AMANYULLANIZVBIY1 SILODOSIN 4 mg.Tablet
13081 SILODOSIN 4 me Tablet
2. anautEvialy
2.1 guuuu
2.2 dulsenay
2.3 ANUULUTEY
2.4 aan

Jugude silnduusenu
Usgnaunlesaen SILODOSIN 4 MG.
UssQluuneUnain
- syyienn dudsenaufiendfyuazanuuse Sunan *?u??umq Ao NEn
waztavnziousiueliognstnauuuussysium
- UUNYUEUSSEIeg oty Tosmetentanisi aunn
YIS IR WuTiNan Sundn Tudueng 1egredaouununeen
3.AnauURNIwnAlla
wamwmaﬁmiwﬁ@mmmﬂuwmu finished product specification wag drug substance

Specification #i§9BenduSvatuisaty Sdldeameleurodtnaunnenssunsemsuas
g1 NITNTNATIINEY ﬁy’qﬁmé’%jﬁw%’umfﬁé’wﬁaﬁmLﬂuaﬁuﬁtﬂauwim%a'lmjﬂdwmmgﬂumé’wﬁ’w%’u
Tash3unils PIUUTEMANTENTINESN50I8Y (30958587 WA, 2561 astuil 6 SunAu w.a. 2561
(asusgmeluswiaamguneiufl 12 nuaus 2562)
3.1 Finished product specification : SILODOSIN 4 mg. Tablet

3.1.1 Identification test psRUIT Uiy 0.0,

3.1.2 YsunausendiAgy

3.1.3 Uniformity of dosage unit

3.1.4 Dissolution Test

3.1.5 Related substances

3.2 Drug Substance specification : SILODOSIN

3.2.1. Identification test
- Qualitative Test for Fluoride and
- Infrared Spectrophotometry

3.2.2 Ysunausnendidgy

3.2.3 Melting point

3.2.4 Heavy metal

3.2.5 Related substances

ANZNIIUNNIAVUARNANYIANE
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.............. e USESIUNSIUANS

Weusey  suil)

CRE7

95.0 - 105.0% L.A. of Silodosin
AsREunLITunELe Uty 0.8,
asrunTiTunsouy ..
asIRu AU eury 0.0,

AsTANIUmLTITUNESeuU 8.0,
98.0- 102.0 % L.A. of Silodosin
105 - 109 °C

laiu1nna1 10 ppm
ATIVHIURNNTUNELTEUNU 9.8,
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4. [$aulvudy
wLauaiwmmawuLLammaaamaa waaumawma%su3amnmﬂmemumuw
e BaR

4.1 wnansmldfueyaatunsouhiusitesmineluusamalng uazdums (declare)

WRNER

4.1.1 Tudfymstunsifousmiuen T8 vie.2ne.3 ne.4 vie 8.2 udusnsd

4.1.2 Tudmatunslow ve.1 v3e 8.1 vesThanosian niousvaziduniitanis
m‘uﬂuﬂmmwmawamﬁmsﬁmuﬁ%umL‘ﬁ&iu (finished product specifcation)
LLazstTaﬁmumﬂmmwmaﬁmaﬁu (drug  substance spec:ﬂcanon)ﬂmwaa
seminamsdsunladlodiufuay £AOIUULBNEAITAITVOLALY (8.5) U
W39y finished product  specification  Wag/%3adrug  substance
specificationlngvaufluneuiuuseneuseninsindidnnseding uarluifu 2
U JulseniAusenmasanddnvsedng

4.2 LONENITTUTRIINTFIUNTNARE

4.2.1 nsflewdnlulsemalng & wwammawmmewmwuaaasusaammmumi
HANEIUNAN N TMALITNSTIRIUNTSHEREN GMP-PIC/S Se NAIFIUNIT
wammmwaﬂmmwmwaﬁmimiumiwam&Jwaqmummﬂmumimmﬁ
9IMNITUATYN NTENTIASITUAY Femuatulnefimuaenndosuagiiodioy
fundninasinagi3nsfinlunisudnen  Pharmaceutical Inspection Co-
operation  Scheme  (PIC/S) lumsnngiliaueve aUuagAnIuTauNIs
anadeulauiinanisSusesieiuusemalsemasmdidnnseang

