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TO WHOM IT MAY CONCERN
A Quien Corresponda

For registration purposes, please find attached the GMP certificate for:
Para efectos de registro, sirvase encontrar adjunto el certificado de BPFpara:

Novo Nordisk A/S
Hallas Alle 1
Kalundborg, 4400
Dinamarca

Bagsvaerd, May 10, 2023

NOVO NORDISK A/S

Emma Rose Petersen
Associate Regulatory Professional
Regulatory Affairs

Novo Nordisk A/S Novo Alle 1
DK-2880 Bagsvaerd
Denmark

The Danish Chamber of Commerce do-hereby confirmthat the company is a member Of our organization andknown to of confidence,

Danish of Comme
Tina

Telephone: Internet:
+45 4444 8888 www.novonordisk.com
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country: Denmark
Land: Danmark

This public document
Dette offentlige dokument

2. has been signed by Tina
cr underskrevet af

3. acting in the capacity of| Secretary
egenskab af Sekreteer

4. bears the seal/stamp of |Danish Chamber of Commerce
er med af] Dansk Erhverv

Certified
Attesteret

5. at the 11 May 2023
i den 11 maj 2023

Ministry of Foreign Affairs ofDenmark
af Udenrigsministeriet

8. No E6BF3301

9. Seal/stamp: 10. Signature:
Underskrift:

Helle Bere
This Apostille only certifies the authenticity of the signature and the capacity of the person who has
signed the public document, and, where appropriate, the identity of the seal or stamp which the

public document bears. This does not certify the content of the document for which it was
issued.

To verify the issuance of this Apostille, scan the QR code or visit the following website:
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Part 1
Issued following an inspection in accordance with :
Art. 111(5) ofDirective 2001/83/EC as amended

The competent authority ofDenmark confirms the following:
The manufacturer: Novo NordiskA/S
Site address: HallasAlle 1, Kalundborg, 4400, Denmark,

Is an active substance manufacturer that has
2001/83/EC.

site at the time of the inspection noted above and
he compliance status ifmore than three years have elapsed since the date

period of validity may be reduced or extended using regulatory risk
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. it does not appear, please contact the issuing authority.

certificate referred to in paragraph Art. 111(5) ofDirective shall also be requiredfor imports comingfrom third countries into a
Member State.

on the interpretation of this template can befound in the Help menu ofEudraGMDP database.

requirements fulfil the GMP recommendations ofWHO.

Online EudraGMDP, Ref key: 160259 Issuance Date 2023-04-27 Signatory: Page 1 of 4
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Part 2

Manufacture of active substance. Names of substances subject to inspection:
GLP 1 ANALOGUES(en)
GLUCAGON(en) Glucagon(en)
INSULIN(en)
INSULINANALOGUES(en)
HAEMOSTASIS(en)
3. MANUFACTURING OPERATIONS - ACTIVE SUBSTANCES

Active Substance:GLP 1 ANALOGUES

3.3 | Manufacturing ofActive Substance using Biological Processes

Culture:
Yeast

/ Purification
3.3.4 Modification

3.5 | General Finishing Steps
3.5.1 Physical processing steps:

Physical processing steps
Primary Packaging

3.6

3.6.4 Biological Testing

Active Substance:Glucagon

3.3 | Manufacturing ofActive Substance using Biological Processes

Cell Culture:
Yeast

/ Purification
3.5 | General Finishing Steps

processing steps:
Physical processing steps

which is in direct contact with the substance)

identification or traceability (lot numbering) of the active substance)

Online EudraGMDP, Ref key: 160259 Issuance Date 2023-04-27 Signatory: al

Primary Packaging (enclosing / sealing the active substance within a

VV-REG-553176 1.0 .



Quality Control Testing

3.6.1 Physical / Chemical testing
3.6.2 Microbiological testing excluding sterility testing

Active

3.3 Manufacturing ofActive Substance using Biological Processes

Cell Culture:
Yeast

Isolation / Purification
Modification

3.5 General Finishing Steps

processing steps:
Physical processing steps

Primary Packaging (enclosing / sealing the
which is in direct contact with the substance)

Secondary Packaging (placing the sealed

3.6 Quality Control Testing

3.6.1 Physical / Chemical testing
3.6.2 Microbiological testing

Biological

Active

3.3 | Manufacturing ofActive Substance using Biological Processes
3.3.1

Culture?
Yeast

/ Purification
Modification

3.5 | General Finishing Steps
3.5.1 Physical processing steps:

Physical processing steps
Primary Packaging (enclosing / sealing the active substance within a packaging material

which is in direct contact with the substance)
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
3.6.2 Microbiological testing excluding sterility testing
3.6.4 Biological Testing

Online Ref key: 160259 Issuance Date 2023-04-27 Signatory: Confident Page 3 of 4
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Active Substance: HAEMOSTASIS
3.3 | Manufacturing ofActive Substance using Biological Processes

3.3.1 Fermentation
Cell Culture:
Mammale

Isolation / Purification
3.5 | General Finishing Steps

processing steps:
Physical processing steps

3.6 | Quality Control Testing
3.6.1 Physical/ Chemical testing
3.6.2 Microbiological testing sterility, testin
3.6.4 Biological Testing

Building QC testing Products
AE, BD, ED, confidential
HA, HB,
HG, JA,
DD, GC, HR

2023-04-27 Name and signature of the authorised person of the
Competent Authority ofDenmark

Confidential
Danish Medicines Agency

Fax:Confidential

Online EudraGMDP, Ref key: 160259 Issuance Date 2023-04-27 Signatory: Page 4 of 4
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DanishMedicines Agency
Certificado

CERTIFICADO DE CUMPLIMIENTO DE NCF DE

Parte 1
Emitido en virtud de una el
Art. 111(5) de la Directiva 2001/83/CE modificada

La autoridad competente de Dinamarca confirma lo siguiente:
fabricante: Novo NordiskA/S

En su planta ubicada en: Hallas Alle 1, Kalundborg, 4400,

2001/83/CE.

