GMP a HACCP

Zbog pomno odabranih dobavlja¢a s viSegodiSnjim iskustvom na farmaceutskom trZistu, kao i na
trzistu s kozmetikom, svi ESSENS proizvodi mogu dokazati svoje podrijetlo medunarodno priznato
kao GMP certifikat. Takoder svi nasi dobavljadi su i nositelji HACCP certifikata. Globalna trzista,
medunarodna proizvodnja, opskrba sirovinama i aktivnim farmaceutskim sastojcima povecéavaju
sloZenost pri opskrbi, stoga GMP certifikat oznaCava najvisu moguéu kvalitetu i ujednaceni globalni
pristup.

Zelimo Vas upoznati s informacijama o znacenju GMP i HACCP certifikata, te objasniti 3to oni uistinu
znace.

GMP (hrvatski — DPP) je engleska kratica za Good Manufacture Practise ili na hrvatskom jeziku
- Dobra proizvodacka praksa.

Ona predstavlja sustav koji ima za cilj poboljSanje sigurnosti lijekova, hrane, kozmetike, hrane za
Zivotinje itd. GMP propisuje pravila za njegovo funkcioniranje, kako bi se izbjegle mnoge opasnosti
kao npr. Pojava neispravne hrane, kao i pravila da ti propisi neée biti povrijedeni. Nakon ispunjenja vrlo
strogih pravila i standarda u skladu s pravilima medunarodnih proizvodaca, uzgajivac ili poljoprivrednik
dobiva certifikat koji se mora stalno obnavljati.

Certifikat GMP dodjeljuje se pod budnim okom Svjetske zdravstvene organizacije (WHO -
World Health Organisation)

Prvi razlog stvaranja takve odredbe je osigurati globalno bezopasne lijekove. Lo3a kvaliteta lijekova
ne uklju¢uje samo zdravstvene rizike, nego i gubljenje mnogih nov¢anih sredstava, ali ne samo od
strane potro3aca, vec i od strane nacionalnih vlada. Lo3i i nekvalitetni lijekovi vode do otrovanja, a
¢ak i terapeutska svojstva takvih lijekova ne pronalaze odgovarajudi terapeutski uc€inak za boljitak
zdravlja. Tokom cjelokupnog proizvodnog procesa mora biti osigurana visoka razina kvalitete. Sve faze
proizvodnje su pod najvisom kontrolom. No ni to nije dovoljno za testiranje gotovog proizvoda. Cilj je da
se u svim zemljama prihvati samo uvoz i prodaja lijekova, koji su proizvedeni u skladu s GMP.

Glavni rizici ne - certificiranog podrijetla su:

e Kontaminacija proizvoda moZe izazvati izuzetno Stetne posljedice za zdravlje , pa ¢ak i smrt.
e Nepravilno oznacena pakiranja ostavljaju moguénost zlouporabe.

e Premalo ili previSe aktivnih sastojaka — neucinkovitost ili nuspojave.

Tijek i certificiranje GMP

e Svi aspekti proizvodnje se kontroliraju — prostor proizvodnje, materijalim obrazovanje, osobna
higijena svakog zaposlenika

e Za svaki postupak proizvodnje potrebno je razviti pisani postupak koji bi mogao imati neki utjecaj
na kvalitetu konac¢nog proizvoda

e Svaki proces u tijeku proizvodnje mora biti dokumentiran dokazima o ispravhom procesu
proizvodnje za svaki proizvod.

o Svjetska zdravstvena organizacija (WHO) je propisala detaljne smjernice dobre proizvodacke
prakse (GMP —hrv.DPP), koji se po nacinima proizvodnje mozZe razlikovati u svakoj zemlji i oni se
mogu prilagodavati u skladu sa zahtjevima, no uvijek moraju biti u skladu s WHO i GMP.

