INPHJIOKEHHE I

KPATKA XAPAKTEPUCTHUKA HA TIPOAYKTA



1. HAMMEHOBAHMUWE HA BETEPUHAPHOME/MIIUHCKUSA ITPOJAYKT

REXXOLIDE 100 mg/ml unxeKuroHeH pa3TBOp 3a TOBella, CBUHE U OBLE

2.  KAYECTBEH U KOJIMYECTBEH CHbCTAB
Bceeku 1 ml chabpika:

AKTHBHa cy0OcTaHIMA:
Tulathromycin 100 mg

ExcuunuenTu:
Monothioglycerol 5 mg

3a IBJIHMUA CITUCHK HA €KCIUITUEHTHTE, BIK T. 6.1.

3. PAPMANEBTUYHA ®OPMA

HHxeKuoHeH pa3TBop.
buctep, 6e31BeTeH 10 C1ad0 XBAT pa3TBOpP.

4. KIMHNYHU JAHHU

4.1 BuaoBe ;KMBOTHH, 32 KOUTO e NMpeanasHayen BMII

T'oBena, cBuHE U OBIIE.

4.2 TepaneBTUYHU NMOKA3aHUs, ONPeAeTeHH 32 OTJTHIUTE BUAOBE 'KUBOTHH

T'oBena:
Jledyenue u MeTaduiiakcus Ha peciupaTopHu 3a0oisBanus npu roeeaa (BRD), npuunaenu ot

Mannheimia haemolytica, Pasteurella multocida, Histophilus somni u Mycoplasma bovis,
yyBcTBUTENHU KbM tulathromycin. [Ipeau ynorpebara Ha mpoaykTa TpssOBa qa ObJe yCTaHOBEHO
HaJIM4Me Ha 3a00JIIBaHETO B TPyIIaTa.

Jleuenne Ha nH(PEKITNO3EH KePATOKOHIOHKTUBHT 110 ToBenaTa (IBK), mpuannen or Moraxella bovis,
YyBCTBHUTEIHA KbM tulathromycin.

CauHe:

Jledenue u MeTaduiiakcus Ha peciupaTopHu 3a0oisaBanus npu ceuHe (SRD), mpuunHeHu ot
Actinobacillus pleuropneumoniae, Pasteurella multocida, Mycoplasma hyopneumoniae, Haemophilus
parasuis u Bordetella bronchiseptica, ayBctBuTeNHd KbM tulathromycin. IIpeau ynorpebara Ha
MPOAYKTa TPsAOBa J1a ObJIc YCTAHOBEHO HAIMYKME HA 3200JSIBAHETO B rpyIaTa.
BerepuHapHOMETUIIMHCKHUAT IPOAYKT TPIOBa Jia ce Mpuiiara caMo ako Ce 04aKBa CBUHETE J1a Ce
pa300JIesT B pAMKHUTE Ha 2-3 JTHH.

Oslie:
Jleuenne Ha MH(MEKIMO3CH MOI0JEPMATHT (KOTIMTEH THWIEI) B HAYATHUTE MY CTaJHH1, IPUYNHEH OT
Bupynenten Dichelobacter nodosus, KOUTO U3UCKBA CHCTEMHO TPETHpaHE.

4.3 IIporuBomokaszaHus

I[a HE C€ U3M0JI3Ba IIPU CBPbXYYBCTBUTCIHOCT KbM MaKpOJIUIHU aHTI/I6I/IOTI/II_II/I WA KbM HSKOH OT
CKCIIMITMCHTHUTC.



4.4 ChenuajaHu nNpeanasHu MepKH 32 BCEKH BHU/I JKMBOTHH, 32 KOMTO e peAHasHaveH BMIT

Bb3HHKBaA KpbCTOCAHA PE3UCTEHTHOCT ¢ APYTH Makponuau. He mpunaraiite eTHOBPEMEHHO C aHTUMUKPOOHH
Cpe/ICTBa ¢ MOA00EH MEXaHU3bM Ha JIEHCTBHE KaTO APYTH MAKPOJIHMIN HITH THHKO3AMH/IH.

Osle:

EdukacHoCTTa HA aHTUMUKPOOHOTO JICUCHHUE TP KOITUTECH THUJICI] MOXKE Ja ObJie HamajieHa OT IPYyTH
(hakTOpH, KaTO BIaKHA MOCTEIIS WA HETOIXOSI] MCHUDKMBHT Ha (epmara. [lopaau Ta3u nmpuunHa
JICYCHUETO Ha KOMUTHUS THUIICL] TPsIOBA 1a Ce ChIIBTCTBA OT AOIBJIHUTEIHN MEPKHU, CBbP3aHU C
MEHUDKMBHTA Ha CTAJ[0TO, KATO HAIIPUMEP OCUTypsIBaHE Ha CyXa MOCTEIIS.

AHTHOMOTHYHOTO JICYeHHE Ha T0OPOKAUYECTBEH KOMUTEH THUIICL] HE CE CUUTA 32 YMECTHO.
Tulathromycin nokaspa orpaHnyeHa epUKACHOCT TP OBIIE C TEKKO NMPOSIBEHN KIMHHYHH MPU3HAIH
WIN XpOHUYHA (hopMa Ha KONTUTEH THUJIEI] U CJISIOBATEIHO TPAOBaA Jja ce mpujiara caMo B paHHHS
CTaJuil Ha 3a00JISIBAHETO.

