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Fluticasone furoate 100 mcg

:" 5,

\"

per dose |nha{at|6‘ PO der 30 dose inhalation

1. §a1 Fluticasone furoate 100 mcg and Umeclidinium 62.5 mcg and Vilanterol 25 mcg

per dose inhalation powder, 30 dose inhalation

2. anautanaly
2.1 Uiy
2.2 @rulsznau

Whuagadhan

lunsiazviawmesuszsnausnaden Fluticasone furoate 100 meg

“Umeclidinium 62.5 mcg kag Vilanterol 25 mcg
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3. anauliAniunailavas Finished product

wan1saTIaiaTzviasniulumu finished product specification @slsiaamzidaunadningu
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iterns Specifications

9o Test
1 | Identification - Complied with finished product specification
2 | Assay - 90.0-110.0% of the labeled amount of Fluticasone furoate
- 90.0-110.0% of the labeled amount of Umeclidinium
- 90.0-110.0% of the labeled amount of Vilanterol
3 | Content Uniformity of - Complied with finished product specification
Delivered dose
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4o Test items Specifications
4 | Fine particle mass
- Fluticasone furoate - 17-26 mcg/inhalation
- Umeclidinium - 16-25 mce/inhatation
- Vilanterol - 5-9 mcegfinhalation
5 | Microbial test - Complied with finished product specification
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4.3.

4.4,

4.5.
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1

Milrinone 1 am 1{}ch k‘%rgjec’:/tion in 10 mt
JL‘%

1. Foen Milrinone 10 mg/10 ml injection in 10 ml

. auaudavaly

2.1 suuu Huasazanaynanide Taluia
2.2 dwisgnou  Usznaudadie Milinone 1 mg/ml ludSums 10 ml
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3. aruautaniawaiia

Naﬂ'limi’ﬁnLﬂiﬁ“ﬁﬂmmmﬁulﬁm’m finished product specification Wa% drug substance

speoﬂca’tlon ‘Nlﬂ’ﬂﬂ'ﬂ:ﬁLUEJUWE]ﬁ'ﬁJﬂ\T]UﬂﬂJ%ﬂ?SZJﬂq FMIIUABET NTENTIETTUEY

3.1 Finished product specification: Milrinone injection

Jo Test itemns : Specifications
1 | Identificaticn - Complied with finished product specification
2 | Assay - 90.0-110.0 % of the labeled amount of Milrinone
3 | Impurity - Complied with finished product specification
4 | pH - 3240
5 | Extractable volume - Not less than 10.0 ml
¢ | Particulate matter - Size = 10 LLm not more than 6,000 /container
- Size 2 25 Llm not more than 600 /container
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) Test items Specifications
7 | Bacterial endotoxins - Complied with finished product specification
8 | Sterility - Complied with finished product specification
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4.3.

433 enarsvsenangiuduiumiuduiusseuineiunissiinuesingfuvesiiedigy
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- 1.44-1.76%W/V of Calcium

pH - 7484

4 | Viscosity - 400-2000 cps
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