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Tiotropium 18 mcg inhalation powder, hard capsule

1. Fon Tiotropium 18 mcg inhalation powder, hard capsule
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(Handihaler)
22 dwuszneu  Usenaumeen Tiotropium bromide 18 lulasniu s 1 uin
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3. AuauUANIumAila

3.1 Finished product specification:

i) Test Items

Specifications

|dentification

Complied with finished product specification

Uniformity of dosage unit*

Complied with finished product specification

16.2-18.9 ug/capsule of Tiotropium

1

2

3 Assay
4 Active ingredient degradation

- Individual, unidentified peaks

- Sum of degradation products

Not more than 0.5%
Not more than 5.0%

5 Water content 8.7-10.2%
6 Aerodynamic fine particle dose
- Fine particle dose< 5 um 1.6-4.8ig

7 Microbial test

- Total aerobic microbial count

Not more than 102

A33M3
(un.ATIn Saundlnyad)
GPU 650018 [2410]
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(ney. 010793 MUEA)




3.2 Drug substance specification: European Pharmacopoeia 10.0

D) Test ltems Specifications
1 Identification Meet the requirements
2 Assay 98.5%-101.5% of the labeled amount of

Tiotropium bromide monohydrate
(anhydrous basis)

2 Related substances

- Unspecified impurity Not more than 0.1%
- Total impurities Not more than 0.2%
o Water 2.5-4.0%
5 Sulfated ash Not more than 0.1%
6 Impurity G Not more than 0.1%
7 Impurity H Not more than 0.1%
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MUNENNITIBNNSARLUNMSHAREN PIC/S (Pharmaceutical Inspection Co-operation
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wdninnueasnsARlun1sAnen PIC/S (Pharmaceutical Inspection Co-operation
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431  wamsasIVIATITRuUAHANSuYIveNEn (Certification of analysis of finished
product) Tugnjuiidefotn
432 wansIATIzRAuAWIRgAuTeIRIed1Any (Certification of analysis drug
substance) AAlunstdnenguiidudusetneieaguaneuasdnanngiu
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4.6.2

4.6.3
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ineusiusziliuuseansnineasian (Price Performance)
Tiotropium 18 mcg inhalation powder, hard capsule
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