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80157 .0 Enalapril maleate & mg tablet
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. U981 Enalapril maleate & mg tablet
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a.e Finished product specification:

99 Test item USP oo BP boab

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

o | Assay 0.0 - #90.0% of LA. of Enalapril | «&.0 - @o&.0% of LA. 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 wo% (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
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%

a0 Drug substance specification

9o Test item USP ot BP woeb
® | Identification Complied with finished product Complied with finished product
specification specification
o | Assay «c@.0 - @ob.o % of LA. of Enalapril | «&.¢ - ece.& % of LA. of Enalapril
maleate (on the dried basis) maleate (don dried basis)
o | Specific rotation - @’ to - @m.d&”’ -@e’ to - €@’
@ | Heavy metals - NMT @o ppm
& | pH - b.c - b
o | Melting point - ece °C
@ | Loss on drying NMT @.0% NMT @.0%
@ | Residue on ignition NMT o.0% -
& | Sulfated ash 4 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 lo.0% - Unspecified impurities: NMT o.e0%
- Sum of impurities other than A: NMT
@.0%
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578N b Hydralazine HCl m& mg film coated tablet
AuUszNATMInguUaT1YsTil

. Hown Hydralazine HCl lo& mg film coated tablet (GPU : slanaaen)
. AMENUANIIY
b.o. UMY Wugndaedouiau (film coated) sliasuuseniu

blo. dulsvneay Usenausiedien Hydralazine HCL fiauyaru Hydralazine od mg 1u o win
.. AUUTTY  UTIPluMvuslnailn Hofurmitu ua.,ws'sanumﬁmnuum
b.c. 2N
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a.@. Finished product specification:

to Test items USP @ BP woeb
@ | Identification Complied with finished product Complied with finished product
specification specification
Assay 0.0 — @@0.0% of LA. of Hydralazine | «&.0 — @o¢.0% of LA. of Hydralazine
o | Uniformity of Complied with finished product -
dosage units specification
& | Limit of Hydrazine - NMT o.0é&%
¢ | Dissolution time NLT eié% (Q) of the L.A. of Hydralazine | NLT wo% (Q) of the LA. of Hydralazine
HCl is dissolved in && minutes HCl is dissolved in && minutes
LW - —
BIYD oorrrrrenrrienerennn UTEEIUNTTUNTT 35 1 LS L ASIUMS @490 ... . NFTUMT
(WNEIEAN awgn) (uUtiann waamed) (UEMTINTI NANTAL)
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- Any unspecified degradation -
product: NMT o.%
- Total impurities: NMT &.&%

© | Organic impurities

a.lo. Drug substance specification:

do Test items USP <@ BP woab
Identification Complied with finished product Complied with finished product
specification specification
b | Assay «a.0 — @ole,0% of LA. of &z.¢ - @06.0% of LA. of
Hydralazine HCl (on the dried Hydralazine HCL (on the dried
basis) basis)
e | Residual on ignition NMTo.@% -
@ | Relate substance
- @-Phathalazinone NMTo.e¢% Any impurity, for each impurity:
- lo-Formyl benzoic acid NMTo.e&% NMTo.%
- Phathalazine NMTo.e&%
- @-Chlorophthalazine NMTo.ed%
- Any unspecified impurity | NMTo.e%
- Total impurities NMT&.0%
& | Limit of Hydrazine NMTo.coa% NMTeo ppm
b | pH o - &l nd - o
@ | Loss on drying NMTo.&% NMTo.¢%
& | Heavy metals NMTo.oole% NMT o ppm
& | Melting point - About lbné’C with decomposition
@o | Sulfated ash - NMT o.e%

NG

- - v [ 4 a el ar
- nydifisanudouudainisiiu (waive) wamsavaevRTwsIen1Tle IMBuuansenarsvang

fananitlésueyiRee

- Drug substance specification Warsananluliesizivesgudn drug substance nisluliAsizy
v a o as w o - a . w v ao
drug substance maagnammﬁ%gﬂ atulaadunils 5\1unwsm’m’;m‘mwmummﬂewn’muﬂ
w - ' o o a s a =
- gtauaiﬂmmmﬂuml.mmwmEJLana’l‘ima?memﬁé'ﬂaaa (Drug monograph) muwsziﬂu

Finished product specification wag Drug substance specification

-
o i UsEs1UNITNNTS

(WaBiun awgm)

WgUWVggIUIYNT

= e
3 16 3SR ATTUNTT S0 i

(W9UdeAN waavod)

ndwnsgungms

—Oh

s NFTUATT
(U9ENITING S04 Mansmu)

WndonIgugyns




< Goulvdu 9
Hauememdesdudiunamineionans wienawmeiioteiusenenatlaugiisius TvaiBundil
co. wnansnsldueyymiunsdoudiueiedmineluvsumelne uazduns (declare) uvda
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5790159 .0,  Manidipine HCl wo mg tablet

