KPATKA XAPAKTEPUCTHUKA HA TPOAYKTA
KBM JIMIIEH3 3A YIIOTPEBA Ne 0022-2978

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIWHCKUA IIPOAYKT

Ridamec 1 mg/ml nepopaiien pa3TBop 3a oBLE

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
Enun ml chabspixka:

AKTHBHA cyOcTaHIMSA:
Moxidectin 1.0 mg

ExcuunuenrTu:
Bensunos ankoxon (E1519) 40,0 mg

3a IBJIHUS CITUCHK Ha SKCIIUITUEHTHUTE, BIK T. 6.1.

3. OAPMALHEBTUYHA ®OPMA

[lepopanen pa3TBop.
Buctbp, Ge3uBETEH A0 KBITEHUKAB Pa3TBOP.

4. KIMHUYHU JAHHHA

4.1 Bupgose KUBOTHM, 32 KOUTO e nmpeaqHazHadyeH BMII

Ogle.

4.2 TepaneBTHYHU NMOKA3AHUS, ONIPeeeHH 32 OTIeJHUTE BUIOBE ;KUBOTHH

3a jedeHHe W NPOPHIAKTHKA HAa CMECCHH ONapasHTSABAHUS Ha OBLE C Mapa3dUTH, YyBCTBHUTEIHU KbM
MOKCHJICKTHH.
Bb3pacTHU /UM HE3penH CTOMAITHO-YPEBHH HEMATOH:
- Haemonchus contortus (BKJIFOUMTEITHO HHXUOWPAHH JIAPBH )
- Teladorsagia circumcincta (BKIIOUNTEITHO UHXHUOMPAHU JIAPBH)
- Teladorsagia trifurcata
- Trichostrongylus axei (BKIIOUNTETHO HHXUONPAHH JapBH)
- Trichostrongylus colubriformis
- Trichostrongylus vitrinus
- Nematodirus battus
- Nematodirus spathiger
- Nematodirus filicolis (camo Bb3pacTHN)
- Strongyloides papillosus (caM0 TapBHU CTaJIUN)
- Cooperia curticei (caMO Bb3pacTHH)
- Cooperia oncophora
- Oesophagostomum columbianum
- Oesophagostomum venulosum (caMo0 Bb3pacTHH)
- Chabertia ovina
- Trichuris ovis (caMO Bb3pacTHH)

Bb3pacTHH HEMaTO¥M HA TUXATETHUTE MBTHIIA:
- Dictyocaulus filaria



[TpomyKTHT MMa YCTOHUYUB e(hEKT 3a MPEIOTBPATABAHE HA MIOBTOPHO OMApa3UTsABaHE:
- B mpombikeHue Ha 5 ceamuiu ot Teladorsagia circumcincta v Haemonchus contortus;
- B Ipoab/KeHue Ha 4 ceaMuitu ot Oesophagostomum columbianum.
KimuHUYHATE N3MUTBAHUS, CIC]] €KCIIEPUMEHTATHO U €CTECTBEHO OMapasuTsABaHe, MOKa3BaT, Ye MPOAYKTHT €
eukaceH cpemry onpeaencHu IMamMoBe OT:
Hemonchus contortus;
Teladorsagia circumcincta;
Trichostrongylus colubriformis;
Cooperia curticei,
PE3UCTEHTHU KbM OCH3UMUIA30ITH.

4.3 IIporuBomokazaHus

I[a HC CC U3M0JI3BAa MMPU CBPBXUYYBCTBUTCIIHOCT KbM aKTUBHATA CY6CTaHLII/I$I WA KbM HSKOH OT
CKCIIUIIUCHTUTC.

