
AMERICAN REMEDIES HEA
vill. surajpur, Nahan Road, paonta sahib, Dist. sirmour (H.p) 173025

Certificate of Analysis Finished product
Product Name AONE-SB Inlection A.R. No. ARB/FP/26/007
Generic Name Lernaxone dt Sulbactam tbr Injection Ip

1.5gm Sampled qty. 45 Vials
Batch No. ARB26O3A Sampled by Aakash
Batch Size r uruuu v lals Sampled on 27t04t2026
Mfg. Date v+/2U20 De!" of Testing 28t04t2026
Exp. Date 03t2028 Date of Release 12t05t2026

S. No. Tests Snecifications ObservationsI Description A wrute to ott white powder filled
in clear glass vial.

A white dry powder filled in
plear glass vial.2. ton "F- In the Assay, the principal peaks in

the chromatogram obtained with
the test solution correspond to the
peak in the chromatogram obtained
with reference sohrfion r'e\

Complies

3. Uniformily of Weight Averase wetsht tllo/" -0.92% & +1.r4%
4. Average weight lnlofinatlve !2u/n 1739.6 me5. gH z+.) to 6.u 6.666. Related Substance

Any secondary peak r\iMl l.u7o 0.40r%
Sum ofall secondary peaks 1\rvtl J.u-vo 0.932%

7. rilr trsulal€ lvlaugr

NMT 6000/vial
NMT 600lvial
The reconstituted solution should
be essentially free from extraneous.
mobile undissolved particles, other
than gas bubbles, unintentionallv
that can be seen with naked eye.

3l/vial
0lvial

Complies

(a.) Sub-Visible particle
count
(1.) Particles )1Opm
(2.) Particles >25pm
(b.) Visual

brenllty

B"Gt'aiEnd"to.rtrs

No microbial growth should be
observed.

Complies

9. NMT 0.2 EU lmgof Ceftriaxone. Less than 0.2 EU/ms
Ceftriaxone.

10. Assay: (By HPLC)
Each vial Contains:

ngredients LaDeleo
Claim

Found % of labeled
amount

Limits % of labeled
amountSterile Ceftriarone Sodium Ip

_Eg_tq_unhyd ro tl s C eft riaxone 1000 ms 1014.0895 ms IOI.4I% 90.0 to 110%

90.0 to 110%

Sterile Sulbactam Sodium Ip
Eq.to Sulbactam 500 me 511.0923 me r02.22%

uPrurur ur rlre unoerslgn red the sampl [e referred to abovr of theThe Drug & Cosmettc 94U and the rules made there under prrct mnlies "(.r'ii
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