KPATKA XAPAKTEPUCTHKA HA IIPOJIYKT
KBM JIMIEEH3 3A VIOTPEBA Ne 0022-2629

1. HAVWMEHOBAHMWE HA BETEPUHAPHOMETUTTHMHCKUSA ITPOAYKT
Unomec 5 mg/ml pa3Teop 3a NONHBAHE 32 roBeAa H MICUHH KpaBH
2. KAYECTBEH U KOJIMMECTBEH CbCTAB

Eauu ml cwaspia:
AKTHBHA cyOcTaRNHA:
Eprinomectin Smg

Exciunaenty:
bytunupan xuapokcutonyed (E321) 10 mg

3a OBJIHHA CIHCDK Ha CKCHMNUEHTHTES, BHK T, 6,1,
3. DOAPMALEBTHYHA ®OPMA

PasTROp 3a monmBaHe.
buctep pazreop.

4, KIWHHUYHH JAHHHW

4.1 Bunoge muBoTHi, 32 Kourto e npegraznaden BMIIL

T'oBena W MIICUHH KpaBy

4.2 TepaneBTHYHI HOKa3aHHI, ONPedeNeHN 32 OTALNNNTe BHAOBE SKHBOTHH

Jleuenue Ha MHGMECTAUMH OT CAEAHATE BHIOBE BLTPEIIHH W BLUILHY [aPa3HTH, YYBCTBHTEIHH HA
SIPHHOMEKTHEH:

TacrponsTecTHHATHE KPBTJIH YepBen (Bb3PACTHH H JIAPBH HA YETBLPTO HHBO)
Ostertagia spyp.

Ostertagia lyrata {caMo BE3PACTHH)

Ostertagia ostertagi (BnouuTesHo uaxudapany [4)

Cooperia spp. (BxmounreTHo WHxuOHpann L4)

Coaperia oncophora

Cooperia pectinata

Cooperia punctata

Cooperia surnabada

Haemonchus placei

Trichostrongylus spp.

Trichostrongylus axei

Trichostrongylus colubriformis

Bunostomun phiebotomum

Nematodirus helveiianus

Oesophagostomum spp. (caM0 BB3PACTHH)

Qesophagostomum radiatum

Trichuris spp (camo BL3pacTHH)
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BenonpoOuu yepsen
Dictyocauius viviparus (Bp3pactan 1 L.4)

MpnLrauna
Hypoderma bovis
Hypoderma lineatum

KpacTa ot akapu
Chorioptes bovis
Sarcoptes scabiei var.bovis

Brmixn

Damalinia (Bovicola) bovis (xaTellfd BBIIKH)
Linognathus vituli (cMyveiin BLLIKH)
Huematopinus eurysterniis (CMyYelly BBIIKH)
Solenopotes capillatus (cMyUeIN BbLLKK)

KpberocMmyuemn myxu
Haematobia irvitans

IIpeqoTepaTasaHe HA NOBTOPHH HE(eECTAINN

TpoayKTHT 2a1MTABA JKHBOTHHTE CPEILY HOBTOPHH HH(pECTaLHK ¢

Nematodirus helvetianus 3a 14 pan.

- Trichostrongylus axei u Haemonchus placei 3a 21 nuu.

- Dictyocaulus viviparus, Cooperia oncophora, Cooperia punctata, Cooperia surnabada,
Oesophagostomum radiatum w Ostertagia ostertagi 3a 28 nHA.

4.3 IIpoTHBOROKAZAHNS

HpOHYKTbT ¢ IIpeAHa3nayvcH ¢aMo 3a BBLHINHO TIPHIOMKEHHE 0OpH roBeia H MIeKOJaiHA KpaBH,
BKIMIOTHATETHO JIAKTHPAaIOH MIeKOAaHHK KpaBH.