4.5 CroenuajaHu npeanasHu MepKH NpH ynorpeda

CrieluaiHy IpeIna3Hi MEPKH 3a )KMBOTHHUTE MPU YIIOTpeOaTa Ha MPOIyKTa

[Ipunaranero Ha BeTepUHAPHOMEIUITMHCKUS TIPOTYKT TPsIOBA 1a ce OCHOBaBa Ha TECTOBE 3a
YYBCTBHUTETHOCT Ha OaKTEPUUTE, U30JIMPAHU OT KUBOTHUTE. AKO TOBA HE € Bb3MOXKHO, JICUEHHUETO
TpsiOBa Jla ce OCHOBaBa Ha MECTHATa (pEeruoHaliHa, Ha HUBO (hepMa) CHUIEMUOJOTHYHA HHPOpMAaLIHs
OTHOCHO YyBCTBUTEIHOCTTA HA MpuIeaHuTe OakTepun. [Ipu mpunarane Ha nMpoykTa TpsOBa ja ce
B3€MaT 0]l BHUMaHHEe O(pHIIMaTHATA, HAIIMOHATHATA U PErHOHAIHATA AHTUMUKPOOHH TTOJIUTHKHY.
Ynorpebara Ha IPOAYKTA, KOATO CE OTKIOHSABA OT yKazaHuATa, nageHu B KXII, Mmoxke ma yBenmau
Pa3mpoCTpaHEHUETO Ha PE3UCTEHTHU OakTepuu KM tulathromycin u Moxke 1a Hamau e)eKTUBHOCTTA
OT JICYEHHUETO C JIPYTH MAKPOJIHUIU, JIMTHKO3aMUAHN U CTPENTOrPaMUHH OT rpyna B, mopaan Bp3MoxHa
KpBCTOCaHA

PE3UCTEHTHOCT.

AKO ce MPOSIBAT Peaki[iy Ha CBPbXYYBCTBUTEIHOCT, He3a0aBHO Jia C€ IMPUIIOXKH MOIXOISIIO0 JICUCHHUE.

CrieluaiHy Ipena3Hi MEPKH 3a JIMIATa, TPHUIaraiiy BeTePUHAPHOMEIUIIMHCKUS TPOJAYKT Ha dKUBOTHUTE
Tulathromycin npa3au ounte. [Ipu cayyaitHO onajgane Ha MPOIYKTA B OUUTE, U3MUNTE He3a0aBHO C
qrcTa BOJA.

Tulathromycin Moxe 1a MPUYUHN CEHCUOMITU3AIUS PU KOHTAKT C KOXKaTa, BOJIEIIa HAIPHUMEp 110
3auepBsBaHE Ha KOXata (epuTeM) W/ uiau AepMatuT. [Ipu ciydaiiHo pa3nuBaHe Ha MPOIYKTa BbPXY
KOXKaTa, U3MHITE He3a0aBHO MSICTOTO ChC CaIlyH M BOJIA.

M3muiiTe pwlieTe cu ciiel yroTpeoa.

[pu ciryuaitHo caMoWH)KEKTUpaHe He3a0aBHO Jia Ce MOThPCH MEAMIIMHCKY ChBET, KATO HA JIeKaps ce
MPEI0OCTaBU JINCTOBKATA UM €TUKETAa Ha MPOIYKTA.

[Ipu cebMHEHUS 3a peakius Ha CBPbXUyBCTBUTEIIHOCT CIIE]] Cy4yaiiHa eKCIIo3uIus (M3pas3sBaiia ce
HaIpUMep upe3 MosiBaTa Ha CbpOeXK, 3aTPYyTHEHO AWIIaHEe, YPTUKAPHS, TIO{yBaHEe Ha JIUIIETO,

rajicHe, MOBPBINaHe) TPsiOBa Ja ce MPUIIOKHU TTOAXO0AIT0 JedeHne. HezabaBHO 1a ce moThpcH
MEIWIIMHCKH CHhBET, KaTO HA JIEKAps Ce MPEIOCTaBH JIMCTOBKATA WITU €TUKETAa Ha MPOIYKTA.

4.6 HeouaronpusiTHu peakuuu (4eCTOTA U BaKHOCT)

[Ipu roBenara MOAKONKHOTO MPUIIOKCHUE HA BETCPUHAPHOMEIUIIMHCKUAT POAYKT MIPUYUHIBA MHOTO
YeCTO MPEXOIHU OOJIC3HEHN PEaKIUK U JIOKAJIeH OTOK B MSICTOTO Ha WHXKEKTUPAHE, KOMUTO MOTAT Jia ce
HaOmomasat no 30 gan. He ca HabmromaBanu mog00HU peaKITuy IPY CBUHE U OBIIE CIICIT
UHTPAMYCKYJIHOTO MY MPHJIOKCHHUE.

IIpu rosena u cBuHE TAaTOMOP(OIIOTUIHATE PEAKIINY B MICTOTO HA MHXKEKTUPaHE (BKIFOUYHUTEITHO
oOpaTrMa KOHTeCTHs, OTOK, (MOp03a U KPHBOTCYCHHE) Ca MHOTO YECTH U CE€ HAOII0aBaT B
MpOoIbKeHHE Ha okoJio 30 IHU cien MpuiiaraHe Ha BEeTepUHAPHOMEIUIIMHCKUS TPOAYKT.



HpI/I OBLCTC MHOT'O YC€CTO CJIC MHTPAMYCKYJIHO NPUIIOKCHHUC CC Ha6J’IIOZ[aBaT MMPpEXOAHU pCaKIIMN Ha
,Z[I/ICKOM(l)OpT (B’LpTeHe Ha rj1aBaTa, TPUCHC Ha MACTOTO HAa MHXXCKTUPAHC, U3BUBAHC HA r’bp6a) Te3n
IMpU3Haln OTIIYMABAT 3a HAKOJIKO MUHYTH.

