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o. ¥981 Olmesartan oo mg
o, AENTATALY
bo  JULUU Jugudamdauildy (film coated tablet) dwsusuuszniu
bl d@wlsznou  Usgneumeieidnty Olmesartan bo mg U o in
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an. AENUANIVATIA
Finished product specification
Identification Meet the requirement
Assay ®m.o — @o&.0% of the labeled amount of
Olmesartan medoxomil
o.  Uniformity of Dosage unit - Meet the requirement
Dissolution 2 0/&%(Q) dissolved in 30 minutes

Organic Impurities

- Olmesartan LA o.¢%
- Olmesartan dimer ' ' TalAu 0.¢%
- Olefinic impurity 1ailAu 0.5%
- Any unspecified degradation product liAu 0.0%
- Total degradation product LU <.o%
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Drug substance specification

Identification Meet the requirement

9

. Assay «z.¢— ®@0m.¢% of Olmesartan medoxomil
(on the anhydrous solvent free basis)
en.  Organic impurities
- Olmesartan mm&humw‘?ﬁsﬂu Drug Substance specification
- Olmesartan medoxomil m’gf\]ﬁhummﬁwﬂu Drug Substance specification

related compound A

- Olefinic Impurity maf\]mummﬁisﬂu Drug Substance specification
- N-alkyl Impurity mmﬁhumuﬁ'isﬂu Drug Substance specification
- Any other individual mnﬁi’mmmﬁizﬂu Drug Substance specification

unidentified impurity

- Total Impuirities m?ﬁ]mummﬁwﬂu Drug Substance specification
Residue on Ignition L4ilAU 0.0%
Limit of Acetone (41l) Tl 0.0%
Water determination Ty 0.¢%
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o. tenansmslésueyy iz dumiusnioswinelusunalng uazdung (declare) uvdnan
o.0 TuddMsTunsSeusiue Hun el ne.a ne.e vio oo wduansd
olo TuFvetunslowsiiue ne.e vl 8.0 Wioumeandenidensauauamn Iy AR Tasin T
Funsideu (finished product specification) kag deinunamAINBITRgAY (drug substance
specification) ﬂsiﬁﬁaaujiwdwnmﬂé"wwaﬂLLﬁlmﬁuLam WHOWUULONANTNITVBUN LY (8.¢)
1MW39Y finished product specification wag/%3e drug substance specification

b. lNANTTUTOINTTIUNTHERYT
AnanfeafilonansiusesunnsgIunsHaRgITdnINAsLay BN STIRIUANSHEREN PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lagnuseu PIC/S participating authorities
atuadanusaun1snIvaey tnednanssusestiviulsenausznmnsandidnnsedind (e-bidding)

. loNANIAAEN YL YR TaLesIAN

n.e HANMIATITVATIRMNIMNERSLIIE1d1593UveeERER (Certificate of analysis of finished
product) Tugnuidadusiegng

alo NANINTIVIATIRAUAININGAUYBIIEE1AY (Certificate of analysis of drug substance)
fldlumsnanenguiidadusegne dewes uanen way fuaningiu

ma ONATVTENANg B UTUAIFITUSTENINTUNSHER YesTngAuveiiendldny (drug substance)
{0 alo AusunIInanamadnsingierdnsagy (finished product) 4o a.e

. WANTSANYI long term stability maammmafuawwﬁ%umL‘Gauﬁﬁ’uﬁwﬂmmﬂmzﬂﬁiumimms
WAZEINTENTNEATITUAY

a.¢ dMInTITIATIERINUIINAL Nitrosamine Impurities LﬁaLﬂumﬁ@ué'fudﬁmqauﬁamﬁﬁﬁ”ﬁy
Olmesartan bo mg NNjunIsKAATUSINMAITULATou NDMALaENDEA lsiifuinmsinnaaonde
fifmumaan US FDA

5 IMsduRTITIATIEiUTIM Nitosamine Impurities TuingAufiihawanlagmisnusesufiins
aeuen TdFuinnsgiuiesfiiinsmaaey (SO/IEC eroloe)
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