DIRECT COMPRESSION -
ANHYDROUS LACTOSE
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MEGGIE anhydrous lactose grade

for direct compression: Duralac”™H

General information
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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)
DuraLac®H — anhydrous lactose grade, cumulative PSD DuraLac®H — anhydrous lactose grade, distribution density
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Figure 2: MEGGLED Duralac® HODAFRHY 75 BFEPSD, Sympatec’/Helos & Rodos particle size analyzerlc &253#,

Sieve data — anhydrous lactose

Lactose type Duralac®H
specified/typical
Particle size distribution < 45pm NMT 20 %/16 %
Method: <150 pm 40-65%/54%
Air jet sieving <250 pm NLT 80 %/83 %
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Batch-to-batch consistency

HAERLEIC BT HAMEGCLED REICHO B EE LIRERE K UE
[RWEATEVEPIRNEIC KW 2 TOIBERRICE LT /Ny F
FO—BUNHONE T, MRO—BRLERB I EENICRE
L TWASITRENHRS SURMERD OHR TEXT
(Figure 4),

Batch-to-hatch consistency — particle size distribution — anhydrous lactose
Duralac®H
Passing through 100

sieve (%)
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Specified NMT 20% 40—65% NLT 80 %
Mean IPC value (%) 15.5 54.0 834
SD (%) 25 3.2 19
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Isotherms
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Sorption isotherm (Dynamic vapor sorption at 20 °C)
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Scanning electron micrograph (SEM)
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Duralac®H
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Functional related characteristics

Powder flow
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Figure 6: MEGGLED #EIKFL K& Duralac® HOD
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Flowability
Anhydrous lactose
Flowability index (mm)
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20 Poor flow
15 Moderate flow
10 Good flow
5 Very good flow
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Duralac®H  Duralac®H + 0.5 % Mg-Stearat  Duralac®H + 0.5% Mg-Stearat +

0.5% Aerosil

Figure 7: Duralac® HERRR & BIREIARNN. S RE-HRENEER AN DFlowability
Index o

Flowability

Anhydrous lactose

Angle of Density Density Housner  Carr's index
repose (°)  bulk (g/1) tapped (g/1) ratio (%)

Duralac®H 42 670 880 1.31 23.86

Figure 8: Duralac® HORFRA G AREN A,



Compactability Compactability
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Packaging and shelf life 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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