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POVOLENIE NA VYROBU
MANUFACTURER’S AUTHORISATION

e

Cislo povolenia
Authorisation number

Obchodné meno drzitel'a povolenia
Name of authorization holder

Miesto/miestd vykonu éinnosti
Address(es) of manufacturing site(s)

Sidlo drzitel'a povolenia
Legally registered address of authorisation holder

Rozsah povolenia a liekové formy
Scope of authorisation and dosage forms

Pravny zaklad povolenia
Legal basis of authorisation

Meno opravnene| osoby kompeteninej autority
Clenskeho Statu, ktora vydava povolenie na vyrobu

Rozhodnutie MZ SR reg. &
VL-048/10 zo dia 10.02.2010

Messer Tatragas, spol. sr.0.

Vidie Hrdlo 1/B
824 12 Bratislava

Chalupkova 9
819 44 Bratislava

Priloha 1
Annex |

Zakon €.140/1998 7.z..0 liekoch
a zdravotnickych poméckach

v zneni neskordich predpisov
Act No. 140/1998 Coll. on
Medicines and Medical

Device as amended later

¢lanok 40 Smernice 2001/83/ES/
Art. 40 of Directive 2001/83/EC/

MUD:r. Richard Ra%i. MPH
minister zdravotnictva
Slovenskej republiky

Name of responsible officer of the competent authority
of the member stategranting the manufacturing authorisation

i ._;_:'_._"' o
- f-"‘f:'rz% i __9'2/
Podpis e gl
Signature
Datum 18. 02. 2010
Date

Def/mesiac/rok
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PRILOHA 1
ANNEX 1

ROZSAH POVOLENIA
SCOPE OF AUTHORISATION

Nazov a adresa miesta vyroby Messer Tatragas, spol. s r.o., Vigie Hrdlo I/B.
Name and address of the site: 824 12 Bratislava, Slovenski republika

<] Humdnne lieky
| Human medicinal Products

.| POVOLENE CINNOSTI Authorised operations

[ Vyrobné operdcie (podla éasti 1) Manufacturing Operations (according to part 1)
LD Dovoz liekov (podla ¢asti 2) Importation of Medicinal Products (according to part 2)

'Cast’ 1 - VYROBNE OPERACIE
Part 1 - MANUFACTURING OPERATIONS

1.2, Nesterilné licky . 1.2. Non-sterile products
1.2.2 Iba certifikdicia Sarsi 1.2.2 Batch certification only

Akéekolvek obmedzenia alebo vysvet Fujice poznamky tykajiice sa rozsahu tohto certifkaty*
Any restrictions or clarifying remarks related to the scope of these Manufacturing operations*



Priloha 5
Annex 5

Meno kvalifikovanej osoby
Name of Qualified Person

Odborny zdstu pea :
Qualified Person:

Meno; Ing. Jana Némethova
Name: Odborny zistupca zodpovedny za zabezpecovanie kvality
liekav

( kvalifikovana odoba zodpovednd za prepustanic
a certifikdciu vyrobenych liekov)

Qualified person responsible for batch release and
certification of manufactured medicinal products

Adresa: Ukrajinska 8.
Address: 831 02 Bratislava. Slovenska republika




Priloha 6
Annex 6

Mena zodpovednych osib

Mame of responsible persons

Meno: Ing. Jana Némethova

Name: Odborny zastupea zodpovedny za zabezpetovanie kvality
lickov
Responsible person for quality assurance

Adresa: Ukrajinska 8.

Address: 831 02 Bratislava. Slovenska republika

Meno: Ing. Dezider Fotyi

Name: Odborny zastupca zodpovedny za vyrobu liekov
Responsible person for production

Adresa: Dlha nad Vahom &, 49,

Address: 927 05 Dlha nad Vahom. Slovenska republika

Mena: Ing. Jana Némethova

Name: Odborny zastupca zodpovedny za registraciu lickov
Responsible person for registration

Adresa: Ukrajinska 8.

Address: 831 02 Bratislava, Slovenska republika




