KPATKA XAPAKTEPUCTHUKA HA TIPOJAYKTA
KBbM PA3PEIHIEHHUE 3A ThbPI'OBHUS C BJIII Ne 0022-2935

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Pergoquin 1 mg tabneTky 3a KOHE

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcesika Tabnerka chabpiKa:

AKTHBHO BellleCTBO:

Pergolide 1,0mg

(exBuBanenten Ha 1,31 mg pergolide mesilate)

ITomolHM BelecTBa:

KoumnuecTBeH ¢becTaB, aK0 Ta3M HH(OPMALU €
Ba’KHA C OTJIeJ HA IPABHJIHOTO NPHJIATaHE HA
BeTePHHAPHUS JIEKAPCTBEH MPOAYKT

KadecTBeH cbCTaB HA IOMOILHUTE
BelIECTBA U IPYIrUTe CHbCTABKH

Croscarmellose sodium
Iron oxide red (E172) 0,9 mg

Lactose monohydrate

Magnesium Stearate

Povidone

POSOBa, KpbIJia U U3IIbKHAJIA TabIeTKa ¢ KPBbCTOBHUIHA ACIUTCIIHA JIMHUA OT €JHaTa CTpaHa.

TabneTkuTe Morat 1a ObJaT pa3zaeleHd Ha 2 WK 4 paBHU YacTH.

3. KINHUYHA UHOOPMANUA

3.1 BwunaoBe :KUBOTHH, 32 KOUTO € npeaHa3Hauyen BJIII

Komne (oT xouTo He ce qo0MBa XpaHa 3a KOHCYMAITUs OT X0pa)

3.2 Iloka3anus 3a ynorpeda 3a BCeKH BH/I JKHBOTHH, 32 KOWTO € MpeIHa3HAYEeH MPOAYKTHT

CUMITOMATUYHO JIEYCHWE HAa KIMHWYHMA TPHU3HALM, CBBbpP3aHU C XHUMOPH3apHa WHTEpPMEAHKHA
muchynknus (PPID) (6onect Ha KymmHr nipu koHeTe).

3.3 IlporuBomokazanus
Ja He ce U3MoII3Ba NpU CBPBbXUYBCTBUTETHOCT KbM aKTHBHOTO BEIIECTBO WJIM JIPYTH MPOU3BOIHH HA
eproTamMMHa, WM KbM HSKOE OT TIOMOIIHUTE BEHIECTBA.

Jla He ce M3M0I3Ba IpY KOHE HAa BH3PACT MO/ 2 TOANHU.

3.4 ChneuuajiHu mpegynpes;KaeHus



TpsOBa ma ce mpoBenaT MOAXOMAIIN CHAOKPUHOJIOTHIHH Ja00paTOPHU U3ITUTBAHUS, KAKTO M OIICHKA
Ha KJIMHUYHUTE MPU3HaLH, 3a J1a ce€ ycTaHOBU auarHo3a PPID.

3.5 CnenmajHu npegnazHu MepKH MpH ynorpeoda

CrielnaJiHy Ipeana3Hu MepPKU 3a 0e3omacHa ynotpeda Mpu BUJIOBETE dKUBOTHU, 32 KOUTO ©
npeanaszHayed BJIIT:

Tsii kato noBeueto ciaydan Ha PPID ca auarHocTULMpaHy IpU Bb3PACTHU KOHE, YECTO CE€ CpelaT 1
JIPYTU NaTOJOTUYHU MPOIECH. 3a MOHUTOPHUHT U Y€CTOTa Ha U3MUTBAHE BUXKTE Touka 3.9.

