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‘podrobeny indpekeii podla &lénky

" Telefdn: +3212 576 TIT1

SUKLO

OSVEDCENIE O DODRZIAVANI

Osyedéenie &, /Certificate No.:

, CERTIFICATE OF GMP
SPRAVNEJ YYROBNEJ PRAXE COMPLIANCE OF
YVYROBCOM A MANUFACTURER
Cast' 1 Part1
Vydané po inipekeii podl'a &lénku 111(5) Issued following 2n inspection in accordance -
Smernice 2001/83/ES ' with Art. 111(5) of Directive 2001/83/EC

Kompetentny orgén Slovenskej republiky
potvrdzuje nastedovné: '

Vyrobea.

Slovensks republika

Miesto vykonu Sianosti .
H y

Slovenskd republika

je vyrobcom
Podrobangianing
Smemice 2001/83/ES implementovanej do
nasledujlicej nérodnej legistativy: Zakon NR SR
€. 362/2011 Z.z. o liekoch, a zdravotnickych
poméckach aozmene a doplnen] niektorych
zikonov  vzneni  neskordich predpisov
& vyhlddky MZSR & 1282012 Z.z
o poZiadavkich na sprivnu vyrobnti prax
8 poZiadavkich na sprivnu velkodistribudni
prax. . :

¢innych latok, ktory bol

a

je vjrobcom pomocnych latok, ktory bol
Smernice 2001/83/ES implementovanej do
nasledujiicej nrodnej legislativy: Zakon NR SR
€. 362/2011 Z.z o fickoch a zdravomnickych
pomdckach & o zmene a doplnenl niektorych
zékonoy  vazneni  neskorSfch  predpisov
a vyhlitky MZSR & 12872012 Z. z
o poZiadavkich na sprivnu  vyrobns prax
apoZiadavkich na sprévnu velkodistribudni
prax, . '

11(1).

The competent authority of Slovak Republic
confirms the following: :

Manufacturer

i ) -
* Slovak Republic

fSite address

. »
Slovak Republic

Is an active supstance ufactur h en
inspected in cb'raanse With Art, hh !i[e of
Directive 2001/83/EC transposed in the following

national legislation; Act No. 362/2011 Coll. on
Drugs and Medical Devices and on Amendment

and Supplementing of Certain Acts, as amended -

later and Decree of the Ministry of Health of the
Slovek Republic No. 128/2012 Coll. on
Requirements for the Good Manufecturing
Practices and Requirements for the Good
Distribution Practices, '
. and -
Is an excipient manufacturer that has been inspected
in accordance with Art. 111(1) of Directive
2001/83/EC* transposed in the following national
legislation: Act No. 362/2011 Coll. on Drugs and
Medical
Supplementing of Certain Acts, as amended later
and Decree of the Ministry of Health of the Slovak
Republic No, 128/2012 Coll. on Requirenients for
‘the Good, 'Manufacturing  Practices  and
Requirements for the Good Distribution Practices.

Podla poznatkov ziskanych podas in$pekcie
tohto vyrobeu, ktord bola naposledy vykonan4
diia 23. — 27, jina, 2014, bola u vyrobeu

Fax: +421 2 5336 0023
Dédtum / Dute; 26.08.2014

From the knowledge ghined during inspection of
this manufacturer, the latest of  which was
conducted on 23 — 27 June,-2014, it is considered

| [I_rnnil:"silii?ijﬁf_wé,s'!{/'
* Podpis / Signatygé:

T et

116

Devices #nd on Amendment and




ETATNY USTAV PRE KONTROLU-LIEGIY £ KVETNA N

posidenéd zhoda s principmi Sprivnej vyrobnej
praxe pre fiXinné ltky odvoldvajte sa na Clanok
47 Smernice 2001/83/ES & primerand droveii

" SVP odvolavajiic sa na Clinck 46(f) Smemice
2001/83/ES.

