ABCD

Boehringer Ingelheim Pharma GmbH & Co. KG, Binger Stral3e 173, 55216 Ingelheim am Rhein, Germany
Manufacturing Authorisation: DE-RP-01-MIA-2019-0025

Certificate of Conformance

Product SPIRIVA RESPIMAT 4ML CSA3
Article No. / Lot No. 59112520 / 002560

Marketing Authorization No. F-17708, 29123-12-09
Active Ingredients / Strength  tiotropium bromide monohydrate / 2,5 pg

Dosage form
Container Type

solution for inhalation for respimat
Plastic Bottle with Lock

Order-No. 90265486
BIX No. 112520

BIX Version 14

Quantity 20.499 Pieces
Date of Manufacture 21 MAR 2020
Date of Expiry 31 MAR 2023
Bulk Product Article No. 67752

Bulk Product Lot No. 002560

MDS

TS

81485_P100AM0103/0301/, 0401/0501/0802

P330AM0103/0104/0401/0602, /0801
81485-GC15AM0101/0201

Ecuador: R1TS-592V2

Chile: R1TS-592Vv2

| hereby certify that all manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and with the requirements of the Marketing Authorisation(s) of
the destination country/countries.

Remarks:

Released for Chile and Ecuador

Additional MDS documents: 81485-p100am0402, 81485-p330am0802
API Tiotropium bromide/ API Manufacturer: Boehringer Ingelheim Pharma GmbH & Co. KG, Binger Stral3e 173,
55216 Ingelheim am Rhein/ APl Manufacturer Country: Germany/ API Batch number 1088464 & 1088462

This certificate has been signed 17 JUN 2020 15:15:06 electronically by Bérbel Panter (PANTER) (Qualified

Person, Quality Assurance).

Created 17 JUN 2020 15:15:07
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Certificate of Analysis

ABCD

Boehringer Ingelheim Pharma GmbH & Co. KG, Binger Straf3e 173, 55216 Ingelheim am Rhein, Germany
Manufacturing Authorisation: DE_RP_01_MIA_2018_0008

Product Name: SPIRIVA RESPIMAT 4ML CSA3
Material No.: 59112520
Batch / Lot: 002560 Inspection Lot: 3531360
Testing Specification: R1TS-592V2
Registration: Chile
Date of Manufacture: 2020-03-21
Date of Expiry: 2023-03-31
Created on: 2020-06-16 10:07 Page 1 of 10
Test Specification Result
Appearance
Cartridge Conforms
A liquid filled 4.5 mL cartridge crimped in an aluminium
cylinder for RESPIMAT, with a tamper protection seal on
the top. No defects affecting the quality of the product
should be discernible.
Visual test
Appearance
Device Conforms
Respimat® Inhaler with turquoise cap.
Visual test
Colour of solution Conforms
Not more intensely coloured than reference solution B9.
Colorimetry
Clarity of solution Conforms
Not more opalescent than reference suspension |.
Turbidimetric test
pH 2,9
2,7-31
Potentiometry
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Certificate of Analysis

ABCD

Boehringer Ingelheim Pharma GmbH & Co. KG, Binger Straf3e 173, 55216 Ingelheim am Rhein, Germany
Manufacturing Authorisation: DE_RP_01_MIA_2018_0008

Product Name: SPIRIVA RESPIMAT 4ML CSA3
Material No.: 59112520
Batch / Lot: 002560 Inspection Lot: 3531360
Testing Specification: R1TS-592V2
Registration: Chile
Date of Manufacture: 2020-03-21
Date of Expiry: 2023-03-31
Created on: 2020-06-16 10:07 Page 2 of 10
Test Specification Result
Volume of contents 4,32 ml/cartr.

>= 4,00 ml/cartr.
(10 individual values) 4,30 ml/cartr.
Each of the individual values must meet the requirement.

Weighi
eighing 4,32 ml/cartr.

4,32 ml/cartr.

