
01ru~n'l:H;J.J::;b~'\Al1::;tJ1 Gliclazide bo mg MR tablet bJ.;J'\AltJ1'U1fl~e:imSvi 
' 

·" 

zje:im Gliclazide bo mg MR tablet 

01ru6'l&Ju~~1hl 
' 

@). b U'1.w1 b~vi611V1fofoLJ':J ::;'VJ1'W'1JtJ vi eJeJ n~'Vlth D'W 

h 1'W <9l b~V1 LJ':J::;ne:i'U~1tJ~1tn Gliclazide bo mg 

m. '\J':i':i"il1'Wbbt;NU\9161'Ll'Vl umn'Wfl11&J~'W 
' 

- ':l::;uzjmn ?i1'W'\J':i~nm.J0i'1cn~1flru m1mb':i.;J l'l.H~eJ'W-U~ i;.J~I'!, Vl:l..lVltnt.J 
' ~ ' 

b61'U~i;.J~I'!, b61'U'Vl::; vu cm\9\'1~'\Jt.J1 Hmh.;ii\91 b"il'W'\J'W'\J':i':i"ilJl ru~ 
' 

-u'Wm'11'W~u ':i':i"il e:i ~1.;iil e:i t.J ~ e:i.;i':J~uzj eJ cn zjeJ m':JA'1 ?i1'WLJ ':i::; n eJ'U bb61 ::;'Umvi 
' ' 

m1:l..lbb':J.;J'UeJ.;Jm b61'U~(;.J~I') 1'WVl:l..lvimtJHivib"il'W 
' 

Finished product specification: Gliclazide bo mg MR tablet 

Identification ' 
@). l'l':il"ili;.Jl'l.J 

h Assay <icf.o-<9locf.o% LA 

Uniformity of dosage unit ' m. l'l':il"ili;.Jl'W 

Microbiological quality 
I 

<S'.. l'!':il"ili;.Jl'W 

cf. Degradation products 

Degradation product (each) l\JMT o.~% 

Total NMT o.<S'.% 

Dissolution ' b. l'l':il"ili;.Jl'W 

Drug substance speclfica.ilQo_ : Gliclazide 

<9l. Identification 

~- Assay 

m. Loss on drying 

<S'.. Sulfate ash 

ct. Related substances 

Impurity F 

Any other impurity 

Sum of any other impurity 

b. Impurity B 

' 1'111"ili;.Jl'W 

<ici.o-(9)0<9l.dYo LA 

NMT o.~tf'.% 

NMT o.<9l% 

NMT o.<9lcf% 

NMT o.®0% 

f\JMT o.b:io/o 

NMT ~ppm 

.............. S....... ... \J'""'"""~""' 
(mt.Ji~rn~ru nqiqi1r11) 

(j: 
f1T~:l..lf11':i ................................. n':i':i:l..lf111 

('W1.;J6'111t51~11 ~.;i'V1(J::;'\jf1~) 
' 



... 
(9). ~b6'1'We.JJ1A1l'le.M ~'W?f 1 b mm'Vici18 be.Jf16'11d' 'Vi~m.Jm8ile.izje.i1'me.i~ be.Jf16'11d' 1~ 8~ilB1'W1"ild'1861~bB8~~~.Q' 

~ ~ 

®· (9) be.Jf16'11d'f11d' 1~1'ue.i'U ru1M~'Wvt~b l18'W~ 1fomb ~ e.i"il 1Vlil 181 'W'lh~ b vtf'lb vt8 bb61~6'11bb~~(declare)bbVli;i ~W~M 
'"' 

(9).(9).(9) 1u?f1fi'qimd'~'Wvt~bU8'W~1-ru81 (vt8.lv vt8.m vt8.is:') bbG\1bb~mru, 81~W~M1mJwbvtf'l 
bvt8 (Vl:l.118~~ vt8.lv),mtlwff1b~mll'Wf11d'bbD~'Ud'd'"il(Vl:1.J18~~ vt8.m), mt11b-1l1"il1n~1~'\Jd'~bvtf'l (Vl:l.118~~ vt8.is:') 

' 
(9).(9).iv 1ul°l1'1Je.i~'Uvt~bl18'W81 vt8.(9) Vl1e.i 8.(9) '1le.i~81~b6'1'Wm1m 'Vi~m..Jd'186l~bB8~«1.LJ'e.imd' 

