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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: MEGGLE®DuraLac®*HOHERR A& RFEPSD, Sympatec®/Helos & Rodos particle size analyzeriZ &3 53#fo

Sieve data - anhydrous lactose Sieve data - anhydrous lactose
F¥EDTELE Duralac*H Z¥EDTELE Duralac®H
specified/typical specified/typical
KI5 7R < 45um NMT 20 %/16 % hifE 5 < 75um 20-35%/23%
Method: Air-jet sieving <150 ym 40-65%/54 % Method: Ro-Tap® > 75um 6-20%/14%
<250 um NLT 80 %/83% <106 um 10-25%/15%
<150 um 7-15%/1%
<180 um 15-30 %/20 %
<250 um 10-20%/17 %
Figure 3a: MEGGLE®DDuralLac®H®DAIr Jet SievelZ&BPSD Figure 3b: MEGGLE®DuralLac® HDRo-Tap®iC &2 PSDR&
R (XF) K N ATIEATEN B N-RREZHED. (XF) XM TIERNEENSBSNIKREEH,
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Batch-to-batch consistency - particle size distribution - anhydrous lactose
Duralac®H
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Specified NMT 20% 40-65% NLT 80%
Mean IPC value (%) 15.5 54.0 83.4
SD (%) 2.5 3.2 1.9
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Isotherms
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Sorption isotherm (Dynamic vapor sorption at 20 °C)
Duralac®H
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Figure 5: DuralLac® HICH 1T BUNE-B A FERR (20°C) 2R Y (SPSx-1uTaER S
RTFLIZEBDH) o
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Scanning electron micrograph (SEM)
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Figure 6: MEGGLE(DDuralLac®H
DSEMEE (ZEISS Ultra 55 FESEM
(U=5kV; Au/Pd)).

DuraLac®H

Functional related characteristics

Powder flow
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Flowability
Anhydrous lactose
Flowability index (mm)

25
20 Poor flow
15 Moderate flow

10 Good flow

5 Very good flow
Excellent flow

Duralac®H Duralac®H + 0.5% Mg-Stearat DuraLac®H + 0.5% Mg-Stearat +

0.5% Aerosil

Figure 7: DuraLac®H.DuraLac® HE LV RT 7 UV IR I L FlFThb
ICENEDBMN FREES U AZEBMLISEEYIOREN IS,

et
Duralac®H - K ZL¥E
Angle of Density bulk Density Hausner Carr’s index
repose (°)  (a/l) tapped (g/1) ratio (%)
Duralac®H 42 670 880 1.31 23.86

Figure 8: DuraLac O RENMEICE T 2HKRIE (BAREEICED)



Compactibility
Anhydrous lactose
Tablet hardness (N)
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Tablet press: Kilian Styl’One 105ML, Tablets: @ 11.3 mm, 500 mg
DuraLac®H DC agglomerated alpha-lactose monohydrate grade

Figure 9: DuralLac®HE &N LTca-AE— KN =z bR LI ERES-BEE 7O 771,

Packaging and shelf life
Duralac®H
Size Material
Carton box with an aluminum

Duralac®H 25k
Y laminated inliner

Figure 10: MEGGLE®Duralac D%, BERIFHAR.

50 60

B (REEHARE
3618

Powder compressability
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Packaging and shelf life

B - IS 2B(EC) No. 1935/20048 K TKEEFRFRA (CFR) 21%
BITA~1T8EICERL e BEMEEEB LTV EICICHATRS1I0h
S REMHRZTOTE D . REMARFTEZEML TV I T, AEBE.
At MERIEHARR O BIES (EFigure 100 LD TY,

MEGGLE | Anhydrous lactose Duralac®H | 2021-12



Xk

[1] Meeus, L. (2011). Direct Compression versus Granulation.
Pharmaceutical Technology, 23(3).

[2] Kristensen, H. G., Schaefer, T. (1987). Granulation: A Review
on Pharmaceutical Wet-Granulation. Drug Development and

Industrial Pharmacy, 13(4-5), 803-872.

[3] Miinea, L. A., Mehta, R, Kallam, M., Farina, J. A, Deorkar, N.

(2011). Evaluation and Characteristics of a New Direct
Compression Performance Excipient, 35(3).

[4] Lerk, C. F. (1993). Consolidation and Compaction of Lactose.

Drug Development and Industrial Pharmacy, 19(17-18),

2359-2398.

MEGGLE GmbH & Co. KG
Business Unit Excipients
Megglestrasse 6-12
83512 Wasserburg
Germany

Phone +49 8071 730
info.excipients@meggle.com
www.meggle-excipients.com

Submitted by

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
anad/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 P 2022-5M
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