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Composition of Metformin HCI Extended-release (XT) Tablets, 500mg and 1000mg
Formulation of Metformin E-R tablets |
500mg 1000mg

%wiw [ mgltablet | % wiw | mg/tablet

| Components

| Metformin Hydrochloride, B [500 [ 1000 _
| Sodium Louryl Sulfate, NE__ P

Povidone K-90 USP

Coating

Cellulose Acetate NE
Triacetin, USP
Polyethylene Glycol 400, NF

Candelilla Wax
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F, APINZRERARGRSN  BEREEN. BNEAHAEKRGHAFSRIDGERF—HNRE( EARTSINE | EFANDARFHRERRGIHR
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APIIZRE
APIFYE Et& il —AR /iR EZ E (BD,Bulk density)fIfRSEEE(TD, Tapped density) , {RIBXMAREMTIIHEH CarrfE4iiIHausnertg 4y , IFMAAPIRIREN
%, AT E39QbDIRERPHIZES] :
Density (Bulk, Tapped, and True) and Flowabilitv:
The bulk, tapped and true density as well as the flowability of acetriptan Form III (Lot #2 : dijo—
7.2 pm; dsg — 12 pm; dgg — 20 pm) were measured.
Bulk density: 0.27 g/cc
Tapped density: 0.39 g/cc
True density: 0.55 g/cc

The flow function coefficient (ffc) was 2.95 and the Hausner ratio was 1.44 which both indicate
poor flow properties. The cohesiveness of the drug substance was also studied using a powder
rheometer. The specific energy (12 mJ/g) of the drug substance indicates that the drug substance
is cohesive.
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The proposed commercial manufg
manufacturing process such
unit operations. Furthermore the equi :
industry. Critical process parameters have been Studled for the followmg steps: granulatlon
compression and film coating.

The manufacturing process has been validated by several studies at pilot and industrial scale for the
major steps of the manufacturing process (granulation and drying end-point, compressibility and
coating suspension) and is satisfactory.

Accordingly the batch analysis data the medicinal product can be manufactured reproducibly
according to the agreed finished product specifications.
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