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anAnvarawzeewt Fenofibrate aco mg capsule wh o

AUATUNSIARIE T
Fenofibrate eco mg capsule

. auauiRly

be FURUY Wusmaugaslinfudssv

blo dudsznay Ty e undya Ussneumeien Fenofibrate eoo mg

oo mMTusuTTy  usiglunsdegiiiisuresd vive Blister pack

o< a@amn asnfiuTaguumausussIistseyTen dunlsneusediarasaiuns
Furde Fuueny wefinan wmelouhiven weaanslmaiuialy
Frwau aanuuiseen etheilooseyiien danissneufisdiauasase
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ansulfinanalia |

ransRTIviiATiRaiA AN Finished product spedification fleaneileningliffesninsants
fifwun ddl (sdifnnafusuinindu aive) msaTimaerinseidelalitusanuanans
wingudndnildusiRnswmadey)

e Identification aseswmfiszylu Finished product specification
alo URuAIEERY dlo.o - amo.0% LA. of Fenofibrate

e Uniformity of dosage units ﬂﬂ%ﬁ'}ﬂﬁmﬁmiu Finished product specification
e Dissolution ﬁﬂ%ﬁﬁuﬁmﬁwﬁ Finished product spedification

anauUAnwaliagee Raw Material (API)

o . . . P ¢ : <t
REMINTINIATISWRAIAMAY Raw Materfal spedfication fimensidisulaglifesndrsenisi
Awin : |

ce URnhusedEny cd.o - mols.0% on the dried basis

&l Residue on ignition NMT o.a%, determined on e.o Al

&a Chloride no more chloride than comesponds to o.e€ mi of c.oleo N
hydrochloric acid (o.c%)

&« Sulfate no more sulfate than corresponds to c.e¢ mL of o.clo N
Sutfuric add {o.0a%)

&.& Heavy metals NMT o ppm

&b Total impurities NMT o.€%

Impurity table...
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Impurity teble
Relative retention Acceptance criteria
Name
time NMT (%)
{e-chlorophenylXs-hydroxyphenyl)
a o.eel 0.®
methanone
o-le-{e~Chlorobenzoyl)phenoxylHe-
methylpropanoic acid {fenofibric o.a® o
acid)’®
{aRS)-ar-{e~{e-Chlorobenzoyl)
ogo .6
phenoxyllbutan-s-one
Methyl lo-{e-{e-Chlorobenzoyl)
o.b& (e X7
phenoxyllHe-methyl-propanoate '
Ethyl b-le{e-Chlorobenzoy)
oo .8
phenoxylHs-methyt-propanocate
(e-Chlorobenzoyl)ie-{e-
o.wE 0.8
methylethoxy)phenyllmethanone
e-Methylethyl lo-llo-[e-{e-
chlorobenzoylphenoxylHo-methyl- oY T4 ole
pmpanoyl}ow}bmeﬂxylpropanoatec
Any other impurity - 0.®
*Fenofibrate related compound A
®Fenofibrate related compound B
Fenofibrate refated compound C

& Rauledusg
&o Funamdwenarnsidusgetusdsuidusiies sl ssmdlne uasdwas
{declare) uvewEn
oo idnstuziouiSus e ea ve.e ududnsd)
oo ndlumikinlulssmdlne aneds nol)
Eoalo nmiTugmititienmauivrsy mnei ne.o)
Eoam nEtumiimndszmea (mneds ne.e)

Eol Tusmatuvzlous (e.e) vewfieuena nieuseasBemidensauauannm
vawdntusinaisunsindld (Finished product specification) uazdarmminaaim
vovigiv (Raw Material specification) AsiiflegsewinnsFaunanslnfufy
zfpsuueng T ed N WawTsIMsTBuAluuwiex finished product
specification waz/wia Raw Material specification

