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TO WHOM IT MAY CONCERN

Good Manufacturing Practice Certificate

It is hereby confirmed that the attached Certificate is a trhe copy of the original document.

Signed: ﬁ Dated ”)2-))61

Vicky Beattie

Regulatory Project Assistant

Regulatory Project Management Group Signature Attested by Phillip Jones
AstraZeneca UK Limited Solicitor and Notary
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country: United Kingdom of Great Britain and Northern Ireland
Pays / Pais:
This public document
Le présent acte public / El presente documento plblico
2. Has been sighed by
a été signé par Phillip H Jones
ha sido firmado por
3. Acting in the capacity of
agissant en qualité de Notary Public
quien actla en calidad de '
4. Bears the seal / stamp of
est revétu du sceau / timbre de The Said Notary Public
y esta revestido del sello / timbre de
Certified
Adtesté / Cerlificado
5. at 6. the
4/ en London e/ el dia 13 February 2019
7. by Her Majesty's Principal Secretary of State
par / por for Foreign and Commonweaith Affairs
8. Number APO-1309531
sous no / bajo el numero
9. Seall/stamp 10. Signature L. Smethurst

Signature
Firma i

Sceau f imbre
Setlo / timbre

This Apostilie is nat te be used in the UK and only confirms the authenticity of the signature, seal or stamp on the attached
UK public document. It does not confirm the authenticity of the underiying document. Apostities attached to documents that
have been photocopied and certified in the UK confirm the signature of the UK official who conducted the certification only.
W does not authenticate either the signature on the original document or the contents of the original document in any way.

if this docurnent is to be used in a country not party to the Hague Convention of the 5th of Ccteber
1961, it should be prasented to the cansular section of the mission representing that country

Te verify this apostille go to www.verifyapostile.service.gov.uk
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French National Agency for Medicines and Health Products Safety
CERTIFICATE NUMBER: 17MPP017HFR1

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER '~

Part1
Issued following an inspection in accordance with :
Art. 111(5) of Directive 2001/83/EC as amended

The competent authority of France confirms the following:
The manufacturer; MINAKEM DUNKERQUE PRODUCTION
Site address: 224 avenue de la Dordogne, Zone d'entreprises du Nord Gracks, DUNKERQUE, 59640,

France
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
2017-03-09 , 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 gite 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 EudraGMDP, If it does not appear, please contact the issuing authority.

! The certificate referred to in paragraph 111(5) of Directive 2001/83/EC and 80(3) of Directive 2001/82/EC, shall also be required for imports
coming from third cawnirier into a Member Stats.

? Guidance an the interpretation qf this tempiate can be found in the Help menu of EndraGMDP dowbase.

¥ These reguirements fulfil the GMP recommendations of WHO.

la cg
Mlorme 5. 1catio
Ongin
Online EudraGMDP, Ref key: 41344 Issuance Dats: 2017-05-03 Signaiory: Mr. G. Renaud | \
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Part 2

Manufacture of active substance. Names of substances subject to inspection :

ESOMEPRAZOLE MAGNESIUM TRIHYDRATE( en) / ESOMEPRAZOLE MAGNESIQUE TRIHYDR
ATE( fr)

ESOMEPRAZOLE SOPIUM( en) / ESOMEPRAZOL SODOWY( pl) / ESOMEPRAZOLE SODIQUE( fr)
ESOMEPRAZOLE MAGNESIUM DIRYDRATE( en) / ESOMEPRAZOLE MAGNESIQUE DIHYDRAT
E(fr)

OMEPRAZOLE( en) / OMEPRAZOLE( fr)

OMEPRAZOLE MAGNESIUM( en)

OMEPRAZOLE SODIUM{ en) / OMEPRAZOLE SODIQUE( fv)

BUDESONIDY( de) / BUDESONIDUM{ cs) / BUDESONIDE( en) / BUDEZONIDU( pl) / BUDESONID
E(fr)