AU IEN AT MINGUATIYS

a. Woun Manidipine HCl o mg tablet
. AuANUANIIY
b.e. JULUY Wugudle dwiviudsenu

blo. dmlsznou Ustneumiesien Manidipine HCl oo mg u e Lin
oo MAUUSTY UsIluunsegiifluunesd vide blister pack Unaiiv wavussyfinsilasiuuas
& 23N
- seyfiesn WiaTonnansin dulseneuiendidy TUIAALLIITEIET 1aY
neidoumiuen laviindn Suiindauazfuvuaeny
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Nan"rsm's'm"’im'swzﬁﬂmmmﬂulﬂmu finished product specification wag drug substance
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a.e Finished product specification:

de Test item Japanese Pharmacopeia e edition
® Identification Complied with finished product specification
o Assay wo.o — @oa.0% of LA. of Manidipine HCL
an Uniformity of dosage units Complied with finished product specification
@ Dissolution time NLT a9 (Q) of L.A. of Manidipine HCl is dissolved in @& minutes
4 b - .
ade o U USHEWNTRNT B0 e OIS DR oo, DTN
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a0 Drug substance specification

) Test item Japanese Pharmacopeia e edition
® Identification Complied with finished product specification
o | Assay &a.¢ - ®0e.0 % of LA. of Manidipine HCL (on the dried basis)
m Heavy metals NMT @o ppm
& Arsenic NMT @ ppm
& Loss on drying NMT &.&%
b Residue on ignition NMT o.l%
o Related substance NMT lo.0%
LN
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~ Drug substance specification 913819 NlUAASIEVivEINER drug substance nIBlUATIEN
drug substance vograndSazU atulnatuvik dinmsanvinssiasuyndeiifvue
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5990159 ... Tamsulosin hydrochloride prolong released tablet o.& mg
auUsznadvinguasysiil

o. 081 Tamsulosin hydrochloride prolong released tablet o.& mg
. AnANUANALY
b.e. JULUY \Hueidiandeuiidn gunuussngvdiiiu (prolong released) ¥iaTuusenu

blo. dnUszney Useneusiesae Tamsulosin hydrochloride o.a mg i o in
o AMUUTIY U3TIU aluminum foil vi3e blister pack Unatindauasuasiumnuld
b.& 231N

- - o ' a o
- UL “58%@“1\1(1'156\"1 muﬂsznaummmﬂﬂg YUIAAITUWTITDIYT L8

neidusiuen iviindn Tuiindnuas Tununeny
- yuumaen egnateedetsrydosvFetenensf dauusynau TUIAAILUSS
903t Laviindn Tunuserglidaau
. ANANUANIUNALA
nan15nsaviaeiaun dulun finished product specification ey drug substance
specification fignedennundusirfuatuiieaiu FalsaanzifounedinauanenIsunITeMswATEN
AsTMTasEs AN et suiilisBenduativifisuminvielminiunasgunduinfuladiiy
Vil MAUSTNMANSENTNAIGITULEY (389 SEURNTIET NAbdDe aviuil o SunA beve (@szMe
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NINGIAY odolo (asemeluseinanguunniud oo NsngIAN bdo)
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m.@. Finished product specification:

\h! Test Specifications
@ | ldentification

- ALV Complied with finished product specification

- B. HPLC Complied with finished product specification
lo | Assay &d.0 - @o&.0% of LA. of Tamsulosin
o | Uniformity of dosage unit Complied with finished product specification
@ | Dissolution test

- After e hours od - mé&%

- After o hours a& - od%

- After @@ hours > wo%

S
aste ﬂ{/ Us51UNIIUNTG A0 oo & ............... ASSUNTS @dte e NTIUME
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& | Related substances
- Individual each < 0.0%
- total < 0.8%
o | Microbial Enumeration Test
- Total aerobic microbial count < @000 cfu/g
- Total Yeast and Mold count < @oo cfu/g
Test for specified organism
- Escherichia coli Absent cfu/g

m.ln. Drug substance specification:

Yo Test

Specifications

@ | Identification
- Infrared absorption

Complied with finished product specification

- Chloride Positive
- HPLC Complied with finished product specification
Assay «c.0 — @ow.0% of L.A. of Tamsulosin HCl

Related substance
- Procedure &
Impurities eluting before tamsulosin
- Procedure b
Impurities eluting after tamsulosin

Any individual impurity: NMT c.@%

Any individual impurity: NMT o.@%

- Total related substances NMT o.%
@ | Heavy metals NMT o.cole%
& | Loss on drying (At @od °C for o hours) NMT o.&%
| Enantiomeric purity S-enantiomer: NMT o..%
w | Sulfated ash/Residue on ignition NMT o.e%
RULIR
- W71 Dissolution uag uniformity of dosage unit IuLULENENTWANITILASIBUANANITATIT
Sinssimnilaudssrandaiidusuavliluly Certificate of analysis (COA)
 nsd@ftaamsdouudinisdu waive) wamsrvaeviieneinensle Wduuanuenaiswdng
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- Drug substance specification 'ﬁm'im’lmﬂ'lmmﬁ%mmmnam drug substance nInluias e
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lo. BNANTTUTBWIATFIUNIHANYT
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FBnsRlunsnanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1t
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Cme. NANIATINIRTITIRUNMNERTusiEd@UTagUvesENan (certificate of analysis of
finished product) 'Lumiw?idufluﬁ'?atha

&mlo. NANIINTIVUATIY Wﬂmmmmﬂuwammmﬂm (certificate of analysis of drug
substance) ﬁl‘ﬁ‘lum-swammwwﬂ\ﬂ.ﬂumamamﬂawuammuaumammﬂﬂu
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