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certifikéat sp.zn./ certificate Ref No: sukls67034/2011

CERTIFIKAT SVP PRO VYROBCE
Cist |

Vydany po inspekei v souladu s

Clankem 111(5) Smémice 2001/83/EC wve znéni
pozdg&jlich pfepisd

as §13, odst. 2, pism, a bod 3 zakona &. 378/2007 Sh., o
i¢ivech a o zménich nekterych souvisejicich zakomd
(zakon o I¢€ivech), ve znéni pozdéjsich pfedpist

PFisiugny orgin Ceské republiky potvrzuje nasledujici:

Vyrobce:
VAKOS XT a.s., Pernerova 28a, 186 00 Praha 8

Adresa mista vyroby:
261 01 Pfibram V1/47 — Bfezové Hory

Byl  inspektovan  vsouladu s pldnem  inspekci
v souvisiosti s povolenim k vyrobé &j. 23290/1/INS/01,
posledni zména sp. zn. suklsi23906/201C ze dne
24.06.2016, wvsculadu s &lankem 40 Smémice
2001/83/EC pievedenym do narodni legislativy jako:

§ 62 zakona & 378/2007 Sb., o l&fivech a o zménach
nekterych souvisejicich zakonli (zdkon o lé&ivech), ve
znéni pozdéjsich predpish,

Na zéklad€ znalosti ziskanych béhem posledni inspekee,
kterd byla provedena dne 28.04.2011, je tento vyrobce
povaZovan za subjekt spliujici

poZadavky a ndvody sprivné vyrobni praxe stanovené
smérnici 2003/94/EC".

' Tvto pozadaviky spliuii doperuéeni SZ0 na SVP.

Tento certifikdt odraZi stav vyrobnihe mista v ¢ase vyse
zminéné inspekce a nemélo by se spoléhat na to, Ze bude
odraZet stav shody po uplynuti vice neZ tfi let od data
inspekce. Po této dob& by mél byt konzultovan
vydavajici organ. Pravost tohoto certifikdtu miZe byt
ovéfena u vyddvajiciho organu.
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Jméno: Frantifek Chuchma, v z.
e-mail; posta/edsukl.cz

Podpis:

F-INS-002-21/09.09 2009

CERTIFICATE OF GMP COMPLIANCE OF A
MANUFACTURER
Part i

Issued following an inspection in accordance with

Art. 111(5) of Directive 2001/83/EC as amended

and Section 13, paragraph 2, letter a, point 3 of the Act
No 3782007 Coll, on Pharmaceuticals and on
Amendments to Some Related Acts, as amended.

The competent authority of the Czech Republic confirms
the following:

The manufacturer:
VAKOS XT a.s., Pernerova 28a, 186 00 Praha &

Site address:
261 01 Pfibram VI{/47 - Bfezové Hory

Has been inspected under the national inspection
programme in  connection  with  manufacturing
authorisation no 23290/1/INS/01, last variation no
sukls123906/2010 issued on 24/06/2010 in accordance
with Art. 40 of Directive 2001/83/EC transposed in the
foliowing national legislation: Section 62 of the Act No
37872007 Colt., on Pharmaceuticals and on Amendments
to Some Related Acts, as amended.

From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted on
28/04/2011, it is considered that it complies with

The principles and guidelines of Good Manufacturing
Practice laid down in Directive 2003/94/EC".

" These requirements fulfil the GMP recommendation of WHO,

This certificate reflects the status of the manufacturing
site at the time of the inspection noted above and should
not be relied upon to reflect the compliance status if
more then three years have elapsed since the date of
inspection, after which time the issuing authority should
be consulted.

The authenticity of this certificate may be verified with
the issuing authority.

GMP Certificate Ref No.: sukls67034/2011
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Name

Phone number: +420 272 185 832

Signature of the authonised person of the competent authority



Cast 2
< Humainni 1é¢ivé piipravky

1 VYROBNI OPERACE
1.6 Kontrola jakosti
163  Chemické/Fyzikaini

Jakékoli omezeni nebo vysvétleni vztahujici se k rozsahu
certifikatu:

Datum: 19.07.2011

podpis opravnéné osoby pfisluiného organu Ceské
republiky

Frantifek Chuchma, v z.
vedouci inspekénihe odboru

Statni tistav pro kontrolu é&iv
Srobarova 48

1G0 41 Praha 10

Ceska republika

e~-mail: postaisukl.cz
telefon: +420 272 185 832
fax: +420 271 732 377

Part 2
B4 Human Medicinal Products

1 MANUFACTURING OPERATIONS
1.6 Quality control testing
1.6.3  Chemical/Physical

Any restrictions or clarifying remarks related to the
scope of this certificate:

Date: 19/07/2011

signature of the authorised person of the competent
authority of the Czech Republic

Frantifek Chuchma in deputy
Head of the Inspecticn section

State Institute for Drug Control
Srobarova 48

10G 41 Prague 10

Czech Republic

e-mail: posta@isukl.cz

phone: +420 272 185 §32
fax: +420 271 732377

Otisk Giedniho razitka
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Name

Phone number; +420 272 185 432

Signature of the authorised person of the competent authority



