
Product Name AZEECAN 500 Iniection A.R. No. ARN/FP/2sl034

Generic Name Azithromycin for Injection USP 50049-- Sampled qtv. 45 vials

Ratch No. ARN2553A Sampled by Rakesh

Batch Size 10,000 Vials Sampled on r01r012025

Mfe. Date r0l202s Date of Testing t1lI0l202s

Exp. Date 0912027 Date of Release 011rU2025

S. No. Tests Specifications Observations

I Description A white dry powder filled in clear

slass vial.

A white dry powder filled
in clear elass vial.

2. Identification (BYHPLC)"

(By IR)

.q.. fhe retention time of the major
peak of the samPle solution

corresponds to that of the standard

solution, as obtained in the AssaY.

B. The Sample exhibits bands at about

900, 995, 1165, 1316, 1456, 1725, and

2936 cm-t similar to the sPectrum

from the Standard similarly obtained.

Complies

Complies

3. Uniformity of Dosage units Average weight *1006 -098% & +r.09%

4. Average weight Informativs *2o/o. , 1089.9 me

5. PH 6.4 to 6.8 6.64

- Impurities

Azithromycin N-oxide NMT 1.0% Not detected

De so saminyl azithromYcin NMT 0.3% Not detected

N -demethylazithromYcin NMT 1.0% Not detected

3 -Otr,N-didemthyl)azithro-
mycin (aminoazithromYcin
+3 OI,N-didemethyl)-3 -N-

formylazithromycin

NMT 1.0%

t

Not detected

3 -N -demethyl- 3-N-formY-

lazithromycin

NMT 1.0% Not detected

3 -De(dimethylamino)-3 -

oxoazithromycin

NMT 1.0% Not detected

Any other unspecified
impurity

NMT 0.2% Not detected

Total impurities NMT 3.0% Not detected

8 Water (Bv K.F.) NMT 2.jo/owlw t.5r%
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s ##'$dFf?tqs
t ,-: l

Certificate of Analysis Finished Prodrct

-. -.' -"" Paee I of 2



ARN/FP/25l034
AZnnC,q,N 500 Injection

Product Name 45 vials

Generic Name
ARN2553A r01r012025
10,000 Vials r11t012025Date of Testi

0Urr12025Date of Release

ARE PVT. LTD.

Vill.Surajpur,NahanRoad,PaontaSahib,Dist.Sirmour(H.P)173025

116/vial
5/vial

Complies

NMT 6000/vial
NMT 600/vial

The solution' should be essentially

fiee from extraneous' mobile

undissolved particles, other than gas

U"[U[t, unintentionaliy that can be

seen with naked

n )tigfttObscuration
Particle Count Test

l.Particles 210 Pm
2.Particles >J5 Vm

(B.) Visual Particle

Complies
No microbial growth should be

Sterility
t.sslha" 0J USP EU/mg of
AzithromYcin.NMT 0.7 USP EU/mg of

AzithromYcin.
Bacterial Endotoxins

Assay: (BY HPLC)

Each glass vialcontg1ns: Limits % of labeled
Labeled Claim

Ingredients

90.O%to 110.0%
@(Sterile)IP
Lyophilized
gt. io anhYdrous Azithromycin

,ro?1i**u

ffiTi;j'*:'lT..,i,zoandthe".,t.,-oJ.thereunder.Comprigi,rao(compliesas
r;-*r*truyrtH+K