ILa HE C€ H3IION3BA IPKW APYTH XKHUBOTHHCKH BHOOBC. ,Ha HE CC€ M3N0J3Ba Mepopanto Wik HHKCKTHBHO.
,I[a HE CC€ HM3N0N3BA MpH CBPLXYYBCTBHTC/IHOCT KbM AKTHBHATA Cy6CTaHHHﬂ' HIH KEM HIKOH OT
CKCIIMHHMCHTHTE.

4.4 Chegunajun gqpeana3Ha MePKH 3a BCCKH BUA XKHBOTHI, 32 KOETO € npeanasnaden BMIT

Tpabea na ce MONOKAT PILKH, 32 /1 ¢€ [PEJOTBPATAT CleTHHTE TPAKTHKH, 3al0TO TE MOBHILABAT
PHCKA OT Pa3BUTHE HA PE3UCTEHTHOCT M MOIaT Hal-HAKpas Ja AOBEAAT A0 HeeeKTHBHA TepallHs.

- MPEKAACHO YeCTO W TIOBTAPSING C& M3MOM3BAHE HA AHTHXESIMHHTHIF OT €[HH U ChLIH KJI4c, 34
TIPOTBIDKUTENEH TIEPHOA OT BpeMe.

- HEAOCTATHLYHO JIO3MpaHe, KOeTO MOXKEe [a ¢€ Jb/KH Ha MOJUEHsBaHe HA TelecHara maca,
HETIPABUITHO OPHIOKEHHE HA NPOAYKTA, HITH JIHICA HA KaaubpupaHe Ha 103uUPalioTo YCTPOHCTBO (ako
HMa TAKOBA).

IpeanonaraeMuTe KIMHAYHH CIy4ad Ha DPE3UCTEHTHOCT KbM AHTHXCIMWHTHIM Tpsaosa ma ObaaT
H3C/IEHBAHH JOIBIHHTEIHO YPE3 TOJXOJ(IIH TeCTORE (HANP. TECT 3a HaMalABaHe Ha Opos Ha giuara
BBB (hexamuute). KpmeTo pesyaTarure OT TecTa (TECTOBETE) MOKA3BAT DPE3UCTEHTHOCT CIPAMO
OnpefiesieH  AHTHXEIMHHTHK, TpaOBa Ja ce H3MON3Ba AHTHXENMHHTHK, Crajauml KbM  Jpyr
(hapMaKkoOTOTFHMEeH KIIAC, KOHTO MMa pa3fiH4yeH HA4MH HA ACHCTBHE.

Jlo MoMeHTa HAMa CHOGLUSHMSA 33 PE3UCTEHTHOCT KBbM ENPHHOMEKTHH (MAKPOUMKIIAYEH JIAKTOH) B
pamxure Ha EC. O0aue nma cpo0MIEHUS 38 PE3HCTEHTHOCT KbM APYTH MAKPOLUMKIHYHHE JTaKTOHH HA
BHIOBE TApasHTH IpH roseja B pamxure Ha EC. [lopags tosa, ynorpeGara Ha TO3H MPOAYKT TpibBa
na ce 6asmpa Ha MecTHaTa (perHoHaIHA, HAa HUBO (epma) enMaeMHONOrHYHa HHQOPMAIIHI OTHOCHO
NOAATAMBOCTTA HA HEMATOAMTE M TPENOPBKHUTE 33 TOBA, KAK [a Ce OIPAHHYM Ch3JABAHE HA
PE3UCTEHTHOCT KbM AHTHXCITMUHTHLIA.
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AKO UMa PHCK OT MOBTOPHA HH(eKIHs, TpAOsa Aa ce MOThPCH CHhBET OT BETCPHHAPEH NIeKap OTHOCHO
HYXK/IATA W 4eCTOTATA OT [IOBTOPHO NPHIIaTaHE HA NPOAYKTA.

3a Haif-no6pu peaynTaTH, NPOAYKTHT TpAdBa /Ia € YacT OT MporpaMa 3a KOHTPOJ KaKkTo Ha
BBTPELUHUTE, TAKA H HA BHHLIHUTE TTAPasHTH NPH roBea, Gasupana Ha enueMHONOriATa Ha Te3H
napasuTH,

4.5 CrenHaJHN NpeqNasHE MEPKH APl yHoTpeda

CrieOuanHy IpeANa3HH MEPKH 34 JKMBOTHHTE TIpH yroTpedarta Ha NpOAYKTa

Camo 32 BbHIIHA YroTpeda.

