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POKYNY ĐSKVBL 
 
PŚehled platnĨch pokynŢ ĐSKVBL k 30. 6. 2016 
 
ObecnŊ platn® pokyny 

Ļ²slo N§zev Platnost 
od  

Nahra -
zuje  

DoplŔu-
je  

Angl. 
verze  

UST- 4/  
2008/ 
Rev. 4 

Spr§vn² poplatky a n§hrady vĨdajŢ  
za odborn® ¼kony vykon§van®  
v pŢsobnosti ĐSKVBL 

1.7.2016 
- 

UST - 
4/2008/  
Rev. 3 

-  

UST/001
-
01/2007 

-revize 3 

Postup ¼Śedn²ho propouġtŊn² stanovenĨch 
imunologickĨch veterin§rn²ch l®ļivĨch pŚ²pravkŢ 
(OBPR/OCABR) v Ļesk® republice 

1.4.2015 

- 

UST/001-
01/2007-
verze 2 

vļetnŊ 
pŚ²loh 
ļ.1, ļ. 3a 
a ļ. 3b 

-  

UST-  
1/2011 
Rev. 1 

DoporuļenĨ postup pro zad§v§n² reklamy na VLP, 
jejichģ vĨdej je v§z§n na l®kaŚskĨ pŚedpis,  
do odbornĨch ļasopisŢ a publikac² 

6.1.2014 
- - - 

UST-  
4/2008/  
Rev. 3 

Spr§vn² poplatky a n§hrady vĨdajŢ za odborn® 
¼kony vykon§van® v pŢsobnosti ĐSKVBL 

15.10.2013 
- 

UST -
4/2008/  
Rev. 2 

- 

UST-  
3/2006/  
Rev. 1 

Spr§vn² poplatky za ¼kon prov§dŊn® na ģ§dost 
v souvislosti s veterin§rn²mi pŚ²pravky  
a veterin§rn²mi technickĨmi prostŚedky 

1.1.2012 
- 

UST-
3/2006 

- 

UST-  

1/2011 
Doporu-
ļen² 

DoporuļenĨ postup pro zad§v§n² reklamy na 

veterin§rn² l®ļiv® pŚ²pravky, jejichģ vĨdej je v§z§n 
na l®kaŚskĨ pŚedpis, do odbornĨch ļasopisŢ a 
publikac². 

24.6.2011 

- 
UST- 
04/2006 

- 

UST- 4 
/2008/  
Rev. 
1/2009 

Spr§vn² poplatky a n§hrady vĨdajŢ za odborn® 
¼kony vykon§van® v pŢsobnosti ĐSKVBL 

15.10.2009 
UST -
1/2006 

UST -
04/2008 

ano 

UST-  
01/2009 

Bliģġ² podm²nky pro zpŢsob oznaļov§n² ļ²sla ġarģe 
a doby pouģitelnosti na vnitŚn²ch a vnŊjġ²ch 
obalech VLP 

1.2.2009 
- - ano 

UST-  
03/2008 

Sylabus kurzu pro prodejce vyhrazenĨch l®ļiv 1.10.2008 
- - -  

UST-  
02/2008 

ZmŊna PŚ²lohy ļ. 1 Pokynu ĐSKVBL/ 
UST - 01/2008 

15.7.2008 
- 

UST -
01/2008 

-  

UST-  
01/2008 

Đhrady n§kladŢ za ¼kony spojen® s poskytov§n²m 
informac² 

7.1.2008 
- -  -  

UST-  
02/2007 

Procedura ofici§ln²ho uvolŔov§n² stanovenĨch 
imunologickĨch veterin§rn²ch l®ļivĨch pŚ²pravkŢ 
(OCABR) v Ļesk® republice 
ï aktualizace pŚ²lohy ļ. 1 

1.11.2007 PŚ²lohu 
ļ. 1 
pokynu 
UST -
01/2007 

-  -  

UST-  
01/2007 

Procedura ofici§ln²ho uvolŔov§n² stanovenĨch 
imunologickĨch veterin§rn²ch l®ļivĨch pŚ²pravkŢ 
(OCABR) v Ļesk® republice 

1.10.2007 
- -  -  

UST-  
04/2006 

Pokyn, kterĨm se stanov² bliģġ² pravidla pro 
posuzov§n² reklamy na veterin§rn² l®ļiv® pŚ²pravky 

1.10.2006 
- -  -  

UST-  
03/2006 

Spr§vn² poplatky za ¼kony prov§dŊn® na ģ§dost 
v souvislosti s veterin§rn²mi pŚ²pravky  
a veterin§rn²mi technickĨmi prostŚedky 

1.5.2006 UST -
3/2003 -  ano 
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Pokyny pro registraci  veterin§rn²ch l®ļivĨch pŚ²pravkŢ 
 

UST-  

02/2006 

Poskytov§n² konzultac² pracovn²ky ĐSKVBL 1.3.2006 UST -

1/2004 
-  ano 

UST-  
02/2004 

Hl§ġen² podezŚen² na z§vady v jakosti ļi zjiġtŊnĨch 
z§vad v jakosti veterin§rn²ch l®ļivĨch pŚ²pravkŢ 

19.4.2004 
- -  - 

Ļ²slo N§zev Platnost 
od  

Nahra -
zuje  

Dopl -
Ŕuje 

Angl.  
verze  

REG- 
3/2013 
Rev. 1 

UpŚesŔuj²c² informace ke zmŊn§m registrace 
veterin§rn²ch l®ļivĨch pŚ²pravkŢ 

8.8.2016 
 

REG - 
3/2013  

REG-
3/2009 
Rev. 2 

Vzory pro pŚ²pravu n§vrhu textŢ SPC, pŚ²balov® 
informace a oznaļen² na obalech veterin§rn²ch 
l®ļivĨch pŚ²pravkŢ 

15.5.2014 
- 

REG -
3/2009 
Rev. 1 

- 

REG-
1/2010 
Rev. 1 

UpŚesŔuj²c² informace k n§vrhu textŢ na vnitŚn² 
jednod§vkov® obaly imunologickĨch veterin§rn²ch 
l®ļivĨch pŚ²pravkŢ v jin®m neģ ļesk®m jazyce 

28.10.2013 
- 

REG -
3/2009 - 

REG-
3/2013 

UpŚesŔuj²c² informace ke zmŊn§m registrace 
veterin§rn²ch l®ļivĨch pŚ²pravkŢ 

4.8.2013 REG - 
4/2008 

- - 

REG-
2/2013 

Harmonizace textŢ veterin§rn²ch l®ļivĨch 
pŚ²pravkŢ mezi Ļeskou a Slovenskou republikou 

22.7.2013 
- - - 

REG- 
1/2013 

UpŚesnŊn² podm²nek pro pod§v§n² ģ§dost² a 
registraļn² dokumentace 

15.3.2013 REG- 
4/2009 

- - 

REG-
3/2009/  
Rev. 1 

Vzory pro pŚ²pravu n§vrhu textŢ SPC, pŚ²balov® 
informace a oznaļen² na obalech veterin§rn²ch 
l®ļivĨch pŚ²pravkŢ 

1.3.2012 
- 

REG - 
3/2009 - 

REG- 
3/2011 

Pokyn k prokazov§n² bezpeļnosti u c²lovĨch 
druhŢ zv²Śat a ¼ļinnosti veterin§rn²ch l®ļivĨch 
pŚ²pravkŢ urļenĨch pro pouģit² u ryb chovanĨch 
na farm§ch  

1.12.2011 

- - ano 

REG- 
2/2011 

Zvl§ġtn² opatŚen² tĨkaj²c² se pŚenosu zv²Śec²ch 
spongiformn²ch encefalopati² veterin§rn²mi 
l®ļivĨmi pŚ²pravky 

8.8.2011 REG 5/ 
2004, REG 
- 1/2001  

- ano 

REG- 
1/2011 

Poģadavky na dokumentaci pŚedkl§danou 
s ģ§dost² o pŚeŚazen² veterin§rn²ch l®ļivĨch 
pŚ²pravkŢ volnŊ prodejnĨch do kategorie 
vyhrazenĨch veterin§rn²ch l®ļivĨch pŚ²pravkŢ 

1.7.2011 

- - - 

REG- 
2/2010 

UpŚesnŊn² podm²nek pro pod§v§n² ģ§dost² o 
registraci veterin§rn²ch generickĨch l®ļivĨch 
pŚ²pravkŢ 

1.10.2010 
- - - 

REG- 
1/2010 

UpŚesŔuj²c² informace k n§vrhu textŢ na vnitŚn² 
jednod§vkov® obaly imunologickĨch veterin§rn²ch 
l®ļivĨch pŚ²pravkŢ v jin®m neģ ļesk®m jazyce 

15.4.2010 
- 

REG - 
3/2009 ano 

REG- 
05/2009 
Rev. 1 

UpŚesnŊn² poģadavkŢ na pod§v§n² v²cen§sobnĨch 
ģ§dost² o registraci veterin§rn²ch l®ļivĨch 
pŚ²pravkŢ (registrace kopi²) 

19.4.2010 REG - 
5/2009   

REG - 
5/2009 ano 

REG- 
03/2009 

Vzory pro pŚ²pravu n§vrhu textŢ SPC, pŚ²balov® 
informace a oznaļen² na obalech veterin§rn²ch 
l®ļivĨch pŚ²pravkŢ 

30.6.2009 REG - 
02/2006 - - 

REG- 
02/2009 

Formul§Ś ģ§dosti o pŚevod registrace 
veterin§rn²ho l®ļiv®ho pŚ²pravku 

1.4.2009 REG - 
03/2003 

- ano 

REG- 
01/2009 

Ģ§dost o veden² procedury vz§jemn®ho 
uzn§v§n²/decentralizovan® procedury s ĻR jako 
referenļn²m ļlenskĨm st§tem 

30.3.2009 REG - 
9/2004 - ano 

REG- 
5/2008 

Souhrn registraļn² dokumentace ï ļ§st 1 A 
Formul§Ś ģ§dosti 

12.1.2009 REG -  
5/2006 

- ano 
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Pokyny platn® pro schvalov§n² veterin§rn²ch pŚ²pravkŢ a veterin§rn²ch technickĨch 
prostŚedkŢ  

Ļ²slo N§zev Platnost 
od  

Nahra -
zuje  

Dopl -
Ŕuje 

Angl.  
verze  

REG/ 
VTP- 
1/2015 

Pokyn pro evidenci ochrannĨch obleļkŢ, jejichģ 
mechanickĨ ¼ļinek je doplnŊn pŢsoben²m 
chemickĨch l§tek, do seznamu veterin§rn²ch 
technickĨch prostŚedkŢ 

15.6.2015 

- - - 

REG/VP-
01/2007 

Poģadavky k ģ§dostem o schv§len², prodlouģen² 
schv§len² a zmŊnu schv§len² veterin§rn²ch 
pŚ²pravkŢ 

1.6.2007 REG/VP 
-2/2004 - - 

REG/VP-
1/2004 

PodrobnŊjġ² a doplŔuj²c² informace k Ä 2, bod (4),  
Ä 8, bod (4), Ä 9, bod (2) a Ä 15, bod (1) vyhl§ġky 
ļ. 290/2003 Sb. o veterin§rn²ch pŚ²pravc²ch  
a veterin§rn²ch technickĨch prostŚedc²ch  

1. 1. 2004 

- - - 

 
Pokyny platn® pro povolen² klinick®ho hodnocen² l®ļiva 

Ļ²slo N§zev Platnost 
od  

Nahrazuje  DoplŔuje Angl.  
verze  

KLH -
1/2003 

Formul§Ś ģ§dosti o povolen² klinick®ho 
hodnocen² l®ļiva 

1.10.2003 
- - ano 

 
Pokyny v oblasti SVP  

Ļ²slo N§zev Platnost 
od  

Nahra -
zuje  

DoplŔuje Angl.  
verze  

INS/VYR-
01/2016 

DoplnŊn² PokynŢ pro SVP - DoplnŊk 16 - 
Certifikace kvalifikovanou osobou  
a propouġtŊn² ġarģ² 

15.4.2016 

- 

Pokyny pro 
spr§vnou 
vĨrobn² praxi - 
Ļ§st I - 
spr§vn§ 
vĨrobn² praxe 
pro l®ļiv® 

- 

REG- 

03/2008 

Formul§Ś ģ§dosti o schv§len² zmŊny typu 

II//ohl§ġen² zmŊny typu IA/IB 

1.12.2008 REG -

03/2007 
- ano 

REG- 
02/2008 

Formul§Ś ģ§dosti o prodlouģen² platnosti 
registrace VLP 

1.12.2008 REG -
4/2006 

- ano 

REG- 
01/2008 

Ģ§dost o dovoz veterin§rn²ho l®ļiv®ho pŚ²pravku 
registrovan®ho v jin®m ļlensk®m st§tŊ 

17.3.2008 
- - - 

REG- 
01/2007 

Pokyn, kterĨm se stanov² kriteria pro vyjmut² 
nŊkterĨch veterin§rn²ch l®ļivĨch pŚ²pravkŢ 
urļenĨch pro zv²Śata, od kterĨch jsou z²sk§v§ny 
produkty urļen® k vĨģivŊ ļlovŊka, z poģadavku 
na vĨdej na veterin§rn² pŚedpis 

1.3. 2007 

- - - 

REG- 
03/2006  

Minim§ln² poģadovan® ¼daje na registraci za 
mimoŚ§dnĨch okolnost² pro vakc²ny urļen® 
k nouzov®mu pouģit² u pt§kŢ proti vysoce 
patogenn²mu viru chŚipky pt§kŢ H5 a/nebo H7 

1. 9. 2006 

- -  

REG- 
6/2005 

DoplŔuj²c² poģadavky na vĨrobu a kontrolu 
imunologickĨch veterin§rn²ch l®ļivĨch pŚ²pravkŢ 

1. 9. 2005 REG -
8/2001 

- - 

REG- 
4/2005 

Z§kladn² dokument o l®ļiv® l§tce 1. 8. 2005 
- - 

pŚ²lohy 
ano 

REG- 
2/2005 

Informace Sekce registrace, schvalov§n², 
evidence VTP a klinick®ho hodnocen² ĐSKVBL 
k odpov²d§n² dotazŢ a pod§v§n² informac² 

1. 3. 2005 
- - - 
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pŚ²pravky 

INS/VYR-
02/2015 

DoplnŊn² PokynŢ pro SVP - Ļ§st I, kapitola 
3,5,8, upozornŊn² na zmŊnu DoplŔku 15 - 
Kvalifikace a validace 

1.3.2015 

- 

Pokyny pro 
spr§vnou 
vĨrobn² praxi - 
Ļ§st I - 
spr§vn§ 
vĨrobn² praxe 
pro l®ļiv® 
pŚ²pravky 

- 

INS/ 
VYR-01/ 
2015 

DoplnŊn² pokynŢ pro SVP - Ļ§st I, kapitola6, 
upozornŊn² na zmŊny v kapitole 3,5,8 a 
zmŊny v Ļ§sti II -PokynŢ pro SVP pŚi vĨrobŊ 
LL 

12.1.2015 

- 

Pokyny pro 
SVP 

- 

INS/VYR-
01/2014 

DoplnŊn² pokynŢ pro SVP - Ļ§st I, 
 kapitola 2 

16.2.2014 
- 

Pokyny pro 
SVP 

- 

INS/VYR-
01/2013 

DoplnŊn² PokynŢ pro SVP - Ļ§st I,  
kapitola 1 a kapitola 7 

31.1.2013 
- 

Pokyny pro 
SVP 

- 

INS/ 
VYR-MK-
01/2012 
verze 2 

ZpŢsob vyplnŊn² pŚedpisu pro vĨrobu 
medikovanĨch krmiv a kontaktn² adresy  
pro jejich zas²l§n² pŚ²sluġn® KVS SVS 

1.1.2013 USKVBL/ 
INS/VYR
-MK-
01/2010 

DoplŔuje 
INS/VYR-MK-
01/2012 verze 
1 - aktualizace 
pŚ²lohy ļ. 1 

- 

INS/VYR-
03/2012 

Informace k pouģit² autologn²ch kmenovĨch 
bunŊk pŚi l®ļbŊ zv²Śat na ¼zem² Ļesk® 
republiky 

1.9.2012 
- - - 

Pokyny 
pro SVP 

ĻĆST I - SVP pro l®ļiv® pŚ²pravky 30.6.2011 
- - - 

Pokyny 
pro SVP 

DoplnŊk 11: poļ²taļov® syst®my 30.6.2011 
- - - 

INS/VYR-
02/2012 

DoplnŊn² PokynŢ pro SVP - Ļ§st I,  
kapitola 4 (SMF) a ļ§st II, DoplnŊk 11 

30.6.2011 
- 

Pokyny pro 
SVP - ļ§st I - 
SVP 

- 

INS/VYR-
01/2012 

RozdŊlen² pokynŢ pro SVP Viz.jedno-
tliv® 
zmŊny 

- 
INS/VYR -
01/2006 - 

INS/VYR-
01/2010 

DoplnŊn² PokynŢ pro SVP ï Ļ§st II,  
kapitola 1 

31.7.2010 
- 

INS/VYR -
01/2006  

- 

INS/ 
Farmako-
vigilance 
VYR-MK-

03/2009 

Hl§ġen² neģ§douc²ch ¼ļinkŢ premixŢ  
a medikovanĨch krmiv 

1.1.2010 

- - - 

INS/ 
VYR-MK-
02/2009  

Povolov§n² vĨroby veterin§rn²ch l®ļivĨch 
pŚ²pravkŢ-medikovanĨch krmiv, schvalov§n² 
zmŊn v povolen² k vĨrobŊ 

5.1.2009 
- - - 

INS/ 
VYR-MK- 
01/2009 

VĨroba medikovanĨch krmiv pro vlastn² 
potŚebu chovatele 

5.1.2009 
- - - 

INS/VYR-
04/2008 

Pokyny pro spr§vnou vĨrobn² praxi - DoplnŊk 
20 - ř²zen² rizik pro jakost 

1. 3. 2008 
- 

Pokyny pro 
spr§vnou 
vĨrobn² praxi 

- 

INS/VYR-
03/2008 

Pokyn pro spr§vnou vĨrobn² praxi - revize 
doplŔku 1 VĨroba steriln²ch l®ļivĨch 
pŚ²pravkŢ 

1. 3. 2009 ĐSKVBL/
VYR - 
1/2003 

- EK 

INS/VYR- 
02/2008 

DoplnŊn² PokynŢ pro SVP - 
Ļ§st I, kapitola 1 

1.7.2008 
- 

INS/VYR - 
01/2006 
Pokyny pro 

- 
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spr§vnou 

vĨrobn² praxi 

INS/VYR-
01/2008 

ZmŊna pŚ²lohy ļ. 1 pokynu  
ĐSKVBL/VYR - 2/2003  

1.7.2008 PŚ²lohu 
ļ. 1 
pokynu 
VYR-
2/2003 

ĐSKVBL/VYR-
2/2003 

- 

INS/VYR- 
07/2006 

Nakl§d§n² se stanovenĨmi l®ļivĨmi l§tkami 
na ¼zem² ĻR 

1. 8. 2006 
- - - 

INS/VYR-
06/2006 

Povolov§n² vĨroby veterin§rn²ch l®ļivĨch 
pŚ²pravkŢ, schvalov§n² zmŊn v povolen² 
k vĨrobŊ 

1. 7. 2006 VYR - 
01/2004 - - 

INS/VYR- 
05/2006 

Bliģġ² pokyn k uchov§v§n² retenļn²ch vzorkŢ 
veterin§rn²ch l®ļivĨch pŚ²pravkŢ  
u vĨrobcŢ v ĻR 

1.6.2006 
- 

INS/VYR - 
04/2006 - 

INS/VYR- 
04/2006 

DoplnŊk 19 - Referenļn² a retenļn² vzorky 1.6.2006 
- - viz EK 

INS/VYR- 
03/2006 

ZpŢsob hl§ġen² pouģ²v§n² veterin§rn²ch 
l®ļivĨch pŚ²pravkŢ pŚi vĨrobŊ medikovanĨch 
krmiv 

1.1.2006 
- - - 

INS/VYR- 
02/2006 

VĨroba medikovanĨch krmiv na sklad 
(ģ§dost, podm²nky) 

1.1.2006 
- - - 

INS/VYR-
01/2006 

DoplnŊn² pokynŢ pro spr§vnou vĨrobn² praxi 1. 1. 2006 
1. 2. 2006 

VYR -
04/2003 

DP SVP (novŊ 
Pokyny pro 
SVP) 
VYR 04/2001 

viz EK 

VYR-
03/2004 

Poģadavky na vĨrobu, kontrolu, 
pŚedepisov§n² a pouģ²v§n² veterin§rn²ch 
autochtonn²ch rekonvalescentn²ch s®r v ĻR 

1.1.2004 
- - - 

VYR-
02/2004 

Povolov§n² ļinnosti kontroln² laboratoŚe, 
schvalov§n² zmŊn v povolen² k ļinnosti 
kontroln² laboratoŚe 

1.1.2004 
- - - 

VYR-
05/2003 

Import veterin§rn²ch l®ļivĨch pŚ²pravkŢ  
ze tŚet²ch zem² do ĻR 

15.11.200
3 

- - - 

VYR-
04/2003 

Poģadavky Spr§vn® vĨrobn² praxe pro vĨrobu 
l®ļivĨch l§tek 

1.12.2003 
- - Q7A 

VYR-
03/2003 

Postup pŚi vyd§n² Certifik§tu vĨrobce l®ļivĨch 
l§tek 

1.11.2003 
- - - 

VYR-
02/2003 

Poģadavky na vĨrobu, kontrolu, 
pŚedepisov§n² a pouģ²v§n² veterin§rn²ch 
autogenn²ch vakc²n v ĻR 

1.11.2003 

- 

DoplŔuje VYR-
02/2003 v 2  
Aktualizace 
kontaktŢ 

- 

VYR-
04/2001 

Pokyn k zajiġtŊn² vĨroby veterin§rn²ch 
l®ļivĨch pŚ²pravkŢ v souladu s aktu§ln²mi 
poģadavky Evropsk®ho spoleļenstv²  
na spr§vnou vĨrobn² praxi pŚi vĨrobŊ 
veterin§rn²ch l®ļivĨch pŚ²pravkŢ (DP SVP) 

1.6.2001 

- - EK 

VYR-
02/2001 

Pokyny ĐSKVBL pro l®k§rny, vĨrobce a 
distributory l®ļivĨch a pomocnĨch l§tek 
urļenĨch pro pŚ²pravu veterin§rn²ch l®ļivĨch 
pŚ²pravkŢ v l®k§rn§ch s ohledem na 
minimalizaci rizika pŚenosu pŢvodcŢ zv²Śec²ch 
spongiformn²ch encefalopati² (BSE - 4/5/2001)  

1.6.2001 

- - EMA 

VYR-

01/2001 

Pokyn ĐSKVBL pro vĨrobce veterin§rn²ch 

l®ļivĨch pŚ²pravkŢ k minimalizaci rizika 
pŚenosu pŢvodcŢ zv²Śec²ch spongiformn²ch 
encefalopati² 

24.5.2001 

- - - 
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Pokyny v  oblasti SDP  

Ļ²slo N§zev Platnost 
od  

Nahra -
zuje  

DoplŔu-
je  

Angl. 
verze  

INS/DIS- 
04/2008/  
Rev. 1 

Pokyn pro prodejce vyhrazenĨch veterin§rn²ch LP 12.1.2015 
- 

INS/DIS-
04/2008 - 

INS/DIS-
02/2010 

Postup pŚi schvalov§n² zmŊn v povolen² distribuce 
veterin§rn²ch l®ļiv 

1.8.2010 DIS-01b/ 
2004v2 

- - 

INS/DIS- 
01/2010 

Postup povolov§n² distribuce veterin§rn²ch l®ļiv 1.8.2010 DIS-01a/ 
2004v2 

- - 

INS/DIS- 
01/2009 

Doporuļen® postupy uplatŔov§n² spr§vn® 
distribuļn² praxe 

1.3.2009 INS/DIS- 
02/2004 

- - 

INS/DIS- 
04/2008 

Pokyn pro prodejce vyhrazenĨch veterin§rn²ch LP 1.10.2008 
- - - 

INS/DIS- 
02/2006 

Postupy hl§ġen² dovozu veterin§rn²ch l®ļivĨch 
pŚ²pravkŢ ze zem² EU 

1.1.2006 
- - - 

INS/DIS- 
01/2006 

Postupy hl§ġen² prodeje veterin§rn²ch l®ļivĨch 
pŚ²pravkŢ vĨrobci a distributory 

1.1.2006 
- - - 

DIS- 
01/2002 

Sledov§n² a kontrola teploty pŚi skladov§n²  
u distributorŢ a vĨrobcŢ veterin§rn²ch l®ļivĨch 
pŚ²pravkŢ a pŚi jejich pŚepravŊ 

1.7.2002 
- - - 

VYR- 
02/2001 

Pokyny ĐSKVBL pro l®k§rny, vĨrobce  
a distributory l®ļivĨch a pomocnĨch l§tek 
urļenĨch pro pŚ²pravu veterin§rn²ch l®ļivĨch 
pŚ²pravkŢ v l®k§rn§ch s ohledem na minimalizaci 
rizika pŚenosu pŢvodcŢ zv²Śec²ch spongiformn²ch 
encefalopati²   

(BSE - 4/5/2001)  

1.6.2001 

- - EMA 
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  Đstav pro st§tn² kontrolu veterin§rn²ch bioprepar§tŢ a l®ļiv 
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1. Đvod 
 

Tento pokyn upravuje platby za ¼kony prov§dŊn® Đstavem pro st§tn² kontrolu veterin§rn²ch bioprepar§tŢ a l®ļiv 
podle z§kona o l®ļivech. Revize st§vaj²c²ho pokynu ĐSKVBL/UST- 4/2008/ Rev. 3 je provedena z dŢvodu 
upŚesnŊn² pravidel tĨkaj²c² se plateb n§hrad vĨdajŢ za odborn® ¼kony vykon§van® v pŢsobnosti ĐSVKBL  
a odborn® ¼kony spojen® s trv§n²m registrace l®ļivĨch pŚ²pravkŢ, reflektuj²c² poģadavky na sn²ģen² 
administrativn² z§tŊģe jak ze strany ģadatelŢ/drģitelŢ rozhodnut² o registraci, tak ze strany ĐSKVBL. 
 
Hlavn² vŊcn® ¼pravy oproti pŚedchoz² verzi pokynu se tĨkaj² upŚesnŊn² platby n§hrad vĨdajŢ pro ļistŊ 
vnitrost§tn² registrace, kter® jsou zahrnuty dle pravidel naŚ²zen² Komise (ES) 1234/2008, ve znŊn² pozdŊjġ²ch 
pŚedpisŢ, do procedur mezin§rodn²ch (MRP) v r§mci dŊlby pr§ce (worksharing), d§le pŚ²padŢ moģn®ho sn²ģen² 
n§hrady vĨdajŢ za zmŊny registrace vzhledem k  moģnosti seskupov§n² nŊkterĨch typŢ zmŊn a zpŢsobu 
moģnĨch proveden² ¼hrady roļn²ho udrģovac²ho poplatku. 
 

2. C²le a rozsah 
 
C²lem pokynu je poskytnout regulovanĨm subjektŢm podrobn§ a pŚehledn§ pravidla pro ¼hradu jednotlivĨch 
typŢ plateb, jejichģ ¼hradu vyģaduj² jednotliv§ ustanoven² z§kona o l®ļivech a navazuj²c²ch pr§vn²ch pŚedpisŢ. 
Pokyn tak zahrnuje pravidla pro ¼hradu: 
 
× spr§vn²ch poplatkŢ, 
 
Na z§kladŊ ustanoven² z§kona ļ. 634/2004 Sb., o spr§vn²ch poplatc²ch, ve znŊn² pozdŊjġ²ch pŚedpisŢ jsou 
spr§vn² Ś²zen² upraven§ z§konem o l®ļivech pŚedmŊtem spr§vn²ch poplatkŢ. Pravidla pro ¼hradu spr§vn²ch 
poplatkŢ jsou upravena z§konem ļ. 634/2004 Sb. VĨġe spr§vn²ch poplatkŢ je stanovena v pŚ²loze tohoto z§kona 
(v Ăsazebn²kuñ) a pro pŚehlednost jsou zpoplatnŊn® ¼kony tĨkaj²c² se spr§vn²ch Ś²zen² vedenĨch ĐSKVBL souļ§st² 
tohoto pokynu.  
 
× n§hrad vĨdajŢ za odborn® ¼kony na ģ§dost a za dalġ² odborn® ¼kony stanoven® z§konem o l®ļivech, kter® 

jsou v pŢsobnosti ĐSKVBL, 
 

V souladu s Ä 112 z§kona o l®ļivech vyb²r§ ĐSKVBL za proveden² odbornĨch ¼konŢ na ģ§dost a za dalġ² odborn® 
¼kony stanoven® t²mto z§konem n§hradu vĨdajŢ. Seznam ¼konŢ, kter® jsou pŚedmŊtem n§hrady vĨdajŢ, vĨġe 
n§hrady vĨdajŢ a pravidla pro sn²ģen² nebo prominut² n§hrady vĨdajŢ jsou upraveny vyhl§ġkou a t²mto pokynem 
Vymezen² odbornĨch ¼konŢ, kter® jsou prov§dŊny ĐSKVBL a vĨġe n§hrad vĨdajŢ za jejich proveden² jsou 
stanoveny v pŚ²loze ļ. 2 vyhl§ġky. 

 
× n§hrady vĨdajŢ za ¼kony ĐSKVBL spojen® s trv§n²m registrace l®ļivĨch pŚ²pravkŢ (roļn² udrģovac² platba). 

 
Drģitel rozhodnut² o registraci v souladu s Ä 112 odst. 2 z§kona o l®ļivech d§le hrad² n§hrady vĨdajŢ za ¼kony 
ĐSKVBL spojen® s trv§n²m registrace veterin§rn²ch l®ļivĨch pŚ²pravkŢ formou roļn²ch udrģovac²ch plateb, a to 

tak, ģe do konce kalend§Śn²ho roku je povinen uhradit roļn² udrģovac² platbu na n§sleduj²c² kalend§Śn² rok.  
VĨġe udrģovac² platby je uvedena v pŚ²loze ļ. 2 vyhl§ġky. 
 

3. Odkazy a souvisej²c² dokumenty 
 
Z§kon ļ. 378/2007 Sb., o l®ļivech a o zmŊn§ch nŊkterĨch souvisej²c²ch z§konŢ (z§kon o l®ļivech), ve znŊn² 
pozdŊjġ²ch pŚedpisŢ 
 
Vyhl§ġka ļ. 427/2008 Sb., o stanoven² vĨġe n§hrad vĨdajŢ za odborn® ¼kony vykon§van® v pŢsobnosti St§tn²ho 
¼stavu pro kontrolu l®ļiv a Đstavu pro st§tn² kontrolu veterin§rn²ch bioprepar§tŢ a l®ļiv, ve znŊn² pozdŊjġ²ch 
pŚedpisŢ. 
 
Z§kon ļ. 634/2004 Sb., o spr§vn²ch poplatc²ch 

Z§kon ļ.500/2004 Sb., spr§vn² Ś§d 
NaŚ²zen² Komise (ES) 1234/2008 o posuzov§n² zmŊn registrac² hum§nn²ch a veterin§rn²ch l®ļivĨch pŚ²pravkŢ,  
ve znŊn² pozdŊjġ²ch pŚedpisŢ 

http://portal.gov.cz/zakon/634/2004
http://portal.gov.cz/zakon/634/2004
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4. Pravidla pro ¼hrady spr§vn²ch poplatkŢ  

 
4.1 Postup pŚi ¼hradŊ spr§vn²ch poplatkŢ 

 
Povinnost uhradit spr§vn² poplatek vznik§ v pŚ²padŊ n§sleduj²c²ch ģ§dost²:  

Typ Ś²zen² Kļ Pozn§mka 

Poloģka 97 

Ģ§dost   

- o registraci  veterin§rn²ho l®ļiv®ho pŚ²pravku, vļetnŊ 
homeopatick®ho pŚ²pravku 

2000, -  

- o zmŊnu rozhodnut² o registraci - zmŊna typu II, ozn§men² 
zmŊny typu IA/IB, veterin§rn²ho l®ļiv®ho pŚ²pravku  vļetnŊ 
homeopatick®ho pŚ²pravku 

2000, - 
 
 

- o prodlouģen² platnosti rozhodnut² o registraci veterin§rn²ho 

l®ļiv®ho pŚ²pravku, vļetnŊ homeopatick®ho pŚ²pravku 
2000, -  

- o pŚevod registrace veterin§rn²ho l®ļiv®ho pŚ²pravku, vļetnŊ 
homeopatick®ho pŚ²pravku 

2000, -  

- o povolen² soubŊģn®ho dovozu veterin§rn²ho l®ļiv®ho 
pŚ²pravku, vļetnŊ homeopatick®ho pŚ²pravku 

2000, -  

- o zruġen² rozhodnut² o registraci veterin§rn²ho l®ļiv®ho 
pŚ²pravku, vļetnŊ homeopatick®ho pŚ²pravku 

1000, -  

Poloģka 98 

Ģ§dost   

- o povolen² ļi zmŊnu povolen² k vĨrobŊ veterin§rn²ch l®ļivĨch 
pŚ²pravkŢ, vļetnŊ medikovanĨch krmiv a veterin§rn²ch autogenn²ch 
vakc²n 

2000, -  

- o povolen² ļi zmŊnu povolen² k ļinnosti kontroln² laboratoŚe 2000, -  

Poloģka 99 

Ģ§dost   

- o povolen² ļi zmŊnu povolen² k distribuci veterin§rn²ch l®ļivĨch 
pŚ²pravkŢ  

2000, -  

- o rozġ²Śen² povolen² k distribuci 2000, -  

   

Vyd§n² stejnopisu, opisu, kopie, fotokopie nebo vĨpisu z ¼Śedn²ch 
spisŢ, z rejstŚ²kŢ, z registrŢ, ze z§znamŢ, z evidenc² z listin nebo 
z dalġ²ho p²semn®ho a obrazov®ho materi§lu, popŚ. sdŊlen² o 
negativn²m n§lezu 

50 Kļ za kaģdou i zapoļatou str§nku 

Vyd§n² stejnopisu, opisu, kopie, fotokopie nebo vĨpisu z ¼Śedn²ch 
spisŢ, z rejstŚ²kŢ, z registrŢ, ze z§znamŢ, z evidenc² z listin nebo 
z dalġ²ho p²semn®ho a obrazov®ho materi§lu, popŚ. sdŊlen² o 
negativn²m n§lezu 

40 Kļ  
 

na pŚinesen® disketŊ 

Vyd§n² stejnopisu, opisu, kopie, fotokopie nebo vĨpisu z ¼Śedn²ch 
spisŢ, z rejstŚ²kŢ, z registrŢ, ze z§znamŢ, z evidenc² z listin nebo 
z dalġ²ho p²semn®ho a obrazov®ho materi§lu, popŚ. sdŊlen² o 
negativn²m n§lezu 

80 Kļ na pŚinesen®m CD nebo ZIP 

Vyd§n² stejnopisu, opisu, kopie, fotokopie nebo vĨpisu z ¼Śedn²ch 
spisŢ, z rejstŚ²kŢ, z registrŢ, ze z§znamŢ, z evidenc² z listin nebo 
z dalġ²ho p²semn®ho a obrazov®ho materi§lu, popŚ. sdŊlen² o 
negativn²m n§lezu 

15 Kļ 

za kaģdou i zapoļatou 
str§nku, je-li poŚizov§na na 
kop²rovac²m stroji nebo na 
tisk§rnŊ poļ²taļe 

 
Spr§vn² poplatky se plat² prostŚednictv²m kolku pŚ²sluġn® hodnoty nalepen®ho na formul§Ś, kterĨ 
se pŚedkl§d§ spolu s kaģdou ģ§dost² a kterĨ je uveden v pŚ²loze 1. Vzhledem ke skuteļnosti, ģe na ĐSKVBL 
nejsou kolkov® zn§mky k dispozici, opatŚ² si je ģadatel® v pŚedstihu. Spr§vn² poplatky je mimoŚ§dnŊ tak® moģno 
uhradit na ¼ļet vedenĨ u Ļesk® n§rodn² banky.  
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V takov®m pŚ²padŊ k z²sk§n² variabiln²ho symbolu platby pouģijte n§vod uvedenĨ v bodŊ 5.3 

tohoto po kynu, pouze dvojm²stnou pozici -  K·d ¼konu -  nahr aŅte dvojm²stnĨm ļ²slem Poloģky  
(97, 98 ļi 99) uvedenou v tabulce vĨġe. 

 
Đdaje ĐSKVBL pro bankovn² pŚevod spr§vn²ho poplatku: 

 

N§zev banky ĻNB (ĻESKĆ NĆRODNĉ BANKA) 

Adresa banky Rooseveltova, 18 
Brno 
631 32 
Ļesk§ republika 

Ļ²slo ¼ļtu 19-31229641 

K·d banky 0710 

IBAN CZ98 0710 0000 1900 3122 9641 

BIC (pŢvodnŊ SWIFT) CNBACZPP 

Konstantn² symbol 1148 

Variabiln² symbol VygenerovanĨ n²ģe popsanĨm zpŢsobem  

Platebn² titul 355-VĨzkum a vĨvoj 

 
4.2. Vracen² spr§vn²ch poplatkŢ 
 
Vr§tit uhrazen® spr§vn² poplatky lze pouze z dŢvodŢ stanovenĨch v Ä 7 z§kona ļ. 634/2004 Sb., o spr§vn²ch 
poplatc²ch, ve znŊn² pozdŊjġ²ch pŚedpisŢ.   
Pokud nastane nŊkterĨ ze z§konnĨch dŢvodŢ pro vr§cen² spr§vn²ho poplatku a ģadatel pŚedloģ² ģ§dost  
o vr§cen², ĐSKVBL o t®to ģ§dosti vyd§ rozhodnut² podle z§kona ļ. 337/1992 Sb., o spr§vŊ dan² a poplatkŢ  
ve znŊn² pozdŊjġ²ch pŚedpisŢ. 
K vyģ§d§n² doporuļujeme vyuģ²t formul§Ś ĂĢ§dost o vr§cen² spr§vn²ho poplatkuñ (pŚ²loha 4). 
 

5. Pravidla pro ¼hradu n§hrad vĨdajŢ za odborn® ¼kony  
 
5.1. Obecn§ pravidla 
Za odborn® ¼kony vykon§van® z pŢsobnosti vyb²r§ ĐSKVBL podle Ä 112 z§kona o l®ļivech n§hrady vĨdajŢ.  
N§hrada vĨdajŢ se plat² pŚed pod§n²m ģ§dosti bankovn²m pŚevodem na ¼ļet vedenĨ u Ļesk® 
n§rodn² banky ve vĨġi uveden® v pŚ²loze 2.  
Doklad o proveden² platby (vĨpis z ¼ļtu) se pŚikl§d§ k pŚ²sluġn® ģ§dosti.  
 
Đdaje ĐSKVBL pro bankovn² pŚevod n§hrady vĨdajŢ za odborn® ¼kony: 

N§zev banky ĻNB (ĻESKĆ NĆRODNĉ BANKA) 

Adresa banky Rooseveltova, 18 
Brno 
631 32 

Ļesk§ republika 

Ļ²slo ¼ļtu 35-31229641 

K·d banky 0710 

IBAN CZ76 0710 0000 3500 3122 9641 

BIC (pŢvodnŊ SWIFT) CNBACZPP 

Konstantn² symbol 1148 

Variabiln² symbol VygenerovanĨ n²ģe popsanĨm zpŢsobem  

Platebn² titul 355 - VĨzkum a vĨvoj 

 
Aby bylo moģn® jednotliv® platby jednoduġe a jednoznaļnŊ pŚiŚadit jednotlivĨm ģ§dostem, pouģije se variabiln² 
symbol, vygenerovanĨ pro jednotliv® kategorie ģ§dost² n²ģe popsanĨm postupem tak, aby nemohlo 
doj²t k opakov§n² variabiln²ho symbolu. 

 

Z§kon o l®ļivech umoģŔuje, aby n§hrady vĨdajŢ byly vyb²r§ny pŚedem. Spolu s pŚ²sluġnou ģ§dost² 
se tak pŚikl§d§ vĨpis z ¼ļtu ģadatele potvrzuj²c² proveden² pŚ²sluġn® platby.  
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Ke vġem ģ§dostem o odborn® ¼kony, kter® jsou pŚedmŊtem n§hrady vĨdajŢ, se d§le vģdy pŚikl§d§ pŚedvyplnŊnĨ 
doklad ñPotvrzen² o zaplacen² n§hrady vĨdajŢ za odborn® ¼kony vykon§van® v pŢsobnosti ĐSKVBLñ 
a to ve dvoj²m vyhotoven². Tento doklad je uveden v  pŚ²loze 3 tohoto pokynu. 
 
V pŚ²padŊ, ģe ģadatel nepŚedloģ² poģadovan® doklady, bude ģ§dost hodnocena jako ne¼pln§.  
 
Po identifikaci platby na vĨġe uveden®m ¼ļtu ĐSKVBL bude ģadateli jedno potvrzen® vyhotoven² dokladu 
pŚedloģen®ho s ģ§dost² zasl§no zpŊt jako daŔovĨ doklad. 
 
V pŚ²padŊ, ģe ģ§dost je pod§v§na na zaļ§tku roku, nen² vhodn® platbu uskuteļnit v roce pŚedchoz²m.  
 
UpozorŔujeme ģadatele, ģe pŚi placen² n§hrady vĨdajŢ bankovn²m pŚevodem je nutn® zohlednit 
poplatky za bankovn² pŚevod za ¼ļelem uhrazen² platby v pln® vĨġi, aby nedoch§zelo  
k nedoplatkŢm. Platbu je nutno prov®st tak, aby bankovn² poplatky byly hrazeny ģadatelem  

a na ¼ļet ĐSKVBL byla pŚevedena v pln® vĨġi pŚ²sluġn§ ļ§stka odpov²daj²c² stanoven® vĨġi 
spr§vn²ho poplatku ļi n§hrady vĨdajŢ pro danĨ ¼kon, kter§ je uvedena na dokladu ñPotvrzen² o zaplacen² 
n§hrady vĨdajŢ za odborn® ¼kony vykon§van® v pŢsobnosti ĐSKVBLò v z§vislosti na typu ģ§dosti.  
Na platebn²m pŚ²kazu je tŚeba za t²mto ¼ļelem uv®st symbol òOURò.  
ZdŢrazŔujeme, ģe pokud bude pŚevedena na vĨġe uvedenĨ ¼ļet ĐSKVBL ļ§stka niģġ² neģ 
sazebn²kem stanoven§, nebude n§hrada vĨdajŢ povaģov§na za zaplacenou, dokud nebude 
doplacena do pln® vĨġe. 
Kaģdou platbu za pŚ²sluġnou ģ§dost je nutn® prov§dŊt samostatnŊ jednou poloģkou platebn²ho 
pŚ²kazu, aby byla moģn§ jednoznaļn§ identifikace platby a nelze tedy platit v²ce n§hrad vĨdajŢ  
(za nŊkolik pod§vanĨch ģ§dost²) jednou spoleļnou ļ§stkou. DŢvodem pro oddŊlov§n² jednotlivĨch 
plateb u jednoho ģadatele je potŚeba pracovat s kaģdou ģ§dost² zcela oddŊlenŊ, aby pŚ²padn® probl®my  
s platbou u jedn® ģ§dosti neblokovaly ģ§dosti dalġ². 
Tak® nelze pŚev§dŊt nepouģit® ļi omylem zaslan® platby ļi pŚeplatky z jedn® ģ§dosti na ģ§dost jinou. V takov®m 

pŚ²padŊ si ģadatel zaģ§d§ o vr§cen² n§hrady vĨdajŢ prostŚednictv²m formul§Śe - pŚ²loha 5 a tyto platby mu 
budou vr§ceny. 
V pŚ²padŊ seskupen² zmŊn jedn® nebo v²ce registrac² stejn®ho drģitele na jednu ģ§dost, zaplat² 
ģadatel jednu souhrnnou ļ§stku za vġechny poģadovan® zmŊny v ģ§dosti.  
UpozorŔujeme ģadatele na dodrģov§n² poukazov§n² plateb spr§vn²ch poplatkŢ a n§hrad vĨdajŢ  
na spr§vn® ¼ļty a ve spr§vn® vĨġi. 
VĨġe plateb n§hrad vĨdajŢ pro postup vz§jemn®ho uzn§v§n² i decentralizovanĨ postup v pŚ²padŊ, ģe je Ļesk§ 
republika  pŚ²sluġnĨm/dotļenĨm st§tem jsou shodn®. 
VĨġe plateb n§hrad vĨdajŢ pro ļistŊ vnitrost§tn² registrace, kter® jsou zahrnuty dle pravidel 
naŚ²zen² Komise (ES) 1234/2008, v platn®m znŊn², do procedur mezin§rodn²ch (MRP) v r§mci 
dŊlby pr§ce (worksharing), se Ś²d² podle sazebn²ku pro mezin§rodn² procedury s rozliġen²m, zda ĻR 
vystupuje jako referenļn² nebo pŚ²sluġnĨ (dotļenĨ) ļlenskĨ st§t. 
Tento pokyn vļetnŊ jeho anglick® verze je k dispozici na internetovĨch str§nk§ch ĐSKVBL - www.uskvbl.cz  
 
5.2 Pravidla pro n§hradu vĨdajŢ za dalġ² ¼kony -  dodateļn® platby za registraļn² Ś²zen²  
 
Dle sazebn²ku n§hrad vĨdajŢ (viz. pŚ²loha ļ.2 tohoto pokynu) jsou zpoplatnŊny dalġ² ¼kony, kter® jsou 
prov§dŊny pouze v pŚ²padech, kdy jsou pŚedkl§d§ny ģ§dosti, kter® neobsahuj² ¼daje a dokumentaci (registraļn² 
dokumentaci), kter® odpov²daj² platnĨm poģadavkŢm.   
Jedn§ se o ģ§dosti o nov® registrace, prodlouģen² registrace a zmŊnu registrace typu II prov§dŊn® vnitrost§tn²m 
postupem a ģ§dosti o registrace postupem vz§jemn®ho uzn§v§n² registrac² ļlenskĨmi st§ty ES  
a decentralizovanĨm postupem s ĻR jako referenļn²m ļlenskĨm st§tem.  
Dodateļn§ platba se bŊhem jednoho Ś²zen² poģaduje pouze jednou, i kdyģ je ģ§dost doplŔov§na v nŊkterĨch 
pŚ²padech v²cekr§t. VĨjimku pŚedstavuj² ty situace, kdy poģadovan® doplnŊn² je zvl§ġŠ velk®ho rozsahu  
a vyģaduje proto dalġ² dŢkladn® hodnocen². V tŊchto vĨjimeļnĨch pŚ²padech ĐSKVBL mŢģe vyģadovat 
opakovan® uhrazen² dodateļn® platby. 
UpozornŊn² k proveden² dodateļn® platby spolu s pŚedem vygenerovanĨm variabiln²m symbolem pro tuto platbu 
je ve vŊtġinŊ pŚ²padŢ souļ§st² prvn² vĨzvy k doplnŊn² ģ§dosti z hlediska obsahu registraļn² dokumentace (nikoliv 

http://www.uskvbl.cz/
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vĨzvy spojen® s validac² ģ§dosti). Doklady o proveden² dodateļn® platby se zas²laj² spoleļnŊ s doplŔuj²c² 

dokumentac². V prŢvodn²m dopise k z§silce uv§dŊjte spisovou znaļku, pod kterou je ģ§dost vedena.  
 
5.3. Z²sk§n² variabiln²ho symbolu platby:  
 
Variabiln² symbol se odliġuje v pŚ²padŊ  
¶ ģ§dost² tĨkaj²c²ch se ¼konŢ v oblasti registrace veterin§rn²ch l®ļivĨch pŚ²pravkŢ (viz pŚ²loha 2, kapitola 
REGISTRACE),  
¶ ģ§dost² tĨkaj²c²ch se inspekce, laboratorn² ļinnosti, klinick®ho hodnocen² ļi obecnĨch ¼konŢ (viz pŚ²loha  
2, kapitola OBECN£, INSPEKCE, LABORATORNĉ ROZBOR, PROPOUĠTŉNĉ ĠARĢĉ A KLINICK£ HODNOCENĉ). 

 
V pŚ²padŊ ģ§dost² tĨkaj²c²ch se ¼konŢ v oblasti REGISTRACE veterin§rn²ch l®ļivĨch pŚ²pravkŢ z²sk§ 
ģadatel variabiln² symbol platby n§sledovnŊ:  
¶ variabiln² symbol je desetim²stnĨ,  
¶ prvn² pozice variabiln²ho symbolu je 1 (¼kony v oblasti registrace),  
¶ dalġ² dvŊ pozice variabiln²ho symbolu pŚedstavuje k·d ¼konu (viz pŚ²loha 2 -  k·d pro ¼ļely 

VarS)  - pŚ. 10 - ģ§dost o velkou zmŊnu (zmŊnu typu II), m§-li stejnĨ=z§kladn² k·d ¼konu v²ce 
variant ( napŚ. 17a, 17b, 17c ) do pozice variabiln²ho symbolu se ud§v§ pouze z§kladn² k·d  
( napŚ. 17) ; jedn§-li se o seskupen² zmŊn na jedn® ģ§dosti uvede se k·d pro hlavn² -  ,,nejvyġġ²ñ 
zmŊnu z niģ ostatn² zmŊny vyplĨvaj², 

¶ dalġ² ļtyŚi pozice pŚedstavuje stŚedn² ļ§st registraļn²ho ļ²sla l®ļiv®ho pŚ²pravku, v pŚ²padŊ 
pŚ²pravkŢ, kter® jeġtŊ nebyly zaregistrov§ny (napŚ²klad ģ§dost o registraci) se uv§d² ļtyŚi nuly; 
ļ²slo se vģdy uv§d² jako ļtyŚm²stn®, tedy v pŚ²padŊ pŚ²pravku zaregistrovan®ho pod registraļn²m ļ²slem 
96/047/01 -C se uvede symbol 0047 (viz vzor n²ģe), jedn§-li se o seskupen² nŊkolika registrac² t®hoģ drģitele, 
uvede se stŚedn² ļ§st registraļn²ho ļ²sla l®ļiv®ho pŚ²pravku uveden®ho v ģ§dosti jako prvn², 

¶ dalġ² jedna pozice pŚedstavuje poŚadov® ļ²slo pod§van® ģ§dosti -  obvykle se uv§d² 1, v pŚ²padŊ, 
ģe ģadatel hrad² v jednom mŊs²ci v²ce ģ§dost² tĨkaj²c²ch se stejn®ho ¼konu a stejn®ho l®ļiv®ho pŚ²pravku 
oznaļuj² se tyto platby postupnŊ se zvyġuj²c² ļ²slem (napŚ²klad prvn² ¼hrada velk® zmŊny v registraci 
pŚ²pravku A v mŊs²ci kvŊtnu znamen§ uveden² symbolu 1, dalġ² ¼hrada velk® zmŊny v registraci pŚ²pravku A 
v mŊs²ci kvŊtnu znamen§ vyznaļen² symbolu 2 apod., v pŚ²padŊ v²ce neģ 9 zmŊn v pŚ²padŊ ¼hrady stejn®ho 
¼konu, v jednom kalend§Śn²m mŊs²ci u stejn®ho pŚ²pravku je nutn® prov®st ¼hradu v n§sleduj²c²m mŊs²ci  
(v n²ģe uveden®m vzoru je uvedena 2, coģ znamen§, ģe ģadatel hrad² v mŊs²ci kvŊtnu - 05 - u pŚ²pravku 
registrovan®ho pod registraļn²m ļ²slem - 0047 - druhou ģ§dost o proveden² velk® zmŊny - 110, 

¶ posledn² dvŊ pozice variabiln²ho symbolu oznaļuj² mŊs²c, ve kter®m je ¼hrada provedena. 
 

Oblast -  registrace  K·d ¼konu 
Reg. ļ²slo ï stŚedn² 
ļ§st 

PoŚ. ļ²slo 
¼hrady 

MŊs²c ¼hrady 

 

1 0 9 0 0 4 7 2 0 5 

 
V pŚ²padŊ ģ§dost² tĨkaj²c²ch se ¼konŢ v oblasti  INSPEKCE, LABORATORNĉHO ROZBORU, 
PROPOUĠTŉNĉ ĠARĢĉ, KLINICK£HO HODNOCENĉ A OBECNħCH ĐKONš z²sk§ ģadatel variabiln² symbol 
platby n§sledovnŊ: 

 
¶ variabiln² symbol je dev²tim²stnĨ, 
¶ prvn² pozice variabiln²ho symbolu v pŚ²padŊ ¼konŢ v oblasti  

o INSPEKCE je 2, v oblasti  
o LABORATORNĉHO ROZBORU, PROPOUĠTŉNĉ ĠARĢĉ je 3 , v oblasti 
o KLINICK£HO HODNOCENĉ je 4  a v oblasti  
o OBECNħCH ĐKONš je 5 , 

¶ dalġ² dvŊ pozice variabiln²ho symbolu pŚedstavuje k·d ¼konu (viz pŚ²loha 2 -  k·d pro ¼ļely 
VarS)  - pŚ. 04 v oblasti INSPEKCE  - Ģ§dost o povolen² k vĨrobŊ veterin§rn²ch l®ļivĨch pŚ²pravkŢ 
s inspekc² v m²stŊ vĨroby - pro rozsah steriln² veterin§rn² l®ļiv® pŚ²pravky - jedna vĨrobnŊ odliġn§ l®kov§ 
forma a nebo jedna vĨrobn² jednotka - linka v jednom m²stŊ vĨroby; m§-li stejnĨ=z§kladn² k·d/poloģka 
v²ce variant (napŚ. 35a, 35b) do pozice variabiln²ho symbolu se ud§v§ pouze z§kladn² k·d 
(napŚ. 35), 
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¶ dalġ² ļtyŚi pozice pŚedstavuj² den  (01 - 31) a mŊs²c (01 -12) proved en² ¼hrady (napŚ²klad pro 

¼hradu provedenou 3. dubna se uvede symbol 0304 ),  
¶ dalġ² dvŊ pozice pŚedstavuj² rok proveden² ¼hrady (napŚ²klad pro rok 2009 se uvede symbol 

09).  
 

V n²ģe uveden®m vzoru je uveden variabiln² symbol pro n§hradu vĨdajŢ spojenou s ģ§dost² o povolen² k vĨrobŊ 
veterin§rn²ch l®ļivĨch pŚ²pravkŢ s inspekc² v m²stŊ vĨroby - pro rozsah steriln² veterin§rn² l®ļiv® pŚ²pravky - 
jedna vĨrobnŊ odliġn§ l®kov§ forma a nebo jedna vĨrobn² jednotka - linka v jednom m²stŊ vĨroby (n§rodn² 
povolen² pro vĨrobce v ĻR), provedenou 4. Ś²jna 2009:  

 

Oblast ï INS -2, 
LAB-3, KLIN -4, 
OBEC- 5 

K·d ¼konu 
Den + mŊs²c proveden² 
¼hrady 

Rok 
proveden² 
¼hrady 

2 0 4 0 4 1 0 0 9 

 
 

V pŚ²padŊ ģ§dost² o inspekci SVP ve 3 zemi*, se pŚedem uhrad² ļ§stka odpov²daj²c² poģadovan®mu typu inspekce 
uveden§ v sazebn²ku (pŚ²loha 2.) a s ģadatelem bude seps§na dohoda o uhrazen² cestovn²ch n§kladŢ inspektora 
spoļ²vaj²c²ch v: 
o leteck® dopravŊ do m²sta nejbl²ģe m²stu inspekce ve tŚ²dŊ ñeconomyò v pŚ²padŊ letu v r§mci Evropy, 

v pŚ²padŊ letu mimo Evropu ve tŚ²dŊ ñbusinessò, 
o pokryt² n§kladŢ na ubytov§n² v hotelu standardn² kategorie po potŚebnĨ poļet dnŢ, 
o n§kladech na pobyt a m²stn² dopravu v denn² vĨġi pŚ²sluġnĨm prov§dŊc²m pŚedpisem k z§konu ļ. 119/1992 

Sb., o cestovn²ch n§hrad§ch, ve znŊn² pozdŊjġ²ch pŚedpisŢ. PŚ²let inspektora na m²sto inspekce se bŊģnŊ 
pŚedpokl§d§ den pŚed zah§jen²m inspekce, odlet v posledn² den inspekce ļi den n§sleduj²c². 

 
V pŚ²padŊ ģ§dosti o laboratorn² rozbor, ģadatel uvede kontroln² pŚedpis (l®kopisnĨ ļl§nek, registraļn² 

dokumentaci), podle kter®ho m§ bĨt rozbor proveden, pŚ²padnŊ uvede jednotliv® kontroln² metody. N§hradu, 
kterou si podle jednotlivĨch poloģek uvedenĨch v sazebn²ku ģadatel vypoļte, uhrad² pŚedem. Rozpis jednotlivĨch 
poloģek pŚedloģ² s ģ§dost². V pŚ²padŊ speci§ln²ch kontroln²ch metod vyģaduj²c²ch n§kup referenļn²ch l§tek nebo 
n§kladnĨch chemik§li² ļi kitŢ, kdy vĨdaje ĐSKVBL pŚevyġuj² poloģky sazebn²ku, ¼stav ģadatele bezprostŚednŊ  
po pod§n² ģ§dosti informuje a ozn§m² mu vĨġi dodateļnĨch n§kladŢ. Rozbor bude proveden po odsouhlasen² 
tŊchto n§kladŢ ģadatelem.  

 
5.4 Vracen² n§hrad vĨdajŢ 

 
ĐSKVBL vrac² podle Ä 112 odst. 4 z§kona o l®ļivech n§hradu vĨdajŢ na z§kladŊ podepsan® ģ§dosti zaslan® 
ĐSKVBL. Formul§Ś ģ§dosti je uveden v pŚ²loze 5 tohoto pokynu.  
ĐSKVBL vrac² ģadateli n§hradu vĨdajŢ nebo jej² ļ§st, jde-li o jeden z n§sleduj²c²ch pŚ²padŢ: 
a) pokud ģadatel zaplatil n§hradu vĨdajŢ, aniģ k tomu byl povinen, vrac² ĐSKVBL n§hradu v pln® vĨġi, 
b) pokud Ś²zen² nebo poģadovan§ ļinnost nebyly vŢbec zah§jeny, vrac² ĐSKVBL n§hradu v pln® vĨġi, 
c) pokud ģadatel zaplatil vyġġ² ļ§stku, neģ je pro danĨ odbornĨ ¼kon stanovena, vrac² ĐSKVBL rozd²l mezi tŊmito 
ļ§stkami, 
d) pokud ģadatel zaplatil a pak mu ĐSKVBL na jeho dodateļnou ģ§dost ¼hradu prominul, vrac² ĐSKVBL n§hradu 
v pln® vĨġi, 
e) pokud je na ģ§dost ģadatele zastaveno spr§vn² Ś²zen² nebo je na ģ§dost ģadatele ukonļen odbornĨ ¼kon 
neprov§dŊnĨ  
ve spr§vn²m Ś²zen², vrac² ĐSKVBL pomŊrnou ļ§st n§hrady vĨdajŢ odpov²daj²c² odbornĨm ļinnostem, kter® nebyly 
do doby ukonļen² Śeġen² ģ§dosti provedeny; pokud jiģ byla vypracov§na hodnot²c² zpr§va, povaģuj² se vġechny 
odborn® ¼kony za proveden®. 

 
Pokud je ļ§stka, kterou je ĐSKVBL povinen vr§tit menġ² neģ 100 Kļ, ĐSKVBL n§hradu ani jej² ļ§st nevrac². 

                                                      
*
 V pŚ²padŊ t®to situace jde o st§ty, kter® nejsou ļleny ES ani Evropsk®ho hospod§Śsk®ho prostoru (EHP, EEA), ani nepodepsaly 

s ES dohodu o pŚistoupen² ļi dohodu o uzn§v§n² z§vŊrŢ inspekc² spr§vn® vĨrobn² praxe (Mutual Recognition Agreement, MRA). 
Funkļn² dohodu MRA v dobŊ vyd§n² tohoto pokynu maj² uzavŚenu Kanada, ĠvĨcarsko, NovĨ Z®land, Austr§lie. 
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5.5. Prominut² n§hrady vĨdajŢ 

 
N§hradu vĨdajŢ ĐSKVBL promine jen na z§kladŊ ģ§dosti. Pokud je v dan®m pŚ²padŊ splnŊn nŊkterĨ  
ze z§konnĨch dŢvodŢ, ģadatel pŚedloģ² spolu s ģ§dost² o odbornĨ ¼kon formou prŢvodn²ho dopisu ģ§dost  
o prominut² n§hrady vĨdajŢ odŢvodnŊnou v souladu s ustanoven²m Ä 112 z§kona o l®ļivech.  
 
Pravidla pro prominut² vĨdajŢ jsou d§le upravena v Ä 4 vyhl§ġky ļ. 427/2008 Sb. 
Konkr®tnŊ pak odst. 7 t®to vyhl§ġky stanovuje:  
 
Jedn§-li se o zmŊny registrac² souvisej²c² s podrobnĨm popisem syst®mu farmakovigilance nebo syst®mu Ś²zen² 
rizik, kterĨ m§ zaveden drģitel rozhodnut² o registraci, n§hrada vĨdajŢ se nestanov². 
 
5.6. Sn²ģen² n§hrady vĨdajŢ za zmŊny registrace vzhledem k  moģnosti seskupov§n² zmŊn  
 
Aplikace naŚ²zen² Komise (ES) 1234/2008 pro postupy MRP/DCP a v pozdŊjġ²m znŊn² pro ļistŊ vnitrost§tn² 

registrace mŊla za n§sledek, s ohledem na principy upraven® v z§konŊ o l®ļivech, zohlednŊn² objemu 
vykon§van® hodnotitelsk® ļinnosti a s t²m spojen® ¼pravy vĨġe n§hrad vĨdajŢ pro n²ģe uveden® pŚ²pady. 
ĐSKVBL d§le zohlednil ¼kony v r§mci ģ§dost² o zmŊnu/zmŊny registrace, kter® jsou vynaloģeny u ļistŊ 
vnitrost§tn²ch registrac² imunologickĨch veterin§rn²ch pŚ²pravkŢ. Jedn§ se o ģ§dosti seskupenĨch zmŊn typu II, 
pro kter® lze jednoznaļnŊ pŚedem stanovit, ģe se bude jednat o jedno posouzen² z hlediska odborn® ļinnosti 
hodnotitele.  
 
Prakticky se jedn§ o sn²ģen² n§hrad vĨdajŢ pro tyto konkr®tn² pŚ²pady: 
 
a) ZmŊny typu IA (IAIN), v pŚ²padŊ, kdy ģ§dost zahrnuje jednu zmŊnu pro v²ce registraļn²ch ļ²sel nebo skupinu 
identickĨch zmŊn pro v²ce registraļn²ch ļ²sel. 

 
Takovou ģ§dost vyj§dŚ² ģadatel v prŢvodn²m dopise pŚi pŚedloģen² ģ§dosti o zmŊnu registrace a n§hrada vĨdajŢ 

se v tomto pŚ²padŊ hrad² na z§kladŊ Ä8 vyhl§ġky ļ. 427/2008 Sb., n§sledovnŊ: 
 
¶ jedna zmŊna pro v²ce registraļn²ch ļ²sel - pro prvn² registraļn² ļ²slo se n§hrada vĨdajŢ hrad² v pln® vĨġi, 
pro vġechny zbĨvaj²c² registraļn² ļ²sla mŢģe ģadatel poģ§dat o 50% sn²ģen² n§hrady vĨdajŢ, 

¶ skupina identickĨch zmŊn pro v²ce registraļn²ch ļ²sel - pro prvn² registraļn² ļ²slo se n§hrada vĨdajŢ hrad² 
v pln® vĨġi, pro vġechny poģadovan® zmŊny. U vġech identickĨch zmŊn zbĨvaj²c²ch registraļn²ch ļ²sel mŢģe 
ģadatel poģ§dat o 50% sn²ģen² n§hrady vĨdajŢ. 

 
b) ZmŊna/zmŊny ļistŊ vnitrost§tn²ch registrac² imunologickĨch veterin§rn²ch pŚ²pravkŢ v pŚ²padŊ, kdy ģ§dost 
(seskupen²) zahrnuje konkr®tnŊ zmŊnu/zmŊny v oblasti vĨroby ¼ļinn® l§tky klasifikovan® v souļasnŊ platn®m 
sdŊlen² Komise C (2013) 2804 z 16. 5. 2013, jako B.I.a.1.,typu II - zmŊna vĨrobce vĨchoz² suroviny 
/ļinidla/meziproduktu pouģ²van®ho ve vĨrobn²m procesu ¼ļinn® l§tky pŚi vĨrobŊ biologick®ho/imunologick®ho 
pŚ²pravku, pro nŊkolik registrac² t®hoģ drģitele. 
 

