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ALANYULYDIEN
Abiraterone acetate 250 mg tablet
(GPU 683614 w38 1102257)

1. doen Abiraterone acetate 250 mg tablet
2. AuaulAnaly
2.1 JUuuY Wuendaviaduuszny

2.2 dwseneu  Tu 1 dledsenaudeen Abiraterone Acetate 250 mg
2.3 NYUYUTIY ussm‘tmmqmﬂmaw Hostunasuazaanity
2.4 aa1n - 3vwam duusznaudiendrfguarainuuse Yundn quﬂumq \auiinn
waziawnziisusiivenliagnedaauuuussyine
- vumuruIIeedlioedessryliesuiedonisin dauusznousaen
AAYUAZAIINLS '?u?;umq uaztavidnlidniay
3. quandfivewada
Namim:ﬁnLﬂi’}vwﬂmmwmulﬂmm Finished product specification wag Drug substance
specification wmaa@mnmaﬁmwauummnu Faldvanzifouronmznssunisemisuazen
NIENTNEABITAUGY mumaﬂum'iuﬁi’nmommauﬂuawwma‘ummsa'lmm'mu'lmmuma‘amw'lm
ssunils muﬂiwmﬂﬂsumwmmmam 1309 s8YAITULT WAL 2561 aviufl 6 614’;'1% 2561 (a9
Uiumﬂluiwmmwnmmw 12 nuAWUS 2562) UaTUIENIANTENTIHGTUEY 504 SEYANTIEN
(RUUT 2) WA, 2562 astuit 3 NINYIPYN 2562 (aaﬂiumﬂluiwnﬂmumn‘t:n'auw 26 nsNIAN 2562)
Finished product specification

U9 Test items Specifications
1. | Identification ATITWIUAW Finished Product Specification
2. | Assay 90.0 - 110.0 % of the labeled amount of
Abiraterone acetate
3. | Dissolution Not less than 85.0% of the labeled amount of
Abiraterone acetate is dissolved in 45 minutes
4. | Uniformity of dosage unit MR Finished Product Specification
5. | Organic impurities
- T-Ketoabiraterone acetate Not more than 0.5%
- O-Epoxyabiraterone acetate Not more than 0.8%
- B-Epoxyabiraterone acetate Not more than 0.8%
- Abiraterone Not more than 0.4%
- Unspecified impurity Not more than 0.2%
- Total impurities Not more than 2.0%
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Dutasteride 0.5 mg capsule
(GPU 255558)
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1. @98 Dutasteride 0.5 mg capsule
2. anuaulanaly

2.1 Uk Wuedinuadgasiaiulssmu

2.2 dwdsznau  Tu 1 diauseznaumesen Dutasteride 0.5 mg
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Finished product specification

) Test items Specifications
1. | ldentification M5IIUAN Finished Product Specification
2. | Assay of Dutasteride 95.0 - 105.0 % of the labeled amount of Dutasteride
3. | Assay of BHT 80.0 - 110.0%

(Butylated hydroxytoluene)
4. | Dissolution Not less than 75.0% of the labeled amount of

Outasteride is dissolved in 60 minutes
%30

Disintegration Not more than 15 minutes
5. | Uniformity of dosage unit M3 UMY Finished Product Specification
6. | Impurities M3ITIUAY Finished Product Specification
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ARAN B UDIEN
Finasteride 5 mg tablet
(GPU 260977)
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1. Y8 Finasteride 5 mg tablet
2. AauUAnalY

2.1 Uuuy Wuendaudaduusen

2.2 dlszneu  Tu 1 WisUszneudedien Finasteride 5 mg
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Finished product specification

49 Test items Specifications

1. | Identification M3 UMN Finished Product Specification

2. | Assay 95.0 - 105.0 % of the labeled amount of
Finasteride

3. | Dissolution Not less than 75.0% of the labeled amount of
Finasteride is dissolved in 45 minutes

4. | Uniformity of dosage unit M3 UMY Finished Product Specification
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