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OSVEDCENIE O DODRZIAVANT
SPRAVNEJ VYROBNEJ PRAXE
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Osveddenie d. /Certificate No.: SKiO13V/2016

CERTIFICATE OF GMP
COMPLIANCE OF

A MANIJFACTI]RER

Part ICast'l

Vydan6 po in5pekcii podl'a ilfnku 111(5)
Smernice 2001/83/ES

Kompetentny org6n Slovenskej republiky
potvrdzuj e nasledovn6:

Vfrobca
G.V.Pharma, a.s.x.

Strirova 55,920 0l Hlohovec
Slovenskd republika

Miesto vykonu iinnosti
Prev6dzkarei G.V.Pharma
976 13 Slovensk6 lJupia 566

Slovenski republika

bol kontrolovany podl'a n6rodndho kontroln6ho
programu v srivislosti s povolenim vyroby
d. VL-015/16 podl'a dl6nku 40 Smernice
2001/83/ES implementovanej do nasledujricej
n6rodne.i legislatfry: Zirkon NR SR (,.36212011

Z. z. o liekoch a zdravotnickych pom6ckach
a o zmene a doplneni niektorlfch z6konov
v zneni neskor5ich predpisov a vyhl65ky MZ SR
(,. 12812012 Z. z. o poZiadavk6ch na spr6vnu
vyfrobnri prax a poZiadavk6ch na spr6vnu
vel'kod istribudnLi prax.

Issued following an inspection in accordance
with Art. 1lf(il of Directive 2001183nC

The competent authority of Slovak Republic
confirms the following:

Manufacturer
G.V.Pharma, a.s.

Strirova 55,920 01 Hlohovec
Slovak Republic

Site address
Prev:idzkarei G.V.Pharma
976 13 Slovenskf IJupia 566

Slovak Republic

Has been inspected under the national inspection
program in connection with manufacturing
authorization no. VL-015/16 in accordance with
Aft. 40 of Directive 200ll83lBc transposed in the
following national legislation: Act No. 36212011
Coll. on Drugs and Medical Devices and on
Amendment and Supplementirrg of Certain Acts, as

amended later and Decree of the Ministry of Health
of the Slovak Republic No. 12812012 Coll. on
Requirements for the Good Manufacturing
Practices and Requirements for the Good
Distribution Practices.

Podl'a poznatkov ziskanych podas inSpekcie
tohto vyrobcu, ktor6 bola naposledy r,ykonanS
v dioch 25. 26.04.2016, bola u vyrobcu
posridenS zhoda s principmi a pravidlami
Spr6vnej vyrobne-f praxe, ktor6 sri stanoven6
v Smernici 20031941E5.
Toto osveddenie odr6Za stav vyrobndho miesta
v dase rryS5ie uvedenej inipekcie a nem6 sa

spoliehat' nato, Le odr62a stav zhody ak uplynuli
viac ako tri roky od d6tumu tejto in5pekcie. Na
zitklade pravidiel pre riadenie rizika, m6Ze
vyd6vajrica autorita skr6tit' alebo prediZit
platnost' osveddenia uvedenim tejto skutodnosti

-'i!i;iii;,'i42t : iiiio iii-r t',ax: +421

I)aturn I l)ate : {i9. 0i}. 201{i

From the knowledge gained during inspection of
this manufacturer, the latest of which was
conducted on April 25 - 26, 2016, it is eonsidered
that it complies with the principles and guidelines
of Good Manufacturing Practice laid down in
Directive 20031941F.C.

This certificate reflects the status of the
manufacturing site at the time of the 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 validity may b9 reduced or extended
using regulatory risk managpment principles by an
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v dasti Obmedzenia alebo rysvetl'ujfice
pozn6mky.

Toto osveddenieje platn6 iba ak obsahuje vSetky
strany a obidve Casti I a2.

Pravost' tohto osveddenia je moZn6 overit'
v EudraGMP. Ak sa osveddenie v dalabhze
nenachadza, kontaktujte prosim autoritu, ktorii
osveddenie vydala"
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entry in the Restrictions or Clarifling remarks field.

This certificate is valid only when presented witl-r

all pages and both Parts I and2.

The authenticity of this certificate may be verified
in EudraGMP. If it does not appear. please contact
the issuing authority.

Cast'2 PzrtZ

1lnr.,Rotsl\E OPtrRACIE - irEl<v r MANUFACTURI.NG OPEBATIONS
- MEDICTNAL PRODUCTS

1.2 Nesteriln6lieky 1.2 Non-sterile products

1.2. I Nesterilnd lielq, (spracovatefskd operdcie
pre nasledujilce liekov,! formy)

1.2.1.8 In6 tuhd liekov6 formv
1.2.1.13 Tablety

1.2. I Non-sterile products (processing operations

for the following dosage.forms)
I .2" 1 .8 Other solid dosage forms
I .2.1 .13 Tablets

I 
" 
2. 2 Batch certification

1.5 Balenie 1.5 P:ackaging

I .5.I Balenie do vntitorndho obalu
1.5.1.8 In6 tuhd liekovd fonnv
1"5.1.13 Tablefy

1.5. I Primary packing
I .5.1 ^B Other solid dosage forms
1 .5.1 " 13 Tablets

1.5.2 Balenie do vonkajiieho obalu L5.2 Secondary packing

1.6 Kontrola kvality - skriSanie l.6 Quality control testing

1.6.3 Chemickd / Fyzikdlne shiilqt L6.3 Chemical / Physical

Hum6nne liekv Human Medicinal Products

Obmedzenia alebo vysvetfujuce pozndmlry Any restrictions or clariJying remarks related
tykajilce sa rozsahu tohto osvedienia: to the scope oJ this certiJicate:
Povolenie zahriuje manipuliiciu s penicilinrni pri The authorisation includes the handling of penicillines
vSetkych uvedenych liekovj'ch form6ch a operiici6ch. regarding all mentioned dosage forms and operations.
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'PharmDr. JdnV Rratislave 09.06.2016
riaditel'i"r,/

Director of the State Institute for Drug Control
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