PRAZIQUANTEL( en) / PRAZIQUANTEL( fr)

POSACONAZOLE( en) / POSACONAZOLE( fr)

VERUBECESTAT( en)

LACOSAMIDE( fr) / LACOSAMIDE( en)

. MANUFACTURING OPERATIONS - ACTIVE SUBSTANCES

Active Substance : ESOMEPRAZOLE MAGNESIUM TRIHYDRATE
31| Masufacture 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 | Genersl Finishing Steps

3.5.1 Physical processing steps :
Micronisation

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 tracesability (lot numbering) of the active substance)

3.6 | Quality Contrel Testing

3.6.1 Physical / Chemical testing

3.6.2 Microbiological testing excluding sterility testing

Active Substance : ESOMEPRAZOLE SODIUM
21| Masufaciurs 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 | Gemersl Finishing Steps

Online Eudra@GMDP, Ref kay: 41344 Issusnce Dats: 2017-05-03
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‘ 3.5.2  Primary Packaging (enclosing / sealing the active substance within a packaging material
which is in direct contact with the gubstance)
353 Secondary Packaging (placing the sealed primary package within an outer packaging
material or container. This also inchudes 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

| 3.6.2 Microbiological testing excluding sterility testing

Active Substance : ESOMEPRAZOLE MAGNESIUM DIHYDRATE

—5'1] m«mwuww

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

s Gﬂuﬂm&qu

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 (lot numbering) of the active substance)

3.6 | Quality Coatrol Testing

| 3.6.1 Physical / Chemical testing

Active Substance : OMEPRAZOLE

i1 Mmdmswmw&mw

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

3.5.1 Physical processing steps :
Micronisation

3.5.2 Primary Packaging (enclosing / sealing the active-substance within a packaging material

which is in direct contact with the substance)

l identification or traceability (lot numbering) of the active Substance)

u[ Quaiity Control Testing

} 3.6.1 Physical / Chemical testing
| 362 Microbiological testing excluding sterility testing

Active Substance : OMEPRAZOLE MAGNESIUM Vi
i e

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

35

Gensrsl 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)

Quality Control Testing

3.6.1 Physical / Chemical testing
3.6.2 Microbiological testing excluding sterility testing

Active Substance : OMEPRAZOLE SODIUM

3.1

Manufacture of Active Substsace by Chamical Synthesls

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

General Finishing Stops

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

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)

Quaiity Cantrol Testing d

3.6.1 Physical / Chemical testing
3.6.2 Microbiological testing excluding sterility testing

Active Substance : BUDESONIDE

3.1 | Mamufacture 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 :

35 | Geueral Finlshing Steps
3.5.1 Physical processing steps :

Micronisation
3.5.2 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 substantf]
Oniine EudraGMDP, Ref kay: 41344 issuancs Dats: 2017-05-03 Signatory: M@@W

| 143/147 bou

levard Anatole France Saint-Denis Cedex - Tél.: +33(0)7 55 87 30 00




“431'147 boulevard Anatole France - F-93285 Saint-Denis Cedex - Tél.: +33(0)1 55 87 30 MWW AT

ansm_

fAulm: { de
et des produits de santé

16 [ Quality Contrel Testing

3.6.1 Physical / Chemical testing
3.6.2 Microbiological testing excluding sterility testing

Active Substance : PRAZIQUANTEL

31| Masmufscture of Active Substance by Chemienl Synthesis

3.1.1 Manufacture of active substance intermediates
3.1.2 Manufacture of crude active substance

3.5 | Genersl 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 BSecondary 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)

3.4 | Quality Centrol Testing

3.6.1 Physical / Chemical testing

Active Substance : POSACONAZOLE

3.1 | Maaufacture of Active Substance by Chemicel Synthesis

3.1.1 Manufacture of active substance intermediates

15! 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 Contrel Testing

3.6.1 Physical / Chemical testing

Active Substance : VERUBECESTAT

3.1 | Manufacture of Active Subotance by Chemical Synthesis

3.1.1 Manmufacture of active substance intermediates

335 | Geaneral Finishing Steps

3.5.2 Primary Packaging (enclosing / sealing the active substance within a peckaging 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 [ Quniity Control Testing

