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3.1 Finished product specification

[ i N
G Test items | Specifications
| Usp
1 Identification ‘ Meet the requirement
|2 Assay 1 93.0 - 105.0% of the labeled amount of

Olmesartan medoxomil

3 Uniformity of Dosage unit Meet the requirement

4 Dissolution SN q”“"“{iﬁU@ﬂﬁ’JEﬂl&iﬁ@&Jﬂd? 75% (Q) 99
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5 Organic Impurities;
- Olmesartan laidiv 2.5%
- Olmesartan dimer Ll 0.5%
- Olefinic impurity n 0

- Any unspecified degradation product | laiifiu 0.2%
- Total degradation product B
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3.2 Drug substance specification

‘ %9 Test items Specifications
| UsP
1 Identification Meet the requirement
i 2 | Assay 98.5- 101.5% of Olmesartan ‘
‘ medoxomil {(on the anhydrous |
solvent free basis) |
3 | Organic impurities
- Olmesartan LA 0.5%
- Olmesartan medoxomil related compound A 1ailAu 0.1%
- Olefinic Impurity latAu 0.6%
- N-alkyl Impurity 1aAu 0.1%
- Any other individual unidentified impurity laitfiu 0.1%
- Total Impurities TaiAu 1.3%
4 | Residue on lgnition TalAu 0.1%
5 | Limit of Acetone (41) TaitAu 0.6%
6 | Water determination 1A 0.5%
AIZNTTHNIIAIMUATIZAIDE RN WY
\aqﬁa)“““m“““#kf:fijij ........ UsesunIIuNIs

L)

UWBQWVELdﬂiwﬁﬂgﬁhluﬁﬁfiim A1191g3NTIN

o ;>////
GRR) I

......... A3TUNNT

WreUsitung Jstnsanu)

WHLANIDEIDY FIULIT

; o

(A9UD) o SRR
(Wegnsl WHsesna)
NAYNTTINUNITRLEE psLndYNINaddn

A33U

......... ATIUNTT

=

ANUFALNTTU

2/4



N

[SN]

-3

Cenannsidfueygndunsdeusiiusuiiosmhelulssmdlng wezduns Geclare) uvdawan

Tudn zymﬁwwwums“m 1un 8.2 v18.3 vie.4 e 8.2 udusinsdl

1.2 I‘UF“O ‘U?J*’UUVIQJLUEJ‘LAWW?UEJ'] e 1 ‘Vﬁz, 8.1 ‘V\'iEJa\IBWdauLUFJWﬁ ?J@ﬂ'ﬁﬂ'ﬁ)ﬂl!ﬂﬂéﬂﬂW‘U@QNé%ﬁﬂﬂi@’mﬁ
Funside \ﬁﬁished product spedﬁcatim) wag defmunnunmvesingiv (drug substance
specification) ummam vinmaasuudasdlediudy esdauuuenarsnisraudly (8.5
1WT9u finished product specification was/1se drug substance specification

. LNETTIUTRININTFIUNINEREN

HuAnfoadilenansiusenmssIUNSHAN LY I LA i MSTRLLANSHERET PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Tpgvtiigau PIC/S participating authoritie

auvaganTeuNTnTIden InelinansiusesiviulssnmaUsymasmdidnnseing (e bidding)

'
=

; LEJﬂﬁ?ﬁﬂmﬁvﬂﬁﬂmydaﬁ8";‘7/]1&14@?1@'1

&
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