YecToTtara Ha HEOIATONMPUATHUTE PEAKIMU CE OTIPEENis upe3 cileqHaTa Kiacu(pukamus:

- MHOTO 4ecTH (moBeue oT 1 Ha 10 TpeTupaHu >KMBOTHH, MPOSBSIBAILY HEOIArONPHUSITHI PEaKIIUH)
- yecTH (roBeue oT 1, Ho mo-mainko ot 10 xxuBoTHH Ha 100 TpeTUpaHu KUBOTHN)

- He yecTH (moBeue oT 1, Ho mo-Maiko ot 10 xuBoTHM Ha 1,000 TpeTHpaHK KUBOTHN)

- penku (moseye ot 1, HO mo-Manko ot 10 xuBoTHU Ha 10,000 TpeTUpaHH >KUBOTHH)
- MHOTO peaku (rmo-Manko oT 1 xxuBoTHO Ha 10,000 TpeTnpaHu KUBOTHU, BKIFOUUTEITHO U30JIMPAHU
CHOOIIICHHU).

4.7 ¥Ymnorpeda no BpemMe Ha OpeMEHHOCT, JAKTAlUs MU AlilleHOCeHe

JlabopaTopHu mpoy4YBaHUS IPH TUTHXOBE U 3aHIIM HE TIOKAa3BaT HUKAKBH JIOKA3aTEJICTBA 32
TEPaTOTEHHOCT, (PETOTOKCHYHOCT WJIM TOKCUYHOCT 3a Malikata. bezomacHocTTa Ha
BETEPUHAPHOMEIUIIMHCKUS POAYKT HE € J0Ka3aHa Mo BpeMe Ha OpeMeHHOCT u jakTanus. [Ipuiara ce
caMo cJeJl IpereHKa MoI3a/pUCK OT OTTOBOPHUS BETEPHHAPEH JICKap.

4.8 BsamMmopeiicTBHe ¢ IPYrd BeTePHHAPHOMEIHIIMHCKH MPOAYKTH U ApYyru (popmMu Ha
B3auMojelicTBHe

He ca u3BecTHu.
4.9 Jlo3a u HAYHH HA MPUJIOKEeHHE

T'oBena:
IToakoxxHO MpHIIOKEHUE.

Enna monkoxHa HHXKEKIHS, Chabpikaiia 2,5 mg tulathromycin/kg (crorBercTBario Ha 1 ml/40 kg).
ITpu neyenune Ha roBea ¢ TenecHa maca Haz 300 kg, pasnpenenere qo3ata Taka, ue B €IHO MACTO J1a
OblIaT MHXKEKTUPAHU HE moBeue ot 7,5 ml.

CauHe:

WHTpaMyCKyITHO MPUIIOKEHHE.

Enna uaTpaMycKyiiHa HHXXKEKUUs, chabpxama 2,5 mg tulathromycin/kg (croTBeTcTBamo Ha 1 ml/40
kg) B obmacTTa Ha Bpara.

[Ipu neyenne Ha cBuHe ¢ TenecHa mMaca Haj 80 kg pasnpenenere no3ara Taka, ye B €AHO MACTO J1a
ObJIaT MHXKECKTUPAHU HE MmoBeue oT 2 ml.

3a BCAKO pecIMpaTopHO 3a00JIIBaHE Ce MPENopbUBa JKUBOTHUTE /1a OBbJIAT TpEeTUpaHU B paHHaTa (aza
Ha 3a0omnsBaHeTo U 48 yaca cieq] MOCTaBsHEe Ha MHXKEKIHATA J1a Ce HAIPABH OLIEHKA Ha OTTOBOPa KbM
JieyeHneTo. AKO KIIMHUYHUTE PU3HALY Ha PECTUPATOPHO 3200 IsIBaHE IEPCUCTHPAT, aKO
CHCTOSIHUETO C€ € BIOIIMJIO WIIH ITPH PEIUINB Ha OOJIECTTa, ISYEHUETO TPSIOBa J]a ce IMPOMEHH KaTo ce
NPUIOXKHU APYT aHTUOMOTHK U J1a IPOJBIDKHU 10 N34Ye3BaHE HA KIMHUYHUTE MIPU3HALIY.

(0):)1 (K
WHTpaMyCKyJIHO MIPHIOKEHHE.

Enna nHTpaMyCKyJiHa HHXEKIUS, Chabpikalia 2,5 mg tulathromycin/kg (choTBeTcTBaIO Ha 1 ml/40
kg) B obmactTa Ha Bpara.

3a mpaBWIIHO JI03UpaHe, TeIecHaTa Maca Tps0Ba Jja ce ONMpPEe/IeNIA KOIKOTO € Bh3MOXHO IO-TIPEIH3HO,
3a Ja ce n30erHe mpuiiaraHe Ha Mmo-Majka OT HeoOxoauMmarta jo3a. llpu ¢uiakoHuTe 3a MHOTOKpaTHA
ynorpeba M3MOI3BaiiTe WIila 3a aclUpalus WX CIPHHIIOBKAa 32 MHOTOKpaTHa yroTpeba, 3a na ce
n30erHe HeHy»KHO JyITYeHe Ha Tanarta. TanaTta Ha ¢iakoHa MOKe J1a ObJie IpoaymueHa 0e30MmacHo 10
50 mbTH.