3.6.1 Physical / Chemical testing

Active Substance : LACOSAMIDE u Pour 15
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Mansfacture of Active Subetancs by Chemical Synthesls

3.1.1 Manufacture of active substance intermediates

s

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 (lot numbering) of the active substance)

3.6

Qusiity Control Tosting

3.6.1 Physical / Chemical testing

Clarifying remarks (for public users)

Posaconazole manufacturing limited to the PAZ-D intermediate //// Verubecestat manufacturing limited
to the ME-8931-J intermediate //// Lacosamide manufacturing limited to the SPM20200 intermediate

2017-05-03 Name and signature of the authorised person of the

Competent Authaority of France

Le chef du pdle inspection des matidres pramigres

Diraction de finspection .
My. Guillaume Renaud
Guilliaum RENAUD French National Agency for Medicines and Health

Products Safety

Tel: +33 1 55873911

Fax +33 1 55873912

Online EudraGMDP, Re key: 41344 Issyanca Date: 2017-05-03 Signatory: Mr. G. aﬂnaun(:OnfOrm
e
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AstraZeneca UK Limited

1 Francis Crick Avenue
Cambridge Biomedical Campus
Cambridge, CB2 0AA

United Kingdom

T: +44 (0) 20 3749 5000

astrazeneca.com

. TO WHOM IT MAY CONCERN

Good Manufacturing Practice Certificate

It is hereby confirmed that the attached Certificate is a true copy of the original document.

Signature Attested by Phillip Jones
Solicitor and Notary
Windsor House, Victoria Street,

* Windsor, Berks, SL4 IEN, England,

Tel: 01753 851591

Vicky Beattie
Regulatory Project Assistant

Regulatory Project Management Group
AstraZeneca UK Limited

AstraZeneca UK Limited is a subsidiary of AstraZeneca PLC
/ Registered in England No. 3674842
, Registered office: 1 Francis Crick Avenue

2 p Cambridge Biomedical Campus
Cambridge, CB2 0AA

l q United Kingdom
1< <[44




APOSTILLE
{Convention de La Haye du 5 octobre 1961)

1. Country: United Kingdom of Great Britain and Northern Ireland
Pays / Pais;
This public document
Le présent acte public / El presente documenio pGblico
2. Has been signed by i
a été signé par Phillip H Jones
ha sido firmado por
3. Acting in the capacity of
agissant en qualité de Notary Public
quien actia en calidad de
4. Bears the seal f stamp of
est revétu du sceau / timbre de The Said Notary Public
y esta revestido del sello / timbre de
Certified
Attesté / Cerfificado
5 at 6. the
5 /en London e / ol dia 07 February 2019
by Her Majesty's Principal Secretary of State
par/ por for Foreign and Commonwealth Affairs
Number APO-1297153

" s0Uis no / bajo el numero

Seal / stamp
Sceal / timbre
Selio / imbre

10, Signature D. Brigden

Signature
Firma 'DQ

This Apostilie is not {o be used in the UK and only confirms the authenticity of the signature, seal or stamp on the attached
UK public document. it does not confirm the authenticity of the underlying document, Apostilles attached to documents that
have been photocapiet and certified in the UK confirm the sigrature of the UK officiat who conducied the certification only.
It does nat authenticate either the signature on the original document or the contents of the original document in any way.

