KPATKA XAPAKTEPUCTHUKA HA TIPOJAYKTA
KBbM PA3PEHIEHHUE 3A ThbPI'OBHUS C BJIII Ne 0022-2707

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

(DeHl'IpaI[I/IH TaOIETKH 3a Ky4€Ta U KOTKU
Fenpradin Dog and Cat Tablets

2. KAYECTBEH 1 KOJIMYECTBEH CbCTAB
1 TabneTka chaBpKA:
AKTHBHH BelllecTBA:

Praziquantel 50.0 mg
Fenbendazole 500.0 mg

ITomolHM BemecTBa:

KauecTBeH chCTaB Ha MOMOIIHUTE BeIIECTBA U IPYIUTE CbCTAaBKHU

Hatpues ngaypui cyidar
IToBugon 30
Harpues ckopOeeH rITMKoiaT

Marue3ueB creapat

XXbnTeHnKaBU KPBIiM TaONETKU C KPbCTOCAHM JIMHUM 33 CUYTIBAHE HA YETBBPTHUHH.

3. KINMHUYHA UHOOPMALIUS

3.1 Bunose :kuBOTHH, 32 KOUTO e npeaHa3znaven BJIII

Kydera u xoTku.

3.2 Iloka3anus 3a ynorpeda 3a BceKHM BUJI >KUBOTHH, 32 KOWTO € MpeJHA3HAYEH NPOAYKTbT

H.[HpOKOCHeKTLpeH AHTHUXCIIMUHTHK 34 TPETUPAHC HAa CMECCHHU I/IH(I)GKI_II/II/I OT TaCTPOUHTCCTUHAIIHA
HEMaTOJu U LIECTOAU ITPU KyHd€Ta U KOTKH.

Ackapuau Toxocara canis (ue3penw, 3pew),
Toxocara cati (3penn),
Toxascaris leonina (uespenu, 3penn);

AHKUIIOCTOMHU Uncinaria stenocephala (ue3penu, 3peinn),
Ancylostoma caninum (ue3penu, 3peinn);

Tpuxypuau Trichuris vulpis (3penn);
[{ecToau Echinococcus granulosus, Echinococcus multilocularis, Dipylidium

caninum, Taenia spp. u Mesocestoides spp.

MenmnpaavH TAOJIETKH 3a Ky4eTa ¥ KOTKH MOKE JIa C€ U3II0JI3Ba ChINO TPH KOHTPOJIA Ha MIPOTO30U
Giardia npu ky4era u Ha 6emoapobuu nubekimu ¢ Aelurostrongylus abstrusus mpu KOTKH.



3.3 IIporuBonoxazanus

Jla He ce M3MoI3Ba NPU CBPHXYYBCTBUTEITHOCT KbM aKTHBHUTE BEIECTBA WM KbM HAKOE OT
MTOMOIITHUTE BEIIECTBA.

Jla He ce M3MoI3Ba NpU KOTEHIIA Ha BB3PacCT JI0 8 CEMMIIH.

3.4 CnenmajJHu mpexynpe:aeHus

Hsawma.

3.5 CrnenuanaHu npeana3Hu MePKH Npu ynorpeoda

Croenuanany npeana3Hyu MEPKH 3a Oe3omacHa ynoTpeba Ipy BUIOBETE KUBOTHH, 3a KOUTO €
npeanasnHauen BJIII:

Tbil KaTo €AMH OT HaM-pa3IPOCTPaHEHHUTE ECTOM NP Kyderara u kotkute (Dipylidium caninum) ce
npezasa upe3 ObJIXH M IMa MHOTO KPATBK IIUKBII HA Pa3BUTHE, MHOTO BaXHO € Jia ce 00pblila BHUMAHHE
BBHPXY KOHTpPOJIa Ha 6'I)HXI/IT6 3a HaMaJIsIBaHC Ha MHOUACHTUTEC C TO3U BUA U HAa PUCKaA OT peI/IH(I)CKHI/IH.

