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#1 Dutasteride o.&¢ mg + Tamsulosin HCL o.& mg capsule
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Drug substance specification of Dutasteride

en.@ Definition White or pale yellow powder

oo [dentification test m?ﬁwhum’mﬁizq‘lu drug substance specification
(IR, HPLC)

an.en USHeudnendAgy (Assay) «o.o — @olw.0% (anhydrous and solvent free
base)

on.& Impurities
m.. Residue on ignition  13iiAU 0.6%
o.co Platinum Ly & mcg/g
en..en Residual solvents ATAVNIUAY AT @
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d .
®1319% @ Residual solvents

doans Acceptance criteria
Not more than (%)
@. Acetonitrile o.en
. Ethyl acetate o.lb
en. Dioxane 0.6
& n-Heptane o.&
&. Pyridine o.lb
o. Toluene 0.
on.c&.« Organic impurities mm%si’mﬁljﬂ o procedure
Procedure @ ATITHLINN AT o
A57 o Organic impurities (procedure )
doans Acceptance criteria
Not more than (%)
®. Dutasteride acid 0.
. Dutasteride dimethylamide o
en. Dutasteride methyl ester 0.0&
& Dutasteride ethyl ester ol
&. Dutasteride ew/0l-&-ene o
. Dutasteride ee/Ol-&-epimer o.6n
o. Chlorodutasteride o0.&
. Dutasteride &-ene o.m
«. Any other individual impurity 0.0
Procedure & ATIRHILAN AT @
#9797 o Organic impurities (procedure )
Soans Acceptance criteria
Not more than (%)
@. Dihydrodutasteride o.0&
. Dutasteride O-dimer o.6n
o. Dutasteride B—dimer o.&
& Any other individual impurity 0.®

- Total impurities
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mn.& Water determination

an.o Optical rotation
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Drug substance specification of Tamsulosin

m.@ Definition

.o |dentification test

an.en USuneusnendiigy

White or almost white powder
mwshum’mﬁimﬂ,u drug substance
specification(IR, specific optical rotation and
enantiomeric impurity BP boeo)

®&.& - ®@0@.0%L.A. (dried substance)

on.e Related substances (Specified impurities G)

Test A

- Unspecified impurities
Test B

- Unspecified impurities

- Total impurities test A and B
Enantiomeric impurity

- Impurities G

en.& Loss on drying

oo Sulfated ash

a.e¥ Heavy metals

Finished Product specification
o.@ Descriptions

oo Identification test

on.en UsuneudnendnAgy

en.@ Dissolution
on.& Related substances

e Uniformity of dosage unit
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Not more than c.e%

Not more than o0.e%

Not more than o.v%

Not more than 0.6%
Not more than o.¢%
Not more than o.e%

Maximum o ppm

m’mmumuﬁisdu finished product specification
m’;f\l&i’mmuﬁisﬁlu finished product specification
Dutasteride «&.o0 — @o&.0%L.A.

Tamsulosin &&.o — @o&.0%L.A.

m’a‘-\wi’lumuﬁszq'lu finished product specification
mi’gi}mumﬂuﬁisﬂu finished product specification
m’aﬁwi’mmuﬁizqiu finished product specification
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<o N5 mAnluYsEnAlve Fosdintisdesusounnsgiunisudnnumdninmue eI suan
7if (GMP) ¥89N5EN5AEITUGY Lagndninaeiisnsuanidlunisudnvesanninglsy (GMP PIC/S)
nsdignindreinaisusea fosiiniadasuses GMP valssnuguine1ainussimaguinvse
Certificate of Pharmaceutical Products

&« {nladesusninsnsIviiaseviuedlsanugian (Certificate of Analysis) nsafueniinan
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Usgnaun1sfiansan Gellviamanismiadinsizinunimndndnsidniaguvesdnin (COA of finished

a

product) kazHAN1IATITATIERRUAMNIRgAUTEIRIENEAR (COA of drug substance) UBaNIENER
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