¥ this document is to be used it a couniry not party to the Hague Convention of the 5th of October
1961, it should be presented 1o the consular section of the missicn representing that courtry

To verify this apostille go to www,verifyapostille.service.gov.uk




French National A gency for Medicines and Health Products Safety
CERTIFICATE NUMBER: 2019/HPE/FR /03 5

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER ' °

Part 1

Issued following an inspection in accordance with :
Art. 15 of Directive 2001/20/EC

The competent authority of France confirms the following:
The manufacturer- ASTRAZENECA DUNKERQUE PRODUCTION
Site address: 224 avenue de [g Dordogne, DUNKERQUE, 59640, France

Has been inspected under the national inspection proegramme in connection with manufacturing
authorisation no. M 19/028 in accordance with Art. 13 of Directive 2001/20/EC transposed in the following
national legislation:

Art. L.5124-3 of Public Health Code

From the knowledge gained during inspeetion of this manufacturer, the latest of which was conducted on
2018-12-2] | it is considered that it complies with -

Management principles by an entry in the Restrictions or Claritying remarks field. This certificate is valid
only when presented with all pages and both Parts | and 2. The authenticity of this certificate may be verified
in EudraGMDP. If jt does not appear, please contact the issuing authority.

L The certificate referred to in Pparagraph 1]]1(5) of Directive 200 1/83/EC and 80(5) of Directive 2001/82/EC, shall also be required for imporis
coming fiom third couniries into a Member State.

" Guidance on the interpretation of this tfemplate can be found jn the Help menm of EndraGrpp database.

? These requirements Julfil the GMP recommendations of WHQ.

Online EudraGMDP, Ref key: 52118 Issuance Date: 2019-01-29 Signatory:  Confidential Page 1 of 2




Part 2

| Human Investigational Medicinal Products

1 MANUFACTURING OPERATIONS

1.2

Non-sterile products

1.2.1 Non-sterile products (processing operations for the following dosage forms)

1.2.1.9 Pressurised preparations

1.2.2  Batch certification

1.5

Packaging

1.5.1 Primary Packing
1.5.1.9 Pressurised preparations

1.5.2 Secondary packing

1.6

Quality control testing

1.6.2 Microbiological: non-sterility
1.6.3 Chemical/Physical

Clarifying remarks (for public users)

This site is not authorised for blinding operations.

the pharmaceuti

Swnarm}' Mirs Dominique Debourges, deputy head of
jcal product inspection and wunterfettmu fight department --- The ANSM does not issue

paper copies of good manufacturing practice certificates.

2019-01-29

Name and signature of the authorised person of the
Competent Authority of France

Confidential

French National Agency for Medicines and Health
Products Safety

Tel: Confidential

Fax: Confidential

Online EudraGMDP, Ref key: 52118

Issuance Date: 2019-01-29 Signatory: Confidential

Page 2of 2



TO WHOM IT MAY CONCERN

Good Manufacturing Practice Certificate

Signature Attested by Phillip Jones
Solicitor and Notary
Windsor House, Victoria Street,
Windsor, Berks, SL4 [EN, England,

Tel: 01753 851591

Vicky Beattie

Regulatory Project Assistant
Regulatory Project Management Group
AstraZeneca UK Limited

.

LOM"LVS/
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AstraZeneca UK Limited

1 Francis Crick Avenue
Cambridge Biomedical Campus
Cambridge, CB2 0AA

United Kingdom

T: +44 (0) 20 3749 5000

astrazeneca.com

It is hereby confirmed that the attached Certificate is a true copy of the original document.

Signed: % Dated “f))?—\\&

AstraZeneca UK Limited is a subsidiary of AstraZeneca PLC
Registered in England No. 3674842

Registered office: 1 Francis Crick Avenue

Cambridge Biomedical Campus

Cambridge, CB2 DAA

United Kingdom

33b( i«




APOSTILLE
{Convention de La Haye du 5 octobre 1961)
Country: United Kingdom of Great Britain and Northem Irefand
Pays / Pais:

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

2. Has been signed by
a été signé par Phillip H Jones
ha sido firmado por
3. Acting in the capacity of
agissant en qualité de Notary Pubiic
quien actlia en calidad de
4. Bears the seal / stamp of
est revétu du sceau / timbre de The Said Notary Public
y esta revestido del sello / timbre de
Certified
Attesté / Certificado
> ?t London 6. the ] 03 January 2019
alen le/eldia
7. by Her Majesty's Principal Secretary of State
par / por for Foreign and Commonwealth Affairs
8. Number APO-1241785
sous no / baje el numero
9. Seal/stamp 10. Signature J. Alisop-Ward

