AuANYAIzIaNIZYede Gliclazide MR 60 mg.Tablet
13981 Gliclazide MR 60 mg.Tablet
2.AaNUAN2 Y

2.1 sUuuu Fugndin dwmdusuusenu vineengudiiiu

2.2 duusenau Usenaumesien Gliclazide 60 mg.

2.3 NIVULUITY vssglunyurUnatin Josiuuas

2.4 2870 - seyfienn dauUsynaumEdRuaYAIINLSS Sunan Tudueny waiindn

waziaansdouiueliegefmauunusagsios
- Uunwuzmiqmamﬁaaﬁaaazq%amw‘%a%amamaﬁw drulsgnounas
APALLIIEdEN BuiinEn TuAueny DTethadmauuuunen
3. aaauUANImaila
Nam'ﬁmaﬂﬁmi’lzﬁﬂmmwL‘fJul‘Um:u finished product specification wag drug substance
Specification ig1sdsanundasiSuidiedfiu Fsl@anneidoudodinauAuENITUNTBINTHALEN
N3ENTIATITEUE Fifnswintuilisadfeniuatuiifisuivselmininasgunduiivle
FAUMTS PN TENIANSENTINANSNTNNEY 13895519187 WA, 2561 arfuil 6 Sunau W,
2561 (a@‘u‘izmmimwﬁmmmwﬁuﬁ 12 nUAWUS 2562)

Finished product specification :

3.1. Identification test NTIINIY

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

3.3. Uniformity of dosage units RIIY

3.4. Dissolution FoatlineNara1uRaNUILFRZYIIAIN LN IY

fnan 2 . fuSuaien 8 % - 28% LA,
finen 6w, $USunesien 31% - 51% LA,
fnan 12 vy, $USunuden = 85% LA,
3.5. Degradation products
3.5.1 Each other degradation product Liifiu 0.2%
3.5.2 Sum of degradation products Taiifiv 0.4%

ARLYNSIUNITATAUAAUNBEULLANTY

............................... U5e51UNITUNS
....... AIIUNTT
(Wieagild shuugds)
Y LOARA
................................................ ASTUNNT

(W@ Iman 338 TRuSH) /-2- Qoulvdu
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4. aulvdu

v
a

Jravonadoduuanmidosuses niouameiioteiusanenansineiiid e Twanduadsil

4.1 wnansnsléFueynywiunsfousiueiiesminelulsamelve uazduas (declare) wadsdn
4.1.1 luddymsTunzdeusinue 1dun vie.2ne.3 e 4 v3e 8.2 udusinsd
4.1.2 ludwetunsifou ve.1 vie 8.1 veseauesian wieusivasiBeaidonisaiuay
Qmmwmaamﬁmﬁm%muﬁ%mmLﬁau (finished product specification) kazdan1nun
AMNINYBITRGFAU (drug substance specification) nsfifiogszninensasundauile
WuRuasdeuuuionaisnisvewsly (8.5) uamien finished product specification
wag/u3adrug substance specificationtasvauntunauiuysen1AUseninTIAA
3udnnsetind warliiiu 2 U & Suussmadsemasiandidnvsednd

4.2 NANTIUTBWINTTIUNTNANYN

4.2.1 nstiendnlulszmealve dudnsosiiienarsiusewnsgiunswingnmmnaninusiuay
F3n57aluni1sndnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1oy
U289 PIC/S participating authorities ®388t0N@135UIBININTFIUNITHANLINY
MENNTLAYIENSTR LN THER YR IF TN UANENTTUNITOIMITHAZEN NTENTI
A151304aY Farmustulaeiinwaenedosasiinfioniundninasivag3imsilunis
wAnen PIC/S lumnnerfiaueny aduaganuseuntsnsiadeulaeinanissuseatieiu
Uszmauszninsimdidnvsedngd

AENITYANIN VLA AR YULLAN Y

Us¥sIUNITUNNS

Y . NISUNIS

................................................ A33UNTT
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4.2.2 nsdlgniudraindsUsene gruandedionaisiusewnnsgiunsninemunaninus
warisnsialunisndne PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Tngmaeanu PIC/S participating authorities atiuaiganiusaunsnsiaaeulagiinanis
SusesiefulsznmauszninsimBidnseind viseagnaondn uausnsdl

