KPATKA XAPAKTEPHCTHKA HA TTPOJYKTA HA IIPOJAYKTA
KbM JTHNEH3 Ne 0022-2707

1. HAHMEHOBAHWE HA BETEPUHAPHOMEIHITWHCKWS ITIPOAYKT

Dennpajua TabIeTKH 3a KyUeTa U KOTKH
Fenpradin Dog and Cat Tablets

2. KAYECTBEH H KOJTHYECTBEH CHCTAB

1 rabnerka chaBpka:
AXTHBHH CyOCTAMIEL:

Praziquantel 50.0 mg
Fenbendazole 500.0 mg
LxcynnaenTy;

3a LAHHA COUCEK HA eKCLUHITMENTHTS, BIDK T. 6.1.

3. DAPMALIEBTUUYHA ®OPMA

TaGnerxa.
HbiTeHHKABH KPBIIH TAONETKH C KPBCTOCAHM JIMHKMH 32 CUYITBAHE HA YETBbPTHHH,

4, KIHHAYHNA TAHHHA

4.1 BupoBe :®OBOTHH, 3a KONTO € npegnazuaven BMII

Kyuera n KoTu.

4.2 TepaneBTHYHH HOKA3AHUS, ONPEAEICHH 32 OTACIRHTE BHAOBE SKHBOTHH

Hlmpmcocnercrbpeﬁ AHTHXCIIMHUHTHK 34 TPETHpaHe Ha CMECEHH HHCl')eKI.IHH OT FaCTPOUHTCCTHHAIHH
HEMATOAH W UECTOOH ITPH KYYCTA H KOTKH,

Ackapran Toxocara canis (Hespenu, 3penu),

Toxocara cati (3penwn),
Toxascaris leoning (Heapeln, 3peiun);
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AHKHIOCTOMH Uncinaria stenocephala (Hespenn, speni),
Ancylostoma caninum (Beapenu, 3pemi);

TpuxypHIH Trichuris vulpis (3penn);

[ecToan Echinococcus gramulosus, Echinococcus multilocularis, Dipylidium

caninum, Taenia spp. 1 Mesocestoides spp.

Mennpajuy TabNeTky 3a Kydera ¥ KOTKH MOXKE /1a CE H3MOJI3Ba ChLIO0 NpPH KOHTpoNa Ha kpoTo3ol Giardia
HpH KydeTa H Ha Oenoapobuu wHdekuuu ¢ defurostrongylus abstrusus npu KOTKK,

4.3 [porneonokaszauun

Ja He ce u3noaA3Ba OPH CBPBXUYRCTRUTEIHOCT KbM AKTHBHITE ¢YOCTAHLINYM WK KbM HAKOH OT
EKCHUIUEHTHTE.

Jla He ce M3MoI3Ba TIPH KOTEHIA HA BBbAPACT 10 § CeIMHIM.

4.4 Choennajlau IpegnasHi MEPKI 32 BCEKH BHI 3KNBOTHIH, 32 KOHTO e HpeaHasHaven BMII
Hama.

4.5 Cnennairn OpeAnasHu MeprH npu ynorpeba

Croeumangn HpeAnasHH MCPKH 34 SKHBOTHHTE MMPH YHOTDG6&T& Ha [IPOAYKTE

He e npunoxumo.

Crenuaniu Npedna3and MCPKH 34 JHIATA, NTpHIaraiy BeTCPHHAPHOMEAH UHHCKHA HPOOAYKT HA XUBOTHHTE

Ja ce u3MUAT phlIeTe clie]i KOHTAKT ¢ TaONeTKHTE,

4.6 HebGaaronpnsarui peakuun (TecTOTa H BAXKHOCT)

[IpH TpeTHpaHNTe >KMBOTHU MOTAT MOHAKOra Aa ¢e IIPOABAT NOBPBIIAHE HITH JieKa THADHS BbB BPB3KA C
obe3rnapasuTaRaHeTO,

4.7 ¥norpebda no Bpeme Ha OpeMeHHOCT, JAKTANIA W Al eHOCEHe

Ja ne ce npeBHIIARa MOCOTEHATA {032 [IPH TPETUPaHE Ha OPeMeHHH Ky4Ku.

[punara ce camo clief NpelCHKA NOJI3a/PUCK OT OTTOBOPHUS BETEPHHAPEH JIeKap IIPH TPETHPAHE Ha
OpeMeHHH Kyuk# cpelily nemaroau, He ce npunara upu OpeMeHHH KOTKH.