Crenuaniy npeana3Hi MEPKHU 3a JIMIATa, IPUIAralli BETepUHAPHUS JICKAPCTBEH IIPOAYKT Ha
JKUBOTHHTE:

Pergolide, mogo06HO Ha APYTH MPOM3BOIAHH Ha €pProTa, MOXKe Ja MPEeIu3BHUKa MOBpPHIIAHE, 3aMaiiBaHe,
JeTaprysl WIM HUCKO KPBHBHO HaisAraHe. HaOmromaBaHu ca TEXKM HEXEJaHW PEaKkIMU KaTo KOJarlC.
[MormbpimaneTo My MOXe J1a Ob/ie BpeJHO U Ja TOBEZE O TEKKU HEXKEJIaHU PEeakIiy, 0COOCHO MpH Jela
WIK XOpa C BeYe ChHIICCTBYBAllM CHpACYHM 3abonsBaHus. He mormpiuiaiiTe TO3W BeTepHHAPEH
JIEKapCTBEH TNPOAYKT. 3a Ma M30erHeTe CilydailHO IMOTIIBLIAHE, ChXpaHsBaiiTe W OOpaBeTe C TO3M
BETEpPUHAPEH JICKApCTBEH MPOJYKT OTAETHO OT JIEKAPCTBEHU MPOAYKTHU 32 XOpa M paboTeTe ¢ Hero ¢
MOBHINIEHO BHUMaHue. YacTuTe Ha TabJieTKUTe TPsIOBa J1a ce BbpHAT B OTBOpEHUs Onmctep. bincrepure
TpsIOBa J]a ce MOCTAaBAT OOPAaTHO BHB BBHHIIHATA OMAKOBKAa M JIa C€ ChXPAHABAT Ha CHTYPHO MSCTO.
TabneTkn, MOATOTBEHN 3a MPHIIOKEHUE, TPAOBA Ja ce mpueMaT He3a0aBHO W J1a HE ce OCTaBAT 0e3
Haj3op. [Ipu cioydaiiHo nornblane, He3abaBHO J1a ce MOTHPCH MEAUIMHCKH ChBET, KaTO Ha JIeKaps ce
NPEeIOCTaBH JIMCTOBKATAa WIM €THKeTa Ha MpoxykTa. M30sreaiite na moduparte mim na padorute ¢
MAIIFHY CJIe]] MpUeMaHe Ha TO3M BETepHHAPEH JIEKapCTBEH MPOIYKT.

Jeua e 6uBa /2 BIM3aT B KOHTAKT C BETEpUHAPHUSA JICKAPCTBEH MPOAYKT.

To3u BeTeprHAPEH JICKApCTBEH MPOIYKT MOXKE Ja MPUYMHM JPAa3HEHE Ha OUMTE, Jpa3Hella Mupu3Ma
WM TJ1aBOOOJIHE Clie] pasjelisHe Ha Ta0nerkure. J[a ce n30sArBa KOHTAKT C OYUTE W BJAMIIBAHE MPH
pabota ¢ TabneTkute. MUHUMH3UpATE pUCKa OT KOHTAKT 10 BpeMe Ha pa3JieNITHETO Ha TaONeTKUTE,
HaTnpuMep TabJeTKUTE He TPAOBA J]a CE CMAyYKBaT.

[Ipu ciy4aeH KOHTaKT ¢ KOXKara, M3MUNTE 3acerHarara Koxa ¢ Boja. [Ipy ciiydyaeH KOHTAaKT C OYMTE,
He3a0aBHO IPOMUITE 3aCETHATOTO OKO C BOJIa U MOTHPCETEe MEAMIIMHCKHY ChBeT. [Ipu pa3HeHe Ha Hoca
ce MPEeMECTeTe Ha YUCT BBh3AyX U MOTHPCETEe MEIUIIMHCKA TIOMOIII, aKO CE MOSBU 3aTPYTHEHO JUIIAHE.

To3u BeTepuHapeH JEKapCTBEH MPOAYKT MOXE Ja NMPENr3BHKA PEaKIUH Ha CBPBXUYyBCTBHUTEITHOCT
(anmeprust). Xopa ¢ ycTaHOBEHa CBPBXUYBCTBHTEIHOCT KbM pergolide mim Opyrn mpou3BOIHU Ha
eproramMuHa TpsiOBa Jia U305rBaT KOHTAKT ¢ BETEPUHAPHUS JIEKapCTBEH NPOIYKT.

