AMANBIZIANIZYBIL1 MIRABEGRON SR 50 MG, TABLET

130 MIRABEGRON SR 50 MG. TABLET
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2.1 jUuuy Wusdineiinsuusemuuuuoengmiiiiu

22 dndseneu  Usznauseden MIRABEGRON 50 MG. Tu 1 in

23 muurussy  ussluuneloaiin Jesfuuasuasauiy
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3.auauvanIumaila  Finished product specification:

wamsmswf‘;mﬂ ‘MﬂmmWLﬂu‘lﬂmu finished product specification wag drug substance
SpeCIflcatlon wmqaammna‘zjmsummnu «mlmm‘m"Lvaumamumﬂuﬂmunisumsmmmavm
SENTNAITUGY mummmsuﬁ’lﬂumqaqmauﬂuuwwmaummsa’[wunfnmmﬁ'mma‘umsu'lm
M¥unila MUUITZNANTENT AT TUE Li’e)ﬁu‘Uﬂ’li’lEl’] WA 2561 aauil 6 SuAy w.e. 2561
(@sUszmAlusrvinayunwtud 12 NUMWUS 2562)

3.1 Identification test A umNTitunsdoutu 0.0,
3.2 Uniformity of dosage unit pnvumMitunsSeuty 0.0,
3.3 Assay 95.0 - 105.0%
3.4 Dissolution test ArvumuTitunsdouty 0.0,
3.5 Related Substances

- Each Not more than 0.2%

- Total v Not more than 0.5%
3.6 Water Content Not more than 0.7%
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ANANYZIANITYB8T TAMSULOSIN HCL + DUTASTERIDE (0.4 MG+0.5 MG) CAPSULE

1.8a81 TAMSULOSIN HCL + DUTASTERIDE (0.4 MG+0.5 MG) CAPSULE
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2.1 jUuuy Jugidia wiinsuvsenu

2.2 dulsenau UsenaumesenTamsulosinHCL0.4mg.+Dutasteride0.5mg.lu1idin
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3 _AuauuAnianaiia Finished product specification

HaN155IVIATIzRanUULUsY finished product specification wag drug substance
. . Ay a o o W @ ¢ v 10w
Specification 18198 NIdIITUREITY  FelevaneilusedinnuamznssunIsoNLaeN
5 ¥ ¥ o o i a v | 1 [} ' @ o W
nsgNTIEsTgY  Metindyeisunldendsesduatuidisuvinselumindunesgrundesiula
o d’ d o o d L4
AFunils MUUTENANTENTINESITUEY 130958YR5187 WA, 2561 asTudl 6 Sunau w.e. 2561
a U d v

(@eUsgmAlungianyunwIiun 12 nuanwus 2562)

3.1 Identification test Meet the requirement

3.2 Uniformity of dosage unit Meet the requirement

3.3 Assay 90.0 - 110.0 % L.A. of Dutasteride
90.0 - 110.0 % L.A. of Tamsulosin HCL

3.4 Dissolution test , Dutasteride : Q = 80% at 60 minutes
Tamsulosin:

-Acid Stage at 2 h: < 10%
-Buffer Stage at 3 h: 40 - 70%
-Buffer Stage at 7 h: > 80%

ANENITUMSAVUARAMAN BEIANIE
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amé’nmuzww'lwaem DOXAZOSIN MESILATE SR 4 MG.TABLET
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1081 DOXAZOSIN MESILATE SR 4 MG.TABLET

2.1 JUuuu Wuguinvinduusemuuuusengvsiiu

2.2 dlszneu  Useneumesien Doxazosin 4 mglu 1 uin
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3 AANUAVIUNATA

Namims’aiﬁLﬂiwﬁﬂmmwﬁﬂulﬂmu finished product specification Wag drug substance
Specification figadsnundwshivatudientu Jildaanloudsedinnuanensmunsemsuas
61 NIEVTNANEITAY Taindisuiiliddenduatuiifisurinuielminiunsgundusiiy
Tasrfunils muusenansevsnasnsngy Besseyisen wa. 2561 asfuil 6 Suneu wa. 2561

(asszmeluseiaagununiuil 12 puaiius 2562)
3.1 Drug Substance specification: Doxazosin

3.1.1 Identification test

3.1.2 Ysunausiendhey

3.1.3 Water content

3.1.4 Related substances
3.1.4.1 Any unspecified impurity
3.1.4.2 Total impurities

3.1.5 Sulphated Ash

AMYNTTUNINNUAAMANBTIANE
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ASIINY
98.0 - 102.0 % L.A. of Doxazosin
<08 %

< 0.1 % each

<03 %
<01%
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3.2 Finish product specification : Doxazosin Mesilate SR 4 mg.Tablet

3.2.1 Identification test ATIMIU
3.2.2 Y3uusiendeyy 99.8-110.3 % of Doxazosin
3.2.3 Uniformity of dosage unit ATIIU
3.2.4 Cumulative amount released
3.2.4.1 Cumulative amount 4 hrs Q < 30% of Label claim
3.2.4.2 Cumulative amount 8 hrs Q =55 + 20% of Label claim
3.2.4.3 Cumulative amount 16 hrs Q 280% of Label claim
3.2.5 Average Release Rate
3.2.5.1 Average Release Rate 4-8 hrs 6 - 10% of Label claim/hr
3.2.5.2 Average Release Rate 8-12 hrs 6 - 10% of Label claim/hr
3.2.6 Water (KF) <20%

wwewe -* de Dissolution THuuueNasWARI WAL BEANAN1IITITTATIEY Wnile
whneazdeaiilusiayliluly coa

- nsdifeavsdeundinsiu (waive) nMInvvdevieneinemsla  Wduuansenans
wingrudenanilisueyiiise

- Drug substance specification Msananluiieseivesindn drug substance wio lu
AAT12Y drug substance vesdrAnendnIagy atulnatunil Fafimsmadeseiasuyn
Wwidedismun
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4.1.2 ludwotunzlou ne.1 vie .1 veseiavesm niouswaziduaidenis
mummumwwaawamﬁm«r?muﬁﬁumLﬁﬂu (finished product speciﬁcation)
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4.3 lENANIAMANYDILTiduDs 1A
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analysis of finished product) ‘luﬂ’liuﬁﬁalﬁuﬁ"aadw
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substance) ﬁlﬂumswammjuﬁdqLﬂuﬁaazmﬂ’wmﬁwammLLazwmﬁm*a“mqﬁu
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