VhSTNCK

DSKVBL

VhST®6KAMMBTCTmmwmuyETER|NCRN&CH
Bl OPREPARETS V
L. 3, 2016




VNnSTNEBEXKVBL

| ., 2@®L6
VNSTNEK DSTAUUNPRRONTROLU
VETERI NCRNE PAREITGPRE LELI V

OBSAH

POKYNY DSKVBL

PSehled pl at BOL G 2016p ©keéyndéckbcééebéeééééedacceéé 3

b S KV BL-/4B®a/Rev. 4

Sprg8§vn2 poplatky a ng8hrady vidajT za odborn® 3
V pTsobnosdciee DRV BAEeecéc666eebcbésseeééosdssssdsdsséé9
DSKVBL f3BIGRev. 1

Up Se s ifoimaceRezmNn&m regi str aded| et erhiep®Beapra3ah k T

INFORMACE
Povolen2 wvIijimky na dovoz a pougit?2 neregistroc
PS2Ppréedvekaic 66666666666666666666666666606KEBEEEEE O]

REGI STROVANE VETlEiRl!.IN‘@iRNIéFCPRAVKY

PS2balov® informace nov¥ch elg®lsit v Tockls a g &pI8at leT i
Prodlougen2 platnosti rozhl®dnuiehopddegpestk T ci
ZmhDny rozhodnut?2 o r eigVist haayukbP epere ¢ corasica §4éh58 c h | @
Zrugen? registracep®$epenickdrénd cehesste ®¢ d 6wk £6A
PSevod registrace veteréicaeérénm & ol é & éRs|edécsede e 69 p S2 pr
Ukonl en2 platnosti ¢&déz&hee dancusted ¢ ént ér égpies ¢ aréyd é
Zastaven? S2zen? 0 pEO&lée éxh eeé e eépicsdeéréat®s VL P

SCHVCLENE VETERI NCRNEé PFéPRAVKY A VETERI NCRNE T
NovhD schvS8l en® vVedéatrdavGeaneeecp SC6pE aackesps ¢ é d70
Ozn8§men2 o prodlougen2 péentnoeterroghodlBtpSdp
ZmNDna schv§8l en? rvaevikefréiérn 8¢ ane% 6 hiéc ép 68 ocecsssse é d74
Zrugen? schvg8len?2 veteréiénderéms dicos éb @dodecsc@® b 74 p S2 pr
Evidencevet eri n§rn2ho t echérnicecks®ltoeeprnosasead T

VysviDtlivky pou@Giéédécheackr addckececécéccécceééeésédmbe



POKYNY DODSKVBL

PSehled platnich pokynT BSKVBL k 30. 6. 2016

ObecnhD platn® pokyny

L2sl N§zev Platnost Nahra- | Do p |-R| Angl.
od Zuje je verze
UST-4/ |Spr8vn2 poplatky a n&ghr 1.7.2016 UST-
2008/ za odborn® %Ykony vykons§ - 4/2008/ -
Rev. 4 v pTsobnosti BSKVBL Rev. 3
UST/001 Postup “Sedn2ho propoug 1.4.2015 UST/001-
- i munol ogetkfFehs8rn2zch | ® 01/2007-
01/2007 | ( OBPR/ OCABR) Vv Lesk® re verze 2
-revize 3 - vlietn -
pS21l o
.1,
a
UST DoporulenlT postup pro z 6.1.2014
1/2011 jejichg videj je v8z§&hn - - -
Rev. 1 doodbornich | asopisT a p
UST Spr&8vn?2 poplatky a n8hr| 1510.2013 UST-
4/2008/ | Y%k ony vyk i&wdm® st i DHSK - 4/2008/ -
Rev. 3 Rev. 2
UST Spr8vn? poplatky za %ko 1.1.2012 UST
3/2006/ | vsouvislostisvet eri n8rn2zmi pS2 - 3/2006 -
Rev. 1 a veterin8rn2mi technic
UST Doporulenl postup pro z| 2462011
12011 |veteringrn2 | ®| iwled epj$S2jpe UST
Doporu- [na | ®kaSskiT pSedpis, do i 04/2006 )
|l en? |[publi kac?2.
UST 4 Spr&8vn2 poplatky a n8hr | 1510.2009
12008/ Yakony vyk piSwam® sk i DSK UST- UST- ano
Rev. 1/2006 04/2008
1/2009
UST- Bli §g2 podm2nky pro zpT 1.2.2009
01/2009 |a doby pougitelnosti na - - ano
obalech VLP
UST Syl abus kurzu pro prode| 1.10.2008
03/2008 i i i
UST- ZmNDna PSZIOhy | . 1 Poky 15.7.2008 UST-
02/2008 | UST- 01/2008 ) 01/2008 )
UST Phrady n8kladT zpo#%kphey 7.1.2008
01/2008 |i nf or mac? i i i
UST Procedura ofici8ln2ho u 1.11.2007 | PS2 | ¢
02/2007 |i munol ogicklTch vetering . 1
( OCABR) republiees k ® pokynu - -
iaktualizace pS2lohy | . UST-
01/2007
UST- Procedura ofici 88l n2ho u| 110.2007
01/2007 |i munol ogicklTch vetering - - -
(OCABR)VL esk® republice
UST- Pokyn,kterTm se stanov? bl 1.10.2006
04/2006 |[posuzovsgn2 reklamy na v j i i
UST- Spr8vn2z poplatky za %ko 1.5.2006 | UST-
03/2006 | vsouvislostisvet eri n§rn2mi pS2 3/2003 - ano
a veterin8rn2mi technic
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UST- Poskytovgn2 konzul tac? 1.3.2006 | UST- i ano

02/2006 1/2004

UST HI §¢ n2 podezSen2 na z§| 19.4.2004

02/2004 |z 8v a v jakosti veterin i i i

Pokyny proregistraci veterin§rn2ch | ®l ivich pS2pravkT

L2s| Ng§zev Platnost Nahra - Dopl - Angl.

od zuje Ruj e | verze

REG UpSesRuj2c?2 informace k 88.2016 REG-

32013 |veteringrn2ch | ® ivich 3/2013

Rev. 1

REG Vzory pro pSeexmaVuSRGEyr| 1552014 REG-

3/2009 informace a oznalen?2 na - 3/2009 -

Rev. 2 I®!|vTch pS2pravkT Rev. 1

REG UpSesRuj 2cz2n§wrflou maext Tk 28.10.2013 REG-

1/2010 |j ednod8vkov® obaly i mun - 3/2009 -

Rev. 1 | ®l ivichvpBhapmankd | esk

REG UpSesRuj2c?2 informace &k 482013 | REG-

3/2013 |veteringrn2ch |1 ® ivich 4/2008 ) )

REG Har moni zace textT veter| 227.2013

2/2013 |pS2pravkT mezi L eephbikou a ) i i

REG UpSesnhNn2 podm2nek pro 15.3.2013 | REG

1/2013 |registraln? dokumentace 4/2009 i i

REG Vzory pro pS2pravu n§vr|l 132012 REG-

3/2009/ |i nformace a oznalen2 na - 3/2009 -

Rev. 1 | ® ip$xcmhravkT

REG Pokynkpr okazovg8n2 bezpel n 1122011

32011 |druhT zv2Sat a %l innost i ) ano
pS2pravkT urlenlch pro
na farm8ch

REG Zvl 8gtn2 opaeSpBenbbhkajp 882011 | REGS/

2/2011 spongi formn2ch encefal o 2004, REG - ano
| ® i vimi pS2pravky - 1/2001

REG Pogadavky na dokument ac 1.7.2011

12011 |sg&8dost?2 o pSeSazen? ve
pS2pravkT vol nKitegpieod e n ) i i
vyhrazenich veteringrn?

REG UpSesnhNn2 podm2nek pro 1.10.2010

2/2010 registraci veterin8rn2c - - -
pS2pravkT

REG UpSesRuj 2cz2n§wrflou maasett § 15.4.2010 REG-

1/2010 jednod§vkov® obaly i mun - 3/2009 ano
| ®l ivich pBhpmankd Vesk

REG UpSesnhn2 pogadavkT na 19.4.2010 | REG- REG-

05/2009 |g8dost2 o registraci ve 5/2009 5/2009 ano

Rev. 1 pS2pr(arvekgli strace kopi ?)

REG Vzory pro pS2pravu n§vr| 30.6.2009 | REG-

03/2009 |i nf or mace a oznalen?2 na 02/2006 - -
| ® i vich pS2pravkT

REG Formul §8S ¢g§dmgstrdce o pSev| 1.4.2009 | REG- ] ano

02/2009 |[veterin8rn2ho | ®iv®ho 03/2003

REG G§8§dost o veden? procedu 3032009 | REG-

01/2009 luzn8vs8§n2/decentr allLiRz ojvaa 9/2004 - ano
referenln2m |lenskim st

REG Souhmr egi stralnz iTH§kuménj 121.2009 | REG- i ano

5/2008 |Formul §8S g8dosti 5/2006




REG Formul 8S ¢g8dosti o schy| 1.12.2008 | REG- ] ano
03/2008 |1 I / / ohl 8gen2 zmDny typu 03/2007
REG Formul 8S ¢g8dosti o prod 1.12.2008 | REG- ] ano
02/2008 | registrace VLP 4/2006
REG G8dost o dovoz veterin§g 17.3.2008
01/2008 |r egi st r ojviam®@rh ol lvens k ®m ) ) )
REG Pokyn, kterTm se stanov 1.3.2007
01/2007 |[nNkterTch vet erpiS®srrna2vckh
urlenich pro zv2S$Sata, o - - -
produkty vdrglieem® | g oddlkay,
na videj na veterin§rn?
REG Mi ni m8§l n2 pogadovan® %¥d 1.9.2006
03/2006 | mi mo$S&§8dnich okolnost? p
knouzov®mu pougit2 u pt ) )
patogenn2mu viru chSipk
REG Dopl Ruj2c2 pogadavky na 1.9 2005 | REG-
6/20056 |i munol ogi cklTch vetering§ 8/2001 ) )
REG Z8kl ddhktament o | ®iv® || 1.8.2005 pS2 |
4/2005 i i ano
REG I nformace Sekce registr| 1.3.2005
2/2005 evidence VTP a klinickg@ - - -
kodpov2dg8§n2 dotazT a po

Pokyny platn® pro schvalovgn2 veteringrn2ch pS2pravkT
prost SedkT
L2sl Ng§zev Platnost Nahra - | Dopl - Angl.
od zuje Ruj e | verze
evidenci oc hr g 15.6.2015

REG/ Pokyn pro
VTR mechanickl % inek je dof
1/2015 |chemi ckich | 8§tek, do sez
technickich prostSedkT

REG/VP |Pogaday&dokt em o schv§Il g 1.6.2007 | REG/VP
01/2007 | schv8l en2 a zmDnu schv§l -2/2004 - -
pS2pravkT

REG/VR |PodrobnhDj g2 a dopl Ruj 2 c? 1.1.2004

1/2004 A 8, bod (4), A 9, bod
| . 290/2003 Sb. o veteri i ) i
a veterin8rn2ch technicl

Pokyny platn® pr o pohvoodlneonc2e nkkl il nei|c kv@&h o

L2 s Ng§zev Platnost Nahrazuje Dopl R{ Angl
od verze
KLH- Formul 85 ¢g8dosti o poy 1.10.2003 ] ] ano
1/2003 hodnocen? | ®|liva
Pokyny v oblasti SVP
L2 s Ng§zev Platnost Nahra - Dop!l Ru| Angl
od Zuje verze
INSVYR |Dopl nRNDn2 Pok-yoPpl mhB& 3 15.4.2016 Pokyny pro
01/2016 | Certifikace kvalifikovanou osobou spr8vno
a propougthDn2 gar g?2 virobn?z
- L8st | -
spr8§8§vnsg
virobn?
pro | ®|




pS2prayv

INSVYR | Dopl nRDn2 Poky®Btpido & 1.3.2015 Pokyny pro
02/2015 3,5, 8, upozornfNn? na spr8vno
Kvalifikace a validace virobn?z
Lg8st |
) sprsgvns i
virobn?
pro | ®]|
pS2prayv
INS/ Dopl nDn2 poky®BFtprdo § 12.1.2015 Pokyny pro
VYRO01/ upozor nhn?2yvkapitole3HmBa y SVP
2015 zmNDni §st-PokynT pro SV ) )
LL
INSIVYR | Dopl nRDn2 pok-y®Ftprdo S 16.2.2014 Pokyny pro
01/2014 kapitola 2 ) SVP )
INSVYR | Dopl nDn2 Pok-y®8Btpido S 31.1.2013 Pokyny pro
01/2013 | kapitola 1 a kapitola 7 ) SVP )
INS/ ZpTsob vyplnnnz pSedp| 1.1.2013 | USKVBL/ |Dop!l Ruj
VYRMK- |medi kovanTch krmiv a INS/VYR | INS/VYRMK-
01/2012 |[pro jejich zas?21]8n2 p -MK- 01/2012 verze -
verze 2 01/2010 | 1 - aktualizace
pS2lohy
INS/VYR | Informacek pougi t2 autol og 1.9.2012
03/2012 |bunnNk pSi |1 ® bnN zv?2Sa - - -
republiky
Pokyny LCSTSVP pro | ®iv® p§ 30.6.2011
pro SVP ) ) )
Pokyny Dopl nRDk 11:systl®@myal ov| 30.6.2011
pro SVP ) ) )
INSVYR | Dopl nDn2 Pok-y®8Btpido S| 306.2011 Pokyny pro
02/2012 |kapitola 4 (SMF) a | 8 - SVP-| §s+ -
SVP
INSVYR |RozdRl en2 pokynT pr o | Vizjedno INS/VYR-
01/2012 tlive®e - 01/2006 -
zmlDny
INSIVWYR | Dopl nRDn2 Poki8Btprid ,S| 31.7.2010 INS/VYR-
01/2010 | kapitola 1 ) 01/2006 )
INS/ Hl 8gen?2 eg8douc2ch ¥ 1.1.2010
Farmako- | a medlkovanT h krmiv
vigilance - - -
VYRMK-
03/2009
INS/ Povol ov&mn%twlrioy n2ch 5.1.2009
VYRMK- | pS2 prmaevdkiTk ovanT ch kr mi - - -
02/2009 |zmRnmpowol en2 k virobn
INS/ Viroba medi kovanTch k| 5.1.2009
VYRMK- |pot Sebu chovatele - - -
01/2009
INSVYR |Pokyny pro spr §v-bowpl w 1.3.2008 Pokyny pro
04/2008 | 20-f 2zen? rizik pro ja - spr8vno -
virobn?
INSVYR | Pokyn pro spr 8vnameue vi|1.3.2009 | BSKVB
03/2008 dopIRku 1 Viroba ster VYR- - EK
pS2pravkT 1/2003
INSIVYR | Dopl PB&k¥ nT pro SVP 1.7.2008 INS/VYR-
02/2008 L8st I, kapitola 1 - 01/2006 -
Pokyny pro




spr§8vno
virobn?2

INSVYR | ZmBDna pS2lohy | . 1 po|l 172008 |PS21| o DSKVBL-/
01/2008 | DS KV BL /22808 | . 1 | 2/2003
pokynu -
VYR
2/2003
INSIVYR | Nakl §dgnanseeni mi | ®|| 1.8.2006
07/2006 |na Yzem2 LR ) ) )
INSIVYR | Povol ov&n2 viroby vet| 172006 | VYR-
06/2006 |[pS2pravkT, schpeavomliveam 01/2004 - -
kvirobn
INSVYR | Bl i g2 ugdlowrBvkn2 reteg 1.6.2006 INS/VYR-
05/2006 |veteringrnzch |1 ® ivliec - 04/2006 -
u virobecT v LR
INSVYR | Dopl nRBRefi®8renl n2 a r el 1.6.2006 ) ) viz EK
04/2006
INSIVYR | ZpTsob hl §gere? epduwng?rw 1.1.2006
03/2006 |1 ®l i vich pS2pravkT pS$S - - -
krmiv
INSIVYR | VI roba medi kovanT ch k| 1.1.2006
02/2006 | (g8dost, podm2nky) ) ) )
INSVYR | Dopl nRDn2 pokynT pro s|1.1.2006 | VYR- DP SVP
01/2006 1.2.2006 | 04/2003 gs/l;y)ny pro viz EK
VYR 04/2001
VYR Pogadavky na virobu, 1.1.2004
03/2004 |pSedepisov&n2 a poug? - - -
autochtonn?2ch rekolhR a
VYR Povolovs8§n2 |Jinnosti k| 1.1.2004
02/2004 |schval ov8&mévamdmid kst - - -
kontroln2?2 | aboratoSe
VYR I mport veterin8rn2ch 15.11.200
05/2003 |ze t Set?ch zem? do LR 3 ) ) )
VYR Pogadavky Spr§vn® vTr| 1122003 i i Q7A
04/2003 |1 ®l i vich 1 8tek
VYR Postup pSi vyd§n2 Cer| 1.11.2003
03/2003 || 8§t ek i i i
VYR Pogadavky na virobu, 1.11.2003 Dopl Ruj
02/2003 pSedepisovgn2 a poug? 02/2003 v 2
autogenn2clhRvakc2zn v ) Aktualizace )
kont akt
VYR Pokyn k zajigtnn2 vITr| 1.6.2001
04/2001 |1 ®| i vT ch poSladp saakvtkuTg |vn ;
pogadavky Evropsk®ho - - EK
na spr8vnou virobn2 p
veteringrn2ch 1 ®livic
VYR Pokny DSKVBL pro la®k §r| 1.6.2001
02/2001 |distributory |1 ®ivlch
urlenich pro pS2pravu i i EMA
pS2pr dwWkEr voldleddm na
mi ni mal i zaci rizika p
spongi f or mn2 c (BSEeabr1) a
VYR Pokyn BDSKVBL pro vir o] 2452001
01/2001 |1 ®| i v ch miSimgizacrrizikal k
pSenosu pTvodcT zv2Se ) ) )

encefal opati?




Pokyny v oblasti SDP

L2s| N§zev Platnost Nahra- | Do p|-R Angl
od zuje je verze
INSIDIS- |Pokyn pro prodejce vyhr| 12.1.2015 INS/DIS-
04/2008/ - 04/2008 -
Rev. 1
INSIDIS- |[Postup pSi schwoav olvesm2 1.8.2010 | DIS-01b/
02/2010 |veterin8rn2ch | ®iv 2004v2 ) i
INSIDIS- |Postup pavosltav ruce vetq 182010 | DIS-0la/
01/2010 2004v2 i i
INSIDIS- |[Doporul en® postupy upl a 1.3.2009 | INS/DIS-
01/2009 |[di stri buln2 praxe 02/2004 i i
INSIDIS- |[Pokyn pro prodejce vyhr| 110.2008
04/2008 i i i
INSDIS- |[Postupy hl 8gen2? dovozu 1.1.2006
02/2006 |pS2pravkl ze zem? EU i i i
INSDIS- |Postupy hl §gen? prodej e 112006
01/2006 |[pS2pravkT virobci a dis i ) i
DIS- Sl edov8§n?2 a kontrola te 1.7.2002
01/2002 | u distributor]’ a virobec - - -
pS2pravkT a pSi jejich
VYR Pokyny BOBSKVBL pro | ®k 8§r| 1.6.2001
02/2001 |[a distributory | ® ivich
urlenich pro pS2pravu v
pS2zpr dwkTB rvolledém na minimalizaci - - EMA
rizika pSenosu pTvodcT
encefal opati ?
(BSE- 4/5/2001)
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1. Pvod

Tento pokyn upravuje platby za ¥Ykony prov8dDn® Dstaver
podle z8kona o | ®|ivech. bReWB Lz/elP8EBI Rev. Bjje prévddena pdoTkvyonduu
upSesnhDn2 pravidel tTkaj2c2 se plateb ngAsadneoddiaj P
a odborn® ¥Ykony spojen® s trv8§n2zm registrace I ® i v

admini stratizven?2stzr8itnlyg e ajdaskt el T/ dr gi tel T rozhodnut?2 o r

Hl avn? vlDcn® Yapravy oproti pSedchoz? ver zi pokynu s
vnitrost§tn? regi strace, kter® jsoulzadh/r22w@&, dve pmRNw
pSedpisT, do procedurr §macii nGDlbbn2ph§¢MRPVovksharing),
nghrady vidajT za zmhDnymo®mdsttiraseskwhdwdre2m khDkterTc
mognich pr eawedeam? n&thro udr govac2ho poplatku.

2. C2le a rozsah

C2lem pokynu je poskytnout regulovanim subjek'tTm podr
typT plateb, jejichg Yhradu vygaduj?2 jednot| ip\s& dpdtsanoc
Pokyntak zahrnuj e pravidla pro %hradu:

x spr8vn2ch poplatkT

Na z8kladhD wust amncdeods Sbzg8koenasplhk8vn2ch poplatczch, Ve
sprg&vn2 S2zenneuproavie®|§i vzesckh pSedmNDtem spr8&vn2ch popl
popl atkT jsou up63/2000Sb .z 8\Kklognee ms pir.§vn2 ch ppo$p2llactzke] tjoeh osttc
(v Asazebm?2kSdéihl admpost jsou zpoplatnhDn® %kony tTkaj2c?
tohoto pokynu.

x nS§hrad vidaj T za odborn® %kony naowWend® sz§ ko mamdallg®|
jsouvpTsobnosti BSKVBL,

Vsoul adu 8kdAndil® 1z®] i vech vyb2r8§8 DSKVBL za proveden2?2 o
“4kony stanoven® t2mto z§konem nS§hradu vidajT. Seznam
nghrady vidajT a pravidla pro jshP2jgesmd wmpbhavempyminhit gk
Vymezen? odbornTch %konT, kter® jsou provg§dhDny DODSKVB
stanoveny v pS2loze | . 2 vyhl 8gky.

x n8hrady vidajT za %Ykony DSKVBL spoj en® r|tnrev &irdrnj orvea

Drgitel rozhodmswtud adur egiAs tlrl2c iodw t . 2 z8kona o | ®live
DSKVBL spojen® s trv8n2m registrace veterin8rn2ch | ®|
tak,dogekonce kalend&8Sn2ho roku je povinen uhradit r ol
Vige udrgovac?2 ppéibgzé¢el uvadeyphl §gky.

3. Odkazy a souvisej2cz dokumenty

Z8kon | . 378[2007 Sb. . 0 | ®I iivseecjh? ca2 cch  zZmkmiicTh (rel@kktoar |
pozdhDjg2ch pSedpisT

Vvyhl 8gka | . 427/ 2008 Sb. , 0 stanoven? vige n&hrad vide:
Wwstavu pro kontrolu | ®liv a DBstavu prao |sRl8tvn2 vkeo nztnribnl

pSedpisT.

Z8kon | . 634/ 2004 Sb. , o sp nzc
Z&8kon | .500/2004 Sb., sprégyv sSsd
NaS2zen2? Komise (ES) 1234/ 2008 o posuzov8§n?2 zmBDn regi
ve znhn? pozdNjg2ch pSedpisT

10
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http://portal.gov.cz/zakon/634/2004
http://portal.gov.cz/zakon/634/2004

4 . Pravidla pro Yhrady
4.1 Postup pSi Wwhradh spr&vn2ch
Povinnost uhradit

spr8vnz2ch

popl at kT

popl atkT

s por$& vpna?d p onpsl sal teedku j v2zcreickh§ gv§ d o st 2 ¢

homeopati ck®ho pS2pravku

Typ S2zen? Kl 'Pozn§mka
Pol ogka 97

G8dost

-oregistraci_ vet er2ihno§ rin®l i v®ho pS2pr a 2000. -

homeopati ck®ho pS2pravku

-0 _zmlrnouzhodnut?2 -pmPReagisypaclh! ,
zmDny typu | A/ I B, veteriwl8atnr?lh q2000, -
homeopatick®ho pS2pravku

- Qrodlqnlatr(ipsatimo%hodnuto2 registraci v 2000. -
| ® i v®ho pS2pravku, vlietnhD homg '
- pServeogli stracéhvel & i n®ho pS?2 2000. -

-0 _povolen? soubbyeat®hroi MHrvm2zhio
pS2pravkbomebpanihDck®ho pS2pravek

2000, -

-0 zrugenhodnut?2 o relgd;slt@!aicﬁ@kxlooo_

pS2pravku, vletnhD homeopati ck®HK '

Pol ogka 98

G8dost

-0 povolen?2 |i vmNDobNpoebéenhds§k
pS2pravkmedivkevafmich krmiv a v e2000,-

vakc?2n

-0 _povolen2 1i zmRnu povol en?2 k{2000, -

Pol ogka 99

G8dost

-0 povol en2 | dlm@hmbotvoleeﬁelkzoool_

pS2pravkT

-oro0zg? Sen2disfribugciol en? k 2000, -

Vyd§n? stejnopi,su, opi su, kopi e

spisT, z rejstS2kT, z registrT, . .
zdal §2ho p2semn®ho a obrazov®ho50 Kllza kagdou i za
negatingh?mu

Vyd§n? stejnopi,su, opi su, kopi e

spisT, z rejstS2kT, z registrT,40 KI .

zdal §2ho p2semn®ho a obrazov®ho na pSinesen® d
negativn2m n§l ezu

Vydg§n2 stejnopisu, opisu, kopi €

spisT, z rejstS2kT, z registrT, -

zdal §2ho p2semn®ho a obrazov®ho80 KlnapSinesen®m CI
negativn2m n8lezu

Vyd8§n2 stejnopisu, opisu, kopi € za kagapwal dt u
spisT, z rejstS2kT, z registrT,, KIstr§n-kiJ,ppéizo
zdal 2 ho p2semn®ho a obrazov®ho 'kop2rovac?2m st
negativn2m n8l ezu ti sk8rnhD pol 2t
Sprgvn2 poplatky se plat2 prostSednictv2zm kol ku pS2sl
se pSedk| §dksa ¢gsdpooul ug&sdloserT jpSuvedenly Vzhledem ke sku
nejsou kol kodi® porz§mky, kpapSedsitihe. 8pgaten® popl at ky
uhradit na % et vedenl u Lesk® n8rodn2 banky.
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Vtakov®m pSzpaldBark awi | n2ho symbolu platby pboagiDj t5e 3
tohoto po ky nu, pouze dvoj m2Kstdn oWk opaduzai Ntie dvoj m2stnim | 2sl
(97, 98 i 99)t avieldee owl ge .
BDdaje BDSKVBL pro bankovn2 pSevod spr&vn2ho poplatku:
N § z bamky LNB (LESKC NCRODNE& BANKA)
Adresa banky Rooseveltova, 18

Brno

631 32

Lesk8 republika
L2sl o %l tu 19-31229641
K-d banky 0710
IBAN CZ98 0710 0000 1900 3122 9641
BIC (pTvodnhR SWI FT) | CNBACZPP
Konstantn2 symbol 1148
Variabiln?2 symbol Vygenerovanl n2dge popsanim zp
Platebn?2 titul 355-Vizkum a vivoj

4. 2. Vracen? spr8vn2ch poplatkT

Vr 8tit uhrazen® spr8§vn?2 poplatky |l ze pouz4 BbdJvod3prs
popl ave2ehfdn2 pozdhDj g2ch pSedpi sT.

Pokud nastane nhDkterT ze z8konnlch dTvodT @dtogzrgégd
o0 vr8cen2q ®HBKWBfHSEdosti vyd8 rozhodnut?2 podle z8kona
ve znNDn? pozdNjg2ch pSedpisT.

K vy g8dBgnz2endeo pvoyruugl2utj f or mul 8S AG&8dost o vr8cen2 sprgvn
5. Pravidla pro %hradu n8hrad vidajT za odbo
5.1. Obecn8§ pravidla

Za odborn® %konyTsvoykkrons8tvianw®y k2 r § DPSKVBL podle A 112 z§
Ng§hrada vidajT se plat? pSed ppB8&wnddemy§dastil ebanvleden
n8§rodn2 banky ve pw3yglioaeedd.en® v

Dokl ad o proveden?2¥%lptlwm)t bsye (pB8SpkddSuwtfn & ¢g&dost i

Ddaje DSKVBL pro bankovn?2 pSevohomg@réaldygnwidaj T =z
N§zev banky LNB (LESKC NCRODNE& BANKA)
Adresa banky Rooseveltova, 18

Brno

631 32

Lesk8 republika
L2sl o %Yl tu 35-31229641
K-d banky 0710
IBAN CZ76 0710 0000 3500 3122 9641
BIC (pTvodnn SWIFT) CNBACZPP
Konstantn?2 symbol 1148
Var i asyrbdl n 2 Vygenerovanl n2dge popsanim zj
Platebn2 titul 355-Vizkum a vivoj
Aby byl o mogn® jednotliv® platby jednoduge a yadnahhnhh
symbol , vygenerovanl pro jednotl i a®l kap e g takpabymgm®iloo st 2
doj pakovsg8n2z variabi nz2ho symbol u.

Z8kon o
se tak

Il ®l i vec
pSi kIvgdsu

h umogRuj e,
vglapdiast ezl e

aby
potvrzuj 2c?

ng§hrady
pr
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Ke vgedmsit em o odborn® ¥%kony, kter® jsou pSedmBDtem n§h
dokl|Rat Wir zen2 o zaplacen? n§hrady vidaj Tp zsao borddsotrini®D S/
atovedv oj¥®ynh ot o Wanto 8okladjeuvedenv p $2 | o zow pdkynt. o h

V pS2padh, ge gadatel nepSedlod?2 podgadovan® dokl ady, &

Po identifikaci platby na vige uveden®m i dtuo vBehkV Bdo
pSedl osey@®l@st 2 zasl| §ndoklad.pNt jako daRovT

V pS2padhn, ¢ge ¢g&dost je pod&vs&na na zal §tku roku, nen?2

UpozorRujeme ¢gadatele, ¢ge pSi placen2 n&§hrady vidajT
popl at ky za bankovn? pSevod zZa %Ie@enghrazaetny? md
k nedopl.atRITamt bu je nutnabyprba®sovnz2akpopl atky byly h
a na W et DOSKVBL byla pSevedena v pln® vigi pS2sl u
sprg&vnzho poplatku | i n8hwomdyktvelrdajjTe purvoe ddeanmal nYak dok | a
n8hrady vidaj T zZa odbornpeTs &mbiowoyt ivyRBWKEBIB@SEt v v na ty
Na platebn?zm pS2kazu je tSeba za t2mto ¥ elem uv®st sy
ZdTrazRuj eme, ge pokud @&dudégepSavedenh #l et BHSKVBL |
sazebn2kem stanoven§, nebude nghrada vidajT povagov
doplacena do pln® vige.

Kagdou ptatphps82s/ugnipe wdw®: prov§dNt samostatnhD jedno
pS2kazu,ylabynolyng§ jednoznaln8§ identifikace platby a n
(za nNhDkolik podg&vanTch ¢§g&8dost?) Djfeddem ppol eldrddd ol §s
pl ateb u jednoho gadatele je potSeba pbycp8apadneamgr
s platbou u jedn® ¢g8dosti neblokovaly §g8dosti dal g2.
Tak® nelze pSev§dNDt nepougit® | ij edmy@l eJn§ dzoasst li a m@a lpidSadtoris)
pS2padhN si gJgadatel zag®JS prosiSmuhsHE&Shd mdh o Gibyamut yt o
budou vr8ceny.

VpS2padhn seskupen? zmNDn jedn® nebo v2ce registrac? S
gadajebdnu souhrnmreau vigesthiny po g adogu8dnoBs tzimNDny v
UpozorRujeme gadatel ponkadod§movphateb s prnsvhnr2acdh vpl odpal
na spr8&vm® vl tsypr&§vn® vIigi.

Vige plateb n&§hrad vidajT pro postup vz§pemmdhBO, uge §iv
republ i ka pS2slugnim/dotlenim st§tem jsou shodn®.
Vige e an§8§hrad vidajT pro |isthD vnitrost§tn2 registr
naS2zen? Komi se (E)I al12a®4/ 2z0n0Bn,2 , v do procedur rm&mdin§r

dNl by pr8ce (worksharing), se S$2d2 podle razhzgbn?2 kiiR pde
vystupuje jako referen|n? nebo pS2slugnl (dotlenT) |1ce
Tento pokyn v]etnDD jdispoziciman glt ieckh®twvel zd jsewvwi§uskvi.cch DSKVI

5.2 Pravidla pro zm§hrad dj- ddkideanjeTl n® pl at by za registral

Dle sazebn2ku n&8hrad vidaj T (viz. pS2loha | .2 tohot
provg§dhDnyp $opaeewvh, kdy jsou pSedkl §d§n y g8do(neégi Kttrea
dokumentaci), kter® odpov2daj?2 platnim pogadavkTm.

Jedn8 se o ¢g8dosti 0O nov® registrace, pro \d§d3mrg®n\?n|rtergo
postupem a g8dosti 0 registrace postupem vzi8mie mms®Bd y u
a decentralizovaRTjmalpostefpemes! n2m |l enskim st §tem.

Dodatelng§ platba se bhRhem jednoho S2zen? p o § andrukjtee rd acu
pS2padech v2cekr&t. VIijimku pSedsphnbDp2 ff§ 33Vvt&gSe,ve

a vygaduje proto dal g2t NDEdhkloadwni® imed mdacdn2pS2ypadech
opakovan® uhrazen?2 dodatel|l n® platby.

UpozorpPo¥eken?2 dodatepBS@®dpmavhbygesmpobuansl m pratutdpatbi | n 2 1
je ve vntginn p$2paddfopslonulng2sh®®dpirsthid zvh salyu kregi stral n
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vizvy spwgleindkacg ¢g&dosti). Doklady o provedem2opdBRdpat
dokument acdkdn? nw dazpgissbel cke uv§dhDjte spisovou znal ku, pod

5.3. Z2sk8n? wvariabiln2ho symbolu platby:

Variabilnz synp$?lpasded odl i guje v

T g8dost? tTkaj2aBlcahstsie rikkgansTt race ataerrkiTn §(rwni2zc hp $2@|ak
REGISTRACE),

1T g8dost 2 tTkaj2c2ch se inspekce, | aboratorn? linnost
2, kapitola OBECNE£, | NSPEKCE, LABORATORNE ROZBOR, PR

VpS2pgidilst?2 tTkaj2c2ablasti REGISZTRACEYVevering§rn2ch | ®livdkh

gadatel wvariabiln2 symbol platby n8sledovnh:

f variabilndesegmbmdsirel

T prvn?2 praziicaedi | n2 hlo (sYkrobibdgstivegigtrace),

1 dal g2 dvhvapbabitkn2ho symbolu pSe@izt pBdjlekhkd @p il o tll e
varS) - pS. -§8dost o vel kou zmDmEl i(zmBDapnitypaklladn2 k-
variant ( naps. 17a, 17b, 17¢c ) do pozice wvariabilr
( napS. 17D)i ;sqg eadnsSeskupen? zmhDn na jedn® gS§dosjivyagy
zmPDnunizy ostatn?pldmAagy ,vy

1 dalg?2 lty$iSedgosraveje stSedn?2 | 8§st registralmShpadld
pS2pravkT, kter® jegthD nebyly zaregistrov§gnlytySiapralk
l2slo se vgdy uv§daedyjvplSs plaplS§pSét m@r egi strovan®ho po

(viz
§

96/047/01-C se uvede symbol 0047 vzor -lniz2 gsxe ,0 jeadnkl@upen? nhDkoli ka
uvede se stSedn? | §st registraln®yBadolszts| §ak®| pv®maé ,p
1 daljédhapozice pSedstavBpdop® | 2sl o podéhapl® gSsaqespusBpadn,
ge ¢gadat gledmmoand2mDs2ci v2ce J8§dost2 tTkaj2c2ch se st
oznal uj?2 se tyto platby posftapgnipryez zviphguajdac?vel kDl
pS2prawkls2AivkviDtnu znamen§ uveden2 symbolu 1, dal g?
vmNs2ci kvNDtiyznahaméRSppimbhpBSapadnN v2cepBegadhNzmhnady
“%komj,ednom kalend§Sn2m mhDs2ci u stejn®hnogsd R2dur 2 wkeun
(v n2ge uwedern@muwzdena §e ¢gadgatzan®si®mi@&gPSvu pS2prav
registrovan®ho |p2osdt Gd4é gdirsuthrodub sge8mo pr ovedend?, vel k® zmh

T posledn? dvBArpabit@e?2ho symbolu oznaluj?2 mBDs2c, ve Kkt
. Reg. lissB8edfPosS.
o o 1 5 2 1,
Oblast - registrace K- d /4k|! §st Il/ahradIMns c Yhr a
1 0 9 0 0 4 7 2 0 5

VpS2padiost 2 tTkaj2c2clblasts el NS\ REKTE.v [LABORATORNEHO l
PROPOUGTNNE GARGéE&., KLINICKEHO HODNOCERN&kA @GBHENBCHVABK
pl atby n8sl edovnhi:

f variabil ndewdymbmdsirel

f prvn? peziicadi | n2 p&S2 ppitoobldsdown T Vv

INSPEKCEe 2, v oblasti

LABORATORNEHO ROZBORU, RBOPREMGTNNE GARGE
KLI NI CKEHO Hjebawdublashic

OBECNHhCH ®EONS

f dal g2 dvhvapozaibcid n2ho symbold pkKams tza vpuSi2ekokla p2 o Yl e
varS) - p $. OoMlastivINSPEKCE - G&8dost o povolen? k virobn vete
sinspekxgtl¥ vprobyozsah steriln2?2 vejtedriam§viheobd @i o®l
formaaneboj edna virobhinkadwmojladnoms&mtssBDeyhiekgkl adn2z K
v2ce wvariant (napS.poxSac,e JGabr)i abilnzho symbolu se u
(nap$. 35),

O O Oo0Oo
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1 dal g2 | typBepotzadenddl2- 31)a mNs 20 -12) proved en2 Y%hrady (nap$?
Yohradu provedenou 3. dubl0BOd) se uvede symbol
f dal g2 dvhD pozice pSedstavuj?2 rok proveden? Yhrady (

09).

Vn2ge uveden®m vzoru je uveden variabigl8o$t s ymbpov el en?3
veteringrn2ch | @|niswledkitép 82 wrpawhy oz sah steriln2 veter,|
jedna virobnn odligng | ®kov§ fo+lmankaa nve bjoe djneodm am2vsitrid
povol enmbcepuiLR)v,T provedenou 4. S$2jna 2009:

Oblast i INS-2, Den + mDs2c . Rok

LAB-3, KLIN -4, K-d kol =™ 3 P lorovede

OBEC- 5 4 y vhrady
2 0 4 h 4 1 0 0 9

VpS2padhn g&§dost?2 o i,nspelkdSiede2wP uhe azdl2zdmist ka odpov2daj

uvedesngzebn2ku (pS2loha 2.) a s gadatelem bude sepsgne

spol 2vwaj2c2ch

o] |l eteck® dopravhD do m2sta nejbl2gep®®@padlridmsape kEBwer o
vpS2padnN letu mimo Evropu ve t$2dn Abusinesso,

o pokryt2 n8kladRifonal ubytangafdn? kategorie po potSeb!

o0 n8kladech nanpotyytpraavm2s denn? vigi pSz&§kognl m2pnag
Sh,o0 cestovn2ch n8hrad8ch, ve znRBn?2 pozdhNjg2ch pSedy
pSedpokl §d8 den pSed z aphoSsjleen®2nm idnestpeenkncsef, e koeddl uejt? cv? .

V pS2paddsti o | abor atgadna2t ed ozubvoerde kontrol n2 pSedpi :

dokumentaci), podle kter®ho m8§& bit rozbor proveden, p

kterou si podle jednotlivich pologek uvdkdmr.nlIRhz pi s ajzed

pologek mSadlsag2 & pS2padh speci §lnz2ch kontroln2ch me
ngkladnlTch chemi k8&8li2 |i kitT, kdy vidaje BDSKVBL pSe\y
po poddmgtig§i nformuje a ozn&§m2 mu vigi dodatelnich n8§

t Dchto n8kladT gadatel em.

5.4 Vracen? n&hrad vidajT

DSKVBL vrac? podle A 112 odst. 4 z8kona o | ® ivech n
DSKVBbrmul §8S §8§doptSk | johompdkgd. e n v

DSKVBL vrac?2 ¢gadateli ng&hdadw \iledajnT znels | jeadjuj 2Icg <th, pj
a) pokud gadatel =zaplatil n8hradu vidaj T, ani g k tomu
bypokud S2zen2 nebo pogadovan§ |innost nebyly vTbec zah§
c) pokud gadatel zaplatil vygg?2 | 8stku, nedg je pro dar
| §8st kami ,

d) pokud gadatel zapljppehd dogdatkelmuod®SKY¥BasthaX“hradu prc

v pln® vIgi,

e) pokud je na ¢g8§dost ¢gadatele zastaveno sprs§vn2 S22z
neprovsg8dnnl

ve sprg&vn2zm $2zen2?2, vrac? DSKVBavpompPitoduodBstnh@hriadgy
do doby ukonlen? Segen2 ¢g8dosti provedeny;agokuds¢igg
odborn®z&kpngveden®.

