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/Certifikat spisova zn.: /
Certificate Ref. No.:sukls16075/2018

CERTIFIKAT SDP PRO DISTRIBUTORA LECIV

Vydany po inspekci v souladu s ¢lankem 111
Smérnice 2001/83/EC, v platném znéni

a ustanovenim §13 odst. 2 pism. a) bod 3 zdkona
¢. 378/2007 Sb., o |é¢ivech a 0 zménach nékterych
souvisejicich zakonU (zakon o IéCivech), ve znéni
pozdéjsich predpisu.

Pfislugny organ Ceské republiky — Statni Ustav pro
kontrolu lé¢iv, Srobarova 48, Praha 10, potvrzuje
nasleduijici:

Distributor [éCiv:
PHARMIKS Europe s.r.o.
Na Stadlech 67

251 01 Popovicky

Adresa mista distribuce:
PHOENIX Iékarensky velkoobchod, s.r.o.
K pérovné 945/7, 102 00 Praha 10 — HostivaF

Byl inspektovdn v souladu s planem inspekci

v souvislosti s povolenim k distribuci IéCivych
pripravkd sp.zn. sukls225868/2009

v souladu s élankem 77 (1) Smérnice 2001/83/EC,
v platném znéni, transponovanym do pravniho
Fadu Ceské republiky jako:

§ 75 zdkona ¢. 378/2007 Sb., o lé¢ivech a o
zménach nékterych souvisejicich zakon( (zdkon o
|éCivech), ve znéni pozdéjsich predpisu.

Na zakladé znalosti ziskanych béhem inspekci
tohoto distributora |éciv, z nichZ posledni byla
provedena dne 22. 2. 2018, je tento distributor
povazovan za subjekt spliujici pozadavky spravné
distribucni praxe stanovené v ¢lanku 84 smérnice
2001/83/EC, v platném znéni,

a

v § 77 odst. 1 pism. g) zdkona ¢. 378/2007 Sb.,

o léCivech a o0 zménach nékterych souvisejicich
zakon( (zakon o léivech), ve znéni pozdéjsich
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Jméno:

PharmDr. Gabriela Vaculova

telefon: +420 272 185 405 Podpis
F-LEK-008-14 / 02.04.2014

sp. zn.: sukls16075/2018

CERTIFICATE OF GDP COMPLIANCE OF A
WHOLESALE DISTRIBUTOR

Issued following an inspection in accordance with
Art. 111 of Directive 2001/83/EC as amended
and Section 13, paragraph 2, letter a, point 3 of the
Act No. 378/2007 Coll., on Pharmaceuticals and on
Amendments to Some Related Acts (Act on
Pharmaceuticals), as amended.

The competent authority of the Czech Republic —
State Institute for Drug Control, Srobarova 48,
Prague 10 confirms the following:

The wholesale distributor:
PHARMIKS Europe s.r.o.
Na Stadlech 67

251 01 Popovicky

Site address:
PHOENIX Iékdarensky velkoobchod, s.r.o.
K pérovné 945/7, 102 00 Praha 10 — HostivaF

Has been inspected under the national inspection
programme in connection with authorisation
number sukls225868/2009

in accordance with Art. 77 (1) of Directive
2001/83/EC, as amended, transposed in the
following national legislation as:

Section 75 of the Act No. 378/2007 Coll., on
Pharmaceuticals and on Amendments to Some
Related Acts (Act on Pharmaceuticals), as
amended.

From the knowledge gained during inspection of
this wholesale distributor, the latest of which was
conducted on 22/02/2018, it is considered that it
complies with the Good Distribution Practice
requirements laid down in Article 84 of Directive
2001/83/EC, as amended

and

in Section 77, paragraph 1, letter g) of the Act No.
378/2007 Coll., on Pharmaceuticals and on
Amendments to Some Related Acts (Act on
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Ref.No.: sukls16075/2018

phone: +420 272 185 405 of the competent authority
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predpisa.

Tento certifikat odrazi stav prostor v dobé vyse
uvedené inspekce a nelze se spoléhat na to, Ze
bude odrazet stav shody po uplynuti vice nez péti
let od data inspekce.

Obdobi platnosti certifikatu vSak mlze byt
zkraceno na zakladé regulatornich zasad fizeni rizik,
jak je uvedeno v poli omezeni nebo vysvétlujici
poznamky.

Tento certifikat je platny pouze pokud se predklada
se vsemi jeho stranami.

Pravost tohoto certifikatu lze ovéfit v databazi
Evropské unie. Pokud v ni neni uveden, obratte se
na Statni Ustav pro kontrolu lé¢iv, Srobarova 48,
100 41 Praha 10, ktery certifikat vydal.

Jakékoli omezeni nebo vysvétlujici pozndmky
vztahujici se k rozsahu tohoto certifikatu:

Datum: 3. 4. 2018

Jméno a podpis opravnéné osoby pfislusSného
organu Ceské republiky

PharmDr. Gabriela Vaculova

Statni Ustav pro kontrolu |éciv
Srobérova 48

100 41 Praha 10

Ceska republika

e-mail: posta@sukl.cz
telefon: +420 272 185 405
fax: +420 271 732 377

Podrobné udaje k povoleni k distribuci |éCivych
pripravkd lIze nalézt v databazi Evropské unie.

Pharmaceuticals), as amended.

This certificate reflects the status of the premises
at the time of the inspection noted above and
should not be relied upon to reflect the compliance
status if more than five years have elapsed since
the date of that inspection.

However, this period of validity may be reduced
using regulatory risk management principles, by an
entry in the Restrictions or Clarifying Remarks field.
This certificate is valid only when presented with
all pages.

The authenticity of this certificate may be verified
in the Union database. If it does not appear please
contact the issuing authority — State Institute for
Drug Control, Srobdrova 48, 100 41 Prague 10.
Any restrictions or clarifying remarks related to the
scope of this certificate:

Date: 3. 4. 2018

Name and signature of the authorised person of
the Competent Authority of the Czech Republic

PharmDr. Gabriela Vaculova

State Institute for Drug Control
Srobérova 48

100 41 Prague 10

Czech Republic

e-mail: posta@sukl.cz

phone: +420 272 185 405

fax: +420 271 732 377

Details of the authorisation can be found in the
Union Database.

Otisk uredniho razitka
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Name: PharmDr. Gabriela Vaculova

Ref.No.: sukls16075/2018
Signature of the authorised person

phone: +420 272 185 405 of the competent authority
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