4.4 CnenuajaHM MpeaNa3HH MePKH 32 BCeKH BUJ JKMBOTHH, 32 KOUTO e MpeaHasHaveH BMII

TpsibBa 1a ce BHUMaBA Jia ce M30ATBAT CIACTHUTE MPAKTUKH, ThI KaTO TE yBEIMUYABAT PUCKA OT Pa3BUTHE Ha
PE3MCTEHTHOCT ¥ B KpaiHa CMeTKa MOTaT Jia IOBEAAT 10 Hee(heKTUBHA TepaItus:

- TBbp/E YecTa U MHOTOKpaTHA yrmoTpeOda Ha aHTUXEIMUHTHIIM OT CIWH M CHIMU KJIAc, 3a MPOIbIKATEICH
MEPHOJT OT BPEME;

- [lpunarane Ha Mo-HUCKA /1033, KOETO MOXKE J1a C€ ABJDKM HAa HEMPABUIIHO M3UUCIIABAHE HA TeJecHATa Maca,
HEMPaBUJIHO MPHIIOKEHNE HA TIPOJYKTa WM JIMICA HAa KaIHOpUpaHe Ha J03WPALIOTO YCTPOHCTBO (aKO MMa
TaKoBa).

- KnunuunuTe cnydan CcbC ChbMHEHHE 3a PE3MCTEHTHOCT KbM AHTHXCIMHUHTHIM TpsiOBa 1a ObmaT
JOMBIHUTEITHO U3CIICABAHM C MTOMOIITA HA TMOAXOSIH TecToBe (Hamp. TecT 3a HamansiBaHe Opost Ha sifiata
BbB (ekanmuure). Korato pesynrature oT Tecta (TECTOBETE) CHIIHO TMPEANOiaraT PE3UCTEHTHOCT KbM
OTpE/ICTICH AaHTUXCIMHUHTHK, TpsAOBa Ja CE W3MOJI3BA AHTHUXCIMUHTHK, TMPHHAUICKAI KBbM JPYT
(hapMakoJIOrnyeH Kiac U MMAIlll pa3IucH HAuMH Ha IeHCTBUE.

PesucteHTHOCT KbM MaKpOLMKINYHH JaKTOHU ce choOmmaBa npu 7eladorsagia pu OBLE B peaulia CTPaHU.
IIpe3 2018 1. B msua EBpona ce choOImaBa 3a MHOTOKpaTHa pe3UCTeHTHOCT Ha Teladorsagia circumcincta
KbM MOKCHUJICKTHH, JEBaMHU30J, OEH3MMHIA301 M HBepMeKTHH. OmHcaHM ca CBUIO PE3UCTEHTHH Ha
MOKcuIeKTuH Haemonchus contortus u Trichostrongylus colubriformis. CnenoBatenHo ynorpedaTta Ha TO3H
MPONYKT TpsiOBa Ja ce OCHOBaBa Ha MecTHaTa (perHOHAJHA, HAa HHUBO (¢epMa) enmuaeMUOIOTHYHA
nH(pOpPMAIUs OTHOCHO YYBCTBHTEIHOCTTA Ha Mapa3uTUTE, MECTHA UCTOPHS HA JICUEHHETO W MPEMOpBhKU KaKk
Jia ce M3IO0J3Ba MPOLYKTHT NPH YCTONYNBHU YCIOBHS, C LI OrpaHMYaBaHEe MO-HATAThLUIHOTO H3IOJI3BaHE Ha
AaHTUTIAPA3UTHU CYOCTaHIINHU, KbM KOUTO HMa J0Ka3aHa Pe3UCTEHTHOCT.

4.5 Chnenuajanu mpealna3Hu MepKHU NPH ynorpeda

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a ) KUBOTHUTC MMPHU VHOTDe6aTa Ha IMPOAYKTa

He e npunoxumo.

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a JUlara, mpujaaraimy BETCPUHAPHOMCAUTTMHCKNW S MPOAYKT HA )KHUBOTHUTC

- U30sareaiiTe AMpEKTEH KOHTAKT C KOXKATa M OUUTE.

- UnnuBuyanHo npennazHo o0opyaBaHe, ChbCTOAIIO ¢€ OT HEMPOMOKAeMH T'YMEHU PBKaBHLH, TPsAOBa 1a ce
HOCH, KOTraTo ce paboTH ¢ BEeTePHHAPHOMEIULINHCKUS IIPOIYKT.

- [Ipu ciay4aeH KOHTaKT C OYMTE, MPOMHUMTE C OOMIHO KOJMYECTBO YHCTa BOJA M MOTHPCETe MEAMLIMHCKA

IIOMO,.

