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OSVEDCENIE O DODRZIAVANI
SPRAVNEJ VYROBNEJ PRAXE
VYROBCOM

Cast' 1

STATNY USTAV PRE KONTROLU LIECIV
Kvetna 11, 825 08 Bratislava 26

Osved¢enie &, /Certificate No.: SK/008V/2017

CERTIFICATE OF GMP
COMPLIANCE OF
A MANUFACTURER

Part1

Vydané po inSpekcii podl’a élanku 111(5)
Smernice 2001/83/ES a podPa ¢lanku 15
Smernice 2001/20/ES.

Kompetentny orgén Slovenskej republiky
potvrdzuje nasledovné:

Vyrobca
HBM Pharma s.r.o., Sklabinska 30,
036 80 Martin, Slovenska republika

Miesto vykonu ¢innosti
Sklabinska 30, 036 80 Martin,
Slovenska republika

bol kontrolovany podl'a narodného kontrolného
programu v suvislosti s povolenim vyroby
¢. VL-006/17 podla ¢&lanku 40 Smernice
2001/83/ES a ¢lanku 13 Smernice 2001/20/ES
implementovanej do nasledujicej narodnej
legislativy: Zakon NR SR ¢&. 362/2011 Z.z. o
liekoch a zdravotnickych poméckach a o zmene
a doplneni niektorych zidkonov v zneni
neskor§ich predpisov a vyhlasky MZ SR &
128/2012 Z. z. o poZiadavkdch na sprivnu
vyrobni prax a poziadavkiach na spravnu
vel'kodistribuéni prax.

Issued following an inspection in accordance
with Art. 111(5) of Directive 2001/83/EC and
Art. 15 of Directive 2001/20/EC.

The competent authority of Slovak Republic
confirms the following:

Manufacturer
HBM Pharma s.r.o., Sklabinska 30,
036 80 Martin, Slovak Republic

Site address
Sklabinska 30, 036 80 Martin,
Slovak Republic

Has been inspected under the national inspection
program in connection with manufacturing
authorization no. VL-006/17 in accordance with
Art. 40 of Directive 2001/83/EC and Art. 13 of
Directive 2001/20/EC transposed in the following
national legislation: Act No. 362/2011 Coll. on
Drugs and Medical Devices and on Amendment and
Supplementing of Certain Acts, as amended later and
Decree of the Ministry of Health of the Slovak
Republic No. 128/2012 Coll. on Requirements for
the Good Manufacturing Practices and
Requirements for the Good Distribution Practices.

Podl'a poznatkov ziskanych po&as in§pekcie tohto
vyrobcu, ktord bola naposledy vykonana v diloch

15.-17.02.2017, bola u vyrobcu posudena zhoda

s principmi  a pravidlami Spravnej vyrobnej
praxe, ktoré si stanovené v Smernici
2003/94/ES.

Toto osvedCenie odrdZa stav vyrobného miesta

v &ase vysSie uvedenej inSpekcie anema sa

spoliehat’ na to, Ze odraza stav zhody ak uplynuli

viac ako tri roky od datumu tejto inSpekcie. Na

zdklade pravidiel pre riadenie rizika, moZze

vydavajlica autorita skrati alebo predizit

platnost’ osved€enia uvedenim tejto skuto&nosti
v Casti Obmedzenia alebo vysvetl'ujice
poznamkKy.

From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted
on February, 15. — 17, 2017, it is considered that it
complies with the principles and guidelines of Good
Manufacturing Practice laid down in Directive
2003/94/EC.

This certificate reflects the status of the
manufacturing site at the time of the inspection noted
above and should not be relied upon to reflect the
compliance status if more than three years have
elapsed since the date of that inspection. However,
this period of validity may be reduced or extended
using regulatory risk management principles by an
entry in the Restrictions or Clarifying remarks field.
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Toto osvedgenie je platné iba ak obsahuje vietky
strany a obidve Casti 1 a 2.

