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

) Test items Specifications
&.e. | |dentification Test mswmumuﬁizu'lu Finished product specification
<olo | Usunasendaty «&.0 - ®o&.0 % LA. of Metformin Hydrochloride
&.o.en | Uniformity of dosage units mi’mmumuﬁizu'lu Finished product specification
&.o.¢ | Dissolution Test Vainaushendnfty (Metformin HC) fasazanglaivios
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&.6.& | Impurity:
Any individual impurity Not more than o.e%
Total impurity Not more than o.5%
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Metformin Hydrochloride Tablets (BP woe®)

U0 Test items Specifications

&b.e | Identification Test m’mchumu*ﬁ'isulu Finished product; specification

<blo | YSunseddgy &&.00 - @o&.00 % LA. of Metformin
Hydrochloride

&lo.en | Uniformity of dosage units m*mw"mmuﬁssq’lu Finished product specification

&b.€ | @-Cyanoguanidine Not more than o.0%

&.a Drug substance specification : Metformin Hydrochloride (USP o)
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.o | Identification mﬂﬂ&i’mmuﬁisﬂu Finished product specification
<alo | YSunumendagy «&3.¢ - ®06.0 % of Metformin HC (dried basis)
&e.en | Residue on ignition Not more than o.e%
&m.& | Heavy metals Not more than @o ppm
&a.& | Organic Impuirities:
Individual impurities Not more than o.cb% for Metformin related
compound A
Any other impurity Not more than o.@%
Total impurity Not more than o.&%
&m.o | Loss on drying Not more than o.&%
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substance) #lFlumswanefuiidadushegaiuesaneuavinaningiu

&ma  lONAIVIBNANFINBUSUANANTUS ST INUNSKEnvRITngAUTB It B d ATy
(Drug substance) 4o ¢.m.lo fiujunsnanvesrdninierdnsagy (Finished product) 4o ¢.m.o

e lunsiitunsadousnnnnit b ¥ avdesiidiunnmdonanisding Long term
stability muiiduisndslunsouiauan uazlasumsannususesenasangiisunaesuity

&an.¢ lunstifunadousntieondt b ¥ wdesldunamdonansinueniuasives
gmuiBuiainlunsdoueuiuans waglasunsasuuiuseaenansngiisunavesuivn

&.& FIBENeN

&.a.o fauasm fovdwhetneetinios o mieussyiug dadufunuseandonld

Azt st mualuidonuaniivialudisiu

-

f

L HENTTUNNTMIYUAT) ﬂ:’..d")‘ﬂ&ﬂﬂ?l?ldﬂﬂ'l“‘n' Jsudt
i &/&.& NNTUIYNU...

u.it"ﬂ ... : ... ETIUNTINNTT

LI
, (::aw)m...ma:......_.. ATINNTI
| (na¥rn), f K NITUMI




-& -

&& msUszﬁ’uﬂmmwmﬁdwau (wamaLenaIsNIssulseiu)

&&.o uiidwaunvdiongldldlidosnin o U Wuaniudwey

&dlo mwmamﬁa’wau W maaaqmummwmU'lus'usaawamsmammsuwmsuwawan

&&m nsmwmﬂiwmswwmsaumamamwamamwaaamswms%mmmw LTINS
wimidsiesvemiogg Imucdmuaswmasmaaaemwmanmmmmuwuwswmsamsm
AnvinanduFuiaveumldsreiinedadumsemaiienesinunw nsddinuienbidulum
ANANYULIANTT MIYTIYNTVEANILANS lFURTsMsaueTIAEIRInaIes laussia
waz/v3eruantuniaroly

&« NLauaswmavmaqsuLUaﬂumtuam'lnawmma wiailoiinnisideuaninee
Uszmslaqreurvualaglifidouls

& fauenamdusanlionidndyniounsurivun (wansonansBuges) dail

&5.0 NsdiaNIINIREARNBITnsAne mansmsumglidulunumnasgu
Jorvua

&olo nsdinanfasieneiaigniFonifuiuaniemainlagdinnuaugnssunmsems
waren Tutrnavesdygyardorrae

&o.m ntiwuymaunmanudniusifionssrdmnaseyssavinauazaulasadivse
FUnelasuen

€. MEINTVeANUANS LiFuR TR AusiTUsETRgniSenifuAu Taedineu
AznsIUMIEISUaze lustavina e Unouluusemausemasimdidnvseiind

&.a wanfasiihnaueny wwdetlianfiaviooglussminmadudumsgnadniiuafieaiy
msavdiauntydRuiangranevieanslng luavstnsyanady

& 1ONANTHUY

&.x.o nsmoiiauslilveduuuy Orginal drugs) feswitenansuanisAne Bioequivalence
veseniiaueanUIsuiisuivenduuuy lneiimsnudeadulumundninasivasuuay fuat
msfinwTianyavesy 1Ay redINNUAYNIIUNTOIMITUATE NITNTNAGITUAY

‘uaus.,u'lunsmwmenaﬂﬂzy'uaqmmuu,w‘uumwUunauu . oo uazduelunduiel
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