Signature
Firma

Sceau / timbre
Sello / timbre

This Apostille is not to be used in the UK and anly confirms the authenticity of the signature, seal or stamp on the attached
UK public document. It does not confirm the authenticity of the underlying document, Apostilles attached to documents that
have been photocopied and certified in the UK confirm the signature of the UK official who conducted the certification only,
It does not authenticate either the signature on the ariginal document or the contents of the original document in any way,

If this document is to be used in a country not party to the Hague Conventian of the 5th of Octaber
1861, it should be presented to the consular section of the mission representing that country

To verify this apostille go to www.vertfyapostille.service.gov.uk
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MEDICAL PRODUCTS AGENCY

Medical Products Agency
CERTIFICATE NUMBER: 5.9.1-2018-085989

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER '

Part1

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: Oral Solid Dosage, Girtunavéigen, Sidertiilje, 151 85, Sweden

Has been inspected under the national inspection programme in connection with manufacturing
authorisation no. 5.9.1-2018-085989 in accordance with Art. 40 of Directive 2001/83/EC .

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on
2018-01-25 , it is considered that it complies with :

* The principles and guidelines of Good Manufacturing Practice laid down in Directive 2003/94/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 stajus 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 EudraGMDP. If it does not appear, please contact the issuing authority.

" The certificate referred to in paragraph 111(5) of Directive 2001/83/EC and 80(5) of Directive 2001/82/EC, shall also be required for imports
coming from third countries into a Member State.

> .
Guidance on the interpretation of this template can be found in the Help menu of EudraGMDP database.
? These requirements fulfil the GMP recommendations of WHO

Online EudraGMDP, Ref key: 51204 Issuance Date: 2018-11-27 Signatory: Mr. Bengt Berglund Page 1of 2



Part 2

Human Medicinal Products

1 MANUFACTURING OPERATIONS

1.2

Non-sterile products

1.2.1 Non-sterile products (processing operations for the following dosage forms)
1.2.1.1  Capsules, hard shell

1.2.1.8  Other solid dosage forms: Pellets and granules(en)
1.2.1.13 Tablets

1.6

Quality control testing

1.6.2  Microbiological: non-sterility
1.6.3  Chemical/Physical

2 IMPORTATION OF MEDICINAL PRODUCTS

2.3

Other importation activities

2.3.2 Importation of intermediate which undergoes further processing

Clarifying

remarks (for public users)

Buildings at Girtunaviigen: 611, 612, 614, 616, 641, 642 and 643. Buildings at Forskargatan 18: 313 and

317.

2018-11-27

Name and signature of the authorised person of the
Competent Authority of Sweden

Biryl Boglecred]

Mr. Bengt Berglund
Medical Products Agency
Tel: +46 18 174600

Fax +46 18 548566

Online EudraGMDP, Ref key: 51204 Issuance Date: 2018-11-27 Signatory: Mr. Bengt Berglund Page 2of 2



ESTADOS UNIDOS MEXICANOS
COMISION FEDERAL PARA LA PROTECCION CONTRA RIESGOS SANITARIOS
COMISION DE AUTORIZACION SANITARIA
SUBDIRECCION EJECUTIVA DE LICENCIAS SANITARIAS

CERTIFICADO No. 173300516A1164

Deestinatartio:

Addressee:

MIN]’STERIO DE SALUD
REPUBLICA DE CHILE

Nombre y Direccién del sitio inspeccionado (incluyendo nimero de edificio, si aplica)
Name and address of site (including building number, where applicable):

ASTRAZENECA.S.A.DEC.V.
Stper Avenida Lomas Verdes No. 67
Fraccionamiento L.omas Verdes

