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Tamsulosin hydrochloride 400 mcg prolonged-release tablet
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1. 1AsgIuURaasiue 10 AzUUY
1.1 Active Pharmaceutical Ingredient Specification # 5
nsdilasunssuseslusiisen Official Pharmacopoeia
: $79819 USP,BP,Ph.Eur. IP JP aduanan wazuilulunzidewshsueuds wialuesiuuuy 5
: 871989 USP,BP,Ph.Eur, IP,JP atudnan widgslilduilulunzibeusiiuen q
: 871989 USP,BP,Ph.Eur,,IP,JP atulminitUseniassusiisen wasunlulunsidousiniuewds 3
: $79819 USP,BP,Ph.Eur.,IPJP atdulmindnsznmaszysisen uadaladlduilulunsdeussuen 2
: 871989 USP,BP,Ph.Eur, IP,JP atusmuuszniaszusinsewazuilalunsidewsinSueudn 1
laiszyhsienigsdmiessdmans e 0
nsdilalleisunissuseslusisen (Non-Official Pharmacopoeia)
: 1484 In-house specification fidonA&aaifu general chapters muitszylilu USP,BP,Ph.Eur. )P atudgn, ICH
Guidelines (Q6A) wazuflulunzilawifuguds wiadueduuuy 5
-1 92984 In-house specification fiaonndesiu general chapters mmﬁﬁwiﬂu USP,BP,Ph.Eur.,JP aduage, ICH
Guidelines (Q6A) wsidaluilaunlalunzieauiuen 4
- $1984 In-house specification fidenadasfiu general chapters mmﬁﬁwiﬂu USP,BP,Ph.Eur.,JP atulumiinin
UsgnAsyysnsen, ICH Guidelines (Q6A) uazunlulungideudsueu 3
- $1984 In-house specification fidenAdasfiu general chapters mmﬁﬁwiﬂu USP,BP,Ph.Eur.,JP atulumiinin
UsgnAsyysnsen, ICH Guidelines (Q6A) usilallauflulungidousiuen 2
- 91984 In-house specification fiaenndeaiu general chapters mmﬁﬁwiﬂu USP,BP,Ph.Eur.,JP atumulsznia
523181, ICH Guidelines (Q6A) wazunlvlunsidoudiueua 1
liiszyshmeniidnsdmiesnadmanesisen 0
1.2 Finished Product Specification # 5
nsallasunssusesludisen (Official Pharmacopoeia)
- $19819 USP,BP,Ph.Eur.IPJP aduanan wazuilulunzideussueudszylulue.5) wiedugfuwuy 5
: 871989 USP,BP,Ph.Eur. IP,JP atuaian widtluldudlulunzibeusiiuen 4
: 919819 USP,BP,Ph.Eur.,IPJP atulminiszniAsyysingen wazunlulungieusmiueud 3
: 871989 USP,BP,Ph.Eur, IP,JP atulnininUseniaszusisen widvlilduilulunzideusiisuen 2
: 97989 USP,BP,Ph.Eur, IP,JP atusmuuszniaszuinsewazuilrlungidowsinSueudn 1
iiszysimeniidrsdmiesidmanesisen 0
nsallilasumssuseslusisen (Non-Official Pharmacopoeia)
- 97984 In-house specification fiaonndnariu general chapters mu‘ﬁiwl’ﬂu USP,BP,Ph.Eur.,JP atuage, ICH
Guidelines (Q6A) wazuflalunzilawifueuds wiadueduuuy 5
- 91984 In-house specification fiaonndnaiu general chapters mu‘ﬁiwl’ﬂu USP,BP,Ph.Eur.,JP aduage, ICH
Guidelines (Q6A) wsidalulaurlalunziBeusiuen 4




: 97984 In-house specification fidenAassiu general chapters mﬂuﬁisqiﬂu USP,BP,Ph.Eur.,JP atulusinin

:1n15ANw long term stability wax Accelerated stability a3l ASEAN guideline Asusaege1uLaaIn(=30)

UsenAseysis1en, ICH Guidelines (Q6A) uagunlulungidousiiugue 3

- 97984 In-house specification fiaonndoaiv general chapters mﬂuﬁisqiﬂu USP,BP,Ph.Eur.,JP atulusinin

Usen1Aseysis1en, ICH Guidelines (Q6A) usilallgualvlungidousiiuen 2

- 91984 In-house specification ﬁﬁamé’mﬁu general chapters mﬂuﬁisqiﬂu USP,BP,Ph.Eur. JP atumuUsznie

525181, ICH Guidelines (Q6A) wasunlulungidoumiveuds 1
iiszyimeniiénsdmiesnadavaessen 0
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Auszaunsainsldlulsmeuaruesunslaedunisldlunssnuuniuazdnegludyisedeslsmeuians

uaziinan13Any1 on-going stability Yreutlagu waziiionansuaninsudiu 10
:1n15ANw long term stability waw Accelerated stability a3 ASEAN guideline Asumuege1uuaaIn(2ly) uay
THan15ANYT on-going stability UnewtUagdu 8
:1n15ANw long term stability waw Accelerated stability @ ASEAN guideline AsUABTIE81ULRAAIN(23T) W
laifinan13fny on-going stability UneutUaqiu 7
:1In15ANw long term stability kax Accelerated stability anu ASEAN guideline AsUAABIE1ULRAIN(2T) W
laifinan13fny on-going stability UneutUaqiu 6
An15An®1 long term stability tag Accelerated stability Tahfuluanu ASEAN guideline ATUANLBDIGYIVURAN

