Medical Products Agency Authorisation

Date: 2021-12-06 Dnr: 6.2.1-2020-079580

Manufacturing authorisation

The authorisation is compiled according to the principles of the Community Basic Format for
Manufacturers Authorisation.

Authorisation number 6.2.1-2020-079580. Replaces 5.9.1-2020-044016 and 5.9.1-
2020-049734.

Authorisation holder Oriola Sweden AB

QOrganisation number 556042-6701

Manufacturing site address Fibervigen, Solsten, 435 33 Mélnlycke

Authorisation holder postal address  Box 252, 435 25 MéInlycke

Scope of authorisation o Sampling of finished product, storage and distribution of
medicinal products, investigational medicinal products
and unlicensed medicinal products after import from
third country

* Re-packaging and re-labelling of medicinal products
including re-packaging and re-labelling of
investigational medicinal products and blinded
randomised studies

Limitations - not release after import from third country
Laws and regulations LVFS 2004:7

Qualified Persons, title and name Martin Eklund, MSc. Pharmacist
Lana Amjad, MSc. Pharmacist

Validity of authorisation 2021-11-26 - 2026-08-27

On behalf of the Medical Products Agency

Jonas Berggren Magnus F Borjesson
Head of unit Pharmaceutical Inspector

Unauthorised translation by
Oriola Sweden AB

Martin Eklund
Qualified Person
2% December 2021



( LAKEMEDELSVERKET Tillstand

EWEDISH MEDICAL PRODUCTS AGENCY

Datum: 2021-12-06 : Dnr: 6.2.1-2020-079580

Tillstand att tillverka liikemedel och kliniskt
provningsiikemedel

Tillstindet 8r utformat enligt principerna i Community Basic Format for Manufacturers Authorisation,

Tillstandets nummer 6.2.1-2020-079580. Ersétter 5.9.1-2020-044016 och 5.9.1-
2020-049734.

Tillstdndsinnehavarens namn Oriola Sweden AB

Organisationsnummer 556042-6701

Tillverkningsstéllels adress Fiberviigen, Solsten, 435 33 Mdlnlycke

Tillstndsinnehavarens postadress  Box 252, 435 25 Mdlnlycke

Tillstandets omfattning e Provuttag av slutprodukt, lagerhdlining och
distribution av likemedel, provningsiikemedel och
licenspreparat efter import frdn tredje land

s Ompackning, ommirkning och tilldggsmiérkning av
likemedel samt packning och mérkning av kliniskt
provningslikemedel, inklusive blindade
randomiserade provningar

Begrénsningar Ej frislippning efter import frin tredje land
Férfattningsrum LVFS 2004:7
Sakkunnig person, namn och titet  Martin Eklund, Apotekare
Lana Amjad, Apotekare
Tillstandets giltighetstid 2021-11-26 - 2026-08-27

P4 Likemedelsverkets vignar

—

-

Magnus F Borjesson
Likemedelsinspektdr

Postadress/Postal address: PO. Box 26, SE-751 03 Uppsala, SWEDEN
Basdksadress/Visiting address. Dag Hammarskidlds vig 42. Uppsala
TeleforvPhone: +46 (0)18 17 46 00 Max; +46 {0)t8 54 85 66

Internet: www lakemadelsverket.se E-mail: registralor@mpa.se