&ls - lunsdlftendalulszvdive andadidwnameemideussanasgumatama

nAnANTEN TS TIRLUAHEREYBINTENTNAS 15T (GMP W38 GMP/PICs) Tumnaenii

euerEaiudgaruiseunaTieaey TnetinamsSuredciuliauesauas Tuilndnen
-Tunsdifduen....
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funawdsensseasnuasaTsTaETiEuETIA e desnnaduiiiy USP ag
visebnind visundusiSuduiiluiiseniulinissdle @uuenaisdnedy) |
&aae HaAEATIVIATEIRUATRERAUTvRRER (Certificate of analysis) Tusnfufidutiu ‘
fed
Calo HEMATIVIATISVRMAWIRGAY (Raw material) ﬁaammmﬁmﬁ%‘{umsﬂaﬂmmw
ﬁQQﬁﬂﬁ?ﬂﬁW&ﬂﬂﬁﬁ&ﬁuﬁuﬂﬂﬁﬁﬁﬁﬂﬂU
&.am s&aﬂﬁﬁﬂmﬂ'zmﬁam‘lﬁvaﬂaﬂwm {(Long term stability) ﬁaaﬁmamwawm
FunesiSould
fhetnen
e Havermiawdwhetwenaties ¢ mhoursyiut Fuliufunutan
eazBsaldasuiusmiidwusluhienuauiailudedy
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e&a unsdiimbesmmahmsduiedieiidasuiedmmeineeinunm
wheswaseeivildeeweihese lnofrewdedwnidnrasnouimibe
swmsdwTTiaTeitasiiuifufirreudtiddlunsansieseisanmuas
a15u1s3g7u (Reference standard) iunsmmwﬁlmﬂuwﬁmﬂmmmmv
mnemﬁumﬂaauuam“lummanmmuaﬁmr-_nmnane;ammana~!wmmaaa‘lu
rSwiely
ees frederfundsusfunnsdifisslndnmmety vunay viedlefamsidesanm
feudwualrghiivhevszansiag Widuoilwiftipaunmd wasfiagu
s lnghidedefaswanuliimanau
fiavasim Eme) Suseuiley "lmnm%ﬁﬁ'ﬁ%'am‘ﬁuﬂma'zﬁuun'zammmwimﬂmammq
ﬂumwswmumaumﬂﬂsamﬁanau
fuerueman Eune) auexaum.lnaﬂtaﬂaﬂgm,ﬁﬁauﬁsuﬁmuﬂ Tunsdidalud
&de WgTwnsluiwinngma é’mcgnﬁ'uéf’qgﬂpmﬁﬁéammﬁﬂﬁmﬁ’ué TnsnsznTis
s TIUY '
&sllo ﬁammnﬂmmmvwammﬂrﬁummmaﬁsmmﬁﬂsﬂuLﬁulﬂmmfmmu
Edm mantasarinignSsniiufunniewarlasdincurmsaTimsevsuazen
Tudanamesiuyeetasen
&o.e wilpmauamenkaniusitodwanagineitasus

&3 MhgInSTedny.....




anSaRawTIaNE Fenofitrate aco mg cepsule Wi &

&c mnammmﬁum1mmmﬂuﬂsﬁ"§gm§amﬁuﬁﬂaaéﬁﬂﬂu
AnsATSEMsaTTLaseTluTEEnMm o U deuTufusenlszmasimn

ANSATTUMSITIURANANYRISIRWE

Ao Smeld u:?m"m’.}‘ T ——
(unanIazssT MHaIgTUna)

awe D\WV'M’\ ASSUAS
UwaTRgun fRezR)

-

atte Janpita ATIUMTS
Gwariamsse Sasn)

b T

FoIsMslsmeTUaRTn

dhoieils Susnmam)
mmnm%emﬁm (s mmmnﬁuﬁmg}
Smrstusiermie
cgamsms’immmamﬂﬁ

=3 dn. 295




aushEaRaTIETeEn Caldum polystryrene sulforate powder o ¢ M1 a/m

ANANESIANIZYEE
Caldum polystyrene sulfonate powder oé’ g

@. 3391 Caldum Polystryrene sulfonate powder e& g

. ARkl
b.o usdumiisdmies dwmiulimalmSememmin
bl Tu @ 981 Uszraumesag Caldum polystyrene sulfonate & g
.00 UTTYluvestinaiin Jeeifuponiuld
b.e amniinnguuarusyTsesssyien dulsnsusisdwatasmmuse Fusndn Tuiue
taviindn amestlsudhiiumn wazdamslumsiiuruntidany wazaanuusei stwlessey
Fomn dnnlszneussnddiauasmnuse Sufueng weiikan Bathedmay
. ARIdNTIANIATA
HanSATITIATIEiRRIAA Finshed product spedification Feameileulaglhitiesadisenis
fmun Al (nedifeanzdauswdinniu waive) nmasdevianeielalituantenats
ndngwsnanilisuaRnsemedou

a.@ Identification asrasusadtszflu Finished product specification

ale YRNaIEdEAY b.& - a.&% of Caldum (dried basis)

o Potassium exchange capacity  ¢a.o — eic.o mg {dried basis, mg of potassium K81 @ g)
m.& Loss on drying it @0.0%

& andiantunaliagas Raw Material (APD

HANTIATITIATIRMLATHA Raw material specification ieaveilou
& Rauludyg
&.e FnmamaeenasnsidTusugmiumsfoudsusniesmielulssinalve tasduas
(declare) unaniin
& o0 ludhdumshmzleusiuen (el o.a e udusinsd)
& o.0.0 unsdiiuindalulssmsding Graneda nel)
&a.el lunsdifusminiufiensuiussy Gunei ve.w)
&.0.0.0 unsdiiiusmbiansdseme (aned ne.e)
Eal ludwetuvefious n.e ewEnfilsusyia wiaunsasBaaiifonsruauaunwass
sandasiauivunadoul’ (Fnished product spedification) uasderivusamnwYas
JaghAu (Raw material spedification) nsdifiegsswinennasuwaslefunstsios
wuuenaSIEatu I MEnEgaInsvsudiluuwisu Finished product spedification uas/
#38 Raw material spedification
&lo Tunsdifinwd@atulszmvelne fEnfedidunamweemideiussunasgumm@ng smmaninnst
FaualumsinevensensEens1sage (GMP vis  GMP/PICs) tTumneeftausteati
dranasssumInTisaey Insliransiussdduiiouenauas TuftsGine

~ o 2
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