4.10 IIpemo3mpane (CHMITOMHM, CIICIITHH MEPKH, AHTHI0TH), AKO € He00X0AMMO



ITpu roBesa, Ha KOUTO € MOCTAaBeHA TPH, MET WX JECET IbTH MO-BUCOKA 7032 OT NMPEMOPhUNTEIHATA,
ce HaOJI0AaBaT MPEXOJHH PEAKITUH, TBJDKAIIHN C€ HAa TUCKOM(OPT B MACTOTO HA HHIKEKTHPAHE U
BKITFOUBAT O€3MOKONCTBO, TPhCKaHE Ha TllaBaTa, pOBEHE Ha 3eMsITa M HaMallsiBaHe Ha areTuTa 3a
KpaTKo BpeMe.

[Ipu roBena, Ha KOWUTO € MOCTaBeHa TeT JIO MIECT ITHTH MO-BUCOKA J103a OT

NpenopbuYMTENHATA, Ce HaOM01aBa ¢1abo u3paseHa JereHepariys Ha MUOKap/a.

IIpu mnaam mpacera ¢ TenecHa Maca okoio 10 kg, Ha KOUTO € MOCTaBeHa TPU WK TIET IBTH MO-BUCOKA
J103a OT TepareBTUYHATa, Ce Ha0JII01aBaT IMPEXOAHN PEAKIIMH, AbJDKAIIHN ¢e Ha TUCKOMMOPT B
MSICTOTO Ha WH)KEKTHPaHE U BKIIIOYBAT MTO-3aCUIICHO KBUYCHE U 0e3MOKOCTBO. [Ipn nHkekTupane B
Ta30BUs KPaHUK ce HaOIro1aBa U KyIoTa.

IIpu arHera (Ha BB3pacT OKOJIO 6 CEIMUIIH), HA KOUTO € TIOCTaBE€Ha TPY WJIM IIET ITbTH TO-BUCOKA /1032
OT MPENopbhYUTEIHATA, CE HAOJII0JaBaT MPEXOAHN PEAKIIMU, KOMTO C€ Ab/DKAT Ha TUCKOM(OPT B
MSCTOTO Ha WHXXEKTHPaHE W BKJIIOYBAT JABIDKCHHE Ha3aI, TPhCKaHE Ha I1aBaTa, TPUEHE Ha MSICTOTO Ha
WH)KEKTHpaHe, JsIraHe U CTaBaHe, OJiecHe.

4.11 KapeHTHHU cpoKoBe

T'oBema (Meco ¥ BETPEITHU OpTann): 22 JHH.
CBuHe (Meco 1 BbTpPEIIHH opranu): 13 qHu.
Og1ie (Meco ¥ BBTPEITHU OpTrann): 16 qHu.

He ce pa3pemasa 3a ynotpeda npu >KUBOTHH, YAETO MIISIKO € TIPEIHA3HAYEHO 338 KOHCYMAIHsl OT XOpa.
Jla He ce npwiara npu OpeMeHHHU KUBOTHH, YMETO MIIKO € MPEHA3HAYCHO 32 KOHCYMAIIHsI OT X0pa, B
MPOAB/DKEHUE Ha 2 Mecella MPeaAr 0YaKBaHOTO PayKIaHe.

5. DPAPMAKOJIOI'MYHU OCOBEHOCTH

dapmaxoTepaneBTU4HA Ipyna: AHTHOAKTEPHATIHU CPEICTBA 32 CUCTEMHO NPHIIOKEHNE, MAKPOJIUAH.
Berepunapromenununacku Anatomo-TepanestuueH Koa: QJO1FA94.

5.1 ®apmakoaMHAMHYHH CBOICTBA

Tulathromycin e momycHHTETHYHO AHTUMHUKPOOHO CPEACTBO OT IpyIaTa Ha MAKPOIUAHUTE, KOETO Ce
I0JIy4aBa OT (pepMEHTALIMOHEH NPOAYKT. Pa3nnuasa ce OT JpyruTe MakpoJIMAy 0 TOBa, 4e UMa I0-
JIBITBI IEPUOJL Ha IEHCTBHUE, KOETO OTYACTH C€ IbJIKM Ha TPUTE aMUHO-TPYIH; 110 Ta3H IPUYMHA €
KjIacu(UIUpaH B XUMUUECKaTa MOATPYIa TPUaAMUIIHIH.

Makponuante ca 6akKTepHOCTaTUYHN aHTHONOTHUIIN, KOUTO HHXUOUPAT MPOTEHHOBHS OMOCHHTE3 Upe3
CEJIEKTUBHO CBBp3BaHe KbM OaxTepuannara pudo3zomHa PHK. Te neiicTBat kato ctumynupar
otaensiHeTo Ha nenTuaMia-TPHK ot pubo3omata mo Bpeme Ha TpaHCIAMOHHUS MPOLIEC.

Tulathromycin npurexaga in vitro akTUBHOCT cpeiity Mannheimia haemolytica, Pasteurella
multocida, Histophilus somni u Mycoplasma bovis, n Actinobacillus pleuropneumoniae, Pasteurella
multocida, Mycoplasma hyopneumoniae, Haemophilus parasuis n Bordetella bronchiseptica,
OaKkTepHa H{ MaTOTeHH, Hal-4eCcTO MPUUYMHSBAIIN PECTIUPATOPHH 3200 ISIBAHUSI CHOTBETHO TPH
roBelia ¥ CBUHE. YBeauueHu croiiHoctd Ha MIC (MUHUMaTHA HHXUOMpaIlla KOHIICHTPAIKs) ca
HaOJII01aBaH! NIPY HIKOW M30s1aTH Ha Histophilus somni u Actinobacillus pleuropneumoniae. llpu in
vitro M3cienBaHus € HablltojaBaHa akTUBHOCT cpety Dichelobacter nodosus (vir), 6akrepuaiex
NaToreH, KOMTO Hali-uecTo MPUYHHABA HH(EKIIMO3HHUS TTOI0IEPMATHT (KOMTUTEH THUJICIT) TIPU OBIIETE.

