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Dienogest 2 mg tablet
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3.1 qauansmgzanie (Finished product specification): Dienogest 2 mg tablet
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Appearance

White to off-white, round, flat-faced,
beveled-edge tablets with an
debossed “B” on one side and a
diameter of 7 mm

Identification
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A) HPLC/Retention time:

The main peaks of sample and
standard correspond to each other
regarding the retention times
(differences < 2%)

B) HPLC/UV spectrum:

The UV spectra of the main peaks of
sample and standard correspond to
each other regarding relative intensity
and absorption maxima (tolerance £ 2
nm)
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C) TLC:

The principle spots of sample and
standard correspond to each other
regarding the Rf value and the color of

the spots

Content Dienogest 1.90 — 2.10 mg/tablet (95.0
—105.0% LA)

Uniformity of dosage unit Acceptance value (AV) £ 15.0% (with n

=10), if AV > 15.0% proceed as
specified in Ph. Eur. 29.40 with L1 =
15.0 and L2 = 25.0

Disintegration time <15 min

Dissolution test LaRNNaMsara1eyaeshen [Uinendn 80%
ﬂmﬂﬁmmmﬁsmuuamﬂ muluan 30
W1 (n=6)

Related Substances / Any unspecified:

Degradation Products < 0.2% (Release)
< 0.3% (Shelf-life)
Total:

< 0.6% (Release)
< 0.7% (Shelf-life)

Microbial Quality Contamination (Agar plate method):
Total aerobic microbial count (TAMC):
Max 10° CFU/g

Total combined yeast/mould count
(TYMC): Max 102 CFU/g

Test for specific microorganisms:
Absence of Escherichia coliinlg
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