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Alendronic acid 70 mg tablet
(Audnvauzianizvasenlldldianizaunss 70 mg i)

(AU W.A. 2555)
1. a1 Alendronic acid 70 mg tablet

2. aauantanaly
2.1 Wusdewiasulseniu dvsusulseymuduandias 1 asa

2.2 Usznaumesien Alendronate sodium dsauyariu Alendronic acid 70 mg Tu 1 e

2.3 vssghuuralnatin Josiumnuiu
24 aamnsEy - ¥eE ﬁ’m‘dizﬂ@‘uﬁ?ﬁﬂﬁ’]ﬁjiy,l,l,azﬂ’ﬂmLL%@J TUAUDNY LAUTINGR Uag LaY
netdeuiSuenling19tnauunUTIINN

- VLIRS NTREARITEYYREN d1uUseNaufiiendfty Auuse Judueny uay

dl =
LAVNNER Q.

]
3. AuaNUANamAliaves Finished produ%

3.1 Identification & Wﬁ’;ﬁw\i’mmuﬁiztﬂu Finished product specification

3.2 USuadendiagy .0 - 110.0 % of labeled amount of Alendronic acid
3.3 Uniformity of dosgg%p Wﬁ’;ﬁw\i’mm’mﬁiztﬂu Finished product specification

3.4 Dissolution Q) Not less than 75 % (Q) of labeled amount of Alendronic

acid is dissolved in 15 minutes

4. auantaniunaiiavas Raw Material (wanslululiaseiingav)
4.1 Related substances (BP 2010)

- 4-Aminobutanoic acid Not more than 0.5%
- Phosphate Not more than 0.5%
- Phosphite Not more than 0.5%
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730 Chromatographic purity Not more than 0.1%
(USP 34) Not more than 0.5%
- Any individual impurity

- Total impurities
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