GRANULAC® 70

GRANULAC® 140
GRANULAC® 200
GRANULAC® 230
SORBOLAC® 400

PRISMALAC® 40
CAPSULAC® 60
SACHELAC® 80
SPHEROLAC® 100
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EFNRPFEL o -—kZL#E (Granulac®70, Granulac® 140,
Granulac®200, Granulac®230, Sorbolac®400) FifEa 8 a-—
JkZL#E (Prismalac®40, Capsulac®60, Sachelac®80,
Spherolac® 100) FFEWMATEGMNZ B . EEABRMEAEHE. K
SE SRR A www.meggle-pharma.com &

ERRRUFTEHRNENERNGAAE. EEFLEHNEILRE
AT DURMAA =i SEF RTEE E Wasserburgl925 FHZLIEA =R %
ZZDIN 1SO 9001:2008IAIE, FHR#EIPEC-PQGHT T4 F=HIGMP
BRI R EEZ#USPIEN (1078%) SLMEcGMP. i FWasserburg
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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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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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B3.1: RS
B9 R TR R

FL¥EZH]  Granulac®70 Granulac®140  Gronulac®200  Granulac®230 SorhoLac® 400 AERERE RS
HREESEST  AREE/ARZON  FREEEZGON  AREE/ABRN ARAEE#RE R FETELESBEIR A
WS < 32pm NMT40%/34%  45-75%/53% /74%  NIT90%/98% HEENSE
Tk < 63pm NLT 90 %/98 % /100%
=SB AT <100 pm 40-60%/51% NLT 80 %/87 % NLT 90 %/95 % /100%
<400 pm NLT 95 %/100 %
55 IR TR AL (2E7) Bleo: SRR
ZL¥EZS]  Granulac®70 GranuLac® 140 GranuLac®200
WA trEE AR
K Xii) < 32pm NMT 40 % 45-75%
Tk < 63pm
2= S I 5 0 <100 pm 40-60% NLT 80 % NLT 90%
<400 pm NLT 95 %
ZLHEZEF  Prismalac®40 Capsulac®60 SachelLac® 80 SpheroLac® 100 AR E AR T
HEEEEN AREE/ARZON  AREESAZN  ARAEE/EE PR HIS R R B
Ry i) < 63ym NMT 20 %/9 % BEFENSE
FiE: <100 pm NMT 10%/3% NMT 20 %/3 %
WS 7 <150 pm /9% /10%
<200 pm NMT 10 %/4 % NLT 75 %/97 %
<250 pm 40-70%/50% /51% /100%
<400 pm NLT 90 %/99 % NLT 98 %/99 %
<500 pm /58%
<630 pm /88% NLT 97 %
<800 pm NLT 97 %/100 %
BEl5: a—KILIERIR K AN RS B2k
(BAGranulac® 2004 1)
HEEEY Sorption isotherm (Dynamic vapor sorption at 20 °C)
GranuLac® 200
P AMIBER R ERFRERFEE =20 apop | Wt donge (0
AAR—ERBEFRREREEN-—BE. HanEgnsig 050
il RIE =R R EREN—. 0.45
ERZEMERERL: www.meggle-pharma.com ggg
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SRR 015 A
0.10 IR g
ERFHOTE. 155 o —kAIBFRLE20CHTHERZsp TR A 005 L ——a-metoioocoo——sm—=r
SEWH. BE5 AGranulac® 200H0% T FOfE 55 #h 2k . 000 =~
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SorboLac®400

Granulac® 140 Granulac®200

Sachelac® 80 SpheroLac® 100

“a

Ble: REENFHABMFOIIENEERF .

ThEe 1 4FE

R mAE

EREREFTRS, MARME— A RESWY  WEIBIIE

BEASIE . AR HFIES HA LB RS RRMRZ fhibfs  HEE  REEE  Hausner  FRIEH

M FATIBOR RIS, XeEkE _ ) (9/1) (9/1) b (%)

5. S8 D FlowRetor B HT TR ST

%%?Eﬁ*%% (7,8ﬂ9) o GTGHULGC® 70 43 7]0 9]0 ].28 2].98
GranuLac® 140 52 630 890 1.41 29.21
GranuLac® 200 55 530 820 1.55 35.37
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
Spherolac® 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 - .

Prismalac®40  Capsulac®60  Sachelac®80  Spherolac® 100 Prismalac®40  Capsulac®60  Sachelac®80  Spherolac® 100  Granulac®70

E8F9: 755 FL¥E Prismalac® 40, Capsulac® 60, Sachelac® 80 FN Spherolac® 100 HOF & « FFEESLHELA Granulac® 70 AHI, RahitEZE, FIES.

Ltk ®mE#H
HEFMGSABENES LNAR SR EERERNER. FEL
HELLF 2 IEE ANRERE, BN BESAXEHEE
A. (Eho)

BEMENE
B3RS (EC) No. 1935/2004 A 21 CFR 174, 175, 176, 177,
178 ¥R TREMIRIEIRIE IcH 3B/ HIE, HiFsMmiaeEdik

F BET M{FHILLRER Wth—EAEHT. E1AFRBERME, =REREC
BT 47 L 18 .
(m%/g)
GranuLac® 70 0.26
GranuLac® 140 0.42 BEMEHH
GranuLac® 200 0.75 B EE 0 57 SL 18
GranuLac® 230 0.89 R~ LR BH

Sorbolac 400 210
Granuloc® 70

Prismalac® 40 0.20 GranuLac® 140 .
LB ARFE AR SA N £

Capsulac® 60 0.13 GranuLac® 200 Bl RBEREMEEAR 361 HA

Sachelac® 80 0.13 Granulac® 230

Spherolac® 100 0.22 Sorbolac® 400  20kg  ARLEFNERSE R L8

E10: EFRAEHEFMG DI R EFR A Prismalac® 40 20 kg

{&. FHQuantachrome Autosorb-3, adsorbent Kr4& ([]psu[(]c® %0

M, outgas AFEIFEE: 7 hrs at 50 ° C,EZ. ST AR 1 1 £ N
Sacheloc® 80 25 kg YL PE-EVOH-PE PI£¥ 361~ 5
SpherolLac® 100

Bl EFRHEMG S ILES EMEE
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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 ON 20141111 Sai
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