3a echexTrBHA ynoTpefa, IpoayKThT He TpAOBa Aa ¢e HaHacs BLPXY 0DNAcTH OT rbpda, MOKPHTH & Kast
WITH TOP.

TpoAykTET TpaOBa fa ce MPUIAra caMmo BEPXY 37IpaBa KO,

Jla He ce M3NON3BA TIPH JPYTH BHOOBE JKUBOTHE; ABEPMCKTHHHTE MOTAT Aa MPUUHHAT (haTaseH uaxon
MpH Ky4eTra, 0cOGEHO KOMMTA, CTAPOAHTIMHCKH OBYAPCKH Ky4YETa M CBBP3AHWTE ¢ TAX IOPOAM U
KPBCTOCKM, KAKTO | TIPH KOCTEHYPKH.

3a npeaoTepataeaHe Ha HOONACONPHATHH PEAKLMH BCIIEACTBUE OT CMBPTTA Ha APBUTE HA TTAPA3HTHTE
B czodaryca WM rppbHaKa, ce Npenophbisa MPOAYKTET Aa Ce MPHIAra CICH Kpas Ha JeTarenHaTa
AKTHBHOCT HA MAPA3HTHTE W NPEIH JApBUTE AA JOCTHIHAT CBOMTE MECTa HA HACTAHABAHE B THIIOTO;
KOHCYITHPANTE Ce C BETCPHHAPEH JTeKap OTHOCHO HOAXOARIIOTO BpEMe 3a JIeYeHHe.

IpepansBanus OT JBKI NO BCAKO BPEME, MPETH WIH CAef JIEYEHHETO, HAMA Ja TOBMILIAT Ha
ehUKACHOCTTA HA APOAYKTA.

CnenyallHy HPeANazny MEPKH 38 JIMIATA, NIPWIATaLUY BETSPHHAPHOMEAMMHCKYA IPOJYKT Ha
JKHBOTHHTE :

Toss mnpoaykT MOXKe fAa € HApazHel] 3a YOBCHIKATZ KOXKa W O4H W MOXKE Na HNPUYIHHH
CRPBXIYBCTBHTEHOCT.

Habarsaiite qUPeRTeH KOHTAKT C KOYKATa HIH OUMTE.

UaguBuayanso npeanasHo ofopy/saHe, ChCTOALLO Ce OT I'YMEGHH PBKABHIM W 3aLMTHO 0OJIEKIo,
TpsaGBa 1a ¢e HOCH, KOTaTo ce paboTH ¢ BETCPHHAPHOMEAHLMHCKH TIPOAYKT.

Mpu ciy4aiino pasnuBane BLPXY KOXKATA, W3MubiTe He3abapHo 3acernara obnacT ¢bC CallyH H BOJA.
[Tpu cnyuaii#o monaaade B 04uTe, H3IaKHeTe HesabaBHO ¢ BoAA.

He nyuieTe, He sKTe M HE [HiiTe IO Bpeme Ha paboTa ¢ BETEPUHAPHOMEAHLHHCKHIA IPOJIYKT.
Hamuiite pwuete cu cien yrotpeba. Axo ofnewio ObAe 3aMBPCEHO, OTCIPAHETE MO Bh3MOXKHO Hak-
GBp30 U ro WamepeTe, OpedH [a ro M3NON3BaTe OTHORO. lpm ciydaino MOMVIBINAHE, H3TUIAKHETS
ycTaTa ¢ BOJA ¥ He3aDaBHO ja ceé TMOTBHPCH MEAHLMHCKH CHEET, KATO HA JeKaps Ce IpefocTaBu
JMCTOBKATA WITH €THKETA HA MPOXYKTA.

