
AMERICAN REMEDIES HEALTHCARE PVT. I,TI).
Vill. Surajpur, Nahan Road, Paonta Sahib, Dist. Sirmour (H.P) 173025

Title I t I .*, Certificate of Analysis Finished Product

Product Name FUXORIME Iniection A.R. No. ARB/FP/26/010
']) i t;ri:Generic Name Cefuroxime Iniection IP 750me Sampled qtr.

Batch No. ARB26O7A Sampled by Aakash

Batch Size 15,000 vials Sampled on 0U0512026

Mfe. Date 04t2026 Date of Testing 02t05t2026

Exp. Date 0312028 Date of Release 19t05t2026

S. No. Tests Snecifications 0bservations
1. Description A white or faintly yellow dry powder

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

2. Identification (By HPLC) A. In the Assay, The principal peak
in the chromatogram obtained with
the test solution corresponds to the
peak in the chromatogram obtained
with the reference solution.
B. It gives the reactions of sodium
salts.

Complies

Complies

J. Uniformity of weisht Averase weieht tl}Yo -2.24% &. +2.88%
A+. Average weight lnformative +2Yo. 831.8 me

5. Related Substance

Gv HPLC)
lr.U6i'l oD escarbamoyl -c efuroxime NMT 1.0%

Area of any other
secondary peak

NMT 1.0% 0.168%

Sum of areas of all the
secondarv peaks

NMT 3.0% 0.232%

6. pH 6.0 to 8.5 7.3r

7. Water (Bv K.F.) NMT 3.5%w/w

NMT 6000/vial
NMT 600/vial

The reconstituted solution should be

essentially fi'ee from extraneous,
mobile undissolved particles, other
than gas bubbles, unintentionally that
can be observed on visual insoection.

?.47o4rti /ri

3041

2lvial

Complies

8. Particulate Matter
(A.) Light Obscuratton
Particle Count Test
(1.) Particles >1Opm

(2.) Particles >25prm

(B.) Visual Particle

9. Sterility No microbial growth should be

observed.
Complies

10. Bacterial Endotoxins NMT 0.1 EU/mg of Cefuroxime. Less than 0.1 Et'/nrg of
C e luLo 1ir.p-q;' ii n :.rr,5

! --.: .1-

Analysis bym#t4
NAME: NIKHIL SfIARMAI

checked n1{s\r
NAME: SUFIYAN ANSARI

4xpig*uq uyJgf,"{*
NAME: IURS. SWATI DI{AWAN
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AMERICAN REMEDIES HEALTHCARE PVT. LTD.
vill. Surajpur, Nahan Road, Paonta Sahib, Dist. Sirmour (H.p) 173025

Certificate of Analysis Finished Product
I
I

:

qualify as The Drug & Cosmetic Act 1940 and the rules made there under. Complies/.not complies as
per IP/BPAlSPffIfSlp", J

Product Name FUXORIME Iniection A.R. No. ARB/FP/26/010
Generic Name Cefuroxime Injection IP 750me Sampled qfy. 45 vials
Batch No. ARB26O7A Sampled by Aakash
Batch Size 15,000 vials Sampled on 01t0st2026

ul,u5 lOlbMfg. Date 04/2026 Date of 1'estinc
Exp. Date 03/2028 Date of Release 19/05t2026

i1 Assay: (By HPLC)
Each glass vial contains:

Ingredients Labeled ulalm Found I o/o of labeled I Limits % of
I ornl'n, ' lirbclr-rl iinr()rlnt

l

785.7130 ms I to+.ley, I qo o to 1)o oo./^

Cefuroxime Sodium (Sterile) Ip
Eq. to Cefi:roxime 750 ms
Remarks: In the opinion of the undersigned the san ple referred to above is/ islet6fthe standard

Analysis by
NAME: NIKHIL S

Checked by (t
NAME: SUFIYAN ANShRI
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