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a.e Finished product specification:

AL Test item USP a0 BP moeb

® | Identification Complied with finished product Complied with finished product
specification specification

o | Assay wo.0 - @@0.0% of LA. of Enalapril | «&.0 - @od.0% of L.A. of Enalapril
maleate maleate

@ | Uniformity of dosage | Complied with finished product Complied with finished product

units specification specification

& | Dissolution time NLT @o% (Q) of L.A. of Enalapril NLT @o% (Q) of the L.A. of Enalapril

maleate is dissolved in mo minutes | maleate is dissolved in && minutes
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& | Related substance - The sum of all impurities including | - Enalaprilat: NMT .¢%
those from enalaprilat and - Enalapril diketopiperazine: NMT o.4%
enalapril diketopiperazine: NMT - Any other secondary peak: NMT o.en%
&.0% - The sum of the areas of any secondary

peaks other than any peak
corresponding to enalaprilat or

enalapril diketopiperazine: NMT @.0%

a.lo Drug substance specification

10 Test item USP o BP boab
Identification Complied with finished product Complied with finished product
specification specification
lo | Assay ®5.0 = @ob.o % of LA. of Enalapril | we.& - @oe.¢ % of LA. of Enalapril
maleate (on the dried basis) maleate (don dried basis)
a | Specific rotation - @e’ to - @m.¢” - @@’ to - @e°
@ | Heavy metals - NMT &o ppm
& | pH - b.d - b
© | Melting point - oca °C
@ | Loss on drying NMT .0% NMT &.0%
@ | Residue on ignition NMT o.b% -
« | Sulfated ash - NMT @.0%
@o | Related substance - Any impurity: NMT @.0% - Impurity A: NMT e.0%
- Any other individual impurity: - Impurity B, C, D, E, H (for each): NMT
NMT o.m% o.m%
- Total impurities: NMT &.0% - Unspecified impurities: NMT o.e0%
- Sum of impurities other than A: NMT
@.0%
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Hydralazine HCl b& mg film coated tablet (GPU : edmenceen)
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a.@. Finished product specification:

L) Test items USP «@ BP woab
Identification Complied with finished product Complied with finished product
specification specification
Assay «0.0 ~ #90.0% of LA. of Hydralazine | «&&.0 - @od.o% of LA, of Hydralazine

e | Uniformity of
dosage units

Complied with finished product
specification

& | Limit of Hydrazine

NMT o.0é%

& | Dissolution time

NLT «i&% (Q) of the L.A. of Hydralazine
HCl is dissolved in && minutes

NLT 0% (Q) of the L.A. of Hydralazine
HCl is dissolved in @& minutes
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© | Organic impurities

- Any unspecified degradation
product: NMT o.e%
- Total impurities: NMT e.&%

a.lo. Drug substance specification:

U2 Test items

USP @a

BP boeb

@ | Identification

Complied with finished product
specification

Complied with finished product
specification

o | Assay

cw.0 — @o.0% of LA. of
Hydralazine HCl (on the dried
basis)

«s.d - ®06.0% of L.A. of
Hydralazine HCl (on the dried
basis)

en | Residual on ignition NMTo.e% -
& | Relate substance
- @-Phathalazinone NMTo.e&% Any impurity, for each impurity:
- l-Formyl benzoic acid NMTo.ed% NMTo.lw%
- Phathalazine NMTo.ed%
- @-Chlorophthalazine NMTo.ed%
- Any unspecified impurity | NMTo.@%
- Total impurities NMT@.0%
& | Limit of Hydrazine NMTo.coa% NMTeo ppm
o | pH nd - &b and - clo
@ | Loss on drying NMTo.¢% NMTo.&%
@ | Heavy metals NMTo.oole% NMT bo ppm
[

Melting point

About beid”C with decomposition

@o | Sulfated ash

NMT o.@%
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swnasit 0. Manidipine HCl mo mg tablet
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a.e Finished product specification:

9o Test item Japanese Pharmacopeia ae edition —‘
@ Identification Complied with finished product specification

b Assay .0 - @ow.0% of L.A. of Manidipine HCl

an Uniformity of dosage units Complied with finished product specification

« | Dissolution time NLT ei&% (Q) of L.A. of Manidipine HCl is dissolved in @& minutes
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a.lo Drug substance specification

L1D) ‘ Test item Japanese Pharmacopeia oo edition
® Identification Complied with finished product specification
b | Assay «@.& - @0@.0 % of LA. of Manidipine HCL (on the dried basis)
m Heavy metals NMT @0 ppm
& Arsenic NMT & ppm
& Loss on drying NMT @.¢%
) Residue on ignition NMT o.o%
ol Related substance NMT b.0%
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. Y281 Tamsulosin hydrochloride prolong released tablet o.& mg
o, AnauUAnaly

©.e. JULUY Wuswdapdouildy suwuusengniiiu (prolong released) ¥tasulseniu

olo. d@uUszney Uszneusmesie Tamsulosin hydrochloride o.¢ mg T o in
lb.o. NYULUIIY UsILU aluminum foil w38 blister pack Ynaintpauauariunusuly
. 28N
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a.a@. Finished product specification:

L) Test Specifications
® | Identification

- ALV Complied with finished product specification

- B. HPLC Complied with finished product specification
b | Assay «d.o — @od.o% of L.A. of Tamsulosin
o | Uniformity of dosage unit Complied with finished product specification

Dissolution test

- After en hours od - md%

- After & hours ad - od%

- After @lo hours 2 @o%
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& | Related substances

- Individual each < 0o%
- total < 0.&%
© | Microbial Enumeration Test
- Total aerobic microbial count < @,000 cfu/e
- Total Yeast and Mold count < @oo cfu/g

Test for specified organism

- Escherichia coli Absent cfu/e ]

a.b. Drug substance specification:

LD) Test Specifications
@ | Identification
- Infrared absorption Complied with finished product specification
- Chloride Positive
- HPLC Complied with finished product specification
Assay «s.0 — @ob.o% of LA, of Tamsulosin HCl
o | Related substance
- Procedure & Any individual impurity: NMT o.e%
Impurities eluting before tamsulosin
- Procedure Any individual impurity: NMT o.e%
Impurities eluting after tamsulosin
- Total related substances NMT o.e%
& | Heavy metals NMT o.coe%
& | Loss on drying (At @od °C for & hours) NMT o.&%
© | Enantiomeric purity S-enantiomer: NMT o.m%
@ | Sulfated ash/Residue on ignition NMT o.@%
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