Hodnocen² uveden® zmŊny (seskupen²) vyģaduje jedno posouzen² virov® bezpeļnosti a/nebo rizika TSE vĨchoz² 
suroviny/ļinidla/meziproduktu a zmŊna nem§ dalġ² dopad na kvalitu, bezpeļnost a ¼ļinnost koneļn®ho 
pŚ²pravku. 
 
Jestliģe ģadatel m§ z§mŊr pŚedloģit tut®ģ zmŊnu/zmŊny z kategorie B.I.a.1pro v²ce svĨch registrac², pŚedem  
by si mŊl ovŊŚit, zdali se jedn§ o vĨġe uvedenĨ pŚ²pad a ģe Veterin§rn² ¼stav s jeho z§mŊrem a jedinĨm 
pŚedloģen²m ģ§dosti souhlas². 
 
N§hrada vĨdajŢ se v takov®m pŚ²padŊ hrad² n§sledovnŊ: 
 
¶ jedna zmŊna typu II (z kategorie B.I.a.1) pro v²ce registraļn²ch ļ²sel - pro prvn² registraļn² ļ²slo  
se n§hrada vĨdajŢ hrad² v pln® vĨġi, pro vġechny zbĨvaj²c² registraļn² ļ²sla mŢģe ģadatel poģ§dat o sn²ģen² 
n§hrady vĨdajŢ na vĨġi n§hrady vĨdajŢ pro zmŊny typu IB.  
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¶ skupina identickĨch zmŊn (z kategorie B.I.a.1) pro v²ce registraļn²ch ļ²sel - pro prvn² registraļn² ļ²slo  

se n§hrada vĨdajŢ hrad² v pln® vĨġi, pro vġechny poģadovan® zmŊny. U vġech identickĨch zmŊn 
zbĨvaj²c²ch registraļn²ch ļ²sel mŢģe ģadatel poģ§dat o sn²ģen² n§hrady vĨdajŢ na vĨġi n§hrady vĨdajŢ  
pro zmŊny typu IB. 

 
Sn²ģen² n§hrady vĨdajŢ nelze aplikovat v pŚ²padech, kdy se n§roļnost ļi rozsah ļinnosti vykon§van® ĐSKVBL 
nemŊn² a doch§z² pouze ke zjednoduġen² syst®mu pro ģadatele.  
 

6. N§hrady vĨdajŢ za ¼kony ĐSKVBL spojen® s trv§n²m registrace l®ļivĨch 
pŚ²pravkŢ (roļn² udrģovac² platby) 

 
6.1. Obecn§ pravidla 
V souladu s Ä 112 odst. 2 z§kona o l®ļivech hrad² drģitel rozhodnut² o registraci n§hrady vĨdajŢ za ¼kony 
ĐSKVBL spojen® s trv§n²m registrace veterin§rn²ch l®ļivĨch pŚ²pravkŢ a to formou roļn²ch udrģovac²ch plateb.  
 
Roļn² udrģovac² platby se hrad² tak, ģe do konce kalend§Śn²ho roku je drģitel podle vĨġe citovan®ho ustanoven² 
povinen uhradit roļn² udrģovac² platbu na n§sleduj²c² kalend§Śn² rok. To znamen§, ģe napŚ. v roce 2012 hrad² 
drģitel platbu na rok 2013. 
Pokud drģitel rozhodnut² o registraci povinnost uhradit tuto platbu ve stanoven® lhŢtŊ nespln², ĐSKVBL jej vyzve 
k dodateļn® ¼hradŊ. Tato ¼hrada je splatn§ ve lhŢtŊ 15 dnŢ od doruļen² vĨzvy.  
Nebyla-li roļn² udrģovac² platba uhrazena ani ve lhŢtŊ stanoven® k dodateļn® ¼hradŊ, je drģitel rozhodnut²  
o registraci povinen uhradit platbu zvĨġenou o 50 %. 
Za kalend§Śn² rok, ve kter®m byla udŊlena registrace, se udrģovac² platba nehrad².  
Je-li zaplacen roļn² udrģovac² poplatek na kalend§Śn² rok, ve kter®m je registrace veterin§rn²ho l®ļiv®ho 
pŚ²pravku zruġena (z podnŊtu ĐSKVBL nebo na ģ§dost drģitele rozhodnut² o registraci) ļi v pŚ²padŊ vyprġen² 
platnosti registrace (drģitel rozhodnut² nepoģ§d§ v z§konem stanoven® lhŢtŊ o prodlouģen² platnosti registrace 
pŚ²pravku) nebo je-li pozastavena registrace l®ļiv®ho pŚ²pravku, bude na ģ§dost drģitele rozhodnut² (viz pŚ²loha 

ļ. 5) vr§cena pomŊrn§ ļ§st udrģovac²ho poplatku. 
 
6.2 Vlastn² ¼hrada 
Vlastn² ¼hrada roļn² udrģovac² platby se prov§d² bankovn²m pŚevodem na ¼ļet vedenĨ u Ļesk® n§rodn² banky  
a to ve vĨġi uveden® v pŚ²loze 2.  
 
Đdaje ĐSKVBL pro bankovn² pŚevod roļn²ch udrģovac²ch plateb: 

N§zev banky ĻNB (ĻESKĆ NĆRODNĉ BANKA) 

Adresa banky Rooseveltova, 18 
Brno 
631 32 
Ļesk§ republika 

Ļ²slo ¼ļtu 35-31229641 

K·d banky 0710 

IBAN CZ76 0710 0000 3500 3122 9641 

BIC (pŢvodnŊ SWIFT) CNBACZPP 

Konstantn² symbol 1148 

Variabiln² symbol VygenerovanĨ n²ģe popsanĨm zpŢsobem  

Platebn² titul 355 - VĨzkum a vĨvoj 

 
Drģitel pŚi ¼hradŊ roļn²ho udrģovac²ho poplatku mŢģe uplatnit jeden z n§sleduj²c²ch postupŢ: 
 
a)  samostatn§ platba pro kaģdĨ l®ļivĨ pŚ²pravek  
Variabiln² symbol ¼hrady ROĻNĉ UDRĢOVACĉ PLATBY v takov®m pŚ²padŊ z²sk§ drģitel rozhodnut² o registraci 
n§sledovnŊ:  
Å  variabiln² symbol je dev²tim²stnĨ,  
Å  prvn² 3 pozice variabiln²ho symbolu je pŚedstavuj² k·d ¼konu tj. 001  (roļn² udrģovac² platba) - viz 

pŚ²loha 2 
Å dalġ² 4 pozice pŚedstavuj² stŚedn² ļ§st registraļn²ho ļ²sla veterin§rn²ho l®ļiv®ho pŚ²pravku.  
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Ļ²slo se vģdy uv§d² jako ļtyŚm²stn®, tedy v pŚ²padŊ pŚ²pravku zaregistrovan®ho pod registraļn²m ļ²slem 

96/104/07 -C se uvede symbol 0104 (viz pŚ²klad n²ģe).  
Å  posledn² 2 pozice pŚedstavuj² rok na kterĨ je pŚ²sluġn§ udrģovac² platba hrazena. Pokud tedy k ¼hradŊ 
dojde napŚ. v prŢbŊhu roku 20013 na rok 2014, uvede se dvojļ²sl² Ă14ñ (viz pŚ²klad n²ģe) 

 

K·d ¼konu Reg. ļ²slo -  stŚedn² ļ§st 
Rok, na kterĨ je 
platba hrazena  

0 0 1 0 1 0 4 1 4 

 
Drģitel po proveden² platby zaġle ĐSKVBL neprodlenŊ doklad o proveden² platby (vĨpis z ¼ļtu)  
a dvoj² vyhotoven² pŚedvyplnŊn®ho formul§Śe ĂPotvrzen² o zaplacen² n§hrady vĨdajŢ za odborn® ¼kony 
vykon§van® v pŢsobnosti ĐSKVBL / za ¼kony spojen® s trv§n²m registrace (roļn² udrģovac² platba)ñ podle 
pŚ²lohy 3. 

 
b)  hromadn§ platba pro vġechny l®ļiv® pŚ²pravky drģitele 
Tento zpŢsob platby je moģnĨ pouze za podm²nky dodrģen² n§sleduj²c²ch pravidel: 
Po proveden² platby bude ĐSKVBL neprodlenŊ zasl§n prŢvodn² dopis s uveden²m informace o zvolen®m 
hromadn®m zpŢsobu platby, spolu s vĨļtem zaslanĨch dokumentŢ, pŚ²padnŊ dalġ²mi informacemi pro ĐSKVBL. 
 
S prŢvodn²m dopisem budou pŚedloģeny tyto dokumenty: 
¶ doklad o proveden² platby (vĨpis z ¼ļtu)  
¶ dvoj² vyhotoven² pŚedvyplnŊn®ho formul§Śe ĂPotvrzen² o zaplacen² n§hrady vĨdajŢ za odborn® ¼kony 
vykon§van® v pŢsobnosti ĐSKVBL / za ¼kony spojen® s trv§n²m registrace (roļn² udrģovac² platba)ñ podle 
pŚ²lohy 3. 

¶ v tabulkov® formŊ seznam vġech veterin§rn²ch l®ļivĨch pŚ²pravkŢ, kterĨm je platba urļena, vģdy 
s uveden²m n§zvu pŚ²pravku, jeho registraļn²ho ļ²sla a jm®na drģitele rozhodnut² o registraci 

 
Variabiln² symbol ¼hrady ROĻNĉ UDRĢOVACĉ PLATBY v takov®m pŚ²padŊ z²sk§ drģitel rozhodnut²  
o registraci na vyģ§d§n² na ĐSKVBL, konkr®tnŊ na emailov® adrese podrecka@uskvbl.cz nebo bude zasl§n 
drģiteli rozhodnut² v r§mci informativn²ho dopisu o povinnosti platby za ¼kony spojen® s trv§n²m registrace. 
 
Po ovŊŚen² ¼hrady a ¼dajŢ vĨġe uveden®ho pŚedvyplnŊn®ho formul§Śe, zaġle ĐSKVBL jeden 
potvrzenĨ formul§Ś zpŊt drģiteli. Takto potvrzenĨ formul§Ś slouģ² drģiteli jako daŔovĨ doklad. 
 
Mimo uveden® podrobnosti plat² pro ¼hrady roļn²ch udrģovac²ch plateb pŚimŊŚenŊ obecn§ pravidla uveden§ 
v ļ§sti 5.1 tohoto pokynu.  
 
6.3. Vracen² roļn² udrģovac² platby 
 
Vracen² roļn² udrģovac² platby se Ś²d² pravidly stanovenĨmi v Ä 112 odst. 4 z§kona ļ. 378/2007 Sb.  
jak je specifikov§no v bodu 5.4.  tohoto pokynu.   
 

7. N§hrada vĨdajŢ za ¼kony prov§dŊn® v obdob² pŚed zah§jen²m postupŢ 
MRP/DCP  
 
Za ¼kony prov§dŊn® v  pŢsobnosti ĐSKVBL v obdob² pŚed zah§jen²m postupŢ vz§jemn®ho uzn§v§n² ļlenskĨmi 
st§ty ES (MRP) nebo decentralizovan®ho postupu registrace veterin§rn²ch l®ļivĨch pŚ²pravkŢ (DCP) ĐSKVBL 
vyb²r§ n§hrady vĨdajŢ podle poloģek uvedenĨch v sazebn²ku n§hrad vĨdajŢ - viz pŚ²loha 2.   
Mezi ¼kony prov§dŊn® v r§mci pre-procedur§ln² f§ze se Śad² ¼stn² konzultace pŚed pod§n²m vlastn² ģ§dosti  
o zah§jen² procedury MRP nebo DCP s Ļeskou republikou jako referenļn²m ļlenskĨm st§tem (poloģka  
O - 01sazebn²ku) a d§le poskytnut² p²semn®ho odborn®ho stanoviska k z§leģitosti procedur MRP/DCP pŚed jejich 
zah§jen²m (O - 02), v pŚ²padŊ, ģe Ļesk§ republika pln² roli referenļn²ho ļlensk®ho st§tu.  
Pokud poģadovanĨ ¼kon vyģaduje hodnocen² vŊtġ²ho rozsahu Ś²d² se vĨġe n§hrady vĨdajŢ kalkulaļn²m vzorcem 
stanovenĨm v pŚ²loze ļ²slo 3 vyhl§ġky ļ. 427/2008 Sb., ve znŊn² pozdŊjġ²ch pŚedpisŢ, kdy vĨdaje USKVBL  
na 1hod pr§ce (kaģd§ zapoļat§ hodina), ļin² 490 Kļ. 

mailto:podrecka@uskvbl.cz
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PŚ²loha 1: Doklad o zaplacen² spr§vn²ho poplatku 

 
Doklad o zaplacen² spr§vn²ho poplatku 

Proof of payment of administration fees  
 

 
Zde pros²m nalepte kolek v pŚ²sluġn® hodnotŊ 

Ļ.j./ Ref.No.   Please attach a revenue stamp of respective value 
 
 

 
 

Ģadatel = Dosavadn² drģitel rozhodnut² o registraci 
Applicant = Current registration decision holder  
N§zev (spoleļnosti) / (Company) Name: 
Adresa / Address: 
ZemŊ / Country:  
IĻO 
DIĻ 
Osoba zmocnŊn§ k jedn§n² dosavadn²m drģitelem rozhodnut² o registraci4)  

Person authorised for communication on behalf of the current registration decision holder 4) 

Jm®no / Name: 
Adresa / Address: 
ZemŊ / Country: 
Telefon / Telephone: 
Telefax/ Facsimile: 
E-Mail: 

 

Typ ģ§dosti /Type of Application Kļ  

Ģ§dost Application for   

- o registraci veterin§rn²ho l®ļiv®ho pŚ²pravku, vļetnŊ homeopatick®ho pŚ²pravku / 
marketing authorisation of a veterinary medicinal product, including homeopathic 
product 

2000, -  

- o zmŊnu rozhodnut² o registraci veterin§rn²ho l®ļiv®ho pŚ²pravku, vļetnŊ 
homeopatick®ho pŚ²pravku, ozn§men² zmŊny typu IA/ohl§ġen² zmŊny typu IB / 
variation to a marketing authorisation of a veterinary medicinal product, including 
homeopathic product, variation IA/IB notifications  

2000, -  

- o prodlouģen² platnosti rozhodnut² o registraci veterin§rn²ho l®ļiv®ho pŚ²pravku, 
vļetnŊ homeopatick®ho pŚ²pravku / renewal of a marketing authorisation of a 
veterinary medicinal product, including homeopathic product  

2000, -  

Ģ§dost o pŚevod registrace veterin§rn²ho l®ļiv®ho pŚ²pravku, vļetnŊ homeopatick®ho 
pŚ²pravku / Application for transfer of a marketing authorisation of a veterinary 
medicinal product, including homeopathic product 

2000, -  

Ģ§dost o povolen² soubŊģn®ho dovozu veterin§rn²ho l®ļiv®ho pŚ²pravku, vļetnŊ 
homeopatick®ho pŚ²pravku /Application for parallel import of a veterinary medicinal 
product, including homeopathic product  

200 0,-  

Ģ§dost o zruġen² rozhodnut² o registraci veterin§rn²ho l®ļiv®ho pŚ²pravku, vļetnŊ 
homeopatick®ho pŚ²pravku / Application for withdrawal of  a marketing authorisation  
of a veterinary medicinal product, including homeopathic product  

1000, -  

Ģ§dost / Application for   

- o povolen² ļi zmŊnu povolen² k vĨrobŊ veterin§rn²ch l®ļivĨch pŚ²pravkŢ/ granting or 
variation to a manufacturing authorisation for veterinary medicinal products  

2000, -  

- o povolen² ļi zmŊnu k vĨrobŊ veterin§rn²ch l®ļivĨch pŚ²pravkŢ - medikovanĨch krmiv / 
granting or variation to a manufacturing authorisation for manufacture of medicated 
feeding stuffs 

2000, -  
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- o povolen² ļi zmŊnu k vĨrobŊ veterin§rn²ch l®ļivĨch pŚ²pravkŢ - veterin§rn²ch 

autogenn²ch vakc²n / granting or variation to a manufacturing authorisation for 
veterinary autogenous vaccines 

2000, -  

- o povolen² ļi zmŊnu povolen² k ļinnosti kontroln² laboratoŚe / granting or variation to 
a licence for control laboratories 

2000, -  

Ģ§dost / Application for   

- o povolen² ļi zmŊnu povolen² k distribuci l®ļivĨch pŚ²pravkŢ / granting or 
variation to a distribution authorisation for veterinary medicinal products  

2000, -  

- o rozġ²Śen² povolen² k distribuci / extension of a distribution authorisation  2000, -  

 
Datum    Podpis ģadatele, popŚ. j²m zmocnŊn® osoby 
Date    Signature of the applicant, or person authorized by him 

    
Jm®no, pŚ²jmen² / First name, Family Name: 

   Adresa / Addres 
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PŚ²loha 2: Sazebn²k n§hrad vĨdajŢ za odborn® ¼kony vykon§van® 
v pŢsobnosti ĐSVKBL 
 
¶ Plat² od 15. Ś²jna 2013 
¶ Đkony ĐSKVBL n§hradŊ vĨdajŢ nepodl®haj², pokud jsou vyģadov§ny jinĨmi organizaļn²mi sloģkami st§tu. 
¶ Poskytov§n² informac² administrativn² povahy, kdy nejde o odborn® ¼kony, se Ś²d² z§konem ļ. 106/1999 Sb., o 
poskytov§n² informac², ve znŊn² pozdŊjġ²ch pŚedpisŢ.  

 

K·d pro 
¼ļely 
generov§n² 
variabiln²ho 
symbolu  

Kategorie (¼kon)  Đhrada 

ROĻNĉ UDRĢOVACĉ PLATBA 

U - 001 
001  

Roļn² udrģovac² platba 6 500 Kļ 

OBECN£  

O - 01 
01  

Ģ§dost o poskytnut² hodinov® ¼stn² konsultace na ģ§dost (nesouvisej²c² s jiģ 
pŚedloģenou ģ§dost²) 

2 600 Kļ 

O - 02 
02  

Ģ§dost o vyd§n² p²semn®ho odborn®ho stanoviska na ģ§dost k ot§zce souvisej²c²  
s n§pln² ļinnosti ¼stavu pro oblast veterin§rn²ch l®ļiv 

5 400 Kļ 

O - 03 
03  

Ģ§dost o vyd§n² rozhodnut², nesouvisej²c² s jiģ pŚedloģenou ģ§dost², zda jde  
o l®ļivo, vļetnŊ rozliġen² mezi l®ļivĨm pŚ²pravkem, l®ļivou l§tkou, veterin§rn² l®ļivĨ 
pŚ²pravek podl®haj²c² registraci nebo o jinĨ vĨrobek, popŚ²padŊ zda jde  
o homeopatickĨ pŚ²pravek 

7 100 Kļ 

REGISTRACE 

  NĆRODNĉ REGISTRACE   

RN-01 
01  

Ģ§dost o registraci veterin§rn²ho l®ļiv®ho pŚ²pravku - samostatn§ registrace 
podloģen§ ¼plnĨmi experiment§ln²mi nebo liter§rn²mi ¼daji - veterin§rn² l®ļivĨ 
pŚ²pravek pro v²ce neģ dva c²lov® druhy zv²Śat (n§rodn² registrace) 

111 100 Kļ 

RN-D-51 
51  

Dalġ² ¼kony, kter® jsou prov§dŊny pouze v pŚ²padech, kdy jsou pŚedkl§d§ny 
ģ§dosti, kter® neobsahuj² ¼daje a dokumentaci (registraļn² dokumentaci), kter® 
odpov²daj² platnĨm poģadavkŢm  

24 500 Kļ 

RN-02 
02  

Ģ§dost o registraci veterin§rn²ho l®ļiv®ho pŚ²pravku - samostatn§ registrace 
podloģen§ ¼plnĨmi experiment§ln²mi nebo liter§rn²mi ¼daji - veterin§rn² l®ļivĨ 
pŚ²pravek pro max. dva c²lov® druhy zv²Śat (n§rodn² registrace) 

85 700 Kļ 

RN-D-52 
52  

Dalġ² ¼kony, kter® jsou prov§dŊny pouze v pŚ²padech, kdy jsou pŚedkl§d§ny 
ģ§dosti, kter® neobsahuj² ¼daje a dokumentaci (registraļn² dokumentaci), kter® 
odpov²daj² platnĨm poģadavkŢm  

24 500 Kļ 

RN-03 
03  

Ģ§dost o registraci veterin§rn²ho l®ļiv®ho pŚ²pravku - registrace pŚedkl§dan§  

na z§kladŊ ne¼pln® dokumentace s odkazem na registraci origin§ln²ho pŚ²pravku po 
uplynut² d®lky ochrany dat (generick§ ģ§dost) ļi na z§kladŊ informovan®ho 
souhlasu jin®ho drģitele 

52 400 Kļ 

RN-D-53 
53  

Dalġ² ¼kony, kter® jsou prov§dŊny pouze v pŚ²padech, kdy jsou pŚedkl§d§ny 
ģ§dosti, kter® neobsahuj² ¼daje a dokumentaci (registraļn² dokumentaci), kter® 
odpov²daj² platnĨm poģadavkŢm  

9 800 Kļ 

RN-04 
04  

Ģ§dost o registraci veterin§rn²ho l®ļiv®ho pŚ²pravku -  hybridn² registrace,  
tj. registrace pŚedkl§dan§ na z§kladŊ ne¼pln® dokumentace s odkazem  
na registraci origin§ln²ho pŚ²pravku po uplynut² d®lky ochrany dat (generick§ 
ģ§dost) ļi na z§kladŊ informovan®ho souhlasu jin®ho drģitele s ¼daji nad r§mec 
z§sadn² podobnosti (n§rodn² registrace) 

75 900 Kļ 

RN-D-54 
54 

Dalġ² ¼kony, kter® jsou prov§dŊny pouze v pŚ²padech, kdy jsou pŚedkl§d§ny 
ģ§dosti, kter® neobsahuj² ¼daje a dokumentaci (registraļn² dokumentaci), kter® 
odpov²daj² platnĨm poģadavkŢm  

19 600 Kļ 
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RN ï 05 

05  

V²cen§sobn§ ģ§dost o registraci zcela totoģn®ho veterin§rn²ho l®ļiv®ho pŚ²pravku 

pod jinĨm n§zvem (opakov§n² registrace veterin§rn²ho l®ļiv®ho pŚ²pravku pod 
jinĨm n§zvem a pŚ²padnŊ pro jin®ho drģitele - duplik§t ļi kopie) 

17 600 Kļ 

RN-D ï 55 
55  

Dalġ² ¼kony, kter® jsou prov§dŊny pouze v pŚ²padech, kdy jsou pŚedkl§d§ny 
ģ§dosti, kter® neobsahuj² ¼daje a dokumentaci (registraļn² dokumentaci), kter® 
odpov²daj² platnĨm poģadavkŢm  

4 900 Kļ 

RN ï 06 
06  

Ģ§dost o registraci veterin§rn²ho l®ļiv®ho pŚ²pravku - ve stanovenĨch pŚ²padech, 
kdy s ohledem na vĨznamnou zmŊnu povahy, vlastnost² nebo zpŢsobu pouģit² 
veterin§rn²ho l®ļiv®ho pŚ²pravku nelze poģ§dat o zmŊnu registrace pŚ²sluġn®ho 
pŚ²pravku - rozġ²Śen² registrace veterin§rn²ho l®ļiv®ho pŚ²pravku pro v²ce neģ 
jednu vlastnost  (napŚ. s²la, l®kov§ forma, pŚid§n² c²lov®ho druhu potravinov®ho 
zv²Śete)  

58 800 Kļ 

RN-Dï 56 
56  

Dalġ² ¼kony, kter® jsou prov§dŊny pouze v pŚ²padech, kdy jsou pŚedkl§d§ny 
ģ§dosti, kter® neobsahuj² ¼daje a dokumentaci (registraļn² dokumentaci), kter® 
odpov²daj² platnĨm poģadavkŢm  

7 300 Kļ 

RNï07 
07  

Ģ§dost o registraci veterin§rn²ho l®ļiv®ho pŚ²pravku - ve stanovenĨch pŚ²padech, 
kdy s ohledem na vĨznamnou zmŊnu povahy, vlastnost² nebo zpŢsobu pouģit² 
veterin§rn²ho l®ļiv®ho pŚ²pravku nelze poģ§dat o zmŊnu registrace pŚ²sluġn®ho 
pŚ²pravku - rozġ²Śen² registrace veterin§rn²ho l®ļiv®ho pŚ²pravku o maxim§lnŊ 
jednu vlastnost  (napŚ. s²la, l®kov§ forma, pŚid§n² c²lov®ho druhu potravinov®ho 
zv²Śete)  

31 800 Kļ 

RN-Dï57 
57  

Dalġ² ¼kony, kter® jsou prov§dŊny pouze v pŚ²padech, kdy jsou pŚedkl§d§ny 
ģ§dosti, kter® neobsahuj² ¼daje a dokumentaci (registraļn² dokumentaci), kter® 
odpov²daj² platnĨm poģadavkŢm  

4 900 Kļ 

RNï08 
08  

Ģ§dost o registraci veterin§rn²ho l®ļiv®ho pŚ²pravku - registrace homeopatika 
zjednoduġenĨm postupem  

48 500 Kļ 

RN-Dï58 

58  

Dalġ² ¼kony, kter® jsou prov§dŊny pouze v pŚ²padech, kdy jsou pŚedkl§d§ny 
ģ§dosti, kter® neobsahuj² ¼daje a dokumentaci (registraļn² dokumentaci), kter® 
odpov²daj² platnĨm poģadavkŢm  

9 800 Kļ 

RNï09 
09  

Ģ§dost o registraci homeopatick®ho veterin§rn²ho l®ļiv®ho pŚ²pravku - ve 
stanovenĨch pŚ²padech, kdy s ohledem na vĨznamnou zmŊnu povahy, vlastnost² 
nebo zpŢsobu pouģit² homeopatick®ho veterin§rn²ho l®ļiv®ho pŚ²pravku nelze 
poģ§dat o zmŊnu registrace pŚ²sluġn®ho pŚ²pravku - rozġ²Śen² registrace (n§rodn² 
registrace) 

25 000 Kļ 

RN-Dï59 
59  
 

Dalġ² ¼kony, kter® jsou prov§dŊny pouze v pŚ²padech, kdy jsou pŚedkl§d§ny 
ģ§dosti, kter® neobsahuj² ¼daje a dokumentaci (registraļn² dokumentaci), kter® 
odpov²daj² platnĨm poģadavkŢm  

3 900 Kļ 

RN-10 
10  

Ģ§dost o zmŊnu registrace  -  typu II  (n§rodn² postup) 24 000 Kļ 

RN-D-60 
60  

Dalġ² ¼kony, kter® jsou prov§dŊny pouze v pŚ²padech, kdy jsou pŚedkl§d§ny 
ģ§dosti, kter® neobsahuj² ¼daje a dokumentaci (registraļn² dokumentaci), kter® 

odpov²daj² platnĨm poģadavkŢm  

4 900 Kļ 

RN-11 
11  

Ģ§dost o zmŊnu registrace - typu IA  (n§rodn² postup) 3 900 Kļ 

RN - 43  
43  

Ģ§dost o zmŊnu registrace - typu IB  (n§rodn² postup) 5 900 Kļ 

RN-12 
12  

Ģ§dost o prodlouģen² registrace veterin§rn²ho l®ļiv®ho pŚ²pravku - vġechny l®ļiv® 
pŚ²pravky kromŊ homeopatik (n§rodn² postup) 

43 600 Kļ 

RN-D-62 
62  

Dalġ² ¼kony, kter® jsou prov§dŊny pouze v pŚ²padech, kdy jsou pŚedkl§d§ny 
ģ§dosti, kter® neobsahuj² ¼daje a dokumentaci (registraļn² dokumentaci), kter® 
odpov²daj² platnĨm poģadavkŢm  

14 700 Kļ 

RN-13 
13  

Ģ§dost o prodlouģen² registrace veterin§rn²ho l®ļiv®ho pŚ²pravku - homeopatika  
(n§rodn² postup) 

23 500 Kļ 

RN-D-63 

63  

Dalġ² ¼kony, kter® jsou prov§dŊny pouze v pŚ²padech, kdy jsou pŚedkl§d§ny 

ģ§dosti, kter® neobsahuj² ¼daje a dokumentaci (registraļn² dokumentaci), kter® 
odpov²daj² platnĨm poģadavkŢm  

4 900 Kļ 
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RN-14 

14  
Ģ§dost o pŚevod registrace veterin§rn²ho l®ļiv®ho pŚ²pravku na jin®ho drģitele  4 900 Kļ 

R-15 
15  

Ģ§dost o zruġen² registrace VLP - bez dalġ²ch poģadavkŢ 
nen² 
¼hrada 

RN-16 
16  

Ģ§dost o zruġen² registrace veterin§rn²ho l®ļiv®ho pŚ²pravku - s poģadavkem 
postupn®ho doprodeje 

2 900 Kļ 

 ĻR JAKO REFERENĻNĉ ĻLENSKħ STĆT   

RRMS/NR-
17a 
17a  

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem - samostatn§ registrace podloģen§ ¼plnĨmi 
experiment§ln²mi nebo liter§rn²mi ¼daji. PŚ²pad, kdy veterin§rn² l®ļivĨ pŚ²pravek 
nen² v Ļesk® republice registrov§n a v proceduŚe je zahrnuto max. 5 CMS . 

197 800 Kļ 

RRMS/NR-
17b 
17b  

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem - samostatn§ registrace podloģen§ ¼plnĨmi 
experiment§ln²mi nebo liter§rn²mi ¼daji. PŚ²pad, kdy veterin§rn² l®ļivĨ pŚ²pravek 
nen² v Ļesk® republice registrov§n a v proceduŚe je zahrnuto max. 6 -15 
CMS. 

227 200 Kļ 

RRMS/NR-
17c 
17c  

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem - samostatn§ registrace podloģen§ ¼plnĨmi 
experiment§ln²mi nebo liter§rn²mi ¼daji. PŚ²pad, kdy veterin§rn² l®ļivĨ pŚ²pravek 
nen² v Ļesk® republice registrov§n a v proceduŚe je zahrnuto v²ce neģ 15 
CMS. 

256 500 Kļ 

RRMS/NR-D-
67 
67  

Dalġ² ¼kony, kter® jsou prov§dŊny pouze v pŚ²padech, kdy jsou pŚedkl§d§ny 
ģ§dosti, kter® neobsahuj² ¼daje a dokumentaci (registraļn² dokumentaci), kter® 
odpov²daj² platnĨm poģadavkŢm  

24 500 Kļ 

RRMS/R-18a 
18a  

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem - samostatn§ registrace podloģen§ ¼plnĨmi 
experiment§ln²mi nebo liter§rn²mi ¼daji. PŚ²pad, kdy veterin§rn² l®ļivĨ pŚ²pravek 
m§ v Ļesk® republice platnou registraci a v proceduŚe je zahrnuto max.   
5 CMS. 

107 700 Kļ 

RRMS/R-18b 
18b  

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem - samostatn§ registrace podloģen§ ¼plnĨmi 
experiment§ln²mi nebo liter§rn²mi ¼daji. PŚ²pad, kdy veterin§rn² l®ļivĨ pŚ²pravek 
m§ v Ļesk® republice platnou registraci a v proceduŚe je zahrnuto max.  
6 -  15 CMS.  

137 100 Kļ 

RRMS/R-18c 
18c  

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem - samostatn§ registrace podloģen§ ¼plnĨmi 
experiment§ln²mi nebo liter§rn²mi ¼daji. PŚ²pad, kdy veterin§rn² l®ļivĨ pŚ²pravek 
m§ v Ļesk® republice platnou registraci a v proceduŚe je zahrnuto v²ce neģ 
15 CMS.  

166 500 Kļ 

RRMS/R-D-
68 
68  

Dalġ² ¼kony, kter® jsou prov§dŊny pouze v pŚ²padech, kdy jsou pŚedkl§d§ny 
ģ§dosti, kter® neobsahuj² ¼daje a dokumentaci (registraļn² dokumentaci), kter® 
odpov²daj² platnĨm poģadavkŢm  

14 700 Kļ 

RRMS/NR-
19a 
19a  

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem - registrace pŚedkl§dan§ na z§kladŊ ne¼pln® 
dokumentace s odkazem na registraci origin§ln²ho pŚ²pravku po uplynut² d®lky 
ochrany dat (generick§ ģ§dost) ļi na z§kladŊ informovan®ho souhlasu jin®ho 
drģitele. PŚ²pad, kdy veterin§rn² l®ļivĨ pŚ²pravek nen² v Ļesk® republice 
registrov§n a v proceduŚe je zahrnuto max. 5 CMS.  

102 300 Kļ 

RRMS/NR-
19b 
19b  

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem - registrace pŚedkl§dan§ na z§kladŊ ne¼pln® 
dokumentace s odkazem na registraci origin§ln²ho pŚ²pravku po uplynut² d®lky 
ochrany dat (generick§ ģ§dost) ļi na z§kladŊ informovan®ho souhlasu jin®ho 
drģitele. PŚ²pad, kdy veterin§rn² l®ļivĨ pŚ²pravek nen² v Ļesk® republice 
registrov§n a v proceduŚe je zahrnuto max. 6 - 15 CMS.  

117 000 Kļ 

RRMS/NR-
19c 

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem - registrace pŚedkl§dan§ na z§kladŊ ne¼pln® 

131 700 Kļ 
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19c  dokumentace s odkazem na registraci origin§ln²ho pŚ²pravku po uplynut² d®lky 

ochrany dat (generick§ ģ§dost) ļi na z§kladŊ informovan®ho souhlasu jin®ho 
drģitele. PŚ²pad, kdy veterin§rn² l®ļivĨ pŚ²pravek nen² v Ļesk® republice 
registrov§n a v proceduŚe je zahrnuto v²ce neģ 15 CMS. 

RRMS/NR-D-
69 
69  

Dalġ² ¼kony, kter® jsou prov§dŊny pouze v pŚ²padech, kdy jsou pŚedkl§d§ny 
ģ§dosti, kter® neobsahuj² ¼daje a dokumentaci (registraļn² dokumentaci), kter® 
odpov²daj² platnĨm poģadavkŢm  

9 800 Kļ 

RRMS/R-20a 
20a  

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem - registrace pŚedkl§dan§ na z§kladŊ ne¼pln® 
dokumentace s odkazem na registraci origin§ln²ho pŚ²pravku po uplynut² d®lky 
ochrany dat (generic k§ ģ§dost) ļi na z§kladŊ informovan®ho souhlasu jin®ho 
drģitele. PŚ²pad, kdy veterin§rn² l®ļivĨ pŚ²pravek m§ v Ļesk® republice platnou 
registraci  a v proceduŚe je zahrnuto max. 5 CMS.  

78 300 Kļ 

RRMS/R-20b 
20b  

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem - registrace pŚedkl§dan§ na z§kladŊ ne¼pln® 
dokumentace s odkazem na registraci origin§ln²ho pŚ²pravku po uplynut² d®lky 
ochrany dat (generick§ ģ§dost) ļi na z§kladŊ informovan®ho souhlasu jin®ho 
drģitele. PŚ²pad, kdy veterin§rn² l®ļivĨ pŚ²pravek m§ v Ļesk® republice platnou 
registraci  a v proceduŚe je zahrnuto max. 6 -  15 CMS.  

93 000 Kļ 

RRMS/R-20c 
20c  

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem - registrace pŚedkl§dan§ na z§kladŊ ne¼pln® 
dokumentace s odkazem na registraci origin§ln²ho pŚ²pravku po uplynut² d®lky 
ochrany dat (generick§ ģ§dost)  ļi na z§kladŊ informovan®ho souhlasu jin®ho 
drģitele. PŚ²pad, kdy veterin§rn² l®ļivĨ pŚ²pravek m§ v Ļesk® republice platnou 
registraci  a v proceduŚe je zahrnuto v²ce neģ 15 CMS. 

107 700 Kļ 

RRMS/R-D-
70 
70  

Dalġ² ¼kony, kter® jsou prov§dŊny pouze v pŚ²padech, kdy jsou pŚedkl§d§ny 
ģ§dosti, kter® neobsahuj² ¼daje a dokumentaci (registraļn² dokumentaci), kter® 
odpov²daj² platnĨm poģadavkŢm  

9 800 Kļ 

RRMS/NR-
21a 
21a  

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem -   hybridn² registrace, tj . registrace pŚedkl§dan§ 
na z§kladŊ ne¼pln® dokumentace s odkazem na registraci origin§ln²ho pŚ²pravku  
po uplynut² d®lky ochrany dat (generick§ ģ§dost) ļi na z§kladŊ informovan®ho 
souhlasu jin®ho drģitele s ¼daji nad r§mec z§sadn² podobnosti. PŚ²pad,  
kdy veterin§rn² l®ļivĨ pŚ²pravek nen² v Ļesk® republice registrov§n  
a v proceduŚe je zahrnuto max. 5 CMS.  

137 600 Kļ 

RRMS/NR-
2b1 
21b  

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem -  hybridn² registrace, tj . registrace pŚedkl§dan§ 
na z§kladŊ ne¼pln® dokumentace s odkazem na registraci origin§ln²ho pŚ²pravku  
po uplynut² d®lky ochrany dat (generick§ ģ§dost) ļi na z§kladŊ informovan®ho 
souhlasu jin®ho drģitele s ¼daji nad r§mec z§sadn² podobnosti. PŚ²pad, kdy 
veterin§rn² l®ļivĨ pŚ²pravek nen² v Ļesk® republice registrov§n a v proceduŚe 

je zahrnuto max. 6 - 15 CMS . 

157 200 Kļ 

RRMS/NR-
21c 
21c  

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem -   hybridn² registrace, tj . registrace pŚedkl§dan§ 
na z§kladŊ ne¼pln® dokumentace s odkazem na registraci origin§ln²ho pŚ²pravku  
po uplynut² d®lky ochrany dat (generick§ ģ§dost) ļi na z§kladŊ informovan®ho 
souhlasu jin®ho drģitele s ¼daji nad r§mec z§sadn² podobnosti. PŚ²pad, kdy 
veterin§rn² l®ļivĨ pŚ²pravek nen² v Ļesk® republice registrov§n a v proceduŚe 
je zahrnuto v²ce neģ 15 CMS. 

176 700 Kļ 

RRMS/NR-D-
71 
71  

Dalġ² ¼kony, kter® jsou prov§dŊny pouze v pŚ²padech, kdy jsou pŚedkl§d§ny 
ģ§dosti, kter® neobsahuj² ¼daje a dokumentaci (registraļn² dokumentaci), kter® 
odpov²daj² platnĨm poģadavkŢm  

19 600 Kļ 

RRMS/R-22a 

22a  

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem -  hybridn² registrace, tj . registrace pŚedkl§dan§ 
na z§kladŊ ne¼pln® dokumentace s odkazem na registraci origin§ln²ho pŚ²pravku  

po uplynut² d®lky ochrany dat (generick§ ģ§dost) ļi na z§kladŊ informovan®ho 
souhlasu jin®ho drģitele s ¼daji nad r§mec z§sadn² podobnosti. PŚ²pad, kdy 

93 000 Kļ 
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veterin§rn² l®ļivĨ pŚ²pravek m§ v Ļesk® republice platnou registraci  

a v proceduŚe je zahrnuto max. 5 CMS.  

RRMS/R-22b 
22b  

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem -  hybridn² registrace, tj . registrace pŚedkl§dan§ 
na z§kladŊ ne¼pln® dokumentace s odkazem na registraci origin§ln²ho pŚ²pravku  
po uplynut² d®lky ochrany dat (generick§ ģ§dost) ļi na z§kladŊ informovan®ho 
souhlasu jin®ho drģitele s ¼daji nad r§mec z§sadn² podobnosti. PŚ²pad, kdy 
veterin§rn² l®ļivĨ pŚ²pravek m§ v Ļesk® republice platnou registraci  
a v proceduŚe je zahrnuto 6 - 15 CMS.  

112 600 Kļ 

RRMS/R-22c 
22c  

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem -  hybridn² registrace, tj . registrace pŚedkl§dan§  
na z§kladŊ ne¼pln® dokumentace s odkazem na registraci origin§ln²ho pŚ²pravku  
po uplynut² d®lky ochrany dat (generick§ ģ§dost) ļi na z§kladŊ informovan®ho 
souhlasu jin®ho drģitele s ¼daji nad r§mec z§sadn² podobnosti. PŚ²pad, kdy 
veterin§rn² l®ļivĨ pŚ²pravek m§ v Ļesk® republice platnou registraci  
a v proceduŚe je zahrnuto v²ce neģ 15 CMS. 

132 200 Kļ 

RRMS/R-72 
72  

Dalġ² ¼kony, kter® jsou prov§dŊny pouze v pŚ²padech, kdy jsou pŚedkl§d§ny 
ģ§dosti, kter® neobsahuj² ¼daje a dokumentaci (registraļn² dokumentaci), kter® 
odpov²daj² platnĨm poģadavkŢm  

14 700 Kļ 

RRMS/EX-
23a 
23a  

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem - ve stanovenĨch pŚ²padech, kdy s ohledem  
na vĨznamnou zmŊnu povahy, vlastnost² nebo zpŢsobu pouģit² veterin§rn²ho 
l®ļiv®ho pŚ²pravku nelze poģ§dat o zmŊnu registrace pŚ²sluġn®ho pŚ²pravku - 
rozġ²Śen² registrace veterin§rn²ho l®ļiv®ho pŚ²pravku o maxim§lnŊ jednu 
vlastnost  (napŚ. s²la, l®kov§ forma, pŚid§n² c²lov®ho druhu potravinov®ho zv²Śete) 
a pro pŚ²pad, kdy v proceduŚe je zahrnuto max. 5 CMS  

73 400 Kļ 

RRMS/EX-
23b 
23b  

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem - ve stanovenĨch pŚ²padech, kdy s ohledem  

na vĨznamnou zmŊnu povahy, vlastnost² nebo zpŢsobu pouģit² veterin§rn²ho 
l®ļiv®ho pŚ²pravku nelze poģ§dat o zmŊnu registrace pŚ²sluġn®ho pŚ²pravku - 
rozġ²Śen² registrace veterin§rn²ho l®ļiv®ho pŚ²pravku o maxim§lnŊ jednu 
vlastnost  (napŚ. s²la, l®kov§ forma, pŚid§n² c²lov®ho druhu potravinov®ho zv²Śete) 
a pro pŚ²pad, kdy v proceduŚe je zahrnuto max. 6 -15 CMS  

88 100 Kļ 

RRMS/EX-
23c 
23c  

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem - ve stanovenĨch pŚ²padech, kdy s ohledem  
na vĨznamnou zmŊnu povahy, vlastnost² nebo zpŢsobu pouģit² veterin§rn²ho 
l®ļiv®ho pŚ²pravku nelze poģ§dat o zmŊnu registrace pŚ²sluġn®ho pŚ²pravku - 
rozġ²Śen² registrace veterin§rn²ho l®ļiv®ho pŚ²pravku o maxim§lnŊ jednu 
vlastnost  (napŚ. s²la, l®kov§ forma, pŚid§n² c²lov®ho druhu potravinov®ho zv²Śete) 
a pro pŚ²pad, kdy v proceduŚe je zahrnuto v²ce neģ 15 CMS 

102 800 Kļ 

RRMS/EX-D-

73 
73  

Dalġ² ¼kony, kter® jsou prov§dŊny pouze v pŚ²padech, kdy jsou pŚedkl§d§ny 

ģ§dosti, kter® neobsahuj² ¼daje a dokumentaci (registraļn² dokumentaci), kter® 
odpov²daj² platnĨm poģadavkŢm  

7 300 Kļ 

RRMS/EX-
42a 
42a 

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem - ve stanovenĨch pŚ²padech, kdy s ohledem  
na vĨznamnou zmŊnu povahy, vlastnost² nebo zpŢsobu pouģit² veterin§rn²ho 
l®ļiv®ho pŚ²pravku nelze poģ§dat o zmŊnu registrace pŚ²sluġn®ho pŚ²pravku - 
rozġ²Śen² registrace veterin§rn²ho l®ļiv®ho pŚ²pravku o v²ce neģ jednu 
vlastnost  (napŚ. s²la, l®kov§ forma, pŚid§n² c²lov®ho druhu potravinov®ho zv²Śete) 
a pro pŚ²pad, kdy v proceduŚe je zahrnuto max. 5 CMS  

97 900 Kļ 

RRMS/EX-
42b 
42b 

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem - ve stanovenĨch pŚ²padech, kdy s ohledem  
na vĨznamnou zmŊnu povahy, vlastnost² nebo zpŢsobu pouģit² veterin§rn²ho 
l®ļiv®ho pŚ²pravku nelze poģ§dat o zmŊnu registrace pŚ²sluġn®ho pŚ²pravku - 
rozġ²Śen² registrace veterin§rn²ho l®ļiv®ho pŚ²pravku o v²ce neģ jednu 
vlastnost  (napŚ. s²la, l®kov§ forma, pŚid§n² c²lov®ho druhu potravinov®ho zv²Śete) 
a pro pŚ²pad, kdy v proceduŚe je zahrnuto max. 6 - 15 CMS  

112 600 Kļ 



 
 

26 
 
 

RRMS/EX-
42c 
42c 

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 

referenļn²m ļlenskĨm st§tem - ve stanovenĨch pŚ²padech, kdy s ohledem  
na vĨznamnou zmŊnu povahy, vlastnost² nebo zpŢsobu pouģit² veterin§rn²ho 
l®ļiv®ho pŚ²pravku nelze poģ§dat o zmŊnu registrace pŚ²sluġn®ho pŚ²pravku - 
rozġ²Śen² registrace veterin§rn²ho l®ļiv®ho pŚ²pravku o v²ce neģ jednu 
vlastnost  (napŚ. s²la, l®kov§ forma, pŚid§n² c²lov®ho druhu potravinov®ho zv²Śete) 
a pro pŚ²pad, kdy v proceduŚe je zahrnuto v²ce neģ 15 CMS 

127 300 Kļ 

RRMS/EX-D-
82 
82  

Dalġ² ¼kony, kter® jsou prov§dŊny pouze v pŚ²padech, kdy jsou pŚedkl§d§ny 
ģ§dosti, kter® neobsahuj² ¼daje a dokumentaci (registraļn² dokumentaci), kter® 
odpov²daj² platnĨm poģadavkŢm  

7 300 Kļ 

RRMS/CC-
24a 
24a  

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem - v²cen§sobn§ ģ§dost o registraci zcela totoģn®ho 
veterin§rn²ho l®ļiv®ho pŚ²pravku pod jinĨm n§zvem (opakov§n² registrace 
veterin§rn²ho l®ļiv®ho pŚ²pravku pod jinĨm n§zvem a pŚ²padnŊ pro jin®ho drģitele - 
duplik§t ļi kopie). PŚ²pad, kdy v proceduŚe je zahrnu to max. 5 CMS.  

31 800 Kļ 

RRMS/CC-
24b 
24b  

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem - v²cen§sobn§ ģ§dost o registraci zcela totoģn®ho 
veterin§rn²ho l®ļiv®ho pŚ²pravku pod jinĨm n§zvem (opakov§n² registrace 
veterin§rn²ho l®ļiv®ho pŚ²pravku pod jinĨm n§zvem a pŚ²padnŊ pro jin®ho drģitele - 
duplik§t ļi kopie). PŚ²pad, kdy v proceduŚe je zahrnuto max. 6 - 15 CMS . 

41 600 Kļ 

RRMS/CC-
24c 
24c  

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem - v²cen§sobn§ ģ§dost o registraci zcela totoģn®ho 
veterin§rn²ho l®ļiv®ho pŚ²pravku pod jinĨm n§zvem (opakov§n² registrace 
veterin§rn²ho l®ļiv®ho pŚ²pravku pod jinĨm n§zvem a pŚ²padnŊ pro jin®ho drģitele - 
duplik§t ļi kopie). PŚ²pad, kdy v proceduŚe je zahrnuto v²ce neģ 15 CMS. 

46 500 Kļ 

RRMS/RU-
25a 

25a  

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem - opakov§n² postupu vz§jemn®ho uzn§n²  
pro veterin§rn² l®ļivĨ pŚ²pravek jiģ registrovanĨ na z§kladŊ postupu vz§jemn®ho 

uzn§n² pro maxim§lnŊ 5 novĨch CMS 

68 500 Kļ 

RRMS/RU-
25b 
25b  

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem - opakov§n² postupu vz§jemn®ho uzn§n² pro 
veterin§rn² l®ļivĨ pŚ²pravek jiģ registrovanĨ na z§kladŊ postupu vz§jemn®ho uzn§n² 
pro maxim§lnŊ 6 -  15 novĨch CMS 

78 300 Kļ 

RRMS/RU-
25c 
25c  

Ģ§dost o zah§jen² postupu vz§jemn®ho uzn§n² registrace s Ļeskou republikou jako 
referenļn²m ļlenskĨm st§tem - opakov§n² postupu vz§jemn®ho uzn§n²  
pro veterin§rn² l®ļivĨ pŚ²pravek jiģ registrovanĨ na z§kladŊ postupu vz§jemn®ho 
uzn§n² pro v²ce neģ 15 novĨch CMS 

83 200 Kļ 

RRMS/ZII-
26a 
26a  

Ģ§dost o zmŊnu registrace typu II  v r§mci postupu vz§jemn®ho uzn§n² s Ļeskou 
republikou jako referenļn²m ļlenskĨm st§tem pro maxim§lnŊ 5 CMS 

28 400 Kļ 

RRMS/ZII-
26b 
26b  

Ģ§dost o zmŊnu registrace typu II  v r§mci postupu vz§jemn®ho uzn§n² s Ļeskou 

republikou jako referenļn²m ļlenskĨm st§tem pro maxim§lnŊ 6 -  15 CMS  
30 800 Kļ 

RRMS/ZII-
26c 
26c  

Ģ§dost o zmŊnu registrace typu II  v r§mci postupu vz§jemn®ho uzn§n² s Ļeskou 
republikou jako referenļn²m ļlenskĨm st§tem pro v²ce neģ 15 CMS 

33 300 Kļ 

RRMS/ZIB-27 
27  

Ģ§dost o zmŊnu registrace typu IB  v r§mci postupu vz§jemn®ho uzn§n² s Ļeskou 
republikou jako referenļn²m ļlenskĨm st§tem 

6 400 Kļ 

RRMS/ZIA-28 
28  

Ģ§dost o zmŊnu registrace typu IA  v r§mci postupu vz§jemn®ho uzn§n² s Ļeskou 
republikou jako referenļn²m ļlenskĨm st§tem 

3 900 Kļ 

RRMS/PR-29 
29  

Ģ§dost o prodlouģen² registrace v r§mci postupu vz§jemn®ho uzn§n² s Ļeskou 
republikou jako referenļn²m ļlenskĨm st§tem 

89 100 Kļ 

 ĻR JAKO PřĉSLUĠNħ (CONCERNED) ĻLENSKħ STĆT   

RCMS-30 
30  

Ģ§dost o uzn§n² rozhodnut² o registraci vydan®ho pro l®ļivĨ pŚ²pravek pŚ²sluġnĨm 

org§nem jin®ho ļlensk®ho st§tu - samostatn§ registrace podloģen§ ¼plnĨmi 
experiment§ln²mi nebo liter§rn²mi ¼daji 

65 100 Kļ 
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RCMS-31 
31  

Ģ§dost o uzn§n² rozhodnut² o registraci vydan®ho pro l®ļivĨ pŚ²pravek pŚ²sluġnĨm 

org§nem jin®ho ļlensk®ho st§tu -  registrace pŚedkl§dan§ na z§kladŊ ne¼pln® 
dokumentace s odkazem na registraci origin§ln²ho pŚ²pravku po uplynut² d®lky 
ochrany dat (generick§ ģ§dost) ļi na z§kladŊ informovan®ho souhlasu jin®ho 
drģitele. 

38 200 Kļ 

RCMS-32 
32  

Ģ§dost o uzn§n² rozhodnut² o registraci vydan®ho pro l®ļivĨ pŚ²pravek pŚ²sluġnĨm 
org§nem jin®ho ļlensk®ho st§tu -  hybridn² registrace, tj . registrace pŚedkl§dan§ 
na z§kladŊ ne¼pln® dokumentace s odkazem na registraci origin§ln²ho pŚ²pravku  
po uplynut² d®lky ochrany dat (generick§ ģ§dost) ļi na z§kladŊ informovan®ho 
souhlasu jin®ho drģitele s ¼daji nad r§mec z§sadn² podobnosti. 

55 300 Kļ 

RCMS-33 
33  

Ģ§dost o uzn§n² rozhodnut² o registraci vydan®ho pro l®ļivĨ pŚ²pravek pŚ²sluġnĨm 
org§nem jin®ho ļlensk®ho st§tu - ve stanovenĨch pŚ²padech, kdy s ohledem  
na vĨznamnou zmŊnu povahy, vlastnost² nebo zpŢsobu pouģit² veterin§rn²ho 
l®ļiv®ho pŚ²pravku nelze poģ§dat o zmŊnu registrace pŚ²sluġn®ho pŚ²pravku - 
rozġ²Śen² registrace veterin§rn²ho l®ļiv®ho pŚ²pravku. 

21 100 Kļ 

RCMS-34 
34  

Ģ§dost o uzn§n² rozhodnut² o registraci vydan®ho pro l®ļivĨ pŚ²pravek pŚ²sluġnĨm 
org§nem jin®ho ļlensk®ho st§tu - v²cen§sobn§ ģ§dost o registraci zcela 
totoģn®ho veterin§rn²ho l®ļiv®ho pŚ²pravku pod jinĨm n§zvem (opakov§n² 
registrace veterin§rn²ho l®ļiv®ho pŚ²pravku pod jinĨm n§zvem a pŚ²padnŊ pro 
jin®ho drģitele - duplik§t ļi kopie). 

8 800 Kļ 

RCMS/ZII-35 
35  

Ģ§dost o zmŊnu registrace typu II  v r§mci postupu vz§jemn®ho uzn§n² rozhodnut² 
vydan®ho pro l®ļivĨ pŚ²pravek pŚ²sluġnĨm org§nem jin®ho ļlensk®ho st§tu 

16 600 Kļ 

RCMS/ZIB-36 
36  

Ģ§dost o zmŊnu registrace typu IB  v r§mci postupu vz§jemn®ho uzn§n² 
rozhodnut² vydan®ho pro l®ļivĨ pŚ²pravek pŚ²sluġnĨm org§nem jin®ho ļlensk®ho 
st§tu 

2 900 Kļ 

RCMS/ZIA-37 
37  

Ģ§dost o zmŊnu registrace typu IA  v r§mci postupu vz§jemn®ho uzn§n² 
rozhodnut² vydan®ho pro l®ļivĨ pŚ²pravek pŚ²sluġnĨm org§nem jin®ho ļlensk®ho 
st§tu 

2 900 Kļ 

RCMS/PR-38 
38  

Ģ§dost o prodlouģen² registrace v r§mci postupu vz§jemn®ho uzn§n² rozhodnut² 
vydan®ho pro l®ļivĨ pŚ²pravek pŚ²sluġnĨm org§nem jin®ho ļlensk®ho st§tu 

35 300 Kļ 

 SOUBŉĢNħ DOVOZ   

RSD-39  
39  

Ģ§dost o povolen² soubŊģn®ho dovozu veterin§rn²ho l®ļiv®ho pŚ²pravku 14 700 Kļ 

RSD-40 
40  

Ģ§dost o prodlouģen² platnosti rozhodnut² o povolen² soubŊģn®ho dovozu 
veterin§rn²ho l®ļiv®ho pŚ²pravku 

9 300 Kļ 

 VYDĆNĉ CERTIFIKĆTU PRO L£ĻIVħ PřĉPRAVEK  

RC-41 
41  

Ģ§dost o vyd§n² certifik§tu pro l®ļivĨ pŚ²pravek v souladu se sch®matem WHO 1 200 Kļ. 

   

INSPEKCE 

 VħROBA VETERINĆRNĉCH L£ĻIVħCH PřĉPRAVKš   

I ï 01 
01  

Ģ§dost o povolen² k vĨrobŊ veterin§rn²ch l®ļivĨch pŚ²pravkŢ nebo o zmŊnu  
v povolen² - pro rozsah dovoz ze tŚet²ch zem² 

17 700 Kļ 

I ï 02 
02  

Ģ§dost o povolen² k vĨrobŊ veterin§rn²ch l®ļivĨch pŚ²pravkŢ - pro rozsah nesteriln² 
l®ļiv® pŚ²pravky - jedna vĨrobnŊ odliġn§ l®kov§ forma anebo jedna vĨrobn² 
jednotka/linka v jednom m²stŊ vĨroby 

26 900 Kļ 

I ï 03 
03  

Ģ§dost o povolen² k vĨrobŊ veterin§rn²ch l®ļivĨch pŚ²pravkŢ nebo o zmŊnu  
v povolen² - pro rozsah nesteriln² l®ļiv® pŚ²pravky - kaģd§ dalġ² vĨrobnŊ odliġn§ 
l®kov§ forma a/nebo vĨrobn² jednotka/linka 

13 500 Kļ 

I ï 04 
04  

Ģ§dost o povolen² k vĨrobŊ veterin§rn²ch l®ļivĨch pŚ²pravkŢ - pro rozsah steriln² 
l®ļiv® pŚ²pravky - jedna vĨrobnŊ odliġn§ l®kov§ forma anebo jedna vĨrobn² 
jednotka/linka v jednom m²stŊ vĨroby 

42 900 Kļ 

I ï 05 
05  

Ģ§dost o povolen² k vĨrobŊ veterin§rn²ch l®ļivĨch pŚ²pravkŢ nebo o zmŊnu  
v povolen² - pro rozsah steriln² l®ļiv® pŚ²pravky - kaģd§ dalġ² vĨrobnŊ odliġn§ l®kov§ 
forma anebo vĨrobn² jednotka/linka 

19 800 Kļ 
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I ï 27 

27  

Ģ§dost o zmŊnu povolen² k vĨrobŊ veterin§rn²ch l®ļivĨch pŚ²pravkŢ - pŚid§n² skladu 

vĨrobceñ. 

8 400 Kļ 

I ï 06 
06  

NavĨġen² z§kladn²ho poplatku v pŚ²padech, kdy jde o biotechnologickou  
ļi technologicky n§roļnou vĨrobu veterin§rn²ch l®ļiv biologick®ho pŢvodu 

24 400 Kļ 

I ï 07 
07  

Ģ§dost o povolen² k vĨrobŊ veterin§rn²ch l®ļivĨch pŚ²pravkŢ - pro rozsah 
samostatnŊ prov§dŊn® prim§rn² balen² nesteriln²ch pŚ²pravkŢ - jedna vĨrobnŊ 
odliġn§ l®kov§ forma a/nebo jedna vĨrobn² jednotka/linka v jednom m²stŊ vĨroby 

21 000 Kļ 

I ï 08 
08  

Ģ§dost o povolen² k vĨrobŊ veterin§rn²ch l®ļivĨch pŚ²pravkŢ nebo o zmŊnu  
v povolen² - pro rozsah samostatnŊ prov§dŊn® prim§rn² balen² nesteriln²ch 
pŚ²pravkŢ - kaģd§ dalġ² vĨrobnŊ odliġn§ l®kov§ forma a/nebo vĨrobn² jednotka/linka 

10 500 Kļ 

I ï 09 
09  

Ģ§dost o povolen² k vĨrobŊ veterin§rn²ch l®ļivĨch pŚ²pravkŢ - pro rozsah 
samostatnŊ prov§dŊn® sekund§rn² balen² v jednom m²stŊ vĨroby 

18 100 Kļ 

I ï 25 
25  

Ģ§dost o povolen² k vĨrobŊ veterin§rn²ch l®ļivĨch pŚ²pravkŢ nebo o zmŊnu  
v povolen² - pro rozsah samostatnŊ prov§dŊn® sekund§rn² balen² nesteriln²ch 
pŚ²pravkŢ - kaģd® dalġ² m²sto vĨroby 

8 900 Kļ 

I ï 28 
28  

Ģ§dost o povolen² k vĨrobŊ veterin§rn²ch l®ļivĨch pŚ²pravkŢ - pro rozsah 
propouġtŊn² ġarģ² 

17 700 Kļ 

I ï 29 
29  

Ģ§dost o povolen² k vĨrobŊ veterin§rn²ch l®ļivĨch pŚ²pravkŢ nebo o zmŊnu 
v povolen² ï pro rozsah propouġtŊn² ġarģ² ï kaģd® dalġ² m²sto propouġtŊn² ġarģ² 
/l®kov§ formañ. 

