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3.1.  Finished  product specification:  Montelukast sodium  chewable tablet
a,eyo

Test items Specifications

1 Identification Meet the  requirement

2 A:ss2ily 92.5  -  107.5%  labeled  amount  of montelukast

3 Dissolution*  [n5ffi"aou®eylu  test 2   ongroi53uQtllulu3bfli"`   VIlfltu'53qlVI"aoi"aoufl"?U test  1]

-    Test  1 Not  less than  800/o(Q)  of the  labeled  amount  of montelukast  is  dissolved

-Test2 Not  less than  70°/o(a)  of the  labeled  amount  of montelukast  is  dissolved

4 Uniformity  of dosage  units* Meet the  requirement

5 Impurities
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oi'@ Test items Specifications

-     Sulfoxide  impurity  (Relative  retention  time  o.45)
talbfiu  1.5%

-   Montelukast  ketone  impurity  (Relatlve  retention time o.71)
talifiuo.2OzO

-   C-/.S-isomer  (Relative  retention  time  0.92)
talifiu  0.2OzO

-   Any  other  individual  impurities
talbfiu  o.2o/o

-Total  impurities
talifiu  0.2OzO

6 Water talbfiu  2.0  OzO                     9

m8I""ap  *  VIov"oro  Dissolution,  Uniformity  of dosage  units lVI"bmuionaisiia®qsiuagba;®w@ni5§bfl5"`   VIinfit®uii@or`

5"@8;iaufl[iiulu  COA

3.2.  Drug  substance  specification:

(A) Montelukast sodium  USP 40
a,eye

Test items Specifications

1 Identification-Infraredabsorption

Meet the  requirement

-  Identification  test  (Sodium) Meet the  requirement (pyroantimonate  precipitate test)

-  Enantiomeric  purity Meet the  requirement

2 Assay 98.0  -  102.00/o  of montelukast  (anhydrous  substance)

3 Impurities

tallfiuo.2oo/o-       Sulfoxide  impurity(Relative  retention  time  o.4)

-       Cis-isomer(F3elative  retention  time  o.8) tallfiuo.15%

~       Michael  Adducts  1  and  2  (F{elative  retention  time  o.9) tallfiuo.15%

-Methylketone  impurity  (Relative  retention  time  1.2) titbfiuo.150/o
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8,aye
Test items Specifications

-Methylstyrene  impurity (F}elative  retention  time  1.9)
talbfiuo.3oo/o

-Anyother  indMdual  impurities
talbfiuo.ioozo

-      Total  impurities
tallfiuo.6oo/o

4 Enantiomeric  purity

tan'bfiuo.200/o
-      S-enantiomer

5 Water determination tallfiu4.ooo/o         G\\

(8)  Montelukast sodium:  BP  2016

I    "gr@
Test items                       I                                                         Specifications

1 Identification-Infraredabsorption

Meet the requirement

-  Enantiomeric  purity Meet the  requirement

2 Assay 98.0 -  102.00/o  of montelukast (anhydrous  substance)

3 Enantiomeric  purity-lmpurityA

tallfiuo.2o%

4 F3elated  substances-lmpurityB

'a
["l"o.3oo/o

-       lmpurityc tallfiuo.2oo/o

-       Imp,JrityF talLfitto.i5OzO

-       lmpurityG uLfiuo.150/o

-SumofimpuritiesDand  E talifiuo.i5OzO
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-Any  unspecified  impurities tallfiuo.loo/o

-Total  impurities tallfiuo.6oo/o

-Disregard  limit talLfiuo.o5o/o

6 Heavy  metals tu',flu  10  ppm

5 Water tu'bfiu4.000/o  (determined  on  o.300  g)                S

(C) Montelukast sodium  European  pharmacopoeia  9.0

eye Test items                                                                              Specifications

