KPATKA XAPAKTEPUCTHUKA HA MPOAYKT
KBbM JIMLEH3 3A YIIOTPEBA Ne 0022-1736
1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIMIIUHCKHUA TPOAYKT:
Kanupgon tabnerku 3a Kyuera
2. KAYECTBEH U KOJIMYECTBEH CbCTAB
AKTHBHH CyOCTAHIIMU:
Praziquantel 50,0 mg
Pyrantel Pamoate 150,0 mg
Febantel 150,0 mg

ExcuunuenrTu:
3a IBJIHUA CIIUCHK HAa MOMOIIHUTE BENIeCTBa, BUXK T. 0.1.

3. DPAPMAIIEBTUYHA ®OPMA

Tabnerku.

4. KINHUYHU JAHHHA

4.1. Bugose :KNBOTHH, 32 KOUTO e nmpeaHasHadyeH BMII

Kyuera.

4.2. TepaneBTUYHU NOKA3aHMS, ONIPe/iesIeHH 32 OTAeJHUTE BUAOBE ;KUBOTHU

3a obe3mapa3uTsABaHEe Ha KydeTa Py TCHHO3U U HEMATOI031, TPUYMHEHU OT HE3peiu | 3penu GopMu
Ha Echinococcus spp., Taenia spp., Dipylidium caninum, Mesocestoides corti, Toxocara cams,
Toxascaris leonina, Ancylostoma caninum, Uncinaria stenocephala, Trichuris vulpis. Jleuenue ¢
KanuioH ce Ha3HauaBa mpy cMeceHa MHQEKIIHS CIIeN TpeTaTa CeMHUIa OT PaKIaHETO Bh3 OCHOBA Ha
Haif - paHHATa MOsIBAa HA TEHUS MIPU KydJeTara.

4.3. IIporuBomokaszaHust

I[a HC CC M3M0JI3BAa IPU KYyUCTa I1OJA TpHU (3) CCIMUIIM, HO TOBA HE € OT TOKCHUKOJIOTHYHN C’I)06pa)KeHI/I$I,
a mopaju JmIica Ha H606XOI[I/IMOCT OT AJCXCIMUHTHU3als.

4.4. Cieniua/JiHU NPeaNa3Hu MEPKH 32 BCEKU BU/I }KUBOTHH, 32 KOMTO e npeaHasnayed BMII
Hsama.
4.5. CnenuaaHM nmpeana3Hu MepKH NpH ynorpeda

Cneunan}m Opeanasdy MCPKH 3a ) KUBOTHUTC MMPHU VHOTDe6aTa Ha IMPOAYKTa

He e npunoxumo.

Cneuuan}m Oopeanasdy MCPKH 3a JulaTa, mpujaaraimy BETCPUHAPHOMCAUTTMHCKHW S MPOAYKT Ha
XKHMBOTHHUTC

He e npunoxumo.

4.6. HebanaronpusitHu peakuuu (4eCTOTa U BAXKHOCT)
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Mmnoro PAAKO IpU HeO6FpI/DKBaHI/I 1 CHJIHO 0TCHa6HaJ’II/I, HU3TOLICHU KUBOTHU IIPU TPETHPAHE C
KaHI/IZ[OH ca Ha6J'IIOZ[aBaHI/I MOBPBIIAHE, Oe3armeTuTre u Aruapusi, KOCTO HEC U3UCKBa CIICIHaJIHA
TCpariCBTUYHa HaMecCa.

4.7. Ynotpe6a o BpeMe Ha OPeMEHHOCT, JIAKTALMS WIH SiilleHOCeHe
He ce mpunara mpe3 mbpBUTE JBE TPETH OT IepHoJia Ha OPEeMEHHOCTTA.

4.8. B3zaumopneiicTBue ¢ Ipyrd BeTePpHHAPHOMEIUIUHCKY NPOAYKTH U APYru (popMu Ha
B3aMMO/IelicTBHE

I[a HEC CC U3M0JI3BAa 3a€AHO C JICBAaMU30J1, [TUIICPA3UH U OpFaHO(l)OC(l)OpHI/I CbCIUHCHU A, ThI KaTo
ChIIUTC UMAT CXOACH MCXaHN3bBM Ha HeﬁCTBHe C MApaHTEClIa U MOCICAHUAT MOKE Oa YCUIIN
TOKCHUYHOTO UM HeﬁCTBHe. BaKCI/IHaLII/IHTa Cpeily raHa, XCaTuT U JICTITOCIIMPO3a HEC CC OTpa3siBa Ha
IMOHOCUMOCTTA Ha IMPOAYyKTa.