Pokud je | 8stka, kterou je DSKVBL p®hriacen ami§tjidj 2meln§e

*

VpS2padh t®to situace jde o st§&ty, kter® nejsou |leny ES ani Evrops
SES dohodu o pSistoupen? |i dohodu o uzn §v § nRecognifon AgreEmentnMRB)e k ¢ 2 s pr §v
Funk| nz dohdoodoud MRAD SN2 tohoto pokynu maj2 uzavSenu Kanada, Gvicarsko,
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5.5. Prominut2? n8hrady vidajT

Ng§hradu vidaj T DSKWBhape6hl adbkudgjddan®m pS2padhD spln
ze z8konnTch dTvodT, gadat el pSedl 0g? spolu s @g&8dost
o0 prominut2 n8hrady sodladissu$taddveddMmnduldi2 z8&kona o | ®]

Pravidla pro prominut2 vidaj T jsolu_ d4g2A7/ .2upr8avsebna v A Z
Konkr ® nhD pak odst. 7 t®to vyhl&8gky stanovuje:

Jedh®& se o0 zmiksnoyuvriesgeijs?tcr2acs®® podrobnim popisem syst®mu
rizik, kterT m§ zaveden drgitel rozhodnut?2 o registrac

56.Sn24gen? nShrady vidajT za zmbhmodrnestiistseaslkeupahi redeam

Aplikace naS$2zen? Komi se (ES) 1234/d20Q @& mp rzad D pvénsi tpur poys
registracze mPslhede&dens na princzi§kyniDproavie®d|® vwech, zZo
wkong§van® hodnot iatsdl2srk @ ploij epn®vtidpe an§hrad vidajT pr
DPSKVBL dillednd | r #hoiny go§ domBAu/ zmDny registrace, kter
vnitrost&8tn2ch registrac?2 imunologicklch veteringltn2c
pro kter® | ze jednoznalnhD pSedem stanohliadi sgkea soed bbou che
hodnotitele.

o
er (
2 ¢l

Prakticky ssen?deedm?s8 m§hmaad whdadj Konkr®t n2 pS2pady:

a) ZmbDny ypm)J A pBApadn, kdy ZBldmnstprzahy hawue¢ er ¢ gidsitur al n
identicklTch zmhDn pro v2ce registraln2ch |2sel.

Takovou ¢8dostvpyTeddaz gadapiese pSi pSedlogen2 g8dosti
sevt omt o pS2padhD hrad? |nd7/200B6H. ad D §AS edpolin® gk y

T jedna zmBDna pro viecproepish?altegchttakbe? | 2pllm® swel ¢
pro vgechny zblvaj2c2 registralnz |2sla mTge gadat e
T skupina identlébEcmeg'mn*parroozplvrhvnlzzsredgistra!n2 | 2s1
vpl n® vigi, opr vgechny pogadovan® zmDny. U vgech i ¢

gadat el opcs@§/oda;tnzgen2 nghrady vidajT.

b) ZmNDna/ zmNny obt §tN2wemi tegi strac? i munol ogicklTch veter
(seskupen?2) zahrnuje kobmka®tinDvizmdmwy/ ZMDnp®ul 86kP bkl a
sdhnl en? Komi se C16.%5.2003, 3ako BA.80D#pu # - zmNna virobce vicho
/'linidla/meziproduktu poug2van®ho ve virobn2m procesu
pS2pravku, pro nhRkolik registrac?2 t®hog drgitele.

Hodnocen2 uveden® zmhDny (seskupenk?e)z pveyl gnaodsutjie aj/endenboo proi:
suroviny/linidla/meziproduktu a zmDna nem§8 dal g2 dop
pS2pravku.

Jestlige ¢gadat el mg& z8&8mDr kS8edbogie But®g. rpMNaurzz mBny
by si mnDI ovnNSit, zdali se j\dtnerion§vih@d dus\&adnddnsie mp &2 |
pSedl ogen2zm g&§dosti souhl as?.

N§hrada vitda&kjov®me pS2padhd hrad? n§sledovnh:
T jedna zmhDna kaypwgodile (B. 1 .a. 1) pr(}p
z

se nS§hrada vpda@Tvhgiadzpwvo vge hny
nghrady vidajT na vigiytypgBrady vida

bceprvaedi srtergailsnt
lvaj2c?2 regist

v
b
jT pro zmBDn
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9 skupina identikaklghrizeNB. (za. 1) pr-oprve® cger vrne2girse giag
s e nghrada vIipdlan@® vhirgaid,2 pr o vgechny pogadovan® zm
zbTvaj2c2ch registraponyéldal 2selsnmfee? gagaraldy vida
pro zmBDny typu | B.

Snzgen? n8&§hrady v dm$?2p andeelczhe, akpdyi ksoev ann§owotlin owyt k d ni § vraonze
nemilan2doch8z2 pouze ke zjednodugen?2 syst®mu pro ¢gadate

6. N&§hwadwjT za %kony BDSKVBL spojen® s tr-
pS2pravkT (roln2? udrgovac?2 platby)

6. 1. Obecn§ pravidla
Vsouladu s A 112 odst. 2 z8kona o | ®| i vecwl dharjald2z ad r%
DSKVBL sspotjrem§neace egétseri n§rn2ch | ® ivich pS2pravkT a

Roln2 wudrgovac?2 platby se hrad2 tak, ¢ge do konce kale
povinen uhradit roln2 udrgovacékplAobanamem8ségdopaps
drgitel platbu na rok 2013.

Pokud drgitel rozhodnut?2 o registraci povinnost wuhradi
k dodatel n® YhradhR. Tato %%hrada jvel zsvpyl.atng§ ve | hTthn 1¢
Nebyla-| i rol nz udrgovac?2 platba wuhrazena ani ve | hTtn s
o registraci povinen uhradit platbu zvigenou o 50 %.

Za kalendg§8Sn2 rok, ve kter®m byla udhDlena registrace,
Jel i zaplacen rol n? udr govac?2 poplatek na kahend&®$rn2
pS2pravku( zz rpuogdenntat u DSKVBL nebo na §g8§dost mS$gpacd evymp
pl atnosti registrace8d8z8kdredmr rotzdhimadweait ® InkePptol o pr odl
pS2pravkul)i npedmasjteavena registrace | ® i v@eho pS2pravku,
| . 5) vr8cena pomRDrn8 | 8st wudrgovac2ho poplatku.

6.2 Vlastn?2 Yhrada
Vlaslhlngda/zlro'!n2 udr govac?2 platby se prov8§d2 bankovn2m
atove vigi wpwéden® 2.

Ddaje DPSKVBL pro bankovn?2 pSevod roln2ch udrgovac?2ch g

N§zev banky LNB (LESKC NCRODNE BANKA)
Adresa banky Rooseveltova, 18
Brno
631 32
Lesk8 republika
L2sl o %Yl tu 35-31229641
K-d banky 0710
IBAN CZ76 0710 0000 3500 3122 9641
BIC (pTvodnhD SWI FT) | CNBACZPP
Konstantn?2 symbol 1148
Variabiln2 symbol Vygenerovanl n2ge popsanim zp
Pl atebn? titul 355-Vizkum a vivoj

Drgitel pSi YhradhD roln2ho udr govac 2nh8os |peodpul ja2tck?uc hm Tpgoes tt

aysamostatng§ platba pro kagdl | ® ivli pS2pravek

Variabilnz KROmMNEl UDRGOVWC&tRKATBYM pS2padhD z2sk§ drgit

ng8§sl edovni:

A variabilj@dewymbmdstnl

A prvnz 3 vpaorziiachei | n2 ho sy mtoldu Ykt ©¢l S(erdasltma?v uj éd r g e via c 2
pS2loha 2

A dal g2 4 pleadisdstvSuejd?2n2 | §st registraln2ho |2sla .vete
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L2slo se vgdy uvsgd2 jako |tySm2stn®, tedy v pS2pad
96/104/07-C se uvede symbol 0104 (viz pS$S2klad n2ge).
A posledn? pSpdsidreskujna kterlT je pS2slugng udr gbvad?
dojde mag$nNhw roku 20013 na rok 2014, uvede se dvoj
Ro k na K
. 1 B : 2 J
K-d %konu IReg. Fésfodn ! §St|platbahrazena
0 0 1 I 0 1 0 4 I 1 4
Drgitel po proveden? pl atby zagl e DSKVBL nepa aadil)er
a dvoj?2 vyhotoven? pSedvypl ndDn®ho formul §Se APotvrze

vykon8vphsRo bnost i PSKVBL |/ tzasgwmimwnyagepoj(em®n3 wudr gov
pS2lohy 3.

b) hromadn§ platba pro vgechny | ® iv® pS2pravky drgite
Tento zpTsob platby je modgnl pouze za podm2nky dodrger
Po proveden? pl atby bude BHBSKVBL negareradimenimfoamag&8re p
hromadn®m zpTsobwipltaetmby,asdmnlilchs dokument T, pS2padnh

SprTvodn2m dopisem budou pSedlogeny tyto dokumenty:

T doklad o provedem2 upl atby (vipis z

T dvoj?2 vym®eodwemPlPnNDn®ho formul §Se APotvrzen2 o zapl
vykon8wams®bwmosti BSKVBL [/t rzva8 nAkno nrye gsipsotjreanc®& s( r ol n?2
pS2lohy 3.

T v tabul kov® for mh seznam vg
suveden2m n8§zvu pS2pravku, je

echl, vetteerriTmgriné cip| 4 t®h a
ho registraln2ho | 2sl a

Variabiln? s R NIE  WHDRGHDW ACE viPLKAGTMB&mM pS2 pragilt ed2 sk&z h
oregistracina vy g8d8n2 knoan kD ®KWVHL ,na e poarecka@usRvbl.azchredope bude za
dr giteli ré@mbodnofdrwmati vn2z2ho dapiVikwny pmspwremd®stsegpbat

Po ovhSen? Yhrady a %daj pSedwyep!lnadhrmon®hf or mul §Se, z
potvrzenl formul 8S zphRt drgiteli. Takto potvrzenl for

c
1

Mi mo uveden® podrobnosti pl at 2 pro Yhrady roln2ch wud:]
v| § s tl toho® pokynu.

6.3. Vracen? roln2?2 wudrgovac? plathby

Vracen? rol nz udr govac? pl at by se S2d2 pravidly st a
j ak j e s p ehoduf5i4.kiehet®pokynu.v

7. N8hrada vidajT za &kboly? ppddgEdna® post upT
MRP/DCP

Za Ykony prpvssadddma®s tvi o DEKWBLpSed zah§jen2m postupT
st8ty ES ( MRP) nebo decentralizovan®ho postupu re
vyb2r§8 ng8hpadyevbohjpleh uvedeebn2kvinz§hpSadohhada T
Me z i “kony prSonc8-dipor@e dur 8§l n?2 fg§ze se Sad? st n2 konz
o] zah8jen?2 procedurlyesMPRI mebpoubDCRow | akostr8dfeer e(np ml?
O-0lsazebn2ku) a d&8le poskytnut?2z®Pegmn®hoiPoDiCPc pBien §

VvV Z &
gi st

zahgjen@uvg®2 padnN, e Lesk§ republika pln2 roli refere
Pokud pogadovani %kon vygaduje hodnocen2 vRtg2ho rozse
stanovepnSizni 6vaé¢ o 3 vyhl §gkwe |lznRBRZ/RODBNjSH2ch pSedpi sT,
nalhod pr8&éez@apaggats hoKlina), | in2 490
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PS2loha 1: Doklad o zaplacen2 sprgvn2ho

popl

Dokl ad o zaplacen? spr8vn2ho poplatku

Proof of payment of administration fees

f
Zde pros2?2m nalePazel kpgh@khodnodn
L . j RefNo. Please attach a revenue stamp of respective value
.
Gadat®lbsavadn?2 drgitel rozhodnut?2 o registraci
Applicant = Current registration decision holder
N§zev ( spolCaenpang Name) [ (
Adresa / Address:
Z e miCountry:
I LO
DI L
Osoba zmocjnddhrE§rk2 dosavadn2zm drgiteleth rozhodnut|lz o
Person authorised for communication on behalf of the current registration decisfon holder®
J m® n Namke
Adresa / Address
Z e mIXCodintry:
Telefon / Telephone:
Telefax/ Facsimik.
E-Mail:
Ty p 0 8 dBpewoiApplication Kl
G § d oAgpiication for
-0 registraci veteringrn2ho | ® iv®ho pS?
marketing authorisation of a veterinary medicinal product, including homeopathic 2000, - |[]
product
-0 zmRNnu rozhodnut?2 o registraci veterin
homeopati ck®ho pS2pravku, ozn§men2 zmhln 2000, - | ]
variation to a marketing authorisation of a veterinary medicinal product, including '
homeopathic product, variation 1A/IB notifications
-0 prodlougen2 platnosti rozhodnut?2 o r e
vietnhD homeopat i cche®dlaampatketipgaathoksation of a 2000, - | ]

veterinary medicinal product, including homeopathic product

G§dost o pSevod registrace veteringrn2h
p S 2 p r &wpKcation for transfer of a marketing authorisation of a veterinary 2000, - | [
medicinal product, including homeaopathic product

Gg8dost o povolen2 soubRNgn®ho dovozu vet
homeopat i ck ®hlppliaidr forpasaliekimport of a veterinary medicinal 2000,- | ]
product, including homeopathic product

G8dost o zrugen?2 rozhodnut2 o registrac
homeopat i ck ®hAdpplipaBoh forwahdrawal of a marketing authorisation 1000, - | []
of a veterinary medicinal product, including homeopathic product

G 8§ d o fdplication for

-0 povolen?2 |i vmNDobNpoebéends§kn? grinting @) i

variation to a manufacturing authorisation for veterinary medicinal products 000, - | []

-0 povolen2viiomNDwet &ri n§r n2-ankdklo@&|ainv Tcchh
granting or variation to a manufacturing authorisation for manufacture of medicated 2000, - |[]
feeding stuffs
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-0 povolen2viiobmBuen8k n2ch | ®evéchnpdpSaji
aut ogenn 2 cgnantimgeok varfation tb a manufacturing authorisation for 2000, - | ]
veterinary autogenous vaccines
-0 povolen2 | i zmBDnu povol e n 2graikinglofvaratorstd i

. . 2000, - |[]
a licence for control laboratories
G 8§ d o gdplicdtion for
- 0 povolen?2 |i dimOnui povil le® kiakitgomn pSZOOO n
variation to a distribution authorisation for veterinary medicinal products '
- o r20%ean 2 p distriblcid extensfon of a distribution authorisation 2000, - | [ ]
Datum Podpis gadatele, pop$S. j2m mocniNn®
Date Signature of the applicant, or person authorized by him

Jm®no, p Sitstinane ntamily Name:
Adresa/Addres
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PS2 ]l oha 2: Sazebn2?2k n8hrad vidajT za odbornge
vpTsobnost. PSVKBL

fPlat2 od 15. S$2jna 2013
fbkony DSKVBL n&§hradh vijdagdq wepaddwhmy 2j,i mplokiudor gani z
fPoskytovgn2 informac? administrati v&r2d?2p ozvakhoyn,e nk dg. nleQ;!

poskytov&n2 informac?2, ve znhRDn2 pozdRjg2ch pSedpisT.

K-d prd

Yal €1y

generoyKategorie (%kon) bhr ada

vari abi

symbolu

ROLNE UDRGOVACE PLATBA

(L)Jo'lool Roln2 wudrgovac?2 platba 6 500

OBECNE

0-01 G§dost o] poskytnut?2 hodi nov® Yst n?2 k2 600

01 pSedlogenou ¢g8dost 2)

0-02 G8dost o vyd§n2z p2semn®ho odborn®ho S5 400

02 s n8pln2 Jinnosti Ystavu pro oblast vg
G8§dost o vyd§gn?2 rozhodnut 2, nesouvi s

0-03 o I® ivo, vlietnD rozligen? mezi I®!iv'7 100

03 pS2pravek podl ®haj 2c? registraci net
o homeopatickl pS2pravek

REGISTRACE
NCRODNE& REGI STRACE

RN-O1 G8§dost @ciegiester i n8§r n2 ho- sla@ioisvt@hton §p &

o1 podl ogen§ Ypl nl mi experi ment-8lent2emii n8q¢111 10
pS2prpavoekv2ce neg dva céhpgvedon?ruhegizyt

RN-D-51 I‘Dalg2 _1/4kony, kter® jsou_ prov§any p 9

51 gg§dosti, kter® neobsahuj? “%daje a do|24 500
odpov2daj?2 platnlm pogadavkTm

RN-02 G§8dost 0o registraci vet ers aia st ahton 81 @rf

02 podlogen8§ Yplnl mi experi ment-8lent?emii n§¢85 700
p S2 prparvoe kma x . dva c?/ dm@radrdiny rewgd Satr g

RN-D-52 Dal gz “kony, kter® jsou provs8diDnk!| $Ha

52 ggdosti, kter® neobsahuj? “%odaje a do|24 500
odpov2daj?2 platnlim pogadavkTm
G§dost o} registraci veterirergrisaihaceé @

RN-03 na z8kladhD ne¥%pl n® dokumentace s odka,52 400

03 uplynut?2 d®I kf geoncehrriacnky§ |dp& chaas t28 k!l adDn
souhl asu jin®ho drgitele

RN-D-53 Dal g=2 Yak ony, kter® jsou proys8dBrpw pd

53 ggdosti, kter® neobsahuj? “%wdaje a do|9 800
odpov2daj?2 platnlm pogadavkTm
G8dost o] registraci vet erihy®rrn2adme Ir@

RN-O4 t] registrace zpﬁ&dchldlr)§daa§’4plma® doku

04 na registraci origingln2ho pS2pravku|75 900
g8dost) | i na z8kladnD informovan®ho ¢
z8sadn? podobnosti (n8rodn? registraceé

RN-D-54 I‘Dalg2 _1/4kony, kter® jsou_ prov§any p 9

54 g§dosti, kter® neobsahuj? “wWdaje a do|l19 600
odpov2daj?2 platnlm pogadavkTm
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RN 05 VZcen8§sobn® g&dosttraci zcela totogn®h
05 pod~jinlm n§zverr1 (opakov§gn? registrall7 600
jinlm n8§zvem a pS?2pa-dulplprkogtj iln ®hko pd reg
RND 55 Dal g?2 sk ony, BEdON® psame prvowS2padech
55 g8dosti kter® nNeobsahuj2 “daje a dof4 900
odpov2daj?2 platnlm pogadavkTm
G8dost o registraci vet erien Srtnaznhoov eln®|q
kdy s ohledem na viznamnou zmRnu pov
RNT 06 vqterin§rn2,ho | ® i v@ho pS2pravku neIz58 800
06 pS2pr-awkuy? Sen2? wvegiesim&gce@2ho | ®dvehg
Jednu viastnost (nap?S.a,s | ®kov§ forma, pSidgn
zv2Sete)
RN-Di 56 Dal g?2 Yak ony, kter® jsou prov8dRny po
56 g8dosti kter® n~eobsahuj2 “Wdaje a dol|7 300
odpov2daj?2 platnlm pogadavkTm
G8§dost O registraci vet erien Srtna2nhoov eln®|q
kdy s ohledem na viznamnou zmBDnu poyv
RNi 07 veteringrn2ho | ® iv®ho pS2pravku nel 2., o0
07 pS2pr-awkwy? Sen? wegiesingce2ho |® maehm
Jednu viastnost ( naps§. s§2 | fao,r ma®k opvSi d § np?o tcr2alvd
zv2Sete)
RNLDI 57 I‘Dalg2 _1/4kony, kter® jsou_ prov§d|’Jn_y po
57 g§dosti, kter® nNeobsahUJ2 “Wdaje a)dol(4 900
odpov2daj?2 platnlm pogadavkTm
RN 08 G8dost o registraci v et e rragistrace mdmieopatika ® |
; . = 48 500
08 zjednodugenl m postupem
RN-Di 58 Dal g?2 .1/4kony, kter® jsou. prov§any p 9
58 g8dosti, kter® neobsahuj? %daje a do|9 800
odpov2daj?2 platnlim pogadavkTm
G8dost 0 hemespatncwlke®eoi n§vdhbo pE®pve
RN 09 stanovenich pS2padech, kdy s ohledem
09 nebo zpTsobu pougit? homeopgtick@ho 25 000
pog8§dat o zmRDnu registraoegpSesludad®h
registrace)
RN-Di 59 Dal g°? Yak ony, kter® jsou provg8dRDny po
59 ggdosti, kter® neobsahuj? “%daje a do|3 900
odpov2daj? platnim pogadavkTm
T(;\l-lo G8dost o zmNDnuypulegingroaoné postup) 24 000
RN-D-60 Dal ¢g?2 “kony, kter® jsou provs8diRny p 9
60 g&8dosti, kter® n~eobsahuj2 “daje a dof4 900
odpov2daj?2 plkattTmlI m pogadayv
ﬁ\kll G8§dost o0 zmDnptypulAe(@n Srtodrc?e postup) 3 900
RN- 43 .
43 G8dost o zmDnptyulBe(@n Sntodarc2e postup) 5 900
RN-12 G§dosptroa»llou93€gri%trace veterin§r—mgeohh9§43 600
12 pS2pravky kromhD homeopati k (n8rodn? pg
RN-D-62 Dal g? Yak ony, kter® jsou prov8dRny po
62 g8dosti, kter® neobsahuj? %daje a do|[1l4700K]|
odpov2daj?2 platnlm pogadavkTm
RN-13 G8doptr od!| ouegrizstrace veterins§rmmédopatikh ®
23 500
13 (n8rodn?2 postup)
RN-D-63 Dal g?2 Y“Wkony, kter® jsou prov8dniDny p 9
63 g§dosti, kter® neobsahuj? “%daje a do|4 900
odpov2daj?2 platnlm pogadavkTm
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RN-14

14 Gg&doptSevmelgi strace veterpmé&vihd hmalj®ln®4 900
ElS G8dogt ug egistraceVLP-bez dal g2ch pogadavkT] Efl?ida
RN-16 G8§dosztruggemryi strace veterin§r-nsz,mcog‘arld@!u/2 900
16 postupn®ho doprodej e

LR JAKO REFBREMNSNGh STCT

G8dost o zah8jen2 postupu WUzSjkeomn®repu
RRMS/NR >m | kfora t &t 1§ 8 dbbgans
17a refer_en!n m |l emsaklost st empg bgean 197 80
17a experlment§ln2m|' nebo I.|ter§rn2mp5‘/§/4/da

nen3esk® republica nNe@i®rmaawdmaxj5€MS

G8dost o zah8jen2 postupu WwUz&keomn®hegpu
RRMS/NR referenln2zm | | eens@aims t satt Ht8e mr egi st r am
17b experiment 81l n2z mi nebo | iter8rn2mi %da227 20
17b nen? v Lesk® repubéivepr eg mfrubena§ e -15

CMS.

G§dost o zah8jen? postupu WUzS$jkemn®heqpu
RRMS/NR referenln2zm || erssakiomt st 88 empgidbogant
17c experiment 8l n2 mi nebo liter8&8rn2mpS¥mma256 50
17¢ nenz2Lesk® repadilsicrowEnproceradhSeule v?

CMS.
RRMS/NRD- |Dal g2 Yak ony, kter® jsou prov8dhDny po
67 ggdosti, kter® neobsahuj?2 “daje a do|24 500
67 odpov2daj? platnim pogadavkTm

G8dost o zah&8jen2 postgispacesiz&jkemn ®@reqg u

referenln2m || emakldomt at88empgdbogang
?é?aMS/Rlsa experiment&ln2mi nebo liter&8rn2mpS¥mmail107 70

m§ v Lesk® republice apl/vat miowc eatleng® edxr e

5CMS.

G8dost o zah§jen? postupu vz§jemn®ho
referenlnzm || emsakilmomt at 88 empgdbbgané8
T;MS/Rle experiment 81 n2 mi nebo Iiter§rn2Tmp’.§ﬂ/4aj/a137 10
m§g§ v Lesk® republice apl/vat miowc ealleng® enaxir €

6 - 15 CMS.

G8dost o zah8jen2? postupu WwUzSkeomn®hegpu
referenlnzm || emakiliomt at 88 empgdbbganég
T;MS/RRC experiment§ln2mi nebo liter8&§rn2mpS¥ami166 50
m§ lvesk® republ i ce plaatvn opur orceegiusSren & cef

15 CMS.
RRMS/RD- |(Dal g°?2 Yak ony, kter® | sowadmercdy §dky jpso
68 g&8dosti, kter® neobsahuj?2 “daje a dofl4 700
68 odpov2daj? platnim pogadavkTm
G8dost o zah8jen2 postupu WwUz&Skemn®hrgpu
RRMS/NR refermenl henskT m- rsetgSitsetrm ac e pS_ede§d_an
19a dokument ace s oquazem na regls_tram 102 30
19a ochrzfln_ydat(gener’lck§!g§dia}stz)§klad'r) i nfor mo
drgitele. PS2pad, w8 § p rvaevteekr iLe&ikf®? v le|
regi staov$pr ocrammusBmax.j5€EMS.
G8dost o zah8jen2 postupu VzSjkeomn®hegpu
RRMS/NR referen| n2zm !IenrsekgTinsts&éEenp)S_edkl§Hz§|ah
190 dokument ace s odk”azem na regls_tra0| 117 00
190 ochranydat(generllck§!g§d1qstz)§kladr3 i nfor mo
drgitele. PS2pad, oSy prvavek iLaShk®? wvled
regi staovs§precmadmidmax. 6 - 15CMS.
RRMS/NR Gg§8dost o zah§jen? postupu sze&Jkeomn@heqoulBl 70
19c referenln2m || enrsekglinst sageenmnpSedkl|l §dan
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19¢ dokumentace s odkazem na registraci
ochrany dat (gener i ck§8| g8§dastz)8§kl adhD infor mog
drgitele. PS2pad, kbeypnverweki mgmaz vl g
regi staovs§proceamSrutijee v2ce neg 15 CMS
RRMS/NRD- [Dal g2 Yak ony, kter® |jsou prov8dhRny po
69 ggdosti, kter® neobsahuj? “%daje a do|9 800
69 odpov2daj?2 platnim pogadavkTm
G8dost o zah8jen?2 postupu WUzSjkeomn®repu
referenln2m || enrsekgiinst sageenpSedkl §dan
RRMSR-20a [dokumentace s odkazem na registraci 78 300
20a ochrany dat (generic k 8§ g 8dloistha z8kl adhRD infor mo
drgitele. PS2pad,pkdyracekrmf8&vniteb ®Pi
registraci a v pr o czaftrut8max.j5 EMS.

G8dost o zah8jen2z postgspaceshz&keomn ®@heq u
referenln2m || ensekgiinst sa6eenmpSedkl| §dan
RRMS/R20b |[dokumentace s odkazem na registraci 93 000
20b ochrany dat (gener i ck§8| g8§dastz)8kl adhD infor nmo

drgitele. PS2pad,pkdyraeekrmg8§vniel ®Pi
registraci a v pr o czaltmwiBmax.j6e - 15 CMS.

G§dost o zah8jen? postupu WUzS$jkemn®heqpu
referenln2m || ensekgiinntsaé6eenmnSedkl| §dan
RRMS/R20c [dokumentace s odkazem na registraci 107 70

20c ochrany dat (gener i cltg | 9 8§da z &kl adhD infor mog
drgitele. PS2pad,pkdypraeekrinfSvnieb®Pi
registtaci a v _pr oczalrSrutice v2ce neg 15 CMS.
RRMS/RD- |Dal g2 Yak ony, kter® jsoudemgrhgv 8kddyhy | o
70 g8dosti, kter® neobsahuj2 “daje a dol9 800
70 odpovzdaj2 platnim pogadavkTm
G8§dost o ahg8jen2 postupu VWzSjkemn®hepu
refererhlerm?srlern -shhy8kkreimdn2 r,d¢jgriesgirsatcreac e
RRMS/NR na z8kladhD ne%pl n® dokumentace s odksg
2la po uplynut? d®l ky ochrany dat (gener (137 60
2la souhl asu jin®ho dardgi t 8 mec s z 8%daadjniz np
kdy veter@/nisuin2 pS2pravek nen? v Les
a Vv  pr oczamwismax.j5 EMS.
G8dost o zah8jen2? postupu WwUzSkemn®hegpu
referenln2m | l-emgltdimd rs2 §tt, ¢ gni esgirsatcreac e
RRMS/NR na z8kladhD ne%pl n® dokumentace s odksg
2b1 po uplynuwtccthrd®lykydat (generick8 ¢g8dos|157 20
21b souhl asu jin®ho drgitele S Yad aj i nad
veteringp82pt@®vekinen? v Lesk® aewuprd
je zahrmuto max. 6 - 15 CMS.
G8dost o zah8jen2 postupu WwUz&Skemn®hrgpu
referenln2m | l-empltdimdrs2 §tt, ¢ gniesgirsatcreac e
RRMS/NR- na z8kladhD ne%pl n® dokumentace s odkig
21c po uplynut 2 d®l ky ochrany dat (gener (176 70
21c souhl asu jin®ho drgitele S Yad aj i na
veterin§p82pk ®vekllensekn® rvepubl i ca ne pirg
jezahrnuto v2ce& neg 15 CM
RRMS/NRD- (Dal g?2 Yak ony, kter® jsou prov8dRny po
71 ggdosti, kter® neobsahuj? Y“%odaje a do|l19 600
71 odpov2daj? platnim pogadavkTm
G8dost 02zpb8ieapu vz8§jemn®ho uzng§n2 r
referen|lnzm | l-empltkd imd s 8it, & gni esgirsatcreac e
;;aMS/Rzza na z8kladhRD ne¥%pl n® dokumentace s o0dkg93 000
po uplynut?2 d®I knyerd cctkrg8a ngy8 dastt ) ( d @ n 4
souhl asu jin®ho drgitele s Yadaj i nadq
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veterins§rps2plr@&alvieki m§ v Lesk® repub
a Vv pr oczaltmwsmax.j5EMS.
G8dost o zah8jen2 postupu vz§8jemn®ho
referenln2m | l-emgtdimdrs2 §it, & gni esgirsatcreac e
na z8kl adhD ne¥%pl n® dokumentace s odkig
ZR;MS/RZZb po upIynLot.czlhrd®|ykydat“ (generickgs .g§dos 112 60
souhl asu j in®ho drgitele s Yadaj i nad
veterins§rps2plr@&alvieki m§ v Lesk® repub
a Vv _ pr ocatwse -jIxeCMs.
G8dost o zah8jen2 postupu WwUz&keomn®hgpu
referenln2m | l-emgtdimdrs2 §tt, & gni esgirsatcreac e
na z8kladhD ne¥%pl n® dokumentace s odksig
ZRZ\AS/R_ZZC poupl ynut ? d®l ky ochrany dat (genericf|l132 20
souhl asu jin®ho drgitele S Yad aj i naq
veterins§rps2plr@&alvieki m§ v Lesk® repub
a v procrzaurSreutice v2EM5 negdg 15
Dal g?2 “kony, kter® jsou provs8dihRny p 9
7R;MS/R72 gs8dosti, kter® neobsahuj? %daje a do|l4 700
odpov2daj?2 platnlm pogadavkTm
G§dost o zah8jen? postupu WVzS$jkemn®heqpu
referenln2m || ensekT st asntovteenth ch  p S2 pa(
RRMS/EX na vliznamnou zmBDnu povahy, vli astnost
23a | ® i vPho pS2pravkuzmBhuzer pgiggtdrmace p|73400
23a rozg2Sen? rveegiesrtirna8cen2 ho | ®| i ma&hiomsy 32
viastnost (nap$S. s2la, | ®kovs§ forma, pSidsg
a pro pS2pad, ka@wnuemax56HeduSe j e
G§dost o zah8jen? postupu JvzS$Sjkemn®heqpu
referenln2m || ensekT st asntovteenth ch  p S2 pa(
RRMS/EX na vliznamnou zmNDnu povahy, vli astnost
23b | ® i y&BE@r avku nel ze pog8dat o] zmNDnu-|88 100
23b rozg2Sen? rveegiesrtirnaS8cen2 ho | ®| i ma&hiomspy 32
viastnost (nap$S. szl a, | ®kovg§ for ma, pSidsg
a pro pS2pad, kahnutemaxr6o cldCMSe | e
G§dost o zah8jen? postupu WUzS$jkemn®hegpu
referenln2m || envsekT st asntovteenth ch  p S2 pa(
RRMS/EX na vliznamnou zmNDnu povahy, viliats?t no et
23c | ®l i v®ho pS2pravku nel ze pog8dat o 2102 80
23c rozg2Sen? rveegiesrtirna8cen2 ho | ®| i ma&hiomspy 32
viastnost (nap$S. szl a, | ®kovg§ for ma, pSidsg
apropS2pad, kdy wvaproocéeduBécpeneg 15 CM
RRMS/EXD- (Dal g°?2 Yak ony, kter® jsou provg8dRDny po
73 g8dosti, kter® neobsahuj?2 “daje a do|7 300
73 odpov2daj? ¢gdwkhrmm poga
G8dost o zah8jen2? postupu WwUz&Skemn®hgpu
referenln2m || envsekT st asntofvteenmth ch  p S2 paq
RRMS/EX na viznamnou zmhRnu povahy, vliastnost
42a | ® i v®ho pS2pravku nel ze pog8§dat o 297 900
42a rozg2 Sen? rveegtiesrtirnascren2 ho | & i v@kbe p®
viastnost (nap$S. s21| a,p di@k8n?§ cf2olronvaBho dr uh
a pro pS2pad, ka@wmuwmaxr5cMeduSe j e
G8dost o zah8jen2 postupu WwUz&Skemn®hrgpu
referenln2m || envsek T snt asntoSvtemdethc kdy p SHlepdem
RRMS/EX na viznamnou zmRnu povahy, vliastnost
42b | ®l i v®ho pS2pravku nel ze pog8dat o 2112 60
42b rozg2 Sen? rveegtiesrtirnascren2 ho | & i v@kbe p®
viastnost (napS. s21l a, | ®kov§ forma, pSidgn?2
a pro pS2pad, kawnutemar6oct5MSe | e

25



G8do

st o zah8jen?2 postupu WwLzSjkemn®hepu

referenl n?2 mstl8teemmsek T snt anovenich pS$2pag
RRMS/EX na viznamnou zmNDnu povahy, vli astnost
42c | ® i v®ho pS2pravku nelze pog§dat o -Z2127 30
42c rozg2 Sen? rveegtiesrtirnafcren 2 ho | @ v d®h o n @5
viastnost (nap$. s2la, | ®kovs§ forma, pSids§
a pro pS2pad, kadahmnnwptrocwreidudsendde 15 CM
RRMS/EXD- [Dal g2 sk ony, kter® |jsou prov8dhRny po
82 ggdosti, kter® neobsahuj? “%daje a do|7 300
82 odpov2daj?2 platnim pogadavkTm
G8dost o zah8jen2 postupu vz§8jemn®hoko
RRMS/CE referenlnzm | l-edskh®sobd®em&ddstt r aci
24a veterin8rn2ho | ® i v®ho pS2pravku pog¢g31l 800
24a veteringrn2ho | ® iv®ho pS2pravku pod -
dupl i k8t |i kopie). Pedhauptamax.5€MS Vv pr o(
G8§dost o zah§jen? postupu vz§jemn®hoko
RRMS/CE referen|ln2zm | l-edAskh®sobd®e &EdGdsstt raci
24b veteringrn2zho | ® iv®ho pS$2pravku pod¢4l 600
24b veteringrn2ho | ® iv®ho pS2pravku pod -
dupli k8t 1 kople) Pahrmupgoandx. 6 k-dI§ CMS. p r o (
G8dost o zah§8jen postupu vz§8jemn®ho
RRMS/CE |referen|l hBm $1-&0 ecmn§sobn§) gedhdstt raci
24c veterin8rn2ho | ® i v®ho pS2pravku poed46 500
24c vetering§rn2ho | ® iv®ho pS2pravku pod -
dupli k8§t |i kopie). P@Ypadtokadyce mredg,
G8§dost o zah8jen2 postupu vzE8jemn®ho
RRMS/RU © .
referenlnzm |1l enskéakovsgingt e pvozssjuepmn ®h o
25a . S - .. . 168 500
252 pro veteringrn? I ® i v pS2pravek jig
uzn®mw2 maxi m§l nHCME novlich
RRMS/RU G8dost o zah$§jen2 postupu vz§_Jemn®ho
referenlnzm ||l enophkomv &rn228t gpmgt epnin ®h o
25b . ) Rt ., |78 300
25p veteringrn I®!|~vl pS2pravek jig oegt
pro maxi m8llsnthobv/ ch CMS
RRMS/RU G8dost o zah§jen? postupu vz§jemn®ho
referenl nzm IIenekdiknovs§tn§tepwozs§tjueprrmn®ho
25¢c . 83 200
25¢ pro veteringrn? I@sltlrvolvamSZ pnraa vze &k |jaidgn
uzn8n¥?peoneg 15 novich CMS
ZR(;MS/ZII- G8§dost o zmDnypullr eg8metr apestupu vz§,_jeesrh28 400
26a republi kou jako ref erpermwl niaw ilmse msik T5m ¢
ZRGRbMS/Z”- G8§dost o zmDnypullr eg8metr apestupu vz§,_jeesrh30 800
26b republ i kou jako ref erpermwl niaw i|mSebro8E 16m
RRMS/ZIk G8dost 0O zmDuypullr eg8mtir apest upu wmzZajsesrk
26¢c . . . = 33 300
26c republ i kou jako ref erpemwl nv?me el |neergs kil5m Q
RRMS/ZIB27 |G§dost o zmDmypulB eg8sti apestupu Vvz§yjeesrk
. . s 6 400
27 republi kou jako referenln2m |l ensklm ¢
RRMS/ZIA28|G§dost o zmDmypulA eg8sti apestupu Vvz3§yjeesrk
. : = 3 900
28 republi kou jako referenln2m |l ensklm ¢
RRMS/PR29 |G&8dosptr oa |l ougeen2strace Vv r 8mci post~upu89 100
29 republikou jako refétemln2m [l ensklm
LR JAKO PF&SLUGNh (CONCERNED) LLENSKH
RCMS30 G8dost o uzn8n?2 rozhodnut?2 o registra
orgs8nem J|n®ho jdamck®Phabn St Bepwdlse garc & 65 100
30 . . .
experiment §lem®¥min2mebdidlai
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G§dost o uzn§n2? rozhodnpurte® lo®|rievgi sptS2a

RCMS31 org8&nem jin®ho |} lreengsiks@hroacet §pt_$uedk|§_da

31 dokumentace s odkazem na registraci 38 200
ochrany dat (gener i ck8] g8dastz) 8kl adnN i nfor mg
drgitele.

G§8§dost o uzn8n?2 rozhodnut? o registra

RCMS32 org8nem jin®ho -|lhlyebrrsi kd@ho rsgtgSiesgti rsaaeac e

32 na z8kladhD ne¥%pl n® dokumentace s odkg55 300
po uplynut? d®l ky ochrany dat (genericks
souhlasu jin®ho drgitele s %daji nad 1
G8dost o uzn8n?2 rozhodnut? o registra
org&nem |jin®hostlshansk@movenich pS2pa

RCMS33 -

33 na _vlznamnqu zmNDnu povahy, ‘vlastnost21 100
| ® i v®ho pS2pravku nel ze pogs8dat o -z
rozg2Sen? wvegestnBcea?ho | ® iv®ho pS2p
Gg8dost o uzn8n2 rozhodnut?2 o registra

RCMS34 orgs nem jin®ho .!-Ivezncsekn®§hsoo b s §.§)tga§sdatisztce!a

34 totogn®ho vetering8rn2ho I ® i v®ho pS38 800
registrace vet eri n§rn2ho | ® i v®ho pS2pravku
ji n®ho -dudgit&l8e | i kopie).

RCMS/ZIF35 [G8E§dost o sztymuIIrvng§m¢.:iacpostupu,vz§jer16 600

35 vydan®ho pro I ®livl pS2pravek pS2slugi
G8§dost o} z mDn typu riBe guvirs§tmmcaic e post upu vV Z

?'?é:'vls’/znamrozhodnut2 vydan®ho prlagh®mi wirggdzemrd2 900
st8tu
G8dost o z mRNn typu rlAe guvirs8tmcaicepost upu \4

;CMS/ZIAEWrozhodnut2 vydan®ho pro | ® ivli pS2prdg2 900
st8§tu

RCMS/PR38 |G§do sptr o@ |l oueegrizst race v r 8§mci postupu 35 300

38 vydan®ho pro | ®livl pS2pravek pS2slugrt
SOUBnGNh DOVOZ

EQSDSQ G8dost o povolen2 soubRDgn®ho dovozu v¢l4700K]|

RSD40 G§8dost o} prodl ougen? pI’atnosti rozh9 300

40 veterin8§rn2ho | ®iv®ho pS2pravku
VYDCNEé CERTIFI KCTU PRO LE£LIVh PifFé&PRAVI

51641 Gg&8dost o vydg&n2 certifik8tu pro I ® ivll 200

INSPEKCE
VAROBA VETERI NCRNECH LELI VARCH PFEPRAVH

i 01 G§dost o povolen? k vTrobp veteringit, o ..

