gﬂ_&ﬂ Gliclazide o mg MR tablet

AudnwuanIze Gliclazide Do mg MR tablet lssng1unasasidn

AnauUamly
= = L ) = £ a
o. Wugndadmiviuusemuriineangnsiilu
0. U o WaUsznaumesie Gliclazide bo mg

on. UsTYluuksUnatin Jasiuaiuiiu

& 28 - sey¥enn dsenausiendfny Anuuse Tu-heu-Ui nanuaz/mie

Tunueeny 1aeiudn Tegrednauuuussyioe
UUNIYULUTIBENUDLFBITEYTDLT FaN13AT d1uUTENBULATIUIN
ALLIYBILT e vsileui1iue Tunde Jununenglidaau

AuaUEn1unalia

Finished product specification: Gliclazide bo mg MR tablet
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Drug substance specification : Gliclazide (BP boelo)
®. Identification A1
. Content a.0-mo®.0% (dried substance)
om. Related Substance
- Impurity F NMT o.@%
- Unspecified impurities NMT o.e0% (of each)
- Sum of impurities other than F NMT o.b%
- Impurity B NMT o ppm
& Heavy metals Maximum @o ppm
&. Loss on drying Maximum o.e&%
©. Sulfated ash Maximum o.@%

UF¥FIUNTTUNT

(Wneysyesn I5gIsseuna)




Rouly
. mLaua‘mmmmwmmewmmaﬂaﬁ w'sa:ufmaumjasu3a~uanmﬂmawumm%wa sBuasad]
0.6 Laﬂm'ﬁm'ﬂmuaummwvmaumwsummamwma'luﬂ's.,mﬁlwa uarduni(declare)uvia wadn
©.0.0 ‘Lua'iﬂgumww s Tuuiiuen (el ve.m vo.@) udusinsd, siiudslulsymeing
(Ve nels), mmmeamum'ﬁumwﬁﬁl(wmam 8.en), mmmmnmoﬂmwﬂ (Vanuts ve.e)
®.0.b 'IUﬂwa'uumwaum Vt.e %30 .0 Y89817LaU03IAN NiousIEaY Wwaadenis
ﬂ’mﬂ:mmmwawamnmmmumummw (finished product specification) ﬂ‘maq‘ammdm‘a
LUaauLLUa\:LLrﬂﬂummmummaaLLuULanmimamtmmwmam‘3°uaLLﬁl°?J (8.€) N5 finished product
SpeC|flcatlon Laz/u38 Drug substance specification Ingvoutlurousuyss ¥NAYIENINIAN
Bidnvselind wazliiiu o ¥  ulssmadsemesiedidnnseting
®.lo 1ANATTTUTBININTFIUNSHANEN
o.0.0 n3difindneluysemalne & wnam%umawmtmmwmawuaaawsaammﬁwmi
wammmwanmmmsmwamwﬁlummamm PIC/S (pharmaceutical Inspection Co-operation Scheme)
Ineviageu PIC/S participating authorities mamanmﬁmmmmmunwmﬁmmmwé’nmmﬁum
"‘J%'nﬁﬁﬁ"[,umsmﬁmawaqﬁwﬁ’nmuﬂmwﬂﬁmn’ﬁmmma“m NIENTIATITUAY Fatvuntulaedinny
donmRBLaTiR s UnEnINILeE 3N 15TiR U SHEAEA PIC/S 'memmmaua‘u'm avuaransy
'saun1"m'naaauimwwan’rswsmmawiwmﬁmumm’rmmaﬂmauna
oo nItlugriitrananslseing & WHaRRsivlidadiuiningreviladotuses
mmmumwammm&manmmmﬁwﬁlummaﬂm PIC/S (pharmaceutical Inspection Co- operation
Scheme) Tagvuleau PIC/S participating authorities auumammma‘um‘sm‘i’maaﬂﬂamanﬁ‘mﬁaa
fvlulsgnimusemnsiediinnseiing wﬁamqmaamw WAUANTEN
@.6n ganmsmmnwwmmmmaua‘mm
®.m.6 WNANIINIIVIATIE wﬂmmwwamnm%mmgwﬁﬂmawwam (Certification of
analysis of finished product) 'lum‘mwaamumamq
®.an.lo mam'sm'sfmmmmﬂmmmmn@waﬁmmmﬁ’ﬁg (Certification of analysis of
drug substance) mﬂumswammsuwaamumaaNmmmmmammuazé’uémmﬂﬂu
. MoyNen
b.e Hlauasmfodsiios weet ey ‘VP'L!’JEJUTSE] eaqwumLmuLtamﬂaaaaamimmumumm
mwum’[wwaﬂmauummlﬂmqmu’iuwamaua‘mm Imama‘umawm Lot. mvamauaﬁmawmmuma
Wanduiinds linnnnit o U TuSulseniasiane
o, maawmn’mqmaaumummmwma’lu‘hawmma
<  msUsEiupuamuesefidaou
<o mamaamﬁaauauﬁaa fogliinnnii o U Suantufings
o mwm'smwamau W maeaqeﬁLu'm'mma'lusu'aaqwaﬂﬁmammmmmswmmwmmasﬂ
LLaJLU:;ms'z..mmmwaqmwammﬂﬂuﬂwamm'swawa‘u

