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1. §oen Alfuzosin HCI 10 mg extended-release tablet

2. auanianaly
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2.1 guuy Wuouda Unuvesngnium dmiusyszmu
2.2 gwdznay  Ussneudanaaen Alfuzosin HCI 10 mg tu 1 1@
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P - o a “ a v A v - . e &
N "’Naomnmﬁmﬁ'\mwummnu m"lmw:wuumamummﬂm:nssumsmmma:m ns:‘nnommsmq’u
& X T, & A ve a v o o . o w o o & -]
Mg suiltsididsanduatunifsuvimislnindanagpunsrdsuladiiunis arudsenme
4 o o - o
NINTRNTITUFY 1383 YA W.4.2556 §9IUN 11 WWIUU W.7.2556 (aoﬂs:mﬂ'luwm%wmnwﬁ’m
o -4 s 1] vJ Q - Y-
10 Unuiav 2556) nsm‘lumumm‘lvﬁwnuqauwuwaaﬂmznﬁwmsﬂszmmwmm

3.1 Finish product specification "

quandinmanaiia BP 2013
1. USunmdandeny 95.0 - 105.0% of the L.A of Alfuzosin HCI
2. Identification ATIININ
3. Uniformity of mass AT
4. Dissolution test” azay 10-20% # 1 Flue
avany 40-55% 7 6 Tala
Aseny 65- 85% 7 12 Fala

8TENY >85% WMAIAN 20 FaluY

5. Related substances - Impurity D : NMT 0.5%
- Impurity E : NMT 0.5%
- The area of any other secondary peak : NMT 0.2%

- The sum of the areas of any other secondary peaks : NMT 1.0%
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3.2 Drug substance specification : Alfuzosin HcI'"

auauianannatia BP 2013
1. YTy 99.0 - 101.0% of Alfuzosin HCI (anhydrous substance)
2. ldentification ATIVH
3.pH 40-55
4. Related compounds By liquid chromatography

- Impurity D : NMT 0.2%

- Unspecified impurities : NMT 0.10%
- Total impurities : NMT 0.30%

5. Water NMT 0.5%

6. Sulfated ash NMT 0.1%
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91801 2 Tamsulosin HCI 0.4 mg prolonged-release tablet

analszmadaniaguasssnit ) 5 0, 2561

1.8a8n  Tamsulosin HC1 0.4 mg prolonged-release tablet

2. amaanianaly
2.1 3uuy Wusula gﬂuuuaanqwﬁﬁu (Oral controlled absorption system : OCAS) fMwsu
Fudsenn

2.2 gudsznay Usznaudisdaun Tamsulosin HCI 0.4 mg lu 1 1@

2.3 MTULUITY ussaﬂuumagﬁﬁwﬂaué %38 blister pack Jagiin Yastuaudu
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3. amaNTanwInake

Nammn%"JLﬂS’I:V\'QIumWLﬂuVL‘Umw Finished product specification w8z Drug substance specification
Adredsnnndrdnuaudioanu Soldaamzidudadmin A nenTINMIBIMIUSZLT NINTNEITAFY
wiindwiniuilegredideniuatufifsuriwialminianaspundrdriuladiunis aayszma
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3.1 Finish product specification™

J aasiEnamadia BP2013
1. YSanmdrendny 95.0 - 105.0% of the L.A. of Tamsulosin HCI
2. Identification ATIINN

) azans 15 - 35% 71 3 Fala

8Lat 45 - 65% 71 7 T2lu9

3. Dissolution time

ZANE > 80% WAIAN 12 Falw9

4. Related substances - The area of any peak : NMT 0.5%
- The area of any other secondary peak : NMT 0.2%

- The sum of the areas of all the secondary peaks : NMT 1.5%

5. Uniformity of content ATIIN
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3.2 Drug substance specification : Tamsulosin Hei™

Ananiinsmenia ' BP 2013
1. U‘immé’vmﬁﬁﬁm 98.5 - 101.0% of Tamsulosin HCI (on the dried substance)
2. Identification AN
3. Enantiomeric purity - Impurity G : NMT 0.1%
4. Heavy metals NMT 20 ppm
5. Loss on drying NMT 0.5% (105°¢, 2 hrs)
6. Sulfated ash NMT 0.1%
7. Related substances A.Impurities eluting before Tamsulosin. Liquid chromatography

- Unspecified impurities : for each impurity, NMT 0.10%

B. Impurities eluting after Tamsulosin. Liquid chromatography

- Unspecified impurities : for each impurity, NMT 0.10%
- Sum of impurities eluting before Tamsulosin in test A and after Tamsulosin in
test B : NMT 0.2%
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1.1 ‘lué'm”ryms'ifuﬂ:tﬁuuﬁﬁum (MB.2 NB.3 NB.4 USWANT)
1.1.1 Wunt@fduenfndeludsanelng nunefs no2
11.2 1un7rﬁﬁLﬂummw"mﬁanmmoussq wanpiiy no.3
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2.2 nsdififiugrinugreansretsuna HHAadasilianmsiuTssnaspumINAaeunaninaiuas
ABmsidlumsniam GMP w3a GMP/PICS (Pharmaceutical Inspection Co-operation Science) lagviIbIm
PIC/S participating authorities atilag utaunsasesaulauinansusasfaeiulssmalssniana
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3. tanmsqmmwuaomﬁmuaﬂm (Frwannoie)

3.1 wamIaTlienigamMwkiadurisduiagUvasinia (Certification of analysis of Finished product) lu
mjuﬁa’uﬂw‘hamo

3.2 Nammﬁﬁmﬂ:‘%mmwf@qﬁu’uaoﬁ’zmﬁﬁﬂ@ (Certification of analysis of Drug substance) m’lﬂu
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3.3 anaInTenangmiuduanudiwussniniunminiaasiagduuesdundety (Orug substance)

78 3.2 nujun1InAavesniasuaiund@usag (Finished product) 7a 3.1
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1 = British pharmacopoeia 2013
2 = Specification requirement U2IENAULYY
3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies ua:ﬁﬁa
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