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CERTIFICADO DE PRODUCTO FARMACEUTICO'

El presente certificado se adapta al formato recomendado por la Organizacion Mundial de la

Salud
Pais exportador (certificador): Dinamarca
Pais importador (solicitante): Chile
1. Nombre y forma farmacéutica del producto: 2

Victoza® 6 mg/ml, solucién inyectable en pluma precargada

11 Principio(s) activo(s)? y cantidad(es) por dosis unitaria o unidad de volumen: 3
Liraglutida 6.0 mg/ml

Para la composicién completa incluidos los excipientes, véase la informacién anexa*

12  ;Este medicamento estd sujeto a una autorizacién de comercializacion o a una
autorizacion de exportacién (la autorizacién de exportacion es una
autorizacion voluntaria danesa para productos farmacéuticos solamente
destinados a la exportacién o para productos farmacéuticos que no se consideran
productos farmacéuticos en Dinamarca)? °

Autorizacion de comercializacion: B si
)
Autorizacién de exportacion: [si

1.3  ;Este producto se comercializa en Dinamarca?
X si JNo [[] Desconocido
21  Numer6 de la autorizacién de comercializacién/autorizacién de exportacién’ y fecha de
emision:
Numero de registro: EU/1/09/529/001-005 - Fecha de registro: 30-Jun-2009

22  Titular de la autorizacién de comercializacién/titular de la autorizacién de exportacion
{nombre y direccién):
Novo Nordisk A/S
Novo Allé, DK-2880 Bagsvaerd, Dinamarca

2.3 Estatus del titular de la autorizacién de comercializacion/titular de la autorizacién de
exportacion: ¥
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No. de certificado:
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Axel Heides Gade 1
DK-2300 Copenhagen S
Tel: +4572 2274 00
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www.sst.dk
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Verify the authenticity of this document by checking that a multicoloured 3D GENUINE ORIGINAL hologram is present at the top right corner



styrelsen

Danish Health and Medicines Authority

23.1 Para las categorias b, ¢ y d el nombre y direccion del fabricante que produce la forma
farmacéutica es: °

24  ;Se adjunta el informe europeo puiblico de evaluacion (EPAR)? 10

No
25 ;La adjunta informacién sobre el producto oficialmente reconocida se incluye en la
autorizacion de comercializacién/autorizacion de exportacion? 1! Danish Health and
[]si ] No XINo se proporcionalno se adjunta Medicines Authority
Axel Heides Gade 1
DK-2300 Copenhagen S

2.6 Solicitante del certificado, si es distinto del titular de la autorizacion de

. . .z Tel: +4572 227400
comercializacién/autorizacion de exportacién (nombre y direccién): 12

certificates@dkma.dk
www.sst.dk
Page 2 of 2
3. ;La autoridad certificadora toma medidas para inspecciones periédicas del CPP-1 es (MA/EXP)
“emplazamiento de fabricacion — inclusivo la autorizacion” (segiin el punto 2.3 a/b) o el
“emplazamiento de fabricacién - solamente a la autorizacién” (segiin el punto 2.3.c)? 14 04.01.2016

Validos dos anos

Emplazamiento de fabricacion, inclusivo la autorizacion
X si [ No (] No aplicable

Emplazamiento de fabricacion, solamente a la autorizacién
[si [JNo X No aplicable

31  Periodicidad de inspecciones rutinarias: Cada 2 afios, pero no superior a 3 afios

32  ;Seha inspeccionado la fabricacion de este tipo de forma farmacéutica?
X si I No (] No aplicable

33. ;Las instalaciones y procedimientos en Dinamarca se adaptan a las BPF recomendadas
por la Organizacién Mundial de la Salud?

X si

4 ¢La informacién presentada por el solicitante satisface a la autoridad certificadora en
relacién con todos los aspectos de la fabricacién del producto realizada por terceros? '
[Ost (] No - Justificacién:
Danish Health and Medicines Authorityd="-
Otte ::-,":‘i‘:-r?
Axel Heides Gade 1 Sy i‘fe‘k‘;ﬁ"f'r--
2300 Kebenhavn S by, "7

Verify the authenticity of this document by checking that a multicoloured 3D GENUINE ORIGINAL hologram is present at the top right corner



General instructions

Please refer to the guidelines for full instructions on how to complete this form and information on the
implementation of the scheme.

The forms should always be submitted as hard copy, with responses printed in type rather than hand-written.

Additional sheets should be appended, as necessary, to accommodate remarks and explanations.

Explanatory notes
Page 1

' This Cerlificate, which is in the format recommended by WHO, establishes the status of the medicinal
product and of the applicant for the Certificate in the exporting country at the time of issue. It is for a single
product at a given point in time since manufacturing arrangements and approved information for differant
dosage forms and different strengths can vary.

2 Whenever possible, Intemational Non-proprietary Names (INNs) or national non-proprietary names are
used.

® The formula (complete composition) of the dosage form should be stated on the certificate or be
appended.

“ Provision of the details of quantitative composition is attached on request of the Marketing
Authorisation Holder / Export License Holder.

*When applicable, append details of any restriction applied to the sale, distribution or administration of
the product that is specified in the Marketing Authorisation /Export License.

®Not applicable.

"The Marketing Authorisation No. or Export License No. granted by the Danish Health and Medicines
Authority (if neither, use CPP-2). Indicate, when applicable, if the Marketing Authorisation has been
granted under exceptional circumstances or if the product has not yet been approved.

®The company responsible for placing the product on the market:
(@) manufactures the pharmaceutical form;
(b) packages and/or labels a pharmaceutical form manufactured by an independent company;,
(c) releases only; or
(d) isinvolved in none of the above.



