[image: image1.png]®
=
o
z
z
o
=
<
o
—
o
o
<
14
=
8
()

Manesty




[image: image2.png]®
=
o
z
z
o
=
<
o
—
o
o
<
14
=
8
()

Manesty




[image: image3.png]


[image: image4.jpg]GYSTAR Manesty

The Process & Packaging Group

















��





Coating of sustained release pellets


and tablets using the Manesty XLTMLab01


with different commercially available


coating materials.





THE MANESTY XLTM LAB01 CAN BE USED FOR A RANGE OF SUSTAINED RELEASE APPLICATIONS FOR THE COATING OF TABLETS AND PELLETS. SUCCESSFUL QUICK AND EFFICIENT COATING PROCESSES CAN BE ACHIEVED USING BOTH AQUEOUS AND ORGANIC SOLVENT BASED COATING SUSPENSIONS





Aqueous coating of pellets


Materials and Methods


Paracetamol pellets were manufactured.


The powders were dry blended for 4 minutes and wet massed (planetary mixer) for 6 minutes. The mass was then extruded and spheronised (Erweka spheroniser).





Resuts


The pellets coated according to the parameters in Table 2 gave the required sustained release of paracetamol. The process was quick (75 mins) and highly efficient (98.5%).





The pellets were then dried in a fluid bed drier at 50°C for 60 minutes. The pellet formulation was as in Table 1 below:





Table 1 Final pellet formulation





material	% w/w





Avicel PH101®





40





Tablettose®





50





Paracetamol





10





The pellets were coated with Surelease®


(E-7 – 19010 Clear) on the Manesty XLTMLab01 coater.





Figure 1 Paracetamol release versus time, tested according to BP 1998 Apparatus I (basket) at 50 r.p.m for uncoated and coated pellets
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Solids concentration (% w/w)





Batch size (kg)





Inlet temperature (°C)





2.0





60





Exhaust temperature (°C)





Pellet bed temperature (°C)





39 – 41





35 – 38





Spray rate (g/min)





Drum speed (r.p.m.)





16 – 20





20





Airflow (m3/hr)





Cabinet Depression (Pa)





361





-60





Gun to bed distance (cm)





Atomising air pressure (bar)





13





1.0





Fan air (bar)





Baffle System





2.0





None





Gun details





Peristaltic tubing





1 Manesty with 1.2mm nozzle





Silicone; 3.2mm bore; 1.6mm wall





Pellet Weight gain (%)





Coating time (mins)





10





75





Coating efficiency (%)





98.5





Table 2 shows the process parameters used to coat the 2kg batch of pellets





Coating suspension	Surelease®





Results





Table 4 shows the coating parameters, coating times and process efficiencies using Eudragit S® 12.5 on the Manesty XLTMLab01





Coating solution	Eudragit S® 12.5	Eudragit S® 12.5





Solids concentration (% w/w)





Batch size (kg)





Inlet temperature (°C)





Exhaust temperature (°C)





tablet bed temperature (°C)





Spray rate (g/min)





Drum speed (r.p.m.)





Airflow (m3/hr)





Cabinet Depression (Pa)





Gun to bed distance (cm)





Atomising air pressure (bar)





Fan air (bar)





Baffle System





Spray Gun details





Ploughshare





1 Manesty with 0.8mm nozzle





Ploughshare





1 Manesty with 0.8mm nozzle





Peristaltic tubing





Tablet Weight gain (%)





Silicone; 3.2mm bore; 1.6mm wall





10





Silicone; 3.2mm bore; 1.6mm wall





10





Coating Time (mins)





Process Efficiency (%)
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Table 3 shows the coating suspension formulation details (10%w/w total solids)





material	Quantity (g)





Eudragit S® 12.5





Triethyl Citrate





Talc





IPA:acetone 60:40





Organic solvent coating of paracetamol tablets





Materials and Methods


Eudragit S 12.5 is a material used for controlled drug release (it dissolves at pH’s greater than 7.0) that is commercially available as a 12.5%w/v solution of the polymer dissolved in isopropanol. Paracetamol tablets (weight 400mg, hardness 160N) were compressed on a Manesty Unipress Diamond‘ rotary tablet press. Two different tablet batch sizes were subsequently coated on the Manesty XLTM Lab01 coater.
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10





1.8





5





45





45





30





30





30





28





22





38 - 40





15





15





341





341





-50





-50





13





13





1.0





1.0





1.5





1.5





95





137





99.8





99.0





400





50





250





3700








