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81 Metformin hydrochloride &oo mg tablet
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Drug substance specification (Reference USP)
s.@ Definition White crystalline powder. Freely soluble in water;
slightly soluble in alcohol; practically insoluble in

acetone and in methylene chloride

oo Identification test mﬂﬁ]ﬂi’mmuﬁ%ﬂu drug substance specification
(IR, Chloride)
an.on USuuddendAey (Assay) ®&.0 — ®@ol.0%L.A. (on dried basis)

on.& Impurities
a.<.® Residual on ignition  silAU 0.0%
en.clo Organic impurities
- Individual impurities
Metformin related compound A L4l 0.0%

Any other impurities L 0.0%

- Total Impurities LailAu 0.¢%

.. Loss on drying TaiAu 0.¢%
Finished Product specification
o.® Descriptions mi'sﬂmumuﬁizdu finished product specification
oo Identification test m’s‘-\whum’mﬁisqiu finished product specification
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on.en USUuddendidny (Assay) ®&.0 - @od.0%L.A.
. Dissolution Test : BitfaunN wo.0% LA. T & U
Test o: litpanin o.0% LA Tu mo U

Test on: hlfpen1 wo.0% LA, Tu wo u

o.¢ Uniformity of dosage units m’ﬁlﬂh‘umuﬁs:ﬂ_ﬂu finished product specification
on.& Impurities
on.&.@ Organic impurities ATITHIUANUANGT o
mi’mﬁ ® Organic impurities
) = Acceptance criteria
Not more than (%)
@. Any individual impurity 0.6
. Total impurities o.Bb
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neileulily finished product specification uagdoninuaamAInIngau (raw material
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<o Nsfemantulsemndlve fesiniidesussannsgrunsndanundninas waisn1suan
iR (GMP) %89n3ENINANTITUY Waendninasiisnsudaialunisnanvesanniwglsy (GMP PIC/S)
Tumneenflauene vio nadlentdransussine fesdindadeduses GMP PIC/S watlssnuguén
granUseinagndnvionilsdosusomansinaien Certificate of Pharmaceutical Products fivaning
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<.« 1ndadasuI09n1305297A 918U 09l59UEHEAR (Certificate of Analysis of finish
product) aisefugnfiunusenaumsiansan
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(Certification of analysis of drug substance) MUaUSEVERGNEN UavuSEngnaningau
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<.oo nsflilyerdiuuuy (Original) aedosiivoyanisAnyidtauya(Bioequivalence)
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<ol luns@Tunzdousuuinnit b 9 asdesfidnuinimdisnanisdnel Long term
stability muiiudiudulunsideuennuans

<.oa Lantanasiuiuauduiusseningunisnanvesingivyosiiendnag (drug
substance) fiugunsuanuasndndnsiendnsagy (finished product)
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