C.P. 53120, Mpio. Naucalpan de Judrez, México

Nuimero de Licencia del Fabricante
Manufacturer’s licence number(s):

15 057 02 0001

Con fundamento en los Articulos 4 parrafo cuarto, 8 y 14 de la Constitucion Politica de los Estados Unidos Mexicanos; 2,
fraccion 1, 14, 17, 26, 39, fracciones XXI, XTIV dc la Ley Organica de la Administracién Piablica Federal; 1, 2, 3, 15, 16
fraccmn{_s IV v X 17 y 17A de la Ley Federa] de Procedimiento Administrativo, 1, 3 fracciones XXIT1 y XXVIH 13

artado A fraccion(_s IXy X, 17 bis IVyX[H 194 fraccién 111, 194 bis, 195, 197, 204 388, 389 fraccién V, 391 bis y 392
dP la Ley General de balud 1y 2 inciso c fraccion X, 15, 36 y 37 del Reglamento Tnterior de la Secretarfa de Salud; 1, 3
fracciones I inciso b, V, VII, XIII, 4 fraccién II inciso ¢ 11 fracciones VI y XI, y 14 fracciones I y XIV del Reglamcnt{) dc
la Comisién Federal para la Proteccion Contra Riesgos gamtanos 1, 167 fraccion VI. pérrafo tercero y 208 del Reglamento
de Insumos para la Salud, asi como Acuerdo por el que se dan a conocer los tramites y servicios, asi como los formatos que
dpli(_a la Secretaria de Salud, a través de la gomision Federal para la Proteccién contra riesgos Sanitarios, inscritos en cl
Registro Federal de Trdmnes v Servicios de la Comisién FecltrallJ de Mejora Regulatoria publicado en el DlELllO Oficial de la
FL&L[’&L]OH el 28 de enero de 2011 y modificado el 22 de junio de 2011, 10 de mayo, 18 de ]uho y 23 de octubre de 2012, asi
como 7 de julio de 2013 en el Diario Oficial de la Federacion.

Based on the owz‘bpamg? aph of Articles 4] 8 and 14 of the Corzmim‘zan r&e Uv;'zz‘edMemtmr Sm.fes. 2, semar? I 14, 17, 26, 39; fractions XXI,
IV o z‘be gm;'zf Law z‘be Federal Public Administration; 1, . 6/{34:(: Ip m;' a.x 17 and 17, f/ “the Tederal Adminiserative
Proceduyre Act ar:rmzs and XXVIII, section A 13 .ff..‘.‘fiﬂﬂ\ D('mz 7@ V and j94 raction IIT, 194a, 195, 197, 204, 388,

389 fraction :r/ 39 bzv and 392 of the General Hmlfb Law, 1 and 2 paragra b raction X, Jj), 36 mm’ 37 & /{[l‘}k’ Tnternal chzzlafzam the.

MI;’;’IEf?‘yO ‘Health; 1, 3 fractions I subsection b, V, VII, XIII, 4 Section Ipma fﬁ? C and 11 fractions VI and X1, and 14 fractions I and g
Rulés 0 the Federal Lommission for Protection Against Health Risks;'1 187 Section VI third and 208 of 1 167 Sm‘zmr VI third, pam@u
20.‘? and 223 of the Rules of Health Products, and Agréement dnclosgdpmcedmm and services, as 'we/l as the farmats used by the Ministry of Health,
fnou rh the Fedfml Comiiission for Protection against Health Risks | registered in the Federal Register of Formalities and Services of the ¢ Federal
m‘mj} Tmprovement Commiission published in the Official Jour nal 3f the Federation on Jandary 28, 2011 and amended on June 22, 2011,
fl/ ay 10, 18 July 23 October 2012 and July 7, 2013 in the Official Gazette.