4,30 ml/cartr.

4,31 ml/cartr.

4,28 ml/cartr.

4,29 ml/cartr.

4,30 ml/cartr.

4,31 ml/cartr.
Identification
Tiotropium Conforms
The uncorrected retention time and UV spectrum of
tiotropium in the sample solution corresponds to

tiotropium in the standard solution.
Liquid chromatography
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Certificate of Analysis

ABCD

Boehringer Ingelheim Pharma GmbH & Co. KG, Binger Straf3e 173, 55216 Ingelheim am Rhein, Germany
Manufacturing Authorisation: DE_RP_01_MIA_2018_0008

Product Name: SPIRIVA RESPIMAT 4ML CSA3
Material No.: 59112520
Batch / Lot: 002560 Inspection Lot: 3531360
Testing Specification: R1TS-592V2
Registration: Chile
Date of Manufacture: 2020-03-21
Date of Expiry: 2023-03-31
Created on: 2020-06-16 10:07 Page 3 of 10
Test Specification Result
Identification
Benzalkonium chloride Conforms
The uncorrected retention times of the sample solution
correspond to that of the standard solution.
Liquid chromatography
Impurities
BIIH 28 XX (ketone) <=0,14 %
<=0,20 %
(w/w) related to Tiotropium
Liquid chromatography
Impurities
BIIH 27 SE (dithienylglycolic acid) <=0,14 %
<=0,30 %
(w/w) related to Tiotropium
Liquid chromatography
Impurities
Any unidentified degradation product <=0,14 %
<=0,50 %
(w/w) related to Tiotropium
Liquid chromatography
Impurities
BA 338 BR <=0,14 %

<=0,30 %
(w/w) related to Tiotropium
Mass spectrometry
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Certificate of Analysis

ABCD

Boehringer Ingelheim Pharma GmbH & Co. KG, Binger Straf3e 173, 55216 Ingelheim am Rhein, Germany

Manufacturing Authorisation: DE_RP_01_MIA_2018_0008

Product Name: SPIRIVA RESPIMAT 4ML CSA3
Material No.: 59112520
Batch / Lot: 002560 Inspection Lot: 3531360
Testing Specification: R1TS-592V2
Registration: Chile
Date of Manufacture: 2020-03-21
Date of Expiry: 2023-03-31
Created on: 2020-06-16 10:07 Page 4 of 10
Test Specification Result
Impurities
SCH 731 BR <=0,14 %
<=0,20 %
(w/w) related to Tiotropium
Mass spectrometry
Impurities
Sum of all degradation products <=0,14 %
<=1,00 %
(w/w) related to Tiotropium
Calculation
Assay

Tiotropium (mean value)
21,49 - 23,75 mg/100 ml
(95 - 105 % of the label claim of 22.62 mg/100 ml)
Liquid chromatography
Content
Benzalkonium chloride
9,0-10,5 mg/100 ml
Liquid chromatography
Content

Disodium edetate
9,0 - 10,5 mg/100 ml
Complexometric titration
Microbiological quality (start)
Total aerobic microbial count (TAMC) CFU/g

Not more than 102
Standard test Ph.Eur.

- Confidential -

22,43 mg/100 ml

9,7 mg/100 ml

10,3 mg/100 ml

<1





Certificate of Analysis

ABCD

Boehringer Ingelheim Pharma GmbH & Co. KG, Binger Straf3e 173, 55216 Ingelheim am Rhein, Germany

