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Typical particle size distribution (Laser diffraction)
Spray-dried lactose grades, cumulative PSD
Cumulative distribution Qs(x)/%
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Typical particle size distribution (Laser diffraction)
Spray-dried lactose grades, distribution density
Distribution density gslg(x)
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<250 um /99% /97%
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Batch-to-batch consistency - particle size distribution - spray-dried lactose
FlowLac®90
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Particle size (um) <32 <100 <200 <250
Specified NMT 5% 25-40% NLT 85%
Mean IPC value (%) 1.9 28.5 91.1 98.9
SD (%) 0.9 1.6 14 0.5
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Batch-to-batch consistency - particle size distribution - spray-dried lactose
FlowLac®100

Passing through 100 —_
sieve (%) -
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Particle size (um) <32 <100 <200 <250
Specified NMT 10% 20-45% NLT 80%
Mean IPC value (%) 4.5 31.6 87.0 97.0
SD (%) 0.9 1.8 1.6 0.8
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Sorption isotherm (Dynamic vapor sorption at 20 °C)
FlowLac® 90

Weight change (%)
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Reduction of compactibility depending on storage conditions and packaging material
FlowLac®100

Reduction of compactibility (%)
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Storage conditions

Aluminium inliner  Polyethylen inliner
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Flowability
Spray-dried lactose
Flowability index (mm)
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15 Moderate flow
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5 Very good flow
Excellent flow
0 I .

FlowLac®90 FlowLac®100

18 FlowLac" R 5P mBy AR TR AR S Ho

SpheroLac®100 GranuLac®70
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) (g/l) (g/l) Ei3 ¢
FlowLac®90 27 560 670 1.20
FlowLac®100 28 590 710 1.20

B9 :Flowlac" 7 5= SmBIM AR B ISR A SR, 1N 75 A SRS 8L,

Compactibility
Spray-dried lactose
Tablet hardness (N)
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Tablet press: IMA StyI’'One 105ML, Tablets: @& 11.3 mm, 500 mg
FlowLac®90 FlowLac®100 DC agglomerated lactose grade
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MEGGLE warrants that its products conform to MEGGLE’s written specification and makes no other
expressed or implied warrantees or representations. For any specific usage, the determination of suitability
of use or application of MEGGLE products is the sole responsibility of the user. The determination of the
use, application, and compliance of this product with regard to any national, regional, or local laws
and/or regulations is the sole responsibility of the user, and MEGGLE makes no representation with
regards to same. Nothing herein shall be construed as a recommendation or license to use the product
or any information that conflicts with any patent or intellectual property of MEGGLE or others and any

such determination of use is the sole responsibility of the user. © MEGGLE CN 202311 Sai
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