Tulathromycin nputexasa in vitro akTuBHOCT cpety Moraxella bovis, GakTepraieH NaToreH, Haii-
YecTO MPUYMHABAIL HH(PEKINO3HNS KEPaTOKOHIOHKTHBUT Iipu roBeaata (IBK).

WHCcTUTYTHT 32 KITMHUYHY U J1abopatopau cranaaptu CLSI e onpenenun KITMHUYIHA TPAHUIIN 32
tulathromycin cpemy M. haemolytica, P. multocida w H. somni 0T TOBEXIU PECITUPATOPEH
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npousxo u P. multocida n B. bronchiseptica 0T CBUHCKH PECITUPATOPEH MPOU3XOI, KaTo <16
pg/ml 9yBCTBUTENHU U yCTOHUMBY >64 ug /ml. 3a A. pleuropneumoniae oT CBUHCKH peCIHpaTOPCH
MIPOU3XO0/] TPAHUIIATa Ha YYBCTBUTEIHOCT € ompeneneHa Ha <64 pg/ml. CLSI cbimo Taka
nyOJIMKyBa KIMHAYHY TPaHULHM 32 tulathromycin Bb3 OCHOBa Ha AUCKOBO-TU(PY3MOHEH METO
(moxyment CLSI VETO08, 4-to uznanue, 2018 r.). Hama HannyHu KIMHUYHU rpaHULu 3a H.
parasuis. Hnto EUCAST, auro CLSI ca pa3zpaboTwim cTaHAapTHA METO/IH 32 TECTBAHE Ha
aHTHOAKTEepHaTH! areHTH CPEelly BeTeprHApHU BUAOBe Mycoplasma M cieIoBaTeIHO HE ca
OTIpe/IeNICHN KPUTEPUH 32 ThIKyBaHE.

Pe3ucTeHTHOCT KbM MaKpOIUANTE MOXKE JIa CE pa3BUE MPU MYTAIlUN HA TCHUTE, KOJIUPAIIH
pudozomuara PHK (pPHK) wiu Hsikon puO030MHM IPOTESHHM; IIPH €H3UMHA MOIU(PUKAIUSI
(MeTmmanwst) Ha yaactek 23S pPHK o6nkHOBEHO ce HabmI01aBa KPBCTOCAHA PE3UCTEHTHOCT KBM
JUHKO3aMHUJIUTE U cTpenTorpamuuauTe ot rpyna b (MLSg pesrcTeHTHOCT); TpH €H3WMMHA HHAKTHBAIINS
wiH ipu eayke Ha Makpoiauaute. MLSg pe3sucTeHTHOCTTA MOKe Ja ObJIe Ipua00nuTa UiTu
npen3BrKaHa. Pe3ucTeHTHOCTTa MOXKe J1a ObJIe KOJMpaHa B XPOMO30OMHUTE WIIH B IJIA3MHIUTE U MOXKE
Ja ObJie IPEXBBPIISIHA, KOTATO CE aCOI[UHUPA C TPAHCIIO30HH, TUIA3MHUJIU, UHTETPATHBHU 1
KOHIOTaTUBHU CJIICMEHTH.

B nombiHeHre KbM aHTUMHKPOOHHUTE My CBOICTBa, tulathromycin moka3Ba IMyHOMOAYIHPALIO U
IPOTHUBOBB3NAIUTEIIHO ACHCTBUE B €KCIIEPUMEHTAIHU NpoyuBaHus. Ilpu ropexxan 1 CBUHCKU
noaumopdosapern kieTku (PMNs; Heyrpoduian), tulathromycin ctumyiupa anonro3ara
(mporpamupana KjieTb4Ha CMBPT) U OTCTPAHSABAHETO HA MBPTBUTE KJIETKH OT Makpodarure. Toi
HaMaJIABa MIPOU3BOACTBOTO Ha MPOBB3NANUTENHN MeauaTopu JeskoTpuean B4 u CXCL-8 u
CTUMYJIUpA IPOU3BOACTBOTO Ha IIPOTUBOBB3NAIUTEIHUS JIUINU JTUIIOKCUH A4.

5.2 ®apMaKoKWHEeTHYHH 0CO0EHOCTH

[Ipu roBenata hapMakoKMHETHUHUAT poduia Ha tulathromycin npyu MoIKOXKHO HpUIIaraHe Ha
eArHUYHa J103a oT 2,5 mg/kg ce xapakTepusupa ¢ Obp30 U eKCTEH3UBHO pe30opOupaHe, MOCIeIBaHO OT
0Bp30 pasnpocTpaHeHue U 0aBHA enmuMUHAINL. MakcuManHaTa KOHIEHTpaIus (Cmax) B IJIa3Mara e
npubm3urenHo 0,5 pg/ml; Ta3u CTOMHOCT ce moctura okojio 30 MUHYTH Clie[ IIpHIarale Ha o3ara
(Tmax). Kormentpanusra Ha tulathromycin B 6e01po0HHTE XOMOTEHATH € 3HAYUTEITHO TT0-BHCOKA OT
Ta3| B ria3mata. Mima 6e3crmopHy T0Ka3aTesicTBa 3a 3HAUUTEITHO HaTpynBaHe Ha tulathromycin B
HEYTPOQHINTE U anBeoapHUTe Makpodaru. Benpeku ToBa in vivo koHueHTpanusaTa Ha tulathromycin
B MsICTOTO Ha MH(pekuusaTa B Oenute qpoOoBe He € u3BecTHA. [IMKoBHTE KOHIIEHTpAIH ca
MoCcIIeIBAaHA OT OaBHO HAMaJIIBaHE HA BB3/ICHCTBHETO BbPXY OpraHMU3Ma C SBHA MOJY-EITMMUHAIIS
(ti2) ot 90 gaca B mma3mara. [IpomeHTHT HA CBBP3BAHE C TUIA3MEHUTE TIPOTCHHH € HUCHK,
npubnusutenno 40%. [InazmenaTa KOHIEHTpALHs IPU CHCTOSTHUE Ha paBHOBecHe (V) caen
HHTpaBeHo3HO npuioxkeHue ¢ 11 L/kg. buonanuunoctra Ha tulathromycin ciieq MoaKOXKHO MpHUjIaraHe
npu roBena € npudan3uTenaHo 90%.

