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t. doen Olmesartan 20 mg tablet

z. quaurifivr'rtr,l

2.r grJruuu r{luLrtfie*prfiorfrlei:r (film coated tablet) r{rr,r:-lir,rj:yvrru

2.2 eiruil:ynol rj:ynor:rirurr-rureirffrg Olmesartan 20 mg tu t rfin
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3.1 Finished product specification
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lJ0 Test items Specifications

USP

1
2

ldentification Meet the requirement
Assay 93.0 - 105.070 of the labeled amount of

Olmesartan medoxomiI
3 Uniformity of Dosage unit Meet the requirement

4 Dissolution LLao.trua fl 1 :n ynr I roI fi'r I rtririo u n.ir 75 %o (e) I o s
_jlStrruniarti:ylluaarn ntrturrar ?o rrrfi

5 Organic lmpurities; 
I- Olmesartan
I

- O[mesartan dimer I

- Olefinic impurity 
i

i- Any unspecified degradation product 
]

- Total degradation product 
I

triufiu 2.5olo

trirfru 0.5olo

h.irfiu 0.60lo
,l 

'6Ll.lLfllj 0.20lo

trirfiu +.1ozo
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3.2 Drug substance specification
v
lJ0 Test items Speciflcations

USP

1 ldentification Meet the requirement

I Assay 98.5- I0I.5o/o of Olmesartan

medoxomil (on the anhydrous

solvent free basis)

J Organic impurities

- Olmesartan

- Olmesartan medoxomil related compound A

- Olefinic lmpurity

- N-a|.kyl lmpurity

- Any other individuaI unidentified impurity

- TotaI Impurities

h"irfiu o.sozo

h"irfru o.iozo

trirfiu o.oozo

trltfiu o.tozo

hirfiu o.tyo

trirfil t.:ozo

4 Residue on lgnition triifiu 0.1%

5 Limit of ncetone (fr'rfi) trirfiu 0"50lo

6 Water determination trirfru 0.570
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1. uonar:nr:triYlor4cgrsrduvivrfiaurirYlulfiexir-/riru"Lul:yrlifllyu uay;{1relr (cieclare) irr,reirzufrn
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vLr.1 14io u.1v\;oil:runsrdunfil{onr:Fr'rlrprilnrunlt,\flo.izufinfiruc,lnr:Jfi

duurtfiuu (finished product speciiication) runy riorir:,runqrun.,*uroirnfrl (drug substance

specification) n:dfioqj:vfi'irsar:tlfierurilaq,rfflrlfrllirr't,lfrrouur,rn*.rn',rururi"tr; (u.5)

:-i1ilfoil finished proOuct specification rlnvy'ltio drug substance specification
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(Pharmaceutical lnspection Co-operation 5cl-reme)IsEltil'tu,1'tu PIC/5 participating authorities
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3-r zuanl:Flr'laitn:rvdqrunivrzufrerniru.durrirr5q:'J"trowizufirr (Certificate of analysis of finisheci
prod uct) luar{ufr cil rfl ud':odrs
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3.4 zunnl:finul [ong term stabil.ity naopci?{ott]TO{urfidlvrypiuutiriLe{linlrururc,ryn;Ttjfli:oii4.t:
Ltn v u'tfl 5yyt5?{ a'tDi 56Uafl

3.5 finr:m:rtitnr:rsr,ivTrJittru Nitrosamine nrpu-ities rfio,f.tun.r:0uriujrinnfrr,d'rure{rneu
olmesartan 20 mg lrniunr:e.rfrprfir.J3:rrcrrar:ilui,tjau NDMAunsNDEA brrfru,nrrr4ir.,u.r,6onJi'
vtn'tl4unaln US FDA
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