- 3MuiiTe ppIeTe WM OTKPUTHUTE MECTa ClIeA yroTpeoda.

- He mymere, He spxTe 1 He nuiiTe npu padoTta ¢ TO3U NPOIYKT.

HDVFI/I Opeanasiy MEPKH 110 OTHOIMICHUE HA B’LBZ[CP’ICTBHC’TO BBPXY OKOJHATa cpcaa




MOKCHAEKTUHBT OTrOBapsl Ha KpUTEPUUTE 3a (MHOTO) ycTOoH4MBa, Onoakymynupaiia u Tokcuana(PBT)
CyOCTaHIIMSI; CIICIOBATEIIHO, EKCIIO3UIHATa HA MOKCHACKTHH B OKOJIHATA cpefa TpsiOBa 1a Oblie orpaHnveHa
JIOKOJIKOTO € BB3MOXKHO. JleueHnero TpsiOBa /a ce mpuiiara camo Korato € Heoo0xoanmo u TpsiOBa ja ce
OCHOBaBa Ha Opos Ha AlllaTa BBB (peKanuuTe WK OLIEHKATa Ha PUCKA OT 3apa3sBaHe Ha KUBOTHOTO /MM
CTaJoTo.

HOZ[06H0 Ha APYTrd MaKpOLUKIIMYHU JJAKTOHHU, MOKCUJACKTUHBT MOXKC 1a TTOBJIUSAC He6HaFOHpI/I${THO Ha
HCUCIICBUTC OpraHU3MMU:

° q)eKaHI/II/ITe, CbAbpiKal MOKCUJACKTUH, OTACIAHN Ha MacCUlIC OT TPCTUPAHUTEC ) KUBOTHH, MOTraT
BPEMCHHO Ja HAaMaJAT H300UIIHETO OT OpraHu3Mu, XpaHCIIu €€ C TOp. CJ'ICZ[ TPETHUPAHC Ha OBLC C IPOAYKTA,
HHBaTa Ha MOKCUACKTHH, KOUTO Ca MOTCHIIMAJIHO TOKCHUYHU 3a TOpHATa MyXa, MOIraT a CC OTACIAT 3a
nepuona ot 4 JHH 1 MOratT aa HaMaJIsaT H300MIIHETO U pe3 TO3U MCPUOI. HpI/I na6opaTopHI/1 HN3CIICABAaHUA €
YCTAHOBCHO, Y€ MOKCUICKTUHDHT MOKC BPEMCHHO [Jid MOBJIMAC BHPXY BB3IIPOU3BOACTBOTO HAa TOPHUA
6pLM6ap; MMpoy4uBaHUA C IIOJTYUCHHU OCTAThIHU obaue IOKa3BaT, 4€ HAMa AbJITOCPOYHU e(l)eKTI/I. HezaBucumo
OT TOBa, B cnyqaﬁ Ha MHOT'OKPATHO JICUCHHUC C MOKCUICKTUH (KaKTO C IPOAYKTH OT ChIIHUA KJIaC
aHTI/IXCJ'IMI/IHTI/ILII/I) € INPCIIOPBUYUTCIIHO 1a HC C€ TPETUPAT )KUBOTHU BCCKU IIBT HAa €AHO U CHIIO MMAaCUIIIC, 3a
Aa CC MO3BOJIM Bb3CTAHOBABAHC HA IMOIYJIAIUUTC HA TOpHATA (bayHa.

° MOKCI/IZ[CKTI/IH’LT € 110 CBOATA CHIIHOCT TOKCHUYCH 34 BOAHUTC OpTaHU3MHU, BKIIFOYHUTCIIHO p1/161/1Te.
HpOZ[YKT'LT TpSI6Ba Ja CC U3I0JI3Ba CaMO B CbOTBCTCTBUC C UHCTPYKIIMUTC HA CTUKCTA. B®3 ocHOBa Ha
HpO(l)I/IJ'Ia Ha CKCKpCIHMA Ha MOKCHUICKTHHA, KOIraTO CC Mpujiara B riepopaiHa (bOpMa IIpHu OBIC, JICKYBAHUTC
JKHMBOTHH HC TpSI6Ba Aa uMaT JOCTHIT 1O BOJOCMHU IIPE3 IMBbPBUTC 3 AHU CJIICA TPCTUPAHCTO.

