( LAKEMEDELSVERKET Tilistind

MEDICAL PRODUCTS AGENCY

Datum: 2018-09-10 Dnr 6.2,7-2018-011286

Tillstand till partihandel med likemedel

Tillstandets nummer 6.2.7-2018-011286. Ersitter 5.9.1-2017-049651.
Tillstdndsinnehavarens namn Oriola Sweden AB

Organisationsnummer 556042-6701

BesGksadress Fibervigen, Solsten, 435 33 Mdlnlycke
Postadress Box 252, 435 25 Mbinlycke

Tillstandets omfattning Partihandel med lakemedel.

Beslutet om tillstind omfattar dven sarskilt tillstind till
import av licensldkemedel fran lander utanfér EES i enlighet
med 6 kap. 1§ 2p. lakemedelsforordningen (2015:458).

Férfattningsrum LVFS 2014:8

Sakkunnig person, namn och titel Susanne Regestam, Apotekare
Det aligger den sakkunnige att §vervaka att handeln bedrivs
pé sddant sitt att lakemedlen inte skadar ménniskor, egendom
eller miljo, att ldkemedlens kvalitet inte forsdmras samt att
anméla eventuella visentliga fordndringar.

Tillstandets giltighetstid 2018-09-10 — 2023-04-12

Pi Likemedelsverkets vignar

Enhetschef
ohn Boutelje
Likemedelsinspektér

Postadress/Postal address: P.O, Box 26, SE-751 03 Uppsala, SWEDEN
BestksadressAisiting address: Dag Hammarskjéids viig 42, Uppsala
Teleforv/Phona: +46 (0)18 17 46 00 Fax: +46 {J)18 54 85 €6

Interngl: www lakemedelsverkel.se E-mall: registrator@mpa.se



Medical Products Agency

Authorisation

Date: 2018-09-10  Dnr: 6.2.7-2018-011286

Wholesale Dealer’s Authorisation regarding Medicinal Products

Authorisation number
Authorisation holder
Organisation number
Site address

Postal address

Scope of authorisation

Laws and regulations

Responsible Persons, title and
name

Validity of authorisation

Unauthorised translation by
Oriola Sweden AB

= //M TQWW”
usanne Regestam

Senior Quality Specialist (RP/QP)
8 October 2018

6.2.7-2018-011286. Replaces 5.9.1-2017-049651.
Oriola Sweden AB

556042-6701

Fibervdgen, Solsten, 435 33 Malnlycke

Box 252, 435 25 Mdlnlycke

Wholesale distribution of medicinal products.

The decision on authorisation also includes special
authorisation for import of licensed medicinal products
from countries outside the EEA according to Chapter 6 1§
2p. of the Medicinal Products Ordinance (2015:458).
LVFS 2014:8

Susanne Regestam, MSc. Pharmacist

It is the obligation of the responsible person to supervise
that the trading is conducted in such a way that the
medicinal products do not harm humans, property or
environment, that the quality of the medicinal products do
not deteriorate and that any major changes are reported.

2018-09-10 — 2023-04-12

On behalf of the Medical Products Agency

Virve Reiman-Suijkerbuijk  John Boutelje
Head of unit Pharmaceutical Inspector