Xopa ¢ ycraHOBeHa CBPBXTYBCTBHTETHOCT KbM CHPHHOMEKTHH WM KbM HAKOH OT CKCHUNHMEHTHTE
Tpabea 12 u3bAreaT KOHTAKT ¢ BETSPHHAPHOMEIHEMHCKHS MPOIYKT.

Jpyru npeanainn MEepPKH:

EnpHHOMEKTHHBT € MHOTO TOKCHYEH 3a (ayHata B MKHBOTHHCKMSA TOP H KbM BOLHMTC OPraHH3MH,
YCTOMYME € B [OYBAaTa H MOME Jla Ce HATPYNa B CeMMEHTHTE, PHCKBT 3a BOAHHTE €KOCHCTEMH H 3
(payHata B HKMBOTHHCKAS TOP MOXE A3 ce HaManu upe3 M30ATBAHETO Ha MPEKAeHO 4YeCTOo H
NOBTAPALIO Ce H3IOJ3BAHE HA eNPUHOMEXTHH (M NPOAYKTH OT ChLIMS AHTUXEIMHHIEH KIAC) 1pu
rorega. PHCKBT 32 BOJHETE CKOCHCTeMH MOMKe JOITBIHHIC/AHO Ja Ce HAMANH 4pes3 JbpKane Ha
TPETUPAHHTE IOBE/a HACTPAHA OT BOJHKTE DaceiHM 3a TPU CEAMHLM ClIe/] JICUCHHUSTO,

4.6 HebaaroupHsiTHA PeAKITHH (TeCTOT2 H BAXKHOCT)

B MHOrOo peakd Ciydad ca HaONmIojaBaHd TIPYPHTYC M ANOTElHd CHCH M3NOJ3BAHETO Ha
BETEPHHAPHOMCIHITHHCKUA NPOIYKT.

YecroraTa Ha HEOMATOMPUATHHTS PEAKIHH C€ OTPEeAeIs Ypes CIACANATA KiAACHDHKATIHIL:
- MHOTO YecTH (noseye oT 1 Ha 10 TpeTHpaHH JKUBOTHH, IPOSBABALUN HEOIATOLIPHATHN PEAKIHH)
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- wectH (foeeue OT 1, Ho mo-manko ot 10 xkusoTHI Ha 100 TpeTupanu sKHBOTHH)
- He YecTH (noede ot 1, Ho no-Manko ot 10 skusotay Ha 1 000 TpeTupaHy MHBOTHR)

- peaky (foBeue oT 1, Ho no-Manko ot 10 xuoTHu Ha 10 000 TpeTupany XHBOTHH)
- MHOTO peky (n10-Manko ot 1 xusoTHo Ha 10 000 TpeTupaty SKHBOTHH, BIUTIOUHTC/IHO H3OTHPAHH
chOOLICHYS)

47 Ynorpeba no BpeMe Ha GPeMEHHOCT, IAKTAIHA H/IK siileHOCCHE

JlaGopaTopuute npoyuBaHWs NP IUTRXOBE M 3alill HC (IOKA3BAT HUKAKBH JIOKA3ATENICTBA 32
TepaTOTeHHOCT WM eMOPHOTOKCHYHOCT B pesy/rar Ha M3NOJ3BAHETO HA ETPHHOMEKTHH B
TepameBTHUHH f03u. Be30MacHOCTTa HA ENPWHOMEKTHH [PM [OBEla € JIOKazaHa IO BpeMe Ha
fpeMEHHOCT W IAKTALMS, KAKTO W MPH OHKOBE 3a pasMHOikaaHe. Moske 1a ¢¢ npuiara no speme Ha
BpeMEHHOCT | JTAKTALIES, KAKTO H IPH DHKOBE 34 PA3IIION.

