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Specifications

[N

(USP wolaem)

In-house
(Rarsananarsen EP Tudiuvas
API)

@. Ysuaiendday

Dutasteride: o.c % t0 e@o.0 %

Tamsulosin hydrochloride: «o.o % to @@o.o0 %

lo. ldentification

asEumuseyly
Finish product specification

asIrumuAiszyly
Finish product specification

en. Dissolution

Dutasteride

Tier @: €& min

Tier lo: && min

NLT &o% (Q) of the labeled
amount dutasteride
Tamsulosin hydrochloride
Time o hour: NMT @0 %
Time e hour: @&-o& %
Time & hour: NLT go %

Dutasteride (€& min)
NLT @o% (Q) of the labeled amount

dutasteride

Number o
Level Acceptance criteria
tested

Each value is not
less than Q + 5 %

S1 6

Average value of 12
dosage units (51

+ 52} is equal to or

52 6
greater than Q, and

no value is less than

Q-15%

Average value of

24 dosage units (S1
+ 52 + 53) is equal
to or greater than Q,
53 12 not more than

2 values are less
than Q - 15 per
cent, and no value
is less than Q - 25%

Tamsulosin hydrochlori
Time o hour: NMT @o %
Time e hour: &&-o& %
Time & hour: NLT <o %
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Specifications

ANEUNUANIIATA

(USP wolom)

In-house
(WR150u1NAN5781 EP Tudiuves
API)

waee: eansisen EUROPEAN
PHARMACOPOEIA 11.0 Tsi%i
monograph Tawdnsituiendniagy
FofuTedradatadeves dissolution
general chapter 199913181
EUROPEAN PHARMACOPOEIA 11.0
uarAns1e USP

. Uniformity of
dosage unit

5 umaTIsEylY Finish product

specification

ATIEUMNTsEYLY Finish product
specification

&. Impurities
® QOrganic
impurities

® Procedure @: Dutasteride

Any unspecified degradation
product: NMT e.0 %

Total degradation products:
NMT @.€ %

® Procedure lo: Tamsulosin

hydrochloride

Any unspecified degradation
product: NMT e.0 %

Total degradation products:
NMT @.0 %

® Procedure &: Dutasteride
- Any unspecified degradation
product: NMT e.0 %
- Total degradation products:
NMT e.& %
® Procedure lo: Tamsulosin
hydrochloride
- Any unspecified degradation
product: NMT e.0 %
- Total degradation products:
NMT @.0 %
Ve 199 nd15187 EUROPEAN
PHARMACOPOEIA 11.0 luiil
monograph YewdniusiednIIzy
fahuSadradaadoves Impurities a
A3 USP
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@l Raw material product (uaasluludiasiziingdiv)

® Dutasteride

e ” Specifications
ANFUNUANIINAUA

USP & EP o®

.o % to @ob.o %

(anhydrous and solvent-

&el.o % to molb.o %

o. YSuumenddy (anhydrous substance)

free basis)

b. Identification

ATIINIUAUN T ATIVNIUAIUNTE

Ll 3

o. Related substances / Impurities
(AN USP &)

: N Not more than o.e %
e.@Residual on ignition

.o Limit of residual solvents

o Not more than o.sm %
m.en.@. Acetonitrile

Not more than o.lo %
m.elo. Ethyl acetate

) Not more than o.e %
en.en.en. Dioxane

Not more than o.& %
m.en.e. N-Heptane

. Not more than o.lo %
m.en.&. Pyridine

Not more than oo %
... Toluene
en.en.ev. Organic impurities

Organic Impurities (Procedure @)

® Dutasteride acid Not more than o.lo %

® Dutasteride dimenthylamide Not more than o.lb %

® Dutasteride methyl ester Not more than o.e¢ %

® Dutasteride ethyl ester Not more than o.lb %
® Dutasteride ae/Ol-&-ene Not more than o.lb %
® [Dutasteride ee/0i-epimer Not more than o.m %
® Chlorodutasteride Not more than o.€ %
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Specifications

AnaNUanIunaia

USP a®

EP o0

® Dutasteride &-ene

® Any other individual impurity

Not more than o.en % -

Not more than o.@ %

Organic Impurities (Procedure lo)

® Dihydrodutasteride

® Dutasteride O-dimer

® Dutasteride B-dimer

® Any other individual impurity
Total impurities

Not more than o.e& %
Not more than o.m %
Not more than o.& %
Not more than o.e%

Not more than o %

&. Related substances /Impurities
(MUY EP 06)

Impurities: A, B, C, E, F, G, H, |

TEST A

e impurity F: NMT o.& %

e impurities E, G: for each
impurity, NMT o.en %

¢ impurities A, C: for each
impurity, NMT o.lo %

¢ impurity B: NMT
o.e0d %

* unspecified impurities:
for each impurity, NMT
o.@0 %

TEST'B:

e impurity I: NMT o.& %

e impurity H: NMT o.en %

¢ unspecified impurities
eluting after
dutasteride: for each
impurity, NMT o.e@o %
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AuaNUANIunAila

Specifications

USP &

EP 00

Total for tests A and B:

maximum e.¢ %

&. Water determination

Not more than o.¢ %

maximum o.lo %,
determined on o.eoc0 ¢
using the evaporation

technique at eco °C

©. Optical rotation

+eé.o to +b&.o

+ en.o to + .o

(anhydrous substance)

el. Sulfated ash

maximum o.e %,
determined on @.0 g in a

platinum crucible

® Tamsulosin Hydrochloride

Specifications

AuauUANIuvAla

USP &%

EP om

Y

Y

<

e. Usurusiend

®z.0 % to @ob.o % of
tamsulosin hydrochloride
calculated on the dried basis

&z.€ % to @mo®.0 %

(dried substance)

. Identification

AT IUAUNTEY

AIIVIURUNTY

3

o. Related
substance/Impurities

@. Residual on ignition: NMT
0.0%

. Organic Impurities

- Procedure a: (use for
impurities eluting before
tamsulosin)

¢ Any individual impurity (If

@.Related substances

Test A

unspecified impurities: NMT o.@%
Test B

unspecified impurities: NMT o.e%

Total impurities: sum of impuirities
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v - Specifications
AUSUUANIINAUA
g USP EP 00
present the des-ethoxy eluting before tamsulosin in test A
and methoxy impurities): | and after tamsulosin in test B:
NMT o.0% NMT o.lo%
Total impurities: NMT o.e&%
- Procedure lo: (use for
impurities eluting after
tamsulosin)
e Any individual impurity:
NMT o.&%
Total impurities: NMT o.l0%,
including all impurities in
Procedure @ and Procedure o
«. Enantiomeric purity Impurities G (&-[(oS)-o-[[lo-(b-
Not more than o.m% of the SR EhEnexy BN propy
s-enantiomer \He-
Methoxybenzenesulfonamide):
NMT o.@%
&. Loss on drying maximum o.& %, determined on
Not more than o.&% ®.000 ¢ by drying in an oven at
@o& °C forlo h
. Sulfated ash maximum o.e %, determined on
) ®.0 ¢
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