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Finished product specification
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6n. Uniformity of Dosage unit

d.. Dissolution

d. Organic lmpurities
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- Olefinic impurity

- Any unspecified degradation

- TotaL degradation product
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Drug substance specification

o. ldentification Meet the requirement

b. Assay c(d.d- ooo.dTo of Olmesartan medoxomil

(on the anhydrous solvent free basis)

m. Organic impurities
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b. Water determination trirfiu o.do/o

nfuun:Tiln1:n1uu9r:1uavr0 tJnqfuanufuu tail1 ytj0.ru1

' r ' At"l--(a{t0) ........1...........................u:uDlun:::Jfl1:

(uruqryor drieudi{u)

u'r u rL?\ il rir6 u? r't frj

A/
, J. /(n.ilJ0) ......:............................n::iln1:

(ururJ:rT:rvrd rJ:rJndrrl)

u'r u Lr1,ril drd u ?t''] fu

a 
lonn.................n::!n'r:(a{r0) ........................:

(uxamr:rrnrur iunfierurfi o)

m#tn:rirurrunl:

\e/d



iua'
t{ou [u0u dl

o. ronar:fl'r:teiYuoururqrduvrvriuuriri!urrfiodrr,rrirulul:vrvralilu rtaueirrtpr.r (dec|.are) tu,rrirzufipr9u

r.o hrirn'rynr:duuvrl'uuor'rirur loirrri vru.tr yru.m vru.d raio u.ts ir#'lrrrin:ai

o.to hrirroduvrvrl'uusl"riuur ilu.o yio u.o vrior:ruav16uori'rdonr:nnrrulrltun.lv!?orzufrmnlru.firtr:rfi
c9

&4,
iluuvtrluu (finished product specification) uav {oritr,runqruntt\lJol;nqdu (drug substance

specification) n:fifi0d:vu'jxnr:rrJa'aurrrJarrrffltrfiluFr ovfrorrrur.,lronar:n'r:rorrffkl (u.a)

lrvl#ol finished product specification ttav/vtto drug substance specification

1". lo nar:ir.J :o{}r'r9r :o1unl:2a Ft u'r
Y4v4v6adj+
zuzuanno.l:rt0nar:51:o$r1n:fi']un't:ilnnurnuvantn6uTtttav?onr:vt9lLunr:zuanur PIClSU4

(Pharmaceutical lnspection Co-operation Scheme)Iorararjrutru PIClS participating authorities

ariueirqnnrl.J:olJfl'r:Fr:?aaou Tnufizuanr:ir:orfiriurJ:sn1nil:vn?n:lnrAtSnvi:of,nii (e-bidding)
I

en. !0fl ff 'r1oil#nrsilslJortJrfi tauo:rn'tt

en.o i.rflfl1rfl:'roitrr:rvdnruflrl\2Afl#ruviurr{rr*o;rJtorfr'26n (Certificate of ana|.ysis of finishedcu!

prod uct) lu u r iufi air r{J un-r o d x
en.Lo i.rflfl'rier:rt?trr:rvr,{qilnr1,'r;mqfrutrolplrurr{rffcg (Certificate of anaLysis of drug substance)

11
iow i ' d, v ' Y' v a v ^
vt Lfl LlJ n 1 : zu a n u 1 :uil a.i t! u 9r'l 0 u'1.1 vt { lJ 0.1 ti zu a Fr u 1 LLa v ti zu a a ? F] cl orJ

en.en !oflfi'rrr,rtor,r#ngruduflurrrrrd'luiuti:vra'jrr{unr:zuan tolinqfrltolfr'rurrirdry (drug substance)

