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.



Certificate TR13/001668

The management system of

ERTE KOZMETIK SAN TiC A.S.

Yakuplu Mah. Beysan San. Sit. Dereboyu Cad. No:4,
Beylikdizi - Istanbul, Turkey

Has been assessed and certified as meeting the requirements of

ISO 22716
Cosmetics — Guidelines on
Good Manufacturing Practices (GMP)

(First edition 2007-11-15)

For the following activities

Production, control, storage and shipment of Perfume and
Deo Roll-on.

Products: Eau De Toilette, Body Splash, Deo Roll-on, Eau De
Cologne, Eau De Parfum, After Shave

The responsibility for the quality of the individual batches of the cosmetic products labelled, packed and
stored lies with the organization

This certificate is valid from 03/02/2016 until 23/01/2019
and remains valid subject to satisfactory surveillance audits
Issue 3. Certified since 24 January 2013

Authorised by

Pieter Weterings
Certification Manaaer
SGS Belgium NV, Systems and Services Certification
SGS House Noorderlaan 87 2030 Antwerp Belgium
t+32 (0)3 545-48-48 f+32 (0)3 545-48-49 www.sgs.com
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This document is issued by the Company subject to its General Conditions of
Certification Services, unless otherwise agreed, accessible at
www.sgs.com/terms_and_conditions.htm. Attention is drawn to the limitations of
liability, indemnification and jurisdictional issues established therein. The
authenticity of this document may be verified at hitp:/Awww.sgs.com/en/Our-
Company/Certified-Client-Directories/Certified-Client-Directories.aspx. Any
unauthorized alteration, forgery or falsification of the content or appearance of
this document is unlawful and offenders may be prosecuted to the fullest extent
of the law.




<amn> CERTIFICATE

Certification Body for certification of management systems
accredited by CIA according to CSN EN ISO/IEC 17021:2011

CERT QUALITY s.r.o.

confirm that the company
K2pharm s.r.o.
Ratiborska 1651/177a, Katerinky
CZ - 747 05 Opava

is in accordance with fulfillment of

general requirements for the system of critical
points according to the bulletin of the Ministry of
Agriculture no. 2/2010 - HACCP, head 1-4

in the branch

Research and Development
Manufacturing of Cosmetic

Certificate validity till: 23.09.2019
Certificate No: 1012016
Date of issue 23.09.2016

Further clarification regarding the scope of this cevtificate can be obiained from the organization. CERT QUALITY s.ro., Helsinskd 19812, 775 00
Olomeoue, IC: 27704342, The company is registersd in the C Ret OC in Ostrava department C, insert 51171



<aum> CERTIFICATE

Certification Body for certification of management systems
accredited by CIA according to CSN EN ISO/IEC 17021:2011

CERT QUALITY s.r.o.

confirm that the company
K2pharm s.r.o.
Ratiborska 1651/177a, Katerinky
CZ - 747 05 Opava

is in accordance with fulfillment of

general requirements for the system of critical
points according to the bulletin of the Ministry of
Agriculture no. 2/2010 - HACCP, head 1-4

in the branch

Research and Development
Manufacturing of Food supplements

Certificate validity till: 23.09.2019
Certificate No: 1022016
Date of issue 23

Head of Certification BYdy
CERT QUALITY s.r.0.

Further clarification migarding the scope of this certificale can ba oblained from the crganization. CERT QUALITY s.r.0., Helsinska 198412, 778 00
Clomoug, 1G: 27784342 The company is regisiersd in the C Ral DG in Ostrava department C, insert 51171



f‘* N USTAV PRO STATNi KONTROLU VETERINARNICH BIOPREPARATU A LECTV
1 ' INSTITUTE FOR STATE CONTROL OF VETERINARY BIOLOGICALS AND MEDICAMENTS

"M"' : Hudcova 56a, 621 00 Brno-Medlanky, Czech Republic
Tel.: $420-541 518 211 Fax.: +420-541 210 026 E-mail: uskvbl@uskvhl.cz

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,

Institute for State Contral of Veterinary Biologicals and Medicaments / Ustay pro stitni kontrolulveteripdrnich hiopreparite a lédiv
Fel: #420-341 518211 Fax; +420-341 210026 Date: 01/08/2011 i .
Famail uskvhliseuskvbl o LIRE: swaww uskvhl ez Signulure: /k- e ——
g
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/
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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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Statni Ostav pro kontrolu €51y tel.: +420272 185 111 e-mail: posta@sukl.cz

Stdtni dstav pro kontroly 1421y’

F »
oK, . s U K Srobdrova 48, 100 41 Praha 10 fox: +420 271 732 377 web: www sukl.cz
OKLATEL ‘ L :

CERTIFIKAT SVP PRO VYROBCE
Cast 1

g %
) Vydany po inspekci vsouladu s &lankem 111(5)
Smérnice 2001/83/EC ve znéni pozdéjiich ptepisd

as §13, odst. 2, plsm. a bod 3 zakona &. 378/2007 Sb,, o
té¢ivech a o zméndch n&kterych souvisejicich zakoni)
(zdkon o légivech), ve zn&ni pozdejsich pFedpish

P¥isludny organ Ceské republiky potvrzuje nasledujici:

Vyrobce:
Biomedica, spol. s r.0.
Pekafskd 8, 155 00 Praha 5

Adresa mista vyroby:
Biomedica, spol s r.0. Praha, divize HoFatev,
Hofatev 104, 289 12 Nymburk

