
AZF:,IICA,N 500 Iniection A.R. No. NB1FPl23l440
Product Name

Sampled qty. 45 vials
Generic Name Azithrnrnvcin F'or Iniection USP 5UUffiS

N23405B
?056 Vi"lt
0212024

0U2026

Sampled by Arvind
Batch No.

Sampled on 1410312024
Batch Size

Date of Testing 1410312024
Mfg. Date

Date of Release 2910312024
Exp. Date

Snapiffnqfinns Observations
S. No. Tests

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

.ri ql

Complies
2, Identification In the chromatogram obtained the

retention time of major peak in test

solution is correspondence with RT of
mqinr nenk in workins standard solution.

-1.14% & +1.46%
J. UniformitYof weight Average weight +ljYo

1109.12 mg
4. Average weight Informative

6.42
5. pH 64tn6R

Complies
6. Uniformity of Dosage

units

Complies as Per USP.

Impurities
Complies

Limit of Azithromycin
N-oxide

Complies as Per USP.

Complies
Limit of
AminoazithromYcin,
formamido Analog

Complies as Per USP.

NMT- 0.2%

NTI\,fT- ? 00/"

Complies
Any other unsPecified
impurity

Complies
Total Impurities

NMT-600O/vial
NMT-600/vial

The solution is free from particles of
foreign matter particles that can be

^hoerrred nn visrral insoection.

1087/vial
2lvial

Complies

8. Particulate Matter

(A.) Light Obscuration
Particle Count Test

l.Particles >10 Pm
2.Particles >25 Pm

(B.) Visual

1.72o/owlw
9. Water NIN,{T- ) Oo/" wlw

10. Sterility No microbial growth should be observed' vt-, IPT

Less than- 0.7 USP

EU/me AzithromYcin.11 Bacterial Endotoxins NMT- 0.7 USP EU/mg of Azithromycin'

t2. Assay:

Each glass vial Contains :
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NBEP/23/440
45 vials
Arvind
t4/03/2024
14/03/2024
29/03/2024
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Product Name AZEECAN soo i
Generic Name

N234058

Date of Testi

Qg!.. of Release

Ingredients

-

Azith'n^,,.

Labeled Claim Found %o of labeled
amount

Limits %o of labeled
amounfvrrrJ vrrr Lrruyul,alg 

I(Sterile) r.p I(Lyophitized) 
i

Eq. to anhydrous Azithromvcin I 500 mg 491.26 mg 98.25% 90.0.0%to 110.0%erstgned the sam le

Analysis ,€?
oAr^r
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