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b USunudiendifigy x&.o%-aod.0% ®&.0%-00&.0%
o Dissolution Test @ : @0%Q In && min ATIWU
Test b : a/&%Q in o min
Test o @ @o0%Q in Do min
& Uniformity of dosage units | a5290U
& Organic impurities Any individual : NMT c.@%
Total - NMT o.0%
Drug substance specification: Metformin Hydrochloride
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Impurities
& Organic impurities/ Metformin Cpd.A : NMT o.o% | Impurity F NMT o.0&%
Related substance Any individual  : NMT oc.@% | Impurity A NMT o.0b%
Total : NMT 0.¢% Unspedfied(for each) NMT o.0&%
Total Maximum o.e%
Disregard limit  NMT o.cm%
o Loss on drying NMT o.&% Maximum o.&%
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(n) 3WnsAnwduwuu Randomized controlled trial &o o
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studies
(2) AFn1sAnwnduuuy Descriptive studies WuU Case o b
report or case series (51891UEU38)
@) (@) ﬂﬁﬁﬂwﬁuﬁ]ﬁL?fm%’a\ﬁusﬁmuﬂaamﬁmaam ®0 on
(o) Wadagas (), (@), (A) W3e () AldlaRumluseans
lo.on FIUUTT0N e : SmsgIuinsufiinns (Bendeladevis)
(AZLUULAN o AZLUL)
fulsnan AU AZLLLANS
(@) HosUFURMIAEIUNTTUTOIMNAWTON WL ATFIY ®00 Mo
ISO/IEC ewlolad frunsnaaouadafasisnfiduesiad
Tusrensvngau
(o) WHO List of Prequalified Quality Control Laboratories ®00 mo

b.e FulTIa « : AuanlFndelsslevddensuiinu (Genlivnde)

(ALLLULAYN eoo AILILY)

AuUsuan ATUUL ABLUUEANS
Storage and stability &o ol
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