8 400 Kļ 

I ï 10 
10  

Ģ§dost o zmŊnu v povolen² k vĨrobŊ veterin§rn²ch l®ļivĨch pŚ²pravkŢ bez inspekce 
na m²stŊ vĨroby 

2 900 Kļ 

I ï 24 
24  

Ģ§dost o povolen² k vĨrobŊ veterin§rn²ch l®ļivĨch pŚ²pravkŢ - pro rozsah 
medikovan§ krmiva pro vlastn² potŚebu - jedna vĨrobn² jednotka/linka v jednom 
m²stŊ vĨroby 

12 400 Kļ 

 DISTRIBUCE VETERINĆRNĉCH L£ĻIV   

I ï 11 

11  

Ģ§dost o povolen² k distribuci veterin§rn²ch l®ļivĨch pŚ²pravkŢ nebo o zmŊnu  

v povolen² k distribuci s kontrolou - s kontrolou jednoho skladu 
17 300 Kļ 

I ï 12 
12  

Ģ§dost o povolen² k distribuci nebo o zmŊnu v povolen² - kaģdĨ dalġ² sklad v r§mci 
jedn® ģ§dosti 

8 400 Kļ 

I ï 13 
13  

Ģ§dost o rozġ²Śen² povolen² k distribuci veterin§rn²ch l®ļivĨch pŚ²pravkŢ  
o distribuci l®ļivĨch l§tek a pomocnĨch l§tek nebo medikovanĨch krmiv - 
s kontrolou jednoho skladu 

11 400 Kļ 

I ï 14 
14  

Ģ§dost o rozġ²Śen² povolen² k distribuci veterin§rn²ch l®ļivĨch pŚ²pravkŢ  
o distribuci l®ļivĨch l§tek, pomocnĨch l§tek nebo medikovanĨch krmiv - kaģdĨ dalġ² 
sklad v r§mci jednoho povolen² 

8 400 Kļ 

I ï 15 
15  

Ģ§dost o zmŊnu povolen² k distribuci veterin§rn²ch l®ļivĨch pŚ²pravkŢ bez inspekce 2 900 Kļ 

 KONTROLA VETERINĆRNĉCH L£ĻIV   

I ï 16 

16  

Ģ§dost o povolen² k ļinnosti kontroln² laboratoŚe nebo o zmŊnu v povolen²  

k ļinnosti kontroln² laboratoŚe s inspekc² - prov§dŊn² d²lļ²ch zkouġek - v jednom 
m²stŊ kontroly 

16 800 Kļ 

I ï 17 
17  

Ģ§dost o povolen² k ļinnosti kontroln² laboratoŚe nebo o zmŊnu v povolen²  
k ļinnosti kontroln² laboratoŚe s inspekc² - zkouġen² v komplexn²m rozsahu 
(fyzik§lnŊ chemick®, mikrobiologick® a biologick® zkouġen²) - v jednom m²stŊ 
kontroly 

22 700 Kļ 

I ï 26 
26  

Ģ§dost o povolen² k ļinnosti kontroln² laboratoŚe nebo o zmŊnu v povolen²  
k ļinnosti kontroln² laboratoŚe s inspekc² - kaģd® dalġ² m²sto kontroly 

8 600 Kļ 

I ï 18 
18  

Ģ§dost o zmŊnu v povolen² k ļinnosti kontroln² laboratoŚe bez inspekce na m²stŊ 
kontroly 

2 900 Kļ 

 

OSVŉDĻOVĆNĉ (CERTIFIKACE) SOULADU SE SPRĆVNOU VħROBNĉ 
PRAXĉ, ZRUĠENĉ POVOLENĉ K ĻINNOSTI NA ĢĆDOST, ĢĆDOST  
O OSVŉDĻENĉ SOULADU SE SPRĆVNOU VħROBNĉ PRAXĉ  
U ZAHRANIĻNĉHO VħROBCE 

  

I ï 19 
19  

Ģ§dost o vyd§n² certifik§tu o osvŊdļen² splnŊn² podm²nek spr§vn® vĨrobn² praxe 
nebo spr§vn® distribuļn² praxe pro drģitele pŚ²sluġnĨch povolen² 

1 300 Kļ 
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I ï 20 

20  

Ģ§dost o vyd§n² certifik§tu o osvŊdļen² splnŊn² podm²nek spr§vn® vĨrobn² praxe  

ve vĨrobŊ l®ļivĨch l§tek - s kontrolou jedn® vĨrobn² jednotky/linky 
27 800 Kļ 

I ï 21 
21  

Ģ§dost o vyd§n² certifik§tu o osvŊdļen² splnŊn² podm²nek spr§vn® vĨrobn² praxe  
ve vĨrobŊ l®ļivĨch l§tek - kaģd§ dalġ² vĨrobn² jednotka 

13 000 Kļ 

I ï 22 
22  

Ģ§dost o zruġen² povolen² k ļinnosti 
nen² 
¼hrada 

I ï 23 
23  

NavĨġen² z§kladn²ho poplatku v pŚ²padech, kdy jde o vyd§n² osvŊdļen² dodrģov§n² 
poģadavkŢ spr§vn® vĨrobn² praxe s proveden²m inspekce u zahraniļn²ho vĨrobce 

8 400 Kļ + 
+ n§hrada 
cestovn²ch 
a 
pobytovĨch 
vĨdajŢ  

   

LABORATORNĉ ROZBOR, PROPOUĠTŉNĉ ĠARĢĉ 

L ï 01 
01  

PŚezkouġen² ġarģe veterin§rn²ho l®ļiv®ho pŚ²pravku pŚed jej²m propuġtŊn²m na trh - 
s pŚedloģen²m atestu ļlensk®ho st§tu Evropsk® Unie 

500 Kļ 

L ï 02 
02  

PŚezkouġen² ġarģe veterin§rn²ho l®ļiv®ho pŚ²pravku pŚed jej²m propuġtŊn²m na trh - 
bez doloģen² atestu ļlensk®ho st§tu Evropsk® Unie 
 

1 500 Kļ + 
n§hrada 
podle 
uģitĨch 
metod 
(ļ§st B t®to 
pŚ²lohy) 

L ï 03 
03  

UvolnŊn² ġarģe veterin§rn²ho l®ļiv®ho pŚ²pravku na z§kladŊ posouzen² z§znamŢ  
o vĨrobŊ, bez laboratorn²ho rozboru - s pŚedloģenĨm atestem ļlensk®ho st§tu 
Evropsk® unie - OBPR 

500 Kļ 

L ï 04 

04  

UvolnŊn² ġarģe veterin§rn²ho l®ļiv®ho pŚ²pravku na z§kladŊ posouzen² z§znamŢ  
o vĨrobŊ, bez laboratorn²ho rozboru - bez doloģen² atestu ļlensk®ho st§tu Evropsk® 
unie - OBPR 

1500 Kļ 

L ï 05 
05  
 

Laboratorn² rozbor na ģ§dost N§hrada 
podle 
uģitĨch 
metod 
(ļ§st B t®to 
pŚ²lohy)ñ. 
 

KLINICK£ HODNOCENĉ 

K - 01 
01  

Ģ§dost o povolen² klinick®ho hodnocen² veterin§rn²ho l®ļiv®ho pŚ²pravku 20 900 Kļ 

K - 02 
02  

Ģ§dost o zmŊnu podm²nek klinick®ho hodnocen² veterin§rn²ho l®ļiv®ho pŚ²pravku  6 900 Kļ 

   

ĻINNOSTI V RĆMCI EVROPSK£ UNIE 

E - 01 
01  

Ģ§dost o proveden² odbornĨch ¼konŢ pŚedloģen§ Evropskou agenturou pro l®ļiv® 
pŚ²pravky (EMA)* 

577 Kļ 

E - 02 
02  

Odborn® ¼kony proveden® na ģ§dost Evropsk®ho Śeditelstv² pro kvalitu l®ļiv  
a zdravotn² p®ļe (EDQM) 

V souladu 
se 
smluvn²m 
ujedn§n²m 
mezi 
Veterin§rn²
m ¼stavem 
a EDQMñ. 

* cena za kalkulaļn² jednici pro Ļeskou republiku, stanov² EMEA 
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Sazebn²k n§hrad vĨdajŢ za laboratorn² rozbory l®ļiv a pomocnĨch l§tek vykon§van®  

v pŢsobnosti Veterin§rn²ho Đstavu 
 

Poloģka Zkouġka Đhrada 

FYZIKĆLNŉ -  CHEMICK£ ZKOUĠKY 

1 Vzhled 250 Kļ 

2 Stanoven² velikosti ļ§stic  

2a Mikroskopicky 1 800 Kļ 

2b s²tov§n²m - 1 s²to 1300 Kļ 

2c za kaģd® dalġ² s²to se pŚiļ²t§ k poloģce 2b 220 Kļ 

3 VzduchotŊsnost 290 Kļ 

4 Stanoven² rozpustnosti 450 Kļ 

5 Ztr§ta suġen²m 1 800 Kļ 

6 Karl Fisher titrace 2 500 Kļ 

7 Stanoven² suġiny, odparku 1 000 Kļ 

8 Stanoven² popela  

8a celkovĨ popel 2 600 Kļ 

8b s²ranovĨ popel pŚ²p. sloģitŊjġ² zpopelnŊn² 2 600 Kļ 

9 Stanoven² teploty t§n² instrument§lnŊ 850 Kļ 

10 Stanoven² hustoty   

10a Pyknometricky 1 010 Kļ 

10b HustomŊrem 1 010 Kļ 

11 Stanoven² viskosity rotaļn²m viskosimetrem 1 700 Kļ 

12 Stanoven² indexu lomu (refraktometrie) 1 000 Kļ 

13 Stanoven² spektrofotometrick® 3 700 Kļ 

14 Titraļn² stanoven² 2 000 Kļ 

15 MŊŚen² pH (elektrometricky) 810 Kļ 

16 MŊŚen² elektrick® vodivosti 810 Kļ 

17 Chromatografie na tenk® vrstvŊ 2 800 Kļ 

18 Chromatografie kapalinov§ vysoko¼ļinn§  

18a 1 analyt 6 500 Kļ 

18b 1 analyt ve dvou vzorc²ch 7 980 Kļ 

18c 1 analyt ve dvou a v²ce vzorc²ch poloģka se zvyġuje o  1 750 Kļ 

18d 1 analyt ï 3 vzorky 9 730 Kļ 

18e 1 analyt ï 4 vzorky 11 480 Kļ 

18f 2 analyty v jednom stanoven² 8 500 Kļ 

18g 3 a v²ce analytŢ v 1 stanoven² 10 600 Kļ 

19 Plynov§ chromatografie 6 500 Kļ 

20 Barevn® a sr§ģec² reakce 700 Kļ 

21 Stanoven² ¼ļinnosti pepsinu 6 000 Kļ 

22 Disoluce - UV/VIS 6 400 Kļ 

23 Disoluce ï HPLC 7 200 Kļ 

24 PrŢmŊrn§ hmotnost a hmotnostn² stejnomŊrnost 770 Kļ 

25 Spektrofotometrie v infraļerven® oblasti 3 000 Kļ 

26 Zkouġky totoģnosti iontŢ a skupin 550 Kļ 

27 Zkouġka rozpadavosti tablet a tobolek (bez stanoven²)  

27a rozpadavost ve vodŊ 480 Kļ 
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27b rozpadavost v ģaludeļn² ġŠ§vŊ 1 300 Kļ 

27c rozpadavost v duoden§ln² ġŠ§vŊ 2 000 Kļ 

28 Zkouġka na vyuģitelnĨ objem parenter§ln²ch pŚ²pravkŢ 400 Kļ 

MIKROBIOLOGICK£ A BIOLOGICK£ ZKOUĠKY 

29 Zkouġka na sterilitu 7 210 Kļ 

30 Mikrobiologick® zkouġen² nesteriln²ch vĨrobkŢ (celkovĨ poļet ģivĨch aerobŢ)  

30a 
mikrobiologick® zkouġen² nesteriln²ch vĨrobkŢ ï pŚ²pravky pro m²stn² pod§n² 
(koģn², nosn², uġn² pod§n² apod.) 

2 320 Kļ 

30b 
mikrobiologick® zkouġen² nesteriln²ch vĨrobkŢ ï pŚ²pravky pro peror§ln² 
pod§n², kter® neobsahuj² vodu  

2 390 Kļ 

30c 
mikrobiologick® zkouġen² nesteriln²ch vĨrobkŢ ï pŚ²pravky obsahuj²c² 
suroviny pŚ²rodn²ho pŢvodu, kter® nelze protimikrobnŊ oġetŚit 

3 200 Kļ 

30d 
mikrobiologick® zkouġen² nesteriln²ch vĨrobkŢ - pŚ²pravky z rostlin, k nimģ 
se pŚed pouģit²m vrouc² voda nepŚid§v§ 

3 400 Kļ 

30e 
mikrobiologick® zkouġen² nesteriln²ch vĨrobkŢ ï pŚ²pravky z rostlin, k nimģ 
se pŚed pouģit²m pŚid§v§ vrouc² voda 

2 390 Kļ 

30f mikrobiologick® zkouġen² nesteriln²ch vĨrobkŢ pro vagin§ln² pod§n² 2 420 Kļ 

31 Mikrobiologick® stanoven² ¼ļinnosti antibiotik dif¼zn² plotnovou metodou 3 200 Kļ 

32 Stanoven² poļtu z§rodkŢ v ģivĨch bakteri§ln²ch vakc²n§ch 2 200 Kļ 

33 Identifikace bakteri§ln²ho kmene 700 Kļ 

34 Vylouļen² bakteri§ln² a houbov® kontaminace  2 900 Kļ 

35a Zkouġka na mykoplazmata - kultivaļnŊ 6 890 Kļ 

35b Zkouġka na mykoplazmata - PCR 3 400 Kļ 

36 Bakteri§ln² endotoxiny 2 100 Kļ 

37 
Stanoven² ¼ļinnosti vakc²ny proti vzteklinŊ pro veterin§rn² pouģit² 

inaktivovan® NIH testem 
43 300 Kļ 

38 Stanoven² ¼ļinnosti vakc²ny proti chŚipce kon² na morļatech (HIT,SRH) 18 500 Kļ 

39 
Stanoven² ¼ļinnosti vakc²ny proti ļervence prasat na myġ²ch ï stanoven²m 
n§rŢstu protil§tek metodou ELISA 

14 300 Kļ 

40 
Stanoven² ¼ļinnosti dezinfekļn²ch pŚ²pravkŢ suspenzn² metodou mŊŚen²m 
elektrick® vodivosti vyġetŚen²m u sb²rkovĨch kmenŢ 

6 260 Kļ 

41 
Stanoven² titru viru mikrotitraļn² metodou na bunŊļnĨch kultur§ch v ģivĨch 
virovĨch vakc²n§ch - obecnŊ (pŚ. myxomatoza) 

10 000 Kļ 

42 
Stanoven² ¼ļinnosti vakc²ny proti vzteklinŊ inaktivovan® pro veterin§rn² 
pouģit² serologickou metodou s imunofluorescenļn² detekc² 

22 000 Kļ 

43 Stanoven² titru viru Newcastlesk® nemoci drŢbeģe na kuŚec²ch embry²ch 11 100 Kļ 

44 Stanoven² poļtu hyf ve vakc²n§ch 1 500 Kļ 

45 Stanoven² titru viru infekļn² bursitidy drŢbeģe  10 300 Kļ 

46 Stanoven² titru viru vztekliny mikrotitraļn² metodou 12 200 Kļ 

PřEZKOUĠENĉ ĠARĢĉ IMUNOLOGICKħCH VETERINĆRNĉCH L£ĻIVħCH PřĉPRAVKš 

OC - 01 
Kontrola vakc²ny proti ļervence prasat inaktivovan® (vzhled, ¼ļinnost - 
Elisa) 

14 550 Kļ 

OC - 02 
Kontrola vakc²ny proti ļervence prasat ģiv® (vzhled, rozpustnost, poļet 
z§rodkŢ, ļistota, typizace kmene)  

6 500 Kļ 

OC - 05 
Kontrola vakc²ny proti vzteklinŊ peror§ln² pro liġky ģiv§ (vzhled, titr viru na 
TK) 

12 450 Kļ 

OC - 06 
Kontrola vakc²ny proti vzteklinŊ pro veterin§rn² pouģit² inaktivovan§ (vzhled, 
¼ļinnost) 

43 550 Kļ 

OC - 07 Kontrola vakc²ny proti chŚipce kon² (vzhled, ¼ļinnost) 18 750 Kļ 

OC - 08 
Kontrola vakc²ny proti vzteklinŊ inaktivovan® pro veterin§rn² pouģit² 

(stanoven² ¼ļinnosti s®rologicky, vzhled)  
22 250 Kļ 
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PŚ²loha 3: Potvrzen² o zaplacen² n§hrady vĨdajŢ za odborn® ¼kony vykon§van® 

v pŢsobnosti ĐSKVBL / za ¼kony spojen® s trv§n²m registrace (roļn² udrģovac² platba) 
 
 (DAœOVħ DOKLAD) 
 
Ģadatel/drģitel registrace - jm®no, adresa 
 
Kontaktn² adresa - jm®no, adresa, telefon, fax, e-mail (vyplŔte pouze, je-li odliġn§ od adresy zmocnŊn® osoby) 
 

ZmocnŊn§ osoba - jm®no, adresa 
 
Kontaktn² adresa - jm®no, adresa, telefon, fax, e-mail 
 

N§zev veterin§rn²ho l®ļiv®ho pŚ²pravku, l®kov§ forma, s²la (v pŚ²padŊ ģ§dost² tĨkaj²c²ch se inspekce, laboratorn²ho 
vyġetŚen² a klinick®ho hodnocen² se nevyplŔuje) 
 

Ģ§dost o (¼daje vyplŔte podle pokynu ĐSKVBL/UST ï 4/2008/Rev.3)  

K·d ļinnosti Ļinnost 

  

 
 
Variabiln² symbol (kŚ²ģkem oznaļte moģnost, ke kter® se Vaġe platba vztahuje a vyplŔte pŚ²sluġnĨ 
variabiln² symbol):  

 ¼kony souvisej²c² s registrac²:  
 

          

 
 roļn² udrģovac² platba: 

 

         

 
 ¼kony souvisej²c² s inspekc², laboratorn² ļinnost² a klinickĨm hodnocen²m:  

 

         

 
Hrazeno bankovn²m pŚevodem 
Uhrazen§ ļ§stka Kļ: éééééééééé.   PŚ²kaz k ¼hradŊ pod§n dne: éééééééé. 

Osoba, kter§ ļ§stku poukazuje (zaġkrtnŊte kŚ²ģkem osobu, kter§ ļ§stku ĐSKVBL poukazuje) - pl§tce:  

 Ģadatel/drģitel registrace  ZmocnŊn§ osoba 

Osoba, kter® m§ bĨt zasl§no potvrzen² o zaplacen² n§hrady vĨdajŢ za odborn® ¼kony / roļn² udrģovac² platbu 
potvrzen® ĐSKVBL (kŚ²ģkem zaġkrtnŊte osobu, kter® m§ bĨt potvrzen² zasl§no) 

 Ģadatel/drģitel registrace  ZmocnŊn§ osoba 

N§zev banky, zajiġŠuj²c² pŚevod 
 

Ļ²slo bankovn²ho ¼ļtu pl§tce: Konstantn² symbol: 

 
 

Vypln² podatelna ĐSKVBL: 
Ļ²slo jednac² ģ§dosti:  PŚijata na ĐSKVBL dne:   Jm®no/podpis:  

POTVRZENĉ PřĉJMU PLATBY 
Platba bankovn²m pŚevodem - ļ²slo vĨpisu:     Datum vĨpisu:  
 
éééééééééé.  éééééééééé.   éééééééééé. 
 Datum    Org. ¼tvar ĐSKVBL   Jm®no/podpis 
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PŚ²loha 4: Ģ§dost o vr§cen² spr§vn²ho poplatku 
 
Đstav pro st§tn² kontrolu veterin§rn²ch bioprepar§tŢ a l®ļiv  
Hudcova 56a 
621 00 Brno 
Ļesk§ republika 
 
Ģ§dost o vr§cen² spr§vn²ho poplatku 
 
Ļ.j./Sp. zn. ģ§dosti:  

Druh ģ§dosti:  

N§zev pŚ²pravku v pŚ²padŊ ģ§dost²  
ve vŊci registrac²: 

 

Specifikace obsahu ģ§dosti  

N§zev ģadatele: 
 

 

Adresa ģadatele: ulice, poġt. box: 
 

mŊsto, PSĻ, st§t: 
 

Kontaktn² osoba:  

Adresa kontaktn² osoby:   Telefon: 

Zaplacen§ ļ§stka v Kļ:  Datum zaplacen²: 

Variabiln² symbol ģ§dosti:  Vr§tit v mŊnŊ: 
 

N§zev penŊģn²ho ¼stavu ģadatele:  Adresa: 
 

Ļ²slo ¼ļtu/k·d banky:   IBAN: 

Swiftov§ adresa - pokud je zn§ma:  N§rodn² clearingovĨ k·d - pokud je 
zn§m: 

OdŢvodnŊn²:   

Odkaz na zdroje, kde je 
moģn® tvrzen² ovŊŚit 

 

 
 
 
---------------------------------       ---------------------------------  

Datum        Jm®no a podpis ģadatele 
raz²tko 

 
 

NevyplŔujte -  urļeno pro vnitŚn² potŚeby ĐSKVBL 
Vr§cen² spr§vn²ho poplatku je/nen² v souladu s Ä 7 z§kona o spr§vn²ch poplatc²ch: 
- zaplacen SP, kterĨ nen² v sazebn²ku nebo zaplacen SP osobou, kter§ nen² poplatn²kem nebo pŚeplatek 

SP 
 
Proto souhlas²m/nesouhlas²m s vr§cen²m ļ§stky: éééééééééKļ 
 
 Datum      Jm®no a podpis vedouc²ho odborn®ho ¼tvaru 
 
 
Vyd§no rozhodnut² spod sp. zn. ééééé dneéééé, kterĨm bylo rozhodnuto o 
a) vr§cen² spr§vn²ho poplatku v pln® vĨġi 
b) vr§cen² ļ§sti spr§vn²ho poplatku ve vĨġi  
c) zam²tnut² ģ§dosti o vr§cen² spr§vn²ho poplatku 
 
 

 Datum      Jm®no a podpis vedouc²ho EKO  
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PŚ²loha 5: Ģ§dost o vr§cen² n§hrady vĨdajŢ 
 
Đstav pro st§tn² kontrolu veterin§rn²ch bioprepar§tŢ a l®ļiv  
Hudcova 56a 
621 00 Brno 
Ļesk§ republika 
 

Ģ§dost o vr§cen² n§hrady vĨdajŢ 
 

Ļ.j./Sp. zn. ģ§dosti:  

OdbornĨ ¼kon:   

K·d ¼konu  

N§zev pŚ²pravku v pŚ²padŊ ģ§dost²  
ve vŊci registrac²: 

 

Specifikace obsahu ģ§dosti  

N§zev ģadatele: 
 

 

Adresa ģadatele: ulice, poġt. box: 
 

mŊsto, PSĻ, st§t: 
 

Kontaktn² osoba:  

Adresa kontaktn² osoby:   Telefon: 

Zaplacen§ ļ§stka v Kļ:  Datum zaplacen²: 

Variabiln² symbol ģ§dosti:  Vr§tit v mŊnŊ: 
 

N§zev penŊģn²ho ¼stavu ģadatele:  Adresa: 
 

Ļ²slo ¼ļtu/k·d banky:   IBAN: 

Swiftov§ adresa - pokud je zn§ma:  N§rodn² clearingovĨ k·d - pokud je 
zn§m: 

OdŢvodnŊn²:  
 

 

Odkaz na zdroje, kde je 
moģn® tvrzen² ovŊŚit 
 

 

 
 
 

---------------------------------       ---------------------------------  
Datum Jm®no a podpis ģadatele 

raz²tko 
 
 

NevyplŔujte -  urļeno pro vnitŚn² potŚeby ĐSKVBL 
OvŊŚen² skuteļnost² uvedenĨch v odŢvodnŊn²: 
Stanovisko ¼tvaru prov§dŊj²c² odbornĨ ¼kon: 
Rozhodnut² - vedouc² sekce: 
 
 -----------------------------      ---------------------------------  
  Datum      Jm®no a podpis 
        Vedouc²ho ¼tvaru  
 
 
            -----------------------------                                                        ----------------------------------  
                         Datum                   Jm®no a podpis vedouc²ho EKO  
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Đstav pro st§tn² kontrolu veterin§rn²ch bioprepar§tŢ a l®ļiv 

Institute for State Control of Veterinary Biologicals and Medicines  
Hudcova 56a, Brno-Medl§nky 

Postal Code: 621 00, Czech Republic 
 
 
 
 

 
 

 

 

ĐSKVBL/REG -  3/2013 Rev. 1  

 

Pokyn Đstavu pro st§tn² kontrolu veterin§rn²ch bioprepar§tŢ a l®ļiv 

 

UpŚesŔuj²c² informace ke zmŊn§m registrace veterin§rn²ch  

l®ļivĨch pŚ²pravkŢ 

 

Datum vyd§n²: 29. 7. 2016 

Platnost od: 8. 8. 2016 

DoplŔuje: Pokyn USKVBL/REG ï 3/2013 

 

 

 
 
 
 
 
 

 
 
 
 
 

 
 

V BrnŊ dne 8.8.2016      MVDr. JiŚ² Bureġ 
        ředitel ĐSKVBL 
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1. Đvod 
 
Tento pokyn upŚesŔuje informace ke zmŊn§m registrace veterin§rn²ch l®ļivĨch pŚ²pravkŢ registrovanĨch v Ļesk® 
republice vnitrost§tn²m postupem, postupem vz§jemn®ho uzn§v§n² ļi decentralizovanĨm postupem, podle 
z§kona o l®ļivech. Navazuje na pokynĐSKVBL/REG - 3/2013, kterĨ byl pŚipraven na z§kladŊ novely z§kona  
ļ. 378/2007 Sb., o l®ļivech a o zmŊn§ch nŊkterĨch souvisej²c²ch z§konŢ (z§kon o l®ļivech), kter§ veġla 
v platnost dne 20. bŚezna 2013 pod ļ. 70/2013.  
 
Revize byla provedena z dŢvodu novŊ vznikl® povinnosti pŚedkl§dat ģ§dost o zmŊnu registrace na elektronick®m 
formul§Śi a z dŢvodu nov®ho nastaven² pravidel pro pouģ²v§n² piktogramŢ v textech obalŢ veterin§rn²ch l®ļivĨch 
pŚ²pravkŢ a z nich vyplĨvaj²c²ch n§slednĨch zmŊn v rozhodnut² o registraci pŚ²pravku. Hlavn² vŊcn§ ¼prava oproti 
pŚedchoz² verzi pokynu se tĨk§ aktualizovanĨch informac² k formul§Śi ģ§dosti v Sekci 8 a dalġ² moģnosti  
v kategorizaci zmŊny registrace C. II. 6 ĂZmŊna obalu nebo pŚ²balov® informace nesouvisej²c² se souhrnem 
¼dajŢ o pŚ²pravkuñ v Sekci 4.7.  

 

2. C²l a rozsah 
 
C²lem pokynu je poskytnout drģitelŢm rozhodnut² o registraci pŚehledn® informace ke zmŊn§m registrace 
veterin§rn²ch l®ļivĨch pŚ²pravkŢ, kter® s ohledem na novelu z§kona o l®ļivech jsou upravov§ny podle pŚ²mo 
pouģiteln®ho pŚedpisu Evropsk® unie o posuzov§n² zmŊn registrac² hum§nn²ch a veterin§rn²ch l®ļivĨch 
pŚ²pravkŢ. Hlavn² ļ§st pokynu je vŊnov§na zmŊn§m ļistŊ vnitrost§tn²ch registrac², u nichģ se s platnost² 4. srpna 
2013 postupuje podle jiģ zm²nŊn®ho pŚ²mo pouģiteln®ho pŚedpisu Evropsk® unie a dalġ² ļ§st pokynu pak 
zmŊn§m veterin§rn²ch l®ļivĨch pŚ²pravkŢ registrovanĨch v ĻR postupem vz§jemn®ho uzn§v§n²  
ļi decentralizovanĨm postupem a obecnĨm pravidlŢm tĨkaj²c²ch se zmŊn registrac² a pŚedkl§d§n² ģ§dost². 
 

3. Odkazy a souvisej²c² dokumenty 
 

Z§kon ļ. 378/2007 Sb., o l®ļivech, ve znŊn² pozdŊjġ²ch pŚedpisŢ 
Vyhl§ġka ļ. 228/2008 Sb., o registraci l®ļivĨch pŚ²pravkŢ 
SmŊrnice 2001/82/ES, ve znŊn² pozdŊjġ²ch pŚedpisŢ 
NaŚ²zen² Komise (ES) ļ. 1234/2008 o posuzov§n² zmŊn registrac² hum§nn²ch a veterin§rn²ch l®ļivĨch pŚ²pravkŢ, 
ve znŊn² pozdŊjġ²ch pŚedpisŢ 
 
Pokyny pro ģadatele Evropsk® komise: 
 
Pokyny pro rŢzn® kategorie zmŊn, pro prov§dŊn² postupŢ stanovenĨch v kapitol§ch II, IIa, III a IV naŚ²zen² 
Komise (ES) ļ. 1234/2008 ze dne 24. listopadu 2008 o posuzov§n² zmŊn registrac² hum§nn²ch a veterin§rn²ch 
l®ļivĨch pŚ²pravkŢ, jakoģ i pro dokumentaci, kter§ se m§ na z§kladŊ tŊchto postupŢ pŚedkl§dat. 
http://ec.europa.eu/he alth/files/documents/2013_05_16_c2804/2013_05_16_c2804_cs.pdf 
 
Application form for variation to a marketing authorisation for medicinal products (human and veterinary)  

to be used in the mutual recognition and the centralised procedure (July 2013)  
 
Pokyny koordinaļn² skupiny CMDv: 
 
http://www.hma.eu/163.html  
 
CMDv/BPG/004 - For Type IA Variations 
CMDv/BPG/005 - For Type IB Variations 
CMDv/BPG/006 - For Type II Variations 
CMDv/BPG/016 - BEST PRACTICE GUIDE for Grouping of Variations 
CMDv/BPG/015 - BEST PRACTICE GUIDE for The classification of unforeseen variations 
CMDv/BPG/018 - BEST PRACTICE GUIDE for Worksharing - for applications intended to be submitted after  
4 Aug 2013 

Worksharing - applicantôs letter of intend for applications intended to be submitted after 4 Aug 2013  
CMDh Q&A list for the submission of variations according to Commission Regulation (EC) 1234/2008 
 

http://ec.europa.eu/health/files/eudralex/vol-5/dir_2001_82_cons2009/dir_2001_82_cons2009_cs.pdf
http://ec.europa.eu/health/files/eudralex/vol-1/reg_2012_712/reg_2012_712_cs.pdf
http://ec.europa.eu/health/files/eudralex/vol-1/reg_2012_712/reg_2012_712_cs.pdf
http://ec.europa.eu/health/files/documents/2013_05_16_c2804/2013_05_16_c2804_cs.pdf
http://www.hma.eu/163.html
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4. ZmŊny ļistŊ vnitrost§tn²ch registrac² 
 
Pravidla pro zmŊny tĨkaj²c² se vnitrost§tn²ch registrac² jsou upravena od 4. 8. 2013 novelou z§kona o l®ļivech  
a to konkr®tnŊ ustanoven²m Ä 35 odst. 1n§sledovnŊ: 
 
Drģitel rozhodnut² o registraci je povinen kaģdou zmŊnu registrace pŚedloģit Veterin§rn²mu ¼stavu ke schv§len², 
popŚ²padŊ ji ozn§mit nebo ohl§sit.  PŚi prov§dŊn² zmŊn registrace se postupuje podle pŚ²mo pouģiteln®ho 
pŚedpisu Evropsk® unie o posuzov§n² zmŊn registrac² hum§nn²ch a veterin§rn²ch l®ļivĨch pŚ²pravkŢ (NaŚ²zen² 
Komise (ES) ļ. 1234/2008, ve znŊn² naŚ²zen² Komise (EU) ļ. 712/2012 - d§le jen ,,naŚ²zen² Komiseñ).  
V r§mci postupŢ posuzov§n² zmŊn registrac² hum§nn²ch a veterin§rn²ch l®ļivĨch pŚ²pravkŢ podle pŚ²mo 
pouģiteln®ho pŚedpisu Evropsk® unie komunikace mezi drģitelem rozhodnut² o registraci, pŚ²sluġnĨm ¼stavem a 
pŚ²sluġnĨmi org§ny ļlenskĨch st§tŢ, prob²h§ zpravidla elektronicky prostŚednictv²m syst®mŢ zavedenĨch pro tyto 
postupy v Evropsk® unii.  
 

Toto ustanoven² z§kona o l®ļivech a jeho nabyt² ¼ļinnosti navazuje na pŚ²mo pouģitelnĨ pŚedpis EU - naŚ²zen² 
Komise, kter® novŊ obsahuje kapitolu IIa - ZmŊny ļistŊ vnitrost§tn²ch registrac²a stanovuje pŚedevġ²m 
oznamovac² postupy malĨch zmŊn, postupy pro velk® zmŊny, dŊlbu pr§ce, seskupov§n² zmŊn a opatŚen² pro 
uzav²r§n² postupŢ ļistŊ vnitrost§tn²ch registrac². 
 
D§le tak® definuje ĂļistŊ vnitrost§tn² registraciñ - jakoukoliv registraci udŊlenou ļlenskĨm st§tem v souladu  
s acquis mimo postup vz§jemn®ho uzn§v§n² nebo decentralizovanĨ postup, kter§ nebyla pŚedmŊtem ¼pln® 
harmonizace v n§vaznosti na postup pŚezkoum§n². 
 
Hlavn²m c²lem novely naŚ²zen² Komise, zejm®na pak implementace kapitoly IIa ve vztahu k vnitrost§tn²m 
registrac²m je: 
 

¶ Z dŢvodu jednotnosti a za ¼ļelem sn²ģen² administrativn² z§tŊģe vyŚizovat zmŊny vnitrost§tn²ch registrac² 
v souladu s tĨmiģ z§sadami, kter® se pouģ²vaj² na zmŊny registrac² udŊlenĨch postupem MRP/DCP. 

¶ moģnost seskupit nŊkolik zmŊn v r§mci pŚedloģen² jedin® ģ§dosti a moģnost pro seskupov§n² zmŊn 
pŚizpŢsobit zvl§ġtn²m charakteristik§m ļistŊ vnitrost§tn²ch registrac². 

¶ umoģnit za urļitĨch podm²nek vyŚizovat zmŊny ļistŊ vnitrost§tn²ch registrac² v souladu s postupem dŊlby 
pr§ce. 

¶ zachov§n² z§sady prov§dŊn² urļitĨch zmŊn drģitelem pŚed zmŊnou pŚ²sluġn® registrace (zmŊny typu IA). 

¶ moģnost prodlouģen² obdob² pro hodnocen² pro usnadnŊn² pŚijet² komplexn²ch zmŊn. 
 
4. 1. Klasifikace zmŊn v registraci  
 
ZmŊna, zmŊna registrace = zmŊna podm²nek rozhodnut² o udŊlen² registrace, vļetnŊ SPC a jakĨchkoliv 
podm²nek, povinnost² ļi omezen² tĨkaj²c² se registrace nebo zmŊny oznaļen² na obalu nebo pŚ²balov® informace. 
V souladu s naŚ²zen²m Komise jsou zmŊny registrace rozdŊleny dle sv®ho dopadu na kvalitu, bezpeļnost nebo 

¼ļinnost do nŊkolika z§kladn²ch skupin - typŢ: 
 
Mal§ zmŊna typu IA - zmŊna, kter§ m§ minim§ln², nebo vŢbec ģ§dnĨ dopad na kvalitu, bezpeļnost nebo 
¼ļinnost dan®ho l®ļiv®ho pŚ²pravku. 
 
Velk§ zmŊna typu II - zmŊna, kter§ nen² rozġ²Śen²m a kter§ mŢģe m²t podstatnĨ vliv na kvalitu, bezpeļnost nebo 
¼ļinnost dan®ho l®ļiv®ho pŚ²pravku. 
 
Rozġ²Śen² registrace nebo rozġ²Śen² - zmŊna, uveden§ v pŚ²loze I naŚ²zen² Komise, kter§ splŔuje podm²nky 
uveden® tamt®ģ. 
 
Mal§ zmŊna typu IB - zmŊna, kter§ nen² ani malou zmŊnou typu IA, ani velkou zmŊnou typu II, ani rozġ²Śen²m. 
 

Neodkladn® bezpeļnostn² omezen² - prozat²mn² zmŊna informac² o pŚ²pravku nutn§ v dŢsledku novĨch 
informac² ovlivŔuj²c²ch bezpeļn® pouģ²v§n² l®ļiv®ho pŚ²pravku a tĨkaj²c² se zejm®na jedn® nebo v²ce 



 
 

38 
 
 

n§sleduj²c²ch ļ§st² souhrnu ¼dajŢ o pŚ²pravku: l®ļebnĨch indikac², d§vkov§n², kontraindikac², upozornŊn², 

c²lovĨch druhŢ zv²Śat a ochrannĨch lhŢt. 
 
Detaily rŢznĨch kategori² zmŊn registrac², stanoven² podm²nek a poģadovan® dokumentace k pŚedloģen² se 
ģ§dost² o zmŊnu registrace k jednotlivĨm zmŊn§m jsou stanoveny sdŊlen²m Komise C (2013) 2804 z 16. 5. 2013 
- Pokyny pro rŢzn® kategorie zmŊn, pro prov§dŊn² postupŢ stanovenĨch v kapitol§ch II, IIa, III a IV naŚ²zen² 
Komise (ES) ļ. 1234/2008 ze dne 24. listopadu 2008 o posuzov§n² zmŊn registrac² hum§nn²ch a veterin§rn²ch 
l®ļivĨch pŚ²pravkŢ, jakoģ i pro dokumentaci, kter§ se m§ na z§kladŊ tŊchto postupŢ pŚedkl§dat - viz kapitola 3. 
 
4. 2. Seskupov§n² zmŊn ļistŊ vnitrost§tn²ch registrac² 
 
Aplikace naŚ²zen² Komise pro ļistŊ vnitrost§tn² registrace umoģŔuje pro dan® pŚ²pady pŚedloģen² v²ce zmŊn 
formou jedin®ho ozn§men²/ģ§dosti. 
Jedin® ozn§men²/ģ§dost pro v²ce zmŊn lze uplatnit v n§sleduj²c²ch pŚ²padech: 
a) Jsou-li ozn§meny tyt®ģ mal® zmŊny typu IA jedn® nebo nŊkolika registrac² t®hoģ drģitele. 

b) Je-li pŚedloģeno nŊkolik zmŊn t®ģe registrace za  pŚedpokladu, ģe zmŊny spadaj² do jednoho z pŚ²padŢ 
uvedenĨch v pŚ²loze III naŚ²zen² Komise (pŚ. pravidlo nejvyġġ² zmŊny a zmŊn z n² vyplĨvaj²c²). 
c) Je-li pŚedloģena tat§ģ zmŊna/y jedn® nebo nŊkolika registrac² t®hoģ drģitele, na kter® se nevztahuje moģnost 
a) nebo b) pokud Veterin§rn² ¼stav s t²mto jedinĨm pŚedloģen²m dokumentace souhlas². 
 
4. 3. Oznamovac² postup pro mal® zmŊny typu IA 
 
Â Mal® zmŊny typu IA - drģitel pŚedloģ² ozn§men², v nŊmģ jsou obsaģeny n§leģitosti uveden® v pŚ²loze IV 

naŚ²zen² Komise. Toto ozn§men² se pŚedloģ² do dvan§cti mŊs²cŢ od proveden² zmŊny. Ozn§men²  
se pŚedkl§d§ formou vyplnŊn®ho formul§Śe, podrobnosti k pod§v§n² ģ§dost² a n§leģitosti ģ§dosti 
naleznete v Sekci 8. Podrobnosti pod§v§n² ģ§dost². VĨznamn§ oprava ozn§men² nen² moģn§. 

Â Mal® zmŊny typu IAin ï zmŊny, kter® vyģaduj² okamģit® ozn§men² kvŢli prŢbŊģn®mu dozoru nad 
dotļenĨm l®ļivĨm pŚ²pravkem; ozn§men² se pŚedloģ² neprodlenŊ po proveden² zmŊny. Ozn§men²  

se pŚedkl§d§ formou vyplnŊn®ho formul§Śe, podrobnosti k pod§v§n² ģ§dost² a n§leģitosti ģ§dosti 
naleznete v Sekci 8. Podrobnosti pod§v§n² ģ§dost². VĨznamn§ oprava ozn§men² nen² moģn§.  

 
Veterin§rn² ¼stav do 30 dnŢ od pŚijet² ozn§men² pŚijme opatŚen² (sdŊlen² drģiteli o pŚijet²/ zam²tnut² zmŊn/y; 
v pŚ²padŊ zam²tnut² jeho dŢvod). 
 
4. 4. Oznamovac² postup pro mal® zmŊny typu IB 
 
Â Drģitel pŚedloģ² ozn§men² obsahuj²c² n§leģitosti uveden® v pŚ²loze IV naŚ²zen² Komise. Ozn§men² se 

pŚedkl§d§ formou vyplnŊn®ho formul§Śe, podrobnosti k pod§v§n² ģ§dost² a n§leģitosti ģ§dosti naleznete 
v Sekci 8. Podrobnosti pod§v§n² ģ§dost². 
¶ SplŔuje-li ozn§men² dan® n§leģitosti Veterin§rn² ¼stav potvrd² pŚijet² platn®ho ozn§men² formou 
elektronick®ho validaļn²ho sdŊlen² a to v term²nu dle aktu§ln²ho standardn²ho operaļn²ho postupu ( 
BPG) CMDv - viz kapitola 3. (tzv. validaļn² f§ze). 

¶ NesplŔuje-li ozn§men² dan® n§leģitosti Veterin§rn² ¼stav vyzve ģadatele k odstranŊn² nedostatkŢ a to 
ve lhŢtŊ 30 dnŢ od obdrģen² vĨzvy, souļasnŊ mŢģe Ś²zen² pŚeruġit. 

¶ Neodstran²-li ģadatel v urļen® lhŢtŊ vady ozn§men², kter® br§n² v pokraļov§n² v Ś²zen² ļi nezaplatil 
spr§vn² poplatek nebo n§hradu vĨdajŢ za odborn® ¼kony v pŢsobnosti Veterin§rn²ho ¼stavu, Ś²zen² 
bude zastaveno. 

Â Nen²-li do 30 dnŢ od potvrzen² pŚijet² ozn§men² zasl§no Veterin§rn²m ¼stavem nepŚ²zniv® stanovisko, 
ozn§men² se povaģuje za pŚijat® a Veterin§rn² ¼stav pŚijme opatŚen² (sdŊlen² drģiteli o pŚijet² zmŊny). 

Â Pokud Veterin§rn² ¼stav zaujme stanovisko, ģe ozn§men² nelze pŚijmout informuje o tom ģadatele a 
uvede dŢvody (vyzve ģadatele k doplnŊn² dokumentace ļi poskytnut² dalġ² informace). 

Â Do 30dnŢ od pŚijet² nepŚ²zniv®ho stanoviska (vĨzvy) mŢģe drģitel pŚedloģit pozmŊnŊn® ozn§men², doplnit 
dokumentaci. 

Â NezmŊn²-li drģitel v dan® lhŢtŊ ozn§men², povaģuje se toto za zam²tnut®. 
Â PozmŊn²-li drģitel ozn§men², Veterin§rn² ¼stav je posoud² do 30 dnŢ od pŚijet² a pŚijme opatŚen² (sdŊlen² 

o pŚijet²/ zam²tnut² zmŊn/y; v pŚ²padŊ zam²tnut² jeho dŢvod). 
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4. 5. Postup schv§len² pro velk® zmŊny typu II 

 
Â Drģitel pŚedloģ² ģ§dost obsahuj²c² n§leģitosti uveden® v pŚ²loze IV naŚ²zen² Komise. Ģ§dost se pŚedkl§d§ 

formou vyplnŊn®ho formul§Śe, podrobnosti k pod§v§n² ģ§dost² a n§leģitosti ģ§dosti naleznete v Sekci 8. 
Podrobnosti pod§v§n² ģ§dost². 
¶ Jestliģe ģ§dost splŔuje poģadavky, Veterin§rn² ¼stav potvrd² pŚijet² platn® ģ§dosti formou 
elektronick®ho validaļn²ho sdŊlen² a to v term²nu dle aktu§ln²ho standardn²ho operaļn²ho postupu  
( BPG) CMDv - viz kapitola 3. ( tzv. validaļn² f§ze). 

¶ NesplŔuje-li ģ§dost dan® n§leģitosti, Veterin§rn² ¼stav vyzve ģadatele k odstranŊn² nedostatkŢ a to  
ve lhŢtŊ 90 dnŢ od obdrģen² vĨzvy, souļasnŊ mŢģe Ś²zen² pŚeruġit. 

¶ Neodstran²-li ģadatel v urļen® lhŢtŊ vady ģ§dosti, kter® br§n² v pokraļov§n² v Ś²zen² ļi nezaplatil 
spr§vn² poplatek nebo n§hradu vĨdajŢ za odborn® ¼kony v pŢsobnosti Veterin§rn²ho ¼stavu, Ś²zen² 
bude zastaveno. 

Â Do 60 dnŢ od potvrzen² pŚijet² ģ§dosti dokonļ² Veterin§rn² ¼stav hodnocen². Tuto lhŢtu lze zkr§tit  
s ohledem na nal®havost vŊci nebo ji lze prodlouģit na 90 dnŢ v pŚ²padech stanovenĨch naŚ²zen²m 
Komise ļl. 13 c) odst. 2  
¶ Ve vĨġe uveden® lhŢtŊ mŢģe Veterin§rn² ¼stav vyzvat drģitele k poskytnut² doplŔuj²c²ch informac² a to 

v term²nu do 180 dnŢ od obdrģen² vĨzvy. V takov®m pŚ²padŊ se postup pŚeruġ² a Veterin§rn² ¼stav 
mŢģe prodlouģit vĨġe stanovenou lhŢtu hodnocen². 

¶ Neposkytne-li ģadatel v urļen® lhŢtŊ doplŔuj²c² informace, Ś²zen² bude zastaveno. 
Â Do 30 dnŢ od dokonļen² hodnocen² Veterin§rn² ¼stav pŚijme opatŚen² (rozhodnut² o schv§len² /zam²tnut² 

zmŊn/y, v pŚ²padŊ zam²tnut² jeho dŢvod) 
 
4. 6. Postup dŊlby pr§ce pro ļistŊ vnitrost§tn² registrace 
Jeden z c²lŢ naŚ²zen² Komise je umoģnŊn² vyŚizovat zmŊny ļistŊ vnitrost§tn²ch registrac² za urļitĨch podm²nek  
v souladu s postupem dŊlby pr§ce. Smyslem dŊlby pr§ce je zabr§nit zdvojen² pr§ce a proto umoģŔuje  
za stanovenĨch podm²nek vyŚizovat v r§mci t®hoģ postupu zmŊny ļistŊ vnitrost§tn²ch registrac², zmŊny 
registrac² udŊlenĨch na z§kladŊ postupu MRP/DCP a zmŊny centralizovanĨch registrac². 

 
V pŚ²padŊ ļistŊ vnitrost§tn²ch registrac², pŚ²sluġnĨ org§n mŢģe odm²tnout zpracovat pŚedloģenou dokumentaci 
postupem dŊlby pr§ce, pokud tat§ģ zmŊna (tyt®ģ zmŊny) rŢznĨch registrac² vyģaduj² pŚedloģen² individu§ln²ch 
podkladovĨch ¼dajŢ pro kaģdĨ dotļenĨ l®ļivĨ pŚ²pravek nebo samostatn® specifick® hodnocen² pŚ²pravku. 
 
V pŚ²padŊ, ģe postup dŊlby pr§ce vedl k harmonizaci jedn® ļ§sti souhrnu ¼dajŢ o pŚ²pravku, nen² moģn®, aby 
drģitel pozdŊji naruġil tuto dosaģenou harmonizaci t²m, ģe pŚedloģ² ģ§dosti o zmŊny t®to harmonizovan® ļ§sti 
pouze v nŊkterĨch dotļenĨch ļlenskĨch st§tech.  
A proto pokud bylo harmonizace jedn® ļ§sti SPC dosaģeno postupem dŊlby pr§ce, kaģd® dalġ² pŚedloģen² 
zmŊny, kter® se tĨk§ harmonizovan® ļ§sti, se z§roveŔ postoup² vġem dotļenĨm ļlenskĨm st§tŢm. 
 
Postup dŊlby pr§ce pro ļistŊ vnitrost§tn² registrace je moģnĨ pro n§sleduj²c² pŚ²pady: 
 
Â Jestliģe mal§ zmŊna typu IB, velk§ zmŊna typu II nebo skupina zmŊn ( dle seskupen² viz 4.2. bod b) 

nebo c)), kter§ neobsahuje ģ§dn® rozġ²Śen² se vztahuje na nŊkolik registrac² t®hoģ drģitele 
Â Jestliģe mal§ zmŊna typu IB, velk§ zmŊna typu II nebo skupina zmŊn ( dle seskupen² viz 4.2. bod b) 

nebo c), kter§ neobsahuje ģ§dn® rozġ²Śen² se vztahuje na jednu registraci t®hoģ drģitele ve v²ce neģ 
jednom ļlensk®m st§tŊ 

 
Vlastn² postup: 
 
Â Drģitel pŚedloģ² vġem pŚ²sluġnĨm org§nŢm ģ§dost obsahuj²c² n§leģitosti uveden® v pŚ²loze IV naŚ²zen² 

Komise s uveden²m upŚednostŔovan®ho referenļn²ho org§nu (= pŚ²sluġnĨ org§n dotļen®ho ļl. st§tu 
zvolenĨ koordinaļn² skupinou na doporuļen² drģitele). Ģ§dost se pŚedkl§d§ formou vyplnŊn®ho 
formul§Śe, podrobnosti k pod§v§n² ģ§dost² a n§leģitosti ģ§dosti naleznete v Sekci 8. Podrobnosti pod§v§n² 
ģ§dost². 

Â Koordinaļn² skupina zvol² referenļn² org§n. 

Â Pokud ģ§dost splŔuje vĨġe uveden® poģadavky, Referenļn² org§n potvrd² pŚijet² platn® ģ§dosti (validaļn² 
f§ze). 
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Â Referenļn² org§n vyd§ stanovisko k platn® ģ§dosti: 

¶ Do 60 dnŢ od potvrzen² pŚijet² ģ§dosti v pŚ²padŊ malĨch zmŊn typu IB nebo velkĨch zmŊn typu II. 
¶ Do 90 dnŢ od potvrzen² pŚijet² ģ§dosti v pŚ²padŊ zmŊn uvedenĨch v pŚ²loze V ļ§sti 2 naģ²zen² Komise.  
 Tuto lhŢtu lze zkr§tit s ohledem na nal®havost vŊci nebo ji lze prodlouģit na 90 dnŢ v pŚ²padech 
stanovenĨch naŚ²zen²m Komise. 

¶ Ve vĨġe uveden® lhŢtŊ mŢģe referenļn² org§n poģ§dat drģitele o poskytnut² doplŔuj²c²ch informac²  
a to v term²nu, kterĨ stanov². V takov®m pŚ²padŊ se postup pozastav², dokud nejsou doplŔuj²c² 
informace poskytnuty a referenļn² org§n mŢģe prodlouģit vĨġe uvedenou lhŢtu 60 dnŢ. 

Â Pokud dotļenĨm ļlenskĨm st§tŢm byly poskytnuty dokumenty potŚebn® pro zmŊnu registrace, dotļen® 
registrace se do 30 dnŢ od schv§len² uveden®ho stanoviska pŚ²sluġnĨm zpŢsobem zmŊn² (rozhodnut², 
sdŊlen²).  

 
4. 7. ZmŊny v oznaļen² na obalu nebo v pŚ²balov® informaci  
 
Vġechny navrhovan® zmŊny v oznaļen² na obalu l®ļiv®ho pŚ²pravku nebo zmŊny v pŚ²balov® informaci, kter® 
nesouvis² se souhrnem ¼dajŢ o pŚ²pravku, mus² bĨt ozn§meny formou ģ§dosti o zmŊnu registrace Veterin§rn²mu 
¼stavu. Postup pro tyto zmŊny je definov§n z§konem o l®ļivech Ä 35 odst. 5. 
Avġak z dŢvodu sjednocen² postupŢ pro vġechny kategorie zmŊn ļistŊ vnitrost§tn²ch registrac² a harmonizace 
postupŢ v r§mci Evropsk®ho spoleļenstv², Veterin§rn² ¼stav bude i v pŚ²padŊ tŊchto zmŊn postupovat podle 
pravidel naŚ²zen² Komise tak, jak je pops§no vĨġe v bodŊ 4. a n§sleduj²c². 
Drģitel tak v pŚ²padŊ zmŊny v oznaļen² na obalu nebo zmŊny v pŚ²balov® informaci l®ļiv®ho pŚ²pravku, kter§ 
nesouvis² se souhrnem ¼dajŢ o pŚ²pravku, pŚedloģ² ģ§dost o zmŊnu registrace, jenģ je stanovena sdŊlen²m 
Komise C (2013) 2804 ze 16. 5. 2013 ï Pokyny pro rŢzn® kategorie zmŊn, pro prov§dŊn² postupŢ stanovenĨch 
v kapitol§ch II, IIa, III a IV naŚ²zen² Komise (ES) ļ. 1234/2008 ze dne 24. listopadu 2008 o posuzov§n² zmŊn 
registrac² hum§nn²ch a veterin§rn²ch l®ļivĨch pŚ²pravkŢ, jakoģ i pro dokumentaci, kter§ se m§ na z§kladŊ tŊchto 
postupŢ pŚedkl§dat jako zmŊna: 
 
C.II.6 - ZmŊna obalu nebo pŚ²balov® informace nesouvisej²c² se souhrnem ¼dajŢ o pŚ²pravku  

a) Administrativn² informace tĨkaj²c² se z§stupce drģiteleééézmŊna typu IAin  
b) Ostatn² zmŊnyééééééééééééééééééééééééézmŊna typu IB  

 
PŚid§n² piktogramŢ c²lovĨch druhŢ zv²Śat ke schv§len®mu textu obalŢ jiģ zaregistrovan®ho 
veterin§rn²ho l®ļiv®ho pŚ²pravku, kter® nenahrazuj² samotnĨ text. 
 
Koordinaļn² skupina ĂCMDvñ pro registraļn² postupy MRP/DCP  projednala z§leģitost "PŚid§n² piktogramŢ 
c²lovĨch druhŢ zv²Śat ke schv§len®mu textu obalŢ jiģ zaregistrovan®ho veterin§rn²ho l®ļiv®ho pŚ²pravku"  
a ve sv®m z§vŊreļn®m stanovisku odsouhlasila, ģe Śeġen² t®to ot§zky  
 
ü zŢst§v§ na vnitrost§tn² ¼rovni 
ü je rozhodnut²m komepetentn²ho org§nu kaģd®ho ļlensk®ho st§tu EU 
ü nen² na EU ¼rovni zharmonizovan§no 
 
Z§vŊreļn® stanovisko Koordinaļn² skupiny ĂCMDvñ se tĨk§ 
ü VLP registrovanĨch NP/MRP/DCP 
ü Vġech typŢ obalŢ 
ü PiktogramŢ c²lovĨch druhŢ zv²Śat z odsouhlasen®ho "Katalogu" - viz "CMDv CLARIFICATION  
 PAPER - USE OF PICTOGRAMS ON LABELLING 2014" 
 
V ĻR je Śeġen² ot§zky "PŚid§n² piktogramŢ c²lovĨch druhŢ zv²Śat ke schv§len®mu textu obalŢ jiģ zaregistrovan®ho 
veterin§rn²ho l®ļiv®ho pŚ²pravku", kter® nenahrazuj² samotnĨ text, pŚedmŊtem pŚedloģen² ģ§dosti o zmŊnu 
registrace typu IA - kategorizace zmŊny:  C.II.6 z).  
 
V tomto pŚ²padŊ bude moģno vyuģ²t kategorizaci zmŊny C.II.6.z) n§sledovnŊ: 

 
C.II.6 ï ZmŊna obalu nebo pŚ²balov® informace nesouvisej²c² se souhrnem ¼dajŢ o pŚ²pravku  
a) Administrativn² informace tĨkaj²c² se z§stupce drģiteleééézmŊna typu IAin  
b) Ostatn² zmŊnyééééééééééééééééééééééééézmŊna typu IB  
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z) PŚid§n² piktogramŢ c²lovĨch druhŢ k textu obalŢ zaregistrovan®ho veterin§rn²ho l®ļiv®ho pŚ²pravku 

éééézmŊna typu IA  
  
Podm²nky: 
1. ZmŊna  se tĨk§ pouze textu obalŢ. 
2. Jedn§ se vĨhradnŊ o pŚid§n² piktogramŢ c²lovĨch druhŢ zv²Śat ke schv§len®mu textu obalŢ jiģ zaregis-
trovan®ho veterin§rn²ho l®ļiv®ho pŚ²pravku, kter® nenahrazuj² samotnĨ text. 

3. Piktogramy c²lovĨch druhŢ zv²Śat mus² poch§zet pouze z odsouhlasen®ho "Katalogu" - viz "CMDv 
CLARIFICATION PAPER - USE OF PICTOGRAMS ON LABELLING 2014". 

4. Jin® zmŊny v textu obalŢ nejsou pŚ²pustn®. 
 
Dokumentace: 
1. Revidovan® texty 
  
4. 8. Form§ln² ¼prava textŢ SPC, pŚ²balov® informace a textŢ na vnŊjġ²ch a vnitŚn²ch obalech ļistŊ 

vnitrost§tn²ch registrac² 
 
Poģadavky na pŚ²pravu textŢ SPC, pŚ²balov® informace a textŢ na vnŊjġ² a vnitŚn² obaly jsou stanoveny v pokynu 
USKVBL/REG-3/2009 Rev.1 - Vzory pro pŚ²pravu n§vrhu textŢ SPC, pŚ²balov® informace a oznaļen² na obalech 
veterin§rn²ch l®ļivĨch pŚ²pravkŢ, kter® jsou v souladu se vzory pro pŚ²pravu textŢ schv§lenĨmi pracovn² 
skupinou EMEA - ĂWorking Group on Quality Review of Documents (QRD)ñ pro centralizovan® registrace  
ve Spoleļenstv² a d§le s Pokyny pro ģadatele Evropsk® komise ï ĂNotice to Applicantsñ - Volume 6C - ĂSummary 
of the Product Characteristics - SPC - Immunologicals, June 2007, ĂSummary of the Product Characteristics - 
SPC - Pharmaceuticals, July 2006ñ. 
 
Pokud drģitel zamĨġl² prov®st form§ln² ¼pravy SPC za ¼ļelem aktualizace ġablony SPC, pŚ²padnŊ pŚ²balov® 
informace a textŢ na obalech nebo form§ln² ¼pravy znŊn² textu SPC, pŚ²padnŊ pŚ²balov® informace a textŢ  
na obalech tak, aby bylo dosaģeno souladu s aktu§ln²mi poģadavky bez dopadŢ na vŊcnĨ vĨznam v podm²nk§ch 

registrace VLP, pŚedloģ² Veterin§rn²mu ¼stavu ozn§men² o neklasifikovan® zmŊnŊ (z) typu IB, jej²ģ postup  
je pops§n v bodŊ 4.4. (NaŚ²zen² Komise obecnŊ ustanovuje, ģe zmŊna, kter§ nen² ani malou zmŊnou typu IA, 
ani velkou zmŊnou typu II, ani rozġ²Śen²m se povaģuje za malou zmŊnu typu IB).  
Pokud se form§ln² ¼pravy tĨkaj² pouze pŚ²balov® informace ļi textŢ na obalech drģitel rozhodnut² pŚedloģ² 
Veterin§rn²mu ¼stavu ozn§men² o zmŊnŊ typu IB oznaļen§ podle klasifikaļn²ho pokynu pro zmŊny registrace 
jako C.II.6 b) - ZmŊna obalu nebo pŚ²balov® informace nesouvisej²c² se souhrnem ¼dajŢ o pŚ²pravku, viz bod 
4.7. 
 
Bez nutnosti ozn§men² se form§ln² ¼pravy SPC, pŚ²padnŊ pŚ²balov® informace a textŢ na obalech mohou 
prov§dŊt pouze v r§mci Ś²zen² o prodlouģen² platnosti registrace a za urļitĨch podm²nek v r§mci Ś²zen² velkĨch 
zmŊn typu II.  
Á V Ś²zen² o prodlouģen² platnosti registrace doch§z² ke komplexn² revizi vġech textŢ (SPC, PI, obaly) 
veterin§rn²ho pŚ²pravku a tud²ģ jsou tyto form§ln² opravy kontrolov§ny automaticky.  

Á V Ś²zen² o zmŊnu typu II se prov§d² revize textŢ pouze ve zmŊnou dotļenĨch bodech pŚ²sluġnĨch textŢ  
a proto je form§ln² ¼prava textŢ moģn§ pouze na z§kladŊ poģadavku ģadatele uveden®m v prŢvodn²m 
dopise. 

Revize upravenĨch textŢ bude prov§dŊna vģdy na z§kladŊ pŚedloģen®ho n§vrhu k revizi s jasnŊ 
vyznaļenĨmi ¼pravami. 
 
Pokud je c²lem form§ln² ¼pravy textŢ harmonizovat podm²nky mezi ĻR a SR potom plat² zvl§ġtn² pokyn 
ĐSKVBL/REG-2/2013 - harmonizace textŢ veterin§rn²ch l®ļivĨch pŚ²pravkŢ mezi Ļeskou a Slovenskou 
republikou. 
 

5. Rozġ²Śen² registrace 
 
Ä 25 z§kona o l®ļivech uv§d², ģe pokud byla l®ļiv®mu pŚ²pravku jiģ udŊlena registrace podle z§kona  
o l®ļivech, mus² bĨt pro jak®koliv dalġ² s²ly, l®kov® formy, cesty pod§n² a pro dalġ² druh zv²Śete, jde-li  
o veterin§rn² l®ļivĨ pŚ²pravek, udŊlena registrace v souladu se z§konem o l®ļivech. Vġechny tyto registrace  
se oznaļuj² jako souhrnn§ registrace. 

http://www.uskvbl.cz/cs/registrace-a-schvalovani/registrace-vlp/obecne-pokyny-a-informace/obecne-pokyny
http://www.uskvbl.cz/cs/registrace-a-schvalovani/registrace-vlp/obecne-pokyny-a-informace/obecne-pokyny
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Za rozġ²Śen² registrace nebo rozġ²Śen² se povaģuje zmŊna uveden§ v pŚ²loze I naŚ²zen² Komise, kter§ splŔuje 

podm²nky uveden® tamt®ģ. 
 
Jedn§ se o n§sleduj²c² pŚ²pady, kdy se mŊn² vĨznamnŊ povaha, vlastnosti nebo zpŢsob pouģit² pŚ²pravku: 
 
1. ZmŊny tĨkaj²c² se ¼ļinn® l§tky (¼ļinnĨch l§tek): 
a) nahrazen² chemick® ¼ļinn® l§tky odliġnou sol² / komplexem esterŢ / deriv§tem se stejnou l®ļivou sloģkou, 
pŚiļemģ charakteristiky ¼ļinnosti/bezpeļnosti nejsou vĨznamnŊ odliġn®; 
b) nahrazen² odliġnĨm isomerem, odliġnou smŊs² isomerŢ, nahrazen² smŊsi izolovanĨm isomerem (napŚ. 
racem§t jedn²m enantiomerem), pŚiļemģ charakteristiky ¼ļinnosti/bezpeļnosti nejsou vĨznamnŊ odliġn®; 
c) nahrazen² biologick® ¼ļinn® l§tky jinou l§tkou s m²rnŊ odliġnou molekulovou strukturou, pŚiļemģ 
charakteristiky ¼ļinnosti/bezpeļnosti nejsou vĨznamnŊ odliġn®, s vĨjimkou: 
- zmŊny ¼ļinn® l§tky sezonn², pŚedpandemick® nebo pandemick® vakc²ny proti lidsk® chŚipce, 
- nahrazen² nebo pŚid§n² s®rotypu, kmene, antigenu nebo kombinace s®rotypŢ, kmenŢ nebo antigenŢ pro 
veterin§rn² vakc²nu proti influenze pt§kŢ, slintavce a kulhavce nebo katar§ln² horeļce ovc², 

- nahrazen² kmene pro veterin§rn² vakc²nu proti influenze kon²; 
d) modifikace vektoru pouģit®ho pŚi vĨrobŊ antigenu nebo zdroje surovin, vļetnŊ nov® bunŊļn® banky 
z§kladn²ch bunŊk z jin®ho zdroje, pŚiļemģ charakteristiky ¼ļinnosti/bezpeļnosti nejsou vĨznamnŊ odliġn®; 
e) novĨ ligand nebo mechanismus vļlenŊn² u radiofarmak, pŚiļemģ charakteristiky ¼ļinnosti/bezpeļnosti nejsou 
vĨznamnŊ odliġn®; 
f) zmŊna extrakļn²ho rozpouġtŊdla nebo pomŊru rostlinn® l§tky a rostlinn®ho pŚ²pravku, pŚiļemģ charakteristiky 
¼ļinnosti/bezpeļnosti nejsou vĨznamnŊ odliġn®. 
 
2. ZmŊny tĨkaj²c² se s²ly, l®kov® formy a cesty pod§n²: 
a) zmŊna biologick® dostupnosti;  
b) zmŊna farmakokinetiky, napŚ. zmŊna rychlosti uvolŔov§n²; 
c) zmŊna nebo pŚid§n² nov® s²ly/¼ļinnosti; 
d) zmŊna nebo pŚid§n² nov® l®kov® formy; 

e) zmŊna nebo pŚid§n² nov® cesty pod§n² (1). 
 
3. Dalġ² zmŊny zvl§ġtn² pro veterin§rn² l®ļiv® pŚ²pravky pod§van® zv²ŚatŢm urļenĨm k produkci potravin:  
zmŊna nebo pŚid§n² c²lovĨch druhŢ zv²Śat. 
 
Jestliģe drģitel zamĨġl² prov®st takovou zmŊnu st§vaj²c² registrace, kter§ je definov§na dle naŚ²zen² Komise jako 
rozġ²Śen² registrace, ģadatel pŚedloģ² vģdy ģ§dost o registraci VLP v n²ģ i mimo jin® vypln² pŚ²sluġnou ļ§st tĨkaj²c² 
se rozġ²Śen² registrace a d§le pŚedloģ² ļ§sti registraļn² dokumentace, kter® byly v dŢsledku rozġ²Śen² zmŊnŊny 
oproti st§vaj²c² schv§len® registrace VLP. 
Postupy a ļasovĨ harmonogram se Ś²d² dle pravidel pro registraļn² Ś²zen² dle z§kona o l®ļivech.  
 
Nov§ varianta pŚ²pravku zaregistrovan§ formou rozġ²Śen² registrace obdrģ² nov® registraļn² ļ²slo. Ovġem 
napŚ²klad u rozġ²Śen² registrace tĨkaj²c²ho se zmŊny nebo pŚid§n² c²lovĨch druhŢ zv²Śat se tato zmŊna zahrne do 
st§vaj²c² registrace a je vyd§no pro dotļenĨ pŚ²pravek nov® rozhodnut² o registraci formou rozġ²Śen², kde 
pŢvodn² registraļn² ļ²slo zŢst§v§ zachov§no. 
 