4.8 BianMogeicrBHe ¢ APYTH BeTePHHAPHOMETHIHCKH NPOAYKTH H JIPYTH dopmu Ha
BIaHMOAEHCTRHE

Twsi Karo CMNPHHOMEKTHHBT C¢ CBBP3Ba CHIHO C NpoTeCHHITE B MJias’Mara, ToRa TpSIGBa Ja ce B3eme
104 BHUMAHHE, aKo TO ce M3MON3RA C ApYyrH MOJIEKYJIH, UMaLlH ChIIIUTC XapPaKTePUCTHKH,

4.9 Jlo3a 1 HAYHH HA PUHJIOKEHHE

Yoorpeda apes NoaHBaHe.
WsnosBaiite camo 2a MOKaiHO MprioxexHe B jgo3a I mi npomykr ua 10 kg TenecHa maca,
KOETO CHOTBETCTBA Ha Npenopbuanara aoza ot 0,5 mg enpunomextnd Ha kg T.M. [IponykreT
TpafBa na ce TIpWiara 0 OPOABKEHHE Ha rPROHAKA B TACHA JICHTA, MPOCTHpAiUa Cce OT
XOIKATa 0 HAYAIOTO Ha ONALIKaTa.

3a [a ce rapaHTHpa TIPHIaraHeTo Ha [PaBHIHATA J03a, TefecHaTa Maca Tpabea [a ce Ope/eu
BB3MOIKHO HAil-TOYHO H TOUHOCTTA HA J03MPAUIOTO YCTpoHCTBO TpadBAa Aa ObAe mpoBepeHa.
AKO JKMBOTHHTE e Ce TPEeTHpAT 3aellHO, a He HHAUBHIYaTHO, Te TpaGBa [a ce rpynHpar B
3ABUCHMOCT OT TEecHaTa MM Maca W Jla TOJydaT ChHOTBETHATA /033, 3a ga ce H3lerue
npUIaraie Ha no-HUCKa 1034 M fIPeT0o3upaHe.

BeHYKH )KHBOTHH, CAafailllE KbM ChINATa TPyIa, TpsOBa Ja Ce TPETHPAT CAHOBPEMEHHO.
Metog Ha npunarane:

3a onakorkara ot | L:

Byrunkara ¢ obopyABaHa ¢ WHTCTPHPAHA JIO3MPAITA CHCTEMA M UMa jBa OTBOpa. Eaunuar oteop e
CBBP3aH ¢ KOpILyCa Ha KOHTeliHepa, a APYTHAT ¢ Pasnpe/eTHTeNHaTa KaMepa (Ao3Hpara cHeTema).
Paspuiite OpWTHHAIHATA Kallayka ¥ OTCTPAHCTE 3aMEYATBAHETO HA DasNpesieiMTe/IHaTa Kamepa
(MHTerpupaHaTa Jo3MpaNa CHCTeMa II0380JsIBa A03H oT 5 ml Ao 25 ml). Crucrere OyTHiKaTa, 32 12
HAITBIIHKTE PAsTpeIe/IMTENHATA KaMepa ¢ HEoOXOAUMOTO KOJTHUYECTBO IIPOAYKT.

3a onaxoskure or 2,5 L, 3L u 5 Lt

Jla ce H3MO3BAT ¢ HOAXOAAINA AO3HpaLla CHCTEMA, KATO Haup. JMOZMPAIL IMCTOJIET ¥ AONBIHUTENHA
Kalladka ¢ OTBOPH., Paspmiite NONMMpoIMieHOBaTa kKanadka. CneasaliTe WHCTPYKIMUTE HA
MPOY3BOIHTENS 32 HACTPOHKA Ha Ji03ara W TpaBMHara ynorpeba H NOAAPEAKKA HA JI03HMPaHIAi
MUCTONET M Kanadkara ¢ otopu. Crief yrnotpeba [MOTBIHHTENHHTE Kalauky ¢ OTBOpY TpsbBa da ce
OTCTPAHAT ¥ Ja Ce 3aMEHAT 0T NOTHIPONHICHOBTA KaHa'Ka,

4,10 TIpemosmpane (CHMIITOMI, CIICIIHHE MEPKH, AHTHAOTH), KO ¢ HeoHX0anMO
He ce HabioAaBaT NPUIHATIH HA TOKCHYHOCT, KOraTo 8-CeAMUYHH TEIETA ¢a TPETHPAHH € A0 5 IIETH