{o r.t, rYuiunr:zu fi nt o.i zu e euYrudu rrir r*o;rJ (fin is h ed prod uct) do *. tt 
'a

en.d i.rfin'nfinvl long term stability naoad?{orqto{urfrfiuvrvrfiuut{riur{rrinrruntuvfli:iln'r:o114'r:

tLavu1fl :yvt:?{a']0't:6u4fl
' d ' irvviurlSrreu Nitrosamine lmpurities rfior{Junr:duriu'jtr-mqfruFr-xu'rci'tn'ruen.d tJfl'llgll?O'l LFI:

olmesartan bo mg r1nlunr:zufrnfirl3rrruar:r.lurf ou NDMALTavNDEA trjrfrurnruc,4nrrllaonn-u
i"
vinryuoorn US FDA
d ' itn:tvr.ivrrJ3lreu Nitrosamine lmpurities lufmq6rfirjrltrti6nTquvrjrurru#ouJfrl-frnr:en.b X.JfllSdtlFl5'lQ'

I
A4vv y rava

fl r u u o n vt Lpr fr r r n :g1ur4 o { | f, ! st- n r : il q a o ! ( I SO/l EC oe'i olq d)

n fu v n : : il f'r 1 : fi''r 14 u 9t :'r u a u [6 u q q 6u 6',n ufu s rav'r 1 s r o { u'l

,--ii-' 'r\./\ 
ql<,(a{t0) ..........1:.:......................!) vfilun5::l nl:

(ururlcgnr 6rierdi?Yu)

ur u ttv!1lu tflu?lj'r[uI
.i /(a{ljo) ...............n::!n1:

(ur uLl :rTl.rvr ti rj:rJ ndrutr )

u1 u tt?\vt u tlj u ? lj'r fu

(ardo) ..!*ftm ... ..............n::l.rn1:

(urrarrr:r{nilr Aurlvlruurfir)

un#tn:rirurrunr: m/d



-d-

a. pr-rodrrur

fr'trufr'orairfr'rodrturodrrriou tr urirur::onlruq{ drrflufr'ruiluran{:1rrav16uprt6'n:rfr'ru prufirirr,runtu
gl
v Y uo,it V ,y y d r

ri'r rio rr ru a :lifr vr-rtu r r r Fr u rLa u lJ : u n r : zu fr m 16 u r ri'u riltudo *. t1C

a. nr:l:v riurr runrfl urfi ai'lttol
q

Yt

a.o iufr uor aror urfi dw oufror rufiotririo u n'j'r olo r6ou riuorn{ueiwouI
i' y t o u

d.b uliln.i?nfidr:ror.r tvsr'or?ir6irtulnrflriluhir:oszunnr:n:ro?rrr:rsr.iuriufirir:routorfrzu6nitu
di ' i ' J 6 t o u 4

d.en fli6UY|14U?U:'ltnl:Y'ln''l:qiln?0U1.iU1ilA.ilJOUtil0A{91:?0?lFl:''ls14F}fUnlv! 14U?U:'l1n'l:asYl114U{40
vvrsvg
io{?Josr?ourrar lprafi'truov6'o.iriru'rtfr:rdnsrrils;rurufiuilru:11n1:ri{n:rqirn:rv?i uiavr{Ju
Yv ^ ' "Ldsiru"[unr:r]i?aern:'rvv{nrrunrn n:nifinuirartrir{Jutrjnr}lnrud'nuruvroflrv ilriru
'.I:1JzuFIlJOUFI1
ulq

:'ttn1:toa{ruf,vrBtiliufror:rurnr:lauoyrFt'ru'r6'rna'nroqfr'rru irav/vriorizuf;nlurrYrriohiUU
vv

a.< q'traov6'oruaortonar:n1:i!Liln'uuurrfiour"[n#rarnorq vr6odorfrnn']:reoilafl1v,{6'rur-l:vnT :"1o1

ri ou rirvuprTn utri fi ut o utt

n ru v n ::u n r : dr u u q :r u a s 16 a n E ru dn uru s ra r^{ r g r o { u r

, i '^rV-(n{to) I ...............!:v0'run::}.Jn'r:

(uruqryor 6rierdir-u)

ursrrvrvidrdu?tl'r6u

/
(nrdo) .........(........................n::iln1:

(urarJ:T hvrri rJ:fl ndml)
ursrrvryrdrfiu??J'r6u

(ardo) 0t0\nn ..............n:Tilnr:

(uxarrr:rrnrru'r iumfl'ruurfr o)

rn#tn:rirurcunr:

G*/ G.


