KPATKA XAPAKTEPUCTHUKA HA ITPOAYKT
KBbM PA3PELIEHUME 3A THPTOBUA Ne 0022-3181

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Vitofyllin 100 mg ¢punmupanu tabieTku 3a KydeTa

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB
Bcesika ¢punmupana tabierka chabpika:

AxTuBHO BemecTBo: Propentofylline 100,0 mg/rabnerka

Kosau4yecTBeH cbCTaB, aK0 Ta3u HHPoOpMaua
€ Ba;KHA € OrJIe/l HA MPaBUJIHOTO NMpHUJaraHe
HA BeTEPUHAPHUS J€KAPCTBEH MPOAYKT

KauyecTBeH cbcTaB Ha IOMOLIHUTE BellleCTBA
APYTuTe ChCTABKHU

dOuaIMoBo MOKpUTHE:

TurtanoB guokcun, E171 0,43 mg/TabneTka

XKenesen auokcum, )Kuat, E172 0,15 mg/TabneTka

Xunpomenosa

Maxkporon 6000

Tanx

Snpo:

JlakTo3a MOHOXHIpAT

IMapeBryHO HULIECTE

KpocnoBunon

Tank

CI/IJ'II/II_II/IeB ABYOKHC, KOJIOUJACH aHXUAPU

Marne3uen CTCapar

dunmupann TabIeTKH.

JKbnru, Kpbrim, M3ITBKHAIN Ta0JIETKU C KphCTOOOpa3Ha IeUTeHa YepTa OT elHaTa CTPaHa U HaJITIC
,» 100 oT apyrara ctpana.

TabneTkaTa Moxxe 1a ObJie pasienena Ha 2 Wi 4 paBHA 9acTH.

3. KIMHUYHA UTHO®OPMALUA

3.1 Bwunose :kMBOTHH, 32 KOUTO € npeaHa3Hauyen BJIII

Kyuera.

3.2 Tloka3aHus 3a ynoTpeda 3a BceKH BHU/I )KUBOTHH, 32 KOITO € MpeIHA3HAYEH MPOAYKTHT

3a momoOpsBaHe Ha repudepHOTO U MO3BUYHO-CHIOBO KphBOOOpaIIeH e, 3a MoA00psIBaHe Ha araTus,
JIeTapTust ¥ 0010 MOBEICHUE TIPH KydeTa.

3.3 IlporuBomokazanus

Buxre Touka 3.7.
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Jla He ce M3IMo3Ba IMpU Ky4eTa ¢ TeliecHa Maca 1o 5 kg.
Jla He ce U3MoJI3Ba IPU CBPbXUYBCTBUTEIHOCT KbM aKTUBHOTO BELIECTBO MJIM KbM HIKOE OT
ITOMOIIIHUTE BEIIECTBA.

3.4 CnenmajJHu mpexynpe:ieHus
Hsawma.
3.5 CnenmajHu npeqnazHu MepKH MpH ynorpeoda

Coenyaniy OpeanasHd MEpKH 3a 0€30IacHa yIoTpeda Ipy BUAOBETE KUBOTHH, 34 KOUTO €
npexaazHaded BJIIT:

Crietumunu 3a0omnsBanus (Hanp. ObOpeyHo 3a00sBaHe) TPIOBa /1a ce JISKYBAT IO MOAXO IS HAYHH.
[Ipu kydera, KOUTO Bede MOTyYaBaT JCUCHUE 3a 3aCTOMHA ChPJCYHA HEIOCTATHYHOCT WITH
OpOHXHMAIIHO 3a00JIsBaHe, TPsIOBa 1a ce OOMHCITN pallHOHAIM3UPaHe Ha JIEKapCTBOTO.

[Ipu 6650pedHa HEAOCTATHIHOCT A03aTa TPSAOBA Aa Ce HaMaJIH.

CrenuanaHy npeina3Hi MEPKH 3a JIMIATa, MPUIaraiiyd BETepUHapHUs JISKapCTBEH MPOAYKT Ha
JKMBOTHHMTE:

TpsiOBa 1a ce BHMMAaBa 3a N305ATBaHE HA CIy4YaiiHO MOTIIBIIIAHE.

