STATNI USTAV
PRO KONTROLU LECIV

e, SUKL

Srobérova 48
100 41 Praha 10

Telefon: +420 272 185 111
Fax: +420 271 732 377

E-mail: posta@sukl.cz
Web: www.sukl.cz

Certifikat spisova zn.: /
Certificate Ref. No.:

CERTIFIKAT SVP PRO VYROBCE
Cast1

Vydany po inspekci vsouladu s clankem 15 Smérnice
2001/20/ES a s §13, odst. 2, pism. a bod 3 zédkona €. 378/2007
Sb., o lé¢ivech a o zméndach nékterych souvisejicich zakonu
(zdkon o léCivech), ve znéni pozdéjsich predpist.

Pfisluiny organ Ceské republiky potvrzuje nasledujici:

Kontrolni laboratof

Univerzita Palackého v Olomouci
Kfizkovského 511/8

771 47 Olomouc

Adresa mista kontroly jakosti:
Univerzita Palackého v Olomouci, Pfirodovédecka fakulta,
Regiondlni centrum pokrocilych technologii a materiald
(RCPTM), Katedra analytické chemie, budova RCPTM, R-lab,
mistnosti ¢. 228, 324, 325, 326,
SlechtitelG 27, 783 71 Olomouc

Byla inspektovana v souladu s pldnem inspekci v souvislosti
s povolenim  kcinnosti  kontrolni  laboratofe  sp.zn.
sukls152628/2014, posledni zména sp.zn. sukls150378/2017 ze
dne 26.06.2017, v souladu s ¢lankem 13 Smérnice 2001/20/ES
pfevedenym do narodni legislativy jako: § 57 zakona ¢.
378/2007 Sb., o lé¢ivech a o zménach nékterych souvisejicich
zakonU (zékon o Iécivech), ve znéni pozdéjsich predpisu.

Na zakladé znalosti ziskanych béhem posledni inspekce, kterd
byla provedena dne 30.09.2021, je tato kontrolni laborator
povaZovana za subjekt spliujici poZadavky a navody spravné
vyrobni praxe stanovené smérnici 2003/94/EC*

1 Tyto pozadavky spliiuji doporuceni SZO na SVP.

Tento certifikdt odrazi stav mista kontroly jakosti v Case vyse
zminéné inspekce a nemélo by se spoléhat na to, Ze bude
odrazet stav shody po uplynuti vice nez ti let od data inspekce.
Doba platnosti mGze byt nicméné na zakladé regulatornich
principd Fizeni rizik prodlouzena nebo zkracena zapisem
v oddile Omezeni nebo vysvétleni.

Tento certifikdt je platny, pouze jsou-li predlozeny viechny
strany a Castila 2.

Pravost tohoto certifikdtu mlzZe byt ovérena v EudraGMP.
Pokud se nezobrazi, kontaktujte prosim vydavajici autoritu.

sukls223661/2021

CERTIFICATE OF GMP COMPLIANCE OF A
MANUFACTURER
Part 1

Issued following an inspection in accordance with Art. 15 of
Directive 2001/20/EC 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 (the Act on
Pharmaceuticals), as amended.

The competent authority of the Czech Republic confirms the
following:

The control laboratory:
Univerzita Palackého v Olomouci
Kfizkovského 511/8

771 47 Olomouc

Site address:

Univerzita Palackého v Olomouci, Prirodovédecka fakulta,
Regiondlni centrum pokrocilych technologii a materiald
(RCPTM), Katedra analytické chemie, budova RCPTM, R-lab,
mistnosti ¢. 228, 324, 325, 326,

SlechtitelG 27, 783 71 Olomouc

Has been inspected under the national inspection programme
in  connection with control laboratory authorisation
no sukls152628/2014, last variation no sukls150378/2017
issued on 26.06.2017 in accordance with Art. 13 of Directive
2001/20/EC transposed in the following national legislation:
Section 57 of the Act No 378/2007 Coll., on Pharmaceuticals
and on Amendments to Some Related Acts (the Act on
Pharmaceuticals), as amended.

From the knowledge gained during inspection of this control
laboratory, the latest of which was conducted on 30.09.2021, it
is considered that it complies with The principles and guidelines
of Good Manufacturing Practice laid down in Directive
2003/94/EC.

1 These requirements fulfil the GMP recommendations of WHO.

This certificate reflects the status of the quality control 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. However, this
period of validity may be reduced or extended using regulatory
risk management principles by an entry in the Restrictions or
Clarifying remarks field.

This certificate is valid only when presented with all pages and
both Parts 1 and 2.

