YAZIBARUANBULIANE
81 Metformin tab ¢oo mg
adlsanerunannande Ysuussana w.a. edos

Fa81 Metformin hydrochloride &oo mg film-coated tablet, tablet
UM b, woo,000 KR (GPU : babeds)

0. AMATUIN

lsmeunauvandaidulsameuaguauaun eo wes Wusnemsansnwineiuiawn
fhensuuinisiulsasme Tastagtumui §lhelsadess Wud wwmulustneuvaude
Swuglhedisnntu fanudwdudestamelunsdnuiing Welreldsumsnunieeis
AuAm Ingrdnfitinszuiunsuazmawdniildnngiu uagldfunisinvetseies

. Ingussaed

iWedngednenanimaludenyiadindmsugliglsaumnuindiiunsdne lulsmeuia
P v = a a a/ ) ! ¥ a
walilaeninunmuasUseansnmlumssnw Weaneron1sliusnng

. AusnTRvesBulaueTIAN

e  IANNAINITONIUNOUNE

mlo Liiluypnaduazane

ma  Wegsewidnianig

n.& lmﬂuqﬂﬂaéﬁaagisswdwqgnasﬁunwsﬁu%’aLﬁl;@ﬁ@ﬁﬂﬁﬂg@ﬁﬂﬂﬂqamumaq%’gﬁ%”min
Lﬁaaf\mLﬂu;’gﬁlﬂmummﬂmsﬂssLﬁuwamsﬂﬁﬁﬁaﬂwaaé’ﬂizﬂaumimmzLﬁauﬁ
SsuumsiinisnsenransadsimuamsiivsznaseunslussuuAS et saauATE
nTudTINans

me  Liduynradegnazydelilutydseteunuuaslfudadoudelniuifenumes
mipnuveslustuueietsmsaumaensudyinas fesnfedfyaradifisnudy
U {3AN13 NTTUNSEIANT guims gigmnslunsaitiveulufenisvesifiyana
s

oo Hnuautfvaslifidnuusdorhumuiinuznisunmsuleviemsiatedning uasnis
UIMsWanNAsINMUAluTIBRaayuny)

me  Wulfyeeagilondnuneianiiusznesadidnmsednddndn

me  Widufiinauseloniusutuiiudaaueneduiddudomueliiug fmin o fuusene
Usmanimdiannseiing vieliludnsshnsdudunsdarnamsudedusgradusssu
lunsussmnmandidnnsetindasad

o Lduglasuendns..

\ d
(Wgguna esgau)

, WNABNITIWYNITALAY .i] Uwr
4 & o
GRKI12) I ”\/A("‘ ..................... ATINANT  (@9Y) oo LE 7\( ............... AIIUNIT
(wwanmuienTal Bungisny) (uwanlenwes I93a)

