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

CERTIFIKAT SVP PRO VYROBCE
Cist 1

Vydany pe inspekci v souladu s

clankem  111(5) Smérnice 2001/83/EC ve znéni
pozdgjsich prepisi

a8 §13 odst. 2 pism. a bod 3 zdkena & 378/2007 Sb., o
léCivech a o zménach nékterych souvisejicich zdkond
(zakon o lé¢ivech), ve znéni pozdgjgich piedpisi

Prislusny orgian Ceské republiky potvrzuje ndsledujich:

Vyrobee:
VAKOS XT as., Pernerova 28a, 186 00 Praha 8

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

Je vyrobcem lédivych latek, ktery byl inspektovan
vsouladu s &ldnkem 111(1) smérnice 2001/83/EC
pfevedenym do narodni legisiativy jako: § 101, odst, 3
zakona ¢. 378/2007 Sb., o légivech a o zménach
nekterych souvisejicich zdkonG (zakon o légivech), ve
znéni pozdéjdich piedpisi.

Na zékladé znalosti ziskanych béhem posledni inspekce,
kterd byla provedena dne 28.04.2011, je tento vyrobce
povaZovan za subjekt splituiici principy spravné vyrobni
praxe pro 1é¢ivé latky' odkazované ve &lanku 47
smérnice 2001/83/EC,

' Tyte poZadavky spliwji doporuceni SZ0 na SVP.

Tento certifikat odrazi stav vyrobniko mista v ¢ase vyie
zmingné inspekce a nemélo by se spoléhat na to, Ze bude
odrazet stav shody po uplynuti vice neZ tif let od data
inspekce. Po této dobé by mél byt konzuitovan
vydévajici organ. Pravost tohoto certifikdtu mize byt
ovéfena u vydavajiciho organa.
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Iméno: Frantidek Chuchma, v z.
e-matl: postai@isukicx

Podpis:

F-INS-002-22/15.10.2009

CERTIFICATE OF GMP COMPLIANCE OF A
MANUFACTURER
Part 1

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 378/2007 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 8

Site address:
261 01 Pfibram V1/47 — Bfezové Hory

Is an active substance manufacturer that has been
mspected in accordance with Art. 111{1) of Directive
2001/83/EC transpesed in the following national
legislation: Section 101 paragraph 3 of the Act No
378/2007 Coll., 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 of GMP for active substances' referred to
in Article 47 of Directive 2001/83/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 ReflNo. sukls67634/2011

Date: 19/07/201 1
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Name

Phone number; +420 272 185 832

Signature of the authorised person of the competent authority



Cést 2
V¥roba Ié€ivych litek
Nazvy lécivych latek, jejichZ vyroba byla pfedmétem
inspekee:
HI-6-DMS (CAS 144252-71-1) {pouze kontrola jakosti}

Jakékeli omezeni nebo vysvétleni vztahujici se k rozsahu
certifikatu:

Datum:

16.07.2011

podpis opravnéné osoby pfistugného organu Ceské
republiky

Franti$ek Chuchma, v z.
vedouci inspekénfho odboru

Stétni Gstav pro kontrotu 1é&iv
Srobarova 48

100 41 Praha 10

Ceska republika

e-mail: postai@sukl.cz
telefon: +420 272 [85 832
fax: +420 271 732 377

Part2
Manufacture of active substances
Names of substances subject to inspection:

HI-6-DMS (CAS 144232-71-1) (quality control only}

Any restrictions or clarifving 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

Franti§ek Chuchma in deputy
Head of the Inspection section

State Institute for Drug Control
Srobarova 48

100 41 Prague 10

Czech Republic

e-mail: postai@isukicz

phene: +420 272 185 832

fax: +4206 271 732 377

Otisk dfedniho razitka
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Jméno: Frantiek Chuchma, v z.
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Name

Phone number: +420 272 185 832

Signature of the authorised persen of the competent authority