The authenticity of this certificate may be verified in
EudraGMP. If it does not appear, please contact the issuing
authority.

Certifikat SVP sp.zn.: sukls223661/2021 GMP Certificate Ref.No.: sukls223661/2021

Datum: 12.11.2021 Date: 12.11.2021
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Jméno: Frantisek Chuchma Name

e-mail: posta@sukl.cz Phone number: +420 272 185 832

Podpis: Signature of the authorised person of the competent authority

F-INS-002-39/Verze 2



Cast 2
X Humanni hodnocené lécivé pripravky

1 VYROBNIi OPERACE
1.6 Kontrola jakosti
1.6.3 Chemické/Fyzikdlni

2 DOVOZ LECIVYCH PRIPRAVKU
2.1 Kontrola jakosti dovazenych lé€ivych pfipravki
2.1.3 Chemické/Fyzikdlni

Jakakoli omezeni nebo vysvétleni vztahujici se k rozsahu
certifikatu: ---------------

Datum: 12.11.2021

jméno a podpis opravnéné osoby prisluiného orgdnu Ceské
republiky

Frantisek Chuchma
feditel inspekéniho odboru

Statni ustav pro kontrolu Iéciv
Srobarova 48

100 41 Praha 10

Ceska republika

e-mail: posta@sukl.cz
telefon: +420 272 185 832
fax: +420 271732 377

Part 2
X Human Investigational Medicinal Products

1 MANUFACTURING OPERATIONS
1.6 Quality control testing
1.6.3 Chemical/Physical

2 IMPORTATION OF MEDICINAL PRODUCTS
2.1 Quality control testing of imported medicinal products
2.1.3 Chemical/Physical

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

Date: 12.11.2021

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

Frantisek Chuchma
Director of the Inspection section

State Institute for Drug Control
Srobarova 48

100 41 Prague 10

Czech Republic

e-mail: posta@sukl.cz

phone: +420 272 185 832

fax: +420271732377

Otisk uredniho razitka

Certifikat SVP sp.zn.: sukls223661/2021
Datum: 12.11.2021
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Jméno: Frantisek Chuchma

e-mail: posta@sukl.cz

Podpis:

F-INS-002-39/Verze 2

GMP Certificate Ref.No.: sukls223661/2021

Date: 12.11.2021
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Name

Phone number: +420 272 185 832

Signature of the authorised person of the competent authority
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STATNI USTAV
PRO KONTROLU LECIV

e, SUKL

Srobérova 48
100 41 Praha 10

Telefon: +420 272 185 111
Fax: +420 271 732 377

E-mail: posta@sukl.cz
Web: www.sukl.cz

Certifikat spisova zn.: /
Certificate Ref. No.:

CERTIFIKAT SVP PRO VYROBCE
Cast 1

Vydany po inspekci vsouladu s ¢lankem 111(5) Smérnice
2001/83/ES a s §13, odst. 2, pism. a bod 3 zakona ¢. 378/2007
Sb., o lé¢ivech a o zménach nékterych souvisejicich zakon(
(zdkon o lécivech), ve znéni pozdéjsich predpisa.

Prisludny organ Ceské republiky potvrzuje nasledujici:

Kontrolni laboratof:

Univerzita Palackého v Olomouci
K¥izkovského 511/8

771 47 Olomouc

Adresa mista kontroly jakosti:

Univerzita Palackého v Olomouci, Pfirodovédecka fakulta,
Regionalni centrum pokrodilych technologii a materiald
(RCPTM), Katedra analytické chemie, budova RCPTM,
R-lab, mistnosti ¢. 228, 324, 325, 326

Slechtiteld 27, 783 71 Olomouc

Byla inspektovana v souladu s planem inspekci v souvislosti
s povolenim  kcinnosti  kontrolni  laboratofe  sp.zn.
sukls152628/2014, posledni zména sp.zn. sukls150378/2017 ze
dne 26.06.2017, v souladu s &ldnkem 40 Smérnice 2001/83/ES
prevedenym do narodni legislativy jako: & 62 zakona ¢.
378/2007 Sb., o lécivech a o zméndach nékterych souvisejicich
zakon( (zédkon o léCivech), ve znéni pozdéjsich predpist.

Na zakladé znalosti ziskanych béhem posledni inspekce, ktera
byla provedena dne 30.09.2021, je tato kontrolni laborator
povaZovana za subjekt spliujici poZzadavky a navody spravné
vyrobni praxe stanovené smérnici 2003/94/EC*

1 Tyto poZadavky splfiuji doporuéeni SZO na SVP.

Tento certifikat odrazi stav mista kontroly jakosti v ¢ase vyse
zminéné inspekce a nemélo by se spoléhat na to, Ze bude
odrazet stav shody po uplynuti vice nez tfi let od data inspekce.
Doba platnosti mizZe byt nicméné na zakladé regulatornich
principl fizeni rizik prodlouZzena nebo zkrdcena zapisem
v oddile Omezeni nebo vysvétleni.

