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Drug substance specification of Dutasteride

. Definition
m.o |dentification test

[

on.en USuneusnendAgy (Assay)
o Impurities
o.@.® Residue on ignition
o.elo Platinum

en.&.en Residual solvents

White or pale yellow powder
mwchumuﬁssq’[,u drug substance specification
(IR, HPLC)

&o.0 — @o.0% (anhydrous and solvent free

base)

Taiifiuy 0.0%
TaiAu & mce/g
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M15199 @ Residual solvents

4 Acceptance criteria
YOANT
Not more than (%)
@. Acetonitrile o.en
. Ethyl acetate 0.
om. Dioxane 0.®
& n-Heptane o.&
&. Pyridine ol
. Toluene 0.
en.&.@ Organic impurities ATIINIUYI o procedure
Procedure ATIINIUNIN AITNN o
miNﬁ v Organic impurities (procedure ®)
o Acceptance criteria
N RGYE
Not more than (%)
®. Dutasteride acid o.lb
. Dutasteride dimethylamide 0.
o. Dutasteride methyl ester 0.60&
& Dutasteride ethyl ester o.lb
&. Dutasteride eeiQl-&-ene ol
o. Dutasteride ea/0l-&-epimer o.am
o. Chlorodutasteride o.&
w. Dutasteride &¢-ene o.m
«. Any other individual impurity 0.6
| <
Procedure & MTIINURIU BTN on
M54 e Organic impurities (procedure )
o Acceptance criteria
YOANT
Not more than (%)
@. Dihydrodutasteride o.0&
. Dutasteride Ol-dimer o.en
o. Dutasteride B—dimer o.&
& Any other individual impurity 0.6
- Total impurities 4l 1©.0%
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on.& Water determination TaAunIn o.€o%

en. Optical rotation PYTEUINUN +od.0° T19 +od.0°
Drug substance specification of Tamsulosin

am.e Definition White or almost white powder

el Identification test m')ﬁ]r;hum"mﬁiquu drug substance

specification(IR, specific optical rotation and

enantiomeric impurity BP woe®)

an.an USuusnendrAgy ®&.& — ®@0a.0%L.A. (dried substance)
o.& Related substances (Specified impurities G)
Test A
- Unspecified impurities Not more than oc.e%
Test B
- Unspecified impurities Not more than o.e%
- Total impurities test A and B Not more than o.lb%
Enantiomeric impurity
- Impurities G Not more than oc.e%
m.& Loss on drying Not more than o.&%
o.o Sulfated ash Not more than o.e%
o.e¥ Heavy metals Maximum o ppm
Finished Product specification
om.e Descriptions mwmumuﬂ'i:ﬁdu finished product specification
en.lo |dentification test mwmumuﬁ'isﬁlu finished product specification
on.en USunsusnendagy Dutasteride &&.o — @o&.0%L.A.
Tamsulosin &&.0 - @o&.o0%L.A.
a.& Dissolution mswshumuﬁis‘lﬂu finished product specification
on.€ Related substances m’mhumuﬁisqiu finished product specification
en.'o Uniformity of dosage unit mwmumuﬁizq’lu finished product specification

@ [ouludy q

<o 0WsTlunuslaain  Fuviedanuiunsudouss

<o riliaveivdnguldsunstunadous e mihelulssmalneveinssnsansisngy
snuiunsdl g inannundusiduiinssnansisnguiuses

.6 Iuﬁﬁﬁaujms%ummﬁauﬁﬁum WS N80, M8 Tunsafdueifindnly

dssalnelagliludwetunaeuendesiiyvaziBeafdonismunuanninuendn fausinu ity
nziloulilu finished product specification wagdan1uun AMAIN Tnq@Au (raw material
specification) v3ansdifiagseninnisiavuntaudly deauuuienansmsveudlunassieazideanis

