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Vydanv po inspekci vsouladu s tldnkem 111(5) SmCrnice

2oo1l83/Es a s 513, odst.2, pism. a bod 3 ziikona i.37812007
Sb., o l6aivech a o zm6ndch ndkte4ich souvisejicich zikon0
(zikon o l6aivech), ve znEnipozdEjSich pfedpis0.

PfisluSnV orgiin desk6 republiky potvrzuje ndsledujici:

Kontrolni laboratoi:
Vilkumni istav organickich syntez a.s.

4.p.295, s33 54 Rybitvi

Adresa mista kontroly iakosti:
V\izkumni Istav organickich syntdz a.s.

a.p.296,533 54 Rybitvi

Byla inspektovdna vsouladu spl6nem inspekci v souvislosti

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

lssued following an inspection in accordance with Art. 111(5)

of Directive 2001/83/EC and Section 13, paragraph 2, letter a,

point 3 of the Act No 378/2oo7 Coll., on Pharmaceuticals and

on Amendments to Some Related Acts (the Act on

Pharmaceuticals), as amended.

The competent authority ofthe czech Republic confirms the
following:

The control laboratory:
V\izkumn'i istav organickich syntdz a.s.

a.p. 296, 533 54 Rybitvi

Site address:
V}izkumni Ustav organichich syntdz a.s.

a.p.296,533 54 Rybitvi

Has been inspected under the national inspection programme

in connection with control laboratory authorisation

no 20927 /2/lNs/o6, last variation no sukls49681/2016 issued

on 23,02.2016 in accordance with Art. 40 of Directive

2OO\l83lEC transposed in the following national legislation:

Section 62 of the Act No 37812007 coll., on Pharmaceuticals

and on Amendments to Some Related Acts (the Act on

Pharmaceuticals), as amended.

From the knowledge gained during inspection of this control
laboratory, the latest of which was conducted on 21,03.2017,

it is considered that it complies with The principles and

guidelines of Good Manufacturing Practice laid down in

Directive 2003/94lEC1.

1 These requirements fulfil the GMP recommendations of
WHO.

This certificate reflects the status of the quality control site at
the time ofthe inspection noted above and should not be relied

upon to reflect the compliance status if more than three years

have elapsed since the date of that inspection. However, this
period of validiW may be reduced or extended 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 and

both Parts l and 2.

The authenticity of this certificate may be verified in

EudraGMP. If it does not appear, please contact the issuing

authority.

GMP certificate Ref.No.t sukls2].179l2017
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Signature of the authorised person of the competent authority

sukle2aal9 /2017

s povolenim k ainnosti kontrolni laboratofe
t 4. 20927 I 2/ INS/ 06, posledni zmEna sp.zn. sukls49681/2016 ze

dne 23.02.2016, v souladu s al6nkem 40 Smdrnice 2001/83/ES
pievedenvm do n6rodni legislativy jako: 5 62 z6kona

a. 378/2007 Sb., o l6Eivech a o zmEndch nEktedch souvisejicich

zdkoni (ziikon o l6iivech), ve zndnipozdEjSich pfedpisi.

Na ziikladE znalostiziskanvch bEhem posledni inspekce, kteri
byla provedena dne 27.03.2017, je tato kontrolni laboratoi
povaiovdna za subjekt spliujici po;adavky a nivody sprdvn6

v,irobni praxe stanoven6 smern ic i 2003/94/EC1.

l Tvto poiadavky spliuji doporuaeniSzO na SVP.

Tento certifikit odr6ii stav mista kontroly jakosti v aase Wie
zminEn6 inspekce a nemdlo by se spol6hat na to, ie bude

odrdiet stavshody po uplynutivice neitfiletod data inspekce.

Doba platnosti m0ie b,lt nicmdnE na z6kladE regulatornich
princip0 iizeni rizik prodlouiena nebo zkricena z6pisem

v oddile Omezeni nebo vysvdtleni.
Tento certifikit je platnv, pouze jsou-li pfedloieny vlechny
stranyai6sti 1a 2.

Pravost tohoto certifik6tu moie blit ovdiena vEudraGMP.

Pokud se nezobrazL kontaktujte prosim vydivajici autoritu

Certifikiit SVP sp.zn.r su kls27179l2ol7
Datum: 13.06.2017
Strana 1z 2

lm6no: Frantiiek Chuchma
e-mail:posta@sukl.cz
Podpis: 22- a.--

F rNS 002-38/10.0s.2016



trist Z

X Hum6nni l6iiv6 piipravky

1 TROBNI oPERACE

1.6 Kontrola jakosti
1.6. j Chemickd/Fyzikdlni

2 DOVOZ LECIWCH pilpnevx0
2.1 Kontrola jakosti dovSienfch l6Eivfch piipravk0
2.1.3 Chemickd/Fyzikdlni

Jak5koli omezeni nebo vysvEtleni vztahujici se k rozsahu
certifik6tu:

Datum: L3.06.2017

jmdno a podpis oprdvnEn6 osoby piisluSn6ho orgdnu eeskd
republiky

FrantiSek Chuchma _-._,_.Q*
ieditel inspekiniho odboru

Stdtni [stav pro kontrolu l6iiv
5robdrova 48

100 41 Praha 10

eeskii republika
e-mail: posta@sukl.cz

telefon: +420 272 185 832
fax: +42O 27L732 377

Certifikiit SVP sp.zn.i sukls2!17 9 / 2OU
Datum: 13.06.2017
Svana 222
Jm6no: FrantiSek Chuchma
e-mail: posta@sukl.cz

Paft2
X Human Medicinal Products

1 MANUFACTURING OPERATIONS

1.6 Quality control testing
1.6.3 Chemical/Physicol

2 IMPORTATION OF MEDICINAT PRODUCTS

2.1 Quality control testing of imported medicinal products
2.7. j Chemicol/Physicol

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

Date: 13.06.2017

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

FrantiSek Chuchma
Director of the lnspection section

State lnstitute for Drug Control
Srob6rova 48
100 41 Prague 10
Czech Republic
e-mail: posta@sukl.cz

phone: +420 272 185 832
fax: +420 271-/32377
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