Crennaniy npeana3sHi MEPKH 34 JIMLATa, IPUIarallyd BETepUHAPHUSL JICKAPCTBEH IIPOJAYKT Ha
JKUBOTHHTE:

Jla ce U3MUSAT PBIIETE CIIE KOHTAKT C TaOJIIETKHTE.

ExuHOKOKO3aTa Mpe/ICTaBiIsgBa PUCK 3a YOBEIMIKOTO 31apaBe. Thil KaTo eXHMHOKOKO3aTa ¢ 3a00JIsBaHe, 32
koeto TpsioBa ca ce cpobum B OIE (CeeroBHara opranm3anus 3a 3apaBe Ha JKHBOTHHTE),
KOMITCTEHTHHUTE OPraHu TPsA0Ba 1a UMAT pa3paboTeHu CrieupUIHN HACOKH 3a JICUCHHE, 3a TOCIICBAIIH
JIEUCTBHUS U 3a MPENa3BaHe 3paBeToO Ha XOpaTa.

Crenuanaiy npeana3sHy MEPKH 3a 3aIMTa Ha OKOJIHATA CpEeaa:

He e npunoxxumo.

3.6 HebaaronpusiTHA peaknun

[Ipu TpeTupaHuTe KUBOTHH MOTAT MOHSIKOTA /1a CE€ MPOSBAT MOBPBIINAHE WX JIEKa TUapHUs BB BPb3Ka
¢ o0e3mapa3uTIBaHETO.

Cno0I11aBaHeTO Ha HEOJArONPHUATHH PEaKIUH € BaxKHO. TOBa MO3BOJISIBA HEMTPEKBCHAT MOHUTOPHHT Ha
0e301acHOCTTa Ha BETEPUHAPHUS JIEKapCTBEH MPOayKT. ChoOIIeHnsTa TPAOBa J1a Ce M3IpaIliar, 3a
MIpEANIOYUTAHE Ype3 BETEPUHAPEH JIEKap, MIIN Ha TMPUTEKATEISI Ha Pa3pPEIICHUETO 33 ThPTOBHUS WM Ha
MECTHHSI My TIPEICTABUTEI, MIIM Ha HAIMOHATHHSI KOMIIETEHTEH OpPTaH 4pe3 HallMOHATHATa CUCTeMa 32
croOIaBane. 3a ChOTBETHUTE JJAHHU 32 BPh3Ka BIKTE CHIIO TOUKA 16 OT JIMCTOBKATA.

3.7 Ynorpeda mo Bpeme Ha GPeMEHHOCT, JIAKTALUS WJIH AlilleHOCEeHe

Jla He ce mpeBHIlIaBa MOCOYEHATA J103a IPH TPETUPaHe Ha OPEMEHHH KydeTa.

I[Tpunara ce camMo Ciej IpeleHKa MoJI3a/PUCK OT OTTOBOPHHSI BETEPUHAPEH JIEKap NP TPETHPaHE Ha
OpeMeHHH KyueTa cpenly Hemaroau. He ce mpuara npu OpeMeHHH KOTKH.

He ce npunara npu 6peMeHHH Kydera 10 39-Tu ieH oT OpemenHocTTa. [Ipriara ce camo cies nmpeneHka
0JI33/PUCK OT OTTOBOPHUSI BETEPHHAPEH JIEKap IPU TPETHPAHE HAa OPEMEHHH Ky4YeTa Ipe3 MocJieIHaTa
TpeTHHa OT OPEMEHHOCTTa, Thil KaTO TepaToreHHHTe e(eKTH, MPUYMHEHH OT MeTaboNuTa Ha
fenbendazole - oxfendazole B peaxu ciryyan, He Morar J1a ce M3KIIFOYaT U3IISLIO.

Moske J1a ce mpuiiara 1o BpeMe Ha JaKTalusl.