A'J'U A~Atu.fl1'\'1'1Je.J~W~Mf1ruo/JM1~~~'WVI~ b U 8'W (fin is hed product specification) mrue.i ~d'~Vll1~ f11d' 
' ' ~ 

bU~8'Wbb U'1~bbITT 'llb ~~b~~"il~l'i'e.i~bb'W'Ube.Jf16'11d'Vl1e.i?f1b'W1.fl1'\'ici18f11d''llmbm '1J (8 .cf) m'Vi~e.J~ finished product 

specification bb'1~/Vl1B Drug substance specification b~8'1Je.JbbITT'1Jrle.J'W1'W'\Jd'~f11f'1Ud'~f11~d'1A1Bb~f1Vld'B'Wn~ 

bb'1~ 1lJbn'W iv ti ru 1'W'\Jd'~mf'l'\Jd'~mm1mBb~f1vtd'ffWn~ 

®·® be.Jf16'11d'-r'Ud'e.J~:l.J1Md'~1'Wf11d'W~M81 ... 
®· lv.® mru~W~M 811 'WUd'~b Vlf'lb Vl8 ~W~M"il~\9le.i~il?f 1b 'U1.fl1'Vici18VliJ~~e.Jfod'm:l.J1Md'~1'Wf11d'W~M 

~ ... 
mM1~Vl~rnnru"V115md'W~M~Ml'Wf11d'W~M81 PIC/S (pharmaceutical Inspection Co-operation Scheme) b~8 
Vltl18~1'W PIC/S participating authorities VJ1e.ii'l be.Jf16'11d'-r'Ud'e.J~mMd'3j1'Wf11d'W~M 81M1~Vl~ rnnruo/i bb'1~lTif11d'~~ 
1'Wf11d'W~M81'1Je.J~?f 1iJ m1'W A ru~ f1dd'~ f11d'e.J1Vl1d' bb'1~ 81 m~vtd'1~6'11D1d'tu6'1'1J zj~rl1Vl'W~~'W b~8ilA11~6'1e.J~A~e.J~ 

q 

bb'1~~~ b Vi 8~fl'UVl~ mnruo/J bb'1~lTif11d'~ ~1'Wf11';i'W~M81 PIC/S 1'WVl~1~81~ b6'1'We.J'1J18 uuui;i16'1~m~';ie.J'U f11';i 
' 

Md'1"il6'1e.J'Ub~8ilW61f11';i1'Ud'e.J~~~1'W'\Jd'~f11f'1Ud'~f11~d'1A18b~f1vtd'e.i'Un~ 

®· \v. lv f1d rub lJ'W811.J 1b.LJ'1"iJ1f1~1~'\J d' ~ b VI f'1 ~ W~ M \9l e.J~i'JVliJ~~e.J ?f 1 b 'W1.fl1'V'l ci18VliJ~~e.i1'u d'e.J~ 
~ 

:l.J1Md'3j1'Wf11d'W~M 81M1~Vl~ mn ruo/i15~~1'Wf11';i'W~M81 PIC/S (pharmaceutical Inspection Co-operation 

Scheme) b~8Vlil18~1'W PIC/S participating authorities uuui;i1~~M1me.J'Uf11d'M';i1"il6'1e.J'Ub~8i'JW6lf11d'fod'e.J~~~ 

1'WU';i~f11f'1U';j~f11~';j1A1Bb~f1Vl';je.J'Wf1~ Vl1e.JB18M'1e.J~~'Vi bbG\'Jbb~ndru 
' 

®. m. ® w '1 f11';i m1 "ill bA d 1 ~,A A tu.fl 1'V'lw~Mi1ruo/i81 ?11 b ~ "il ';i'U'LJ e.i~ ~ w ~ M (Certification of ' ~ ~ 

analysis of finished product) 1'W81i'W~~~bll'W~1e.J~1~ 
®· m. \v W'1 f11';i\9ld1"ill bAd1~1AAtu.fl1'V'l1Mt1~'U'1Je.J~~181?11fi'ru (Certification of analysis 

' ' "' 
of drug substance) mm 'Wf11d'W~M 81~'W~~~blJ'W~1e.J~1~~~'1Je.J~~W~M81 bb'1~'V4W~M1Mti~'U 

'l 'll 'll 11 

\v . ~1e.J~1~81 

lv.® ~b6'1'We.Jd1A11'le.i~~~~1e.i~1~me.i~1~iJe.i8 ® Vltl18'Ud'd'"il zj~b ll'W~1bbvt'Wbb6'1~~d'18'1~ bB8~ b~Ad''Uli'1'WM1~~ 
~ q 

n1VJ'W~ 1 'W«1.LJ'e.iAru6'1~u~vi'11u.LJ'1~l'l'W1 'W1'W~'Wb6'1'We.J';i1A1 b~8m 8'1le.J~81'1Je.i~ Lot.~"il~~'Wb6'1'We.Jd'1A1"il~l'le.i~i'lm8 
' ' ' iJ'U"il1f11'W~W~M 1lJmnn11 (9) tJ 1'W1'W'\J';i~f11f'1U';j~f11~';j1A1"1 

m. \9le:i~~1'Uf11';i'V1~6'1B'U~1'Wf118.fl1'V'l.fl181 'W b ';i~'V'l81'U1'1 

is:'. f11';i'Ud'~fl'WAtu.fl1'\'1'1Je.J~81~~~~B'U . 
' 