HACCP je engleska kratica za analizu opasnosti i kriticnih kontrolnih to¢aka (Hazard Analysis
and Critical Control Points)

To je sustav za sve tvrtke koja se bave proizvodnjom, preradom i distribucijom hrane. Sustav je
primijenjen i u svim tvrtkama koje svojim proizvodima ulaze u hranidbeni lanac ( poljoprivreda,
proizvodaci ambalaze itd.). Glavni cilj HACCP je zdrava hrana. HACCP sustav je stvoren i upisan u bazu,
a njegova je provedba obvezna od 2004. godine, te podleZe regulaciji Europskog parlamenta. Zahtjevi
HACCP sustava u Ce$koj nalaze se u biltenu Ministarstva poljoprivrede CZ 2/2010.
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<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



INSTITUTE FOR STATE CONTROL OF VETERINARY BIOLOGICALS AND MEDICAMENTS

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

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

CERTIFICATE OF GMP COMPLIANCE
OF A MANUFACTURER
CERTIFIKAT SPRAVNE VYROBNI PRAXE

Part 1/ Cast1

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
(hereinafter 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

Ustav pro stétni kontrolu veterindrnich biopreparétl a lé¢iv se sidlem v Brné jako pfislusny ufad Ceské republiky
vydava podle § 16 odst. 2 pism. a) bod 3. zikona & 378/2007 Sb., o lé¢ivech a o zménach n&kterych souvisejicich zakonii
(déile jen zakon &. 378/2007 Sb., o lédivech) a v souladu s ¢lankem 80(5) Smérnice 2001/82/EC, ve znéni pozdéjsich
predpisty, tento certifikdt, kterym potvrzuje, Ze vyrobce

FAVEA, spol. s r.o.
B. Némcové 580

742 21 Koprivnice

Czech Republic
I1C/INo: 603 18 287

f" “"\ USTAV PRO STATNi KONTROLU VETERINARNICH BIOPREPARATU A LECIV
£

site address
misto vyroby

B. Némcové 580, 742 21 Kop¥ivnice

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 kontrolovan Ustavem pro statni kontrolu' veterinarnich bioprepardtl a lé¢iv v pravidelnych terminech a je drzitelem
povoleni kvyrob& veterinarnich légivych pripravkii reg. ¢. 321/2009/RHV vydaném v souladu s élankem 44 Smérnice
2001/82/EC ve znéni pozdéjsich tiprav, ktery byl transponovén do § 63 zakona &. 378/2007 Sb., o lé¢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 II 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 zékladeé vysledkii inspekce vyrobce, kdy posledni inspekce byla provedena 28. - 29. &ervna 201 1, Ustav
potvrzuje, Ze vyrobce splituje pro rozsah uvedeny v &asti 11 tohoto certifikatu pozadavky spravné vyrobni praxe stanovené
Smérnici 91/412/EEC, transponované do vyhlasky & 229/2008 Sb. Pozadavky spréavné vyrobni praxe jsou v souladu
s doporu¢enimi 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 odrazi aktualni stav vyrobniho mista v dobé inspekce uvedené vyse a jeho platnost je limitovéana na
ti roky od data této inspekce. Po této dob& by méla byt platnost certifiktu ovéiena u autority, ktera jej vydala.

The authenticity of this certificate may be verified with the issuing authority.
Pravost certifikdtu miize byt ovéfena u autority, ktera jej vydala.

Institute for State Control of Veterinary Biologicals and Medicaments / Ustav pro stitni kontrol Iveterindrnich bioprepariti a léiv
Tel: +420-541 518 211 Fax: +420-541 210 026 Date: 01/08/2011 i
E-mail: uskvbl@uskvbl.cz URL: www.uskvbl.cz Signature; L LL__
1/2
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Part II — Scope of the certificate / Cast Il — rozsah certifikitu

[X] Veterinary medicinal products / Veterinirni 16€ivé pFipravky

1 — Manufacturing operations / Vyrobni operace

1.2

Non-sterile products / Nesterilni pFipravky

1.2.1 Non-sterile products / Nesterilni pripravky
1.2.1.5 Liquids for external use / Tekuté pro vn&jsi uziti
1.2.1.6 Liquids for internal use / Tekuté pro vnitini uziti
1.2.1.8 Other solid dosage forms / Jiné pevné Iékové 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 certifikétu: Zadna

Date of issuing/Datum vydéni: Name and signature of the authorised person of the
01/08/2011 Competent Authority of the Czech Republic

Jméno a podpis oprdvnéné 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 uiti
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