He ce mpunara apn 6pementu Kydxd g0 39-u feH oT 6GpemennoctTa. [lpHmara ce caMo ciiea npeuenka
No/I38/pPHCK OT OTrOBOPHHMS BETEPHHAPEH JIeKap NpH TpeTupaHe HA GpeMeHHH KYUKH [Ipes HOCIEIHATA
TpeTHHa 0T OpeMEeHHOCTTa, Tbil KaTo TepaToreHHUTe edeKTH, NpUuMHend OT MeraboluTa Ha
fenbendazole oxfendazole B peaxy cayuau, e MOTaT 12 e H3KITIGUAT W3IS0,

Mosce 14 ce puiara Ho BpeMe Ha JIaKTallya,
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4,8 BaaumoseficTBHE ¢ APYIH BETEPHHAPHOMEXHLHTHCKH TPOAYKTH H APYFH opmn Ha
B3aHMOIeliCTBHE

He ca uzpectrn.
4.9 Ho3a B HAYHH HA TPHJIOKEAHE

Dennpaauu TabRETKA 3a KydeTa H KOTKH Ce IIPUAAraT nepopanto, AUPEKTHO WK CMECEHH C ROpUHs
Meco, konbac uad Apyra xpana, He ca HeoOXOZHMHN JMETHYHH MEPKH WA IIPHIIATAHE Ha TIaAHO.
PesopbimaTa Moxe fa Obfie nogodpeHa 4pes XpaHa.

PyTtunno Tperupade NpH BB3PACTHH KY1ETa

Dennpanus TAGIETKR 32 KYUeTa H KoTKY TpibBa Aa ce NPHIATAT KaTo eAHOKPATHO TPETHPAHE B 038 0T 5
mg praziquantel u 50 mg fenbendazole na kg Tenecna maca (exerBanentHo na | Tabrerka Ha 10 kg
TEISCHA MAca).

Hanpumep:

TpeOHA KyueTd ¥ KVIeHLA Hi BR3pacT Haj 6 Mecena
0.5-2.5 kg Tenecna maca i Tabnerxa

2.5-5 kg renecna Maca Y rabiierra

6-10 kg Tenecna mMaca 1 Tabnerxa

Cpe/lHH KYYETS

11-15 kg Tenecna maca 1% tabneTin
16-20 kg Tenecua Maca 2 Tabnetkd
21-25 kg TesecHa maca 2% TabneTkn
26-30 kg TenecHa maca 3 rabnetku
Expu xy4era

31-35 kg Tenecna maca 3% tabneTkd
36-40 kg Tenecna maca 4 TabneTku

PYTHHHO TPeTHPaHE HPH BE3PACTHH KOTKH

Dennpaani TabTeTKN 33 KyTeTa ¥ KOTKH TPA6BA Ja Ce TPWIAraT kaTo eMHEYHO TPETUPANE B 1034 OT 5
mg praziquantel ¥ 50 mg fenbendazole wa kg Tenecna maca (eKBHBaNeHTHO Ha i TableTKA Ha 5 kg
TelxecHa Maca).

Hanpumep:
0.5-2.5 kg TenecHa mMaca V4 TabneTka
2.5-5 kg Tenecua maca 4 Tabnetka

30 pymunen KOHIMPOT 6b3PACHHUME KYNema i KoMK Mpadea 0a ce mpemupant 8e0HvIC Ha seek 3
Meceyd.

OTONTH Ky4eHla H KOTEHIA HA Bh3PacT A0 6 Mecena
@ennpanui TafaeTkn 3a KydeTa M KOTKH TpsfBa 4 Ce NPUIaraT KaTo ¢/IMHETHO TPETHPaHe B 1034 OT 3

mg praziquantel 1 50 mg fenbendazole na kg Temecwa maca (exBuBayieHTHO Ha V2 TableTka Ha 5 kg
tenecHa Maca). Tperuparero TpsOBa ja ce PHiAra B IPOIB/DKEHIE Ha TPH NOCHSROBATEN Y JHH.
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Boszaein Kydeana i KhPMEIH Ky HIKH

3a xonrpon Ha Toxecard € BKHO MAKKTE KYUEHIa 1a C& TPETHPAT PeAOBHO ¢ DEeHNpaIHH TabaeTku 3a
Ky'IeTa ¥ KOTKH B o3a oT 5 mg praziquantel u 50 mg fenbendazole na kg resiecHa maca IHEBHO 3 TPH
nocnenoBaTenny JHH (eKBUBATCHTHO Ha % Tabnerka na 5 kg TenecHa maca 3a 3 nHAM). TasH cxema 3a
TpeTHpase TpsbBa Aa ce TOBTaps Npe3 2-CeAMHYHM HHTEepBasH MpH Ky4eHLAa Ha Bh3pact OT 2 mo 12
CemMHELLH.