.................... Uses1unssunms NITUNIT S NPRRINON 1-1rt 111 i o]

=
-
o
SES
e
o
Lo
B
d)ﬂ
.'.'n

I92150NA) (Wangel IU3H) (Weduss lygyad)




<o lunsdiivihesvmahnsduiiegnenfidweuiiodmsadinsziguam mesans
VI VINADS 0988810 Imam:ma%ﬁmeiqmhﬁuﬁﬂm’mﬁjmuﬁwma‘swmﬁeiqm's'mf‘aLﬂiﬁxﬁuamﬂu
FuRnveuaildanslunisnsraimsevigunin lunsdiimuinelidulunuquinuvaziany mie
'mmwaEmuﬁm%{hi%'uﬁamﬁmm'ﬁmuaﬁmmﬁ’&ﬂmwmﬁmaLtax/ﬁaﬁwﬁﬂuﬂ%ﬁdﬂ
«.& ynuiesalafianinmeildnd viewnfiudsuuvasly vienmendimsdmsaimseiudn
wuimnnnsgiuludeladenis Utmaedesiufue Lot finam waseeldifuen Lot Tmifiiunisnsas
AuAmINanILiinute €. suliinuiididoiivun waauznssunsveanudnsiesenidndyg ey
FovrueivhiuuTIn uavausadndosnanuITnaulam
<& fuersesudsundlesilndvunety viedeiinnsidenaninreurvus
<o frrdordweulilsmenanielu ee u dufaaniufiliannuiuludde
<. ra’maﬁuaau’Lﬁﬁﬁaamaﬂé’ftgrgwdauﬁrgzyﬂﬁ):guqmiumzﬁsia‘luﬁ
<0 Wusemsiiinsinsandneisenandylvedsmeuia
<ol wansinwlid lnedudunamslyanunndglieuazindnggudunanisunmg
38151897 ADR DE19TULT
ca.a wulymdnvargliuvemsenvurussyuamaiiinaunainaiiounise
ﬁﬁamamwuﬁami%’ﬂm%ﬂw Tﬂ&Jﬁ'3’:mmﬂzymmn%’ﬁ'm%’aaﬁ’um{bﬁm
& anasaue
¢o lunsditunsdougnumuiunit b ¥ wsfosdidiuinmdienanisfine Long term stability
mufisufudnlunsdeusnuans
&l Tunsdifunadeusnntesnit b O wwdesldiunnmeernansfinmminnsiizeseniui
BuimAnlunefounuans warlidunisasuaiusesenansangilsunavesuisy
5. NMSUTELNUANSEANENINADIIAT (Price  Performance) $18asidannuianalIsusenInginn
Bidnwsednd

Wil

..................... Us¥s1unTsuNIg

ASSUNIS j ASSUNIS

(WBYEen I5AITI0NA) (Wnng (WeBues lyesd)