01 vV pov-oplreon?r ozsah dovoz ze tSet2ch zem?

Ui 02 G§dost o povovleetne?r ikn swinPacthn I-@Fiovirokz spa§

02 | ® i v® p-S2edmaskyl robnhD odlign§ | ®kovi26 900
jednotka/linka v jednom m2sthD viroby

i 03 G8§dost o} povol en? k vT_robD vet_er'zmnl

03 V poveprem2rozsah nest~errlkem@d§ ®av®P2 p¥H13 500
| ®kovs8 forma a/nebo virobn?2 jednotkall

i 04 (,3§dpst o,'povoIeNn2 k vTrob_D.v;elt@r'rnﬁsa

04 | ® i v® p-SjgdporaavklyrobnhD odlign§ | ®kov§i42 900
jednotka/linka v jednom m2sthD viroby

i 05 G8§dost o} povol en? k virobn veterins§

v pov-oplreon2rozsah steri-kagdB®dav@dpB8ygpB 19 800

05 ~ . .
forma anebo virobn?2 jednotka/linka
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1727 G8dost o zmDwd rpdveorhien®r nk2 ch | ®pBEvH8h28400 K
27 virobced.
17 06 Navigenz: z8kl adn2ho poplat~ku \Y pézp24 400
06 |i technologicky n8§rolnou virobu veterq
i 07 G§dost o] povol en?2 k vT_robD v_etprerrdzsa@
07 samostatnhD prov8§dNn® prim§rn2 jeanan?v21l 000
odl i gn8 flewkmasr a/ nebo jedna virobn2z jed
L 08 G&8dost o povolen? k virobn vetering
08 v povoelpem? rozsah samostatniD prov§dND|{10 500
pS2pr-dkakdgl g°2 l robnhN odligng | ®kov§g f
17 09 G8§dost o povol en?2 k virobn veiprerrcizsah‘;ls 100
09 samostatnh prov8dNn® sekund8rn2 bal enj
i 25 G&8dost on2pokvoVvilerobhN veteringrn2ch I ®
o5 v povelpewm? rozsah samostatnhD prov§dNDn8900 K
pS2pr-xalgd® dal g2 m2sto viroby
1728 Gg§dost o] pvol vrool befhe2rvi ek §r n2 c h | ®|-iprol wisah|177 0 0
28 propougtin?2 gar g?
L1 20 G8dost 0 wdwvwolbedn2vek eringrn2ch | ® iv|8 400
29 vpovoliem2 rozsah proéokagdgt®dndal gar gn¥2 st
/1l ®kovg§ formah.
i 10 G§dost o pom@Awen? k virobD veterin8rnz, o,
10 na m2sthD viroby
|i 24 G8dost o povolenz k vTrob~D v e fpre rrozsal
24 medi kovan§ krmiva pjfednd agkmébm?tjSethnl2 400
m2sthND viroby
DI STRI BUCE VETERI NCRNECH LELIV
1711 G8§dost 0O povol en?z k distribuci veter17 300
11 v povolen? k di sdkontrdoujgdnoheskledont r ol ou
1712 G§dost o pdvolbarcid kedios o -Zm@rdd \dapxg§¢m8 400
12 jedn® g8dosti
L7 13 (,3§do_st o rngzée_nz~ povol en? k di st
13 0 di stribuci I ® i vIich | 8t ek a pomoe(ll 400
s kontrolou jednoho skladu
i 14 G8§dost o] rozgzéenf povol en? k di~s~t
o distribuci I ® ivlich | 8tek, pomkagtdEtl8 400
14 . .
skladvr 8§ mci  jednoho povolen?
|1|515 G&8dosthnu zpomvol en2tkrdn&§tnk bbci ®dzinspkkceh|2 900
KONTROLA VETERI NCRNECH LELIV
i 16 G§d<_)st o} _povolen2 k !innosti,kon_t_rol_
16 k |linnosti kontrol n2prloavbSaifldnt?é $é - jgdnamg1 6 8 00
m2sthD kontroly
G8§dost o} povol en? k l' innosti kontrol
1717 k linnosti kontrol n2- zlkeotuggreantzo S L
17 (fyzi k8l nD chemi ck®, ognickkr@ bz btvjogemd&P
kontroly
171 26 G§dost o] povol en? k linnosti kontrol8600 K
26 k linoonstol k2 | alsprkkicgd® dal g2 m2sto Kk
17 18 G8§dost o zmBDnku |vi npnoovsatlie nkontr ol n?2 Il ab
2 900
18 kontroly
OSVnDLOVCNE (CERTI FI KACE) SOULADU SE
PRAXE, ZRUGENE& POVOLENéE K LI NNOSTI N A
O OSVnDLENE SOULADU SE SPRCVNOU VHhROBI
U ZAHRANILNEHO VHhROBCE
1719 G8dost o vydg&n2z certifik8tu o osde!e1 300
19 nebo spr8vn® distribuln2?2 praxe pro dr(
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1720

G8dost o vydg&n2z certifik8tu o osviDdl ¢

20 vevirobhnN | ®l-svkomtlr®dt @i jedn® virobn?2 27 800
1721 G&dost o vydg&n? certifik§tu o oserd!e13 000
21 ve virobn | ®klaigvdig hdallgjt2ekvirobn?2 jednot
|1 22 G8dogrugen? pownamlosni k nen?
22 7 ’ Yahr ad a
8 400
+ n8hr
17 23 Navigen2 z8kladn2ho poplatku v pS2pad|cestov
23 pogadavkT spr8vn® virobn2 praxe s proya
pobyto
viadj T
LABORATORNE ROZBOR, PROPOUGTNNE GARGE
Li 01 PSezkougen2 garge veterin§rn2ho L®livicog ki
01 s pSedlogen?zm atestu |l ensk®ho st §tu | ’
1 500
ng8hrad
LT 02 PSezkougen2 garge wp&temiavkun?piSedl @leij w(podle
02 bez dologen2 atestu |l ensk®ho st8&8tu EYugitlec
metod
(1 &8st
pS21oh
Li 03 Uvol nDn2?2 garge veterin8rn2ho | ® iv®ho500 K]
03 o wihbm, |lmkeézor atorn2-hspSedzdbogenl M| ane &®h
Evr ops k®@BRRni e
Li 04 Uvol nDn? garge veterin8rn2ho |1 ® iv®hgql500 K
o wihbm, bez | abor albez nddloo §glereébnostku®ls & us t
04 .
unie - OBPR
Laboratorn2 rozbor na §g8dost N&hrad
podle
Li 05 ugitlec
05 metod
(I &8st
pS21loh
KLI NI CKE HODNOCENE
51_01 G§8dost o povolen? klinick®ho hodnocenji20 900
52_02 G8dost o zmBRDnu podm2nek klinick®ho ho¢6 900
LI NNOSTI V RCMCI EVROPSKE UNIE
E-01 G§dost o proveden? odbornich %konT p3577 Kl
01 pS2pravky (EMA)* ’
Odborn® %kony proveden® na ¢g8dost E \ V souladu
a zdravotn2 p®|l e (EDQM) se
sml uvn
E-02 uj ednsg
02 mezi
Vet er.i
m Yist @
a EDQM
* cena za kal kulaln?2 jednici pro Leskou republiku,
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Sazebn?2k n8hrad vidaroztar y alb®Iriax oa npvoynkoocnn§ivcahn & §

V pTsobnost. Veterin8rn2ho bBstavu

Pol oglZkougka PDhr ada
FYZI KCLOIMMEMI CKE ZKOUGKY

1 Vzhled 250 K|
2 Stanoven?2 velikosti | 8stic

2a Mikroskopicky 1 800 K]
2b s2tov8dnsmt o 1300 K|
2c za kagd® dal gposliotjocese2bpSi] 2t § k 220 K]
3 Vzduchot Dsnost 290 K|
4 Stanoven2 rozpustnost.i 450 KI
5 Ztr8ta sugen?m 1 800 K|
6 Karl Fisher titrace 2 500 K|
7 Stanoven?2 suginy, odparku 1 000 K]
8 Stanoven?2 popel a

8a cel kovli popel 2 600 KI
8b s2ranovi popel pS2p. slogdgithjg? zp 2 600 K]
9 Stanoven? teploty t8n2 instrument8 850 K|
10 Stanoven?2 hustoty

10a Pyknometricky 1 010 K]
10b Hust omBlrem 1 010 K|
11 Stanoven?raofiakmdmty/ skosi metrem 1 700 K|
12 Stanoven?2 indexu | omu (refraktomet 1 000 K|
13 Stanoven? spektrofotometrick® 3 700 K|
14 Titraln?2 stanoven? 2 000 K|
15 MRDSen2 pH (elektrometricky) 810 KI
16 MRNSen2? elektrick® vodivosti 810 KI
17 Chromatografie na tenk® vrstvD 2800K|

18 Chromatografie kapalinov§8 vysoko%|

18a 1 analyt 6 500 K|
18b 1 analyt ve dvou vzorc?ch 7 980 K|
18c 1 anal yt ve dvou a v?ce vzorc?ch p'l 750 K|
18d 1 analyt i 3 vzorky 9 730 K|
18e 1 analyt i 4 vzorky 11 480 K]
18f 2anal yty v jednom stanoven? 8 500 KI
18g 3 a v2ce anal yt] v 1 stanoven? 10 600 K]
19 Plynov8 chromatografie 6 500 K]
20 Barevn® a sr8§gec? reakce 700 K|
21 Stanoven? Y innosti pepsinu 6 000 K|
22 Disoluce - UV/VIS 6 400 K]
23 Disolucei HPLC 7 200 K|
24 PrTmRDrn8 hmotnost a hmotnostn2 ste[770 K|
25 Spektrofotometrie v infralerven® 03 000 K]
26 Zkougky totognosti iontT a skupin 550 K]
27 Zkougka rozpadavosti tablet a tobo

27a rozpadavost ve vodo0 480 KI
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27b rozpadavost v galude/ n2?2 gS§vhp 1 300 K|

27¢c rozpadavost v duoden$l/n? gSs§vn 2 000 K|

28 Zkougka na vyugitelnl objem parent 400 KI

MI KROBI OLOGI CK£ A Bl OLOGI CKE ZKOUGKY

29 Zkougka na sterilitu 7 210 K|

30 Mi krobi ol ogihek®ezkdmgem2 virobkT (c

30a m/krlobialag/'ck@ ;kaud‘qyrézpﬂms/tkg/r/p/rmz 320 KI
(kogn?, nosn?, ugn? podé§n? apod.) ’

30b mi krobi ol ogi ck® zkoug’i'@rlﬁzprrew/tkg/r/p/rmz 390 KI
pod&§nz2, kter® neobsahU/’Z vodu ’

30c m/kro@/a/agjck@ zkoudersZ pmrasvtker iolbrs 200 KI
suroviny pS2rodn?ho p]'v/odu, kter® ’
mi krobi ol ogi ck® zkouge®? pn acstéogkrnia /ny

30d se pSed poudgitzm vrouc? voda nepsSi 3 400 K|

30e m/kro,b/o/og/"(l:k@ quqg'wrszpfraﬂcwﬂlng/«n/j/nmgz 390 KI
se pSed pougit?m pSid§v§ vrouc? vo ’

30f mi krobiol ogi ck® zkougen? nesteriln2 420 K|

31 Mi krobi ologick® stanoven? % innost|3 200 K|

32 Stanoven2 poftuleBrbdkTevi 8l n2ch v/2 200 K|

33 Identifikace ba k't er i 8l n2 ho kmene 700 K|

34 Vyl oul en? bakteri 88l n2 a houbov® ko2 900 K|

35a Zkougka na mykéapl azmat ab 6 890 KI

35b Zkougka na myRC®&pl| azmat a 3 400 K]

36 Bakteri 8l n2 endotoxiny 2 100 K|
Stanoven? Y|l innostekIviakd? O preoter.

37 inaktivovan® NIH testem e 43 300 Kl

38 Stanoven? Y innosti vakc2ny proti 18 500 K|
Stanoven?2 ¥ innost.i vakc2nyi ptraondyve

39 nN8r Tstu proiiELI§Nek metodouy N 14 300 Kl
Stanoven? Yl innost.i dezinfekln2ch

40 el ektrick® ;lodivosti vygetSeHZm u 6 260 K|
Stanoven?2 titru viru mikrotitrajlinmnd

4l virovich -walkctpi®.chmyxomat oza) h 10 000 KI

b ke et ety L%y 22 000 K]

43 Stanoven?2 titru viru Newcastlesk® |11 100 KI

44 Stanoven?2 poltu hyf ve vakc2n8ch 1 500 K]

45 Stanoven?2 titru viru infekI|ln2 burs/ 10 300 KI

46 Stanoven?2 titru viru vztekIliny mik 12 200 KI

PFEZKOUGENEé GARGE& | MUNOLOGI CKhCH VETERI NCRNECH L¢£

oc- o1 E“cs)ar)\trola vakc2ny proti | ervence-pr 14 550 K|
Kontrola vakc2n roti | ervence r

0C- 02 z&rodkT, !istotg,ptypizéce kmeneg) 6 500 Kl

2 n 2 1 D0

oC- 05 _I?Kc;ntrola vakc2perpré@tn2vptrekligRy 12 450 K|

oC- 06 54!0{1;;]8;?)vakc2ny proti wvzteklinD P43 550 K|

OC- 07 Kontrola vakc2ny proti chSipce koni18 750 K|
Kontr ol a vakc?2n rot.i vzteklinD ina

0C- 08 (stanoven? 1/4!iynﬁosti s®r ol ogi cky, 22 250 K|

31



PS2loha 3: Potvrzen2? o zaplacen? n8hrady vidajT
vpTsobnosti BDSKVBL / ztr¥Eoeohm s eoaijoslimPacuedr jovac?

(DAeOVh DOKLAD)

Gadatel/drgitejl mPrg, sadresa

Kontaktn2-jami®neos,a adr es a; ;matidl gfvoyrp,l Rftieex opddeli zgen,§ joed adr esy

ZmocnNn§ -gsmBnao, adresa

Kont akt n?2-jani®, alsesa, telefon, fax, e-mail

N§zev veteringrn2ho Il @kiow&hd ogSrtapr s¥Kw, (v pS2padh ¢g&d
vyget Sen2 a klinick®ho hodnocen2 se nevypl Ruje)

G8§dost o (%daje vyplRte poi l/208RevBy nu BDSKVBL/UST
K-d linnosti Linnost

Variabil n2( kSgmikelm oznalte mognost, ke kter® se Vag:¢
variabiln2 symbol):
[lukony souvieeij2itcras?

[lroln2 udrgovac? plathba:

[lwukony souviimepeéleé2 s | aboratorn?2 linnost? a klinicklr

Hrazeno bankovn2m pSevodem

Uhrazen§ | §stka K|: ¢éééééééééé.PS2kiatekr kdD pod§n dne: ¢

Osoba, kter§ | §stxaglpotukRizaijleS2gkem osobu, kptleSrtScel §st k

[JGadatel/drgitel registracd[lJ]ZmocnhNng osoba

Osoba, kter® m§obVvrzeadl 8naapl acen2 n&§hrady vidaj T za

potvrzen® DPSKVBL (kS?2dgkem zagkrtnhDte osobu, kter® m§ b

[JGadatel /drgitel registracdl[l]ZmocniNng osoba

N§zev banky, zajigS/L2zslamkovn2zho %l |[Konstantn2 symbol:

Vypln2z podatelna DBSKVBL:

L2slo jednac? ¢g§domRS$iijata na DPSKVBL Xm®@&no/ podpi s:

POTVRZENE PFEJIJMU PLATBY

Pl atba bankovl22ns | poS ewiopdiesnu : Datum vIipisu:

eéeéeéeéeé. eéeééeééééé. ééeéeéeéeé.
Datum Org. %tvar DODSKVBL Jm®no/ podpi s
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PS2loha 4: G8dost o vr§8cen? sprg&vn2ho popl a
Pstav pro st8tn2 kontrolu veterin8rn2ch bioprepar8tT
Hudcova 56a
621 00 Brno
Lesk8 republika
G8dost o vr8cen? spr8vn2ho poplatku
L.j.ZmSp.g8dosti:
Druh g8dosti:
N§zev pS2pravku
ve vDci registra
Speci fi kace obsa
Ng§zev gadatel e:
Adresa ¢gadatele:|ulice, pogt. box: mNDst o, PSL, st§gt:
Kontaktn?2 osoba:
Adresa kontaktn? Telefon:
Zapl alcgsnt8ka v K| : Datum zaplacen?z:
Variabiln2 symbo Vr8tit v mbDnD:
N§zev penhDgn2ho Adresa:
L2sl o Yl tu/k-d b IBAN:
Swiftov8paudspe N&rodn?2 c | e apokudhjg ov
Zn§m:
OdTvodnhDn?
Odkaz nazdroje, kde je
mogn® tvrzen2 ov
Datum Jm®no a podpis gad
razz2tko
Nevypl! Rwjrt/teno pro vnilSSnVBIpot Seby
Vr8cen2 spr8vn2ho popAa7kmS8kehaea2sprS§ontabdupepl
-zaplacen SP, kterlT nen?2 v sakeén8kmembpophapl at
SP
Proto souhlas2m/nesouhlas2m s vr8cen?m | 8stky: €
Datum Jm®no a podpis vedouc?2ho
Vyd8&no rozhodmétxégpahesgéé, kterTm bylo rozhodi
a) vr8cen? spr8vn2ho poplatku v pln® viIgi
b) vr8cen2 | 8sti spr8vn2ho poplatku ve vigi
c) zam2tnut? @g8dosti o vr8cen? spr8§vn2zho popl atKk
Datum Jm®no a podpis vedouc?ho
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PS2loha 5: G8dost o vr§8§cen? n&hrady vidajT

Pstav pro st8tn2 kontrolu veterin8rn2ch bioprepar8tT
Hudcova 56a

621 00 Brno

Lesk8 republika

G§dost o vr&8§cen2? n8&hrady vidajT

L.j.ZmSp.g8dosti:
OdbornT Ykon
K-d %Ykonu

N§zev pS2pravku
ve vDci registra
Speci fi kace obsa

Ng§zev gadatel e:

Adresa ¢gadatele:|ulice, pogt. box: miDst o, PSL, st§gt:

Kontaktn?2 osoba:

Adresa kontaktn? Telefon:

Zaplacen8 | §stka Datum zapl acen?:

Variabiln?2 symbo Vr8tit v mbDnD:

Ng§zev penhDgn?2ho Adresa:

L2slo %Yl tu/k-d b IBAN:

Swi ftov§8§paekuoudspe N&r odn?2 c | e apokudjg o
zn§m:

OdTvodnhDn?2

Odkaz na zdroje, kde je
mo gn® towrlkxSent?

Datum Jm®no a podpis gad
raz2tko

Nevypl! Rwjrt/teno pro vnilSSnBIpot Seby

OvNSen2? skutelnost? uvedenich v odTvodnhDn2:
Stanovisko¥%t var u provgaRjohc2 odbornl
Rozhodwedduc? sekce:

Datum Jm®no a podpi s
Vedouc?2ho %tvaru

Datum Jm®no a podpis v
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7 ‘\\g BDstav pro st8§tn2? kontrolu veteringrn?

‘g H Institute for State Control of Veterinary Biologicals and Medicines
%w Hudcova 56a, BrnoMe d | § nk y
o Postal Code: 621 00, Czech Republic
DSKVBL/ R¥G13 Rev. 1
Pokyn HBstavu pro st8tn2 kontrolu veter.i
UpSesRuj2c?2 informace ke zmBRn§&m regis
| ®livich pS2pravkT
Dat um v y29.8n2016
Platnost od: 8. 8. 2016
Do p | R WPpkgn:USKVBL/REG 3/2013
VB r rdite 8.8.2016 MVDr. Ji $2 Bur

feditel BDSKVBL
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Tento pokyn upSesRuje informace ke zmhDn&m registeak® v
republice vnitrost8tn2m postupem, postupem vz§8jemn®h
z8kona o Na®&tujewnaemkynbSKVBL /- BREE3, kterT byl pSipraven na
| . 378/2007 Sb., o I® ivech a o zmhBn&ch nhDkterTch s
vpl atnost dne 20. bSezna 2013 pod |. 70/2013.

odu znnoivkl & povinnosti pSedk!| 8ndaate |geSkdtorsotn i
dTvodu nov®ho nastavteam®t @galavaoleaell T pv et @roil
pS2prammkTh v I Tvaj ZzeNahovntgsd redindi cdp $2emri svkwa.c Hl avn?z v
pSedchoz?2 ve [ pokynu i @€ ot fido§2mak &8 6 a ISigRdwasndichv dal g2
v kategorizaci zmNDn¥mBreagi sbabhocen€bo |l pS2twalhov® infor ms
Yad ag Tp $2 pwSekeikd.d. fi

Revize byla provedenazd T v
formul §Si a z
y
r

p
z

2. Cz2 | a rozsah

C2lem po je poskytnout drgitel Tm rozhodnut 2 0O I €
veteringr h | ® i wihd he de $? mraa vrnko[v,e | kut ezr§k osna o | ®| i vec
pougi t el n®ho pSedpi su Evropsk® wunie o posuzov§8n? zmDr
pS2pravkT. Hl avn2 | 8st pokvynniut rjoes tv8l navushn lar§eaghdbint Groascl2? s 4 I
2013 postupuje podle jitgelzm®Bmddn@BedpiS2umoEwroamgsk® uni
zmNDn&m veterivi&rhn? @S2 plr@lvik T re®i spopevapkmh veg§jemn®r
| i decentralizavabmlemnpomstpumemd| Tm tTkaj2c2ch se zmhDn |

kynu
nzc

3.0dkazy a souvisej?2c?2 dokumenty

Z8kon | . 378/2007 Sb., o | ® ivech, ve znDn2 pozdhDjgzect
Vyhl §gka | 228/ 2008 Sb., o registraci | ® ivich pS2pre
SmRDrnice 2001/ 82/ ES, ve znhRNn2 pozdNjg2ch pSedpisT
NaS2zen2? Komise (ES) | . 1234/2008 o posuzov§npSzmbavk"
ve znhBn?2 pozdNjg2ch pSedpisT

Pokyny pro gadatele Evropsk® komi se:

Pokyny pro rTzn® kategorie zmBDn, pro prov8§dhDn2 posturg
Komise (ES) |. 1234/ 2008 ze dne R4redgistopadiduh2®m®Bnoc
| ® i vich pS2pravkT, jakog i pro dokumentaci, kter§ se

http://ec.europa.eu/he alth/files/documents/2013 05_16_¢2804/2013 _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)

Pokynyk o ordi nal n2 skupiny CMDv:

http://www.hma.eu/163.html

CMDv/BPG/004- For Type IA Variations

CMDvV/BPG/005- For Type IB Variations

CMDv/BPG/006- For Type Il Variations

CMDvV/BPG/016- BEST PRACTICE GUIDE fdsrouping of Variations

CMDv/BPG/015- BEST PRACTICE GUIDE for The classification of unforeseen variations

CMDvV/BPG/018- BEST PRACTICE GUIDE foworksharing - for applications intended to be submitted after
4 Aug 2013

Worksharing-a p p| i ¢ a nt dtend forepplications inténded to be submitted after 4 Aug 2013

CMDh Q&A list for the submission of variations according to Commission Regulation (EC) 1234/2008
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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

4. ZmDny | istND vnitrost8tn2ch registrac?

Pravidla pro zmhRDny tTkajac2 $feounuprasedanddhdredis 20
a to konkr®tnhD ustanoven2m A 35 odst. 1n8sledovnh:

Drgitel rozhodnut?2 o registraci je povinen kagdou zmnh
popS2padn ji ozin®PBit pmnev@&diBmM? §gmhlDn registrace se po:
pSedpi su Evropsk® unie o posuzov§n2?2 zmRn regiGGNagtzer
Komise (ES) | . 1234/2008, ve znhRd8l majSerad2z&omi Kemi £¢
r 8§ mci postupT posuzov§8n? zmRDn registrac? hum8&nn2cl
giteln®ho pSedpisu Evropsk® unie komunikace mezi d
slugnT mikbclysatys§d Tengrob2h§ zpravidla elektronicky
tupy v Evropsk® unii

Toto ustanoven?2 z8kona o | ® ivech a jeho nabytra $4|ziennr
Komi se, kt er ® kapitollllao-bZmMhruy el i st D vnitraosdt8amdwihj er em$
oznamovac? postupy mallch zmBhDn, postupy pro vel k® zmr
uzav2r8n2 postupT |listhD vnitrost8tn2ch registrac?2.

DS8le tak® deviniintujoest Bltingtakegkst i acirfegi straci udNDl enou
sacquismi mo postup Vvz§8jemn®ho uzn§v§n2'nebo decentraliz
har moni zace v n8§vaznosti na postup pSezkoum8nz.

Hl avn2zm c2 | &%? zneonv’el Komi s e, zej m®Ana pak i mplvenmetnrtoascte§ t
registrac2zm j e:

f ZdTvodu jednotnosti a za %Yl elem sn2gen2 administrat
v souladu s tTmig z8sadamy,r&gies®r ae?2 podPenajéhnpos

f mognost seskupit nRkol ik zmBRDn v r 8mci pSedl ogen?
pSizpTsobit zvlI&§gtn2m charakteristik8m |isth vnitr

f umognit za urlitich pbimtReknivyBbsgbEanz2emNDneggi str a:
pr 8ce

f zachovg&n2 z&sady provg§dNDn2 wurlitich zmnDn drgit.elem

f mognost prodlougen2 obdob2 pro hodnocen2? pro usnadrt

4.1. Kl asi fi kacuegispanlDn v

ZmBDna, zmNDna=reqiDatr gpcoed m2 nek rozhodnut 2 o0 udil en?2 r
podm2nek, povinnost?2 | i omezen? tlkaj2c? se registrace
Vsoul aduers2 maksémi se jsou zmBDny registrace rozdRleny dI
“linnost do nRkol i-kgpZ8§kl adn2ch skupin

Mal 8 zmBDna- ztnylpnua , | At er 8 m8& mini m8l n2, nebo vTbec ¢g8di

% innost d®&h®&hpSE@Favku.

Vel k8 zmBDnrnambyau kiter§ nen2 rozg2Sen2m a kter§ mTge m2
% innost dan®ho | ® i vReho pS2pravku.

Rozg2Sen? registram@namebavedemd SenpS2loze | naS2zen?
uveden® t amt ®g.

Mal § zmBRDnazm@mpa, IIBter &8 nen2 ani mal ou zmDnou typu | A,

Neodkl adn® bezpelneptonzatommrzenzmbDp&2pmdwkumandttm§ v dT
informac? ovlivRuj2c2ch bezpel n® poug2vsgn? | ® i v®ho
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ng8sleduj2c2ch | 8st?2 souhrnu %dajT o pS2pravku: | ®| el
c2lovichvadSathTa ochrannich | hTt.
Detaily rTznTch kategori2 zmhDn

egistrac?, psSteadn cowyeem??
g8dost2 o zmhDpedneyglsviFmcemRngm sou stanovenlp520lBl en?
-Pokyny pkategopn®e zmDn, pro provedkRapi polsgaualp Tl Ist ahba

,
j

Komise (ES) |. 1234/ 2008 ze dne 24. |l istopadu 2008 o
| ® i vich pS2pravkT, jakog iz $kloa dm ktulfroemtt ca cp-ais kapitqa]B. §p Seed
4. 2. Seskupov8&8n?2 zmBDn |isthD vnitrost8tn2ch registrac?
Aplikace na$2zen? Komi se pro | isthD vnitrost§8tn? regi .

formouj edi n®ho ozn8&8men2/ g8dosti
Jedin® ozn§Smen2/ g8dost mr8s |wdwd 2zl IpSe papmleathni t v

a) Jsou-| i ozn8meny tyt®g mal ® zmRDny typu | A jedn® nebo nnD
b)JdJe-l i pSedlogeno nNkol i k pSmblpook®,ge Jee ginsXnryacepadaj 2 do
uvedenTch v pS2loze II11 naS$S2zen? Konri sweylpiSvaijpra) dl o

c)lelipSedl ogena tat§g zmhDnal/y jedn® nebo nhRkolika regis
ajnebo b) pokud Veteringrn2 Ystav s t2mto jedinim pSedl
4. 3. Oznamovac?2 postup pro mal® zmRny typu | A

A Mal® zmhDnydtgptel ApSedl 0g2 ozn§men2, v nhDmg jsou o

na$2zen2 Komimen? Teeo pSedlog2 do dvanS§cti mNs2cT
se pSedkl §d§ formou vyplnDn@®hd§¥®mMmulgEde®,st o dr orbs
naleznetev _Sekci 8. Podrobn®¥s$znamo88ovpdPnavg8oeaasgmen2 nen

A Mal® zmBDny itzymAnyl,Aiknter ® vygaduj 2 okamgit® o0zn8me
dotlenTm |1 ® ivim pSz2pravkem; ozn§men2 se pSedl og?
se pSedkl §dg§8 formou §Sgpl PRUPEEE ®mMmMu §S§dost2 a n§
naleznetev _Sekci 8. Podr obnoswiiz npaoningsv Sonp?r agv8ad oosztn?§ me n2  n ¢

Veteringrn2 Wstav do 30 dnT odsgBlpat2dognEmen? op9iSji 1
vpS2padhN zam2tnut?2 jeho dTvod).

4 . 4 . Oznamovac?2 postup pro mal ® zmDny typu | B
A Drgitel pSedlog?2 ozn8men?2 opbSstalhouzie2 cPV ngdeygiemst Ko
pSedk!| §d§ f or nfoaur mwlpd $Hedn phodir§orEmes tgi§dlost 2 a ng§l egi
vSekci 8. Podrobnosti pod8vs&n2 ¢g8dost?
1 Spl Ruij eozng§men? dan® n8legitosti Vetering8rn? Yas t

el ektroni ck®ho val itdearlm22nhuo dsldeld| eknt2u 8l nt2ohov st andar
BPG) CMDv viz kapitola3. (t zv. validalnz f8ze).
! NespllRiuj®@zng8men2 dan® n8legitostikodWetennhNB?nhetsnt
ve | hTtn 30 dnT od obdrgen2 vizvy, soulasnhD mTge
1 Neodsdiamadad en® | hTtN vady o zpm&men 20528&reiv®| br 6 6
spr§8§vn?2 poplatek nebo n&hraplibadsaj TVernenidm®Dr m®h
bude zastaveno.

A Ned?: do 30 dnT od potvrzen? pSijet? ozng§men? zas|l
ozn§men2? se povaguje za pSijat® a Veterin§rn2 ¥sta\

A Pokud Veteringrn? “Wstav zaujme stanovi sko, ge o0zn
uvede dTvody ( vdyozpven Igna2d adtoekluemeknt ace | i poskytnutz2z d

A Do 30dnT od pSijet?2 nepS$S2zniv®ho spbamiOnidDalaogmnEmen
dokumentaci.

A NezmbDm2 drgitel v dan® | hTtPRaozafmendf ®povaguje se |

A Pozmbhn2drgitel ozn&men2, Veterin8rn2 Y¥stav je poso
o pSijet?/ zampSematzzanZmMmu/tyY; jvwho dTvod) .
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4. 5. Postup schv8len2 pro vel k® zmBDny typu |1

>

Drgitel pSedlog? ¢g&dost opS2ahwze cl2V nfd ®QPYiaemstKomive
formou vyplnhDn®ho fomprnudl§ySe? @Pa&droshddbstdezmdd veSgkiiB.os t i
Podrobnosti pod&8vs8&n2 §g8dost?

T Jestlige g8dost spl Ruj e pogadavky, Veterin8rn?2
elektronick®ho validalim2zhmo dld®l akt udl n2ohov standal
( BPG) CMDv- viz kapitola 3. (tzv. l'idalnz f8g8ze).

1 NespllRiuj@8dost da nglegitosti, oMesttearainmMirzn 2n eldsots:
ve | hTtn 90 dnT o obdrgen2 vizvy, soulasnh mTge

1 Neodsdiamfadiatt@eln®v | hTtN vady gpdlkdabsvE®B2ker? ®| br §ire
sprg8vn2z poplatek nebo n&8hrapilsolmas (i zVe toedrbiom §rén ?
bude zastaveno.

Do 60 dnT od potvrzen? pSijet? g8dosti dokon] 2 V.

s ohledem na nal ®havost viDci nebepadedriz es tpa malv eorul¢

Komise |1. 13 ¢) odst. 2

! Ve vige uveden® | hTthD mTge Veterin§rn2 Ystav vyzv
vierm2nu do 180 dhivpak@wb@mges2zpadhD se postup pS
mTge prodlougit vige stanovenou | hTtu hodnocen?2.

f Neposkytnel i gadateh®vI hTtnN dopl Ruj2c? informace, S22z

Do 30 dnT od dokonlen? hodnocteheén2vVe(tread mdmit 2sd as/

zmhn/yS$S2wadN zam2tnut? jeho dJTvod)

vV a
n®
d

b=

b=

4. 6. Postup dRlI by pr8ce pro |isthD vnitrost8&tn2 regist
Jedenzc2 1 T naS2zen? Komise je umognNhn2 vySizovat zmBDny
vsoul adu s postupem diRDI by pr rg§ce. Smysl em dDI by pr 8ce
za stanovenilch podmn@mceik tveyhSoigzopast wpu zmhDny | istnN v
registrac2 udhRlenTch na z8k!| adl iEowtamgdw hMRR/gDGR raa c2mhin

V pS2padhD |isthN vnitrost8&§tn2ch registrac?2, pS2slugnl
postupem dnRDI by pr 8ce, pokud tat8&8g zmBhDna (tyt®g zmBDny)
podkl adoajThpito kagdi dotlenl 1 ® ivi pS2pravek nebo sa
V pS2padhn, ge postup dRI by pr8ce vedl k harmoni zaci j
drgitel pozdnji narugil tut$edloc@yed®do htairmonz mBoy t &
pouze v nhRkterTch dotlenTch |lensklch st§tech.
A proto pokud bylo harmonizace jedn® | 8sti SPC dosag
zmDny kter® se tT k& har monum2 vvageBm | dosttlie n Tsne |zl§e mosvkelRm |
Postup dRl by pr8ce pro |istBD vnitrost8tn2 registrace |
A Jestlige mal§8 zmBDna typu IB, velk§8 zmhRDna typu 1|1 !
nebo c)), ktersrmegsSemidj seg¥an@huje na nhkolik re
A Jestlige mal§8 zmBRna typu IB, velk§8 zmBRDna typu |1 |
nebo c¢), kter§8§ neobsahuje §g8dn® rozg2Sen? se efyzta
jednom |l ensk®m st &§tDh

Vliastn?2 postup:

Drgitel pSedlog?2 vgem pS2slugnim org&mppBml ggeodtVv o

Komise s uveden?2m upSednostRovan®ho referenln2ho
zvol enld koordinaln?2 skupinou e ¢Spdkll§eaE2 fordgnotu
formul §Se, podBolBméstgi§diost? a n§lvBgktbsBi B&8doebho
g8dost ?

Koordinaln?2 skupina zvol?2 referenln2 orgs8n.
Pokud ¢g8dowltges pu\wRaiden® pogadavky, Referenln2 org8ghn
f8ze).

> >
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A Referenln2 org8SnphatdB®stB8dostsko k

1 Do 60 dnT od potvrzen? pSijet? §g&dosti v pS2padh

f Do 90 dnTead p6&iyer? g&§dosti v pS2padh zmNn uvede
Tuto | hTtu lze zkr8tit s ohledem na nal ®@awadte c\
stanovenich na$2zen?m Komi se.

! Ve vige uveden® | hTt N omj8jdeatr ediregrietnel Ine2 oo rmoSsnk ypt n u
atovter m2nu, kt erdk ost@mow$2pawlND se postup pozast
informace poskytnuty a referenln2 org8n mTge prod

A Pokud dotlenTm |lenskim st&8tTm byly poskytnu dok

ty
registrace se do 30 dnT od schvg8len2?2 uveden®ho st
sdiRDIl en2) .

4. 7. ZmBnwlen2 na op&F bahima vvn

Vgechny navrhovan® zmDny Vv o0oznal en? na obalu | ® i v®ho
nesouvis?2 se souhrnem2%dadjtT oa nE &% miya ¥dowmam ur eSyd cssttria c e
Ybost avu. Postup egdefin otvy§tno zBkmMyEAM 36 lo@Isit vebh

AvgakTwodu sjednocen? postupT proivgesh8ynkahaegneare st
post ump§muoi Evropsk®ho spolelenstw32pavle etrDottran2z id3n ap
pravi del naS2zen2? Komise ba#lD #4akajeSpbed8ndc¥lge v
DrgitepSam&dly zmhRNny v oznalen? na obalu nebo zmRny v
nesouvis2 se souhrnem %dajT o pS2praweky, |jmSesdlangp?vemns
Komise C (2013) 2804 ze16.5.2013 7T Pokyny pro rTzn® kategorie zmDdn, pr
v kapitol ch I, 1la, 111 a IV naS2zen2? Komise (ES) |
registranc?2chhwm&reclkeri ®8rvich ip$rpr awkumejnalacg , kter § s
postupT piSek&!| EmAana:

Cll6 -ZmNDna obalu nebo pS2balov® informace nesouvisej?2c?
a) AdministratayBe2izg8coumaee diNbhbktltiheddé
b) Osmidny¥étééééécéééeéécééecéeéedPeadBypu
PSidgn2 piktogram] <c2lovich druhT zv2Sat ke schv§gle

veteringrn2ho | ® iv®ho pS2pravku, kter® nenahrazuj? sa

Koor di nal n?2 skupina ACMDvA pro registraln? postupy MR
c2lovich druhT zv?2Sat ke schv8§len®mu textu obal T ji
a ve sv®m z8vNhDreln®m staen¥%¥i s®uoodsdmhyasila, gJge Seg

a ZzTst8v8 na vnitrost8tn2z Yrovni
u je rozhodnut2m komepetentn2ho org8&8nu kagd®ho | | ens
u nen2 na EU Yrovni zhar moni zovang8no

Z8vNreln® stanovisko Koordinaln2 skupiny ACMDvA se tTk

o} VLP registrovanlich NP/ MRP/ DCP

u Vgech typT obal T

U PiktogramT c2lovich druhT zv2vBXMDwCLARIFEKCATIONI asen®ho
PAPER USE OF PICTOGRAMS ON LABELLING 2014"

VLR je Segen? ot8zky "PSid§n2 piktogramJT c2lovich dr uh

vetenih&r | ® iv®ho pS2pravku", kter® nenahrazuj? samot

registrace typulA -k at egor i z aCle6zg mNDny :

V tomto pS2padhD bude mogno vyug2t kategorizaci zmRny C

Cll6 iZmNDna obalu heb® pBFbMamace nesouvisej2c?2 se souhr
a) Administrativn?2 twmpoe marc @intdnlha@iddu se z8§s

b) Oszmilmyéééééééecéééeeéeééeceée ganddda@élBypu
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zZ) PSi dgn2 pi ktogramT c2lovicrhovdn®hd k e tt eerxit np8S 2apir habvT
éééé&mhbDna lAypu

Podm2nky:
1. Zmdmat T k§ pouze textu obalT.

2. Jedn§& se vihradnnhn o pSidgn2 piktogram] c2lovi-ch o
trovan®ho veterin§r nktheor & @nl einvaghhroa zpu§ 22p rsaavnkout,n T t ext .
3. Pi ktogr amy c2lovTich druhT odsd8 &t asturs®h opwZchtinelto g
CLARIFICATION PAPERUSE OF PICTOGRAMS ON LABELLING 2014".
4. Jin®tz2mbBmuy obal T nejsou pS2pustn®.

Dokumentace:
1.Revidlovan® texty

4. 8. Formg§ln2 Yprava textT SPC, pS$S2balov® informace
vnitrost8tn2zch registrac?

Pogadavky na pS2pravu textT SPC, pS2balov® inf qpokymace ¢
USKVBL/REG/2009 Rev.l1 -Vzory pro pStpxaTJuSREyYyrp$2halban®@) ent onma
veteringrn2ch | @ltievi® hj smEiapwuavskeT,vzory pro pS2pravu

skupinou EMEA- AWor ki ng Group on Quality Review of Documen:|
ve Spolelenstv2 a d§le s @mwskiyhNo tpirme Jtao- almmkeleC-dummesys k ®
of the Product Characteristics - SPC- | mmunol ogi cal s, J u of ¢he Rr@d0c¥ CharaktSristicema r y
SPC-Phar maceutical s, July 2006+0d.

