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Vydany po inspekei vsouladu s chimkemn 1115)
Smémice 2001/83/EC ve manl pozdjsick prepisi a
215 odst, 2 piso. a bod 3 zdkona € 37872007 Sh., o
legivech a o rménich nékierych souvissjicich 2dkond
{zakon o [22ivech), ve znénl pozcisich predpisil

Il

Pflslasm or ran Ceské republiky poty rzuje nasledujict:

Adresa mista verobse:

le wyrubeem Weivyeh Kack, kiery byl inspekiovin
veouladu s clinkem  L1L{1)  smEmice 2001485/EC
prevedenym do ndrodni legisluivy jeke: § 101, wdst 3
zdkona & 37872007 Sh. o I&fivech a » zmbndch
nekteryoh souvisejicich sdkond {zakon o lééivech), ve
#ndafl pozddsich predpisi. ‘

Na paklad® mmalost ziskanyeh bibem puslu,d.u inspekce,
lm.,r.l hyla provedena dne 19, 04.2012, je e vyrnbee
povaZowvin zn subjkt -,plnlmu principy sprivng vyrobni
praxe pro’ lé&ivé laky' odkazovans w l.idnku_ 47
smérnice HORIEC

" Tylo pozadavky st di:lpl.‘:-ruﬁu‘u SO na ! sV

Tanto \.Ll'[lh]nl' ncdrdZi smv vyrobnihe mista v ¢ase v¥ie

zmingné inspekee a nemcle by se spoldhat na to. 28 bude

' adrizel stav shody po upiynuli vice ne ol let od das

: inspekee. Po o iMoo dobd by mel bR Kenzullowdn

b © vvddvajici orgin. Pravost whote certifikiu miize by
' oveFens u vydivijictho orgino.
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CERTIFICATLE QF GMI* COMPLIANCE OF & .
MANUFACTURER
Part |

" lzsued following an inspection in accordance with Arl,
111(3) of Directive 200( /83/EC as amzndad and Section
{3, parsuraph 2 terter a, point 3 of the Act Mo 37872007
C'oll on Pharmuceuticals and on Am;_n..fmcnts 10 Some
Kalated Acks, as amended.

The compeient uu.thuftly ol the Ceech Republic contirms
the folldwing: :

The manutacturer:

Site addrass:
A

13 an active substapce manufactucer thal bas heen
imspeeted 9 accordance with Art L1} of Divective
C2001M33EC wansposed in the  Following  swstianal
legislation: Sectiun 101 parzgraph 3 of the Act Na
3782007 Coll.. on Pharmaceuticals and on Amendmeants
10 Some Relared Acts, as amended. ‘

Fromt the knowledge gamed durig inspection of this
mianulaclurer, the lalest of which was condected o3
(/’19""14'“011 it is vonsidered that it cornplies xwrh

\_[—'%;_(TJH%CPH-S of GMP for active subslances' referred to
itle 47 of Dirc tive JOLELC.

I Those weguireaens TulA? Gre GME meosmmendation of WHCE

This ecnliffeme refieets e status of the minofacturing
site an the thiae of the mspeetion noted above and should
not be relied upon W rellect the complionee status {7
more then three yeurs bave clapsed sinee the dawe of
inspection, afier which time the ssiing aushority shuould
e consalied. '

the ssuine authority.
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- “dsr 2 : Part 2 .
% vrofa LéGivich Titek Munofacture of active substances
= ch l3tek, jejich# vyrobu byla pFedmilem ~ Names of substances subjret 1o inspection;
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