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AMANUATIANITYDIEN
Dapagliflozin 10 mg film-coated tablet

1.3081 Dapagliflozin 10 mg film-coated tablet

2.AuauANa 1Y

21 juuuu WDusdandauiau (Film coated tablet) silafuusevu

22 @wulsenau  Usenaudiemen Dapagliflozin 10 mg Tu 1 s

23 mwusussy  ussqlusksUnaindestuuas uasareduld

2.5 aan -szyTonn drutseneuferddyuaranuusyiundnfuduoiganiingn uaziay
neidouisuenlisgdniauuuusginm

vumMuzuTTEIesuleefossyiesmiatonianismadrulssnouuaruunn

AL LavTinAR uAue gl iTaau

3.auaNUANIamaila
3.1 Finished product specification:

L

U9 Test Items Specifications

3.1.1 | Identification Complied with finished product specification
3.1.2 | Assay 96.0-104.0% of the labeled amount of Dapasgliflozin
3.1.3 | Uniformity of dosage unit Complied with finished product specification

3.1.4 | Impurities

-Individual other impurities Not more than 0.20%

-Total impurities Not more than 0.4%

3.1.5 | Disintegration < 10 minutes
3.1.6 | Water Content Not more than 4.5%
(_
AIUANT J e B _
1 ﬂ)// 2. YL 642 ”j 3 @"‘"’"”f ...........
(Un. U3 A3as1amed) (ney.waduy Suaing) (ney.01nAS auLE)
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3.2 Drug substance specification:

0] Test Items Specifications
3.2.1 | Identification Complied with finished product specification
3.2.2 | Assay 79.5-82.5 % of the labeled amount of
Dapagliflozin
3.2.3 | Impurities
-Individual other impurity Not more than 0.1%
-Total impurities Not more than 0.3%
3.2.4 | Water content 3.3-4.0

NaBmg - *syate Uniformity of dosage units Tiluuenansuanisivazidenna N1snsininsien
mndlaudselilulu CoA
- n3difvavudoundanisiiu (waive) nsnsvasvinszidesiemslalifulanuenanswdngiu
fananfildfueyiasne

4. Gaulvdu 4
4.1 wnasmsldueygntunsdoususiiosmmhelulsemelne wavduas (declare) unaswan
411 luddymstunadeuiue me.2 ne.3 nes wie 82 udusinsd)
.12 ludwelunsidou vie.1/e.1 vesenilauene wieuneandoaidensmunuamunmees
wanfausimuiitunsdeu (finished product specification) WAZTDNVUARNNINTDIINGAY
(Drug Substance specification) nstﬁ'ﬁ'agj‘sw'jwmnﬂﬁiﬂuuﬂmufﬂmﬁmﬁu ADIUUY
WNASNSVBUNLY (8.5) N wsed finished product specification Wag/w3e Drug Substance
specification
4.2 1BNANTIUTOWINTHIUNTWAREN
421  nsdiewdnlulsenalng frdndosldiunameeviisdosusemnnspunsnangen
WaNNUTIBNSTRIUMSHERE PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Inemiieau PIC/S participating authorities ¥383leNa13IUTOININTFIUNTHENEIA
vanLNMsILaE IENSTRUNSHARI YR IAITNIUANENTTNNTOIMITUATEY NTENTN
assnugy Fstmuntulasiauasandeuasiniionfundninasiuayisnsiniunsuane
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