WNEYNITIUIYNT WABNITIWIYNT




o -

me liduglisuendvivienuduiy mmwgmﬁlmaamumalwa uusisguia veagu
Torausldddiliiansiendniuaseudufuguiniy
m.o0 Hiudaiausfidutoiausluguuuuves Ranssiwd’ Fesianautissi
meoe nstimtennatsywitediinsmidmunligdrsindselaneniaiugidiim
fmdndennassewinegidhsandazdesiimatmundndumiiuag i
SuiaveulutBinunudsmenieyammudyy wesdidrimdmdninnn
fidsfaedunnae
meol  nsdiifennassznineinsmimimuslifiduimelasendadugidl
's'mﬁmé’ﬂﬁﬂmﬁ"mé”lﬁ"'u&]’aq’lﬁﬁmamuﬁuaaé’vﬁﬁ'mﬁmé’ﬂiwLﬁaaLﬂuwaawu
vaafamsiiituteiausdmivtonnasseniagidriauddlaildrmunls
geihimeladudidisiudmgn fdhsufmnaeasfesdinusuinsudiu
muieulafifvusalluenasdysu
meom nsdiifennatsswiediinsmimimuslifimaeumnedidriiudselasenis
WuiBudeiausluumfanssmdnisiudeiauedinanlsifesinideneugiuna
meoe dmiudennasseiredidrswiilildmuslifisudaeladuiutoraue
fihsmdmnseazdosaansileteluniiideneus nnalsifidruiaelasenis
Wuguderaueluuufanissaud
.00 fHudeiauaronmelouiiteyagniesrsuinluszuuintotadnnasyiedidnnseing
(Electronic Government Procurement : e-GP) wa4nsutgyinaa
ool fiudaiauedodiyargrdvasians fedl
mob.e nidiffulsiuaiuifyarafidniidunungmnelvedsldaamadouiuni
o U doulyaravSuesionis mnwasrasznivdunindanivindentiauans
fiusinglusuuans rugnsiuiinensieiusesd Sseduansenidiuuan
o UgevherauTubuderaus
mablo  dwiumsdatodnieadmisiifntuiu ¢oo,00o um Tuld nsalffiu
Torauailuyanasssua lneiasananvisdesusestydludinlaiiu «o u
reuTubuderaue Taefesditushnaundslutisuimaduyer o lu « ves
yarsuUszanaedlasimavie Memsiibudaiausluudiazads wasvnidu
frugmsdndednineiaiduglisumadniontzies uanonldoiusosnd
Numﬂwugammﬂa'nanﬂiwuﬂmummﬁluamm

m.eL.m ENSUNTINTD. ..

Use51UnITUNS
(ueguna FA3gaw)
y WnEUNITIUIYNITALAY T{’
o) ... N&d NIIUNT  (29%0) M( ................ NSNS
(uwamdiennsal Bungissn) (Wnanlees na)

LU TETUIYNIT WNEYNITILIYNIT




-1y -

mob.m nsdiifBulsiauslifiyaransvesiamanieruaanadsunieiuliisme

fgiddudeiaus Fiutolausanninveniudude Tneseshaiudude o
Tu « vesyarmauUszanm veslasnsvienenisiitudoaueluusiazads
Eudefisuimsmelutsema viouTemiduyu vieuisndununinning
fildsueunmlisznaufansfuyuitonsmdesuas Usenougsini
UszunuuszniavessuimsuisUsewelng susiedeuismiunuiisuias

“witszwealve wisdeulimsulneinnsanansentusuveneduiuide
fdinaulng$uses viefidiniuanniiuses (nsdildsuneusunaan
dinawilva)) FsoonlungBudaiaus duisiududoiaue lifu «o $u)

meb.¢ NIUAU (nob.o) - (neb.o) snyiudmsunsdawelul
aal v v [ ! (%
(@) NIUVHBUVBLAUDITUNUIBIIUYDITT
(o) dRyamafidnnsdumunganelveegseritinsiunianisay
nsgvdyliAsuazans @UUN eo) W.A. b&be

< AuFnTAnqly

&.6
o)
&.,n

&&

C&

ULy \uendinedinduuszmu

dudszneu  Usznoumemie Metformin Hydrochloride ¢oo fiadnsu u e 1in

Auzussy  Ussgluukelnaiiv destueuty wasussadasitostuuas ATImLTISEY

Tu Finished Product Specification

287N

o  Seyen dulsznauiedfauasainuuss Yusdn Tudueny wuiindnuay
wungideussuelisgednuuuussgiue

eclo  vuMUEUTIEIettesdsylesviedomnsi dulsenou uas
YUINANUUTIVEIEN LaTTINER 5’u§umq Midaau

Juenln fergvesedeshivesnit e Uuantudweu

&  AnFuUINIanala

3

2U%0eN Nan1snsIRmT s mduluniu Finished product specification wag Drug

substance specification FalgaanzidourodinauAueNITNNNTEINSLALEN NITNTWABITUEY
wazlunSENNITIATIZIANANINNN N UAF DI UL UE NSNS SUAT UM 198 9N 1T A e