To3m BeTeprHapeH JEeKapcTBEH MPOJYKT MOXE Ja TNMpenr3BHKa HEOJaronpusATHH peaKklWd IMOpaiu
MOHW)XEHUTE HUBA Ha MPOJIAKTUH, KOETO NMPEJCTABIIsIBAa Cleun(UUeH PUCK 3a OpEMEHHU M KbpPMEIIU
*eHU. bpeMeHHHTe 1M KbpPMELH )KEeHH TPsAOBa 1a U305TrBaT KOHTAKT C KOXKaTa WM KOHTAKT pbKa-ycTa
C BETepWHApPHHUS JIEKAPCTBEH MNPOAYKT. VHAMBHIyaHO Mpeana3Ho oOOpyABaHE, CHCTOSIIO CE OT
pBKaBHIIM, TPSOBA Jla ce HOCH OT OpeMEHHH M KBhpPMEIH JKEHH, KOrato ce paboTHu ¢ BeTepUHAPHUS
JIEKapCTBEH MPOAYKT.

Ja He ce sje, e WM My, KOTaTo ce U3I0JI3Ba TO3W BETEpUHAPEH JICAKPCTBEH NMPOAYKT. M3muiite
pbLeTe cH cief ynorpeba.

CHe]_II/IaJIHI/I OpearnasHy MCPKHU 3a 3allMTa Ha OKOJIHATa cpeaa:




He e npunoxumo.

3.6 He0aaronpusiTHu peakuuu

Komne:
Penxu 3ary6a Ha aneTHT, aHOPEKCHS', IeTaprus’;
(1 mo 10 ma 10 000 TpeTnpanu CuMITOMH OT CTpaHa Ha IICHTpajTHaTa HepBHA
JKUBOTHH): cructeMa’ (HaIpuMep JEIPECcHs U aTaKcus);
Jnapusi, KOJIHKY;
MHoro penku MsnotsiBane
(nmo-manko ot 1 Ha 10 000 Tpetupanu
YKUBOTHH, BKITFOUATEITHO H30JIHPAHU
CHOOIICHU ):
‘npexonna
Znexu

Cpob1maBaHeTo Ha HEOIAroMPUATHH PEAKLUH € BaXXHO. ToBa Mo3BOJIsIBa HENPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha BETEPUHAPHUS JIEKapcTBEH NMPoAyKT. CrolieHusTa TpsiOBa 1a ce u3npaluar, 3a
MPEANoYMTaHE Ype3 BETEPUHAPEH JIeKap, WIN Ha MPUTEKATENsl HAa Pa3pelIeHUeTo 3a ThPTOBUs WIH Ha
MECTHHSI My NpEeACTaBUTEI, MJIM Ha HAllMOHAJIHHS KOMIIETEHTEH OpraH upe3 HallMOHaJHaTa CUCTeMa 3a
choOIaBane. Bikre nucTOBKaTa Ha MaKeTa 3a CbOTBETHUTE JAHHU 332 KOHTAKT.

3.7 Ymnorpe6a mo BpeMe Ha OPeMEHHOCT, JIAKTAIUSA WIH siiilleHOCeHe

bpemeHHoOCT:
BezomacHocTTa Ha BeTepuHAPHUS JIEKAPCTBEH MPOAYKT HE € J0Ka3aHa Mo BpeMe Ha OpeMEeHHOCT MpHu

KOOMIIH.

[Mpunara ce camo ciie MperleHKa moJji3a/pUck OT OTTOBOPHUS BETEPUHAPEH JICKap.

JlabopaTopHuTe TpPOYYBaHWS TNPH MUIIKKM W 3alllM HE TMOKa3BaT HUKAKBU JIOKA3aTeNCTBAa 3a
TepaToreHHocT. HamaneHa (epTHIHOCT ¢ HaOioaBaHa Py MUIIKH TPH 1032 oT 5,6 mg/kg TenecHa
Maca Ha J€eH.