Tgl2 prov®st form&ln2 wppadnhNDSPS2ha

Pokud drgitel a ol
na obalech nebo form8ln2 Ywpravy zn

zam
informace a textT
na obalech tak, aby lbktl w§Idmo2smigemwng sdapl kaydlub reslz  pddodpmaalnfk & ¢

|
registrace Vétdi,n8§p $Heédnluo §¥4st aov un eckzl na§smefni2k ovan® zmhlnhN (z)
j e popbsoSdnN v4 . 4. (NaS2zen?2 Komise obecnhD ustanovuje, g
ani velkou zmRDnou typu |11, ani rozPl.Sen2zm se povaguje
Pokud se form8Iln?2 Yupravy tTkaj? pouze pS2balov® info

Veterin8rn2mu %stavu ozn8men2? o zmDnND typumDmBy ozeqil £tn
jako C.Il.L6 b) -ZmNDna obal u wm®& bionfpdSr2maad e nesouvisej2c2 se souh
4.7.

Bez nutnosti 0zn8men? se form8ln2 Yapravy SPC, pS2pad

provg§diDt rfmuoze S¥zen? o prodloudgen? pl anekwvo Stmicir Sgizetnrea

zmDn typu 1|1

A VvS2zen: o prodlougen? pl atnost.i registrace doch#§8z?2
veteringrn2ho pS2pravku a tud2§ jsou tyto form§ln?
A VS2zen?2 dz2 revize textT po

r
o zmDnu typu I1 se provs
je form8ln2 Yiprava textT mogn8§ powzelvoanzZi

Revize wupravenich textT budeapBop$§edidnagem@®@lyo nms§ vzréhkd k
vyznal enl mi Yapr av ami

Pokud je c2lem form8§ln?2 Yapravy textT harmonizova} p c
DSKVBL-R2/ROEIG- har moni zace text T veterin8rn2ioh a Sl&é¢nskeu c h
republikou.

5. Rozg2Sen2? registrace

A 25 z8kona o | ®ivech wuvgdz, ge dipoblenmd belgastm®dde®
o | ® imueseéh,bTt pro jak®koliv dal g2 s2ly, | ®k o v @e-lif or m
0O vetering8rn? | ® i vl pS2pravek, udNDl ena registrace v

seoznd uj 2 jako souhrnn8 registrace.
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Za rozg?2Sen? registrace nebo rozg?2Sen?z se povaguje zr
podm2nky uveden® tamt®g.

Jedn§8 se o n8sleduj2c?2 pS2pady, kdy se mBDnpS2vdrzavaknn:D

1. ZmnNDny tTkaj2c?2 se % inn® | 8tky (% innTch | 8tek):

a) nahrazen? chemick® %% inn® | 8tky odlignou sol 2 [ ko
pSilemg charakteristiky %l innosti/bezpelnost.i nejsou Vv
b) nahwazémnT m i somer em, odlignou smhis?2 i somer T, na
racem8t jedn2m enanti omer em), pSilemg charakteristiky
c) nahrazen? bi ologick® %l inn® | 8§bkwgkujlionvoouu 1s8trkuokut u
charakteristiky % innosti/bezpelnosti nejsou vIiznamnhi
-zmDny %%l inn® | 8tky sezonn?, pSedpandemi ck® nebo pande
-nahrazen? nebo pSidgn? S®rotlyipmace&k me®eot yamT,i glemen Th el
vetering8rn2 wvakc2nu proti influenze pt8kT, slintavce a8
-nahrazen? kmene pro veterin8rn2?2 vakc2nu proti influen
d) modi fi kace vektoru pougit@®hoj @Ssuwnvdviom,D waneti gRnn
z8kl adn2ch bunhDk z jin®ho zdroje, pSilemg charakteri st
e) novl ligand nebo mechanismus vlIlenRn2 u radiofar mal
viznamnhD odlign®;

f) zmBDna extrak|ln2ho rozpougthRdla nebo pomRDru rostlini
% innosti/bezpelnosti nejsou viznamnhD odli gn®.

2. ZmNDny tTkaj2c? se s2ly, | ®kov® formy a cesty pod§n?2
a) zmBDna bitophostyi ck® dos

b) zmDna farmakoklnetiky, napsS zmDna rychl osti uvol Rc
c) zmNDna nebo pSidg&n2 nov® s2ly/ % innosti;

d) zmNDna nebo pSid&n2 nov® | ®ov® for my;

e) zmNDna nebo pSid&n2 nov® cesty pod§n2z (1).

3. Dal g2 zmPRny zvl 8§gtn2 prpoodgena® mz&rinRat @ iuv® em$mpr
zmNDna nebo pSid&g&n2z c2lovich druhT zv2S$at.

Jestlige drgitel zamligl?2 prov®st takovou zmBRnu st§vaj:
rozg?2Sen?2 registr aceesdojsatd act erl evegpitSgetdil aoagiz m@lgRliyn ® vypl n2
se rozg2Sen? registrace a d&§l e pSebylywdPs |lesdskiui rroezggizsSer

oproti st8vaj2c?2 schvsg8§len® registrace VLP.

Postupy a | asovi harmonogram se $2d2 dle pravidel pro
Nov§ vari ant a pézlpravku zaregistrgvan§g|fstma!un2ro,lz{;§lé
napS2klad u rozg2Sen? registrace tlkaj2c2ho se zmBDny |
st8vaj2c? registrace a je vyd8no pro dotlenl pS2prav
pTvodnzamégil st o zTst8&8vsg8 zachovsgno.

Pro upSesnnn? i dent i fce kim & dispozicb pakynS Komise: GUEDELINEt O THE

CATEGORISATION OF EXTENSON APPLIG2NS (EA) versus VARIATIONS APPLICATIONS (V)
Medicinal products for human and veterinary use

6 . ZmNDna souhrnu %dajdlTsbeplSd pravkodmvo€mciKo
postupu pSezkoum§n?

Sdnl en?z Komi se iCPokzy(hly3)pr2o80rdTzn® kategorie zmBhDn, pro

v kapitol ch 11, 1 a, I I | 2008 z& dne 24 Sistapadn 200800 npi osseu z(0E/E)n 2 |
registrac2 hum8nn 2ch a veteringrn2ch | &|tiewT8c ks ep Sr*§p rnaav k
postupT pSedkl §da uvs§dTvoduz mdoyt upyp | P dmE & mEzh 2 Kami
|1 34 nebo 35 smI’Jrnlce 2001/ 82/ ES, ve znhDn2 pozdNj g2c
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Po vyds&n2 rozhodnut? Komi $@8tpuS{yl pFidlpadmg §R PISKVBLOh v
kterTm udnDl 2 nebo zrug? registraci nebo moodlivedreu tzzm nk
Ve sv@®mhodnut?2 se na rozhodnut?2 Komise odk8ge.

ZmNDny registrace prrazhodosaymnKomioseawat eri ng§rn2 YUstav
ozn8men2/ g8dosti zmNDny podan® drgitelem rozhodnut?2 o
ihned po obdrgen? pod$HmdnuohotKo moas eEpkeea < rixpd kd &s Eosiupu
dl e SdnDI enz Komi se. G§dost se pSedkl|l 8d8&8 {fmd§no&inz2vypy:
a n8ledgitosti vBb®kadt i8.n Ploaa wédtnew.sti pod8&§vsen2 g8§dost 2
Po obdr gen?z rozhodnut2/sdhDlen2 dr gitel registrace proc
zmhDny registrace nezbytrno® hpordon udto?sna gkeonmdi sseo.ul adu s

7. ZmNDny registrace Vv r 8mci postupu Vvz8jemn
(MRP)

VySizovsgn2r §gngdospte2stwpT vz§jemn®ho uzn§vsgn2 a decentr
u vnitrost8tn2ch registrac? pringidy slt2adrdp2es0i8mo v §vn 2 n
registrac?2 hum8&nn2ch paS2wetaesrkiTn § rvre2 czhin NIN®@| dokeimedd EQ 2 0 p s o ®
komise - Pok yny pro r Jzn® kategorie zmlPln, pro prov§dhPln? po.
naSz2zen? Komi s 8008(zE Spe 24. listopadi 2808 0 posuzovsEn?2 zmhn regi
a veterin§rn2ch | ® ivich pS2pravk7, jakogdg i pro dokume

Pro usnadnhDn2 procesu vySizov§gnz2vyjdeadnaot\Vd tvd rcihn Skupm@T kzor
Koordination Group for Mutual Recogniti omS2asnidu gone® estt a

operaln2 postupy. Postupy detailnhD popisuj2 |asovl har
dotl enTch st §tefinothi yadlat eEe2eh pS2slugnich procedur ta
po |l asov® i procedur 81 n?2 str8nce efektivni. Standar

koordinal n2 skupi nSgkciGidivio pokynd).z odkaz v

Komuni kacdameki / dagiteld.i regi syraeéeaeckbmpbbahtehmi®db
| l enskT chr §snc§t Tvywi zov§n?2 zmRDn registrace prob2h8 po.
operaln2ch postupT koordinal n2 ouskKktugmu jCMDw ey ekt v Hmyi
syst ®my j ako | eCommuhicaionardTrackiQT Sy st e m, pS2padnhD eudralir

8. Podrobnosti pod8vsg8&§n2 g8dosti

G§dost o zmPRnu | ze podat pouze pro pS2pravky jig zareog
Drgitel rozhocinupgdéd®8yv S8 eg§dsasrta o zmDnu registraceAFf or m
vsoul adu s dokumentem DOPSKVBL, kterlT se tT k8 elektroni
str8§nk8ch| PS&VBacd& pro gadatele/drghtedeNDropphgdrnénz e
formul §Se g8dosti eRRduzoed vie. vil.j i ;e lu6 Aivmi tpD2spa8dencthc h

akceptovsgno podg§n?-am@ldiock ®m nMt Al efsd&morBR008 SAGE OS KV B Lo/ RE)
regi stNTaAc effior mmlg§ S| vi nD vydanine&Eywsd gpalo st kise mki§ . BO16K o m
k dispozici.

PSi podg§n2 g8dosti o zmBplawitregps Fhaiaidp epéshicsmpddie
pokynu DS KV B L [4PG0B/Rev.2 (pS2padnh jeho aktuali zovmlina®t bE$?zpea)d.n

seskupovsgn2z zmhRDn typa ha&ginal ewa le o ehitpt/mnwkvRskvbiscnds/Soplatky -
I nf or mace pirpathyy sckastkalpov §n2z zmhDn registrace.

Vr§mci jedn® g8dosti |ze pSedlogit jerkopedm? pahhPnu kt
uvedenyv| | §nku 7 a 13d naS2zen? Komise v|etnhD pSBdodmys.l|:
tohoto pokynu. Zej nmBnvaa z 8je2 c2edn®Nny , t o j sou t akovd

nevyhnutelnim a pS2miawv d?TszmAksaymap$ 2 cko zznngMmeon? z mhny
Il A mTge blt pouze dal g2 ozn8menz2ozm®megnz ypmDiW,t nawalkz
dal g2 ozn8men2 zmBDny typu I B nebo ozn8men2 zmRDny typu
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ZmiDny, ke kterTm dowh8mbuve sttejr® nel ze seskupit dl e
na jednu §g8dost, jsou zmBRDny paraleln2z a je nutn® pro r

N8l edgitosti g§dos i

Aby mohla bt g8§dost 0O zmDnu Vv regijsér aci n®ta vygsekevhBrLy
pogadovan® 1/4daje A@§ dfosrt mud § SmNNVUy 8oesgii stsreacev §d?2 st 8v
o pS2pravku tak, jahelgylsyra!ch’vﬁﬂéﬁyenzpshee(bcohopzézcmadéhzn

0 zmBDnS8rcehgivstraci ebo prodTepruegvé m ut e @i Atsnt Bwvej 2 c2 A a
je soul 8st?2 formul§ e g8dosti, se uvede navrhovanl no
bTt dTvodem nezvalidovgn? g 80d8odsatsit,i juev 8§diNihya cjei,g kndoyv @
opS2pravku, jejichg schvs&len2 je pSedmhDtem pod§van® §§
Vodstavci AStrulng charakteristika zmRnyfi formul §Se §

se napRS/ dsh ? zkougky na tPDgk® kovy do specifikace |/
sekund8§rn?Niok d#laii emédy pouh® obecn® vyj §dSepn®? plazdnd)n aj es |
vede kdal g2, navazuj 2 c? tomobdstéd,ciuvoebdd uz nslenyv v et nhD vysvDt
NapAPSids§n? XY jako nov®ho m?sta viroby pS?pravku. Zmb

Vodstavci Ai0OdTvodnhDn2 zmPDny a navazuj2c2ch zmhDnii ¢gada
zmNDna vneadveazkuj 2c2 zmRnN, vysvNDtl?2 soudRSId&N?2 meaw @md Nm
zdTvodu zvigenlch podgadawu] trhun? sVohivéddemyk XY di sponi
zaS2zen?, ohlaguj emet iz §gaorvieeR kzamien/ud &peoloid&ERIpyr av B Wo Uy p ¢
virdbmebw dpgendH mrebdbadubouuu akceptovsna.

Soul|l §st2 formul §Se je tabulkjp?2c2 §ya§vapficad mavawEdoaw@d :
zmDnYveden? konkr®tn2ch %%dajT o navrhovan® zmBRDnD na
del g2ho textu formou pS2lohy) je nezbytnitndap e dipyopku &
pSilogeng dokumentacefi nebudou akceptov&nymhDwiDj inmk sw uj
zn8my, protoge se jedn8 o dTJvibRe®ti indtoedaPar uvedBNP ¢
| ® i v® | §t8kyn2anuVéssemivm . pjS ptalddba tuto skutelnost na f
aby §8&8do Dtl t mplSleaddSbnoar nkmu posouzen2?. ZmRny tlkaj2ap? se
samozSejmnN bNgn®mu postupu.

Vodstavci Adal g2 ¢g8dostifi se strdan®muvpBepp&Seklegdodn
jako zmDny par al edlon?2pr odd§ loeu g2mMBN@r groddys Kakko b Ikt pod8n2 g
vS2zen?z.

Soul §st2 formul&8Se je rovnhg prohl §gen2? gadatele, kte
qrgitele reglstraln%/bstréﬁzibpf[nlgﬁvcfeodsaadcplhwmajntacn vypl T
S8§du LR (z8&8kon |. 344/ 2007 Sb. , kterTm se mhDn2 =z8kon

pSedpisT).

D&l e | e nfeozrbryuIn§®Sik g8§dosti pSiplo&kyintu €S 210U B rrepd sitraeh udtadnl
zmDny. Pokud je ¢g8d&8&no tak® o zmPDny navazuj2c?2, je nut
zmNDnwtabulce Jgadat el z8v&kzZmred ®vypoman? nk ya jkstceuw 8§s pdlorklunmye r
j e pSedIBoegena.l n®ho vyzwalag T2 nteahitto §§dost akceptovs&na

PS2 ki{taadbul ka pro zmhDnu registrace typu | A |. 1
ZmNDna n8zvu a/nebo alPodm2nky, Dokumentace, Typ procedury
rozhodnut?2 o registr|maj?2 blt s|kter§ m§
pSedl oge
1 1,2 IAIN

Podm2nky
1. Drgitel rozhodnut?2 o registraci mus?2 zTstat
Dokumentace
1. Dokl ad pS$S2slugn®ho %Sadu (nap$. Vipis z ob

evidence), ve kter®m je uvedeno nov® j m®no n
2. Revi ddawmadm® mace o pS2pravku
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Jestligevdoceh&ga®™mnBm soulasnhD (a nejedn8 se o zmDny t
od proveden? zmNDny) je nezbytn®, aby pro nhnD drgitel

Vztah me z i t Imi mas2zmBhampSitom jasnnh uveden. Jest |
prost Sednictv2m postupu vz§jemn®ho uzn§vgn?2 ( MRP) , p

pS2slugnim org&nTmilclhegn sjkel clh®|sitvE8it To,S2wpravek registrovs

Podavky na dokument @y§idom$eédkl §danou s

Ke kagd® ¢g8§dosti mus?2 bit pSedlogena pS2slugng§g dokum
kterTdan®ezmhRny pS$2md it iskajo?.zmilendyn§ ypu | A, | B vilet
C(2013)2804-vi z. pS2loha 1.

Vtomto pokynu jsouvt abul k8ch wuvedeny vgechny zmBDny typu | A, |

| §st dokumentace m§ bit pSedlogena nebo aktualizovgna
pS2pravkwnineme® ho/t abal af. jsou rovnhNg specifikov&ny p
je nutnim pSedpokladem k tomu, aby bylo mogno zmBDnu z.
IB. nebo II.

VpS2padhn ¢g8§dost?2 o zmBPnu typu |Itaber2pbekumé&dbpeepSdat.l
zmDnou. Vzail redle@muk spektru tRchto zmhNDn nemohou bTt p C
vVyj menodEkyment ace by mhRDla vgdy obsahovat kromhD akt u:
kapitol i podr olan & owmesniv BtSleenp2or ovngvaj2c?2 pTvodRO¥Y nAJn
upozor Ruj eme, ge soul §st? dokument ace k e zmNDnN typu
vyjadSujk2 dam®.gehDnn

VpSzpadhD dod&n2? rozs8hlejg2ch materi 81T
seznam zmDn, dokureent&i pboyetlepy, spolu sr ozpi sem | 2 s stran dokt
ke zmDnhD dogl o. Je nuemwl yzkpmevedevat gg8dn@ dadal §?2 z mr.
pog&8§dg&no (viz. prhohd@lgemat ivonj Sadfostttie App)Vp&apadNDPnedt
prohl 8gen? a seznamu zmRDn nebude tato dokumentace akce

nebo kompl etn
el
a

VpS2padh, ge adekwmedmt dodg8na na DSKVBL pSed podgnz2nm
skutel|l nost uv ®st do prTvodpBksndm®pPpmso, kspobu sokumen
Je tSeba uv®st n§8zev dokumentace, kdy a jakou c¢atk®u
souvislost i (naps. g8dost -spipsodizougelm255/ 2012, dopl8mzn 2
aktualizace, zSvapekmiyPh®vaegycstzrace apod.).

Pokud se navrhovan§ zmofurha npur d/4deVj2T ioowBapeavykma wbalu
vpS2balov® informaci, pSe8idogtt2 se@ mmMldwsnBvrshy tNDcht.
dokumentace spolus j ejich el ektronickou vewNZh2% cylwen afvorrhmgvtaun ®Wozr
sevt Dchto n8vrz2ch vypdabidndenuvznddmad . k

Bl i gg?z2 i nfpSemadea2 k podm2nek pro pod§v§gn? g8dostpdkynya r e
DS KVBL-A/POEG

9. Uvg§dNDn2 pS2pravku na trh po proveden?2 zmD

Vsouladusust. A 35 odst. 2 | ® ivi pS2pravek odpov2daj 2c?
registrace Ize, pokud nebylov r ozhodnut?2 o zmRDnND registrace stanovenr
po dobu 180 dnT od schv§8len? zmDny . Distribuovat, %
prod§vat, a poug2vat pSi poskytovser2jerdtakovh2¢® shlg
d8l e po dobu jeho pougitelnost:i
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PS2loha 1: Pogadavky na dokomegmaaiz mpEendil §egneuw race |
k §

(Tato angli verze bude nahrdemac)ya | eskou verz?2,

| A. ADMINISTRATIVE CHANGES

A.1 Change in the name and/or address of the Conditions to Documentation Procedure type
marketing authorisation holder be fulfilled to be supplied

1 1,2 IAIN
Conditions

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

Documentation

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 Conditions to Documentation Procedure type
product be fulfilled to be supplied

a) for Centrally Authorised products 1 1,2 IAIN

b)  for Nationally Authorised Products 2 1B

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 Conditions to Documentation Procedure type
excipient be fulfilled to be supplied

1,2 1,2 IAIN
Conditions

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

For veterinary medicinal products for food-producing species, the new name has been published

2. in Regulation (EEC) NA 470/2009 before implementatio

Documentation

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 Producs, 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: Conditions to Documentation Procedure type
a manufacturer (including where relevant quality be fulfilled to be supplied
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.
Certificate of Suitability is part of the approved
dossier; or a manufacturer of a novel excipient
(where specified in the technical dossier)

1 1,2,3 1A

Conditions

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

Documentation

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

L address is mentioned.

Amendment of the relevant section(s) of the dossier (presented in the EU-CTD format or NTA volume 6B format for

2. veterinary products, as appropriate).
3. In case of change in the name of the holder of the Active Substance Master File holder, updated il et t er o f
A.5 Change in the name and/or address of a Conditions to Documentation Procedure type
manufacturer/importer of the finished product be fulfilled to be supplied
(including batch release or quality control testing
sites)
a) The activities fpr which the manufacturer/importer 1 1,2 IAIN
is responsible include batch release
The activities for which the manufacturer/importer
b) . ; : 1 1,2 IA
is responsible do not include batch release
Conditions
1 The manufacturing site undergoing the name and/or address change and all manufacturing operations must remain
" the same.
Documentation

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

If applicable, amendment of the relevant section(s) of the dossier (presented in the EU -CTD format
2. 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 Documentation Procedure type
be fulfilled to be supplied
1 1,2 1A
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 Conditions to Documentation Procedure type
substance, intermediate or finished product, be fulfil led to be supplied
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)*

1,2 1,2 1A

Conditions

There should at least remain one site/manufacturer, as previously authorised, performing the same function as the
1. 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

The variation application form should clearly outlin

L 2.5 of the application form for marketing authorisations.

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 revis ed 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 Conditions to Documentation Procedure type
compliance of the manufacturer of the active be fulfilled to be supplied
substance*

1A
Documentation

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.l.a) Manufacture

B.l.a.1 Change in the manufacturer of a starting Conditi - Documen - Procedure
material/reagent/intermediate used in the manufacturing process ons to tation to type
of the active substance or change in the manufacturer (including be be
where relevant quality control testing sites) of the active substance, fulfilled supplied
where no Ph. Eur. Certificate of Suitability is part of the approved
dossier
The proposed manufacturer is part of the same pharmaceutical group 1,2,3,4,5,
a) 1,2,3 IAIN
as the currently approved manufacturer 6,7
b) Introduction of a manufacturer of the active substance supported I
by an ASMF
The proposed manufacturer uses a substantially different route of
synthesis or manufacturing conditions, which may have
0 a potential to change important quality character istics of the active I
substance, such as qualitative and/or quantitative impurity profile
requiring qualification, or physico-chemical properties impacting on
bioavailability
d) New manufacturer of material for which an assessment is required I
of viral safety and/or TSE risk
The change relates to a biological active substance or a starting
e) material/reagent/interm ediate used in the manufacture 1l
of a biological/immunological product
f) Changes to quality control testing arrangements for the active 24 15 1A
substance-replacement or addition of a site where batch control/testing ' '
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takes place

Introduction of a new manufacturer of the active substance that is not
supported by an ASMF and requires significant update 1l
to the relevant active substance section of the dossier

Addition of an alternative sterilisation site for the active substance

using a Ph. Eur. method 1,2,4,58 1B

Introduction of a new site of micronisation 2,5 1,4,5,6 1A

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

K)

New storage site of Master Cell Bank and/or Working Cell Banks 1,5 1B

Conditions

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.

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

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.

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

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

Documentation

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.

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.

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 assessedby 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 ProductsThe 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).

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.

The variation application foran armdodufipranyfaetsaersday listeduntséciion
2.5 of the application form for marketing authorisation.

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 garting 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) referred 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.1l.b.1.

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.

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 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.
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B.l.a.2 Changes in the manufacturing process of the active Conditions to Documentation Procedure
substance be fulfilled to be supplied type
Minor change in the manufacturing process of the active | 1,2, 3, 4,5, 6,
a) 1,2,3 IA
substance 7
Substantial change to the manufacturing process of the
b)  active substance which may have a significant impact on the 1l
quality, safety or efficacy of the medicinal product
The change refers to a biological / immunological substance
or use of a different chemically derived substance in the
0 manufacture of a biological/immunological substance, which I
may have a significant impact on the quality, safety and
efficacy of the medicinal product and is not related to a
protocol
The change relates to a herbal medicinal product and there
d) is a change to any of the following: geographical source, 1l
manufacturing route or production
e) Minor chgnge to the restricted part of an Active Substance 1,234 B
Master File
Conditions
1. No adverse change in qualitative and quantitative impurity profile or in physico -chemical properties.
The synthetic route remains the same, i.e. intermediates remain the same and there are no new reagents, catalysts
2. 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 (fAapplicant
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
Amendment of the relevant section(s) of the dossier (presented in the EU-CTD format or NTA volume 6B format for
1.  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.
A declaration from the marketing authorisation holder or the ASMF Holder, where applicable, that there is no change
4. 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.lLa.2.b For chemical active substances, this refers to substantial changes to the synthetic route
or manufacturing conditions which may have a potential 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.l.a.3 Change in batch size (including batch size ranges) Conditions to Documentation to | Procedure

of

active substance or intermediate used in the be fulfilled be supplied type
manufacturing process of the active substance

Up to 10-fold increase compared to the originally approved 1,2,3,4,6,7,

3) batch size 8 L25 A
b) Downscaling down to 10-fold 1,2,3,4,5 1,2,5 1A
0 The change requires assessment of the comparability I
of a biological/immunological active substance
d) More than lO—fQId increase compared to the originally 1,234 B
approved batch size
The scale for a biological/immunological active substance is
e) increased / decreased without process change (e.g. 1,2,3,4 1B

duplication of line)
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Conditions

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

L 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 |A 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.
Batch analysis data (in a comparative tabulated format) on a minimum of one production batch of the active
3 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 specification (with proposed action).
4. Copy of approved specifications of the active substance (and of the intermediate, if applicable).
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
5 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.l.a.4 Change to in -process tests or limits applied during Conditions to Documentation Procedure
the manufacture of the active substance be fulfilled to be supplied type
a) Tightening of in-process limits 1,2,3,4 1,2 1A
b)  Addition of a new in-process test and limits 1,2,56 1,2,3,4,6 1A
c) Deletion of a non-significant in-process test 1,2,7 1,2,5 IA
Widening of the approved in-process test limits, which may
d) have a significant effect on the overall quality of the active Il
substance
e) Deletion of an in-process test which may have a significant I
effect on the overall quality of the active substance
f Addition or rep[ac_ement of an in-process test as a result of 1,2,3,4.6 B
a safety or quality issue
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 Il variation procedure).
2 The change does not result from unexpected events arising during manufacture e.g. new unqualified impurity;
) change in total impurity limits.
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.
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).
The specification parameter does not concern a critical parameter for example any of the following: assay, impurities
7 (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

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.

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

Justification/risk assessment from the marketing authorisation holder or the ASMF Holder, as appropriate, that the
in-process tests are nontsignificant, 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.l.a.5 Changes to the a  ctive substance of a seasonal, pre- | Conditions to Documentation Procedure
pandemic or pandemic vaccine against human influenza be fulfilled to be supplied type

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

B.l.b) Control of active substance

B.l.b.1 Change in the specifica  tion parameters and/or Conditions to Documenta tion Procedu re
limits of an active substance, starting material / be fulfilled to be supplied type
intermediate / reagent used in the manufacturing process
of the active substance

Tightening of specification limits for medicinal products

2) 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 1A

Addition of a new specification parameter to the specification

©) with its corresponding test method 1,2,5,6,7 123,457 A

d) Deletion _of a non-significant specification parameter 12,8 1,26 A
(e.g. deletion of an obsolete parameter)
Deletion of a specification parameter which may have

e) a significant effect on the overall quality of the active Il
substance and/or the finished product

f Change outside the approved specifications limits range for I
the active substance
Widening of the approved specifications limits for starting

9 materials/intermediates, which may have a significant effect I
on the overall quality of the active substance and/or the
finished product
Addition or replacement (excluding biological

h) or immunological substance) of a specification parameter 1,2,3,4,5 7 B

with its corresponding test method as a result of a safety
or quality issue

Where there is no monograph in the European
Pharmacopoeia or the national pharmacopoeia of a Menber

i) State for the active substance, a change in specification from 1,2,3,4,57 1B
in-house to a non-official Pharmacopoeia or a Pharmacopoeia
of a third country

Conditions

The change is not a consequence of any commitment from previous assessments to review specification limits (e.g.

L made during the procedure for the marketing authorisatio n application or a type Il 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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For any material, the change does not concern a genotoxic impurity. If it involves the final active substance, other
7.  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.

The specification parameter does not concern a critical parameter, for example any of the following: assay,
8. 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

Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for

L veterinary products, as appropriate).

2. Comparative table of current and proposed specifications.

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

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

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

Justification/risk assessment from the marketing authorisation 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.l.b.2 Change in test procedure for active substance Conditions to Documentation Procedure

or starting material/reagent/intermediate used in the be fulfilled to be supplied type

manufacturing process of the active substance

a) Minor changes to an approved test procedure 1,2,3,4 1,2 1A
Deletion of a test procedure for the active substance

b)  or a starting material/reagent/ intermediate, if an alternative | 7 1 1A

test procedure is already authorised.

Other changes to a test procedure (including replacement
c) or addition) for a reagent, which does not have a significant | 1,2, 3,5, 6 1,2 1A
effect on the overall quality of the active substance

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

Other changes to a test procedure (including replacement
e) or addition) for the active substance or a starting 1,2 1B
material/intermediate

Conditions

Appropriate  validation studies have been performed in accordance with the relevant guidelines

L 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.

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

3 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.

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

Documentation

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

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.l.c) Container closure

system

B.l.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 1A

b)

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

©)

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

Conditions

1.

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

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 mont hsd Theseastudies imusty
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).

Appropriate data on the new packaging (e.g. comparative data on permeability e.g. for O ,, CO, 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.

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.

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).

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).

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

B.l.c.2 Change in the specification parameters and/or Conditions to Documentation Procedure
limits of the immediate packaging of the active substance be fulfilled to be supplied type
a) Tightening of specification limits 1,2,3,4 1,2 1A
b) A(_jdlpon of a new s_pecmcatlon parameter to the specification 1,25 1,2.3,4,6 A
with its corresponding test method
0 Deletion 'of a non-significant specification parameter 1,2 12,5 A
(e.g. deletion of an obsolete parameter)
d) Addition or replacement _of a specification parameter 1,2,3,4.6 B
as a result of a safety or quality issue
Conditions
The change is not a consequence of any commitment from previous assessments to review specification limits
1. (e.g. made during the procedure for the marketin g authorisation application or a type Il 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 authorisation 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 Ider or the ASMF Holder, as appropriate, of the new specification

parameter and the limits.

B.l.c.3 Change in test procedure for the immediate Conditions to Documentation Procedure
packaging of the active substance be fulfilled to be supplied type
a) Minor changes to an approved test procedure 1,23, 1,2 1A
b) Other ghanges to a test procedure (including replacement 1,34 1,2 A
or addition)
Deletion of a test procedure if an alternative test procedure
c) . . 5 1 IA
is already authorised
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.

> through a IA/IA(IN) notification.

There is still a test procedure registered for the specification parameter and this procedure has not been added

Documentation

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

data.

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.1.d) Stability
B..d.1 Change in the re -test period/storage period Conditions to Documentation Procedure
or storage conditions of the active substance where no be fulfilled to be supplied type
Ph. Eur. Certificate of Suitability covering the retest period
is part of the approved dossier
a) Re-test period/storage period
1. Reduction 1 1,2,3 1A
2 Extension of the retest period based on extrapolation I
) of stability data not in accordance with ICH/VICH guidelines*
Extension of storage period of a biological/ immunological
3. active substance not in accordance with an approved stability 1l
protocol
Extension or introduction of a re-test period/storage period
4, - 1,2,3 1B
supported by real time data
b)  Storage conditions
1 Change to more restrictive storage conditions of the active 1 1,23 A
substance
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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

3.

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

)

Change to an approved stability protocol 1,2 1,4 1A

Conditions

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

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

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.

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.l.e) Design Space and post

-approval change management protocols

B.l.e.1 Introduction of a new design space or extension of Conditions to Documentation Procedure
an approved design space for the active substance, be fulfilled to be supplied type
concerning:
One unit operation in the manufacturing process of the
a) active substance including the resulting in-process controls 1,2,3 1l
and/or test procedures
Test procedures for starting materials/reagents/
b) . ; ; 1,2,3 I
intermediates and/or the active substance
Documentation
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
1. 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.l.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

1,23

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.l.e.3 Deletion of an approved change management Conditions to Documentation Procedure
protocol related to the active substance be fulfilled to be supplied type
1 1,2 1AIN

Conditions

The deletion of the approved change management protocol related to the active substance is not a result
1. 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.

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.l.e.4 Changes to an approved change management Conditions to Documentation Procedure
protocol be fulfilled to be supplied type
a) Major changes to an approved change management protocol 1l
b) Minor changes to an approved change management protocol 1 B
that do not change the strategy defined in the protocol
Documentation

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.l.e.5 Implementation of changes foreseen in an Conditions to Documentation Procedure

approved change management protocol be fulfilled to be supplied type

a) The |mplementat|on of the change requires no further 1 1,24 IAIN
supportive data

b) The |mplementat|on of the change requires further 1,234 B
supportive data

0 Impl_er_nentatlon of a change for a biological/immunological 1,2,3,4.5 B
medicinal product

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.

Declaration that the change is in accordance with the approved change management and that the study results meet
2. 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.

veterinary products, as appropriate).

Amendment of the relevant section(s) of the dossier (presented in the EU-CTD format or NTA volume 6B format for

5. Copy of approved specifications of the active substance.

B.Il. FINISHED PRODUCT

B.ll.a) Description and composition

B.ll.a.1 Change or addition of imprints, bossing or other Conditions to | Documentation Procedure
markings including replacement, or addition of inks used be fulfilled to be supplied type
for product marking.
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 1,23 B
doses
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
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for
1.  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.ll.a.2 Change in the shape or dimensions of the Conditions to Documentation Procedure
pharmaceutical form be fulfilled to be supplied type
a) Immed_late release tablets, capsules, suppositories and 1,234 1.4 IAIN
pessaries
Gastro-resistant, modified or prolonged release
b)  pharmaceutical forms and scored tablets intended to be 1,2,3,4,5 1B
divided into equal doses
9 Addition of a new kit for a radiopharmaceutical preparation I
with another fill volume
Conditions
If appropriate, the dissolution profile of the reformulated product is comparable to the old one.
1. 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 shelflife 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
Amendment of the relevant section(s) of the dossier (presented in the EU-CTD format or NTA volume 6B format for
1.  veterinary products, as appropriate), including a detailed drawing of the c urrent and proposed situation, and
including revised product information as appropriate.
Comparative dissoluion data on at least one pilot batch of the ¢ urrent and proposed dimensions (no significant
2. differences regarding comparability see the relevant (Human or Veterinary) guidance 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 theMember States).
5. Results of the appropriate Ph. Eur tests demonstrating equivalence in characteristics/correct dosing.

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

B.Il.a.3 Changes in the composition (excipients) of the Conditions to Documentation Procedure

finished product be fulfilled to be supplied type

a) Changes in components of the flavouring or colouring system

1. Addition , deletion or replacement é ilg 45,67, 1,2,4,5,6 IAIN

2. Increase or reduction 1,2,3,4,11 1,2,4 1A
Biological veterinary medicinal products for oral use for which

3. the colouring or flavouring agent is important for the uptake Il
by target animal species

b)  Other excipients

1 Any minor adjustment of the quantl_ta_tlve composition of the 1,2,4,8,9,10 | 1,2,7 A
finished product with respect to excipients
Qualitative or quantitative changes in one or more excipients

2. that may have a significant impact on the safety, quality or Il

efficacy of the medicinal product
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Change that relates to a biological/immunological product Il

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

Change that is supported by a bioequivalence study Il

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

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.

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

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.

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

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 compliance with the current Note For Guidance on Minimising the Risk
of Transmitting Animal Spongiform Encephalopathy Agents via Human and Veterinary Medicinal Products

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

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.

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

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.

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).

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 shelf
life (with proposed action).

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

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 of 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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Data to demonstrate that the new excipient does not interfere with the finished product specification test methods,

6. 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).
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.

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

10 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.ll.a.4 Change in coating weight of o ral dosage forms Conditions to Documentation Procedure
or change in weight of capsule shells be fulfilled to be supplied type
a)  Solid oral pharmaceutical forms 1,2,3,4 1,2 1A
Gastro-resistant, modified or prolonged release
b) pharmaceutical forms where the coating is a critical factor for 1l
the release mechanism
Conditions
The dissolution profile of the new product determined on a mini mum of two pilot scale batches is comparable to the
1. 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 wupdated in respect of weight and dimensions,
) if applicable.
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
4. 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).
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
2 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). In addition, where relevant, photo -stability testing should be performed.

B.Il.a.5 Change in concentration of a single -dose, total use Conditions to Documentation Procedure
parenteral product, where the amount of active substance be fulfilled to be supplied type
per unit dose (i.e. the strength) remains the same
Il
B.Il.a.6 Deletion of the solvent / diluent container from Conditions to Documentation Procedure
the pack be fulfilled to be supplied type
1,2 1B

Documentation

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.Il.b) Manufacture

B.ll.b. 1 Replacement or addition of a manufacturing site Conditions to Documentation Procedure
for part or all of the manufacturing process of the finished be fulfilled to be supplied type
product

a)  Secondary packaging site 1,2 13,8 1AIN

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

Site where any manufacturing operation(s) take place,
except batch release, batch control, and secondary

c) packaging, for biological/ immunological medicinal products, 1l
or for pharmaceutical forms manufactured by complex
manufacturing processes

d)  Site which requires an initial or product specific inspection 1l

Site where any manufacturing operation(s) take place,

e) except batch-release, batch control, primary and secondary % g g 45,6, 1B
packaging, for non-sterile medicinal products e
Site where any manufacturing operation(s) take place,
except batch release, batch control, and secondary 123456

f) packaging, for sterile medicinal products (including those 7‘ 8, R 1B

that are aseptically manufactured) excluding biological/
immunological medicinal products

Conditions

Satisfactory inspection in the last three years by an inspection service of one of the Member States
1. 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.

Where relevant, for instance for suspensions and emulsions, validation scheme is available or validation of the
4. 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

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
1. recognition agreement (MRA) exists between the country concerned and the EU: a GMP ertificate 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.

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

2. in the validation study should be indicated and the validation data presented, or validation protocol (scheme)
to be submitted.
3 The variation application form should clearly outlin

listed in section 2.5 of the application form.

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

Batch analysis data on one production batch and two pilot-scale batches simulating the production process (or two
5. 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).

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

i) If the new manufacturing site uses the active substance as a starting material 7 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.

7. i) In addition, if the new manufacturing site is located within the EU/EEA and uses the active substance as a starting
material i 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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Amendment of the relevant section(s) of the dossier (presented in the EU-CTD format or NTA volume 6B format for

8. veterinary products, as appropriate).

If the manufacturing site and the primary packaging site are different, conditions of transport and bulk storage

9 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 information 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 |
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 Atrticle 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.ll.b.2 Chang e to importer, batch release arrangements Conditions to Documentation Procedure
and quality control testing of the finished product be fulfilled to be supplied type
a) Replacement or addition of a site where batch control/testing 2.3.4.5 12,5 A

takes place

Replacement or addition of a site where batch control/testing
takes place for a biological/immunological product and any

b) of the test methods performed at the site is a biological/ I
immunological method
0 Replacement or addition of a manufacturer responsible for
importation and/or batch release
1. Not including batch control/testing 1,25 1,2,3,4,5 IAIN
2. Including batch control/testing 1,2,3,4,5 1,2,3,4,5 IAIN

Including batch control/testing for a biological/immunological
3. product and any of the test methods performed at that site 1l
is a biological / immunological / immunochemical method

Conditions

The manufacturer responsible for batch release must be located within the EU/EEA. At least one batch release site
1. 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.

At least one batch control/testing site remains within the EU/EEA or in a country where an operational and suitably
5. 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 certficate, 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.

