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ROZHODNUTIE

Statny ustav pre kontrolu dieciv, Bratislava ako prislusny organ &tatnej spravy na Gseku
humannej farmacie a drogovych prekurzorov podla § 64 ods.1 zakona &. 140/1998 Z. z. o
liekoch a zdravotnickych poméckach, o zmene zakona & 455/1991 Zb. o Zivnostenskom
podnikani (Zivnostensky zakon) v zneni neskor3ich predpisov a o zmene a doplneni zakona
C. 220/1996 Z. z. o reklame v zneni neskor$ich predpisov vydava na zaklade Ziadosti ¢.
2155/2006 podla § 13 ods. 2 a § 14 ods. 2 citovaného zakona toto

schvaluje

EL spol. s r. o.

Stredisko laboratérnych prac
Radlinského 17A, 052 01 Spisska Nova Ves

ako kontrolné laboratérium na vykonavanie farmaceutického skigania v nasledovnych
oblastiach:

- farmaceutické skusanie lickov, lie¢iv, produktov a pomocnych latok pre
humanne pouzitic a sklenenych obalov pre farmaceutické pouzitie za ucelom
kontroly a prepustania Sarzi lieckov na izemie EU

- priprava a kontrola reagenénych roztokov, odmernych a timivych roztokov

- skaSanie Aqua purificata

- skisanie infiznych a dialyza¢nych roztokov a vody pre ich riedenie

Odévodnenie:
Spolocnost EL spol. s.r.0., ziadostou poziadala Statny ustav pre kontrolu lieéiv o povolenie
vykonavat farmaceutické skusanie. '

Ziadatel preukazal splnenie podmienok na vydanie povolenia v zmysle § 13 ods. 2 zak. &
140/1998 Z. z. v zneni neskordich predpisov.

Poucenie:

Proti tomuto rozhodnutiu je mozno v zmysle § 53, 54, a 55, ods. 1 zakona &. 71/1967 Zb. o
spravnom konani v Uplnom zneni podat odvolanie v lehote do 15 dni odo dia oznamenia
na Statny ustav pre kontrolu lieciv, Kvetna 11, 825 08 Bratislava 26.

PharmDf. Jan Mazag
veduci sluzobného Uradu a riaditel




Translation from the Slovak language
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The A]?proving Decree came into force Bratislava 29 February, 2008
on 15" March 2008 - No: SUKL 08/1187
In Bratislava 15/03/2008 Approval No: S-08/08

APPROVING DECREE

State Institute for Drug Control in Bratislava as an appropriate authority of the State
Administration in the field of human pharmacy and drug precursors in compliance with
Article 64, section 1, Act 140/1998 coll. on Medicines and Medical Devices, amending Act
445/1991 coll. on business enterprising (The Trades Licensing Act) as amended by later
regulations and about amending and supplementing of Act 220/1996 coll. on Advertising as
amended by later regulations, Article 13 , sec.2 and Article 14 sec.2, based on the application
No 2155/2005 hereby

approves

EL spol. s r.o.

Division of Laboratory Services
Radlinského 17A, 052 01 Spisska Nova Ves

to be a control laboratory for performing pharmaceutical testing in the following fields:

- pharmaceutical testing of medicines, medical substances, pharmaceutical
products and adjuvans for human use and glass packages for pharmaceutical use
related with control and batch release on the area EU/EEA.

- reagent solution, volumetric and buffer solutions preparation and verification

- Aqua purificata testing

- Testing of infusion and dialysis solutions and water for their dilution

Reasoning:

Company EL spol. s r.o. submitted to the State Institute for Drug Control in Bratislava the
application for approval to perform pharmaceutical testing.

The applicant proved fulfillment of the requirements for the issue.of the Approving Decree
in compliance with Article 13, sec.2, Act 140/1998 as amended.

Instruction

An appeal against the present Decree , pursuant to Articles 53,54 and 55, sec.1 Act 71/1967
coll. on Administrative Procedure, can be submitted to the State Institute for Drug Control
Kvetna 11, 825 08 Bratislava within 15 days after the day of its delivery.

A round stamp: State Institute for Drug Control 02, pictured state coat of arms of the Slovak
Republic.
Illegible signature
PharmDr. Jan Mazag, director



“TRANSLATION CLAUSE

. Asa translator of the Slovak and English languages , registered by Ministry of Justice of the
. Slovak Republic , registration number 970251 dated of 8 March 2005, 1 certify that the

translation into English corresponds with the attached Slovak document.
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. Translation is registered under the sequential No ...".

Justina Kurillo

_O'ﬁ_'lcial interpreter’s seal
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