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Figure 2: MEGGLE®DFlowLac®90, FlowLac®100D k% RFEPSD, Sympatec®/Helos & Rodos particle size analyzeriZ &2 531,

Sieve data - spray-dried lactose

FL¥EDTESE Flowlac®90 FlowLac®100
specified/typical specified/typical
KE D < 32um NMT 5%/ 2% NMT10%/ 5%
Method: Air-jet sieving <100 um 25-40%/29% 20-45%/32%
<200 um NLT 85 %/91% NLT 80 %/87 %
<250 um /99% /97%
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Batch-to-batch consistency - particle size distribution - spray-dried lactose Batch-to-batch consistency - particle size distribution - spray-dried lactose
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Particle size (um) <32 <100 <200 <250 Particle size (um) <32 <100 <200 <250
Specified NMT 5% 25-40% NLT 85% Specified NMT 10% 20-45% NLT 80%
Mean IPC value (%) 1.9 28.5 91.1 98.9 Mean IPC value (%) 4.5 31.6 87.0 97.0
SD (%) 0.9 1.6 14 0.5 SD (%) 0.9 1.8 1.6 0.8
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Isotherms Sorption isotherm (Dynamic vapor sorption at 20 °C)
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Scanning electron micrograph (SEM)
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Figure 7: MEGGLE®DFlowLac®IC$H 1 B3SEME B =R L £ (ZEISS Ultra 55
FESEM (U=5 kV; Au/Pd sputtered))
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Flowability
Spray-dried lactose
Flowability index (mm)
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et
Spray-dried lactose
Angle of Density bulk  Density tapped Hausner ratio Carr’s index
repose (°) (a/1 o/ (%)
FlowLac®90 27 560 670 1.20 16.42
FlowLac®100 28 590 710 1.20 16.90

Figure 9: FlowLac®90/100 D& REMEDHRMEEZTRLEY BIMERFICED)

Compactibility
Spray-dried lactose
Tablet hardness (N)
450
400
350
300
250
200
150
100

50

0
0 5 10 15 20 25 30 35 40 45
Compaction force (kN)

Tablet press: IMA StyI’One 105ML, Tablets: @ 11.3 mm, 500 mg
FlowLac®90 FlowLac®100 DC agglomerated lactose grade
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Packaging and shelf life

FlowLac®
Size Material i B (REEHARE
FlowLac® 90
owrac Carton box with an aluminium 36mH
laminated inliner
FlowLac®100 25kg 241H
P b ith PE-EVOH-PE
FlowLac®100 A 1818

inliner

Figure 11: MEGGLED X FL—RSTHMES L — RO B, BB R,

Functional related characteristics

Powder flow
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Powder compressability
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