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1. AaugaliAnaly

1.1 Jupdfinsiladuussnu

1.2 lu 1 diausznaumesen Vildaglibtin 50 me

1.3 ussyluunalnainiloafuauiy

1.4 RannszyBiesn dauusenaufendidyuazamuuse Sundn ‘?u?:umq lviindnuaziaung oy
MFueliegetaauuunivurussy vuuwsedeliosdossey Jaen anuuse iuﬁuaquLazLamﬁmﬁm

1.5 Jununenguesenfidsmeudehivesnin 1 ¥ Wuaniudaeu

2. asuUANImALia

2.1 Identification AN

2.2 Assay 95.0 - 105.0 % L.A.

2.3 Dissolution Not less than 80% (Q) after 30 min
2.4 Uniformity of Dosage Units AT

2.5 Water Not more than 2.9%

3. Rouludug

3.1 enfiauesodldsuaynnlitunsidouhiveniiosmhgludsanelne azdoiduu
Tuddynistunsideusuenilaue (udAynstunsdeusifuen maneds ve.1, o2 lunsdii
Duenfinanludszndlne uagvianeds ne.1, ve.4 lunsandugniidnansiesssmna)

3.2 iinAnlulseinele Ardnsosdimisdesusonnasgiunsnannumdnnasiznisia
Tumskdngnveansensnansisagy (GMP) lumneefiauews Tunsdliduenindranssssma

Y a

Andndedivisdosusownmsgunisndn muvdninassnsitlunisudnevesUssmadnanvio
Certificate of Pharmaceutical products

3.3 fndsdoiusaamansrinnesioriuimiudusedlunsisueneanguin viean
mhenuiinsEnsassuguiuses nieutaietreensuiuetieies 3 MUy

3.4 fimlsdeusemansnsivinseiguamingiiv (Certificate of analysis of raw
material) ‘uaw“hmé’wﬁmﬁl‘ﬂumswﬁmmﬁ:uﬁdaL“L‘Ju&fqaa}wqﬁ”’wmﬁwammLLastﬁmﬁ’mqﬁu

3.5 griausidusfiviendudndavsodufunudmielaense
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3.6 @LUNNNEANLONANTUARIANEN YL VDITLAUDTIAN
3.7 lumsdewauglilsmeuia fuieasdesdmienluimsziomniuiids manans
wnseilallianpsgiu videlitgmifestuguamnsldaumalsmeuaaunsaenidnnisdsiels

3.8 fungaziesiuildsusllolndvunergviedeinnsidenanmimelsznisiagdeu
v
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3.9 nselfig@elinsduiedrafionsralinresies Iussneendlddnelunsmsioiinses
LLazﬂ'szﬁ‘ﬁwamﬁLﬂiwﬁwudwiumﬁdmaumwﬁamﬂaﬂumﬁm%aﬂ%gqﬁhjL?’hmmgm RN
gsumsnanauiiiunnsgiudeaeulilmiluswouiiindu TngliAnenldsreifisiuandde

3.10 Iunsﬁﬁlﬂﬁdmﬁmmmsé\’mﬁmamsﬁﬂm%aamga (Bioequivalence) 91N TR

AUULTDDD

3.11 NAIUARINANSANBIANLALFIIYEEINaDABIEEN (Long term stability)