ﬂmmwmiwmiﬁgu
&.® Finished...
WNFUNIT YN LAY (‘\I
@3%0) ......... o & R NTTINT  (E970) e l‘”"‘j\’\( ................. NITUNT
(wwandsennsal dunaissa) (uwarleivs  n3a)
WnFBNITIUIYNIT WNEUNITIIYNIS




&.e Finished product specification : Metformin Hydrochloride Tablets (USP &e)

D) Test items Specifications
&e.® | Identification Test 5396 uAUNTEYl Finished product specification
Colb | Usuausiedngy &&.0 - @o&.0% L.A. of Metformin Hydrochloride

&e.en | Uniformity of dosage units ﬁ]i?ﬁ]ﬂi’lum’mﬁ‘isﬂu Finished product specification

&e.@ | Dissolution Test Uuausienddgy (Metformin HCL) Aasazaneliivoy
171 0% VBIUIUUMBITLIY Melunan @ Ui

€e.&€ | Impurity :
Any individual impurity Not more than o0.@%
Total impurity Not more than 0.5%

&.la Drug substance specification : Metformin Hydrochloride Tablets (USP &)

D) Test items Specifications
&b.® | ldentification m’ﬁ)&humuﬁizﬂu Drug substance specification
&bl | UsunusedAgy ®z.€ - @0a.0 % of Metformin HCl (dried basis)
&l.en | Residue on ignition Not more than o0.6%

&b.& | Organic Impurities

Individual impurities Not more than o.olo % for Metformin related
Any other impurity compound A
Total impurity Not more than c.e%

Not more than o.¢%

&b.& | Loss on drying Not more than o0.&%

RIS : . 53Lauaﬁmmawumtmmwmﬂl,anmi Finished product seeciﬁcation, Drug
substance specification wazLNdUA1sUNLTD1989 (Drug monograph) (lENENSTE e Useunm doalu
AuatunBuvedungilouiudninnuanznITunTe e NTENTNENEIIMEY) nSeuaanaile
& U Yl o
FoiuTononasauNieNIaILIN

lo. W8 Uniformity of dosage units tag Dissolution TiuuuLanasuana
P a ¢ Yy v a a2 W
AP NANITNTIDIATIE ndllawdeseazdanidudiasliluly coa
on. NSEINAANZLTEULIINGHIU (Waive) N15as1agaudwsievinisle Iouenans
MANFIU AINEINLATUBYIRAMY
&. Drug substance...

A
(Wehgiwa Asgaw)
WNEBNITIUIYNTRLAY
= ol 3 4‘0\0%0(
(@UB) oo Nl NITUNTT (BIVD) woooeeereeenteerenmmsss s N3IUNT
(WaEmdsensal Bungissn) (uamleias  353a)
WEBNSTIUIYNIT WAEUNTEIUIYNT




-& -

& Drug substance specification #915a1anluiATIEYivesEkEn Drug substance
w3olulAse9A Drug substance vasgvamendiasy atuleatiunis dsfinsnsivaeuiinsedt asu
NNYiave
b, Hauludug

ve  duunnmieienanisldfueyyntungfousifuenioswmneluusemelng way
dung (Declare) uvaanan

Re

=l

bee  WAAYNITUZTEUATUET (NBlo 8.m 8.€ UAUANTE)
(o) lunsdimiuefedeluusemalng (ued ve)
(o) Tunsaidugnindiionisutussy (aneia ne.m)
(@) lunsdfdusnindranaasema muneds ne.<)

vol  Wiwetunsous ve.e/te vesiiduenm wieuswasidundens
muau@zumwmaqwﬁmﬁm%mmﬁ%’uwzLﬁﬁm (Finished product specification)
wazdorimunnmnmee fmgAu (Drug substance specification) nstiflag
seviemsiBsuudaudlufiudueedosnuuenarsdiunmaenisveusle
(8.¢) W WMTU Finished product specification Wag/#30 Drug substance
specification lagwsunluneuiulsemauszniasiaddnnseiing wazliiu
b U a Tussmeausemnnadidnnseiind