Pro upŚesnŊn² identifikace rozġ²Śen² registrace je k dispozici pokyn Komise: GUIDELINE ON THE 
CATEGORISATION OF EXTENSON APPLICATIONS (EA) versus VARIATIONS APPLICATIONS (V) 
Medicinal products for human and veterinary use 
 

6. ZmŊna souhrnu ¼dajŢ o pŚ²pravku v dŢsledku rozhodnut² Komise v r§mci 
postupu pŚezkoum§n² 
 
SdŊlen² Komise C (2013) 2804 ï Pokyny pro rŢzn® kategorie zmŊn, pro prov§dŊn² postupŢ stanovenĨch  
v kapitol§ch II, IIa, III a IV naŚ²zen² Komise (ES) ļ. 1234/2008 ze dne 24. listopadu 2008 o posuzov§n² zmŊn 
registrac² hum§nn²ch a veterin§rn²ch l®ļivĨch pŚ²pravkŢ, jakoģ i pro dokumentaci, kter§ se m§ na z§kladŊ tŊchto 
postupŢ pŚedkl§dat uv§d² i zmŊny vyplĨvaj²c² z dŢvodu postupu pŚezkoum§n² a rozhodnut² Komise podle  
ļl. 34 nebo 35 smŊrnice 2001/82/ES, ve znŊn² pozdŊjġ²ch pŚedpisŢ.  

http://www.uskvbl.cz/cs/registrace-a-schvalovani/registrace-vlp/formulae-adosti-tabulka-adosti
http://ec.europa.eu/health/files/eudralex/vol-6/ne_en_doc/v6c_ea_v_10_2003b_en.pdf
http://ec.europa.eu/health/files/eudralex/vol-6/ne_en_doc/v6c_ea_v_10_2003b_en.pdf
http://ec.europa.eu/health/files/eudralex/vol-6/ne_en_doc/v6c_ea_v_10_2003b_en.pdf
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Po vyd§n² rozhodnut² Komise pŚ²sluġnĨ org§n ļlensk®ho st§tu (v pŚ²padŊ ĻR ĐSKVBL) vyd§ do 30 dn² rozhodnut², 

kterĨm udŊl² nebo zruġ² registraci nebo provede zmŊny nezbytn® pro dosaģen² souladu s rozhodnut²m Komise. 
Ve sv®m rozhodnut² se na rozhodnut² Komise odk§ģe. 
ZmŊny registrace pro dosaģen² souladu s rozhodnut²m Komise Veterin§rn² ¼stav provede na z§kladŊ pŚedloģen² 
ozn§men²/ģ§dosti zmŊny podan® drģitelem rozhodnut² o registraci. Veterin§rn² ¼stav drģitele rozhodnut² vyzve 
ihned po obdrģen² rozhodnut² Komise k pod§n² tohoto ozn§men²/ģ§dosti a upŚesn² kategorizaci a typ postupu  
dle SdŊlen² Komise. Ģ§dost se pŚedkl§d§ formou vyplnŊn®ho formul§Śe, podrobnosti k pod§v§n² ģ§dost²  
a n§leģitosti ģ§dosti naleznete v Sekci 8. Podrobnosti pod§v§n² ģ§dost². 
Po obdrģen² rozhodnut²/sdŊlen² drģitel registrace provede v z§konem stanoven® dobŊ, popŚ. kratġ², veġker® 
zmŊny registrace nezbytn® pro dosaģen² souladu s rozhodnut²m Komise.  

 

7. ZmŊny registrace v r§mci postupu vz§jemn®ho uzn§v§n² ļlenskĨch st§tŢ ES 
(MRP ) 
 

VyŚizov§n² ģ§dost² v r§mci postupŢ vz§jemn®ho uzn§v§n² a decentralizovan®ho postupu se Ś²d² stejnŊ jako  
u vnitrost§tn²ch registrac² principy stanovenĨmi v naŚ²zen² Komise (ES) ļ. 1234/2008 o posuzov§n² zmŊn 
registrac² hum§nn²ch a veterin§rn²ch l®ļivĨch pŚ²pravkŢ, ve znŊn² pozdŊjġ²ch pŚedpisŢ a v dokumentu Evropsk® 
komise - Pokyny pro rŢzn® kategorie zmŊn, pro prov§dŊn² postupŢ stanovenĨch v kapitol§ch II, IIa, III a IV 
naŚ²zen² Komise (ES) ļ. 1234/2008 ze dne 24. listopadu 2008 o posuzov§n² zmŊn registrac² hum§nn²ch  
a veterin§rn²ch l®ļivĨch pŚ²pravkŢ, jakoģ i pro dokumentaci, kter§ se m§ na z§kladŊ tŊchto postupŢ pŚedkl§dat.  
 
Pro usnadnŊn² procesu vyŚizov§n² jednotlivĨch typŢ zmŊnovĨch Ś²zen² vydala Veterin§rn² koordinaļn² skupina 
ĂCoordination Group for Mutual Recognition and Decentralised Procedures (vet) (CMDv)ñ pŚ²sluġn® standardn² 
operaļn² postupy. Postupy detailnŊ popisuj² ļasovĨ harmonogram a stanovuj² role referenļn²ho ļlensk®ho st§tu, 
dotļenĨch st§tŢ a ģadatele v jednotlivĨch f§z²ch pŚ²sluġnĨch procedur tak, aby postup vyŚ²zen² zmŊny probŊhl  
po ļasov® i procedur§ln² str§nce efektivnŊ. Standardn² operaļn² postupy jsou dostupn® na str§nk§ch 
koordinaļn² skupiny CMDv (viz odkaz v Sekci 3 tohoto pokynu).  
 
Komunikace mezi ģadateli/drģiteli registrace a kompetentn²mi org§ny referenļn²ho ļlensk®ho st§tu a dotļenĨch 
ļlenskĨch st§tŢ v r§mci vyŚizov§n² zmŊn registrace prob²h§ podle pravidel vych§zej²c²ch ze standardn²ch 
operaļn²ch postupŢ koordinaļn² skupin CMDv elektronickou formou. K tomu jsou vyuģ²v§ny komunikaļn² 
syst®my jako je eudramail, CTS - Communication and Tracking System, pŚ²padnŊ eudralink. 
 

8. Podrobnosti pod§v§n² ģ§dosti 
 
Ģ§dost o zmŊnu lze podat pouze pro pŚ²pravky jiģ zaregistrovan®.  
 
Drģitel rozhodnut² o registraci pod§v§ ģ§dost o zmŊnu registrace formou EU elektronick®ho formul§Śe (e-AF) 
v souladu s dokumentem ĐSKVBL, kterĨ se tĨk§ elektronick®ho pod§v§n² ģ§dost² a je zveŚejnŊn na webovĨch 
str§nk§ch ĐSKVBL ñInformace pro ģadatele/drģitele rozhodnut² o registraci ohlednŊ pouģ²v§n² elektronick®ho 
formul§Śe ģ§dosti eAF od 1. 1. 2016ñ. Pouze ve vĨjimeļnĨch pŚ²padech u vnitrost§tn²ch ģ§dost² bude 

akceptov§no pod§n² ģ§dosti na ļesko-anglick®m NtA formul§Śi ĐSKVBL/REG-3/2008 ĂĢ§dost o zmŊnu 
registraceñ. NTA formul§Ś v angliļtinŊ vydanĨ Evropskou komis²  nen² jiģ na str§nk§ch Komise od 1. 1. 2016 
k dispozici. 
 
PŚi pod§n² ģ§dosti o zmŊnu v registraci je nutn® zaplatit spr§vn² poplatek a ¼hradu n§kladŢ postupem podle 
pokynu ĐSKVBL/UST ï4/2008/Rev.2 (pŚ²padnŊ jeho aktualizovan® verze). Bliģġ² informace k platb§m v pŚ²padŊ 
seskupov§n² zmŊn typu IA naleznete tak® na naġich webovĨch str§nk§ch http://www.uskvbl.cz/cs/poplatky  - 
Informace pro ģadatele ï platby ï seskupov§n² zmŊn registrace. 
V r§mci jedn® ģ§dosti lze pŚedloģit jen jednu zmŊnu registrace pŚ²pravku, s vĨjimkou pŚ²padŢ, kter® jsou 
uvedeny v ļl§nku 7 a 13d naŚ²zen² Komise vļetnŊ pŚ²lohy III, pro ļistŊ vnitrost§tn² registrace tak® v bodŊ 4. 2. 
tohoto pokynu. Zejm®na se jedn§ o navazuj²c² zmŊny, to jsou takov® zmŊny, kter® jsou 
nevyhnutelnĨm a pŚ²mĨm dŢsledkem hlavn² zmŊny (napŚ.: Navazuj²c² zmŊnou k ozn§men² zmŊny typu 
IA mŢģe bĨt pouze dalġ² ozn§men² zmŊny typu IA, navazuj²c² zmŊnou k ozn§men² zmŊny typu IB mŢģe bĨt buŅ 

dalġ² ozn§men² zmŊny typu IB nebo ozn§men² zmŊny typu IA). 
 

http://www.uskvbl.cz/cs/registrace-a-schvalovani/registrace-vlp/formulae-adosti-tabulka-adosti
http://www.uskvbl.cz/cs/registrace-a-schvalovani/registrace-vlp/formulae-adosti-tabulka-adosti
file:///C:/Users/obrovska/AppData/Local/Microsoft/Windows/Temporary%20Internet%20Files/Content.Outlook/AppData/Local/Microsoft/Windows/Temporary%20Internet%20Files/Content.Outlook/YW88X5U0/%20není
http://www.uskvbl.cz/attachments/671_Revize-UST_04_2008_R2.Doc
http://www.uskvbl.cz/cs/poplatky
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ZmŊny, ke kterĨm doch§z² ve stejnou dobu a kter® nelze seskupit dle pravidel naŚ²zen² Komise  

na jednu ģ§dost, jsou zmŊny paraleln² a je nutn® pro nŊ pŚedloģit oddŊlen® ģ§dosti.  
 
N§leģitosti ģ§dosti 
Aby mohla bĨt ģ§dost o zmŊnu v registraci na ĐSKVBL pŚijata k hodnocen², je nutn® vyplnit vġechny 
poģadovan® ¼daje na formul§Śi ĂĢ§dost o zmŊnu registrace. V ģ§dosti se uv§d² st§vaj²c² ¼daje  
o pŚ²pravku tak, jak byly schv§leny v registraļn²m Ś²zen² nebo pŚ²padnŊ v pŚedchoz²ch Ś²zen²ch  
o zmŊn§ch v registraci nebo prodlouģen² registrace. Teprve v tabulce Ăst§vaj²c²ñ a Ănavrhovan®ñ, kter§  
je souļ§st² formul§Śe ģ§dosti, se uvede navrhovanĨ novĨ ¼daj (viz n²ģe). PomŊrnŊ ļastĨm jevem, kterĨ mŢģe 
bĨt dŢvodem nezvalidov§n² ģ§dosti, je situace, kdy jsou v ģ§dosti uv§dŊny jiģ nov® navrhovan® ¼daje  
o pŚ²pravku, jejichģ schv§len² je pŚedmŊtem pod§van® ģ§dosti o zmŊnu registrace.   
V odstavci ĂStruļn§ charakteristika zmŊnyñ formul§Śe ģadatel struļnŊ vypln², o jakou zmŊnu se jedn§. Uvede  
se napŚ. ĂPŚid§n² zkouġky na tŊģk® kovy do specifikace l®ļiv® l§tkyñ, ĂPŚid§n² XY jako nov®ho m²sta 
sekund§rn²ho balen²ñ. Nikoli tedy pouh® obecn® vyj§dŚen² ĂzmŊna specifikace l®ļiv® l§tkyñ. V pŚ²padŊ, ģe zmŊna 
vede k dalġ², navazuj²c² zmŊnŊ, uvedou se v tomto odstavci obŊ zmŊny vļetnŊ vysvŊtlen² jejich n§vaznosti. 

NapŚ. ĂPŚid§n² XY jako nov®ho m²sta vĨroby pŚ²pravku. ZmŊna velikosti ġarģe koneļn®ho pŚ²pravkuñ  
 
V odstavci ñOdŢvodnŊn² zmŊny a navazuj²c²ch zmŊnñ ģadatel vysvŊtl² pŚ²ļinu, proļ ke zmŊnŊ doch§z², a pokud 
zmŊna vede k navazuj²c² zmŊnŊ, vysvŊtl² souvislost mezi obŊma zmŊnami. NapŚ. ĂPŚid§n² nov®ho m²sta vĨroby 
z dŢvodu zvĨġenĨch poģadavkŢ trhu. Vzhledem k tomu, ģe m²sto vĨroby XY disponuje jinou kapacitou vĨrobn²ho 
zaŚ²zen², ohlaġujeme z§roveŔ zmŊnu velikosti ġarģe koneļn®ho pŚ²pravkuñ. ZdŢvodnŊn² zmŊn typu Ărozhodnut² 
vĨrobceñ nebo Ăvylepġen² produktuñ nebudou akceptov§na. 
 
Souļ§st² formul§Śe je tabulka st§vaj²c²ñ a Ănavrhovan®ñ, rozliġuj²c² st§vaj²c² schv§len® znŊn² a navrhovan® znŊn² 
zmŊny. Uveden² konkr®tn²ch ¼dajŢ o navrhovan® zmŊnŊ na tomto m²stŊ formul§Śe (v pŚ²padŊ 
delġ²ho textu formou pŚ²lohy) je nezbytnĨm pŚedpokladem pro pŚijet² zmŊny. Đdaje typu Ăviz 
pŚiloģen§ dokumentaceñ nebudou akceptov§ny. VĨjimkou je pŚ²pad, kdy ¼daje podl®haj²c² zmŊnŊ nejsou ģadateli 
zn§my, protoģe se jedn§ o dŢvŊrn® informace uveden® pouze v ñRestricted Partñ ASMF a zn§m® jen vĨrobci 

l®ļiv® l§tky a Veterin§rn²mu ¼stavu. V tomto pŚ²padŊ je tŚeba tuto skuteļnost na formul§Śi ģ§dosti jasnŊ uv®st, 
aby ģ§dost mohla bĨt pŚed§na k odborn®mu posouzen². ZmŊny tĨkaj²c² se ĂApplicantËs Partñ ASMF podl®haj² 
samozŚejmŊ bŊģn®mu postupu. 
V odstavci Ădalġ² ģ§dostiñ se struļnŊ uvede pŚehled zmŊn, kter® jsou k dan®mu pŚ²pravku pod§v§ny souļasnŊ 
jako zmŊny paraleln², d§le zmŊny nebo prodlouģen² registrace, kter® jsou na  ĐSKVBL v  dobŊ pod§n² ģ§dosti 
v Ś²zen². 
Souļ§st² formul§Śe je rovnŊģ prohl§ġen² ģadatele, kter®mu je tŚeba vŊnovat zvĨġenou pozornost. OdpovŊdnost 
drģitele registraļn²ho rozhodnut² za pravdivost ¼dajŢ uvedenĨch v ģ§dosti i dokumentaci vyplĨv§ z pr§vn²ho 
Ś§du ĻR (z§kon ļ. 344/2007 Sb., kterĨm se mŊn² z§kon ļ. 200/1990 Sb. o pŚestupc²ch, ve znŊn² pozdŊjġ²ch 
pŚedpisŢ). 
 
D§le je nezbytn® k formul§Śi ģ§dosti pŚiloģit pŚ²sluġnou tabulku z pokynu C (2013) 2804, tĨkaj²c² se pouze dan® 
zmŊny. Pokud je ģ§d§no tak® o zmŊny navazuj²c², je nutno pŚ²sluġnou tabulku pŚedloģit pro vġechny poģadovan® 
zmŊny.  V tabulce ģadatel z§vaznŊ vyznaļ², kter® podm²nky jsou splnŊny a kter§ dokumentace  
je pŚedloģena. Bez ¼pln®ho vyznaļen² tŊchto ¼dajŢ nebude ģ§dost akceptov§na. 

 
PŚ²klad -  tabulka pro zmŊnu registrace typu IA ļ. 1 

ZmŊna n§zvu a/nebo adresy drģitele 

rozhodnut² o registraci 

Podm²nky, kter® 

maj² bĨt splnŊny 

Dokumentace, 

kter§ m§ bĨt 

pŚedloģena 

Typ procedury  

 1 1, 2  IAIN  

Podm²nky 

1. Drģitel rozhodnut² o registraci mus² zŢstat stejnou pr§vnickou osobou. 

Dokumentace  

1. Doklad pŚ²sluġn®ho ¼Śadu (napŚ. VĨpis z obchodn²ho rejstŚ²ku nebo jin® z§konem upraven® 

evidence), ve kter®m je uvedeno nov® jm®no nebo nov§ adresa. 

2. Revidovan® informace o pŚ²pravku 
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Jestliģe doch§z² k v²ce zmŊn§m souļasnŊ (a nejedn§ se o zmŊny typu IA, kter® lze ozn§mit do 12 mŊs²cŢ  

od proveden² zmŊny) je nezbytn®, aby pro nŊ drģitel rozhodnut² o registraci podal ģ§dost ve stejnou dobu. 
Vztah mezi tŊmito zmŊnami mus² bĨt pŚitom jasnŊ uveden. Jestliģe je l®ļivĨ pŚ²pravek registrov§n 
prostŚednictv²m postupu vz§jemn®ho uzn§v§n² (MRP), pŚedkl§d§ se ģ§dost o zmŊnu v registraci souļasnŊ 
pŚ²sluġnĨm org§nŢm ļlenskĨch st§tŢ, v nichģ je l®ļivĨ pŚ²pravek registrov§n. 
 
Poģadavky na dokumentaci pŚedkl§danou s ģ§dost² 
 
Ke kaģd® ģ§dosti mus² bĨt pŚedloģena pŚ²sluġn§ dokumentace. PŚedkl§daj² se pouze ty ļ§sti dokumentace, 
kterĨch se dan® zmŊny pŚ²mo tĨkaj². Jedn§ - li se o zmŊny typu IA, IB vĨļet dokumentace je souļ§st² pokynu  
C (2013) 2804 - viz. pŚ²loha 1.  
V tomto pokynu jsou v  tabulk§ch uvedeny vġechny zmŊny typu IA, IB a II. U kaģd® zmŊny je uvedeno, jak§ 
ļ§st dokumentace m§ bĨt pŚedloģena nebo aktualizov§na, pŚ²padnŊ dalġ² poģadavky (napŚ. pŚedloģen² vzorku 
pŚ²pravku nebo vnitŚn²ho obalu). V tabulce jsou rovnŊģ specifikov§ny podm²nky, jejichģ splnŊn²  
je nutnĨm pŚedpokladem k tomu, aby bylo moģno zmŊnu zaŚadit mezi zmŊny typu IA, zmŊny typu 

IB. nebo II.  
V pŚ²padŊ ģ§dost² o zmŊnu typu II se pŚedkl§daj² pŚ²sluġn® ļ§sti registraļn² dokumentace, dotļen® navrhovanou 
zmŊnou. Vzhledem k ġirok®mu spektru tŊchto zmŊn nemohou bĨt poģadavky na pŚedkl§danou dokumentaci 
vyjmenov§ny. Dokumentace by mŊla vģdy obsahovat kromŊ aktualizovanĨch ¼dajŢ jednotlivĨch 
kapitol i podrobn® vysvŊtlen² a koment§Śe porovn§vaj²c² pŢvodn² a novŊ navrģenĨ stav. RovnŊģ 
upozorŔujeme, ģe souļ§st² dokumentace ke zmŊnŊ typu II je i kritick® hodnocen² experta (ļ§st I. C) 
vyjadŚuj²c²ho se k dan® zmŊnŊ.  
 
 V pŚ²padŊ dod§n² rozs§hlejġ²ch materi§lŢ nebo kompletn² registraļn² dokumentace je tŚeba pŚedloģit kompletn² 
seznam zmŊn, kter® byly v dokumentaci provedeny, spolu s rozpisem ļ²sel stran dokumentace, na kterĨch  
ke zmŊnŊ doġlo. Je nutn® zkontrolovat, zda nebyly provedeny ģ§dn® dalġ² zmŊny, neģ ty , o kter® bylo 
poģ§d§no (viz. prohl§ġen² v ģ§dosti - ĂDeclaration of the Applicant / Prohl§ġen² ģadateleñ ). V pŚ²padŊ nedod§n² 
prohl§ġen² a seznamu zmŊn nebude tato dokumentace akceptov§na. 

 
V pŚ²padŊ, ģe dokumentace byla dod§na na ĐSKVBL pŚed pod§n²m ģ§dosti, je tŚeba tuto 
skuteļnost uv®st do prŢvodn²ho dopisu, spolu s upŚesnŊn²m o kterou dokumentaci se jedn§.  
Je tŚeba uv®st n§zev dokumentace, kdy a jakou cestou ļi formou byla na ĐSKVBL dod§na a v jak® 
souvislost i (napŚ. ģ§dost o prodlouģen² -  spis. zn. 10255/2012, doplnŊn² dokumentace v r§mci 
aktualizace, z§vazek vyplĨvaj²c² z podm²nŊn® registrace apod.).  
 
Pokud se navrhovan§ zmŊna projev² i v souhrnu ¼dajŢ o pŚ²pravku, v oznaļen² na obalu a/nebo 
v pŚ²balov® informaci, pŚedloģ² se souļasnŊ s ģ§dost² o zmŊnu n§vrhy tŊchto ļ§st² registraļn² 
dokumentace spolu s  jejich elektronickou verz² ve form§tu Word. Vġechny navrhovan® zmŊny  
se v  tŊchto n§vrz²ch vyznaļ² ve vztahu k pŢvodn²mu znŊn². 
Bliģġ² informace k upŚesnŊn² podm²nek pro pod§v§n² ģ§dost² a registraļn² dokumentace naleznete v pokyny 
ĐSKVBL/REG-1/2013. 
 

9. Uv§dŊn² pŚ²pravku na trh po proveden² zmŊny registrace 
 
V souladu s ust. Ä 35 odst. 2 l®ļivĨ pŚ²pravek odpov²daj²c² ¼dajŢm a dokumentaci pŚed proveden²m zmŊny 
registrace lze, pokud nebylo v rozhodnut² o zmŊnŊ registrace stanoveno jinak, nad§le uv§dŊt na trh nejd®le  
po dobu 180 dnŢ od schv§len² zmŊny. Distribuovat, vyd§vat, v pŚ²padŊ vyhrazenĨch l®ļivĨch pŚ²pravkŢ 
prod§vat, a pouģ²vat pŚi poskytov§n² zdravotn²ch sluģeb nebo veterin§rn² p®ļe je takovĨ l®ļivĨ pŚ²pravek moģn® 
d§le po dobu jeho pouģitelnosti. 

 
 
 
 
 
 
 
 

http://www.uskvbl.cz/cs/registrace-a-schvalovani/registrace-vlp/obecne-pokyny-a-informace/obecne-pokyny
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PŚ²loha 1: Poģadavky na dokumentaci pŚedkl§danou s ozn§men²m zmŊn registrace typu IA, IB 

(Tato anglick§ verze bude nahrazena ļeskou verz², jakmile bude k dispozici). 
 
 

A. ADMINISTRATIVE CHANGES  
 
 

A.1 Change in the name and/or address of the 
marketing authorisation holder  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure type  

 1 1, 2 IAIN 

Conditions  

1. The marketing authorisation holder must remain the same legal entity. 

Documentation  

1. 
A formal document from a relevant official body (e.g. Chamber of Commerce) in which the new name or new 
address is mentioned. 

2. Revised product information. 

 
 
 

A.2 Change in the (invented) name of the medicinal 
product  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure type  

a)  for Centrally Authorised products 1 1, 2  IAIN 

b)  for Nationally Authorised Products  2 IB 

Conditions  

1. The check by the EMA on the acceptability of the new name has been finalised and was positive. 

Documentation  

1. Copy of the EMA letter of acceptance of the new (invented) name.  

2. Revised product information. 

 
 

 
A.3 Change in name of the active substance or of an 
excipient  

Conditions to 
be fulfilled  

Documentation  
to be supplied  

Procedure type  

 1, 2 1, 2 IAIN 

Conditions  

1. The active substance/excipient must remain the same. 

2. 
For veterinary medicinal products for food-producing species, the new name has been published 
 in Regulation (EEC) NÁ 470/2009 before implementation of this change. 

Documentation  

1. 

Proof of acceptance by WHO or copy of the INN list. If applicable, proof that the change is in line with the Ph. Eur. 
For herbal medicinal product, declaration that the name is in accordance with the Note for Guidance on Quality of 
Herbal Medicinal Products, and with the guideline on declaration  
of herbal substances and herbal preparations in (traditional) herbal medicinal products.  

2. Revised product information 
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A.4 Change in the name and/or address of:  
a manufacturer (including where relevant quality 
control testing sites); or an ASMF holder;  
or a supplier of the active substance, starting 
material, reagent or interm ediate used in the 
manufacture of the active substance (where 
specified in the technical  dossier) where no Ph. Eur. 
Cert ificate of Suitability is part of the approved 
dossier; or a manufacturer of a novel excipient 
(where specified in the technical dossier)  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure type  

 1 1, 2, 3 IA 

Conditions  

1. The manufacturing site and all manufacturing operations must remain the same.  

Documentation  

1. 
A formal document from a relevant official body (e.g. Chamber of Commerce) in which the new name and/or 
address is mentioned. 

2. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate).  

3. In case of change in the name of the holder of the Active Substance Master File holder, updated ñletter of accessò. 

 

 

A.5 Change in the name and/or address of a 
manufacturer/importer of the finished product 
(including batch release or quality control testing 
sites)  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure type  

a)  
The activities for which the manufacturer/importer  
is responsible include batch release 

1 1, 2  IAIN 

b)  
The activities for which the manufacturer/importer  
is responsible do not include batch release  

1 1, 2 IA 

Conditions  

1. 
The manufacturing site undergoing the name and/or address change and all manufacturing operations must remain 
the same. 

Documentation  

1. 
Copy of the modified manufacturing authorisation, if available; or a formal document from a relevant official body 
(e.g. Chamber of Commerce, or if not available, from a Regulatory Agency) in which the new name and/or address is 
mentioned. 

2. 
If applicable, amendment of the relevant section(s) of the dossier (presented in the EU -CTD format  
or NTA volume 6B format for veterinary products, as appropriate), including revised product information as 
appropriate.  

 

 

A.6 Change in ATC Code / ATC Vet Code  Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure type  

 1 1, 2 IA 

Conditions  

1. Change following granting of or amendment to ATC Code by WHO / ATC Vet Code. 

Documentation  

1. Proof of acceptance (by WHO) or copy of the ATC (Vet) Code list. 

2. Revised product information 
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 A.7 Deletion of manufacturing sites for an active 
substance, intermediate or finished product, 
packaging site, manufacturer responsible for batch 
release, site where batch control takes place, or 
supplier of a starting material, reagent or excipient 
(when mentioned in the dossier)*  

Conditions to 
be fulfil led  

Documentation 
to be supplied  

Procedure type  

 1, 2 1, 2 IA  

Conditions  

1. 
There should at least remain one site/manufacturer, as previously authorised, performing the same function as the 
one(s) concerned by the deletion. Where applicable at least one manufacturer responsible for batch release that  
is able to certify the product testing for the purpose of batch release within the EU/EEA remains in the EU/EEA. 

2. The deletion should not be due to critical deficiencies concerning manufacturing. 

Documentation  

1. 
The variation application form should clearly outline the ñpresentò and ñproposedò manufacturers as listed in section 
2.5 of the application form for marketing authorisations.  

2. 
Amendment of the relevant section(s) of the dossier (presented in the EU-CTD format or NTA volume 6B format for 
veterinary products, as appropriate), including revised product information as appropriate.  

*Note: Where notice has been given by the authorities of the intention to pe rform an inspection, the deletion of the 
relevant site shall be notified inmediatly.  

 

A.8 Changes to date of the audit to verify GMP 
compliance of the manufacturer of the active 
substance*  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure type  

   IA  

Documentation  

1. 
Written confirmation from the manufacturer of the finish product stating verification of compliance of the 
manufacturar of the active substance with principles and guidelines of good manufacturing practices.  

*Note: This variation does not apply when the information has been otherwise transmitted to the authorities (e.g. through 
the so-called "QP declaration"). 

 

B. QUALITY CHANGES  
 

B.I ACTIVE SUBSTANCE 
 
B.I.a) Manufacture  

B.I.a.1 Change in the manufacturer of a starting  
material/reagent/intermediate used in the manufacturing process 
of the active substance or change in the manufacturer (including 
where relevant quality control testing sites) of the active substance, 
where no Ph. Eur. Certificate of Suitability is part of  the approved 
dossier  

Conditi -
ons to 
be 
fulfilled  

Documen -
tation to 
be 
supplied  

Procedure 
type  

a)  
The proposed manufacturer is part of the same pharmaceutical group 
as the currently approved manufacturer  

1, 2, 3 
1, 2, 3, 4, 5, 
6, 7 

IAIN 

b)  
Introduction of a manufacturer of the active substance supported  
by an ASMF 

  II  

c)  

The proposed manufacturer uses a substantially different route of 
synthesis or manufacturing conditions, which may have  
a potential to change important quality character istics of the active 
substance, such as qualitative and/or quantitative impurity profile 
requiring qualification, or physico-chemical properties impacting on 
bioavailability 

  II  

d)  
New manufacturer of material for which an assessment is required  
of viral safety and/or TSE risk  

  II  

e)  
The change relates to a biological active substance or a starting 
material/reagent/interm ediate used in the manufacture  
of a biological/immunological product  

  II  

f)  
Changes to quality control testing arrangements for the active 
substance-replacement or addition of a site where batch control/testing 

2, 4 1, 5 IA  
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takes place  

g)  
Introduction of a new manufacturer of the active substance that is not 
supported by an ASMF and requires significant update  
to the relevant active substance section of the dossier 

  II  

h)  
Addition of an alternative sterilisation site for the active substance 
using a Ph. Eur. method 

 1, 2, 4, 5, 8  IB 

i)  Introduction of a new site of micronisation 2, 5 1, 4, 5, 6  IA 

j)  

Changes to quality control testing arrangements for a biological active 
substance: replacement or addition of a site where batch 
control/testing including a biological / immunological / immunochemical 
method takes place 

  II  

k)  New storage site of Master Cell Bank and/or Working Cell Banks  1, 5 IB 

Conditions  

1. 

For starting materials and reagents the specifications (including in process controls, methods of analysis of all 
materials), are identical to those already approved. For intermediates and active substances the specifications 
(including in process controls, methods of analysis of all materials), method of preparation (including batch size)  
and detailed route of synthesis are identical to those already approved. 

2. The active substance is not a biological/immunological substance or sterile. 

3. 
Where materials of human or animal origin are used in the process, the manufacturer does not use any new supplier 
for which assessment is required of viral safety or of compliance with the current Note for Guidance on Minimising 
the Risk of Transmitting Animal Spongiform Encephalopathy Agents via Human and Veterinary Medicinal Products. 

4. Method transfer from the old to the new site has been successfully completed.  

5.  The particle size specification of the active substance and the corresponding analytical method remain the same. 

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate), if applicable.  

2. 

A declaration from the marketing authorisation holder or the ASMF holder, where applicable, that the synthetic route 
(or in case of herbal medicinal products, where appropriate the method of preparation, geographical source, 
production of herbal drug and m anufacturing route) quality control procedures and specifications of the active 
substance and of the starting material/reagent/intermediate in the manufacturing process of the active substance  
(if applicable) are the same as those already approved.  

3. 

Either a TSE Ph. Eur. Certificate of Suitability for any new source of material or, where applicable, documentary 
evidence that the specific source of the TSE risk material has previously been assessed by the competent authority  
and shown to comply with the current Note for Guidance on Minimising the Risk of Transmitting Animal Spongiform 
Encephalopathy Agents via Human and Veterinary Medicinal Products. The information should include the following: 
Name of manufacturer, species and tissues from which the material is a derivative, country of origin of the source 
animals, its use and previous acceptance. For the Centralised Procedure, this information should be included  
in an updated TSE table A (and B, if relevant).  

4. 
Batch analysis data (in a comparative tabular format) for at least two  batches (minimum pilot scale) of the active 
substance from the current and proposed manufacturers/sites.  

5. 
The variation application form should clearly outline the ñpresentò and ñproposedò manufacturers as listed in section 
2.5 of the application form for marketing authorisation.  

6. 

A declaration by the Qualified Person (QP) of each of the manufacturing authorisation holders listed in the 
application where the active substance is used as a start ing material and a declaration by the Qualified Person (QP) 
of each of the manufacturing authorisation holders listed in the application as responsible for batch release. These 
declarations should state that the active substance manufacturer(s) referre d to in the application operate  
in compliance with the detailed guidelines on good manufacturing practice for starting materials. A single declaration 
may be acceptable under certain circumstances - see the note under variation no. B.II.b.1.  

7. 
Where relevant, a commitment of the manufacturer of the active sub stance to inform the MA holder of any changes 
to the manufacturing process, specifications and test procedures of the active substance.  

8. 

Proof that the proposed site is appropriately authorised for the pharmaceutical form or product or manufacturing 
operation concerned, i.e.: For a manufacturing site within the EU/EEA: a copy of the curren t manufacturing 
authorisation. A reference to the EudraGMP database will suffice. For a manufacturing site outside the EU/EEA where 
an operational GMP mutual recognition agreement (MRA) exists between the country concerned and the EU: a GMP 
certificate issued within the last 3 years by the relevant competent authority.  

For a manufacturing site outside the EU/EEA where no such mutual recognition agreement exists: a GMP certificate 
issued within the last 3 years by an inspection service of one of the Member States of the EU/EEA.  A reference  
to the EudraGMP database will suffice. 
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B.I.a.2 Changes in the manufacturing process of the active 
substance  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  
Minor change in the manufacturing process of the active 
substance 

1, 2, 3, 4, 5, 6, 
7 

1, 2, 3 IA 

b)  
Substantial change to the manufacturing process of the 
active substance which may have a significant impact on the 
quality, safety or efficacy of the medicinal product  

  II  

c)  

The change refers to a biological / immunological substance 
or use of a different chemically derived substance in the 
manufacture of a biological/immunological substance, which 
may have a significant impact on the quality, safety and 
efficacy of the medicinal product and is not related to a 
protocol 

  II  

d)  
The change relates to a herbal medicinal product and there 
is a change to any of the following: geographical source, 
manufacturing route or production  

  II  

e)  
Minor change to the restricted part of an Active Substance 
Master File 

 1, 2, 3, 4  IB 

Conditions  

1. No adverse change in qualitative and quantitative impurity profile or in physico -chemical properties. 

2. 
The synthetic route remains the same, i.e. intermediates remain the same and there  are no new reagents, catalysts 
or solvents used in the process. In the case of herbal medicinal products, the geographical source, production of the 
herbal substance and the manufacturing route remain the same.  

3. The specifications of the active substance or intermediates are unchanged. 

4. The change is fully described in the open (ñapplicantôsò) part of an Active Substance Master File, if applicable. 

5. The active substance is not a biological / immunological substance. 

6. 
The change does not refer to the geographical source, manufacturing route or production of a herbal medicinal 
product. 

7. The change does not refer to the restricted part of an Active Substance Master File. 

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate), and of the approved Active Substance Master File (where applicable), including 
a direct comparison of the present process and the new process.  

2. 
Batch analysis data (in comparative tabular format) of at least two batches (minimum pilot scale) manufactured 
according to the currently approved and proposed process. 

3. Copy of approved specifications of the active substance. 

4. 
A declaration from the marketing authorisation holder or the ASMF Holder, where applicable, that there is no change 
in qualitative and quantitative impurity profile or in physico -chemical properties, that the synthetic route remains t he 
same and that the specifications of the active substance or intermediates are unchanged. 

Note: For B.I.a.2.b For chemical active substances, this refers to substantial changes to the synthetic route  
or manufacturing conditions which may have a potenti al to change important quality characteristics of the active 
substance, such as qualitative and/or quantitative impurity profile requiring qualification, or physico -chemical properties 
impacting on bioavailability. 

 

B.I.a.3 Change in batch size (including  batch size ranges) 
of active substance or intermediate  used in the 
manufacturing process of the active substance  

Conditions to 
be fulfilled  

Documentation to 
be supplied  

Procedure 
type  

a)  
Up to 10-fold increase compared to the originally approved 
batch size  

1, 2, 3, 4, 6, 7, 
8  

1, 2, 5 IA 

b)  Downscaling down to 10-fold 1, 2, 3, 4, 5  1, 2, 5 IA 

c)  
The change requires assessment of the comparability  
of a biological/immunological active substance  

  II  

d)  
More than 10-fold increase compared to the originally 
approved batch size  

 1, 2, 3, 4  IB 

e)  
The scale for a biological/immunological active substance is 
increased / decreased without process change (e.g. 
duplication of line)  

 1, 2, 3, 4  IB 
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Conditions  

1. 
Any changes to the manufacturing methods are only those necessitated by scale-up or downscaling, e.g. use  
of different -sized equipment. 

2. Test results of at least two batches according to the specifications should be available for the proposed batch size. 

3. The product concerned is not a biological/immunological medicinal product. 

4. The change does not adversely affect the reproducibility of the process. 

5. 
The change should not be the result of unexpected events arising during manufacture or because of stability 
concerns. 

6. The specifications of the active substance/intermediates remain the same.  

7. The active substance is not sterile.  

8. 
The batch size is within the 10-fold range of the batch size foreseen when the marketing authorisation was granted 
or following a subsequent change not agreed as a Type IA variation.  

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate).  

2. The batch numbers of the tested batches having the proposed batch size. 

3. 

Batch analysis data (in a comparative tabulated format) on a minimum of one production batch of the active 
substance or intermediate as appropriate, manufactured to both the currently approved and the proposed sizes. 
Batch data on the next two full production batches should be made available upon request and reported by the 
marketing authorisation holder if outside speci fication (with proposed action).  

4. Copy of approved specifications of the active substance (and of the intermediate, if applicable).  

5 

A declaration from the marketing authorisation holder or the ASMF holder as appropriate that the changes to the 
manufacturing methods are only those necessitated by scale-up or downscaling, e.g. use of different -sized 
equipment, that the change does not adversely affect the reproducibility of the process, that it is not the result of 
unexpected events arising during manufacture or because of stability concerns and that the specifications of the 
active substance/intermediates remain the same. 

 

B.I.a.4 Change to in -process tests or limits applied during 
the manufacture of the active substance  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  Tightening of in -process limits 1, 2, 3, 4  1, 2 IA 

b)  Addition of a new in -process test and limits 1, 2, 5, 6  1, 2, 3, 4, 6  IA 

c)  Deletion of a non-significant in-process test  1, 2, 7 1, 2, 5 IA 

d)  
Widening of the approved in-process test limits, which may 
have a significant effect on the overall quality of the active 
substance  

  II  

e)  
Deletion of an in-process test which may have a significant 
effect on the overall quality of the active substance  

  II  

f)  
Addition or replacement of an in -process test as a result of  
a safety or quality issue 

 1, 2, 3, 4, 6  IB 

Conditions  

1. 
The change is not a consequence of any commitment from previous assessments to review specification limits (e.g. 
made during the procedure for the marke ting authorisation application or a type II variation procedure).  

2. 
The change does not result from unexpected events arising during manufacture e.g. new unqualified impurity; 
change in total impurity limits.  

3. Any change should be within the range of currently approved limits.  

4. The test procedure remains the same, or changes in the test procedure are minor.  

5. Any new test method does not concern a novel non-standard technique or a standard technique usedin a novel way.  

6. 
The new test method is not a biological/immunological/immunoche mical method or a method using a biological 
reagent for a biological active substance (does not include standard pharmacopoeial microbiological methods). 

7. 

The specification parameter does not concern a critical parameter for example any of the following: assay, impurities 
(unless a particular solvent is definitely not used in the manufacture of the active substance), any critical physical 
characteristics e.g. particle size, bulk or tapped density, identity test, water, any request for changing the frequency 
of testing.  
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Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate). 

2. Comparative table of current and proposed in-process tests. 

3. Details of any new non-pharmacopoeial analytical method and validation data, where relevant. 

4. 
Batch analysis data on two production batches (3 production batches for biologicals, unless otherwise justified)  
of the active substance for all specification parameters. 

5. 
Justification/risk assessment from the marketing authorisat ion holder or the ASMF Holder, as appropriate, that the 
in-process tests are non-significant, or that the in -process tests are obsolete. 

6. Justification from the MAH or ASMF Holder as appropriate for the new in-process test and limits. 

 

B.I.a.5 Changes to the a ctive substance of a seasonal, pre -
pandemic or pandemic vaccine against human influenza  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  
Replacement of the strain(s) in a seasonal, pre-pandemic  
or a pandemic vaccine against human influenza  

  II  

 

B.I.b) Control of active substance  

B.I.b.1 Change in the specifica tion parameters and/or 
limits of an active substance, starting material / 
intermediate / reagent used in the manufacturing process 
of the active substance  

Conditions to 
be fulfilled  

Documenta tion 
to be supplied  

Procedu re 
type  

a)  
Tightening of specification limits for medicinal  products 
subject to Official Control Authority Batch Release 

1, 2, 3, 4  1, 2 IAIN 

b)  Tightening of specification limits  1, 2, 3, 4  1, 2 IA 

c)  
Addition of a new specification parameter to the specification 
with its corresponding test method  

1, 2, 5, 6, 7  1, 2, 3, 4, 5, 7  IA 

d)  
Deletion of a non-significant specification parameter  
(e.g. deletion of an obsolete parameter)  

1, 2, 8 1, 2, 6 IA  

e)  
Deletion of a specification parameter which may have  
a significant effect on the overall quality of the active  
substance and/or the finished product  

  II  

f)  
Change outside the approved specifications limits range for 
the active substance 

  II  

g)  

Widening of the approved specifications limits for starting 
materials/intermediates, which may have a significant effect 
on the overall quality of the active substance and/or the 
finished product  

   II  

h)  

Addition or replacement (excluding biological  
or immunological substance) of a specification parameter 
with its corresponding test method as a result of a safety  
or quality issue 

 1, 2, 3, 4, 5, 7  IB 

i)  

Where there is no monograph in the European 
Pharmacopoeia or the national pharmacopoeia of a Member 
State for the active substance, a change in specification from 
in-house to a non-official Pharmacopoeia or a Pharmacopoeia 
of a third country  

 1, 2, 3, 4, 5, 7  IB 

Conditions  

1. 
The change is not a consequence of any commitment from previous assessments to review specification limits (e.g. 
made during the procedure for the marketing authorisatio n application or a type II variation procedure).  

2. 
The change does not result from unexpected events arising during manufacture e.g. new unqualified impurity; 
change in total impurity limits.  

3. Any change should be within the range of currently approved limits.  

4. The test procedure remains the same, or changes in the test procedure are minor.  

5. 
Any new test method does not concern a novel non-standard technique or a standard technique used in a novel 
way. 

6. 
The test method is not a biological/immunological/immunochemical method or a method using a  biological reagent 
for a biological active substance (does not include standard pharmacopoeia microbiological methods). 
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7. 
For any material, the change does not concern a genotoxic impurity.  If it involves the final active substance, other 
than for residual solvents which must be in line with ICH/VICH limits, any new impurity control should be in line with 
the Ph. Eur. or National Pharmacopoeia of a Member State. 

8. 
The specification parameter does not concern a critical parameter, for example any of the  following: assay, 
impurities (unless a particular solvent is definitely not used in the manufacture of the active substance), any critical 
physical characteristics e.g. particle size, bulk or tapped density, identity test, water, any request for skip test ing. 

 

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate).  

2. Comparative table of current and proposed specifications. 

3. Details of any new analytical method and validation data, where relevant.  

4. 
Batch analysis data on two production batches (3 production batches for biologicals, unless otherwise justified)  
of the relevant substance for all specification parameters. 

5. 
Where appropriate, comparative dissolution profile data for the finished product on at least one pilot batch 
containing the active substance complying with the current and proposed specification.  
For herbal medicinal products, comparative disintegration data may be acceptable.  

6. 
Justification/risk assessment from the marketing authorisat ion holder or the ASMF Holder, as appropriate, that the 
in-process parameter is non-significant, or that the in -process parameter is obsolete. 

7. Justification from the MAH or ASMF Holder as appropriate of the new specification parameter and the limits.  

 

B.I.b.2 Change in test procedure for active substance  
or starting material/reagent/intermediate used in the 
manufacturing process of the active substance  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  Minor changes to an approved test procedure 1, 2, 3, 4  1, 2 IA 

b)  
Deletion of a test procedure for the active substance  
or a starting material/reagent/ intermediate, if  an alternative 
test procedure is already authorised. 

7 1 IA 

c)  
Other changes to a test procedure (including replacement  
or addition) for a reagent, which does not have a significant 
effect on the overall quality of the active substance  

1, 2, 3, 5, 6  1, 2 IA 

d)  
Substantial change to or replacement of a biological/ 
immunological/ immunochemical test method or a method 
using a biological reagent for a biological active substance  

  II  

e)  
Other changes to a test procedure (including replacement  
or addition) for the active substance or a starting 
material/intermediate  

 1, 2 IB 

Conditions  

1. 
Appropriate validation studies have been performed in accordance with the relevant guidelines  
and show that the updated test procedure is at least equivalent to the former test procedure.  

2. There have been no changes of the total impurity limits; no new unqualified impurities are detected.  

3. 
The method of analysis should remain the same (e.g. a change in column length or temperature, but not a different 
type of column or method).  

4. 
The test method is not a biological/immunological/immunochem ical method, or a method using a biological reagent 
for a biological active substance. (does not include standard pharmacopoeial microbiological methods).  

5. 
Any new test method does not concern a novel non-standard technique or a standard technique used in a novel 
way. 

6. The active substance is not biological/immunological. 

7 
An alternative test procedure is already authorised for the specification parameter and this  procedure has not been 
added through IA/IA(IN) notification.  

 

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate), , including a description of the analytical methodology, a summary of validation 
data, revised specifications for impurities (if applicable).  

2. 
Comparative validation results, or if justified comparative analysis results showing that the current test and the 
proposed one are equivalent. This requirement is not applicable in case of an addition of a new test procedure.  
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B.I.c) Container closure system  

B.I.c.1 Change in immediate packaging of the active 
substance  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  Qualitative and/or quantitative composition  1, 2, 3 1, 2, 3, 4, 6  IA 

b)  
Qualitative and/or quantitative composition for sterile and 
non-frozen biological/immunological active substances 

  II  

c)   Liquid active substances (non sterile)  1, 2, 3, 5, 6  IB 

Conditions  

1. 
The proposed packaging material must be at least equivalent to the approved material in respect of its relevant 
properties. 

2. 

Relevant stability studies have been started under ICH/VICH conditions and relevant stability parameters have been 
assessed in at least two pilot scale or industrial scale batches and at least three months satisfactory stability data are 
at the disposal of the applicant at time of implementation. However, if t he proposed packaging is more resistant than 
the existing packaging, the three monthsô stability data do not yet have to be available. These studies must  
be finalised and the data will be provided immediately to the competent authorities if outside specifications  
or potentially outside specifications at the end of the shelf -life/retest period (with proposed action).  

3. Sterile, liquid and biological/immunological active substances are excluded. 

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate).  

2. 
Appropriate data on the new packaging (e.g. comparative data on permeability e.g. for O 2, CO2 moisture), including 
a confirmation that the material complies with relevant pharmacopoeial requirements or legislation of the Union  
on plastic materials and objects in contact with foodstu ffs.  

3. 

Where appropriate, proof must be provided that no interaction between the content and the packaging material 
occurs (e.g. no migration of components of the proposed material into the content and no loss of components of the 
product into the pack) , including confirmation that the material complies with relevant pharmacopoeia requirements 
or legislation of the Union on plastic material and objects in contact with foodstuffs.  

4. 

A declaration from the marketing authorisation holder or the ASMF holder as appropriate that the required stability 
studies have been started under ICH/VICH conditions (with indication of the batch numbers concerned) and that,  
as relevant, the required minimum satisfactory stability data were at the disposal of the applicant  at time  
of implementation and that the a vailable data did not indicate a problem. Assurance should also be given that the 
studies will be finalised and that data will be provided immediately to the competent authorities if outside 
specifications or potentially outside specifications at the end of the approved shelf life (with proposed action).  

5. 

The results of stability studies that have been carried out under ICH/VICH conditions, on the relevant stability 
parameters, on at least two pilot or industrial  scale batches, covering a minimum period of 3 months, and  
an assurance is given that these studies will be finalised, and that data will be provided immediately to the 
competent authorities if outside specifications or potentially outside specifications at the end of the approved retest 
period (with proposed action).  

6. Comparison of the current and proposed immediate packaging specifications, if applicable. 

 

B.I.c.2 Change in the specification parameters and/or 
limits of the immediate packaging of the active substance  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  Tightening of specification limits  1, 2, 3, 4  1, 2 IA 

b)  
Addition of a new specification parameter to the specification 
with its corresponding test method  

1, 2, 5 1, 2, 3, 4, 6  IA 

c)  
Deletion of a non-significant specification parameter  
(e.g. deletion of an obsolete parameter)  

1, 2 1, 2, 5 IA 

d)  
Addition or replacement of a specification parameter  
as a result of a safety or quality issue  

 1, 2, 3, 4, 6  IB 

Conditions  

1. 
The change is not a consequence of any commitment from previous assessments to review specification limits  
(e.g. made during the procedure for the marketin g authorisation application or a type II variation procedure) unless 
it has been previously assessed and agreed as part of a follow-up measure. 

2. 
The change does not result from unexpected events arising during manufacture of the packaging material or during 
storage of the active substance. 

3. Any change should be within the range of currently approved limits.  
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4. The test procedure remains the same, or changes in the test procedure are minor.  

5. 
Any new test method does not concern a novel non-standard technique or a standard technique used in a novel 
way.  

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate).  

2. Comparative table of current and proposed specifications.  

3. Details of any new analytical method and validation data, where relevant.  

4. Batch analysis data on two batches of the immediate packaging for all specification parameters. 

5 
Justification/risk assessment from the marketing authorisat ion holder or the ASMF Holder, as appropriate, that the 
in-process parameter are non-significant, or that the in -process parameter is obsolete. 

6. 
Justification from the marketing authorisation ho lder or the ASMF Holder, as appropriate, of the new specification 
parameter and the limits.  

 

B.I.c.3 Change in test procedure for the immediate 
packaging of the active substance  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  Minor changes to an approved test procedure 1, 2, 3,  1, 2 IA 

b)  
Other changes to a test procedure (including replacement  
or addition)  

1, 3, 4 1, 2 IA 

c)  
Deletion of a test procedure if an alternative test procedure 
is already authorised  

5 1 IA 

Conditions  

1. 
Appropriate validation studies have been performed in accordance with the relevant guidelines and show that the 
updated test procedure is at least equivalent to the former test procedure.  

2. 
The method of analysis should remain the same (e.g. a change in column length or temperature, but not a different 
type of column or method).  

3. 
Any new test method does not concern a novel non-standard technique or a standard technique used in a novel 
way.  

4. The active substance/ finished product is not biological/immunological. 

5. 
There is still a test procedure registered for the specification parameter and this procedure has not been added 
through a IA/IA(IN) notification.  

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU-CTD format or NTA volume 6B format for 
veterinary products, as appropriate), including a description of the analytical methodology, a summary of validation 
data. 

2. 
Comparative validation results or if justified comparative analysis results showing that the current test and the 
proposed one are equivalent. This requirement is not applicable in case of an addition of a new test procedure.  

 

B.I.d) Stability  

B.I.d.1 Change in the re -test period/storage period  
or storage conditions of the active substance where no  
Ph. Eur. Certificate of Suitability covering the retest period 
is part of the approved dossier  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  Re-test period/storage period     

1. Reduction 1 1, 2, 3 IA 

2. 
Extension of the retest period based on extrapolation  
of stability data not in accordance with ICH/VICH guidelines*  

  II  

3. 
Extension of storage period of a biological/ immunological 
active substance not in accordance with an approved stability 
protocol 

  II  

4.  
Extension or introduction of a re -test period/storage period 
supported by real time data  

 1, 2, 3 IB 

b)  Storage conditions     

1. 
Change to more restrictive storage conditions of the active 
substance 

1 1, 2, 3 IA 
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2. 

Change in storage conditions of biological/ immunological 
active substances, when the stability studies have not been 
performed in accordance with a currently approved stability 
protocol 

  II  

3. Change in storage conditions of the active substance  1, 2, 3 IB 

c)  Change to an approved stability protocol  1, 2 1, 4 IA 

Conditions  

1. 
The change should not be the result of unexpected events arising during manufacture or because of stability 
concerns. 

2. 
The changes do not concern a widening of the acceptance criteria in the parameters tested, a removal of stability 
indicating parameters or a reduction in the frequency of testing.  

Documentation  

1. 

Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format  
for veterinary products, as appropriate). This must contain results of appropriate real time stability studies, 
conducted in accordance with the relevant stability guidelines on at least two (three for biological medicinal 
products) pilot or production scale batches of the active substance in the authorised packaging material and covering 
the duration of the requested re -test period or requested storage conditions. 

2. 
Confirmation that stability studies have been done to the currently approved protocol. The studies must show that 
the agreed relevant specifications are still met.  

3. Copy of approved specifications of the active substance. 

4.  Justification for the proposed changes. 

* Note: retest period not applicable for biological/immunological active substance 

 

B.I.e) Design Space and post -approval change management protocols  

B.I.e.1 Introduction of a new design space or extension of 
an approved  design space for the active substance, 
concerning:  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  
One unit operation in the manufacturing process of the 
active substance including the resulting in-process controls 
and/or test procedures  

 1, 2, 3  II  

b)  
Test procedures for starting materials/reagents/ 
intermediates and/or the active substance 

 1, 2, 3  II  

Documentation  

1.  

The design space has been developed in accordance with the relevant European and international scientific 
guidelines. Results from product, process and analytical development studies (e.g. interaction of the different 
parameters forming the design space have to be studied, including risk assessment and multivariate studies,  
as appropriate) demonstrating where relevant that a systematic mechanistic understanding of material attributes and 
process parameters to the critical quality attributes of the active s ubstance has been achieved. 

2. 
Description of the Design space in tabular format, including the variables (material attributes and process 
parameters, as appropriate) and their proposed ranges. 

3. 
Amendment of the relevant section(s) of the dossier (presented in the EU-CTD format or NTA volume 6B format for 
veterinary products, as appropriate).  

  

B.I.e.2 Introduction of a post approval change 
management protocol related to the active substance  

Conditions to 
be fulfilled  

Documentation 
to be supplied   

Procedure 
type  

  1, 2, 3  II  

Documentation  

1. Detailed description for the proposed change. 

2. Change management protocol related to the active substance. 

3. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate).  
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B.I.e.3 Deletion of an approved change management 
protocol related to the active substance  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

  1 1, 2  IAIN  

Conditions  

1. 
The deletion of the approved change management protocol related to the active substance is not a result  
of unexpected events or out of specification results during the implementation of the change (s) described in the 
protocol and does not have any effect on the already approved information in the dossier.  

Documentation  

1. Justification for the proposed deletion.  

2. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate). 

B.I.e.4 Changes to an approved change management 
protocol  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  Major changes to an approved change management protocol      II  

b)  
Minor changes to an approved change management protocol 
that do not change the strategy defined in the protocol  

  1  IB 

Documentation  

1. 
Declaration that any change should be within the range of currently approved limits. In addition, declaration that  
an assessment of comparability is not required for biological/immunological medicinal products.  

 

B.I.e.5 Implementation of changes foreseen in an 
approved change management protocol  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  
The implementation of the change requires no further 
supportive data  

1 1, 2, 4 IAIN 

b)  
The implementation of the change requires further 
supportive data  

  1, 2, 3, 4  IB 

c)  
Implementation of a change for a biological/immunological 
medicinal product 

 1, 2, 3, 4, 5  IB 

Conditions  

1. The proposed change has been performed fully in line with the approved change management protocol.  

Documentation  

1. Reference to the approved change management protocol. 

2. 
Declaration that the change is in accordance with the approved change management and that the study results meet 
the acceptance criteria specified in the protocol. In addition, declaration that an assessment of comparability is not 
required for biological/immunological medicinal products. 

3. Results of the studies performed in accordance with the approved change management protocol.  

4. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate).  

5. Copy of approved specifications of the active substance. 

 

B.II.  FINISHED PRODUCT  

B.II.a) Description and composition  

B.II.a.1 Change or addition of imprints, bossing or other 
markings including replacement, or addition of inks used 
for product marking.  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  Changes in imprints, bossing or other markings 1, 2, 3, 4  1, 2 IAIN 

b)  
Changes in scoring/break lines intended to divide into equal 
doses 

 1, 2, 3 IB 

Conditions  

1. Finished product release and end of shelf life specifications have not been changed (except for appearance). 

2. Any ink must comply with the relevant pharmaceutical legislation.  
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3. The scoring/break lines are not intended to divide into equal doses.  

4. Any product markings used to differentiate strengths should not be completely deleted.  

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate), including a detailed drawing or written description of the current and new 
appearance, and including revised product information as appropriate. 

2. Samples of the finished product where applicable (see NTA, Requirements for samples in the Member States). 

3 Results of the appropriate Ph. Eur tests demonstrating equivalence in characteristics/correct dosing.  

 

B.II.a.2 Change in the shape or dimensions of the 
pharmaceutical form  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  
Immediate release tablets, capsules, suppositories and 
pessaries  

1, 2, 3, 4  1, 4 IAIN 

b)  
Gastro-resistant, modified or prolonged release 
pharmaceutical forms and scored tablets intended to be 
divided into equal doses 

 1, 2, 3, 4, 5  IB 

c)  
Addition of a new kit for a radiopharmaceutical preparation 
with another fill volume  

  II  

Conditions  

1. 
If appropriate, the dissolution profile of the reformulated product is comparable to the old one.  
For herbal medicinal products, where dissolution testing may not be feasible, the disintegration time  
of the new product compared to the old one.  

2. Release and end of shelf-life specifications of the product  have not been changed (except for dimensions). 

3. The qualitative or quantitative composition and mean mass remain unchanged.  

4. The change does not relate to a scored tablet that is intended to be divided into equal doses.  

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU-CTD format or NTA volume 6B format for 
veterinary products, as appropriate), including a detailed drawing of the c urrent and proposed situation, and 
including revised product information as appropriate.  

2. 
Comparative dissolution data on at least one pilot batch of the c urrent and proposed dimensions (no significant 
differences regarding comparability see the relevant (Human or Veterinary) gui dance on Bioavailability). For herbal 
medicinal product comparative disintegration data may be acceptable. 

3. 
Justification for not submitting a new bioequivalence study ac cording to the relevant (Human or Veterinary) guidance 
on Bioavailability. 

4. Samples of the finished product where applicable (see NTA, Requirements for samples in the Member States). 

5. Results of the appropriate Ph. Eur tests demonstrating equivalence in characteristics/correct dosing. 

Note: For B.II.a.2.c Applicants are reminded that any change to the "strength" of the medicinal product requires the 
submission of an Extension application. 

 

B.II.a.3 Changes in the composition (excipients) of the 
finished product  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  Changes in components of the flavouring or colouring system    

1. Addition , deletion or replacement  
1, 2, 3, 4, 5, 6, 7, 
9, 11 

1, 2, 4, 5, 6  IAIN 

2. Increase or reduction  1, 2, 3, 4, 11  1, 2, 4 IA 

3. 
Biological veterinary medicinal products for oral use for which 
the colouring or flavouring agent is important for the uptake 
by target animal species  

  II  

b)  Other excipients    

1. 
Any minor adjustment of the quantitative composition of the 
finished product with respect to excipients  

1, 2, 4, 8, 9, 10  1, 2, 7 IA 

2. 
Qualitative or quantitative changes in one or more excipients 
that may have a significant impact on the safety, quality or 
efficacy of the medicinal product  

  II  
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3. Change that relates to a biological/immunological product    II  

4. 
Any new excipient that includes the use of materials  
of human or animal origin for which assessment  
is required of viral safety data or TSE risk  

  II  

5. Change that is supported by a bioequivalence study   II  

6. 
Replacement of a single excipient with a comparable 
excipient with the same functional characteristics and  
at a similar level 

 
1, 3, 4, 5, 6, 7, 8, 
9, 10 

IB 

Conditions  

1. No change in functional characteristics of the pharmaceutical form e.g. disintegration time, dissolution profile.  

2. 
Any minor adjustment to the formulation to maintain the total weight should be made by an excipient which 
currently makes up a major part of the finished product formulation.  

3. 
The finished product specification has only been updated in respect of appearance/odour/taste and  
if relevant, deletion of an identification test.  

4. 

Stability studies have been started under ICH/VICH conditions (with indication of batch numbers) and relevant 
stability parameters have been assessed in at least two pilot scale or industrial scale batches and at least three 
months satisfactory stability data are at the disp osal of the applicant (at time of implementation for Type IAs and  
at time of noti fication for Type IBs) and that the stability profile is similar to the currently registered situation. 
Assurance is given that these studies will be finalised and that data will be provided immediately to the competent 
authorities if outside specifications or potentially outside specification at the end of the approved shelf life (wit h 
proposed action). In addition, where relevant, photo -stability testing should be performed.  

5. 
Any new proposed components must comply with the relevant Directives (e.g. Di rective 94/36/EC and 2008/128/EC 
for colours for use in foodstuffs and Directive 88/388/EEC for flavours).  

6. 
Any new component does not include the use of materials of human or animal origin for which assessment  
is required of viral safety data or compl iance with the current Note For Guidance on Minimising the Risk  
of Transmitting Animal Spongiform Encephalopathy Agents via Human and Veterinary Medicinal Products. 

7. 
Where applicable, the change does not affect the differentiation between strengths and  does not have a negative 
impact on taste acceptability for paediatric formulations.  

8. 

The dissolution profile of the new product determined on a mini mum of two pilot scale batches is comparable to the 
old one (no significant differences regarding comparability, see the relevant (Human or Veterinary) guidance  
on Bioavailability). For herbal medicinal products where dissolution testing may not be feasible, the disintegration 
time of the new product is comparable to the old one.  

9. 
The change is not the result of stability issues and/or should not result in potential safety concerns  
 i.e. differentiation between strengths.  

10 The product concerned is not a biological/immunological medicinal product. 

11 For veterinary medicinal products for oral use, the change does not affect the uptake by target animal species. 

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate), including identification method for any new colorant, where relevant, and 
including revised product information as appropriate.  

2. 

A declaration that the required stability studies have been started under ICH/VICH conditions (with indication of the 
batch numbers concerned) and that, as relevant, the required minimum satisfactory stability data were at the 
disposal of the applicant at time of implementation and that the available data did not indicate a problem. Assurance 
should also be given that the studies will be finalised and that data will be provided immediately to the competent 
authorities if outside specifications or potentially outside specifications at the end of the approved shelf life (with 
proposed action). 

3. 

The results of stability studies that have been carried out under ICH/VICH conditions, on the relevant stability 
parameters, on at least two pilot or industrial scale batc hes, covering a minimum period of 3 months, and  
an assurance is given that these studies will be finalised, and that data will be provided immediately to the 
competent authorities if outside specifications or potentially  outside specifications at the end of the approved shelf 
life (with proposed action).  

4. 
Sample of the new product, where applicable (see Notice to Applicants Requirements for samples in the Member 
States). 

5. 

Either a Ph. Eur. Certificate of Suitability for any new component of animal susceptible to TSE risk or where 
applicable, documentary evidence that the specific source of the TSE risk material has been previously assessed 
 by the competent authority and sh own to comply with the scope of the current Note for Guidance on Minimising the 
Risk of Transmitting Animal Spongiform Encephalopathies via Human and Veterinary Medicinal Products. The 
following information should be included for each such material: Name o f manufacturer, species and tissues from 
which the material is a derivative, country of origin of the source animals and its use.  
For the Centralised Procedure, this information should be included in an updated TSE table A (and B, if relevant). 
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6. 
Data to demonstrate that the new excipient does not interfere with the finished product specification test methods,  
if appropriate.  

7 
Justification for the change/choice of excipients etc. must be given by appropriate development pharmaceutics 
(including stability aspects and antimicrobial preservation where appropriate).  

8. 
For solid dosage forms, comparative dissolution profile data of at least two pilot scale batches of the finished product 
in the new and old composition. For herbal medicinal products, comparative disintegration data may be acceptable. 

9. 
Justification for not submitting a new bioequivalence study according to the current Note for Guidance on The 
Investigation of Bioavailability and Bioequivalence. 