En relacién al sitio de fabricacién inspeccionado se otorga el Certificado de Buenas Practicas de Fabricacion para
lo siguiente:
Regarding the inspected manufacturing site the present GMP certificate is issued for:

Linea de produccién o producto - | Forma farmacéutica Actividades que realiza
Categoria Dosage form | Activities
Manufacturing line or product - Category ‘

Produccién, Control de Calidad,
Acondicionamicnto primario,
Tabletas : iz
secundario, Impertacidn,
Almacenamiento y Distribucién

SOLIDOS ORALES

Norma de referencia:
Reference standard:

NOM-059-S5A1-2013, Bu(_nas practicas de fabricacién de medicamentos

Nombre de la autoridad que realiza la inspeccién si es diferente a la autoridad reguladora emisora:
Name of inspecting authority if different from the issuing regularory authority:
Comisién Federal para la Proteccién contra Riesgos Sanitarios (COFEPRIS)

Namero de Expediente}l73300516A1164

Sl de Mesien, C.P 830816
www cofeprsgnb mx
ieen: ria Subdircechin Ejeoutlia de Liteac
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CAS-§

ESTADOS UNIDOS MEXICANOS

COMISION FEDERAL PARA LA PROTECCION CONTRA RIESGOS SANITARIOS
COMISION DE AUTORIZACION SANITARIA
SUBDIRECCION EJECUTIVA DE LICENCIAS SANITARIAS

CERTIFICADO No. 173300516A1164

Direccién de la autoridad reguladora emisora
Address of the issuing regulatory authority:

Oklahoma No. 14, Col. Népoles, Del. Benito Judrez, México, D.F., C.P. 03810

Nuimero de acta de inspeccién:
Number of inspection report:
14-MF-3315-03844-MP
Fecha de inspeccién:

Date of inspection of the plant,

02 al 13 de jubio de 2014

“Establecimiento verificado mediante evaluacién decumental por tener Nivel de Riesgo A (bajo), del 31 de mayo al 07 de
octubre de 2016”

Este certificado tendrd una vigencia hasta:
This certification remains valid until

13 de junio de 2019

Nota: Durante la inspeccién se realizaron evaluaciones sobre una muestra limitada y aleatoria de documentos, procesos y
dreas productivas. Por lo tanto, esta certificacién no exime a la empresa de la responsabilidad de cumplir con las normas
existentes de buenas précticas de fabricacién, asi como para identificar y eliminar las deficiencias y desviaciones no sefialadas
por el equipo de inspeccién. Sin embargo, a la luz de nuevas pruebas o informacién, podrin ser revisadas y ejecutadas por la
autoridad sanitaria competente mediante evaluaciones constantes de este sitio de fabricacién.

Note: Dyring the i .g;ectiaf_z were conducted evaluations on a limited and random sample of docu, ents, processes and production
areas. ber%mf, Z mn;ﬁcatwn does not. excuse ;f)r{ _coﬂgan 5 regpmszbz[z fo. cont [;l; with exi m‘%sz‘mzdar __v.,_gg ?go%g
5 d he Tig/

m ?’ilfgﬂfﬂ?‘i § ractices and fo identify and eliminate deficiencies and detiations noted iy thé i .fféfﬁﬁ?‘l team. Hozwvever, in
of netw evidefice or information on g assessments o the f?mrwﬁzctzzrmg stte may be reviewed and evaluated by the competent

ealth authority.

Nombre y puesto del responsable

Name and function of the responsible person:

Marcos Laurcano Solis' Leyva

Subdirector Ejecutivo de Licencias Sanitarias.

Correo‘electrénico, teléfono, fax:

E-mail, T_elcphone no., and Fax no. :
msolis@cofepris.gob.mx Tel. +52 (55)50 80 53 66

SUFRAGIO EFECTIVO. NO REELECCION Sello de la autoridad reguladora y fecha de emisién.

