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Metformin hydrochloride oo mg tablet

o. 087 Metformin hydrochloride &oo mg film-coated tablet (GPU : batord)
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a.e. Finished product specification: Metformin hydrochloride tablet

99 | Test Specifications (USP&)
@ | Identification Complied with finished product specification
o | Assay «&.0 - @o&.0% of labeled amount of Metformin HCl
e | Uniformity of dosage | Complied with finished product specification
unit
@ | Dissolution test Not less than e1o%(Q) of the labeled amount of Metformin HCL is
-Test ® dissolved in && minutes
-Test b Not less than @1&%(Q) of the labeled amount of Metformin HCL is
- Test e dissolved in mo minutes
Not less than e1o%(Q) of the labeled amount of Metformin HCL is
dissolved in o minutes
Impurities:
- Any individual Not more than o.@%
impurities
-Total impurities Not more than o.0%
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.. Drug substance specification: Metformin hydrochloride

) Test Specifications (USP&a)
® | Identification Complied with finished product specification
o | Assay ®c.& - @o®.0% of labeled amount of Metformin
HCL (dried basis)
o | Residue on ignition Not more than o.@% \

Related substance
Individual impurities
Any other impurity
Total impurities

Not more than o.oe% for Metformin related
compound A

Not more than o.e%

Not more than o.&€%

& | Loss on drying (Dry it at @o& °C for | Not more than 0.&%
& hours)
VU

_ nsiifeanzifountanisiiu (waive) nansiaaeuiiaTgiisienisia Tunansenamangu

fananilasueyine

- Drug substance specification forsanantuliassivesdnin drug substance wisludaseh
drug substance vesgnand15FU atulaatunil fdinmsasnviansinsuynihdeiitvun

_wan13nsaadiaseinuaimifuluniu finished product specification wag drug substance
specification A& Bennduinfuatuieatu dddeanzideusedinanuanznssunseIniuasen
nsgMseansIsagY nIdanaTAnamalinvewmIeIngiu ‘uaaQLauasﬂﬂwlﬁmsqmﬂuﬁiiawEnma
Jsema 19y Srdanduiivatufiiminiifilsmennadsznia viesrBanduiumulssmean s
anosniaY 1309 seysen Wudu lumsiinnsan TiutunaeitiavesruznssunTRSMRG
< Roulvdy 9

fauermdpsdudunnimdigiends wouasmeiloteusesenanslnefiisuna swaziBuadail

&.0. Lanmsmslﬁ%’uaqapm%umﬁauﬁw%’usm.ﬁaﬁmﬁw‘luﬂmvmlm wazduas (declare) uvas
Han

<.o.0. lUdFyMsTunsfoumfuen (ele ne.m no.c w30 8lo uiusnsa)

aﬁa ............................ UTEHIUNITUNNT aﬁ’xa (\Bm\fm& AIIUNTT a\‘l‘?}ﬂ ........ gﬁw ........... NIFUNTT

---------------------------

noel g v ¢ A‘ a [ a
(eeving ednyayung) (unanaUesiomd Iwdnau)  (uandugms aeussavgns)



.0l IUF'TWJB%UVI Jou .o 38 8.0 vosuTiiduesian wieusieas gidgaidonsmuay
mumwwawacﬂnmmmwwmwau (finished product specification) LLa.,wamwumﬂmmwmammmu
(drug substance specification) ﬂimwaasvmwmimaauLLUaaLLﬁ‘lmeume YADILUULONANTASVD
wile (8.¢) um3ay finished product specification Wag/w3e drug substance specification Tnavaudly

nawtulsenraausIAviseUsENMnTIABdnnsatng wazliiiu b U Juusemegeus I viseUse e
s1Addnnseting

<. lBNATTUTBWNATFIUNTHANYD

<lo.o. N3tlomanluUsTvAlng grinsosdionansiuseunasgumsnaneinamdninusiuas
Ansfinlun1sudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taguuae41u PIC/S
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