10 

For veterinary medicines intended for use in food producing animal species, proof that the excipient  
is classified according to Article 14(2)(c) of Regulation (EC) No 470/2009 of the European Parliament and the Council 
of 6 May 2009 laying down Community procedures for the establishment of residue limits of pharmacologically active 
substances in foodstuffs of animal origin, repealing Council Regulation (EEC) No 2377/90 and amending Directive 
2001/82/EC of the European Parliament and of the Council and Regulation (EC) No 726/2004 of the European 
Parliament and of the Council or, if not, justification that the excipient does not have pharmacological  activity at the 
dose at which it is administered to the target animal.  

 

B.II.a.4 Change in coating weight of o ral dosage forms  
or change in weight of capsule shells  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  Solid oral pharmaceutical forms 1, 2, 3, 4  1, 2 IA 

b)  
Gastro-resistant, modified or prolonged release 
pharmaceutical forms where the coating is a critical factor for 
the release mechanism 

  II  

Conditions  

1. 
The dissolution profile of the new product determined on a mini mum of two pilot scale batches is comparable to the 
old one. For herbal medicinal products where dissolution testing may not be feasible, the disintegration time of the 
new product is comparable to the old one.  

2. The coating is not a critical factor for the release mechanism.  

3. 
The finished product specification has only been updated in respect of weight and dimensions,  
if applicable. 

4. 

Stability studies in accordance with the relevant guidelines have been started with at least two pilot scale  
or industrial scale batches and at least three months satisfactory stability data are at the disposal of the applicant  
at the time of implementation and assurance that these studies will be finalised. Data will be provided immediately  
to the competent authorities if outside specificati ons or potentially outside specifications at the end of the approved 
shelf life (with proposed action).  

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate). 

2. 

A declaration that the required stability studies have been started under ICH/VICH conditions (with indication of the 
batch numbers concerned) and that, as relevant, the required minimum satisfactory stability data were at the 
disposal of the applicant at time of implementation and that the available data did not indicate a problem. Assurance 
should also be given that the studies will be finalised and that data will be provided immediately to the competent 
authorities if outside specifications or potentially outside specifications at the end of the approved shel f life (with 
proposed action). In addition, where relevant, photo -stability testing should be performed.  

 

B.II.a.5 Change in concentration of a single -dose, total use 
parenteral product, where the amount of active substance 
per unit dose (i.e. the strength) remains the same  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

   II  

 

B.II.a.6 Deletion of the solvent / diluent container from 
the pack  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

  1, 2 IB 

Documentation  

1 
Justification for the deletion, including a statement regarding alternative means to obtain the solvent / diluent  
as required for the safe and effective use of the medicinal product.  

2. Revised product information. 
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B.II.b) Manufacture  

 
B.II.b. 1 Replacement or addition of a manufacturing site 
for part or all of the manufacturing process of the finished 
product  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  Secondary packaging site 1, 2 1,3, 8 IAIN  

b)  Primary packaging site  1, 2, 3, 4, 5  1, 2, 3, 4, 8, 9  IAIN  

c)  

Site where any manufacturing operation(s) take place, 
except batch release, batch control, and secondary 
packaging, for biological/ immunological medicinal products, 
or for pharmaceutical forms manufactured by complex 
manufacturing processes 

  II  

d)  Site which requires an initial or product specific inspection   II  

e)  
Site where any manufacturing operation(s) take place, 
except batch-release, batch control, primary and secondary 
packaging, for non-sterile medicinal products 

 
1, 2, 3, 4, 5, 6, 
7, 8, 9 

IB 

f)  

Site where any manufacturing operation(s) take place, 
except batch release, batch control, and secondary 
packaging, for sterile medicinal products (including those 
that are aseptically manufactured) excluding biological/ 
immunological medicinal products 

 
1, 2, 3, 4, 5, 6, 
7, 8 

IB 

Conditions  

1. 
Satisfactory inspection in the last three years by an inspection service of one of the Member States  
of the EU/EEA or of a country where an operational Good Manufacturing Practice (GMP) mutual recognition 
agreement (MRA) exists between the country concerned and the EU.  

2. Site appropriately authorised (to manufacture the pharmaceutical form or product concerned).  

3. Product concerned is not a sterile product. 

4. 
Where relevant, for instance for suspensions and emulsions, validation scheme is available or validation of the 
manufacture at the new site has been successfully carried out according to the current protocol with at least three 
production scale batches.  

5. Product concerned is not a biological/immunological medicinal product. 

Documentation  

1. 

Proof that the proposed site is appropriately authorised for the pharmaceutical form or product concerned, i.e.:  
For a manufacturing site within the EU/EEA: a copy of the current manufacturing authorisation. A reference to the 
EudraGMP database will suffice; For a manufacturing site outside the EU/EEA where an operational GMP mutual 
recognition agreement (MRA) exists between the country concerned and the EU: a GMP certificate issued within the 
last 3 years by the relevant competent authority; For a manufacturing site outside the EU/EEA where no such mutual 
recognition agreement exists: a GMP certificate issued within the last 3 years by an inspection service of one of the 
Member States of the EU/EEA. A reference to the EudraGMP database will suffice. 

2. 
Where relevant, the batch numbers, corresponding batch size and the manufacturing date of batches (² 3) used  

in the validation study should be indicated and the validation data presented, or validatio n protocol (scheme)  
to be submitted. 

3. 
The variation application form should clearly outline the ñpresentò and ñproposedò finished product manufacturers as 
listed in section 2.5 of the application form. 

4. Copy of approved release and end-of-shelf life specifications if relevant. 

5. 
Batch analysis data on one production batch and two pilot -scale batches simulating the production process (or two 
production batches) and comparative data on the last three batches from the previous site ; batch data on the next 
two production batches should be available on request or reported if outside specifications (with proposed action).  

6. 
For semisolid and liquid formulations in which the active substance is present in non-dissolved form, appropriate 
validation data including microscopic imaging of particle size distribution and morphology or any other appropiate 
imaging technique. 

7. 

i) If the new manufacturing site uses the active substance as a starting material ï A declaration by the Qualified 
Person (QP) at the site responsible for batch release that the active substance is manufactured in accordance with 
the detailed guidelines on good manufacturing practice for starting materials as adopted  by the Union. 
ii) In addition, if the new manufacturing site is located within the EU/EEA and uses the active substance as a starting 
material ï A declaration by the Qualified Person (QP) of the new manufacturing site that the active substance used  
is manufactured in accordance with the detailed guidelines on good manufacturing practice for starting materials  
as adopted by the Union. 
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8. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate).  

9. 
If the manufacturing site and the primary packaging site are different, conditions of transport and bulk storage 
should be specified and validated. 

Notes: In case of a change in or a new manufacturing site in a cou ntry outside the EU/EEA without an operational GMP 
mutual recognition agreement with the EU, marketing authorisation holders are advised to consult the relevant competent 
authorities first before making the subm ission of the notification and to provide inf ormation about any previous EU/EEA 
inspection in the last 2-3 years and/or any planned EU/EEA inspection(s) including inspection dates, product category 
inspected, Supervisory Authority and other relevant information. This will facilitate the arrangement f or a GMP inspection 
by an inspection service of one of the Member States if needed. 
QP Declarations in relation to active substances  
Manufacturing authorisation holders are obliged to only use as starting materials active substances that have been 
manufactured in accordance with GMP so a declaration is expected from each of the manufacturing authorisation holders 
that use the active substance as a starting material. In addition, as the QP responsible for batch certification takes overal l 
responsibility for each batch, a further declaration from the QP responsible for batch certification is expected when the 
batch release site is a different site from the above.  
In many cases only one manufacturing authorisation holder is involved and therefore only o ne declaration will be required. 
However, when more than one manufacturing authorisation holder is involved rather than provide multiple declarations it 
may be acceptable to provide a single declaration signed by one QP. This will be accepted provided that: 
The declaration makes it clear that it is signed on behalf of all the involved QPs. 
The arrangements are underpinned by a technical agreement as described in Chapter 7 of the GMP Guide and the QP 
providing the declaration is the one identified in the agr eement as taking specific responsibility for the GMP compliance of 
the active substance manufacturer(s). Note: These arrangements are subject to inspection by the competent authorities.  
Applicants are reminded that a Qualified Person is at the disposal of a manufacturing authorisation holder according to Art. 
41 of Directive 2001/83/EC and Article 45 of Directive 2001/82/EC and located in the EU/EEA. Therefore declarations from 
personnel employed by manufacturers in third countries, including those located within MRA partner countries are not 
acceptable. 
According to Article 46a (1) of Directive 2001/83/EC and Article 50a (1) of Directive 2001/82/EC, manufacture includes 
complete or partial manufacture, import, dividing up, packaging or presentation prior t o its incorporation into a medicinal 
product, including re-packaging or re-labelling as carried out by a distributor.  
A declaration is not required for blood or blood components they are subject to the requirements of Directive 2002/98/EC.  

 

B.II.b.2 Chang e to importer, batch release arrangements 
and quality control testing of the finished product  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  
Replacement or addition of a site where batch control/testing 
takes place 

2, 3, 4, 5  1, 2, 5 IA  

b)  

Replacement or addition of a site where batch control/testing 
takes place for a biological/immunological product and any  
of the test met hods performed at the site is a biological/ 
immunological method 

  II  

c)  
Replacement or addition of a manufacturer responsible for 
importation and/or batch release  

   

1. Not including batch control/testing  1, 2,5 1, 2, 3, 4, 5  IAIN  

2. Including batch control/testing  1, 2, 3, 4, 5  1, 2, 3, 4, 5  IAIN  

3. 
Including batch control/testing for a biological/immunological 
product and any of the test methods performed at that site  
is a biological / immunological / immunochemical method  

  II  

Conditions  

1. 
The manufacturer responsible for batch release must be located within the EU/EEA. At least one batch release site 
remains within the EU/EEA that is able to certify the product testing for the purpose of batch release within the 
EU/EEA. 

2. The site is appropriately authorised. 

3. The product is not a biological/immunological medicinal product. 

4. Method transfer from the old to the new site or new test laboratory has been successfully completed.  

5.  
At least one batch control/testing site remains within the EU/EEA or in a country where an operational  and suitably 
scoped GMP mutual recognition agreement (MRA) exists between the country concerned and the EU, that is able  
to carry out product testing for the purpose of batch release within the EU/EEA.  

Documentation  

1. For a site within the EU/EEA: Attach copy of manufacturing authorisation(s) or where no manufacturing authorisation 
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exists a certificate of GMP compliance issued within the last 3 years by the relevant competent authority.  
For a manufacturing site outside the EEA where an operational GMP mutual recognition agreement (MRA) exists 
between the country concerned and the EU: a GMP certificate, issued within the last 3 years by the relevant 
competent authority. Where no such agreement exists a GMP certificate issued within the last 3 years by a EU/EEA 
competent authority.  

2. 
The variation application form should clearly outline the ñpresentò and ñproposedò finished product manufacturers, 
importer, batch control/testing and batch release sites as listed in section 2.5 of the application form for marketing 
authorisation. 

3. 
For centralised procedure only: contact details of new contact person in the EU/EEA for product defects and recalls, 
if applicable. 

4. 

A declaration by the Qualified Person (QP) responsible for batch certification stating that the active substance 
manufacturer(s) referred to in the marketing authorisation operate in compliance with the detailed guidelines  
on good manufacturing practice for starting mater ials. A single declaration may be acceptable under certain 
circumstances - see the note under variation no. B.II.b.1.  

5 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate), including revised product information as appropriate. 

 

B.II.b.3 Change in the manufacturing process of the 
finished product, including an intermediate used in the 
manufacture of the finished product  

Conditions to 
be fulfil led  

Documentation 
to be supplied  

Procedure 
type  

a)  Minor change in the manufacturing process  
1, 2, 3, 4, 5, 6, 
7 

1, 2, 3, 4, 5, 6, 
7, 8 

IA 

b)  
Substantial changes to a manufacturing process that may 
have a significant impact on the quality, safety and efficacy 
of the medicinal product  

  II  

c)  
The product is a biological/immunological medicinal product 
and the change requires an assessment of comparability 

  II  

d)  Introduction of a non -standard terminal sterilisation method    II  

e)  
Introduction or increase in the overage that is used for the 
active substance 

  II  

f)  
Minor change in the manufacturing process of an aqueous 
oral suspension 

 1, 2, 4, 6, 7,8  IB 

Conditions  

1. No change in qualitative and quantitative impurity profile or in physico -chemical properties. 

2. 

Either the change relates to an immediate release solid oral dosage form / oral solution and the medicinal  product 
concerned is not a biological /immunological or herbal medicinal product;  
or the change relates to process parameter(s) that, in the context of a previous assessment, have been considered 
to have no impact on the quality of the finished product (r egardless of the type of product and/or dosage form).  

3. 
The manufacturing principle including the single manufacturing steps remain the same, e.g. processing intermediates 
and there are no changes to any manufacturing solvent used in the process. 

4 
The currently registered process has to be controlled by relevant in-process controls and no changes (widening  
or deletion of limits) are required to these controls.  

5. The specifications of the finished product or intermediates are unchanged. 

6. The new process must lead to an identical product regarding all aspects of quality, safety and efficacy.  

7. 

Relevant stability studies in accordance with the relevant guidelines have been started with at least one pilot scale  
or industrial scale batch and at least three months stability data are at the disposal of the applicant. Assurance  
is given that these studies will be finalised and that the data will be provided immediately to the competent 
authorities if outside specifications or potentially outside specifications at the end of the approved shelf life (with 
proposed action). 

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate), including a direct comparison of the present process and the new process.  

2. 
For semi-solid and liquid products in which the active substance is present in non-dissolved form: appropriate 
validation of the change including microscopic imaging of particles to check for visible changes in morphology; 
comparative size distribution data by an appropriate method.  

3. 

For solid dosage forms: dissolution profile data of one representative production batch and comparative data of the 
last three batches from the previous process; data on the next two full production batches should be available  
on request or reported if outside specification (with proposed action). For herbal medicinal products, comparative 
disintegration data may be acceptable. 
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4. 
Justification for not submitting a new bioequivalence study ac cording to the relevant (Human or Veterinary) guidance 
on Bioavailability. 

5. 
For changes to process parameter(s) that have been considered to have no impact on the quality of the finished 
product, declaration to this effect reached in the context of the previously approved risk assessment.  

6. Copy of approved release and end-of-shelf life specifications. 

7. 

Batch analysis data (in a comparative tabulated format) on a min imum of one batch manufactured to both the 
currently approved and the proposed process. Batch data on the next two  full production batches shouldbe made 
available upon request and reported by the marketing authorisation holder if outside specification (with proposed 
action). 

8. 

Declaration that relevant stability studies have been started under ICH/VICH conditions, a s appropriate, (with 
indication of the batch numbers concerned) and relevant stability parameters have been assessed in at least one 
pilot scale or industrial scale batch and at least three months satisfactory stability data are at the disposal of the 
applicant at time of notification and that the stability profile is similar to the currently registered situation. Assurance 
is given that these studies will be finalised and that the data will be provided immediately to the competent 
authorities if outside specifications or potentially outside specifications at the end of the approved shelf life (with 
proposed action). 

 

 B.II.b.4 Change in the batch size (including batch size 
ranges) of the finished product  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  Up to 10-fold compared to the originally approved batch size  1, 2, 3, 4, 5, 7  1, 4 IA 

b)  Downscaling down to 10-fold 1, 2, 3, 4, 5, 6  1, 4 IA 

c)  
The change requires assessment of the comparability  
of a biological/immunological medicinal product or the 
change in batch size requires a new bioequivalence study  

  II  

d)  
The change relates to all other pharmaceutical forms 
manufactured by complex manufacturing processes 

  II  

e)  
More than 10-fold increase compared to the originally 
approved batch size for immediate release (oral) 
pharmaceutical forms 

 1, 2, 3, 4, 5, 6  IB 

f)  
The scale for a biological/immunological medicinal product  
is increased / decreased without process change (e.g. 
duplication of line)  

 1, 2, 3, 4, 5, 6  IB 

Conditions  

1. The change does not affect reproducibility and/or consistency of the product.  

2. 
The change relates to conventional immediate release oral pharmaceutical forms or to non-sterile liquid based 
pharmaceutical forms.  

3. 
Any changes to the manufacturing method and/or to the in -process controls are only those necessitated by the 
change in batch-size, e.g. use of different sized equipment. 

4. 
Validation scheme is available or validation of the manufacture has been successfully carried out according to the 
current protocol with at least three batches at  the proposed new batch size in accordance with the relevant 
guidelines.  

5. The product concerned is not a biological/immunological medicinal product.  

6. 
The change should not be the result of unexpected events arising during manufacture or because  
of stability concerns. 

7. 
The batch size is within the 10-fold range of the batch size foreseen when the marketing authorisation was granted 
or following a subsequent change not agreed as a Type IA variation.  

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU-CTD format or NTA volume 6B format for 
veterinary products, as appropriate).  

2. 
Batch analysis data (in a comparative tabulated format) on a minimum of one production batch manufactured  
to both the currently approved and the proposed  sizes. Batch data on the next two full production batches should  
be made available upon request and reported by the MAH if outside specifications (with proposed action).  

3. Copy of approved release and end-of-shelf life specifications. 

4. 
Where relevant the batch numbers, corresponding batch size and the manufacturing date of batches (²3) used  

in the validation study should be indicated or validation protocol (scheme) be submitted.  

5. The validation results should be provided 
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6. 

The results of stability studies that have been carried out under ICH/VICH conditions, on the relevant stability 
parameters, on at least one pilot or industrial scale batch, covering a minimum period of 3 months, and  
an assurance is given that these studies will be finalised, and that data will be provided immediately to the 
competent authorities if outside specifications or potentially outside specifications at the end of the approved shelf 
life (with proposed action).  
For biologicals/immunologicals: a declaration that an assessment of comparability is not required.  

 

B.II.b.5 Change to in -process tests or limits applied during 
the manufacture of the finished product  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  Tightening of in -process limits 1, 2, 3, 4  1, 2 IA 

b)  Addition of a new test(s) and limits  1, 2, 5, 6  1, 2, 3, 4, 5, 7  IA 

c)  Deletion of a non-significant in-process test  1, 2, 7 1, 2, 6 IA 

d)  
Deletion of an in-process test which may have a significant 
effect on the overall quality of the finished product  

  II  

e)  
Widening of the approved IPC limits, which may have  
a significant effect on overall quality of the finished product  

  II  

f)  
Addition or replacement of an in -process test  
as a result of a safety or quality issue 

 1, 2, 3, 4, 5, 7  IB 

Conditions  

1. 
The change is not a consequence of any commitment from previous assessments to review specification limits  
(e.g. made during the procedure for the marke ting authorisation application or a type II variation procedure).  

2. 
The change does not result from unexpected events arising during manufacture e.g. new unqualified impurity; 
change in total impurity limits.  

3. Any change should be within the range of currently approved limits.  

4. The test procedure remains the same, or changes in the test procedure are minor.  

5. 
Any new test method does not concern a novel non-standard technique or a standard technique used in a novel 
way.  

6. 
The new test method is not a biological/immunological/immunochemical meth od or a method using a biological 
reagent for a biological active substance (does not include standard pharmacopoeial microbiological methods). 

7. 

The in-process test does not concern the control of a critical parameter. e.g.:  
assay, impurities (unless a particular solvent is definitely not used in the manufacture)  
any critical physical characteristics (particle size, bulk, tapped densityé) 
identity test (unless there is a suitable alternative control already present)  
microbiological control (unless not required for the particular dosage form)  

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate).  

2. Comparative table of current and proposed in-process tests and limits. 

3. Details of any new analytical method and validation data, where relevant.  

4. 
Batch analysis data on two production batches (3 production batches for biologicals, unless otherwise justified)  
of the finished product for all  specification parameters. 

5. 
Where appropriate, comparative dissolution profile data for the finished product on at least one pilot batch 
manufactured using the current and new in -process tests. For herbal medicinal products, comparative disintegration 
data may be acceptable. 

6 Justification/risk assessment showing that the in-process test is non-significant or that it is obsolete.  

7. Justification of the new in -process test and limits. 

 

B.II.c) Control of excipients  

B.II.c.1 Change in the specification parameters and/or 
limits of an excipient  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  Tightening of specification limits  1, 2, 3, 4  1, 2 IA 

b)  
Addition of a new specification parameter to  the specification 
with its corresponding test method  

1, 2, 5, 6, 7  1, 2, 3, 4, 6, 8  IA 

c)  
Deletion of a non-significant specification parameter (e.g. 
deletion of an obsolete parameter)  

1, 2, 8 1, 2, 7 IA 
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d)  Change outside the approved specifications limits range   II  

e)  
Deletion of a specification parameter which may have a 
significant effect on the overall quality of the finished product  

  II  

f)  

Addition or replacement (excluding biological  
or immunological product) of a specification parameter with 
its corresponding test method, as a result of a safety  
or quality issue 

 1, 2, 3, 4, 5, 6, 8  IB 

g)  

Where there is no monograph in the European 
Pharmacopoeia or the national pharmacopoeia of a Member 
State for the excipient, a change in specification from in-
house to a non-official Pharmacopoeia or a Pharmacopoeia of 
a third country  

 1, 2, 3, 4, 5, 6, 8  IB 

Conditions  

1. 
The change is not a consequence of any commitment from previous assessments to review specification limits (e.g. 
made during the procedure for the marketing authorisa tion application or a type II variation procedure).  

2. 
The change does not result from unexpected events arising during manufacture e.g. new unqualified impurity; 
change in total impurity limits.  

3. Any change should be within the range of currently approved limits.  

4. The test procedure remains the same, or changes in the test procedure are minor.  

5. 
Any new test method does not concern a novel non-standard technique or a standard technique used in a novel 
way.  

6. 
The test method is not a biological/immunological/immunochem ical method, or a method using a biological reagent 
(does not include standard pharmacopoeial microbiological methods) 

7. The change does not concern a genotoxic impurity. 

8. 

The specification parameter does not concern the control of a critical parameter. e.g.:  
impurities (unless a particular solvent is definitely not used in the manufacture of the excipient)  
any critical physical characteristics (particle size, bulk, tapped densityé) 
identity test (unless there is a suitable alternative control already present)  
microbiological control (unless not required for the particular dosage form)  

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate).  

2. Comparative table of current and proposed specifications.  

3. Details of any new analytical method and validation data, where relevant.  

4. 
Batch analysis data on two production batches (3 production batches for biological excipients,) of the excipient for all 
specification parameters. 

5. 
Where appropriate, comparative dissolution profile data for the finished product on at least one pilot batch 
containing the excipient complying with the current and proposed specification. For herbal medicinal products 
comparative disintegration data may be acceptable.  

6. 
Justification for not submitting a new bioequivalence study according to the relevant (Human, Veterinary) Guideline 
on Bioavailability, if appropriate.  

7. Justification/risk assessment showing that the parameter is non-significant or that it is obsolete.  

8. Justification of the new specification parameter and the limits.  

 

B.II.c.2 Change in test procedure for an excipient  Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  Minor changes to an approved test procedure 1, 2, 3, 4  1, 2 IA 

b)  
Deletion of a test procedure if an alternative test procedure 
is already authorised 

5 1  IA 

c)  
Substantial change to or replacement of a biological/ 
immunological/ immunochemical test method or a method 
using a biological reagent 

  II  

d)  
Other changes to a test procedure (including replacement or 
addition)  

 1, 2 IB 
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Conditions  

1. 
Appropriate validation studies have been performed in accordance with the relevant guidelines and show that the 
updated test procedure is at least equivalent to the former test procedure.  

2. There have been no changes of the total impurity limits; no new unqualified impurities are detected.  

3. 
The method of analysis should remain the same (e.g. a change in column length or temperature, but not a different 
type of column or method).  

4. 
The test method is not a biological/immunological/immunoche mical method or a method using a biological reagent 
(does not include standard pharmacopoeial microbiological methods). 

5. 
An alternative test procedure is already authorised for the specification parameter and this procedure has not been 
added through IA/IA(IN) notification.  

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate), including a description of the analytical methodology, a summary of validation 
data, revised specifications for impurities (if applicable).  

2. 
Comparative validation results or if justified comparative analysis results showing that the current test and the 
proposed one are equivalent. This requirement is not applicable in case of an addition of a new test procedure.  

 

B.II.c.3 Change in source of an excipient or reagent with 
TSE risk  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  From TSE risk material to vegetable or synthetic origin    

1. 
For excipients or reagents not used in the manufacture  
of a biological / imm unological active substance or in  
a biological / immunological medicinal product 

1 1 IA 

2. 
For excipients or reagents used in the manufacture  
of a biological / immunological active substance  
or in a biological / immunological medicinal product  

 1, 2 IB 

b)  
Change or introduction of a TSE risk material or replacement 
of a TSE risk material from a different TSE risk material, not 
covered by a TSE certificate of suitability  

  II  

Conditions  

1. Excipient and finished product release and end of shelf life specifications remain the same. 

Documentation  

1. 
Declaration from the manufacturer or the marketing authorisati on holder of the material that it is purely of vegetable 
or synthetic origin.  

2. 
Study of equivalence of the materials and the impact on production of  the final material and impact on behaviour 
(e.g. Dissolution characteristics) of the finished product.  

 

B.II.c.4 Change in synthesis or recovery of a non -
pharmacop oeial excipient (when described in the dossier) 
or a novel excipient  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  
Minor change in synthesis or recovery of a non-
pharmacopoeial excipient or a novel excipient  

1, 2 1, 2, 3, 4  IA 

b)  
The specifications are affected or there is a change in 
physico-chemical properties of the excipient which may affect 
the quality of the finished product.  

  II  

c)  The excipient is a biological/immunological substance    II  

Conditions  

1. 
The synthetic route and specifications are identical and there is no change in qualitative and quantitative impurity 
profile (excluding residual solvents, provided they are controlled in accordance with ICH/VICH limits), or in physico -
chemical properties. 

2. Adjuvants are excluded. 

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate).  
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2. 
Batch analysis data (in a comparative tabulated format) of at least two batches (minimum pilot scale)  
of the excipient manufactured according to the old and the new process.  

3. 
Where appropriate, comparative dissolution profile data for the finished prod uct of at least two batches (minimum 
pilot scale). For herbal medicinal products, comparative disintegration data may be acceptable. 

4. Copy of approved and new (if applicable) specifications of the excipient. 

 
 

B.II.d) Control of finished product  

B.II.d.1 Change in the specification parameters and/or 
limits of the finished product  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  Tightening of specification limits  1, 2, 3, 4  1, 2 IA 

b)  
Tightening of specification limits for medicinal products 
subject to Official Control Authority Batch Release 

1, 2, 3, 4  1, 2 IAIN 

c)  
Addition of a new specification parameter to the specification 
with its corresponding test method  

1, 2, 5, 6, 7  1, 2, 3, 4, 5, 7  IA 

d)  
Deletion of a non-significant specification parameter (e.g. 
deletion of an obsolete parameter such as odour and taste or 
identification test for a colouring or flavouring material)  

1, 2, 9 1, 2, 6 IA 

e)  Change outside the approved specifications limits range   II  

f)  
Deletion of a specification parameter which may have a 
significant effect on the overall quality of the finished product  

  II  

g)  

Addition or replacement (excluding biological  
or immunological product) of a specification parameter with 
its corresponding test method as a result of a safety  
or quality issue 

 1, 2, 3, 4, 5, 7  IB 

h)  
Update of the dossier to comply with the provisions  
of an updated general monograph of the Ph. Eur for the 
finished product*  

1, 2, 3, 4, 7, 8  1, 2 IAIN 

i)  

Ph. Eur. 2.9.40 Uniformity of dosage units is introduced to 
replace the currently registered method, either  
Ph. Eur. 2.9.5 (Uniformity of mass). or Ph. Eur. 2.9.6 
(Uniformity of content)  

1, 2,10 1, 2, 4 IA 

Conditions  

1. 
The change is not a consequence of any commitment from previous assessments to review specification limits  
(e.g. made during the procedure for the marke ting authorisation application or a type II variation procedure), unless 
the supporting documentation has been already assessed and approved within another procedure. 

2. 
The change does not result from unexpected events arising during manufacture e.g. new unqualified impurity; 
change in total impurity limits.  

3. Any change should be within the range of currently approved limits.  

4. The test procedure remains the same, or changes in the test procedure are minor.  

5. 
Any new test method does not concern a novel non-standard technique or a standard technique used in a novel 
way.  

6. 
The test method is not  a biological/immunological/immunochemical method or a method using a biological reagent 
for a biological active substance. 

7. The change does not concern any impurities (including genotoxic) or dissolution. 

8. 

The change concerns the updating of the microbial control limits to be in line with the current Pharmacopoeia, and 
the currently registered microbial control limits (present situation) are in line with the pre January 2008 (non  
harmonised) situation and does not include any additional specified controls over the Pharmacopoeia requirements 
for the particular dosage form and the proposed controls are in line with the  harmonised monograph. 

9. 

The specification parameter or proposal for the specific dosage form does not concern a critical parameter for 
example: assay, impurities (unless a particular solvent is definitely not used in the manufacture of the finished 
product) any critical physical characteristics (hardness or friability for uncoated tablets, dimensionsé) a test that  
is required for the particular dosage form in accordance with the general notices of the Ph. Eur.; any request for skip 
testing. 

10 
The proposed control is fully in line with the Table 2.9.40. -1 of Ph. Eur. 2.9.40 monograph, and does not include the 
alternative proposal for testing uniformity of dosage  units by Mass Variation instead of Content Uniformity when the 
latter is specified in Table 2.9.40.-1. 
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Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate).  

2. Comparative table of current and proposed specifications.  

3. Details of any new analytical method and validation data, where relevant.  

4. 
Batch analysis data on two production batches (3 production batches for biologicals, unless otherwise justified)  
of the finished product for all specification parameters  

5. 
Where appropriate, comparative dissolution profile data for the finished product on at least one pilot batch 
complying with the current and proposed specification. For herbal medicinal products, comparative disintegration 
data may be acceptable.  

6 Justification/risk assessment showing that the parameter is non -significant or that it is obsolete.  

7. Justification of the new specification parameter and the limits  

 * Note: There is no need to notify the competent authorities of an updated monograph of the European pharmacopoeia 
or a national pharmacopoeia of a Member State in the case that reference is made to the ócurrent editionô in the dossier  
of an authorised medicinal product. This variation therefore applies to cases where no reference to the updated 
monograph of the pharmacopoeia was contained in the technical dossier and the variation is made to make reference 
to the updated version.  

 

B.II.d.2 Change in test procedure for the finished product  Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  Minor changes to an approved test procedure 1, 2, 3, 4,  1,2 IA 

b)  
Deletion of a test procedure if an alternative method  
is already authorised 

4 1  IA 

c)  

Substantial change to, or replacement of, a biological/ 
immunological/ immunochemical test method or a method 
using a biological reagent or replacement of a biological 
reference preparation not covered by an approved protocol 

  II  

d)  
Other changes to a test procedure (including replacement or 
addition)  

 1, 2 IB 

e)  
Update of the test procedure to comply with the updated 
general monograph in the Ph. Eur. 

2, 3, 4, 5  1 IA 

f)  
To reflect compliance with the Ph.Eur. and remove reference 
to the outdated internal test method and test method 
number*  

2, 3, 4, 5  1 IA 

Conditions  

1. 
Appropriate validation studies have been performed in accordance with the relevant guidelines  
and show that the updated test procedure is at least equivalent to the former test procedure.  

2. There have been no changes of the total impurity limits; no new unqualified impurities are detected  

3. 
The method of analysis should remain the same (e.g. a change in column length or temperature, but not a different 
type of column or method);  

4. 
The test method is not a biological/immunological/immunochemical method or a method using  
a biological reagent (does not include standard pharmacopoeial microbiological methods). 

5. 
The registered test procedure already refers to the general monograph of the Ph. Eur. and any changes are minor  
in nature and require update of the technical dossier.  

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate), including a description of the analytical methodology, a summary of validation 
data, revised specifications for impurities (if applicable).  

2. 
Comparative validation results or if justified comparative analysis results showing that the current test and the 
proposed one are equivalent.; This requirement is not app licable in case of an addition of a new test procedure.  

* Note: There is no need to notify the competent authorities of an updated monograph of the European pharmacopoeia  
in the case that reference is made to the ócurrent editionô in the dossier of an authorised medicinal product. 
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B.II.d.3 Variations related to the introduction of real -time 
release or parametric release in the manufacture of the 
finished product  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

   II  

 

B.II.e) Container closure system  

B.II.e.1 Change in immediate packaging of the finished 
product  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)   Qualitative and quantitative composition    

1. Solid pharmaceutical forms 1, 2, 3 1, 2, 3, 4, 6  IA 

2. Semi-solid and non-sterile liquid pharmaceutical forms  1, 2, 3, 5, 6  IB 

3. 
Sterile medicinal products and biological/ immunological 
medicinal products. 

  II  

4. 
The change relates to a less protective pack where there are 
associated changes in storage conditions and/or reduction  
in shelf life.  

  II  

b)  Change in type of container or addition of a new container     

1. Solid, semi-solid and non-sterile liquid pharmaceutical forms  1, 2, 3, 5, 6, 7  IB 

2. 
Sterile medicinal products and biological/ immunological 
medicinal products 

  II  

3. 
Deletion of an immediate packaging container that does not 
lead to the complete deletion of a strength or pharmaceutical 
form 

4 1, 8 IA 

Conditions  

1. The change only concerns the same packaging/container type (e.g. blister to blister).  

2. 
The proposed packaging material must be at least equivalent to the approved mat erial in respect of its relevant 
properties. 

3. 

Relevant stability studies have been started under ICH/VICH conditions and relevant stability parameters have been 
assessed in at least two pilot scale or industrial scale batches and at least three months satisfactory stability data are 
at the disposal of the applicant at time of implem entation. However, if t he proposed packaging is more resistant than 
the existing packaging e.g. thicker blister packaging, the three monthsô stability data do not yet have to be available. 
These studies must be finalised and the data will be provided immed iately to the competent authorities if outside 
specifications or potentially outside specifications at the end of the approved shelf life (with proposed action).  

4. 
The remaining product presentation(s) must be adequate for the dosing instructions and tr eatment duration as 
mentioned in the summary of product characteristics.  

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate), including revised product information as appropriate. 

2. Appropriate data on the new packaging (comparative data on permeability e.g. for O 2, CO2 moisture). 

3. 

Where appropriate, proof must be provided that no interaction between the content and the packaging material 
occurs (e.g. no migration of components of the proposed material into the content and no loss of components of the 
product into the pack), including confirmation that the material complies with relevant pharmacopoeial requirements 
or legislation of the Union on plastic material and objects in contact with foodstuffs.  

4. 

A declaration that the required stability studies have been started under ICH/VICH conditions (with indication of the 
batch numbers concerned) and that, as relevant, the required minimum satisfactory stability data were at the 
disposal of the applicant at time of implementation and that the available data did not indicate a problem. Assurance 
should also be given that the studies will be finalised and that data will be provided imm ediately to the competent 
authorities if outside specifications or potentially outside specifications at the end of the approved shelf life (with 
proposed action). 

5. 

The results of stability studies that have been carried out under ICH/VICH conditions, o n the relevant stability 
parameters, on at least two pilot or industrial scale bat ches, covering a minimum period of 3 months, and  
an assurance is given that these studies will be finalised, and that data will be provided immediately to the 
competent authorities if outside specifications or potentially outside specifications at the end of the approved shelf 
life (with proposed action).  

6. Comparative table of the current and proposed immediate packaging specifications, if applicable. 

7. 
Samples of the new container/closure where applicable (see NTA, Requirements for samples in the Member 
States/EMA). 
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8. 
Declaration that the remaining pack-size(s) is/are consistent with the dosage regimen and duration of treatment and 
adequate for the dosing instructions as approved in the summary of product characteristics. 

Note: For B.II.e.1.b) applicants are reminded that any change which results in a ñnew pharmaceutical formò requires the 
submission of an Extension application. 

 

B.II.e.2 Change in the specification parameters and/or 
limits of the immediate packaging of the finished product  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  Tightening of specification limits  1, 2, 3, 4  1, 2 IA 

b)  
Addition of a new specification parameter to the specification 
with its corresponding test method  

1, 2, 5  1, 2, 3, 4, 6  IA 

c)  
Deletion of a non-significant specification parameter  
(e.g. deletion of an obsolete parameter)  

1, 2 1, 2, 5 IA 

d)  
Addition or replacement of a specification parameter as  
a result of a safety or quality issue  

 1, 2, 3, 4, 6  IB 

Conditions  

1. 
The change is not a consequence of any commitment from previous assessments to review specification limits  
(e.g. made during the procedure for the marke ting authorisation application or a type II variation procedure).  

2. The change does not result from unexpected events arising during manufacture  

3. Any change should be within the range of currently approved limits.  

4. The test procedure remains the same, or changes in the test procedure are minor.  

5. 
Any new test method does not concern a novel non-standard technique or a standard technique used  
in a novel way  

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU-CTD format or NTA volume 6B format for 
veterinary products, as appropriate).  

2. Comparative table of current and proposed specifications.  

3. Details of any new analytical method and validation data, where relevant.  

4. Batch analysis data on two batches of the immediate packaging for all specification parameters. 

5. Justification/risk assessment showing that the parameter is non-significant or that it is obsolete.  

6. Justification of the new specification parameter and the limits.  

 

B.II.e.3 Change in test procedure for the immediate 
packaging of the finished product  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  Minor changes to an approved test procedure 1, 2, 3  1, 2 IA 

b)  
Other changes to a test procedure (including replacement  
or addition)  

1, 3, 4 1, 2 IA 

c)  
Deletion of a test procedure if an alternative test procedure 
is already authorised 

5 1 IA 

Conditions  

1. 
Appropriate validation studies have been performed in accordance with the relevant guidelines and validation studies 
show that the updated test procedure is at least equivalent to the former test procedure.  

2. 
The method of analysis should remain the same (e.g. a change in column length or temperature, but not a different 
type of column or method).  

3. 
Any new test method does not concern a novel non-standard technique or a standard technique used in a novel 
way.  

4. The active substance/ finished product is not biological/immunological. 

5. 
An alternative test procedure is already authorised for the specification parameter and this procedure has not been 
added through IA/IA(IN) notification.  

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU-CTD format or NTA volume 6B format for 
veterinary products, as appropriate), including a description of the analytical methodology, a summary of validation 
data. 

2. 
Comparative validation results or if justified comparative analysis results showing that the current test and the 
proposed one are equivalent. This requirement is not applicable in case of an addition of a new test procedure.  
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B.II.e.4 Change in shape or dimensions of the container  
or closure (immediate packaging)  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  Non-sterile medicinal products 1, 2, 3 1, 2, 4 IA 

b)  

The change in shape or dimensions concerns a fundamental 
part of the packaging material, which may have a significant 
impact on the delivery, use, safety or stability of the finished 
product 

  II  

c)  Sterile medicinal products  1, 2, 3, 4  IB 

Conditions  

1. No change in the qualitative or quantitative composition of the container.  

2. 
The change does not concern a fundamental part of the packaging material, which affects the delivery , use, safety 
or stability of the finished product.  

3. 

In case of a change in the headspace or a change in the surface/volume ratio, stability studies in accordance with 
the relevant guidelines have been started and relevant stability parameters have been assessed in at least two pilot 
scale (three for biological/immunological medicinal products) or industrial scale batches and at least three months 
(six months for biological/immunological medicinal p roducts) stability data are at the disposal of the applicant. 
Assurance is given that these studies will be finalised and that data will be provided immediately to the competent 
authorities if outside specifications or potentially outside specifications at the end of the approved shelf life (with 
proposed action). 

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate) ,including description, deta iled drawing and composition  
of the container or closure material, and including revised product information as appropriate. 

2. Samples of the new container/closure where applicable (see NTA, Requirements for samples in the Member States). 

3. 
Re-validation studies have been performed in case of sterile products terminally sterilised. The batch numbers of the 
batches used in the re-validation studies should be indicated, where applicable.  

4. 

In case of a change in the headspace or a change in the surface/volume ratio, a declaration that the required 
stability studies have been started under ICH/VICH conditions (with indication of the batch numbers concerned) and 
that, as relevant, the required minimum satisfactory stability data were at the dis posal of the applicant at time  
of implementation for a Type IA notification and time of submission of a Type IB notification, and that the available 
data did not indicate a problem. Assurance should also be given that the studies will be finalised and tha t data will 
be provided immediately to the competent authorities if outside specifications or potentially outside specifications  
at the end of the approved shelf life (with proposed action).  

 

B.II.e.5 Change in pack size of the finished product  Condition s to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  
Change in the number of units (e.g. tablets, ampoules, etc.) 
in a pack 

   

1. Change within the range of the currently approved pack sizes 1, 2 1, 3 IAIN 

2. 
Change outside the range of the currently approved pack 
sizes 

 1, 2, 3 IB 

b)  Deletion of pack size(s) 3 1, 2  IA 

c)  
Change in the fill weight/fill volume of sterile multidose  
(or single-dose, partial use) parenteral medicinal products, 
including biological/ immunological medicinal products. 

  II  

d)  
Change in the fill weight/fill volume of non -parenteral multi -
dose (or single-dose, partial use) products 

 1, 2, 3 IB 

Conditions  

1. 
New pack size should be consistent with the posology and treatment duration as approved in the Summary  
of Product Characteristics.  

2. The primary packaging material remains the same. 

3. 
The remaining product presentation(s) must be adequate for the dosing instructions and treatment duration  
as mentioned in the Summary of Product Characteristics.  

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format  
for veterinary products, as appropriate) includi ng revised product information as appropriate.  
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2. 
Justification for the new/remaining pack -size, showing that the new/remaining size is/are consistent with the dosage 
regimen and duration of treatment as approved in the summary of product characteristics  

3. 
Declaration that stability studies will be conducted in accordance with the relevant guidelines for products where 
stability parameters could be affected. Data to be reported only if outside specifications (with proposed action).  

Note: For B.II.e.5.c) and d), applicants are reminded that any changes to the óstrengthô of the medicinal product require 
the submission of an Extension application. 

 

B.II.e.6 Change in any part of the (primary) packaging 
material not in contact with the fini shed product 
formulation (such as colour of flip -off caps, colour code 
rings on ampoules, change of needle shield (different 
plastic used))  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  Change that affects the product information  1  1 IAIN 

b)  Change that does not affect the product information 1  1 IA 

Conditions  

1. 
The change does not concern a part of the packaging material, which aff ects the delivery, use, safety or stability of 
the finished product.  

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU-CTD format or NTA volume 6B format for 
veterinary products, as appropriate), including revised product information as appropriate. 

 

B.II.e.7 Change in su pplier of packaging components  
or devices (when mentioned in the dossier)  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  Deletion of a supplier 1 1 IA 

b)  Replacement or addition of a supplier 1, 2, 3, 4  1, 2, 3 IA 

c)  
Any change to suppliers of spacer devices for metered dose 
inhalers  

  II  

Conditions  

1. No deletion of packaging component or device. 

2. 
The qualitative and quantitative composition of the packaging components/device and design specifications remain 
the same. 

3. The specifications and quality control method are at least equivalent. 

4. The sterilisation method and conditions remain the same, if applicable. 

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format  
for veterinary products, as appropriate). 

2. For devices for medicinal products for human use, proof of CE marking. 

3. Comparative table of current and proposed specifications, if applicable. 

 

B.II.f) Stability  

B.II.f.1 Change in the shelf - life or storage conditions of the 
finished product  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  Reduction of the shelf life of the finished product     

1. As packaged for sale 1 1, 2, 3  IAIN 

2. After first opening  1 1, 2, 3  IAIN 

3. After dilution or reconstitution 1 1, 2, 3  IAIN 

b)  Extension of the shelf life of the finished product     

1. As packaged for sale (supported by real time data)  1, 2, 3  IB 

2. After first opening (supported by real time data)   1, 2, 3  IB 
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3. After dilution or reconstitution (supported by real time data)   1, 2, 3  IB 

4. 
Extension of the shelf-life based on extrapolation  
of stability data not in accordance with ICH/VICH guidelines*  

  II  

5. 
Extension of the shelf-life of a biological/ immunological 
medicinal product in accordance with an approved stability 
protocol. 

 1, 2, 3 IB 

c)  
Change in storage conditions for biological medicinal 
products, when the stability studies have not been performed 
in accordance with an approved stability protocol.  

  II  

d)  
Change in storage conditions of the finished product  
or the diluted/reconstituted product.  

 1, 2, 3  IB 

e)  Change to an approved stability protocol. 1, 2 1, 4 IA 

Conditions  

1. 
The change should not be the result of unexpected events arising during manufacture or because of stability 
concerns. 

2. 
The change does not concern a widening of the acceptance criteria in the parameters tested, a removal of stability 
indicating parameters or a reduction in the frequency of testing.  

Documentation  

1. 

Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format  
for veterinary products, as appropriate). This must contain results of appropriate real time stability studies (covering 
the entire shelf life) conducted in accordance with the relevant stability guidelines on at least two pilot scale batches 1 
of the finished product in the authorised packaging material and/or after first opening or reconstitution,  
as appropriate; where applicable, results of appropriate microbiological testing should be included.  
1Pilot scale batches can be accepted with a commitment to verify the shelf life on production scale batches. 

2. Revised product information 

3. 
Copy of approved end of shelf life finished product specification and where applicable, specifications after 
dilution/reconstitution or first opening.  

4. Justification for the proposed change(s). 

*Note: extrapolation not applicable for biological/immunological medicinal product  

 

B.II.g) Design Space and post approval change management protocol  

B.II.g.1 Introduction of a new design space or extension  
of an approved  design space for the finished product, 
concerning:  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  
One or more unit operations in the manufacturing process  
of the finished product including the resulting in -process 
controls and/or test procedures 

 1, 2, 3 II  

b)  
Test procedures for excipients / intermediates and/ or the 
finished product. 

 1, 2, 3 II  

Documentation  

1.  
Results from product and process development studies (including risk assessment and multivariate studies,  
as appropriate) demonstrating that a systematic mechanistic understanding of material attributes and process 
parameters to the critical quality attributes of the finished product has been achieved.  

2. 
Description of the design space in tabular format, including the variables (material attributes and process 
parameters, as appropriate) and their proposed ranges. 

3. 
Amendment of the relevant section(s) of the dossier (presented in the EU-CTD format or NTA volume 6B format for 
veterinary products, as appropriate).  

 

B.II.g.2  Introduction of a post approval change 
management protocol related to the finished product  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

  1, 2, 3  II  

Documentation  

1. Detailed description for the proposed change. 

2. Change management protocol related to the finished product.  

3. 
Amendment of the relevant section(s) of the dossier (presented in the EU-CTD format or NTA volume 6B format for 
veterinary products, as appropriate).  
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B.II.g.3  Deletion of an approved change management 
protocol related to the finished product  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure  
type  

  1 1, 2  IAIN 

Conditions  

1. 
The deletion of the approved change management protocol related to the finish product is not a result of unexpected 
events or out of specification results during th e implementation of the change (s) described in the protocol and does 
not have any effect on the already approved information in the dossier.  

Documentation  

1. Justification for the proposed deletion.  

2. 
Amendment of the relevant section(s) of the dossier (presented in the EU-CTD format or NTA volume 6B format for 
veterinary products, as appropriate).  

 

B.II.g.4 Changes to an approved change management 
protocol  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  Major changes to an approved change management protocol      II  

b)  
Minor changes to an approved change management protocol 
that do not change the strategy defined in the protocol  

  1  IB 

Documentation  

1. 
Declaration that any change should be within the range of currently approved limits. In addition, declaration that  
an assessment of comparability is not required for biological/immunological medicinal products. 

 

B.II.g.5 Implementation of changes foreseen in an 
approved change management protocol  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  
The implementation of the change requires no further 
supportive data  

1 1, 2, 4 IAIN 

b)  
The implementation of the change requires further 
supportive data  

  1, 2, 3, 4  IB 

c)  
Implementation of a change for a biological/immunological 
medicinal product 

 1, 2, 3, 4, 5  IB 

Conditions  

1. 
The proposed change has been performed fully in line with the approved change management protocol, which 
requires its immediate notification following implementation.  

Documentation  

1. Reference to the approved change management protocol. 

2. 
Declaration that the change is in accordance with the approved change management and that  
the study results meet the acceptance criteria specified in the protocol. In addition, declaration that  
an assessment of comparability is not required for biological/immunological medicinal products.  

3. Results of the studies performed in accordance with the approved change management protocol. 

4. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate).  

5. Copy of approved specifications of the finished product. 

 

B.II.h Adventitious Agents Safety  

B.II.h.1 Update to the ñAdventitious Agents Safety 
Evaluationò information (section 3.2.A.2)  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  
Studies related to manufacturing steps investigated for the 
first time for one or more adventitious agents  

  II  

b)  
Replacement of obsolete studies related  
to manufacturing steps and adventitious agents already 
reported in the dossier 

   

 1) with modification of risk assessment    II  

 2) without modification of risk assessment   1, 2, 3 IB 
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Documentation  

1. 
Amendment of the relevant section(s) of the dossiers including the introduction of the new studies  
to investigate the capability of manufacturing steps to inactivate/reduce adventitious agents.  

2. Justification that the studies do not modify the risk ass essment. 

3. Amendment of product information (where applicable).  

 

B.III  CEP/TSE/MONOGRAPHS  

B.III.1 Submission of a new or updated Ph. Eur. certificate  
of suitability or deletion of Ph. Eur. certificate of suitability:  
For an active substance  
For a starting material/reagent/intermediate used in the 
manufacturing process of the active substance  
For an excipient  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  
European Pharmacopoeial Certificate of Suitability to the 
relevant Ph. Eur. Monograph. 

   

1. New certificate from an already approved manufacturer  
1, 2, 3, 4, 5, 8, 
11 

1, 2, 3, 4, 5  IAIN 

2. Updated certificate from an already approved manufacturer  1, 2, 3, 4, 8  1, 2, 3, 4, 5  IA 

3. 
New certificate from a new manufacturer (replacement or 
addition) 

1, 2, 3, 4, 5, 8, 
11 

1, 2, 3, 4, 5  IAIN 

4. 
Deletion of certificates (in case multiple certificates exist per 
material) 

10 3 IA 

5. 

New certificate for a non-sterile active substance that  
is to be used in a sterile medicinal product, where water is 
used in the last steps of the synthesis and the material is not 
claimed to be endotoxin free 

 1, 2, 3, 4, 5, 6  IB 

b)  
European Pharmacopoeial TSE Certificate of suitability for an 
active substance/starting material/reagent / intermediate/or 
excipient 

   

1. 
New certificate for an active substance from a new or an 
already approved manufacturer  

3, 5, 6, 11  1, 2, 3, 4, 5  IAIN 

2. 
New certificate for a starting material/reagent/ 
intermediate/or excipient from a new or an already approved 
manufacturer  

3, 6, 9  1, 2, 3, 4, 5  IA  

3. Updated certificate from an already approved manufacturer   7, 9 1, 2, 3, 4, 5  IA 

4. 
Deletion of certificates (in case multiple certificates exist per 
material) 

10 3 IA 

5. 

New/updated certificate from an already -approved/new 
manufacturer using materials of human or animal origin for 
which an assessment of the risk with respect to potential 
contamination with adventitious agents is required 

  II  

Conditions  

1. The finished product release and end of shelf life specifications remain the same. 

2. 
Unchanged (excluding tightening) additional (to Ph. Eur.) specifications for impurities (excluding residual solvents, 
provided they are in compliance with ICH/VICH) and product specific requirements (e.g. particle size profiles, 
polymorphic form), if applicable.  

3. 
The manufacturing process of the active substance, starting material/reagent/intermediate does not include the use 
of materials of human or animal origin for which an  assessment of viral safety data is required. 

4. 
For active substance only, it will be tested immediately prior to use if no retest period is included in the Ph. Eur. 
Certificate of Suitability or if data to support a retest period is not already provided  in the dossier.  

5. The active substance/starting material/reagent/intermediate/excipient is not sterile.  

6. The substance is not included in a veterinary medicinal product for use in animal species susceptible to TSE 

7. For veterinary medicinal products: there has been no change in the source of material.  

8. 
For herbal active substances: the manufacturing route, physical form, extraction solvent and drug extract ratio (DER) 
should remain the same.  

9. 
If Gelatine manufactured from bones is to be used in a medicinal product for parenteral use, it should only  be 
manufactured in compliance with the relevant country requirements.  
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10 At least one manufacturer for the same substance remains in the dossier. 

11 
If the active substance is a not a sterile substance but is to be used in a sterile medicinal product then according  
to the CEP it must not use water during the last steps of the synthesis or if it does the active substance must also  
be claimed to be free from bacterial endotoxins.  

Documentation  

1. Copy of the current (updated) Ph. Eur. Certificate of Suitability.  

2. 
In case of an addition of a manufacturing site, the variation application form should clearly outline the ñpresentò and 
ñproposedò manufacturers as listed in section 2.5 of the application form.  

3. Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format. 

4. 

Where applicable, a document providing information of any materials falling within the scope of the Note for 
Guidance on Minimising the Risk of Transmitting Animal Spongiform Encephalopathy Agents via Human and 
Veterinary Medicinal Products including those which are used in the manufacture of the active substance/ excipient. 
The following information should be included for each such material: Name of manufacturer, species and tissues 
from which the material is a derivative, country of origin of the source a nimals and its use.  For the Centralised 
Procedure, this information should be included in an updated TSE table A (and B, if relevant). 

5. 

Where applicable, for active substance, a declaration by the Qualified Person (QP) of each of the manufacturing 
authorisation holders listed in the application where the active substance is used as a starting material and  
a declaration by the QP of each of the manufacturing authorisation holders listed in the application as responsible for 
batch release. These declarations should state that the active substance manufacturer(s) referred to in the 
application operate in compliance with the detailed guidelines on good manufacturing practice for starting mater ials. 
A single declaration may be acceptable under certain circumstances - see the note under variation no. B.II.b.1. The 
manufacture of intermediates also require a QP declaration, while as far as any updates to certificates for active 
substances and intermediates are concerned, a QP declaration is only required if, compared to the previously 
registered version of the certificate, there is a change to the actual listed manufacturing sites.  

6. 
Suitable evidence to confirm compliance of the water used in the final steps of the synthesis of the active substance 
with the corresponding requirements on quality of water for pharmaceutical use.  

 

B.III.2 Change to comply with Ph. Eur. or with a national 
pharmacopoeia of a Member State  

Conditions  to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  
Change of specification(s) of a former non EU 
Pharmacopoeial substance to fully comply with the Ph. Eur. or 
with a national pharmacopoeia of a Member State 

   

1. Active substance 1, 2, 3, 4,  5 1, 2, 3, 4  IAIN 

2. Excipient/active substance starting material 1, 2,4 1, 2, 3, 4  IA 

b)  
Change to comply with an update of the relevant monograph 
of the Ph. Eur. or national pharmacopoeia of a Member State 

1, 2, 4, 5  1, 2, 3, 4  IA  

c)  
Change in specifications from a national pharmacopoeia  
of a Member State to the Ph. Eur. 

1, 4, 5 1, 2, 3, 4  IA 

Conditions  

1. 
The change is made exclusively to fully comply with the pharmacopoeia. All the tests in the specification need  
to correspond to the pharmacopoeial standard after the change, except any additional supplementary tests.  

2. 
Additional specifications to the pharmacopoeia for product specific properties are unchanged (e.g. particle size 
profiles, polymorphic form or e. g. bioassays, aggregates). 

3. No significant changes in qualitative and quantitative impurities profile unless the specifications are tightened  

4. Additional validation of a new or changed pharmacopoeial method is not required  

5. 
For herbal active substances: the manufacturing route, physical form, extraction solvent and drug extract ratio (DER) 
should remain the same. 

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate).  

2. Comparative table of current and proposed specifications. 

3. 

Batch analysis data (in a comparative tabulated format) on two production batches of the relevant substance for  
all tests in the new specification and additionally, where appropriate, comparative dissolution profile data for the 
finished product on at least one pilot batch.   For herbal medicinal products, comparative disintegration data may be 
acceptable. 

4. 
Data to demonstrate the suitability of the mo nograph to control th e substance, e.g. a comparison of the potential 
impurities with the transparency note of the monograph.  
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Note: There is no need to notify the competent authorities of an updated monograph of the European pharmacopoeia  
or a national pharmacopoeia of a Member State in the case that reference is made to the ócurrent editionô in the dossier  
of an authorised medicinal product.  

 

B.IV Medical Devices  

B.IV.1 Change of a measuring or administration device  Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  
Addition or replacement of a device which is not an 
integrated part of the primary packaging  

   

1. Device with CE marking  1, 2, 3, 6, 7  1, 2, 4 IAIN 

2. Device without CE marking for veterinary products only  1, 3, 4 IB 

3. 
Spacer device for metered dose inhalers or other device 
which may have a significant impact on the delivery of the 
active substance in the product (e.g. nebuliser)  

  II  

b)  Deletion of a device 4, 5 1, 5 IAIN 

c)  
Addition or replacement of a device which  
is an integrated part of the primary packaging  

  II  

Conditions  

1. 
The proposed measuring or administration device must accurately deliver the required dose for the product 
concerned in line with the approved posology and results of such studies should be available.  

2. The new device is compatible with the medicinal product. 

3. The change should not lead to substantial amendments of the product information.  

4. The medicinal product can still be accurately delivered.  

5. For veterinary medicinal products, the device is not crucial for the safety of the person administering the product.  

6. The medical device is not used as a solvent of the medicinal product. 

7. If a measuring function is intended the CE marking should cover the measuring function.  

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate), including description, detailed drawing and composition o f the device material 
and supplier where appropriate, and including revised product information as appropriate.  

2. 
Proof of CE marking and if a measuring function is intended the proof of CE marking should also include the 4 digit 
notified body number.  

3. Data to demonstrate accuracy, precision and compatibility of the device. 

4. Samples of the new device where applicable (see NTA, Requirements for samples in the Member States). 

5. Justification for the deletion of the device.  

Note: For B.IV.1.c), applicants are reminded that any change which results in a ñnew pharmaceutical formò requires the 
submission of an Extension application. 

 

B.IV.2 Change in specification parameters and/or limits  
of a measuring or administration device for veterinary 
medicinal products  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  Tightening of specification limits  1, 2, 3, 4  1, 2 IA 

b)  
Addition of a new specification parameter to the specification 
with its corresponding test method  

1, 2, 5  1, 2, 3, 4, 6  IA 

c)  
Widening of the approved specifications limits, which has a 
significant effect on the overall quality of the device  

  II  

d)  
Deletion of a specification parameter that has  
a significant effect on the overall quality of the device 

  II  

e)  
Addition of a specification parameter as a result  
of a safety or quality issue 

 1, 2, 3, 4, 6  IB 

f)  
Deletion of a non-significant specification parameter (e.g. 
deletion of an obsolete parameter)  

1, 2 1, 2, 5 IA 
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Conditions  

1. 
The change is not a consequence of any commitment from previous assessments to review specification limits  
(e.g. made during the procedure for the marketing authorisation applicati on or a type II variation procedure) unless 
the supporting documentation has been already assessed and approved within another procedure.  

2. The change should not be the result of unexpected events arising during manufacture.  

3. Any change should be within the range of currently approved limits.  

4. The test procedure remains the same 

5. 
Any new test method does not concern a novel non-standard technique or a standard technique used in a novel 
way. 

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate).  

2. Comparative table of current and proposed specifications. 

3. Details of any new analytical method and summary of validation data.  

4. Batch analysis data on two production batches for all tests in the new specification . 

5. Justification/risk assessment showing that the parameter is non-significant based or that it is obsolete.  

6. Justification for the new specification parameter and the limits  

 

B.IV.3 Change in test procedure of a measuring  
or administration device for veterinary medicinal products  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  Minor change to an approved test procedure 1, 2 1, 2 IA 

b)  
Other changes to a test procedure (including replacement  
or addition)  

1, 3 1, 2 IA 

c)  
Deletion of a test procedure if an alternative test procedure 
is already authorised 

4 1 IA 

Conditions  

1. 
Appropriate validation studies have been performed in accordance with the relevant guidelines and show that the 
updated test procedure is at least equivalent to the former test procedure.  

2. The method of analysis should remain the same. 

3. Any new test method does not concern a novel non-standard technique or a standard technique used in a novel way 

4. 
An alternative test procedure is already authorised for the specification parameter and this procedure has not been 
added through IA/IA(IN) notification . 

Documentation  

1. 
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for 
veterinary products, as appropriate, including a description of the analytical methodology and a summary  
of validation data.  

2. 
Comparative validation results or if justified comparative analysis results showing that the current test and the 
proposed one are equivalent. This requirement is not applicable in case of an addition of a new test procedure.  

 

B.V. Changes to a marketing authorisation resulting from other regulatory procedures  

B.V.a) PMF/VAMF   

B.V.a.1 Inclusion of a new, updated or amended Plasma 
Master File in the marketing authorisation dossier  
of a medicinal product. (PMF 2 nd  step procedure)  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  
First-time inclusion of a new Plasma Master File affecting the 
properties of the finished product  

  II  

b)  
First-time inclusion of a new Plasma Master File not affecting 
the properties of the finished product  

 1, 2, 3, 4  IB 

c)  
Inclusion of an updated/amended Plasma Master File when 
changes affect the properties of the finished product  

 1, 2, 3, 4  IB  

d)  
Inclusion of an updated/amended Plasma Master File when 
changes do not affect the properties of the finished product  

1 1, 2, 3, 4  IAIN 
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Conditions  

1. 
The updated or amended Plasma Master File has been granted a certificate of compliance with legislation of the 
Union in accordance with Annex I of Directive 2001/83/EC. 

Documentation  

1. 

Declaration that the PMF Certificate and Evaluation Report are fully applicable for the authorised product, PMF holder 
has provided the PMF Certificate, Evaluation report and PMF dossier to the MAH (where the MAH is different to the 
PMF holder), the PMF Certificate and Evaluation Report replace the previous PMF documentation for this Marketing 
Authorisation. 

2. PMF Certificate and Evaluation Report.  

3. 
An expert statement outlining all the changes introduced with the certified PMF and evaluating their potential impact 
on the finished products including product specific risk assessments. 

4. 
The variation application form should clearly outline the ñpresentò and ñproposedò PMF EMA Certificate (code 
number) in the MA dossier. When applicable, the variation application form should clearly list also all the other PMFs 
to which the medicinal product refers even if they are not the subject of the application.  

 

B.V.a.2 Inclusion of a new, updated or amended Vaccine 
Antigen Master File in the marketing authorisation dossier 
of a medicinal product. (VAMF 2 nd step procedure)  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  First-time inclusion of a new Vaccine Antigen Master File   II  

b)  
Inclusion of an updated/amended Vaccine Antigen Master 
File, when changes affect the properties of the finished 
product 

 1, 2, 3, 4  IB 

c)  
Inclusion of an updated/amended Vaccine Antigen Master 
File, when changes do not affect the properties of the finished 
product 

1 1, 2, 3, 4  IAIN 

Conditions  

1. 
The updated or amended Vaccine Antigen Master File has been granted a certificate of compliance with legislation  
of the Union in accordance with Annex I to Directive 2001/83/EC.  

Documentation  

1. 

Declaration that the VAMF Certificate and Evaluation Report are fully applicable for the authorised product, VAMF 
holder has submitted the VAMF Certificate, Evaluation report and VAMF dossier to the MAH (where the MAH  
is different to the VAMF holder), the  VAMF Certificate and Evaluation Report replace the previous VAMF 
documentation for this Marketing Authorisation.  

2. VAMF Certificate and Evaluation Report.  

3. 
An expert statement outlining all the changes introduced with the certified VAMF and evaluati ng their potential 
impact on the finished products including product specific risk assessments. 

4. 
The variation application form should clearly outline the ñpresentò and ñproposedò VAMF EMA Certificate (code 
number) in the MA dossier. When applicable, the variation application form should clearly list also all the other 
VAMFs to which the medicinal product refers even if they are not the subject of the application.  

  

B.V.b) Referral   

B.V.b.1 Update of the quality dossier intended to implement 
the outcome  of a Union referral procedure  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  The change implements the outcome of the referral  1 1, 2 IAIN 

b)  
The harmonisation of the quality dossier was not part of the 
referral and the update  is intended to harmonise it  

  II  

Conditions  

1. The outcome does not require further assessment. 

Documentation  

1. Attached to the cover letter of the variation application: A reference to the Commission Decision concerned.  

2. The changes introduced during the referral procedure should be clearly highlighted in the submission.  
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B. SAFETY, EFFICACY, PHARMACOVIGILANCE CHANGES  

C.I  HUMAN AND VETERINARY MEDICINAL PRODUCTS  
 

C.I.1 Change(s) in the Summary of Product Characteristics, 
Labelling or Package Leaflet intended to implement the 
outcome of a Union referral procedure  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  
The medicinal product is covered by the defined scope of the 
procedure 

1 1, 2, 3 IAIN 

b)  

The medicinal product is not covered by the defined scope  
of the procedure but the change(s) implements the outcome 
of the procedure and no new additional data is required  
to be submitted by the MAH 

 1, 2, 3 IB 

c)  

The medicinal product is not covered by the defined scope  
of the procedure but the change(s) implements the outcome 
of the procedure with new additional data submitted by the 
MAH 

 1, 3 II  

Conditions  

1. The variation implements the wording requested by the authority and it does not require the submission  
of additional informaiton and/or further assessment.  

