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blo. @mUsznay Usenausladien Carvedilol blo¢ mg lu o Lin
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am.e Finished product specification:

$1D] Test item USP @ BP bmoab
® | Identification Complied with finished product Complied with finished product
specification specification
Assay @o.0 - e@o.0% of L.A. of Carvedilol «d&.0 - @o&.0% of LA. of Carvedilol
Uniformity of dosage | Complied with finished product Complied with finished product
units specification specification
& | Dissolution time NLT =o% (Q) of L.A. of Carvedilol is NLT e&% (Q) of the L.A. of Carvedilol is
dissolved in o minutes dissolved in && minutes
& | Related substance - Any unspecified degradation - The area of any peak corresponding
product: NMT o.8% to impurity C: NMT o.olb%
- Total impurities: NMT e.0% - The area of any other secondary
peak: NMT o.okb%
- The sum of the areas of any
secondary peaks: NMT o.¢%
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e.lo Drug substance specification

49 Test item USP &a BP boeb
Identification Complied with finished product specification Complied with finished
product specification
lo | Assay ®c.0 — mow.o % of L.A. of Carvedilol (dried ®&.0 - mo&.o % of LA, of
basis) Carvedilol
m | Heavy metals NMT @0 ppm. NMT @o ppm
& | Loss on drying NMT o.& % NMT o.& %
& | Residue on ignition NMT o.@% -
o | Sulfated ash - NMT o.@%
o | Related substance - Carvedilol related compound A: NMT o.@% - Impurity A: NMT o.le%
- Carvedilol related compound B: NMT c.@% Impurity D: NMT o.e¢%
- Carvedilol related compound C: NMT o.ole% Impurity C: NMT o.ola%
- Carvedilol related compound D: NMT o.@% Unspecified impurities, for
- Carvedilol related compound E: NMT o.6% each impurity: NMT o.e0%
- Carvedilol bisalkylprocatechol derivative (if Sum of impurities other
present): NMT o.ed% than C: NMT o.€¢%
- Any other individual impurity: NMT o.@%
- Total impurities: NMT o.&¢%
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0. Hown Enalapril maleate & mg tablet
. AuENTAVILY
b.o. JULUU \Wugdle dmiuiudszn
blo. @ulsznou Usznaumisden Enalapril maleate & mg lu o 1
oo AWUUTS] UsIglumruslaain Jeatunnutu werussyiusitdesiuuas
b.a. 28N
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m.e Finished product specification:

U Test itemn USP & BP boab
Identification Complied with finished product Complied with finished product
specification specification
o | Assay clo.0 — @e0.0% of LA. of Enalapril ci¢.0 — @o&.0% of L.A. of Enalapril

maleate

maleate

m | Uniformity of dosage | Complied with finished product

units specification

Complied with finished product
specification

NLT =o% (Q) of L.A. of Enalapril

maleate is dissolved in o minutes

& | Dissolution time

NLT evo% (Q) of the L.A. of Enalapril

maleate is dissolved in @& minutes

& | Related substance - The sum of all impurities including
those from enalaprilat and
enalapril diketopiperazine: NMT

&.0%

- Enalaprilat: NMT @.¢%

- Enalapril diketopiperazine: NMT o.¢%

- Any other secondary peak: NMT o.m%

- The sum of the areas of any secondary
peaks other than any peak
corresponding to enalaprilat or
enalapril diketopiperazine: NMT @.0%
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e.lo Drug substance specification

4o Test item USP o BP boab
Identification Complied with finished product Complied with finished product

specification specification

& | Assay «z.0 — @ow.o % of LA. of Enalapril | «@.&¢ — ece.& % of L.A. of Enalapril
maleate (on the dried basis) maleate (don dried basis)

e | Specific rotation - @6 to - @n.é” -ed’ to - @@’

@ | Heavy metals = NMT ao ppm

& | pH - b.d - b

o | Melting point - eca "C

o | Loss on drying NMT &.0% NMT e.0%

@ | Residue on ignition NMT o.b% -

& | Sulfated ash NMT @.0%

- Any impurity: NMT &.0% - Impurity A: NMT @.0%
- Impurity B, C, D, E, H (for each): NMT
o.n%