[pu cBuHe, papMakOKUHETHIHUAT pod it Ha tulathromycin mpu UHTPAMYyCKYITHO MPUIOKEHUE Ha
eIMHUYHA /1032 OT 2,5 mg/Kg ChIIO ce XapaKTepu3upa ¢ Obp30 U SKCTCH3UBHO pe30pOupaHe,
MOCJIEIBAHO OT OBP30 pasnpocTpaHeHUe U 0aBHA enmuMuHAIMA. MakcnManHaTa KOHICHTPAUS (Crax)
B IUTa3Mara ¢ npuoausutento 0,6 pg/ml; Ta3u CTOMHOCT ce mocTura oKoyio 30 MUHYTH Clie]
npunarane Ha 103aTa (Tmax).

Konnenrpanusra Ha tulathromycin B 6eoipoOHUTE XOMOT€HATH € 3HAYUTEITHO ITO-BHCOKA OT Ta3u B
wra3mara. Mima Ge3cropHu ToKaszaTelicTBa 3a 3HAYUTEIHO HaTpyIBaHe Ha tulathromycin B
HEYTPOUIUTE U aJIBeoJIapHUTE Makpodaru. Beipeku ToBa in vivo KOHILIeHTpalusaTa Ha tulathromycin
B MACTOTO Ha MH(peKIuATa B 6emnTe ApoOoBe He € M3BecTHA. [[MKOBHUTE KOHIIGHTPAITUH ca
MOCIIC/IBAHH OT OaBHO HAMaJIIBAaHE HA BH3JICHCTBHETO BHPXY OpPraHM3Ma C SIBHA MOJY-SITMMUHAIUS
(ti2) oT 91 yaca B Tuta3mara. [IponeHTHT Ha CBBP3BAHE C IUIA3MEHUTE MMPOTECUHU € HUCHK,
npudmmsurenHo 40%. [lnazmMenaTa KOHIIEHTpAIHS IPU CHCTOSAHKE Ha paBHOBecHe (Vi) cien
HHTpaBeHO3HO npuiaoxenue ¢ 13,2 L/kg. buonanmnunocTTa Ha tulathromycin ciieq HHTPaMyCKYyJIHO
NPUIOKEHUE MIPU CBUHE € MpUOIu3uTeIHo 88%.

[Ipu oBIie papMakOKHHETHUHUAT podui Ha tulathromycin mpu HHTPaMyCKYJIHO MpHJIaraHe Ha
eArHuYHa J103a oT 2,5 mg/kg noctura MakcumainHa miazMena KoHueHTpaus (Cmax ) 1,19 pg/ml 3a
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npubau3uTenHo 15 MunyTH (Tmax) cie1 IpUIoXKEeHNEe U MMa TIOTY>KUBOT Ha eTuMuHupane (ti2) 69,7
yaca. CTeneHTa Ha CBbP3BaHE C IIa3MEHUTE MPOTenHH € npuonm3nutenno 60-75%. [lnasmenara
KOHILIEHTpaLHs IpU ChCTOSTHUE Ha paBHOBecue (V) cael MHTpaBeHo3Ho npuioxkenue € 31,7 L/kg.
BuonanmunocTTa Ha tulathromycin cnen nHTpamMycKyJIHO npuiioxkenue npu osie € 100%.

6. DAPMALIEBTUYHU OCOBEHOCTH
6.1 ChoucbK HA eKCHUNMEHTUTE
Monothioglycerol

Propylene glycol

Citric acid

Hydrochloric acid, dilute

Sodium hydroxide (for PH adjustment)
Water for injections

6.2 OCHOBHHM HECHLBMECTHMOCTH

HpI/I JIMIICA Ha JaHHU 3a CbBMECTUMOCT, TO3U BETCPUHAPHOMCAUIINHCKU IIPOAYKT HE TpSI6Ba Ja 6"5,[[6
CMCCBAH C JPpYyru BETCPUHAPHOMCIAUIIMHCKU ITPOAYKTH.

6.3 Cpoxk Ha roaHocT

Cpok Ha TOJHOCT Ha KpailHUS BETEPUHAPHOMEAUIIMHCKY IPOAYKT: 2 TOJUHH.
CpoK Ha TOTHOCT CJIEM ITHPBO OTBApSHE HAa IMbPBUYHATA OITAKOBKA: 28 THMU.

6.4. CrnenuanaHu ycJI0BHA 32 CbXpaHeHHe HA MPOAYKTA
To3u BeTeprHApHOMEIUIIMHCKY ITPOIYKT HE M3MCKBA HUKAKBH CIELHAIHHU YCIOBHS 32 ChbXpaHEHHUE.
6.5 Buau chbcTaB HAa MHPBUYHATA ONIAKOBKA

Tun I npo3padeH cThKIEH (IIakoH XJIOpOOYTHIIOBA Tara, 0OBUTA C
(hayopononumMep 1 aTyMUHHEBA Kalayka.

Pa3mep Ha onakoBKaTa:

Kapronena kytus, coappikaiia 1 daakon ot 50 ml
Kapronena xytus, cpabpxamia 1 ¢giaakon ot 100 ml
Kapronena xytus, cpabpikamia 1 ¢aakod ot 250 ml.

He Bcuuku pasMepn Ha OmmakoBKaTa Morar Ja Ob/IaT Ipesiarany Ha mas3apa.
6.6 CroenuajJHU MepPKH 32 YHUII0:KABAHE HA HEM3MOJI3BAH NPOAYKT WM OCTATHIHU OT HEro

Bcexu Hensnon3Ban BCTCPUHAPHOMCAUIIMHCKU MMPOAYKT WJIM OCTATbIIU OT HECTO Tp$16Ba Ja 6’I>I[aT
YHHUIIOKCHHU B CbOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO 3aKOHOJAATEIICTBO.

7. NNPUTEXATEJI HA JIMIHEH3A 3A YIIOTPEBA

Dechra Regulatory B.V.
Handelsweg 25

5531 AE Bladel
Xomaaaus

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA
7



EU/2/20/263/001-003

9. JIATA HA ITbPBOTO U3IABAHE/IIO/ITHOBSIBAHE HA JIMIIEH3A 3A YIIOTPEBA
JlaTa Ha TBPBOTO HM3/1aBaHE Ha JHUIICH3 3a yrorpeba: 03/12/2020

10. JTATA HA TOCJIEJHATA PEJAKIIUS HA TEKCTA

[MonpoOHa uHpOpMAaNKS 32 TO3H BETEPUHAPHOMEAUIIMHCKY TIPOAYKT MOXKE JIa HAMEPUTE HA MHTCPHET
cTpaHuiaTa Ha EBpomneiickara Arenius o JlekapcTara http:// www.ema.europa.eu/.

3ABPAHA 3A ITPOJAXKBA, CHAB/IIBAHE U/NJIN YIIOTPEBA

He e npunoxumo.


http://www.ema.europa.eu/

MNPUJIOKEHUE 11
MNPOU3BOJUTEJI, OTTOBOPEH 3A OCBOBOX/JIABAHE HA ITAPTUJIATA

YCJI0OBUA NJIK OTPAHUYEHMUSA B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIU CE JO INTPEJJATAHETO NJIAX YIIOTPEBATA MY

CTATYC HA MICOK

APYI'U YCJIIOBUA U U3BNCKBAHUS KbM JIMIIEH3A 3A YIIOTPEBA



A. NPOU3BOIUTEJL, OTTOBOPEH 3A OCBOBOKJIABAHE HA TAPTUJIATA

Hme n aapeC HAa MPOU3BOAMTCIIA, OTTOBOPEH 34 0CB060)KI[aBaH€T0 Ha NapTHUAUTEC 3a r[poz[a>K6a

Eurovet Animal Health B.V.

Handelsweg 25
5531 AE Bladel

Xomaaaus

b. YCJI0OBHMA NWJIN OI'PAHUYEHUA B IMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHIIUA CE 10 NIPEJJIATAHETO WJIN YIIOTPEBATA MY

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCANMMUCAaHNnC.

B. CTATYC HA MJACOK

AxrtusHara cyocranuusi B REXXOLIDE e paspemiena cyOcTaHIus, KaKTO € IOCOUYEHO B
tabnuia 1 Ha [Ipunoxxenuero kbM Perinamenrta Ha Komucusra (EU) No 37/2010:

dapMakonoruy
HO aKTHBHA
cyOcTaHmms

Tulathromycin

Mapxkep

HO

OCTaTh4

HO
BEILIECTBO
(2R, 38, 4R,
5R, 8R, 10R,
11R,

128, 138, 14R)-
2-ethyl-
3,4,10,

13-
tetrahydroxy

3,5,8,10,12,
14-
hexamethyl-
11-[[3,4,6-
trideoxy- 3-
(dimethylamin
0)- B-D-
xylohexopyra-
nosylJoxy]-1-
oxa-6-
azacyclopent-
de- can-15-
one,
U3pa3eHH KaTo
CKBUBAJICHTH
Ha
tulathromycin

Bunose
SKUBOTHH

Oslrie,

KO3

T'oBena

CBune

MJICOK

450 pg/kg
250 pug/kg
5400 pg/kg
1800 pg/kg

300 pg/kg
200 pg/kg
4 500 ug/kg
3 000 pg/kg

800 ng/kg
300 ug/kg

4 000 pg/kg
8 000 pg/kg

[puuen
HU
ThKaHU

Mycky
b
Mazau
Ha
Uepen npob
bropexk
Mycky
b
Masuu
Ha
UYepen
po06
bropexk

Mycky
b

Koxa

u
Ma3HHHA
B
€CTECTBE
HU
MIPOTIOPITUH
Yepen
Ipo6
Bropex

Hpyru
N3UCKBAHHU

s

He ce
paspenias
asa
ymotpeba
npu
JKUBOTHH,
YHETO
MIISIKO €
TpeTHa3H
a 9eHo 3a
KOHCYMaIl
us

oT Xopa

TepanesTiue
H KJIac

Awntn-
WHPEKIHO3H
U CpeacTBa/
AHTHOMOTHITN

Exkcuumnuenture, mocouenu B T. 6.1 Ha KpaTkara xapakTepucThKa, ca WK pa3peiieHu CyOCTaHIUH, 32 KOUTO B
tabnuna 1 Ha [Ipunoxxennero keM Pernament (EC) No 37/2010 we ce uzuckpatr MJICOK wiu ce pasriexaaT KaTo
Henonaamy B ooxeara Ha PermamenT (EC) No 470/2009, xoraTo ca BKJIFOYESHU B TO3U BETEPUHAPHOMEIUIIMHCKH

