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Certificate No. / ¢islo certifikatu: 145/2011/CGMP

CERTIFICATE OF GMP COMPLIANCE
OF A MANUFACTURER
CERTIFIKAT SPRAVNE VYROBNI PRAXE

Part 1/ Cast I
Institute for the State Control of Veterinary Biologicals and Medicaments as national competent

authority of the Czech Republic issues according to Section 16(2) letter a) item 3 of the Act No.
378/2007 Coll.. on Pharmaceuticals and Amendments to Several Related Laws in current wording
(hereinafier referred to as "Act on Pharmaceuticals No. 378/2007 Coll.") and in accordance with Art. 80(5)
of Directive 2001/82/EC as amended, this certificate that to confirm that manufacturer

Ustay pro stitni kontrolu veterindmich biopreparatd a Ié&iv se sidlem v Brné jako prislusny arad Ceské republiky
vydavi podle § |6 odst. 2 pism. a) bod 3. zikona & 378/2007 Sb., o lé¢ivech a o zménach néklerych souvisgjicich zakoni
(dile jen zdkon & 378/2007 Sh., o lé¢ivech) a v souladu s ¢lankem 80(S) Smérnice 2001/82/EC. ve znéni pozdéjSich
predpisi, tento certifikat, kterym potvrzuje, Ze vyrobee

FAVEA, spol. s r.o.
B. Némcové 580
742 21 Kopfivnice
Czech Republic
1C/INo: 603 18 287
sile address
misto. vyroby

B. Némcové 580, 742 21 Kopfiivnice

has been inspected under the national inspection programme in connection with manufacturing
authorisation no. 321/2009/RHV in accordance with Art. 44 of Directive 2001/82/EC transposed in the
following national legislation: Act on pharmaceuticals No. 378/2007 Coll.

je kontrolovén Ustavem pro statni kontrolu' veterinAmich biopreparatit a Ié¢iv v pravidelnych terminech a je drzitelem
povoleni k'vyrobé veterindrnich lécivych pripravkii reg. & 321/2009/RHV vydaném v souladu s &lankem 44 Smérnice
2001/82/EC ve znéni pozdéjsich tprav, ktery byl transponovan do § 63 zdkona &, 378/2007 Sb., o [é¢ivech,

From the knowledge gained during inspection of this manufacturer, the latest of which was
conducted on 28-29/06/2011, it is considered that it complies for activities listed in Part I of this
certificate with the principles and guidelines of Good Manufacturing Practice laid down in Directive
91/412/EEC transposed to national legislation: Decree No. 229/2008 Coll. These requirements fulfil the
GMP recommendations of WHO.

Na zdkladé vysledkl inspekce vyrobee, kdy posledni inspekce byla provedena 28. - 29. éervna 2011, Ustav
potvrzuje, Zze vyrobce spliiuje pro rozsah uvedeny v &sti 11 tohoto certifikitu pozadavky spravng vyrobni praxe stanovené
Smérnici 91/412/EEC, transponované do vyhlasky & 229/2008 Sb. Pozadavky spravné vyrobni praxe jsou v souladu
s doporucenimi WHO.

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.
Tento certifikat odrdzi aktudlni stav vyrobniho mista v dobg inspekce uvedené vyie a jeho platnost je limitovina na
tFi roky od data této inspekee. Po této dobé by méla byt platnost certifikdtu ovéfena u auwtority, kterd jej vydala.

The authenticity of this certificate may be verified with the issuing authority.
Pravost certifikdtu miZe byt ovéfena u autority, kterd jej vydala,
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Fel: #420-341 518211 Fax; +420-341 210026 Date: 01/08/2011 i .
Famail uskvhliseuskvbl o LIRE: swaww uskvhl ez Signulure: /k- e ——
g

1z h
/

]



Part I — Scope of the certificate / Cast 11 - rozsah certifikitu

Veterinary medicinal products / Veterinirni lé¢ivé pripravky

1 — Manufacturing operations / V§robni operace

1.2 Non-sterile products / Nesterilni pfipravky

1.2.1 Non-sterile products / Nesterilni pripraviy
1.2.1.5 Liquids for external use / Tekuté pro vngjsi uziti
1.2.1.6 Liquids for internal use / Tekuté pro vnittni uZiti
1.2.1.8 Other solid dosage forms / Jiné pevné lékavé formy
1.2.1.11 Semi-solids / Polotuhé
1.2.1.13 Tablets / Tablety

1.6 Quality control testing / Kontrola Kvality

1.6.3 Chemical/Physical / Chemicka/fyzikalni

Any restrictions or clarifying remarks related to the scope of this certificate: none
Omezeni nebo vysvétleni k rozsahu tohoto certifikdtu: Zidna

Date of issuing/Datum vydini: Name and signature of the authorised person of the
01/08/2011 Competent Authority of the Czech Republic
Jméno a podpis opravnéné osoby
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GMP and HACCP

Through carefoully selected suppliers with many years of experiences on pharmaceutical market and
on the market with cosmetics, all ESSENS products can showcase their origin of the internationally
recognized GMP certificate. Allso all the suppliers are HACPP certificate holders.

Global markets, international production and supply of raw materials and active pharmaceutical
ingredients increases the complexity of supply chains, that”s why GMP audits guarantee the highest
possible quality and unified global approach.

We bring you the informations, what is GMP and HACCP certificates are and what the certification
entails.

GMP is english shortcut for Good Manufacture Practice.

It is a system, that aims to improve the safety of drugs, food, cosmetics, animal feed, etc.

GMP determines the rules of operation to avoid the danger (ex. the emergence of hazardous food) and
that the legislation won"t be violated.

After the compliance with strict rules and standards according to rules of international regulation the
producer, grower or breeder receive the certificate, which is a necessary to renew regularly.

GMP certification works under the auspices of WHO World Health Organisation.

The reason of the creation was to ensure globally mostly harmless medications. Poor quality of
the medicines doesn’t only carries a health risks, but it is also a waste of funds and not only by the
consumers, but also by national governments. Poor handling of drugs may contain toxic substances or
on the contrary the therapeutic ingredients occures in inadequate quantities, which does not required
therapeutic effect. During the production process the quality must be built. A different stages of
production are controlled. It is not enough to test the finished product. The aim is that the countries
accept only the import and sale of the medicinal products, which have been manufactured in
accordance with GMP.

The main risks of non - certified companies are:

- product contamination - it may cause in adverse health effect or even death
- incorrect labeling of packaging - the risk of misuse
- insufficient or too much active ingredient - ineffective action or side effects

The course and certification conditions of GMP:

- all aspects of the production are controlled - the used space , raw materials, education, personal
hygiene of employees

- for individual processes are developed the necessary detailed written procedures, which may have
some influence for the final product quality.

- forindividual process of the production process must be documented proof of the correct procedure
for each and every product

- WHO has established the detailed guidelines for GMP, which may be at each states different and
which may be fromulated in accordance of self requirements, but always in base of WHO GMP

HACCP is english shortcut for Hazard Analysis and Critical Control Points

It is a system for every food businesses producing, the processing and the food distribution.

The system is allso for the enterprises, which come into the food chains (agriculture, manufacturers of
packaging materials, etc.) The main objective of HACCP are the healthy foodstufs. HACCP system’s
creation and implementation is a mandatory from the year 2004 and in base of Regulation of the
European Parliament and of the Council. The requirements on HACCP system in Czech Republic is
governed by bulletin of the Department of Agriculture CZ 2/2010.





