POVOLENIE NA VYROBU
MANUFACTURER’'S AUTHORISATION

A
1. Cislo povolenia VL-033/16 zo diia 19.08.2016
Authorisation number

2. Obchodné meno drzitel'a povolenia GALVEX spol. s r. o.
Name of authorisation holder

3. Miesto/miesta vykonu ¢innosti Jegorovova 37, 974 01 Banska Bystrica
Address of manufacturing site Slovenska republika
4. Sidlo drzitel'a povolenia Jegorovova 37, 974 01 Bansk: Bystrica

Legally registered address of authorisation holder Slovenska republika

5. Rozsah povolenia a liekové formy Priloha 1
Scope of authorisation and dosage forms Annex 1

6. Pravny ziklad povolenia ¢lanok 40 Smernice 2001/83/ES
Legal basis of authorisation Art. 40 of Directive 2001/83/ES

7. Meno zodpovednej osoby kompetentne;
autority ¢lenského Statu, ktord rudi za
pravost’ povolenia na vyrobu
Name of responsible officer of the competent PharmDr. Peter Poticéek, PhD., MSc.
authority of the member state granting the  Executive Director and Head of Service
manufacturing authorisation Office State Institut for Drug Control

8. Podpis
Signature
9. Détum 14.12.2023
Date
10. Pripojené prilohy Priloha 1,4, 5,6

Annexes atteched Annex 1,4,5,6



ROZSAH POVOLENIA

SCOPE OF AUTHORISATION
Nazov a adresy miest vyroby
Name and addresses of the sites

PRILOHA 1
ANNEX 1

I3

GALVEX spol. s r. 0., Jegorovova 37, 974 01 Banska Bystrica

Humanne lieky/Human Medicinal Products

POVOLENE CINNOSTI
AUTHORISED OPERATIONS

Vyrobné operécie (podla Casti 1)
Manufacturing Operations (according to Part 1)

1 VYROBNE OPERACIE 1 MANUFACTURING OPERATIONS |
~LIEKY — MEDICINAL PRODUCTS
1.2 Nesterilné lieky 1.2 Non-sterile products

1.2.1 Nesterilné lieky (spracovatelské operdcie
pre nasledufiice liekové formy)
1.2.1.5 Kvapaliny na vonkajic pouZitie
1.2.1.6 Kvapaliny na vimitorn¢ pouZitie
1.2.1.11 Polotuhé lieky
1.2.1.12 Capiky
1.2.1.13 Tablety

1.2.1 Non-sterile products (processing operations for
the following dosage forms)
1.2.1.5 Liquids for external use
1.2.1.6 Liquids for internal use
1.2.1.11 Semi-solids
1.2.1.12 Suppositories
1.2.1.13 Tablets

1.2.2 Certifikdcia Sarzi

1.2.2 Batch certification

1.4 Iné lieky alebo spracovatel’ski Einnost’

1.4 Other products or processing activity

1.4.1 Vyroba:
1.4.1.3 Inych lickov — rozvaZzovanie a
rozpliiovanie lie€iv a pomocnych latok

1.4.1 Manufacture of:

»  1.4.1.3 Other — dispensing and filling active

substances and excipients

&

1.5 Balenie

1.5 Packaging

1.5.1 Balenie do vmitorného obalu
1.5.1.5 Kvapaliny na vonkajie poZitie
1.5.1.6 Kvapaliny na vnitorné pouZitie
1.5.1.11 Polotuhé lieky

1.5.1 12 Capiky
1.5.1.13 Tablety

1.5.1 Primary packing
1.5.1.5 Liquids for external use
1.5.1.6 Liquids for internal use
1.5.1.11 Semi-solids
1.5.1.12 Suppositories
1.5.1.13 Tablets

1.5.2 Balenie do vonkajsieho obalu

1.5.2 Secondary packing

1.6 Kontrola kvality - skafanie

1.6 Quality control testing

1.6.2 Mikrobiologické skusky: nesterilné lieky
1.6.3 Chemické / Fyzikdlne skusky

1.6.2 Microbiological: non-sterility
1.6.3 Chemical / Physical




Adresy zmluvnych laboratorii:
Addresses of Contract Laboratories

EL, spol.s r. 0.
Radlinského 17A/1575
052 01 Spisska Nova Ves
Slovenska republika

EUROFINS BEL/NOVAMANN s. r. 0.,
Komyjaticks 73

940 02 Nové Zamky

Slovenska republika

PRILOHA 4
ANNEX 4

A



Men4 kvalifikovanych oséb
Names of Qualified Persons

PharmDr. Libugc Kamasova

Ing. Viera Durisova

Ini Ol’ia Hiadlovska

PRILOHA 5
ANNEX 5



PRILOHA 6
ANNEX

Meno zodpovednej osoby za zabezpedenie kvality PharmDr. Libuse Karnfiasové
Name of person responsible for quality assurance

Meno zodpovednej osoby za vyrobu Mgr. Jana Latindkova
Name of person responsible for production

Meno zodpovednej osoby za registraciu a farmakovigilanciu PharmDr. Maria Medvecka
Name of person responsible for registration and pharmacovigifance