Crient ToRa ce npenopbusa MeHnpaiiy TabNETKH 32 Ky4eTa H KOTKH 2 CE MPHIara Ha UHTEPBAni OT 3
Mecena.

Kbpmetiute kyuky TpsOBa 1a ce TPETHPAT MO CHILOTO BPEME H ChC ChLIATA HECTOTA, KAKTO Xy4enuara Ha
BBE2pacT a0 12 cegmuiri.

Crient ToBa ce IPeNopbuBa CXeMaTa 3a TPETHPaHe Ha Bh3PACTHU KYHeTa BEAHDIK Ha BCCKH TPH Mecela.

Hornmeno go3upane Npn coeudpuIAn HAQeRUNI

34 TPeTHPAHETO HA KIWHUYHI HEMATO/IHH H LECTOANM Napa3uTO3H IPU BB3PAcTHA KYHETa a ¢e npuriara
Meunpaaun TabIeTKH 3a KyJIeTa M KOTKH B 103a OT:

5 mg praziquantel u 50 mg fenbendazole ma kg resecHa Maca JHEBHO 32 JIBA TIOCASAOBATCIHI AHU
(expHpanenTHO Ha | Tabnerka Ha 10 kg Tenecna maca 3a 2 gHv).

3a TPETHPAHETO HA KIHHHYHH HEMATONHHM H LECTO/AHH TApa3uTO3H JIPH Bh3PACTHH KOTKH M 33 KOHTPOI
Ha Genoapobuu uadexuuu ¢ Aelurostrongylus abstrusus TPH KOTKH ¥ TIPOTO30H Giardia mpw xy4era 1a
ce mpunara PeRMpaiy TabNeTIH 32 KyYeTa U KOTKH B 1033 OT:
5 mg praziquante]l w 50 mg fenbendazole ma kg TenecHa Maca JHEBHO 3a TPH MOCIHEA0BATETHH JHH
(eKBHRaNeHTHO Ha ¥; TabineTka Ha 5 kg TenecHa Maca 3a 3 XHu).

3adesnexka

Toit kKaTO eAKMH OT Hal-pasnpOCTPAHEHHTE LUECTOAH [PH KyHeTaTa H KOTKUTE (Dipylidium caninum} ce
npefaea upes OBAXH M HMa MHOIO KPATBK LMKBJI HA PA3sBHTHE, € MHOTO BAXKHO Ja Ce 00pbla BHUMAHHE
BHPXY KOHTpOJIA Ha OBIXATE 33 HAMANIABAHE HA HHUMICHTHTE C TO3M BHJL M HA PHCKA OT penH(eKuL.

4.10  Tlpenosupane (CHMATOMH, CIICIIHE MEPKH, ANTHIOTI), aKO € HeoOX0ANMO

TNgere cyGeranuuu fenbendazole u praziquantel ca ¢ mHoOro s06pa TOHOCHMOCT. Cnen cHAHO
[peBUILABANE HA JI03aTa [OHIKOTA MOTAT Ja ¢¢ [OSBAT MOBPBUIAHE U MPEXOAHA ANapHs. Ilpu 3 nvTH
fpeRHILABAHE Haj MPEMOPLHYBAHATA /033 €A HaOIOJaBaHM PA3MEKHATH H3NPAXNHCHHA TpH Kydera
CKUMTEHEe U 0esnokolcTeo npu Kydenua. [Ipw 5 mbTH npesrliaBaHe Ha lLpenophuBaHata 103a ce
HalJIoaea IPEKOMEPHO OTAENHEe Ha CIIOHKA TpH KydeTa W kyweHua. llpusHanure Ha mpeposupaxe
TpaOBa ga ObAaT NeKyBaHi CHMITOMATHIHO,

Moske Ja ce NoARA DesaneTHTHe ciel MPUiaraHe Ha BHCOKH JO3H IPH KOTKH.

4,11 KapeHT¢H CpOK

He e npuaoskuMo.
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5. PAPMAKOJOTTYHHU OCOBEHOCTH

MapMakoTepaNeBTHYHA IPyIla; AaHTHXEIMHHTHLIM; [IPa3vKBaHTEN, KOMOHHAIHH,
BereprHapHOMeTTIMHCKH AHATOMO-TepaneBTH eH Kon: QP52ZAASI.

