AMANBATIANIZYDILT Gliclazide 60 mg. MR Tablet

iclazi RT
2 wa & ] I
2.1 JUuUY Hugwdia dwmiuiudsenu wiineonqisiiu
2.2 dnuszney Usznausesen Gliclazide 60 ms.
23 pwurussy  UTilunvuzlain Yoaffuuas
2.4 28N gannszyTundn, \heu Yemuneny, Laviindn, awneuiiuenliogn
FALRUUUNTULUTTY

JAnranaa

NANTINTITIATIE ﬂﬂﬂm’l‘WLﬂulUW\u finished product specification W& drug substance
Specification FEdnndrsnsuieanu Fsl&aanzifousnad1inauANENTINNTEMITUASEN
ATENTIEGITUHY muma‘dmiumﬁmﬂammLﬂua‘uuwma‘uL'Vl'Wﬁa'LMuﬂ'a’\mmﬁ’mmﬁ“zm'ﬁU'lﬂ
snsunila muﬂismﬁni"wﬂamﬁﬁmm Limiu‘umﬁm WA 2561 aadul 6 SunAY W.A. 2561 (G
Ussmn‘luiﬁ‘uﬁww.unmmw 12 QUANUS 2562)

Finished product specification :

3.1. Identification test AFITIU

3.2, USuneusendfny 95.0-105.0% L.A. of Gliclazide

3.3. Uniformity of dosage units ASIWU

3.4. Dissolution FoaiifhenazanenIRAREYIIAINNINATIIU

Faan 2 v, JUsanusien 8% - 28% LA.
faan 4 v, SUsansaen 31% - 51% LA
finan 12 9. fuSuusien = 85% LA,
3.5. Degradation products
3.5.1 Each other degradation product  Lifiu 0.2%
3.5.2 Sum of degradation products laitfiu 0.4%
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élauaﬁqﬂqﬁaQﬂuuaﬂQW‘uqaﬂiUiaﬂ w%auaaawua‘tlai‘tﬁmLaﬂa’ﬁiﬂﬂg{umuw 5"IEJa3L§UGWNu

Yo 4" = o o/ o [J ' U a
4.1 wnansnslasueygndunsifewisueitedmingludssmelne uagduns (declare) uvasn@n

4.1.1 Tuddgmstunzideussuen Tiun ve.2 ve.3 ne.4 5o 8.2 uaudnsdl
° ¥ o~ o v a v
4.1.2 lumvetunsleoy ve.l v3e &1 vsw lauesA wiouswasiBuaiitanisniunu

qtummawamﬁ’mﬁmuﬁ%uwmﬁau (finished product specification) Waz¥BAVUA
ANAMNVBIINGAU (drug substance specification) nsdifegswinmsiasuuaudly
dWuduasdeawuuenaisnsvently (8.5) umdeu finished product specification waw/
w38 drug substance specification lageuflaneuiudseniauszmasiadidnnssiind
warliiu 2 U e Suusemeusemnsiadiannseiind

4.2 1eNANTTUTBWINTFIUNTHARYN
4.2.1 nsdlowmdnlulszvalve  dudsdesdiionansiuseunasgiunsuanenunaninueivas

Bmsiimunsndnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) o
mheu  PIC/S  participating  authorities  ¥38ilaNa33UIBININTFIUNITHERL 1A
WA NNAUTHAY I MITRLANSHEREYEIF I NITUAMENTIINTOIMNTUALEN NTENTN
assnigy Semuatulasfimudenndouasiaifiutundninasiuayisnsiialunissde
o1 PIC/S  lumneeflauene  atuagamussunsnnvaeulneinanissusesieiy
Usgmeusemasimdlannseiind

AMENITHNBIMPUAAMENYULIANIY
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4.2.2 psfgnidIneslsEme Q’wﬁmé’aaﬁLaﬂa'ls%’usmmmsgmmiwammmwé’mnmv‘mz
3Rsialunsuanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lag
e PIC/S participating authorities atiuagamuseunInTIvaeulaeiinansiuses
ariulszmesemasadidnnselind vieergnaendn udusnsdl

4.3 Lanmsﬂmmwmmmﬁmuas'\m

4.3.1 wamsasITiaTgiRuAeaneieduiaguvesinan  (certificate of ~analysis of
finished product) Tusnjuiidadiusegng

4.3.2 Naﬂ'ﬁﬁﬂﬁ')ﬁl?Lﬂi’]:ﬁ‘ﬁﬂtuﬂ']W’MﬂﬂU‘UENM’JEJ']ﬁ’IﬂEQ (certificate of analysis of drug
substance) V'ﬂ‘fﬂumswammsuwauﬂumamwwmmwammu,avnmammmu