The variation application form should clearly outlin

2. 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.
A declaration by the Qualified Person (QP) responsible for batch certification stating that the active substance
4 manufacturer(s) referred to in the marketing authorisation 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.1l.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.Il.b.3 Change in the manufacturing process of the Conditions to Documentation Procedure
finished product, including an intermediate used in the be fulfil led to be supplied type
manufacture of the finished product
a)  Minor change in the manufacturing process % 2,3,4,56, % g 34,56, 1A
Substantial changes to a manufacturing process that may
b) have a significant impact on the quality, safety and efficacy 1l
of the medicinal product
0 The product is a biological/immunological medicinal product I
and the change requires an assessment of comparability
d)  Introduction of a non -standard terminal sterilisation method 1l
e) Introduction or increase in the overage that is used for the I
active substance
f Minor chang_e in the manufacturing process of an aqueous 1,2,4,6,78 B
oral suspension
Conditions
1. No change in qualitative and quantitative impurity profile or in physico -chemical properties.
Either the change relates to an immediate release solid oral dosage form / oral solution and the medicinal product
5 concerned is not a biological /iimmunological 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.
The new process must lead to an identical product regarding all aspects of quality, safety and efficacy.
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
7. 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.
For semisolid and liquid products in which the active substance is present in non-dissolved form: appropriate
2. validation of the change including microscopic imaging of particles to check for visible changes in morphology;
comparative size distribution data by an appropriate method.
For solid dosage forms: dissolution profile data of one representative production batch and comparative data of the
3 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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Justification for not submitting a new bioequivalence study ac cording to the relevant (Human or Veterinary) guidance

4. . -
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.
Batch analysis data (in a comparative tabulated format) on a minimum of one batch manufactured to both the
7 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).
Declaration that relevant stability studies have been started under ICH/VICH conditions, as 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
8. 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.ll.b.4 Change in the batch size (including batch size Conditions to Documentation Procedure
ranges) of the finished product be fulfilled to be supplied type
a) Up to 10-fold compared to the originally approved batch size 1,2,3,4,5 7 1,4 1A
b)  Downscaling down to 10-fold 1,2,3,4,5,6 1,4 1A
The change requires assessment of the comparability
c) of a biological/immunological medicinal product or the 1l
change in batch size requires a new bioequivalence study
d) The change relates to all other pharmaceutical forms I
manufactured by complex manufacturing processes
More than 10-fold increase compared to the originally
e) approved batch size for immediate release (oral) 1,2,3,4,5,6 1B
pharmaceutical forms
The scale for a biological/immunological medicinal product
f) is increased / decreased without process change (e.g. 1,2,3,4,5,6 1B
duplication of line)
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.
Validation scheme is available or validation of the manufacture has been successfully carried out according to the
4. 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).
Batch analysis data (in a comparative tabulated format) on a minimum of one production batch manufactured
2. 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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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.Il.Lb.5 Change to in  -process tests or limits applied during Conditions to Documentation Procedure
the manufacture of the finished product be fulfilled to be supplied type
a)  Tightening of in-process limits 1,2,3,4 1,2 1A
b)  Addition of a new test(s) and limits 1,2,56 1,2,3,4,5 7 1A
c) Deletion of a non-significant in-process test 1,2,7 1,2,6 1A
d) Deletion of an in-process test which may have a significant I
effect on the overall quality of the finished product
e) Widening of the approved IPC limits, which may have I
a significant effect on overall quality of the finished product
f Addition or replacement of an in-process test 1,2,3.4,57 B
as a result of a safety or quality issue
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 |l 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).
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)
7. any critical physical characteristics (particle size,
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.
Where appropriate, comparative dissolution profile data for the finished product on at least one pilot batch
5. 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.Il.c) Control of excipients

B.Il.c.1 Change in the specification parameters and/or Conditions to Documentation Procedure
limits of an excipient be fulfilled to be supplied type
a) Tightening of specification limits 1,2,3,4 1,2 1A
b) A(_jdmon of a new s_pecmcatlon parameter to the specification 1,2,5.6,7 1,2,3.4.6,8 A
with its corresponding test method
0 Delet'lon of a non-significant specification parameter (e.g. 12,8 1,27 A
deletion of an obsolete parameter)
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d)  Change outside the approved specificationslimits range 1l

Deletion of a specification parameter which may have a

€) significant effect on the overall quality of the finished product I
Addition or replacement (excluding biological
f or immunological product) of a specification parameter with 1,2,3,4,5,6,8 B

its corresponding test method, as a result of a safety
or quality issue

Where there is no monograph in the European
Pharmacopoeia or the national pharmacopoeia of a Member

g) State for the excipient, a change in specification from in- 1,2,3,4,5,6,8 1B
house to a non-official Pharmacopoeia or a Pharmacopoeia of
a third country

Conditions

The change is not a consequence of any commitment from previous assessments to review specification limits (e.g.

L made during the procedure for the marketing authorisa tion application or a type Il variation procedure).

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

2. 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.

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)
8. any critical physical characteristics (particle size, bulk, tappedd ensi t y é)

identity test (unless there is a suitable alternative control already present)

microbiological control (unless not required for the particular dosage form)

Documentation

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.

Batch analysis data on two production batches (3 production batches for biological excipients,) of the excipient for all
specification parameters.

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

Justification for not submitting a new bioequivalence study according to the relevant (Human, Veterinary) Guideline
on Bijoavailability, if appropriate.

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.Il.c.2 Change in test procedure for an excipient Conditions to Documentation Procedure
be fulfilled to be supplied type
a) Minor changes to an approved test procedure 1,2,3,4 1,2 1A
Deletion of a test procedure if an alternative test procedure
b) . : 5 1 1A
is already authorised
Substantial change to or replacement of a biological/
c) immunological/ immunochemical test method or a method 1l
using a biological reagent
d) Other changes to a test procedure (including replacement or 12 B

addition)
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Conditions

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.

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

s 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

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

Comparative validation results or if justified comparative analysis results showing that the current test and the

2 proposed one are equivalent. This requirement is not applicable in case of an addition of a new test procedure.
B.ll.c.3 Change in source of an excipient or reagent with Conditions to Documentation Procedure
TSE risk be fulfilled to be supplied type

a) From TSE risk material to vegetable or synthetic origin

For excipients or reagents not used in the manufacture
1. of a biological / immunological active substance or in | 1 1 1A
a biological / immunological medicinal product

For excipients or reagents used in the manufacture
2. of a biological / immunological active substance 1,2 1B
or in a biological / immunological medicinal product

Change or introduction of a TSE risk material or replacement
b)  of a TSE risk material from a different TSE risk material, not 1l
covered by a TSE certificate of suitability

Conditions

1. Excipient and finished product release and end of shelf life specifications remain the same.

Documentation

Declaration from the manufacturer or the marketing authorisati on holder of the material that it is purely of vegetable
or synthetic origin.

Study of equivalence of the materials and the impact on production of the final material and impact on behaviour

2. (e.g. Dissolution characteristics) of the finished product.
B.ll.c.4 Change in synthesis or recovery of a non - Conditions to Documentation Procedure
pharmacop oeial excipient (when described in the dossier) be fulfilled to be supplied type

or a novel excipient

Minor change in synthesis or recovery of a non-

a . . U
) pharmacopoeial excipient or a novel excipient

1,2 1,2,3,4 IA

The specifications are affected or there is a change in
b) physico-chemical properties of the excipient which may affect Il
the quality of the finished product.

c) The excipient is a biological/immunological substance Il

Conditions

The synthetic route and specifications are identical and there is no change in qualitative and quantitative impurity
1. profile (excluding residual solvents, provided they are controlled in accordance with ICH/VICH limits), or in physico -
chemical properties.

2. Adjuvants are excluded.

Documentation

Amendment of the relevant section(s) of the dossier (presented in the EU-CTD format or NTA volume 6B format for

L veterinary products, as appropriate).
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Batch analysis data (in a comparative tabulated format) of at least two batches (minimum pilot scale)

2. 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.11.d) Control of finished product

B.Il.d.1 Change in the specification parameters and/or Conditions to Documentation Procedure
limits of the finished product be fulfilled to be supplied type
a) Tightening of specification limits 1,2,3,4 1,2 1A
Tightening of specification limits for medicinal products
b) subject to Official Control Authority Batch Release 12,34 L2 IAn
0 A(_jdltlon of a new s_pecmcatlon parameter to the specification 1,2,5.6,7 1,2,3,4.5 7 A
with its corresponding test method
Deletion of a non-significant specification parameter (e.g.
d) deletion of an obsolete parameter such as odour and taste or | 1,2,9 1,2,6 1A
identification test for a colouring or flavouring material)
e) Change outside the approved specifications limits range 1]
f Deletion of a specification parameter which may have a I
significant effect on the overall quality of the finished product
Addition or replacement (excluding biological
or immunological product) of a specification parameter with
9 . ' 1,2,3,4,57 IB
its corresponding test method as a result of a safety
or quality issue
Update of the dossier to comply with the provisions
h)  of an updated general monograph of the Ph. Eur for the | 1,2,3,4,7,8 1,2 1A
finished product*
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 1,210 L24 IA
(Uniformity of content)
Conditions
The change is not a consequence of any commitment from previous assessments to review specification limits
1. (e.g. made during the procedure for the marke ting authorisation application or a type Il variation procedure), unless
the supporting documentation has been already assessed and approved within another procedure.
5 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.
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.
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
9. product) any critical physical characteristics (hardness or friability for uncoated tablets, d i me n s i aotesstiéa)
is required for the particular dosage form in accordance with the general notices of the Ph. Eur.; any request for skip
testing.
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
10 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.

68




Documentation

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.

Batch analysis data on two production batches (3 production batches for biologicals, unless otherwise justified)
of the finished product for all specification parameters

Where appropriate, comparative dissolution profile data for the finished product on at least one pilot batch
5. 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 <c
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.ll.d.2 Change in test procedure for the finished product Conditions to Documentation Procedure
be fulfilled to be supplied type

a)  Minor changes to an approved test procedure 1,2,3,4, 1,2 1A
Deletion of a test procedure if an alternative method

b) . ) 4 1 IA
is already authorised
Substantial change to, or replacement of, a biological/

0 immunological/ immunochemical test method or a method I
using a biological reagent or replacement of a biological
reference preparation not covered by an approved protocol
Other changes to a test procedure (including replacement or

d) - 1,2 1B
addition)

e) Update of the test _procedure to comply with the updated 2.3,4,5 1 A
general monograph in the Ph. Eur.
To reflect compliance with the Ph.Eur. and remove reference

f) to the outdated internal test method and test method 2,3,4,5 1 1A
number*

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

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

s type of column or method);
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

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

Comparative validation results or if justified comparative analysis results showing that the current test and the

2. proposed one are equivalent.; This requirement is not applicable 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 O6current edit
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B.11.d.3 Variations related to the introduction of real -time Conditions to Documentation Procedure
release or parametric release in the manufacture of the be fulfilled to be supplied type

finished product

B.ll.e) Container closure system

B.ll.,e.1 Change in immediate packaging of the finished Conditions to Documentation Procedure
product be fulfilled to be supplied type
a) Quialitative and quantitative composition
1. Solid pharmaceutical forms 1,2,3 1,2,3,4,6 1A
2. Semisolid and non-sterile liquid pharmaceutical forms 1,2,3,5,6 1B
3 Sterile medicinal products and biological/ immunological I
) medicinal products.
The change relates to a less protective pack where there are
4. associated changes in storage conditions and/or reduction 1l
in shelf life.
b)  Change in type of container or addition of a new container
1. Solid, semisolid and non-sterile liquid pharmaceutical forms 1,2,3,56,7 1B
2 Sterile medicinal products and biological/ immunological I
) medicinal products
Deletion of an immediate packaging container that does not
3. lead to the complete deletion of a strength or pharmaceutical | 4 1,8 1A
form
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 material in respect of its relevant
) properties.
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
3 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 packagin
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 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 ,, CO, moisture).
Where appropriate, proof must be provided that no interaction between the content and the packaging material
3 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.
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
4 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).
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 bat ches, covering a minimum period of 3 months, and
5. 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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Declaration that the remaining pack-size(s) is/are consistent with the dosage regimen and duration of treatment and

8. adequate for the dosing instructions as approved in the summary of product characteristics.
Not e: For B.Ill.e.1.b) applicants are reminded that any
submission of an Extension application.
B.ll.e.2 Change in the specification parameters and/or Conditions to Documentation Procedure
limits of the immediate packaging of the finished product be fulfilled to be supplied type
a)  Tightening of specification limits 1,2,3,4 1,2 1A
b) Agdlt_lon of a new s_pecmcatlon parameter to the specification 12,5 1,2,3.4.6 A
with its corresponding test method
0 Deletion .of a non-significant specification parameter 1,2 12,5 A
(e.g. deletion of an obsolete parameter)
d) Addition or replacement_ of_ a specification parameter as 1,2,3.4.6 B
a result of a safety or quality issue
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 |l 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.ll.e.3 Change in test procedure for the immediate Conditions to Documentation Procedure
packaging of the finished product be fulfilled to be supplied type
a) Minor changes to an approved test procedure 1,2,3 1,2 1A
b) Other phanges to a test procedure (including replacement 1,34 1,2 A
or addition)
Deletion of a test procedure if an alternative test procedure
c) . ; 5 1 IA
is already authorised
Conditions
Appropriate validation studies have been performed in accordance with the relevant guidelines and validation studies
1. . .
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.

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

Documentation

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

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.ll.e.4 Change in shape or dimensions of the container Conditions to Documentation Procedure
or closure (immediate packaging) be fulfilled to be supplied type
a) Non-sterile medicinal products 1,2,3 1,2,4 1A

The change in shape or dimensions concerns a fundamental
part of the packaging material, which may have a significant

b) impact on the delivery, use, safety or stability of the finished I
product
c) Sterile medicinal products 1,2,3,4 1B
Conditions
1. No change in the gualitative 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.
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
3. (six months for biological/immunological medicinal products) 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
Amendment of the relevant section(s) of the dossier (presented in the EU-CTD format or NTA volume 6B format for
1. veterinary  products, as appropriate) including description, detailed drawing and composition
of the container or closure material, and including revised product information as appropriate.
2. Samplesof 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.
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
4. 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 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).
B.ll.e.5 Change in pack size of the finished product Condition s to Documentation Procedure
be fulfilled to be supplied 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 1AIN
2 Change outside the range of the currently approved pack 123 B
) sizes T
b)  Deletion of pack size(s) 3 1,2 1A
Change in the fill weight/fill volume of sterile multidose
c) (or single-dose, partial use) parenteral medicinal products, 1l
including biological/ immunological medicinal products.
Change in the fill weight/fill volume of non -parenteral multi-
d) . . 1,2,3 1B
dose (or single-dose, partial use) products
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

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.

regimen and duration of treatment as approved in the summary of product characteristics

Justification for the new/remaining pack -size, showing that the new/remaining size is/are consistent with the dosage

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.ll.e.5.c) and d), applicants are reminded that any changes t o

the submission of an Extension application.

t he

6strengtho of t

i

B.ll.e.6 Change in any part of the (primary) packaging Conditions to Documentation Procedure
material not in contact with the fini shed product be fulfilled to be supplied type

formulation (such as colour of flip -off caps, colour code

rings on ampoules, change of needle shield (different

plastic used))

a) Change that affects the product information 1 1 1AN

b)  Change that does not affect the product information 1 1 1A
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

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.ll.,e.7 Change in su pplier of packaging components Conditions to Documentation Procedure
or devices (when mentioned in the dossier) be fulfilled to be supplied type

a) Deletion of a supplier 1 1 1A

b)  Replacement or addition of a supplier 1,2,3,4 1,2,3 1A

Any change to suppliers of spacer devices for metered dose
inhalers

<)

Conditions

1. No deletion of packaging component or device.

2. the same.

The qualitative and quantitative composition of the packaging components/device and design specifications remain

3.  The specifications and quality control method are at least equivalent.

4. The sterilisation method and conditions remain the same, if applicable.

Documentation

for veterinary products, as appropriate).

Amendment of the relevant section(s) of the dossier (presented in the EU-CTD format or NTA volume 6B format

2. For devices for medicinal products for human use, proof of CE marking.

3. Comparative table of current and proposed specifications, if applicable.

B.11.f) Stability
B.11.f.1 Change in the shelf  -life or storage conditions of the Conditions to Documentation Procedure
finished product be fulfilled to be supplied type
a) Reduction of the shelf life of the finished product
1. As packaged for sale 1 1,2,3 1AIN
After first opening 1 1,2,3 1AIN
3. After dilution or reconstitution 1 1,2,3 1AIN
b) Extension of the shelf life of the finished product
1. As packaged for sale (supported by real time data) 1,2,3 1B
2. After first opening (supported by real time data) 1,2,3 1B
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3. After dilution or reconstitution (supported by real time data) 1,2,3 1B
4 Extension of the shelf-life based on extrapolation I
) of stability data not in accordance with ICH/VICH guidelines*
Extension of the shelf-life of a biological/ immunological
5. medicinal product in accordance with an approved stability 1,2,3 1B
protocol.
Change in storage conditions for biological medicinal
c) products, when the stability studies have not been performed 1l
in accordance with an approved stability protocol.
d) Change in storage conditions of the finished product 123 B
or the diluted/reconstituted product. '
e) Change to an approved stability protocol. 1,2 1,4 1A
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
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
1 the entire shelf life) conducted in accordance with the relevant stability guidelines on at least two pilot scale batches*
' 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.
!Pilot 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.Il.g) Design Space and  post approval change management protocol

B.Il.g.1 Introduction of a new design space or extension Conditions to Documentation Procedure
of an approved design space for the finished product, be fulfilled to be supplied type
concerning:

One or more unit operations in the manufacturing process

a) of the finished product including the resulting in -process 1,2,3 Il
controls and/or test procedures
Test procedures for excipients / intermediates and/or the
b) .= 1,2,3 I
finished product.
Documentation
Results from product and process development studies (including risk assessment and multivariate studies,
1. 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.Il.g.2 Introduction of a post approval change Conditions to Documentation Procedure
management protocol related to the finished product be fulfilled to be supplied type
1,2,3 I
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.Il.g.3 Deletion of an approved change management Conditions to Documentation Procedure
protocol related to the finished product be fulfilled to be supplied type
1 1,2 1A

Conditions

The deletion of the approved change management protocol related to the finish product is not a result of unexpected
1. 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.

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.ll.g.4 Changes to an approved change management Conditions to Documentation Procedure
protocol be fulfilled to be supplied type
a) Major changes to an approved change management protocol 1]
b) Minor changes to an approved change management protocol 1 B
that do not change the strategy defined in the protocol
Documentation

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.Il.g.5 Implementation of changes foreseen in an Conditions to Documentation Procedure

approved change management protocol be fulfilled to be supplied type

a) The |mplementatlon of the change requires no further 1 1,24 A
supportive data

b) The |mplementat|0n of the change requires further 1,234 B
supportive data

0 Impk_—zr_nentanon of a change for a biological/immunological 1,2,3,4,5 B
medicinal product

Conditions
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.

Declaration that the change is in accol

2. the study results meet the acceptance criteria specified

rdance with

the approved change management
in the protocol.

In addition,

an assessment of comparability is not required for biological/immunological medicinal products.

and that

declaration that

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

veterinary products, as appropriate).

Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for

5. Copy of approved specifications of the finished product.

B.Il.h Adventitious Agents Safety

B. 11 .h.1
Eval

Update to the
uationo infor3®aAR) on

AAdventi

(sectidg

Conditions to
be fulfilled

Documentation
to be supplied

Procedure
type

3) first time for one or more adventitious agents

Studies related to manufacturing steps investigated for the

Replacement of obsolete studies related

b)  to manufacturing steps and adventitious agents already

reported in the dossier

1) with modification of risk assessment

2) without modification of risk assessment

1,23
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Documentation

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.II CEP/TSE/MONOGRAPHS
B.IIl.1 Submission of a new or updated Ph. Eur. certificate Conditions to Documentation Procedure
of suitability or deletion of Ph. Eur. certificate of suitability: be fulfilled to be supplied type
For an active substance
For a starting material/reagent/intermediate used in the
manufacturing process of the active substance
For an excipient
a) European Pharmacopoéal Certificate of Suitability to the
relevant Ph. Eur. Monograph.
- 1,2,3,4,5,8,
1. New certificate from an already approved manufacturer 11 1,2,3,4,5 1A
2. Updated certificate from an already approved manufacturer 1,2,3,4,8 1,2,3,4,5 1A
3. Nevy_ certificate from a new manufacturer (replacement or | 1,2,3,4,5,8, 1,2,3.4.5 A
addition) 11
4. DeIeti_on of certificates (in case multiple certificates exist per 10 3 A
material)
New certificate for a non-sterile active substance that
5 is to be used in a sterile medicinal product, where water is 123456 B
' used in the last steps of the synthesis and the material is not Tormmm
claimed to be endotoxin free
European Pharmacopoeial TSE Certificate of suitability for an
b)  active substance/starting material/reagent/ intermediate/or
excipient
1 New certificate for an active substance from a new or an 35,6, 11 1,2,3.4.5 A
already approved manufacturer
New certificate for a starting material/reagent/
2. intermediate/or excipient from a new or an already approved 3,6,9 1,2,3,4,5 1A
manufacturer
3. Updated certificate from an already approved manufacturer 7,9 1,2,3,4,5 1A
Deletion of certificates (in case multiple certificates exist per
4. . 10 3 1A
material)
New/updated certificate from an already -approved/new
5 manufacturer using materials of human or animal origin for I
' which an assessment of the risk with respect to potential
contamination with adventitious agents is required
Conditions

1.  The finished product release and end of shelf life specifications remain the same.

Unchanged (excluding tightening) additional (to Ph. Eur.) specifications for impurities (excluding residual solvents,
2. provided they are in compliance with ICH/VICH) and product specific requirements (e.g. particle size profiles,
polymorphic form), if applicable.

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.

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 susceptibleto TSE

7. For veterinary medicinal products: there has been no change in the source of material.

For herbal active substances: the manufacturing route, physical form, extraction solvent and drug extract ratio (DER)
should remain the same.

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 Atleast one manufacturer for the same substance remains in the dossier.
If the active substance is a not a sterile substance but is to be used in a sterile medicinal product then according
11 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
) fi p r o p enanefdcturers 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.
Where applicable, a document providing information of any materials falling within the scope of the MNote for
Guidance on Minimising the Risk of Transmitting Animal Spongiform Encephalopathy Agents via Human and|
Veterinary Medicinal Productsincluding 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).
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
5. 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.Il.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.llI.2 Change to comply with Ph. Eur. or with a national Conditions to | Documentation Procedure
pharmacopoeia of a Member State be fulfilled to be supplied type
Change of specification(s) of a former non EU
a) 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 1AN
2. Excipient/active substance starting material 1,24 1,2,3,4 1A
Change to comply with an update of the relevant monograph
b) of the Ph. Eur. or national pharmacopoeia of a Member State 1,245 1,234 IA
Change in specifications from a national pharmacopoeia
©) of a Member State to the Ph. Eur. 1,45 1234 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.
Batch analysis data (in a comparative tabulated format) on two production batches of the relevant substance for
3 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 phar macopoeia of a Member State in the case that
of an authorised medicinal product.

B.IV Medical Devices

B.IV.1 Change of a measuring or administration device Conditions to Documentation Procedure
be fulfilled to be supplied type
Addition or replacement of a device which is not an
a) . : -
integrated part of the primary packaging
1. Device with CE marking 1,2,3,6,7 1,2,4 1A
2. Device without CE marking for veterinary products only 1,3,4 1B

Spacer device for metered dose inhalers or other device
3. which may have a significant impact on the delivery of the 1l
active substance in the product (e.g. nebuliser)

b) Deletion of a device 4,5 1,5 1AIN

Addition or replacement of a device which
is an integrated part of the primary packaging

<)

Conditions

The proposed measuring or administration device must accurately deliver the required dose for the product

L 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

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

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), appl i cants are reminded that any change which
submission of an Extension application.

B.IV.2 Change in specification parameters and/or limits Conditions to Documentation Procedure

of a measuring or administration device for veterinary be fulfilled to be supplied type

medicinal products

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

b) A(_jdmon of a new §pecmcat|on parameter to the specification 12,5 1,2,3,4.6 A
with its corresponding test method

0 Widening of the approved specifications limits, which has a I
significant effect on the overall quality of the device

d) Deletion of a specification parameter that has I
a significant effect on the overall quality of the device

e) Addition of a spec!flcgtlon parameter as a result 1,2.3,4,6 B
of a safety or quality issue
Deletion of a non-significant specification parameter (e.g.

f) : 1,2 1,2,5 IA
deletion of an obsolete parameter)
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Conditions

The change is not a consequence of any commitment from previous assessments to review specification limits

1. (e.g. made during the procedure for the marketing authorisation applicati on or a type |l variation procedure) unless
the supporting documentation has been already assessedand 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 Conditions to Documentation Procedure
or administration device for veterinary medicinal products be fulfilled to be supplied type
a)  Minor change to an approved test procedure 1,2 1,2 1A
b) Other ‘c_hanges to a test procedure (including replacement 13 1,2 A
or addition)
Deletion of a test procedure if an alternative test procedure
c) . . 4 1 IA
is already authorised
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
An alternative test procedure is already authorised for the specification parameter and this procedure has not been
4. e
added through IA/IA(IN) notification .
Documentation
Amendment of the relevant section(s) of the dossier (presented in the EU -CTD format or NTA volume 6B format for
1.  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.l Inclusion of a new, updated or amended Plasma Conditions to Documentation Procedure

Master File in the marketing authorisation dossier be fulfilled to be supplied type

of a medicinal product. (PMF 2 " step procedure)

a) First-time inclusion of a new Plasma Master File affecting the I
properties of the finished product

b) First-time inclusion of a new Plasma Master File not affecting 1234 B
the properties of the finished product T

0 Inclusion of an updated/amended Plasma Master File when 1234 B
changes affect the properties of the finished product T

d) Inclusion of an updated/amended Plasma Master File when 1 1234 A
changes do not affect the properties of the finished product T N
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Conditions

The updated or amended Plasma Master File has been granted a certificate of compliance with legislation of the
Union in accordance with Annex | of Directive 2001/83/EC.

Documentation

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
PMFholder), the PMF Certificate and Evaluation Report replace the previous PMF documentation for this Marketing
Authorisation.

2. PMF Certificate and Evaluation Report.

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.

The variation application form should clearly outli
4. 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 Conditions to Documentation Procedure
Antigen Master File in the marketing authorisation dossier be fulfilled to be supplied type
of a medicinal product. (VAMF 2 ™ step procedure)

a)  First-time inclusion of a new Vaccine Antigen Master File 1l
Inclusion of an updated/amended Vaccine Antigen Master

b)  File, when changes affect the properties of the finished 1,2,3,4 1B
product
Inclusion of an updated/amended Vaccine Antigen Master
c) File, when changes do not affect the properties of the finished | 1 1,2,3,4 1AIN
product
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 | to Directive 2001/83/EC.
Documentation
Declaration that the VAMF Certificate and Evaluation Report are fully applicable for the authorised product, VAMF
1 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 VAMH
documentation for this Marketing Authorisation.

2. VAMF Certificate and Evaluation Report.

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.

The variation application form should clearly outli
4. 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 Conditions to Documentation Procedure
the outcome of a Union referral procedure be fulfilled to be supplied type
a)  The change implements the outcome of the referral 1 1,2 1AIN

) The harmonisation of the quality dossier was not part of the I
referral and the update is intended to harmonise it

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

Cl HUMAN AND VETERINARY MEDICINAL PRODUCTS

C.I1.1 Change(s) in the Summary of Product Characteristics, Conditions to Documentation Procedure
Labelling or Package Leaflet intended to implement the be fulfilled to be supplied type
outcome of a Union referral procedure
a) The medicinal product is covered by the defined scope of the 1 1,23 A
procedure
The medicinal product is not covered by the defined scope
b) of the procedure but the change(s) implements the outcome 123 B
of the procedure and no new additional data is required n
to be submitted by the MAH
The medicinal product is not covered by the defined scope
0 of the procedure but the change(s) implements the outcome 13 I
of the procedure with new additional data submitted by the '
MAH
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

Attached to the cover letter of the variation application: a reference to the Commission Decision concerned or to the
1. agreement reached by the CMDh (as appliable) with the annexed Summary of Product Characteristics, Labelling
or Package Leaflet.

A declaration that the proposed Summary of Product Characteristics, Labelling and Package Leaflet is identical for
2. 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.1.2 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

Implementation of change(s) for which no new additional

3) data is required to be submitted by the MAH

1,2

Implementation of change(s) which require to be further
b)  substantiated by new additional data to be submitted by the
MAH (e.g. comparability)

Documentation

1. Attached to the cover letter of the variation application: EMA/NCA request, if applicable.

2. Revised product information.

C.1.3 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

Implementation of wording agreed by the competent

3) authority

1,2

1A

Implementation of change(s) which require to be further
b)  substantiated by new additional data to be submitted by the
MAH

Conditions

1.

of additonal information and/or further assessment.

The variation implements the wording requested by the competent authority and it does not require the submission
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Documentation

Attached to the cover letter of the variation application: reference to the agreement/assessment of the competent

L authority.

2. Revised product information.

C.1.4 Change(s) in the Summary of Product Characteristics, Conditions to Documentation Procedure
Labelling or Package Leaflet due to new quality, preclinical, be fulfilled to be supplied type
clinical or pharmacovigilance data.

Note: This variation does not apply when the new data has been submitted under variation C.l.13. In such cases, the
change(s) in the SmPC, labelling and/or package leaflet is covered by the scope of variation C.1.13.

C.1.5 Change in the legal status of a medicinal product for Conditions to Documentation Procedure
centrally authorised products be fulfilled to be supplied type
For generic/hybrid/biosimilar medicinal products following an
a) approved legal status change of the reference medicinal 1,2 1B
product
b)  All other legal status changes I

Documentation

Attached to the cover letter of the variation application: proof of authorisation of the legal status change (e.g.

1. L L
reference to the Commission Decision concerned).

2. Revised product information.

Note: For Nationally Authorised Products approved via MRP/DCP, thechange of the legal status is to be handled at
national level (not via a MRP variation).

C.1.6 Change(s) to therapeutic indication(s) Conditions to Documentation Procedure
be fulfilled to be supplied type

Addition of a new therapeutic indication or modification of an

1
approved one

a)

b)  Deletion of a therapeutic indication 1B

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.1.2 apply, respectively.

C.1.7 Deletion of: Conditions to Documentation Procedure
be fulfilled to be supplied type

a) apharmaceutical form 1,2 1B

b)  astrength 1,2 1B

Documentation

1 Declaration that the remaining product presentation(s) are adequate 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.1.8 Introduction of, or changes to, a summary Conditions to Documentation Procedure
of pharmacovigilance system for medicinal products be fulfilled to be supplied type
for human use*

Introduction of a summary of pharmacovigilance system,
a) changes in QPPV (including contact details) and/or changes in 1,2 1AIN
the Pharmacovigilance System Master File (PSMF) location

Documentation
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Summary of the pharmacovigilance system, or update of the relevant elements (as applicable):

1 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.

1 Contact details of the QPPV, Member States in which the QPPV resides and carries out his/her tasks

1 PSMEF 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 Article 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.11.7.

C.1.9 Change(s) to an existing pharmacovigilance system Conditions to Documentation Procedure
as described in the detailed description of t he be fulfilled to be supplied type
pharmacovigilance system (DDPS).

Change in the QPPVand/or QPPV contact details and/or back

a) 1 1 |A|N
up procedure
Changg(s) in the safety database and/or major contractual

b) arrangements for the fulfilment of pharmacovigilance 1,23 1 1A

obligations, and/or change of the site undergoing
pharmacovigilance activities

Other change(s) to the DDPS that does not impact on the
c) operation of the pharmacovigilance system (e.g. change of | 1 1 1A
the major storage/archiving location, administrative changes)

Change(s) to a DDPS following the assessment of the same

d) DDPS in relatin to another medicinal product of the same | 4 1,2 1AIN
MAH
Conditions

1.  The pharmacovigilance system itself remains unchanged.

The database system has been validated (when applicable).

2
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

Latest version of the DDPS and, where applicable, latest version of the product specific addendum. These should

include for changes to the QPPVa) 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
1. 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 submissiol

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/Exension/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 | Ay variation.
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C.1.10 Change in the frequency and/or date of submission Conditions to Documentation Procedure
of periodic safety update reports (PSUR) for human be fulfilled to be supplied type
medicinal products

1 1,2 AN

Conditions

1. The change in the frequency and/or date of submission of the PSUR has been agreed by the CHMP/CMDh/NCA

Documentation

Attached to the cover letter of the variation application: A reference to the agreement of the competent authority

L (in the case of marketing authorisations granted under the centralised procedure, the CHMP).

Revised frequency and/or date of submission of the PSUR. (For medcinal products authorised via the centralised
procedure, the full set of annexes, including the revised Annex Il should be provided)

Note: This variation applies only when the PSUR cycle is specified in the marketing authaisation by other means than
a reference to the list of Union reference dates and where PSUR submission is required.

C.1.11 Introduction of, or change(s) to, the obligations and Conditions to Documentation Procedure
conditions of a marketing authorisation, including the risk be fulfilled to be supplied type
management plan

Implementation of wording agreed by the com petent

3) authority 1 1,2 AN
Implementation of change(s) which require to be further

b) substantiated by new additional data to be submitted by the I
MAH where significant assessment by the competent
authority is required*

Conditions
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.1.12 Inclusion  or deletion of black symbol and explanatory Conditions to Documentation Procedure
statements for me dicinal products in the list of medicinal be fulfilled to be supplied type
products that are subject to additional monitoring
1 1,2 1A
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).

84




C.1.13 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

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 amermdment to the Summary of Product
Characteristics, Labelling or Package Leaflet is covered B 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.I1 VETERINARY MEDICINAL PRODUCT

- SPECIFIC CHANGES

C.II.1 Variations concerning a change to or addition of a Conditions to Documentation Procedure
non -food producing target species. be fulfilled to be supplied type

1l
C.11.2 Deletion of a food producing or non -food producing Conditions to Documentation Procedure
target species. be fulfilled to be supplied type
a) Deletion as a result of a safety issue 1]
b)  Deletion not resulting from a safety issue 1,2 1B
Documentation
1. Justification for the deletion of the target species
2. Revised product information
C.11.3 Changes to the withdrawal period for a veterinary Conditions to Documentation Procedure
medicinal product be fulfilled to be supplied type

1l
C.l.4 Variations concerning the replacement or addition Conditions to Documentation Procedure
of a serotype, strain, antigen or combination of serotypes, be fulfilled to be supplied type
strains or antigens for a veterinary vaccine against avian
influenza, foot -and -mouth disease or bluetongue.

1l
C.I.5 Variations concerning the replacement of a strain Conditions to Documentation Procedure
for a veterinary vaccine against equine influenza. be fulfilled to be supplied type

1l
C.11.6 Changes to the labelling or the package leaflet which Conditions to Documentation Procedure
are not connec ted with the summary of product be fulfilled to be supplied type
characteristics.

Administrative information concerning the holder's
a) . 1 |A|N
representative

b) Other changes 1 1B

Documentation

1. Revised product information.
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C.IL.7 Introduction of a new Pharmacovigilance system Conditions to Documentation Procedure
be fulfilled to be supplied type

Which has not been assessed by the relevant national r

a) competent authority/EMA for another product of the same
MAH

b) Which has been assessed by the relevant national competent 12 1B
authority/EMA for another product of the same MAH(*) '

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 corcerned (e.g. at time of transfer of MA)

C.I1.8 Change in the frequency and/or date of submission Conditions to Documentation Procedure
of periodic safety update reports (PSUR) be fulfilled to be supplied type
1 1 1A

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 Conditions to Documentation Procedure
certificate holder be fulfilled to be supplied type

1 1 AN

Conditions

1. The VAMF certificate holder must remain the same legal entity.

Documentation

A formal document from a relevant official body (e.g. Chamber of Commerce)

address is mentioned.

in which the new name or new

D.2 Change in the name and/or address of the PMF Conditions to Documentation Procedure
certificate holder be fulfilled to be supplied type
1 1 AN

Conditions

1. The PMF certificate holder must remain the same legal entity.

Documentation

A formal document from a relevant official body (e.g. Chamber of Commerce)

address is mentioned.

in which the new name or new

D.3 Change or transfer of  the current PMF certificate holder Conditions to Documentation Procedure
to a new PMF certificate holder -i.e. different legal entity - be fulfilled to be supplied type
1,2,3,4,5,6 AN

Documentation

A document including the identification (name and address) of the current PMF Holder (transferor) and the
1. 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.
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Copy ofthe | at es't PMF Certificate page OEMA Pl asma Master

2. |l egislationbd.

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 Conditions to Documentation Procedure
establishment including blood/plasma collection centres be fulfilled to be supplied type

1,2 1,23 1A
Conditions

1. The blood establishment must remain the same legal entity.

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 PMFdossier.

D.5 Replacement or addition of a blood/plasma collection Conditions to Documentation Procedure
centre within a blood establishment already included in the be fulfilled to be supplied type
PMF

1,23 1B
Documentation

Epidemiological data for viral markers related to the blood/plasma collection centre covering the last
1. 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).

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 - Conditions to Documentati on | Procedure
operational) of establishment(s)/centre(s) used for be fulfilled to be supplied type
blood/plasma collection or in the testing of donations and
plasma pools

1,2 1 1A

Conditions

1. The reason for deletion or change of status should not be related to a GMP issue.

The establishments(s)/centre(s) should comply with the legislation i n terms of inspections in case of change of status

2. . h
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

D.8 Replacement or addition of a blood centre for testing Conditions to Documentation Procedure
of donations and/or plasma pools within an establishment be fulfilled to be supplied type
already included in the PMF

1,2 1B

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 Conditions to Documentation Procedure
of donations and/or plasma pool not included in the PMF be fulfilled to be supplied type
1l
D.10 Replace ment or addition of a new blood establishment Conditions to Documentation Procedure
or centre(s) in which storage of plasma is carried out be fulfilled to be supplied type
1,2 1B

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 Conditions to Documentation Procedure
which storage of plasma is carried out be fulfilled to be supplied type

1 1 1A
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 Conditions to Documentation Procedure
in the transport of plasma. be fulfilled to be supplied type

1 1B

Documentation

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 Conditions to Documentation Procedure
of plasma be fulfilled to be supplied 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 ofa  CE-marked test kit to test individual Conditions to Documentation Procedure
donations as a new test kit or as a replacement of an be fulfilled to be supplied type
existing test kit

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. in the "Guideline on the scientific data requirements for a PMF".

Updated relevant sections and annexes of the PMF dossier, includingupdated information on testing

as requested

D.15 Addition of a  non -CE marked test kit to test individual Conditions to Documentation Procedure
donations as a ne w test kit or as a replacement of an | be fulfilled to be supplied type
existing test kit
The new test kit has not previously been approved in the PMF
a) . - l
for any blood centre for testing of donations
b) The new test kit has been approved in the PMF for other 12 A
blood centre(s) for testing of donations '
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 Conditions to Documentation Procedure
or antigen or NAT test). be fulfilled to be supplied type
1l
D.17 Introduction or extension of inventory hold | Conditions to Documentation Procedure
procedure. be fulfilled to be supplied type
1 1 1A
Conditions
1 The inventory hold procedure is a more stringent procedure (e.g. release only after retesting
) of donors).
Documentation
Updated relevant sections of the PMF dossier, including the rationale for introduction or extension

1.  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 Conditions to Documentation Procedure
in its length. be fulfilled to be supplied type

1 1B
Documentation
1. Updated relevant sections of the PMF dossier
D.19 Replacement or addition of blood containers (e.g. Conditions to Documentation Procedure
bags, bottles) be fulfilled to be supplied type
a)  The new blood containers are CEmarked 1,2 1 1A

b)  The new blood containers are not CE-marked
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Conditions

1. The container is CEmarked.

2. The quality criteria of the blood in the container remain unchanged.

Documentation

Updated relevant sections and annexes of the PMF dossier, including the name of container, manufacturer,
1. 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 Documentation Procedure
be fulfilled to be supplied type

a)  storage and/or transport conditions 1 1 1A

b)  maximum storage time for the plasma 1,2 1 1A

Conditions

The change should tighten the conditions and be in compliance with Ph. Eur. requirements for Human Plasma for

L Fractionation.

2. The maximum storage time is shorter than previously.

Documentation

Updated relevant sections and annexes of the PMF dossier, including detailed description of the new conditions,
1. 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 Conditions to Documentation Procedure
introduction will have significant impact on the viral risk be fulfilled to be supplied type
assessment.
1l

D.22 Change in the plasma pool preparation Conditions to Documentation Procedure
(e.g. manufacturing method, pool size, storage of plasma be fulfilled to be supplied type
pool samples)

1 1B
Documentation
1. Updated relevant sections of the PMF dossier.
D.23 Change in the steps that would be taken if it is found Conditions to Documentation Procedure
retrospectively that donation(s) should have been excluded be fulfilled to be supplied type

from processing  ( fil eboakc k 6 procedure) .
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INFORMACE

Povolen? vijimky na dovoz a poudit? neregistroval
AVTijimky pdVvel dvdb®6Eona L. 378/ 2008 Sb. o | ® ivech
Degraspasmin ad us. vet. inj. PRAZICEST premix
V: Dr. E. Graeub AG, GvI1 &ar sk Pharmagal, s.r.o., Slovensko
GadatMiDr.JS2 Magek, MNS2n GadatMVDr. Ol gaNKy@eHowa8y

30 x (10 x 20 ml) 30 x5 kg

GadatMdVDr. Jolana Smolov§, T

FLUMIXAN 50 mg/g premix 1 x 25 kg
V: Ceva Phyl axia, MaNarsko
GadatMVDr. Jarosl av Hol el e ZALORINER1D ang/ynl roztok pro inj.

