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MEGGIE coprocessed lactose grades

for direct compression: Cellactose®80

General information
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Product description

aFLE—IKI B LUK/ O—R IE SR OEREE] R
TNBHBEERIIFI T, EE5EKARRTHY) BUSKER
TIECERLTOWE T, BB RE DS E T EDHEE
M HEEMZ 1B EFBMELT. a AE—KIIYEMERL
IWO—XZERBICRATL—RSrL BRFELEL

Tzo Cellactose® 80l BiEFT e IC BT REMEE B ZE B2
5T IR INE LT, Cellactose® 801, 75%D a A HE—
KAHE25% D¥KRt) L A—ADS Y FNZENDILFHE
HIFRENTOET,



Regulatory & quality information
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Application

Cellactose® 80I. BIEFTIRAICARINTOE T H. E2T0ER
PHTCIVFEREICESRTRTEDNTEET,

Cellactose® 80ld. B DYPEERESIDICTLLA. EFEMEDE
L EBNEREM MKRES CTHREINARITZER. (TEH
BEDE LA FHOSNE T BERE [AEMREDE EITX

1), Cellactose® 80l EEEMAITELTWET,

Cellactose® 80N BNz EiEElL. BE2NA TCLEERBEEEHN
EZLETEE= 5205 1CH LT Cellactose® 80IFML5
ROT7LFoe )7 —EHRARICLET,

- BEEiTE
- BSENS
- BEENA

Cellactose® 80

- BNt

- BnfoREntt

- TUT—MEREDITE

- BLRREDTEEEE

- BZCRENGI -T2 7B EREIRE

MEGGLE | Co-processed lactose Cellactose® 80 | 03-19-2015 i



Particle size distribution (PSD)
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Typical particle size distribution (Laser diffraction)
Cellactose® 80 — co-processed grade, cumulative PSD
Cumulative distribution Q3 (x) /%
100
90
80
70
60
50
40
30
20
10
0
] 10 100
Particle size (pm)

1000

Figure 313, T7 V1w b —TICLBREDHORIE AR

BZERLET, INSD/\TA-ZITENEERRICLIE

ICEZ R TENTEY. Cellactose® 80Dk E D FIRIED—

BEBZEDOTVET,

Typical particle size distribution (Laser diffraction)
Cellactose® 80 — co-processed grade, distribution density
Distribution density q3lg(x)
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Figure 2: MEGGLED Cellactose® 80D =M 75 RFEPSD, Sympatec/Helos & Rodos particle size analyzer (Z&2 53,
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Sieve data — co-processed lactose

Lactose type Cellactose® 80

specified/typical

Particle size distribution < 32pm NMT 20 %/7 %
Method: <160 pm 35-65%/54%
Air jet sieving <250 pm NLT 80 %/93 %

Figure 3: MEGGLEDD Cellactose® 80 0D Air Jet Sieve | K HPSDFRAE
(KF) . ki E TRRAEEL O/ oNTcRREZ 50,
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Batch-to-batch consistency
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Batch-to-batch consistency — particle size distribution — co-processed lactose
Cellactose® 80
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Mean IPC value (%) 6.5 539 92.5
SD (%) 14 33 2.3
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Isotherms

Cellactose® 80i. ¥k 1)V O—RIC KB IFEEZIKEADHEN
ROSNBTEL S SENEE T CEPFEDKDWEE T
L% 9 (Figure 5),

Sorption isotherm (Dynamic vapor sorption at 20 °C)
Cellactose® 80
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Figure 5: Cellactose® 80D TR AR & <5247,

Scanning electron micrograph (SEM)
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Volume flow

Co-processed Cellactose® 80 vs. physical blend
Volume flow rate (ml/s)
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Flowability
Co-processed Cellactose® 80 vs. physical blend
Flowability index (mm)
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Functional related characteristics

Powder flow
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Density Density Hausner Carr's index
repose (°) bulk (9/1)  tapped (g/) ratio (%)
370 490 1.32 24.49
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Compactability

Co-processed Cellactose® 80 vs. physical blend
Tablet hardness (N)
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Compactability and friability
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Tablet press: IMA Styl*one 105ML, Tablets: & 11.3 mm, 500 mg
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Compactability

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%H 5 B2 8EHI D
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Adherence capacity
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Packaging and shelf life
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Friability

Co-processed Cellactose® 80
Friability (%)
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Adherence capacity
Content uniformity — Cellactose® 80 vs. various excipients
API content (%)
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Figure 13: 2452 I&I DT & 148E [4].

Packaging and shelf life
Cellactose®80

Size Material Shelf life
Celactose® 80 20k Paper bag with PE-EVOH-PE-inliner

Carfon box with PE-EVOH-PE-nliner 36 months

Figure 14: MEGGLED Cellactose® 800D E%E. SR EEAREEEARL,
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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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