ANENITUNTANUARNAN YTLAWY
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4.2.2 nsdif@uendudinnnsnsuseina AxAnfolidnuInmatevdideSuses
UIATFIUMINEREIANMANINATILAa IS SAAUNSHERET GMP-PIC/S w89
UssinrAgnanatuaiganiusounisnsivaaulagidnanissusesisiulsenia
UsgmasiAdlannsedng

4.3 BNETAMNINYBELINEUDIIAY
a I3 a [ s o < Y a o
4.3.1 Han15n919ATwRUANNERTugied1I3UveENER (certificate  of
analysis of finished product) Tugnuniduiuseens
4.3.2 HaNINTINATINAUAIWINGAUVDIEEATY (certificate of analysis of drug

Y a

substance) Mldlun1sndnesunidadusiegaviavesindneuazindningiv

Y

a v

4.3.3 VANFIUVTRENANTEUSUANFUNUSTENINIFUNTHENVDITROAUVRIFIEN

q
(3 ]

d1fgy (drug substance) 1 4.3.2 AugunsHanvemdndueied5y
(finished product) Ue 4.3.1

4.3.4 minerfiaueiienge1minnit 2 U Wuanwmanisdne long term  stability
naant1901guesefisunziieulifudidnmuanznisunisomsuaren
NIYNTNANTITUEGY

4.3.5 ﬂiiﬁL‘fﬁJuEJ’mﬁjm biological products du vaccines, blood products Aasiilanadns
§UTITUNTHER (Lot release) IINNTHINGIANANTNITUNNE NTENTIEATITUGY

4.4 fegnaen
4.4.1 JlaussInn fedeiiegensgelee.... 10.. . mureussyine Fadusunu
wansswaziBenlansudumuninmusluidenmauiRivhludeiy

4.5 MsUseiunumeNdey
4.5.1 eaiegranavendwsudesiiongltlalivesnin. ... 12... outuainiuds
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4.5.3 ﬂiiﬁﬁwﬂwﬁ%ﬂwsv‘hﬂmjuéf’m&mmﬁﬁwamﬁadamm%mﬁsﬁammw
wihewmaagimilsdelomediedn lnefiauesin(fuie)azdesdssiiiy
Snaudusuiimibeswnsdwnsieiinneitasduliuisveualdsnei
Herfeslunsnsislinsisinaam nsdiinuielhulununasnuos
g mheswnsveanudnilisuiinsuinsianesaendenaiivesy
wEuesIM(Eeuas/vionanlun sl

4.5.4 fiauesia(fuie)asfesiuiasusndesindvunony viadeiinnns
devanméneusznislagroutuslaglifidouls

4.5.5 nsdueiseafuinmiiguugdl 2 - 8 ssrusaiduadesionasuansing
guumsiiukasdadee iy cold chain system Aildnasgrumuvdninos
Good Storage Practice (GSP) way Good Distribution Practice (GDP)

4.6. L@ﬂa’lﬁ’su‘]

4.6.1. nydlofhauelailvsnfuuuy (original  drugs)  fesiilonanswan1sAnun
bicequivalencevasniliauesaUSeudisuiuenduuuu Tne3snsdnundos
Oulumundninusivasuuaujialunisdinudrauyavesenarigues
dUNUANENTTUNTOMITUAZEY NTENITIAITITUET

4.6.2. nsihdueniifesaraneuay/viaiovenevld doslinanisinwanunsann
NAINTaEaNELaY/MIII0913 Tuivharanesngg Asuthuwazaenndasiy
NANSAAYED

4.7 gauesim (§vw) Buvenlisnidndygineunsufvun
4.7.1 nsdinamsduasadinsgieniannsuinermaninsunndliduluny
WMsFLarivun
4.7.2 ﬂsﬂwﬁmﬁ’meﬁswﬁmﬁgm‘%aﬂLﬁuﬁumﬂﬁaqmmmiﬂaﬁﬂﬁi’ﬂmuﬂmsﬂﬁumi

IMsHare Turnavesdyyazteazany

v
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4.7.3 nsalwudgymannimainudndusiendienvdwmaneUss@nsnauazainy
UaensdesagUhenlasuen
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