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Solicitor and Notary
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Tel: 01753 851591

AstraZeneca UK Limited is a subsidiary of AstraZeneca PLC
Registered in England No. 3674842
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APOSTILLE {
{Convention de La Haye du 5 octobre 1961)

1. Couhtry:

Pays/Pals United Kingdom of Great Britain and Northern lreland

This public document
Le présent acte public / El presente documento plblico

2. Has bheen signed by Phitip H Jones
a été signé par
ha sido firmado por

3. Acting in the capacity of  notary Pubiic

agissant en qualité de
guien acioa en calidad de

4. Bears the sealistamp of  The Said Notary Public

est revetu du sceau / timbre de
y esta revestide def sello / timbre de

|
Certified ;
Altesté / Gertificado |
i
5. at London 6. the 19 April 2016 j
dlen le feldia :
-j_ by Her Majesty's Principal Secretary of State for Foreign and |
par  por Commonwealth Affairs !
8. Number K953701

sous o { bajo el nimero

9. Seal/ stamp:
Sceau / fimbre:
Sello / timbre:

[
10. Signature: 1 Villamizar 5
Signature: i

Firma: ]
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This Aposiille is not to be used in the UK and only confirms the authenticlty of the signature, seal or stamp on
the attached UK public document. It does not cenfirm the authenticity of the underlying document. Apostiiles
altached fo documents that have been photocopied and certified in the UK confirm the signature of the UK
publlc official who conducted the cerlification only. [t does not authenticate either the signature on the original
document or the contents of the originat document in any way.

i this document is to be used in a country which is not party to the Hague Convention of 5th October 1961, it
shouwld be presented to the consutar seclion of the mission representing that country.
To verify this apostille go to www.verifyapostille.service.gov.uk
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( LAKEMEDELSVERKET

MEDICAL PRODUCTS AGENCY

Medical Products Agency
CERTIFICATE NUMBER: 6.2.1-2015-093973

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER '~

Part 1

Issued following an inspection in accordance with :
Art. 111(5) of Directive 2001/83/EC as amended

The competent authority of Sweden confirms the following:
The manufacturer: AstraZeneca AB
Site address: Forskargatan 18, Sidertilje, 15185, Sweden

Is an active substance manufacturer that has been inspected in accordance with Art. 111(1) of Directive
2001/83/EC..

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on
2016-01-15 , it is considered that it complies with :

« The principles of GMP for active substances * referred to in Article 47 of Directive 2001/83/EC .

This certificate reflects the status of the manufacturing site at the time of the inspection noted above and
should not be relied upon to reflect the compliance status if more than three years have elapsed since the date
of that inspection. However, this period of validity may be reduced or extended using regulatory risk
management principles by an entry in the Restrictions or Clarifying remarks field. This certificate is valid
only when presented with all pages and both Parts 1 and 2. The authenticity of this certificate may be verified
in BudraGMP. If it does not appear, please contact the issuing authority.

! N ;
The certificate referved to in paragraph 111(5) of Divective 2001/83/EC and 80(5) of Directive 2001/82/EC, shall also be required for imports
coming from thivd countries into @ Member State.

? Guidance on the interpretation of this template can be found in the Help menu of EudraGMDP database.
? These requirements fulfil ihe GMP reconmendations of WIHO.
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Part 2

Manufacture of active substance. Names of substances subject to inspection :
ESOMEPRAZOLE SODIUMY en)
FELODIPINE( en)

FORMOTEROL FUMARATE DIYDRATE( en)
METOPROLOL TARTRATE( en)
METOPROIOL SUCCINATE( cn)
TICAGRELOR( en)

TERBUTALINE SULPHATE( en)
OMEPRAZOLE( en)

OMEPRAZOLE SODIUMY( en)

OMEPRAZOLE MAGNESIUM( en)

3, MANUFACTURING OPERATIONS - ACTIVE SUBSTANCES

Active Substance : ESOMEPRAZOLE SODIUM

3.1 1 Manufacture of Active Substance by Chemical Synthesis

3.1.2 Manufacture of crude active substance
3.1.3  Salt formation / Purification sieps :

3.5 | General Finishing Steps

352 Primary Packaging (enclosing / sealing the active substance within a packaging material
which is in direct contact with the substance)

3.5.3  Secondary Packaging (placing the sealed primary package within an outer packaging
material or container. This also includes any labelling of the material which could be used for
identification or traceability {lot numbering) of the active subsiance)

3.6 | Quality Control Testing

3.6.1 Physical / Chemical testing
3.6.2 Microbiological testing excluding sterility testing

Active Substance : FELODIPINE

3.1 | Manufacture of Active Substance by Chemical Synthesis

3.1.1 Manufachire of active substance intermediates
3.1.2  Manufaciure of crude active substance
3.1.3  Salt formation / Purification steps :

3.5 | General Finishing Steps

3.52 Primary Packaging (enclosing / sealing the active substance within a packaging material
which is in direct contact with the substance)

3.53 Secondary Packaging (placing the sealed primary package within an outer packaging
material or container. This also includes any labelling of the material which could be used for
identification or traceability (lot numbering) of the active substance)

3.6 | Quality Control Testing

3.6.1 Physical / Chemical testing
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MEDICAL PRODUCTS AGENCY

Active Substance : FORMOTEROL FUMARATE DIHYDRATE

3.1

Manufaeture of Active Substance by Chemieal Synthesis

3.1.1 Manufacture of active substance intermediates
3.1.2 Manufacture of crude active substance
3.1.3  Salt formation / Purification steps :

3.5

General Finishing Steps

3.5.2  Primary Packaging (enclosing / scaling the active substance within a packaging material
which is in direct contact with the substance)

