MEDICAL PRODUCTS AGENCY

(/) LAKEMEDELSVERKET

Certificate of a Pharmaceutical Productt

This certificate conforms, in general, to the format recommended by the World Health
Organisation (explanatory notes are attached)
No. of Certificate: 5.8.1-2017-331
SV’ER@T Exporting (certifying) country: Sweden

Importing (requesting) country: Chile

1. Name, dosage form and strength of the medicinal product:
Atorvastatin Xiromed, film-coated tablet, 80 mg

1.1  Active ingredient(s)* and amount(s) per unit dose:?

Active ingredient
atorvastatin calcium trihydrate 86,800 mg

Active corresp. to
atorvastatin 80,000 mg

For complete qualitative composition including excipients, see attached.*

1.2 Is this product authorised to be placed on |ZIYes 1 No
the market for use in the exporting country?>

If No, why is Marketing Authorisation lacking?

U under consideration ] refused Clwithdrawn

2A.1 Marketing Authorisation number:® 55801
Date of Marketing Authorisation: 30 March 2017

2A.2 Marketing Authorisation Holder (name and address):

Medical Valley Invest AB,
Bridgardsvigen 28
236 32 Hollviken

Sweden

2A.3 Status of the Marketing Authorisation Holder:”

O. Os O Ma (key in appropriate category as defined in note 7)
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2A.3.1For categories b, ¢ and d the name and address of the manufacturing site producing the dosage
form are:®
Alkaloid — INT d.o.0.
Slandrova 4
1231 Ljubljana - Crnuse
Slovenia

Laboratorios Liconsa S.A.

Av. Miralcampo 7

Poligono Industrial Miralcampo

19200 Azuqueca de Henares (Guadalajara)

Spain
2A.4 Is Summary Basis of Approval appended?? Mo
2A.5 Is the attached, officially approved product [ ves Mot provided

information complete and consonant with
the Marketing Authorisation?'°

2A.6 Applicant for certificate if different from the Marketing Authorisation Holder
(name and address):" :

Sections 3 and 4 are not relevant as the manufacture takes place in a country other
than Sweden.
3. Does the certifying authority arrange for Cves Cvo Cwva

periodic inspection of the manufacturing
site in Sweden in which the dosage form

is produced?:

If no or not applicable proceed to question 4.

3.1  Periodicity of routine inspections: Every XX year

3.2  Has the manufacture of this type of dosage - Oyes
form been inspected?

3.3 Do the facilities and operations in Sweden conform Cyves o
to GMP in the European Community.
(The Commission: Guide to Good Manufacturing
Practice for Medicinal Products in the European
Community and directives 2003/94/EEC and
91/412/EEC) and as recommended
by the World Health Organisation?"
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4. Does the information submitted by the applicant
satisfy the certifying authority on all aspects of
the manufacture of the product?'*

If no, explain:

I:l Yes

DNO
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Address of certifying authority:
Medical Products Agency

Box 26
Dag Hammarskjolds vig 42

751 03 Uppsala

Sweden
Telephone number: +46 (0)18-17 46 00 Fax number: +46(0)18-54 85 66

On behalf of the Medical Products Agency ,)

Signature: / /v / 4{.“
gé";"f f S L . =4
| % W

PRopUCT®

Sofie Persson
Stamp and date: 9 October, 2017




Explanatory notes

10.

I1.

12.

This certificate, which is in the form recommended by WHO, establishes the status of the
medicinal product and of the applicant for the certificate in Sweden. It is for a single
product only since manufacturing arrangements and approved information for different
dosage forms and different strengths can vary.

Whenever possible, International Nonproprietary Names (INNs) or national nonproprietary
names have been used.

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

Details of the quantitative composition are preferred, but their provision is subject to the
agreement of the Marketing Authorisation 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.

Indicate, when applicable, if the Marketing Authorisation is provisional.

Specify whether the person responsible for placing the product on the market:

(a) manufactures the dosage form; .

(b) packages and/or labels a dosage form manufactured by an independent company; or

(c) is not involved in manufacturing, packaging or labelling but is responsible for the
quality and release of the product.

(d) is involved in none of the above.

This information can be provided only with the consent of the Marketing Authorisation
Holder. Non-completion of this section indicates that the party concerned 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. If the production site is changed, the Marketing Authorisation
must be updated or it will cease to be valid.

This refers to the document, prepared by some national regulatory authorities, that
summarises the technical basis on which the product has been authorised. The Swedish
Medical Products Agency does not prepare such a document.

This refers to product information approved by the Medical Products Agency, such as a
Summary of Product Characteristics (SPC).

In this circumstance, permission for issuing the certificate is required from the Marketing
Authorisation Holder. This permission must be provided to the authority by the applicant.

Not applicable means that the manufacture is taking place in a country other than that
issuing the product certificate and inspection is conducted under the aegis of the country of
manufacture.




13.

14.

The requirements for good practices in the manufacture and quality control of drugs
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
Standardisation (WHO Technical Report Series, No. 822, 1992, Annex 1).

This section is to be completed when the Marketing Authorisation Holder conforms to
status (b), (c) or (d) as described in note 7 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 finished dosage form,
and the extent and nature of any controls exercised over each of these parties.

The Medical Products Agency does not provide attestation relevant to compliance of the
manufacture with GMP when manufacture takes place in a country other than that from
which the certificate is issued.

Section 2A3.1 and sections 3 to 4 are checked by the Acting Chief Pharmaceutical
Inspector at the Medical Products Agency.



Complete composition

Core
Active ingredient
atorvastatin calcium trihydrate

Active corresponding to
atorvastatin

Other const.
calcium carbonate
cellulose, microcrystalline
copovidone
croscarmellose sodium
crospovidone
lactose monohydrate
magnesium stearate
silica, colloidal anhydrous
sodium laurilsulfate
talc

Coating
Colourant
Opadry Y-1-17000

86,800 mg

80,000 mg

181,120 mg
128,600 mg
17,600 mg
8,800 mg
35,200 mg
385,800 mg
8,800 mg
5,280 mg
17,600 mg
4,400 mg

5,000 mg



APOSTILLE
(Convention de La Haye du 5 octobre 1961)
Country: Sweden

This public document

has been signed by Sofie Persson

3. acting in the capacity of Medical Products Agency

-

© o N

bears the seal/stamp of the Medical Products Agency
Certified

at Lund, Sweden 6. the 17" day of October 2017

by Helén Kinnman, Notary Public in Lund

N° 1020/17

Seal/stamp:




