KPATKA XAPAKTEPUCTHUKA HA ITPOAYKT
KBbM JIMIEH3 3A YIIOTPEBA Ne 0022-3044

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIWHCKUA IIPOAYKT
Forespix 100 mg/ml nHXeKkunoHeH pa3TBOp 3a TOBea, CBUHE U OBLE
2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcexu ml cpabpika:
AKTHBHA cyOcTaHIMSA:

Tulathromycin 100,0 mg
Excuunuenru:
Monothioglycerol 5,0 mg

3a IBJIHUS CITUCHK Ha SKCIIMITUEHTHUTE, BIK T. 6.1.
3. OAPMAIEBTUYHA ®OPMA

NHnxexkuroHeH pa3TBop.
buctbp, 3eneHNKaBOXBAT pa3TBOP.

4. KIMHUYHU JAHHHA

4.1 Bunose :xnBOTHH, 32 KOUTO e nNpegHasHaYeH BMII

I'oBena, cBuHE U OBIIE.

4.2 TepaneBTUYHH MOKA3aHMSL, ONIPeAeIeHH 3 OTIeJHUTE BUTOBE ;KUBOTHHU

l'oBena

Jleyenne u MeTaduiIakcus Ha pecupaTopHu 3abonsBanus py ropeaara (BRD), cBbp3anu ¢
Mannheimia haemolytica, Pasteurella multocida, Histophilus somni u Mycoplasma bovis,
YyBCTBUTEIHH Ha TyJ1aTpoMuInH. Hanmurero Ha 3a00/IsBaHETO B CTAIOTO TPAOBA Ja CE YCTAaHOBU
npeny MeraQuIaKTHYHOTO JICUCHUE.

Jleuenne Ha uHdpekurno3eH ropexan kepatokoHIOHKTUBUT (IBK), cBbp3an ¢ Moraxella bovis,
YyBCTBHUTEIIHA HA TYJIaTPOMHIIHH.

Caune

Jleyenne u MetaduIakcus Ha pecupaToOpHu 3a0ossiBanus 1o ceuHeTe (SRD), cBbp3anu ¢
Actinobacillus pleuropneumoniae, Pasteurella multocida, Mycoplasma hyopneumoniae, Haemophilus
parasuis u Bordetella bronchiseptica, 9yBcTBUTETHU KbM TynatpoMuliud. Hanmuuero va Oonecrra B
CTaJ0TO TPAOBA Ja CE YCTAHOBHU MPEIH MeTaQHUIaKTHUHOTO JieueHue. [IpoaykThT TpsOBa 1a ce
M3IT0JI3Ba CAMO aKO CE OUaKBa CBHHETE J]a Pa3BHAT OOiecTTa B paMKHUTE Ha 2-3 JHU.

Ogue
JleyeHue Ha paHHUTE CTAJANU HA WH(EKIIMO3CH MOI0AepMATUT (KOIIUTEH THUJIEI), CBBP3aH C
BupynenteH Dichelobacter nodosus, N3UCKBAIl CHCTEMHO JICUCHUE.

4.3 [MpoTuBoNmOKa3aHUs
Jla He ce U3Mo3Ba NpU CBPBXYYBCTBUTEITHOCT KbM MaKPOJIHIHU aHTHOUOTHIN HITH KbM HSKOH OT

CKCIHUIIUCHTUTC.
I[a HC CC U3M0JI3Ba CAHOBPEMCHHO C APy MAaKpOJINIU U JIMHKO3aMU N (BI/DK. TOYKa 48)
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4.4 Crenma/iHu NpeANa3Hu MEePKH 32 BCeKH BH/I ’KUBOTHH, 32 KOMTO e npegHasHadyen BMII

Oslie:
EdukacHocTTa Ha aHTUMUKPOOHOTO JICUCHHE Ha KOITUTEH THUJIEI] MOXe Ja ObJic HaMaJieHa OT APYTH

(baKTOpI/I, KaTO BUCOKa BJIA2KHOCT HAa OKOJIHATA CPElid, KAKTO U OT HCIIOAXOAAMIO YIIPABJIICHUC Ha
CTOITaHCTBOTO. CJ'ICZ[OBaTeJ'IHO JICYCHUECTO HAa KOIMMTCH THUJICIT TpSI6Ba Aa CC nmpeanpuemMe 3a€fHO C
APYru UHCTPYMCHTH 3a YIIPABJICHUC HA CTAA0TO, HAIPUMCP OCUT'YpPsABAHC Ha CyXa Cpcla.
AHTHOHOTHYHOTO J€UCHUE HA Z[06p0Ka‘-IeCTBeH KOIIMTCH THUJICIT HE CC CUMTA 3a IOAXOAAIIIO.
Ty.]'[anOMI/ILII/IH’LT IMOKa3Ba OrpaHMYCHa e(l)I/IKaCHOCT IIpu OBLC C TCKKU KIMHWYHHA IMPU3HALN UIIN
XPOHUYCH KOIMUTCH THWICI] U CJICAOBATCIIHO TpSI6Ba Ja CC faBa CaMO B paHCH CTaZ[I/Iﬁ Ha KOITMTCH
THHUIICI.

4.5 Crnenmna/iHu NpeANasHU MePKH NIPH ynoTpeda
To3u NpoayKT He ChIbPKAa AaHTUMUKPOOEH KOHCEPBAHT.

CHCLII/IaJ'IHI/I nopeanasdy MCPKH 3a ) KUBOTHHUTC MMPHU VHOTDe6aTa Ha IMPOAYKTa

YHOTpe6aTa Ha BSTCPUHAPHOMCIUIIUHCKUA ITPOAYKT TpH6Ba Ja C€ OCHOBAaBa Ha TCCTOBC 3a
YYBCTBUTCIIHOCT Ha 6aKTepI/II/ITe, HU30JIMpaHu OT ) KUBOTHOTO.

Axo TOBa HE € BB3MOXHO, TCpaluAaTa TpSI6Ba Ja Cc€ OCHOBaBa Ha MCCTHa (peFI/IOHaHHa, Ha HUBO (bepMa)
CIINACMHUOJIOrNYHa I/IH(l)OpMaLII/IH 34 YYBCTBUTCIIHOCTTA HAa NPULICITTHUTEC 6aKTepI/II/I. O(l)I/ILII/IaJ'IHI/ITe,
HAallMOHAJIHUTEC U PCTUOHATTHUTC aHTI/IMI/IKp06HI/I IIOJINTUKHU TpSI6Ba Ja CC B3eMaT MnpeaBu/J, KOraTto ce
H310JI3Ba MPOAYKTHT.

YHOTpe6aTa Ha IpOAYKTa, OTKJIOHABAI CC OT MHCTPYKIIUUTC, TaACHU B KXH, MOXEC 1a YBCINYUN
pasnpoCTpaHCHUETO Ha 6aKTepI/II/I, PE3UCTCHTHU HA TYJIATPOMUIIMH, U MOXKEC J1a HaMaJIn e(l)eKTI/IBHOCTTa Ha
JICUCHUCTO C APy MaKpOJIHUIU TOpaand Bb3MOXKHOCTTA 3a KPBCTOCAHA PC3UCTCHTHOCT.

AKO ce TTOSIBM peakiis Ha CBPbXYyBCTBUTEITHOCT, TOJXOSIIOTO JIEUCHUE TPSAOBA J1a CE& MPIIIOKHU
He3a0aBHO.

CroenvanHy npennasHy MEpKH 3a JIMLATA, TPUIaraiiy BeTepUHAPHOMEAUIIMHCKNS TPOAYKT Ha KUBOTHUTE
TynarpomutiuasT apa3uHu ounte. [Ipu ciaydaitHo nonagaHe B O4UTe, BeJHAra U3IJIAKHETE C YUCTA

BOJA.

TynaTpoOMUIIMHBT MOXKE J1a IPUYMHU CECHCUOMITN3AINS PU KOHTAKT ¢ KoxkaTa. [Ipu ciyqaitHo

pasliuBaHe BbPXY KOXKaTa, BeHara M3MUNTE ChC CallyH U BOJA.

Wzmuiite phIiieTe cu ciien ynorpeoa.

[Ipu cnyyaitHO caMOMHXKEKTHPaHe, He3a0aBHO J1a Ce MOTHPCH MEIUIIMHCKH ChBET, KaTO Ha JIeKaps ce
MpEenoCTaBU JUCTOBKATA WM €TUKETA HA MPOIYKTA.

4.6 HeOnaronpusiTHu peaknuy (4ecTOTa U Ba)KHOCT)

HOZ[KO)KHOTO MPUITOKCHUC HAa IPOAYKTA NPH I'OBCIa MHOI'O YCCTO NPpUINHABA MIPEXOAHU PCAKIIUN HAa
0oJIKa U JOKaTHU OTOIH B MACTOTO Ha MHXXCKTUPAHC, KOUTO MOraT a NpOABbJIKAT 10 30 JHH. He ca
Ha6J'IIOZ[aBaHI/I TaKKBa pCaKIUHU MPpU CBUHC U OBLC CJIICA MHTPAMYCKYJIHO ITPUITIOKCHUC.
HaTOMOp(l)OJ'IOFI/I‘-IHI/ITe pCaKkin B MACTOTO HAa MHXKCKTHUPAHC (BKJ'IIO‘-II/ITCJ'IHO 06paTI/IMI/I IMPOMCHU KaTO
KOHI'€CTHUsA, OTOIH, (1)I/I6p033 n Kp’LBOI/IBHI/IB) ca MHOI'O 4€CTH 3a HpI/I6J'II/IBI/ITeJ'IHO 30 JHH CJIICT
HWHXXCKTHPAHC IIPpH TOBCIa U CBHUHC.

HpI/I OBILCTC MPEXOAHUTEC PCAKIIMU Ha Z[I/ICKOM(l)OpT (TpenepeHe Ha rijiaBaTta, TPUCHC Ha MACTOTO Ha
HUHXXCKTHPAHC, OTZ[p’LHBaHe) Ca MHOTI'O 4YECTH CJICA UHTPAMYCKYJIHO MHKCKTUPAHEC. Te3n Ipu3Hanu
OTHIYyMSABAT B PAMKUTC HAa HAKOJIKO MUHYTH.

YecroTata Ha HEOIATONPUATHUTE PEAKLIUU CE ONPEeNs Ype3 clieHaTa Kiacu(puKamus:

- MHoOro uectu (moseue oT 1 Ha 10 Tperupanu >KWBOTHH, IPOSIBSIBAILK HEOMArONpPUATHH PEAKIIUH )

- yectH (oBede oT 1, Ho mo-manko ot 10 >xuBoTHU Ha 100 TpeTupaHu KUBOTHH)

- He yecTH (moBeue ot 1, Ho mo-Maiko oT 10 xuBotHU Ha 1,000 TpeTupaHu >KUBOTHH)

- penku (moBeue ot 1, Ho mo-Manko ot 10 xuBotHU Ha 10,000 TpeTHpaHu KUBOTHN)

- MHOTO peaku (mo-manko ot 1 xuBotHO Ha 10,000 TpeTupaHu KUBOTHH, BKIIOUUTEITHO U30IUPaHU
CHOOIICHYS).
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4.7 VYnorpeba nmo Bpeme Ha OPeMEHHOCT, JAKTALUS UJIH sTiilleHOCeHe

Ha6opaT0pHI/1Te MMpoy4YBaHUs IPHU IMIIBXOBE U 3a171u1/1 HC ITIOKa3BaT HUKAKBH J0Ka3aTCJICTBaA 3a
TCPATOICHHOCT, (beTOTOKCI/I‘-IHOCT I TOKCHYHOCT 3a MaikaTa. bezonacHocTTa Ha
BCTCPUHAPHOMCIUTTMHCKUSA ITPOAYKT HE € JOKa3aHa I10 BpEMC Ha 6peMeHHOCT n JaKTalus. HpHnara ce
caMoO CJICO MPCHCHKa HOHBa/pI/ICK OT OTTOBOPHUA BETCPUHAPCH JICKAP.

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

Kp”bCTOCElHa PE3UCTCHTHOCT CC NPOABABA C APYT' MAKPOJIUON. He npnﬂaraﬁTe CAHOBPEMCHHO C
aHTI/IMI/IKp06HI/I cpeacTsa € HOZ[06CH Ha4WH Ha HCP’ICTBHC, KaTO ApPYryu MakKpoOJruau WU JIMHKO3aMUIU.

4.9 Jl03a 1 HAYMH HA IPWJIOKEHHe

I'oBena
[ToaxoxxHO TPUIIOKEHHUE.

EnnokpaTHa moakokHa MHKEKIHA OT 2,5 mg TyJaTpoMUIMH/ Kg TenecHa maca (€KBUBaJICHTHO Ha 1
ml/ 40 kg Tenecna maca). 3a neuenue Ha rosena Hag 300 kg TenecHa mMaca, pazaernere 10o3ara Taka, 4e
Jla HE ce MHKEKTUPAT IoBede oT 7,5 ml B eHO MACTO.

[Ipacera
NHTpaMycKyTHO NpUITOKEHUE.

EnnokpaTHO HHTpaMyCKyJIHO HHXEKTUPaHEe Ha 2,5 mg TyaaTpoMHUIMH/ Kg TenecHa maca
(exBuBanenTHo Ha 1 ml/ 40 kg TenecHa maca) BbB Bparta.

3a neyenue Ha npacera Hag 80 kg TenecHa maca, pa3zaeneTe 1o03aTa Taka, ue Ja He ce HHKEKTUpaT
nosede oT 2 ml B eIHO MsICTO.

3a BCAKO pecmupaTopHO 3a00JIsBaHeE Ce npernopspyBa JICYHCHUC HA )KUBOTHU B PAHHUTC CTAIUN HaA
3a00J19BaHETO U OLICHKAa Ha OTTOBOpPA Ha JICUCHHUCTO B PaMKHUTC Ha 48 gaca CJICA MHKCKTUPAHCTO. Axo
KIIMHAYHUTC IIPU3HAIHU Ha pECIUPATOPHO 3a00J1sBaHe npoabJIzKaBaT UJIK CC 3aCUJIBAT, UJIK aKO
HaCThIIN pCUUINB, JICUCHUCTO TpSI6Ba Aa CC MMPOMCHH, KaTO CC U3IIOJI3Ba ApYyr AHTHOHMOTHUK U Ja ce
NpoOABIKH, NJOKATO KIIMHUYHUTEC MMPpHU3HALIKX OT3BYy4YarT.

Osuie

WHTpamMyCcKynHO NPHIIOKECHHE.

EnnokpaTHO HHTpaMyCKyJIHO HHXXEKTUPaHe Ha 2,5 mg TyaaTpoMHUIMH/ kg TenecHa maca
(exBuBanieHnTHO Ha 1 ml/ 40 kg TenecHa maca) B mmsra.

3a Ja CC rapaHTvpa npaBUIHaTa JO3UPOBKaA, TCIIECHATA MacCa TpSI6Ba Ha CC onpeaciid Bb3MOKHO Hal-
TOYHO, 3a Ja CC n30erue InpujaraHe Ha mo-HMuCKa ao3a. 3a MHOT'OKPATHO U3MOJI3BAHC HA (l)J'IaKOHa ce
npernopp4YBa aCrupurpalila urjia njinu MHOrogo30Ba CIIpruHIIOBKA, 3a Aa CC n30erue MPEKOMCPHOTO
HpO6I/IBaHe Ha 3alyniajikara.

Kamaukata Mmoxke 6e3omacHo fqa Obae npoduta a0 125 netr npu paakonn ot 50 ml u 100 ml.
Kamaukata moxke 1a 0b1¢ 6e3omacHo mpoduta 10 250 nbTe ipu prakonu ot 250 ml.

4.10 IIpemo3mpane (CHMIITOMM, CHIEIIHA MEPKH, AHTU/IOTH), AKO € HeOOX0TUMO

[Ipu roBena B 1031 OT TPpH, NIET WJIN ACCET IIbTH NMPEMOPBUUTENHATA J103a ce HAOII0AaBaT IPEXOAHU
MpHU3HALM Ha TUCKOM(OPT B MSCTOTO HA MHXEKTUPAHE, KAKTO U HECTIOKOWCTBUE, TPENepeHe Ha
rllaBaTa, pUcHE Ha 3eMsTa U KpaTKOTpaliHO HaMansBaHe Ha TpreMa Ha ¢pypax. Jleka MuokapaHa
JereHepanys e HabJaroaBaHa py ToBea, ModyJaBaly 5 10 6 IbTH MPENopbUYUTENHATA 03,

[Tpu mnaau npacera, Texxamy npudausutento 10 kg, Ha KouTo ca 1aeHN TPU WIK MET BT
MpenopbYHTEIHATA 1032, ca HAOMI0JaBaH! MPEXOAHU Peakuy Ha JUCKOM(OPT B MICTOTO Ha
WH)XEKTHpaHe, KaKTO M MPeKOMepHa BoKalu3aus u Oe3nokoiictBo. Hakyeane ce HabmonaBa u
KOTaTo 3aIHUAT KpaK ce U3I0JI3Ba KaTo MSCTO 3a MHKEKTHpPAHE.
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HpI/I arLera (Ha OKO0JI0 6 CCZ[MI/ILII/I), Ipu 03U OT TPpU WIHA NET I'bTU IMPECHOPBUUTCIIHATA 1034a, CC Ha6J'IIOZ[aBaT
MNpEXOAHU pCaKIIMU Ha Z[I/ICKOM(l)OpT B MSACTOTO Ha MHXXCKTHUPAHC, KAKTO U XOACHC Ha3a, MOKJIAIIaHe
Ha rjiaBaTa, TPUCHC Ha MACTOTO Ha MHIKCKTUPAHEC, JIATAaHC U CTaBaHC, Oneene.

4.11 KapeHTHHU cpoKoBe

l'oBena (Meco 1 BBTpEIIHN OpraHu): 22 JTHH.

[Ipacera (Meco u BbTpeIIHYU Opranu): 13 aHu.

Ogiie (Meco U BBTPEIIHU Opranu): 16 aHu.

He ce pa3zpemaBa 3a ynorpeba mpu >KUBOTHH, YHETO MIISIKO € IpeAHa3HAauYEHO 3a KOHCYMAIHs OT XOopa.
Ja He ce npuiara npu OpeMeHHH KUBOTHH, YAETO MIISIKO € MpeTHa3HaueHO 3a KOHCYMalus OT XOpa B
MpOABIDKEHUE Ha 2 Mecela OT 04YaKBAaHOTO paX</JIaHe.

5. GOAPMAKOJOTNYHU OCOBEHOCTH

dapmakoTepaneBTHUHA rpyna: AHTHOAKTEpUAIHU CPENICTBA 3a CUCTEMHA yoTpeda, MaKpOJIUIH.
Berepunapromenuunacku Anatomo-TepanestiudeH Kox: QJO1FA94.

5.1 ®apmakoaMHAMHYHH CBOIiCTBA

TynaTpOMHIUHBT € MOTYCHHTETHYHA MaKpOJIUAHA AaHTUMUKPOOHA CyOCTaHIIMS, KOSTO IPOM3X0XKIa
oT hepMeHTanMOHEeH PoAYKT. Toii ce pazinuyaBa OT MHOTO IPYTH MAaKpOJIHIH MO TOBA, Ye UMa
TPOJBIDKUTEITHO ISHCTBHE, KOETO OTYACTH C€ IBJDKU Ha TPUTE My aMHHOTPYITH; CIIEIOBATEIHO €
MOYYHJI XUMUYHOTO 0003HAaYCHHE Ha TIOIKIAC TPHAMILIH]L.

MakponuauTe ca 6akTepHOCTATUYHO JICHCTBAIM AaHTUOMOTHIIY U HHXUOUPAT OCHOBEH MPOTEHHOB
OuocuHTe3 OllaroJjapeHue Ha TAXHOTO CENIEKTUBHO CBbp3BaHe ¢ OakrepuanHarta pubozomua PHK. Te
JeHCTBAT Ype3 CTUMYIMpaHe Ha qucorranusta Ha nentuami-TPHK or pubo3omata mo Bpeme Ha
npoleca Ha TPaHCIOKAIHSL.

TynaTpoMHUIMHBT OPUTEXKABA in Vitro akTUBHOCT cpeiy Mannheimia haemolytica, Pasteurella
multocida, Histophilus somni u Mycoplasma bovis, n Actinobacillus pleuropneumoniae, Pasteurella
multocida, Mycoplasma hyopneumoniae, Haemophilus parasuis w Bordetella bronchiseptica —
OaKTepHaHU MATOTCHU, HA-4eCTO CBBEP3BAHU C PECIHPATOPHHUTE OOJICCTH MPU TOBENa M CBHHE,
ChOTBETHO. B Hsixou nzonatu Ha Histophilus somni w Actinobacillus pleuropneumoniae ca
YCTaHOBEHH MOBUIIICHN CTOMHOCTH Ha MUHHMAITHH TIoTHCKanwm KoHueHTpaims (MIC). [lokasaHa e in
vitro aktuBHOCT cpety Dichelobacter nodosus (vir), GakTepHalTHHUT TaTOTEH, HA-4eCTO CBBP3aH C
MH(EKIHO03eH NO0IePMATHT (KOIIUTEH THUJIEI) ITPU OBIIETE.

