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Finished product specification

Identification Meet the requirement

Assay ®m.o - ®o&.0% of the labeled amount of
Olmesartan medoxomil

Uniformity of Dosage unit - Meet the requirement

Dissolution 2 a1&%(Q) dissolved in 30 minutes

Organic Impurities

- Olmesartan AU o.¢%

- Olmesartan dimer ‘ ' AU o.¢%

- Olefinic impurity lailAU 0.0%

- Any unspecified degradation product LA 0.0%

- Total degradation product Liifu <.o%
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Drug substance specification

|dentification

Assay

Organic impurities

- Olmesartan

- Olmesartan medoxomil
related compound A

- Olefinic Impurity

- N-alkyl Impurity

- Any other individual
unidentified impurity

- Total Impuirities

Residue on lgnition

Limit of Acetone (9131)

Water determination

Meet the requirement
&z.¢- ©06.¢% of Olmesartan medoxomil

(on the anhydrous solvent free basis)

G]‘J’mﬁhumuﬁ'ﬁaﬁ‘qiu Drug Substance specification

AT UANTITEYlY Drug Substance specification

M3IAHUMINTSEYlY Drug Substance specification
A3 UANTSEYlY Drug Substance specification

miﬁlﬂi’lummﬁizﬂu Drug Substance specification

A9 UANTSEYlY Drug Substance specification
laiifu 0.0%
LAy 0.5%

LAy o.¢%
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oo TuF et unsLoumiue ve.e viie 8.0 nieumeandeniateniseuquannwyessdniosiniud
Funidou (finished product specification) wa TOANUAAUAINYBITAGAU (drug substance
specification) ﬂszﬁﬁ@QigﬁdﬂﬂﬂﬁiLﬂﬁauLLﬂaaLLﬁlmﬁmam WFHDIUVLBNEITNITVBUNLY (8.8)
139 finished product specification Waz/13e drug substance specification

o, 1BNANTTUTBWIATFIUNIHAREN
ANERFoslioNaTIUTO NN IUNRERIITE NN TSN TIR U THAREN PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lagwuaesnu PIC/S participating authorities
atuanganusaunsnTaaey lnednan1ssusesdviulsznmalsznmasiadidnnsetind (e-bidding)
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