N0-BMCOKA OT TeparieBTH1HaTa 03a (2,5 mg enpuHoMerxtun/kg T. M.) 3 IBTH Ha HHTEPBANTH OT 00 7
IIHU,
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Tene, TpeTHpaHO eAHOKPATHO ¢ 10 IBTH MO-BHCOKA OT TepanerTH4HaTa 103a (5 mg/kg 1. M.) B
ApOyHUBaHE 3a OHOCHMOCT, [0KA3a NpexoiHa Muaprasa. He ca vabmonasann apyry nebaronpusrin
peaKLyH CIie]] TeUEHHETO.

Hama uaeHTHHMLUMPaH aHTHAOT.
4.11 KapenTnn cpokobe

Meco 1 BBTpeIinW oprasu: 15 aHe.
Mnsdxo; Hyna 4aca.

5. GAPMAKOJOTHYHH OBEHOCTH

MdapMaKoTepanesTHYHA TPyNa: eRIeKTOLM/N, MAKPOUMKANYHH JIAKTOHH, aBEPMEKTHHA
Betepunapromenuiancka Anaromo-TepanesTiaen Koa: QPS4AA(4.

51 ®dapMaxoaMHAMHYHH CBOHCTBA

ENpUHOMEKTHHET € 1WieH Ha MaKpOUMKIMYHUA JAKTOHOB KJIac Ha eHaekToiuaute. CheMHeHHATA OT
TO3M KITac ce CBBP3BaT W3OHpATEeHO H ¢ BUCOK adHINTET KbM HOHHHTE KAHAITH HA ryTaMaT XJIOpHIa,
KOHTO ce Hamupa B rpLOHAYHHTE HEPBH MNM MyCKyiuu kinctkd. ToBa Bogu O MOBHLIenHe Ha
NPONYCKIMBOCTTA HA K/TeTHIHATAa MeMOpaHa 3 XJIOPUHHTE HOHH C XHIIEPLIOAAPM3ALUS HA HepBa HITH
MYCKy/THATA KIeTKa, NPHYHHABAKKH Mapanu3a M cMbpT Ha napasurta. ChelMHEHNSTA OT TO3H KIAc
MOTAT [d BRauMOASHCTRAT ¢BIN0 ¢ JIPYIH JHMAHA-3aBUCHMH XITOPHIHH KAHANH, KATO TE3H, 3ABHCELLM
OT HEBPOTPAHCMHTEPa TaMaamMiHoMacieHa kuceirna (GABA).

I'panmiaTa Ha Ge30MacHOCT 3a CheJUHEHUS OT TO3H KITAC ¢ AB/DKH Ha Gaxta, ye bozalfHUIMTe HAMAT
TAYTAMAT 3ABHCEINH XJIOPHHH KAHAIW; MAKPOLMKIMYHMTE JAKTOHHM MMAT HUCBK aduuMTST KM
APYTH JIMIaH 3aBUCEINH XNOPWIHH KaHamH TpH O03aHHHIM M HC UPEMHHABAT JECHO KPBBHO-
MozbUHaTa Gapuepa.

5.2 DapMAKOKHHETHYHH 0CO0CHOCTH

Merabomnsbm

BUHOHAJIMMHOCTTA HA JOKAIHO NPWIOKEH ENpHHOMEeKTHH npH roeena e 30%, xaro Had-ronsama
pesopfums ce HaGmozara o okono 10 aHu citen nevenueto. ENPHHOMEKTHHLT HE ce MeTaboaH3upa
EKCTCH3HBHO B OpTraHM3Ma HA [OBEJaTa Ciac/ BBHINHO NPUcHKeHHe. BbB BOHUKH OHONOTHMHH
MATPHHH, KoMIoHeHTaTa Bla Ha SNPHHOMEKTHHA € OCTATLKET B HAH-TONAMO KOJIHYSCTBO.
KonuuecTsoTo Ha enpuHomexTdd Bla kbM 0OIIOTO paguoOCTATHYHO HHBO OCTARA CPABHUTETHO
KOHCTAHTHO Meny 7 AHH H 28 JIHA Clefl NeyeHueTo - nanpuMep, Mexay 84% u 90% B wepnms npod,
NpesnoiaracMara rJ1aBHa NPULENTHA ThKaH.

