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Product Name DELPHYLLIN Injection A.R. No. NL/FP/26n33

Generic Name Etophylline & Theophylline Iniection 2ml Sampled qtv. 45 Ampoules

Batch No, A26098A Sampled by Rakesh

Batch Size '98,,480 Ampoules Sampled on t6/01t2026

Mfs, Date 06D026 Date ofTestiog r'7 /07 D026

Exp. Date 05/2028 Datd of Release 3t /0'7 n026

Title : Certificate of Analvsis Finished Product

S. No. Tests Specilications Observations

1. Description A clear colourless solution filled in
amber colour ampoule.

A clear colourless solution
filled in amber colour anpoule.

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

4. Extractable Volume NLT Nominal volume or NMT
110% of Nominal volume.

2.1 ml

5. pH 7.50 to 8.50 8.08

6. Pafiiculate Matter

NMT 6000/Ampoule
NMT 600/Ampoule
The solution should be essentially
fiee ftom extraneous, mobilg
undissolved particles, other than gas

bubb.les, unintentionally that can be

observed on visual inspection.

94lAmpoule
2/Ampoule

Complies

(A.) Light Obscuation
Particle Count Test
(1.) Particles >1opm
(2,) Particles >25pm
(B.) Visual,Paniale

'7. Sterility No microbial growth should be

obseNed.
Complies

8. Assay: (By HPLC)

Each ml contains:

lngredients Labelled Claim Found o/o of
labelled
amount -

Limits % of
labelled amount

Etophyll lne 84.70 mg 85.711 15 mg tlt.t9% 90.0% to 110.0%

Theophylline IP
Eq. to Anhydrous Theophylline 25.30 mg 25.40267 ms r00.41% 90.0% to 110.0%

n"rnur*s, tn tt* opinion of the undersigned the sample referred lo above is/ is.lo{df lhe slandard quality as

rhe Drug & Cosrnetic .rcr le40 and the rules o,",1" th"," undu.. co.pll"v,rfmixH il4p#*T*,j"
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