51 @apmMakoHHAMHYHIH CBOHCTRA

Praziquantel npudmHsBa CHACTHYHA OApanu3a Ha MyCcKylaTypaTa Ha Iapa3sMTMTS, ABXalia Ce Ha
MeMOpaHHa AemoIgpH3atys Ha MYCKYIHHTE KIeTKH. Tol yBpexka HopMalIHaTa (yHKIIAL HA OOBHBKATA,
FRIOKO3HUAT NIPUEM OT Cpepara ce MHXUOHpa W ce CTHMYJHpa APOXYKLUMATA Ha JIAKTAT. Membpaunara e
MO-IPOTYCKAKBA 32 TIIOKO3a I [I0-1YBCTBRTENHA KbM ACHCTBHETO HA IPOTEQNIHTHYHH CH3HMH.

Ha moiexyTHO HHBO MEXaHW3MbT Ha TETAHHYHATA NAPANTH3A BCE OLIE HE & HATIBIHO H3ACHEH. Haxou
yueHy Tpeanonarar, de praziquantel oTeaps KallLWEBHTE KaHalH B oGBUBKATR W BOAH L0 TO3H c(hEKT.
JIe3MHTErpUpAaHM M YacTHMHO cMIeHH (parMenTH OT CErMEHTH Ha TCHHH MOTaT IIoHAKora jia ce
HabiroIaBaT BuB dhekannuTe.

Fenbendazole peiicTBa cpeily TapasuTHTe 4pe3 Hapyluapade Ha o6pasyBameTo Ha MHUKpoOTYGYmUTE,
cRbp3BAiiKK ce ¢ TYOY/IWHA B [APA3UTHUTE YPEBHM KIETKW H 110 TO3H HA4MH NPEYH HA YCBOABAHCTO HA
rioko3a. B pelysTar Ha ToBA MApasHTHTe NOCTeneHHo ymupar. Fenbendazole mokasea BpeAnounTaHHe
KbM TyGYJHHA HA HapaswTHTE 34 PASTHKA OT To3K Mpy GozaiinuiuTe. ToBa u3rNexna ce AbIDKH Ha (pakTa,
ue (opmupanero Ha TyGyiuu-(eHbeHIa30I0B!s KOMIUIEKS [IPH NTAPA3MTH € TO-NECHO KWHETHYHO npH
{U3MONOrHYHH  ycloBMs OT ToBa npu Oosafimuim. Fenbendazole moxe cbuio ia nuxubHpa
UpOM3BOAICTBOTO HA EHEPrWs [IPH XENMHHTH 4pe3 WHXHOHMpaHe HA YCBOBAHETO HA [IIOKO3ATA W
pasrpaxIaHeTo Ha [IHKOTEHA.

52 dapmarorHHEeTHIHH ocofenocTH

PRAZIQUANTEL

Crea nepopaliHo npuiokerue praziquantel ce pesopbupa MHOro 6bp30 M BbB BUCOKa CTEIEH {(75-100%}.
MaxcHManHa KOHIEHTpallisg B kpbeHaTa mwiasMa (Cp,y) Ce locTHra 38 1 yac. Praziquantel &sp3o HaBau3a
B TBKAHWTE, HO HAMa HaTpymneaue. Toll npeMuUHaRa Mpes IWIAUCHTATA B MHOIO MAJIKH KOJIHU4CCTRA, KOETO
BOMM 10 MHOTO HHCKH KoHHeHTpauud B mioga. Oxoro 80% ot praziquantel ¢ cBbp3aH ¢ npoTewiHH B
nnasMara. CepyMHATAa KOHLUEHTpALMst Ha HEMETabONM3MpPaHis praziquantel e wuucka. HMma ao0Gpo
pasmpejencHue M BHCOKH cToifjoctd Ha obeMa Ha pasnpefenexne. B pamxnre Ha 15 MUHYTH OT
TIEpPOPATHOTO NPHIIoIKEHHE TIPH KydeTa, 84% ot nosara ce MetaboIH3Hpa. BHONOTHHHUAT TIONYKUBOT B
mnasmata Ty, ¢ okono 1 wac. OcHopnata uact oT praziquantel u HeroBuTe MeTaloNMTH Ce ETHMHUHHPAT
¥pe3 Gubpewute. Hpu kyteta < 0,3% ce exckpeTnpa senpomener. OCTaTBKBT C€ OT/IENs Ype3 KITbUKaTa
i u3npaxHedaTa. Toll 6Bp30 ce eNHMUHMPA OT KPBBTA U € HEOTKPHBAEM CIE] 24 yaca. MHOTO MaIKH
KONUYECTRA ¢& eKCKPeTHPAaT B MILTKOTO.