4.6 HebOaaronpusiTHu peakuuu (4€CTOTa U Ba’KHOCT)

He ca usBectHu.

4.7 ¥Ynorpeba no Bpeme Ha OPeMEHHOCT, JAKTALUS UJIH sTiilleHOCEeHe

JlokaszaHo e, 4e MOKCHICKTUHBT € Oe30IaceH 3a ynorpeda nmpu OpeMeHHH, JTaKTHPAIIX U Pa3IUIOAHH
KUBOTHUA. MOJKe J1a ce Ipuiiara 1o BpeMe Ha OpeMEeHHOCT U JakTarus. Moxe Ja ce U3Iol3Ba mpu

Ppa3IOAHU KUBOTHH.

4.8 BzamMmopeiicTBHe ¢ IPyr¥ BeTePUHAPHOMEIUIIHHCKH NMPOAYKTH U Apyru (popmu Ha
B3aMMO/IelicTBHE

Edextute Ha aronucture Ha GABA ce yBenn4aBat 4pe3 MOKCHICKTHH.

4.9 [lo3a 1 HAYMH HA IPWJIOXKEHHE

TpsbBa na ce mpuiara Kato eJHOKpaTHa mepopaina no3a ot 1 ml/5 kg Tenecna maca, ekBuBaneHTHO Ha 200
Lg MOKcHAEKTHH/Kg TenmecHa maca, KaTo ce HM3MON3Ba BCAKO CTaHAAPTHO oOOpyIBaHE 3a MpHJIaraHe Ha
J03arta.

3a ;a ce ocuUTypu IpWiIaraHe Ha IpaBHJIHA JO3UPOBKA, TEECHATA Maca TPAOBa Ja ce Ompenelin Bb3MOKHO
Hail-TOYHO; TpsiOBa /a ce MPOBEPH TOYHOCTTA Ha JO3UPAIIOTO 000pyABaHE.

4.10 IIpemo3dmpane (CHMIITOMM, CHIEIIHA MEPKH, AHTU/IOTH), AKO € He0OX0UMO

He ca nabmrogaBaHy CUMITOMH IIPH A0 5 TBTH MPENOPBUYUTEIHATA 03,

Peakuuunre Ha npeno3upane ce NposiBsIBAT KaTO MPEXOIHO CINIOHOOTIENAHE, ACPECHS], CbHIMBOCT M aTaKCUs
8 mo 12 waca cnen Tperupanero. OOMKHOBEHO JICYCHHE HE € HEOOXOANMO U BBH3CTAHOBSIBAHETO € ITBJIHO B
pamkute Ha 24 no 48 yaca. Hsima crienuduyueH aHTHIOT.

4.11 KapeHTHHU cpoKOBe

Meco 1 BBTpEIIHN OpraHu: 14 nan.



Misko: 5 mHu.

5. OAPMAKOJOTUYHU OCOBEHOCTH

dapmakoTepaneBTHYHA rpyna: EHAeKTOnn I, MaKpOUUKINYHH JJAKTOHH, MIJIOEMHLIHU.
Berepunapromenuunacku Anatomo-TepanestuueH Kon: QP5S4AB02.