433 Laﬂa'ﬁﬂiawaﬂﬁ’TlJEJuEJUﬂ’J’mE‘INWUﬁiuWJNTNﬂ'ﬁNaM‘UEN’]Cﬂﬂﬂ'U‘UiNWJEJ"I?T’]ﬂfg (drug
substance) 78 4.3.2 nusumiwammmamnmmmﬁwL'iﬁ]:nJ (finished product) ¥8 4.3.1

4.3.4 nansAne1 long term stability maammmﬂmaamm"‘umuamﬂ mummau‘hnu
ANUNIUAIZNTIUAITDIMISUATYT NIENTNATIIUGY

4.3.5 nsdilluengu biological products wdu vaccines, blood products feeillena1ssuses
JUMIKER (Lot release) INNTIINIAEATAITUNNE NITENTIEITITNGY

4.3.6 'lmamwan'mLﬂsfwwmawamsﬁnmﬂmauummmmummaﬂmauumwﬂuﬂmaumwr\
wadinen  Teewamsdesew/manmsanssedinalduluain finished product
specification 9)AUTEN13

4.4 §7981981
@)

4.4.1 fidupsia desdwiedsenegndey 10....mieussyiue sudusunuuans
imaﬂaamlﬂﬂsumumuwn’mum‘luwmaﬂmanumm"l,ﬂmamu

U d 1
4.5 MIUILAUANINYINEINDY
a ¥ " v ' - % LY
4.5.1 erdeeusedionglilabidesndn_ 12 \wewluainiudweu

a Y ' ' o = < oA
4.5.2 EJ'TV!ﬂQ'JﬂVlaQQJE]'U szaqaﬂa']Lu’]ﬂ']Wﬂ'\U.lUs'Uia\‘]Naﬂqi’JLﬂ'i'l'a"z“ﬂ']?uwaquau

ANENTTANFAYUARANWZIANY
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4.5.3 nimwmaiwmsw\msaumamamwaaua'umaaamsw?mi%mmmw MUIWININTL
RVEE RERRTLLPLERE T,memLauaﬁm(wmﬂ)ﬁwmaaaasnwmaﬂmummuwwmaswmiaa
PTIVVATIY ma“Lﬂumuwmaum'lﬂmawmawm‘lumsmsamLﬂi%wﬂmmw AsdiinuIn
g bidulumuandneusiang M831TNN5V0ANUAVELITURINTUINSIEUDIINEN
fanamveiauena(Eue)as /wsawmam'luﬂimalﬂ

4.5.4 favem(e)ae mms‘uLﬂaﬂumwaﬂﬂﬂawmmﬂ viadleiiansidenanmimeysynns
lﬂﬂnaumwuﬂ Toelifiteuly

4,55 nsdhdueiideafuinugumai 2 - 8 s valded Fosdlionansuansuazusesinilseuy
maifukasdndsendu cold chain system mﬂmmgmmwamnmm Good Storage
practice (GSP) wag Good Distribution Practice (GDP)

4.6 \enaA3Bu"

4.6.1 nsglefiauslaldensiunuy (original drugs) fesdilenaisuan1sAne bioequivalence ¥4
grfauesAUSsuiieuueduuuy TagisnsAnudeadulunumvdninasiuasuuiu)in
TumsAnwnTrauyavetenainuesdinauANENTIINITEIMITUALET NSENTIAIGIINEY

4.6.2 nsdidusndidesavarsuar/viaidensneuld  desdinansfinwiamnuasanmrasnisazaty
waz/vseideane lusvhazanusngy AsuiukazasaaaedfiuenaIsAuel

4.7 fiauesm (§ue) ausau’lwsmana:ymwnauﬂsumwum Faid
4.7.1 n3dinan1sgunsInATzient i Tnensuinenmansnsuwndvievesujuansiléunnsgu
ISO/IEC 17025 nansnsadasiziliilulumunasgiudeimualuussmeadsznnsan
4.7.2 nsdndnfasiewiaignidsniiviunniesmanlnedtinnuangnssunisesuazenlu
ﬁaanawaﬁmmmﬁmmﬂ
4.73 nscﬁwu{kymﬂmn"wmwnwamﬁmﬁﬂﬁﬁﬁmﬂdwacﬂiaﬂizﬁw‘ﬁwaLLazmmﬂaaﬂﬁ’aviaéﬂwﬁ

AAMANYUTIANY
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