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MEGGIE crystalline alpharlactose monohydrate grades:

Milled and sieved

General information
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Regulatory & quality information

MEGGLED# 7 #E (Granulac® 70, Granulac® 140,
Granulac® 200, Granulac® 230, Sorbolac® 400)
BRUEFHIZLHE (Prismalac® 40, Capsulac® 60, Sachelac® 80,
Spherolac® 100) (& BAKEX=%/F 7 (Ph.Eur.. USP-NF. JP)
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Application
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Milled/sieved lactose
Alpha-lactose
monchydrate

Enhancement Extrusion-
of flavours spheronization

Direct compression Wet granulation

Milled

Sove B R T

+ = Highly appropriate  — = Poor performance,/not recommended

Milled Sieved

MEGGLE | Milled and sieved lactose | 03-2015



Particle size distribution (PSD)
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Typical particle size distribution (Laser diffraction)
Milled lactose grades, cumulative PSD
Cumulative distribution Q3 (x) /%
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Typical particle size distribution (Laser diffraction)
Milled lactose grades, distribution density
Distribution density q3lg(x)
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Figure 1: MEGGLEDRARELIES L — K Granulac® 70, 140, 200, 230, Sorbolac® 4000DR 3R AT RFEEPSDE BE 7R, Sympatec’/Helos & Rodos particle size analyzerlZ £25%,

Typical particle size distribution (Laser diffraction)
Sieved lactose grades, cumulative PSD
Cumulative distribution Q3 (x) /%
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Typical particle size distribution (Laser diffraction)
Sieved luctose grades, distribution density
Distribution density q3lg(x)
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Figure 2: MEGGLEDERRIZLAE S L — I Prismalac® 40, Capsulac® 60, Sachelac® 80, Spherolac® 100D 3R 8975 BAEPSDE B E 937, Sympatec /Helos & Rodos particle size analyzerlZ &5,
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Sieve data — milled lactose (German-origin)

Lactose fype  Granulac®70 GranuLac® 140

specified/typical ~  specified/typical

Particle size distribution < 32 ym NMT 40 %/34 %
Method: < 63 pm

Air jet sieving <100 pm 40-60%/51% NLT 80 %/87 %

< 400 pm NLT 95%/100%

Sieve data — milled lactose (US-origin)

Lactose fype ~ Granulac®70 GranuLac® 140
specified specified
Particle size distribution < 32 ym NMT 40 %
Method: < 63 pm
Air jet sieving <100 pm 40-60% NLT 80 %
<400 pm NLT 95 %

Sieve data — sieved lactose (German-origin)
Lactose type ~ PrismalLac® 40 Capsulac®60
specified/typical ~  specified/typical
Particle size distribution < 63 ym

Method: <100 pm NMT 10 %/3 %
Mechanical sieve shaker < 150 pm /9%
<200 pm NMT 10 %/4 %
<250 pm 40-70%/50%
<400 pm NLT 90 %/99 %
<500 pm /58%
< 630 pm /88% NLT 97 %

< 800 pm NLT 97 %/100 %

Batch-to-batch consistency
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Isotherms
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Figure 3.1: MEGGLEOD¥7}
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GranuLac®200 GranuLac®230 SorboLac®400 Jet Sievelc £ 2PSDIEH
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45-75%/53% [14% NLT 90 %/98 % W%ﬁi#%%fcﬁ%@
NLT 90 %/98°% Ai00% EHE
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NMT 20 %/9 % SISTcR&REZHED,
NMT 20 %/3 %
/10%
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/51% /100%
NLT 98 %/99 %

Figure 5: a-FUE— KA DAL E
EBAR (B & LT Granulac® 2007 {553,

Sorption isotherm (Dynamic vapor sorption at 20 °C)
GranuLac® 200
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Scanning electron micrograph (SEM)
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Functional related characteristics

Powder flow Flowabilty

BEOTEBIEERARER ReRE s TERE Milled/sieved locose

TN AMAEIS T, BRI S R Tl Angle of Density Density Hausner Carr's index
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BB SUMTTE RSO AL G0 8 AL ull e Al

NI M AR T BN e LT Granulac® 140 52 630 890 1.41 29.21

(Figures7,8,9). bonlac®200 55 530 820 155 3537
Granulac® 230 56 460 760 1.65 39.47
Sorbolac® 400 52 330 590 1.79 44.07
Prismalac® 40 34 440 540 1.23 18.52
CapsuLac® 60 33 570 700 1.23 18.57
Sachelac® 80 32 570 710 1.25 19.72
SpherolLac® 100 38 690 870 1.26 20.69
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Volume flow Flowability

Sieved lactose Milled/sieved lactose
Volume flow rate (ml/s) Flowability index (mm)
80 25
60 20 Poor flow
40 15 Moderate flow
20 10 Good flow

0 5 Very good flow
0 5 10 15 20 2 Excellent flow .
Aperture (mm) 0 - .
Copsulac®60  Sachelac®80  SpheroLac®100 Prismalac®40  Capsulac®60  Sachelac®80  Spherolac® 100  Granulac®70

Figures 8 and 9: &5 5/ZL¥ES L — I Prismalac® 40, Capsulac® 60, Sachelac® 80, Spherolac® 100 1% Flowability Index(FNICREN B LS/ NEWERDOBOSEEL TREGR
BERT HRAIES L — RDFE L THER LTz 6rnulac® 701, &L Flowabillity Index(F)ISRENTWAES ITEWFEIE AR E1257,

Specific surface area
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(Figure 10) ,
Packaging and shelf life
FuiEES - BERRR(EC) No. 1935/200438 K USKEEFRAREY
CFR 21 &B174~178FICERL e AEMBEFERLTVE
Specific surface area determination by BET G ICHAA RSA VI~ - R e MR B E T THY B
illd/sieved loctose : MR EE R TV T, SERE, O, FERITHR
(m'/g) D& Figure 11 DEHBYTT,
Granulac® 70 0.26
Granulac® 140 0.42 Packaging and shelf life
GranuLac® 200 0.75 Milled/sieved lactose
Granulac® 230 0.89 Size Material Shelf life
Sorbolac® 400 210 I
EX Granulac® 70
Prismalac® 40 0.20 GranuLac® 140 ) -
Capslac® 60 013 Granulac® 200 25kg  Paper bag with PE-EVOH-PE inliner _—
Sachelac® 80 0.13 GranuLac® 230
Spherolac® 100 0.22 Sorbolac® 400 20kg  Paper bag with an aluminium-aminated
inliner
Figure 10: MEGGLEO3E2- ERAISLIEY L — | OO Seved .|
B3 LR MEE, BETHLRETE - AL BB RIE R Pismalac® 40 20 k
Quantachrome Autosorb-3, adsorbent Kr,, A cnsm[:- u; . g
HESEICIRAE: 7 B, 50°C, B2, apsulac o DERVALLPE i
Suchelac®80 25 kg Paper bag with PE-EVOH-PE inliner 36 months
Spherolac® 100

Figure 11: MEGGLED ¥ - ERRIFLAEY L — R D4k L BRI AR
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