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@ | ldentification test Meet the requirement
Assay ®o.0-000.0% of the LA, of Amlodipine
Dissolution test Not less than «#&% (Q) of the labeled amount of

Amlodipine is dissolved in mo minutes

& | Uniformity of dosage units Meet the requirement
(Content uniformity)

& | Organic impurities
-Amlodipine related compound A NMT @.0%
-Amlodipine lactose adduct NMT o.¢%
-Amlodipine lactose/qalactose adduct NMT o.&%
-Any unspecified degradation product NMT o.lo%

o, Lbn Drug substance specrf cat:on Amlod|pme besylate

® | Identification Meet the requirement
b | Assay ®0.0%-eol.0% of the L.A.(anhydrous and solvent-free
basis)

e | Impurities

-Residual on ignition NMT o.0%
& | Water determination NMT o.&%
& | Optical rotation -0.60 10 40,00
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restiltems:

Identification Meet the requirement

®
b | Assay ®o.0-a®0,0% L.A. of Carvedilol
o | Dissolution NLT @o%(Q) of L.A. of Carvedilol is dissolved in mo minutes
& | Uniformity of dosage units Meet the requirement
& | Organic Impurities
-Individual impurities NMT o.lbo%
-Total impurities NMT @.00%

@ | Identification Meet the requirement
o | Assay «=.0%-e0lw.0% of Carvedilol (on dried basis)
e | Residue on ignition NMT o0.e@% from @ ¢
& | Organic impurities Meet the requirement
& | Loss on drying NMT o.&% of its weight (@0’ for m hr)
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m.e Finished product specification :

Hydralazine hydrochloride tablet

Identification test

Meet the requirement

Assay

®o.0-ea®0.0% of the L.A. of Hydralazine hydrochloride

Uniformity of dosage units*

Meet the requirement

A3 |6 |9

Dissolution®

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

Identn“ cation test

oo Drug substance specification : Hydralazme hydrochloride

Meet the requirement

O]
o | Assay ®=.0%-a0.0% of the LA. of Hydralazine hydrochloride (on
the dried basis)
e | Impurities
-Residue on ignition -NMT 0.0%
-QOrganic impurities : Total impurities | NMT @.0%
-Limit of hydralazine NMT o.006%
& |pH n.&-ab
& | Loss on drying NMT o.&%
b | Water-insoluble substances Weight of the residue does not exceed @o Mg (o.&%)
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& | ldentification test

on.@ Finished product specification : Losartan potassium &o mg tablet

Meet the requirement

Assay

&&.0-e0&.0% of the L.A. of Losartan potassium

Dissolution

NLT «&%(Q) is of the L.A. of Losartan potassium is dissolved in

o minutes

@ | Uniformity of dosage units

Meet the requirement

& | Organic impurities
-@ H-dimer

-lo H-dimer

-Total impurities

NMT o.&%
NMT o.&%
NMT @.0%

oo Raw material specification : Losartan potassium

® | ldentification test

Meet the requirement

b | Assay

«c.&-00e.0% of the LA, of Losartan potassium

en | Water

NMT o.&%

& | Organic impurities
-Individual impurity

-Total impurities

NMT o.b%
NMT o.&¢%
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&.&o WiRTPTIngAuded Ay aJmsm'nml,ﬂmmmsﬂumaunau Nitrosamines 114 lo i
¢uA N-nitrosodimethylamine (NMDA), N-nitrosodiethylamine (NDEA), N-nitroso-N-methyl-a-
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2.4881 Metformin Hydrochloride &oo mg tablet
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|dentification test

a0 Finished product specification : (USP& NFend)

Meet the requirement

Assay

«&.o-ao&.0% of the L.A. of Metformin HCl

Meet the requirement

Uniformity of dosage units

Meet the requirement

®
15}
o | Dissolution
&
&

Organic Impurities
-Any individual impurity

-Total impurities

NMT o.#%
NMT o.0%

Identification test

.o Finished product specification : (BPoowo)

Meet the requirement

Assay

&&.0%-a0d&.0% of the LA. of Metformin HCL

Meet the requirement

@-Cyanoguanidine

Meet the requirement

@
®
o | Dissolution
&
@

Disintegration

Meet the requirement

b | Uniformity of weight (Mass)

