CERTIFIKAT O DODRZIAVANI
SPRAVNEJ VYROBNEJ PRAXE
VYROBCOM

Cast’ 1
Vydané po in§pekceii podl’a ¢lanku 111(5)
Smernice 2001/83/ES

Kompetentny organ Slovenskej republiky
potvrdzuje nasledovné:

Vyrobca
BIOMIN, a.s.. Poto¢na 1/1, 919 43 Cifer
Slovenska republika

Miesto vvkonu ¢innosti
BIOMIN, a.s., Poto¢na 1/1. 919 43 Cifer
Slovenska republika

bol kontrolovany podla narodného kontrolného
programu v suavislosti s povolenim vyroby
¢. VL-018/11 podla ¢lanku 40 Smernice
2001/83/ES implemenovanej do nasledujicej
narodnej legislativy: Zakon NR SR ¢. 362/2011
Z. z. 0 liekoch a zdravotnickych pomdckach a o

zmene a doplneni niektorych zédkonov a
Vyhlasky MZ SR ¢ 274/1998 Z.z. o
poziadavkach na spravnu  vyrobni  prax
aspravnu  velkodistribuéni  prax v zneni
neskorsich predpisov
a

je vyrobcom lie¢iva, ktory bol podrobeny
inSpekcii  podla  ¢lanku  111(1) Smernice

2001/83/ES implementovanej do nasledujucej
narodnej legislativy: Zakon NR SR ¢. 362/2011
Z.z. o liekoch a zdravotnickych poméckach a o

zmene a doplneni niektorych zakonov a
Vyhlasky MZ SR ¢ 274/1998 Z.z. o
poziadavkach na spravnu  vyrobnu  prax
aspravnu  velkodistribuéntt  prax v zneni

neskorsich predpisov.
Podla poznatkov ziskanych pocas inSpekcie
tohto vyrobcu, ktora bola naposledy vykonana
drioch 28. 02 — 01. 03. 2012, bola u vyrobcu

posudend zhoda s principmi  a pravidlami
Spravnej vyrobnej praxe, ktoré su stanovené
Felefon: <421 2 5070 1111 Fax: +4210 2 3356 0022
Datum 7 Pate: 02.03.2012
Podpis - Signature
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Certifikat ¢. /Certificate No.: SK/012V/2012

CERTIFICATE OF GMP
COMPLIANCE OF
A MANUFACTURER

Part 1
Issued following an inspection in accordance
with Art. 111(5) of Directive 2001/83/EC

The competent authority of Slovak republic
confirms the following:

Manufacturer
BIOMIN, a.s., Poto¢na 1/1, 919 43 Cifer
Slovak republic

Site address
BIOMIN, a.s.. Poto¢na 1/1, 919 43 Cifer
Slovak republic

Has been inspected under the national inspection
programme in connection with manufacturing
authorisation no. VL-018/11 in accordance with
Art. 40 of Directive 2001/83/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
and Decree of the Ministry of Health of the Slovak
Republic No. 274/1998 Coll. on Requirements for
the Good Manufacturing Practices and Good
Distribution Practices as amended later
and

is an active substance manufacturer that has been
inspected in accordance with Art. 111(1) of
Directive 2001/83/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 and Decree of
the Ministry of Health of the Slovak Republic No.
274/1998 Coll. on Requirements for the Good
Manufacturing Practices and Good Distribution
Practices as amended later.
From the knowledge gained during inspection of
this manufacturer, the latest of which was
conducted on February, 28. — March 01. 2012, it is
considered that it complies with the principles and
guidelines of Good Manufacturing Practice laid

suk! e sk

Date: U2 a5 2042

. mail http: s www sukish

| ¥itum

Nignie

chitn o Inspeci
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v Smernici 2003/94/ES

a
bola u vyrobcu posidena zhoda s principmi
Spravnej vyrobnej praxe pre lie¢iva odvolavajuc
sa na Clanok 47 Smernice 2001/83/ES.

Tento certifikat odraza stav vyrobného miesta v
Case vySSie uvedene] inSpekcie anema sa
spoliehat’ na to, ze odraza stav zhody ak uplynuli
viac ako tri roky od datumu tejto inSpekcie. Po
tomto Case sa ma konzultovat’ s autoritou, ktora
certifikat vydala.

Tento certifikat je platny iba ak obsahuje vetky
strany a obidve Casti 1 a 2.

Pravost” tohto certifikatu moze overit’ autorita,
ktora certifikat vydala.

Cast’ 2

825 08 BRATISLAVA 26 SLOVENSKA REPUBLIKA

down in Directive 2003/94/EC

and
it is considered that it complies with the principles
of Good Manufacturing Practice for active
substances referred to in Article 47 of Directive
2001/83/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, after which
time the issuing authority should be consulted.

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

The authenticity of this certificate may be verified
with the issuing authority.