3.8 BszammopneiicTBHE ¢ IPYTd BeTEPUHAPHH JeKAPCTBEHH NMPOAYKTH M APYrd (OpMH Ha
B3aHMoOJeHCcTBHE

He ca u3BecTHu.
3.9 Hauyun Ha npuiiokeHHe U 103MPOBKA

dennpaauH TaOJETKH 32 KydeTa U KOTKH Ce MPUIaraT IepopaiHo, TUPEKTHO UK CMECEHH C TIOPITHSI
Meco, kobac mim Apyra Xxpana. He ca HeoOXo UMy AHETHYHE MEPKU WITK MPHUJIaraHe Ha TIIaIHo.
PezopOuusta moxke na Ob1e oo0peHa ype3 XxpaHa.

PyTuHHO TpeTHpaHe NPU Bb3PACTHU Ky4eTa

dennpaanH TaOIETKH 3a KyueTa U KOTKH TpsOBa 1a ce mpuiiarat KaTo eJHOKPAaTHO TPETHpaHe B 103a
oT 5 mg praziquantel u 50 mg fenbendazole Ha kg TenecHa maca (exBuBanieHTHO Ha 1 Tabnerka Ha 10
kg TemecHa maca).

Hamnpumep:

JpeOHu KydyeTa ¥ KydeHIIa Ha Bb3pacT Haj 6 mMecela
0.5-2.5 kg Tenecna maca Y4 Tabnetka
2.5-5 kg TenecHa maca Y» TabneTka

6-10 kg Tenecna maca 1 Tabnetka.

Cpennu Kydera

11-15 kg TenecHa maca 1%4 Tabnerku
16-20 kg TemecHa maca 2 TabneTku
21-25 kg TenecHa maca 2% TabneTku
26-30 kg TenecHa maca 3 TalbJIeTKY.
Enpu kyuera

31-35 kg TenecHa maca 3% tabnerku
36-40 kg TenecHa maca 4 Ta0JeTKU.

PyTuHHO TpeTHpaHe Npu BH3PACTHU KOTKH

®dennpaanH TabNETKHU 3a Ky4deTa U KOTKH TpsiOBa Ja ce MpUilaraT Kato eUHHYHO TPETHPAHE B 1032 OT
5 mg praziquantel u 50 mg fenbendazole Ha kg Tenecna maca (ekBuBaneHTHO Ha Y2 Tabnerka Ha 5 kg
TeJeCHa Maca).

Hamnpumep:
0.5-2.5 kg Tenecna maca Y4 Tabnetka
2.5-5 kg TenecHa maca Y, TabneTka.

3a pymunen KOHmMPON 8b3paAcmMHUmMe KyYyema U KOmKu mpsao6a 0a ce mpemupam 6e0HbIHC HA 6CEKU 3
Meceya.

OT0NTH Ky4eHIa H KOTeHIa Ha Bb3pacT 10 6 Mecena

dennpaauH TaONETKM 32 KydeTa U KOTKH TPsOBa J1a ce mpuiiarat KaTo €JHHUYHO TPETUPAHE B /1032 OT
5 mg praziquantel u 50 mg fenbendazole Ha kg TenecHa mMaca (ekBHBaJeHTHO Ha Y4 Tabierka Ha 5 kg
TenecHa maca). TpeTupaneTo TpsiOBa Aa ce mpuiiara B PObDKEHHUE Ha TPH TOCIIEI0BATEIHH JTHH.

Bo3aemun kyyeHna u KbpMelu Ky4era

3a koHTpoN Ha TOX0OCara e BaKHO MAJIKUTE KyUEHI[a JIa ce TpeTupar peroBHo ¢ DeHrpa i TabaeTku
3a Ky4eTa M KOTKHU B 71032 OT 5 mg praziquantel u 50 mg fenbendazole na kg Tenecna maca qHeBHO 3a
TPH MOCJIE0BATEIHN JHH (€KBUBAJCHTHO Ha 72 TabneTka Ha 5 kg TesnecHa maca 3a 3 aun). Ta3u cxema
3a TpeThpaHe TPsAOBa Jla ce MOBTAPs Ipe3 2-CeAMUYHN HHTEPBAJIM MPH KydYeHIIa Ha Bh3pacT oT 2 0 12
CEeIMUIIH.