Page 2

® This information can only be provided with the consent of the Marketing Authorisation Holder or, in the
case of non-registered products, the applicant. Non-completion of this section (2.3.1) indicates that the
party concemed has not agreed to inclusion of this information. It should be noted that information
concerning the site of production is part of the marketing authorisation/export license. If the production
site is changed, the authorisation/license has to be updated or it is no longer valid.

19 This refers to the dacument published by EMEA that summarises the technical basis on which the
product has been authorised.

" This refers to the product information which forms a part of the Marketing Authorisation such as the
Summary of Product Characteristics (SPC).

25 this circumstance, permission for issuing the certificate is required from the Marketing Authorisation
Holder / Export License Holder. This permission has to be provided to the DKMA by the applicant.

3 (Relevant for CPP-2 only). The reason why the product does not have a Marketing Authorisation /
Export License, e.g.:
(a) the product has been developed exclusively for the treatment of conditions — particularly
tropical diseases — not endemic in the country of export;
(b) the product has been reformulated with a view to improving its stability under tropical
conditions;
{(c) the product has been reformulated to exclude excipients not approved for use in
pharmaceutical products in the country of import;
(d) the product has been reformulated to meet a different maximum dosage limit for an active
ingredient;
(e) any other reason, as specified.

4 “Not applicable” means the manufacture is taking place in a country other than Denmark and
inspection is conducted under the aegis of the country of manufacture.

'S The requirements for good practices in the manufacture and quality control of medicinal products
referred to in the Certificate are those included in the thirty-second report of the Expert Committee on
Specifications for Pharmaceutical Preparations (WHO Technical Report Series No 823, 1992, Annex 1).
Recommendations specifically applicable to biological products have been formulated by the WHO
Expert Committee on Biological Standardization (WHO Technical Report Series, No 822, 1992, Annex
1).

'8 This section is to be completed when the Marketing Authorisation Holder / Export License Holder or
applicant conforms to status (b), (c) or (d) as described in note 8 above. it is of particular importance
when foreign contractors are involved in the manufacture of the product. In these circumstances the
applicant should supply the Certifying Authority with information to identify the contracting parties
responsible for each stage of manufacture of the pharmaceutical form, and the extent and nature of any
controls exercised over each of these parties.



STATEMENT OF QUANTITATIVE COMPOSITION
DECLARACION DE COMPOSICION CUANTITATIVA
ENONCE DE LA COMPOSITION QUANTITATIVE

1. Name and pharmaceutical form of the Medicinal Product:
Nombre y forma farmacéutica del medicamento:
Dénomination et forme pharmaceutique du médicament:

Victoza® 6 mg/ml — Solucion inyectable en 3 ml pluma precargada

2. Number(s) in the Community Register of Medicinal Products:
Numero(s) de autorizacién de comercializacién comunitaria:
Numéro(s) au registre communautaire de mise sur le marché :

EU/1/09/529/001-005
3. Qualitative and quantitative composition of the Medicinal Product:

Composici6n cualitativa y cuantitativa del medicamento
Composition qualitative et quantitative du médicament:

Active ingredient(s) Quantities per ml and units
Principio(s) activo(s) | Cantidades por ml y unidades
Substance(s) active(s) Q_llantités par ml et unités

Liraglutida 6,0 mg Sustancia activa Novo Nordisk

Other ingredient(s) Quantities per ml and units
Otros ingrediente(s) | Cantidades por ml y unidades

Excipient(s) Quantités par ml et unités

Fosfato disédico, 1,42 mg Agente bufer Ph Eur, USP
dihidratado

Fenol 5,5 mg' Conservador Ph Eur, USP, JP
Propilenglicol 14,0 mg Agente tonicidad Ph Eur, USP, JP
Hidréxido de sodio Cantidad apropiada Ajuste de pH Ph Eur, USP, JP
Acido Clorhidrico Cantidad apropiada Ajuste de pH Ph Eur, USP, JP
Agua para inyecciones | c.s.p. 1,0 ml Solvente Ph Eur, USP, JP

'Se agrega un exceso de hasta 3% de fenol para compensar la-pérdida durante la fabricacién y llenado.

"



APOSTILLE
{Convention de La Have du & octobre 1961)

1. Land: Danmark

Country: Denmark

Detie offentlige dokument / Uns public document
2. er underskrevet af / has been siened bv
Dorte Heldelberg I yndby
fcgenskab af / acung in the capacity of
Admmstrativ medwrbejder /1 Admmnistrator

S‘)

4. er forsynet med segl/stempel af / bears the seal/stamp of
Sundhedsstyrelsen / Danish Health and Medicines Authority

Aliesieret  Certuied
5. 1 Kebenhawn 6. den 6. januar 2016
at Copenhagen the 06 January 2016
7. af Udenrigsministeriet
by the Minisirv of Foreign Affairs of Denmark

8. Nr./nNe DNK-00451361
% SegWstemnel ! Scqlictamy: 10 Underskrift / Sipmature:
}_GHT Feq
Loite LmeveG <
CONSULADO DE CHILE

COPENHAGUE, DINAMARCA

Se legaliza la firma dewﬁ:e@(f Wl

Oficial de Legalizaciones del Ministerio
de Relaciones Exteriores de Dinamarca

Actuacién Nro. g 7 .. Arancel Nro. 4/10

Derechos US$ .. Diferencia %. ..445Ch...
Total perc:bndo en USS...ovivennee ’ ft
Pagado en mongda del pais: DKK Q0

12 de... N de20 lE

Copenhague,

Miguel REVES VARGAS
Oficial je Legaluaaciones -




