
Q"aunty"3i@"i3ey@Qgl Gliclazide MR 60 mg.Tablet
1.3@EII   Gliclazide MR  60  me.Tablet

2.qenaavuor@Md?"

2.1 ?tl,,"
2.2 a'"tl5an@u

2.3 mcuugu55@q

2.4  @@1fl

±c±
i@uaiLfi®  a°ivigu?utl53VI" cufifl@@nflVI6mu

tl5gn@ufl9`iEmuiui  Gliclazide  60  mg.

u5s@,1ufl"u3flflafiVltl@muuiLaq

_53u@Ouialiutl53n@"uiuiaoiflorqjiL@3fl"iL5uuuNamuua"u@iqi@"fiouam

iLa3i@"3b€u"°iguuit?@d"ufli@u"us5qflu"6m`
EE=E-"fl"8u55qoi@u'""@ufl"@d53u"@u"5@q@Vli{m5flgivia'"tls8flouiLa3

""fl"ii5`"u""fiNamu"ami"ua"u@iqti"Ou'"ufliquuuLiNqui
3.fl"fiuuct6iviiqunflfifl

Nam5fl51@im513VI`q"fl"lfluwmou finished  product specification  lLag  drug substance

Specificationfi@"iqa€@inLflau"m°iguifiuinuudqtfl"@®VI3Lfiuum'oa°"unmufl"gfl5soum5@"i5Lia3ui

n53Vl"fli6i5"q"3`fi"mu"oiguVliife"iq5""@qLflu@uuufiLfiuum'"salVlalniiuim5£"Lflau"oigulfl

fl°ig"fi€ martls3mfln5gVlsi`ai6i5"q" Lg@q53ifl°i5"i ".fl. 2561  @muufi 6 8u"" ".fl.

2561  (adtl53mfllu"fi@@iquLunuiiuufi  12 qoumVluu€ 2562)

Finished  product specification  :

3.1.   Identification test

3.2.   tl3ani"muiuia°"ufg

3.3.   Uniformity of dosage units

3.4.   Dissolution

3.5.   Degradation  products

3.5.1  Each other degradation  product

3.5.2 Sum  of degradation  products

fl"gfl5s3jm5n°i"flq"@evflu"3i@m3
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(uluqfl"yu tvlt!@U`N@)

tl5a;6"n553Jm5
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(ui`aiiqfiu`   angriuiu3a3)

........ n55u fii 5

(uidaiiim@i   @3oiiufflugmu`)

fl51@Nlu

95.0-105.0%  L.A.  of Gliclazide
I

en5i@Nlu
2,       a  a,
m@{3jmui@3@"OofluiiLfl'a3aliqLiaim""5§iu

filial   2 "u. fitl3oui"mQ'"i  8 % -28%  L.A.

fiii@i   4 qj3j. fitl3ui"flu"i  31% -51%  L.A.

filial  12 qju.  fitl3m"enuiui  2  85%  L.A.

tallfiu   o.2%

tallfiu  o.4%
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4.  Ld@ulqi6u

#iau@iifl"gr@`duttafl"uu{aogu5@"g@oua`a"fi@fiogu5@qi@nai5t®ufifi@°"i@5"@gi6u®flud#

4.1 ioflai5m5t#u@ququ"5"3i€u"°iguuiifi@@°iwh"tit`J53iVlfl[Vlu ungaiunq (declare) tbnd"afl

4.1.11u#mufum5#uVI3i€uuen°iguui [®"Ith  viEi.2VIEj.3  Vlu.4 Visa  u.2  the""wifl5fi

