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Dutasteride capsule 0.5 mg

1. Y081 Dutasteride capsule 0.5 mg

2. ArussiAnaly
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22 d@ulszney  TuusazdaUsznaudiedien Dutasteride 0.5 mg
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Ud | Test items

Specifications

1 | ldentification

2 Usmmmmmﬂm

mmmumumuu‘lu finished product specification

90.0 - 110 0% of labeled amount of Dutasteride

3 | Uniformity of dosage units*

m’aﬁ]mumumwﬂu f|n|shed product specnﬁcahon

4 | Dissolution *

miququm’]uan/qu finished product specification
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3.2 Drug substance specification

(A) Dutasteride EU/BP

U8 | Test items Specifications

1 | Identification AU

97.0 - 102.0% of labeled amount of Dutasteride

o

2 | Wunudiendeey

<

(anhydrous substance)

3 | Specific optical rotation | +33.0 to +39.0 (anhydrous substance)

4 | Related substances

Test A

- Impurity A Not more than 0.2%
- Impurity B Not more than 0.15%
- Impurity C Not more than 0.2%
- Impurity E Not more than 0.3%
- Impurity F Not more than 0.4%
- Impurity G Not more than 0.3%
- Unspecified impurities | For each impurity, Not more than 0.1%
Test B

- Impurity H Not more than 0.3%
- Impurity | Not more than 0.5%

- Unspecified impurities

For each impurity, Not more than 0.1%

eluting after dutasteride
Total test A was B
5 W;fer H
6 | Sulfated ash

Not more than 1.5%

Not more than 0.2%

Not more than 0.1%
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(B) Dutasteride USP

99 | Test items Specifications

1 | Identification AT

2 | Uhnashonddy ‘ 97.0 - 102.0% of labeled amount of Dutasteride

(anhydrous and solvent-free basis)
3 | Specific optical rotation +15.0 to +25.0 -
‘ 4 | Impurities - o -
- Acetonitrile Not more than 0.3%
- Ethyl acetate Not more than 0.2%
- Dioxane Not more than 0.1%
- n-Heptane Not more than 0.5%
- Pyridine Not more than 0.2%
- Toluene Not more than 0.2%
Or impurities, Pr re 1
- Dutasteride acid Not more than 0.2%
- Dutasteride dimethylamide Not more than 0.2%
- Dutasteride methylester Not more than 0.15%
- Dutasteride ethylester Not more than 0.2%
- Dutasteride 17 a-5-ene Not more than 0.2%
- Dutasteride 17 a-epimer Not more than 0.3%
- Chlorodutasteride Not more than 0.4%
- Dihydrodutasteride Not more than 0.15%
- Dutasteride 5-ene Not more than 0.3%
- Any other individual impurity | Not more than 0.1%
reanic_impurities, Pr r
- Dutasteride a-dimer Not more than 0.3%
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U8 | Test items Specifications

- Dutasteride 3-dimer Not more than 0.5%

- Any other individual impurity | Not more than 0.1%

otal impurities Procedure 1 Not more than 2.0%
wae 2
Residue on ignition Not more than 0.1% -
Limit of Platinum Not more than 5 pg/g
5 | Water Not more than 0.5%
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4.2. lNATIUTBINTFIUNTISHARNEN

4.2.1. nydlowinludssnalne guiadesdionarsusesnasgriunmsnanginamdninns
wazdsnasiialunisuan 81 PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Tngvihsanu PIC/S participating authorities w3afilonanssuseanmsgiu
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