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STATE INSTITUTE FOR DRUG CONTROL
Kvetn6 I 1. 82,5 08 Bratislava 26

Slovak Republic

Repoft No.: 3485/20 I 5/900
1514191

STATEMEI{T OF NON-COMPLIANCE WITH GDP MEDICINAL
PRODUCTS FOR HUMAN USE

Exchange of information between National Competent Authorities (NCAs) of the EEA following
the discovery of serious GDP non-compliance at a wholesale distributor

Parl I

Issued following an inspection in accordance with Aft. I I I ( 7) of Directive 2001/83/EC as amended.

The competent authority of Slovak Republic confirms the lollowing:

The wholesale distributor: D-Pharrn Slovakia, s.r.o., Mal6 n6mestie 2873118, 901 0l Malacky,
Slovak Republic

Authorisation number: FY -6091 I 4

Site/s address/es: Kysuck6 cesta 3,010 01 Zilina, Slovak Republic

From the knowledge gained during inspection of this wholesale distribr"rtor, the latest of wlrich was
conducted on July 28,2015, it is considered that it does not cornply with the Good DistribLrtion Practice
requirements referred to in Anicle 84 of Directive 2001/83/EC.

Par1'2

Wholesale distribution activity affected :

. Wholesale distribr-rtor does not have authorized storage f-acilities.
o Wholesale distributor does not have a qLralified Derson for distribr-rtion activities

Part 3

l. Nature of non-compliance: The company has seriously violated the conditiorrs on which is the
permission for activities linked and fell shorl of the obligations set out in $ l7 paft I of the Act no.

36212011 Coll. on Drugs and Medical Devices and on Amendment and Supplenrenting of Cefiain Acts,
as amended later.

2. Action taken/proposed by SIDC: SIDC sent to the Ministry of Health of the Slovak RepLrblic with
legal cornpetency tlre proposal for suspension of the wholesale distribLrtion authorization no. FV-
609114, issued by Ministry of health.

3. Additional comrnents:

itr"rte for Drug Control
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