Este certificado reflej

Restricciones y Aclaraciones. Este es valido cuando se presente con todas las paginasy las
Partes y 2.La autenticidad de este certificado puede ser verificada en EudraGMDP. Si no aparece, por
favor, contacte con la autoridad emisora

certificado a que se refiere el Art. 111(5) de la Directiva 2001/83/CE, también se para las importaciones procedentes de terceros
paises enun Estado miembro.
?

on the interpretation of this template can befound in the Help menu ofEudraGMDP database.

requisitos cumplen con las NCF de la OMS

Online EudraGMDP, Clave Ref: 160259 Fecha de la
Page 1 of 4

VV-REG-553176 1.0 .



Parte 2

Operaciones de fabricacion de principios activos Nombre de los principios activos
inspeccionados
GLP 1 ANALOGUES(en)
GLUCAGON(en) Glucagon(en)
INSULIN(en)
INSULINANALOGUES(en)

3. OPERACIONES DE FABRICACION — PRINCIPIOS ACTIVOS

Principio(s) activo(s):GLP 1 ANALOGUES

3.3 | Fabricacién de principios activos mediante procesos
3.3.1
3.3.2 iCultivo celular:

Yeast
Aislamiento /
Modificacion

3.5 | Etapas finales generales
3.5.1 de procesamiento

Physical processing steps

contacto directo con él)
‘envasar / introducir el principio activo en un material de

3.6 | Control de calidad
3.6.1 Fisico/Qui
3.6.2 (excluyendo el test de esterilidad)
3.6.4

Principio(s) activo(s):Glucagon

3.3 | de principios activos mediante procesos

3.3.2 Cultivo celular:
Yeast

Aislamiento /
3.5 | Etapas finales generales

de procesamiento fisicas:
Physical processing steps

Acondicionamiento primario (envasar / introducir el principio activo en un
acondicionamiento que se encuentre en contacto directo con él)

Acondicionamento secundario (colocar el envase
material de embalaje externo estuche. Esta etapa incluye la del etiquetado 1

Online EudraGMDP, Clave Ref: 160259 Fecha de la 2023-04-27 Firmante: Page 2 of 4
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trazabilidad de lote) del principio activo)
3.6 | Control de calidad

3.6.1 Fisico/Quimico
3.6.2 (excluyendo el test de esterilidad)

Principio(s) activo(s): INSULINpio(s) (s)

3.3 | Fabricacién de principios mediante procesos

3.3.1
Cultivo celular:
Yeast

Aislamiento / Purificacion
Modificacion

3.5 | Etapas finales generales
3.5.1 Etapas de procesamiento fisicas:

Physical processing steps
primario (envasar/ principio activo en un material de

primario- en un
material de embalaje externo o Bsta la del etiquetado con fines de

o trazabilidad
3.6 | Control de calidad

3.6.1 Fisico/Quimico
3.6.2 test de esterilidad)

el principio activo)

Principio(s) LIN
3.3 | de principios activos mediante procesos

3.3.1
Cultivo celular:
Yeast

/ Purificacién
Modificacion

3.5 | Etapas finales generales
de procesamiento fisicas:

Physical processing steps
primario (envasar / introducir el principio activo en un material de

acondicionamiento que se encuentre en contacto directo con él)
secundario (colocar el envase -acondicionamiento primario- en un

material de embalaje externo estuche. Esta etapa incluye la del etiquetado con fines de
o trazabilidad (numeracion de lote) del principio activo)

3.6 | Control de calidad
3.6.1 Fisico/Quimico
3.6.2 (excluyendo el test de esterilidad)
3.6.4

Online EudraGMDP, Clave Ref: 160259 Fecha de la 2023-04-27 Firmante: Page 3 of 4
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Principio(s) HAEMOSTASIS
de principios activos mediante procesos

3.3.2 Cultivo celular:
Mammale

/
Etapas finales generales

3.5.1 de procesamiento fisicas:
Physical processing steps

primario (envasar / introducir e

o trazabilidad de lote)
3.6 | Control de calidad

3.6.1 Fisico/Quimico
(excluyendo ilida

3.6.4 Bioldgico

Restricciones aclaraciones relaciona de este certificado: certificado:

Edificio Sala Lin uipo Pruebas Productos
CC

AE, BD, ED, confidential
HA, HB,
HC, JA, JC,
DD, GC, HR

2023-04-27 Nombrey firma de la persona autorizada de la Autoridad
Competente de Dinamarca

Confidencial
Danish Medicines Agency
Tel:Confidencial
Fax:Confidencial

Online Clave Ref: 160259 Fecha de la 2023-04-27 Firmante: Page 4 of4
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