FENBENDAZOLE
Fenbendazole ce pesopbupa B uucka cteneH. MakcumanHa nnazMeHa KOHUEHTpamus c€ AOCTWTA B
paMinTe Ha OKoNo 20 yaca M cyGCTAaHIMATA ce MeTabonusupa B HepHUN APl B paMiuTe HA 48 uaca.
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OcHosHrAT Metabonut oxfendazole ¢hino npurexapa aHTHXENMHHTHA aKTHBHOCT. YBeNHYABAHETO HA
203274 He [OBHINABA 3HAYMTENHO IMasmenutre HuBa Ha fenbendazole w oxfendazole. Korato
fenbendazole ce npunara ¢ XpaHa, MOKa3Ba 3HAYHTEHO NO-BUCOKA OHOHATMYHOCT, OTKOJIKOTO KOTaToO e
TipusIara npeay Ha raano, EXCKperuaTa e npeiuMuo upes dexannute u camo 10% e upes ypuuara.

Cney npunaraseto Ha @ennopajus TabNeTKH C XpaHa IIPH KY4ETa, MAKCHMaNHaTa KOHLEHTpanus B
kpbeHata miasMa (Cp.) 3a fenbendazole e 393 ng/ml, spemero 3a aocturaHe Ha MakchuMasmiara
KoHLeHTpaumns B KpbeTa (The) € 14 4daca, nnoulra oA KpHeaTa koHueHTpaunn/epeme (AUC) e 5057
ng/ml/uac n cpesnnTe CTORHOCTH Ha GHONOMMUHKS HOTYKHBOT ca 5 yaca. MaxkcimaitaTa KOHUEHTpatus
Ha axtusius MeraGonur oxfendazole e 332 ag/ml, Ty, € 16 waca, AUC e 4480 ng/ml/uac u cpeguure
CTOHHOCTH Ha BHONOTHYHMS TIOTYXHBOT HA elMMuHUpake ca 5 waca, Praziquantel Gnpszo ce pesopbupa,
Coax € 935 ng/ml, Tha € oxono eiun wac, AUC e 2765 ng/mlfuac W cpefHHTE CTOHHOCTH Ha
CHOJMOTHUHMS MOAYIKUBOT ca 3.5 uaca.

6. PAPMAINIEBTHYHHA OCOBEHOCTH

0.1 CHouebK Ha eKCIEHNHERTHTE

Harpues maypun cyndar

Mosugon 30

Harpuer ckopbened rMUKOIAT

Marnesues cTeapar

6.2 OCHOBHH HECHBBMECTHMOCTH

He ca usBecTHH.

6.3 Cpox na rojgroct

Cpok Ha FoAHOCT Ha KpailHHS BETepHHAPHOMETMUHHCKH MIPOAYKT: 5 rOAUHH.
6.4, CrenyMajin yeJ10BHA 32 ChbXpaHeBHe Ha IPOAYKTA

To3u BeTEPHHAPHOMEIHIHHCKH IPOAYKT HE H3UCKBA HHKAKBU CHEIIHATIHH YCIOBUA 38 ChXPAHEHHE,
6.5 Bug o chcTaB HA WHPBHYHATA ONMAKOBKA

Anymunseso (onuo 30 p ¢ HOKPUTHE OT SKCTPYAMPAH MOAHETHNEH 35 gsm.

PasMepH Ha oHaKoBKHTE:
Jentu ¢ o 10 Tabneriy BCAKa, onakoBany no [0 MeHNTH B KaApTOHEHA KYTHS.

6.6 C“E[IHHHHII MEpPKH 3a YHHIIOKABAHE HA HEH3NMOA3BaH NPOAYKT HJIH OCTATHIIH OT HETO

Bcexn Heu3NoI3BaH BETEPUHAPHOME M ITHHCKH TTPOYKT HIH OCTATHLUW OT Hero Tpabsa fa opaaT
YHEINOWXEHH B ChOTBETCTBHE C H3HCKBAHMSNTA HA MECTHOTO 3aKOHOATEIICTBO.

7. IIPUTEKATEN HA JHOEH3A 3A YIIOTPEBA



Chanelle Pharmaceuticals Manufacturing Limited,

Dublin Road, Loughrea,

Co. Galway,

Ireland

8. HOMEP HA JIMIEH3A 3A YIIOTPEBA

0022-2707

9. JATA HA TIGPBOTO U3TABAHE HA JIUIEH3A 3A YIIOTPEGA
30/01/2017

10. JATA HA IOCAEZHATA PEJAKIIA HA TEKCTA

03/2020

3ABPAHA 3A TIPOJTAXKEA, CHABJABAHE H/HJIHU YIIOTPEBA

He e npunoxuMo.
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