pfies asperJPfffPNSfAIfg"- \-/

,*,lllm3*J$ff Checked nV .'1.,
NAME: SUFIYAN ANSARI


