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Typical particle size distribution (Laser diffraction) Typical particle size distribution (Laser diffraction)

Agglomerated lactose grades, cumulative PSD Agglomerated lactose grades, distribution density

Cumulative distribution Qs(x)/% Distribution density qslg(x)
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9% < 63um  NMT6%/ 3% NMT20%/ 16% NMT25%/ 14%
7535 IR % <150 um / 20% / 49%
<180 um 40-75%] 51%
<200pm  30-70%/ 49%
<250 um 60-90%/ 82%
<400 um / 97% NLT85%/ 92%
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Batch-to-batch consistency - particle size distribution - agglomerated lactose

Tablettose®70
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<63 <150 <200 <400 <500
NMT 6% 30-70% NLT 98%

2.8 19.9 48.8 97.3 100.0

12 4.2 5.6 0.9 0.0

Batch-to-batch consistency - particle size distribution - agglomerated lactose
Tablettose® 80

Passing through 100

sieve (%)
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Particle size (um) <63 <180 <400 <630
Specified NMT 20 % 40-75% NLT 85% NLT 97 %
Mean IPC value (%) 15.7 51.0 92.0 100.0
SD (%) 2.1 4.2 15 0.0

Batch-to-batch consistency - particle size distribution - agglomerated lactose
Tablettose®100
100

Passing through
sieve (%)
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Particle size (um) <63 <150 <250 <500
Specified NMT 25% 60-90% NLT 96 %
Mean IPC value (%) 14.2 49.1 81.6 99.9
SD (%) 2.6 6.8 3.3 0.1

MEGGLE | BURIZLYE Tablettose® | 2020-04

5

30.04.20 13:32 ‘ ‘



Sorption isotherm (Dynamic vapor sorption at 20 °C)
Tablettose® 80

Weight change (%)
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Flowability
Agglomerated lactose
Flowability Index (mm)
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15 Moderate flow
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5 Very good flow
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B S BO B RS, FRIL T Tablettose® &= G A%  Tablettose70 31 530 640 121 17.19

H @ BRI AL, Tablettose® 80 34 620 770 1.24 19.48
Tablettose®100 32 580 720 1.24 19.44
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Tablet press: IMA StyI’'One 105ML, Tablets: @ 11.3 mm, 500 mg
Tablettose®70 Tablettose®80
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SRS (EC) No. 1935/2004 121 CFR 174,175,176, Tablettose” ‘
177, 17847 Ak IR E MR I IRIE ICH JERIIRE, HERRE IR R e e
PSR Y TS E10 0 QR THMEL = RE IR S, Tablettose® 70 RIS SIS, NEEPE. 36 8
Tablettose®80 25kg EVOH-PE
Tablettose®100 20kg 24 MNB
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