5.1 ®apmakoaMHAMHYHH CBOIiCTBA

MOKCHIEKTUHBT € Mapa3suTULU, aKTUBEH CpEIly IIHPOK CHEKTbP OT MKOHOMHYECKH BayKHH BBTPEIIHU H
BBHIIHY Mapa3uTH U € BTOPO MOKOJCHHWE MaKpPOLUUKIMYCH JAKTOH OT CEMEWCTBOTO HAa MHJIOECMHIIMHHUTE.
OCHOBHHMAT My Ha4yMH Ha JEHCTBHE € Ja Mpeyd Ha HEBPOMYCKYIHOTO mpenaBaHe Ha GABA (rama
aMHHOMAacJIeHa KUCEIHHA) - 3aTBOPEHUTE WM TIIyTaMaT-3aTBOPCHUTE XJIOPUAHU KaHAIHW. MOKCHIEKTHHBT
cruMyianpa ocBobokaaBanero Ha GABA W moBHIIaBa CBBP3BAaHETO MY C NOCTCHHANTHYHUTE PELENTOPH.
Kpaifausat edext e ga ce OTBOpPAT XJIOPUIAHWTE KaHAIW Ha MOCTCHHANITHYHHS BB3EN, 3a Ja CE MO3BOJIH
MPUTOKBT HAa XJOPUAHUW MOHM M Ja ce NpeAr3BHKa HeoOpaTuMo ChCTOSHHE Ha Mokoi. ToBa Boau 0
napajin3a ¥ eBeHTyallHa CMBPT Ha Mapa3uTH, U3JI0KEHN Ha CyOCTaHLIMATA.

5.2 ®apMakoKHHETMYHH 0COOEHOCTH

MOKCI/IIICKTI/IH’I)T ce p630p61/1pa CJICA MEPOopaIHO MPUIIOKCHUC C ITMKOBU IUIa3MCHU HUBA OKOJIO 13 gyaca (W) (S}
AO3UpPAaHC U CC CIIMMHUHUPA 0aBHO C ty, oT HpI/I6J'II/IBI/ITeIIHO 7 JHH. CY6CTaHLII/I$ITa CC pasrpeacisi B TCIICCHUTE
ThbKaHU, HO IOpaaun HI/IHO(l)I/IHHOCTTa My, IIpUuliCjiHaTa ThbKaH € MaCTHATa, KbACTO KOHICHTPAIIUUTC Ca 10 a0
20 mbpTH IO-BHCOKA OT TC3U, OTKPUTU B APYIU THKaHH. MOKCI/IILCKTI/IH’I)T CC Imo[jiara Ha OrpaHUYCHa
6I/IOTpaHC(1)0pMaLII/I$I qpe3  XUAPOKCUIIHUPAHC. EI[I/IHCTBCHI/IHT 3HAQYUTCIICH II'bT Ha OTACIIHE Ca
HU3NpaKHCHUATA.

Biausinne BbpXy OKoOJIHATA cpeaa

MOKCHIIEKTUHBT OTTOBaps Ha KpUTepuuTe 3a (MHOrO) ycToiumBa, OMoakymynupama u Tokcudyna (PBT)
cyocrannus. [To-cienuanyo, Ipy MPOyYBaHUS 32 OCTPA U XPOHHYHA TOKCHYHOCT C BOJIOPACIIH, PaKooOpa3Hu
U puOM, MOKCHICKTHHBT IOKa3Ba TOKCHYHOCT 3a TE3M OPraHW3MH, KaTO JlaBa CICIHUTE TPaHUYHH
CTOMHOCTH:

Opranussm ECs NOEC
(xoHLIEHTpauus Oe3
HaO0JII0TaBaHO
BB3JICICTBHE)
Bopopacou S. capricornutum >86.9 ug/L 86.9 ng/L.
PakooOpazuu Daphnia magna (octpa 0.0302 pg/LL 0.011 pg/L
(Bomau OB1XM) | TOKCHYHOCT)
Daphnia magna (TokcuueH 3a 0.0031 pg/LL 0.010 pg/L
PEPOAYKIHUSITA)
Pubu 0. mykiss 0.160 pg/L Heomnpenenen
L. macrochirus 0.620 pg/L 0.52 pg/LL
P. promelas (panauTte cragun He e npunoxxumo 0.0032 pg/L
Ha JKUBOTA)
Cyprinus carpio 0.11 pg/LL Heonpenenen

ECsy: koHIIEHTpausTa, KOATO BOAH IO HEOIArONpUsATHO BIusHUE TpH 50% OT TeCTBaHUTE WHAWBUIH T.€.
CMBPTHOCT H CyOJNeTaaHH eeKTH.
NOEC: KoHIIeHTpausTa B U3CISABAHETO, IPU KOATO HE ce HAaOMoaaBatT eheKTH.