JlakTamus:.
be3onacHocTTa Ha BeTepUHAPHUS JICKAPCTBEH MPOJIYKT HE € JOKa3aHa M0 BpeMe Ha JIAaKTaIlus Mpu

KOOMIIH.

He ce npenopbuBa npuyiaraHeTo My 1Mo BpeMe Ha JaKTaIusl.

[Tpu MulIKK HamMalieHaTa TeJIeCHA Maca U HUCKATa CTEIeH Ha OIleJIIBaHEe Ha TOTOMCTBOTO C€ IbJDKAT Ha
(hapMaKoJOrHYHOTO MHXUOUPAHE Ha CEKPEeIUATa Ha MPOJIAKTHH, KOSTO BOJIH JI0 JIMIICA Ha JIAKTAI[HS.

3.8 BszammopneiicTBHe ¢ PYT¥ BeTEPUHAPHU JeKAPCTBEHH MPOAYKTH H APYrH (OPpMH HA
B3auMoJeicTBHE

Jla ce WM3MONI3Ba C MOBWIICHO BHUMAHHE, KOTaTO BETCPHUHAPHUAT JICKAPCTBCH MPOAYKT Ce MpHiara
CBbBMCCTHO C JOpPYTrM BETCPUHAPHU JICKAPCTBCHU IIPOAYKTH, 3@ KOHUTO € H3BECTHO, Y€ BJIMUAAT Ha
MIPOTENHOBOTO CBHP3BAHE.

Jla He ce mpuara eJHOBPEMEHHO C JIOTTAMUHOBH aHTArOHUCTH, KaTo HeBpoJienTuiy (GeHoTHasuHu —
HaTmpUMep arernpoMasiH), JTOMICPUIOH WM METOKIOMpPaMHU/l, Thid KATO TE3W CYOCTAHIMU MOraT Jia
HamayAT e)eKTUBHOCTTA Ha pergolide.

3.9 Hauyun Ha npuiiokeHHe U 103HPOBKA



3a mepopaitHO MPIIIOKEHUE, BEAHBXK JTHEBHO.

3a aa ce yJecHHU MpujlaraHeTo, Heo0XoAuMara JHEBHA 1032 TPsIOBa Jja e MOCTaBH B MAJIKO KOJIMYECTBO
BOJIa MI/MJIH J]a C€ CMECH C MeJlaca WM C YT MOACIaIUTEN U 1a ce pa30bpKBa, TOKATO ce pa3TBOpH. B
TO3HW CITy4dail, pa3TBOPEHUTE TAOJIETKH TPsOBa Jla ce MpUyIaraT chC CIpPUHIIOBKA. L[s10TO KONMMyecTBO
TpsiOBa Jla ce MPHUJIOXKU BenHara. TabneTkute He TpsOBa J1a ce CMAyvKBar.

ITbpBOHauanHa n03a:

[IspBoHavanHara no3a e 2 pg pergolide/kg (nmamazon Ha mozara: 1,7 mo 2,5 pg/kg) tenecna maca.
[IpoyuBanusiTa OT MyOIMKyBaHaTa JUTEpaTypa LUTHPAT HAi-4eCTO CpellaHaTa CpeiHa 103a OT 2 Ug
pergolide/kg ¢ nmamazon ot 0,6 mo 10 pug pergolide/kg. IIbpBoHauamnaTa no3a (2 pg pergolide/kg,
HanpuMep enHa Tabmetka 3a 500 kg TemecHa maca) cieq ToBa TpsAOBa na ce amamTHpa CIIOPEN
WHAWBUAYAITHHS OTTOBOP, KAKTO € OIpeesieHO upe3 HalmroneHne (BHXK MMO-J0TY).

[IppBOHAYATHUTE JO3H C€ MPENOPHYUBAT, KAKTO CIIE/BA!

