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1.3.1 Finished product specification:

D Test items Specifications
1 | Identification Meet the requirement
2 | Assay 99.8-110.3% LA of doxazosin
3 | Uniformity of dosage units Meet the requirement
4 | Cumulative released
- 4 hours Q < 30% of labeled claim
- 8 hours Q =55 + 20% of labeled claim
- 16 hours Q = 80% of labeled claim
5 | Average released
- 4-8 hours | 6-10% of labeled claim per hour
- 8-12 hours 6-10% of labeled ctaim per hour
6 | Water content Not more than 2%
7 | Acetone content Not more than 200 mcg/tablet

8 Degradation
- UK-28805 Not more than 0.25%
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% Test items Specifications
- Compound A Not more than 0.2%
- Compound B Not more than 0.2%
- Individual Not more than 0.2%
- Total Not more than 1.0%

7.3.2 Drug substance specification: doxazosin mesylate

19 Test items

Specifications

i ldentification

Meet the reguirement

5 -Water

2 | Assay 98.0-102.0% on the anhydrous basis
3 | Residue on ignition/ Sulphated | Not more than 0.1%
ash
4 | Organic Impurities (Waelual)
- Any unspecified impurity - Not more than 0.1 %
- Total impurity - Not more than 0.3 %
< ol 1
wiaAsuinnilmidy \ o -
aseinmuseylu drug substance specification
- Not more than 2.0 %

MNGVR):

1. wte Uniformity of dosage units was Dissolution WWkuutanarsuanisoazideanants

- - of ™)
a3 iaTey mnfildudareanfeafludiayiiluly coa

" - - « rad Y
2. nydinvamzousdininiu (wave) minselnswisiemila Wiuuanuenarsviing u

Fananilldiueyinde

3. Drug substance specification #9179 nludiasrsvivasdufin drug substance uialu

fwrswd drug substance vasgdingnduiagy atulaadunila lnsiinsnslinmesinsuymiiben

fmuea
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mufquﬂmmwamﬁnﬁmﬁmuﬁ%‘unmﬁw (finished product specification) wagdanivua
faunmueeingAu (drug substance specification) nidiftagsewianswdeuuvas uily iy
whawuuienarsnisveidly (8.5) simdeu finished product specification 38 drug substance
specification Tagvaudlvneuiuussnmadssninmdidnvseiing wagliiiu 2 ¥ ar Judszne
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9.1 winerhauslilvudusuy (original drugs) Aesliulidouaninisnnaay
bicequivalence vasausIsuifisufusdusuy lasitnsdnvidendulunumdninust
wazkurlfualuntsdnedraugavesdisranigueddinauauznI TN T MITUATEN
nsensnassage folssylunsditdredidquaseiunuuiunsdoudoul w.a.2535 uay
Wuelunqueai]

- nguen Biopharmaceutics Classification System class 3 vi3a 4

- prikfuguiuy modified release

- g1ifl narrow therapeutic index
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bioequivalence ity eauiniingniliy, zidovudine (azidothymidine, AZT), &1 sustained
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