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ANANYULIANITYB981 Vildagliptin &o mg + Metformin e,000 mg tablet
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Vildagliptin &o mg + Metformin @,000 mg tablet

Vildagliptin &o mg + Metformin @,000 Mg #nE1 @ LA
pudlaguuuuiuUsenu

@.
lo.

g UsTlunsan1ruraain
flaanwiaienansiiiven svyfeandymen, sue, B8, Sunde, Ju
nuneny, Wuiinae, wwnidoushivenlitaiau

o, 91gveseAedlivesndt o U Yuainiudweu

®

[

Identification test SR umMuTiTEyTaesiaend diy
Assay

. Vildagliptin «d.o - @o&.0 % LA

..o Metformin HCl «¢.0 - @o&.0 % LA

Purity

m.e Degradation product mbo-e'&  Not more than o.le% (release)
Not more than o.€% (Shelf-life)

a.lo Water Not more than e.0%

Dissolution test

Vildagliptin Not Less than &o% after eno min

Metformin HCL Not Less than o% after emo min

Uniformity of dosage units by content uniformity

Vildagliptin ®5396IUNN Ph.Eur. USP or JP

Metformin HCL MTIINIUAN Ph.Eur. USP or JP

Degradation products based on content of Metformin HCl

@-Cyanoguanidine Not More than o.cle%

Each Unspecified degradation product Not more than o.ce%

Total Degradation product Not more than o.v%
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. Degradation products based on content of Vildagliptin

bolo-oe (Amide) Not more than o.&% (Release)
Not more than b.o% (Shelf-life)

woe-om (Cyclic amidine) Not more than o.le% (Release)
Not more than @.0% (Shelf-life)

bow-oe (Diketopiperazine) Not more than o.0% (Release)

Not more than @.0% (Shelf-life)
Each unspecified degradation product  Not more than o.0%
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<o HARTIIAT IR MHEATeTvEENER (Certificate of analysis) vasenguiimdy
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€ lo KaNIATIVNATILVAMNININGAU (Raw material) vasshenddyililumsudnaniuan

¢ filvlianeivesiunisndn (Lot. No.) anlssnugdn vieannsuineimansnisunnd lae
fonduluinssivasjumsudnfetuiusmetaiinnuanduiudewes

o. flauenmarsediiiegneiet ey o misussyiusildiuma Tsmeuna Jadusuny
uanaswaudonldnsuiumudimvusluidenuantiviiluineiy

aﬁa..ﬁ?.?’.’m....ﬁ?.‘?.'?.‘f@}(ﬁnﬁumi aste By NSSUNTS

WnanMiing duades) (WanRwgail Aswismd)




