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Batch-to-batch consistency - particle size distribution - co-processed lactose
MicroceLac®100
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Particle size (um) <32 <160 <250
Specified NMT 15% 45-70% NLT 90%
Mean IPC value (%) 7.0 58.8 95.2
SD (%) 1.2 2.2 0.8
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Sorption isotherm (Dynamic vapor sorption at 20 °C)

MicroceLac®100

Weight change (%)

5.0

45 PS

4.0 -

35

3.0 2

25 _

2.0 ,,:;:/

15 e e

10 eIl "

05 +-

0.0
0 20 40 60 80 100

Relative humidity (%)
Sorption  Desorption

&5 : MicroceLac® 100897k 73 I YR FIAR B #R 4% (20 °C) (9 R ASPSX-1WK B IR HE 24710 o

AR F RHIE (SEM)

HF®EF1FE], MicroceLac®100 FIEABKFZFikL, MicroceLac®100 HY
TSR LURAEM NS BIMR, Ra L =899 —4% (B6) .

MEGGLE | 0T FL¥E Microcelac®100 | 2020-04 [

‘ ‘ 227_MicroceLac_zh-CN_RZ.indd 5 @ 30.04.20 13:46‘ ‘



|| T T ® (. T ||

Ihaetsit

BHEREE
FAFlowRatex M ARENE, BFEEIMMicroceLac® 100 Sfnyyx)  Flowability
MR AYIER SYIALL, REER R, AN E RO GRS A4k  Co-processed Microcelac 100 vs. physical blend
(B7) . MicrocelLac®100 HBEERENIEIEE (MicroceLac®100 =2 mm, Volume flow rate (ml/s)
YIBEEY = 9 mm) , BREASAREM (E8) 5

20
oY LN EfRHausner b= £/RIS SR IE B, Hausnertb=EF 15
1253~ RIERMIE T 20005k LG RIF R kL ATEL-3SHIMHKA 4
BRF R, — RS, (i AR AR EE H BRT
MicrocelLac®100 BIFRoh 421918, RIAE H BAREIERE.

0 1 3 5 7 9 il 13
Aperture (mm)
MicroceLac®100 FlowLac® 90 + MCC

E7: FaFlowRatex“#&MIHIMicroceLac® 100 5 FEFH#74L & R M)IRR &9, L ERIATR R
(ml/s) MFLERST (EREmm) .

Flowability mEnE

Co-processed MicroceLac® 100 vs. physical blend MicroceLac® 100 - HENTEL#E

Flowability index (mm) fRIEF WBE {RZFE  Hausner  RRIEH

25 © (g/l (g/l) Eit4 (%)
Microcelac®100 34 460 580 1.26 20.69

20 Poor flow

[&E19: MicroceLac® 100 #3 >R B0 14 /AR MEMEX B EE

@ 15 Moderate flow @

10 Good flow
5 Very good flow
Excellent flow
0 |
Adherence capacity
MicroceLac®100 FlowLac® 90 + MCC Content uniformity - physical blend: lactose and microcrystalline cellulose
Content glibenclamide (%)
18 : Microcelac® 100 5 EMIE R S YIRS BB LL IR B/ iR sh % 2
it
9
6
WRBHGE 3

BT B IR IR IME, MicroceLac® 100 & & Bmanle, BEI87E58
SREMHS SRR, RMLA TR 2R SRS haRs—t.m O
SR T E S FIAARS %B94h 75 SR MicroceLac® 100 (B 10b) AIfE& 0 10 20 30

YIEREY (B10a) WM R EESLER[5]. Blending time (min)
Sample1 Sample2 Sample3

Adherence capacity

Content uniformity - MicroceLac®100
Content glibenclamide (%)

12

9
6

3

0
0 10 20 30

E10aF1E 10b : #&5IZ<BX5 %H9 4k L )
Blending time (min)

75 FRE FAMicroceLac® 100 5 B2 4432
RAmAnRANREy g5,  Sanplel SampleZ  Samples

MEGGLE | F:50 T FL#E Microcelac®100 | 2020-04

‘ ‘ 227_MicroceLac_zh-CN_RZ.indd 6 @ 30.04.20 13:46‘ ‘



[El11:Microcelac®100 5 R AFYIRR &) BRI FLAE
Tablettose® 80RY FTRELL AR FEF 241 IMA Stylg)d
ER#, 11.3mmsk, FHBERFE500mg,

[E]12: MicroceLac®100 3% EL AR & SR ) 32
REVIERHREE,

aBEmMERE
BEMRIFFE (EC) No. 1935/2004 1 21 CFR 174,175,176, 177, 1784%

IR ML IRYE ICH 1EREHIE, HEREMRERSA T L. E13 A8
ERIMMEL PR B R K.

E13: 25 RMicroceLac® 100 B E12E L R B 54 HR

MEGGLE | AN FL¥E MicroceLac®100 | 2020-04 (g

‘ ‘ 227_MicroceLac_zh-CN_RZ.indd 7 @ 30.04.20 13:46‘ ‘



|| T T ] ® C ||

e
“MEGGLE

\ y
XQ‘D‘ENTS &TECHNOI‘OG

SE X

[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 Com-
pression Performance Excipient, 35(3).

@ [4] Guideline on Excipients in the Dossier for Application for @
Marketing Authorization of a Medicinal Product. EMEA/
CHMP/QWP/396951/2006.

[5] By courtesy of Prof. Sunada, Meijo University, Nagoya.

EMREX

MEGGLE Group Wasserburg Phone +49 807173 476 MEGGLE warrants that its products conform to MEGGLEs written specification and makes no other

BG Excipients & Technology Fax +49 807173 320 expressed or implied warrantees or representations. For any specific usage, the determination of suitability
Megglestrasse 6-12 service.pharma@meggle.de 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
ana/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 2020-04 Sai

83512 Wasserburg www.meggle-pharma.com
Germany

‘ ‘ 227_MicroceLac_zh-CN_RZ.indd 8 @ 30.04.20 13:46‘ ‘