blo  BNATTUTBWINIFIUNITNARS

vloe  nidlemdnlulszmealneg fuindesliienasiusemnsgIun1sanenw
vdninaiLaeiin1siialun1sndnen  PIC/S  (Pharmaceutical — inspection
Co-operation Scheme) Tawuiesnu PIC/S participating authorities i3ad
lONENTTUTBWNATHIUMTHARE P MANINAUTTLAE AT N TR lunsHARE e,
Fevimfleufundninasiuagdinmsiimuniswdnen PIC/S lumnnefhausne
aUudEn museuNInTIRaeulasiinansusasiitiulsenialszninsim
dianwsedind Uszneume
(@) drumifidoduseumsgIumsHaneImUMEnINSIS NS IR LLNSHER

WaRuiiendfy  (Certificated of GMP  Active Pharmaceutical
Ingredient : API)

(b) diumifidesuseanIgIunsERBMLENINMSTISNINALNSKER

Namﬁm*ﬁmﬁﬂﬁﬂgﬂ (Certificated of GMP Finished Product)

oo NTWYIIWIN. .

i

(Wegina F3gau)

4\/ wdunstungnIsRLeY W(.
(GROR)) Ve ASSUNS  (89%0) M ATSUATS

q

(unaUTensal Bumaissa) (ueanleies  I93a)
Wd¥NTEUIRYNIT WnE¥NITUIYNT




- & -

plolo  nsdlgindrandsszma guandedidiunmaisendsiusennsgu
nIsHAREMIMENIN AL IE NS TRLUN AR B IUTEINAENERDIAN TS
punlelan  viSevesUsemeiidunguan®n  PIC/S  adfudiganwseunis
asvseulagiinan1sTuTesiiviulsenalszmeasiadiannsedng

o.m Lanmaqmmw*uaamﬁtauaﬂm (Fwunnming)

bme  WANIATIVIATIZRAMN KGR MeiEdTIgUveskEnandniusiendusagy
(Certification of analysis of finished product) ’Luaﬁéuﬁdalﬂuﬁ'sa&iw

palo  WAMINNIRATRRMNMWIRgAUYEITIEd AyvekER TngAufed Ay
(Certification of analysis of drug substance) miﬂum'swaﬂmiuﬁduﬂu
s?f'saehaﬁgwaa@’wﬁmmuaxéaﬁmi’mqﬁu

paa  lENE@TVRRINgIUBuSuALdTLSIEIUNSERve IngAuvesiaen
dfey (Drug substance) Mdlun1swanenjuiidaiiufegig

.. HaN13@AN®YI Long term stability @11 ASEAN Guideline on stability of drug
product lefumsasunaiusesonanInngiisuavesuien 1w m Ju
NINaR

&  WanIAnw) Accelerated stability lafunisasunuiusesenarsangiisius
YOIUTEN WU o JUNTHAR
(o) nsditumzfounumunnn b 8 nansfnmasusaegeiitunedeou
(o) nditunsifousnndosnit b § namsdnwinuituiudiclumesdeus

UER

b 7981981
AlauaIIAN Aot Neee oy m ey Jadudunuseazenld
AsutumNimualuiteamauiRnI Uiy

o.& Malsziuaunweidwey (Lanuenasnisussiugaainen) Al
p&e  vWnOaRdmey IResdid iU maeluTuTewman1InTIRleT el

GRERN
dd‘ 1
b.& b NIUNNUIYIIVNNT ...
(eghna A3gaL)
WNEYNITIURYNITHLAY ﬂ s
GET ) J— N nysums (asde) . UNS NITUNTT
(uandsenasal dunansiny) (uealewys  nia)
WndINIEUIYNIT WNAUNITIUIYNIS