36 kg V: ORION Corporation, Finsko
GadatMV¥Dr. Aleg Kyral, K|l atGadytMVDr . Ma rBteinre go&n,

2x12kg 5 bal en?z
FluSure Pandemic ZALOPINE 30 mg/ml roztok pro inj.
V: Pfizer Animal Health, USA V: ORION Corporation, Finsko
GadatMiDr.JS2 Magek, MRS2n Ga d at MMDr. Emanuel Krejcar,L e s k ® BudRj o

5000d §v ek 3 balen2 (8 5 ml)
GadatMVDr. Mar ekPhBiBjnbavskl GadatMVDr . Ma rBteinre gRo&n

10 000 5 bal en?z

POLYPRENYL IMMUNOSTIMULANT

V: SASS & SASSUSA

GadatMVDr . Lenka Adl erov§g, Pr aha
3 balen2 § 10 ml

B.VIijimky pdoeolkesk®na | . 378/ 2008 Sb. o I ® ivech

ALBAC,BACI PREMI X 50 s obsahe@a#dhiMVDBDr . Radovan Oprgal,

I 8tky zinc bacitracin Moravsk® BudRhRjovice
Regi stroégawmB| sko 170t un medi kovan® kr mn®
Gadat MVDr. PetrKozel,Li bnNgi ce GadatMVDr. Ji $2 Salus, TSegS$s

12 tun medi kovan® krmn® smD8&§D tun medi kovan®ho kr
GadatMVDr . Pavel Kulich, Djezd @0Brthan medi kovan®ho kr
20 tun medi kovan® kr mGadam@YDr. Gtelcl Jan, Gulov
GadatMVDr. ZdenDk Pohanka, Djez850 tun medi kovan®ho kr
25tunmedi kovan®ho krmi v&adatMdVDr . Lubom2r Galud, Zb
GadatMVDr. Josef Gindel 8S, StaREKEO60O tun medi ksonlassn® kr mn
20 tun medi kovan®ho kr miva
GadatMVDr . Bohusl av Gross, DHWPAItRVAX eé nj . emul ze pro kac
50 tun medi kovan®ho krammisyw a
GadatMVDr. Tom§g Ber&nek, TRretgowit rGtVMBN®n ek o
1420 tun medi kovan®ho Glardmit d¥ Dr . I ng. NadRgda Engl
GadatMVDr.RomanDonoci k, LesklT TnNg2n9 x 1250 dg§vek
100 tun medi kovan® krmn® smDsi
GadatMVDr. VIadi m2r Janoug é&khbenolb8% premix a.u.v.
40 tun medi kovan® kr mmR®& gs mll g io Ra&ausko
GadatMVDr. ZbynNhk Klouda, ®mdhtMVDPBebd| S2 VNDcek, Litov
95 tun medi kovan®ho krmivaO, 24 kg (k pS2pravhn 2 t
krmiva)
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GadatMV¥VDr. VIiastimil VI §¢ge KILDRER 5ngknl
0,48 kg (k pS2pravh 4 Rtewn sme divi@mioan ®h o

krmiva) GadatMVDr . Pavel Havel ka, Te
20 balen2z x (10 x 50 mg
HEPTAVAC P PLUS GadatMVDr. Lucie Kalov§g, T0Dr
Regi st r oMi&remsko 50 balen? (10x50 mg + s
Ga d at MMDr. Jan Komenda, Jemnice GadatMVDr . Vg§cl av MalT, Rous
1 x 100 ml 20 balen2z x (10 x 50 mg
GadatMVDr. Ji $2 KSigan, HodaldawMydr. Jar okallomywanGt ek | |,
20 x 100 ml 2 balenz x (10 x 50 mg
GadatMV¥YDr. Mirosl a®TKulich, Suchl
12 x 100 ml VAXIDUK
Regi st r oNrdde :
NEOMYCINSULFAT 1000 mg/g, plv. GadatMV¥Dr. Jaroslav Konr 8&d,
RegistroMBmecko 5x 500 d8vek
GadatMVDr. Martin PSibek, m®amRg®MVDce Bohuslav Plagil,
220 kg 14x 500 d8vek
GadatMV¥VDr. I ng. NadRgda Engl
PREQUILLAN 10 mg/ml solution for injection 4 x 500 dsgvek

for dogs and cats

Registrohv@88loi e

GadatMV¥VDr. Lubom2r Hogek, Brno
20 x 10 ml
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REGI STROVANE VETERI NCRNE& LELI VE

PS2balov® informace n Z-N‘ngDOUZCé V?L'INkKY - s
vetering8rn2ch €9 ouc al 1 nky yly ¢
8 kompenzaci hypemaoalya e - g82 pad

| ® i vich pS2pra

mohou bit pS2znaky m2rn® a
dTvodem pro ukon|len?2 | ® by.

71 16 vesmBDs reverzibilastavepna. pokud |
MognTm vedlejg2zm % inkem i

Apel ka 5 mg/ml peror8ln ezt chh uldrok rlewinkoys t vzgcni

96/062/16 -C trombocytopenie a anti-nu k| e§rn2 ep®o0b | |

a jen vel mi v z 8§ clymfadenopiti.e  d ¢
1L.L.IJMENO A ADRBSAELE ROZHODNAWT®EN® pS2znaky: podlitiny,
O REGI STRACI A DRGITELE POY®hE&Né&nTch kloubT a zmBDny
KVhROBNh ODPOVNnDNEHO ZA UVOh NicedaEe). Vt akov ®&m pS2padhn j e
GARGE, POKUD SE NESHODUJE okamgitnh zastavit a zv§8gi
Drgitel rozhodnut? o regispo apSi mad Swinr@oohiaady Randpov Ndnl
za uvolnhNn2z garge Po dlouhodob® | ® bD thiamaz

Norbrook Laboratories Limited prok8z8no zvigen® riziko n
Station Works, Newry, g8dn® dTkazoymtwg askmDwr u nej sou
Co. Down, BT356JP Neg8§douc?2 % inky jsou neobv:
Vel k8§ Brits8nie klinick® vedlejg?2 Yl inky

zvracen?
22NCZEV VETERI NCRNEHO LE£LI V£nktButenst vz a anorexi e

PFE¢PRAVKU -letargie (extr®mn?2 Yinava)
Apelka5mg / ml peror 8l n2 roztok-spirlon®&osvklydDn2z a exkoriace n
Thiamazolum -gloutenka (glut® zbarvenz)
zpTsoben® onemocnhNn2m jater
33.0BSAH LE£LI VACH A OSTATNECHz WICT&EK® krvEcen?2 nebo visk
Jeden ml obsahuje: onemocnhDn2m jater
L®| ivg | 8tka: -krevndmaabny (eosinofilie, |
Thiamazolum 5 mg neutropeni e, |l ymfopeni e,
Pomocn§ | 8t ka: agranulocyt-za, trombocytop
Natrium-benz o8t (E211) 1,5mg an®mi e) .
Nageald TsvhDtle glutl .neprThiTgdmnl vedltejkg:? Y% i nk-y45dvrny2mi z
po ukonlen?2 | ® by thiamazol e
4. INDIKACE Jestlige zaznamen§8tme gjSadko@kco
Ke stabilizaci hypertyre-z¥%l unky!| ek pS$Sead® crheiarkucregti @tktoar
tyreoidektomi?2. pS2balov® informaci, 0znamt

K dl ouhodob® | ® bn hypertyveteyi k6takmu | ®kasi

5. KONTRAINDIKACE 7.CELOVh DRUH ZVETF AT
Nepoug2vat u kolek trp2c2cKolbkgmocnhDn2m jater nebo
diabetes mellitus.

Nepoutg2wa kopBkznaky aut o8.MEVIKIOVECINEG PRO KAGDh (¥RUH,
onemocniNn2, napS$S. an®mi e, A 2ZcPe§ SZ0Bn 2PODCINEh k|l oub T,
kogn2 vSedy a krusty. Pouzekper or 8l n2mu pod§n?2.
Nepoug?2vatpour uzcviraSmit tsvor by PoS2ipircahy Sderbvii evpdkd §vat pS2mo d
(neutropeni 2 nebo I ymf opeNepod§ vptgregdehmsS /4 i mknyo:st p Si
l etargie a zvli giemf§ekrc§ @ hyNteppanslt§)v En2 nebyl a ovhNDSena.

u zv?2p®atucsh ami krevn2ch desDoiploerku|a ns§r §&d r82mgk rdveen d Bv k a |
(zej m®na trombocytopeni2)Cel kMawégn®& e nm$2 zchgakkya mus 2 bl
podlitiny a nadmRrn® krv8cépddBaaj?2 se r8negtan vvellienr

Nepoug?2vat u s kacic bSez2 ch stabilizva c i hypertyroidn2ho pa
NepougpwatpadhD pSecitlivDl odsadr goav at ® isteyni 8§t kazvrh C
nebo na nfbkicericcth 4 §t ek . vzhledemkr e i mu kr men?2 .
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Veteringrn2z | ®kcael mE gkeo rptor dleg@ vwpgragviztaj i st Dte co nejd$
dg§vkhiSi dlouhodob® | ® bn hiyPlea$gmeazydjedr §82b&rve na
zv2Se takto I ® it celogivotestyd.

Dal g2maicref oorr 0 oget Suj2c?2ho lvreftoerrmancSer nPrhoo o GRektarSud @ ke $eo: v
Hemat ol ogick® a biochemi cR®i tdeSsvtky§cla psgpadmaEwgfe2ocht nd
celkov® hvsa@rwmy|jef4t Seba provgdBHtpepldeidvD sl edovat .
zah&8jen2m | ® by20t pdn&ch 6a PAMt @ougdgit?ren§lkm? elyssfunkc
kagd® tSi mNs2tB®chPS&i dapgdp®elmiv@® posouzen? rizika a
testT jveyttiSamavat d§vku podkmo ga®mkov ®t hiimidv @mu Yal i nk
T4da klinick® odpovDdi na | ®abuwl ofieandt§edat?Skldart apagelil i v
dé&vek je tSeb@spboin@OBm % funkci l edvin, aby nedogl o
pS2pravku) ; snagte se d8vkwmesnmoZ@iNnzna nejnigg2 jegthn
Yl i nnou hodnotu. U kolek zKVEBIitRNDriciitkiuviehk ompe Wipe aa yh e
d8vky tygre pr okvr8adXtc hv mgo fpel2I5i vND sl edovat hematol ogi c

0,25 ml ) . Pokud cel koklesnepalnc eokudcodu@e m2t zv2Se bhDhem
spodn? hranici referenln2lahliend,er za] Pearmd dioejrre®rka u,
pokud kol ka vykazuje klinbdkg®r ptS?2 vrzraokye ki ak mwe e nnna? ru
hypotyre-zy (letargie, ne chhiud ememive k ® tpeSsithyi.v 8MSi ne

na v8ze nebko-eklogmeécipota su2Bp& kYde), j e t Seba profyl
nutno sn2git denn?2 d8§vkantnietbioo tpirkoad | a0 upjo c p Tirnntoeur vla® |yk
§vgnz. Pokyny kmonitoraci naleznete vb o d u kAd\W&&n 2
d&§vkS§ch pSehNdgnjpe2cht frdkagdi Sadtrau h(y) aczepsTtsao b fipt oBd Son 2
g8 pellivn sledovat. pS2balov® informace.
van® d&8vky nemgmBjer. pSeKhbohmaza8D mTge zpTsobovat z:
je kol k8&8m nut no z @jiitnt® tv odtiNE
9.POKYNY PRO SPRCVNE PODCNEZvI §gtn? opat Sen?2 urlen® o
Dodrtgeujpokyny veterid@gkomadBBmetl edrkiarS®erne | ®l i v pS2pravek

w

a trvgn2z | ® by. Ldk® se zn&mou pSecitlivhlos

nNkt erpooumozni ch | 8tek by se
10. OCHRANNC LHSTA kontaktu sveteringrnzm | ® ivim p
Nen2 wur|leno pro potravinov8ezw®bh$aetvd. pS2znaky jako n

a |

oblil eje, rtT i ol 2 nebo p
11.ZVLCGTNE OPATFEENE PRO UCHOVWEWSKH®ku pomoc a ukagte p
Uchovg8vat mimo dosah dRDt2.nebo etiketu praktick®mu | ®k
Uchov§gvdeghtS e vuzavSen®m vni tTShni2ammaozboall umTge zpTsobit gas
Nepoug2vejte tento vet er ibno8rems2t i | @lliawly, pHoprikek b
po uplynut? doby pougitel mospancyveopem®i nd pekl kst il a
a krabilce po slovhD AEXPfA.destil ek).

C
d

Doba pougitelnosti po pr vZracbm a Bt enedp exapfaktuaspiok ko v |
obaluu6 mPRDs2cT. kontaktu kontami#notvyanl ch r uk
Po prvn2m otevSen2 obalu ®Sanowmhei daltami | iskvipSzcper av k
zbyl ®hovmnpé§spravku v tomtpmdebal bkau troejrezt e, nepijte
z8kl adn doby pougitelnostRo podS8mr2vnpS?t poaek&enti man

uveden® v t®to pS2bal ov® pionfesrn hmd kiouw dot b ®|deantTucmou z v 2
napi gte na m2sto k tomu urbhem®dhamet PeeSBsnhNnou pokodgk
Jak®kol i stopy pS2pravku

12.ZVLCGTNEé UPOZORNnNNE d8vkovac? stS2kalky po pod
Zvl §8dtn?2 upozornhNn?2 pro kaktdpeshntbkeEmdruKontami novanl
K dal g2 mu2 psots&2Hdielni zace hzjikpidujtet y r oi dn?2 ho

pacienta je tSeba dennnhD dPodirgjawat ssSekal ky ozjveh t Sel
krmen2 a d§vkovg§n2 pS2pravkupS2prmpVkedans krabilce.

Zvl 8gtn?2 opatSen? pro pougiTedto pB2pPpaavek mTge zpTsobi
Kol k&§m je nutno zejiitsnt@ tvosdulg|ldS2ppSackN umskhodn®ho pozSen

Informujte veteringrn2ho I ®kaSeskopokamocmsa kklalgae p§:
p r o byls®&dvinami. etiketu praktick®mu | ®kaSsi
Pokud bude kol ka bhRDhem t eZrasbpiacRt B §h keor tvanatawd & =t nhN k
nezdravhi, zejm®na pokud sé&opSambmo warjddoilfma wyksoauk &
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Vv pSz2padhn ng§hodn®ho zas ageemmMa domM?r n ® ed S§ivkiyednohou u
vypl 8chnhDte | istou tekouc?2koV®dckouzp TRmibdldy sty poobtjyerve?:- zvy .
podr §gdnNn2, vyhledejte | ®kpBakdDppdmbo®, protoge obvy
Jelikog existuje podezSen2pofmect himemaaanl sjme Mmuengnn2vm 2
teratogenem, rneupsr2odddh 2 m infdirkace ngieghete vbodu A Ne g § dfotut2o Y
pod&§ve&n2 upS2nperbaovk pSi mp8? palac® informace.
spodesti | kou | zvratky o Doe-ISlepndecch§ vk ol € k2, nolkonl et e
nepropustn® jednor 8zov® r ukyamnpitcoemat i ckou a podpTrnou p
Geny, kter® jsou (mogng) inkOrhpatibility® | i se pokougej?

ot Dhot nDt , nesmij 2 p S2 p rSaidieekbmpatibjiity defsau & tdispoziei,miproto tento
manipulovat spodest Tl kou | i zvraekgr im@etnSenl ®hi v pS2prav
kol ek. sg8dnT mi dal g2mi veteringrn?

B S e wzadaktace:

Nepoug2vat u shkmcic bSez2ch1.azZVLCGTNE OPATFENE PRO

Dal g2 informace pro odget SUZNEGKOD®OVENE n B E R D Wi RIABKES P ¥
Laboratorn? studi e na INEBKOa mMOeDPMADUp r P IOKU®I Y E JI CH 1
teratogenn? a embryotoxickdecWleinnaealepdilgiatrazweétuer i n§r |
U kolek nebyla stanovena boedzppaedl,n olstt e rMieothgootéom §z $122 dzroa v k u
| ® bv@®B2pravku pro pougit? ikhRhemvBSeposdtie medobn2ch pr
laktace.

U |IlovhRka a potkana mTge pMSPATHUMeRODUBHMN&K aRE VY ZeEs PF & E
pl acentu a hromadit se vVIBIFORMACE n® gl 8ze pl odu.
PS2pravek j e t ak® vel miLervgnbhte20p&Benggen

do mat eSsk®ho ml ®ka.

Interakce sd al g2 mi | ®1 i vI miformy$S2 d5. &AWk B¢ al NRORMACE
interakce: | nf or mujte veterinS§rrPoluzel PkaSey 2 Saotkaud

kol ka dost&vEg jin® | ®y neWetmBi h&tnha lo®lkiowi§n2p.S2pr av

Informace pro odgetSuj2?2c2honuepBedpBsen2zho | ®aSe:
SoubnNgng8 |1 ® ba fenobarbit alfermmacenkTbépd esnnd2 git klinickou
Yl innost thiamazol u. PS2prawdlk pjozikci ve 30ml a 1|
Thi amazol t1l umBenzoomidaczioNa vtirchhu nemus2 blt vgechny v

antihelmintk vj §trech a pSi s 0 u | Boshrnin@eminggiheich §pvl.&mn.a.

mTge zpTsobit n8&rTst jejicNapPas@mwti 8aR®lkoncentrace.
Thi amazol m8 i munomodul al n 3110 @9|Piamiky , proto je tSeba
tento pS2prateahu vzp$i vz Ve §4202840655 111

vakcinaln2ch programT.

PSedSvkov®md ,(pymmt2 pomoc, antidota)

Pokud m8te dojem, ¢ge jste kobhee|popdalbomadmPDgneus ek
d§vku | ®ku p(Stejd8vkoygls§m 2 k , d@l.g%op@@@\rﬁmﬁkura dom8c?ho,
pS2pravku zastavte a obr alSp/es1/1se-cna veterin§rn2ho

| ®k aSe, kterT mTge zajlstlt symptomati ckou

a podpTrnou p®[i. JMENO A ADRESA DRGITELE RO:.
PS2znakBykp®gd? “md¢w”ANeg§'60NEé|STRAC| A DRGITELE POV
| i ftk&t o pS2zbalov® informace.vhROBN ODPOVNDNEHQ ZA UVOL
I nf ormace pro oqetSU|2c2hoGAngr|pmg_(bguJE®kaSe:

V. toleranln?2ch testech u Ii@iarﬁhgrﬂn%rhbH&@orK%V kol ek

se pSi d8ngk Stchhi amazol u naLoﬁﬁérSﬁ%Q@Wﬂ/@dﬁtaNDmecko
objevily tyto pS2znaokeye, YpPfpii® d8vce: an

zvracen?z2, l etargi e, SVDdF@HI\?etVetéhnaryéuﬁ)ﬁﬁ@st0'09'0k®

a biochemick® abnormality (/apsgvgkgigol@ogonprapguezlymfopenle,
sn2gen? hl adiny s®rov®ho drasl ffosforu, zvlgen?z
hiadiny hoS|zku a kreat'n'muczexv'\?thamémmw{ée@gm\Mn
protil 8tek). NDkter® mgol by spRAlVkyud8vece

thi amazolu na den jevily zn§|rrbkcy||h|e|rrholjydd(§:k,®g/ad1®ﬂ1+§gek
a doglo ms§wdgrm®mu klinick@mddZMLI298N> kachen a kr Tt

NDktetrfB hzt o pS2znakT se u rhm&f%nhnhrﬁ{tﬁh%ndﬁrﬂz ch kol ek
mohou objevit i vd 8 v k 8§ c h md dhianfafblu
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3.0BSAH LELIVRACH A OSTATNGE CRéncéntaEeE&Emo xi ci | i nu upravena
1,0 g pr8gku obsahuje: k pS2jmu vody IR®Ez@mulsminosv? S:
L®livsg | 8tka: zZ8vi s? na teploth a kvali:
Amoxicillinum trihydricum 1000 mg a intenzithD ex2rc@mMmz2ch Vpodr
(odpov2zd8 amoxicillinum 87(L4mgA)C a mNDk k 8§ voda) j e ma
B21T, krystalickl préggek pSlbIgghD ale;eszevyvgzurj'[estaj2(:2
4. INDIKACE PSi teplotn 21,5 AC a v tv
L®| ba i nfeka 2 cdhaom8cRr Tt a rkoazcphuesnt,no st zvygug/Ie na mi nin
zpTsobenTch bakteriemi citDBvkmisealamdxpodl endruhT:
Kur dobh&mgdérul en8 d8&vka je 1
5. KONTRAINDIKACE trihydr8tu/kg giv® hmotnost
Nepoug?2vat k 1 ® bn infekcpSzpTagogkahhkgh zakdemr.i emi
produkuj 2lcazkmia nb8eztua. Cel kovg8 doba | ® by m§ trvat

Nepod8vat kr 81 2kTm, kSel| k Tnme,b ot ar k8kwarmg,nT mor p&se pamdech &
ani jinTm malTm bTlogravcTHKachny Doporul eng d&§vka je 20

Nepoug2vau? Sat se zn8mou t piSkeydt i wNkgshi v® hmotnost

na peniciliny-lm&b@amv g amefdaproavka/ kg g. hm.) za den
nebo na nPamecoich | §tek. Kr Ttbpopor ul en§  d-80wngaamokiadin 15
trihydr8tu/ kg gi v® hmot noc
6. NEGCDOUCé BDLI NKY 1520mg pS2pravku/ kg dgenhmd. poc
Peniciliny a cefalosporijmdyuctmolloiy nepdsobizt§vagnlch
hypersenzitivndhoeakte, pktpe®@uamdshndnT.
z8vagh®st kageamen8te jak®koliwv z8vagn®
neg8douc? Yl i nky | i jin®9. R@KKNY ,PROt EPRCVMNeE] PODCNE
uvedeny Y t ®t o pS2bal ov®izbod8f or maci , oznamte
to pros2m vagemu vetering§rn2mu | ®kasi
10. OCHRANNC LH3ZTA
7.CELOVhA DRUH ZVET AT Kur dom8cadefmaso) :

Kur dom8c2, kachny, kr Tty Kachny(maso): 9 dnT

Kr Tty (5madsnol) :
8. DCKOVCNE PRO KAGDh DMRUH, NepRSOTLAg2 vat u pt8kT, jejich
AZPSSOB PODCNE pro |lidskou spotSebu a bnt
Peror8ln2 pod8n2 v pitn® vpdPRD8tkem sng8gky.
Roztok pSpiprm®teodnN bezprostSednh pSed
pougitz2m. 11. ZVLCGTNEé PODMENKY PRO UCHC
Vegkerou nepougitou medi k Nepoag? weojdtue j ¢ entSebaveterin
po 12 hodin8ch zlikvidovatpo wuplynut?2 doby pougdgitelno
ZdTvodu zajigtnnz pS2jmu pdpAEXBAj 2Dahom nprooujdsittve?l no st
medi kovan® voalyy Zvw? SaSteasb ab Bh e mendl emiBsy? c i
nemNl| a pjSi2rsTitmpzkroj Tm vody.Doba pougitel hmstoitepSenprvm
Doporul uje se poug2vat S Sothatulll 4k @ihiTbrovan® v§@gic?
zaS2zen? za Y elem pSesn®DobmN$eongi pefadsv an @lostitucio z p u

mnogstv2 pS2pravku. podl e nl2 hodid. u :
Pro vipol et mnogstv? p S 2pcr haovvk8uv a t( vmi gmamestybl thZ.'
pogadovan®ho na I|etrblp|tpndElchhcm\d§/verm]Tge v dobSe uzavsSe
n8§sl eduj2c?2 vzorec: aby byl pS2praseRttem§aNnl pé
) prImprns Uchov8vejte v suchu.
X mg pSzp h _ 4
. motnost (kg) =xmg pS2;g L. R R
na kg ¢X % '8at, ina litr ; 12ZVLCGTNE UPOZORNNNGE
hmotnosti / den bTt | ®] Zvl 8gtn2? opatSen? :pPSo poudi
prTmNDrng denn2? sp pS2pravku je nutno vz2t v
na zvz2Se a m2 st n?2 pravidl a Protuigh it &
2 2 T :
ZdTvodu zajigtnDn?2 sprg8§vne® 0S B%v&%%§r§nys jglgtggz&%l&oegsetnom
. - crl t |vos§| bakt er.i wzob.o.var
ur | it gi vou hmotnost | ®l enll ch zv2zSat co~r&e1 ?%n J i
) . mo(§n®, m%s2 bl g | a z al
aby se pSedeglo nedostatel n®mu 'd Y gv%n . PS: em . ,
. . (r gl omn nz-ch, na /4§ ni f
medi kovan® vody z8vis?2 nairl]<f0rn|é: 2®(r:nh sttTavau.zptZC%‘\f.Se ci
Pro dosagen? spr8vn®ho d§vkovn§ncz, musl§ A



Poug2vgn? pS2prawnku,odktmokeyerjlev ® ¢ISiz2gpr avky se nesm? |

uvedenit®i ovpS2bal ov® |nfoomaadn2m'[g/eodyv Igii t domovn?2ho
preval enci rezistence bakteepdugilti amoxirdinl§irma a @HT gve
sn2git jeho % innost. kterT poch8&8z2? z tohoto pS$2pi
Zvl 8§84t n? opat Sen? url en® poosdolbe8 M2 sknéc® mrogddvBnvzaghk pSec
veteringrn? | ®1 i vi: PgniSitnp r aQr emo § nzovs2tSeacthT m1l i kvi dace nep
a cefalosporiny moh o u po injekci, ndhml ack T speogidrraNte s vag?
nebo po kont aktu s kTg?z Vgvol apathSepre?r sneanpsoi m§ hvai jt2u c hr
(al ergii). PSecitlivhlost na peniciliny mTge v®st

k e zkS2genim reakc?2m s cd4. aDABPMr iPOYSLEDNCao RENI ZE Pi
Al ergick® reakce na t yt dNFORMACK y mo hou bTt

v nhDkterTch pS2padech v&§gn®ervenec 2016

-Nemani pulujte s pS2pravkem5.Dpb&adl NRORMAGEe jste

pSecitlivnl 2, nebo pokud Pegme IpylbozvkoSpaaraul eno
spS2pravky tohoto typu nep Vaikostivbaatl .e26®g, 500 g, 1 kg, 2,5 kg, 5 kg .

- PSi mani pul aci s pS2pravdkemtdbdr gugrmwes2vgbthnavgechn
doporul eng§ bezpel nostn?2 Oeptad rSiem&r n2a | PuNvé pS2prav
maxi m§l nN obezSetn?, mby naepgdgdpi sk pS2 m®

kontaktu.

-Pokud se po pSZpnprkacm/rkteanktoub]sev2

pS2znaky jako napS§. kogn2calvyirt8glkazaonvyhl edeingem| i n
| ®kaSskou pomoc a ukagte Ip®koa3<|0nhotgkcutpoch\rmé’.)nz 32y
Otok obli] eje, rtT a ol 2?2 nedosoipot2ge pSi dlichg8n?2 | sou
v8gn® pS2znaky a vygadaetfSemkamgit® | ®kaSsk®

ZabraRte vdechov8n2 prachug gMENO A ADRESA DRG| TELE RO
- Pougijte buN jednor8§zovlp REGHISTRATT AXYHBREUTECLE POVC
normhD EN149, nebo respirSo/harOBAUGDPOVIPONEHB’ 2R UVOL
pougit? wvyhovuj2c? normh EANRGE ‘pokabwese NESHOBOIE
podle normy EN143. Drgitel rozhodnut?2 o registr

-BNDhem pS2pravy a podS§vVE8dapmimGmbPe/caR@ Vvody
poug:wveptepustn® rukavice. |onnersStr, 19, 49377 Vechta
-Po manipulaci s pSZpravke,\mgmrbecq(cb s medi kovanou

vodou exponovanou kTg¢gi umyjte

Interakce s dal g2 mi |®|'Vlsz(;ZpES\fp\fE"‘TVF_kFYII\PCRq\I%lHQ) Lo my
interakce: PS2 pr avek by nemDIl pBRIpRaAyVKQUd 8V EN ’

S antibiotiky, kter$§ inhciak]LtjiZbe|mn?Lg@/n§0/@@ktm%ylmi i

(bakteriostatickl 1/4!i”ek)nskot,jov%é‘,l&zyajpl%%ﬂé. tetracykliny,

makrolidy a sulfonamidy.

PSed8§8vkov§n? (sympt omy, pr3V@§SAHOW@EIVﬁadf‘l-tl'@oésﬂ'ﬁATNcCH
pokud je:Nebyylugx n®l §geny g§1dmno@sa@éobl®my

s pSed8§vkovsgnzm. L®| ba mu|§@|,b\,l§t gypptomati cks§

a nen? Kk dispoziastdotugp.8§dn® S@£cﬁg‘luoha%k® 240 mg
Pougit2 v prTbRNhu bSezosti obpbktaasg pebs ?n §9§]k5n2ku)
Laboratorn?2 studie wu pOtkal\?‘l‘a&nesin&n@rﬂlﬁn%éxé{hydﬂc n

o} teratogenn2m %l inku Q"&‘d'ﬁ@ﬂ ﬂl§m@oq1,§) $laﬁ( )
amoxicilinu. Poug2t pouzeAc|ddPnQ)or|CLanV§ge“2 pomDruGOmg

terapeuti ck®ho prospBichu L?rlr'ﬁ'elﬁ%arﬁl$ sdlugnmlrrﬁn nagl
veterihn®ka$em.

Inkompatibility : Studie kompatibility nejsou 4. INDIKACE
k dispozici, a proto te”tOAkVLPtt@Zr'mﬁHd“kallcn‘nVc|k|pSsztparvaV
nesma2 bl't §8ndmslemi sdal g2 mi veteringrn?2
I'®ivimi pSzpravky. 5. KONTRAINDIKACE

L. . -hyperkalc®mie a hypermagnez
13.ZVLCGTNE OPATFENC PRO -idiopatick§ hypokal c®mi e u
ZNEGKOD®OVCENE NEPOUGI ThCH PJFLPRAVKAZ U skotu a malich
NEBO ODPADU, POKUD JE JI CH TFEBAseptikemickT prTbnh pSi aku



-pougit2 po pod&n2 vysoklcdmtd@weh: - xnt am2mfuuz®e3d se mu ¢
chronick8 insuficience | e gwdobu20-30minut.
-pod8vs8&§n2 soulasnhD s nebo kr8§tce po pod8§8n2 roztoku
anorganicklch fosf§&tT. 10 OCHRANNC LHSTA

Skot, ovce, koza, k TRMa s o : Bez ochrani
6.NEGCDOUCE BLI NKY Ml ®k o : Bez ochrannich | hTt.

MT g e doj 2t k tra@mdiignt e ePiepmesloal @8ez ochrannlch | hTt
projevuje jako:

-inici8ln2 bradykardie 11. ZVLCGTNE PODMENKY PRO UCHC
-neklid, svalovli tSes a salPiovpaenzm otevSen2 ihned spoc
zvigen? dechov® frekvence.Uchovgvat mimo dosah dnDtz2.
ychl enz srdel n2ho ryt muClproaRitrei piS&ldn2chbaddmkar thi &z e
e povagovat za pS?2znak pBpdEgReefh2. tVenttakow®merin
2padidD je nutn® t.nf Opiogdpdon® d p IpSreutuzyyi dat a exspirace
douc? Yal i nky Ve formDa gbtukb zaelzkowaw®kou AEXPH.
avotnzho stgper lsalpS®mineDayiotimo uexspirace se vztahuj
nastoupit 6 -1 0 hodin po infuzi & mBsmti se chybnn

di agnosti kovat jako recidiva hypokal c®mi e.

RovnhNg viz APSed8vkovgn2d. 12 ZVLCGTNE UPOZORNNNE
Jestlige zaznaneedv8aden ® ankeRyBodlo8nct?n2 upozornhBn? pro kago

YWl i nky i jin® reakcet ®ko¥r ® ShapkudtBruz uhvyepdemaygnwe z®mi e |
pS2bal ov® informaci, oznamobe8vtSn2 pros ok uvagemyg?2 Kkor
veteringrn2mu | ®kaSi. Zvl 8gtn2? opatSen? pro pougit
BNDhem intraven:-zn2ho pod§n?2
7.CELOVh DRUH ZVEFAT pod8vs8&n pomalu a mus?2 m2t tr
KonhD, skot, ovce, kozy, prB88bhem. infuze je nutn®r &omir
obnNh. Pokud se objev?2 jakTkc
8. DCVKOVCENE PRO KAGDh (RUH, ( CESTAhy srdeln2ho ryt mu, ;
A ZP$SOB PODCNE neklid), mus2 bilt infuze oksas
Skot: Pomal § intraven-zn? infWawd.§4tn? opat Sen? urlen® o
DospRIT40sk6t miprpSvku na 5@ekgrign®mn2 | ®l ivli pS2pravek
hmotnosti (tj. 0,43 - 0,54 mmol Ca®*" a 0,24 - 0.30 PSedch8zedn@&muw S8hamopod§n2 in
mmolMg® na kg §. hm.). vyvol at podr §gdnn?2 V. m2str
Telata: 30 ml pS2pravku na 50n&lgodni@&h@ mmontoposit§in2 i nj ekce
(. 0,32 mmol Ca®* a0,18 mmolMg®* na kg ¢. pomac.) .
Owce, kozy, prasata: Pomal § i ntraven-zmdudintf2uzwe .pr TbNDhu bSezosti,
30 ml pS2pravku na 50 R$2pgavek hmet posgiz vat bRDhen
(t.0,32mmol Ca* a0,18 mmolMg®* na kg ¢§. Ihmtédrakce s dal akmi al ®&lailvgizm
DosphNIT skot, telata, ovceinterbkoezy a prasat a:
I ntraven-zn? i nf Y%ze se mugpn2hrovgdDi e pdmalek srdelr
po dobu 20-30 minut. VE8pn2kem se zesil uijadrenekgkr di &
KonPomal 8 intraven-zn?2 infazeethyl xantinT.
30 ml pS2pravku na 50 kg gBv®mhmot mg®mni smem s vitam2n

(t.0,32mmol Ca® a0,18 mmolMg*®* na kg ¢§. Hhwyguj2 vylulovs§n2 v§pn2ku.
Infuze nesm2 u kon?2 p PSe8iErvkwtv §ne y chslyonsptt o tidpta), pr v
4 - 8 mg/ kg/ h v8pn-2k36 mikdh . pbklu8l je to nutn®
pS2pravku). Doporuluje ke RS2ldig pyghtdé&vdamdu adv&wn - zn?
pS2pravbomDru 1:4 s fyziomdgeckiynworloazt okaemci §l n?2 b
nebo dextr-zou a infuzi pot8uhykatdsppRpodvRchadi ny.rd
Uveden® d8vkovgn?2 je oripBtphdeéah jzeés s tpaovuSesorndec e .
je pSizpTsobit dan®mu defRR2ltiug argcthv® kped§inho pS?2

roe
el

obnNDhRTr v N2 opakovgn? | ® by kliypersenzb § n ®2 merj el wv2em v z §vi s
po 6 lkdhdi nBo zjigtnnz2, géai sstyampitroumy PjS¢awmaky hyperka
ve vztahu k hypokal c®mi ck ®me g tliaéhw,dijne pmod m® uddl.g2Kv T
infuze aplikovat v intervalu 24 hodin. nes m:2 b1t chybnnD di agnosti

hypokal c®mi e.
9.POKYNY PRO SPRCVNE P ODCN & Inkompatibility
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Studie kompatibility nejsou k dispozici, a proto tento

Virus parainfluensis canis attenuatum (CPiV) kmen

veteringrn? | ® i vT pS2pr aMahdttan ne s m? bTt 10°Hh20%°@@IDs,

s g&8dnTmi dalg2mi veterin§tns5m | ®f ekl mi pgSvhnrapkp. t kE
Rozpougtndl o:

13.ZVLCGTNE OPATEENE PRO Voda na injekci 1m

ZNEGKOD®OVENE NEPOUGI ThCH PyoPRAVKSt: B21 8 peleta

NEBO ODPADU, POKUD JE JI CHR®ERBAgt NDdI o: Bezbarvg tekut

L®liv® pS2pravky set 8eéemi2ctlvi%mi dovat pro

odpadn? vody i domovn?2 ha INDKAGEa d u . Vgechen

nepougitl veteringrn2 | ®| ikvTakpnfudnpifzaaiceik psdbodo8pabddnT

kterT poch8&z2 z tohoto pS2pkpawvkiencrmusiorbiat iftiykai ¢ov &n

podle m2stn2ch pr8§vn2ch pSedpT sdb eirem gsihky

(0] mognostech l' i kvidace

nekptneSeDnT cmorlt@lliivlycha kIl i ni

pS2pr avklﬂte\.easgp20mr aveteri n§ranB'[oIb®Ina$ehmpszm adenovirem

Tato opat Sen? napom§haj ?

14. DATUM POSLEDNE REVI ZE
INFORMACE

Lerven 2016

15. DAL GEé | NFORMACE

Pouze pro VeveSah@rn? | ®|
je vyd8ve8n pouze na pSedpi

Velikostb a | &®02m]
Vel i kostlix500nml]6exs30 ml, 12 x 500 ml

c hlepsrneivte ngciiv oktlni2n ipcrkol scthS epd®2.z n a

vylul ovg8n2 ps2ho
Pgr r& oBvAel dOeVnET -2blkmesiemC P V
-k prevenci klinn%x&drzh wysl2uln
ps2ho parlwoVJiertlwngre2 provede
s CPV2c kmenem

-ke snegpntaln2ch klinickTch
iaTvyp8d pvagwe kawy rus T aa ap sn?fH
s adenoviru typu 2

N8§stup imunity:
N§stup imunity

pardio¥iru

byl prok8z§8n

Na trhu nemus?2 bilt vgechny-8eltilkdoyt ipobapreinmavakci naci
a i nf eykndomatheitida(CDV, CPV a CAV2),
-po 4 tTdnech u infekln2 he

CANI GEN DHPPi | yofilizgt a2(CAYLACRY): Nndl o

pro injek!nZ Suspenzi p oD!’OQb\/a trv_8n?2 imunity:

97/057/16 -C Doba trv§gn? i munity je jede
u vgegbédksl o

1.JMENO A ADRESA DRGITELE RO AGRODagGAM byla d®l ka i muni

O REGI STRACI A DRGITELE pPo9Y®LeNegicky. Pro CPV se ul

K VhROBN
GARGE, POKUD SE NESHODUJE
Drgitel oregdratihanlit obce
VIRBAGC 1 ® rAwenue - 2065m - LID

06516 Carros (Francie)

22.NCZEV VETERI NCRINIEHAOH O
PfréPRAVKU
CANIGEN DHPPI

Lyofiliz§gt a rozpougtndl
pro psy.
3.0BSAH LELI VhAhCH A OSTATNE

1 dsvka
L®|l 1 E§®ky
Lyofiliz§8t:

Virus febris contagiosae canis attenuatum (CDV)
kmen Lederle 10%%-10*° TCIDsy"
Virus laryngotracheitidis contagiosae canis atten.
(CAV2) kmen Manhattan 10*°-105° TCIDsy"
Parvovirus enteritidis canis attenuatum (CPV) kmen
CPV78916 10%°-10%8 TCIDsy

(1 ml) obsahuje:
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ODPOVNDNEHO ZA UVBENYR&Cinaci

j sou -2par@P¥2cl 8§t k

st 8l e pS2tomny. Ve studi 2c
zjigtnn g8&dnl viznamnl ro.
vakcinoveahtholan2ch psT ve
pro CPiV a CAV2.

5. KONTRAINDIKACE
Nejsou.

0 N%GCDPJU&I@I rpd-l NsKuYspen2| )

o pods§ n® ky pS2pil
pozo rov§na m2rn§ Iok§|n re
CHY miczrEkbRhem 1 ag 2 tTdn'[
reakcee mffiTt otok (O 4 cm),
|l ok 8§l n2 ed®m, Ve vzgcnich
s bolest?2 nebo svRDdNn2zm.
PSechodn@akpmsntaan l etargic
bnNgn® Ve vzgcnich pS2padec|
hypertermle nebo zag?vaeg? poc
prTij nebo zvracenz.

