Ind-Swift Limited
Industrinl growth Centre,
Phase-1, Samba, (J&K)
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AP0 White coloured. round sha onvex W"F”'ﬁ"ud' rognd \harTLd
film coated tablets with both sides plain biconvex film coated tablets
Diamergr ' with both sides plain
Thickness = RO+ 0.2 min % 0Imm
O 3 — ——— =T
Average weight =96 + 0.2 mm 2 Bmm
133 + 11 mg 154 44mg

i
l.-mlnnml}- of wejelh

£ 7.5% of the average weight of the
tablet

-2.85% 10 + 2.57 %

Disintegration time

Not more than 30 minutes

01 Minutes 29 seconds

ldentification (by HPL.C )

Retention time of the principal peak of

ubt

test corresponds to that of Atorvastatin | Complies
calcium W.5
Uni : : Avg. 93.52%
‘nitormity of Content (by HPLC ) | 85 - 115 % of the label claim Min, 87.07%
Max. 100.94%
: I Avg., B6.0%
Dissolution test (). Mot less than 70 % Min. 83.7%
Max. 93.5%
Any individual : ey
> Related impurity Efm more than 1.0% 1.36%
substances ,
Total impurity Mot more than 4.0% 0.46%
Assay!
Each film coated tablet contains: 9.96 mg per tablet of average
11 Atorvastatin Calcium [P 9.0 - 11.0 mg pertablet of average weight.
equivalent to Atorvastatin — 10 mg weight (9959 %% of the label claim)
(90 - 110 %e of the label claim)
Microbial Purity
Total acrobic count Mot more than 1000 cfu / g <10cfu/g
12 Yeast and moulds count Mot more than 100 ¢fu /g <10cfu/g
Escherichiacoli - Shall be absent/g ipsenlx
Remarks - The sample complies / dees-not-gomply as per above specification,
Parent B.No. : 255A0040
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