4.1.21ufl°"oSUVI3L€uu  Vlu.1  VI?a  a.1  "o{uifiiauo5ifli  "gou5"@3L5uflMui#omifl"q"

q"fl"@"amu"m`m"#uVIgisuu  (finished  product specification) EL@3#ofl°"ufl

q"fl""@muflq@u  (drug substance specification) flsfifi@ti53Vlii`m5Ltlauund@dwnl"
lfi8JL6iu@3fl"@"uul@flal5m5ql@Llnl"  (a.5)  ""g@an  finished  product  specification

tt@3/VI£Odrugsubstancespecificationtflu"oltfll"houluutl53nlfltl53m®smi

6LanVI5ofina`  Li@s;hi'ifiu  2 fl  " iuutl53mfltl5gmfl5ifli6iaflVIs@fim`

4.2  i@nai5gu5Oumm5£"m5Namui

4.2.1n5fiu"amlutl53unfl[VluRg"RIaflm"o`fiL@naisfus@`""5£"n"afluim"aunmrum`wa3

ism5fiffium5Naenul  Plc/S (Pharmaceutical  Inspection  Co-operation  Scheme) tflu

Vluliu¢iu  Plc/S  participating authorities VI€@fii@flai5gu5@¢ajim5§"n"afluim"

Vl@uninouayi`"@3ism5fi6lilum5Namui"@{a"unqiufl"3fl55Oum5O"i5LL@38ifl58VI5iq

ai6is"q"am°"uflSutfluafl"aoflfla"odw@3VluflifiuufluuVI@unin"m`w@333m5fiffium5

NamuipIC/S1""uifiiau@"@uuudiqflmou5oum5m5i@a@utflufiN@ms?u5@dfi`iuu

tl583mrfu53n"iim§Laf"sOSfla`

fl"Sflssum5n°i"flq"aunu"gi@"ig

•dr.ty.-...ul
(uiuqmuu  ["t!au`

(uiqamqfiu`   ou"iuiuga3)
-in"1

536iun55ajni5

ns5uni5

n5sajnis.

(uiqamim@i   @3emufflug"`)
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4.2.2n5fiu"°ii#i@ifledidtl53LVlflti"Nammgroqfiiomisgu5@qou"5§ium5Namuim"@unLn"m`

bl@3i§nl5fiGilum5Namul  Plc/S (Pharmaceutical  Inspection  Co-operation  Scheme)

t®oVlullEjmu  Plc/S  participating  authorities  @rfudiqflm3j5oun"51@a@ut®ufiN@m5

gu5oqfimuutls3mfltl53"5ifli6iaflyis@fina`VI?o@iqma@®@"iiagriim'nsfi

4.3 ronai5q"fl""uifiiauo5im
4.3.1  ouan"si@im5i3VI`q"fli"afflfluoum`uia°iL%@€tl"oq#Nam  (certificate  of analysis of

finished product) 1uultufid{Lfl"uiou'ia

4.3.2N@n"5i@3ifl5igVI`q"fl"iuenq@u"@"u"ia°iflufu(certificateofanalysisofdrug
E3!                          rzi       E`

substance)Vli"lum5Naenuiiufid`iti"®iod"q"@wafluiii@3gNamuflq@u

4.3.3ionfl"SoVl@un£"8u81ufl"auu"Uu€53m'iqiun"am"7flqau"muiuia®iflugu(drug
substance) "gr@  4.3.2  nuuium5Nam"Namflu"en`uia°iL%   §tl  (finished  product) ire  4.3.1

'u

4.3.4   N@m5finui  long term  stability m@@flalidoiq"@`ul 53umu@@1nfi3wi3i€guti"nuu

a°"ufl€"ch"3fl55um5o"i5iL@3uin53VI5iqfll615"q"

4.3.5  n5fiL@uulfldu  vaccines,  blood  products in"oqfiionai55uu5@qium"afl  (lot  release)

@im5ou3yiuifliam€m5imVlu`  fi53Vliiqai5i5ouq"