ANIENTTUNSATNURAMANYUSIANE

ermed  _spaleur 77—

{ Q. @ -
e uw.eadnd analvens nggedml Junsiyad
Us¥sunTsunTg A53UNNT




wily (8.¢) 1w
<lolo Tuddgynstunsidoudiuen munedia ne.e wie ne.a lunsdiduidhen
ANUTENANTBNUIUTTY
<o N3 mAnlulsTAlng Fosdivilsdosusowasgunisnannumaninae uagdsnisnin
IR (GMP) 389n58NT N3N Uazvdninasiismandsdialunisudnvesanamylsy (GMP PIC/S)
nsdlgndndrananausemea desiniiedefuses GMP vaalssnudndne1anussimaduinnse
Certificate of Pharmaceutical Products

a

<.« Infadasusaimnsirinsieiveddsesnugduan (Certificate of Analysis) n5sfiugnniN

a @ s

Usgnounsfiansnn dedifamanisnsatinaesigunmndniusidiigaguvesnan (COA of finished
product) kagxan1snTIRIATIERAMN W IRgAUTBIFIend@Agy (COA of drug substance) maqﬁa@'mﬁm
TGPl ehinl

«.¢ finfsdedusesnisnsadinssinazlundnaunaendnvesansiafifiifusendidyves
USEMEHEReN waruSuninaningaiu

<5 siauaidusvisndundaveduudminelnonss

@ FrogeinnusgnoumIRI TN UL IUTTY

< & fntsdeBusuiusosmauanidsuslunsdllinduunengliiduefifiongmsldaueniu
WeUselomivostng

<.« Tumnanguasenidweudediitosnit o U s ey Huaniudidsey

<00 nNifldlyerduuuy (Original) azdeslidayanisAnuidrauya (Bioequivalence)
Wisuifisufuedunuy JeaonadesmundninasitasiumaiualugiionsAnudiussavinauay
Py AvBINEN TN UNIATFIUAMUATBINEIAIUANET ATNNUAMENTINNM IO TLATEIUSET
Usznelngl woow ydeilluusesimanfasieniu wanlaeduanieatunielusdodertu gasisu
wagnsEUIUMINGAREITuiueduLIY

€00 WaRMANgIUIVATINTesingAu wiounan1snTITlaTginuANIRgRuve e dAy
Hdlumananluiuiiauens vevesuineuasdndnngiv

<0l lunsatunsdousiuiuinnii o J asdesiidnuiningrenanisdngl Long term

' '
o a

stability snunBuiN AL unzisusmLan
<.on Lansanasdudunnuduiusssningunisnanvesingivuesdiodiney (drug
substance) fluguN1sHanUaIHAnfnsiendnsagy (finished product)
o< Jteudldluenasifueiisuwifivemuwuuynie
= ¢ a ¢ a a a o | )
<.o¢ HUszaunsainsltlulsasoulung (UHOSNET) wazlluszansnimnisinwilungeusy

Lignan o U wazdasldogautiatagtu

ANENITUNTAMUAAMANUZIANIE

LoveTneS  aSHalnw L7 —

£ v ¢ a
wAun.eadng analvens agaeiord dunsiyad
UsesunaTuns NTIHAT ASSUNTIUAAYIYNTT




>/
FIUALIDYAAMANYULIANE

81 Doxazosin & mg prolonged-release tablet
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Drug substance specification (Reference USP)
m.@ Definition White to tan colored powder. Freely soluble in

formic acid; very slightly soluble in methanol and

in water.

oo Identification test m’sﬁwi’]umuﬁ‘isqlu drug substance specification
(IR, HPLC)

en.en UsueuddendAgy (Assay) ®&.0 — ®@ob.0% (dried basis)

on.& Impurities

o.@.e Residue on lgnition LAY o.0%

an.c.lv Organic impurities ATIHUAUATIT @
AN o Organic impurities

Acceptance criteria

%mi
Not more than (%)
Terazosin related compound A o.m
Doxazosin related compound A olb&

Doxazosin related compound B

Doxazosin related compound C
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#1579 @ Organic impurities (si8)

daans Acceptance criteria
Not more than (%)
Doxazosin related compound D . ob&
Doxazosin related compound E o.o& |
Doxazosin related compound F o.lo&
Any unspecified impurity 0.60
Total impurities ®.0
o.& Loss on Drying LA olo%

Finished Product specification

o.@ Descriptions mi’gﬁwi’lummﬁisqlu finished product specification
m.o Identification test m?ﬁwhumuﬁsz‘tﬂ,u finished product specification
on.en USuusnendndgy (Assay) SR.G — ®@®0.n%

o Impurities m’sﬁwi"mmuﬁisqlu finished product specification
a.& Dissolution & hours: Q<=mo% L.A.

oo Uniformity of dosage units m’mmumuﬁisﬂu finished product specification
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