Meet the requirement
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n19NANE PIC/S (Pharmaceutical inspection Co-operation Scheme) ) Inenuaeau PIC/S participating
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24981 Simvastatin bo mg tablet
.AuaNUAnall
b.o JULUY Wuegdindmiuiudssn

blo duUsENBY UsEnaumieiie Simvastatin o mg i o uiin
L. NMYUTUTTY  UTIMUUNTRATN Hoafuuasuaramiuld
. 8870 -svu;ﬂam AuUseneaufediglasauunse Tunan auﬁuaﬂa wiindauaay
nzifoudnus Weghadnauuuussysiue
-‘Uum%uwuasasna&nqua&Jmmsvwammia%amamim duUsENOU WavILNAAY
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namsnsnsebulumnu Finished product specification wae drug substance specification i
Sradannindeinfuatiuientu JsldaanedourediinaunnEnssINITONIUALE NTYNTIEEITUEY i
mﬁﬂumiwﬂ%mammswmuwm&mmwsa’lwun’nmmimumaﬂvmsulmmswua muﬂsvmﬂnivmw
GULAPRIGHT oq 52U W.Alodoe aetufl o ﬁm']ﬂu WA oE0e (awsvn’m'luiwnﬂmuwnm $ufl oo
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. Finished product specification : Simvastatin bo mg tablet

@ | ldentification Meet the requirement Meet the requirement
o | Assay ®o.0-e@0.0% of the LA, of | do.g-eo&o% of the LA of
Simvastatin Simvastatin
o | Dissolution NLT @e% (Q) of the LA. of | NLT o&% (Q of the LA of
Simvastatin (118l ;o w17) Simvastatin (n1el mo u1#)
& | Uniformity of dosage Meet the requirement Meet the requirement
units
& | Related substances -Tenivastin : NMT @.0% -Impurity A : NMT @.0%
-Individual unspecified impurity | -impurity B and C: NMT @.0%
NMT 0.&% -Impurity E and F : NMT @.0%
-Total impurities : NMT v.0% -Impurity D or G : for each NMT o.@%
-Any other secondary peak : NMT
0.9%
“Total impurity (lisau impurity AB,C,
D,EF,G) : NMT @.0%
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® | ldentification

oo Drug substance spcmﬂcat[on Simvastatin

Meet the requirement

Meet the requirement

© | Assay

&z.0-e0b.0% of the L.A. of
Simvastatin (dried basis)

&e.0-e0.0% of the LA, of
Simvastatin (dried basis)

Between +oc¢” and +ocs” (dried

o | Specific rotation Between +ome” and +oxa’
substance)
@ | Appearance of solution - Meet the requirement
& | Lost on drying NMT o.&% NMT o.&%
o | Residue on ignition NMT o.e% -
¢ | Sulfated ash - NMT oc.0%
& | Heavy metals 0.000% NMT bo ppm
« | Related substances - Simvastatin hydroxyacid : NMT - Sum of impurities E and F : NMT

0.€%

- Epilovastatin and lovastatin :
NMT @.0%

- Methylene simvastatin : NMT
0.€%

- Acetyl simvastatin : NMT o.e%

- Anhydro simvastatin : NMT o.e%
- Simvastatin dimer : NMT o.e%

- Any other individual impurity :
NMT o0.6%

- Total impurities other than
lovastatin and epilovastatin : NMT

®.0%

®.0%

- Sum of impurities B and C: NMT
0.8%

- Impurities A,D,G : for each impurity :
NMT o.a%

- Unspecified impurities : for each
impurity : NMT 0.@%

- Sum of impurities other than E and
F: NMT @.0%
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whlvawson Finished product specification ueE/M38 Raw material specification
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n1suanen PIC/S (Pharmaceutical inspection Co-operation Scheme) ) Tneviheanu PIC/S participating
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Alunsanevasusemegian PIC/S(Pharmaceutical inspection Co-operation Scheme) lnuiea1u PIC/S
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&.en ehmewmmanmsﬂmanwm"Lawwummw,auaswm
&ne wanﬁm’mLm%mmmwwamnmwmwwam (Certification of analysis) Iumiummmu
81
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