TynaTpoOMHIMHBT CHILIO MIPUTEXKABA in Vitro akTHBHOCT cpeuty Moraxella bovis, GakTepraaHUST
MaTOreH, Hail-4ecTo CBbP3aH ¢ MH(EKIIHMO3eH TOBSXKIH KepaToKoHIOHKTUBUT (IBK).

Pe3ncTeHTHOCTTa KBM MaKpOJIHMIN MOXKE JIa CE Pa3BUE Upe3 MyTalliH B TeHH, KOIUPAIU puO030MHA
PHK (rRNA) nnu Hsixkon pub030MHH IIPOTEWHH; Upe3 eH3UMHA MoAnUKaLKs (METHINpaHe) Ha
neneBoto Mscto Ha 23S pPHK, o0ukHOBEHO mopakaiia KpbCTOCaHA PE3UCTEHTHOCT C JIMHKO3aMU !
U cTpenTorpamMunu ot rpyna B (MLSg pe3suctenTHOCT); Ype3 eH3MMHO HHAKTHUBUPAHE; WU Upe3
MakponuaeH edurykc. MLSg pe3ncTeHTHOCTTa MOXKeE J1a ObJIc KOHCTUTYTHBHA W UHIIyLIUPYeMa.
PesucrenTHOCTTa MOXKE /1a OBJIc XpOMO30MHA WIIH TUIa3MHTHO KOJMPaHa U MOXe J1a ObJe
MPEXBBPIISIEMa, aKO € CBhp3aHa ¢ TPAHCIIO30HH, IJIa3MUIH, UHTETPATUBHU M KOHIOTATHBHH CIIEMCHTH.
OcBeH TOBa, FeHOMHATA IIACTHYHOCT Ha Mycoplasma ce 3acuiiBa OT XOpU30HTAIIHUS TpaHChep Ha
TOJIEMU XPOMO30OMHH (PparMeHTH.

B nombiiHEHUE KBM CBOMTE aHTUMUKPOOHH CBOICTBA, TYIaTPOMUIIMHBT JEMOHCTPUPA
MMYHOMOJYJIUPAIIH U TPOTUBOBB3NATUTEIHU ACHCTBUS B EKCIICPUMEHTANHU MTpoyuBaHus. KakTo B
TOBEX/IM, TaKa ¥ B CBUHCKH nTonuMopdHosapenu kierku (PMN; Heyrpoduim), TynTaTpOMUIIMHBT
HachpuaBa aromnro3aTa (porpaMupaHa KIeThb4Ha CMBPT) U U3YHCTBAHETO HA AIONTOTHYHUTE KIISTKH
ot Makpogaru. Toli HamaJIsIBa TPOMU3BOICTBOTO HA MPOBB3NATUTEITHUTE METUATOPH JICBKOTPUEH B4 1
CXCL-8 u unayuupa npou3BOJACTBOTO Ha MIPOTUBOBB3MAIUTEICH U MPO-pa3rpakKaalll JUMUICH
JIMIIOKCHH A4.

5.2 PGapMaKOKHHETHYHH 0CO0EHOCTH
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IIpu roBenara hapMakOKMHETHYHHUAT TPO(UI HA TYJATPOMHIIMHA, KOTATO Ce pujlara KaTo
eIHOKpaTHa MOAKOKHA J03a OT 2,5 mg/ kg TenecHa maca, ce Xxapakrepusupa ¢ Obp30 U MIHUPOKO
pe3opOupaHe, IOCJIeABAaHO OT BUCOKO pa3npencieHne u 06aBHO eMMMUHApaHe. MakcuManHaTa
rta3mMena KoHneHTpaus (Cpyy) € mpubmmsutento 0,5 pg/ml; nocruraara e npubausurenHo 30
MuHyTH cien npunoxenue (Tp,y). KonuenTpanuure Ha TynaTpoMuIHa B 0e10ApOOHHS XOMOT'eHAT
ca 3HaYMTEIIHO MO-BHCOKH OT TE€3H B IUIa3maTa. MiMa cepruo3Hu I0Ka3aTencTBa 3a 3HAYUTEITHO
HaATpyIBaHE Ha TyJaTPOMHUIMHA B HEYTpOouiH 1 anBeoisapHu Makpodaru. Benpeku ToBa, in vivo
KOHLIEHTpaLMATa Ha TYIaTPOMULIMHA B MSICTOTO Ha MH(eKuus B Oenus Apod He e uzBecTHa. [IukoBuTe
KOHILIGHTPALMH ca MOCIeABaHN OT OaBEH clajJ B CHCTEMHATA EKCIIO3ULMSI C OYEBUACH STUMHHALOHEH
MOIYXUBOT (t,) oT 90 yaca B Tuiazmara. CBBP3BAaHETO C TIIA3MEHUTE IPOTEHHH € HHCKO,
npubimzutenno 40%. O0eMbT Ha pasnpeacieHne B cTabuIHO cbeTossHUE (Vs), ONpeernieH Ciex
WHTpPaBEHO3HO npuiioxkenue, e 11 L/kg. buonannynoctra Ha TynaTpOMUIIUHA ClIeN TTOAKOKHO
MpUJIOKEHHE IpY ToBena e Ouna npubausutenHo 90%.

IIpu npaceraTa papMakKOKHHETHYHHST IPO(UI HA TYJATPOMHUIIMHA, KOTAaTO Ce pujara KaTo
eIHOKpaTHa MHTPaMyCKyIHa 103a oT 2,5 mg/kg TenecHa maca, ChIIO ce XapaKTepu3upa ¢ Obp3a u
o01mupHa pe3opOius, MocieaBaHa OT BUCOKO paslpezesieHne 1 0aBHO eTMMUHUpaHe. MakcuMaiHaTa
rta3mMena KoHmeHTpauus (Cp,y) € mpubmmsutento 0,6 pg/ml; nocruraara e npubausutenHo 30
MuHyTH ciep npunoxenue (Tp,y). KonunenTpanuure Ha TynaTpoMuiHa B 0e10ApOOHHS XOMOT'eHAT
ca 3HaYMTEIIHO MO-BHCOKH OT T€3H B IU1a3maTa. MiMa cepruo3Hu I0Ka3aTelcTBa 3a 3HAYUTEITHO
HATpyIBaHE Ha TYJAaTPOMHULMH B HEYTPOPHIN U anBeosapHu Makpodaru. Benpeku ToBa, in vivo
KOHLIEHTpALMATa Ha TYIaTPOMULIMHA B MSICTOTO Ha MH(eKuuATa B Oenust 1pod He € U3BeCTHA.
[MukoBHTE KOHIIEHTPALIMH ca MOCcIeABaHH OT OaBeH cIiaj B CHCTEMHATa eKCIIO3UIHS ¢ OYEBUICH
STMMHUHALMOHEH MOIYKUBOT (ty,) OT okono 91 vaca B ma3marta. CBBP3BaHETO C MIa3MEHUTE
MPOTEUHH € HUCKO, pubnusuTenHo 40%. O6eMbT Ha pasnpeneneHue B cTabuiHo cberosHue (Vi),
OIpeziesieH ClIel MHTPAaBEHO3HO Npuiiokenue, ¢ 13,2 L/kg. buonanudHocTTa Ha TyJIaTpOMHULIMHA CIIEH
WHTPaMYCKYJTHO IIPHJIOKEHUE NP CBUHE € MPHONMM3uTenHo 88%.

[Ipu oBueTe hapMaKOKMHETHYHUAT IPOQHI HA TYIATPOMHUILIMHA, KOraTo ce Mpujiara Kato eAHOKpaTHa
WHTpaMyCKYJIHa 703a OT 2,5 mg/kg TenecHa mMaca, JOCTHra MaKCUMaJIHA TUIa3MEHa KOHLIEHTPaLus
(Cinax) 0T 1,19 pg/ ml 3a mpubnmusurenno 15 MuryTH (T.) CIIET MPUIOKEHNE W STMMHHAIIMOHECH
MOTYXUBOT (t;) 0T 69,7 yaca. CBbp3BaHETO C IUIa3MEHHUTE MPOTEHHU € mpuoimsuTenno 60-75%. Cnen
WHTPaBEHO3HO MPHJIOKEHHE 00eMbT Ha pasnpenenenue B cradbumiHo cbetosiaue (V) e 31,7 L/kg.
BronannyHOCTTa HA TYNaTPOMULIMHA CIIEA MHTPAMYCKYIHO MpuiioxkeHue mpu osue € 100%.