Byly pops§ny vel mi vzg8§cn® |
v pS2padhN takov® alergick® 1
by mhRDla blt pod8&na adekv§tn?2



Letnost neg8§douc2ch Y% i nk@hrja®t ec hpaSeadk tnerrai zzeonv.§ n a
podle n8sleduj2c2ch pravidbdbkeEpoug2vejte tento veterin
-Vel mi |l ast® (v2ce ned 1 zpolOumlvenSutt2, &dley Spoygiazej Ao
neg8§dononk$ ¥l pr TbhNhu jednolpoEXB.get Sen?)

Last® (u v2celDne@dglllalze?2B@ha zepolw@d telvmésamt i otpw Sepnr? :

zv2Sat) | ®kovky spotSebujte bezprost
-Neobvykl ® (u vzce neg 1, ale m®nN neg 10 zv2Sat
z 1000 zv2Sat) 12. ZVLCGTNéEé UPOZORNNNE
-Vz8cn® (u v2cre®nMegnel, 1DIZezlv& Stan? upozornhNn?:
z 10.000 zv2Sat) PS2tommagte Sski ch protil 8te
-Velmi vz&cn® (u m®nN neg dd zwa&kKei rzo viaOn.T10c0h0 fzevr)SatmT g e
vietnnD ojedinnNIiTch hl&8gen2oNlivnit vakcinaci.vaRconal r
Jestlige zaznamen8te | ak®kclhi®ma zgd2@agn®dapgd s ® d@uic 2u po dd
“Winky li jin® reakce®tbtel ®8ukpwsdonz2upedekggdl druh, o
pS2balov® informpcos?2nmzvwadhemgattan? opat Sen? pro pougit
veteringrnzmu | ®aSi. Vakcinovat pouze zdrav§ zv?2?¢
Po vakcinaci se giv® vi-Z,ov®
7. CE&LOVh DRUH ZVETF AT CPV) mohv8itrozd@ nevakcinova
Psi. jak®hokol i patol ogi ck®ho
v kontaktu.
8. DCVKOVCNEé PRO KAGDRY)DRUZMHv.| SGIHSNPA opat Sen? urlen® o
A ZP3SOB PODCNE veteringrn2?2 | ®  ivli pS2pravek
Po sm2chgn? l yofilizovan® Va p8&8kmpma®nN s Ino§ghkoyd n®@bhamgisebBep

pod§vejte subkut8&nnh j ednua pdl8ivkkouv aGa nm goeSr?up i Cokhferdim,| @k a Sl
dle n&sl eduj 2 c*chho®maatkwc:i nal pdmoc a ukagte pS2balovou i

Primovakcinace: praktick®mu | ®kaSi

Prvn2 vakcinace se provs§d2PougtthRav pdTBRhUdb$erBkui
Druhg§ vakci4natclied npeoc h3. Nepoug2vat bhRhem bSezosti a
Jel i vygadovg8na tak® akt iléerakce: i muni zace proti

|l eptospir-ze, Il ze poug?2t | nfeptmacei rovbezpedhosnu a
od firmy Virbac jako razpldsgoziddldhkazuR& ,r ekennusttuilttme vk

jedn® d8vky tohoto pS2pravkpodSvitedsowak€&€¥hkou proti
|l eptospirov® vakc2ny od Vifbacr pokud je Rdispotica ¢ j emnnD

prot Sepejte (barva rekondlej soovado®hoapn®r ochdlormace o
e slabhRN narTgovDIle b®govi§®t oa vpadeéjinye phkBEmJi tjk npmd
dgvku 1 ml subkut Snentler po8t e2 mst éj®i ®tvd m pS2pr

J

j ednu v u

vakcinalch®mat ekc2 vnHFoaphNéMm2nNDn®ho .pSRepzhodmuut 2 o] p
tTdnT od 8 tTdnT vDku. vakc2ny pSed nebo po | ak®mk
Revakcinace:eKagdor ol nh. | ® i v®m pS2pravku mus? bTt
Jedna booster injekce |jednws§geiivky ebymotmilval chT pS2padT

pod&§na 1 rok po druh® injekdSieds vikotv&@ nkagdl rok.
MateSsk® protil §tky mohou DesentlikniSsrabcrhg p$avkad eetpr ok § :
ovlivnit i munitn? odprovDNhia nkgk cnienja ctisgkci ¥Net g€ d ® u o 2 Yal
pS2padech se doporuluje saplvilhdwektou,t S§ge? daBakarv§gn?
vakc2ny od 15 tTdnT vRDku. zvigena (ag 26 dnT).

Inkompatibility :
9. POKYNY PRO SPRCVNEf PODCNém2sit s jinTm veteringrn:
Vzhl ed rekonstituovan®ho kp&mprp8kprayku lbedaden®ho v
nar TgovDnDIT.

13.ZVLCGTNE OPATFENE PRO

10. OCHRANNC LHSTA ZNEGKOD®OVCNE NEPOUWRRANWKHE PF
Nen? wurleno pro potravinovBEB®2SBPADU, POKUD JE JICH T
Vgechen nepougit]l veterin§gr

11. ZVLCGTNéEé OPATFEQYCRRO UapOY, kterT pochm&8zh2hot 6 ®b
Uchovg§vat mimo dosah dRt2.pS2pravkbul,t muskkvi dovg&n v sou
Uchovgvejte a pSepr-8Cujte phbhadaen®y (2

ChraRte pSed svDtlem.
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14. DATUM POSLEDNE REVI Z B. KONTRABIBIKATE £

INFORMACE Nepoug2vejte v m® S2pSeaceicthl i
Lervenec 2016 na | ® ivou | 8tku, jin® cef
ze skupiny betal akt amT nebo na
15. DALGé | NFORMACE z pomocnich | 8tek
Pouze pro zv?2Sata. Nepoug2vat v pS2padhD rezisH
Veteringrn? I ® i vT p $2 pr anebw peniciling vyd8vEgn pouze
na pSedpi s. Nepoug2vejte u kr8l2kT, mor |
Veli kosti balen?2:
1x1d§vk®mIl ahvilka dybahvi z8AUNEGCDOUCE PHPLI NKY
rozpougtBnDdl a Ve vel mi vzgcnlch pSZpadec
5x1dgvk@l ahvilek dybahvi t8RkterTch psT pozorovs§gn
rozpou)gtnhdl a a / neboVervVi®&eanich ps padec
10x1dgvKi® |l ahvilek allpbhhVvi Eg88eaci t| VvIiplSP?sptaidD hypersenzi
rozpougtinDdl a mus2 blt | ® ba ukon| ena.
25 x 1d8vVilkdyvi [ 2k a2pdfaihlviz Fkekvence?obg&tion&kT je defi
rozpou)gtndl a n8sl eduj2c?2 konvence:
50x1 d8v,kB | ahvil ek ab5padfaihlvii 2 &kel mi |l ast® (v2ce neg 1 z
rozpougtnDdl a negativn?2 reakci/reakce v pr
100 x 1 d8v,k(a00 | ahvi |ieki A8H0f -Last® (v2ce neg 1, ale m®n
lahvilek rjozpougtnDdl a zv2Sat)
Nat rhu nemus?2 blt vgechny v-eM@nklosltastb@l enw2ce neg 1, al
z 1000 zvz2Sat)
-Vz8cn® (v2ce neg 1, ale m®n
Cefaseptin 75 mg tablety pro psy zvzSat)
96/058/16 -C -Vel mi vzg8cn® (m®nND neg 1 z
vietnnD jednotlivich hlg8genTc
1. JMENO A ADRESA DRGlTELEJQSVhR®Bc§?Z“3m9“§t@em§mm®m0
ODPOVNDNh ZA UVOLNNNGE GARG%,'ﬁbKUé' jin® reakce, kter
SE NESHODUJE pS2bal ov® |nformac’|, 0znamt
Drgitel rozhodnut2 o regisVYPhE[Nin8rn2mu [ ®kasi
Vet oquinol s.r.o., Z§me|n|ck§ 411, 288 02 Nymburk
Virobce odpoviRdnl za uvolnénzcﬁhpyé DRUHY
Si

V®t o q,Miagnw\Mernois
F-70200 LURE FRANCIE , 3
8. DCVKOVCNEé PRO KAGDh DRUH

2.NCZEV VETERI NCRNEHO LELI VAHHPSSOB PODCNE
PféPRAVKU Peror8ln2 podg§gn2.

Cefaseptin75mgtab|etypropsy 15 mg <cefalexinutmastkg dg_via\
Cefalexinum dennhD (odpov2dg&8 30 mg [/ kil

den) po dobu:

3. OBSAH DLINNE LCETKYDALETEK) dAT v pSzpadn infekce mo
SLOGKA (S) Al'espoR 15 dnT v pSzpadhD |

Jedna tableta obsahuije: infekce kTge. )
Cefalexinum 75mg AIeSpOR 28 dnT \" pSzpadl'J hil

(ut cefalexinum monohydricum) kTge. i
B®yovs podlouhl § tableta. PSZpraveI{vpmS{ngaacbr]) pot Seby ro

Tabletu lze dRlIit na steJn%SbQEvaHyPOtraVy

tnNDgklch | i akutn2ch stav

4. INDIKACE (S) zn8m® rens§ln? insuficience

L® ba bakteri§ln2ch kogn2chPahPens: p(r\PIefP?llf'Jg'htludek®Z‘é
povrchov® pyodechrmlkr@orgamsm)ﬂ;soB@\ﬁ‘PJn§5°ben
v | e tSmphylococcuss pp ., citl i vl mi na cefal exin.

L®| ba infekc? mo| ovich c®stPO KVINgtRBO nSePerCIVtNEdyPODCNC

a cystitidy), szsobenTch'fm?@(kb%ﬁ@"&@h% e 8 v ko vedinp by

Escherichiacoli cit1ivimi na cefalddwiSp hmotnost Zv2Sete co nej
podd8vkovgnz.
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10. OCHRANNC LHSTA s dich&n2m | soua vv8ygonadd ug & zonk
Nen2? urleno pro potravinovE®kab5Sk®aoget Sen?z.

Poudgit2 v prTbRhu bSezosti,
11. ZVLCGTNE OPATFENEé PRO BEHPVLWGEGHBE veteringrn2ho | ®
Uchovgvat mimo dosah dRt2.stanovena u fen bRDhem bSezc
Uchovg8vejte v pTvodn2m obapouze po zv8&8gen?2 terapeutic

Doba pougitelnosti po prws?ml ogeldeneét evrrint§m2hw | ®k &
obalu: 16 hodin. Interakce s jinl mi | ®1 i vT mi
Jak®koliv zbyl ® | §sti p o uinterakéec h tabl et vraSte zpht
do otevSen®ho blistru V z8j mu zajigtinDn?2 Yal i nnost
Nepoug2vejte tento veter ipnS®@rpr2avdk®] ivdmNDipS2hpravepoug:?
po uplynut? doby pokgiatbellmscesh @ k tuevreidest®a tniac k T mi antibi
po EXP. Dobapougi t el nosti kon| 2cedmd loschbm2rmndneanminmogghesad
vuveden®m mDs2ci . ant i bi oti ky nebo nNDkterT mi
furosemi dem, mo hou szgit ri
12. ZVLCGTNEé UPOZORNNNEé (SPSed8&8vkov&n2 (symptomy, prv
Zvli 8gtn2 opatSen? pro pougpbkud ge2Batnutn®
PSi | ® bN povrchovich pyofdesmy 2 peovt§sdebna® p en @ oidvvizns

zvEggit pS2slugnim veterin@é®m&sobh®k a$emr uploetnSte bdi§ v ky
syst ®mov®ho pougitia§najmnous bidetninkdpkpzalryov ge pS2pravek ¢k
alternativou | ®| by Shteezi nglo ujNakdd® d canad 2 bialtii kkky, kter® [
jinTch antibiotik, kter fojpooul eg®m| adirkao vigaeé v § gndd
edvinamiorgmhesmu doj 2t p%PiSepdrvkpe §hmdnkcve pS2padn pSe
edvin k syst®mov® akumulla®liba by mpe pmd i czkn§ m®

en8l n?2 i nsuficiencae sy geia a bTt d8vk

anti mi krobinglfrm2ot dx8itckkyl mis3. ZVhE@GTNE OPATFEENE PRO
by nemRDly blt pod§8§v8&ny souUZANEGROD®OVCNE NEPOUGIANKGH PF
Tento pS2pravek by nemhdl NEBOODPADW BOKUBIEJCGH | ®| b DN

gt DRRmotsnost?2 nigg2 nedg 1 Wgechen nepougitl veterin§r,|
Pougit2 pS2pravku by mnRl o olliptadz alkageerno pnoac hw8iz| ezd ktuo h c
testu citliveanichakte rziv2z Jieitkedioddevn§2n podl e m2stn2ch pr
to mogn®, mNl a by blt | ® ba zalogena na m2stn?

epidemi ol ogick® situaci . 14. DATUM POSLEDNE REVI ZE

Pougit?2 pS2pravku v rozpolNEORMACEpokyny uvedenT mi

v SPC mTge zvlgit preval eher vdbrakde e2026 rezi stentn?2ch
na <cefalexin a mTge snzgit Yl i nnost | ® by jinTmi
cefalospori ny a pewnodi | magn ®zzJJdBS2 G2 ANBGRMACE

rezistence. Vp S2 padh pougit? pS2 pBlisry k U § ey 2ml?l as ebAYC PVC/ hl i n2

br 8ntvahu ofici §ln?z, n8roda®p?2 aovi® skkrn@bi pkavisdlla bl i str
antibiotick® politiky. Pap2rov8§ krabilka s 10 bl ist
Zvl §gtn? opat Sen? url en® PRoaspozbr§onv,8 ktraeb®]| ka dsE§v2ag 2bl i st
veterin §rn2 | ®livi pS2pravek zNa& Sarthfumnemus?2 blt vgechny v
Peniciliny a cefalosporiny mohou po injekci, inhalaci, Veteringr m2S2 dredvievk j e vyds§
pogit2 nebo kontaktu s kh@2 pSegdpi at pSecitlivhlost
(alergii). PSecitlivhlost 02 nonicl Ll ny mT & o w-® S t
ke zkS2genim reakc?2m s cefalosporiny a naopak.

Al ergick® reakce na tytoh [§Geﬂ&s§éptimd1nﬁglﬂablé1ﬁpt0p§g/ nhDkterl
pS2padecKRem&mgin®@ul ujte s pS2gnmNKeMmM, pokud

v2te, ge jste, pSecitlivnlz, nebo pokud v8&m Dbyl o
doporuleno s pS?pravky tohgtojjyRtb ACADRESKADRGI TELE £
PSi  manipulaci s pSZpravippPoVterNmUzA eUvOEORARE AGARGE,
doporulentg bezpelnostn? §EFNE§H§I9UTJI§ a buNt e

maxi m§l nN  oabbeyz Seteno G| o K DPE*tM®MUy 6 zhodnut2 o registr
kontaktu. Po pougit? si umypigqLFAREI s.r.o., Rynbuekl ni ck
Pokud se objevz pSzznaky qu%be@pédp5@@@ﬁr ﬂa§@$@|nnr
vyhledejte |1 ®kaSskou POMO§@EtRo qiNagnpWefnois! ®k asS
upozornhNn?2. Ot ok Obl"eJeF-70260tLl-JrREFRQ\I\lICﬁE nebo potzge
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22NCZEV VETERI NCRNEHO LE£LI VEHODCVKOVCNE PRO KAGDh DRUH,

PFré PRAVKU ZP3SOB PODCNGE
Cefaseptin 300 mg tablety pro psy Peror8ln2 podgn?2.
Cefalexinum 15 mg cefal exinu na kg gi

dennhD (odpov2d§ 30 mouosti/ ki l
3. OBSAH DLINNE LCETKY (LCTHé)podabu:DAL Gé

SLOGKA (S) 14 dnT v pS2padhn i.nfekce mol
Jedna tableta obsahuje: Al espoR 15 dnT v pS2padn

Cefalexinum 300 mg infekce kTge.

(ut cefalexinum monohydricum) Al espoR 28 dnT v pS2padhn hl i

B®3JovsE podlouhl &8 tableta. kTge.

Tabletu lze dRIit na stejn®SppravehymgygradbdtpoySeby ro
pSidg&n do potravy.

4. INDIKACE (S) U tigh | i akutn2ch stavT,

L®l ba bakteri 8l nz2ch kogn2chngm®ekce?n §lwl2etinMs hfl iubiok®c &

povrchov® pyodermie) zpTsobpaiSanmi kprroworgandgismy, u zv?

v | e tStmdhylococcuss pp ., citlivimi xndv acjerd §id ®xé ma .

L®| ba i nfekc?2 mol ovich cest (vlietnD nefritidy

a cystitidy), zpTsobenTch9mi ROKWYNY amMRG myP RCWINeEt PIDDCN @

Escherichiacolji ci tl i vimi na cefalKexziaf.i gt Dn2 spr§vn®ho d§vko
givg hmot nostnejvg Sesrehj i, ab

5. KONTRAINDIKACE podd8vkov§gnz.

Nepoug2vejte v pS2zpadech zng8m® pSecitlivhDlosti

na | ® ivou | 8tku, jin® celfdl o GQHRAMNG LHETAIi n® | 8§t ky

ze skupiny betal akt amT nebo na Neknt2e ruaod keonloi pro potravinovs§g

z pomocnich | §tek.

Nepoug2vat v pS2padhD reziktenzeLCiGarNé eORADERNEI RRO UC

nebo peniciliny. Uchov8&8vat mimo dosah dpDt 2.

Nepoug2vejte u kr8l2kT, mobthoy&§képtkTvappvekdomml §bal v
Doba pougitelnosti po prvn

6. NEGCDOUCE PLI NKY obalu: 48 hodin.

Ve vel mi vzgcnilch pS2paddalk ®@kolliyv mdylp@dEB3¢t i pougi

nNDkterTch psT pozorov§gny don eovtoel vnSoesnt®h o zlviriasctern?

a |/ nebo prTjem. Nepoug2vejte tento veterin
Ve vzg&cnlich pS2padech mTgepdoju®pt yhup $e cdiotblyi vpld uaéeiatbe || ncoe
V pS2padh hypersenzitivn? pmn rE&XPkc2Domas?poligi t ¢l@hbat i

ukonl ena. vuveden®m mRNs2ci

Frekvence neg8douc?28mm loimkR® je definov

ng§sleduj2c2 konvence: 12. ZVLCGTNé UPOZORNNNE
-Velmi last® (v2ce neg 1 zZvlosgzw2SaotpatlStemr§ prvpkapup?t

negativn?2 reakci/reakce v PBTbNhU bjRedmohroc hgelt Sendply od:
-Last® (v2ce neg 1, ale m@mwiBgrdag Ad2glvéPmitmzeel @0 i ns§

zv2Sat) syst ®mov®ho pougit? ajmaui bi o
-M®nN | ast® (v2ce neg 1, al eem®@atNi vnoeug |10 byvdSat pougi
z1000zv 2 Sat ) StejnnN jako u jinTch antibio
-Vz8cn® (v2ce neg 1, ale m@®mMbrRviEgm NLO | 2dvS ammg a h 0 snBIQe d
zvz2Sat) pSi poruge funkce ledvin Kk
-Velmi vzg§cn® (m®nN neg 1VzwsSSeadhNlenEm® zw2n$dtn,2 i n:
vietnh jednotlivich hl&§gentéukpS2panddIgena a ant i mi
Jestlige zaznamen8te | ak®Isoéi votzoSxviacgknl@ny n ebgeSmdiokuyc 2 b T t
Yol i nky i jin® reakcegt®kbeseo®| aspBou uvedeny v
pS2balov® informaci, oznaTeert ot opSpmposaazvmk vaodge nmue mnl| b
veteringrn2zmu | ®kaSi. gt DRRmotsnost2 nigg2 neg 1 kg
Pougit2 pS2pravku by mnRlo b
7. CELOVE DRUHY testu citlivosti bakter-iz i
Psi to mogn®, mNl a bygerbd tnd ®mb
epidemi ol ogick® situaci
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Pougit? pS2pravku Y rozpota. DAPUKMYBR@SLuEvDeNdée nREWMI ZE PF
v SPC mTge zvigit preval e NEORMACEK t er i 2 rezistentn2ch

na cefalexin a mTge sn2gilterwknenog0168 ® by jinlmi
cefalosporiny a peniciliny, z dTJvodu mogn® zkS2gen®
rezistence. 15. DALGE¢ | NFORMACE
VpS2padhD pougit? pS2pravkBlstrdl!| §dralja cbidse-WE PVL/ hl i n?2
v¥%v ahu ofici8ln2, n8rodn#®apdromB8stkmzabiprkavisdlla bl i str
antibiotick® politiky. Pap2rov8 krabilka s 10 bl ist
Zvl 8§84t n? opat Sen? url en® Poaspo2br8ony,§ ktr ab®| kpeo ds§ v2ag 2b 1l i st
veterin §rn2 | ®livi pS2pravek zNa& Sarthfunnemus?2 bilt vgechny v
Peniciliny a cefalosporiny mohou po injekci, inhalaci, Veteringrn? | ® i vT pS2prav
pogi t2 nebo kontaktu s kTdhza pyedpias. pSecitlivhDlost
(al ergii). PSecitlivhlost na neniciliny mT 4o v-®st
ke zkS2genim reakc?2m s cefalosporiny a naopak.

Al ergick® reakce na tyto I§Geﬂagéptirﬂﬂ7(501nﬁ?glﬂablétﬁpt0pgg/ nhNkterT|ch
pS2padech v§gn®. ) 96/060/16 -C

Nemani pulujte s pS2prgekgmiepokud vZtie

pSecitlivnlz, nebo pokud ;VvEmyeRDL! A ADPRPEOSTAY IDERGY TELE 4
s pS?pravky tohoto typu nephpeIhdNR ZA UVOLNNNE GARGE,
PSi mani pul aci s pSZpravlS@,qESH@nggUJIe vgechna
doporulenstg bezpelnostn? PP @it tSée|n2 aodlhqjl\gtzeo registr
maxi m8I nD obezSetn?2, aby vaedgeai g B SZom®muUz s me | ni ck

kontaktu. Po poegit? si umymhgk ruc,

Pokud se objevz pS2znaky jyikophBaPSdp&PHAAT VYd SOKA nDr
vyhl edejte | ®k aSskou pomoq,®ta0qu\}ﬁa§n%\ye@n0| ®k asSi toto
upozornhiNn?2, Ot ok oblllejep_mzoothJl'RE ol 2 nebo potz2ge

sdTch§n2zm jsou v89gn® pS?znpgdpcer Vvygaduj?2 okamgit®
| ®kaSsk® oget Senz.

Pougit? v prTbDhunetbDezosdg ek VETSERI NCRNEHO LELI VE
Bezpelnost veterin8rn2ho Ip&lap@hoxyprS2pravku nebyla
stanovena u fen bDhem bseéd?a§ebt|'n75@mgla9éfy @Esg Pougzt
pouze po zv8gen? terapeut icek®RmMm prospB zi ka
pS2slugnim vetering&rn2m | ®kaSem.

Interakce s jinTmi 1®ivlimi pBSKAHEVELYI NNEI iLne®r kfyo rmye T
interakce SLOGKA (S) ' B
V. z§j mu zajigtnDn?2 1/4|'nnosJ‘ednataBléfaob‘éaﬁtﬁeer'n§rn2 I ®| i v
pS2pravek nemDI bTt pougdesimim Vv kombi naci 750 m

s bakteriostatickTl mi ant'@ic@f&ldxﬁu%monoﬁ)}ar%dnﬂsn® ug2vegn?

cefalosporinT parI’TVInr‘IZOgg@'IkelSt’B%\b§l’§l podl ouhl § tableta.
antibiotiky nebo nDkterl mbpewdbdmieitd kKya pg reKb8AovI T
furosemi dem, mohou zvTigit riziko nefrotoxic ty
PSed§vkov8n2 (symptomy. piUNDIKACE &JNOC . antldota)
pokudjeto nut n® L®| ba bakteri §lnzch kogn2ch
Testy prowm@dnNnzvz Sapedhn:? Wovrchov® pyodermie) zpTsobe

agn®sobn® doporu| en® d§kav|(e]t§mmﬂP/&c}§u95pgvakrci‘?tt|ivai n
dennD) prok8zaly, ge pS2pragpkabyinEdop Snfo8) %o c ce:
Neg8&§douc? Yal i nky, kter®a Crposr}ql{ld)p)astgb-l—s benich |

h
> 0 T
pSi doporulen®m d§vkov§n? ’Es&&/chﬁéoﬁké}’f"l|vi"m|psnzapadjenfale
pSed8vkovgn2pSeW §w&opdg&dhR by mhd

| ®| b a sympt omati ck§. 5. KONTRAINDIKACE

. A 5 A Nepoug2vejte v pS2padech
l3.ZV_LCGTNC OPATFENCE PRO na | ®l i vou | 8§t ku, jin® cef
ZNEGKOD®OVCNE NEPOUGI ThCH ?ef“sléﬂ;ﬁ—thﬁ%{% aktamT nebo na
NEBO ODPADU, F?QKEJD JE JI CH a'é,gg nTcH}IeIp@tu@l%vat v pSzpa
Vgechen nepgugltl Veter'n§r\'a'8e2faloslp ,5 ébperﬁblﬁ*nypravek n~ebo
odpad, kterl poch8§z2? z gbgu@zs\;ep @y KY ks Th T tmo |
l'i kvi dadv &@n mgstnzch pr§vn2ch pSed pls'[
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6. NEGCDOUCéE BDHLI NKY tablet vraSte zpNhNt do otevSe
Ve vel mi vzgcnlch pS2padBHepoulyy lvietj dpeo v epeed § m2§ r n 2 | ®
nDkterTch psT pozorov8ny ponewpllynrowstt2 dbpbya penkyiatbe || ncoe
al/nebopr Tj &m. vz&cnich pS2padpec hEXtHH.geDdba2tpougitelnosti
k pSecitM ipH2madD. hyper senwuivteidvenn2@nh mNs & k¢ 2

mus2 blt | ® ba ukonlena. .
Frekvence neg8douc2ch %l inkZ. j2VLA&GT Mo viBmM@z Q@RoNnoNcé2 ( S)
n8sleduj2c2 konvence: Zvl §gtn? opatSen? pro pougit

-Vel mi |l ast® (v2ce ne
negatrievarkci / reakce v p
a

g 1 zPSLo0o Iz@]2Brat pokteh8vivghk apyjoxd
r
-Last® (v2ce neg 1, |

TbnNhav § gidtn o pS2cd autghdm? ) vet er i n§
e m&nyls tanp vBh oz w2oliagti t 2e afmd bi o

zv2Sat) alternativou | ® by bez pougi
-M®nnN | ast® (v2ce neg 1, 8t ej m®njRaknoe gu 20 ndxchSatnt i bi
z 1000 zv2Sat) pSev§gendVi nami, omfaei swmu d
-Vz8cn® (v2ce neg 1, ale m®mMN neqgr uPe ztaBhtez [1le0dvdmd k
zvzSat) V pS2padhD zn&§m® rens§ln2 in:
-Velmi vzg&cn® ¢m®aNzndd. 0@@Bvkaz2 Sasn2gena a anti mi

vietnhD jednotlivich hl &8genbrdf md&e @xaiddR T mi Y%l inky by o
Jestlige zaznamen§te |akO®lkoliaFTaelBtvagp®?2 preajvedkpolmp 2 nemn

Yl i nky | jin® reakce, kt &r ®@hkepDéogohRatede nyi §g 2t @teod

pS2balov® informaci, oznahoegitte p6odpt mvkwageynumiDl o b

veteringrn2zmu | ®kaSi. testu citlivosti bakter-iz i
to mogn®, mNDla by blt | ®b

7. CELOVE DRUHY epidemiologick® situaci

Psi Pougit? pSzZzpoawkus vpokyny u

v SPC mTge zvigit prevalenc
8. DCVKOVCENE PRO KAGDh DRUH,n«ES8EAa(¥Xxi A a mTge sn2git
ZP5SOB PODCNE cefalosporiny a peniciliny,
Peror8ln2 pod§n2. rezistence.
15 mg cefalexinu na kg ¢gVp® pradddt npsugi tevapB68§pravku
dennhD (odpov2d8§8 30 mg / kivivwgtham of w®i 8thn2npoati m7stn?
den) po dobu: antibiotick® politiky.
14 dnT v pS2padh infekce m@Wbghth?ceosptat Sen? urlen® o
Al espoR 15 dnT v p&RkpadiDie@miAsraRodv®| bvli pS2pravek zv

infekce kTge. Peniciliny a cefalosporiny mohou po injekci, inhalaci,
Al espoR 28 dnT v pS2padhD hpadpiok® mabtoerk iritn@k tiunf e k ckeT ¢
kTge. (al ergiciiXli vh¥eost na penic
PS2pravek pngymacdd tpwt Seby kezdrkc2ngemdbm reakc2m s cef
pSidg&n do potravy. Al ergick® reakce nantDktterll &t
U tnNgkTch | akutn2ch stapSPR,pasewh jvgnkmo®&. pS2padT
zn8m® ren8l n2 insuficiencé. (vNemamddukbupt eZvs §m$npr av
op@atng pro pougit2z u zv2Sm$Oci tmTyg®l b7t ndBewkapokud
zdvojn8sobena. spS2pravky tohoto typu nepr a
2. PSi manipulaci s pS2pra:
9. POKYNY PRO SPRCVNEf PODCHOporul ent§ bezpel nost n?2 0
K zajigtnn2z spr8§vn®hto wWr§lvkmagind§lbrydD mBba zB8Et n2 , aby r
givg hmotnostnejivpSesrenNji, &byptasaktpSe®egbougit2 si umyj
podd§vkov§gn2. 3. Pokud se objev? pS2zn
vyrg§gkvayhl edejte | ®aSskou p
10. OCHRANNC LHSTA toto upozornhDn?z. Otok obl il
Nen2 ur|leno proSptoaravinov§ dVch8&§n2m jsou v8§gn® pS2zzn

_ | ®kaSsk® oget Senz.
11. ZVLCGTNE&é OPATFENEé PRO BeHOVEVYCNWNEpPpr TbNhu bSezosti,

Uchov8vat mimo dosah dRDt?2. Bezpelnost veteri n&kunnebyla | ®
Uchov8vejte v pTvodn2m obabkttanovena u fen bRhem bSezc
Doba pougitel nosti p o prvwmw2umeopevIegPennitE&Emapmeutic

obalu: 48 hodin. Jak®kol iv zbyl® |p&s&tsil upmiugivdtceriri n§rn2m | ®ke
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Interakce s jinl mi | ®l i viHuveSaaradav MMABR §usipBe nfzer npyr o

interakce pod8&n2 pro kura dom8c?ho
V z8j mu zajigtinDn? Yal i nnosti by veteringrn? Il ® i vT
pS2pravek nemnl b1t pouBdOBSEMH LELK VMmICIHN Ac IOSTATNECH

s bakteriostatickT mi anti Bedbhiakg8vkSa u0,a0s2n5® mugdsb8§ahuj
cefalosporinT paminm2ogghesidds\Ismi Egokyl ovan® ooCcyst.y
antibiotiky nebo nNkterT miat ehiuwrvetniTikcyh, | aampiSe k| Bmen T
furosemi dem, mohou zvIigit kbktckdFEifmeid odttoxicity.

PSed§v k(osvy§m@t o my , prvn? p o Aimegaaceraufita i dot a) ,  50-139 oocyst*
pokud je to nutn® (kmen RA3+20)
Testy prow@dnNnzy 2 Sap ed & n 2 mwmeriamaxima 100-278 oocyst*

agn%sobn® doporulen® dSvkykmerIMCK+#/ kg dvakr §t
dennhD) prok&§zaly, ge pS2pr &weiamitsy| dobSe s r@0ge8roocyst*

Neg8&douc? Yol i nky, kter ® (kmeodoonit3+9)nast at pSi

doporul en®m dSwlkeok&wnaj, 2 sw EFimeii tpnald N 150-417 oocyst*
pSedg§vkovgn2. V pS2padn pQSlendnsRtk+8 &§n2 by mnhDla bit

| ® ba symptomatick®g. *Podl e i vitro postupu vIr

in
oocyst bhRhem m2chg&8n2 a pSi r
13. ZVLCGTNéEé OPATFENE&é PRO Bezbarvs ag b21 8§ ag svintl
ZNEGKOD®OVCNE NEPOUGI ThCH PBEPRAVYKSepg§n2.
NEBO ODPADU, POKUD JE JICH
Vgechen nepougitl vetering84 WBDKACR| i vi pS2pravek nebo
odpad, kterTohpooh®A2 pravk K, anutsi2vn®it i munizaci kuSat
likvidovgn podle m2stn2ch pr &vr2ndh kg Rehdpp $ZTznakT kokci
E. acervulina, E. maxima, E. mitis a E. tenella
14. DATUM POSLEDNE REVI ZE RBE&EBAROVWHAUNI ty: 21 dnT po vae
INFORMACE Doba trvg&n2 imunity: nebyl a
Lervenec 2016
5. KONTRAINDIKACE
15. DALGEé | NFORMACE Nejsou.
Blisrs k| §daj 2c2?2 se-PPCPVC/ hlin2k/ OPA

Pap2rovs§ krabilka s 1 blis6mNEGCDOULEt DU Il NIK&c h
Pap2kowa®il ka s 2 blistry pNejgsoabtre§®ygh

Pap2rovg8 krabilka s 12 blisdesyl pge6 ztaazbnlaemedc8ht e | ak ®k o
Pap2rovg krabilka s 25 b||§’tfylkpo!6 tjabni@® trgsedkcet ®koder
Na trhu nemus2? bilt vgechnyp$ebakos®i ibnafloernmaci , 0z namt
Veteringrn2 | ® ivl pS2pravektprimgdE®8aSpouze

na pSedpis.
7.CELOVhA DRUH ZVETF AT
Kur dom8§c?2.

HuveGuard MMAT suspen ze pro ol n3 nebo i
peror§8ln?z podé&n? pro kuta 8DGEYKOWENE PRO KAGDh DBRUH,

97/049/16 -C A ZP3sSOB PODCN¢
Cesta pod§n2: peror 8l n2z podEé
1.JMENO A ADRESA DRGI TELE ROZHODNUY®? na krmivo, v pitr
O REGI STRACI A DRGITELE PoVdkgngaln? sch®ma: Sprejovsi
K VARROBN ODPOVNnDNEHO ZA UVDBEBENKRKEI VO a oln2z kapky: pode
GARGE, POKUD SE NESHODUJE kagd®mu kuSeti ve vhDku od 1
Drgitel rozhodnut? o regisfPFhBB pvooddeaj:t e jednu dSvku v
Huvepharma NV, Uitbreidingstraat 80 kuSeti vedwvPku od 3
2600 Antwerp, Belgie L
Virobce odpovRdnl: za uvoln%rP%OKng\‘Y g®RO SPRCVNE PODCNE
Biovet JSG 39 Petar Rakov Street Kagd nped co&dre*> se prov §jddu z |
4550 Peshtera, Bulharsko 30 ml obsahuj2c? buNO 1dS¥@O
vakczny. Po otevSen? l ahvi |
22NCZEV VETERI NCRNEHO LELI VE®lol obsah.
PFéPRAVKU Pod8n2 sprejov8n2m na Krmivec




Startovac? krmivo % mn &¢ sltivtzr P OdOopsrdcd vt &K )n ®me b o 00@ 5 |
pro prvi+2chhod2 n gi voptod o g@#iSwaek )sesuspenze vakc2ny a xeé
na pap2?r nebo plast na podNakejtdeTbsegsSpawyzi vakc2ny
PSed pougit2zm resuspendujde napdy etcy hd Tky atd@rhun
protSepg&n2m lahvilky po dPhud$SHe ejeolmrkdirSamaSe Nt e
vakc2nu ve vodRO®O0 pod§widitu mhaa klagdich 100 pt&kT je tSetl
vody (5000 d8vek WNWypb8&§thhoNTe.dharhwhd kzud ml suspenze pro hr
2 alr 8t vodou, aby se vgePBny spoeysvgnidosmalkuSata p

ven z | ahvi IskuysspeNahesotoecystodBr (BT &3) .
sprejovgEnzm rovnomNDrnhD pSeBSPpprvaxa tkarmiwm®hdb&gd2ec? ho
na t o, aby s e rovnomDrnDNapoktagkj&@(Dcetl§vepklonhlhvo;iyte :

povrchu krmiva, kter® budédo kwhadn@ nk§ddobypmzipcdi.dej t e
PravidelnhD mf&khejapel i k §t or (E133) mkonoeraracoOi0l % wiv.

dobu sprejovgn2, aby se zal\bar§hhgd6(t103a15(§w§lk2 noaol ciyjstte. 1
Dbejte na to, aby bylo ogeoSehodv@®gkh&8d®byost pBri@ejte
krmivo a aby cel kovT p o | €RB133) a kohcenkrazivd,81n% vaivh dg§vek
odpov2dal poltu chovanich R6%5ptava a posuSparze:vakci nal n?
Jakmile je vakc2na naSedhDmRa&spspempbwjgtia 2 ,0omwys2t ybT d Tkl
okamgithn aplikovg8na sprejl@ah&njrhy mdbsakumeed 1000 nek
a kuSatTm mus? b1t okamgPsNdeymoegnbel Tp S dSesdazpc 2 in@ h vriol:
k takto ogetSen®mu krmivu.a dTkladnhD prom2chejte. Vyp
Po zkonzumovgn2 pS2dnhDlu ofbedben@®@ha okt mkea, mihyg se v

pokralovat rutinn2 krmen?2. ven z lahvi ky. Napl Rt e z8§sobn?
Pod8n2 v pitn® vodDd rozpragovac2ho zaS2zen? cel
Pro pod§&n2 vakc2ny mus?2 blsuppaegiey PagdipPgnbBy.udr gujte
ZajistniDte dostatelnT polseus pemape8j eTlekk medmwmr adgovac?
nap§jec2ch prostor tak, aBybaggchmRozEpusSgoaacwmiNDl aasS2 z
pS2stup k vakcinal n? suspeonzie,l i KO@bhth® tak obdr get

spr8vnou dS8vku. Pro |l epg? uni formitu vakcin

Rozm2stNte nap8jel ky rovboxmDr nplo pobucedl®ems poR 1 h
prostoru, v nhlmg jsou kuSarkBonsufpean. vgechny kapil k
ZnemognNtepkasSaupPmk vodiD ¢gostdotbask 2svNtl a, aby kuSata
hodiny pSed vakcinac?2. a vDnoval a se p®| i o] vl as
PSprava suspenze xanthanov@®sgampw2ch kuSat.

Lze poug2t komer| nhD dost up Roodu§ nx2a notlhnazncohv okua pgeukmu .

Pro pS2@0@Gvds§vek nalijte Prbitprod§hksto® npicthnGapek p o
vody o] pokojov® teploth kdp8§tkmodmrP&esnns&donbnyo gst v2 pot
a rozpusSte 5umy. xanthanov®z§vis? na velikosti kapek,
Pro pS2m0Gvd§wek nalijte 1poulgiittr@ klaipStt@& opi t n®

vody o] pokojov® tepl ot PddbOO0OOhd8m@®k mra§ dvoeblyi kos't kaplk
a rozpusSte 25 g xanthanov®e8SadtPnou vakc?2nu

PSipravte vakcinal n? S URBopP5e0Mz20i d8wne&l|l adupt ckmst kapl
zpTsobem: cell obsah jedn® |l ahvil| ky d
Prot Sepejte dTkl adni | a h vobjénk1@5 ml)s vakc2nou pro

resuspendaci oocyst. Ot evSete | ahvil|l kwPodrgaki kegd®ekuSe tak, aby
obsah do n2ge uveden®ho o0 Ingjednuustrahui Neth@ jegni kapk® (cca @,02% ml)

0 pokojov® teplothD:0®0 Idgwedhkperionad $i2prsauvsippelnzeteosSeh®H
a 10 l'itr T por0o0 pdSg?vperkavuVyspk &8 c hmibBtye dogl o k jeho getr
l ahvil ku 2 ag 3kr 8t vodou, p&Skey sepuwditelXni?inny Gapgs kyn) :
dostaly ven ®roabBepeékye zéskaebmobpgemknohu. oR$echot 2pn
2 | i toOrO0 (di8v e k) nel®01@&§V &kkw)SE ($pust2te, ho nechte mr
vakcinal n2 suspenze a postupnni pSeveNte

do pSipraven® suspenze 100 DCHRANNEC® L HE T Ay

Za dTkl adn®ho m2 c hg§n? proBezapclgt ®mAT ctho mdiglen n 2

suspenze.

Prom2ch8&8n2zm suspenze x alh. tZWaA riCaT A &  QPRUAMTYF ENOVER G NG
svakcinal nz? suspenz? s e z8cs kv Skvoarte Inm o mdogahveaDnDt 2.
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Uchovg8vejte a pSepr@Bufte sghtimmin®dal2g2zmi veteringrn?
ChraRte pSed mrazem. ChraRte pSed svhDtl em.