MagcHMANHA KOHIEHTPAHA B [JIA3MATA

Hpu roeena, TpeTupany JIOKATHO ¢ PAAHOMAPKHPAH MPHHOMEKTHH NPH npenophuarara foza ot 0,5
mg/kg 7. M., HIMa BUAKMO [IOBHUICHHE B NNA3MEHATA PaAMOAKTHBHOCT CHPAMO BpeMeBaTa KpHBa, HO
ce Moay4aBaT LIMpOKM KojeOanus mexcay 9 u 14 JeH cnen npuiaraHero Ha josata. Hali-BHCOKHTE
KOHUCHTPAIHH Ha enpuHomextan Bla ca B quanazona 7,33 - 19,74 ng/ml.

Ilpu nmaxtupamu  wiekofalinu  Kpad, TpeTMpand faokanuo ¢ 0,75 mg  pagHoMapkHpaH
enpuHoMekTHH/KEg T.M., HAKOH JKHBOTHH NOKA3BaT 3HAMWTC/MHO [TOBHINCHHE B IJa3sMeHATa
PaIMOAKTHBHOCT, AOKATO TIpH APYFH ce nal/ofaBar IMpokH KonebaHud. Bhpxosure HMBAa Ha
enpuHoMekTHH Bla ca B auanaszowa 42,7 - 134,4 ng/ml. Haii-sicokute HMBA Ha njasMeHa
PagHoaKTUBHOCT ce HaOMOaRaT Mexay 1 | 7 auu clel IpHAaraHe Ha Jo3aTa.

Orpesnine

OcHOBuUST HAUMH 33 €NMMHHALAATA HA TPOAYKTA IIPH TOBEjMa M MJEKOJaiinM KpasH e 4pes
dexanuunTe.

[Tpu roeeaata dekanuure W ypHHATa ca CLOMpAHH OT 2 JKMBOTHH, M KONHMYECTBOTO MPOAYKT,
OT/IENIeHO o 28 AHM el IpHEMAHETO Ha J03aTa, € onpejenedo kato 15 - 17% u 0,25 % cuoreeTHo
3a (exanuure u 3a yprHara. JomenanutenHd 53 - 56% or posata ¢a OT KOXKATAa Ha MSCTOTO Ha
npunarase, ChGpaHy oT 3 XHBOTHH, 3aKs1anu 28 AHH cref npuiiarate Ha IpoayKra.
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Bansnne BLpXy oxoTHATA cpea

Kakro = APYTHTE MaKpOUWK/IIHMYHKE JaKTOHH, CUPHHOMCKTAHDBT HMa roTeHuuana na BIHSC
OTpHLEATENHO HA HETPULIETTHH OpPraHvu3MH. Cnen JICHYCHHUCTO, OTACNAHETC HA NOTCHUHMAIHO TOKCHYHH
HHUBA Ha COPUHOMEKTHH MOXKE Oa C€ OCLINCeCTBABA 34 IMCPHOA OT HAKOJIKO CEeIMHIIH. (DGKEUIHHTE,
ChObKAINK SIIPHHOMCKTHH, OTACKCHY BLPXY MACTOTO 3a Malla OT TPETUPAHHTE MKHBOTHH, MOraT Jga
HAMAJIAT M300HIHETO OT XpaHey ce € TOP OPraHruiMH, KOSTO MOMKE Ma ITOBJKHAC HA pa3rpamaHeTo
Ha TOpT4d. EHpHHOMSKTHH’bT € MHOI'C TOKCHYCH 34 BOAHUTE OPratH3MH, YCTOP'IHHB € B [10YBATa H MOKE
Ja ¢ HAaTpyna B CCHUMEHTHTC,