Cren ToBa ce npenopbusa DeHnpaanH Ta0JIETKY 3a KydeTa U KOTKH Jja ce Ipuilara Ha HHTepBau oT 3
Mecelna.

KbpMmemmute kydeTa TpsiOBa 1a ce TPETUPAT MO CHIIOTO BPEME U ChC ChILATa YECTOTa, KAKTO Ky4eHIaTa
Ha BB3pacT A0 12 ceaMuIy.

Cren ToBa ce mpenopbyuBa cXxemara 3a TpeTHpaHe Ha Bb3PACTHU Ky4ueTa BEAHBK Ha BCEKU TPHU Mecela.

IToBueHo go3upaHe npu cnenuGpuIHu HHPEKIUH

3a TpeTHpaHeTO Ha KIMHWYHU HEMATOJHHM W IIECTOMHH IApa3sdTO3H IPU BB3pPACTHH KydeTa Oa ce
nputara Gennpaand TabeTKH 3a Ky4eTa ¥ KOTKH B 71032 OT:

5 mg praziquantel u 50 mg fenbendazole Ha kg TenmecHa mMaca THEBHO 3a JiBa MOCIEAOBATEIIHU JTHH
(exBuBanentHo Ha 1 TabneTka Ha 10 kg Tenecna maca 3a 2 HU).

3a TpeTpaHeTo Ha KIMHUYHA HEMATOJHH U IIECTOXHH ITapa3uTO3H IIPU Bb3PACTHU KOTKU U 38 KOHTPOJ
Ha OenonpoOoHu nHdekuuu ¢ Aelurostrongylus abstrusus mpu kotku u npoto3zou Giardia mpu kyuera na
ce mpuyara Qennpa i TabNIeTKU 3a Ky4yeTa U KOTKH B 1032 OT:

5 mg praziquantel u 50 mg fenbendazole Ha kg TerecHa mMaca AHEBHO 3a TPH MOCIEAOBATEIHA THH
(exBMBaJeHTHO Ha Y4 TabneTka Ha 5 kg TermecHa mMaca 3a 3 IHH).

3.10 Cumnromu Ha mpexo3upaHe (M KOrato € MPHJIOKHMO — TMPOLEAYPH HA AeiicTBHE MPH
CHEIIHH CTyYau U AHTHAOTH)

HBete cyOcranmuu fenbendazole u praziquantel ca ¢ MHoro mobpa monocumoct. Cien CHITHO
NpeBHIIaBaHe Ha J03aTa MOHIKOra MOTaT Ja ce MOSBSIT MOBpBINAHe U pexoaHa auapus. [Ipu 3 metH
MpeBUIIaBaHe HaJ MpernopbyuBaHaTa J103a ca HaOJIOJaBaH! pa3MEKHATH M3NPAKHEHHS MpPU KydeTa U
CKUMTEHE M 0e3MOKOWCTBO NpW KyuyeHua. [Ipu 5 mbTu mpeBUIIaBaHe Ha MperopbyBaHaTa J103a ce
HaOJII01aBa MPEKOMEPHO OT/EIISTHE Ha CIIOHKA IPH KydeTa W KydeHna. [IpusHanmTe Ha mpeno3upaHe
TpsiOBa Ja ObAT JIEKYBAaHU CUMIITOMATHYHO.

Moxe 1a ce mosiBu Oe3aneTuTue ciell mpuiaraie Ha BUCOKH JJO3H IPH KOTKH.

3.11 CneuunajiHy orpaHu4eHus 3a yNoTpeda v CielMAJIHH YCJIO0BHSA 32 YNOTPeda, BKJIKYUTETHO
OrpaHMYeHMA 32 yOoTpedaTa HA AHTUMUKPOOHH M MPOTHBONAPA3ZMTHN BeTePUHAPHH
JIeKapCTBeHHU NMPOAYKTH, € e 1a ce OTPAHMYH PUCKBT OT Pa3BUTHE HA Pe3MCTEHTHOCT

He e mpunoxumo.

