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@. Ba87 Metformin hydrochloride &oo mg film-coated tablet (GPU : beo@ds)
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a.a. Finished product specification: Metformin hydrochloride tablet

49 | Test Specifications (USP«a)

@ | ldentification Complied with finished product specification

o | Assay «&.0 - @mo&.0% of labeled amount of Metformin HCL
o | Uniformity of dosage | Complied with finished product specification

unit

@ | Dissolution test

Not less than «3o%(Q) of the labeled amount of Metformin HCl is

-Total impurities

-Test @ dissolved in @& minutes

- Test Not less than «/&%(Q) of the labeled amount of Metformin HCL is

- Test o dissolved in emo minutes
Not less than #o%(Q) of the labeled amount of Metformin HCL is
dissolved in bo minutes

Impurities:

- Any individual Not mare than o.«%

impurities

Not more than o.%0%
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a.la. Drug substance specification: Metformin hydrochloride

) Test Specifications (USPea)
@ | ldentification Complied with finished product specification
o | Assay wa.& - moa.0% of labeled amount of Metformin
HCL (dried basis)
Residue on ignition Not more than o.@%

Related substance

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

Not more than o.®%

Not more than o.¢%

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

RUIBLNE)

_nsdifeamzifoundanisiiu (waive) naniaaeuiiaszisenisia I¥dunansianansmdng v
FanamilatueyliRe

- Drug substance specification fsunannluiiege wmaqﬁwam drug substance wialuiwnaeh
drug substance maawwammmsﬂ atulnatunil szimmsmifmmﬂvmsummmawm‘wuﬂ

- HANTINTITILATY Mﬂmmquu“LUmn finished product specification wae drug substance

specification FEaBannundesnuatuiiendu ddldaanziousedninnuanenssun1iemILase

ASENIIENEITEUEY nsmﬂmawmmamﬂuﬂmmmmafmamu maamLauaiqﬂﬂmmsqmu‘vﬂ.ﬂwmma
UgEne 19 a1aaaLﬂmjmsvawﬂwumwﬁi‘iawmmaﬂi“mﬂ 130819 LNFYFTURUUTEMANTEN TN
sy 1399 spyisnen Wus Tuniafnnsan TufummofiiavesnaznssunsRasaima
. Weulvdu 9

mauaiwmmmaummewmmanmi 'wiauaqmauamaiusmLaﬂaﬁ‘[mamummq eandendedl

&.6. Lanmsm{Lﬂi‘uaurmmwmmaumwmLwamwuw'luﬂiulmﬂlws wagdlums (declare) W1as

HEN
z.o.0. Widynstunalouiiue Melo vig.m o€ ¥so gl wdusngl)
5 s B ’\ 4 & E
R N USEEMUNTINANS awa..m@\.—.ﬁf ............ NSNS AIYD.cvvreer Y e NTTUAN

L3 L

(Wwaing oSaIAUNEY) (samueadnt WEndw)  (wnandugms arUseangns)

ar




~ g~

<olo. lUABT ey ne.e wie B.e vosiauese wienswasdenaifernsaiuay
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<o, NuHARUUTselve fuanadasdisnasiuseannsgiunmadnemuvdninusiua
AEnnshaluni1sndnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagsdisau PIC/S
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