TenecHa maca Ha KOHA Bpoii TabneTkn ITepBOHauanHa 103a Hwnamna3on Ha
JI03UpaHe
200 - 300 kg Vs 0,50 mg 1,7-2,5 pgkg
301 - 400 kg ¥4 0,75mg 19-25pgkg
401 - 600 kg 1 1,00 mg 1,7-2,5 ug/kg
601 - 850 kg 1% 1,50 mg 18-2,5ugkg
851 - 1000 kg 2 2,00 mg 2,0-24 ugkg
ITopnbprkaiua no3a:

[Ipu ToBa 3a00ms1BaHE Ce MPEABIKAA JICYCHUE TIPE3 LSS )KUBOT.

[loBedero kKOHE pearvpar Ha TepamuaTa U ce CTaOMIM3UpaT MpH cpeaHa mo3a ot 2 pug pergolide/kg
tenecHa Maca. Kimmananoro monodpenne ¢ pergolide ce ouaksa B pamkute Ha 6 1o 12 cenqmurm. Konere
MoOraT Jla pearupar KJIMHUYHO NMPH TO-HUCKW WIIM Bapupalld 03W; 3aTOBa ce IMpernopbyBa Ja ce
ajanTupa 10 Hali-HUCKaTa e(eKTHBHA J03a Bh3 OCHOBA HAa MHIMBHIyallHATa PEAKIHs OT TEpaIHATa,
HE3aBHUCHMO JIAJIM PEaKNusATa € CBbp3aHa ¢ e(eKTHBHOCT, WIM C NMPU3HALM Ha HEMOHOCHUMOCT. [Ipu
HSKOW KOHE MOXKe Ja ce u3ucksatr jo3u jo0 10 pg pergolide/kg TenecHa maca Ha jneH. B Te3u peaku
CUTYaIlUU ce NMPEnopbhiBa MOAXOSIIO JOMBIHUTEIHO HAaOI0IeH e,

Crnen mppBOHAYaHATA TUArHO3a TOBTOPETE CHAOKPHHOJIOTMYHOTO WM3MUTBAHE 3a ajanThpaHe Ha
J03aTa W MPOCIEsIBaHe Ha JICYCHUETO HAa MHTEpBaIU OT 4 70 6 ceaMuIu A0 CTaObWiIu3upaHe, WIH
mo1o0psiBaHe Ha KIIMHUYHUTE MTPU3HAIM W/WIIH MTPH TTOyYeH PE3yNITaT OT IUAarHOCTHYHO U3ITUTBAHE.

AKO KIIMHUYHUTE NMPU3HAIM WU JUATHOCTUUHUTE M3IMTBAHUS OIlE HE ¢a ¢e MOJ00PHIIN TPEe3 IbPBHSI
WHTEpBaJ OT 4 10 6 cenMuIy, o0IaTa JHeBHA 1032 MOXe aa ce yBeinuu ¢ 0,25-0,50 mg. B ciryqait, ue
KIIMHUYHUTE TPU3HAIM ca Ce MOJ0OPHIN, HO BCE OIlle He ca HOPMAJIM3WPAaHH, BETEPUHAPHUSAT JIeKap
MOXE Jla pelIu Jla ajanThpa WA Ja He ajantapa 103aTa, UMaWK{ TMPEIBUI WHIWBHyaTHATA
peaKIusA/TIOHOCUMOCT KbM J103aTa.

B ciyudaii, ye KIMHHYHUTE NMpHU3HAIM HE Ca aJeKBAaTHO KOHTPOJHMPAaHW (KIMHUYHA OIECHKA W/HIIH
JMAarHOCTHYHO M3IUTBaHE), Ce MpernopbyuBa o0mara JHeBHa n03a Aa ce yBenuun ¢ 0,25-0,5 mg (ako
BETEPUHAPHUAT JIEKAPCTBEH NPOIYKT C€ MOHAcs MPH Ta3W J03a) Ha BCEKU 4 10 6 CeaMHIIH, JOKAaTO
HACTBIM CTa0MIM3UpaHe. AKO Ce Pa3BUAT MPU3HALM HA HETOHOCUMOCT KbM J103aTa, JIEYSHUETO TPsiOBa
Jla ce crpe 3a 2 10 3 THU U 1a c€ Bb3CTaHOBH JI0 TTOJIOBUHATA OT MpeaxoaHaTa go3a. Cien ToBa obmara
JTHEBHA 71032 MOXeE Ja ce aiarTipa o0paTHO JI0 JKellaHus KIuHu4YeH edekT ¢ yBennvaBane ot 0,25-0,5
mg Ha BCekH 2 10 4 cenMuIU. AKO ce IPOITyCHE 1034, clie/iBallaTa J03a TpsAOBa Aa ce MPUIIOKHU, KAKTO
€ MpeJnIcaHo.



