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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
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K257 < 63um  NMT6%/ 3% NMT20%/ 16% NMT25%/ 14%
753k HURIR S T <150 pm / 20% / 49%
<180 um 40-75%/ 51%
<200um  30-70%/ 49%
<250 um 60-90%/ 82%
<400 um / 97% NLT 85%/ 92%
S AU T B A S B TSI ) 7R <500um - NLT 98%/100% NLT 56%/100%
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Batch-to-batch consistency - particle size distribution - agglomerated lactose

Tablettose® 80
Passing through 100
sieve (%) X
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Particle size (um) <63 <180 <400 <630
Specified NMT 20 % 40-75% NLT 85% NLT 97%
B 4: MiRH TS B Tablettose it [E]FL FE 93 FR BVAR RE Mpean IPC value (%) 157 510 920 1000
1% BURHTELIEFI RS (IPC) BT EL SN2 B /Y - - - -
= RS REE], SD (%) 2.1 4.2 1.5 0.0
Batch-to-batch consistency - particle size distribution - agglomerated lactose Batch-to-batch consistency - particle size distribution - agglomerated lactose
Tablettose®70 Tablettose® 100
Passing through 100 —— Passing through 100
sieve (%) sieve (%)
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Particle size (um) <63 <150 <200 <400 <500 Particle size (um) <63 <150 <250 <500
Specified NMT 6% 30-70% NLT 98% Specified NMT 25% 60-90% NLT 96%
Mean IPC value (%) 2.8 19.9 48.8 97.3 100.0 Mean IPC value (%) 14.2 49.1 81.6 99.9
SD (%) 1.2 4.2 5.6 0.9 0.0 SD (%) 2.6 6.8 3.3 0.1
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Sorption isotherm (Dynamic vapor sorption at 20 °C)

Tablettose® 80
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Flowability
Agglomerated lactose
Flowability Index (mm)
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BEMERS (EC) No. 1935/2004 #121 CFR 174,175,176,
177, 178t IR E MR BEARE ICH SR fIE, HEREMR
FERLE T L5 B 100 8RR THMEL = R E MR K.
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FRIZLYE
KA WEE IREZE  Hausner  R/RIEHE
Q) g/l (g/l E154 (%)
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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Compactibility
Agglomerated lactose
Tablet hardness (N)
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Compaction force (kN)
Tablet press: IMA StylI’'One 105ML, Tablets: @ 11.3 mm, 500 mg
Tablettose®70 Tablettose® 80
&9 Tablettose® R 51l 7= GHYE 11— Fr B4R
BEMEHH
Tablettose®
R~ 7% =gyt
Tablettose®70  20kg 3615
Tablettose®80  25kg  SMILIELELR, WEEPE-EVOH-PE
Tablettose®100  20kg 2418
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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 2020-07 Sai
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