3.12 KapeHTeH cpok

He e npuioxxumo.

4. OAPMAKOJIOI'MYHU UTHOOPMALIUA

4.1 BerepuHapeH jJekapcTBeH aHaToMo-TepaneBTH4eH Ko (ATCvet Code):
QP52AA51.

4.2 DapMaKOAUHAMUYHHU CBOKCTBA

Praziquantel nmpuumHsBa cmacTUYHA Mapanu3a Ha MYCKyJlaTypaTa Ha IapasuTHTE, ObXKalla ce Ha
MeMOpaHHa JICTIONSpU3allisl Ha MYCKYJIHHUTE KIETKH. Tol yBpexjga HOpManHaTa (QYHKIWS Ha
00BHBKaTa, TIIIOKO3HMAT MPHEM OT CpefaTa ce MHXHOWpa M Ce CTUMYJIMpa MPOMYKIUSATa Ha JIAKTaT.
MemOpaHaTta e mo-IpoIycKIMBa 3a TII0K03a U IMO-4yBCTBUTEIHA KbM JIEHCTBUETO Ha NPOTEOIUTUYHU
CH3UMU.

Ha MOJICKYJIHO HUBO ME€XAaHU3MBT Ha TE€TaHWYHATA Iapajiri3a BCC OUIC HE € HAIIbJIHO U3ACHCH. Hsaxon
yUeHH Mpennojarar, 4e praziquantel oTBaps KajJMeBUTE KaHAJIH B OOBUBKAaTa U BOJIU A0 TO3H €(EeKT.
Jle3suHTerpupaHd W 4acTUYHO CMIJIEHH ()parMEeHTH OT CETMEHTHM Ha TEHHMH MOraT HOHSKOra jaa ce
Ha0II0/1aBaT BHB (peKanuTe.



Fenbendazole neiictBa cpenry mapa3utuTe Ype3 HapyliaBaHe Ha oOpa3yBaHETO Ha MHUKPOTYOyIUTE,
CBBP3BaliKu ce ¢ TyOyJIMHA B TIAPA3UTHUTE YPEBHU KIIETKH U 110 TO3W HAYHMH TPEYH HA YCBOSBAHETO HA
III0Ko03a. B pe3ynraT Ha ToBa mapasutuTe nocreneHHo ymupart. Fenbendazole mokasea npeanounranve
KbM TyOyJIMHA Ha TApa3uTUTE 3a Pa3jiuKa OT TO3W MpH Oo3aliHUIMTe. TOBa M3rJICKIA CE IBDKU Ha
(akta, ye ¢opmupaHeTo Ha TyOyIHH-(DEHOCHITA30JI0BUS KOMIUIEKC NpPU Iapa3uTH € I0-JIECHO
KHHETUYHO TpH (DU3MOJIOTMYHH YCJIOBHsI OT ToBa mpu Oo3aiimmnu. Fenbendazole moxe chino na
MHXHOUpPA TPOU3BOJACTBOTO HA EHEPrUs NPU XCIMHHTH 4Ype3 WHXHOUpAHE Ha YCBOSBAaHETO Ha
TIII0K03aTa U pasTpakAaHeToO Ha TIHKOTeHA.