Doba pougitelnosti po prVviRRZNWLOGENSe@P ATV EINES PRIDo

obalu: spotSebujte ihned, HABNEKKODEPVENE NEPOUGI ThCH P¥
Doba pougdgitel nosti p o r o zNoElBBGOQ MnDPAPUd| BOKnUS VY aJdEu :J 1 CH T
4 hodiny. (0] mognostech l i kvidace ne

Nepoug2vejte tento veter ipnS@rpmr2avk ®|seTpopéNpeawvek ag?
po uplynut? doby pougitelndatouvpdeb@®nhanaepdokméhBj?2 chr

12.ZVLCGTNE UPOZORNNNE 14. DATUM POSLEDNE REVI ZE Pi
Zvl §gtn2 upozornhRn2 pro katNBEGRMACEl ovi druh

Vakc2na obsahuje ¢giv® oocyetryehkok@idi? a navozen?

i munity je z8visl® na replikaci vakcinaln2ch kmenT

v kuSatech. 15. DALGEé | NFORMACE
Vgastrointesting§ln2m traktVakakocaonevameikoohsdtedlldv 8hae
bNgnN nal ®zt oocysty po dbobaoyKl ac® I¥akbdnwpl medbl oocys
i d®l e po vakcinacidob® osneddas. gt keaykdased ddogyst vede k rozvoji

se jedn§8 o vakcinaln? oocyismyni kyeaO®paokkalSajt2cecy&huar
prostSednictv2m podestT | kyvedeRelceyhk |latcyeS dEmengs tk ok ci di
je nezbytn8 pro rozvoj imuhhfegekhnpr ol ahavigl?2R d @ Iz rpaomayzektohh
Ochrana prot| kok0|d|§ln2(LDFhEt)ekcr:|obpa»huv:SE)C|m|ha6|gedc
se zvyguje pSirozenouk @kdklaaz otul,i na@2 kp%2 st uupz §kv Njr 80 neboo b s a
terapeutick® | 8tce s anti OO di8&lekz aktivitou kdykol
po vakcinaci mTge m2t protV¥ehiep&stzini bhl eh?tv kartoenwvwojs
i munity. To plat2? po celoul dbpul kiDeinab@5o0kouosS adts.v k § c h

Zvl §gtn2? opatSen? pro pougNa2tuhmvh&mus2 bibtalvegne2c.hny v
Vakcinujte pouze zdrav® ptPBhkuze pro zv2Sata.

Vakcinujte p ocuhzoev a k& Santaa Metlaze§rn? Il ®ivT pS2prav
s podesPioksm2gen2 pravdDpoaobpBedpis n8kazy

kokci di e mi pSed n§stupem i-munity io +tSoha odetranit
podestT | ku a dTkladnhD wvylistit prostory pr o chov

me z i chovnT mi cykly. HuveGuard NB suspenze pro o

Zv| 8gtn? Nopa,téenz urlen® |gsobim| nkteds® npodhiwajkura d
vgterilni§\rln20$2®pravek zv?2Sat J/ma7/16 -C
PSi aplikaci vakc2ny sprejov8n?m na kuSat a nebo

na krmivo mus? ugivatel poyugiqio KAoRDRESAS DRGI TEREK RO:
a ochranBo okagd®m pougityp REGlI $TWAEI® A DRGITELE POVC
a dezinfikujte ruce a n8stkKOyRR@ODPOVNDNEHO ZA UVOLNNN
Sn§gkKebyla stanovena bezpetARSt, VEdkD "$E 'NE'PHODUJ E

| ® i veho pS2pravku pro poupihfibPheR, ABAAKYz2 o registr
Interakce s dal g2 mi |®|'V'HI]\PephePrr%iNP/VU%VelleYgstréaw@a'92 formy
interakce: PSed vakcinac? a po VaghFaAnRe S Belgif ePOd8vejte

g8dn8 antikokcidika, viet P Spud & 0@ vIlg n i P28t 6481 nnr
jejich pooydSmohl o m2t negat ighRpfiseV3Y beYar Rakdy Sréu ni t U,

kter8 je z8visl§ na recyKkl| asgdpesher§ Butbhbrsky Prost Sed? .

Nej sou dostupn® informace o bezpelnosti a %Wl innosti
t®t o vakc2ny, pokud~JJeanﬂ§é§EWET¥$ﬂ%t® ¢80 LELIVEHO
veterin8rn2zm I ® i vIim P S 2l gap/ K ek U zho t 2

o pougit2ny®psSedakebo po j@RK®EPd i N&”@rﬂ
veteringrnzm | ® ivem pS2pr on<§Jn2mUp§'o iyt ap
na z8kladhD zv§ggen? ]eant|IV|Ch pS2padT.

he
PSed§vkov8n2 (sympt omy), Pr¥mBSAHMLE.L | &hiciHI At ©STATNE CH
il

pro

dnu
spenze
e g¢eRe

Po pod§n2 10n§sobnhD vygg? d8yky dO&PWA Yo POZP I AIVEMYsahuij
g8dn® neg8§douc?2 %l inky. L®Iive® | 8§t ky:

Inkompatibility: ) ) o Sporulovan® oocysty ze dvou
Studie kompatibility nejsou k dispozici, a proto tento lini2 n8sleduj._2cz2@meradr uhT Ko
veteringrn? I ® i vl pS2pravek nesm?2 blt m2 s en

108



Eimeria necatrix(kmen mednec 3+8) PSipravte vakcinal n? sus

100-310 oocyst* zpTsobem:

Eimeria brunetti (kmen roybru 3+28) Prot Sepejte dTkl adnDu pgroahvi
50-155 oocyst* resuspendaci oocyst. Ot ev Set
*Podl e vitro postupu vialhsahe ¢poonzsganavedz2n@bbt wbj

in
ococyst bRhem m2chgn2 a pSioppogogoplm®2 tepl ot N:0®0 Id§gwvek
Bezbarvsg ag b21 § ag svhal el0 b®JopBo OspuSs2ppdramvetk . 5 Vy p |

pSi protSepgnz. lahvilku 2 ag 3kr8§t vodou,
dostaly wven z lahvil ky. Pr
4. INDIKACE 2 1itor00 (di§vek) nel®O1@§&Vek
K aktivn?2 i muni zaci kuSat voack ci tn&$2n214 sdispele esn2agenpgo
infekce a klinickich pS$S2znakT plilpciadien®y spEpemer® x
druhy E.necatrixa E.brunetti. za dTkl adn®ho m2 c h §n?2 pro
N8§stupitwmu 21 dnT po Vvakci suapenze.
Doba trv§8§n2 imunity: nebyl BrpmdkBgMhfamox@nigwmyt okem vak
se z2sk8 kone|l n® mrd@s tdv8v ek
5. KONTRAINDIKACE nebo 25 | i0OtorOT d(8pvreck )5 suspen
Nejsou. a Xxant hanov® gumy. Nalijte
do nap8jec?2ho syst®mu.
6. NEGCDOUCé BDLI NKY Pod8n2 oln2ch kapek.
Nejsou zn8my. Pro podg§n?2 ol n2teh skamdkar gdo
Jestlige zaznameng§te |akO®kalpiStkasS§vR®e®n@emBdgste? p o
Yl i nky | jin® reakce, kteB8®i as®j smar wweéd&moyt v tkeatpoek
pS2balov® infortmacprrosémnapa@®empwugi t® kap§tko.
veteringrn2zmu | ®kaSi. Pro1000 d8vek a velikost kapl
neSedhNnou vakc2nu.
7.C¢LOVh DRUH ZVEFAT Po5000 dS8vek a velikosttekapl
Kur dom§c2r o chiolsonvi spke® chovy cell obsah jedn® | ahvilky d

objem 125 ml). )
8. DCVKOVCNE PRO KAGDh DIRUHPOCESTA kagd® kuSe tak, aby

A ZP3SOB PODCN¢E na jednu stranu. Nechte jednu kapku (cca. 0,025 ml)
Peror 8l n2 pod§gn? (v pitn®valbdiNpalnme?bosuslpreznzpoaddhnnN d
(ol nz kapky). oka, aby doglo k yehd. g&ap
Vakcinal n2 sch®ma: podejtépSednuopd@v Dm2 m a kkca?pnSyt k a ) :
kagd®mu kuSeti ve vDku od &4 NEBME dotknout ol nzho po
kuSe vypust2te, ho nechte mr

9.POKYNY PRO SPRCVNE PODCNE

Po otevSen2 |l ahvilky o0000bj 280mOCBRAMNC obHd&TA|j 2c2 1
nebo5000 d&vek je nutn® spotBesdowahr aredlic o blshaht..

Pod8&8n2 v pitn® vodDh

Pro podS§&nmausv2akici?2tnypougi ty nlapgZLLIGKMINE OPATFENE PRO UCHC

ZajistnNhDte dostatel] nl pollecthovnBavpa& enfienko dmoeslmd dNDt 2 .
nap8jec2ch prostor t ak, a by h ovvgSevcehjntae kau SpaSeap r mUGUE A @) .c
pS2stup k vodRN s vakc2?2nouGChraRmehp Sedt arkk aabthr Ehr aRt ¢
spr8vnou dS§8vku. Doba pougdgitelnosti p o prvn
Rozm2 st Dte nap8j el ky rovabmbDunNsppbSekbej] ®en i hned, ne
prostoru, v nhDme@naj sou kuSabDabastpSjugitelnost:i p o rozp
ZnemognhNte kuSatTm pS2st ugphodily vodhND po dobu
224 hodiny pSed vakcinac?. Nepoug?2 t e tento veterin
2 doby pougitelnos

ve]
PS2prava suspenze xanthanop® gphynut
Lze poug?2t komer| nhD dostupnou xanthanovou gumu.
Pro pS2@0@Gvds§vek nalijte 3A22FZVLEGTNG sUWMOZpdRNINGN &
vody o pokojov® teplothD Zdb8gymEdm® o znoSrdnobnyz pr o kagoc
arozpusSte 5 g xanthanov® amg2na obsahuje giv® oocys
Pro pS2@p0@Gvds&§wek nalijte 1iSmulniittryT jld st ®vipilt@®Aahr emeri
vody ) pokojov® teploth vdbuSawhedm® n§doby
a rozpusSte 25 g xanthanov®gagsmyointesting§ln2zm traktu

e
u
h
N
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bngnN nal ®zt oocysty po d@SbhDALLGEad NFORMABE nebo

i d®l e po vakcinaci . S n¥akOigaceprjasdAgesdeboogna ko
se jedn§8 o vakcinaln?2 oocységyklkaes ®vakkiuSaltnrelk yko ay
prost Sedni ct k2 mRecyklawed eanty$t!| podest T | ky. Tato recyklace
je nezbytn8 pro rozvoj i muhmupi aypropoéargtupébrawomehr ar
Ochrana prot.i kokci di &I n2obouiund ceekrelichpdr uhgimeiakadcidi 2 r
se zvyguje pSirozenou né&kalznjuek|a2pSkahwipl kka | a k @k2oZ kio h
terapeutick® | 8tce s anti KAKPE]Ji Ol mbsakui 80t ml &dg&ot

po vakcinaci mgg®é2 miditviprwltbgtkaurazwbj nzkovim uz®60DNDr e
i munity. To plat? po cel ouneboSOW 0g idwortek .kuSat .

Zvli §gtn2? opatSen? pro pougVetikosv? Satal en2: kartonovs§g
Vakcinujte pouze zdrav® pt Blwiy kami 000oebd5000 d8vk§&ch.
KuSat a mus 2 bTt chovgna Nsat rtirkitunmemwms2 pbltazgechny v
s podestlTl kou. Pouze pro zv2Sata.

Pro sn2gen? pravdhDpodobnosVete&kagynkoklc®|diiveimi pBSed av
ngstupem imunity je tSebmaop$edminst podestTi | ku

a dTkladnD vylistit prostors—pro _chov _mogzl chovnl mi
cykly.

Zvi §gtn2 opatSen? wurlen® oolHmeEDkt@r®/ pod§wajei | n>
vetering8rn2 1®livl pS2pravedsgossve? S@at Tm

Po kagd®m pougit? s i umyjte a dezinfikujte TrTuce

a n8stroje. JMENO A ADRESA DRGI TELE RO
Sn§gkebyl a stanovena bezpeénﬁéé|§ﬁﬁ@dﬂ”@fmﬁ@WTELE POVC
| ® i v®ho pS?pravku pro pRUIAREBNPBBEBVILDNEHDY zA UvoOL
Nepoug2?vat u pt8SkT ve snSgggRR@EPPERUY $¢ dNds RS E
pol 8tkem sn8§8gky. _Bioveta, a. s.

Interakce s dalg2mi | ®|iVvIighmehSkRRhadY o128 18al g2 formy
interakce: 683 23 Ilvanovice na Han®
PSed vakcinac? nep@o§vwesgkice n@L@g 8 epubl i ka

anti kokci di ka, vietnD sul fonamidT, protoge jejich

pod§n2? by mohlo m2t “egat'ZN&ZEV'\VET‘E‘RI'W@F@N(@H‘@ ke 1817 \BE |
je z8visl8&8 na recyklaci oopysprMVRUOStSed?

Nejsou dostupn® informace QALBESED BhgYOnSIt i ndj e/k||'nn2”°rsotztok
t®t o vakc?ny, pokud sje nbmﬂjt%r}ﬂh%r{blﬁm (ﬁt@dtog)ﬁa‘ﬁdﬂtartras)
veteringrn2zm | ® i vim pSZprav ozhodnut 2

o pougit? t®to vakc2ny pseﬁoﬁsaﬁ PeLiok@mkal b¥ThTREEH
veteringrn2zm | ® i ve®m pSzeraglzde am Uesk? lbltahg[gvgdgngﬂ:
na z8kladhD zv&gen? JednotIL®|p{)®p§§pgg

PSed§vkov8n2 (sympt omy);, P I BuiotphaRduf O C antidote 10 mg

Po pod®&m&sobnhD vygg? d§ka(uF%tBrMhbr%htd?u%sljor°V§”y

g8dn® neg8douc? Yl i nky. Pomocn® | §t ky:

Inkompatibility : . o Benzethonium chlorid 0,10 mg
Studie kompatibility nejsou k dispozici, a proto tento

veteringrn? | ® i vT pSZpra4v|,q|jqKAcE1esm2 b1t m2 sen

sg&§dni mi dal g2 mi veter|n§rrpsm|pra®l 'kV|J”b'vel?J§d1PR6aVr‘§aMl glezi
a preanestezie u c2lovich dr

13'ZVLCGTN6 'OFBRRIOF ENC K § odAnalgetikum; Tl umen2? m2rn® ag
ZNEGKOD®OVCNE NEPOUGI ThCH REFRRAVKS| esti gastrointest

NEBO ODPADU, POKUD JE J|CHk3rEﬁ9‘ PS2pravek _tsbuvisiost b ol

O mognostech i kvidace “s%&ﬂ@ohr%ﬁob”p'ocrhodr{Z@rﬁl' vd ey
pSz2pravkT se poraNte s Vag§edﬁtlvdfneK esréd1a§d|”2drb|@bkda§snezmsta|
Tato opatSen? napom§haj? anﬂrénbce;ﬂo'ru‘(o%ﬂ)nﬂdzn r(E’nﬁlelr?)tsed :

Sedace pSi | ® ebnTch a diagn
14. DATUM POSLEDNE REVI ZE gtrng;ALLzOM zv2Seti.
INFORMACE PES: Analgetikum: T 1 u me n 2 m2rn® ag
Lerven 2016 souvisepdopermiln postupy, ;
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po ortopedicklch operac?2ch8 DEWK OV ENE a dP?ROh KABKDkh cIVRUH,

tk8§n2. A ZP3SOB PODCNE

Sedativum: V  kombinaci s medetomidinem ZpTsob pod8n2z:

hydrochloridem. KS§ce: striktn2 intraven-zn?2 g

Preanestetikum: Pod8n?2 p Préapesteziv k UPE § , KOL KA: intraven-zn?2 (i

sniguje d8§vku cel kovich nemesitrettria&kmu s kzuelj m@n2a (i . m. )

tiopentalu sodn@®hopod®PS8prip&kpagn i .v. podgn?2 nepooc

soul §st anestetick®ho pr o Vywduid we pvS2 lkiogmb irryadil ®mu i .V

medetomidinem a ketaminem. opakovan®m s. c. nebo i . m. p C

K OL KAnalgetikum: T|1 u me n 2 m2rn® agm2ssitlan.® bol est i

souvisepédaper as|l n2 mi post uh¥yee zej m®na

po kastraci, ortopedi ckT ¢ hJakopnalgetkari:c h nebo operac?2ch

mNRkkTch tk§nz2. butorfanol d&8most 8t ANmg/ kg ¢

Sedativum: vV  kombinaci s medetomidinem cog odpov2d8 d8§vce 0,01 ml

hydrochloridem. 1 m /100 kg ¢g. hm. i.v.

Preanestetikum: Pod 8§ n?2 p S 2 pearesteziiu PS§vku | zepodhkopat Seby. Anal

sniguje dg8vku cel kovich namntesgwejtd kb Dhezmne jInB®nmai nut po

tiopentalu sodn®ho. P S2 pr Jakoeddativijme pod8v§&n j ako

sou| §st anestetick®ho p r o butokamdl uv konwinacik e detornidinens: i Aplikujte

s medetomidinem a ketaminem. detomidnvd §vce 0,012 mg/ kg ¢g. h
za 5 mi nut pot ® apldiskwcjet e

5. KONTRAINDIKACE 0,025 mg/ kg ¢. hm. i .V

Nepoug2vat v p§2 dnN zn & m®buprieot ivtkonibinadil e mmifidinema Abll@JJte vou

pa
Dkterou z poifidmcwnd &vhc d PVelkk4 mg/ kg ¢ . I

| 8t ku, nebo na n
KS§eNepoug2vat u zvz?2Sat sNE8§strE8mMOU patl@ ebBlcém 5 minut
jatern2ch funkc?2. vd8vce 0,02 mg/ kg ¢g. hm. i.v
Kombinace butorfanol-detomidin: PES
Nepoug2vat u zvedaknsearyi ipkodAnigaikues:
bradykardi 2. but or fanol sdoséetBmg/Bygr. hm. ,
Nepoug2vat u zvz2Sat se zjd@g Db § ad §-c @& 6 miOjR&ktge rgn 2 chtm
funkc?2. 020,3 ml /10 kg ¢g. hm. i.v.,
PES, K@eKAug2vat u zv2Sat B$2pgjageBnoaplailk ejrtac?2 15 mi
jatern2ch funkc?2. anestezie, ammy gead glck ®kmu Yl i
zotaven2. Analgetickl Ul ine
6. NEGCDOUCé BDLI NKY 15 min. Na aknoar tgierzu §1 nl2ze opa
Po intramuskul §rn2 aplikacpS2sper amk@e podmeésp Ot S@byx.hu
pozorovatestwédst n§ bol Jako sedativum:

KS§ceNej|l asthDjg2zm neg8douc 2 nbutotfdndl n koenbinacij ssmedstdmadinegn: Aplikujte
ataxi e, kter§ mTge -IDSnnutr v Soutarfanolp d § doeu 031 mg/ kg g. hm
Slabg§ ag silnhRDjg2 ataxie sBezmTdstdedihdle mdetgpiuinaapd§ v k a ¢ |
kombinace butorfanol-d et omi ndi n. U tOet d®25emgtkg ¢g.o hmm. i0Obw. |l
je nepravdhDpodobrnu®ehgpesieh e zphoddgslvoejk e oddpPedn®, i nj kkl n?
Je nut no dodr govat bNgn § (vizbg 6.2 ISkempatibility).a b y byl o

zabr8nhDno poraniNn2 kon?2,. Na dostatel nl ng§stup sedace
Po aplikaci samot n®ho but2c0r fme mal p Send gza hrEg =tnétm | ®] ek
m2rn8§ sedace. Pr o n §anestezie apikujte atipamezol, vd § v c e
PES:.But or fanol mTge zpTsobi t0,08-6,plr2e5si mge klgu . ¢ . hm. PSi bl
But orfanol mTge tl umit mo tsiel iptauc i gand t rdooisntt8vss i ch@ | 8% ke o 1
traktu. Vz8cnWbjseevi mMTganor ximeg,n. psgj pmci ent postav?2,
nebo pSechodn§ ataxie. Jako preanestetikum:

KOLKButorfanol mTge zpTsobittor daempoles s d Buvesceltaydh Dmg// kg ¢ .
Po aplikaci samotn®ho but eav,fmamebdssc. se nedostavuje
zSetelng§ sedace. Aplikujte 15 min. pSed navoz

Po aplikaci pS2pravku se mJakoesedniivsn a wiednestmtikuhr i Hrensedikace
barbitur8tov® anestezie:

7.CELOVhA DRUH ZVET AT butorfanol v kombinaci s medetomidinem: Aplikujte

KonhD, psi, kol ky. butorfanolvd 8vce 0,1 mg/ kg ¢. h m
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Bezprost SednhD pot® anpdS&ivkcuejJtak omedeat §mi danesteti ck®ho g

0,01 mg/ kg g . hm. Obl . V®| butmdanblo v i kambinaci s  medetomidinem
pod§vejte oddpPpedn®, i nj kk| naketaminéi: k al c e

(viz bod 6.2 Inkompatibility). I nt r avero-dB8mplikute hutorfanol vd §vrc e
Jako soul 8st anestetick® pbofiokngll kg ¢. hm. i .V, Bezpr
butorfanol v kombinaci s  medetomidinem medetomidin vd §v c e 0, 04 mg/ kg g
a ketaminem: Aplikujte butorfanolv d 8 vce 0, 1 angetaknip vd8vce -21 525mg/ kg g . h
g . hm. i .om. Be z p raplikuieS e ckrel amp ot @ §vkujte podle pot$S

medetomidnvd 8vce 0, 025 mg/ kg dgL®|hm.a ip ond §v@hiRkole v joedddnl®® einmMj e
| ® iva pod§vejte jedd® esnB3ka@tkelcev(viz bod 6.2 Inkor
(viz bod 6.2 Inkompatibility). Po 15 min. aplikujte Pacient ul ek3nemibndhepmo 2apl i k
ketaminvd 8vce 5 mg/ kg ¢g. hm. ipemd.8l n2ho reflexu nastg8vsg :
Sedace a n8stup anestezi ePr & e n Shoestetie aglikujtep Sipamézol ga Hv c e

do6mn od prvn?2 aplikace. OPX bmglhghdd ga hm. mPSé bbbhom

se ztrgc?2 patkovli reflex. ped§ln2 reflex, pSiblignn z:
Anestezie odezan53 wmB. pp &plikacl i gchdd szt ern§l n2 polohy a za da
ketaminu - vr ac? se patkovl repbskav2Do stern8ln?

pol ohy se pacient vrac? pShbit adnook wlagpliBufe buddand v & § vzeae
dal g2ch 36 min. se pacientOpdsmavikyg ¢. hm. i . m. Bezpr
Pro zrugen? anestezie p onedetpnoiding vd & v ¢ & o nlily /OBy c e g . hm.
butorfanol-medetomindin-k e t a mi n se n e daoletamiru V di § ec e 5 mg/ kg g . hm.
pougit2z atipamezol u. pod8vejte oddpPpedn®, i nj k| n?
KOL KA (viz bod 6.2 Inkompatibility).

Jakoanalge i kum pSedoperaln?: N8stup %W inku a n8vrat e z
butorfanol dad8macset aGd,nd) mg/ klgetgamimm. , Pacient ul ehne do
cog odpov2dg§8 d8vce 0,04 ndeck&prefpxh. hm. , pot agmo

0,2 ml/5 kg ¢g. hm. i.m., nBbe datg?2 medi kace anestezi
PSi pougit? intraven: aje? idod usktceer n&) & &t ema leo egpp| i ke po
butorfanol sp Sedst i h-8m ms n. B08e3d mi n . Pr o anestegie r aplikujte z
anestetikem. atipamezol vd 8 v c e 0,1 mg/ kg g.
PSi pougit? intramuskul 8dao2 4 imidukc e e aonbensotve?zi ped &I n
(acepromazin-ketamin, nebo xylazin-ketamin) 7 mi n. se pacient dost §v §
aplikujte butorfanols p Sedsti hem 5 min.a pSed8apiliinkas?2 pacient post
anestetika. Doba probouzen?2 se pougit2m butorfanolu

nijak viraznhD nenaruguje. 9.POKYNY PRO SPRCVNE PODCNGE

Jako analgetikum pooperalnPro zajigtnDn?z2 pod8n?2 spr 8§vi
Int ramuskul 8§rn2, subkut&nnto medpBesnDhjit orntfammolena ¢i v
samost @t8wvBev 0, 4 mg/ kg ¢. hDhostsupn® ¥Yebdbjoei ombegzpel nost
cog odpov2d§ d§vce 0,04 nje kegeitg§r m2m. |, ®|povtiagpto? pr av ek

0,2 ml/5 kg ¢g. hm. s.c., ndbo,i .arhe nesm3t sten 2mmiisjakb e dsa t
Intraven-zn2 pod8n2: db8uvt coerjdowa n agoniss @ mo satgaotnni I tadbenoceptdruf a 2
0,1 mg/ kg &.¢g hmd.poiv.2wd.§, d&8 v c(er OmiOfli dnln kgebo det omi din wu
g. hm., potagmo 0,05 ml/5 kgkglehm. i.v.

Aplikujte 15 min.anpskded probouzenz2m z

Jako sedativum: 10. OCHRANNC LH3ZTA

butorfanol v kombinaci s medetomidinem: Aplikujte KTR: Mas o: Bez ochrannlch 1| h
butorfanolvd 8vce 0,4 mg/ kg ¢. hvl. ®k a :m. B e zn ecbcoh rsa.nen.T ¢ h | h Tt
Bezpr ost Se glikufle nedetorBidinar d § v c e

0,05 mg/ kg ¢. hm. i .v.,11.Z&e/LCGTNén. OPOWTIF EN®| PR® UCHC
pod§vejte oddpPpedn®, i nj k| hBoisa S \katl crei mo dosah dnt 2.
(viz bod 6.2 Inkompatibility). Uchovgvejte pSi teploth do 2
Pro pougit2 u chirurgick®Blor agitte2 pSaed DHwyhDtrhRim bt
pougita | ok8l n2 anestezie.Nepoug2vejte po uplynwede d® |

Pr o n §anestetie apglikujte atipamezol vd § v ¢ e na obalu.

0,125 mg/ kg g¢g. hm. PSi bl i ¢romadopod gmitrel neet pacpioe n [Smé m
dost8vs8 do stern8§ln2 pol obalau:z@28 daamg2ch 1 min.

se pacient postavz.
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12.ZVLCGTNE UPOZORNNNE 22NCZEV VETERI NCRNEHO LELI VE]
Zvli §gtn2? opatSen? pro pougPteZPRAYKUSat

PSed pougit2m pS2prjakkuni kPHleomiiinddin 800 mg/ gv ppri&tgnegk
jinT mi |l ® ivy je potSebn®przoo hkluerdanidomgeadathoai ndi kace
a upozornhn? uveden® v p $hehoaymethylpeaitillinunn f or mac 2 c h
tDchto | ®| i v.

Butorf anol je deriv8t morfia 3a0OBJAHR zWH lel YFaGH ok i B3 ODATONE CH

aktivitu. Nebyl a stanovenh gbezEglkuo oths ptSijpe:avku

u gtnNRat, koSat a hS2bat. LPbugist? §pBapravku u tRchto
skupin by mRi| o bTt z a | Bhgmxymethylpermicillinumv § g e n 2 800 mg
terapeuti ck®ho prospRNchu (adpoivzidiga 88pSangl pdhreinmxy met h
veteringrnzm | ®kaSem. calicum)

K § o&ombinace butorfanol-detomidin: B21T nebo t®mnNS b21T prggek
PSed pougit2m kombinace je potSeba wudhlat rutinn?
auskultaci srdce. 4. INDIKACE

PES: PSi pod§n?2 pS2pravku K ak®@ bhrezamesafyli &ai nekrot
se doporul uje paond § nczh o | i®©h ekmneny Chstiatum perfringens. P Sed met af y |
Y%l inkem (nap§. atropin), boeg®t PmevenutsilvnDbizamead e mo
vznk u bradykardie bRhem narldizawg.nosti kov8&no na Yrovni he
I ntraven:-zn?2 aplikaci j e t Seba prov§gdDnDt pomal u,

ne jako rychl bol us 5. KONTRAINDIKACE

T .
KOLKADodr gujte pSesn® d&Wepo&8hg2yvatDFvkuS2zpadhnD bSekut
pod8vejte na z8kl adh p Sensenbld & amikteanr® u gi viPomocnl ¢t

hmotnosti zv2Sete. Pro pSesn® d&§vkovg&n2 je vhodn®
poug2vat S2nkeelkkmdsn cu st upnbNEGCDONEE DLI NKY
inzul2novs§ stS2kal ka) . PSestoge nebyly po pod§n?
Zvl 8gtn2z opatSenz ur|en® me@shdonc2 ki ®kp,odBemij ¢i | i n)
veteringrn2 | ® ivi pS2pravpkTgemSaaTmzmiDnu st Sevn? I
rezistentn2ch bakteri 2.
13.ZVLCGTNE OPATFENE PRO Jestlige zaznlhimen&tsevajma®®ka
ZNEGKOD®OVCNE NEPOUGI ThCH BIERRAVKS |jin® reakce, kter
NEBO ODPADU, POKUD JE JICHp$FEBon® informaci, oznamt
L®l i ve® psSépnesky | ikvidovatetproagbedmiuct ®kaSsi
odpadn? vody i domovn?2ho odpadu. Vgechen
nepougiti veteringrn2 | ® i7v@é LpoS2hp rDeRUetk ZWéli dATodpad,

kterlT pobohé&zd® pS2pravku, mkse ddm§dad kvi dov§gn
podle m2stn2ch prg&vn2ch pSedpisT.

8. DCVKOVCNE PRO KAGDh DRUH,
14. DATUM POSLEDNE REVI ZE RIZBASOWEPODCNE

IN FORMACE 13,5 - 20 mg fenoxymetyl peni ci | i nu na
hmot nosti dennhD, -2656gmogdps¥%¥pd
15. DALGEé | NFORMACE nakggi v® hmotnost.i na den po
Na trhu nemus2 blt vgechnyZp&bbhkoptoid&§mal:enper or §1 n? po
vodhD a poug2t do 12 hodin.
je 100 g pS2pravku na |litr
Phenocillin 800 mg/g prggd&Ke pstoamoviesm? mnogst v? pSz2pr
Vv pitn® vodR pro kura bmsez fim8 pSidat do 1000 [itrT v
96/055/16 -C vipolet:
mg pr Tmnir
1.JMENO A ADRESA DRGITELE ROAHOPKUTE |, pole
O REGI STRACI A DRGITELE POM@&WENGednot1 2Y°% mg 9.
KVhROBN ODPOVNDNSDOQ NAAN & den zviSat T ko T Socody

GARGE, POKUD SE NESHODUJE cCelkovs spot$Seba vody
Drgitel rozhodnut?2 o regis%faci®™® Virfobdce odpovndni
za uvolnhNn2z garge
Eurovet Animal Health B. V.

Handelsweg 25, 5531 AE Bladel, Nizozemsko

Pro sprgvnl oydopoya®i®he mn
pS2praskdoporul uje poug?t k
S ohl edem na t o, ge nenmocn

113



m®n N, se dopord Wl bjue sz avhy§gjg|PEn|mi|r§yv kakou je fenoxymetylpenlcmn mohou

aby se kompenzoval pS2ppdnii njrikgd? iprSk g learc i pogi
medi kovan® vody. vyvol at pSecitlivhDlost (
Pro zajigtnn?2 spr&§vn®ho nd§ vikeonvogxny2me tjyel pe®rSiecbiagk ¢ n z kng %
co nejpSesnnji ur it givaowahamomnesii nAZwtiSapteni ablyiny
se zabr88nilo podd8vkovgn2. Alergick® reakce na tyto | 8§t
BNheobdob?2 | ®| byl thyk ndeimsdd o zp &2ip agdSedcnhi v § g n ®.

jinT zdroj pitn® vodypotVSeptdg mardiegthl wjmNeM N8 ® pS2pravkem,
pitn® vody u dr Thegeuprpvik tB®dai tkanmcddrrt,r amiebo pokud \

t ak, aby byl o dosageno sd@pBaépu lasyp@gneprabdank v .

Po ukonlen2? obdob2 | ® by jPSinumani pyl acitits sp83paauke
pS2vodu vody vhodnT mabp E% odboepno,r ud lkeyn §se bezpel nost n? o
ngsl edn®mu pS2j mu subter anpeumi§d hiNchobmn g6 n ¢ 2 aby I
I ® i v®e® | 8t ky. kontaktu.

Pokud se po kontaktu s pS2p
9.POKYNY PRO SPRCVNEf PODCNé¢jako naps§. vyr 8gka, vyhl ed
Nejsou a ukagte | ®kaSi toto upozor

ol2 nebo pot2ge s dich&n2m
10 OCHRANNC LHSTA a vygaduj?2 okamgit® | ®kaSsko¢
Maso: 2 dny. Lid®, kt eSz? nakl §daj 2 s tz2
Vejce: Bez ochrannich Ih'[tabr§nit vdechov§gn? prachov

pS2pravkw. s PXiTg m2ch§gn?
11. ZVLCGTNE OPATFENE PRO UCHOWYGS

a
VeNavkem poug2vejte chr
Uchovg8vat mimo dosah dRDt2.rukavice a buN Jedn0r§zovT
Tento veteringrn2 | ® ivl pSrpmavEN nleddy,gadabe §&bsmd® r ¢
zvlI 8gtn2 podm2nky pro uchop&uf§nt? vyhovuj 2c? nor mnN EI

Nepoug2vejte tento veter inon@yENa43. | ®] i v pS2pravek

po uplynut? doby pougitel Postpiougv ¢ dB ns® mydaT ket taidine € N a |
po EXP. Doba pougitelnostikTgbnl 2 posledn2zm dnem
vuveden®m mRDs2ci . PougdiptrZTb®hu bSezosti, lrtakt a
Dob a pougdgitelnost:i po prvisamdiod eprSeneédenm®i tn&nzlhacbor at
obal u: 3 mr352ce. nepodaly ¢g8dn® dTkazy o v i\
Doba pougitelnosti po rozmedptoNwd vapbpl akkonstituci
podle n8§vodu: 12 hodin. Interakce sdal g2 mi | ® i v mifornyS2 pr

interakce:
12.ZVLCGTNE UPOZORNNNE Tento veteringrn? | ®ivT p

Zvl §4gtn2? upozornhn2 pro kagdmbchbowai drbhkteriostatick
Podg&n2 pS2pravku mTge v®sPSekdesvkuV§en? ( ssypropttSoenbyy, pr vr
medi kovan® vody. Fenoxymetylpenicilin m§ vys
Zvl 8gtn?2 opatSen? pro pougP8B? pode€¥$§at medi kovan® pi't
Pougit2 pS2pravku by mhDlo &t pdalimesmdbkrua ddbpbedbeno®

stanoven? citlivosti k me mpTo dovaokjtn@&rsiccb e k zdd poramlil em® dc
od zvz2Sat Vv r8mci farmy. nPgBdduct2o leinfkymogub®nhDkter
j e nutn® zalogit terapii pbPBai nMd2sdtbrp2ochu| é n®gi dre§lamp2e,ut
na Yar ov ni farmy) epidemi pobogivok ngls obenk od aoqmarrclhen® d
o citlivosti pS2slugn®ho kenenmel peark?t espet SebS? pvade k |
se nesma?2 poug2vat k e kompewnwaeamrat ®maid d stustue| n®
hygieny a p®l e na far m8c h. Inkompatibility:

Pougit2 pS2pravku jinTim zmpNepsdleirnismedgejterurg&@dedhmi | ®
vpokynech SPC, mTlgencivialke emingvre , ge kont aktc hr pztnd k
rezistentn2ch vTli fenoxymet klopgniacipadungi ta? M a@jveo wsine hy i ¢
% innost | ® by @Twnbdi peheme:ﬂ$2h2|yr?|zvr.) ovlivRuj e stabi
zkS23gen® rezistence. PSi peugrnutn@®@Szpbaghit j epongevaEr
zohl ednit of ici8ln?2 cel osat ntepou @2 vaR sjt@2k prchov@l&8n?2

antibiotick® politiky.
Zvl Sotpma Sen? urlen® osob8m, kter® pod8vaj?
veteringrn2 |1 ®l ivi pS2pravek zv2SatTm
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13.ZVLCGTNE OPATFENE PRO Gk r k avlioxocara canis Toxascaris leonina
ZNEGKOD®OVCENE NEPOUBRAVHUHO PHOspDIci) .

NEBO ODPADU, POKUD JE JI CHMDE & B Wéntinaria stenocephala Ancylostoma
L®liv® pS2pravky se nesm?2 chrinkm(iddoosvpalXl cprjast Sednictv2m

odpadn?2 vody |i domovn2ho deahkpldadair 7richuris vulpis( dosp RNl ci ) .
(0] mognostech Il i kvi dace nlasemric& e tEofinactecus | $p. i Achkinwcoccus

pS2pravkT swagpom aWdtee rsi n § r gramwosis&ctenGeecous multiloculariy, Taenia spp.
Tato opatSen?2 ngpuevmBhaj pr obTahia Uiydatigena, Taenia pisiformis, Taenia

taeniaeformis), Dipylidium caninum ( dosp DIl ci ) .
14. DATUM POSLEDNE REVI ZE PFEBALOVE

INFORMACE 5. KONTRAINDIKACE

Lervenec 2016 Nepoug2vat soulasniD s plpera
Nepoug?2vat vitpByvyphdbBtipSaeai |

15. DALGEé | NFORMACE nebo na nhRkterou z pomocnl ck

Vel i kosti bal en2: 100 g, 10 x 100 g, 250 g, 500 g,

1kga2,5kg. 6. NEGCDOUCé BDLI NKY

Na trhu nemus2 blt vgechnyVeelveklomit i vizalcend2c.h pS2padec
gastrointesting8ln2 poruchy (
zaznamen8te jak®koliwv z8vac

8/16 i jin® realboa, ukteeddr@yne t ®
infor,maci, oznamte to pros?

Canihelmin plus 50 mg/144 mg/150 mg | ®k asi

tablety pro psy Letnost neg8douc2ch Yal i nkT

96/070/16 -C podle n8sleduj2c2ch pravidel
-vel mi |l ast® (neg8douc?2 Yl

1L.JMENO A ADRESA DRGITELE RDbZHODNUTEO zv?Sat wSemhNDhu
O REGI STRACI A DRGITELE POVIOAA(NE (u vZce neg 1, ale m®
KVhROBN ODPOVNDNEHO ZA UVOLWNGRVYKI ® (u vzZce neg 1, a
GARGE, POKUD SE NESHODUJE 2ZVZ2Sat) ‘

Dr gitel oporrosdvenjDin2a kvirobce d’dzpé&\ﬁr@dn(lu vice neg 1, ale
za uvolnhNn2z garge zv?zSat

GENERA Inc. -vel mi v§§cn® ( me®nnN neg 1
Svetonedeljska 2, Kalinovica ojedinnDlTch hil§genz).
10436 Rakov Potok
CHORVATSKO 7.CELMH DRUH ZVET AT
Psi.
22NCZEV VETERI NCRNEHO LELIVEHOQ
PFEPRAVKU 8. DCVKOVCNE PRO KAGDh DRUH, 1
Canihelmin plus 50 mg/144 mg/150 mg A ZP5SOB PODCNC
tablety pro psy Peror8ln? pod8§n2.

Doporul en® dS8tvakbyl et souna 110
hmot nosti v |negdmzivadduylseg ( 5

3.0BSAH LELIVRhCH A OSTATNc‘:CfﬁPan_e@'Iaé-‘kAfmg pyrantel embonS§t.

Praziquantelum, pyranteil embonas, febantelum

Jedna tableta obsahuije: hmotnosti). Pro zajigtnn?
Praziquartelum 50 mg J.e t’Seba sta_nOV|t gi vou hmot
Pyranteli embonas 144 mg Gt DRamaal ?a psi
(ekvi valmgpytantélump O 35 kg g. Waablety
Febantelum 150 mg >5110 kg @ tabileta.
Tableta. Gl ut §, kul at §, pIoch§SttS.’PHjlnetaPS's kS2govou
rThou na jedn® stranh. >10i2 0 kg 2gablatyn.
Tablety lze dnlit na ste1n®201]3t0¥rktg|@t9bmm

c psi
4. INDIKACE >30-4 0 kg 4tablety.
L® ba sm2genich i nasenkicefi hvpgtﬁfb%'?m ra zi ka recidivy
ng§sleduj2c2ch druhT: se svim vetering§rn2m I
Hl 2stice: o pbuSea frekvenci opakovan®l
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