ToBa O3Ha4aBa, 4€ KOraTo € J0ImyCHaToO NornagaHe Ha MOKCHUJICKTUH BbB BOJOCMUTEC, TOBA MOXKC Ia UMa
CHUJIHO 1 HLHFOTpaﬁHO B’LBZ[CP’ICTBHC BBPXY BOAHUTC OPraHU3MU. 3a Ja €€ HaMaJIi TO3U PUCK, TpSI6Ba Ja c¢
Clia3BaT BCUYKHU MPCAITa3HU MCPKHU 3a yrIOTpe6a " YHHUIIIOXaBaHC.

6. DPAPMALEBTUYHHU OCOBEHOCTH
6.1 Crnucbk Ha eKCOMITHEHTHTE

Bensunos ankoxon (E1519)

[ponuneHrauKon

[ommcopbar 20

Hunatpues pocdart gonexaxuapat

Hatpuer quxuaporendocdar quxuapat

Bona, npeuncrena

6.2 OCHOBHH HECHLBMECTHMOCTH

HpI/I JIMIICAa Ha JaHHU 3a CbBMCCTUMOCT, TO3U BETCPUHAPHOMCIUTTUHCKU IPOAYKT HE TpSI6Ba Ja 6’[,[[6
CMCCBAH C JPpYyrd BCTCPUHAPHOMCIUTTUHCKHU IIPOAYKTH.

6.3 Cpok Ha romHoct

Cpok Ha TOAHOCT Ha KpailHHs BETEpUHAPHOMEIUIIMHCKY POAYKT: 18 Mecena .

Cpok Ha TOAHOCT cllell IbPBO OTBApsIHE HA MbPBUYHATA OMAaKOBKa: 6 Mecela.

6.4. CrenuanaHu yCJI0BHA 32 CbXPaHEHHE HA MPOAYKTA

Jla ce ma3u mppBUYHATA ONIAKOBKA BHB BBHILIHATA OMIAKOBKA C L€ IPeAa3BaHe OT CBETINHA.

Jla He ce cpxpaHsaBaBa npu TeMieparypa Hag 25 C.

6.5 Bwuau cbcraB HAa MBPBHYHATA ONAKOBKA

Benu, reBkaBu onmakoBKH OT monuerwiicH ¢ Bucoka mrbTHocT (HDPE), chubpkamm 11, 2,5 L, 3 Lu S L
nponykT. OTaKoBKUTE ca 3aTBOPEHH € allyMUHHEBO (DOJIMO U MOTUIPONMIEHOBU Kanadku. [IponykTsT ce
MpeyIara Ha razapa BbB BBHIIIHA KapTOHEHA OIaKOBKa.

He Bcnuku pazmepn Ha omakoBKaTa MoraT Ja ObJat npeiiaraHy Ha masapa.

6.6 CnenuajaHn MEPKH 3a YHUIIOKABAHE HA HEU3IOJA3BAH IPOAYKT UJIX OCTATHIU OT HEI'0

Bceku HensnomsBax BCTCPUHAPHOMCAUILIMHCKHA MMPOAYKT HUJIK OCTAThLH OT HEI'O TpSI6Ba Ja 6’I>I[aT
YHUIIOKCHU B CbOTBCTCTBUEC C U3MCKBAHNATA HA MCCTHOTO 3aKOHOAATCIICTBO.

He 3ambpcsiBaiiTe Bogau OaceiiHu ¢ MPOAYKTA.

7. HPUTEXATEJI HA IMIIEH3A 3A YIIOTPEBA

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Ireland



8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

Ne 0022-2978

9. JATA HA ITbPBOTO U3JABAHE HA JIMIIEH3A 3A YIIOTPEBA
14.02.2020 r.
10. JATA HA IIOCJIEJHATA PEJAKIIUSA HA TEKCTA

02/2022

3ABPAHA 3A ITPOJA’KBA/CHABISIBAHE W/NJIN YIIOTPEBA

MnPO®. 1-P XPUCTO JACKAJIOB, IBM
H3IBJIHUTEJIEH JIHPEKTOP