4.3 @apMakOKMHETHYHH 0COOEHOCTH

PRAZIQUANTEL

Cren mepopaiHo TpUIIOKeHHE praziquantel ce pe3opOupa MHOTO OBP30 M BBB BUCOKa cremeH (75-
100%). MakcumaHa KOHIIGHTpanus B KpbBHaTa m1a3Ma (Cmax) ce ocTura 3a 1 gac. Praziquantel 66p30
HaB/InM3a B THKaHWTE, HO HsAMa HarpymnBaHe. Toil mpeMuHaBa mpe3 IUIAlEHTaTa B MHOIO MaJIKu
KOJIMYECTBa, KOETO BOJAW /IO MHOTO HHCKH KOHIeHTparuu B mioga. Okomo 80% ot praziquantel e
CBBp3aH C MPOTeHHU B mia3mara. CepyMHaTa KOHIIEHTpAlMs Ha HeMeTa0onu3upanus praziquantel e
Hucka. iMa moOpo pasmpeneneHne u BUCOKH CTOWHOCTH Ha o0emMa Ha pasmnpezeneHue. B pamkute Ha
15 MuHYTH OT NEpOpajHOTO MpHWJIOXKEHHWE MNpu Kydera, 84 % or no3ara ce meraboiu3Hpa.
Buonornunust nonyxusot B mazmara Ty, e okono 1 yac. OcHOBHATa yacT ot praziquantel 1 HeroBure
MeTaboNMUTH ce enuMuHHupar upe3 ObOpenure. [Ipum kydera < 0,3% ce ekckpeTHpa HENPOMEHEH.
OcTaTbKbT c€ OTHENS 4pe3 JKIbUKaTa M M3NpakHeHHsATa. Toil OBbp30 ce eMuMHHUpPa OT KPBBTa H €
HEOTKpHBaeM ciell 24 yaca. MHOTO MaJIKi KOJIMYECTBA C€ EKCKPETHPAT B MIISIKOTO.

FENBENDAZOLE

Fenbendazole ce pezopbupa B HuCKa crerneH. MakcrMaiHa TIa3MEeHa KOHIIEHTpAIUs ce JOCTHra B
pamkuTe Ha okoyio 20 yaca u cyOcTaHIMATa ce MeTaboIu3upa B YepHUs Ipo0 B paMkuTe Ha 48 Yaca.
OcHoBHusAT MeTabonmuT oxfendazole chio mpuTekaBa aHTHXEIIMUHTHA aKTHBHOCT. Y BEIMYaBAaHETO Ha
JIo3aTa HE TIOBWINABa 3HAYWTENHO IUTa3MeHUTe HuBa Ha fenbendazole m oxfendazole. Koraro
fenbendazole ce mpunara ¢ xpaHa, Mmoka3Ba 3HAYUTEIHO MMO-BUCOKA OMOHATMYHOCT, OTKOJIKOTO KOTaTo
ce mpwuJara Ha riagHo. ExckpenusTa e npequMHo upe3 ¢pexanuute u camo 10% e upes ypuHara.

Cnen npunaraHero Ha DeHnpazuH TaOJIETKH C XpaHa NPU KydeTa, MaKCMMaiHaTa KOHIICHTPALUs B
kpbBHaTa asMa (Cmax) 3a fenbendazole e 393 ng/ml, BpemeTo 3a JocTHUraHe Ha MakKcHMalHATa
koHieHTparus B KpbBTa (Tmax) € 14 yaca, ruromira nojx kpuBara KoHientpamums/speme (AUC) e 5057
ng/ml/4ac ¥ cpegHUTE CTOMHOCTH HA OHWOJOTHYHHUS TIONYKMBOT ca 5 wyaca. MakcuMaiHara
KOHIIEHTpaIus Ha akTuBHUs MeTabomut oxfendazole e 332 ng/ml, Tmax € 16 waca, AUC e 4480
ng/ml/uac u cpegHWTE CTOMHOCTH Ha OWOJOTMYHHS MONYKHBOT Ha eIMMUHHpaHe ca 5 uyaca.
Praziquantel 6Bp30 ce pezopoupa, Cmax € 935 ng/ml, Tmax € okono enun yac, AUC e 2765 ng/ml/gac u
CPEIHUTE CTOMHOCTH Ha OMOJIOTUYHHUS TIOJY)KUBOT ca 3.5 Jaca.

5. OAPMALIEBTUYHU JAHHA

5.1 OcHOBHM HECHBMECTHUMOCTH

He ca u3BectHu.

