
Product Name AZEECAN 500 Iniection A.R. No. NB/FP/24/145

Generic Name Azithromycin for Injection USP 500mg Sampled qtY. 45 vials

Batch No. N241241' Sampled by Vineet

Batch Size 7550 Vials Sampled on 24/08/2024

Mfg. Date 0812024 Date of Testing 24t08t2024

Exp. Date 0712026 Date of Release 08t09t2024

Title I : Certificate of Analvsis Finished Product

Pace Biotech
- Paonta sahib Dist. Sirmour

Checked by

S. No. Snecifications Observations

I Description A white dry powder filled in clear glass

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

2. Identification In the chromatogram obtained the
retention time of rnaior peak in test
solution is con'espondence with RT of
maior peak in working standard solution.

Complies

a Uniformity of weight Average we ght +10% -2.44% & +3.25%
Aa. Average weight Informative. 1089.89 ms

5. nH 6.4 to 6.8 6.s7

6. Unifornrity of Dosage
units

Cornplies as per USP. Complies

1. Impurities

Limit of Azithromycrn
N-oxide

Complies as per USP Complies

Lirnit of
Aminoazithromycin,
formamido Analog

Complies as per USP Complies

Any other unspecified
impurity

NMT- 0.2% ' Complies

Total Impurities NMT- 3.0% Complies

8.

9.

Particulate Matter

NMT-6000ivial
NMT-600/vial

'I'he soh"rtion is fiee liom particles of
lbreign matter particles that can be

observed on visual inspection.

S9lvial
llvial

Complies

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

(B.) Visual

\I /^+^-
YV clt"gl NMT- 2.0Yowlw l.59Yow/w

10. Sterility No miclobial growth should be observed. Complies

l1 Bacterial Endotoxins NMT- 0.7 tlSP EU/me of Azithromycin. Less than- 0.7 USP
EU/ms Azithromvcin.

12. Assay:

Each slass vial Contains :

Format No : PB/OC/04.5/F05-00 aY\ Paee I ctl
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Pace Bioteclt
Paonta sahib Dist. Sirmour (H.P

f,itle Certificate of Analysis Finished Product

duct Name i-zEEcar.l soo tni..tion A.R. No. NB1FPl24ll45

Generic Name Azithromycin fbr Injection USP 500m Sampled qty. 45 vials

Ilatch No. N24t24A Sampled by Vineet

Batch Size 7550 Vials Sampled on 24/08t2024

Mfe. Date 08t2024 Date of Testins 24t08t2024

Exp. Date 07t2026 Date of Release 08t09t2024
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-Found - 

ltlClainrl lamountlamountl
f-Arttl""* -ll1'ophilized I I I I I

I eq. to anhydrous Azithromycin I 500 mg I 487.23 mg | 97.45% | 90.0.0% to 110.0% |

Remarks: In the opinion of the undersigned the sample referred to above is/ is4e+-o!+Mtandard
quality ns The Drug & Cosmetic Act 1940 and the rules made there under. Comffi uo.f+emplfus as

per IP/BP/USP/IHS.

r- ^""il7r ; --l\utz

Format No : PB/OC/045/F05-00 Pase 2 of2