Part 2

Humanne lieky

Human Medicinal Products

1 VYROBNE OPERACIE

- autorizované vyrobné operiacie zahfiaji celkovi
aCiastkovi  vyrobu  (vratane  rdéznych  procesov
rozvaZzovania, balenia alebo priprava na expediciu),
prepustanie SarZi a certifikaciu. skladovanie a distribiciu
$pecifikovanych liekovych foriem pokial’ nebolo stanovené
inak;

- kontrola kvality a/alebo prepuait'anie a certifikicia
Sarzi bez vyrobnych opericii majiu byt’ Specifikované
podla prislu$nych poloZiek;

- ak spolotnost vyrdba lieky so  Specialnymi
poziadavkami, napr. radiofarmaka alebo lieky obsahujice
penicilin, sulfonamidy, cytotoxické latky, cefalosporiny,
latky s hormondlnym a¢inkom alebo iné alebo potencidlne
nebezpeéné aktivne ingrediencie, ma byt uvedené pod
prisludnym typom lieku a lieckovou formou.

1 MANUFACTURING OPERATIONS

- authorised manufacturing operations include total and partial
manufacturing (including various processes of dividing up,
packaging or presentation). batch release and certification,
storage and distribution of specified dosage forms unless
informed to the contrary;

- quality control testing and/or  release and batch
certification activities without manufacturing operations
should be specified under the relevant items;

- if the company is engaged in manufacture of products with
special requirements e.g. radiopharmaceuticals or products
containing penicillin, sulphonamides, cytotoxics,
cephalosporins, substances with hormonal activity or other or
potentially hazardous active ingredients this should be stated
under the relevant product type and dosage form.

1.2 Nesterilné lieky

1.2 Non-sterile products

1.2.1 Nesterilné lieky (zoznam liekovych foriem)
1.2.1.8 Iné tuhé liekové formy — peroralny
prasok

1.2.1 Non-sterile products (list of dosage forms)

1.2.1.8 Other solid dosage forms — powder of
oral use

1.6 Kontrola kvality - skuSanie

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

Telefon: +421 2 5070 1111 Fax: =421/ 2 5556 0022
Datum  Date: 02.05.2012
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3 VYROBA LIECIV:

3 MANUFACTURE OF ACTIVE
SUBSTANCES:

3.2 Extrakcia lieciv z prirodnych zdrojov

3.2 Extraction of Active Substance from Natural
Sources

3.2.2 Extrakcia ldtky zo Zivocisneho
zdroja: Calcii carbonas ex testae ovi
(Biomin substancia. povodom z
vajecnych skrupin)

3.2.1 Extraction of substance from plant
source: Calcii carbonas ex testae ovi
(Biomin substance, originating from the
egg shells)

3.5 VSeobecné finalne posfupy

3.5 General Finishing Steps

3.5.1 Fyzikdlne vyrobné postupy
suSenie, mletie, tepelné osetrenie,
homogenizacia

3.5.2 Balenie do vhutorného obalu
(uzavretie/zapecatenie lieCiva
v baliacom materiali, ktory je
v priamom kontakte s lieCivom)

3.5.3 Balenie do vonkajsieho obalu

! (umiestnenie zapecateného

: primarneho balenia vo vonkajsom

obalovom materiali alebo v

kontajneri. Toto tiez zahrna

akekol'vek oznacCenie materialu,

a vystopovanie (Cislo Sarze) lieciva.)

! ktoré sa moze pouzit na identifikaciu |

3.5.1 Physical processing steps
drying, milling, heat treatment,
homogenization

3.5.2 Primary Packaging
(enclosing/sealing the active substance
within a packaging material which is in
direct contact with the substance)

3.5.3 Secondary Packaging
(placing the sealed primary package
within an outer packaging material or
container. This also includes any
labelling of the material which could be
used for identification or traceability
(lot numbering) of the active substance)

3.6 Kontrola kvality / skiaSanie

3.6 Quality Control Testing

3.6.1 Fyzikalne / Chemické skusky
3.6.2. Mikrobiologické skuisky: nesterilné
lieciva

3.6.1 Physical / Chemical testing
3.6.2 Microbiological testing (excluding
sterility testing)

3.7 Iné Cinnosti so vzt’ahom k lie¢ivam

G. Other activities relating to active substances

3.7.2 Distribuicia

3.7.2 Distribution

Akékolvek obmedzenia alebo vysvetlujiice
poznamky tykajuce sa predmetu/rozsahu
tohto certifikatu:

Any restrictions or clarifying remarks related
to the scope of this certificate:
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PharmDr. Jan ag
veduci sluzobného tradu a riaditel
Director of the State Institute for Drug Control

Felefon: +421 2 5070 011 Fax; +4
[¥atum 7 Date:
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08
B PharmDr. Veronika Gaplovska

veduci inSpektor inspekéného timu
Leading Inspector of the Inspection Team
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Ddum  Dale:;