4.3 1BNENIARN MBI LAUDIIAN

4.3.1 Nan1INSINNATITRRUAINEENTUTEFNTITUVBIEHER (certificate of analysis of
finished product) Iumiuﬁdmﬂuﬁfaama

4.3.2 NaN1INIIABATIEVAMAININAUYRIRI81d@1AEY (certificate of analysis of drug
substance) MAlumnaneuitdnduiegsiiesinansuasudningiu

4.3.3 LenasnienangueudunuduiusseninumsnanvesingAuvesiiendAy (drug
substance) 98 4.3.2 fusun sndnvosnadnsiagie1dusagy (finished product) 4o 4.3.1

4.3.4 wansAny long term stability naeaite1gvesefiszymuaain Adunsdeulify
AUNNUANENTINNITOIMITUAZET NTENTIENTITUEY

4.3.5 n3ghilusngu vaccines, blood products A81illena13usaI3uUNITHER (Lot release)
INNTINYIAARNTNITUNNEY NTENTINEIEITUGY

4.3.6 Wuanman1slnginionanisdnwamauifivessimuidenuaudimanadadied]
nsnuuadnet Tnenanisiwsiei/aanisanwsesliraiiuluaiu finished product

specification ¥NUIENT

4.4 FI9E19EN
4.4.1 fiaussia fesdeiiognaegiies... 10, MueUTTIAMT Fadudununans

eazBalaasuiumuniualuidenuau iR lutwuy

4.5 nsUsEuAMNENdwBY
4.5.1 ydseusewangldlalivasnii....12....sfeuuaniudaey
4.5.2 e NIafidwey s esdidunn naelususemanisnsialnseiejundasy

AMENTTUN A NUAAMANBELLIANY

UFEs1UNIIUNNT

A3IUNIT

N3IUNIT

(W19EaNIMIaT 38 IRUSMY) /-4-453
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4.5.3 nsdliivinesansyhnsduiiogenidaoutiodnsinlinseiama I e NIsae
Milade3032061081 Ima@auamm(ﬁma)a]sé’faaa’amLﬂuﬁﬂmuﬁﬁmuﬁmwawms
dwmnTienziuasduiuinveudldireiifioadedunisnsainseigunm N
wuhenldidulunuaudnuaziane vieswnsveanuiivilifuinnsuinisiauesia
mﬁaﬂén’um@auamm(;’ﬁna)uaz/w%;ﬁmé‘miuﬂ%gmalﬂ

4.5.4 ;;TLauaiwm(émw)wﬁaa%’mﬂ%umLﬁamlﬂéwmmq vIadloianisidenanineag
Usgmslaqneurvun Togldfiteuls

4.5.5 ndhdugriidonfunuilgnmal 2 - 8 ssrmwadea feaienatsuanuassusesing
sruunisifivuazdndesdu cold chain system Aldunsgrumundninaet Good
Storage Practice (GSP) wag Good Distribution Practice (GDP)

4.6 WONANTOU

4.6.1 nydiedhauslildendunuy (original drugs) feslionansuanisAne bioequivalence
YasanesanUiouiisuivedusuy Ine3snsdnudeadulumundninusivay
wUHURluM AN Tauyav e @l esditinuAMENTTINTEIMTLAEN
NILNTNAITIINGY

4.6.2 nseifuenfidosazansuaz/vindorneuld FoslnanisAnuimiuasanmmdinisazane
WaY/M50139319 TuMyinazauanee ATUMIULAZANARBINUBNATTANUEN

4.7 fiauesian ({ne) Busedlvionidndygineuasuinun il
6.7.1 nsdluanisduasindingiend lnenswingimaninisunndudeviesufunnsals
11P5§7U 1SO/IEC 17025 wan13ns39asiziliiluluauninsgudefmunluusenie
Useninsian
4.7.2 mﬁﬁmﬁmﬁ’mv‘lawﬁmﬁgﬂL‘%&JﬂLﬁ‘uﬁuﬁlwmi”ladmaﬁmimaﬁwﬁmmﬂmsﬂswmammma:m
IuﬁduqLaawmaaﬁmmwﬁmww

'
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4.7 3 n3dinudlgmaunimannwandasionifionrdmaneUssdninauasanuuasniesegUied
losuen
ARENTTUNIFAVUARAUGNBELLLANY

UFE51UNIIUNNT

A33UNIT

................................................ NISUNNT
(W19EaNMIMan e Tause)