Product Name: SPIRIVA RESPIMAT 4ML CSA3

Material No.: 59112520

Batch / Lot: 002560

Testing Specification: R1TS-592V2
Registration: Chile

Date of Manufacture: 2020-03-21

Date of Expiry: 2023-03-31
Created on: 2020-06-16 10:07

Manufacturing Authorisation: DE_RP_01_MIA_2018_0008

Inspection Lot: 3531360

Page 5 of 10

Test Specification

Microbiological quality (start)
Total combined yeasts/moulds count (TYMC) CFU/g

Not more than 10
Standard test Ph.Eur.
Microbiological quality (start)
Bile-tolerant Gram-negative bacteria/g
Not detectable
Standard test Ph.Eur.
Microbiological quality (start)
Staphylococcus aureus/g
Not detectable
Standard test Ph.Eur.
Microbiological quality (start)
Pseudomonas aeruginosa/g
Not detectable
Standard test Ph.Eur.
Microbiological quality (middle)
Total aerobic microbial count (TAMC) CFU/g

Not more than 102
Standard test Ph.Eur.
Microbiological quality (middle)
Total combined yeasts/moulds count (TYMC) CFU/g

Not more than 101
Standard test Ph.Eur.
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Result

<1

Not detectable

Not detectable

Not detectable

<1

<1





Certificate of Analysis

ABCD

Boehringer Ingelheim Pharma GmbH & Co. KG, Binger Straf3e 173, 55216 Ingelheim am Rhein, Germany

Product Name:

SPIRIVA RESPIMAT 4ML

CSA3

Manufacturing Authorisation: DE_RP_01_MIA_2018_0008

Material No.: 59112520

Batch / Lot: 002560 Inspection Lot: 3531360
Testing Specification: R1TS-592V2

Registration: Chile

Date of Manufacture: 2020-03-21

Date of Expiry: 2023-03-31

Created on: 2020-06-16 10:07 Page 6 of 10
Test Specification Result

Microbiological quality (middle)
Bile-tolerant Gram-negative bacteria/g
Not detectable
Standard test Ph.Eur.
Microbiological quality (middle)
Staphylococcus aureus/g
Not detectable
Standard test Ph.Eur.
Microbiological quality (middle)
Pseudomonas aeruginosa/g
Not detectable
Standard test Ph.Eur.
Microbiological quality (end)

Total aerobic microbial count (TAMC) CFU/g

Not more than 102
Standard test Ph.Eur.
Microbiological quality (end)

Total combined yeasts/moulds count (TYMC) CFU/g

Not more than 10!
Standard test Ph.Eur.
Microbiological quality (end)
Bile-tolerant Gram-negative bacteria/g
Not detectable
Standard test Ph.Eur.
Microbiological quality (end)
Staphylococcus aureus/g
Not detectable
Standard test Ph.Eur.
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Not detectable

Not detectable

Not detectable

<1

<1

Not detectable

Not detectable





Certificate of Analysis

ABCD

Boehringer Ingelheim Pharma GmbH & Co. KG, Binger Straf3e 173, 55216 Ingelheim am Rhein, Germany

Manufacturing Authorisation: DE_RP_01_MIA_2018_0008

Product Name: SPIRIVA RESPIMAT 4ML CSA3

Material No.: 59112520

Batch / Lot: 002560 Inspection Lot: 3531360
Testing Specification: R1TS-592V2

Registration: Chile

Date of Manufacture: 2020-03-21

Date of Expiry: 2023-03-31

Created on: 2020-06-16 10:07 Page 7 of 10
Test Specification Result

Microbiological quality (end)
Pseudomonas aeruginosa/g

Not detectable
Standard test Ph.Eur.

Uniformity of delivered dose

Target dose: 5 pg tiotropium per dose of 2 actuations.

Liquid chromatography

- Confidential -

Not detectable

Conforming with Requirement A
(n=10):

Individual doses with reference to
mean of all individual values:

Not less than 18 of 20 doses within 75
to 125%. 20 of 20 doses within 65 to
135%.

Mean delivered dose
The mean must not deviate by more

than 15% from the target dose.





