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MEGGIE coprocessed lactose grades

for direct compression: Microcelac” 100
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Lactose performance
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Product description
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Regulatory & quality information
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Application
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Particle size distribution (PSD)
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Typical particle size distribution (Laser diffraction) Typical particle size distribution (Laser diffraction)
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Figure 2: MEGGLED Microcelac® 100D RZRH 75 BRAEPSD, Sympatec’/Helos & Rodos particle size analyzerlZ &5 534,

Sieve data — co-processed lactose

Lactose type MicroceLac® 100

specified/typical

Particle size distribution < 32pm NMT 15%/7 %
Method: <160 pm 45-70%/59%
Air jet sieving <250 pm NLT 90 %/95%

Figure 3: MEGGLEOD Microcelac® 100D Air Jet Sievel< K ZPSDIRAE (K
F) K E TIRRNEEL SESNcREREZ .
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Batch-to-batch consistency
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Batch-to-batch consistency — particle size distribution — co-processed lactose
MicroceLac® 100
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sieve (%)
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Particle size (ym) <32 <160 <250
Specified NMT 15% 45-70% NLT 90 %
Mean IPC value (%) 7.0 58.8 95.2
SD (%) 1.2 2.2 0.8
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Figure 6: MEGGLEOD Microcelac® 100D
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Microcelac® 100

Isotherms
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Sorption isotherm (Dynamic vapor sorption at 20 °C)
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Figure 5: Microcelac® 100D TR & 847,

Scanning electron micrograph (SEM)
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Functional related characteristics

Powder flow
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Flowability
Co-processed MicroceLac® 100 vs. physical blend

Flowability
Co-processed lactose

Volume flow

Co-processed MicroceLac® 100 vs. physical blend
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Flowability index (mm) Angle of Density Density Hausner Carr's index
25 repose (°) bulk (9/1)  tapped (g/1) ratio (%)
Microcelac® 100 34 460 580 1.26 20.69
20 Poor flow
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Compactability

Co-processed MicroceLac® 100 vs. physical blend
Tablet hardness (N)
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Friability
Co-processed MicroceLac® 100 vs. physical blend
Friability (%
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Tenslile strength (N/mm?)
MicroceLac® 100 Tablettose® 80 + MCC 75:25

Packaging and shelf life
MicroceLac® 100
Size Material

Microcelac® 100~ 20 kg Paper bag with PE-EVOH-PE-inliner

Figure 13: MEGGLEOD Microcelac® 100D 234, SHEEAREE AR,
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Compactability and friability
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Packaging and shelf life
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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 103192015 Sai
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