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AMERICAN REMEDIES HEALTHCARE P\/TJTD.
vill. Surajpur, Nahan Road, paonta sahib, Dist. Sirmour (H.p) 173025

" Certificate of Analysis Finished product
Product Name DOFOXO Injection
Generic Name Doxofylline Iniection lOml

1s/0st2026
Date of Tes L6/05t2026

S. No. Tests Specifications Observations
1. Description A clear colourless solution filled in

amber colour ampoule.
A clear colourless solution
qUg4 in amber colour ampoule.

2. Identifi cation'@y HPLC) In the Assay, the principal peaks in
the chromatogram obtained with
the test solution conesponds to the
peaks in the chromatogram
obtained with the refe[nce
solution.

Complies

3, Nominal fill volume NLT 10ml 10.0 ml
A.+. Extractable Volume NLT Nominal volume or NIvIT

II0% of Nominal volume.
10.1mI

5. pH 5.0 to 6.0 5.21
6. Particulate Matter

NMT 6000/Ampoule
NMT 600/ Ampoule

The solution should be essentiallv
ftee from extraneous, mobile
undissolved particles, other than
gas bubbles, unintentionally that
can be sgen with naked eye.

3l/Ampoule
i/Ampoule

Complies

(A.) Light obscuration
Particle Count Test
(1.) Paticles >1Opm
(2.) Particles >25pm

(B.) Visual Particle

7. Sterility No microbial growth should be
observed.

Complies

8. Bacterial Endotoxins NMr U.29I EU/mg of Doxofflline. Less than 0.291 EU/ms of
Doxo$'lline.

9. Assay: (By HPLC)
Each ml contains:

Ingredients Labeled Claim Found % of labeled
amount

Limits % of
labeled amountDoxofylline Ip 10 mg 10.11706 ms r0I.t7% 90.0%to 110.0Yo

Remarlis: In the opinion of the und
qtult$*:TPy.g & eosmetic Act 1940 and the rules madc there under. coffpfies/jro+complies aspelWnHE/ n
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