Certificate of Analysis

ABCD

Boehringer Ingelheim Pharma GmbH & Co. KG, Binger Straf3e 173, 55216 Ingelheim am Rhein, Germany

Product Name:

SPIRIVA RESPIMAT 4ML

CSA3

Manufacturing Authorisation: DE_RP_01_MIA_2018_0008

Material No.: 59112520
Batch / Lot: 002560 Inspection Lot: 3531360
Testing Specification: R1TS-592V2
Registration: Chile
Date of Manufacture: 2020-03-21
Date of Expiry: 2023-03-31
Created on: 2020-06-16 10:07 Page 8 of 10
Test Specification Result
Uniformity of delivered dose (single values) 98 %
65 - 135 %
Liquid chromatography 89 %
90 %
99 %
102 %
99 %
93 %
94 %
101 %
93 %
104 %
102 %
101 %
104 %
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Certificate of Analysis

ABCD

Boehringer Ingelheim Pharma GmbH & Co. KG, Binger Straf3e 173, 55216 Ingelheim am Rhein, Germany
Manufacturing Authorisation: DE_RP_01_MIA_2018_0008

Product Name: SPIRIVA RESPIMAT 4ML CSA3
Material No.: 59112520
Batch / Lot: 002560 Inspection Lot: 3531360
Testing Specification: R1TS-592V2
Registration: Chile
Date of Manufacture: 2020-03-21
Date of Expiry: 2023-03-31
Created on: 2020-06-16 10:07 Page 9 of 10
Test Specification Result
109 %
104 %
103 %
104 %
104 %
107 %
Uniformity of delivered dose (mean value) 97 %
85-115%
Liquid chromatography
Fine particle dose
FPD <=5.0 um 2,56 ug
2,05 - 3,35 ug
Laser diffraction
Number of actuations Conforms
Not less than 60.
Calculation
Results data origin
Microbiological quality Labor L+S AG
Mangelsfeld 4
Standard test Ph.Eur./JP 97708 Bad Bocklet-GroRRenbrach

Germany
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Certificate of Analysis

Product Name:

ABCD

Boehringer Ingelheim Pharma GmbH & Co. KG, Binger Straf3e 173, 55216 Ingelheim am Rhein, Germany
Manufacturing Authorisation: DE_RP_01_MIA_2018_0008

SPIRIVA RESPIMAT 4ML CSA3

Material No.: 59112520

Batch / Lot: 002560 Inspection Lot: 3531360
Testing Specification: R1TS-592V2

Registration: Chile

Date of Manufacture: 2020-03-21

Date of Expiry: 2023-03-31

Created on: 2020-06-16 10:07 Page 10 of 10
Test Specification Result

Evaluation:

Product corresponds with the current requirements of Boehringer Ingelheim.

Date of Release:  2020-04-28
Released by (Head of Quality Control): Stefan Greve (GREVES)

If not otherwise marked, the testing points were performed by Boehringer Ingelheim.

This certificate of analysis was produced automatically and is also valid without signatures.

All dates in format Year-Month-Day.

- End of Report -
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Certificate of Analysis

ABCD

Boehringer Ingelheim Pharma GmbH & Co. KG, Binger Straf3e 173, 55216 Ingelheim am Rhein, Germany
Manufacturing Authorisation: DE_RP_01_MIA_2018_0008

Product Name: SPIRIVA RESPIMAT 4ML CSA3
Material No.: 59112520
Batch / Lot: 002560 Inspection Lot: 3531360
Testing Specification: R1TS-592V2
Registration: Ecuador
Date of Manufacture: 2020-03-21
Date of Expiry: 2023-03-31
Created on: 2020-06-16 10:07 Page 1 of 10
Test Specification Result
Appearance
Cartridge Conforms
A liquid filled 4.5 mL cartridge crimped in an aluminium
cylinder for RESPIMAT, with a tamper protection seal on
the top. No defects affecting the quality of the product
should be discernible.
Visual test
Appearance
Device Conforms
Respimat® Inhaler with turquoise cap.
Visual test
Colour of solution Conforms
Not more intensely coloured than reference solution B9.
Colorimetry
Clarity of solution Conforms
Not more opalescent than reference suspension |.
Turbidimetric test
pH 2,9
2,7-31
Potentiometry
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Certificate of Analysis