Crnen crabunn3upaHe, peloBHATAa KIMHWYHA OICHKA W MHAarHOCTHYHOTO H3CIICBaHE TPSOBa Ja ce
M3BBPINBAT HA BCEKU 6 Mecera 3a MpocieAsBaHe Ha JCUCHHETO M Jo3aTa. TaMm, KbIeTO HIMa BHINMA
peakius Ha JCUSHUETO, TMarno3aTa Tps0Ba Ja ce mpepasriena.

TabneTkuTe MoraT a ObAT pasaeeHy Ha 2 Win Ha 4 paBHH 9acTH, 32 J]a C€ OCUTYPH TOYHO JI03HpaHE.

[TocraBere TabieTkaTa BBPXY paBHa MOBBPXHOCT, C OTOEINsA3aHATA CTpaHAa HArope, a W3IIbKHAIATa
(3akpbIyieHA) CTpaHa KbM NOBBPXHOCTTA.

b

" an
NV,

e

2 paBHU YaCTH: HATUCHETE C MAJIIIUTE OT JBETEC CTPAHU Ha TabJieTKarTa.
4 paBHU YacCTH: HATUCHETE C TaJiel] 110 cpeaTa Ha TablieTKaTa.

3.10 Cumnromu Ha mpexo3upane (M KOraTo € MPUJIOKUMO — MPOLEAYPH HA JieiicTBHE MPH
CIHELIHHU CIy4Yan U AHTHI0TH)

Hsma nanmnynra nabOpMAIys.

3.11 CnenmajiHu orpaHn4eHus 32 yNoTpeda U CeNHATHH YCJIOBHSA 32 YIOTPeda, BKIIYUTETHO
OrpaHUYeHHs 32 YIOTPedaTa HA AHTUMHUKPOOHU ¥ MPOTHBONAPA3ZUTHU BeTePUHAPHH
JIeKapCTBeHU MPOAYKTH, € 1eJ1 1A ce OTPAHMYHM PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e npuioxxumo.

3.12 KapeHTHHU cpokoBe

He ce pa3pemasa 3a ymorpeba rmpu KOHe, YHETO MECO € MPeJHa3HaYeHO 32 KOHCYMaIlUsl OT X0pa.

Tperupanute KOHE HUKOTa HE TPsIOBa a ce KOJIAT 3a KOHCYMalus OT Xopa.

Konsr TpsbBa nma Obme OOsBEH 3a HETOJECH 3a KOHCYyMAaIlus OT XOpa CBHIVIACHO HAI[MOHATHOTO

3aKOHOJIATEJICTBO 3a MAaCMOPTU3aIHs HA KOHE.

He ce paspemasa 3a ynorpeba mpu >KUBOTHH, YMETO MIIIKO € IIPEAHA3HAUYEHO 33 KOHCYMAIHs OT XOpa.

4. DPAPMAKOJIOT'NYHA HTH®OPMALIMA

4.1 Berepunapet jJekapcTBeH aHaToMo-TepaneBTu4eH Ko (ATCvet Code): QN04BC02

4.2 @apmakoaMHAMHUKA

Pergolide e cHHTETMYHO MPOM3BOJHO HA €ProTaMMHA M € MOIIEH, IBJITOJCHCTBAIl JOINaMHUHOB

peuentopen aronuct. Kakro in vivo, Taka u In Vitro ¢apMakoJOrHYHHTE MPOYYBAHUS IOKA3BaT
aKTHUBHOCTTA Ha pergolide KaTo celeKTHBEH AONaMUHOB arOHUCT C MallbK WJIM HUKaKbB €PEeKT BbPXY



