
fl"aunu"3i@"i3"@qui  MANIDIPINE  20  MG. TABLET

1.a@ui      MANiDlpiNE  20  MG.  TABLET

2.fl"@anuor@VIddiul

2.15ullLUuu

2.2 d"tl53flou

2.3  fllflu3ju550
q

2.4  @@|fl

lfluullfi®"fiflgutl53VIlu

lu  1  iffl  tl53nou#iuffl-iui  MANIDIPINE  HYDROCHLORIDE  20  MG.

us5@1uiiwi@®afiyiqd,„

-53uQ6"id"tls8n@um"iuiaomayou.iia3fl"ii5OovuouamTuau@iuqia"dNam

ii@3L@"3i€uufl°iguuili"od"ufli@uuuu55qfl®"ay`i`
a;              g+                             c±l                         di       c±i                                           9z-"fli"3u55@uiou'"@ufloq53u,"Ou"5Oq}OVlimi5fli ""

a

fliiuib5i6uoiui  i@"fiNam   Tua"uO". tioEjiqqovj®i@u"i"qui

3.fioua8jua`@m{unflfifl

N@m5ffl51@im5"`q"fl"lfiuwmw finished  product specification  lL@3  drug substance

Specification    fi@gridad@mLflaov"°igu@u®ubauinuu    @qtflgr@flVl3i€uuon'o#iudyflqiufl"3ns5um5o"i5iia3

ui m3yi5i`ai6i5"q6u

Vl3j"mfl,  -* Vlu"gro  Dissolution  |b@3  Uniformity of dosage  unit lVlgrlLuuboflfll5tlafli

5iu@3iau®N@m5m5i@imsigvi`VIin@t®grii@grq5iu@giau®di@uonovii@"ti|ulucoA

-mdid@®yi3i€uuib@grmi5rfu(waive)m5m5?@a@u3iflsigv`i`5iuni51®1vgri"auiia®`ionai5

VIaovn§"ovm@'mdi®"5oru@quuov@®gria
aq

-Drug  substance  specification fi@15"mlnluimsl3v`"oing"Nan  drug substance v]S@ 1u3m518"`

drugsubstance"RggrNaffluia°ii3@§tl@uOvu|fl@uu"tii§{fim5m5i@3m5"`fl5uM"ui"grofin°"fl

0Q/

fl"3fl55unl5fllVluflfl"@flu"a;L@"18j

OfL``J/        uls-u6`ui\5
(u"qflayug

............tls3s"fi553jm5

t"u@u`Na)
U//

(ulu33u3   lfiuuiit5@u`)
•i`r

(uluoifiuov"u`   iqiovfl)

n55uni5

fi55uni5

/-2- 4.Idoul"%u



-2-

4_.  Iii@uley5u

Ngri@uo5ifl""o`auibafl"uTiaogu5@"gowa{@"fiodogu5@`b@naistfluwgrfio°"i""@3i6uflflu{#u

4.1    a"m"d"L@nai5m5[flgrguoHfg"fi'uVI3ifiu"°i?uuiifio@°imu'iuluuls3iVlfllVluii@3aiim€

(declare)  i"@'qNaffl

4.H lu#movfum5S""3i€uum°iguui  (yiu.2 yiu.3 yiu.4 vifo  a.2  llagrllbchmdi)

4.1.21Ufl°1"Off"uV13l€Uu  vlu.1  MSS  a.1  Gu@"|diauo5ifli  (Vlugri   1)  "g@u5iua83iauflvior?"groms

fliuqtlq"fl"o"amflov"m`mufiSgruVl3ifiuu  (finished    product    specification)    lL@3
E=E

fl"on°i"flq"fl"uomuflq@u  (Raw     material     specification)     n5"VI0ti53Vlilims

itlauuiLtl@qiifll6uLfi"b@3j  @3fl"oqLmui@flai5m56uoiLnl6um"goar  finished       product

specification   Ll@3/VISo  Raw   material   specification   tflufiL@nai5cu@Lifll6uitlauuLitl@q