4.3.61MgribflfliN@m5iLfl5i3VI`VIS@N@m5fifluiq"a"u®@"uim"u""oQ"aouuTfiMiqiVlflfifltaofi

msv}ufl iiulfli5iflui   t®uN@msim5i3VI`/ouam5amg"gr@tlVI"Na ifluwmu  finished  product

specification y!ntl53m5

4.4mQ'iou'NEii

4."€iauosifl""@`d"Oviod"i@d"gr@u....|o....Vluliuui5Qfluouen`d{iti"uiii"iia®q

5"@316Ufll#fl5Ufl""m"fin°|"|"®|ffoq"awuffiVlJ""gr"gru

4.5 m5tl5grfuq"m"uifidi"@u

4.5.iuifidqwouife`fi@"`1"1fllalu"ounii......12.....ifi@urfu@imuudqouou

4.5.2 uiapnmflfidQal@u  @3fl"@{dqa°"ifl"fl'iulugu5odN@fl"5i@im5"`uiiufidqtlou

0®,

fl"3fl5soum5mviuflq"aflu"gi@"i3

tl53s"n5s3jm5

tuiuqflfru   ["t!@u`w@j

tt.`..

("@iiqfiu`  u"ianiu3a3)

-'nl^

n5suflis

n5Sunl5

(ui`aii3mai   @3ui7muugflti) / -4- 4.5.3
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4.5.3 fl5fifiVluliu"msVI°im5q"m@u'iquifidquou ifi@d"5i@imi3VI`q"fl" Vluliui"m5Qg
'Q,

Vl°"uuqa@go`"evi@tli€tfluRggriau@iifli(giviu)Q3on"@{d`uiifiaranman@°iuiufiVlullu"m5

dqfl5i@im5igviLi@3ifluffgu@fl"@udilti"d"fiiaui#@dium"5i@im5i3VI`q"m"n5difi

"uiiuitalitiultlmouq"@®nu"3L@"i3Vlulia"ms"@amuavi3talgufi@i5ruimsiau@5ifli

tlifluqndm"#iauo5im(giviu)iia3/VI£@givaenlufl¥qofaltl

4.5.4tigrifluo"i(#"iu)@3fflgroqguitlauuuiLfiouiln@""@iu,VI€@ifi@iafln"iaouafl"#iu

tl53m51flih@un°"uflt®utalfiidout"

4.5.5  fl5fiifluuififfl"@€ifiu?fluifiq"fla  2 -8  oqfliL"ai@ua  #@{fiL@nfli5iiaflqiias3gus@m'ifi

i3"n"LfiuiLa3@Ufld`uiLflu  cold  chain  system  fi[fl"""5£ium"@Uninrum`  Good

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

4.6 ionai5du|

4.6.1  n5diulfiLauolulalu""uLiuu (original drugs) m9'odfii@fial"amsfinui  bioequivalence
6uoiuifiiauo"iitl:uuLfiuunuuuim"uiiuul®uism5finu""oqifluwmarvia®nifl"ayiii@3

iiuitlauffium5finui€iautl@"Oquiaiouung"ao"unmufl"3n5s3jm5O"i5iia3ui

n53VI5iqai6is"g!"

4.6.2flsfiitiuuififl"@d@g@"iL@3/M€@is@"h@ul#fl"@qfiN@m5anuifliiufl{afli"auqm5@3@"

Li@3/Vls@La@Qi¢1umuiVloi@3@iudiqifl5ufiuiLa3ao®fl@"Oqnuui@flai5nomu"i

4.7#lauoilm(giviu)6uu@"1Vlgruniafla®ruuguihouflsun°"®flu{fl"

4.7.1n5fiNan"duflsi@imi3VI`uifl"tflufl5"iVluifliam€n"ii"`VI€@VI"oqtlfiuu@msfitfl"

3J"5§1u  lso/lEC  17025 N@n"5i@im5i3VIlalLfluwm"u"5§iu"gr@n°i"fllutlsgmfl

tl5anlfl5mi

4.7.2n5diNamu"ay`i`u unifiufiuQinVlgro"@"tflEja°"-fimufl"3n55um5o"15iLa3ul

1ualiqbia"@qauouugui@3#@@3""

4.7.3flifiINutlngVliq"m""amu"`uifl"fi@i@dqNaofotl5gaVI3NaiL@3fl"tl@oflfluuch@quiufi

tfl"?u31
a

fl"3ni5um5m"flq"@unu"8iaoNi3

n55annii

n5s3jni5

(uiaamqfiu`   angr""a3a3)

(uNaii3vnai   @3uiiuouug"`)