Documentation  

1. 
Attached to the cover letter of the variation application: a reference to the  Commission Decision concerned or to the 
agreement reached by the CMDh (as applicable) with the annexed Summary of Product Characteristics, Labelling  
or Package Leaflet.  

2.  
A declaration that the proposed Summary of Product Characteristics, Labelling and Package Leaflet is identical for 
the concerned sections to that annexed to the Commission Decision or to the agreement reached by the CMDh  
(as applicable). 

3. Revised product information. 

 

C.I.2 Change(s) in the Summary of Product Characteristics, 
Labelling or Package Leaflet of a generic/hybrid/biosimilar 
medicinal products following assessment of the same 
change for the reference product  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  
 
 

a)  
Implementation of change(s) for which no new additional 
data is required to be submitted by the MAH 

 1, 2 IB 

b)  
Implementation of change(s) which require to be further 
substantiated by new additional data to be submitted by the 
MAH (e.g. comparability) 

  II  

Documentation  

1. Attached to the cover letter of the variation application: EMA/NCA request, if applicable.  

2. Revised product information. 

 

C.I.3 Change(s) in the Summary of Product Characteristics, 
Labelling or Package Leaflet of human medicinal products 
intended to implement the outcome of a procedure 
concerning PSUR or PASS, or the outcome of the 
assessment done by the competent authority u nder Articles 
45 or 46  
of Regulation 1901/2006  

Conditions to 
be fulfilled  

Documentation  
to be supplied  

Procedure 
type  

a)  
Implementation of wording agreed by the competent 
authority  

1 1, 2 IAIN 

b)  
Implementation of change(s) which require to be further 
substantiated by new additional data to be submitted by the 
MAH 

 2 II  

Conditions  

1. 
The variation implements the wording requested by the competent authority and it does not require the submission 
of additonal information and/or further assessment.  
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Documentation  

1. 
Attached to the cover letter of the variation application: reference to the agreement/assessment of the competent 
authority.  

2. Revised product information. 

 

C.I.4 Change(s) in the Summary of Product Characteristics, 
Labelling or Package Leaflet due to new quality, preclinical, 
clinical or pharmacovigilance data.  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

   II  

Note: This variation does not apply when the new data has been submitted under variation C.I.13. In such cases, the 
change(s) in the SmPC, labelling and/or package leaflet is covered by the scope of variation C.I.13. 

 

C.I.5 Change in the legal status of a medicinal product for 
centrally authorised products  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  
For generic/hybrid/biosimilar medicinal products following an 
approved legal status change of the reference medicinal 
product 

 1, 2 IB 

b)  All other legal status changes   II  

Documentation  

1. 
Attached to the cover letter of the variation application: proof of authorisation of the legal status change (e.g. 
reference to the Commission Decision concerned). 

2. Revised product information. 

Note: For Nationally Authorised Products approved via MRP/DCP, the change of the legal status is to be handled at 
national level (not via a MRP variation). 

 

C.I.6 Change(s) to therapeutic indication(s)  Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  
Addition of a new therapeutic indication or modification of an 
approved one 

  II  

b)  Deletion of a therapeutic indication   IB  

Note: Where the change takes place in the context of the implementation of the outcome of a referral procedure, or -for a 
generic/hybrid/biosimilar product - when the same change has been done for the reference product, variations C.I.1 and 
C.I.2 apply, respectively. 

C.I.7 Deletion of:  
 

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  a pharmaceutical form  1, 2 IB  

b)  a strength  1, 2 IB  

Documentation  

1. 
Declaration that the remaining product presentation(s) are adequa te for the dosing instructions and treatment 
duration as mentioned in the summary of product characteristics.  

2. Revised product information 

Note: In cases where a given pharmaceutical form or strength has received a marketing authorization which is separate to 
the marketing authorization for other pharmaceutical forms or strengths, the deletion of the former will not be a variation 
but the withdrawal of the marketing auth orization. 

 

C.I.8 Introduction of, or changes to, a summary  
of pharmacovigilance system for medicinal products  
for human use*  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  
Introduction of a summary of pharmacovigilance system, 
changes in QPPV (including contact details) and/or changes in 
the Pharmacovigilance System Master File (PSMF) location 

  1, 2  IAIN 

Documentation  
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1. 

Summary of the pharmacovigilance system, or update of the relevant elements (as applicable):  
¶ Proof that the applicant has at his disposal a qualified person responsible for pharmacovigilance and a statement 

signed by the applicant to the effect that the applicant has the necessary means to fulfil the tasks and 
responsibilities listed in Title IX of Directive 2001/83/EC. 

¶ Contact details of the QPPV, Member States in which the QPPV resides and carries out his/her tasks 
¶ PSMF location 

2. PSMF (if available) 

Note: This variation covers the introduction of a PSMF irrespective of whether or not the tech nical dossier of the MA 
contained a DDPS. 
Once the Article 57 database is functional, changes in QPPV, including contact details (telephone and fax numbers, postal 
address and email address) and changes to the location of the PSMF (street, city, postcode, country) may be updated 
through the Articl e 57 database only (without the need for a variation).  
Where the MAH makes use of the possibility to update the above information through the Article 57 database, the MAH 
must indicate in the marketing authorisation that the updated information of those p articulars is included in the database. 
* For introduction of a new pharmacovigilance system for veterinary medicinal products, please refer to C.II.7.  

 

C.I.9 Change(s) to an existing pharmacovigilance system  
as described in the detailed description of t he 
pharmacovigilance system (DDPS).  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  
Change in the QPPV and/or QPPV contact details and/or back-
up procedure 

1 1 IAIN 

b)  

Change(s) in the safety database and/or major contractual 
arrangements for the fulfilment of pharmacovigilance 
obligations, and/or change of the site undergoing 
pharmacovigilance activities 

1, 2, 3 1 IAIN 

c)  
Other change(s) to the DDPS that does not impact on the 
operation of the pharmacovigilance system (e.g. change of 
the major storage/archiving location, administrative changes)  

1 1 IA 

d)  
Change(s) to a DDPS following the assessment of the same 
DDPS in relation to another medicinal product of the same 
MAH 

4 1, 2 IAIN 

Conditions  

1. The pharmacovigilance system itself remains unchanged. 

2. The database system has been validated (when applicable).  

3. Transfer of data from other database systems has been validated (when applicable). 

4. 
The same changes to the DDPS are introduced for all medicinal products of the same MAH (same final DDPS 
version) 

Documentation  

1. 

Latest version of the DDPS and, where applicable, latest version of the product specific addendum. These should 
include for changes to the QPPV a) summary CV of the new QPPV, b) proof of QPPV EudraVigilance registration, and 
c) a new statement of the MAH and the QPPV regarding their availability and the means for notification of adverse 
reactions signed by the new QPPV and the MAH, and reflecting any other consequential changes, e.g. to the 
organisation chart. 
When the QPPV and /or QPPV contact details are not included in a DDPS or no DDPS exists, the submission  
of a revised DDPS version is not required and the application form is to be provided. 

2. Reference of the application/procedure and product in which the change(s) were accepted.  

Note: C.I.9 covers changes to an existing pharmacovigilance system 1) for veterinary medicinal products and 2) for human 
medicinal products that have not yet in troduced a PSMF.  
Note for a): Once the Article 57 database is functional, changes in QPPV, including contact details (telephone and fax 
numbers, postal address and email address) may be updated through the Article 57 database only (without the need for  
a variation). Where the MAH makes use of the possibility to update this information through the Article 57 database, the 
MAH must indicate in the marketing authorisation that the updated information of those particulars is included in the 
database. 
Note for d): The assessment of a DDPS submitted as part of a new MAA/Extension/Variation may give rise to changes  
at the request of the national competent authority/EMA in  this DDPS. Where this occurs, the same change(s) can be 
introduced to the DDPS in other marketing authorisations of the same MAH by submitting a (grouped) Type I AIN variation. 

 



 
 

84 
 
 

C.I.10 Change in the frequency and/or date of submission  
of periodic safety update reports (PSUR) for human 
medicinal products  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

 1 1, 2 IAIN 

Conditions  

1.  The change in the frequency and/or date of submission of the PSUR has been agreed by the CHMP/CMDh/NCA 

Documentation  

1. 
Attached to the cover letter of the variation application: A reference to the agreement of the competent authority  
(in the case of marketing authorisations granted under the centralised procedure, the CHMP).  

2.  
Revised frequency and/or date of submission of the PSUR. (For medicinal products authorised via the centralised 
procedure, the full set of annexes, including the revised Annex II should be provided)  

Note: This variation applies only when the PSUR cycle is specified in the marketing authorisation by other means than  
a reference to the list of Union reference dates and where PSUR submission is required. 

 

C.I.11 Introduction of, or change(s) to, the obligations and 
conditions of a marketing authorisation, including the risk 
management plan  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  
Implementation of wording agreed by the com petent 
authority  

1 1 , 2 IAIN 

b)  

Implementation of change(s) which require to be further 
substantiated by new additional data to be submitted by the 
MAH where significant assessment by the competent 
authority is required*  

  II  

Conditions  

1. 
The variation implements the action requested by the authority and it does not require the submission of additional 
information and/or further assessment.  

Documentation  

1. 
Attached to the cover letter of the variation application: A reference to the relevant  decision of the competent 
authority.  

2. Update of the relevant section of the dossier.  

 

Note: This variation covers the situation where the only change introduced concerns the conditions and/or 
obligations of the marketing authorisation, including the risk management plan and the conditions and/or obligations 
of marketing authorisations under  exceptional circumstances and conditional marketing authorisation.  
*The introduction of a risk management plan requested by the competent authority always requires significant 
assessment. 

 

C.I.12 Inclusion or deletion of black symbol and explanatory 
sta tements for me dicinal products in the list of medicinal 
products that are subject to additional monitoring  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

 1 1, 2 IAIN 

Conditions  

1. The medicinal product is included or removed from the list of medicinal products that are subject  
to additional monitoring (as applicable)  

Documentation  

1. 
Attached to the cover letter of the variation application: A reference to the list of medicinal products that are subject 
to additional monitoring  

2.  Revised product information 

Note: This variation covers the situation where the inclusion or deletion of the black symbol and explanatory statements is 
not done as part of another regulatory procedure (e. g. renewal or variation procedure affecting the product information).  
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C.I.13 Other variations not specifically covered elsewhere  
in this Annex which involve the submission of studies to the 
competent authority*  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

   II  

Note: In cases where the assessment by the competent authority of the data submitted le ads to a change of the Summary 
of Product Characteristics, Labelling or Package Leaflet, the relevant amendment to the Summary of Product 
Characteristics, Labelling or Package Leaflet is covered by the variation. The inclusion of the Compliance Statement 
provided for under Article 28(3) of Regulation  1901/2006 is likewise covered by this variation (provided th at the 
requirements under Regulation 1901/2006 have been met). 
* This variation does not apply to variations that can be considered as Type IB by default under any other section of this 
Annex. 

 

C.I I VETERINARY MEDICINAL PRODUCT - SPECIFIC CHANGES 

C.II.1 Variations concerning a change to or addition of a 
non -food producing target species.  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

   II  

 

C.II.2 Deletion of a food producing or non -food producing 
target species.  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  Deletion as a result of a safety issue   II  

b)  Deletion not resulting from a safety issue  1, 2 IB 

Documentation  

1. Justification for the deletion of the target species  

2. Revised product information 

 

C.II.3 Changes to the withdrawal period for a veterinary 
medicinal product  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

   II  

 

C.II.4 Variations concerning the replacement or addition  
of a serotype, strain, antigen or combination of serotypes, 
strains or antigens for a veterinary vaccine against avian 
influenza, foot -and -mouth disease or bluetongue.  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

   II  

 

C.II.5 Variations concerning the replacement of a strain  
for a veterinary vaccine against equine influenza.  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

   II  

 

C.II.6 Changes to the labelling or the package leaflet which 
are not connec ted with the summary of product 
characteristics.  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  
Administrative information concerning the holder's 
representative 

 1 IAIN 

b)  Other changes  1 IB 

Documentation  

1. Revised product information. 
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C.II.7 Introduction of a new Pharmacovigilance system  Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  
Which has not been assessed by the relevant national 
competent authority/EMA for another product of the same 
MAH 

  
II  

 

b)  
Which has been assessed by the relevant national competent 
authority/EMA for another product of the same MAH(*)  

 1, 2 
IB 

 

Documentation  

1. The new Detailed Description of the Pharmacovigilance System (DDPS) 

2.  Reference to the application/procedure and product in which the DDPS was assessed previously 

(*) Note: This variation covers the situation where the applicability of an already assessed Pharmacovigilance System will 
have to be assessed for the new MAs concerned (e.g. at time of transfer of MA)  

 

C.II.8 Change in the frequency and/or date of submission  
of periodic safety update reports (PSUR)  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

 1 1 IAIN 

Conditions  

1. The change in the frequency and/or date of submission of the PSUR has been agreed by the competent authority 

Documentation  

1. Attached to the cover letter of the variation application: The relevant decision of the competent authority  

 

D. PMF / VAMF  

 

D.1 Change in the name and/or address of the VAMF 
certificate holder  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

 1 1 IAIN 

Conditions  

1. The VAMF certificate holder must remain the same legal entity. 

Documentation  

1. 
A formal document from a relevant official body (e.g. Chamber of Commerce) in which the new name or new 
address is mentioned. 

 

D.2 Change in the name and/or address of the PMF 
certificate holder  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

 1 1 IAIN 

Conditions  

1. The PMF certificate holder must remain the same legal entity. 

Documentation  

1. 
A formal document from a relevant official body (e.g. Chamber of Commerce) in which the new name or new 
address is mentioned. 

 

D.3 Change or transfer of the current PMF certificate holder 
to a new PMF certificate holder - i.e. different legal entity - 

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

  1, 2, 3, 4, 5, 6  IAIN 

Documentation  

1. 
A document including the identification (name and address) of the current PMF Holder (transferor) and the 
identification (name and address) of the person to whom the transfer is to be granted (transferee) together with th e 
proposed implementation date - signed by both companies. 



 
 

87 
 
 

2. 
Copy of the latest PMF Certificate page óEMA Plasma Master File (PMF) Certificate of compliance with Community 
legislationô. 

3. 
Proof of establishment of the new holder (Excerpt of the commercial register and the English translation of it) - 
signed by both companies.  

4. 
Confirmation of the transfer of the complete PMF documentation since the initial PMF certification to the transferee - 
signed by both companies. 

5. 
Letter of Authorisation including contact details of the person responsible for communication between  the competent 
authority and the PMF holder - signed by the transferee.  

6. Letter of Undertaking to fulfil all open and remaining commitments (if any) - signed by the transferee. 

 

D.4 Change in the name and/or address of a blood 
establishment including blood/plasma collection centres  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

 1, 2 1, 2, 3 IA 

Conditions  

1. The blood establishment must remain the same legal entity.  

2. 
The change must be administrative (e.g. merger, take over); change in the name of the blood establishment/ 
collection centre provided the blood establishment must remain the same. 

Documentation  

1. Signed declaration that the change does not involve a change of the quality system within the blood establishment. 

2. Signed declaration that there is no change in the list of the collection centres.  

3. Updated relevant sections and annexes of the PMF dossier. 

 

D.5 Replacement or addition of a blood/plasma collection 
centre within a blood establishment already included in the 
PMF 

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

  1, 2, 3 IB 

Documentation  

1. 
Epidemiological data for viral markers related to the blood/plasma collection centre covering the last  
3 years. For newly opened centre(s) or in case no data are yet available, a declaration that epidemiological data will 
be provided at the time of the ne xt annual update(s).  

2. 
Statement that the centre is working under the same conditions as the other centres belonging to the blood 
establishment, as specified in the standard contract between blood establishment and PMF holder. 

3. Updated relevant sections and annexes of the PMF dossier. 

 

D.6 Deletion or change of status (operational/non -
operational) of establishment(s)/centre(s) used for 
blood/plasma collection or in the testing of donations and 
plasma pools  

Conditions to 
be fulfilled  

Documentati on 
to be supplied  

Procedure 
type  

 1, 2 1 IA 

Conditions  

1. The reason for deletion or change of status should not be related to a GMP issue. 

2. 
The establishments(s)/centre(s) should comply with the legislation i n terms of inspections in case of change of status 
from non-operational to operational.  

Documentation  

1. Updated relevant sections and annexes of the PMF dossier. 
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D.7 Addition of a new blood establishment for the 
collection of blood/plasma not included in the PMF  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

   II  

 

D.8 Replacement or addition of a blood centre for testing  
of donations and/or plasma pools within an establishment 
already included in the PMF  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

  1, 2 IB 

Documentation  

1. Statement that the testing is performed following the same SOPs and/or test methods as already accepted. 

2. Updated relevant sections and annexes of the PMF dossier. 

 

D.9 Addition of a new blood establishment for testing  
of donations and/or plasma pool not included in the PMF  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

   II  

 

D.10 Replace ment or addition of a new blood establishment 
or centre(s) in which storage of plasma is carried out  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

  1, 2 IB 

Documentation  

1. Statement that the storage centre is working following the same SOPs as the already accepted establishment. 

2. Updated relevant sections and annexes of the PMF dossier. 

 

D.11 Deletion of a bloo d establishment or centre(s) in 
which storage of plasma is carried out  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

 1 1 IA 

Conditions  

1. The reason for deletion should not be related to a GMP issues. 

Documentation  

1. Updated relevant sections and annexes of the PMF dossier. 

D.12 Replacement or addition of an organisation involved  
in the transport of plasma.  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

  1 IB 

Documentation  

1. 

Updated relevant sections and annexes of the PMF dossier, including a list of all the blood establishments using this 
transport organisation, a summary of the  system in place to ensure that the transport is performed under 
appropriate conditions (time, temperature and GMP compliance) and confirmation that transport conditions are 
validated. 

 

D.13 Deletion of an organisation involved in the transport  
of plasma   

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

 1 1 IA 

Conditions  

1. The reason for deletion should not be related to GMP issues. 

Documentation  

1. Updated relevant sections and annexes of the PMF dossier. 
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D.14 Addition of a  CE-marked test kit to test individual 
donations as a new test kit or as a replacement of an 
existing test kit  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

 1 1, 2 IA 

Conditions  

1. The new test kit is CE-marked. 

Documentation  

1. List of testing site(s) where the kit is used.  

2. 
Updated relevant sections and annexes of the PMF dossier, including updated information on testing as requested  
in the "Guideline on the scientific data requirements for a PMF". 

 

D.15 Addition of a non -CE marked test kit to test individual 
donations as a ne w test kit or as a replacement of an 
existing test kit  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  
The new test kit has not previously been approved in the PMF 
for any blood centre for testing of donations  

  II  

b)  
The new test kit has been approved in the PMF for other 
blood centre(s) for testing of donations  

 1, 2 IA 

Documentation  

1. 
List of testing centre(s) where the kit is currently used and a list of testing centre(s) where the kit will  
be used. 

2. 
Updated relevant sections and annexes of the PMF dossier, including updated information on testing  
as requested in the "Guideline on the scientific data requirements for a PMF". 

 

D.16 Change of kit/method used to test pools (antibody  
or antigen or NAT test).  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

   II  

 

D.17 Introduction or extension of inventory hold 
procedure.  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

 1 1 IA 

Conditions  

1. 
The inventory hold procedure is a more stringent procedure (e.g. release only after retesting  
of donors). 

Documentation  

1. 
Updated relevant sections of the PMF dossier, including the rationale for introduction or extension  
of inventory hold period, the sites where the inventory hold takes place and for changes to procedure, a decision 
tree including new conditions. 

 

D.18 Removal of inventory hold period or reduction  
in its length.  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

  1 IB 

Documentation  

1. Updated relevant sections of the PMF dossier 

 

D.19 Replacement or addition of blood containers (e.g. 
bags, bottles)  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  The new blood containers are CE-marked 1, 2  1 IA 

b)  The new blood containers are not CE-marked   II  
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Conditions  

1. The container is CE-marked. 

2. The quality criteria of the blood in the container remain unchanged.  

Documentation  

1. 
Updated relevant sections and annexes of the PMF dossier, including the name of container, manufacturer, 
anticoagulant solution specification, confirmation of CE-mark and the name of the blood establishments where the 
container is used.  

 

D.20 Change in storage / transport  Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

a)  storage and/or transport conditions  1 1 IA 

b)  maximum storage time for the plasma  1, 2 1 IA 

Conditions  

1. 
The change should tighten the conditions and be in compliance with Ph. Eur. requirements for Human Plasma for 
Fractionation. 

2. The maximum storage time is shorter than previously.  

Documentation  

1. 
Updated relevant sections and annexes of the PMF dossier, including detailed description of the new conditions, 
confirmation of validation of storage/transport conditions and the name of the blood establishment(s) where the 
change takes place (if relevant). 

 

D.21 Introduction of test for viral markers when this 
introduction will have significant impact on the viral risk 
assessment.  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

   II  

 

D.22 Change in the plasma pool preparation  
(e.g. manufacturing method, pool size, storage of plasma 
pool samples)  

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

  1 IB 

Documentation  

1. Updated relevant sections of the PMF dossier. 

 

D.23 Change in the steps that would be taken if it is found 
retrospectively that donation(s) should have been excluded 
from processing (ñlook-backò procedure). 

Conditions to 
be fulfilled  

Documentation 
to be supplied  

Procedure 
type  

   II  
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INFORMACE  
 
Povolen² vĨjimky na dovoz a pouģit² neregistrovan®ho veterin§rn²ho l®ļiv®ho pŚ²pravku 
 
 
A. VĨjimky povolovan® dle Ä 46 odst. 1 z§kona ļ. 378/2008 Sb. o l®ļivech 
 
Degraspasmin ad us. vet. inj.  
V: Dr. E. Graeub AG, ĠvĨcarsko 
Ģadatel: MVDr. JiŚ² Maġek, MŊŚ²n 
 30 x (10 x 20 ml)  
 
FLUMIXAN 50 mg/g premix  
V: Ceva Phylaxia, MaŅarsko 

Ģadatel: MVDr. Jaroslav Holeļek, Klatovy 
 36 kg 
Ģadatel: MVDr. Aleġ Kyral, Klatovy 
 2 x 12 kg 
 
FluSure Pandemic  
V: Pfizer Animal Health, USA  
Ģadatel: MVDr. JiŚ² Maġek, MŊŚ²n 
 5 000 d§vek 
Ģadatel: MVDr. Marek ĢiģlavskĨ, Ph.D., Brno 
 10 000 
 
POLYPRENYL  IMMUNOSTIMULANT  

V: SASS & SASS, USA 
Ģadatel: MVDr. Lenka Adlerov§, Praha 
3 balen² § 10 ml 

 
PRAZICEST premix  
V: Pharmagal, s.r.o., Slovensko  
Ģadatel: MVDr. Olga Kypetov§, Nov® Hrady 
 30 x 5 kg 
Ģadatel: MVDr. Jolana Smolov§, TŚeb²ļ 
 1 x 25 kg 
 

ZALOPINE 10  mg/ml roztok pro inj.  
V: ORION Corporation, Finsko 
Ģadatel: MVDr. Martin P§n, Beneġov 
 5 balen² 
 
ZALOPINE 30  mg/ml roztok pro inj.  
V: ORION Corporation, Finsko 
Ģadatel: MVDr. Emanuel Krejcar, Ļesk® BudŊjovice 
 3 balen² (§ 5 ml) 
Ģadatel: MVDr. Martin P§n, Beneġov 
 5 balen² 
 
 

 
 

 
 

B. VĨjimky povolen® dle Ä 48 z§kona ļ. 378/2008 Sb. o l®ļivech

 
ALBAC, BACIPREMIX 50 s obsahem ¼ļinn® 
l§tky zinc bacitracin 
Registrov§no: ĠpanŊlsko 
Ģadatel: MVDr. Petr Kozel, LibŊġice 
 12 tun medikovan® krmn® smŊsi 
Ģadatel: MVDr. Pavel Kulich, Đjezd u Brna 

 20 tun medikovan® krmn® smŊsi 
Ģadatel: MVDr. ZdenŊk Pohanka, Đjezd 
 25 tun medikovan®ho krmiva 
Ģadatel: MVDr. Josef Ġindel§Ś, StaŔkov 
 20 tun medikovan®ho krmiva 
Ģadatel: MVDr. Bohuslav Gross, Hustopeļe 
 50 tun medikovan®ho krmiva 
Ģadatel: MVDr. Tom§ġ Ber§nek, TrhovĨ ĠtŊp§nov 
 1420 tun medikovan®ho krmiva 
Ģadatel: MVDr. Roman Donocik, ĻeskĨ TŊġ²n 
 100 tun medikovan® krmn® smŊsi 
Ģadatel: MVDr. Vladim²r Janouġek, Rakvice 
 40 tun medikovan® krmn® smŊsi 
Ģadatel: MVDr. ZbynŊk Klouda, Ph.D., TŚeb²ļ 
 95 tun medikovan®ho krmiva 
 

 
Ģadatel: MVDr. Radovan Oprġal,  

Moravsk® BudŊjovice 
 170 tun medikovan® krmn® smŊsi 
Ģadatel: MVDr. JiŚ² Salus, TŚeġŠ 
 100 tun medikovan®ho krmiva 
 100 tun medikovan®ho krmiva 

Ģadatel: MVDr. Ġtelcl Jan, Ģulov§ 
 350 tun medikovan®ho krmiva 
Ģadatel: MVDr. Lubom²r Ģalud, ZbĨġov u Brna 
 100 tun medikovan® krmn® smŊsi 
 
DEPARVAX inj. emulze pro kachny piģmov®  
a husy  
Registrov§no: MaŅarsko 
Ģadatel: MVDr. Ing. NadŊģda Englerov§, Hodon²n 
 9 x 1250 d§vek 
 
Flubenol 50% premix a.u.v.  
Registrov§no: Rakousko 
Ģadatel: MVDr. JiŚ² VŊcek, Litovel 

0,24 kg (k pŚ²pravŊ 2 tun medikovan®ho 
krmiva) 
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Ģadatel: MVDr. Vlastimil Vl§ġek, P²sek 

0,48 kg (k pŚ²pravŊ 4 tun medikovan®ho 
krmiva) 

 
HEPTAVAC P PLUS 
Registrov§no: Nizozemsko 
Ģadatel: MVDr. Jan Komenda, Jemnice 
 1 x 100 ml  
Ģadatel: MVDr. JiŚ² KŚiģan, Hodslavice 
 20 x 100 ml 
Ģadatel: MVDr. Miroslav Kulich, SuchĨ DŢl 
 12 x 100 ml 
 
NEOMYCINSULFAT 1000 mg/g, plv.  
Registrov§no: NŊmecko 

Ģadatel: MVDr. Martin PŚibek, PobŊģovice 
 220 kg 
 
PREQUILLAN 10 mg/ml solution for injection 
for dogs and cats  
Registrov§no: It§lie 
Ģadatel: MVDr. Lubom²r Hoġek, Brno 
 20 x 10 ml  

TILDREN 5 mg/ml  

Registrov§no: Francie 
Ģadatel: MVDr. Pavel Havelka, Tetļice 
 20 balen² x (10 x 50 mg + solvent) 
Ģadatel: MVDr. Lucie Kalov§, TŊrlicko 
 50 balen² (10x50 mg + solvent) 
Ģadatel: MVDr. V§clav MalĨ, Rous²nov 
 20 balen² x (10 x 50 mg + solvent) 
Ģadatel: MVDr. Jaroslav Ġtekl, Karlovy Vary 
 2 balen² x (10 x 50 mg + solvent) 
 
VAXIDUK  
Registrov§no: Francie 
Ģadatel: MVDr. Jaroslav Konr§d, TŚeboŔ 
 5 x 500 d§vek 

Ģadatel: MVDr. Bohuslav Plaġil, T§bor 
 14 x 500 d§vek 
Ģadatel: MVDr. Ing. NadŊģda Englerov§, Hodon²n 
 4 x 500 d§vek 
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REGISTROVAN£ VETERINĆRNĉ L£ĻIV£ PřĉPRAVKY
 

PŚ²balov® informace novŊ registrovanĨch 
veterin§rn²ch  

l®ļivĨch pŚ²pravkŢ   

 
7/ 16  
 

Apelka 5 mg/ml peror§ln² roztok pro koļky 
96/062/16 -C 

 
1. JM£NO A ADRESA DRĢITELE ROZHODNUTĉ 
O REGISTRACI A DRĢITELE POVOLENĉ 

K VħROBŉ ODPOVŉDN£HO ZA UVOLNŉNĉ 
ĠARĢE, POKUD SE NESHODUJE 
Drģitel rozhodnut² o registraci a vĨrobce odpovŊdnĨ 
za uvolnŊn² ġarģe: 
Norbrook Laboratories Limited 
Station Works, Newry,  
Co. Down, BT35 6JP 
Velk§ Brit§nie 
 
2. NĆZEV VETERINĆRNĉHO L£ĻIV£HO 
PřĉPRAVKU 
Apelka 5 mg/ml peror§ln² roztok pro koļky  
Thiamazolum  

 
3. OBSAH L£ĻIVħCH A OSTATNĉCH LĆTEK 
Jeden ml obsahuje: 
L®ļiv§ l§tka: 
Thiamazolum 5 mg 
Pomocn§ l§tka: 
Natrium-benzo§t (E211)  1,5 mg 
NaġedlĨ aģ svŊtle ģlutĨ neprŢhlednĨ roztok. 
 
4. INDIKACE  
Ke stabilizaci hypertyre·zy u koļek pŚed chirurgickou 
tyreoidektomi². 
K dlouhodob® l®ļbŊ hypertyre·zy koļek. 
 
5.  KONTRAINDIKACE  
Nepouģ²vat u koļek trp²c²ch onemocnŊn²m jater nebo 
diabetes mellitus. 
Nepouģ²vat u koļek s pŚ²znaky autoimunitn²ho 
onemocnŊn², napŚ. an®mie, v²ce zan²cenĨch kloubŢ, 
koģn² vŚedy a krusty. 
Nepouģ²vat u zv²Śat s poruchami tvorby b²lĨch krvinek 
(neutropeni² nebo lymfopeni²). Moģn® pŚ²znaky: 
letargie a zvĨġen§ n§chylnost k infekci. Nepouģ²vat  
u zv²Śat s poruchami krevn²ch destiļek a sr§ģen² krve 
(zejm®na trombocytopeni²). Moģn® pŚ²znaky: 
podlitiny a nadmŊrn® krv§cen² ran. 
Nepouģ²vat u samic bŚez²ch a v laktaci.  

Nepouģ²vat v pŚ²padŊ pŚecitlivŊlosti na l®ļivou l§tku 
nebo na nŊkterou z pomocnĨch l§tek. 
 

 
6. NEĢĆDOUCĉ ĐĻINKY 
Neģ§douc² ¼ļinky byly hl§ġeny po dlouhodob® 
kompenzaci hypertyre·zy. V mnoha pŚ²padech 
mohou bĨt pŚ²znaky m²rn® a pŚechodn® a nejsou 
dŢvodem pro ukonļen² l®ļby. Z§vaģnŊjġ² ¼ļinky jsou 
vesmŊs reverzibiln², pokud je l®ļba zastavena. 
MoģnĨm vedlejġ²m ¼ļinkem imunologick®ho typu  
je chudokrevnost, vz§cnŊ se pak vyskytuje 
trombocytopenie a anti -nukle§rn² protil§tky v s®ru,  
a jen velmi vz§cnŊ mŢģe doj²t k lymfadenopatii. 
Moģn® pŚ²znaky: podlitiny, nadmŊrn® krv§cen², v²ce 
zan²cenĨch kloubŢ a zmŊny na kŢģi (krusty  

a ulcerace). V takov®m pŚ²padŊ je tŚeba l®ļbu 
okamģitŊ zastavit a zv§ģit alternativn² terapii  
po pŚimŊŚen® dobŊ na zotaven². 
Po dlouhodob® l®ļbŊ thiamazolem u hlodavcŢ bylo 
prok§z§no zvĨġen® riziko neoplazie ġt²tn® ģl§zy, 
ģ§dn® dŢkazy vġak v tomto smŊru nejsou u koļek. 
Neģ§douc² ¼ļinky jsou neobvykl®. NejļastŊji hl§ġen® 
klinick® vedlejġ² ¼ļinky:  
- zvracen²  
- nechutenstv² a anorexie  
- letargie (extr®mn² ¼nava) 
- siln® svŊdŊn² a exkoriace na hlavŊ a krku  
- ģloutenka (ģlut® zbarven²) sliznic tlamy, oļ² a kŢģe 

zpŢsoben® onemocnŊn²m jater 
- zvĨġen® krv§cen² nebo vĨskyt podlitin zpŢsoben® 
onemocnŊn²m jater  

- krevn² abnormality (eosinofilie, lymfocyt·za, 
neutropenie, lymfopenie, m²rn§ leukopenie, 
agranulocyt·za, trombocytopenie nebo hemolytick§ 
an®mie). 
Tyto vedlejġ² ¼ļinky vymiz² bŊhem 7 - 45 dn²  
po ukonļen² l®ļby thiamazolem. 
Jestliģe zaznamen§te jak®koliv z§vaģn® neģ§douc² 
¼ļinky ļi jin® reakce, kter® nejsou uvedeny v t®to 
pŚ²balov® informaci, oznamte to pros²m vaġemu 
veterin§rn²mu l®kaŚi. 
 
7. CĉLOVħ DRUH ZVĉřAT 
Koļky 
 
8. DĆVKOVĆNĉ PRO KAĢDħ DRUH, CESTA (Y)  
A ZPšSOB PODĆNĉ 
Pouze k peror§ln²mu pod§n². 
PŚ²pravek je tŚeba pod§vat pŚ²mo do tlamy koļky. 
Nepod§vejte v potravŊ - jeho ¼ļinnost pŚi tomto typu 
pod§v§n² nebyla ovŊŚena. 
Doporuļen§ poļ§teļn² d§vka je 5 mg dennŊ. 
Celkov§ denn² d§vka mus² bĨt rozdŊlena do dvou 
(pod§vaj² se r§no a veļer). K jeġtŊ ¼ļinnŊjġ² 
stabilizaci hypertyroidn²ho pacienta je tŚeba 
dodrģovat stejnĨ rozvrh d§vkov§n² pŚ²pravku 
vzhledem k reģimu krmen². 
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Veterin§rn² l®kaŚ mŢģe po pravideln® kontrole upravit 

d§vku. PŚi dlouhodob® l®ļbŊ hypertyre·zy je tŚeba 
zv²Śe takto l®ļit celoģivotnŊ. 
Dalġ² informace pro oġetŚuj²c²ho veterin§rn²ho l®kaŚe:   
Hematologick® a biochemick® testy a stanoven² 
celkov® hladiny T4 v s®ru je tŚeba prov§dŊt pŚed 
zah§jen²m l®ļby, po 3, 6, 10 a 20 tĨdnech a pot® 
kaģd® tŚi mŊs²ce. PŚi kaģd®m z tŊchto doporuļenĨch 
testŢ je tŚeba vytitrovat d§vku podle celkov® hladiny 
T4 a klinick® odpovŊdi na l®ļbu. Standardn² ¼pravy 
d§vek je tŚeba prov§dŊt v n§sobc²ch 2,5 mg (0,5 ml 
pŚ²pravku); snaģte se d§vku sn²ģit na nejniģġ² jeġtŊ 
¼ļinnou hodnotu. U koļek zvl§ġtŊ citlivĨch na ¼pravy 
d§vky lze tyto prov§dŊt v kroc²ch po 1,25 mg 
(0,25 ml). Pokud celkov§ koncentrace T4 klesne pod 

spodn² hranici referenļn²ho intervalu, a zejm®na 
pokud koļka vykazuje klinick® pŚ²znaky iatrogenn² 
hypotyre·zy (letargie, nechutenstv², pŚibĨv§n²  
na v§ze nebo koģn² pot²ģe - alopecie a such§ kŢģe), 
je nutno sn²ģit denn² d§vku nebo prodlouģit intervaly 
pod§v§n². 
PŚi d§vk§ch pŚevyġuj²c²ch 10 mg/den je nutn® zv²Śata 
zvl§ġŠ peļlivŊ sledovat. 
Pod§van® d§vky nesmŊj² pŚekroļit 20 mg na den. 
 
9. POKYNY PRO SPRĆVN£ PODĆNĉ 
Dodrģujte pokyny veterin§rn²ho l®kaŚe k d§vkov§n²  
a trv§n² l®ļby. 

 
10. OCHRANNĆ LHšTA 
Nen² urļeno pro potravinov§ zv²Śata. 
 
11. ZVLĆĠTNĉ OPATřENĉ PRO UCHOVĆVĆNĉ 
Uchov§vat mimo dosah dŊt². 
Uchov§vejte v dobŚe uzavŚen®m vnitŚn²m obalu. 
Nepouģ²vejte tento veterin§rn² l®ļivĨ pŚ²pravek  
po uplynut² doby pouģitelnosti uveden® na etiketŊ  
a krabiļce po slovŊ ĂEXPñ. 
Doba pouģitelnosti po prvn²m otevŚen² vnitŚn²ho 
obalu: 6 mŊs²cŢ. 
Po prvn²m otevŚen² obalu stanovte datum likvidace 
zbyl®ho mnoģstv² pŚ²pravku v tomto obalu a to na 
z§kladŊ doby pouģitelnosti po prvn²m otevŚen² 
uveden® v t®to pŚ²balov® informaci. Toto datum 
napiġte na m²sto k tomu urļen® na etiketŊ. 
 
12. ZVLĆĠTNĉ UPOZORNŉNĉ 
Zvl§ġtn² upozornŊn² pro kaģdĨ c²lovĨ druh: 
K dalġ²mu pos²len² stabilizace hypertyroidn²ho 
pacienta je tŚeba dennŊ dodrģovat stejnĨ rozvrh 
krmen² a d§vkov§n² pŚ²pravku. 
Zvl§ġtn² opatŚen² pro pouģit² u zv²Śat:  
Koļk§m je nutno zajistit st§lĨ pŚ²stup k pitn® vodŊ. 
Informujte veterin§rn²ho l®kaŚe, pokud m§ koļka 
probl®my s ledvinami. 
Pokud bude koļka bŊhem terapie n§hle vypadat 
nezdravŊ, zejm®na pokud se pŚitom objev² vysok§ 

teplota, zajistŊte co nejdŚ²ve vyġetŚen² veterin§rn²m 

l®kaŚem a odebr§n² krve na rutinn² hematologick® 
testy. 
Informace pro oġetŚuj²c²ho veterin§rn²ho l®kaŚe:  
PŚi d§vk§ch pŚevyġuj²c²ch 10 mg/den je nutn® zv²Śata 
zvl§ġŠ peļlivŊ sledovat. 
PŚi pouģit² u koļek s ren§ln² dysfunkc² je nutn® 
peļliv® posouzen² rizika a pŚ²nosu l®kaŚem. Vzhledem 
k moģn®mu tlumiv®mu ¼ļinku thiamazolu  
na glomerul§rn² filtraci je tŚeba peļlivŊ sledovat 
funkci ledvin, aby nedoġlo ke zhorġen² z§kladn²ho 
onemocnŊn². 
KvŢli riziku leukopenie a hemolytick® an®mie je tŚeba 
peļlivŊ sledovat hematologick® parametry. 
Pokud bude m²t zv²Śe bŊhem terapie n§hle nezdravĨ 

vzhled, zejm®na doprov§zenĨ horeļkou, je nutno 
odebrat vzorek krve na rutinn² hematologick®  
a biochemick® testy. PŚi neutropenii (poļet neutrofilŢ 
<2,5  x 109/l) je tŚeba profylakticky nasadit 
antibiotika a podpŢrnou l®ļbu. 
Pokyny k monitoraci naleznete v bodu ĂD§vkov§n² 
pro kaģdĨ druh, cesta (y) a zpŢsob pod§n²ñ t®to 
pŚ²balov® informace. 
Thiamazol mŢģe zpŢsobovat zahuġŠov§n² krve, takģe 
je koļk§m nutno zajistit st§lĨ pŚ²stup k pitn® vodŊ. 
Zvl§ġtn² opatŚen² urļen® osob§m, kter® pod§vaj² 
veterin§rn² l®ļivĨ pŚ²pravek zv²ŚatŢm: 
Lid® se zn§mou pŚecitlivŊlost² na thiamazol nebo 

nŊkterou z pomocnĨch l§tek by se mŊli vyhnout 
kontaktu s veterin§rn²m l®ļivĨm pŚ²pravkem. Pokud 
se objev² pŚ²znaky jako napŚ. koģn² vyr§ģka, otok 
obliļeje, rtŢ ļi oļ² nebo pot²ģe s dĨch§n²m vyhledejte 
ihned l®kaŚskou pomoc a ukaģte pŚ²balovou informaci 
nebo etiketu praktick®mu l®kaŚi.   
Thiamazol mŢģe zpŢsobit gastrointestin§ln² poruchy, 
bolesti hlavy, horeļku, bolesti kloubŢ, svŊdŊn²  
a pancytopenii (pokles hladiny krvinek a krevn²ch 
destiļek). 
ZabraŔte poģit² nebo kontaktu s pokoģkou vļetnŊ 
kontaktu kontaminovanĨch rukou s ¼sty.  
PŚi manipulaci s pŚ²pravkem nebo pouģitou 
podestĨlkou nejezte, nepijte ani nekuŚte. 
Po pod§n² pŚ²pravkou ļi manipulaci se zvratky nebo 
podestĨlkou od l®ļenĨch zv²Śat si umyjte ruce vodou 
a mĨdlem. PotŚ²snŊnou pokoģku ihned omyjte.  
Jak®koli stopy pŚ²pravku zbĨvaj²c² na ġpiļce 
d§vkovac² stŚ²kaļky po pod§n² otŚete pap²rovĨm 
kapesn²ļkem. KontaminovanĨ kapesn²ļek ihned 
zlikvidujte. 
Pouģit® stŚ²kaļky je tŚeba skladovat spolu  
s pŚ²pravkem v pŢvodn² krabiļce. 
Tento pŚ²pravek mŢģe zpŢsobit podr§ģdŊn² oļ². 
V pŚ²padŊ n§hodn®ho pozŚen² vyhledejte ihned 
l®kaŚskou pomoc a ukaģte pŚ²balovou informaci nebo 
etiketu praktick®mu l®kaŚi. 
ZabraŔte kontaktu s oļima vļetnŊ kontaktu 
kontaminovanĨch rukou s oļima. 
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V pŚ²padŊ n§hodn®ho zasaģen² oļ² je ihned 

vypl§chnŊte ļistou tekouc² vodou. Pokud se objev² 
podr§ģdŊn², vyhledejte l®kaŚskou pomoc. 
Jelikoģ existuje podezŚen², ģe thiamazol je hum§nn²m 
teratogenem, mus² ģeny v reprodukļn²m vŊku pŚi 
pod§v§n² pŚ²pravku nebo pŚi manipulaci 
s podestĨlkou ļi zvratky oġetŚenĨch koļek, nosit 
nepropustn® jednor§zov® rukavice. 
Ģeny, kter® jsou (moģn§) tŊhotn® ļi se pokouġej² 
otŊhotnŊt, nesmŊj² pŚ²pravek pod§vat ani 
manipulovat s podestĨlkou ļi zvratky oġetŚenĨch 
koļek. 
BŚezost a laktace: 
Nepouģ²vat u samic bŚez²ch a v laktaci. 
Dalġ² informace pro oġetŚuj²c²ho veterin§rn²ho l®kaŚe:  

Laboratorn² studie na potkanech prok§zaly 
teratogenn² a embryotoxickĨ ¼ļinek thiamazolu.  
U koļek nebyla stanovena bezpeļnost veterin§rn²ho 
l®ļiv®ho pŚ²pravku pro pouģit² bŊhem bŚezosti nebo 
laktace. 
U ļlovŊka a potkana mŢģe pŚ²pravek pronikat pŚes 
placentu a hromadit se ve ġt²tn® ģl§ze plodu. 
PŚ²pravek je tak® velmi rychle pŚen§ġen  
do mateŚsk®ho ml®ka. 
Interakce s dalġ²mi l®ļivĨmi pŚ²pravky a dalġ² formy 
interakce: Informujte veterin§rn²ho l®kaŚe, pokud 
koļka dost§v§ jin® l®ky nebo m§ j²t na oļkov§n². 
Informace pro oġetŚuj²c²ho veterin§rn²ho l®kaŚe:   

SoubŊģn§ l®ļba fenobarbitalem mŢģe sn²ģit klinickou 
¼ļinnost thiamazolu. 
Thiamazol tlum² oxidaci benzimidazolovĨch 
antihelmintik v  j§trech a pŚi souļasn®m pod§v§n² 
mŢģe zpŢsobit n§rŢst jejich plazmatick® koncentrace. 
Thiamazol m§ imunomodulaļn² ¼ļinky, proto je tŚeba 
tento pŚ²pravek vz²t v ¼vahu pŚi zvaģov§n² 
vakcinaļn²ch programŢ. 
PŚed§vkov§n² (symptomy, prvn² pomoc, antidota): 
Pokud m§te dojem, ģe jste koļce podali nadmŊrnou 
d§vku l®ku (tj. doġlo k pŚed§vkov§n²), dalġ² pod§v§n² 
pŚ²pravku zastavte a obraŠte se na veterin§rn²ho 
l®kaŚe, kterĨ mŢģe zajistit symptomatickou  
a podpŢrnou p®ļi. 
PŚ²znaky pŚed§vkov§n² naleznete v bodu ĂNeģ§douc² 
¼ļinkyñ t®to pŚ²balov® informace. 
Informace pro oġetŚuj²c²ho veterin§rn²ho l®kaŚe:  
V toleranļn²ch testech u mladĨch zdravĨch koļek  
se pŚi d§vk§ch 30 mg thiamazolu na zv²Śe a den 
objevily tyto pŚ²znaky ¼mŊrn® d§vce: anorexie, 
zvracen², letargie, svŊdŊn² a hematologick®  
a biochemick® abnormality (neutropenie, lymfopenie, 
sn²ģen² hladiny s®rov®ho drasl²ku a fosforu, zvĨġen² 
hladiny hoŚļ²ku a kreatininu a vĨskyt antinukle§rn²ch 
protil§tek). NŊkter® koļky pŚi d§vce 30 mg 
thiamazolu na den jevily zn§mky hemolytick® an®mie 
a doġlo u nich k z§vaģn®mu klinick®mu zhorġen². 
NŊkter® z tŊchto pŚ²znakŢ se u hypertyroidn²ch koļek 
mohou objevit i v  d§vk§ch do 20 mg thiamazolu 

dennŊ. NadmŊrn® d§vky mohou u hypertyroidn²ch 

koļek zpŢsobit zn§mky hypotyre·zy. Nen² to vġak 
pravdŊpodobn®, protoģe obvykle dojde ke korekci 
pomoc² mechanismu negativn² zpŊtn® vazby. Dalġ² 
informace naleznete v bodu ĂNeģ§douc² ¼ļinkyñ t®to 
pŚ²balov® informace. 
Dojde-li k pŚed§vkov§n², ukonļete l®ļbu a zajistŊte 
symptomatickou a podpŢrnou p®ļi. 
Inkompatibility :  
Studie kompatibility nejsou k dispozici, a proto tento 
veterin§rn² l®ļivĨ pŚ²pravek nesm² bĨt m²sen 
s ģ§dnĨmi dalġ²mi veterin§rn²mi l®ļivĨmi pŚ²pravky. 
 
13 . ZVLĆĠTNĉ OPATřENĉ PRO 
ZNEĠKODœOVĆNĉ NEPOUĢITħCH PřĉPRAVKš 

NEBO ODPADU, POKUD JE JICH TřEBA 
Vġechen nepouģitĨ veterin§rn² l®ļivĨ pŚ²pravek nebo 
odpad, kterĨ poch§z² z tohoto pŚ²pravku, mus² bĨt 
likvidov§n podle m²stn²ch pr§vn²ch pŚedpisŢ. 
 
14. DATUM POSLEDNĉ REVIZE PřĉBALOV£ 
INFORMACE  
Ļervenec 2016 
 
15. DALĠĉ INFORMACE 
Pouze pro zv²Śata. 
Veterin§rn² l®ļivĨ pŚ²pravek je vyd§v§n pouze  
na pŚedpis. 

Informace k balen² 
PŚ²pravek je k dispozici ve 30ml a 100ml balen². 
Na trhu nemus² bĨt vġechny velikosti balen². 
Boehringer Ingelheim spol. s r.o.  
Na PoŚ²ļ² 3a/1079 
110 00 Praha 1 
Tel. +420 234 655  111 

 
 

Biocillin 1000 mg/g pr§ġek pro pod§n² v 
pitn® vodŊ u kura dom§c²ho, kachen a krŢt 
96/061/16 -C 

 

1. JM£NO A ADRESA DRĢITELE ROZHODNUTĉ 
O REGISTRACI A DRĢITELE POVOLENĉ  
K VħROBŉ ODPOVŉDN£HO ZA UVOLNŉNĉ 
ĠARĢE, POKUD SE NESHODUJE 
Bela-pharm GmbH & Co. KG 
Lohner Str. 19, 49377 Vechta, NŊmecko 
Distributor 
RealVet Veterinary Supplies 
Varsavska 19, 12000, Prague 2 
 
2. NĆZEV VETERINĆRNĉHO L£ĻIV£HO 
PřĉPRAVKU 
Biocillin 1000 mg/g pr§ġek pro pod§n² v pitn® vodŊ  
u kura dom§c²ho, kachen a krŢt 
Amoxicillinum trihydricum 
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3.  OBSAH L£ĻIVħCH A OSTATNĉCH LĆTEK 

1,0 g pr§ġku obsahuje: 
L®ļiv§ l§tka: 
Amoxicillinum trihydricum  1000 mg  
(odpov²d§ amoxicillinum 871 mg) 
B²lĨ, krystalickĨ pr§ġek 
4. INDIKACE  
L®ļba infekc² u kura dom§c²ho, krŢt a kachen, 
zpŢsobenĨch bakteriemi citlivĨmi na amoxicilin. 
 
5. KONTRAINDIKACE  
Nepouģ²vat k l®ļbŊ infekc² zpŢsobenĨch bakteriemi 
produkuj²c²mi beta-laktam§zu. 
Nepod§vat kr§l²kŢm, kŚeļkŢm, tarb²kŢm, morļatŢm 
ani jinĨm malĨm bĨloģravcŢm. 

Nepouģ²vat u zv²Śat se zn§mou pŚecitlivŊlost²  
na peniciliny nebo jin§ beta-laktamov§ antibiotika 
nebo na nŊkterou z pomocnĨch l§tek. 
 
6. NEĢĆDOUCĉ ĐĻINKY 
Peniciliny a cefalosporiny mohou zpŢsobit 
hypersenzitivn² reakce, kter® mohou bĨt pŚ²leģitostnŊ 
z§vaģn®. Jestliģe zaznamen§te jak®koliv z§vaģn® 
neģ§douc² ¼ļinky ļi jin® reakce, kter® nejsou 
uvedeny v t®to pŚ²balov® informaci, oznamte  
to pros²m vaġemu veterin§rn²mu l®kaŚi. 
 
7. CĉLOVħ DRUH ZVĉřAT 

Kur dom§c², kachny, krŢty 
 
8. DĆVKOVĆNĉ PRO KAĢDħ DRUH, CESTA (Y)  
A ZPšSOB PODĆNĉ 
Peror§ln² pod§n² v pitn® vodŊ. 
Roztok pŚipravte v pitn® vodŊ bezprostŚednŊ pŚed 
pouģit²m. 
Veġkerou nepouģitou medikovanou vodu je tŚeba  
po 12 hodin§ch zlikvidovat. 
Z dŢvodu zajiġtŊn² pŚ²jmu odpov²daj²c²ho mnoģstv² 
medikovan® vody, je tŚeba, aby zv²Śata bŊhem l®ļby 
nemŊla pŚ²stup k jinĨm zdrojŢm vody. 
Doporuļuje se pouģ²vat Ś§dnŊ kalibrovan® v§ģic² 
zaŚ²zen² za ¼ļelem pŚesn®ho mŊŚen² poģadovan®ho 
mnoģstv² pŚ²pravku.  
Pro vĨpoļet mnoģstv² pŚ²pravku (v gramech) 
poģadovan®ho na litr pitn® vody mŢģe bĨt pouģit 
n§sleduj²c² vzorec: 
 

x   mg pŚ²pravku 
na kg ģiv® 

hmotnosti / den  
X 

prŢmŊrn§ ģiv§ 
hmotnost (kg) 
zv²Śat, kter§ maj² 
bĨt l®ļena 

 
=  x  mg pŚ²pravku 
na litr pitn® vody 

prŢmŊrn§ denn² spotŚeba vody (l)  
na zv²Śe 

Z dŢvodu zajiġtŊn² spr§vn®ho d§vkov§n², je tŚeba 
urļit ģivou hmotnost l®ļenĨch zv²Śat co nejpŚesnŊji, 
aby se pŚedeġlo nedostateļn®mu d§vkov§n². PŚ²jem 
medikovan® vody z§vis² na klinick®m stavu pt§kŢ.  
Pro dosaģen² spr§vn®ho d§vkov§n², mus² bĨt 

koncentrace amoxicilinu upravena s pŚihl®dnut²m  

k pŚ²jmu vody l®ļenĨmi zv²Śaty. Rozpustnost ve vodŊ 
z§vis² na teplotŊ a kvalitŊ vody a tak® dobŊ  
a intenzitŊ m²ch§n². V extr®mn²ch podm²nk§ch  
(4 ÁC a mŊkk§ voda) je maxim§ln² rozpustnost 
pŚibliģnŊ 1 g/l, ale zvyġuje se se vzrŢstaj²c² teplotou. 
PŚi teplotŊ 21,5 ÁC a v tvrd® vodŊ se maxim§ln² 
rozpustnost zvyġuje na minim§lnŊ 1,5 g/l.  
D§vka se liġ² podle druhŢ: 
Kur dom§c²: Doporuļen§ d§vka je 15 mg amoxicilin 
trihydr§tu/kg ģiv® hmotnosti/den (odpov²d§ 15 mg 
pŚ²pravku/kg ģ. hm.) za den. 
Celkov§ doba l®ļby m§ trvat 3 po sobŊ jdouc² dny 
nebo v z§vaģnĨch pŚ²padech 5 po sobŊ jdouc²ch dnŢ. 
Kachny: Doporuļen§ d§vka je 20 mg amoxicilin 

trihydr§tu/kg ģiv® hmotnosti/den (odpov²d§ 20 mg 
pŚ²pravku/kg ģ. hm.) za den 3 po sobŊ jdouc² dny.  
KrŢty: Doporuļen§ d§vka je 15-20 mg amoxicilin 
trihydr§tu/kg ģiv® hmotnosti/den (odpov²d§  
15-20 mg pŚ²pravku/kg ģ. hm.) za den 3 po sobŊ 
jdouc² dny nebo v z§vaģnĨch pŚ²padech 5 po sobŊ 
jdouc²ch dnŢ. 
 
9. POKYNY PRO SPRĆVN£ PODĆNĉ 
Viz bod 8. 
 
10. OCHRANNĆ LHšTA 
Kur dom§c² (maso): 1 den 

Kachny (maso): 9 dnŢ 
KrŢty (maso): 5 dnŢ 
Nepouģ²vat u pt§kŢ, jejichģ vejce jsou urļena  
pro lidskou spotŚebu a bŊhem 3 tĨdnŢ pŚed 
poļ§tkem sn§ġky. 
 
11. ZVLĆĠTNĉ PODMĉNKY PRO UCHOVĆVĆNĉ 
Nepouģ²vejte tento veterin§rn² l®ļivĨ pŚ²pravek  
po uplynut² doby pouģitelnosti uveden® na krabiļce 
po ĂEXPñ. Datum pouģitelnosti konļ² posledn²m dnem 
v uveden®m mŊs²ci. 
Doba pouģitelnosti po prvn²m otevŚen² vnitŚn²ho 
obalu: 14 dnŢ. 
Doba pouģitelnosti po rozpuġtŊn² nebo rekonstituci 
podle n§vodu: 12 hodin. 
Uchov§vat mimo dosah dŊt². 
Uchov§vejte v dobŚe uzavŚen®m vnitŚn²m obalu,  
aby byl pŚ²pravek chr§nŊn pŚed svŊtlem a vlhkost². 
Uchov§vejte v suchu. 
 
12. ZVLĆĠTNĉ UPOZORNŉNĉ 
Zvl§ġtn² opatŚen² pro pouģit² u zv²Śat: PŚi pouģit² 
pŚ²pravku je nutno vz²t v ¼vahu ofici§ln² celost§tn²  
a m²stn² pravidla antibiotick® politiky. Pouģit² 
pŚ²pravku mus² bĨt zaloģeno na vĨsledku testov§n² 
citlivosti bakteri² izolovanĨch ze zv²Śat. Pokud to nen² 
moģn®, mus² bĨt l®ļba zaloģena na m²stn²ch 
(region§ln²ch, na ¼rovni farem) epidemiologickĨch 
informac²ch tĨkaj²c²ch se citlivosti c²lovĨch bakteri². 
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Pouģ²v§n² pŚ²pravku, kter® je odliġn® od pokynŢ 

uvedenĨch v t®to pŚ²balov® informaci mŢģe zvĨġit 
prevalenci rezistence bakteri² vŢļi amoxicilinu a mŢģe 
sn²ģit jeho ¼ļinnost. 
Zvl§ġtn² opatŚen² urļen® osob§m, kter® pod§vaj² 
veterin§rn² l®ļivĨ pŚ²pravek zv²ŚatŢm: Peniciliny  
a cefalosporiny mohou po injekci, inhalaci, poģit² 
nebo po kontaktu s kŢģ² vyvolat hypersensitivitu 
(alergii). PŚecitlivŊlost na peniciliny mŢģe v®st  
ke zkŚ²ģenĨm reakc²m s cefalosporiny a naopak. 
Alergick® reakce na tyto l§tky mohou bĨt  
v nŊkterĨch pŚ²padech v§ģn®.  
- Nemanipulujte s pŚ²pravkem, pokud v²te, ģe jste 
pŚecitlivŊl², nebo pokud v§m bylo doporuļeno 
s pŚ²pravky tohoto typu nepracovat. 

- PŚi manipulaci s pŚ²pravkem dodrģujte vġechna 
doporuļen§ bezpeļnostn² opatŚen² a buŅte 
maxim§lnŊ obezŚetn², aby nedoġlo k pŚ²m®mu 
kontaktu.  
- Pokud se po pŚ²m®m kontaktu s pŚ²pravkem objev² 
pŚ²znaky jako napŚ. koģn² vyr§ģka, vyhledejte 
l®kaŚskou pomoc a ukaģte l®kaŚi toto upozornŊn². 
Otok obliļeje, rtŢ a oļ² nebo pot²ģe pŚi dĨch§n² jsou 
v§ģn® pŚ²znaky a vyģaduj² okamģit® l®kaŚsk® oġetŚen². 
ZabraŔte vdechov§n² prachu. 
- Pouģijte buŅ jednor§zovĨ respir§tor vyhovuj²c² 
normŊ EN149, nebo respir§tor slouģ²c² pro v²ce 
pouģit² vyhovuj²c² normŊ EN140 vybavenĨ filtrem 

podle normy EN143.  
- BŊhem pŚ²pravy a pod§v§n² medikovan® vody 
pouģ²vejte nepropustn® rukavice. 
- Po manipulaci s pŚ²pravkem nebo s medikovanou 
vodou exponovanou kŢģi umyjte. 
Interakce s dalġ²mi l®ļivĨmi pŚ²pravky a dalġ² formy 
interakce: PŚ²pravek by nemŊl bĨt pod§v§n  
s antibiotiky, kter§ inhibuj² mnoģen² bakteri² 
(bakteriostatickĨ ¼ļinek), jako jsou tetracykliny, 
makrolidy a sulfonamidy. 
PŚed§vkov§n² (symptomy, prvn² pomoc, antidota), 
pokud je to nutn®: Nebyly hl§ġeny ģ§dn® probl®my  
s pŚed§vkov§n²m. L®ļba mus² bĨt symptomatick§  
a nen² k dispozici ģ§dn® specifick® antidotum.  
Pouģit² v prŢbŊhu bŚezosti, laktace nebo sn§ġky: 
Laboratorn² studie u potkanŢ nepodaly ģ§dnĨ dŢkaz 
o teratogenn²m ¼ļinku podm²nŊn®m pod§v§n²m 
amoxicilinu. Pouģ²t pouze po zv§ģen² pomŊru 
terapeutick®ho prospŊchu a rizika pŚ²sluġnĨm 
veterin§rn²m l®kaŚem. 
Inkompatibility : Studie kompatibility nejsou  
k dispozici, a proto tento veterin§rn² l®ļivĨ pŚ²pravek 
nesm² bĨt m²sen s ģ§dnĨmi dalġ²mi veterin§rn²mi 
l®ļivĨmi pŚ²pravky. 
 
13. ZVLĆĠTNĉ OPATřENĉ PRO 
ZNEĠKODœOVĆNĉ NEPOUĢITħCH PřĉPRAVKš 
NEBO ODPADU, POKUD JE JICH TřEBA 

L®ļiv® pŚ²pravky se nesm² likvidovat prostŚednictv²m 

odpadn² vody ļi domovn²ho odpadu. Vġechen 
nepouģitĨ veterin§rn² l®ļivĨ pŚ²pravek nebo odpad, 
kterĨ poch§z² z tohoto pŚ²pravku, mus² bĨt likvidov§n 
podle m²stn²ch pr§vn²ch pŚedpisŢ. 
O moģnostech likvidace nepotŚebnĨch l®ļivĨch 
pŚ²pravkŢ se poraŅte s vaġ²m veterin§rn²m l®kaŚem. 
Tato opatŚen² napom§haj² chr§nit ģivotn² prostŚed². 
 
14. DATUM POSLEDNĉ REVIZE PřĉBALOV£ 
INFORMACE  
Ļervenec 2016 
15. DALĠĉ INFORMACE 
Pouze pro zv²Śata. 
Velikosti balen²: 250 g, 500 g, 1 kg, 2,5 kg, 5 kg . 

Na trhu nemus² bĨt vġechny velikosti balen². 
Veterin§rn² l®ļivĨ pŚ²pravek je vyd§v§n pouze  
na pŚedpis. 

 
 

Calcibel 240/60/60 mg/ml infuzn² roztok 
pro konŊ, skot, ovce, kozy a prasata 
96/050/16 -C 

 
1. JM£NO A ADRESA DRĢITELE ROZHODNUTĉ 
O REGISTRACI A DRĢITELE POVOLENĉ  
K VħROBŉ ODPOVŉDN£HO ZA UVOLNŉNĉ 
ĠARĢE, POKUD SE NESHODUJE 

Drģitel rozhodnut² o registraci  
Bela-Pharm GmbH & Co.KG 
Lohner Str. 19, 49377 Vechta 
NŊmecko 
 
2. NĆZEV VETERINĆRNĉHO L£ĻIV£HO 
PřĉPRAVKU 
Calcibel 240/60/60 mg/ml infuzn² roztok pro konŊ, 
skot, ovce, kozy a prasata. 
 
3. OBSAH L£ĻIVħCH A OSTATNĉCH LĆTEK 
1 ml obsahuje:  
L®ļiv§ l§tka: 

Calcii gluconas  240 mg  
(odpov²d§ 21,5 mg v§pn²ku) 
Magnesii chloridum hexahydricum 60 mg  
(odpov²d§ 7,2 mg hoŚļ²ku) 
Acidum boricum 60 mg 
ĻirĨ, bezbarvĨ aģ m²rnŊ naģloutlĨ roztok. 
 
4. INDIKACE  
Akutn² hypokalc®mickĨ stav. 
 
5. KONTRAINDIKACE  
- hyperkalc®mie a hypermagnez®mie 
- idiopatick§ hypokalc®mie u hŚ²bat 
- kalcin·za u skotu a malĨch pŚeģvĨkavcŢ 
- septikemickĨ prŢbŊh pŚi akutn² mastitidŊ skotu 
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- pouģit² po pod§n² vysokĨch d§vek vitam²nu D3 - 

chronick§ insuficience ledvin 
- pod§v§n² souļasnŊ s nebo kr§tce po pod§n² roztoku 
anorganickĨch fosf§tŢ. 

