DIRECT COMPRESSION -
AGGLOMERATED LACTOSE

Technical brochure
Tablettose”

2
ﬁacﬁ{

“MenTs g recHnol?”




MEGGIE agglomerated lactose grades

for direct compression: Tableftose®

General information
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Lactose performance
Flowability/compressability
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Process of creating liquid bridges to form agglomerated luctose

Tablettose®
Spraying Moistening Solidifying Finished agglomerate
Particles apart Liquid bridge Solid bridge “Blackberry” structure

Binder droplets Powder



Product description
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Regulatory & quality information
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Application
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Particle size distribution (PSD)

Figure 2 (MEGGLEDIERIFHE CTdp S Tablettose®D L —H —[a]

WICEBARERNGTRIED TR T, Tablettose®80. Tablettose®
1001, BB LU= RIE DR A2 R LK 7, Tablettose® 701 Tl
FHDEWNTED S, Tablettose® 80, Tablettose® 100l b XT

FUBOREDHZRLET,

Typical particle size distribution (Laser diffraction)
Agglomerated lactose grades, cumulative PSD
Cumulative distribution Q3(x) /%
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Typical particle size distribution (Laser diffraction)
Agglomerated lactose grades, distribution density
Distribution density q3lg(x)
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Sieve data — agglomerated lactose

Particle size distribution
Method:
Mechanical sieve shaker

Lactose type

< 62pm
<150 pm
<180 pm
<200 pm
<250 pm
<400 pm
<500 pm
<630 pm

Tablettose®70
specified/typical
NMT 6 %/3 %

/20%

30-70%/49%

/97%
NLT 98 %/100%

100

Particle size (um)

Tablettose® 80
specified/typical
NMT 20 %/16 %

40-75%/51%

NLT 85 %/92 %

NLT 97 %/100%

1000

Tablettose® 100
specified/typical
NMT 25 %/14 %

/49%

60-90%/82%

NLT 96 %/100%



Batch-to-batch consistency
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Batch-to-hatch consistency — particle size distribution — agglomerated lactose
Tablettose®70

Passing through 100 ==
sieve (%)
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Particle size (ym) <63 <150 <200 <400 <500
Specified NMT 6% 30-70% NLT 98 %
Mean IPC value (%) 2.8 199 48.8 973 1000
SD (%) 1.2 4.2 5.6 09 0.0

Batch-to-batch consistency — particle size distribution — agglomerated lactose
Tablettose® 80
Passing through 100

sieve (%) -
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Particle size (ym) <63 <180 <400 <630
Specified NMT20%  40-75%  NLT85%  NLT97%
Mean IPC value (%) 15.7 51.0 92.0 100.0
D (%) 21 42 15 0.0

Batch-to-hatch consistency — particle size distribution — agglomerated lactose
Tablettose® 100
Passing through 100

sieve (%)
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Particle size (ym) <63 <150 <250 <500
Specified NMT 25% 60-90%  NLT96%
Mean IPC value (%) 14.2 491 81.6 99.9
SD (%) 2.6 6.8 33 0.1
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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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Isotherms
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Scanning electron micrograph (SEM)
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Functional related characteristics

Powder flow
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Compactability
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Packaging and shelf life
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Flowability
Agglomerated lactose

Angle of Density Density Hausner Carr's index

repose (°) bulk (9/1)  tapped (g/I) ratio (%)
Tablettose® 70 31 530 640 1.21 17.19
Tablettose® 80 34 620 770 1.24 19.48
Tablettose® 100 32 580 720 1.24 19.44
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Compactability
Agglomerated lactose
Tablet hardness (N)
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Packaging and shelf life

Tablettose®

Size Material Shelf life
Tablettose® 70 20 kg 36 months
Tablettose® 80 25kg  Paper bag with PE-EVOH-PE inliner
Tablettose® 100 20 kg 24 months

Figure 10: MEGGLEDERIFLAEY L — N DI, mE{RAEEAR.
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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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