4.9. Jlo3a n HAYWH HA NPHIOKEHHE

[Ipunara ce nepopanHo U HHANBHIYATHO B 1032 | Tabnerka 3a 10 kg /T.m. (50,00 mg kg/T.m.
npasukBanTen, 150,0 mg kg/T.M. nupanten namoat u 150,0 mg xg/T.Mm. pebanten ). [Ipenoppusa ce
o0e3mapasuTsIBaHETO Ja ce U3BBPIIBA Ipe3 TpH Mecena. B ciaydaii Ha ssBHO MH(peEKTHpaHe 1a ce
MOBTOPH CJIEJ TP CEIMHUIIH.

Ortmycka ce 6e3 1ekapcKo NpeanucaHue.

Wznonsea ce camo 3a BeTepHHAPHOMEIUIIMHCKA YIOTpeoa.

4.10. Ilpeno3upane (CMMITOMU, CIIEIIIHA MEPKHU, AHTHIOTH ), AKO € He00X0IUMO

WupexchT Ha Ge30nacHOCT (CHOTHOIICHHE MEKIY MUHUMaIHATa TOKCHYHA U TepaneBTHYHA J1031) Ha
Mpa3uKBaHTeN, MupanTen U hedeHTen npu Kyyerata € MHOTo BUcoK (Hax 10-15 mbTH) 1 3a ToBa
npemo3upane € TpyaHo Aa ce nomydu. [Ipu muoro Bucoku no3u (15-20 mbTH Hal TepaneBTHYHUTE) Ce
MoJTy4aBa MOBPBIUIAHE U 3aTOBA B IUTEpaTypaTa HsIMa OMUCAHU CMBPTHH CIIydaH cief yrnorpeda Ha
Mpa3uKBaHTeN, mupanTen u pedanTen B komOMHauus. B ciyuail Ha mpeno3upane ce qaBa mo-roiasmMo
KOJINYECTBO BOJA.

4.11. Kapenrten cpox
He e npunoxumo.
5. PAPMAKOJIOTHTYHU OCOBEHOCTH

®dapMakoTepaneBTUYHa Tpyna: AHTUXEIMUHTHIH
Berepunapromenuunacku Anatomo-TepanestiudeH Kon: QP52AAS1.

5.1. ®apmakogUHAMHYHY CBOIiCTBA

MexaHu3bM Ha JelicTBHE:

IIpazukBanTes:

[Ipa3ukBaHTENbT ACHCTBA TEHUUIUAHO O IBA OCHOBHU MBTS:

1) Upes criactuvHa napanr3a Ha HEpBHO-MYCKYyJTHATa CUCTEMa Ha I[ECTO/INTE;

2) Upes nbi00KHM CTPYKTYpHU MTPOMEHH B TET'YMEHTA Ha mapas3uTuTe. Te3u qBa mpoieca BbPBAT
YCIIOPETHO U HACTHIIBAT MHOT'O OBP30 CJIE]] MPUIOKHHUETO HA TPa3UKBaHTETbT. OCBEH TOBA CHIIUAT
MPOHUKBA OBP30 B MapasuTHUTe, 0€3 Ja ce MeTaboIu3upa.

HOKaBaHO € ChII0, YC MPASUKBAHTCIIBT ITOTUCKA aKTUBHOCTTA Ha (byMapanez[yKTasaTa B MeM6paHI/ITe
Ha MI/IO(l)I/I6pI/IJ'II/ITe 1 Ha HCPBHO - MYCKYJIHHUTC CUHAIICH, ITPHU KOCTO CC pasTpoﬁBa oOMsiHATA Ha
BBIVICXUAPATUTC IIPU IMMAPASUTUTC U IPEMUHABAHCTO HA I'TIOKO3aTa IMPE3 TCryMCHTAa, KOCTO CHILO
MOXE Ja 6’1;[[6 IpruYKrHa 3a Mapajmsa 1 CMbPT Ha IapasuTUTC.
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IMupanTes mamoar:

[MupanTensbT neficTBa KaTO arOHUCT Ha alleTHIIXONKHA U BB30yKaa qupektHo M- u H-
XOJINHOPEaKTUBHUTE CHCTEMHU. B ToBa oTHOLIEHNE JeHCTBUETO My € TIOZ00OHO Ha JIeBaMH30J1a,
MopaHTena 1 nquermikapbamasuna. C ToBa ce 005ICHABa HEroBaTta Cra3MOreHHa aKTUBHOCT, KOSITO €
100 mpTH MO-BHCOKA OT Ta3u HA allETHIIXOJIMHA IPU MYCKYJIUTE Ha ackapuTe. OCBEH ToBa TOI
WHXMOMpa aKTUBHOCTTA Ha XOIMHOCTEpa3ara.