is:'.® e.J18'1Je.J~m~~~~e.iul'le.i~ i'lm81lJmnn11 (9) ti iru"il1n1'W~W~M 
' ' 

is:'. \v 81vtrn1 ~~~~~e.J'jj "il ~l'le.i~~~?f 1 b 'W1.fl1'Vici181 U1''Ud'e.J~W61f11';iMd'1"ill bA';i1~1Am~'W~~~~e.J'U'1Je.J~~w~ M 
' ' ~ 

bb'1~ 1 u1 bAd1~1A1Mtl~'U'1Je.J~~ W~M1Mt1~um oif w~M 8;~'W~~~~e.J'U 

I' D:•o1um~"""' ' 



cs:'.. m 1 'W mru~'Vl'Ll1t:J'J161lfl1'J'V11fl1'J611Jvl18 ~1\1 !:J1~61\llle:J'U b ~861\l~'Jl"ill bA'J1~VlAruil1'\!i 'Vltl1 tJ 'J161l fl1'J"il ~ ' . ' 
v11'VltJ\l~ei~ei\l'VeJvl1eich\I tn b\91 tJ~'V1 tJ"il~~eN61\lcJ1 b ~11~ rw1111"il1'W1'W~'Vl'Ll1 tJ'J161ln1'J61\l~'J1 "ill b.fil'J1~Vlbb61~ b U'W 

'U 

~f'lJ~\9'\'ueruri11 off~1cJ1 'Wfl1'i~'i1'1l1bm1~ViArum'V'4 1 'Wmru~ll\j'lJ11cn twb th.J 1 'lJ~111riru#ln~ru~vu'Vi1~ 'Vl'Ll1m161lfl1'J 
'U ' ' 

'1Jffi;'l\11'W~'VlE1:iJf'lJYl"il1<Jru1m<J b?l'W ei<J1A1mv1\ln~116Vei\l~'V1u bb61~/vi~ei~f-J~~ 1'WA~\I~ei1 tJ 
'U 'U 

cs:'..cs:'. e'.J b?1'Wm1A1 (~'VltJ) 'll~tilei-:ifo b'l.J~tJ'WtJ1bdeicn 1n~vi11\9'\mtJ vi~mdmn\9'\fl1'Jb~ei11?1m'Vi~1tJ'l.J'J~fl1'J 
'U 'U ' 

1\9) 1 nei'W n1'Vl'W\91 b\9'\tJ 1:iJi1b~ei'l.J1 'V 

cs:'..ct ~'V1tJ"il~~ei\l?i-:i11eiu 1m'J\l'VitJ1u16lmtJ1 'W <9lct 1'W trutl'\9'\"il1n1'W~1~61-:im11fo1 u~\l~ei 
'U 

~'VlcJ~'WtJeJll 1 vr~sff eitJm~ni1ruru1nei'Wi1ruru1"\l:5~'W6'1\911'Wmru~ei1 ud 
'IJ 'U v v v v 'I 

cs:'.. b. (9) b um1tJfl1'J~ll fl1'J~"il1<Jru1il\91 cne:iein"il1ffu ~~'lm\11 'J\l'VitJ1U161 

cs:'.. b.lv r..16lfl1'Jf n~11:iJ~ bVltJ~'WtJ'Wf-J6lfl1'J 1'/J'iillnbb 'Vi'\!ltJm off tJ1bb6l~lJ'Vl~ mi1'W~'WtJ'W'Vl1\lfl1'Jbb'Vi'VltJ 
'U "" 

Vl~eJlJ'J1tJ\11'W ADR ei~1\l'J'Wbb 'J\I 
' 

cs:'.. b.m 'Vi'lJDruvi1~ n~ru~'J'l.J bb 'lJU CJ 1vi~Bil1'll'W~'lJ'J'J"il b -\'Jmn b vi~ 1 Vf bnvim111ri611\91 bA~ eJ'WVl1\I en~ 
v ~ 'I 'i 

61-:if-J6lm~'Vlu~eim'Jf rn~nN''l'J1 tJ b\9'\tJiJ"J1tN1'WiJruvi1"il1n~ b~tn'1rti-:inu m"J 1 off tJ1 
'U " 'U 

,.;) 

ct. btlfl6'11'JB'W1 

ct. (9) f-J6lfl1'J~n~1 long term stability ~ffeiwli1\lmi:'~'Vei-:im~~'WVl~bUtJ'WHnu~1irn-:i1'WAru~m'Jllfl1'JeJ1Vll'J 
bb6l~m m~'Vl"J1\16'1151'Jru?1'V 

' 

.............. J ... ... ... ,i,""'u"''""" 
(tntJ1~mm1 n~~1r11) 

~ flJ'jlJfl1'J ................................. fl"j'Jl]fl1"j 

('W1\1611151~tJ ~\IVltJ~'lJ1"1tJ) 
' 