Toto osved€enie odriZa stav vyrobného miesta
v tase vySiie uvedenej indpekcie anemi sa
spoliehat’ na to, fe odraZa stav zhody ak uplynuli
viac eko tri roky od ditumu tejto inSpekeie. Na
zéklade -pravidiel pre radenie rizika, méZe
vydévajtica autorita skratif alebo prediziv
platnost’ osvedZenia uvedenim tejto skutodnosti
v &asti Obmedzenia . alebo vysvetlujiice
poznémky. :

Toto osveddenie ge platné iba ak obsahuje vietky
strany a obidve Casti 1 a 2. : :

Pravost’ GIWS\@M& overit’
v BudraGMP. kil syedicnic vdatabize
nenachddza, kontakiyieeprosim autoritu, ktord
osvedtenie vydala.,

Ay
an
-

825 08 BRATISLAVA 26 33 SLOVENSKA REPUBLIKA

that it complies with the principles of Good
Manufacturing Practice for active substances
referred to in Article 47 of Directive 2001/83/EC
end an appropriate level of GMP as referred to in
Article 46(f) of Directive 2001/83/EC.

This certificate reflects the status of the
manufacturing site at the time of the inspection
noted above and should not be relied, flect
the compliance status if more thawthree years Rave
elapsed since the date of that inspettipmeHowever,
this period of validity 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
ali pages and both Parts | and 2.

The autherticig®of titewertf™e may be verified

in EudraGMP. If mar, please contact
the issuing authority® i

. Cast’2 kB2
0 o !
3 VYROBNE"OPFERST 1 - 3 MANUFA RATIONS
- UCINNE IRTI g v = . - ACTIVE SUBSTANCES

Utinns ldtks / Ginné latky: Active Substance(s):

] ¥ ¢ [
3.1 Vyroba ufinnjch litok chemickou 3.1 Manufacture of Active Substance by

synfézou Chemical Synthesis -

3.1.2 Vyroba findlne nespracovanej sicinnej
ldiky
3.1.3 Tvorba soli / Purifikdcia ; <filfrdcia>

3.1.2 Manyfacture of Crude Active Substance
3.1.3 Salt formation / Purification steps :
<filtration>

3.5 Vieobecné findlne postupy

3.5 General Finishing Steps .

3.5.1 Fyzikdlne wirobné postupy <filtrdcia>
3.5.2 Balenie do vniitorného obalu
* {uzavretie/zapeéatenic GRinnej latky do vniitomého
obalu, kiory je v prisamom kontakte s fizinnou
latkou)

3.5.3 Balenie do vonkaj$ieho obalu (umicstnenie
primérne zabaleného produktu do vonkaj¥icho
obalového materidlu. Toto tieZ zahfMia akékol'vek
oznalenic materlélu, ktoré sa mbZe poullt no
identifikdclu & vysledovanie (Eislo Sarke) d&innej
Titky)

3.5.1 Physical processing steps <filtration>

3.5.2 Primary Packaging
(enclosing/sealing the active substance within a
packaging meterial which is In direct contact with the
substance) ‘ :

3.5.3 Secondary Packaging ,
(placing the szaled primery packege within an cuter
packnaging material or container, This alse includes any
lebelling of the materia) which could ba used for
identificetion or traceability (lot numbering) of the ective
subslance)

3.6 Kontrola kvality / skii¥anie

3.6 Quality Control Testing

3.6.1 Fyzikdine / Chemické skusky -
3.6.2. Mikrobiologické skisky: okrem testov
sterility

3.6.1 Physical / Chemical testing

13.6.2 Microbiological lesting (excluding sterility

" testing)

Obmedzenia alebo vysvetlujiice pozndmky
tykajiice sa rozsahu tohto osvedéenia:/

“Telefon: +4212 5070 1111 Fax: +43172 5356 0023
- Détum / Date: 26.08.2014

Jir_:y restrictions or clarifying remarks related to the
Scope of this certificate:/
A

unvrvwe suklak
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