Tento certifikadt je platny, pouze jsou-li predloZeny vsechny
strany a ¢asti 1a 2.

Pravost tohoto certifikditu mlzZe byt ovéfena v EudraGMP.
Pokud se nezobrazi, kontaktujte prosim vydavajici autoritu.

Certifikat SVP sp.zn.: sukls223661/2021
Datum: 12.11.2021
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Jméno: Frantisek Chuchma

e-mail: posta@sukl.cz

Podpis:

F-INS-002-38/Verze 2

sukls223661/2021

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Part1

Issued following an inspection in accordance with Art. 111(5)
of Directive 2001/83/EC 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 (the Act on
Pharmaceuticals), as amended.

The competent authority of the Czech Republic confirms the
following:

The control laboratory:
Univerzita Palackého v Olomouci
K¥izkovského 511/8

771 47 Olomouc

Site address:

Univerzita Palackého v Olomouci, Pfirodovédecka fakulta,
Regionalni centrum pokrodilych technologii a materiall
(RCPTM), Katedra analytické chemie, budova RCPTM, R-lab,
mistnosti €. 228, 324, 325, 326

Slechtiteld 27, 783 71 Olomouc

Has been inspected under the national inspection programme
in connection with control laboratory authorisation no
sukls152628/2014, last variation no sukls150378/2017 issued
on 26.06.2017 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 (the Act on
Pharmaceuticals), as amended.

From the knowledge gained during inspection of this control
laboratory, the latest of which was conducted on 30.09.2021,
it is considered that it complies with The principles and
guidelines of Good Manufacturing Practice laid down in
Directive 2003/94/EC*

1 These requirements fulfil the GMP recommendations of
WHO.

This certificate reflects the status of the quality control 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. However, this
period of validity may be reduced or extended using regulatory
risk management principles by an entry in the Restrictions or
Clarifying remarks field.

This certificate is valid only when presented with all pages and
both Parts 1 and 2.

The authenticity of this certificate may be verified in
EudraGMP. If it does not appear, please contact the issuing
authority.

GMP Certificate Ref.No.: sukls223661/2021
Date: 12.11.2021
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Name

Phone number: +420 272 185 832

Signature of the authorised person of the competent authority



Cast 2
X Humanni lé¢ivé pFipravky

1 VYROBNIi OPERACE
1.6 Kontrola jakosti
1.6.3 Chemické/Fyzikdlni

2 DOVOZ LECIVYCH PRIPRAVKU
2.1 Kontrola jakosti dovazenych Ié¢ivych pFipravki
2.1.3 Chemické/Fyzikdlni

Jakdkoli omezeni nebo vysvétleni vztahujici se k rozsahu
certifikatu: ---------------

Datum:12.11.2021

jméno a podpis opravnéné osoby ptisluiného organu Ceské
republiky

Frantisek Chuchma
feditel inspekéniho odboru

Statni ustav pro kontrolu Iéciv
Srobarova 48

100 41 Praha 10

Ceska republika

e-mail: posta@sukl.cz
telefon: +420 272 185 832
fax: +420 271732 377

Part 2
X Human Medicinal Products

1 MANUFACTURING OPERATIONS
1.6 Quality control testing
1.6.3 Chemical/Physical

2 IMPORTATION OF MEDICINAL PRODUCTS
2.1 Quality control testing of imported medicinal products
2.1.3 Chemical/Physical

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

Date: 12.11.2021

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

Frantisek Chuchma
Director of the Inspection section

State Institute for Drug Control
Srobarova 48

100 41 Prague 10

Czech Republic

e-mail: posta@sukl.cz

phone: +420 272 185 832

fax: +420271732377

Otisk uredniho razitka

Certifikat SVP sp.zn.: sukls223661/2021
Datum: 12.11.2021
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Jméno: Frantisek Chuchma

e-mail: posta@sukl.cz

Podpis:

F-INS-002-38/Verze 2

GMP Certificate Ref.No.: sukls223661/2021

Date: 12.11.2021

Page 2/2

Name

Phone number: +420 272 185 832

Signature of the authorised person of the competent authority


mailto:posta@sukl.cz
mailto:posta@sukl.cz

	certifikat_SVP_hodnocene_lecive_pripravky_2021
	certifikat_SVP_lecive_pripravky_2021