ABCD

Boehringer Ingelheim Pharma GmbH & Co. KG, Binger Straf3e 173, 55216 Ingelheim am Rhein, Germany
Manufacturing Authorisation: DE_RP_01_MIA_2018_0008

Product Name: SPIRIVA RESPIMAT 4ML CSA3
Material No.: 59112520
Batch / Lot: 002560 Inspection Lot: 3531360
Testing Specification: R1TS-592V2
Registration: Ecuador
Date of Manufacture: 2020-03-21
Date of Expiry: 2023-03-31
Created on: 2020-06-16 10:07 Page 2 of 10
Test Specification Result
Volume of contents 4,32 ml/cartr.

>= 4,00 ml/cartr.
(10 individual values) 4,30 ml/cartr.
Each of the individual values must meet the requirement.

Weighi
eighing 4,32 ml/cartr.

4,32 ml/cartr.

4,30 ml/cartr.

4,31 ml/cartr.

4,28 ml/cartr.

4,29 ml/cartr.

4,30 ml/cartr.

4,31 ml/cartr.
Identification
Tiotropium Conforms
The uncorrected retention time and UV spectrum of
tiotropium in the sample solution corresponds to

tiotropium in the standard solution.
Liquid chromatography
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Certificate of Analysis

ABCD

Boehringer Ingelheim Pharma GmbH & Co. KG, Binger Straf3e 173, 55216 Ingelheim am Rhein, Germany
Manufacturing Authorisation: DE_RP_01_MIA_2018_0008

Product Name: SPIRIVA RESPIMAT 4ML CSA3
Material No.: 59112520
Batch / Lot: 002560 Inspection Lot: 3531360
Testing Specification: R1TS-592V2
Registration: Ecuador
Date of Manufacture: 2020-03-21
Date of Expiry: 2023-03-31
Created on: 2020-06-16 10:07 Page 3 of 10
Test Specification Result
Identification
Benzalkonium chloride Conforms
The uncorrected retention times of the sample solution
correspond to that of the standard solution.
Liquid chromatography
Impurities
BIIH 28 XX (ketone) <=0,14 %
<=0,20 %
(w/w) related to Tiotropium
Liquid chromatography
Impurities
BIIH 27 SE (dithienylglycolic acid) <=0,14 %
<=0,30 %
(w/w) related to Tiotropium
Liquid chromatography
Impurities
Any unidentified degradation product <=0,14 %
<=0,50 %
(w/w) related to Tiotropium
Liquid chromatography
Impurities
BA 338 BR <=0,14 %

<=0,30 %
(w/w) related to Tiotropium
Mass spectrometry
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Certificate of Analysis

ABCD

Boehringer Ingelheim Pharma GmbH & Co. KG, Binger Straf3e 173, 55216 Ingelheim am Rhein, Germany

Manufacturing Authorisation: DE_RP_01_MIA_2018_0008

Product Name: SPIRIVA RESPIMAT 4ML CSA3
Material No.: 59112520
Batch / Lot: 002560 Inspection Lot: 3531360
Testing Specification: R1TS-592V2
Registration: Ecuador
Date of Manufacture: 2020-03-21
Date of Expiry: 2023-03-31
Created on: 2020-06-16 10:07 Page 4 of 10
Test Specification Result
Impurities
SCH 731 BR <=0,14 %
<=0,20 %
(w/w) related to Tiotropium
Mass spectrometry
Impurities
Sum of all degradation products <=0,14 %
<=1,00 %
(w/w) related to Tiotropium
Calculation
Assay

Tiotropium (mean value)
21,49 - 23,75 mg/100 ml
(95 - 105 % of the label claim of 22.62 mg/100 ml)
Liquid chromatography
Content
Benzalkonium chloride
9,0-10,5 mg/100 ml
Liquid chromatography
Content