-5 -

oalo  nsdibesemsvimsduiietefidweuiiledimsalinszinunin
NUIWTNVNIIL Insdeiosveningi Ima@muamm%ﬁaadw%ﬁ'uﬁﬂmu
ﬁ‘]’wmuﬁwﬁ’saiwmieiqmaﬁmﬁsﬁuasLflu;:i%’uﬁmjauﬁﬂ%’ahaﬁLﬁm%’m
Tumsasedimsiesinunm nsdimuienlidulunuaudnuusiangming
iwmswaaqauﬁwélﬁ%’uﬁmmmﬁl,auaﬂmmﬁanﬁwmaw:il,auaﬁmuax/
w‘%aémﬁm’lum%gwialﬂ

oea  fauesian (ue) wdeuasundlenilndvuneny vieileianisideuanin
Usenslag deurfuualaglidfiteuly

e wideiusennniguiesfiinng ISO/IEC emobe Tugniliaus

o.&.& wﬁ’aﬁa%’mmmmgﬂu Good Distribution Practices (Certificate of GDP)

= | e v o ' Y o
b.h  WBNEITUIDATINABNLLENINIISUU Recall system maﬂp‘\!a}’mma (11u)

o HEuaTAT (§ue) Busenlivnidndyginsuasuivun wandenasnisBueeuls

snian deyey) fail

bele  NEMANIGUATINIATEYeE Tnonsuinemansnisumdvietesuiiint
ﬁléfmmgm ISO/IEC eslolod wamimaﬁﬁiLﬂﬁw“l,ail,ﬂulﬂmummgm
tomuualulsznialszninging

belo  nadiAndasiodaignFenfuiuanviomaalasdinnuauznssums
pnauaren Tudrnawesdygyasdeszee

ooa  nsdmulymaunmanuandusiofienaszdmadeysedviuauazaany
Uaeasdusefiefilssuen

vae  nsdmulymiftheiinennishifcUssasdaneiisunsainevesgiauesian
(o) wiannsaldendananangueseduls

oo  nsdwudgyndug uenwiionnfinarau Fefinnsanudrinfisnudemese

T1UN7

b4

AVUALIANEINBU
AruaaINISaNaU Mty so Ju Tudnanntuiilasuludsie

WANLNUIN LUNITNITSUIAALEDNUDLEUD
N1SNATUNAMEDNTDLEUD TaeldLnaueisIAn

&, WRWIUUsELN...

(Wedna AIgaw)
WndYNITIUEYNITALAY
(@s¥e) \/49»/ ............. ATIUMT (A3T0) ... ﬂ’”"'r"( ................ n33UN1S
(ueanUiensal Buvaisn) (wwanleivs  In3a)

WndBNITIUIRYNIT WEYNTTIWIYNT




& NRUUUTZIIU/9RUN A5 UINESTS
WRuUswelsmeIawaNd Yeudszanm w.e. beos neluetu doboo.oo UM
(BauaunniuaaiosumaIu)

©0. NI
lssngnuaunandn  azdiszRuadwesimulinaudSinaimvualulude@ousiazasn  uas
awsinsenie Tunguemelu co U duinnniuiigue luanmdngunssuueuliundie

oe. AUSU
8R51AUSUMNUALAARN USRS oo UBITIAIAAeIndsluldsuLause Ty

olo. MsiMUATTEzIIaFUUTERUTIFAUNNTDY
iusszeznmIvdsziuaudsaunnseRedatawesdwendunm «o Ju Tutnain
FuildFuuey

HERARFARERRARRRRRF RN RRRRNREFHRREXRER

WEUNTTIUNYNIILAY j ¢
(GRGR) Ayl NISUNTS  (@9T8) oo, W .................. NSIUMS
(WanUSennsal Buveansiny) (Wwaleias  3n3a)

WdEsNITUIYNIT WNEUNITIUIYNIS