Stamp of the autherity and issuing date

En ejercicio de la facultad delegada emrebarticulo Vigésimo Primero del Acuerdo por el que se
modifica el diverso por el que se delegan las facultades que se sedalan, en los érganos
administrativos que en el mismo se indican de la Comisién Flederal pari la Proteccién contra
Riesgos Sanitarios. Publicado en el Diario Oficial de la Federacién ¢l 7 de abril de 2010 y el
23 de.marzo de 2012.

c.c.- Expediente de la Comision de Autarizacion Sanitaria, 1er piso.

CAS SELS-GFI umero de Expediente 173300516A1164
¥ s '1, o
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APOSTILLE
{Convention de La Haye du 5 octobre 1961)

SECRETARIA DE GOBERNACION

1. Pais (countrylpays): México

El presente documento publico
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COMISTOM FEDERAL DE PROTRCCEIN
o Vigésimo Primero del Acuerdo por el que se \ | CONTHA RIESGOS SANITRARIS

ue se sefialan, en los drganos

‘ederal para la Proteccion contra ; SUB| N EJECUTIVA DE_
¥ 7 de abril de 2010 y ¢l ) SANITARIAS

Ciudad de México, 13 de octubre de 2017.

CAS SELS-GFM..Numero de Expediente
| A ;
m,.___.w_.‘,.Emwm\.m wm<

Nombre del archivo:

SEGOB  SEG SEGOB
/1) 1) CRETANA DE GOBERRACION SECRETARIA DE GoRERyoden — O O#ﬁa%ummcﬁz.ﬁo& 03820 Q@»ﬁqﬁ_g

APOSTILLE
(Convention de La Haye du 5 octobre 1961)

SECRETARIA DE GOBERNACION

1. Pais (countrytpays); México -
El presente documento piblico
{This public document / Le présent acte public)

2. ha sido firmado por: Q.F.M. MARCOS LAUREANO SOLIS LEYVA

(has been signed by /a été signé par)

3. quien actda en calidad de: SUBDIRECTOR EJECUTIVO DE LICENCIAS SANITARIAS DE LA
(acting in the capacity of / agissant en qualité de) COMISION DE >CAOD_N.90_OZ SANITARIA DE LA COMISION
FEDERAL PARA LA PROTECCION CONTRA RIESGOS SANITARIOS.

4. y esta revestido del sello/ timbre de: SECRETARIA DE SALUD
(bears the seal / stamp off est revétu du sceau [ timbre de)

Certificado
{Certied/Attesté)

5. en(ava) CIUDAD DE MEXICO 6. el dia (theie) 18 DE OCTUBRE DE 2017

MARTA TERESA URRUTIA CARDENAS, DIRECTORA DE COORDINACION POLITICA CON LOS PODERES DE LA
7. por (by/par) UNION, EN AUXILIO DEL TITULAR DE LA UNIDAD DE GOBIERNO, CON FUNDAMENTQO EN LOS ARTICULOS 10
FRAGCION I Y 11 ULTIMO PARRAFO DEL REGLAMENTO INTERIOR DE LA SECRETARIA DE GOBERNACION.

8. No.{Nsousne) 1/ 34816 1 2017 9. Seilo/ timbre 10.Firma

(sealistamp / sceaultimbre) (signature)

Tipo de Documento: CERTIFICADO DE BUENAS PRACTICAS DE FABRICACION

(Type of document/ Type d'acte)
Nombre del Titular: ASTRAZENECA, S.A. DE C.V.

{Name of holder of document / Nom du titulaire}

La pressite Apusiilla silo o 1. 1a capavitid del sigralatio y el Slio o el limbre gus
ostenta, La Apostlia no i ¢l comtenda del documento para el cual se expidis

.:‘,mnrnnmu::; @ signaluie, e capacty of the signer and Jhe seal of stamp
= content of the d which X

Codigo: (code)

a agnature, la qualté en lagy de lacie 8 ag:, ot le
4 Sinmtle e e quitson B b dpalie defex o e XLWRQASHW

Ité de catte Apostila el de sa signature @ectronigue peul &ire vériiiee sur;
icoppu gobernacion.gob.mxiregistro
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