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CERTIFIKAT SVP PRO VYROBCE
Cast 1

Vydany po inspckci v souladu s

lankem  TH1(5)  Smérnice  2001/83/EC ve  znéni
pozdéjsich ;)Fepisfz

as §13, odst. 2, pism. 2 bod 3 zdkona & 3782007 Sb., o
lé‘:l\(.l_h a0 zmém’ch nékterych souvisericich zakon{
{zakon o Ié&ivechy, ve znéni pozdéjsich pfe dpisfz

Pristusny organ Ceskd republiky potvrzuje nasledujict:

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

Adresa mista veroby:
Perttereva 32710, 186 00 Praha 8

Byl inspektovdn  vsouladu  splanem  inspekci
v souvisiosti s povolenim k vyrobé ¢, 2329071/ NS/,
postednt  zména sp. zn. sukis123906/2010 ze dne
2-%.1)6.2(}10. vsouladu 5 Elénkem 40 Smémice
200 RNEC plevedenym do ndrodni legistativy jako:

§ 62 sdlona ¢ 3782007 Sb. o 1éivech 3 o zméndch
nékterveh souvisciicleh zakontt (zakon o lé¢ivech). ve

rnéni pozddidich predpist,

Na zaklade znalosti ziskanych béhem posledni inspekee,
kiera byla provedena dne 28.04.2011, je tento vyrebee
povazovan za subjekt spifiuj ica’

pozadavky a ﬂa\'odv sprivng vyrobni praxe stanovené
smérnici 2003/94/3C

“Tvte poradavky spliujs daparifent S0 na SV

Ternto ::crtéf'kfit odraZi stav vyrobniho mista v &ase vyde
zminéné inspekee a nemélo by se spoléhat na to, Ze bude
odraZet stav shody po uplynuti vice nez # let od data
inspekce. Po (éto dobé by mél byt Lkonzultovan
vydavajici organ. Pravost tohoto certifikaty miize byt
ovifena u vydévajictho organu.
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CERTIFICATE OF GMP COMPLIANCE OF A
MANUFACTURER
Part 1

Issued following an inspection in accordance with

Art. TS of Directive 2001/83/5C as amended

and Section 13, paragraph 2, letter a, point 3 of the Act
Noo 37872007 Coll, on Pharmaccuticals and  on
Amendments to Some Related Acts, as amended.

The competent authority of the Czech Republic contirms
the following:

The manufaciurer:
VARKOS XNT as., Pernerova 28a. 186 00 Praha &

Site address:
Pernerova 327100 186 00 Praha &

Has been inspected under the pational  inspection
programme  in o connection  with  manufacturing
authorisation  no  23200/[/ANS/0Y, last varation no
sukls 1230062010 issued on 24062010 in accordance
with Art. of Directive 200183/ EC lraz*'roscd in i
following national Tegislation: Section 62 of the Act No
L. on Pharmaceuticats and on Amendnients
o Some Related Acts, as amended

From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted on
28/042011, it is considered that it complies with

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

These regurensents Fulhil the GMP recommendation of WiHO.

This certifteate reflects the status of the manufacturing
stte at the time of the inspection noted above and should
not be retied upon 1o reflect the compliance status il
more then three vears 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
1ing authority.
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Cast 2
X Humanni l6¢ivé pfipravky
1 VYROBNI OPERACE
Nesterilni pFipravky
1.2.1 Nesterilni pripravky

1.2,1.5  Tckuté pro vagjsi uziti

1.2.1.6 Tekuté pre vnitini uZiti

1.2.1.11 Polotuhé

1.2.1.13  Tablety

1.2.1.17  Ostatni nesteriini [é¢ivé pFipravky —

vaginalni kuli¢ky

1.6 Kontrola jakosti
1.6.3  Chemické/Fyzikdini

Jakékoli omezeni nebo vysvétleni vztahujict se k rozsahu
certifikétu:

Datum; 19.07.2011

podpis opravnéné osoby piishigného organu Ceské
republiky

Frantidek Chuchma, v z.
vedouci inspekéntho odboru

Statni Ostav pro kontrolu 1é¢iv
Srobarova 48

100 41 Praha 10

Ceskd republika

e-mail: postaZésukl.cz
telefon: +420 272 185 832
fax: +42G 271 732 377

Part 2
B4 Human Medicinal Products

1 MANUFACTURING OPERATIONS
1.2 Non-sterile products

1.2.1 Non-sterile products

1.2.1.5  Liquids for external use

1.2.1.6  Liquids for internal use

1.2.1.11 Semi-sclids

12,113 Tablets

1.2.1.17  Other non-sterile medicinal products -
Pessaries

1.6 Quality control testing
1.6.3  Chemical/Physical

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

[Jate: 19/07/2011

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

Frantisek Chuchma in deputy
Head of the Inspection section

State Institute for Drug Control
Srobarova 48

100 41 Prague 10

Czech Republic

e-mail: postazisuklbez

phone: +420 272 185 832

fax: +420271 732 377

Otisk Gledniho razitka
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Jméno: Frantisek Chuchma, v 2.
e-mail: postagisuklcz

Podps:
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MName

Phone number +420 272 185 837

Stenature of the authwrised person of the competent authonity