dedanTeEN:

[Momo6HO Ha ocTaHaNMTEe OEH3UMUA30JI0BH aHTUXCIMHUHTHUIU (PeOaHTENBT CE CBBP3Ba ChC
CTPYKTYPHHSI IPOTEHH TYOYJIMH U MPEYX 332 HEroBaTa IMOJUMEPU3aIIHs, PECIICKTHBHO Ha
M3TPaKIAHETO Ha IUTOIUIA3MEHATAa MUKPOTYOYITHA CUCTeMa. A MUKPOTYOYJIHTE ca TPAaHCIIOpTHATA
CHCTEMa, Ype3 KOATO XPAHUTEITHUTE BEIIECTBA JOCTUTAT JIO BhTPEIIHOCTTA HA KICTKUTE Ha
napasuTute. B pe3ynrtaT Ha ToBa pe30opOnMATa U YCBOSBAHETO HAa XPaHUTEITHUTE BEIIECTBA € HEIThJIHA,
C TIOCJIe/IBAIAa AKTUBAIUS Ha TU3030MHUTE CH3UMU U ayTONIH3a Ha KIETKUTE (JIereHepalis Ha
YPEBHUTE U TETYMEHTHUTE KJIETKU Ha napasutute). OcBeH ToBa GeOaHTETbT HHXHOMPA aKTUBHOCTTA
Ha (hyMapar - peAyKTa3ara, ¢ IIOCIeIBAII0 HAPYIICHNE Ha TPAHCIIOpTa M MeTaboIn3Ma Ha
BBIVIEXHpaTUTe (TJIABHO IITF0K03aTa). [loTHCKa ChIo 00pa3yBaHETO Ha aleTHIIXOIHHEeCTepazara. B
pe3yaTaT Ha BCUYKO TOBA HACTHIIBA MApalii3a ¥ CMBbPT HAa HEMATOJWUTE U HAKOH LECTOAH
(anartoniedanm).

5.2. ®apMaKkOKMHETHYHH 0COOEHOCTH

IIpazukBanTe.s:

Pe3opOunus:

[Ipa3ukBanTenBT CE pe3opOrpa MHOTO OBP30 U BBB BUCOKa cTerneH (Hag 80 %) oT XpaHOCMUIIATETHHS
KaHas Ha Oo3aiiHunIMTe. MakcuMaiHu KOHIEHTpauuH (Cy,yx) OT IPa3UKBaHTEN B KPbBTa HA MUIIKHTE
cllesl IepopaTHO BbBEXKAAHE CE YCTAHOBABAIM ciel 5 10 7 MUHYTH, ¢ OMOIOTHYEH MOy KHUBOT (t, o) 4
1o 6 munyTU. Pe3opOumsra ce u3BbpIIBa NPEIUMHO B ABaHalceTonpbecTHUKA. Cliel] HHTPaMYCKYTHO
1 TIOAKOXKHO MPUIIOKEHHUE MPAa3UKBAHTENBT MEP3UCTHUPAIT 3HAUUTENHO 10 - IBJTO B KPHBTA Ha
MUUIIKUTE, OTKOJIKOTO MPH MEPOPAIHO BbBEXKAAHE B ChI[aTa 032 - cboTBeTHO 180 1 60 MuHyTH.
[To-3a0aBeHa e pe3opOLMsATa HA Ipa3UKBaHTENA PH KydeTarta (cie mepopaiHo npuiarade Ha 20
mg/kg m. Cy.x 0T 0,7 pg/ml. Ha 0,5 - 2- U 9ac ¢ TBIHO SMUMUHUPAHE KbM 8-Hs Yac U ty, o - 1- 1,5
yaca) u nipu oBrere (0T 20 mg/kg T.M.. BTpemHO Cyay Ha 2- U4 Yac, ¢ J0Ka3BaHE B KPBBTA 110 24-us
qac).

