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Osveddenie d. /Certificate No.: SK/027V/20 I 5

CERTIFICATB OF GMP
COMPLTANCE OF

A MANUFACTURBR

Part I

Vydan6 po in5pekcii podl'a ilinku 111(5)
Smernice 2001/83iES

Kompetentny orghn Slovenskej republiky
potvrdzuj e nasledovn6:

Vfrobca
EL spol. s r.o.

Radlinsk6ho 17 N1575
052 01 Spi5skri Nov{ Ves

Slovensk6 republika

Miesto vjkonu iinnosti
EL spol. s r.o.

Radlinsk6ho 17Nl575
052 01 SpiSskd Novi Ves

Slovensk{ republika

bol kontrolovanli podl'a n6rodndho kontroln6ho
programu v stivislosti s Rozhodnutim St6tneho
fstavu pre kontrolu liediv d. S-O8ZOA

a povoleniami u-iroby, v kton-ich je organizhcia
uveden6 ako zmluvn6 kontroln6 laborat6rium
podl'a dl5nku 40 Smernice 2001/83/ES
implementovanej do nasledujircej nrirodnej
legislatfvy: ZSkon NR SR (,. 36212011 Z. z. o
liekoch a zdravotnickych pomOckach a o zlnene
a doplneni niektor,y'ch z6konov v zneni
neskor5ich predpisov a vyhli5ky MZ SR d.

12812012 Z, z, o poZiadavk6ch na spr6vnu
vlrobnir prax a poZiadavkSch na spr6vnu
vefkodistribudnf prax.

Issued following an inspection in accordance
with Art. 111(5) of Directive 2001/83/EC

The competent authority of Slovak Republic
confirms the followins:

Manufacturer
EL spol. s r.o.

Radlinsk6ho 17 N1575
052 01 Spi5skf Nov6 Ves

Slovak Republic

Site address
EL spol. s r.o.

Radlinsk6ho l7 N1575
052 01 SpiSskd Novf Ves

Slovak Republic

Has been inspected under the national irrspection
program in connection with Decision of the State
lnstitute for Drug Control No. S-OSIOS and
manufacturing authorizations, where the company
is listing as a site of QC testing in accordance with
Art. 40 of Directive 20011831 transposed in the
following national legislation: Act No. 36212011
Coll. on Drugs and Medical Devices and on
Amendment and Supplernenting 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 v,-frobcu, ktorS bola naposledy vykonanil
v df,och 29. 06 - 01. 07. 2015, bola u vfrobcu
posfiden6 zhoda s principmi a pravidlami
Spr6vnej qfrobnej praxe, ktor6 sri stanoven6
v Smernici 20031941F5

Toto osveddenie odrLLa stav vyrobndho miesta
v dase vySSie uvedenej inSpekcie a nem6 sa

spoliehat' nato, Le odrffia stav zhody ak uplynuli
viac ako tri roky od dStumu tejto in5pekcie. Na

f-cle{iirr: +421 25070 lll Fax: 't-421 255560022
L)lrlrltr. I)irtc: l5 (l(/ 2lll5

From the knowledge gained duririg inspection of
this manufacturer, the latest of which was
conducted on June 29 July 1, 2075, it is
considered that it complies with the principles and
guidelines of Good Manufacturing Practice laid
down in Directive 2003194tF.C.

This certificate reflects the status of the
manufacturing site at the tirne of the inspection
noted above and should not be relied upon to reflect



zhklade pravidiel pre riadenie rizika, nr6Ze
vydrlvajrica autorita skrritit' alebo prediZit'
platnost' osveddenia uvedenfm tejto skutodnosti
v dasti Obmedzenia alebo vysvetl'ujfce
pozn6mky.

Toto osveddenie je platnd iba ak obsahuje v5etky
strany a obidve Casti I a2.

Pravost'tohto osveddenia je nroZnd overit'
v EudraGMP. Ak sa osveddenie v daLabdze
nenach6dza, kontaktujte prosim autoritu, ktor6
osveddenie vydala.

irt,,.,:lir 825 08 BRATIS 26 ,j.:,t:,r gLOVrt'lsKA REpUBLIKA

elapsed since the date of that inspection. However,
this period of validity may be reduced or extended
usir-rg regulatory risk mauagement principles by an
entry in the Restrictions or Clarifying remarks field.

This certificate is valid only when presented with
all pages and both Pafts I and2.

Tlre authenticity of this cefiificate may be verified
in EudraGMP. If it does not appear, please contact
the issuing authority.

iast'2 Part2

Hum6nne lieky Humau Medicirral Products

1 MANUFACTURING OPERATIONS
- MEDICINAL PRODUCTS

1.6 Kontrola kvalitv - skf5anie 1.6 Quality control testing

I.6. 1 Milwobiologicke skililcy: sterilnd lielry
1 . 6. 2 Milcr o b i o I o gi ckd s kui lq) : ne s t er ilnd I i e lgt
1.6.3 Chemickd / Fyzikdlne skililqt
1. 6. 4 Biologickd skulky

1.6. I Microbiological : steriliQ
1. 6. 2 Microbiological : non-steril ity
L6.3 Chentical / Physical
L6.1 Biological

2 DOVOZLIEKOV 2 IMPORTATION OF MEDICINAL
PRODUCTS

2.1 Kontrola kvality - skflanie
dov6t'ani'ch liekov

2.1 Quality control testing of imported
medicinal products

2. 1. 1 Milwobiologickd sktiiky: sterilnd lielry
2. 1 . 2 Milrr o b i o I o gi c kd s klii lq, : ne s t er il n d I i e lqt
2.1.3 Chemickd / Fyzikdlne sktiilry
2. 1.1 Biologickd skuilq

2. l. I Microbiological: steriliq,
2. l. 2 Microbiological : non-sterility
2.1.3 Chemical / Physical
2.1.4 Biological

Obme dz enia al e b o vysv e t luj tic e p ozn dmlqt
tykajilce sa rozsahu tohto osvedienia:
Zmluvnym paftnerom pre Analyzu vel'kosti
dastic laserovou difrakciou (Ph. Eur. 2.9.31) je
hameln rds, a.s., Modra, Slovensk6 republika.
Z biologicklch skri5ok je vykonSvanlf LAL test
(Ph. Eur. ()1.2.6.14).

pre

Any restrictions or clarifuing remark,s related to the
scope of this certificate:
The contractor for Particle Size Analysis by Laser
Light Diffiaction (Ph. 8ur. 2.9.31) is harneln rds,
a.s., Modra, Slovak Republic.
Frorn biological testing is performed the LAL test
(Ph. Eur. Aft.2.6.14\.

Director of the State Institute for Drus Control
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V Bratislave 25. 09.2015
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