KL

SUKL SUKL

SUKL SUKL SUKL

Ki ‘llkLSUM SUKL
S

KL SUKL

Statnl vstay pro kontrolu Iédiv

M,;.\M_ Stdtni Ostav pro kontrolu 1é&iv tel.: +420272 185 111 e-mail: posta@sukl.cz
Srobdrova 48, 100 41 Praha 10 fax: +470 271 732 377 web: www.sukl.cz
K

UKL SUKL SU1K & \ -
& t::;r:::f“\ certifikal sp.zn./ certificate Ref No: sukls153427/2008
SUKL SUKI .
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Cist |

Vydany po inspekei v souladu s

Clinkem 111(3) Smérnice 2001/83/EC  ve znéni
pozdejsich prepisi

a s §13 odst. 2 pism. a) bod 3 zikona & 378/2007 Sb.,
o I¢Civech a o zménach nékterych souvisejicich zikont
(zikon o Ié¢ivech), ve znéni pozdéjsich piedpisa

Prisluny organ Ceské republiky potvrzuje nasledujici:

Konrtrolni laboratof: Vyzkumny tistav organickyech
svitéz a.s., Rybitvi ¢.p. 296, 533 54 Rybitvi

Adresa mista kontraly jakosti:
Rybitvi €.p. 296, 533 54 Rybitvi

Bvla inspektovina v souladu s planem  inspekei
v souvislosti s povolenim k ¢innosti kontrolni laboratofe
spn. - 20927/2/INS/06,  posledni  zména  sp.zn.
50205/2/INS/07 ze dne 20/09/2007, v souladu s

Clinkem 40 Smémice 2001/83/EC  prevedenvm  do
narodni legisiativy jako:

§ 62 zikona ¢. 378/2007 Sb., o lécivech a o zménich
nékterych souvisejicich zikonti (zakon o Iécivech),
ve znéni pozdejsich predpisa.

Na zikladé znalosti ziskanych béhem posledni inspekce,
kterd byla provedena dne 21/01/2009, je tato kontrolni
laboratof pavazovina za subjekt sphiujici

pozadavky a ndvody spravné vyrobni praxe stanovené
smérnici 2003/94/EC".

! Tyto pozadavky spliugi doporuceni SZO na SVP.

Tento certifikdt odrdzi stav mista kontroly jakosti v case
vise zminéné inspekee a nemélo by se spoléhat na to, Ze
bude odrazet stav shody po uplynuti vice nez tfi let od
data inspekce. Po téio dobé by meél byt konzultovin
vydivajici orgdn. Pravost tohoto certifikatu maze byt
ovetena u vydavajiciho organu.
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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 control laboratory: Vyzkumny ustav organickych
syntéz a.s., Rybitvi ¢.p. 296, 533 34 Rybitvi

Site address:
Rybitvi &.p. 296, 533 54 Rybitvi

Has been inspected under the national inspection
programme in  connection with control laboratory
authorisation no. 20927/2/INS/06, last variation no.
30205/2/INS/07 issued on 20/09/2007 in accordance
with

Art. 40 of Directive 2001/83/EC transposed in the
following national legislation:

Section 62 of the Act No 3782007 Coll. on
Pharmaceuticals and on Amendments to Some Related
Acts, as amended.

From the knowledge gained during inspection of this
control laboratory, the latest of which was conducted on
21/01/2009, 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 quality control
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 Centificate Rel'No.: sukls153427/2008

Date: 04/03/2009
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Name

Phone number: +420 272 185 832

Signature of the authorised person of the competent authority






