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Product description
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MEGGLE has been an EXCiPACT™-certified excipient manufacturer
and supplier since 2014.
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Figure 2: MEGGLE®DCellactose® 80D &M% RFEPSD. Sympatec®/Helos & Rodos particle size analyzer IZ&2 1o

Sieve data - co-processed lactose

IEDESE Cellactose® 80
specified/typical
NES < 32um NMT 20%/ 7%
Method: <160 pm 35-65%/54%
Air-jet sieving <250 um NLT 80 %/93%

Figure 3: MEGGLE® Cellactose®80 M Air Jet Sieve IC&BPSDHME (KXF) oK
BB IRANEELSBONRAKREZHI.
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Batch-to-batch consistency - particle size distribution - co-processed lactose
Cellactose® 80
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Specified NMT 20% 35-65% NLT 80%
Mean IPC value (%) 6.5 53.9 92.5
SD (%) 1.4 3.3 2.3
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Figure 6: MEGGLEDTRAZLIES L — R D
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Cellactose®80

Isotherms
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Sorption isotherm (Dynamic vapor sorption at 20 °C)
Cellactose® 80
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Figure 5: Cellactose® 80 DMK EFRR (20 °C) o T IESPSX-1uK DB ER >
AT LICEDE R,

Scanning electron micrograph (SEM)
2T —RSAIEBERZZeh 5 Cellactose® 801 IFIFERIRT
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H—MHLEELET (figure 6).
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Flowability

Co-processed Cellactose® 80 vs. physical blend
Volume flow rate (ml/s)
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Figure 7: Cellactose® 80 & LB AT REAHIRATE S DFlowRatex®IC & ZBA T
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Flowability
Co-processed Cellactose® 80 vs. physical blend
Flowability index (mm)
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Figure 8: Cellactose® 80 L ENICH LT BYIERTEEY D
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Compactibility

Co-processed Cellactose® 80 vs. physical blend
Tablet hardness (N)
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Figure 10: Cellactose® 80 % &< D7 DYNIEHREEY) - Tablettose * 80EHIF,

¥E) L HE LT SeRIREE SO 7 71 )L SeAl I3 T 8e# | IMA Styl one fittet (11.3mm
punches) T L7, Bi25EHIEE13500mg,
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Cellactose®80

Functional related characteristics

Powder flow
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Cellactose® 80 - Co-processed lactose

Angle of Density bulk  Density Hausner ratio Carr’s index
repose (°) (CID) tapped (9/1) (%)
34 370 490 1.32 24.49

Figure 9: Cellactose® 80D R B A REN B
Methods according to Ph. Eur. were used.

Compactibility and friability
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Compactibility

High-dose Vitamin C formulation with Cellactose® 80
Tablet hardness (N)
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Cellactose”80 Tablet press: Korsch EK 0, Tablets: @8 mm, 240 mg

Figure 11: Vitamin C 69 %. Cellactose®80 30 %. Compritol 888 1 %H5 M &8
HlofeRIEE 7077 )L. f&HId. Korsch EK 0 tablet press fitted (8 mm
punches) T L7, B1Z8EHIE =13240 mg,

Adherence capacity
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Packaging and shelf life
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Friability

Co-processed Cellactose® 80 vs. physical blend
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Figure 12: Cellactose® 80 ¥ ZNICHISY 2YIERES MO IR O EIEE.

Adherence capacity
Content uniformity - Cellactose® 80 vs. various excipients

API content (%)
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Figure 13: Adherence capacity of £k 4 7% # 0! [5].
Packaging and shelf life
Cellactose®80
Size  Material m B (REEHARE
P bag with PE-EVOH-PE inli
Cellactose”80 20kg o oo ¥ T 2608

Carton box with PE-EVOH-PE-inliner

Figure 14: MEGGLE®DCellactose® 80D @, M E RAFHAR,
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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
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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