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POVOLENIE NA VYROBU

o / 4 Ty COMMUNITY FORMAT FOR MANUFACTURING AUTORISATION
\ i ' k_fai;sio povolenia Rozhodnutie MZ SR
R // Authorisation number reg.c.: VL-033/16
RET Date zo diia 19.08. 2016
2¢ Nazov vyrobcu/drzitel’a povolenia GALVEX, spol.sr.o.
Name of authorisation holder
3. Adresa miesta vyroby GALVEX spol. sr.0.
Address of manufacturing site Jegorovova 37, 974 01 Banské Bystrica
Slovenska republika / Slovak Republic
4. Prévne registrovand adresa GALVEX, spol. sr.o.
drzitel'a povolenia Jegorovova 37, 974 01 Banska Bystrica
Legally registered address of Slovenska republika / Slovak Republic

authorisation holder
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S Rozsah povolenia a liekové formy Vyroba humannych nesterilnych liekov
Scope of authorisation and dosage a rozvazovanie a rozpliiovanie lieciv
a pomocnych latok
(priloha 1 a priloha 2)
Manufacture of human nonsteril medicinal
products and dispensing and filing of
medicaments and excipients
(Annex 1 and annex 2)

6.  Pravny zaklad povolenia Zakon &. 362/2011 Zb. z. o liekoch
 Legal basis of authorisation a zdravotnickych poméckach v zneni neskor$ich
predpisov

Slovak Law No:362/2011

¢lanok 40 Smernice 2001/83/ES

¢lanok 13 Smernice 2001/20/ES
Art. 40 of Directive 2001/83/EC/
Art. 13 of Directive 2001/20/EC/

&

78 Meno zodpovednej osoby kompetentnej autority
¢lenského Statu, ktory vydédva povolenie na vyrobu Tomas Drucker
Name of Responsible officer of the competent authority minister zdravotnictva Slovenskej republiky
of the member state granting the manufacturing Minister of Health of the Slovak Republic
authorisation
8. Podpis : ?J‘W .. PESg B
Signature
1.8.:701.. 2017
9. BIAtiines 7 Sl 20 nmi T S et i te, T i e s S
Date Defi/mesiac/rok
10.  Prilozené prilohy . S
Annexes attached Vil
S
3 z :\‘A‘- '\l/
-



Priloha 1
Annex 1

Priloha 2
Annex 2

Priloha 3
Annex 3

Priloha 4
Annex 4

Priloha 5
Annex 5

Povolené operacie (humaénne lieky)
Authorised manufacturing operations

Zoznam a adresy zmluvnych laboratérii
List and addresses of contract laboratories

Mena a adreéy kvalifikovanych 0sob
Names and addresses of qualified persons

Meni a adresy odbornych zastupcov
Names and adrresses of responsible persons

Détum a zameranie poslednej inpekcie tatnej
autority
Date and scope last authority inspection
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ROZSAH POVOLENIA
SCOPE OF AUTHORISATION
Meno a adresa sidla:

Name and address of the site:

PRILOHA 1

ANNEX 1

GALVEX, spol. s r.o. Jegorovova 37

974 01 Banska Bystriea, Slovensko

Humanne lieky

Human Medicinal Products

1 VYROBNE OPERACIE
- LIEKY

1 MANUFACTURING OPERATIONS
— MEDICINAL PRODUCTS

1.2 Nesterilné lieky

1.2 Non-sterile products

1.2.1 Nesterilné lieky (spracovatelské operdcie
pre nasledujice liekové formy)
1.2.1.5 Kvapaliny na vonkajsie pouZitie
1.2.1.6 Kvapaliny na vnutorné 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’ska ¢innost’

1.4 Other products or processing activity

1.4.1 Vyroba:
1.4.1.3 Inych liekov — rozvaZovanie
a rozplfiovanie 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 vniitorného obalu
1.5.1.5 Kvapaliny na vonkajsie poZitie
1.5.1.6 Kvapaliny na vautorné pouZzitie
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 - skiiSanie

1.6 Quality control testing

1.6.2 Mikrobiologické skusky: nesterilné lieky
1.6.3 Chemické / Fyzikalne skusky

1.6.2 Microbiological: non-sterility
1.6.3 Chemical / Physical
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PRILOHA 2
ANNEX 2
Zoznam a adresy zmluvnych laboratorii

List and addresses of contract laboratories

EL spol. s r.o.
Radlinského 17A

052 01 Spisska Nova Ves
SR

EUROFINS BEL/NOVAMAN s.r.o,
Komjaticka 73

940 02 Nové Zamky

SR
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PRILOHA 3
ANNEX 3

Men4 a adresy kvalifikovanych oséb
Names and addresses of qualified persons

PharmDr. LibuZe Kamasova

Ochrana osobnych udajov

Personal data protection

Ing. Viera Durisova
Ochrana osobnych udajoy

Personal data protection

PharmDr. Mdria Medvecks

Ochrana osobnych udajov

Personal data protection
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PRILOHA 4
ANNEX 4

Mena a adresy odbornych zistupcov
Names and adrresses of responsible persons

Meno osoby zodpovednej za zabezpefovanie kvality PharmDr. Libuge Kamasova

Name(s) of person(s) responsible for quality Gchrana osobnych Gdajov
assurance Personal data protection
Meno osoby zodpovednej za vyrobu Megr. Jana Latindkova
Name) ofperson responsibleforproduction Ochrana osobnych ddajov

Personal data protection

Meno osoby zodpovednej za registraciu PharmDr. M4ria Medvecka
Name of person responsible for registration Ochrana osobnych idajov

Personal data protection

Meno osoby zodpovednej za farmakovigilanciu PharmDr. Maria Medveck4
Name ofperson responsibleforpharmacovigilance Ochrana osobnych ddajov

Personal data protection
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Ditum a zameranie poslednej inSpekcie
Date and scope last authority inspection

Datum a rozsah poslednej indpekcie
Date and Scope of Last Authority Inspection

Typ inSpekcie:
Inspection type:

Rozsah in3pekcie:
Inspection scope

PRILOHA 5
ANNEX 5

7.-9. september 2016

Priebeznd inSpekcia SVP za G&elom vydania osved&enia
SVP
Continuos inspection, issuance Certificate GMP

Vyrobné a skladovacie priestory, zariadenia, personal,
dokumentacia, kontrola kvality, zabezpegenie kvality

a suvisiace systémy

Manufacturing and storing areas, equipment, personnel,
documentation,quality control, quality assurance and
quality management system
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