@m  Ou.  (iiuu  a.5)  ttuuuifl"iu    tflu6uoiinlGufiourfutls3niqiu53fl"sifli6ianyi5Ofina`

tt@3;hiifiu 2 a  " i-utl53mfltl53m®5ifli6ianyi5Ofina`

4.2i@nai5sovu5@quim5Sium5RIamEji
cq

4.2.ilufl5fifiu"amluul53iVlfltVluRggrNaonfl"oifi#"im"al"uuqaofu5oi""5§ium5Namui

m"@~ninouayi5Sm5fifllum5wamuimuoms3M5iqai6isouq"  (GMP    Plc/S)  uinm'"?a

iwlinevu  2 a 1"ui®uidiau@6unu@rfua'ia®musoum5m5i@aou t®ufiou@m5gu5@ia`iovuI

tls3mfltl53m®sim6Lanyi5Ofina`

4.2.21un5fifiLfiuuiif"griQ"'idtl53iVlflti"Naflfflgr@qfi#"ifl"d"uuqaogu5oq

u"5£"m5Namuim"@unin"ayi3Sm5fifllum5Naflui"tl53iVlflnggrNaen(GMP

Plc/S)  MSS  Certificate   of  pharmaceutical   products   @rfu@'1q®mu50um5

fl5i@aoulflufiN@m5gu5oqfimuuul53mfltl53mfl5mi6b5nVI5ofifla`Vlfoo",
cal                   a/                              Ql

m@Ofl6u"  iiaiLiedfl5"

/  -3-422-

flru3n55tlm5no"um"@q'nfty"83i@"13
q

%..kT-tl536"fl55um5
(u"qfl"uut"tl@u`"a)

:_z,
......fl553Jfll5

(uia33u3   ifiuuiqt5@u`)

®
(uiuoifirfuy"`   iq.Ovm)

fl55ouni5



-3-

'

4.3 ionffli5fl"fl"6uo"ifiiauo5im
a

4.3.1  N@m"5i@im5"`fl`"fl"aflflov"ayiuia°ii5@gul"Rggrouafl  (certificate   of  analysis   of

finished  product) 1uuliufidiiflumquiou'iq

4.3.2  RI@n"5io3m5i3v`i`q"flim~mq@u"@"Oviuia°iflovou.  (certificate   of   analysis   of   drug

substance)Mi"lun"amuiiufid{Lfl"uiou'"5{6uouRggrNamuiiLa3wgrouamumq6ut®umgroi

finl5llafl"@1u§tl"gro#al@`tl3ulru  (Quantitative      data)      vis@mayii@cu  unifu  v]-i6ugr@

Physical   Description  Llaa;  Identification

4.3.3ionfl"sovi@uflfiuguuuumiouauwVluu6`53Mii{iufl"amomufflfl,@u"ffluiuiaoiflufu(drug

substance)   ""0  4.3.2   nuuiufl"afl"o"amflu"en`uia°ii%@§tl  (finished   product)   ""0

4.3.1

4.3.4  ou@m5anul  long  term  stability  mu  ASEAN  Guidelines  on  Stability  Study  of  Drug

Product    m@oflediioiq"uimandsgr"3i€uu  n5di@"uyi3i€uuuiulmii  2 a    MSow@

m5anulmlufliafl"lluul5{  (Accelerated   stability)   mfiS"uyigiijuuu"grounii 2 a

1flumgroqfm5finul  Degradation    Product   VI:a  Related   Substance    lfi@8urfufl"

tl@oflfluu

4.3.5i@nai"S@viaayngiugu5o"'""oqtlau-@ni5"t5"iu#waont®grN'iunisgu5oq

miuaioui5flmuu"5§"  lso/lEC    17025    fl"ium"®aouwamfl""ayiui  MANIDIPINE

HCL  20  MG.  TABLET

4.4mq'i@u'i{EJi

4."nggrLauo""gr@{d"eviou."iou'"grou....|o....Vluliuu55qflu"ayi5d|fluenu|||Vlu

llafli5lu@3|au®tflgrfl5uflgr"mufifl°"ufl|"ay"grofl"@ouuou@yiJntu"gr"gru
q

4.5m5tl53nuuq"fl"ifi'd"@u
4.5.iuifid"@umgro{fio"ql"1fllalugrounii......12.....ifi@urfu@imTualqou@u

