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Budesonide ...... mcg/dose metered dose inhaler ..... doses
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(AU W.A. 2555)

1. Fae1 Budesonide ... mcg/dose metered dose inhaler ..... doses

2. gruantATly
2.1 Juasaane (solution) dmsuganumnelin wiin metered dose inhaler
2.2 Usznaumeien Budesonide ..... mcg/dose d1uiuliitiaenin....doses Tu 1 niaussy
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3. AnaNUANanALAYaY Finished product .

3.1 Identification m%@g Iizuﬂ,u Finished product specification
3.2 YSuadendiagy & 80.0 - 120.0 % of labeled amount of Budesonide
3.3 Uniformity of delivered unuNseylu Finished product specification

dose %38 Uniformity

metered dose (Q)
3.4 Particle size L% Fine Wﬁ’;ﬁw\i’mm’mﬁiztﬂu Finished product specification

particle dose (BP) %38

Aerodynamic particle size

(USP) %38 Deposit of

emitted dose (BP)

3.5 Number of deliveries per  hitlasninfiszyliluaain

inhaler
3.6 Leakage m%ﬁ]mumu‘ﬁ'izﬂu Finished product specification
3.7  Sterility/Microbial limits m%ﬁ]mumu‘ﬁ'izﬂu Finished product specification

e e 3.7 : ideniiansanegdlaegiwmila nsalldll preservative lugnssinsu Tiansan

Microbial limits d@unsalnansiaytusesusmnte Tina1san Sterility

AudnvuzlanzYete a1l 3nvihau melddedniavedeya asiaug walulad wazlona1senede iy s
81 Taudengszdevlutianandavia
alls Toyanwmewnstiduisaume g4 v Sududesnuideyaiiudu ieuiulsliaenadasiuuiuniay

ANUABINNT




[

4. auantaniunaiiavas Raw Material (wansluluiaseiingav)

4.1 Related substances ATIIU
4.2 Methanol Not more than 0.1 %
4.3  Epimer A 40.0 - 51.0 % of the sum of the area of the two

epimer peak
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5.1.2. Tudetunsidon el veseniliauesiaa, (Wi, 1) wieuseaziBentdonisaiuau
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5.2.1. nstinemanlulsemalng guandolduininareniadesusewngIunsnans1niy
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gINIUNTNNUNITNITNAIUN1THENE1V89UTEINARKER 130 Certificate of
pharmaceutical product (atfuangamusounisnsivaeulaeinanisiusesdsiuiiaue
MAuar Tuiiudne)
5.3. lonasnAIdN YA YR TIauDTIA
5.3.1. HANINTIVIATITANUNNHARFusivesE{NER (Certification of analysis) Tugnjuiidadiy
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5.3.2. HANIATINATIERAUNNINGAU (Raw material) vosiendrdgldlunisndng1iunds
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