
i'

6* AMEn'CAH'
Y fl$GS'{F*\|tr€i'"''

.{.\TERIC.{\ RE\IEDIES HE.{LTHCARE P\-T. LTD.
\-ill. Sura-ipur- \ahen Rtra,j- P:.'nta S-ihi-o- Disi. Sirm,--tur rH.P r 1--:t-tl j

f Certiticate of Analvsis Finished Product

EOCAN Iniection ARB/FP/25l012

reonam fbr Injection USP 1000mg Sample{ 45 r,ials

I E;t.-h N' ARB2511A Sampled
I Batch Size i 5000 Vials

I-* Fogp-lq4 qn--- 30t09t2025

Date of Testi 30t09t202s

Date of Release

i 1. Descriptior-r
I
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Aztreonam (Sterile)

S pccifica tions
A ivhite dry' powder fllled in clear
g.lass r ial.
The reter-rtion times tl-ie n-ra.ior peaks

o1'"tl-ie sample solutiou correspond to
those o1' the ri orking standard

Observations
A white drv nowder frlled in
clear glass vial.

Complies

ipH

---
i Particulate Matter'

solution.
Average uei trt +10%

Avgresgrryglc!t Informative +2%.
-1.66% & +0.990

6.34

38/vial
0/vial

Complies

0.36o/owlw.

4s.68%
Complies

Less than 0.17 USP EUimg of
Aztreonanl.

Limits % of
labeled amount

90.0% to i 05.0% 
i

macle there under. Complie,shot6ornplies as

{':: : tt
Approvig;b;

(A) Lrglrt!br.u*tion
Particle Count Tesl
[ .Particles >10 ptu-r i NMI- 6000/r,ial
2.Particles 125 pnr NMI- 600tvial
(ts.) Visuai Particle l-he recottstituted soluiorr shor-rld be

i "ssentialll 
ti'ee tl'om cxtraneous.

r ' nrobile iinclissoJvecl ltarticles. ttther

f i than gas bubbles. unintetttiot-taliv that

I I i cau be observed on visual inspection..- |
i 7, I Water . i NMT 2.0%wirv

420h ro 460k

No microbial srowth should be

l---r
I I 

tO 
I 

Bacterial Endotoxins
observed.
NMT 0.17 USP Euinl;Of
Azireonalr.

^ | 3 | Conter-itsofArginir-re

F ,-- I sreiirity-
ll

LjsP 
l

F,q. to anhl'drous Aztreonarl] 100()

i (A mixtr,rre of Aztreonant & L.-

L4rg1rtil.l_ |
Remarks: In the opinion of the undersigned tlie sample
qualitv as'l'he Drug & Closmetic Act 1940 and the rules
perITTBPlL S9/l{ff-\/
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Anui Verma
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--I I 1. I Assay: (By HPLC)

l-
Each glass r ial corttains- -,; -
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