Disodium edetate
9,0 - 10,5 mg/100 ml
Complexometric titration
Microbiological quality (start)
Total aerobic microbial count (TAMC) CFU/g

Not more than 102
Standard test Ph.Eur.
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22,43 mg/100 ml

9,7 mg/100 ml

10,3 mg/100 ml

<1





Certificate of Analysis

ABCD

Boehringer Ingelheim Pharma GmbH & Co. KG, Binger Straf3e 173, 55216 Ingelheim am Rhein, Germany

Product Name: SPIRIVA RESPIMAT 4ML CSA3

Material No.: 59112520

Batch / Lot: 002560

Testing Specification: R1TS-592V2
Registration: Ecuador

Date of Manufacture: 2020-03-21

Date of Expiry: 2023-03-31
Created on: 2020-06-16 10:07

Manufacturing Authorisation: DE_RP_01_MIA_2018_0008

Inspection Lot: 3531360

Page 5 of 10

Test Specification

Microbiological quality (start)
Total combined yeasts/moulds count (TYMC) CFU/g

Not more than 10
Standard test Ph.Eur.
Microbiological quality (start)
Bile-tolerant Gram-negative bacteria/g
Not detectable
Standard test Ph.Eur.
Microbiological quality (start)
Staphylococcus aureus/g
Not detectable
Standard test Ph.Eur.
Microbiological quality (start)
Pseudomonas aeruginosa/g
Not detectable
Standard test Ph.Eur.
Microbiological quality (middle)
Total aerobic microbial count (TAMC) CFU/g

Not more than 102
Standard test Ph.Eur.
Microbiological quality (middle)
Total combined yeasts/moulds count (TYMC) CFU/g

Not more than 101
Standard test Ph.Eur.

- Confidential -

Result

<1

Not detectable

Not detectable

Not detectable

<1

<1





Certificate of Analysis

ABCD

Boehringer Ingelheim Pharma GmbH & Co. KG, Binger Straf3e 173, 55216 Ingelheim am Rhein, Germany

Product Name:

SPIRIVA RESPIMAT 4ML

CSA3

Manufacturing Authorisation: DE_RP_01_MIA_2018_0008

Material No.: 59112520

Batch / Lot: 002560 Inspection Lot: 3531360
Testing Specification: R1TS-592V2

Registration: Ecuador

Date of Manufacture: 2020-03-21

Date of Expiry: 2023-03-31

Created on: 2020-06-16 10:07 Page 6 of 10
Test Specification Result

Microbiological quality (middle)
Bile-tolerant Gram-negative bacteria/g
Not detectable
Standard test Ph.Eur.
Microbiological quality (middle)
Staphylococcus aureus/g
Not detectable
Standard test Ph.Eur.
Microbiological quality (middle)
Pseudomonas aeruginosa/g
Not detectable
Standard test Ph.Eur.
Microbiological quality (end)

Total aerobic microbial count (TAMC) CFU/g

Not more than 102
Standard test Ph.Eur.
Microbiological quality (end)

Total combined yeasts/moulds count (TYMC) CFU/g

Not more than 10!
Standard test Ph.Eur.
Microbiological quality (end)
Bile-tolerant Gram-negative bacteria/g
Not detectable
Standard test Ph.Eur.
Microbiological quality (end)
Staphylococcus aureus/g
Not detectable
Standard test Ph.Eur.
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Not detectable

Not detectable

Not detectable

<1

<1

Not detectable

Not detectable





Certificate of Analysis

Product Name:

ABCD

Boehringer Ingelheim Pharma GmbH & Co. KG, Binger Straf3e 173, 55216 Ingelheim am Rhein, Germany

SPIRIVA RESPIMAT 4ML

CSA3

Manufacturing Authorisation: DE_RP_01_MIA_2018_0008

Material No.: 59112520

Batch / Lot: 002560 Inspection Lot: 3531360
Testing Specification: R1TS-592V2

Registration: Ecuador

Date of Manufacture: 2020-03-21

Date of Expiry: 2023-03-31

Created on: 2020-06-16 10:07 Page 7 of 10
Test Specification Result

Microbiological quality (end)
Pseudomonas aeruginosa/g

Not detectable
Standard test Ph.Eur.