 
6. NEĢĆDOUCĉ ĐĻINKY 
MŢģe doj²t k transientn² hyperkalc®mii, kter§ se 
projevuje jako:  
- inici§ln² bradykardie 
- neklid, svalovĨ tŚes a salivace 
- zvĨġen² dechov® frekvence. 
Zrychlen² srdeļn²ho rytmu po inici§ln² bradykardii  
lze povaģovat za pŚ²znak pŚed§vkov§n². V takov®m 
pŚ²padŊ je nutn® infuzi ihned pŚeruġit. OpoģdŊn® 
neģ§douc² ¼ļinky ve formŊ poruch celkov®ho 

zdravotn²ho stavu s pŚ²znaky hyperkalc®mie mohou 
nastoupit 6 - 10 hodin po infuzi a nesm² se chybnŊ 
diagnostikovat jako recidiva hypokalc®mie.  
RovnŊģ viz ĂPŚed§vkov§n²ñ. 
Jestliģe zaznamen§te jak®koliv z§vaģn® neģ§douc² 
¼ļinky ļi jin® reakce, kter® nejsou uvedeny v t®to 
pŚ²balov® informaci, oznamte to pros²m vaġemu 
veterin§rn²mu l®kaŚi. 
 
7. CĉLOVħ DRUH ZVĉřAT 
KonŊ, skot, ovce, kozy, prasata. 
 
8. DĆVKOVĆNĉ PRO KAĢDħ DRUH, CESTA (Y)  

A ZPšSOB PODĆNĉ 
Skot: Pomal§ intraven·zn² infuze. 
DospŊlĨ skot: 40 - 50 ml pŚ²pravku na 50 kg ģiv® 
hmotnosti (tj. 0,43 - 0,54 mmol Ca2+  a 0,24 - 0.30 
mmol Mg2+  na kg ģ. hm.). 
Telata: 30 ml pŚ²pravku na 50 kg ģiv® hmotnosti 
(tj. 0,32 mmol Ca 2+  a 0,18 mmol Mg2+  na kg ģ. hm.). 
Ovce, kozy, prasata: Pomal§ intraven·zn² infuze. 
30 ml pŚ²pravku na 50 kg ģiv® hmotnosti 
(tj. 0,32 mmol Ca 2+  a 0,18 mmol Mg2+  na kg ģ. hm.). 
DospŊlĨ skot, telata, ovce, kozy a prasata: 
Intraven·zn² inf¼ze se mus² prov§dŊt pomalu  
po dobu 20-30 minut.  
KonŊ: Pomal§ intraven·zn² infuze. 
30 ml pŚ²pravku na 50 kg ģiv® hmotnosti 
(tj. 0,32 mmol Ca 2+  a 0,18 mmol Mg2+  na kg ģ. hm.). 
Infuze nesm² u kon² pŚes§hnout rychlost  
4 - 8 mg/kg/h v§pn²ku (tj. 0,18 - 0,36 ml/kg/h 
pŚ²pravku). Doporuļuje se zŚedit poģadovanou d§vku 
pŚ²pravku v pomŊru 1:4 s fyziologickĨm roztokem 
nebo dextr·zou a infuzi pod§vat alespoŔ dvŊ hodiny. 
Uveden® d§vkov§n² je orientaļn²a je potŚebn®  
je pŚizpŢsobit dan®mu deficitu a stavu krevn²ho 
obŊhu. Prvn² opakov§n² l®ļby je moģn® nejdŚ²ve  
po 6 hodin§ch. Po zjiġtŊn², ģe symptomy jsou  
ve vztahu k hypokalc®mick®mu stavu, je moģn® dalġ² 
infuze aplikovat v intervalu 24 hodin.  
 
9. POKYNY PRO SPRĆVN£ PODĆNĉ 

Intraven·zn² infuze se mus² prov§dŊt pomalu  

po dobu 20-30 minut.  
 
10. OCHRANNĆ LHšTA 
Skot, ovce, koza, kŢŔ: Maso: Bez ochrannĨch lhŢt. 
Ml®ko: Bez ochrannĨch lhŢt. 
Prase: Maso: Bez ochrannĨch lhŢt. 
 
11. ZVLĆĠTNĉ PODMĉNKY PRO UCHOVĆVĆNĉ 
Po prvn²m otevŚen² ihned spotŚebujte. 
Uchov§vat mimo dosah dŊt². 
ChraŔte pŚed chladem a mrazem. 
Nepouģ²vejte tento veterin§rn² l®ļivĨ pŚ²pravek  
po uplynut² data exspirace, kter® je uvedeno  
na ġt²tku za zkratkou ĂEXPñ. 

Datum exspirace se vztahuje k posledn²mu dni  
v mŊs²ci. 
 
12. ZVLĆĠTNĉ UPOZORNŉNĉ 
Zvl§ġtn² upozornŊn² pro kaģdĨ c²lovĨ druh 
V pŚ²padŊ akutn² hypomagnez®mie mŢģe bĨt nutn® 
pod§v§n² roztoku s vyġġ² koncentrac² hoŚļ²ku. 
Zvl§ġtn² opatŚen² pro pouģit² u zv²Śat 
BŊhem intraven·zn²ho pod§n² mus² bĨt pŚ²pravek 
pod§v§n pomalu a mus² m²t tŊlesnou teplotu. 
BŊhem infuze je nutn® kontrolovat srdce a krevn² 
obŊh. Pokud se objev² jakĨkoliv pŚ²znak pŚed§vkov§n² 
(poruchy srdeļn²ho rytmu, pokles krevn²ho tlaku, 

neklid), mus² bĨt infuze okamģitŊ zastavena. 
Zvl§ġtn² opatŚen² urļen® osob§m, kter® pod§vaj² 
veterin§rn² l®ļivĨ pŚ²pravek zv²ŚatŢm 
PŚedch§zejte n§hodn®mu samopod§n² injekce, mŢģe 
vyvolat podr§ģdŊn² v m²stŊ vpichu. V pŚ²padŊ 
n§hodn®ho samopod§n² injekce vyhledejte l®kaŚskou 
pomoc. 
Pouģit² v prŢbŊhu bŚezosti, laktace nebo sn§ġky 
PŚ²pravek lze pouģ²vat bŊhem bŚezosti. 
Interakce s dalġ²mi l®ļivĨmi pŚ²pravky a dalġ² formy 
interakce 
V§pn²k zvyġuje ¼ļinek srdeļn²ch glykosidŢ. 
V§pn²kem se zesiluj² kardi§ln² ¼ļinky ȁ-adrenergik  
a methylxantinŢ.  
SvĨm antagonismem s vitam²nem D glukokortikoidy 
zvyġuj² vyluļov§n² v§pn²ku. 
PŚed§vkov§n² (symptomy, prvn² pomoc, antidota), 
pokud je to nutn® 
PŚ²liġ rychl§ intraven·zn² infuze nebo pŚed§vkov§n² 
mŢģe vyvolat inici§ln² bradykardii s n§slednou 
tachykardi², poruchami srdeļn²ho rytmu a v tŊģkĨch 
pŚ²padech z§stavu srdce. 
PŚ²liġ rychl® pod§n² pŚ²pravku mŢģe v®st  
k hypersenzitivn²m reakc²m v z§vislosti na uvolŔov§n² 
histaminu. PŚ²znaky hyperkalc®mie mohou nastoupit 
jeġtŊ 6-10 hodin po infuzi. KvŢli podobnosti pŚ²znaku 
nesm² bĨt chybnŊ diagnostikov§ny jako recidiva 
hypokalc®mie. 
Inkompatibility  
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Studie kompatibility nejsou k dispozici, a proto tento 

veterin§rn² l®ļivĨ pŚ²pravek nesm² bĨt m²sen  
s ģ§dnĨmi dalġ²mi veterin§rn²mi l®ļivĨmi pŚ²pravky. 
 
13. ZVLĆĠTNĉ OPATřENĉ PRO 
ZNEĠKODœOVĆNĉ NEPOUĢITħCH PřĉPRAVKš 
NEBO ODPADU, POKUD JE JICH TřEBA 
L®ļiv® pŚ²pravky se nesm² likvidovat prostŚednictv²m 
odpadn² vody ļi domovn²ho odpadu. Vġechen 
nepouģitĨ veterin§rn² l®ļivĨ pŚ²pravek nebo odpad, 
kterĨ poch§z² z tohoto pŚ²pravku, mus² bĨt likvidov§n 
podle m²stn²ch pr§vn²ch pŚedpisŢ. 
O moģnostech likvidace nepotŚebnĨch l®ļivĨch 
pŚ²pravkŢ se poraŅte s vaġ²m veterin§rn²m l®kaŚem. 
Tato opatŚen² napom§haj² chr§nit ģivotn² prostŚed². 

 
14. DATUM POSLEDNĉ REVIZE PřĉBALOV£ 
INFORMACE  
Ļerven 2016 
 
15. DALĠĉ INFORMACE 
Pouze pro zv²Śata. Veterin§rn² l®ļivĨ pŚ²pravek  
je vyd§v§n pouze na pŚedpis. 
Velikost balen²: 500 ml 
Velikosti balen²: 1 x 500 ml, 6 x 500 ml, 12 x 500 ml 
Na trhu nemus² bĨt vġechny velikosti balen². 

 
 

CANIGEN DHPPi lyofiliz§t a rozpouġtŊdlo  
pro injekļn² suspenzi pro psy 
97/057/16 -C 

 
1. JM£NO A ADRESA DRĢITELE ROZHODNUTĉ 
O REGISTRACI A DRĢITELE POVOLENĉ  
K VħROBŉ ODPOVŉDN£HO ZA UVOLNŉNĉ 
ĠARĢE, POKUD SE NESHODUJE 
Drģitel rozhodnut² o registraci a vĨrobce: 
VIRBAC, 1®re Avenue - 2065m - LID 
06516 Carros (Francie) 
 
2. NĆZEV VETERINĆRNĉHO L£ĻIV£HO 

PřĉPRAVKU 
CANIGEN DHPPi  
Lyofiliz§t a rozpouġtŊdlo pro injekļn² suspenzi  
pro psy. 
 
3. OBSAH L£ĻIVħCH A OSTATNĉCH LĆTEK 
1 d§vka (1 ml) obsahuje: 
L®ļiv® l§tky:  
Lyofiliz§t: 
Virus febris contagiosae canis attenuatum (CDV) 
kmen Lederle 103,0-104,9 TCID50

*  

Virus laryngotracheitidis contagiosae canis atten. 
(CAV-2) kmen Manhattan 104,0-106,0 TCID50

*  

Parvovirus enteritidis canis attenuatum (CPV) kmen 
CPV780916 105,0-106,8 TCID50

*  

Virus parainfluensis canis attenuatum  (CPiV) kmen 

Manhattan 105,0-106,9 TCID50
*

 

* 50% infekļn² d§vka pro tk§Ŕov® kultury 
RozpouġtŊdlo: 
Voda na injekci 1 ml 
Lyofiliz§t: B²l§ peleta 
RozpouġtŊdlo: Bezbarv§ tekutina 
 
4. INDIKACE  
K aktivn² imunizaci psŢ od 8 tĨdnŢ vŊku: 
- k prevenci mortality a klinickĨch pŚ²znakŢ 
zpŢsobenĨch virem psinky 

- k prevenci mortality a klinickĨch pŚ²znakŢ 
zpŢsobenĨch ps²m adenovirem typu 1 

- k prevenci klinickĨch pŚ²znakŢ a mortality a sn²ģen² 

vyluļov§n² ps²ho parvoviru dle ļelenģn²ch studi² 
provedenĨch s CPV-2b kmenem 

- k prevenci klinickĨch pŚ²znakŢ a sn²ģen² vyluļov§n² 
ps²ho parvoviru  dle ļelenģn²  studie proveden®  
s CPV-2c kmenem 

- ke sn²ģen² respiraļn²ch klinickĨch pŚ²znakŢ 
a vyluļov§n² viru parainfluenzy psŢ a ps²ho 
adenoviru typu 2 
N§stup imunity: 
N§stup imunity byl prok§z§n  
- 3 tĨdny po primovakcinaci u psinky, parvovir·zy  
a infekļn² laryngotracheitidy (CDV, CPV a CAV-2),  

- po 4 tĨdnech u infekļn² hepatitidy a parainfluenzy  

2 (CAV-1 a CPiV). 
Doba trv§n² imunity: 
Doba trv§n² imunity je jeden rok po primovakcinaci  
u vġech sloģek. 
Pro CPV a CAV-1 byla d®lka imunity prok§z§na 
s®rologicky. Pro CPV se uk§zalo, ģe jeden rok  
po vakcinaci jsou protil§tky proti CPV-2 a CPV-2c 
st§le pŚ²tomny. Ve studi²ch trv§n² imunity nebyl 
zjiġtŊn ģ§dnĨ vĨznamnĨ rozd²l mezi skupinou 
vakcinovanĨch a kontroln²ch psŢ ve vyluļov§n² viru 
pro CPiV a CAV-2. 
 
5. KONTRAINDIKACE  
Nejsou. 

 
6. NEĢĆDOUCĉ ĐĻINKY 
Po pod§n² jedn® d§vky pŚ²pravku mŢģe bĨt ļasto 
pozorov§na m²rn§ lok§ln² reakce, kter§ spont§nnŊ 
vymiz² bŊhem 1 aģ 2 tĨdnŢ. Tato pŚechodn§ lok§ln² 
reakce mŢģe bĨt otok (Ò 4 cm), nebo m²rnĨ difuzn² 
lok§ln² ed®m, ve vz§cnĨch pŚ²padech spojenĨ  
s bolest² nebo svŊdŊn²m. 
PŚechodn® post-vakcinaļn² letargick® stavy jsou 
bŊģn®. Ve vz§cnĨch pŚ²padech mŢģe bĨt pozorov§na 
hypertermie nebo zaģ²vac² poruchy, jako je anorexie, 
prŢjem nebo zvracen². 
Byly pops§ny velmi vz§cn® hypersenzitivn² reakce,  
v pŚ²padŊ takov® alergick® nebo anafylaktick® reakce 
by mŊla bĨt pod§na adekv§tn² symptomatick§ l®ļba. 
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Ļetnost neģ§douc²ch ¼ļinkŢ je charakterizov§na 

podle n§sleduj²c²ch pravidel: 
- Velmi ļast® (v²ce neģ 1 z 10 zv²Śat, kter§ vykazuj² 
neģ§douc² ¼ļinky v prŢbŊhu jednoho oġetŚen²) 

- Ļast® (u v²ce neģ 1, ale m®nŊ neģ 10 zv²Śat ze 100 
zv²Śat) 

- Neobvykl® (u v²ce neģ 1, ale m®nŊ neģ 10 zv²Śat  
z 1000 zv²Śat) 

- Vz§cn® (u v²ce neģ 1, ale m®nŊ neģ 10 zv²Śat  
z 10.000 zv²Śat) 

- Velmi vz§cn® (u m®nŊ neģ 1 zv²Śe z 10.000 zv²Śat, 
vļetnŊ ojedinŊlĨch hl§ġen²). 
Jestliģe zaznamen§te jak®koliv z§vaģn® neģ§douc² 
¼ļinky ļi jin® reakce, kter® nejsou uvedeny v t®to  
pŚ²balov® informaci, oznamte to pros²m vaġemu 

veterin§rn²mu l®kaŚi. 
 
7. CĉLOVħ DRUH ZVĉřAT 
Psi. 
 
8. DĆVKOVĆNĉ PRO KAĢDħ DRUH, CESTA (Y)  
A ZPšSOB PODĆNĉ 
Po sm²ch§n² lyofilizovan® a tekut® sloģky okamģitŊ 
pod§vejte subkut§nnŊ jednu d§vku Canigenu DHPPi 
dle n§sleduj²c²ho vakcinaļn²ho sch®matu: 
Primovakcinace: 
Prvn² vakcinace se prov§d² u ġtŊŔat od 8 tĨdnŢ vŊku.  
Druh§ vakcinace po 3 - 4 tĨdnech. 

Je-li vyģadov§na tak® aktivn² imunizace proti 
leptospir·ze, lze pouģ²t leptospirovou vakc²nu  
od firmy Virbac jako rozpouġtŊdlo. Po rekonstituci 
jedn® d§vky tohoto pŚ²pravku s jednou d§vkou 
leptospirov® vakc²ny od firmy Virbac jemnŊ 
protŚepejte (barva rekonstituovan®ho produktu  
je slabŊ narŢģovŊle b®ģov§) a podejte okamģitŊ 
jednu d§vku 1 ml subkut§nnŊ podle stejn®ho 
vakcinaļn²ho sch®matu: 2 injekce v rozpŊt² 3 aģ 4 
tĨdnŢ od 8 tĨdnŢ vŊku. 
Revakcinace: KaģdoroļnŊ. 
Jedna booster injekce jedn® d§vky by mŊla bĨt 
pod§na 1 rok po druh® injekci a pot® kaģdĨ rok. 
MateŚsk® protil§tky mohou v nŊkterĨch pŚ²padech 
ovlivnit imunitn² odpovŊŅ na vakcinaci. V takovĨch 
pŚ²padech se doporuļuje aplikovat tŚet² d§vku 
vakc²ny od 15 tĨdnŢ vŊku. 
 
9. POKYNY PRO SPRĆVN£ PODĆNĉ 
Vzhled rekonstituovan®ho pŚ²pravku je lehce 
narŢģovŊlĨ.  
 
10. OCHRANNĆ LHšTA  
Nen² urļeno pro potravinov§ zv²Śata. 
 
11. ZVLĆĠTNĉ OPATřENĉ PRO UCHOVĆVĆNĉ 
Uchov§vat mimo dosah dŊt². 
Uchov§vejte a pŚepravujte chlazen® (2C̄ - 8 C̄). 

ChraŔte pŚed svŊtlem. 

ChraŔte pŚed mrazem. 

Nepouģ²vejte tento veterin§rn² l®ļivĨ pŚ²pravek  
po uplynut² doby pouģitelnosti uveden® na etiketŊ  
po EXP. 
Doba pouģitelnosti po prvn²m otevŚen²: obsah 
l®kovky spotŚebujte bezprostŚednŊ po naŚedŊn².  
 
12. ZVLĆĠTNĉ UPOZORNŉNĉ 
Zvl§ġtn² upozornŊn²:   
PŚ²tomnost mateŚskĨch protil§tek (u ġtŊŔat  
od vakcinovanĨch fen), mŢģe v nŊkterĨch pŚ²padech 
ovlivnit vakcinaci. Proto by mŊlo bĨt vakcinaļn² 
sch®ma odpov²daj²c²m zpŢsobem upraveno (viz odd²l 
"d§vkov§n² pro kaģdĨ druh, cesty a zpŢsob pod§n²ñ.) 
Zvl§ġtn² opatŚen² pro pouģit² u zv²Śat:  

Vakcinovat pouze zdrav§ zv²Śata.  
Po vakcinaci se ģiv® virov® vakcinaļn² kmeny (CAV-2, 
CPV) mohou rozġ²Śit na nevakcinovan§ zv²Śata bez 
jak®hokoli patologick®ho efektu pro zv²Śata 
v kontaktu.  
 Zvl§ġtn² opatŚen² urļen® osob§m, kter® pod§vaj² 
veterin§rn² l®ļivĨ pŚ²pravek zv²ŚatŢm: 
V pŚ²padŊ n§hodn®ho sebepoġkozen² injekļnŊ 
aplikovanĨm pŚ²pravkem, vyhledejte ihned l®kaŚskou  
pomoc a ukaģte pŚ²balovou informaci nebo etiketu 
praktick®mu l®kaŚi. 
Pouģit² v prŢbŊhu bŚezosti a laktace: 
Nepouģ²vat bŊhem bŚezosti a laktace.  

Interakce:  
Informace o bezpeļnosti a ¼ļinnosti, kter® jsou 
k dispozici, ukazuj², ģe tuto vakc²nu lze m²sit  
a pod§vat s vakc²nou proti leptospir·ze od firmy 
Virbac, pokud je k dispozici.  
Nejsou dostupn® informace o bezpeļnosti a ¼ļinnosti 
t®to vakc²ny, pokud je pod§v§na z§roveŔ s jinĨm 
veterin§rn²m l®ļivĨm pŚ²pravkem vyjma vĨġe 
zm²nŊn®ho pŚ²pravku. Rozhodnut² o pouģit² t®to 
vakc²ny pŚed nebo po jak®mkoliv jin®m veterin§rn²m 
l®ļiv®m pŚ²pravku mus² bĨt provedeno na z§kladŊ 
zv§ģen² jednotlivĨch pŚ²padŢ.  
 PŚed§vkov§n²:   
Desetin§sobn§ d§vka neprok§zala ģ§dn® jin® vedlejġ² 
¼ļinky neģ ty uveden® v sekci ĂNeģ§douc² ¼ļinkyñ  
s vĨjimkou, ģe doba trv§n² lok§ln²ch reakc² byla 
zvĨġena (aģ 26 dnŢ). 
Inkompatibility :  
Nem²sit s jinĨm veterin§rn²m l®ļivĨm pŚ²pravkem 
kromŊ pŚ²pravku uveden®ho v sekci Interakce. 
 
13. ZVLĆĠTNĉ OPATřENĉ PRO 
ZNEĠKODœOVĆNĉ NEPOUĢITħCH PřĉPRAVKš 
NEBO ODPADU, POKUD JE JICH TřEBA 
Vġechen nepouģitĨ veterin§rn² l®ļivĨ pŚ²pravek nebo 
odpad, kterĨ poch§z² z tohoto veterin§rn²ho l®ļiv®ho 
pŚ²pravku, mus² bĨt likvidov§n v souladu s m²stn²mi 
poģadavky. 
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14. DATUM POSLEDNĉ REVIZE PřĉBALOV£ 

INFORMACE  
Ļervenec 2016 
 
15. DALĠĉ INFORMACE 
Pouze pro zv²Śata. 
Veterin§rn² l®ļivĨ pŚ²pravek je vyd§v§n pouze  
na pŚedpis. 
Velikosti balen²: 
1 x 1 d§vka, (1 lahviļka lyofiliz§tu a 1 lahviļka 
rozpouġtŊdla) 
5 x 1 d§vka, (5 lahviļek lyofiliz§tu a 5 lahviļek 
rozpouġtŊdla) 
10 x 1 d§vka, (10 lahviļek lyofiliz§tu a 10 lahviļek 
rozpouġtŊdla) 

25 x 1d§vka, (25 lahviļek lyofiliz§tu a 25 lahviļek 
rozpouġtŊdla) 
50 x1 d§vka, (50 lahviļek lyofiliz§tu a 50 lahviļek 
rozpouġtŊdla) 
100 x 1 d§vka, (100 lahviļek lyofiliz§tu a 100 
lahviļek rozpouġtŊdla) 
Na trhu nemus² bĨt vġechny velikosti balen². 

 
 

Cefaseptin 75 mg tablety pro psy  
96/058/16 -C 

 
1. JM£NO A ADRESA DRĢITELE A VħROBCE 

ODPOVŉDNħ ZA UVOLNŉNĉ ĠARĢE, POKUD  
SE NESHODUJE 
Drģitel rozhodnut² o registraci: 
V®toquinol s.r.o., Z§meļnick§ 411, 288 02 Nymburk 
VĨrobce odpovŊdnĨ za uvolnŊn² ġarģe: 
V®toquinol, Magny-Vernois 
F-70200 LURE, FRANCIE 
 
2. NĆZEV VETERINĆRNĉHO L£ĻIV£HO 
PřĉPRAVKU 
Cefaseptin 75 mg tablety pro psy 
Cefalexinum 
 

3. OBSAH ĐĻINN£ LĆTKY (LĆTEK) A DALĠĉ 
SLOĢKA (S) 
Jedna tableta obsahuje: 
Cefalexinum  75 mg 
(ut cefalexinum monohydricum)  
B®ģov§ podlouhl§ tableta. 
Tabletu lze dŊlit na stejn® poloviny. 
 
4. INDIKACE (S)  
L®ļba bakteri§ln²ch koģn²ch infekc² (vļetnŊ hlubok® a 
povrchov® pyodermie) zpŢsobenĨch mikroorganismy, 
vļetnŊ Staphylococcus spp., citlivĨmi na cefalexin. 
L®ļba infekc² moļovĨch cest (vļetnŊ nefritidy  
a cystitidy), zpŢsobenĨch mikroorganismy, vļetnŊ 
Escherichia coli, citlivĨmi na cefalexin. 
 

5. KONTRAINDIKACE  

Nepouģ²vejte v pŚ²padech zn§m® pŚecitlivŊlosti  
na l®ļivou l§tku, jin® cefalosporiny, na jin® l§tky  
ze skupiny beta-laktamŢ nebo na kteroukoli  
z pomocnĨch l§tek. 
Nepouģ²vat v pŚ²padŊ rezistence na cefalosporiny 
nebo peniciliny. 
Nepouģ²vejte u kr§l²kŢ, morļat, kŚeļkŢ a p²skomilŢ. 
 
6. NEĢĆDOUCĉ ĐĻINKY 
Ve velmi vz§cnĨch pŚ²padech byly po pod§n² 
nŊkterĨch psŢ pozorov§ny nevolnost, zvracen²  
a / nebo prŢjem. Ve vz§cnĨch pŚ²padech mŢģe doj²t k 
pŚecitlivŊlosti. V pŚ²padŊ hypersenzitivn²ch reakc² 
mus² bĨt l®ļba ukonļena. 

Frekvence neģ§douc²ch ¼ļinkŢ je definov§na pomoc² 
n§sleduj²c² konvence: 
- Velmi ļast® (v²ce neģ 1 z 10 zv²Śat, kter§ vykazuj² 
negativn² reakci/reakce v prŢbŊhu jednoho oġetŚen²) 
- Ļast® (v²ce neģ 1, ale m®nŊ neģ 10 zv²Śat ze 100 
zv²Śat) 
- M®nŊ ļast® (v²ce neģ 1, ale m®nŊ neģ 10 zv²Śat  
z 1000 zv²Śat) 
- Vz§cn® (v²ce neģ 1, ale m®nŊ neģ 10 zv²Śat z 10.000 
zv²Śat) 
- Velmi vz§cn® (m®nŊ neģ 1 zv²Śe z 10.000 zv²Śat, 
vļetnŊ jednotlivĨch hl§ġenĨch pŚ²padŢ). 
Jestliģe zaznamen§te jak®koliv z§vaģn® neģ§douc² 

¼ļinky ļi jin® reakce, kter® nejsou uvedeny v t®to 
pŚ²balov® informaci, oznamte to pros²m vaġemu 
veterin§rn²mu l®kaŚi. 
 
7. CĉLOV£ DRUHY 
Psi 
 
8. DĆVKOVĆNĉ PRO KAĢDħ DRUH, CESTA (Y)  
A ZPšSOB PODĆNĉ 
Peror§ln² pod§n². 
15 mg cefalexinu na kg ģiv® hmotnosti dvakr§t 
dennŊ (odpov²d§ 30 mg / kilogram ģiv® hmotnosti / 
den) po dobu:  
14 dnŢ v pŚ²padŊ infekce moļovĨch cest. 
AlespoŔ 15 dnŢ v pŚ²padŊ povrchov® bakteri§ln² 
infekce kŢģe. 
AlespoŔ 28 dnŢ v pŚ²padŊ hlubok® bakteri§ln² infekce 
kŢģe. 
PŚ²pravek mŢģe bĨt v pŚ²padŊ potŚeby rozdrcen nebo 
pŚid§n do potravy. 
U tŊģkĨch ļi akutn²ch stavŢ, s vĨjimkou pŚ²padŢ 
zn§m® ren§ln² insuficience (viz bod 4.5 Zvl§ġtn² 
opatŚen² pro pouģit² u zv²Śat), mŢģe bĨt d§vka 
zdvojn§sobena. 
 
9. POKYNY PRO SPRĆVN£ PODĆNĉ 
K zajiġtŊn² spr§vn®ho d§vkov§n² by mŊla bĨt urļena 
ģiv§ hmotnost zv²Śete co nejpŚesnŊji, aby se pŚedeġlo 
podd§vkov§n². 
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10. OCHRANNĆ LHšTA 

Nen² urļeno pro potravinov§ zv²Śata. 
 
11. ZVLĆĠTNĉ OPATřENĉ PRO UCHOVĆVĆNĉ 
Uchov§vat mimo dosah dŊt². 
Uchov§vejte v pŢvodn²m obalu. 
Doba pouģitelnosti po prvn²m otevŚen² vnitŚn²ho 
obalu: 16 hodin.  
Jak®koliv zbyl® ļ§sti pouģitĨch tablet vraŠte zpŊt  
do otevŚen®ho blistru 
Nepouģ²vejte tento veterin§rn² l®ļivĨ pŚ²pravek  
po uplynut² doby pouģitelnosti uveden® na krabiļce 
po EXP. Doba pouģitelnosti konļ² posledn²m dnem 
v uveden®m mŊs²ci. 
 

12. ZVLĆĠTNĉ UPOZORNŉNĉ (S) 
Zvl§ġtn² opatŚen² pro pouģit² u zv²Śat 
PŚi l®ļbŊ povrchovĨch pyodermi² je tŚeba peļlivŊ 
zv§ģit pŚ²sluġnĨm veterin§rn²m l®kaŚem potŚebu 
syst®mov®ho pouģit² antibiotik ve srovn§n² s jinou 
alternativou l®ļby bez pouģit² antibiotik.  StejnŊ jako 
u jinĨch antibiotik, kter§ jsou vyluļov§na pŚev§ģnŊ 
ledvinami, mŢģe v organismu doj²t pŚi poruġe funkce 
ledvin k syst®mov® akumulaci. V pŚ²padŊ zn§m® 
ren§ln² insuficience by mŊla bĨt d§vka sn²ģena  
a antimikrobi§ln² l§tky s nefrotoxickĨmi ¼ļinky  
by nemŊly bĨt pod§v§ny souļasnŊ. 
Tento pŚ²pravek by nemŊl bĨt pouģ²v§n k l®ļbŊ 

ġtŊŔat s hmotnost² niģġ² neģ 1 kg. 
Pouģit² pŚ²pravku by mŊlo bĨt zaloģeno na vĨsledku 
testu citlivosti bakteri² izolovanĨch ze zv²Śete. Nen²-li 
to moģn®, mŊla by bĨt l®ļba zaloģena na m²stn² 
epidemiologick® situaci. 
Pouģit² pŚ²pravku v rozporu s pokyny uvedenĨmi  
v SPC mŢģe zvĨġit prevalenci bakteri² rezistentn²ch  
na cefalexin a mŢģe sn²ģit ¼ļinnost l®ļby jinĨmi 
cefalosporiny a peniciliny, z dŢvodu moģn® zkŚ²ģen® 
rezistence. V pŚ²padŊ pouģit² pŚ²pravku by mŊla bĨt 
br§na v ¼vahu ofici§ln², n§rodn² a m²stn² pravidla 
antibiotick® politiky. 
Zvl§ġtn² opatŚen² urļen® osob§m, kter® pod§vaj² 
veterin§rn² l®ļivĨ pŚ²pravek zv²ŚatŢm 
Peniciliny a cefalosporiny mohou po injekci, inhalaci, 
poģit² nebo kontaktu s kŢģ² vyvolat pŚecitlivŊlost 
(alergii). PŚecitlivŊlost na peniciliny mŢģe v®st  
ke zkŚ²ģenĨm reakc²m s cefalosporiny a naopak.  
Alergick® reakce na tyto l§tky mohou bĨt v nŊkterĨch 
pŚ²padech v§ģn®. Nemanipulujte s pŚ²pravkem, pokud 
v²te, ģe jste pŚecitlivŊl², nebo pokud v§m bylo 
doporuļeno s pŚ²pravky tohoto typu nepracovat. 
PŚi manipulaci s pŚ²pravkem dodrģujte vġechna 
doporuļen§ bezpeļnostn² opatŚen² a buŅte 
maxim§lnŊ obezŚetn², aby nedoġlo k pŚ²m®mu 
kontaktu. Po pouģit² si umyjte ruce. 
Pokud se objev² pŚ²znaky jako napŚ. koģn² vyr§ģka, 
vyhledejte l®kaŚskou pomoc a ukaģte l®kaŚi toto 
upozornŊn². Otok obliļeje, rtŢ, oļ² nebo pot²ģe  

s dĨch§n²m jsou v§ģn® pŚ²znaky a vyģaduj² okamģit® 

l®kaŚsk® oġetŚen². 
Pouģit² v prŢbŊhu bŚezosti, laktace nebo sn§ġky 
Bezpeļnost veterin§rn²ho l®ļiv®ho pŚ²pravku nebyla 
stanovena u fen bŊhem bŚezosti a laktace. Pouģ²t 
pouze po zv§ģen² terapeutick®ho prospŊchu / rizika 
pŚ²sluġnĨm veterin§rn²m l®kaŚem. 
Interakce s jinĨmi l®ļivĨmi pŚ²pravky a jin® formy 
interakce 
V z§jmu zajiġtŊn² ¼ļinnosti by veterin§rn² l®ļivĨ 
pŚ²pravek nemŊl bĨt pouģ²v§n v kombinaci  
s bakteriostatickĨmi antibiotiky. Souļasn® uģ²v§n² 
cefalosporinŢ prvn² generace s aminoglykosidovĨmi 
antibiotiky nebo nŊkterĨmi diuretiky, napŚ²klad 
furosemidem, mohou zvĨġit riziko nefrotoxicity.  

PŚed§vkov§n² (symptomy, prvn² pomoc, antidota), 
pokud je to nutn® 
Testy prov§dŊn® na zv²Śatech s pod§n²m  
aģ 5n§sobn® doporuļen® d§vky (15 mg/kg dvakr§t 
dennŊ) prok§zaly, ģe pŚ²pravek byl dobŚe sn§ġen. 
Neģ§douc² ¼ļinky, kter® mohou nastat pŚi 
doporuļen®m d§vkov§n², se oļek§vaj² v pŚ²padŊ 
pŚed§vkov§n². V pŚ²padŊ pŚed§vkov§n² by mŊla bĨt 
l®ļba symptomatick§. 
 
13. ZVLĆĠTNĉ OPATřENĉ PRO 
ZNEĠKODœOVĆNĉ NEPOUĢITħCH PřĉPRAVKš 
NEBO ODPADU, POKUD JE JICH  

Vġechen nepouģitĨ veterin§rn² l®ļivĨ pŚ²pravek nebo 
odpad, kterĨ poch§z² z tohoto pŚ²pravku, mus² bĨt 
likvidov§n podle m²stn²ch pr§vn²ch pŚedpisŢ. 
 
14. DATUM POSLEDNĉ REVIZE PřĉBALOV£ 
INFORMACE  
Ļervenec 2016 
 
15. DALĠĉ INFORMACE  
Blistr skl§daj²c² se z PVC/hlin²k/OPA-PVC 
Pap²rov§ krabiļka s 1 blistrem po 10 tablet§ch 
Pap²rov§ krabiļka s 10 blistry po 10 tablet§ch 
Pap²rov§ krabiļka s 25 blistry po 10 tablet§ch 
Na trhu nemus² bĨt vġechny velikosti balen². 
Veterin§rn² l®ļivĨ pŚ²pravek je vyd§v§n pouze  
na pŚedpis. 

 
 

Cefaseptin 300 mg tablety pro psy  
96/059/16 -C 

 
1. JM£NO A ADRESA DRĢITELE A VħROBCE 
ODPOVŉDNħ ZA UVOLNŉNĉ ĠARĢE, POKUD  
SE NESHODUJE 
Drģitel rozhodnut² o registraci: 
V®toquinol s.r.o., Z§meļnick§ 411, 288 02 Nymburk 
VĨrobce odpovŊdnĨ za uvolnŊn² ġarģe: 
V®toquinol, Magny-Vernois 
F-70200 LURE, FRANCIE 
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2. NĆZEV VETERINĆRNĉHO L£ĻIV£HO 

PřĉPRAVKU 
Cefaseptin 300 mg tablety pro psy 
Cefalexinum 
 
3. OBSAH ĐĻINN£ LĆTKY (LĆTEK) A DALĠĉ 
SLOĢKA (S) 
Jedna tableta obsahuje: 
Cefalexinum  300 mg 
(ut cefalexinum monohydricum)  
B®ģov§ podlouhl§ tableta. 
Tabletu lze dŊlit na stejn® poloviny a ļtvrtiny. 
 
4. INDIKACE (S)  
L®ļba bakteri§ln²ch koģn²ch infekc² (vļetnŊ hlubok® a 

povrchov® pyodermie) zpŢsobenĨch mikroorganismy, 
vļetnŊ Staphylococcus spp., citlivĨmi na cefalexin. 
L®ļba infekc² moļovĨch cest (vļetnŊ nefritidy  
a cystitidy), zpŢsobenĨch mikroorganismy, vļetnŊ 
Escherichia coli, citlivĨmi na cefalexin. 
 
5. KONTRAINDIKACE  
Nepouģ²vejte v pŚ²padech zn§m® pŚecitlivŊlosti  
na l®ļivou l§tku, jin® cefalosporiny, na jin® l§tky  
ze skupiny beta-laktamŢ nebo na kteroukoli  
z pomocnĨch l§tek. 
Nepouģ²vat v pŚ²padŊ rezistence na cefalosporiny 
nebo peniciliny. 

Nepouģ²vejte u kr§l²kŢ, morļat, kŚeļkŢ a p²skomilŢ. 
 
6. NEĢĆDOUCĉ ĐĻINKY 
Ve velmi vz§cnĨch pŚ²padech byly po pod§n² 
nŊkterĨch psŢ pozorov§ny nevolnost, zvracen²  
a / nebo prŢjem. 
Ve vz§cnĨch pŚ²padech mŢģe doj²t k pŚecitlivŊlosti. 
V pŚ²padŊ hypersenzitivn²ch reakc² mus² bĨt l®ļba 
ukonļena. 
Frekvence neģ§douc²ch ¼ļinkŢ je definov§na pomoc² 
n§sleduj²c² konvence: 
- Velmi ļast® (v²ce neģ 1 z 10 zv²Śat, kter§ vykazuj² 
negativn² reakci/reakce v prŢbŊhu jednoho oġetŚen²) 
- Ļast® (v²ce neģ 1, ale m®nŊ neģ 10 zv²Śat ze 100 
zv²Śat) 
- M®nŊ ļast® (v²ce neģ 1, ale m®nŊ neģ 10 zv²Śat  
z 1000 zv²Śat) 
- Vz§cn® (v²ce neģ 1, ale m®nŊ neģ 10 zv²Śat z 10.000 
zv²Śat) 
- Velmi vz§cn® (m®nŊ neģ 1 zv²Śe z 10.000 zv²Śat, 
vļetnŊ jednotlivĨch hl§ġenĨch pŚ²padŢ). 
Jestliģe zaznamen§te jak®koliv z§vaģn® neģ§douc² 
¼ļinky ļi jin® reakce, kter® nejsou uvedeny v t®to 
pŚ²balov® informaci, oznamte to pros²m vaġemu 
veterin§rn²mu l®kaŚi. 
 
7. CĉLOV£ DRUHY 
Psi 
 

8. DĆVKOVĆNĉ PRO KAĢDħ DRUH, CESTA (Y) A 

ZPšSOB PODĆNĉ 
Peror§ln² pod§n². 
15 mg cefalexinu na kg ģiv® hmotnosti dvakr§t 
dennŊ (odpov²d§ 30 mg / kilogram ģiv® hmotnosti / 
den) po dobu:  
14 dnŢ v pŚ²padŊ infekce moļovĨch cest. 
AlespoŔ 15 dnŢ v pŚ²padŊ povrchn² bakteri§ln² 
infekce kŢģe. 
AlespoŔ 28 dnŢ v pŚ²padŊ hlubok® bakteri§ln² infekce 
kŢģe. 
PŚ²pravek mŢģe bĨt v pŚ²padŊ potŚeby rozdrcen nebo 
pŚid§n do potravy. 
U tŊģkĨch ļi akutn²ch stavŢ, s vĨjimkou pŚ²padŢ 
zn§m® ren§ln² insuficience (viz bod 4.5 Zvl§ġtn² 

opatŚen² pro pouģit² u zv²Śat), mŢģe bĨt d§vka 
zdvojn§sobena. 
 
9. POKYNY PRO SPRĆVN£ PODĆNĉ 
K zajiġtŊn² spr§vn®ho d§vkov§n² by mŊla bĨt urļena 
ģiv§ hmotnost zv²Śete co nejpŚesnŊji, aby se pŚedeġlo 
podd§vkov§n². 
 
10. OCHRANNĆ LHšTA 
Nen² urļeno pro potravinov§ zv²Śata. 
 
11. ZVLĆĠTNĉ OPATřENĉ PRO UCHOVĆVĆNĉ 
Uchov§vat mimo dosah dŊt². 

Uchov§vejte v pŢvodn²m obalu. 
Doba pouģitelnosti po prvn²m otevŚen² vnitŚn²ho 
obalu: 48 hodin. 
Jak®koliv zbyl® ļ§sti pouģitĨch tablet vraŠte zpŊt  
do otevŚen®ho blistru 
Nepouģ²vejte tento veterin§rn² l®ļivĨ pŚ²pravek  
po uplynut² doby pouģitelnosti uveden® na krabiļce 
po EXP. Doba pouģitelnosti konļ² posledn²m dnem 
v uveden®m mŊs²ci. 
 
12. ZVLĆĠTNĉ UPOZORNŉNĉ  
Zvl§ġtn² opatŚen² pro pouģit² u zv²Śat 
PŚi l®ļbŊ povrchovĨch pyodermi² je tŚeba peļlivŊ 
zv§ģit pŚ²sluġnĨm veterin§rn²m l®kaŚem potŚebu 
syst®mov®ho pouģit² antibiotik ve srovn§n² s jinou 
alternativou l®ļby bez pouģit² antibiotik.  
StejnŊ jako u jinĨch antibiotik, kter§ jsou vyluļov§na 
pŚev§ģnŊ ledvinami, mŢģe v organismu doj²t  
pŚi poruġe funkce ledvin k syst®mov® akumulaci.  
V pŚ²padŊ zn§m® ren§ln² insuficience by mŊla bĨt 
d§vka sn²ģena a antimikrobi§ln² l§tky 
s nefrotoxickĨmi ¼ļinky by nemŊly bĨt pod§v§ny 
souļasnŊ. 
Tento pŚ²pravek by nemŊl bĨt pouģ²v§n k l®ļbŊ 
ġtŊŔat s hmotnost² niģġ² neģ 1 kg. 
Pouģit² pŚ²pravku by mŊlo bĨt zaloģeno na vĨsledku 
testu citlivosti bakteri² izolovanĨch ze zv²Śete. Nen²-li 
to moģn®, mŊla by bĨt l®ļba zaloģena na m²stn² 
epidemiologick® situaci. 
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Pouģit² pŚ²pravku v rozporu s pokyny uvedenĨmi  

v SPC mŢģe zvĨġit prevalenci bakteri² rezistentn²ch  
na cefalexin a mŢģe sn²ģit ¼ļinnost l®ļby jinĨmi 
cefalosporiny a peniciliny, z dŢvodu moģn® zkŚ²ģen® 
rezistence. 
V pŚ²padŊ pouģit² pŚ²pravku by mŊla bĨt br§na 
v ¼vahu ofici§ln², n§rodn² a m²stn² pravidla 
antibiotick® politiky. 
Zvl§ġtn² opatŚen² urļen® osob§m, kter® pod§vaj² 
veterin§rn² l®ļivĨ pŚ²pravek zv²ŚatŢm 
Peniciliny a cefalosporiny mohou po injekci, inhalaci, 
poģit² nebo kontaktu s kŢģ² vyvolat pŚecitlivŊlost 
(alergii). PŚecitlivŊlost na peniciliny mŢģe v®st  
ke zkŚ²ģenĨm reakc²m s cefalosporiny a naopak.  
Alergick® reakce na tyto l§tky mohou bĨt v nŊkterĨch 

pŚ²padech v§ģn®. 
Nemanipulujte s pŚ²pravkem, pokud v²te, ģe jste 
pŚecitlivŊl², nebo pokud v§m bylo doporuļeno  
s pŚ²pravky tohoto typu nepracovat. 
PŚi manipulaci s pŚ²pravkem dodrģujte vġechna 
doporuļen§ bezpeļnostn² opatŚen² a buŅte 
maxim§lnŊ obezŚetn², aby nedoġlo k pŚ²m®mu 
kontaktu. Po pouģit² si umyjte ruce. 
Pokud se objev² pŚ²znaky jako napŚ. koģn² vyr§ģka, 
vyhledejte l®kaŚskou pomoc a ukaģte l®kaŚi toto 
upozornŊn². Otok obliļeje, rtŢ, oļ² nebo pot²ģe  
s dĨch§n²m jsou v§ģn® pŚ²znaky a vyģaduj² okamģit® 
l®kaŚsk® oġetŚen². 

Pouģit² v prŢbŊhu bŚezosti, laktace nebo sn§ġky 
Bezpeļnost veterin§rn²ho l®ļiv®ho pŚ²pravku nebyla 
stanovena u fen bŊhem bŚezosti a laktace. Pouģ²t 
pouze po zv§ģen² terapeutick®ho prospŊchu / rizika 
pŚ²sluġnĨm veterin§rn²m l®kaŚem. 
Interakce s jinĨmi l®ļivĨmi pŚ²pravky a jin® formy 
interakce 
V z§jmu zajiġtŊn² ¼ļinnosti by veterin§rn² l®ļivĨ 
pŚ²pravek nemŊl bĨt pouģ²v§n v kombinaci  
s bakteriostatickĨmi antibiotiky. Souļasn® uģ²v§n² 
cefalosporinŢ prvn² generace s aminoglykosidovĨmi 
antibiotiky nebo nŊkterĨmi diuretiky, napŚ²klad 
furosemidem, mohou zvĨġit riziko nefrotoxicity.  
PŚed§vkov§n² (symptomy, prvn² pomoc, antidota), 
pokud je to nutn® 
Testy prov§dŊn® na zv²Śatech s pod§n²m  
aģ 5n§sobn® doporuļen® d§vky (15 mg/kg dvakr§t 
dennŊ) prok§zaly, ģe pŚ²pravek byl dobŚe sn§ġen. 
Neģ§douc² ¼ļinky, kter® mohou nastat  
pŚi doporuļen®m d§vkov§n², se oļek§vaj² v pŚ²padŊ 
pŚed§vkov§n². V pŚ²padŊ pŚed§vkov§n² by mŊla bĨt 
l®ļba symptomatick§. 
 
13. ZVLĆĠTNĉ OPATřENĉ PRO 
ZNEĠKODœOVĆNĉ NEPOUĢITħCH PřĉPRAVKš 
NEBO ODPADU, POKUD JE JICH TřEBA 
Vġechen nepouģitĨ veterin§rn² l®ļivĨ pŚ²pravek nebo 
odpad, kterĨ poch§z² z tohoto pŚ²pravku, mus² bĨt 
likvidov§n podle m²stn²ch pr§vn²ch pŚedpisŢ. 

14. DATUM POSLEDNĉ REVIZE PřĉBALOV£ 

INFORMACE  
Ļervenec 2016 
 
15. DALĠĉ INFORMACE 
Blistr skl§daj²c² se z PVC/hlin²k/OPA-PVC 
Pap²rov§ krabiļka s 1 blistrem po 10 tablet§ch 
Pap²rov§ krabiļka s 10 blistry po 10 tablet§ch 
Pap²rov§ krabiļka s 25 blistry po 10 tablet§ch 
Na trhu nemus² bĨt vġechny velikosti balen². 
Veterin§rn² l®ļivĨ pŚ²pravek je vyd§v§n pouze  
na pŚedpis. 

 
 

Cefaseptin 750 mg tablety pro psy  

96/060/16 -C 

 
1. JM£NO A ADRESA DRĢITELE A VħROBCE 
ODPOVŉDNħ ZA UVOLNŉNĉ ĠARĢE, POKUD  
SE NESHODUJE 
Drģitel rozhodnut² o registraci: 
V®toquinol s.r.o., Z§meļnick§ 411, 288 02  
Nymburk 
VĨrobce odpovŊdnĨ za uvolnŊn² ġarģe: 
V®toquinol, Magny-Vernois 
F-70200 LURE,  
FRANCIE 
 

2. NĆZEV VETERINĆRNĉHO L£ĻIV£HO 
PřĉPRAVKU 
Cefaseptin 750 mg tablety pro psy 
Cefalexinum 
 
3. OBSAH ĐĻINN£ LĆTKY (LĆTEK) A DALĠĉ 
SLOĢKA (S) 
Jedna tableta obsahuje: 
Cefalexinum  750 mg  
(ut cefalexinum monohydricum)  
B®ģov§ podlouhl§ tableta. 
Tabletu lze dŊlit na stejn® poloviny a ļtvrtiny. 
 

4. INDIKACE (S)  
L®ļba bakteri§ln²ch koģn²ch infekc² (vļetnŊ hlubok® a 
povrchov® pyodermie) zpŢsobenĨch mikroorganismy, 
vļetnŊ Staphylococcus spp., citlivĨmi na cefalexin. 
L®ļba infekc² moļovĨch cest (vļetnŊ nefritidy  
a cystitidy), zpŢsobenĨch mikroorganismy, vļetnŊ 
Escherichia coli, citlivĨmi na cefalexin. 
 
5. KONTRAINDIKACE  
Nepouģ²vejte v pŚ²padech zn§m® pŚecitlivŊlosti  
na l®ļivou l§tku, jin® cefalosporiny, na jin® l§tky  
ze skupiny beta-laktamŢ nebo na kteroukoli  
z pomocnĨch l§tek. Nepouģ²vat v pŚ²padŊ rezistence 
na cefalosporiny nebo peniciliny. 
Nepouģ²vejte u kr§l²kŢ, morļat, kŚeļkŢ a p²skomilŢ. 
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6. NEĢĆDOUCĉ ĐĻINKY 

Ve velmi vz§cnĨch pŚ²padech byly po pod§n² 
nŊkterĨch psŢ pozorov§ny nevolnost, zvracen²  
a / nebo prŢjem. Ve vz§cnĨch pŚ²padech mŢģe doj²t  
k pŚecitlivŊlosti. V pŚ²padŊ hypersenzitivn²ch reakc² 
mus² bĨt l®ļba ukonļena. 
Frekvence neģ§douc²ch ¼ļinkŢ je definov§na pomoc² 
n§sleduj²c² konvence: 
- Velmi ļast® (v²ce neģ 1 z 10 zv²Śat, kter§ vykazuj² 
negativn² reakci/reakce v prŢbŊhu jednoho oġetŚen²) 
- Ļast® (v²ce neģ 1, ale m®nŊ neģ 10 zv²Śat ze 100 
zv²Śat) 
- M®nŊ ļast® (v²ce neģ 1, ale m®nŊ neģ 10 zv²Śat  
z 1000 zv²Śat) 
- Vz§cn® (v²ce neģ 1, ale m®nŊ neģ 10 zv²Śat z 10.000 

zv²Śat) 
- Velmi vz§cn® (m®nŊ neģ 1 zv²Śe z 10.000 zv²Śat, 
vļetnŊ jednotlivĨch hl§ġenĨch pŚ²padŢ). 
Jestliģe zaznamen§te jak®koliv z§vaģn® neģ§douc² 
¼ļinky ļi jin® reakce, kter® nejsou uvedeny v t®to 
pŚ²balov® informaci, oznamte to pros²m vaġemu 
veterin§rn²mu l®kaŚi. 
 
7. CĉLOV£ DRUHY 
Psi 
 
8. DĆVKOVĆNĉ PRO KAĢDħ DRUH, CESTA (Y) A 
ZPšSOB PODĆNĉ 

Peror§ln² pod§n². 
15 mg cefalexinu na kg ģiv® hmotnosti dvakr§t 
dennŊ (odpov²d§ 30 mg / kilogram ģiv® hmotnosti / 
den) po dobu:  
14 dnŢ v pŚ²padŊ infekce moļovĨch cest. 
AlespoŔ 15 dnŢ v pŚ²padŊ povrchov® bakteri§ln² 
infekce kŢģe. 
AlespoŔ 28 dnŢ v pŚ²padŊ hlubok® bakteri§ln² infekce 
kŢģe. 
PŚ²pravek mŢģe bĨt v pŚ²padŊ potŚeby rozdrcen nebo 
pŚid§n do potravy. 
U tŊģkĨch ļi akutn²ch stavŢ, s vĨjimkou pŚ²padŢ 
zn§m® ren§ln² insuficience (viz bod 4.5 Zvl§ġtn² 
opatŚen² pro pouģit² u zv²Śat), mŢģe bĨt d§vka 
zdvojn§sobena. 
 
9. POKYNY PRO SPRĆVN£ PODĆNĉ 
K zajiġtŊn² spr§vn®ho d§vkov§n² by mŊla bĨt urļena 
ģiv§ hmotnost zv²Śete co nejpŚesnŊji, aby se pŚedeġlo 
podd§vkov§n². 
 
10. OCHRANNĆ LHšTA 
Nen² urļeno pro potravinov§ zv²Śata. 
 
11. ZVLĆĠTNĉ OPATřENĉ PRO UCHOVĆVĆNĉ 
Uchov§vat mimo dosah dŊt². 
Uchov§vejte v pŢvodn²m obalu. 
Doba pouģitelnosti po prvn²m otevŚen² vnitŚn²ho 
obalu: 48 hodin.  Jak®koliv zbyl® ļ§sti pouģitĨch 

tablet vraŠte zpŊt do otevŚen®ho blistru. 

Nepouģ²vejte tento veterin§rn² l®ļivĨ pŚ²pravek  
po uplynut² doby pouģitelnosti uveden® na krabiļce 
po EXP. Doba pouģitelnosti konļ² posledn²m dnem 
v uveden®m mŊs²ci. 
 
12. ZVLĆĠTNĉ UPOZORNŉNĉ (S) 
Zvl§ġtn² opatŚen² pro pouģit² u zv²Śat 
PŚi l®ļbŊ povrchovĨch pyodermi² je tŚeba peļlivŊ 
zv§ģit pŚ²sluġnĨm veterin§rn²m l®kaŚem potŚebu 
syst®mov®ho pouģit² antibiotik ve srovn§n² s jinou 
alternativou l®ļby bez pouģit² antibiotik.  
StejnŊ jako u jinĨch antibiotik, kter§ jsou vyluļov§na 
pŚev§ģnŊ ledvinami, mŢģe v organismu doj²t  
pŚi poruġe funkce ledvin k syst®mov® akumulaci.  

V pŚ²padŊ zn§m® ren§ln² insuficience by mŊla bĨt 
d§vka sn²ģena a antimikrobi§ln² l§tky 
s nefrotoxickĨmi ¼ļinky by nemŊly bĨt pod§v§ny 
souļasnŊ. Tento pŚ²pravek by nemŊl bĨt pouģ²v§n  
k l®ļbŊ ġtŊŔat s hmotnost² niģġ² neģ 1 kg. 
Pouģit² pŚ²pravku by mŊlo bĨt zaloģeno na vĨsledku 
testu citlivosti bakteri² izolovanĨch ze zv²Śete. Nen²-li 
to moģn®, mŊla by bĨt l®ļba zaloģena na m²stn² 
epidemiologick® situaci. 
Pouģit² pŚ²pravku v rozporu s pokyny uvedenĨmi  
v SPC mŢģe zvĨġit prevalenci bakteri² rezistentn²ch  
na cefalexin a mŢģe sn²ģit ¼ļinnost l®ļby jinĨmi 
cefalosporiny a peniciliny, z dŢvodu moģn® zkŚ²ģen® 

rezistence. 
V pŚ²padŊ pouģit² pŚ²pravku by mŊla bĨt br§na 
v ¼vahu ofici§ln², n§rodn² a m²stn² pravidla 
antibiotick® politiky. 
Zvl§ġtn² opatŚen² urļen® osob§m, kter® pod§vaj² 
veterin§rn² l®ļivĨ pŚ²pravek zv²ŚatŢm 
Peniciliny a cefalosporiny mohou po injekci, inhalaci, 
poģit² nebo kontaktu s kŢģ² vyvolat pŚecitlivŊlost 
(alergii). PŚecitlivŊlost na peniciliny mŢģe v®st  
ke zkŚ²ģenĨm reakc²m s cefalosporiny a naopak.  
Alergick® reakce na tyto l§tky mohou bĨt v nŊkterĨch 
pŚ²padech v§ģn®. 
1.  Nemanipulujte s pŚ²pravkem, pokud v²te, ģe jste 
pŚecitlivŊl², nebo pokud v§m bylo doporuļeno  
s pŚ²pravky tohoto typu nepracovat. 
2. PŚi manipulaci s pŚ²pravkem dodrģujte vġechna 
doporuļen§ bezpeļnostn² opatŚen² a buŅte 
maxim§lnŊ obezŚetn², aby nedoġlo k pŚ²m®mu 
kontaktu. Po pouģit² si umyjte ruce. 
3.  Pokud se objev² pŚ²znaky jako napŚ. koģn² 
vyr§ģka, vyhledejte l®kaŚskou pomoc a ukaģte l®kaŚi 
toto upozornŊn². Otok obliļeje, rtŢ, oļ² nebo pot²ģe  
s dĨch§n²m jsou v§ģn® pŚ²znaky a vyģaduj² okamģit® 
l®kaŚsk® oġetŚen². 
Pouģit² v prŢbŊhu bŚezosti, laktace nebo sn§ġky 
Bezpeļnost veterin§rn²ho l®ļiv®ho pŚ²pravku nebyla 
stanovena u fen bŊhem bŚezosti a laktace. Pouģ²t 
pouze po zv§ģen² terapeutick®ho prospŊchu / rizika 
pŚ²sluġnĨm veterin§rn²m l®kaŚem. 
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Interakce s jinĨmi l®ļivĨmi pŚ²pravky a jin® formy 

interakce 
V z§jmu zajiġtŊn² ¼ļinnosti by veterin§rn² l®ļivĨ 
pŚ²pravek nemŊl bĨt pouģ²v§n v kombinaci  
s bakteriostatickĨmi antibiotiky. Souļasn® uģ²v§n² 
cefalosporinŢ prvn² generace s aminoglykosidovĨmi 
antibiotiky nebo nŊkterĨmi diuretiky, napŚ²klad 
furosemidem, mohou zvĨġit riziko nefrotoxicity.  
PŚed§vkov§n² (symptomy, prvn² pomoc, antidota), 
pokud je to nutn® 
Testy prov§dŊn® na zv²Śatech s pod§n²m  
aģ 5n§sobn® doporuļen® d§vky (15 mg/kg dvakr§t 
dennŊ) prok§zaly, ģe pŚ²pravek byl dobŚe sn§ġen. 
Neģ§douc² ¼ļinky, kter® mohou nastat pŚi 
doporuļen®m d§vkov§n², se oļek§vaj² v pŚ²padŊ 

pŚed§vkov§n². V pŚ²padŊ pŚed§vkov§n² by mŊla bĨt 
l®ļba symptomatick§. 
 
13. ZVLĆĠTNĉ OPATřENĉ PRO 
ZNEĠKODœOVĆNĉ NEPOUĢITħCH PřĉPRAVKš 
NEBO ODPADU, POKUD JE JICH  
Vġechen nepouģitĨ veterin§rn² l®ļivĨ pŚ²pravek nebo 
odpad, kterĨ poch§z² z tohoto pŚ²pravku, mus² bĨt 
likvidov§n podle m²stn²ch pr§vn²ch pŚedpisŢ. 
 
14. DATUM POSLEDNĉ REVIZE PřĉBALOV£ 
INFORMACE  
Ļervenec 2016 

 
15. DALĠĉ INFORMACE 
Blistr skl§daj²c² se z PVC/hlin²k/OPA-PVC 
Pap²rov§ krabiļka s 1 blistrem po 6 tablet§ch 
Pap²rov§ krabiļka s 2 blistry po 6 tablet§ch 
Pap²rov§ krabiļka s 12 blistry po 6 tablet§ch 
Pap²rov§ krabiļka s 25 blistry po 6 tablet§ch 
Na trhu nemus² bĨt vġechny velikosti balen². 
Veterin§rn² l®ļivĨ pŚ²pravek je vyd§v§n pouze  
na pŚedpis. 

 
 

HuveGuard MMAT suspen ze pro oļn² nebo 
peror§ln² pod§n² pro kura dom§c²ho  

97/049/16 -C 

 
1. JM£NO A ADRESA DRĢITELE ROZHODNUTĉ 
O REGISTRACI A DRĢITELE POVOLENĉ  
K VħROBŉ ODPOVŉDN£HO ZA UVOLNŉNĉ 
ĠARĢE, POKUD SE NESHODUJE 
Drģitel rozhodnut² o registraci: 
Huvepharma NV, Uitbreidingstraat 80 
2600 Antwerp, Belgie 
VĨrobce odpovŊdnĨ za uvolnŊn² ġarģe:  
Biovet JSC, 39 Petar Rakov Street 
4550 Peshtera, Bulharsko 
 
2. NĆZEV VETERINĆRNĉHO L£ĻIV£HO 
PřĉPRAVKU 

HuveGuard MMAT suspenze pro oļn² nebo peror§ln² 

pod§n² pro kura dom§c²ho  
 
3. OBSAH L£ĻIVħCH A OSTATNĉCH LĆTEK 
Jedna d§vka 0,025 ml obsahuje: 
L®ļiv® l§tky: Sporulovan® oocysty odvozen® 
z atenuovanĨch ļasnĨch kmenŢ n§sleduj²c²ch druhŢ 
kokcidi² rodu Eimeria: 
Eimeria acervulina  50-139 oocyst*  
(kmen RA|3+20  )              
Eimeria maxima  100-278 oocyst* 
(kmen MCK+10)   
Eimeria mitis  100-278 oocyst* 
(kmen Jormit 3+9)   
Eimeria tenella  150-417 oocyst* 

(kmen Rt 3 +15)    
*Podle in vitro postupu vĨrobce pro stanoven² poļtu 
oocyst bŊhem m²ch§n² a pŚi propuġtŊn². 
Bezbarv§ aģ b²l§ aģ svŊtle b®ģov§ suspenze  
pŚi protŚep§n². 
 
4. INDIKACE  
K aktivn² imunizaci kuŚat, ke sn²ģen² infekce  
a klinickĨch pŚ²znakŢ kokcidi·zy zpŢsoben® druhy  
E. acervulina, E. maxima, E. mitis a E. tenella. 
N§stup imunity: 21 dnŢ po vakcinaci. 
Doba trv§n² imunity: nebyla prok§z§na. 
 

5. KONTRAINDIKACE  
Nejsou. 
 
6. NEĢĆDOUCĉ ĐĻINKY 
Nejsou zn§my. 
Jestliģe zaznamen§te jak®koliv z§vaģn® neģ§douc² 
¼ļinky ļi jin® reakce, kter® nejsou uvedeny v t®to 
pŚ²balov® informaci, oznamte to pros²m vaġemu 
veterin§rn²mu l®kaŚi. 
 
7. CĉLOVħ DRUH ZVĉřAT 
Kur dom§c². 
 
8. DĆVKOVĆNĉ PRO KAĢDħ DRUH, CESTA (Y)  
A ZPšSOB PODĆNĉ 
Cesta pod§n²: peror§ln² pod§n² (sprejov§n² na kuŚata, 
sprejov§n² na krmivo, v pitn® vodŊ) nebo oļn² kapky. 
Vakcinaļn² sch®ma: Sprejov§n² na kuŚata, sprejov§n² 
na krmivo a oļn² kapky: podejte jednu d§vku vakc²ny 
kaģd®mu kuŚeti ve vŊku od 1 dne.  
Pitn§ voda: podejte jednu d§vku vakc²ny kaģd®mu 
kuŚeti ve vŊku od 3 dnŢ. 
 