6. DAPMAHEBTHYHM OCOBEHOCTH
6.1 ChnHchK HA eKCHANHERTHTE

IlporHnex rMAKOA JUKANPUITCKALIPAT
Byrunupan xuapoxcuronyeu (E321)

0.2 OCHOBHH HECEBMECTHMOCTH

HpH JIHIICA Ha JAHHH 38 CbBMECTHMOCT, TG3H BETCPHHAPHOMEAHIIHNHCKH IIPOAYKT HE TpﬂGBa Ja 6’[-:]_[8
CMECBAH C APYTH BETCPHHAPDHOMEAHLIHMHCKH NPOIYKTH.

6.3 Cpox na rognocr

CpOK Ha FOAHOCT Ha KpaﬁHHH BETCPHHAPHOMCAMIIHHCKHA NPOAYKT. 3 ropuHw.
CpOK HA FOAHOCT Cne/ MbLPBO OTBAPAHE Ha IFPBUYHaTA OaKOBKa: 6 mecela.

6.4. ChoenmajdHn ycIoBHA 32 CHXpPAHEHHE HA HPOAYKTA

3a konTeitHepw ot 11.: Ja ce chbxpaHsaBa B OPHIHHANHATA OIIAKOBKA ¢ LEJ [IPeta3BaHe OT CBETIIHHA.
3a reexaBuTe koutetinepr 2,5 L, 3 L u 5 L: Jla ce naszu ot creTnHHa.

6.5 Bua u cbCTAB HA MLPBUYHATA OHAKOBKA

KonreHHep 0T NOAMETUAEH ¢ BHCOKA TUTETHOCT ChC 3aBHHTBALLA C€ OPMIHHATHA MOTHAPOTIMASHORA
Kalla4yKa, KaKTo CJICIBa:

"Cruckawy ce onakoepku” or 1 L.

"T"bBKaBu onaxopkn” ot 2,5 L,3L ud L,

Pa3zmepu Ha onakoexute: 1 L, 25L,3L u5L.

He Bcuuku pasmepu Ha orakoBKaTa MoraT 1a Ob1aT Opefiaradi Ha nasapa.

0.6 Croenuansm MEpKII 32 YHHINOKABAHC HA HCH3NOJIZBAH NPOAYKT HJIH OCTATBHH OT HErO

HzxnrouuTenHo omaced 3a pH6HTB H BOAHUTE OpPTraHU3MH. He SaM'I)pC}IBaFITe €3cparta HiAH BOJAHHTE
OBTHIOA C [IPOOYKTA KN H3IION3BAHHTE KOHTGf/‘IHGpH. Bcex# Henznmonspan BeTEPHHAPHOMEMHIITUHCKH
OpOAYKT WA OCTaThIIM OT HETrO TPHGBH Ja GT:,HaT YHHOIOKEHHN B CHOTBCTCTBHE C HIUCKBAHWATa Ha
MECCTHOTO 3aKOHOHOATCIICTBO

7. TIPHTEXKATEJ HA JIMIIEH3A 3A YVIIOTPEBA
Chanelle Pharmaceuticals Manufacturing Ltd.,

Loughrea,
Co. Galway,

Treland.
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8. HOMEP HA JJMIIEH3A 3A YIIOTPEBA
Ne (0022-2629

9. JATA HA IIBPBOTO U3JIABAHEATOJAHOBSIBAHE HA JIMIEH3A 3A
YIHHOTPEBA

JlaTa Ha MEPBOTO M3AaBaHe Ha JMIeH3 3a yriorpeba: 07/03/2016
Jlata Ha MoCAeAHOTO MOJAHOBIABAHE Ha JuueHs 3a yrmorpeba: 01/10/2020

10. JIATA HA TTOCJEJHATA PEJAKIWAS HA TEKCTA
08/2020

3ABPAHA 3A TIPOJAANKEBA, CHABJABAHE WX YIIOTPEGA

Hee MPHITOKHMO.
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