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Certificate of Analvsis Finished Product

Product Name Delphyllin Injection A.R. No. NL/FP/25/156

Generic Name Etophylline & Theophylltn. I"j."tion 2-l Sampled qty. 45 Ampoules

Batch No. A250934 Sampled by Rakesh

Batch Size 99,200 Ampoules Sampled on 0910812025

Mfe. Date 0612025 Date of Testing 091081202s

Exp. Date 0512027 Date of Release 24t081202s

S. No. Tests Specifications Observations

I
I Description A clear colourless solution filled in

ar-nber colour ampoule.

A clear colourless solution
filled in amber colour amPoule.

2. Identification In the assay, the PrinciPle Peak in
the chromatogram obtained with the

test solution conesponds to that in
the chromatogram obtained with
reference solution.

Complies

3, Nominal fill volume NLT 2ml 2.0 ml

A Extractable Volume NLT Nominal volume or NMT
110% ofNominal volume.

2.1 ml

5. pH 7.50 to 8.50 8.39

6. Particulate Matter

NMT 6000/Ampoule
NMT 600/Ampoule
The solution should tre essentially

free from exttaneous, mobile
undissolved particles, other than gas

bubbl€s, unintentibnally that can be

observed on visual inspection.

48/Ampoule
2/Ampoule

Complies

(A.) Light O,bscuration
Particle Count Test
(1.) Particles >1Opm

(2.) Particles 225pm
(B.) Visual Farticle

7. Sterility No microbial growth should be

observed.

Complies

8. Assay: (By HPLC)

Each ml contains:

Ingredients Labelled Claim Found % of labelled
amount

Limits % of
labelled'amount

Etophyl me 84.7 mg 81.8677 mg 96.66% 90.0%to 110.0%

Theophylline IP

Eq. to Anhydrous Th.gPhYlline_ 25.3 mg 25.3006 mg 100.00% 90.A%to 110.0%

fo ahove is/ is*ldT of the tandard qualttY asR"-"rkrt I" the opinion of the undersigned the sample referred to above is/ is*tdf ot the stand:

The Drug & Cosmetic Act L940 and the rules made there under. Complies@omplies as pei

NAME: MRS. SWATI DTIA
Checked b(.S\tr

NAME: SUFIYAN ANSARI
Analysis ay ffi*l>

NAME: RAMANJEET SINGH
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