1 Identification-Infraredabsorption

Meet the  requirement

-  Enantiomeric  purity Meet the  requirement

2 Assay 98.0  -  102.0°/o  of montelukast (anhydrous  substance)

3 Enantiomeric  purity-lmpurityA

tallfiu  o.2oo/o

4 Belated  substances-ImpurityB
'Q

1tlmu  o.3o%

-      lmpurityc tallfiu  o.2oo/o

-       lmpurityF 1albfiu  0.i5%

-       lmpurityG uLfiuo.|5o/o

-SumofimpuritiesDand  E 1alLfiu  0.i5%

-Any  unspecified  impurities talLfitt  o.1o%

-Total  impurities IQ

ttllnuo.6oo/o
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-Disregard  limit talbfiuo.05OzO

5 Water tallau4.00%  (determined  on  o.3oo  g)                  9\

Marlubmq                   -drug  substance  specification  fi@1srumlnluimslgv`i`ruo<§Waffl  drug  substance Msdiuilflsl3M` drug  substance qoq

§wamui@°ii3o§Uauovutfl@uey"di6iflm5m5i@§m5"`flsuM"-i".ofin°"fl

4.    biioul"au
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4.1.  bonai5m5t®y9uoquou.imlM"@""3b€uum°iguuiifio@°"uliulutlsgi"tVIu    ii@83a°iLifli  (declare)  b"d"affl

4.1.1.1ua°ifl-fgm5SyuM3b€uum°iguui  t®"iih  VIu.2,  VIu.3,  ".4  MSS  u.2  ii@"iiidn5fi

4. 1.2.|ufl°"@Sgr"giiJuuui  yiu.1  Vl€o  u. 1  floiu|fiiauosifll  "goouslu@g13U"Q`16ufty@nl5fl?Uflouflrufl"qjoi

wamflovruen`moufiS""3b€uuti(finishedproductspecification)ii@3Rlgron°"flq"flim-mQ@u(drug

substance  specification)   nsffifi@tis3VIiiimsbuauuiitl@qbinl"bfiui@ttmgroqbmua°"iionaisms"oibnl"

(a.5)  3J"goan  finished  product  specification    lla3/VIS@  drug  substance  specification tflu6u@llnl6ufiourfu

Usgniqitj53mfl5mi6ianyi5ofina`   bi@3tu'bfiu  2 a  " rfutlsgn"tl53m®5mi6ianvisofina`

4.2.   ionaissovu5Oq3j"5Siumsouamui
ca

4.2.1.mffiuidNafflluu53iMflt"#grNafflmgr@tlflionaisrfusoqtl"§"n"amuim"@Ovmn"en`£Sm5fi®1um5wamui

PICs  (Pharmaceutical  inspection  Co-operation  Scheme)   t®uMndlumu  Plc/S  participating  authorities
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4.2.2.midfiL@uu"°ii""mindiitl53b"#grouamm"oifionai5gu5oitl"sfium5Namuim"@Ovnb"m`5Sn"1um5

WaffluI  PICs  (Pharmaceutical  inspection  Co-operation  Scheme)   tfluVIit"mu  Plc/S  particlpating

authorities@rfudiqflmtl5oumsm5i@aout®ufw@m5fusoiaiidyutl5g"tl5gmfl5mi6ia"5ofina`VISo
d8,

oiqonaofl6"  ii@iiidmffi

4.3.  i@nai5qrufl""o"ifiiauo5im

4.3.1.w@m5m5i@ibfl5"`q"fl"afflflov"m`uia°ii3@€tl"Rl"Naon  (certification  of analysis  of finished  product)

tug,Sudd`Lfl"av.OU,,i

4.3.2.wam5ffl5i@5msigVI`qfuflimevmqau"o"Viuia°iflovgu(certificationofanalysisofdrugsubstance)Miffium5

3                i/    a                           2+    c`      a/        c`
Na"i5ufid`bfluffleviou'"i"oi#w@"iii@3RgN@"qflu

4.3.3.iona"SoVI@-n§iu8urfum"avurfu6`5gVliii5un"aon"otiaymq@u"m-"ia°ifl~ou.(drugsubstance)""a

4.3.2  rfu5um5wam"oiNafflflay"6M`uia°ii3@§tl  (finished  product)  ""0  4.3.1

4.3.4.w@m5finui  long term  stability  m@oflalid@iq6uo"ifi`S""gb€uutindyufi°iudyn"fl"3mstlmsoim5ii@gui

nsg;visi{ai6i5rua"
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