4.5.2ui"nmflfid{H@u@3en"@dd{a°"im"fl'"1ugu5o"@m5fl5i@iifl5i3VI`uiiufialiouou

fl"3fls53jm5flo"uflfl"@ufiu"3i@m8;
q

JJ---,
tj536ium5ums

t"ng@u`oua)

•~.
(ulu33u3   lfiuuiit5@u`)

•fty

(u"OlfiuT"u`  iqiovffl)

n55unis

/ -4-  4.5.3



-4-

4.5.3n5fifiv}ul"s"m5yiim5doumui@u'i"ifid{"@uLfiod"5i@im5i3VI`fl"fl"Vluliu5i6ums
qq

@3Vl°"uuiaogo"ofluiotliitfluwgrifluo5mi(giv")@3m"@{dauiLfiou6flmw@°""fiVlu'1u

"ni5d"5i@5m5"`ib@3i@ung"9u@®floudilflgr@'iudiau"groilun"5i@3ifl5i3M`

q"mVI  n5ffid"uiiui[ulifiu"muq"aunu"3i@VIi3  Vlul"5"m5ql@amuaM§[u'gu
fi@i5"im5bauo5ifliuifluqna.ii"Rggriauo5mi(giv")iL@3/VlfotggrNamluflg{edow

4.5.4Rg"iau@"i(giv")@3fl"o{guLtlauuuiifiouiln@grVloufloiqVli@Lfi@Laflm5ia@uafl"griu

tl53m51flihoufl°"ufltflu[ulfiidou["
'

4.5.5  n5fiifiuuifim"o`ifiugnu"@q"flfi  2  -  8  @€fliieyaL@ua  flgroqaioflai5biaflqLia3gu5o"'ifi
a

53uum5lfiulla3@u®dquiiflu  cold    chain    system    fi[flgru"5§"m"aunifl"en` Good

Storage  Practice  (GSP)  bb@3  Good  Distribution  Practice  (GDP)

I

4.6  ioflai55u|

4.6.1  fl5fiuifi'iauo[allalu""uLiuu  (original  drugs)  mgroqfiiofiai5N@m5fiflui  bioequivalence
6uo"1d|auo5ml|tl3uulfiuun"uu"grulluu y3a fasting condition  11@3 fed condition

4.6.2n5fil@uulfiengroia3@iuLba3/VI:ois@"h@ul6ugrmgroqfiN@m5fifluimialflqafli"@uim5

@3@iuLta3/VIS@is@"1uenu"°i@3a"chiiifl5uflgr"iL@3aoflfl@grodrfuionai5fl°inuuui

4.7nl"tau05mi(giviu)@uuoanlVI"uniamovngngih@ufl5un°"uflflov{flgr

4.7.1n5diw@nisa:umsi@3m5"`uifl"tflun5ui"imam5`m5ii""`MSoM"o`tlauov@msdt®gr

3Jlm5§1u  lso/IEC  17025  N@m5fl5i@3m5"1alLfluwm"tl"5§"grofl°i"fllutl53mfl
eL9

tl53mflsifli

4.7.2fl5fiNaflflov"6m`u"fiflfi"flfliiunifiuau@inVI"@"@"tflua°"un"fl"3n55ajmio"i5iia3ui
U

luedi`ii@iruoia"Ou.Ou.i@3S"@@3mu

4.7.3fl5fi"utl"uVliq"fl"@"afflflu"m`uiflgrfi@i@d"@chotl53aVI3Naiia3fl"tl@@flfluum`@quiu

fi[fl"g"|

fl"3n55Oum5floi"flq"@unu"3L@"i3

try Lftf--

(u"qfl"uu["t!au`Na)

•jr£...........i:. .......n5souni5

(ulu33u3   lfiuuiqt5@u`)

•fty

(uluolfiuvu"`   |qiayon)

nssuni5