IBTUIIATA HA HOPEMMHE(PPHH, eNMHEPPUH MM CEPOTOHMH IIPU TeparneBTHYHM 103u. KakTo M mpm
IpyTHUTE TONAaMHHOBH aroHHUCTH, pergolide maxnOmpa ocBoOOkIaBaHeTo Ha mpoiakTuH. [Ipu KoHe
xunoduzapHa narepmeaniina auchynkuus (PPID) pergolide mposiBsiBa cBost TepaneBTHUEH ePEKT Ype3
CTHUMyJIUpaHe Ha JonaMuHOBUTE petentopu. OcBeH ToBa, pu koHete ¢ PPID e nokazaHno, ye pergolide
noHmkasa 1azmennte HuBa Ha ACTH, MSH u npyru npoonnomMenaHOKOPTHH MENTH/TH.

4.3 @apmakoKMHETHKA

QdapMakoKkrHETHYHATa WHQOpPMAMS MpU KOHS € JOCThITHA 3a mepopanHd mo3u ot 2, 4 u 10 g
pergolide/kg TenecHa maca. Jlokaszano e, ye pergolide ce pe3opOupa Obp30 U 32 KPaTKO BpeMe JOCTHra
MTUKOBA KOHIICHTPAIIHS.

[MukoBute koHmeHTpanuu (Cmax) ciieq mo3a ot 10 pg/kg ca HUCKH U BapUpaT, ChC CpeHa CTOHHOCT OT
~ 4 ng/ml u cpenen TepmuHanieH mnonyxkuBotr (Ty) or ~ 6 yaca. CpeqHOTO BpeMe Ha ITUKOBA
koHteHTparys (Tmax) € ~ 0,4 gaca, a momrra mox kpuBara (AUC) e ~ 14 ng x gaca/ml.

[Ipu mO-4yBCTBUTENHO aHATUTHYHO H3MUTBAHE IUIA3MEHUTE KOHICHTPAIMM CJea J03a OT 2 ug
pergolide/kg ca MHOTO HUCKHM W BapHpaT MO OTHOIIEHHE Ha MUKOBUTE KOHIIEHTPAIIUN B TUAIa30HA OT
0,138 1o 0,551 ng/ml. IlukoBute KOHIIEHTpaMu HAacThIBAT Ha 1,25 +/- 0,5 waca (Tmax). [mazmenuTe
KOHIIGHTPAIMH TIPU TTOBEYETO KOHE Ce OMpEAesSIT KOIUYECTBEHO caMo 3a 6 yaca ciel Ipuiiaraie Ha
Jo3arta. B’prCKI/I TOBA, €AVH KOH MMa KOJNMYCCTBCHO U3MEPHUMHU KOHIICHTPAIIUN B IPOABJDKCHUEC HaA 24
qaca. KpaliHuTe NOIy)KMBOTH HE Ca W3YMCIICHH, ThI KaTo € HAIUIIEe HeITbJIHO U3SCHABAHE HA KpHUBaTa
IIa3MeHa KOHIIEHTPAIHsI-BpeMe 3a MOBEYETO KOHE.

[MukoBuTe KoHIEHTpanu (Cmax) ciiex mo3a ot 4 pg/kg ca Hucku u Bapupart B Auanazona ot 0,7 mo 2.9
ng/ml, cec cpemna croitHoCT OT ~ 1,7 ng/ml u cpenen tepmunaned momykuBot (1) or ~ 9 waca.

Cpennoto BpeMe Ha nukoBa KoHIeHTpanus (Tmax) € ~ 0,6 yaca, a AUC e ~ 4,8 ng x yaca/ml.

Pergolide mesilate e npubansurenno 90% cBbp3aH ¢ 1a3MEHUTE IPOTEUHU IIPU XOpa U J1a00opaTopHU
JKUBOTHU. [IbTAT Ha eNMMUHUpPAHE € upe3 ObOperuTe.

