GMP a HACCP

Diky peclivé vybranym dodavatelim s mnohaletymi zkuSenostmi na farmaceutickém trhu i na trhu s kosmetikou
se vSechny produkty firmy ESSENS mohou pochlubit plivodem u vyrobcii s mezindrodné uznavanym certifikatem
GMP. Stejné tak jsou vSichni dodavatelé drziteli certifikdtu HACCP.

Globalni trhy, mezindrodnivyroba a dodavka surovin i aktivnich farmaceutickych sloZek zvysuji sloZitost dodavatelskych
retézcu, proto audity GMP zarucuji nejvy$si moznou kvalitu a jednotny celosvétovy pristup.

Prindsime vam informace, co vlastné GMP a HACCP je a co procesy certifikace obnasi.

GMP je anglicka zkratka pro Good Manufacture Practice, cesky - spravna ¢i osvédcena vyrobni praxe.

Jednd se o systém, jehoz cilem je zvySovat bezpecnost IéCiv, potravin, kosmetiky, krmiv apod.

GMP urcuje pravidla provozu, tak aby nedochézelo k nebezpeci, napf. vzniku zdravotné zavadnych potravin
a zaroven nebyla poruSovéana legislativa.

Po splnéni prisnych pravidel a norem dle mezinarodnich reguli a smérnic obdrzi vyrobce, péstitel ¢i chovatel
certifikdt, jeZ je potieba pravidelné obnovovat.

Certifikace GMP funguje pod zastitou WHO - svétové zdravotnické organizace

Davodem vniku bylo celosvétové zajisténi prevazné zdravotné nezdvadnych léki. Spatna kvalita Iék( nese totiz
nejen zdravotni rizika, jde vSak také o plytvani finan¢nich prostredki nejen spotrebiteld, ale i viad jednotlivych
statl. Nekvalitni zpracovani léCiv miiZe obsahovat toxické latky nebo se naopak mohou lé¢ebné sloZky vyskytovat
v neodpovidajicim mnoZzstvi, ¢imz se nedostavi potiebny terapeuticky efekt. Kvalita vdak musi byt zabudovana
v priibéhu celého vyrobniho procesu, kontrolovany jsou jednotlivé faze vyroby, testovani az hotového vyrobku nestaci.
Cilem je, aby jednotlivé zemé akceptovaly pouze dovoz a prodej IéCivych pripravkd, které byly vyrobeny v souladu
s GMP.

Hlavnimi riziky vyroby necertifikované spole¢nosti jsou:

e kontaminace produktl - miiZe vést k poskozeni zdravi nebo dokonce smrti
e nespravné oznaceni oball - riziko nespravného uziti
e nedostatec¢nd nebo prilis aktivni sloZka - neefektivni plsobeni nebo nezddouci tcinky

Priibéh a podminky certifikace GMP:

e kontrolovany jsou veskeré aspekty vyroby - od vyuzivanych prostor, vychozich materialQ, pres vzdélavani
az po osobni hygienu zaméstnanct

e pro jednotlivé procesy jsou vypracovany nezbytné podrobné pisemné postupy, které by mohly mit jakykoliv
vliv na kone¢nou kvalitu produktu

¢ najednotlivé postupy vyrobniho procesu musi existovat prikazny dikaz o spravném postupu, a to u kazdého
vyrobku

o \WHO stanovila podrobné pokyny pro GMP, jez se mohou v jednotlivych statech lisit a formulovat dle svych
dalSich vlastnich pozadavk, vZdy vSak na zdkladé WHO GMP

HACCP je anglicka zkratka pro Hazard Analysis and Critical Control Points, ¢esky - Systém analyzy rizika
a stanoveni kritickych kontrolnich bodii.

Jedna se o systém uréeny pro vdechny potravinaiské podniky zajistujici vyrobu, zpracovani a distribuci potravin, ale také pro
podniky, které svymi produkty do potravinového retézce vstupuji (zemédélstvi, vyrobci obalovych materiall atd.) Hlavnim
cilem HACCP jsou zdravotné nezdvadné potraviny.

Vytvoreni a zavedeni systému HACCP je od roku 2004 vyZadovdano povinné, a to na zakladé Narizeni Evropského parlamentu
a Rady. V Ceské republice se pozadavky na systém HACCP Fidi V&stnikem, Ministerstva zemédélstvi CR 2/2010.



Certificate TR22/81875350
The management system of

ERTE KOZMETIK SAN. TiC. A.S.

CIHANGIR MAH., GUVERCIN CAD., NO: 5/1 C BLOK
AVCILAR, iSTANBUL, TURKEY
has been assessed and certified as meeting the requirements of

1ISO 22716

Cosmetics — Guidelines on
Good Manufacturing Practices (GMP)

For the following activities

The scope of registration appears on page 2 of this certificate.

This certificate is valid from 12 January 2022 until 11 January 2025
and remains valid subject to satisfactory surveillance audits.
suithets Re certification audit due before

Issue 1. Certified since 12/01/2022

This is a multi-site certification.
tﬁanal site details are listed on the subsequent page.
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Certification Manager

SGS Belgium NV
SGS House Noorderlaan 87 2030 Antwerp Belgium
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Page 1 0f 2

This document s ssued by the Company subject1o s General Condisons of
_conditions .

