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_ Cislo povolenia
~~Authorisation number

Datum
Date

Nizov drzitel’a povolenia
Name of authorisation holder

Adresa miesta vyroby
Address(es) of manufacturing site(s)

Pravna registrovana adresa drzitel’a povolenia

Legally registerd address ofauthorisation holder

Rozsah povolenia a liekové formy

Scope of authorisation and dosage forms

Legalny zdklad povolenia

Legal basis of authorisation

Jield

2B POVOLENIE NA VYROBU
“COMMUNITY FORMAT FOR MANUFACTURER'S AUTORISATION

Rozhodnutie MZ SR
reg. ¢.:VL-016
12.1.2009

hameln rds a.s.

hameln rds a.s.
Horna 36

900 01 Modra
Slovenska Republika
Slovak Republic

hameln rds a.s.
Horna 36

900 01 Modra
Slovenska Republika
Slovak Republic

Ciastkova vyroba a dovoz
huminnych liekov, liekov na
klinické skaSanie, lieiv

a pomocnych latok v rozsahu
uvedenom v prilohich 1 a 2.
PRILOHA 1 a PRILOHA 2
Partial manufacture and

import of human medicinal
products, human investigational
medicinal products, API and
excipients according to annex | and 2.
ANNEX 1 and ANNEX 2

Zikon NR SR ¢. 140/1998 Z.z.

o liekoch a zdravotnickych
pomockach v zneni neskorsich
predpisov, Smernica 2001/83/ES
Eurépskeho parlamentu a Rady.
Act of the National Council of the
Slovak Republic No. 140/1998 Coll.
on Medicinal Products and Medical
Devices, Directive 2001/83/EC of the
European Parliament and

of the Council
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Meno zodpovednej osoby kompetentnej
autority ¢lenského Statu, ktora vydava
povolenie na vyrobu

Name of responsible officer of the competent
authority of the member state granting

the manufacturing authorisation

Podpis
Signature

Datum
Date

Pripojené prilohy
Annexes attached

2711

MUDr. Richard Rasi, MBA

---------------------------------------------------------

Dern/mesiac/rok BN
Day/month/year:



Priloha 1
Annex |

Priloha 2
Annex 2

Priloha 3
Annex 3

Priloha 4
Annex 4

Priloha 5
Annex 5

Priloha 6
Annex 6

Rozsah povolenia (Lieky pre humédnne
pouzitie)

Scope of authorisation

(Human Medicinal Products)

Rozsah povolenia (Lieky pre klinické
skusanie)

Scope of authorisation

(Human Investigational Medicinal Products)

Adresy kontraktnych miest vyroby
Addresses of Contract Manufacturing Site(s)

Adresy kontraktnych laboratérii
Addresses of Contract Laboratories

Mena kvalifikovanych oséb
Name of Qualified Persons

Mena zodpovednych oséb
Name of responsible persons

3411



PRILOHA 1
ANNEX 1

ROZSAH POVOLENIA

Scope of authorisation

Meno a adresa sidla: hameln rds a.s., Horna 36, 900 01 Modra, Slovenska republika
Name and address of the site: hameln rds a.s., Hornd 36, 900 01 Modra, Slovak Republic

X Lieky pre humanne pouzitie
Human Medicinal Products

POVOLENE OPERACIE
Authorised operations

& Vyrobné operdcie (podla Casti 1) Manufacturing Operations (according to part 1)

& Dovoz liekov (podl'a Casti 2) Importation of Medicinal Products (according to part 2)

Cast’' 1 - VYROBNE OPERACIE
Part 1 — Manufacturing Operations
Prepustanie a certifikdcie Sarze bez vyroby
Release and batch certification activities without manufacturing operations
Kontrola kvality — skt$anie
uality control testing

1.1 | Sterilné lieky Sterile products
1.1.3 Iba certifikdcia Sarze 1.1.3 Batch certification only
1.2 | Nesterilné lieky Non-sterile products
1.2.2 Iba certifikdcia Sarze 1.1.2 Batch certification only
1.6 | Kontrola kvality — skiiSanie Quality control - testing
1.6.1 Mikrobiologické: sterilné 1.6.1 Microbiological: sterility
1.6.2 Mikrobiologické: nesterilné 1.6.2 Microbiological: non - sterility
1.6.3 Fyzikélno - chemické 1.6.3 Chemical/Physical
1.6.4 Biologické 1.6.4 Biological
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