3.5.3 Secondary Packaging (placing the sealed primary package within an outer packaging
material or container. This also includes any labelling of the material which could be used for
identification or traceability (lot numbering) of the active substance)

3.6

Quality Control Testing

3.6.1 Physical / Chemical testing

Active Substance : METOPROLOL TARTRATE

31

Manufacture of Active Substance by Chemieal Synthesis

3.1.1 Manufacture of active substance intermediates
3.1.2  Manufacture of crude active substance
3.1.3  Salf formation / Purification steps :

3.5

General Finishing Steps

3.5.2 Primary Packaging (enclosing / sealing the active substance within a packaging material
which is in direct contact with the substance)

3.5.3 Secondary Packaging (placing the sealed primary package within an outer packaging
material or container. This also includes any labelling of the material which could be used for

3.6

identification or traceability (lot numbering) of the active substance)
Quality Control Testing : :

3.6.1 Physical / Chemical testing
3.6.2  Microbiological testing excluding sterility testing

Active Substance : METOPROLOL SUCCINATE

3.1 | Manufacture of Active Substance by Chemical Synthesis
3.1.1 Manufacture of active substance intermediates
3.1.2 Manufacture of crude active substance
3.1.3  Salt formation / Purification steps

3.5 | General Finishing Steps

3.52  Primary Packaging (enclosing / sealing the active substance within a packaging material
which is in direct contact with the substance)

3.5.3 Secondary Packaging (placing the sealed primary package within an outer packaging
material or container. This also includes any labelling of the material which could be used for
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identification or traceability (lot numbering) of the active substance)

3.6 | Quality Control Testing

3.6.1 Physical / Chemical testing

Active Substance : TICAGRELOR

3.1 | Manufacture of Active Substance by Chemical Synthesis

3.1.1 Manufacture of active substance intermediates
3.1.2 Manufacture of crude active substance
3.1.3  Salt formation / Purification steps :

3.5 | General Finishing Steps

3.5.2 Primary Packaging (enclosing / sealing the active substance within a packaging material
which is in direct contact with the substance)

3.5.3 Secondary Packaging (placing the sealed primary package within an outer packaging
material or container. This also includes any labelling of the material which could be used for

identification or traceability (lot numbering) of the active substance)
3.6 | Quality Control Testing \

3.6.1 Physical / Chemical testing

Active Substance : TERBUTALINE SULPHATE

3.1 | Manufacture of Active Substance by Chemical Synthesis

3.1.1 Manufacture of active substance intermediates
3.1.2 Manufacture of crude active substance
3.1.3 Salt formation / Purification steps :

3.5 | General Finishing Steps

3.5.2 Primary Packaging (enclosing / sealing the active substance within a packaging material
which is in direct contact with the substance)

3.5.3 Secondary Packaging (placing the sealed primary package within an outer packaging
material or container. This also includes any labelling of the material which could be used for
identification or traceability (lot numbering) of the active substance)

3.6 | Quality Conirol Testing

3.6.1 Physical / Chemical testing
- 3.6.2 Microbiological testing excluding sterility testing

Active Substance : OMEPRAZOLE

3.1 | Manufacture of Active Substance by Chemical Synthesis

3.1.1 Manufacture of active substance intermediates
3.1.2 Manufacture of crude active substance
3.1.3 Salt formation / Purification steps :

3.5 | General Finishing Steps

3.5.1 Physical processing steps :
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micronisation
3.5.2 Primary Packaging (enclosing / sealing the active substance within a packaging material
which is in direct contact with the substance)
3.5.3 Secondary Packaging (placing the sealed primary package within an outer packaging
material or container. This also includes any labelling of the material which could be used for
identification or traceability (lot numbering) of the active substance)

3.6

Quality Control Testing

3.6.1 Physical / Chemical testing

Activ

e Substance : OMEPRAZOLE SODIUM

3.1

Manufacture of Active Substance by Chemical Synthesis

3.1.1 Manufacture of active substance intermediates
3.1.2 Manufacture of crude active substance
3.1.3  Salt formation / Purification steps :

3.5

General Finishing Steps

3.52 Primary Packaging (enclosing / sealing the active substance within a packaging material
which is in direct contact with the substance)

3.5.3 Secondary Packaging (placing the sealed primary package within an outer packaging
material or container. This also includes any labelling of the material which could be used for
identification or traceability (loi numbering) of the active substance)

3.6

Quality Control Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing excluding sterility testing

Active Substance : OMEPRAZOLE MAGNESIUM

3.1

Manufacture of Active Substance by Chemical Synthesis

3.1.1 Manufacture of active substance intermediates
3.1.2 Manufacture of crude active substance
3.1.3  Salt formation / Purification steps :

3.5

General Finishing Steps

3.5.2 Primary Packaging (enclosing / sealing the active substance within a packaging material
which is in direct contact with the substance)

3.5.3  Secondary Packaging (placing the sealed primary package within an outer packaging
material or container. This also includes any labelling of the material which could be used for
identification or traceability (lot numbering) of the active substance)

3.6

Quality Conérol Testing

3.6.1 Physical / Chemical testing
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Clarifying remarks (for public users)

OC analysis can be done at address Forskargatan 18 and Giiriunavigen, Sédertilje. (Analys far ulfdras
pi Forskargatan 18 och Girtunavigen, Sodertilje.) The certificate is valid until 2016-08-31.

2016-02-19 Name and signature of the authorised person of the
Competent Authority of Sweden

Dr. Kai-Uwe Riedel
Medical Products Agency
Tel: +46 1817 4600

Fax
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