[Ipu cnyyaitHo moOTIIbIIaHe, He3a0aBHO JIa CE MOTHPCU MEIUIIMHCKU ChBET, KaTO Ha JICKaps ce
MIPEIOCTaBH JIFICTOBKATA MIIM €TUKETa Ha MPOIYKTA.

PwiieTe na ce mamuBar ciies ynorpeda Ha MPOIYKTa.

CrnenmaiHy Npeana3Hy MEpKHU 3a 3allUTa Ha OKOJIHATa cpela:
He e mpunoxxumo.

3.6 He0aaronpusiTHu peakuuu

Kyuera:

Penxn AJepruYHN KOKHU PEaKIHn*, IIOBPBIIaHe™, ChbPICYHO
(1 mo 10 ua 10 000 Tpetupanu HapymeHne*

YKUBOTHH )

* B TakuBa ciydau JieueHHETOo TpsIOBa Ja ce cIipe.

Cro0maBaneTo Ha HEOIArOMPUSATHH PEAKIIUH € BayKHO. ToBa MO3BOJIsIBA HEMTPEKHCHAT MOHUTOPHHT Ha
0e30MacHOCTTa Ha BeTEpUHAPHUS JIEKapCTBEH NMPOoayKT. ChoOIIeHHATa TPSOBA J1a Ce U3IpalliaT, 3a
MPEANOYNTaHE Ype3 BETEPUHAPEH JIeKap, WK Ha MIPUTEXATels Ha Pa3pelIeHUETO 3a ThProBUsl, UK Ha
MCCTHHUA MY NIPEACTABUTEII, NJIM HA HAIVMOHAJTHUA KOMIICTCHTCH OpraH 4Ype€3 HallMOHAJIHaTa CUCTEMaA 3a
choOInaBaHe. 3a ChOTBETHUTE JJAHHU 32 BPh3Ka BIKTE CHINO TOUKA 16 OT IHCTOBKATA.

3.7 Ynorpeda no Bpeme Ha OpeMEHHOCT, JIAKTALUS WU AiileHOCeHe

besomnacHoCTTa Ha BeTepUHAPHHUS JICKAPCTBEH MPOIYKT HE € J0Ka3aHa 10 BpeMe Ha OPEeMEHHOCT U
JJaKTanus. He ce Impujiara 1npu 6peMeHHI/I WJIN JIJAKTHUPpAaIIy JXCHCKU KyUC€Ta WA pas3iljioJHU ) KUBOTHHU.

3.8 B3ammopneiicTBHE ¢ IPYTd BeTEPUHAPHU JE€KAPCTBEHN MPOAYKTH U APYTrH (JOpMH Ha
B3auUMoOJelcTBHE

He ca n3BectHn.
3.9 HauyuH Ha NpUJIOKEHHe H 103MPOBKA

OcHoBnara n103a € 6-10 mg nponenropunun/kg Ha TenecHa Maca JHEBHO, pa3ejicHa Ha JABE J03U OT
o 3-5 mg/kg kakTo ciensa:
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TeaecHa TadJeTKku 06110 O6ma
maca (kg) JHEBHO JTHEBHA
npen | caenoben | Tadaerku 403a
o6ex (ma/kg)
20 — 33 kg 1 1 2 6,0 - 10,0
34 — 49 kg 1% 1Y% 3 6,1-8,8
50 — 66 kg 2 2 4 6,1-8,0
67 — 83 kg 2% 2% 5 6,0-7,5

3a 1a ce rapaHTHpa NpUiIaraHe Ha TOYHATa 1032, IPeJu JeueHne TpsiOBa 1a ce Ompe/eNin TelnecHaTa
Maca Ha JKUBOTHOTO.

o mpenu3HO HO3UpaHe MOXKeE Ja ce MOCTUTHE, KATO CE U3IMON3BAT MM YETBBPTHHU OT

100 mg Tabnerku, uau komOuHanus ot 100 mg u 50 mg tabdnerku. Vitofyllin 50 mg ¢punmupanu
TaOJIETKH 3a Ky4eTa MOXKe Jla ce aBa Ha KydJera ¢ TesiecHa maca ox 20 Kg.

TabnerkaTa MOXe Jia ce MOCTABU TUPEKTHO BhPXY 33J{HATA YACT Ha €3MKa Ha Ky4eTO MM MOXKE Jia ce
CMecH B MaJIKO TOIYe OT XpaHa U TpsiOBa jJa ce mpuiara Haii-manko 30 MUHYTH peIn XpaHeHe.