Pasnpenesenne:

Cren pe3opOmusTa, HE3aBUCUMO OT HAUKMHA HA MPUJIOKECHHUE, TPA3UKBAHTENBT IPOHUKBA BHB BCHUKH
OpraHy, ThKaHU M TEYHOCTH Ha OPraHU3Ma, C KOETO ce OOSCHSABA aKTMBHOCTTA MY CpEILly Mapas3uTH ¢
pa3nu4yHM MecTa Ha Jiokanu3anus. [IpeMuHaBa mpes xemaTo-eHledannara 6apuepa, Kato
KOHILIEHTPALMHUTE BbB [IepeOpOoCcIMHANIHATA TEYHOCT AOCTUTANH OT 1/7 10 1/5 oT Te3u B KpbBTa.
Metaboan3bm:

[Ipa3ukBaHTENBT CE METa0OIM3KUPa MHOTO OBbP30 B YEpHHSI Ap00, MIIABHO Upe3 XuApokcuiaupane. Ot
BCHYKH METa0OJINTH € 2 ¥ 3 XUAPOKCUTPYIH, Hall - MAJIKO €Ha € B HUKIOXeKcaHoBus npbeteH (D), a
ocTaHajnuTa ca B mpbcTeH B. Ilpennonara ce, ye HAKOM OT METAOOMUTHTE ca OMONOTMYHO aKTHBHU. 3a
CKOPOCTTa Ha METa0OoNM3upaHe MOXKE /1a Ce ChIIU U 10 TOBA, Ye Ha 4-Hs 4ac, KOraTo KOHICHTPALUUTE
Ha Mpa3uKBaHTela B KpbBTa Ha XopaTa OMJIM MaKCUMAaJIHH, caMo 5% OT 00IIOTO KOJIMYECTBO O
HEMPOMEHEH MPa3uKBaHTEIL.

HN3abuBane:

[Ipa3uKBaHTENBT CE NUMUHHIPA OT OPraHU3Ma, U3KIIOUYUTENHO KaTO METa0OINTH, TJIABHO C YpUHATA U
B 3HAYMTEITHO IT0-MaJIKa CTeneH ¢ dekamuute. B omutu ¢ Gensasan '*C — npa3ukBaHTen IpH IEXOBE U
KydeTa € YCTaHOBEHO, 4e A0 24-Hs yac ciell MHTPABEHO3HO M MEPOPAIHO BEBEXKIaHE C ypHUHATa ce
oraens 10 59 — 61 %, a ¢ ¢pexanmuure — 10 15 — 17 % ot obiiara paanoakTHBHOCT (001110 76%), O3
pasnuka oT T Ha npuiaarade. Jlo 120-us gac Te3u cTORHOCTH OMIN ChOTBETHO 95% 3a
WHTpaBeHO3HaTa U 93 % 3a mepopaiHaTa amInKarus.

Camo 0,1 — 0,3 % oT u3TbUEHHS C ypUHATA IPAa3UKBaHTEN OUJI B HEMpOMEHeHa (opMa — BCHUKO
ocTaHajo Ownm MetabonuTh. BbB (ekanuute moyTH JUIICBAT HATUBEH MIPa3HKBAHTEI.

[Ipa3ukBaHTEN ce EKCKPETUPA B MaJKa CTENEH U C XKIIBUYHUSA CEKPET U MIISKOTO.
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IMupanTes mamoar:

3a pasnuka OT JIECHO pa3TBOPUMHTE BB BoJa TapTapaTHA, IUTPaTHA, XUIPOXJIOPHUIHA U IPYTH COJH,
MUpPaHTEN IaMoaThT, TOJO00HO Ha eMOOHAaTa, ce pe3opOupa caado oT XpaHocMUIaTenHus kaHai u 50 -
70 % oT mepopaHO MPHIIOKEHATa CyOCTaHIUS ce 3IbUBa ¢ (PeKaIMUTE B HEIPOMEHEeHa (opma.
Cnabata My pe3opOius ch3aBa Bb3MOXKHOCT 32 IPOIBIKUTEIHO Bb3IEUCTBIE BHPXY BCHUKU
HEMaTOAH, MapasUTHpAIlX B XpaHOCMMJIATENTHUS KaHAI Ha Ky4deTaTta, BKIIFOUUTENHO TE3H,
JIOKAJIN3UPaHH B M10-3aTHUTE YACTH HA CTOMAIIIHO - YPEBHUS TPAKT.

®edanTen:

®debantensT ce pezopbupa mouru 100 % oT XpaHOCMUIAaTENTHUS KaHa Ha ITBXOBETE M OCTaHAJMTE
MOHOT'aCTPUYHH KUBOTHH U 110 40 % npy NpeKUBHUTE )KUBOTHHU.