Pravost tohto osvedlenia je moZné overit
v EudraGMP. Ak sa osved&enie v databize
nenachadza, kontaktujte prosim autoritu, ktora
osvedCenie vydala.

Cast’ 2

This certificate is valid only when presented with all
pages and both Parts 1 and 2.

The authenticity of this certificate may be verified in
EudraGMP. If it does not appear, please contact the
issuing authority.

Part 2

Humanne lieky
SkaSané produkty na huménne pouZitie

Human Medicinal Products
Human Investigational Medicinal Products
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1.1 Sterilné llzky R e e

MANUFA JRING OPER O
EDICINAL PRODUCTS
1.1 Sterile products A R e, o)

1.1.1 Asepticky vyrdbané (spracovatelské
operdcie pre nasledujuce liekové formy)
1.1.1.4 Maloobjemové kvapaliny

1.1.1 Aseptically prepared (processing operatzons

Jor the following dosage forms)
1.1.1.4 Small volume liquids

1.1.2 Findlne sterilizované (spracovatel’ské
operdcie pre nasledujice liekové formy)
1.1.2.3 Maloobjemové kvapaliny

1.1.2 Terminally sterilised (processing operations

Jor the following dosage forms)
1.1.2.3 Small volume liquids

1.1.3 Certifikdcia Sarzi
1.2 Nesterilnélieky |
1.2.1 Nesterilné lieky (spracovatel’ské operdcie

pre nasledujuce liekové formy)
1.2.1.13 Tablety

L

1.1.3 Batch certification
1.2 Non-sterile products

1.2.1 Non-sterile products @rocessmg operatzons

Jor the following dosage forms)
1.2.1.13 Tablets

1.2.2 Certifikacia Sarzi

1.2.2 Batch certiﬁcation

 1.5Balenie

[ 15Packaging
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1.5.1 Balenie do vnutorného obalu
1.5.1.1 Tvrdé kapsuly
1.5.1.13 Tablety

1.5.1 Primary packing

1.5.1.1 Capsules, hard shell
1.5.1.13 Tablets

1.5.2 Balenie do vonkajsieho obalu

1.5.2 Secondary packing

Ty

1.6 Kontrola kvality - skasanie

| 1.6 Quality control testing
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1.6.1 Mikrobiologické skusky: sterilné Izeky
1.6.2 Mikrobiologické skusky: nesterilné lieky
1.6.3 Chemické / Fyzikdlne skusky

1.6.4 Biologické skusky

1.6.1 Microbiological: sterility
1.6.2 Microbiological: non-sterility
1.6.3 Chemical / Physical

1.6.4 Biological
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2.1 1 Mzkrobtologzcke skusky sterzlne lieky
2.1.2 Mikrobiologické skusky: nesterilné lieky
2.1.3 Chemické / Fyzikdlne skusky

2.2.1 Sterilné lieky
2.2.1.1 Asepticky vyrabané
2.2.1.2 Finalne sterilizované

2.1.1 Microbiological: sterility

2.1.2 Microbiological: non-sterility
2.1.3 Chemzcal / Physical

2.2.1 Sterile products
2.2.1.1 Aseptically prepared
2.2.1.2 Terminally sterilised

2.2.2 Nesterilné lieky

2.2.2 Non-sterile products

Obmedzenia alebo vysvetlujiice pozndmky Any restrictions or clarifying remarks related to
Wkajiice sa rozsahu tohto osveddenia:
Platnost’ osvedCenia je skratend na dva roky od Validity is reduced to two years since the date of

datumu inSpekcie z d6vodu sterilnej vyroby.
1.6.4 Biologické skusky - len LAL test

V Bratislave 21.03.2017
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the scope of this certificate:

inspection because of sterile production.
1.6.4 Biological - only LAL test
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PharmDr. Zuzana Bat'ova, PhD.

riaditel’ka
Director of the State Institute for Drug Control
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