5.2 Cpok Ha romHocT

Cpok Ha TOZHOCT Ha KpaiHUs BETEPUHAPHOMEIUIIMHCKH IPOIYKT: 5 TOAMHH.

5.3.  CnenmuaJjHM ycJI0BHS 32 CbXpaHeHUe

Tos3n BETCPUHAPCH JICKAPCTBCH MPOAYKT HEC NM3MCKBAa HUKAKBH CIICHAJIHU YCJIOBHUS 3a ChbXpPaHCHUC.



5.4 Bua u chcTaB HA IbpBUYHATA OIIAKOBKA

AnymuaueBo ¢onno 30 [ ¢ TOKpUTHE OT EKCTPYIUPAH MOTUETHIIEH 35 gsm.
brucrepHr ONakoOBKH, ChCTABEHH OT MEKO ATYMHHHUEBO (POJHO M TBHPJIO ATYMHHUEBO (OIIHO.

Pa3mepu Ha onakoBKuUTE:

Jlertu ¢ mo 10 TabieTkn Besika, orakoBaHu 1o 10 J1eHTH B KapTOHEHa KyTHSl.
Brcrepu ¢ 96 TabneTkN B KapTOHEHA KYTHSL.

He Bcuukm pasmepn Ha omakoBKaTa MoraT Aa ObJaT npeajarany Ha mnasapa.

55 CHEIII/I&JIHI/I MEPKH 32 YHUIIOKABAHE HA HCU3IIOJI3BAHHU NMPOAYKTH WIH OCTATBIH OT THX
BerepunapauTe jgexapcTBEHH MPOIYKTH HE TPSAOBA J1a C€ M3XBBPISTHHU Upe3 OTIaTHU BOIM U OUTOBH
OTHAIBIH.

Bcekn Hensnon3BaH BCTCPpHUHAPCH J'ICKapCTBe6 MOPOAYKT WJIM OCTATbIIH OT HETO Tpﬂ6Ba Ja 6’I)I[aT
YHUIIOKEHU B CHOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO 3aKOHOAATEJICTBO.

W3non3BaiiTe mporpamMu 3a BpbIUIAHE IPU YHULOKABAHETO HA HEU3ITOJI3BAHU BETEPUHAPHU
JICKApCTBCHU IMMPOAYKTH UJIK OCTATHLHU OT TAX B CbOTBETCTBUEC C UBUCKBAHUATA HA MECTHOTO
3aKOHOAATCJICTBO U C BCUYKH HAllMOHAJIHU CUCTEMHU 3a CT>6I/IpaHe, IIPUIJIOKUMU 3a CbOTBCTHUA
BETEPUHAPEH JIEKAPCTBEH IIPOLYKT.

6. HNME HA ITIPUTEXATEJISA HA PASPEHIEHUETO 3A ThbPI'OBUS

Chanelle Pharmaceuticals Manufacturing Limited

7. HOMEP(A) HA PASPEIIEHUETO 3A TbPI'OBUA

0022-2707

8. JATA HA ITbPBOTO N3JABAHE HA PASPEHIEHUETO 3A ThPI'OBUA

JlaTa Ha TBPBOTO M3/1aBaHE HA Ha pa3pelieHueTo 3a Thprosus: 30/01/2017

9. JIATA HA OCJIEJHATA PEJAKLMS HA KPATKATA XAPAKTEPUCTUKA HA
MPOJYKTA

02/2025
10. KJIIACU®UKALIUSA HA BETEPUHAPHUTE JJEKAPCTBEHHU MPOAYKTHU

Ha ce oTmycka 6e3 eKkapcKo MpeanucaHme.
[HoapoOna nnpopmanus 3a TO3M BETEPUHAPEH JIEKaPCTBEH MIPOAYKT MOJKE J1a HaMepuTe B 0azaTa JaHHU

na Coro3a otnocHo npoxykrute (https://medicines.health.europa.eu/veterinary).

X

[-P KPACMUMWP 3/1ATKOB
AWVPEKTOP HA AVPEKLNA KBM
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