Crnen mepopaiHo BbBexaaHe Ha 5 mg/kg .M. '*C - deGanten mpu mibxose, oxomo 25 - 30 % ot
no3aTa ce u3nbuBajia ¢ ypuHata U 50 - 70 % c¢ JKIIBUHHUS CEKpET, PECIIEKTUBHO ¢ (eKaTHuTe, KOETO €
MoKa3aTell 3a BHCOKaTa CTENeH Ha pe3opOnusaTa My OT CTOMAIIHO - YpEeBHHUS TpakT. MakcHUMaiHU
KOHIICHTpPAIMHU B KPBhBTA Ca JI0Ka3BaHu Ha 1™ 4ac - ty,q 9 vaca. [Ipu oBuere okomno 20 % ot mepopaiHo
npUIoKeHust (heGaHTeN ce eKCKpeTHpa ¢ ypuHata 10 4™ jieH.

debaHTenbT U HETOBUTE METa0OIUTH MTPOHUKBAT BHB BCHUKU YacTH HA OpTaHW3Ma, HO B Hai-BHCOKa
CTEIeH B YepHHA Apo0, ObOpenuTe 1 Ma3HUHUTE.

OcHoBuauTe MeTabonuTH Ha (hebanTena - pendennason, okcheHnazon u okcdeHaa3on cyadoH -
MPUTEKABAT AHTHXEJIMUHTHA AKTUBHOCT.

3aki04eHue:
C npunaranero Ha KaHHIOH ce OCTUTa MPaKTUYECKH IThIHA AEXCIMUHTH3ALNS Ha KydeTraTa OT
TEHHO3H U HEMAaTOI03H.
6. PAPMALLEBTUYHHU OCOBEHOCTH
6.1. Cniuchbk HA eKCOUNTAEHTHTE
Lactose monohydrate
Wheat starch
Povidone
Silica, colloidal anhydrous
Magnesium Stearate
6.2. HecbBMecTHMOCTH
He ca n3BectHu.
6.3. Cpok Ha roaHocTt
Cpok Ha TOAHOCT HA KpalHUS BETEPUHAPHOMEIUIIMHCKN TPOAYKT: 3 TOIUHH.
6.4. CieninayTtHu yC10BMA 32 ChbXpPaHeHHe HA MPOIYKTA
0
Ma ce cpxpansBa pu temnepatypa nox 25~ C.
Ja ce cbxpaHsiBa B OpUTHHAIHA OMTAKOBKA.
Ha ce cbxpaHsBa Ha CyXO MSCTO.
Ja ce masu OT nmpsika c’TbHYEBA CBETJIMHA.

6.5. Bua M cbcTaB Ha MBPBHYHATA ONIAKOBKA

[IppBHYHa onakoBka: O6muctep oT amymuHueBo ¢omuo (AL/ AL) ¢ necer (10) Tabnerku. Kapronena
KyTus ¢ 5 Onmcrepa.
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6.6. CnenuajaHu MEPKHU 3a YHUIIL0KABAHE HA HEU3NO0JA3BAaH MPOAYKT WK OCTATBUUTE OT HEro

Bceku HensnonmsBax BCTCPUHAPHOMCAUIIMHCKHA MMPOAYKT HUJIKN OCTATBUUTC OT HEr'O TpSI6Ba Ja 6’LI[aT
YHUIIOKCHU, B CHbOTBCTCTBUC C UBNCKBAHUATA HA MECCTHOTO 3aKOHOAATCIICTBO.

BMII ue TpSI6Ba Ja 6’LZ[aT HU3XBBPJIAHU C OUTOBU oTnaably WK OTIIaJHU BOIH, TBH KaTO TOBa MOXKE
Ja 6’1;[[6 OITaCHO 3a pI/I6I/I W] APpYTryu BOAHU OPraHU3MHU.

7. MPUTEXATEJ HA JIMINEH3A 3A YIIOTPEBA

“T'omamgapma OO/] , 2650 Camapepa 6ans, yi. “ [Tobena ““ Ne 33, 06m1. Kroctenaun
Peny6nuka bearapus

Mo6. Ten.: +359 888 300 755

E-mail: golashpharma@abv.bg

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA
0022-1736
9. JATA HA ITBPBOTO U3JJABAHE/TIOJTHOBABAHE HA JIMIIEH3A 3A YIIOTPEBA

12.01.2006 r.
20.12.2016.

10. JATA HA ITIOCJIEJHA PEJAKLIUS HA TEKCTA
02/12/2016
3ABPAHA 3A ITPOJAXKBA, CHABJISIBAHE U/NJIA YIIOTPEBA

He e npunoxumo.

H3ITBJIHATEJIEH JIHPEKTOP 1 I'BCH
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