9. POKYNY PRO SPRĆVN£ PODĆNĉ 
Kaģd§ metoda pod§n² se prov§d² z lahviļky o objemu 
30 ml obsahuj²c² buŅ 1 000 nebo 5 000 d§vek 
vakc²ny. Po otevŚen² lahviļky je nutn® spotŚebovat 
celĨ obsah.  
Pod§n² sprejov§n²m na krmivo 
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Startovac² krmivo v mnoģstv² dostateļn®m  

pro prvn²ch 12-24 hodin ģivota kuŚat se poloģ²  
na pap²r nebo plast na podlaze drŢbeģ§rny. 
PŚed pouģit²m resuspendujte oocysty dŢkladnĨm 
protŚep§n²m lahviļky po dobu 30 sekund. NaŚeŅte 
vakc²nu ve vodŊ v pomŊru cca 1 000 d§vek na 1 litr 
vody (5 000 d§vek na 5 litrŢ). Vypl§chnŊte lahviļku  
2 aģ 3kr§t vodou, aby se vġechny oocysty dostaly 
ven z lahviļky. Naneste suspenzi oocyst hrubĨm 
sprejov§n²m rovnomŊrnŊ pŚes povrch krmiva. Dbejte 
na to, aby se rovnomŊrnŊ pokryla cel§ plocha 
povrchu krmiva, kter® bude kuŚatŢm k dispozici. 
PravidelnŊ m²chejte n§drģku aplik§toru po celou 
dobu sprejov§n², aby se zabr§nilo usazov§n² oocyst. 
Dbejte na to, aby bylo oġetŚeno veġker® dostupn® 

krmivo a aby celkovĨ poļet aplikovanĨch d§vek 
odpov²dal poļtu chovanĨch kuŚat. 
Jakmile je vakc²na naŚedŊna pro pouģit², mus² bĨt 
okamģitŊ aplikov§na sprejov§n²m na krmivo  
a kuŚatŢm mus² bĨt okamģitŊ umoģnŊn pŚ²stup  
k takto oġetŚen®mu krmivu. 
Po zkonzumov§n² pŚ²dŊlu oġetŚen®ho krmiva mŢģe 
pokraļovat rutinn² krmen². 
Pod§n² v pitn® vodŊ  
Pro pod§n² vakc²ny mus² bĨt pouģity nap§jeļky. 
ZajistŊte dostateļnĨ poļet nap§jeļek nebo 
nap§jec²ch prostor tak, aby vġechna kuŚata mŊla 
pŚ²stup k vakcinaļn² suspenzi, a mohla tak obdrģet 

spr§vnou d§vku. 
Rozm²stŊte nap§jeļky rovnomŊrnŊ po cel®m 
prostoru, v nŊmģ jsou kuŚata ust§jena. 
ZnemoģnŊte kuŚatŢm pŚ²stup k vodŊ po dobu 2-4 
hodiny pŚed vakcinac². 
PŚ²prava suspenze xanthanov® gumy: 
Lze pouģ²t komerļnŊ dostupnou xanthanovou gumu. 
Pro pŚ²pravu 1 000 d§vek nalijte 3 litry ļist® pitn® 
vody o pokojov® teplotŊ do vhodn® n§doby  
a rozpusŠte 5 g xanthanov® gumy. 
Pro pŚ²pravu 5 000 d§vek nalijte 15 litrŢ ļist® pitn® 
vody o pokojov® teplotŊ do vhodn® n§doby  
a rozpusŠte 25 g xanthanov® gumy.  
PŚipravte vakcinaļn² suspenzi n§sleduj²c²m 
zpŢsobem:  
ProtŚepejte dŢkladnŊ lahviļku s vakc²nou pro 
resuspendaci oocyst. OtevŚete lahviļku a nalijte celĨ 
obsah do n²ģe uveden®ho objemu ļist® pitn® vody  
o pokojov® teplotŊ: 2 litry pro pŚ²pravu 1 000 d§vek 
a 10 litrŢ pro pŚ²pravu 5 000 d§vek. Vypl§chnŊte 
lahviļku 2 aģ 3kr§t vodou, aby se vġechny oocysty 
dostaly ven z lahviļky. ProtŚepejte z²skanĨ objem  
2 litrŢ (1 000 d§vek) nebo 10 litrŢ (5 000 d§vek) 
vakcinaļn² suspenze a postupnŊ pŚeveŅte  
do pŚipraven® suspenze xanthanov® gumy  
za dŢkladn®ho m²ch§n² pro zajiġtŊn² homogenn² 
suspenze.  
Prom²ch§n²m suspenze xanthanov® gumy 
s vakcinaļn² suspenz² se z²sk§ koneļn® mnoģstv²  

5 litrŢ (pro 1 000 d§vek) nebo 25 litrŢ (pro 5 000 

d§vek) suspenze vakc²ny a xanthanov® gumy.  
Nalijte suspenzi vakc²ny a xanthanov® gumy  
do nap§jec²ho syst®mu.  
Pod§n² sprejov§n²m na kuŚata 
Na kaģdĨch 100 pt§kŢ je tŚeba pŚipravit objem d§vky 
zhruba 24 ml suspenze pro hrub® sprejov§n². 
PŚi sprejov§n² na kuŚata pouģijte barvivo brilantn² 
modŚ (E133). 
PŚ²prava barevn®ho Śed²c²ho roztoku: 
Na kaģdĨch 1 000 d§vek nalijte 240 ml vody  
do vhodn® n§doby a pŚidejte barvivo Brilliant Blue 
(E133) o koncentraci 0,01 % w/v.  
Na kaģdĨch 5 000 d§vek nalijte 1200 ml vody  
do vhodn® n§doby a pŚidejte barvivo Brilliant Blue 

(E133) o koncentraci 0,01 % w/v.  
PŚ²prava a pod§n² vakcinaļn² suspenze: 
Resuspendujte oocysty dŢkladnĨm protŚep§n²m 
lahviļky obsahuj²c² 1000 nebo 5000 d§vek. 
PŚidejte celĨ obsah lahviļky k Śed²c²mu roztoku  
a dŢkladnŊ prom²chejte. Vypl§chnŊte lahviļku 3kr§t 
Śed²c²m roztokem, aby se vġechny oocysty dostaly 
ven z lahviļky. NaplŔte z§sobn²k na vakc²nu 
rozpraġovac²ho zaŚ²zen² celĨm objemem pŚipraven® 
suspenze. PrŢbŊģnŊ udrģujte homogenitu vakcinaļn² 
suspenze. Tlak rozpraġovac²ho zaŚ²zen² by mŊl bĨt  
3 bary. Rozpraġovac² zaŚ²zen² mus² tvoŚit kapiļky  
o velikosti Ó 100 ȉm. 

Pro lepġ² uniformitu vakcinace nechte kuŚata uvnitŚ 
boxŢ po dobu alespoŔ 1 hodiny, aby mohla 
zkonzumovat vġechny kapiļky vakc²ny. ZajistŊte 
dostatek svŊtla, aby kuŚata zŢstala v bdŊl®m stavu  
a vŊnovala se p®ļi o vlastn² peŚ² nebo o peŚ² 
ostatn²ch kuŚat. 
Pod§n² oļn²ch kapek 
Pro pod§n² oļn²ch kapek pouģijte standardizovan® 
kap§tko. PŚesn® mnoģstv² pouģit® vodovodn² vody  
z§vis² na velikosti kapek, kter§ je specifick§ pro 
pouģit® kap§tko. 
Pro 1 000 d§vek a velikost kapky 0,025 ml: pouģijte 
neŚedŊnou vakc²nu 
Pro 5 000 d§vek a velikost kapky 0,025 ml: pŚidejte 
celĨ obsah jedn® lahviļky do 100 ml vody (celkovĨ 
objem 125 ml)  
Podrģte kaģd® kuŚe tak, aby mŊlo hlavu naklonŊnou 
na jednu stranu. Nechte jednu kapku (cca 0,025 ml) 
vakcinaļn² suspenze volnŊ dopadnout do otevŚen®ho 
oka, aby doġlo k jeho ġetrn®mu zaplaven². Kapka 
(pŚed opuġtŊn²m kap§tka) ani ġpiļka kap§tka  
se nesm² dotknout oļn²ho povrchu. PŚed t²m, neģ 
kuŚe vypust²te, ho nechte mrknout.  
 
10. OCHRANNĆ LHšTA 
Bez ochrannĨch lhŢt. 
 
11. ZVLĆĠTNĉ OPATřENĉ PRO UCHOVĆVĆNĉ 
Uchov§vat mimo dosah dŊt². 
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Uchov§vejte a pŚepravujte chlazen® (2 C̄ - 8 C̄). 

ChraŔte pŚed mrazem. ChraŔte pŚed svŊtlem. 
Doba pouģitelnosti po prvn²m otevŚen² vnitŚn²ho 
obalu: spotŚebujte ihned, neskladujte. 
Doba pouģitelnosti po rozpuġtŊn² podle n§vodu:  
4 hodiny. 
Nepouģ²vejte tento veterin§rn² l®ļivĨ pŚ²pravek  
po uplynut² doby pouģitelnost uveden® na etiketŊ. 
 
12. ZVLĆĠTNĉ UPOZORNŉNĉ 
Zvl§ġtn² upozornŊn² pro kaģdĨ c²lovĨ druh: 
Vakc²na obsahuje ģiv® oocysty kokcidi² a navozen² 
imunity je z§visl® na replikaci vakcinaļn²ch kmenŢ  
v kuŚatech.  
V gastrointestin§ln²m traktu vakcinovanĨch pt§kŢ lze 
bŊģnŊ nal®zt oocysty po dobu 1 aģ 3 tĨdny nebo  
i d®le po vakcinaci. S nejvŊtġ² pravdŊpodobnost²  
se jedn§ o vakcinaļn² oocysty, kter® u kuŚat recykluj² 
prostŚednictv²m podestĨlky. Recyklace oocyst  
je nezbytn§ pro rozvoj imunity a pro dalġ² ochranu. 
Ochrana proti kokcidi§ln² infekci po vakcinaci  
se zvyġuje pŚirozenou n§kazou, a pŚ²stup k jak®koli 
terapeutick® l§tce s antikokcidi§ln² aktivitou kdykoli 
po vakcinaci mŢģe m²t proto nepŚ²znivĨ vliv na rozvoj 
imunity. To plat² po celou dobu ģivota kuŚat. 
Zvl§ġtn² opatŚen² pro pouģit² u zv²Śat:  
Vakcinujte pouze zdrav® pt§ky. 
Vakcinujte pouze kuŚata chovan§ na podlaze  
s podestĨlkou. Pro sn²ģen² pravdŊpodobnosti n§kazy 
kokcidiemi pŚed n§stupem imunity je tŚeba odstranit 
podestĨlku a dŢkladnŊ vyļistit prostory pro chov 
mezi chovnĨmi cykly. 
Zvl§ġtn² opatŚen² urļen® osob§m, kter® pod§vaj² 
veterin§rn² l®ļivĨ pŚ²pravek zv²ŚatŢm: 
PŚi aplikaci vakc²ny sprejov§n²m na kuŚata nebo  
na krmivo mus² uģivatel pouģ²vat dobŚe tŊsn²c² masku 
a ochranu oļ². Po kaģd®m pouģit² si umyjte  
a dezinfikujte ruce a n§stroje. 
Sn§ġka: Nebyla stanovena bezpeļnost veterin§rn²ho 
l®ļiv®ho pŚ²pravku pro pouģit² bŊhem sn§ġky.  
Interakce s dalġ²mi l®ļivĨmi pŚ²pravky a dalġ² formy 
interakce:  PŚed vakcinac² a po vakcinaci nepod§vejte 

ģ§dn§ antikokcidika, vļetnŊ sulfonamidŢ, protoģe 
jejich pod§n² by mohlo m²t negativn² vliv na imunitu, 
kter§ je z§visl§ na recyklaci oocyst v prostŚed². 
Nejsou dostupn® informace o bezpeļnosti a ¼ļinnosti 
t®to vakc²ny, pokud je pod§v§na z§roveŔ s jinĨm 
veterin§rn²m l®ļivĨm pŚ²pravkem. Rozhodnut²  
o pouģit² t®to vakc²ny pŚed nebo po jak®mkoliv jin®m 
veterin§rn²m l®ļiv®m pŚ²pravku mus² bĨt provedeno 
na z§kladŊ zv§ģen² jednotlivĨch pŚ²padŢ. 
PŚed§vkov§n² (symptomy, prvn² pomoc, antidote):  
Po pod§n² 10n§sobnŊ vyġġ² d§vky nebyly pozorov§ny 
ģ§dn® neģ§douc² ¼ļinky. 
Inkompatibility:  
Studie kompatibility nejsou k dispozici, a proto tento 
veterin§rn² l®ļivĨ pŚ²pravek nesm² bĨt m²sen 

s ģ§dnĨmi dalġ²mi veterin§rn²mi l®ļivĨmi pŚ²pravky. 

 
13. ZVLĆĠTNĉ OPATřENĉ PRO 
ZNEĠKODœOVĆNĉ NEPOUĢITħCH PřĉPRAVKš 
NEBO ODPADU, POKUD JE JICH TřEBA 
O moģnostech likvidace nepotŚebnĨch l®ļivĨch 
pŚ²pravkŢ se poraŅte s vaġ²m veterin§rn²m l®kaŚem. 
Tato opatŚen² napom§haj² chr§nit ģivotn² prostŚed². 
 
14. DATUM POSLEDNĉ REVIZE PřĉBALOV£ 
INFORMACE  
Ļerven 2016 
 
15. DALĠĉ INFORMACE 
Vakcinace je n§sledov§na kontinu§ln² a celoģivotn² 

recyklac² vakcinaļn²ch oocyst u kuŚat prostŚednictv²m 
podestĨlky. Tato recyklace oocyst vede k rozvoji 
imunity a pokraļuj²c² ochranŊ proti divokĨm kmenŢm 
uvedenĨch ļtyŚ druhŢ kokcidi² rodu Eimeria. 
Injekļn² lahviļka z n²zkohustotn²ho polyethylenu 
(LDPE) o obsahu 30 ml s ġedou butylpryģovou z§tkou 
a hlin²kovĨm uz§vŊrem, obsahuj²c² buŅ 1 000 nebo 
5 000 d§vek. 
Velikosti balen²: kartonov§ krabice s 1, 5 nebo 10 
lahviļkami po 1 000 nebo 5 000 d§vk§ch 
Na trhu nemus² bĨt vġechny velikosti balen². 
Pouze pro zv²Śata. 
Veterin§rn² l®ļivĨ pŚ²pravek je vyd§v§n pouze  

na pŚedpis. 

 
 

HuveGuard NB suspenze pro oļn² nebo 
peror§ln² pod§n² pro kura dom§c²ho 

97/047/16 -C 

 
1. JM£NO A ADRESA DRĢITELE ROZHODNUTĉ 
O REGISTRACI A DRĢITELE POVOLENĉ  
K VħROBŉ ODPOVŉDN£HO ZA UVOLNŉNĉ 
ĠARĢE, POKUD SE NESHODUJE 
Drģitel rozhodnut² o registraci: 
Huvepharma NV, Uitbreidingstraat 80 

2600 Antwerp, Belgie 
VĨrobce odpovŊdnĨ za uvolnŊn² ġarģe:  
Biovet JSC, 39 Petar Rakov Street 
4550 Peshtera, Bulharsko 
 
2. NĆZEV VETERINĆRNĉHO L£ĻIV£HO 
PřĉPRAVKU 
HuveGuard NB suspenze pro oļn² nebo peror§ln² 
pod§n² pro kura dom§c²ho 
 
3. OBSAH L£ĻIVħCH A OSTATNĉCH LĆTEK 
Jedna d§vka 0,025 ml obsahuje: 
L®ļiv® l§tky: 
Sporulovan® oocysty ze dvou atenuovanĨch ļasnĨch 
lini² n§sleduj²c²ch druhŢ kokcidi² rodu Eimeria: 
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Eimeria necatrix (kmen mednec 3+8)  

100-310 oocyst*  
Eimeria brunetti (kmen roybru 3+28)  
50-155 oocyst*  
*Podle in vitro postupu vĨrobce pro stanoven² poļtu 
oocyst bŊhem m²ch§n² a pŚi propuġtŊn² 
Bezbarv§ aģ b²l§ aģ svŊtle b®ģov§ suspenze  
pŚi protŚep§n². 
 
4. INDIKACE  
K aktivn² imunizaci kuŚat od st§Ś² 14 dnŢ ke sn²ģen² 
infekce a klinickĨch pŚ²znakŢ kokcidi·zy zpŢsoben® 
druhy E.necatrix a E.brunetti. 
N§stup imunity: 21 dnŢ po vakcinaci. 
Doba trv§n² imunity: nebyla prok§z§na. 

 
5. KONTRAINDIKACE  
Nejsou. 
 
6. NEĢĆDOUCĉ ĐĻINKY 
Nejsou zn§my. 
Jestliģe zaznamen§te jak®koliv z§vaģn® neģ§douc² 
¼ļinky ļi jin® reakce, kter® nejsou uvedeny v t®to 
pŚ²balov® informaci, oznamte to pros²m vaġemu 
veterin§rn²mu l®kaŚi. 
 
7. CĉLOVħ DRUH ZVĉřAT 
Kur dom§c² (nosnice, rodiļovsk® chovy)  

 
8. DĆVKOVĆNĉ PRO KAĢDħ DRUH, CESTA (Y)  
A ZPšSOB PODĆNĉ 
Peror§ln² pod§n² (v pitn® vodŊ) nebo oļn² pod§n² 
(oļn² kapky). 
Vakcinaļn² sch®ma: podejte jednu d§vku vakc²ny 
kaģd®mu kuŚeti ve vŊku od 14 dnŢ.  
 
9. POKYNY PRO SPRĆVN£ PODĆNĉ 
Po otevŚen² lahviļky o objemu 30 ml obsahuj²c² 1 000 
nebo 5 000 d§vek je nutn® spotŚebovat celĨ obsah.  
Pod§n² v pitn® vodŊ  
Pro pod§n² vakc²ny mus² bĨt pouģity nap§jeļky. 
ZajistŊte dostateļnĨ poļet nap§jeļek nebo 
nap§jec²ch prostor tak, aby vġechna kuŚata mŊla 
pŚ²stup k vodŊ s vakc²nou, a mohla tak obdrģet 
spr§vnou d§vku. 
Rozm²stŊte nap§jeļky rovnomŊrnŊ po cel®m 
prostoru, v nŊmģ jsou kuŚata ust§jena. 
ZnemoģnŊte kuŚatŢm pŚ²stup k vodŊ po dobu  
2-4 hodiny pŚed vakcinac². 
PŚ²prava suspenze xanthanov® gumy:  
Lze pouģ²t komerļnŊ dostupnou xanthanovou gumu.  
Pro pŚ²pravu 1 000 d§vek nalijte 3 litry ļist® pitn® 
vody o pokojov® teplotŊ do vhodn® n§doby  
a rozpusŠte 5 g xanthanov® gumy. 
Pro pŚ²pravu 5 000 d§vek nalijte 15 litrŢ ļist® pitn® 
vody o pokojov® teplotŊ do vhodn® n§doby  
a rozpusŠte 25 g xanthanov® gumy.  

PŚipravte vakcinaļn² suspenzi n§sleduj²c²m 

zpŢsobem:  
ProtŚepejte dŢkladnŊ lahviļku s vakc²nou pro 
resuspendaci oocyst. OtevŚete lahviļku a nalijte celĨ 
obsah do n²ģe uveden®ho objemu ļist® pitn® vody  
o pokojov® teplotŊ: 2 litry pro pŚ²pravu 1 000 d§vek 
a 10 l pro pŚ²pravu 5 000 d§vek. Vypl§chnŊte 
lahviļku 2 aģ 3kr§t vodou, aby se vġechny oocysty 
dostaly ven z lahviļky. ProtŚepejte z²skanĨ objem  
2 litrŢ (1 000 d§vek) nebo 10 litrŢ (5 000 d§vek) 
vakcinaļn² suspenze a postupnŊ pŚeveŅte  
do pŚipraven® suspenze xanthanov® gumy  
za dŢkladn®ho m²ch§n² pro zajiġtŊn² homogenn² 
suspenze.  
Prom²ch§n²m xanthanov® gumy s roztokem vakc²ny 

se z²sk§ koneļn® mnoģstv² 5 litrŢ (pro 1 000 d§vek) 
nebo 25 litrŢ (pro 5 000 d§vek) suspenze vakc²ny  
a xanthanov® gumy. Nalijte vakcinaļn² suspenzi  
do nap§jec²ho syst®mu.  
Pod§n² oļn²ch kapek. 
Pro pod§n² oļn²ch kapek pouģijte standardizovan® 
kap§tko. PŚesn® mnoģstv² pouģit® vodovodn² vody 
z§vis² na velikosti kapek, kter§ je specifick§  
pro pouģit® kap§tko. 
Pro 1 000 d§vek a velikost kapky 0,025 ml: pouģijte 
neŚedŊnou vakc²nu. 
Pro 5 000 d§vek a velikost kapky 0,025 ml: pŚidejte 
celĨ obsah jedn® lahviļky do 100 ml vody (celkovĨ 

objem 125 ml).  
Podrģte kaģd® kuŚe tak, aby mŊlo hlavu naklonŊnou 
na jednu stranu. Nechte jednu kapku (cca. 0,025 ml) 
vakcinaļn² suspenze volnŊ dopadnout do otevŚen®ho 
oka, aby doġlo k jeho ġetrn®mu zaplaven². Kapka 
(pŚed opuġtŊn²m kap§tka) ani ġpiļka kap§tka  
se NESMĉ dotknout oļn²ho povrchu. PŚed t²m, neģ 
kuŚe vypust²te, ho nechte mrknout.  
 
10. OCHRANNĆ LHšTA 
Bez ochrannĨch lhŢt. 
 
11. ZVLĆĠTNĉ OPATřENĉ PRO UCHOVĆVĆNĉ 
Uchov§vat mimo dosah dŊt². 
Uchov§vejte a pŚepravujte chlazen® (2 ÁC - 8 ÁC). 
ChraŔte pŚed mrazem. ChraŔte pŚed svŊtlem. 
Doba pouģitelnosti po prvn²m otevŚen² vnitŚn²ho 
obalu: spotŚebujte ihned, neskladujte. 
Doba pouģitelnosti po rozpuġtŊn² podle n§vodu:  
4 hodiny. 
Nepouģ²vejte tento veterin§rn² l®ļivĨ pŚ²pravek  
po uplynut² doby pouģitelnost uveden® na etiketŊ. 
 
12. ZVLĆĠTNĉ UPOZORNŉNĉ 
Zvl§ġtn² upozornŊn² pro kaģdĨ c²lovĨ druh: 
Vakc²na obsahuje ģiv® oocysty kokcidi² a navozen² 
imunity je z§visl® na replikaci vakcinaļn²ch kmenŢ  
v kuŚatech.  
V gastrointestin§ln²m traktu vakcinovanĨch pt§kŢ lze 
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bŊģnŊ nal®zt oocysty po dobu 1 aģ 3 tĨdny nebo  

i d®le po vakcinaci. S nejvŊtġ² pravdŊpodobnost²  
se jedn§ o vakcinaļn² oocysty, kter® u kuŚat recykluj² 
prostŚednictv²m podestĨlky. Recyklace oocyst  
je nezbytn§ pro rozvoj imunity a pro dalġ² ochranu. 
Ochrana proti kokcidi§ln² infekci po vakcinaci  
se zvyġuje pŚirozenou n§kazou, a pŚ²stup k jak®koli 
terapeutick® l§tce s antikokcidi§ln² aktivitou kdykoli 
po vakcinaci mŢģe m²t proto nepŚ²znivĨ vliv na rozvoj 
imunity. To plat² po celou dobu ģivota kuŚat. 
Zvl§ġtn² opatŚen² pro pouģit² u zv²Śat:  
Vakcinujte pouze zdrav® pt§ky. 
KuŚata mus² bĨt chov§na striktnŊ na podlaze  
s podestĨlkou. 
Pro sn²ģen² pravdŊpodobnosti n§kazy kokcidiemi pŚed 

n§stupem imunity je tŚeba odstranit podestĨlku  
a dŢkladnŊ vyļistit prostory pro chov mezi chovnĨmi 
cykly. 
Zvl§ġtn² opatŚen² urļen® osob§m, kter® pod§vaj² 
veterin§rn² l®ļivĨ pŚ²pravek zv²ŚatŢm: 
Po kaģd®m pouģit² si umyjte a dezinfikujte ruce  
a n§stroje. 
Sn§ġka: Nebyla stanovena bezpeļnost veterin§rn²ho 
l®ļiv®ho pŚ²pravku pro pouģit² bŊhem sn§ġky. 
Nepouģ²vat u pt§kŢ ve sn§ġce a bŊhem 4 tĨdnŢ pŚed 
poļ§tkem sn§ġky. 
Interakce s dalġ²mi l®ļivĨmi pŚ²pravky a dalġ² formy 
interakce: 

PŚed vakcinac² a po vakcinaci nepod§vejte ģ§dn§ 
antikokcidika, vļetnŊ sulfonamidŢ, protoģe jejich 
pod§n² by mohlo m²t negativn² vliv na imunitu, kter§ 
je z§visl§ na recyklaci oocyst v prostŚed². 
Nejsou dostupn® informace o bezpeļnosti a ¼ļinnosti 
t®to vakc²ny, pokud je pod§v§na z§roveŔ s jinĨm 
veterin§rn²m l®ļivĨm pŚ²pravkem. Rozhodnut²  
o pouģit² t®to vakc²ny pŚed nebo po jak®mkoliv jin®m 
veterin§rn²m l®ļiv®m pŚ²pravku mus² bĨt provedeno 
na z§kladŊ zv§ģen² jednotlivĨch pŚ²padŢ. 
PŚed§vkov§n² (symptomy, prvn² pomoc, antidote):  
Po pod§n² 10n§sobnŊ vyġġ² d§vky nebyly pozorov§ny 
ģ§dn® neģ§douc² ¼ļinky. 
Inkompatibility :  
Studie kompatibility nejsou k dispozici, a proto tento 
veterin§rn² l®ļivĨ pŚ²pravek nesm² bĨt m²sen 
s ģ§dnĨmi dalġ²mi veterin§rn²mi l®ļivĨmi pŚ²pravky. 
 
13. ZVLĆĠTNĉ OPATřENĉ PRO 
ZNEĠKODœOVĆNĉ NEPOUĢITħCH PřĉPRAVKš 
NEBO ODPADU, POKUD JE JICH TřEBA 
O moģnostech likvidace nepotŚebnĨch l®ļivĨch 
pŚ²pravkŢ se poraŅte s vaġ²m veterin§rn²m l®kaŚem. 
Tato opatŚen² napom§haj² chr§nit ģivotn² prostŚed². 
 
14. DATUM POSLEDNĉ REVIZE PřĉBALOV£ 
INFORMACE  
Ļerven 2016 
 

15. DALĠĉ INFORMACE 

Vakcinace je n§sledov§na kontinu§ln² a celoģivotn² 
recyklac² vakcinaļn²ch oocyst u kuŚat prostŚednictv²m 
podestĨlky. Tato recyklace oocyst vede k rozvoji 
imunity a pokraļuj²c² ochranŊ proti divokĨm kmenŢm 
obou uvedenĨch druhŢ kokcidi² rodu Eimeria. 
Injekļn² lahviļka z n²zkohustotn²ho polyethylenu 
(LDPE) o obsahu 30 ml s ġedou butylpryģovou 
z§tkou a hlin²kovĨm uz§vŊrem, obsahuj²c² buŅ 1 000 
nebo 5 000 d§vek. 
Velikosti balen²: kartonov§ krabice s 1, 5 nebo 10 
lahviļkami po 1 000 nebo 5 000 d§vk§ch. 
Na trhu nemus² bĨt vġechny velikosti balen². 
Pouze pro zv²Śata. 
Veterin§rn² l®ļivĨ pŚ²pravek je vyd§v§n pouze  

na pŚedpis. 

 
 

NALGOSED 10 mg/ml injekļn² roztok 
96/056/16 -C 

 
1. JM£NO A ADRESA DRĢITELE ROZHODNUTĉ 
O REGISTRACI A DRĢITELE POVOLENĉ  
K VħROBŉ ODPOVŉDN£HO ZA UVOLNŉNĉ 
ĠARĢE, POKUD SE NESHODUJE 
Bioveta, a. s. 
Komensk®ho 212/12 
683 23 Ivanovice na Han® 

Ļesk§ republika 
 
2. NĆZEV VETERINĆRNĉHO L£ĻIV£HO 
PřĉPRAVKU 
NALGOSED 10 mg/ml injekļn² roztok 
Butorphanolum  (ut Butorphanoli tartras )  
 
3. OBSAH L£ĻIVħCH A OSTATNĉCH LĆTEK 
PŚ²pravek obsahuje v 1 ml: 
L®ļiv® l§tky: 
Butorphanolum  10 mg  
(ut Butorphanoli tartras)  
Pomocn® l§tky: 

Benzethonium chlorid  0,10 mg 
 
4. INDIKACE  
PŚ²pravek je indikov§n k veden² analgezie, sedace  
a preanestezie u c²lovĨch druhŢ zv²Śat.  
Kšœ: Analgetikum: Tlumen² m²rn® aģ siln® abdomi-
n§ln² bolesti gastrointestin§ln²ho pŢvodu vļetnŊ 
koliky. PŚ²pravek tlum² bolest vzniklou v souvislosti 
s kolikou nebo porodn²mi stavy.  
Sedativum: K sedaci po pod§n² stanovenĨch agonistŢ 
alfa2-adrenoceptoru (detomidin, romifidin).  
Sedace pŚi l®ļebnĨch a diagnostickĨch postupech na 
stoj²c²m zv²Śeti. 
PES: Analgetikum: Tlumen² m²rn® aģ siln® bolesti 
souvisej²c² s pooperaļn²mi postupy, zejm®na  
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po ortopedickĨch operac²ch nebo operac²ch mŊkkĨch 

tk§n². 
Sedativum: V kombinaci s medetomidinem 
hydrochloridem. 
Preanestetikum: Pod§n² pŚ²pravku v preanestezii 
sniģuje d§vku celkovĨch anestetik, zejm®na 
tiopentalu sodn®ho. PŚ²pravek je pod§v§n jako 
souļ§st anestetick®ho protokolu v kombinaci 
medetomidinem a ketaminem. 
KOĻKA: Analgetikum: Tlumen² m²rn® aģ siln® bolesti 
souvisej²c² s pooperaļn²mi postupy, zejm®na  
po kastraci, ortopedickĨch operac²ch nebo operac²ch 
mŊkkĨch tk§n². 
Sedativum: V kombinaci s medetomidinem 
hydrochloridem. 

Preanestetikum: Pod§n² pŚ²pravku v preanestezii 
sniģuje d§vku celkovĨch anestetik, zejm®na 
tiopentalu sodn®ho. PŚ²pravek je pod§v§n jako 
souļ§st anestetick®ho protokolu v kombinaci  
s medetomidinem a ketaminem. 
 
5. KONTRAINDIKACE  
Nepouģ²vat v pŚ²padŊ zn§m® pŚecitlivŊlosti na l®ļivou 
l§tku, nebo na nŊkterou z pomocnĨch l§tek.  
Kšœ: Nepouģ²vat u zv²Śat se zn§mou alterac² 
jatern²ch funkc². 
Kombinace butorfanol-detomidin:  
Nepouģ²vat u zv²Śat se zjiġtŊnou srdeļn² arytmi² nebo 

bradykardi². 
Nepouģ²vat u zv²Śat se zjiġtŊnou alterac² jatern²ch 
funkc². 
PES, KOĻKA: Nepouģ²vat u zv²Śat se zjiġtŊnou alterac² 
jatern²ch funkc². 
 
6. NEĢĆDOUCĉ ĐĻINKY 
Po intramuskul§rn² aplikaci se mŢģe v m²stŊ vpichu 
pozorovat m²rn§ bolestivost. 
Kšœ: NejļastŊjġ²m neģ§douc²m ¼ļinkem je slab§ 
ataxie, kter§ mŢģe pŚetrv§vat po dobu 3-10 minut. 
Slab§ aģ silnŊjġ² ataxie se mŢģe dostavit po aplikaci 
kombinace butorfanol-detomindin. U tŊchto reakc²  
je nepravdŊpodobn®, ģe by doġlo k ulehnut² zv²Śete. 
Je nutno dodrģovat bŊģn§ opatŚen², aby bylo 
zabr§nŊno poranŊn² kon².  
Po aplikaci samotn®ho butorfanolu mŢģe nastat 
m²rn§ sedace. 
PES: Butorfanol mŢģe zpŢsobit depresi dechu.  
Butorfanol mŢģe tlumit motilitu gastrointestin§ln²ho 
traktu. Vz§cnŊ se mŢģe objevit anorexie, prŢjem 
nebo pŚechodn§ ataxie. 
KOĻKA: Butorfanol mŢģe zpŢsobit depresi dechu. 
Po aplikaci samotn®ho butorfanolu se nedostavuje 
zŚeteln§ sedace. 
Po aplikaci pŚ²pravku se mŢģe dostavit mydri§za.  
 
7. CĉLOVħ DRUH ZVĉřAT 
KonŊ, psi, koļky. 

8.  DĆVKOVĆNĉ PRO KAĢDħ DRUH, CESTA (Y)  

A ZPšSOB PODĆNĉ 
ZpŢsob pod§n²: 
Kšœ: striktn² intraven·zn² pod§n² (i.v.) 
PES, KOĻKA: intraven·zn² (i.v.), subkut§nn² (s.c.) 
nebo intramuskul§rn² (i.m.) pod§n² 
V pŚ²padŊ i.v. pod§n² nepod§vejte jako bolus. 
Vyvarujte se pŚ²liġ rychl®mu i.v. pod§n². PŚi 
opakovan®m s.c. nebo i.m. pod§n² aplikujte na rŢzn§ 
m²sta. 
Kšœ 
Jako analgetikum: 
butorfanol samostatnŊ v d§vce 0,1 mg/kg ģ. hm. i.v., 
coģ odpov²d§ d§vce 0,01 ml/kg ģ. hm., potaģmo  
1 ml/100 kg ģ. hm. i.v. 

D§vku lze opakovat podle potŚeby. AnalgetickĨ efekt 
nastupuje bŊhem 15 minut po aplikaci. 
Jako sedativum: 
butorfanol v  kombinaci s detomidinem: Aplikujte 
detomidin v d§vce 0,012 mg/kg ģ. hm. i.v. N§slednŊ 
za 5 minut pot® aplikujte butorfanol v d§vce  
0,025 mg/kg ģ. hm. i.v. 
butorfanol v  kombinaci s romifidinem: Aplikujte 
romifidin v  d§vce 0,04-0,12 mg/kg ģ. hm. i.v. 
N§slednŊ pot® bŊhem 5 minut aplikujte butorfanol 
v d§vce 0,02 mg/kg ģ. hm. i.v. 
PES 
Jako analgetikum: 

butorfanol samostatnŊ v d§vce 0,2-0,3 mg/kg ģ. hm., 
coģ odpov²d§ d§vce 0,02-0,03 ml/kg ģ. hm., potaģmo 
0,2-0,3 ml/10 kg ģ. hm. i.v., i.m. nebo s.c. 
PŚ²pravek aplikujte 15 min. pŚed ukonļen²m 
anestezie, aby doġlo k analgetick®mu ¼ļinku ve f§zi 
zotaven². AnalgetickĨ ¼ļinek lze pozorovat bŊhem  
15 min. Na kontinu§ln² analgezii lze opakovat d§vku 
pŚ²pravku podle potŚeby. 
Jako sedativum: 
butorfanol v  kombinaci s medetomidinem: Aplikujte 
butorfanol v  d§vce 0,1 mg/kg ģ. hm. i.v., nebo i.m. 
BezprostŚednŊ pot® aplikujte medetomidin v  d§vce 
0,01-0,025 mg/kg ģ. hm.  i.v., nebo i.m. ObŊ l®ļiva 
pod§vejte oddŊlenŊ, nikoli v jedn® injekļn² stŚ²kaļce 
(viz bod 6.2 Inkompatibility).  
Na dostateļnĨ n§stup sedace vyļkejte po aplikaci  
20 min. pŚed zah§jen²m l®ļebn®ho z§kroku.   
Pro n§vrat z anestezie aplikujte atipamezol, v  d§vce 
0,05-0,125 mg/kg ģ. hm. PŚibliģnŊ do 5 min.  
se pacient dost§v§ do stern§ln² polohy a za dalġ²  
2 min. se pacient postav². 
Jako preanestetikum: 
butorfanol samostatnŊ v d§vce 0,1-0,2 mg/kg ģ. hm. 
i.v., i.m., nebo s.c.  
Aplikujte 15 min. pŚed navozen²m anestezie  
Jako sedativum a preanestetikum - premedikace 
barbitur§tov® anestezie:  
butorfanol v  kombinaci s medetomidinem: Aplikujte 
butorfanol v  d§vce 0,1 mg/kg ģ. hm. i.v., nebo i.m. 
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BezprostŚednŊ pot® aplikujte medetomidin v d§vce 

0,01 mg/kg ģ. hm.  i.v., nebo i.m. ObŊ l®ļiva 
pod§vejte oddŊlenŊ, nikoli v jedn® injekļn² stŚ²kaļce 
(viz bod 6.2 Inkompatibility).  
Jako souļ§st anestetick® protokolu:  
butorfanol v kombinaci s medetomidinem  
a ketaminem: Aplikujte butorfanol v  d§vce 0,1 mg/kg 
ģ. hm. i.m. BezprostŚednŊ pot® aplikujte 
medetomidin v d§vce 0,025 mg/kg ģ. hm. i.m. ObŊ 
l®ļiva pod§vejte oddŊlenŊ, nikoli v jedn® stŚ²kaļce 
(viz bod 6.2 Inkompatibility). Po 15 min. aplikujte 
ketamin v d§vce 5 mg/kg ģ. hm. i.m.  
Sedace a n§stup anestezie se dostav² pŚibliģnŊ  
do 6 min. od prvn² aplikace. PŚibliģnŊ za 14 min.  
se ztr§c² patkovĨ reflex.  

Anestezie odezn²v§ pŚibliģnŊ za 53 min. po aplikaci 
ketaminu - vrac² se patkovĨ reflex. Do stern§ln² 
polohy se pacient vrac² pŚibliģnŊ za 35 min. a za 
dalġ²ch 36 min. se pacient postav².  
Pro zruġen² anestezie po pouģit² kombinace 
butorfanol-medetomindin-ketamin se nedoporuļuje 
pouģit² atipamezolu.  
KOĻKA 
Jako analgetikum pŚedoperaļn²: 
butorfanol samostatnŊ v d§vce 0,4 mg/kg ģ. hm.,  
coģ odpov²d§ d§vce 0,04 ml/kg ģ. hm., potaģmo  
0,2 ml/5 kg ģ. hm. i.m., nebo s.c. 
PŚi pouģit² intraven·zn² indukce anestezie aplikujte 

butorfanol s pŚedstihem 15-30 min. pŚed 
anestetikem. 
PŚi pouģit² intramuskul§rn² indukce anestezie 
(acepromazin-ketamin, nebo xylazin-ketamin) 
aplikujte butorfanol s  pŚedstihem 5 min. pŚed aplikac² 
anestetika. Doba probouzen² se pouģit²m butorfanolu 
nijak vĨraznŊ nenaruġuje.  
Jako analgetikum pooperaļn²: 
Intramuskul§rn², subkut§nn² pod§n²: butorfanol 
samostatnŊ v d§vce 0,4 mg/kg ģ. hm. s.c., nebo i.m., 
coģ odpov²d§ d§vce 0,04 ml/kg ģ. hm., potaģmo  
0,2 ml/5 kg ģ. hm. s.c., nebo i.m. 
Intraven·zn² pod§n²:  butorfanol samostatnŊ v d§vce 
0,1 mg/kg ģ. hm. i.v., coģ odpov²d§ d§vce 0,01 ml/kg 
ģ. hm., potaģmo 0,05 ml/5 kg ģ. hm. i.v. 
Aplikujte 15 min. pŚed probouzen²m z anestezie. 
Jako sedativum: 
butorfanol v  kombinaci s medetomidinem: Aplikujte 
butorfanol v  d§vce 0,4 mg/kg ģ. hm. i.m., nebo s.c. 
BezprostŚednŊ pot® aplikujte medetomidin v  d§vce 
0,05 mg/kg ģ. hm.  i.v., nebo i.m. ObŊ l®ļiva 
pod§vejte oddŊlenŊ, nikoli v jedn® injekļn² stŚ²kaļce 
(viz bod 6.2 Inkompatibility).  
Pro pouģit² u chirurgick®ho ġit² ran by mŊla bĨt 
pouģita lok§ln² anestezie.  
Pro n§vrat z anestezie aplikujte atipamezol v d§vce 
0,125 mg/kg ģ. hm. PŚibliģnŊ do 4 min. se pacient 
dost§v§ do stern§ln² polohy a za dalġ²ch 1 min.  
se pacient postav². 

Jako souļ§st anestetick®ho protokolu: 

butorfanol v kombinaci s medetomidinem  
a ketaminem:  
Intraven·zn² pod§n²: aplikujte butorfanol v  d§vce  
0,1 mg/kg ģ. hm. i.v. BezprostŚednŊ pot® aplikujte 
medetomidin v d§vce 0,04 mg/kg ģ. hm. i.v.  
a ketamin v d§vce 1,25-2,5 mg/kg ģ. hm. i.v.; 
ketamin d§vkujte podle potŚebn® hloubky anestezie. 
L®ļiva pod§vejte oddŊlenŊ, nikoli v  jedn® injekļn² 
stŚ²kaļce (viz bod 6.2 Inkompatibility). 
Pacient ulehne bŊhem 2-3 min. po aplikaci. Ztr§ta 
ped§ln²ho reflexu nast§v§ za 3 min. po aplikaci.  
Pro n§vrat z anestezie aplikujte atipamezol v d§vce 
0,2 mg/kg ģ. hm. PŚibliģnŊ do 2 min. se obnov² 
ped§ln² reflex, pŚibliģnŊ za 6 min. se pacient dost§v§ 

do stern§ln² polohy a za dalġ²ch 18 min. se pacient 
postav².  
Intramuskul§rn² pod§n²: aplikujte butorfanol v  d§vce 
0,4 mg/kg ģ. hm. i.m. BezprostŚednŊ pot® aplikujte 
medetomidin v d§vce 0,08 mg/kg ģ. hm. i.m.  
a ketamin v d§vce 5 mg/kg ģ. hm. i.m. L®ļiva 
pod§vejte oddŊlenŊ, nikoli v jedn® injekļn² stŚ²kaļce 
(viz bod 6.2 Inkompatibility).  
N§stup ¼ļinku a n§vrat je z§vislĨ na podan® d§vce 
ketaminu. Pacient ulehne do 1 min. vļetnŊ ztr§ty 
ped§ln²ho reflexu.  
Bez dalġ² medikace anestezie trv§ aģ 60 min. (n§vrat 
do stern§ln² polohy) a pacient se postav² bŊhem  

70-83 min. Pro n§vrat z anestezie aplikujte 
atipamezol v d§vce 0,1 mg/kg ģ. hm. PŚibliģnŊ  
do 4 min. se obnov² ped§ln² reflex, pŚibliģnŊ za  
7 min. se pacient dost§v§ do stern§ln² polohy  
a za 18 min. se pacient postav².  
 
9. POKYNY PRO SPRĆVN£ PODĆNĉ 
Pro zajiġtŊn² pod§n² spr§vn® d§vky by mŊla bĨt  
co nejpŚesnŊji stanovena ģiv§ hmotnost. 
Dostupn® ¼daje o bezpeļnosti a ¼ļinnosti dokl§daj², 
ģe veterin§rn² l®ļivĨ pŚ²pravek lze pod§vat ve stejnĨ 
den, ale nesm² se m²sit s ostatn²mi sedativy, jako 
jsou agonist® agonist® alfa2-adrenoceptoru 
(romifidin nebo detomidin u kon², medetomidin u psŢ 
a koļek). 
 
10. OCHRANNĆ LHšTA  
KŢŔ: Maso: Bez ochrannĨch lhŢt. 
Ml®ko: Bez ochrannĨch lhŢt. 
 
11. ZVLĆĠTNĉ OPATřENĉ PRO UCHOVĆVĆNĉ 
Uchov§vat mimo dosah dŊt². 
Uchov§vejte pŚi teplotŊ do 25 ÁC. 
ChraŔte pŚed svŊtlem. 
Nepouģ²vejte po uplynut² doby pouģitelnosti uveden® 
na obalu. 
Doba pouģitelnosti po prvn²m otevŚen² vnitŚn²ho 
obalu: 28 dn². 
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12. ZVLĆĠTNĉ UPOZORNŉNĉ 

Zvl§ġtn² opatŚen² pro pouģit² u zv²Śat 
PŚed pouģit²m pŚ²pravku v kombinaci s jakĨmikoli 
jinĨmi l®ļivy je potŚebn® zohlednit kontraindikace  
a upozornŊn² uveden® v pŚ²balovĨch informac²ch 
tŊchto l®ļiv. 
Butorfanol je deriv§t morfia a vykazuje tak opi§tovou 
aktivitu. Nebyla stanovena bezpeļnost pŚ²pravku  
u ġtŊŔat, koŠat a hŚ²bat. Pouģit² pŚ²pravku u tŊchto 
skupin by mŊlo bĨt zaloģeno na zv§ģen² 
terapeutick®ho prospŊchu a rizika pŚ²sluġnĨm 
veterin§rn²m l®kaŚem. 
Kšœ: Kombinace butorfanol-detomidin:   
PŚed pouģit²m kombinace je potŚeba udŊlat rutinn² 
auskultaci srdce. 

PES: PŚi pod§n² pŚ²pravku jako preanestetika  
se doporuļuje pod§n² l®ļiva s anticholinergickĨm 
¼ļinkem (napŚ. atropin), kter® preventivnŊ zamez² 
vzniku bradykardie bŊhem nark·zy.  
Intraven·zn² aplikaci je tŚeba prov§dŊt pomalu,  
ne jako rychlĨ bolus. 
KOĻKA: Dodrģujte pŚesn® d§vkov§n². D§vku 
pod§vejte na z§kladŊ pŚesnŊ stanoven® ģiv® 
hmotnosti zv²Śete. Pro pŚesn® d§vkov§n² je vhodn® 
pouģ²vat injekļn² stŚ²kaļku s vhodnou stupnic² (napŚ. 
inzul²nov§ stŚ²kaļka). 
Zvl§ġtn² opatŚen² urļen® osob§m, kter® pod§vaj² 
veterin§rn² l®ļivĨ pŚ²pravek zv²ŚatŢm. 

 
13. ZVLĆĠTNĉ OPATřENĉ PRO 
ZNEĠKODœOVĆNĉ NEPOUĢITħCH PřĉPRAVKš 
NEBO ODPADU, POKUD JE JICH TřEBA 
L®ļiv® pŚ²pravky se nesm² likvidovat prostŚednictv² 
odpadn² vody ļi domovn²ho odpadu. Vġechen 
nepouģitĨ veterin§rn² l®ļivĨ pŚ²pravek nebo odpad, 
kterĨ poch§z² z tohoto pŚ²pravku, mus² bĨt likvidov§n 
podle m²stn²ch pr§vn²ch pŚedpisŢ. 
 
14. DATUM POSLEDNĉ REVIZE PřĉBALOV£ 
IN FORMACE 
 
15. DALĠĉ INFORMACE 
Na trhu nemus² bĨt vġechny velikosti balen². 

 
 

Phenocillin 800 mg/g pr§ġek pro pod§n²  
v pitn® vodŊ pro kura dom§c²ho 
96/055/16 -C 

 
1.  JM£NO A ADRESA DRĢITELE ROZHODNUTĉ 
O REGISTRACI A DRĢITELE POVOLENĉ 
K VħROBŉ ODPOVŉDN£HO ZA UVOLNŉNĉ 
ĠARĢE, POKUD SE NESHODUJE 
Drģitel rozhodnut² o registraci a vĨrobce odpovŊdnĨ 
za uvolnŊn² ġarģe: 
Eurovet Animal Health B. V. 
Handelsweg 25, 5531 AE Bladel, Nizozemsko  

2.  NĆZEV VETERINĆRNĉHO L£ĻIV£HO 

PřĉPRAVKU 
Phenocillin 800 mg/g pr§ġek pro pod§n² v pitn® vodŊ 
pro kura dom§c²ho  
Phenoxymethylpenicillinum 
 
3.  OBSAH L£ĻIVħCH A OSTATNĉCH LĆTEK 
1 g pr§ġku obsahuje:  
L®ļiv§ l§tka: 
Phenoxymethylpenicillinum  800 mg  
(odpov²d§ 887 mg phenoxymethylpenicillinum 
calicum) 
B²lĨ nebo t®mŊŚ b²lĨ pr§ġek 
 
4.  INDIKACE  

K l®ļbŊ a metafylaxi nekrotick® enteritidy zpŢsoben® 
kmeny Clostridium perfringens. PŚed metafylaktickĨm 
pouģit²m mus² bĨt onemocnŊn² souļasnŊ 
diagnostikov§no na ¼rovni hejna. 
 
5.  KONTRAINDIKACE  
Nepouģ²vat v pŚ²padŊ pŚecitlivŊlosti na l®ļivou l§tku 
nebo na nŊkterou z pomocnĨch l§tek. 
 
6.  NEĢĆDOUCĉ ĐĻINKY 
PŚestoģe nebyly po pod§n² pŚ²pravku pozorov§ny 
neģ§douc² ¼ļinky, peniciliny mohou vyvolat zvracen², 
prŢjem a zmŊnu stŚevn² mikrofl·ry selekc² 

rezistentn²ch bakteri². 
Jestliģe zaznamen§te jak®koliv z§vaģn® neģ§douc² 
¼ļinky ļi jin® reakce, kter® nejsou uvedeny v t®to 
pŚ²balov® informaci, oznamte to pros²m vaġemu 
veterin§rn²mu l®kaŚi. 
 
7.  CĉLOVħ DRUH ZVĉřAT 
Kur dom§c². 
 
8.  DĆVKOVĆNĉ PRO KAĢDħ DRUH, CESTA (Y)  
A ZPšSOB PODĆNĉ 
13,5 - 20 mg fenoxymetylpenicilinu na kg ģiv® 
hmotnosti dennŊ, coģ odpov²d§ 17 - 25 mg pŚ²pravku 
na kg ģiv® hmotnosti na den po dobu 5 dnŢ.  
ZpŢsob pod§n²: peror§ln² pod§n², rozpustit v pitn® 
vodŊ a pouģ²t do 12 hodin. Maxim§ln² rozpustnost  
je 100 g pŚ²pravku na litr pitn® vody.  
Ke stanoven² mnoģstv² pŚ²pravku v gramech, kter®  
se m§ pŚidat do 1000 litrŢ vody, lze pouģ²t n§sleduj²c² 
vĨpoļet:  
 

mg 
pŚ²pravku/kg 
ģiv® 

hmotnosti/  
den 

x 

prŢmŊrn§ 
ģiv§ 
hmotnost 

jednotlivĨch 
zv²Śat (kg) 

x 
poļet 

zv²Śat 

=  
mg 
pŚ²pravku  

x 1000 

=  
g 
pŚ²pravku/

1000l vody 

Celkov§ spotŚeba vody (litry) skupinou zv²Śat, 
kter§ se m§ l®ļit, v pŚedchoz² den 

  
Pro spr§vnĨ vĨpoļet poģadovan®ho mnoģstv² 
pŚ²pravku se doporuļuje pouģ²t kalibrovanou v§hu.  
S ohledem na to, ģe nemocn§ zv²Śata mohou p²t 



 
 

114 
 
 

m®nŊ, se doporuļuje zah§jit l®ļbu s vyġġ² d§vkou, 

aby se kompenzoval pŚ²padnĨ niģġ² pŚ²jem 
medikovan® vody. 
Pro zajiġtŊn² spr§vn®ho d§vkov§n² je tŚeba  
co nejpŚesnŊji urļit ģivou hmotnost zv²Śat, aby  
se zabr§nilo podd§vkov§n². 
BŊhem obdob² l®ļby by nemŊl bĨt k dispozici ģ§dnĨ 
jinĨ zdroj pitn® vody. V pŚ²padech zmŊnŊn® spotŚeby 
pitn® vody u drŢbeģe je tŚeba koncentraci upravit 
tak, aby bylo dosaģeno doporuļen® d§vky.  
Po ukonļen² obdob² l®ļby je nutno vyļistit soustavu 
pŚ²vodu vody vhodnĨm zpŢsobem, aby se zabr§nilo 
n§sledn®mu pŚ²jmu subterapeutickĨch mnoģstv² 
l®ļiv® l§tky. 
 

9.  POKYNY PRO SPRĆVN£ PODĆNĉ 
Nejsou 
 
10.  OCHRANNĆ LHšTA 
Maso: 2 dny. 
Vejce:  Bez ochrannĨch lhŢt. 
 
11.  ZVLĆĠTNĉ OPATřENĉ PRO UCHOVĆVĆNĉ 
Uchov§vat mimo dosah dŊt². 
Tento veterin§rn² l®ļivĨ pŚ²pravek nevyģaduje ģ§dn® 
zvl§ġtn² podm²nky pro uchov§v§n².  
Nepouģ²vejte tento veterin§rn² l®ļivĨ pŚ²pravek  
po uplynut² doby pouģitelnosti uveden® na etiketŊ  

po EXP. Doba pouģitelnosti konļ² posledn²m dnem 
v uveden®m mŊs²ci. 
Doba pouģitelnosti po prvn²m otevŚen² vnitŚn²ho 
obalu: 3 mŊs²ce.  
Doba pouģitelnosti po rozpuġtŊn² nebo rekonstituci 
podle n§vodu: 12 hodin.  
 
12.  ZVLĆĠTNĉ UPOZORNŉNĉ 
Zvl§ġtn² upozornŊn² pro kaģdĨ c²lovĨ druh: 
Pod§n² pŚ²pravku mŢģe v®st ke zvĨġen² spotŚeby 
medikovan® vody.  
Zvl§ġtn² opatŚen² pro pouģit² u zv²Śat:  
Pouģit² pŚ²pravku by mŊlo bĨt zaloģeno na vĨsledc²ch 
stanoven² citlivosti kmenŢ bakt®ri² izolovanĨch  
od zv²Śat v r§mci farmy. Pokud to nen² moģn®,  
je nutn® zaloģit terapii na m²stn²ch (region§ln²,  
na ¼rovni farmy) epidemiologickĨch informac²ch  
o citlivosti pŚ²sluġn®ho kmene bakterie. PŚ²pravek  
se nesm² pouģ²vat ke kompenzaci nedostateļn® 
hygieny a p®ļe na farm§ch.  
Pouģit² pŚ²pravku jinĨm zpŢsobem, neģ je uvedeno 
v pokynech SPC, mŢģe zvĨġit prevalenci bakteri² 
rezistentn²ch vŢļi fenoxymetylpenicilinu a mŢģe sn²ģit 
¼ļinnost l®ļby jinĨmi peniciliny z dŢvodu potenci§ln² 
zkŚ²ģen® rezistence. PŚi pouģit² pŚ²pravku je nutno 
zohlednit ofici§ln² celost§tn² a m²stn² pravidla 
antibiotick® politiky. 
Zvl§ġtn² opatŚen² urļen® osob§m, kter® pod§vaj² 
veterin§rn² l®ļivĨ pŚ²pravek zv²ŚatŢm: 

Peniciliny, jako je fenoxymetylpenicilin, mohou  

po injekci, inhalaci, poģit² nebo kontaktu s kŢģ² 
vyvolat pŚecitlivŊlost (alergii). PŚecitlivŊlost  
na fenoxymetylpenicilin mŢģe v®st ke zkŚ²ģenĨm 
reakc²m s jinĨmi peniciliny a cefalosporiny a naopak. 
Alergick® reakce na tyto l§tky mohou bĨt v nŊkterĨch 
pŚ²padech v§ģn®.  
Nemanipulujte s pŚ²pravkem, pokud v²te, ģe jste 
pŚecitlivŊl², nebo pokud v§m bylo doporuļeno  
s pŚ²pravky tohoto typu nepracovat.  
PŚi manipulaci s pŚ²pravkem dodrģujte vġechna 
doporuļen§ bezpeļnostn² opatŚen² a buŅte 
maxim§lnŊ obezŚetn², aby nedoġlo k pŚ²m®mu 
kontaktu.  
Pokud se po kontaktu s pŚ²pravkem objev² pŚ²znaky 

jako napŚ. vyr§ģka, vyhledejte l®kaŚskou pomoc  
a ukaģte l®kaŚi toto upozornŊn². Otok obliļeje, rtŢ, 
oļ² nebo pot²ģe s dĨch§n²m jsou v§ģn® pŚ²znaky  
a vyģaduj² okamģit® l®kaŚsk® oġetŚen². 
Lid®, kteŚ² nakl§daj² s t²mto pŚ²pravkem, by mŊli 
zabr§nit vdechov§n² prachovĨch ļ§stic a kontaktu 
pŚ²pravku s kŢģ². PŚi m²ch§n² a manipulaci  
s pŚ²pravkem pouģ²vejte ochrannĨ odŊv, nepropustn® 
rukavice a buŅ jednor§zovĨ respir§tor vyhovuj²c² 
normŊ EN 149, nebo respir§tor pro opakovan® 
pouģit² vyhovuj²c² normŊ EN 140 s filtrem podle 
normy EN 143. 
Po pouģit² si dŢkladnŊ umyjte ruce a potŚ²snŊnou 

kŢģi.  
Pouģit² v prŢbŊhu bŚezosti, laktace a nebo sn§ġky: 
Studie proveden® na laboratorn²ch zv²Śatech a u lid² 
nepodaly ģ§dn® dŢkazy o vlivu na reprodukļn² funkci 
nebo vĨvoj plodu. 
Interakce s dalġ²mi l®ļivĨmi pŚ²pravky a dalġ² formy 
interakce: 
Tento veterin§rn² l®ļivĨ pŚ²pravek by se nemŊl 
kombinovat s bakteriostatickĨmi antibiotiky. 
PŚed§vkov§n² (symptomy, prvn² pomoc, antidota): 
Fenoxymetylpenicilin m§ vysokĨ terapeutickĨ index. 
PŚi pod§v§n² medikovan® pitn® vody v dvojn§sobku 
aģ pŊtin§sobku doporuļen® terapeutick® d§vky  
po dvojn§sobek doporuļen® doby l®ļby se neobjevily 
neģ§douc² ¼ļinky. U nŊkterĨch jedincŢ pod§v§n² 
pŊtin§sobku doporuļen® terapeutick® d§vky  
po dvojn§sobek doporuļen® doby trv§n² l®ļby vedlo 
ke zvĨġen² spotŚeby vody, poklesu pŚ²jmu potravy  
a vodnat®mu trusu.  
Inkompatibility :  
Nem²sit s jinĨmi veterin§rn²mi l®ļivĨmi pŚ²pravky. 
Je zn§mo, ģe kontakt roztokŢ obsahuj²c²ch penicilin  
s kovy a pouģit² kovovĨch syst®mŢ k jejich pod§n² 
nepŚ²znivŊ ovlivŔuje stabilitu penicilinu. Proto  
je nutn® zabr§nit pouģ²v§n² takovĨch syst®mŢ  
a nepouģ²vat je k uchov§v§n² roztokŢ. 
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13.  ZVLĆĠTNĉ OPATřENĉ PRO 

ZNEĠKODœOVĆNĉ NEPOUĢIT£HO PřĉPRAVKU 
NEBO ODPADU, POKUD JE JICH TřEBA 
L®ļiv® pŚ²pravky se nesm² likvidovat prostŚednictv²m 
odpadn² vody ļi domovn²ho odpadu. 
O moģnostech likvidace nepotŚebnĨch l®ļivĨch 
pŚ²pravkŢ se poraŅte s vaġ²m veterin§rn²m l®kaŚem. 
Tato opatŚen² napom§haj² chr§nit ģivotn² prostŚed². 
 
14.  DATUM POSLEDNĉ REVIZE PřĉBALOV£ 
INFORMACE  
Ļervenec 2016 
 
15.  DALĠĉ INFORMACE 
Velikosti balen²: 100 g, 10 x 100 g, 250 g, 500 g,  

1 kg a 2,5 kg.  
Na trhu nemus² bĨt vġechny velikosti balen². 
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Canihelmin plus 50 mg/144 mg/150 mg 
tablety pro psy  

96/070/16 -C 

 
1.  JM£NO A ADRESA DRĢITELE ROZHODNUTĉ 
O REGISTRACI A DRĢITELE POVOLENĉ 
K VħROBŉ ODPOVŉDN£HO ZA UVOLNŉNĉ 

ĠARĢE, POKUD SE NESHODUJE 
Drģitel opr§vnŊn² k prodeji a vĨrobce odpovŊdnĨ  
za uvolnŊn² ġarģe 
GENERA Inc. 
Svetonedeljska 2, Kalinovica 
10436 Rakov Potok  
CHORVATSKO 
 
2.  NĆZEV VETERINĆRNĉHO L£ĻIV£HO 
PřĉPRAVKU 
Canihelmin plus 50 mg/144 mg/150 mg  
tablety pro psy 
Praziquantelum, pyranteil embonas, febantelum 
 
3.  OBSAH L£ĻIVħCH A OSTATNĉCH LĆTEK 
Jedna tableta obsahuje: 
Praziquantelum  50 mg 
Pyranteli embonas  144 mg 
(ekvivalentn² 50 mg pyrantelum)  
Febantelum 150 mg 
Tableta. Ģlut§, kulat§, ploch§ tableta s kŚ²ģovou 
rĨhou na jedn® stranŊ. 
Tablety lze dŊlit na stejn® ļtvrtiny. 
 
4. INDIKACE  
L®ļba sm²ġenĨch infekc² hl²sticemi a tasemnicemi 
n§sleduj²c²ch druhŢ: 
Hl²stice:  

Ġkrkavky: Toxocara canis, Toxascaris leonina 
(dospŊlci).   
MŊchovci: Uncinaria stenocephala, Ancylostoma 
caninum (dospŊlci).   
Tenkohlavci: Trichuris vulpis (dospŊlci).   
Tasemnice: Echinococcus spp. (Echinococcus 
granulosus, Echinococcus multilocularis), Taenia spp. 
(Taenia hydatigena, Taenia pisiformis, Taenia 
taeniaeformis), Dipylidium caninum (dospŊlci). 
 
5. KONTRAINDIKACE  
Nepouģ²vat souļasnŊ s piperazinovĨmi slouļeninami. 
Nepouģ²vat v pŚ²padŊ pŚecitlivŊlosti na l®ļiv® l§tky 
nebo na nŊkterou z pomocnĨch l§tek. 
 

6.  NEĢĆDOUCĉ ĐĻINKY 
Ve velmi vz§cnĨch pŚ²padech byly pozorov§ny 
gastrointestin§ln² poruchy (prŢjem, zvracen²). Jestliģe 
zaznamen§te jak®koliv z§vaģn® neģ§douc² ¼ļinky  
ļi jin® reakce, kter® nejsou uvedeny v t®to pŚ²balov® 
informaci, oznamte to pros²m vaġemu veterin§rn²mu 
l®kaŚi. 
Ļetnost neģ§douc²ch ¼ļinkŢ je charakterizov§na 
podle n§sleduj²c²ch pravidel: 
- velmi ļast® (neģ§douc² ¼ļinky se projevily u v²ce 
neģ 1 z 10 zv²Śat v prŢbŊhu jednoho oġetŚen²) 
- ļast® (u v²ce neģ 1, ale m®nŊ neģ 10 ze 100 zv²Śat) 
- neobvykl® (u v²ce neģ 1, ale m®nŊ neģ 10 z 1000 

zv²Śat) 
- vz§cn® (u v²ce neģ 1, ale m®nŊ neģ 10 z 10000 
zv²Śat) 
- velmi vz§cn® (u m®nŊ neģ 1 z 10000 zv²Śat vļetnŊ 
ojedinŊlĨch hl§ġen²). 
 
7.  CĉLOVħ DRUH ZVĉřAT 
Psi. 
 
8.  DĆVKOVĆNĉ PRO KAĢDħ DRUH, CESTA  
A ZPšSOB PODĆNĉ 
Peror§ln² pod§n². 
Doporuļen® d§vky jsou: 1 tableta na 10 kg ģiv® 
hmotnosti v jedn® d§vce (5 mg prazikvantelu, 15 mg 
febantelu a 14,4 mg pyrantel embon§tu na kg ģiv® 
hmotnosti). Pro zajiġtŊn² spr§vn®ho d§vkov§n²  
je tŚeba stanovit ģivou hmotnost co nejpŚesnŊji. 
ĠtŊŔata a mal² psi 
3ï5 kg ģ.hm. 1/2 tablety  
>5ï10 kg ģ.hm. 1 tableta 
StŚedn² psi 
>10ï20 kg ģ.hm. 2 tablety 
>20-30 kg ģ.hm. 3 tablety 
Velc² psi 
>30-40 kg ģ.hm. 4 tablety 
V pŚ²padŊ rizika recidivy infestace, poraŅte  
se se svĨm veterin§rn²m l®kaŚem, pokud jde  
o potŚebu a frekvenci opakovan®ho pod§n². 
 




