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[0071]
[0072]
[0073]
[0074]
[0075]
[0076]
[0077]
[0078]
[0079]
[0080]
[0081]
[0082]
[0083]
[0084]
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[0085]
[0086]
[0087]

[0088]

[0089]
[0090]

[0091]

[0092]
[0093]
[0094]
[0095]
[0096]
[0097]
[0098]
[0099]
[0100]

[0101]

[0102]
[0103]
[0104]
[0105]
[0106]
[0107]

[0108]

[0109]

ZIHSd 10-2025-0024526

AA 4]

GEox A5aE % savlg Adckdlol=e] $& 0.25 m AT Fol AASAT 38 Fh nE-AW £
AN EFSHAG. F5T EFES 0.5 m WAE B B BAR AR ws-dY TPIA 58 B
o EFHA.

A A5 (electrostatic charges)E AAS 7] 918, AA7] WA o] PE M-S #A Fotd AL&313).

AF-28 7]« 8% d4 T4 (Vacuum—drum technology dose forming process)o] Ea]~¥ & 9 A&

At Be e AUE (blister cavity):= 15 WX 45 mn’ (53] oF 30 mn)e] 53] #ojo|th. AuES o=
22 10 WA 30 mg (53] 23 mg)e] olr}.

=31 gH o] ¥4 vehiE s 879 g

olgd: -0 - 500 mBar, &3] 50 - 400 mBar

2o
ok  of

%3} o=l - 0.1 - -0.4 Bar

53} A1z 50 - 2000 ms, £3] 50 -300 ms

7 AZk: 50 - 700 ms, £3] 50 - 400 ms

W3- AJZE: 100 - 600 ms

FAY Bg2EeY 9% HAEE JF Ay oA FE),

HEHow E2H ~EH(blister strips)e & #Xol 774 <

A FAHE)

ZRAEANE PAEEL G LA X2 A= At (ends down). S EAo]E (dosator) EHE W=
o] AER Y FFHY. AEES FAY BEEE ZAolEd wjiXxa, #E o) (tamped) FE W2 WEE
2= o]r/}

T .

7)ol 2B A9 AAA Aol Wl 0.9 kol FEE AZHA,

A A 1

AR % (mg/unit)

g AAEY soleR IR eole 3.45 (2.99 mg o) AA o] A=s})
SEQ A dU4stE LH200 LP 19.16

vl AHolg ol E 0.39
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[0110]

[0111]
[0112]

[0113]
[0114]

[0115]

[0116]

[0117]
[0118]
[0119]
[0120]
[0121]
[0122]

[0123]

[0124]
[0125]

[0126]

SIS 10-2025-0024526

A Al o] 2

AR % (mg/unit)

o AA Y] slo|E2FZ2Eol= 4.61 (4 mg o 2AET o A=3H)
gEQ 2~ d43E LH200 LP 18.20

nl1d|E Aol ol E 0.18

A Ald 3

the % (mg/unit)

d2=AEl slol=E2EZ o] = 5.06 (4.39 mg ol 2=A e FF3h)
g2 ¢ »~ d435E [H200 LP 17.581

vl 2ol o) E 0.359

Ph.Bur.2.9.40 &7 A}3tol] w} A Eo] g3t Ao=w wagrt. A dAAEgY slolm2F 2ol &
(n=10)& =3 €29 92.5% WA 107.5% HYo|gitt.

ol $AL 1.8kg FEE 3 7hed Aow WA
F1984 Q4 37 EX(APSD) B wre] Ale] 1, 2 2 39 4B HAE

=g AAd 1, 2 2 39 ZAAES 2 T4V Ak wEk ZpAdl kA EH e (NGI) (Ph. Eur.
Apparatus E)& AF&3}e] HAEH T

H2E Aabes 871 & 1 8 =W &= 1(ZA e 1), = 2(dAe 2) 3 &= 3(AA e 3)ell A=, o714 4
Frm= AA NGIOl o APSD dlolB S wehlar, s AEo]A] 1-7 3 MOCel Wigk APSD wEloElE viER
o H=ES] Aol 87 ofolEo] ARgET:

MA - w}9-2 o] ¥ (mouth adapter)

T - 9194 ¥ E(induction port)

PS - A2} 7] (Pre-separator)

S1-S7 - NGI®] Z=¥]¢]=]

MOC - mlo]am2-Q g]3]2 FAH (micro-orifice collector)

ISM - 49y =7]9] A= (Impactor sized mass); Z7|E oA &L FiES A9t dHAH F=e A%

MMAD (um) - A% FoF F7]984 27 (mass median aerodynamic diameter). Q&b A& 50%7F © =L 50%
7 o A Ao =A Ao,

GSD - 718} %+ HAM(geometric standard deviation). 37]93sts A A7) e i =4
FPF - WAl 44k &2 (%)

FPD - m]A] 4%

-

&%
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[0127]

[0128]
[0129]
[0130]
[0131]
[0132]
[0133]
[0134]

[0135]

[0136]

[0137]

F 1. NGI & dolE

HAY H= 1 2 3
MA [mg] 0.043 0.194 0.074
T 0.166 0.713 0.740
PS 0.598 0.262 0.825
S1 0.063 0.157 0.179
S2 0.193 0.599 0.541
S3 0.308 0.538 0.588
s4 0.243 0.392 0.345
S5 0.112 0.201 0.179
S6 0.061 0.121 0.105
s7 0.048 0.087 0.070
MOC 0.037 0.054 0.054
ISM (mg) 1.00 1.99 1.88
mH &9 & HE (mg) 1.07 2.15 2.06
AlAB @0 & EHek (mg) 1.87 3.32 3.70
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Aozl A diE FE £48 Z2E AES YEhAL.

Boagol Age gy o] AAd #AAY g 2 o vlA YA £3S 1o

FPF > 59%, FPD 2.4 mg; W& £%: 4.2 mg, A 49 thsto]

FPF > 54%, FPD: 3.9 mg; W& &F: 7.1 mg, AAld 50 thste], 1e]a

FPF > 51%, FPD: 7.9 mg; "3 &% 16.5 mg, AAd 6] thato].
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