Unspecified impurities: NMT o.ec%

@o | Related substance

- Any other individual impurity:
NMT o.n%

- Total impurities: NMT lo.0% -

- Sum of impurities other than A: NMT
®.0%
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WsARgsBsuuUIBnanIn1svauily (8.¢) umday finished product  specification
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finished product) Tugjuiidgadusetie
&.clo. KANMIATIVIATITIRUNWIRGAUVBIAIEIERTY (certificate of analysis of drug
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a.@. Finished product specification:

9o Test items USP &o BP boab

@ | Identification Complied with finished product Complied with finished product
specification specification

b | Assay wo.0 — @@0.0% of LA. of wd.0 — @od.0% of LA. of
Hydralazine Hydralazine

e | Uniformity of dosage units | Complied with finished product
specification

@ | Limit of Hydrazine - NMT o.c&%

NLT e¥é% (Q) of the L.A. of
Hydralazine HCl is dissolved in &
minutes

& | Dissolution time

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

- Any unspecified degradation
product: NMT o.0%
- Total impurities: NMT @.&%

o | Organic impurities
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en.lo. Drug substance specification:

) Test items USP €a BP boab
@ | Identification Complied with finished product Complied with finished product
specification specification
o | Assay w&.0 — @ob.o% of L.A. of we.d - @oe.0% of LA. of
Hydralazine HCl (on the dried Hydralazine HCL (on the dried
basis) basis)
o | Residual on ignition NMTo.e%
@ | Relate substance
- @-Phathalazinone NMTo.ed% Any impurity, for each impurity:
- lo-Formyl benzoic acid NMTo.ed&% NMTo.le%
- Phathalazine NMTo.e&%
- @-Chlorophthalazine NMTo.ed&%
- Any unspecified impurity | NMTo.e%
- Total impurities NMTe.0%
& | Limit of Hydrazine NMTo.0oa% NMTeo ppm
b | pH nd - dlo nd - &lo
ol | Loss on drying NMTo.&% NMTo.&%
@ | Heavy metals NMTo.ocole% NMT oo ppm
« | Melting point - About lomid°C with decomposition
@o | Sulfated ash - NMT o.@%
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a.e Finished product specification:

1) Test item Japanese Pharmacopeia as/ edition

® Identification Complied with finished product specification

G Assay - oo - @oc.0% of LA of Manidipine HCL

e Uniformity of dosage units Complied with finished product specification

& | Dissolution time NLT e¥d% (Q) of L.A. of Manidipine HCL is dissolved in && minutes

a.lo Drug substance specification

0} Test item Japanese Pharmacopeia e edition
® Identification Complied with finished product specification
] Assay . — @moe.o % of L.A. of Manidipine HCl (on the dried basis)
n Heavy metals NMT @o ppm
& Arsenic NMT @ ppm
& Loss on drying NMT @.¢%
D Residue on ignition NMT o.&%
@ Related substance NMT b.c%
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a.@ Finished product specification:

<

a

Test item

Japanese Pharmacopeia eae edition

9

Identification

Complied with finished product specification

@

Assay

@&.0 — @o&.0% of L.A. of Lercanidipine HCl

3

Uniformity of dosage units

Complied with finished product specification

Dissolution time

NLT e&% (Q) of L.A. of Lercanidipine HCL is dissolved in €&
minutes

Impurity

- Total unidentified impurities Not more than o.lbc%

- Total impurities

Not more than o.eé&%

a.lm Drug substance specification
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Test item

Specification

Identification

Complied with finished product specification

Assay

.o — @oe.o % of LA, of Lercanidipine HCL (on the dried basis)

Specific rotation

Between -o.0&” and +o.0&”

Melting point

Between a=é” and a«o”
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Loss on drying

Not more than @.0%

D

Sulfated ash

0

Not more than o.@% /
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o Heavy metals Not more than wo ppm
Impurity
- Any unidentified impurity Not more than o.e%
- Total impurities Not more than o.¢%
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