(239) uaziinan13Anw1 on-going stability Uneutlagiu 5
4n15An®1 long term stability ag Accelerated stability Tahfuluanu ASEAN guideline ATUANNBDIGYIVURAN

(2U) uarilnan1sAne on-going stability Unewliagdu a4
4in15An®1 long term stability tag Accelerated stability Tahfuluanu ASEAN guideline ATUANNBDIGHIVURAN
wailiifinanisfinwn on-going stability Ya1am 0
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UATUNS 10
Fisvaunsainsldlulseerunadain UHOSNET aundndeds sndewlaeifunisldlunssnuviund (honansuuu
wang) v3edisedeslu Approve vendor list (flonansuuuuans) vierunisiiansanlasanznssunis vieiduen
Msmerwainsandeuldmaunudans 5
lafiusgaunsaingld 0
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- laiflnanns@nen BE
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- Hnan13@nwn BE 914 single dose uay multiple dose Tun1gyis fast wag fed condition Asuseslay

dinauaugnIIunTosLazen v3e Wuen BCS class | NlA3U biowaiver 9ndinauaugnIsunITomTLaL

81 15
- finans@nw BE 914 single dose waz multiple dose lunne fast condition Wesadruisn 3a
AINUANLNITUNTOIMS AL NS USOIHE 12
- finans@nw BE 114 single dose wax multiple dose lunne fast condition titsaenusien wetlaiil
NiliEesUTBING BE 21ndtnuAMEnIILNITEIMNSHAZ YN 9
- flnan1s@nw BE sincle dose lunmig fast condition Lilssagnuiien Fafluildesusena BE andiineu
AMENTINAITOIMNTUALET 7
- fnan1s@nen BE 1am1e single dose Tun1ay fast condition Lilesegiaden ualiiindsdesusesandingu
AMENTINANTOINSUALEIANISSUT I 5
- liiflnannsAnen BE 0

HIPULUY 30
A8nsanwdunuy Randomized controlled trial Wisusuiugduuuy Afusilunsaisnismsunmg 20
Asnsanwilunuy Randomized controlled trial lillsuSsuituivgnduwuy Auilunsasnianisunwng 15
Asnsanwidunuy Non-Randomized controlled trial fifiusilusasnenisunng 10
AnsAnwnunuy Comparative studies wuu Cohort studies (Prospective) ffiasiluansensnisnsunme 7
AsmsAnwufuuuy Comparative studies WUy Case-control studies (Retrospective) Afiunluagasng

T 5
Jalfinsfnwidenieaain 0
- flonasansnisvin Risk Assessment Report for Elemental Impurities Y8a¥a Finish product uag Active

Pharmaceutical Ingredient wazdin1suanssanis3ias ey vesia Finish product way Active Pharmaceutical

Ingredient > 3 SUYDININGER 10
- flonasansnisvin Risk Assessment Report for Elemental Impurities Y8a¥a Finish product lLag Active

Pharmaceutical Ingredient WANNSULARINANITIATIZIA VBS Finish product wag Active Pharmaceutical

Ingredient 1 1 YBINTHAR 7
- lifilonansuananisyh Risk Assessment Report for Elemental Impurities WENNAN139$19 Elemental impurities

gaeis Finish product uag Active Pharmaceutical Ingredient > 3 JU8INHER 5
- lifilonansuananisyh Risk Assessment Report for Elemental Impurities LENNAN139$19 Elemental impurities

gaeis Finish product uag Active Pharmaceutical Ingredient 1 $1 ¥89n156&M 3




- Lifllenansuanan1svin Risk Assessment Report for Elemental Impurities wagdnani1snsia Elemental

impurities 984 Finish product %38 Active Pharmaceutical Ingredient Liigsognslaagnemils

- aifinn9vh Risk Assessment Report for Elemental impurities wazlsifinani1snsia Elemental impurities

wundnsnenulymaudeunnissueswandie (product defect) ielgymiulsyansnin anudasnsie

M33zyTesn vuneuar Tunuaeny 3
FimsszyBosn vumeuayTununeguuussyfariiiduiatueluynmeveen 3
Fin3ryTenn vunne LAy Turne UL TTYSusITALd A Us WM Ue e 2
Lifimsseyiuvmnoiguuussinsindudatuemiedus g 0

nshduedingl imprint code vudiaendsiredemsusd nsailiflsendin Rorsanlrasuumdy 2

Jueanifyylval (NG) 31 Periodic Safety Update Report (PSUR) wag Risk Management Plan

(RMP) TlagAnifiunsluussmalnousns 5

ABugnansigylwal (NG) & Periodic Safety Update Report (PSUR) %38 Risk Management Plan

(RMP) fazsduiunsluuszmelneuans 3

laidl Periodic Safety Update Report (PSUR) waig Risk Management Plan

(RMP) flagdnifiunsluvssmalng uand 0
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