Uniformity of delivered dose

Target dose: 5 pg tiotropium per dose of 2 actuations.

Liquid chromatography

- Confidential -

Not detectable

Conforming with Requirement A
(n=10):

Individual doses with reference to
mean of all individual values:

Not less than 18 of 20 doses within 75
to 125%. 20 of 20 doses within 65 to
135%.

Mean delivered dose
The mean must not deviate by more

than 15% from the target dose.





Certificate of Analysis

ABCD

Boehringer Ingelheim Pharma GmbH & Co. KG, Binger Straf3e 173, 55216 Ingelheim am Rhein, Germany

Product Name:

Material No.: 59112520

Batch / Lot: 002560

Testing Specification: R1TS-592V2
Registration: Ecuador

Date of Manufacture: 2020-03-21
2023-03-31
2020-06-16 10:07

Date of Expiry:
Created on:

SPIRIVA RESPIMAT 4ML

CSA3

Manufacturing Authorisation: DE_RP_01_MIA_2018_0008

Inspection Lot: 3531360

Page 8 of 10

Test Specification

Uniformity of delivered dose (single values)

65-135%
Liquid chromatography

- Confidential -

Result

98 %

89 %

90 %

99 %

102 %

99 %

93 %

94 %

101 %

93 %

104 %

102 %

101 %

104 %





Certificate of Analysis

ABCD

Boehringer Ingelheim Pharma GmbH & Co. KG, Binger Straf3e 173, 55216 Ingelheim am Rhein, Germany
Manufacturing Authorisation: DE_RP_01_MIA_2018_0008

Product Name: SPIRIVA RESPIMAT 4ML CSA3
Material No.: 59112520
Batch / Lot: 002560 Inspection Lot: 3531360
Testing Specification: R1TS-592V2
Registration: Ecuador
Date of Manufacture: 2020-03-21
Date of Expiry: 2023-03-31
Created on: 2020-06-16 10:07 Page 9 of 10
Test Specification Result
109 %
104 %
103 %
104 %
104 %
107 %
Uniformity of delivered dose (mean value) 97 %
85-115%
Liquid chromatography
Fine particle dose
FPD <=5.0 um 2,56 ug
2,05 - 3,35 ug
Laser diffraction
Number of actuations Conforms
Not less than 60.
Calculation
Results data origin
Microbiological quality Labor L+S AG
Mangelsfeld 4
Standard test Ph.Eur./JP 97708 Bad Bocklet-GroRenbrach

Germany
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Certificate of Analysis

Product Name:

ABCD

Boehringer Ingelheim Pharma GmbH & Co. KG, Binger Straf3e 173, 55216 Ingelheim am Rhein, Germany
Manufacturing Authorisation: DE_RP_01_MIA_2018_0008

SPIRIVA RESPIMAT 4ML CSA3

Material No.: 59112520

Batch / Lot: 002560 Inspection Lot: 3531360
Testing Specification: R1TS-592V2

Registration: Ecuador

Date of Manufacture: 2020-03-21

Date of Expiry: 2023-03-31

Created on: 2020-06-16 10:07 Page 10 of 10
Test Specification Result

Evaluation:

Product corresponds with the current requirements of Boehringer Ingelheim.

Date of Release:  2020-04-28
Released by (Head of Quality Control): Stefan Greve (GREVES)

If not otherwise marked, the testing points were performed by Boehringer Ingelheim.

This certificate of analysis was produced automatically and is also valid without signatures.

All dates in format Year-Month-Day.

- End of Report -
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