Byl inspektovdn vsouladu splanem  inspekci
v souvistosti s povolenim k vyrobg &.j. 38013/1/INS/99,
posledni zmé&na sp.zn.sukls232700/2012 ze dne
28.01.2013, wvsouladu sdélinkem 40  Smérnice
2001/83/EC pfevedenym do narodni legislativy jako:

§ 62 zakona & 378/2007 Sb., o léivech a o zménach
nékterych souvisejicich zakoni (zdkon o légivech), ve
znéni pozdéjsich pfedpisi

Na zakiadé€ znalosti zfskanych béhem posledni inspekee,
kterd byla provedena dne £0.12.2012, je tento vyrobce
povaZovan za subjekt splijici

poZadavky a ndvody spravné vyrobnf praxe stanovené
smérnici 2003/94/EC'.

' Tyto pozadavky sptiiujf doporudent SZO na SVP.

Tento certifikat odraZi stav vyrobniho mista v Sase vyde
zminéng inspekce a nemélo by se spoléhat na to, Ze bude
odrazet stav shody po uplynuti vice neZ tfi let od data
inspekce. Po této dob& by mél byt konzultovan
vydavajici organ.

Pravost tohoto certifikity mlZe byt ovéfena u
vydavajiciho organu.

Certifikdt SVP sp.zn.:sukls232700/2012
Datum: 18.02.2013

Strana 122

Jméno: Frantifek Chuchma

e-mail; posta@sukl.cz

Podpis:

F-INS-002-21/09.09.2009

CERTIFICATE OF GMP COMPLIANCE OF A
MANUFACTURER
Part1

Issued following an inspection in accordance with Art,
111(5) of Directive 2001/83/EC as amended and Section
13, paragraph 2, letter a, point 3 of the Act No 378/2007
Coll., on Pharmaceuticals and on Amendments to Some
Related Acts,

as amended.

The competent authority of the Czech Republic confirms
the following; ‘

The manufacturer:
Biomedica, spol. s r.o.
Peka¥ska 8, 155 00 Praha 5

Site address:
Biomedica, spo!l s r.o. Praha, divize Hofatev,
Hotdtev 104, 289 12 Nymburk

Has been inspected under the national inspection
programme in  connection  with  manufacturing
authorisation no.38013/1/INS/99, last variation no.
sukls232700/2012 issued on 28/01/2013 in accordance
with Art. 40 of Directive 2001/83/EC transposed in the
following national legislation: Section 62 of the Act No
378/2007 Coll., on Pharmaceuticals and on Amendments
to Some Related Acts, as amended.

From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted on
10/12/2012, it is considered that it complies with

The principles and guidelines of Good Manufacturing
Practice laid down in Directive 2003/94/EC’.

' These requirements fulfil the GMP recammendation of 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
inspection, after which time the issuing authority should
be consulted.

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

GMP Certificate Ref No.: sukls232700/2012

Date:18/02/2013
Page 1/2

Name
Phone number: +420 272 185 832
Signature of the authorised person of the competent authority



Cast 2
X Humdnni 1é¢ivé pFipravky

1 VYROBNI OPERACE
1.2 Nesterilnf pFfpravky

1.2.1 Nesterilni pFipravky
1.2.1.6  Tekuté pro vnitfni uit{
1.2.1.13  Tablety
L2117 Ostatni nesterilni lé¢ivé pFipravky - 2dsypy

1.5 Pouze baleni
1.5.1 Primdrni baleni

£.5.1.8  Ostatnf tuhé l¢kové formy - sagky
1.5.2 Sekunddrni baleni

1.6 Kontrola jakosti
[.6.3  Chemické/Fyzikalni

Jakékoli omezeni nebo vysvétlen vztahujici se k rozsahu
certifikatu;

Datum: 18.02.2013

podpis opravnéné osoby ptisluinéhe organu Ceské
republiky

Franti$ek Chuchma
vedouci inspekéniho odboruy

Statnf dstav pro kontrolu lé&iv
Srobdrova 48

100 41 Praha 10

Ceska republika

e-mail posta@suki.cz
telefon: +420 272 185 832
fax: +420 271 732 377

i&;\\rol(; P

Certitikdt SVP sp.zn.: sukis232700/2012
Strana 222

Jméno: Frantidek Chuchma

e-mail: posta@sukl.cz

Podnis: =

o

Part 2
4 Human Medicinal Products

! MANUFACTURING OPERATIONS
1.2 Non-sterile preducts
1.2.1 Non-sterile products
1.2.1.6  Liquids for internal use
1.2.1.13 Tablets
1.2.1.17  Other non-sterile medicinal product
(powders)

1. 5 Packaging only
1.5.1 Primary packing

1.51.8  Other solid dosage forms (sachets)
1.5.2 Secondary packing

1.6 Quality controt testing
1.6.3  Chemical/Physical

Any restrictions or clarifying remarks reiated to the
scope of this certificate:

Date:18/02/2013

signature of the authorised person of the competent
authority of the Czech Republic

Frantiek Chuchma
Head of the Inspection section

State Institute for Drug Control
Srobdrava 48

100 4} Prague 10

Czech Republic

e-mail: posta@sukl.cz

phone: +420 272 185 832

fax: +420 271 732 377

GMP Certificate Ref.No.: sukls232700/2012
Page 2/2
Name

e o





