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Qmé’n"dtuzmmwmen Valsartan ebo mg + Amlodipine & mg Film-coated tablet

Foen Valsartan @>o mg + Amlodipine & mg Film-coated tablet
PATiFeInIs Valsartan ebo mg + Amlodipine & mg #o81 o iR
W guiiamdauidy dwduiudsevu
Aasan vl . 8UTIluuN U Taaiv
. faanvSatenansiiiuen szyfeantymeen, vune, 3519, Yunde, S
vuneny, Laviindn, wamsdouisuenlitaay
. 91gveeeliiteunit o U tuaniudwey
@. Generic product use (GPU) bwoomeid
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Drug substance specification

Amlodipine besylate

®. Identification pTITHURTsEY

. Impurities
b.e Isopropyl benzenesulfonate Not more than ei& ppm
b.lo Methyl benzenesulfonate Not more than e¥& ppm
.o Total alkyl benzenesulfonates Not more than e¢o ppm

en. Residual solvents

m.® Benzene
o Isopropanol
en.en Methanol

Not more than o ppm
Not more than e,&oo ppm
Not more than &oo ppm

o.@ Petroleum ether Not more than oo ppm
& Assay «o.o — ®ol.o % on anhydrous basis
& Water Not more than o.& %
o. Sulfated ash Not more than o.lo %
o. Optical rotation + 0.0 10 - 0.@0 degrees
@. Heavy metal
.@ Ni, Pb Not more than v ppm each
@.o Sum of Cu, Fe, Ni, Pb, Zn Not more than eo ppm
. Impurities
«.® Any unspecified impurity Not more than o.:n %
.o Total impurities Not more than o.c %
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Valsartan
®. ldentification
. Properties
b.@ Absorbance of the solution
.lo Particle size > boo um by laser light diffraction
.o Particle size > @o um by laser light diffraction
. Enantiomer by HPLC
n.e CGP e@xmoe
& Residual solvents
@.® Ethyl acetate
a@.lb Cyclohexane
&.en Benzene
&. Water
Sulfated ash
&. Heavy metals
¢l.@ Sum (Cu + Pb)
allo Sn
ol.en Pd
o.@ Sum Cu, Pb, Sn, Pd
@. Nitrosamine impurities
&.@ N-nitrosodimethylamine (NMDA)
&.lo N-nitrosodiethylamine (NDEA)
«. Impurities
«.0 CGP excea
«.o CGP &&nclo
«.en Any unspecified impurity

v

«.& Total impurities
@o. Assay by HPLC based on anhydrous
, solvent and enantiomer substance free

2/
aa‘?i'a..: /%f/"(

O Asysunssums asde..fem. walyBnssums  asde

pvaRtumLTisEy
Not more than o.ow
Not more than ©%
Not more than ed%

Not more than e.0 %

Not more than o.m %
Not more tham en,g&=o ppm
Not more than o ppm
Not more than lv.o %
Not more than o.@ %

Not more than eo pg/g
Not more than & pg/g

Not more than eo ug/g
Not more than eo pg/g

Not more than c.omo ppm
Not more than o.ollo ppm

Not more than oc.eo %
Not more than o.lv %
Not more than o.e0 %
Not more than o.en %
®@.0 - ®@ob.0o %
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Finished product specification
. ldentification test ATy
. Performance and test combinations
b.@ Dissolution after mo minutes, by UV

Valsartan livfosnin co%
Amlodipine Lidfornin co%
.o Uniformity of dosage units by content uniformity
Valsartan p3nsuLlsEy
Amlodipine AvIvsumLTisey
. Assay
Valsartan c&.o - @o&.0 % LA
Amlodipine cd.o - @o&.o0 % LA
«. Degradation products of Amlodipine by HPLC
& Impurity D Tl 0.¢%
&lo Each unspecified LAy 0.0%

&.en Total degradation products, based on content TdiAu 0.2%
of Valsartan and Amlodipine
Foulvdus

®. ﬁﬁ"um'l,uﬁﬂﬁ'zyms%vumLﬁaucﬁﬁuawaqnsst'samﬁﬁsmq‘u

o. fndidefusonnasgruntsndaenumdninasinagISnmsfimlunisudn (GMP) vaansene
s sgurovasysuvadidn lumnneiiiausue (nsdlifusmdnlulsandlng wievidn
INANYTENA AUEIAU)

o 1faueiusiuisndudndaviaduumsminglaonss

<. fdwunenansnudnuuzues deluil

<. HaRTIVIATIiRUAMHEnTsveskan (Certificate of analysis) vesergudithuniu
degilunsiauenienn uinvSemienuiinsensnasisaguiuses

«lo HAMINTIVUAT RN WINGRY (Raw material) vesshenddgyililunisndnandnan

¢ fluiasigvigrvesumindn (Lot. No.) 9nlssuiidn vionnnasiverenansnmsuwnd Tng
sondulvianeivesiumsndadisrtufiumedisiitinuandluiudaves
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