6. DAPMAIEBTUYHHU OCOBEHOCTH

6.1 Chnucbk Ha eKCHUINEHTHTE
MOoHOTHOTTTUIIEPOT

[Mponunenraukon

JlumoHeHa KuceTrHa MOHOXHIPAT

CorHa KucenuHa, KOHIIEHTpUpaHa (3a kopekius Ha pH)
Hatpues xunpokcny (3a kopekmus Ha pH)

Boza 3a umxkeknuu

6.2 OCHOBHH HECHLBMECTHMOCTH

HpI/I JIMIICAa Ha JaHHU 34 CbBMCCTUMOCT, TO3U BETCPUHAPHOMCEIUTTUHCKU IPOAYKT HE TpSI6Ba Ja 6’[,[[6
CMCCBAH C JpYyru BCTCPUHAPHOMCIUTITUHCKHU TIPOAYKTH.

6.3 Cpok Ha romHoct

CpOK Ha rogHoCT Ha KpaﬁHHH BCTCPUHAPHOMCAUIIMHCKA IPOAYKT: 29 Mecena.
CpOK Ha rOAHOCT CJICA IIbPBO OTBAPAHC HA IITbPBUYHATA OITAKOBKA: 28 JHH.

6.4. CrenuanaHu yCJI0BHA 32 CbXpPaHEHHE HA MPOAYKTA
To3u BeTeprHAPHOMEANLIMHCKH MTPOAYKT HE H3UCKBA HUKAKBY CIICIIMATHU YCIOBHSA 33 ChbXpaHECHHE.

6.5 Bwuau cbcraB HAa MBPBHYHATA ONAKOBKA
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50 ml, 100 ml, 250 ml ecrectBenn muorocnoitau (COEX) PP/HV/EVOH/HV/PP ¢nakonu, 3aTBopeHn
¢ OpomMoOyTHIIOBa TyMeHa 3amyIiaika THII | 1 amyMuHHEeBa U TIacTMacoBa (UMM KarcyJa.

Pa3mep Ha omakoBkaTa:

Kaptonena xytust ot 1 ¢paaxon or 50 ml.

Kaptonena xytus ot 1 ¢maxon or 100 ml.

Kaptonena xytus ot 1 ¢uaxon ot 250 ml.

He Bcnuku pazmepn Ha omakoBKaTa MoraT Ja ObJat ImpemiaraHy Ha rasapa.

6.6 CnenuajaHn MEPKH 3a YHUIIOKABAHE HA HEU3IMOJA3BAH IPOAYKT UJIX OCTATHIU OT HEI'0

Bceku HensnomsBax BCTCPUHAPHOMCAUIIMHCKHA MMPOAYKT HUJIK OCTAThLH OT HEI'O TpSI6Ba Ja 6’I>I[aT
YHUIIOXKXCHU B CHbOTBCTCTBUC C U3UCKBAHUATA HA MECTHOTO 3aKOHOJATCICTBO.

7. HNPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA
Vet-Agro Multi-Trade Company Sp. z 0.0.

Gliniana 32, 20-616 Lublin

Poland

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

Ne 0022-3044

9. JATA HA ITbPBOTO U3JABAHE/IIOJHOBSIBAHE HA JIMINEH3A 3A
YIOTPEBA

JlaTa Ha TBPBOTO M3/1aBaHE Ha JUIICH3 3a ynorpeda: 10/03/2021

10. JATA HA IIOCJIEJHATA PEJAKIIUSA HA TEKCTA
03/2021
3ABPAHA 3A ITPOJAXKBA, CHABJIAIBAHE U/NJIA YIIOTPEBA

He e npunoxumo.

MMPO®. JI-P TACKAJI )KEJIA3KOB, /IBM
HU3ITBJIHATEJIEH JIHPEKTOP
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