3.10 Cumnromu Ha mpexo3upane (M KOraTo € MPUJIOKUMO — MPOLEAYPH HA JIeiicTBHE MPH
CHEIIHH CTyYau U AHTHAOTH)

BL36y;:[a, TaxuKapaus, XUuIIOTOHU:, 3a4€PBABAHC HA JIMTABUIIUTE U IOBPBIIAHE.
HperaTﬂBaHe Ha JICYCHUETO BOAM A0 CIIOHTAaHHA PEMHCH HA TE3U IPHU3HAIIH.

3.11 CneumnajiHu orpaHuveHus 3a yNoTpeda v CieHATHH YCJIOBHSA 32 YNOTPeda, BRJIIYUTETHO
OrpaHHYeHHus 32 ynorpedaTa Ha AHTUMUKPOOHH M MPOTHBONAPA3UTHH BeTePUHAPHHU
JIEKapCTBEHH MPOIYKTH, € LIeJI 1 ce OTPAHHYM PUCKBT OT Pa3BUTHE HA Pe3NCTEHTHOCT

He e npuinoxxumo.
3.12 KapeHTHHU cpoKoBe

He e npuinoxxumo.

4. DPAPMAKOJIOT'NYHA HH®OPMALIUA
4.1 BerepuHapeH jJexkapcTBeH aHaToMo-TepaneBTH4eH ko (ATCvet Code): QCO4AD90
4.2 @®apmakoaMHAMHKA

[TporieHTOQMIMHBT € TMOKa3al, ue yBeJIndaBa IIPUTOKA Ha KPbB, 0COOCHO B CHPIIETO M CKEJICTHATA
Myckynatypa. Toil yBenruaBa ChIlo MPUTOKA HA KPBB B MO3bKa M CHOTBETHO, CHA0ISIBAHETO C
KUCIIopos, 0e3 1a yBenn4aBa HyXKJ1aTa OT TIFoKo3a. Toil nMa yMepeH HOJIOKHUTENICH XPOHOTPOIICH
edeKT 1 U3pa3eH MOJIOKHUTENEH HoHOoTporeH edext. OcBeH TOBa € MOKa3aJl aHTHAPUTMUYEH eeKT
MIPU Ky4yeTa ¢ MUOKap/IHA UCXEMUSsl, KAKTO U OPOHXOAMIIATOPHO JISHCTBYE, paBHSBAIIIO cE Ha TOBA Ha
AMHUHO(QHITHH.

[TponerTopnmmHBT HHXKUOMPA TPOMOOIIMTHATA arperalys 1 Nogo0psBa HUPKYJIATOPHUTE CBOMCTBA Ha
EPUTPOIIUTHTE.

Toli oka3Ba npsik epeKT BPXY CHPIIETO U HamallsiBa neprudepHaTa CbJI0Ba PE3UCTEHTHOCT, KATO 110
TO3HM HAUMH MMOHWXAaBa ChbPACYHOTO HATOBApPBAHE.

[IponeHTOGUIMHBT MOXKE Aa yBEIMYH KeJTaHUETO 3a (PU3HUecKa aKTUBHOCT U TOJIEPUPAHETO Ha
¢bu3nyIecKka aKTUBHOCT, 0COOCHO IPH MO-CTapu Ky4deTa.

4.3 @apmMakoKHHETHKA
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Crnen nepopaiTHO MPUIOKEHHUE TPONCHTOMWIMHBT ce pe30pOupa Obp30 M HAITBITHO U CE Pa3IIPEIeIs
0bp30 B ThKaHuTe. [Ipu nepopanHo mpuiokeHne Mpy KydeTa MaKCUMaTHUTE HHUBA Ha IJIa3MeHa
KOHIIEHTpAITUs BeUe ca JOCTUTHATH cliea 15 MUHYTH.