Certfication Services accessible at wuw.s
Mwmnammm i Mﬁmwﬁw
Mm
ammmn-mhwuﬂ fullest




Certificate TR22/81875350, continued

ERTE KOZMETIK SAN. TIC. A.S.

ISO 22716

Cosmetics — Guidelines on
Good Manufacturing Practices (GMP)

Issue 1

Detailed scope

Manufacturing of Perfumes and Fragrances Alcoholic, Manufacturing
of Body Care, Manufacturing of Bath Care, Manufacturing of Skin Care,
Manufacturing of Hair Care, Manufacturing of Sun Care

Additional facilities

CIHANGIR MAH., GUVERCIN CAD., NO: 1 A BLOK
AVCILAR, [STANBUL, TURKEY

Page 2 of 2
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CERTIFICATE

Certification Body for certification of management systems
accredited by CIA according to CSN EN ISO/IEC 17021-1:2016

CERT QUALITY SYSTEM s.r.o

certifying the Management Systems
confirms that the Company

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

for fields of activities:

Research, development and manufacturing of food
supplements.
Research, development and manufacturing of
cosmetics.

has established and applies an Management Systems
in accordance with fulfilment
general requirements for the system of critical points according to
the bulletin of the Ministry of Agriculture no. 2/2010 - HACCP, head
14 and good manufacturing practices and hygiene in compliance
with the regulation (EC) n°852/2004

Certificate validity till: 20.10.2025
Certificate No: F20221012 $ 3300

QUALITY

Date of the certificate i Head of Certification Body

issue CERT QUALITY SYSTEM s.r.o.
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CERTIFICATE

Certification Body for certification of management systems
accredited by CIA according to CSN EN ISO/IEC 17021-1:2016

CERT QUALITY SYSTEM s.r.o.

confirms that the Company

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

for fields of activities:

Research, development and manufacturing
of food supplements.
Research, development and manufacturing
of cosmetics.

-has established and applies an Quality Management Systems
in accordance with the standard

CSN EN ISO 9001:2016

Certificate validity till: 20.10.2025 'S 3300
Certificate No: Q20221013

Date of the certificate Head of Certification Body g
issue CERT QUALITY SYSTEM s.r.o.

Further clarification regarding the scope of this certificate can be obrained
from the organization CERT QUALITY SYSTEM s.r.o., Na stielnici 343/48, 779 oo Olomouc, 1C: 08227641
The company is registered in the C Rat DCin Ostrava department C. insert 78703
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F 540-028-151EN (2018-08-24) (12.257.719-K2pharm-s.r.0.-2019-en)
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ZERTIFIKAT ¢ CERTIFICATE &

Czech

CERTIFICATE

Certification Body
TUV SUD Czech s.r.o.

being an accredited certification body for IFS certification and having signed an agreement
with the IFS owner, confirms that the processing activities of

<2) pharm

K2pharm s.r.o.
Ratiboiska 1651/177a, 747 05 Opava, Czech Republic
COID 65706

for the audit scope:

Production of food supplements (homogenization, sieving, granulation,
pelletizing, drying, tabletting, coating, capsule filling, banding) packed into
plastic and aluminum packaging (doses, blisters) or in bulk.

Product scope(s): 10 - Dry products, other ingredients and supplements
Technology scope(s): C,D, E, F

meet the requirements set out in the

IFS Food
Version 6.1, November 2017

and other associated normative documents

at Foundation level

Audit date: 2019-04-09 - 2019-04-10 Register number of certificate: 12.257.719

Next audit to be performed within the time period:
Date of issue of certificate: 2019-06-04
2020-02-14 - 2020-04-24

or unannounced Certificate valid until: 2020-06-04

®2IFS
-5 Milan Kroutil

- Deutsche
= Akkreditierungsstelle

Food Head of certification body = D-ZE-19697-01.00
J Prague, 2019-06-04
TUV SUD Czech s.r.0. ® Novodvorska 994 e 142 21 Prague 4  Czech Republic e food@tuyv-sud.cz TOV

®
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CERTIFICAT

Certificate no. 12879

ERTE KOZMETIK SANAYI VE TICARET A.S.

Beysan San. Sit, Dereboyu Cad. No:4
TR- Beylikdizi ISTANBUL

QS Zurich AG certifies that the Management System of the above mentioned company has been
evaluated and meets the requirements established by the following rules:

GMP -1S0O 22716: 2007

The management system includes:

Production, Sales and Marketing of Perfumes and
Fragrances Alcoholic Products , Body Care Products, Bath
Care Products, Skin Care Products, Hair Care Products

Certificates will be renewed every year along 3 years. The certificates which exceed the expiration date
are not valid. During the period of validity of this certificate, the management system of the company
must always comply with the requirements of the certified standards.

For updated amendments within the scope Audit date: 10.11.2016
of certification of the present certificate, Date of issue: 02.12.2019
please refer to Expiration date: 09.11.2020

http://www.quality-service.ch/ Subject to successful surveillance audit

Qs ZURICH AG

P.O. Box 6335
CH-8050 Zirich
info@quality-service.ch

Management





