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InhaLac® dry powder inhaler lactose grades, sieved

Particle size (um)
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InhaLac® dry powder inhaler lactose grades, milled

Particle size (um)
180
160
140
120
100
80
60
: |
zg R milE . | I
X1 Xso Xeo

Inhalac®500 InhaLac®400
Inhalac®140 Inhalac®180

InhaLac® 300

BB E DL (BOLhTE%)
MEGGLE | R N¥HZEF Inhalac® | 2023-11



K112453% (PSD)

RIEEELY) (F51) S EE KRR RIEL SRk RIS , R B (DRURIE,
BRENE, BETRE BAERMEES) , WREFIEFHERRIE, &
EXATRNASEERERBREANDEF = mNEREES T2 A5,
FRNASEE B ATERERE S HIIILIEN R MEGGLERT LUR e
RIS [FREE /L BInhalac® =@, LR BMEFIRRNFER,

jm49 8 InhaLac® 2%l

EFIRBInhaLac® 70 B—mM AR ILNE, A FPA{EL F2150K, B4
&R (RIfR<15um) . LINERIFR D% (Span: 0.8) , EEETHEX S
BRI AEE ., InhaLac®120 (RIfRHi{E130um), InhaLac®160
(KRI12HP(iIfE 110um) Finhalac®230 (KI{RAM{EL100um) 2B HH
BRI EMNILE, = ENRFENRDHERI~ M (Span<1.0),, =
£9793-5 %, Inhalac® 2512 K &/ \BITE 53 BUR N 904E, HAE AR AEL
7950um, SRS R4 (NTF15umBIEThI & Eb8id 10 %) , H BRIR 576

Eﬁo

Typical particle size distribution (Laser diffraction)

InhaLac® sieved dry powder inhaler lactose grades, cumulative PSD

Cumulative distribution Qs(x)/%
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Typical particle size distribution (Laser diffraction)

InhaLac® sieved dry powder inhaler lactose grades, distribution density
Distribution density gzlg(x)

4.0

35
3.0 /
25
2.0
15

: Y

0
1 10 100
Particle size (um)

1000

Inhalac®70 Inhalac®120

B1-2: =5 R 93 BN\ FLAEInhalac® 70, Inhalac® 120, Inhalac® 160, Inhalac® 230 Flinhalac® 25189 B iHHiI1R 9 % K 5 T E (R A Sympatec®/Helos & RodosEHIE) o

InhaLac® 120

InhaLac® 160 InhaLac® 230 InhaLac® 251

IRAEE/EANE fREE/ERAIE WEE/HEEEIE fREE/SHENE REE/EENE

4> BInhaLac® 251
FLyEssRy InhaLac®70

K ki) Y10 110-160 um/135 um

s E Xso 180-250 um/215 um
Xa0 270-340 um/301 um
Span [(Xeo=X10)/Xs0] / 08
INF15umBI4E%S S Eb / 0

70-105um/ 88um
110-155 um/132 um
160-215 um/175 um

55- 85um/ 73um

90-120 um/108 um
125-165 um/144 um 110-150 um/144 um 80-120 um/91 um
/ 0.7 / 0.7 / 10 / 16
/3 /3 / 5 /11

30- 60pum/ 45um
70-110pm/ 97 um

7- 22um/13um
40- 70 um/49 um

B3 BT RS BISER R TR 2 B IR A FLRERV R E 0 F (BERTRE D HBHRERE) BB RMEE,

MEGGLE | BRNEYZH Inhalac® | 202311




Eitt, InhaLac®S00EATF “soft pellet” MEFIR A FIE, XEFEMN  BENESIESRNENES FIALIEIHBLITSHENS

BHMERLSNERER R (A Sympatec®/Helos & RodosEHIE) o
Typical particle size distribution (Laser diffraction) Typical particle size distribution (Laser diffraction)
InhaLac® milled dry powder inhaler lactose grade, cumulative PSD InhaLac® milled dry powder inhaler lactose grade, distribution density
Cumulative distribution Qs(x)/% Distribution density gslg(x)
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Typical particle size distribution (Laser diffraction) Typical particle size distribution (Laser diffraction)
InhaLac® milled/micronized dry powder inhaler lactose grade, cumulative PSD InhaLac® milled/micronized dry powder inhaler lactose grade, distribution density
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Thaetse HAMMAR RS
InhalLac®

BERERE RS LbRmEAR  EHRE IRSEHE Hausner  £/R¥g¥

E10 £ FRAIE-RNBS LS HER - (m?/g) (g/mh  (g/mb) Lk (%)
Inhalac®70 0.13* 0.60 0.71 1.18 15
Inhalac®120 0.15* 0.72 0.83 1.15 13
InhaLac® 160 0.12* 0.70 0.84 1.19 16
InhaLac® 230 0.16! 0.70 0.85 1.21 18
Inhalac® 251 0.33* 0.64 0.88 1.38 27
InhaLac® 140 0.38! 0.60 0.92 1.53 35
Inhalac® 150 1.27¢ 0.49 0.80 1.63 39
Inhalac® 180 0.43* 0.62 0.92 1.50 33
InhaLac® 300 1.69* 0.43 0.72 1.67 40
InhaLac®400 1.74% 0.33 0.53 1.61 38

e

InhaLac®500

5.30?

0.24

0.37

1.54

35

E10: E=FIRBNIIER TP SV RS (b REFBEQuantachrome Autosorb-3S {4k i
SHAGNE, Krypton IkHE/Nitrogen MRT2)

HEY

Inhalac®

S8 BRI
EEAREEZE (TAMC) NMT 10 cfu/g
SEREMBESEZH (TYMC) NMT 10 cfu/g
A= E = KREEE F10gRFHaH
Escherichia coli F10gF 510 H
Pseudomonas aeruginosa F10gF510H
Staphylococcus aureus F10gFFaH
Salmonella spp. F10gFh 5t
Burkholderia cepacia F1loghistat
HENER <5EU/g

B11: =5 RN ILEF mB AR

BEMBEY
InhaLac®

Rt 15 SI0H
Inhalac®70
InhaLac®120 INEEERIRFE, NEEEPE-EVOH-PE
Inhalac®160 25 kg 24 1R
InhaLac® 230 SMEEEURIRFE, NELEERES
Inhalac® 251 PE-EVOH-PE
Inhalac®140  25kg
Inhalac®150  20kg SMEEEAIRFE, N EEIEHESRM
Inhalac®180 25 kg PE-EVOH-PE 241N H
Inhalac®300 20 kg
Inhalac®400  15kg SMEERIRFE, NEEEHEES
M

3t Sk £0 5 4

Inhalac®500  6kg il%féﬁ*ﬁg e = e 181 A

BE12: 7 RMNILER = R BRI RS0

HED
EFFBInhaLac* R~ miBE BT ARRFRTHHEP X T AENSR
X BREMETFFIPERANInhaLac* RI=RAERERIINR S
o BlL1P | MBI Fr A E M S S ER R~ MAE R AN —&0 57

aEMREYE

BEMERTE (EC) No. 1935/2004 1 21 CFR 174,175,176, 177, 178%R
HRREMIRINRIE ICH 15T, HEREMFERSA T LM B1288
ERTMMEL = RENIHES N,
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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 CN 202311 Sai
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