[MomyxuBOTHT € 0koso 30 MUHYTH, 2 ONOHATTMYHOCTTA 32 U3XOAHOTO BemiecTBO € okoio 30%.
[TomyuaBat ce HAKOIKO e(heKTUBHU MeTa0oIuTa U OMOTpaHC(hOpMAIHATA CE H3BBPIIIBA OCHOBHO B
yepHus apo0. [IporerTodrmuasT ce exckperupa 8§0-90% mox popmara Ha METAOOIUTUTE CH UpPe3
0b0penuTe. OCTaTHKBT ce eMMHUHUpA ¢ (ekanuute. Hsima akymynupane.

5. OAPMAIEBTUYHU JAHHU

5.1 OcHOBHH HECHBMECTHMOCTH

He e npunoxxumo.

5.2 Cpok Ha rogHocT

Cpok Ha TOHOCT Ha KpailHUs BETCPUHAPCH JICKAPCTBEH MPOIYKT: 5 TOAUHU.
Cpok Ha TOOHOCT Ha YacTUTE OT TabJIeTKaTa clie/l pa3dymnBaHe: 72 Jaca.

5.3 Cnenmajinm ycjI0BHUS 32 CbXpaHeHHe

Jla ce cpXpaHsiBa B OpUTHHATHATA OMIAKOBKA.

)Z[a CC ChbXpaHsBa 6HI/ICTCp’bT BbB BbHIIIHATA OIIaKOBKA.

[a ce cbxpaHsBa Ha CyX0O MACTO.

PazuyniennTe TabneTku TpsiOBa 1a ce ChXpaHABAT B OJHMCTEpHATA OMAKOBKA.

5.4 BI/I)I U CbCTAaB HA IbPBHUYHATA OIIAKOBKA

[TonMBHHUIXIIOPUA — OIMBUHUIUACH XJIOPUA/aTyMUHUEB Onuctep ¢ 14 TabneTku, B KapTOHEHA
KyTHs, ChabpiKkala 4 omucrepa (56 TadneTkH).

[ToMMBUHUIIXIIOPH/T — MOJTMBHHWIINICH XJIOPH/aTyMUHIEB Ouctep ¢ 14 TabiaeTku, B KapTOHEHA
KyTHs, chabpikaiia 10 onmcrepa (140 Tabnetku).

He Bcuuku pazmepu Ha onakoBKaTa MOTat Aa ObJIaT MpeajiaraHy Ha masapa.

5.5 ChoenuajHu MepKH 32 YHUIIIO:KABAHE HA HEM3MOJI3BAHM MPOAYKTH UJIH OCTATHLIU OT TAX
BerepunapHuTe JeKapCTBEHHU NMPOIYKTH HE TPsOBa 1a ObJaT U3XBBPJISTHU Ype3 OTIIaIHU BOJIU WU
OMTOBH OTITIABIIH.

W3non3BaiiTe mporpamu 3a BpbIIaHE IPU YHUIIOKABAHETO HA HEU3IOJI3BAHU BETEPUHAPHU
JIEKAPCTBEHU MPOIYKTU WM OCTATBIM OT TSIX B COTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO M C BCUYKH HAI[MOHAIHYM CUCTEMH 33 ChOMpaHe, IPUII0KUMHU 33 ChOTBETHUS
BETEPUHAPEH JIEKAPCTBEH MPOJYKT.

6. HUME HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A THPT'OBUA

WDT-Wirtschaftsgenossenschaft deutscher Tierdrzte eG

7. HOMEP HA PA3PELIEHHUETO 3A THbPI'OBUSA

Ne 0022-3181
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8. JATA HA ITbPBOTO U3JJABAHE HA PASPEHIEHUETO 3A ThPTOBUSI

JlaTa Ha TBPBOTO M3JaBaHE Ha pa3pelieHueTo 3a Thprous: 15/05/2023.

9. JATA HA NIOCJIEAHATA PEJAKIUSA HA KPATKATA XAPAKTEPUCTHUKA HA
MPOAYKTA

04/2023

10. KJIACHOUKAIIUMSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTHU

Ja ce oTIycka caMo 10 JIEKapcKo MpeANucaHue.

[Honpo6na mH(OpMaIs 3a TO3W BETEPUHAPEH JEKApCTBEH MPOIYKT MOXKE Ja HaMmepuTe B 0azara
nanau Ha Chro3a otHOcHO nponykTute (https://medicines.health.europa.eu/veterinary).

JI-P AHTOHHUO PAJIOEB
3AMECTHUK U3ITH/IHUTEJIEH IUPEKTOP
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