5. OAPMALIEBTUYHU JAHHU
5.1 OcHOBHM HECHBMECTHUMOCTH

He e npunoxxumo.

5.2 Cpok Ha romHocT

CpoK Ha TOIHOCT Ha KpaltHUS BETEPUHAPHOMEIUITMHCKH IPOIYKT: 3 TOIUHHU.
Cpok Ha TOJHOCT Ha pa3/eICHUTE TaOIEeTKH ClIe]] ITbPBO OTBApSHE HA IIbPBUYHATA OMAKOBKA: 3 JIHU.

5.3 CnenuajiHy ycJ10BHS 32 CbXpaHeHHe

To3u BeTeprHAPEH JIEKapCTBEH MPOAYKT HE M3UCKBA HUKAKBH CIICIIMATHU YCJIOBHS 332 ChbXpaHEHUE.
5.4 Buau chbCcTaB HA MLPBUYHATA OMAKOBKA

Anymuanii-OPA/anymunuit/ PVC 6mucrepu, chabpxany 10 TabneTky B KapTOHEHA Ky THSL.
Pasmepu Ha onakoBKUTE:

Kapronena xytust ot 5 6iucrepa ¢ 50 Tabnerku.

Kapronena xytust ot 6 Giucrepa ¢ 60 Tabnerku.

Kapronena xytus ot 10 6mucrepa cse 100 TabneTku.
Kapronena xytus ot 15 6nucrepa cbe 150 Tabnerku.



Kapronena xyTus ot 16 6mmcrepa cbe 160 TabmeTky.
Kapronena xytus ot 20 6mucrepa ¢ 200 TabmeTky.

He Bcuukm pasmepn Ha omakoBKaTa MoraT Aa ObJar npeajarany Ha nasapa.

5.5 CnenmnajHu MepKH 32 YHUII0KABAHE HA HEU3MOJI3BAHU MPOAYKTH UJIH OCTATHIM OT TAX
BetepunapauTe 1ekapcTBEHH MPOIYKTH HE TPAOBa 1a ObJAaT M3XBBPIISTHN Upe3 OTIIAIHU BOIU WIN
OWTOBM OTHAIBIIH.

Usznon3gaiite nporpaMmu 3a BpbLIaHE MPH YHHUIIO)KaBaHETO HA HEU3IOI3BAaHH BETCPUHAPHU
JIEKapCTBEHHU MPOIYKTU MM OCTATBIM OT TAX B ChOTBETCTBHE C M3UCKBAHHUATA HA MECTHOTO
3aKOHOJIATEJICTBO Y C BCHUKH HAIMOHAJIHN CHCTEMH 3a ChOMpaHe, MPUIIOKIMH 32 CbOTBETHHUS
BETEpUHAPEH JIEKAPCTBEH MPOAYKT.

6. HUME HA TPUTEKATEJISA HA PASPEIIEHUETO 3A ThPI'OBHUSA

VetViva Richter GmbH

7. HOMEP HA PASPEHIEHUETO 3A ThPI'OBUsA

0022-2935

8. JATA HA TBPBOTO N3JJABAHE HA PAZPEIIEHUETO 3A ThPI'OBUS

Jata Ha TEPBOTO U3AaBaHe Ha pa3pelieHueTo 3a Teprous: 13/11/2019

9. JATA HA TIOCJIEAHATA PEJAKIIMS HA KPATKATA XAPAKTEPUCTUKA HA
MNPOAYKTA

08/2025

10. KIIACU®UKAIIUSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOJAYKTH

):[a CC OTITYCKa CaMO II0 JICKApPCKO MpEAIIMCaHue.

[MToapo6Ha uHpOpMAIIKs 32 TO3U BETEPHHAPEH JIEKAPCTBEH MPOILYKT MOKE Jla HAMEpHUTE B Oa3ara JaHHH
Ha Cpro3a otHocHO mpoaykrure (https://medicines.health.europa.eu/veterinary).

17.10.2025 r.
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Signed by: KRASIMIR YANKOV ZLATKOV
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