MPOAYKT.
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. JPYI' YCJIOBUA U U3NCKBAHUS KbM JIMIIEH3A 3A YIIOTPEBA
CrenuuyHr M3UCKBaHUA KbM (papMaKoJIOTrHyHaTa OqUTEIHOCT:

ITogaBaneTo Ha epuoauyHUTE MoKIanau 3a 6e3omacHocT (I1JIB) TpsOBa ma Ob1e CHHXPOHU3UPAHO U
ChC CBIIIaTa YECTOTa, KAKTO U 3a pe()ePCHTHUS POITYKT.
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NMPUJIOKEHMUE II1

ETHUKET N JIMCTOBKA
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A. ETUKET
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HNHO®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIIHATA OITAKOBKA

KapTtonena xyrus (50 ml/ 100 ml /250 ml)

1. HAUMEHOBAHUNE HA BETEPUHAPHOMEJINIWHCKUA ITPOAYKT

REXXOLIDE 100 mg/ml uH)XeKIIMOHEH Pa3TBOP 3a rOBejla, CBMHE U OBLIC
tulathromycin

2. CBbAbPKAHUE HA AKTUBHATA CYBCTAHUUA

Tulathromycin 100 mg/ml

3. DAPMANEBTUYHA ®OPMA

MHXeKIMoHEH pa3TBOP.

4. PABMEP HA OITAKOBKATA

50 ml
100 ml
250 ml

5. BUJIOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

T'oBema, cBUHE 1 OBIIE.

| 6. TEPAIIEBTUYHHU ITIOKA3AHUSA

| 7. METOJA 1 HAYUH HA ITPUJIOKEHUE

I'oBena: MOAKOKHO MPHUIIOKEHHE.
CBUHE U OBIIC: UHTPAMYCKYJIHO IPUIIOKECHUE.
[penu ynoTpeda mpoyeTH TUCTOBKATA.

8. KAPEHTHHM CPOKOBE

KapenTnu cpokose:
Meco u BbTpEIIHU OpPTaHuU:
T'oBena: 22 nHu.

Csune: 13 mgum.
Osgre: 16 guu.

He ce paspemaga 3a ynorpeba npu »)KHBOTHH, YUETO MIISIKO € ITPEeTHA3HAYCHO 32 KOHCYMAIIUs OT X0Opa.

Jla He ce mpunara nmpu OpeMeHHH )KUBOTHH, YHETO MIISIKO € TPEAHAa3HAYEHO 32 KOHCYMaIns OT Xopa B
MPOIBIDKEHHE Ha 2 Mecela IMPeIn 09aKBaHOTO pakIaHe.
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9.

CIIEIIMAJIHU TPEAYIIPEXKJIEHU S, AKO E HEOBXOIMMO

[Ipean ynorpeba mpoyeT IUCTOBKATA.

10.

CPOK HATOJHOCT

EXP {mecern/ronuna}
Cren oTBapsiHE M3MOI3Bal B paMKHUTE HA 28 JTHU.

11.

CIHEHUAJIHU YCJIOBUA 3A CbXPAHEHUE

12.

CIIEHUAJIHU MEPKH 3A YHUIIIOKABAHE HA HEU3MIOJI3BAH ITPOAYKT
NJIN OCTATHBIHU OT HEI'O, AKO UMA TAKUBA

yHI/IH.[O)KaBaHeZ MMpoYCTH JIUCTOBKATA.

13.

HAJIIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIUHCKA YIIOTPEBA”
YCJI0OBUA NJIN OTPAHUYEHUS OTHOCHO PASIIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E ITPUJIOKUMO

Camo 3a BeTeprHApHOMEMIIMHCKA yoTpeda. [la ce oTIycka caMo 10 JIEKapCKO Mpe/rcaHue.

14.

HAIIMUCDHT “JA CE CBXPAHSABA JAJIEY OT ITIOI'VIEJJA U HA HEAOCTBITHU
3A JEIIA MECTA”

I[a CC ChbXpaHsBa Aajicd OT 1orjicaa U Ha HCAOCTHITHU 3a 1€1a MECTaA.

15.

HUME U IIOCTOSHEH AJIPEC HA ITPUTEXXATEJISA HA JIMIIEH3A 3A YIIOTPEBA

Dechra Regulatory B.V.
Handelsweg 25

5531 AE Bladel
Xomaaaus

16.

HOMEPA HA JIMIIEH3A 3A YIIOTPEBA HA BMII

EU/2/20/263/001 (50 ml)
EU/2/20/263/002 (100 ml)
EU/2/20/263/003 (250 ml)

17.

NAPTUJAEH HOMEP

Lot {nomep}




HNH®OPMAIUA, KOATO CE U3IIMCBA BbPXY ITBPBUYHATA OITAKOBKA

®DaakoH (cTbkieH - 100 ml / 250 ml)

1. HAUMEHOBAHUNE HA BETEPUHAPHOMEJINIWHCKUA ITPOAYKT

REXXOLIDE 100 mg/ml uH)KeKIIMOHEH Pa3TBOP 3a FOBEjIa, CBHHE U OBIIC
tulathromycin

( <

| 2. CbABbP/KAHUE HA AKTUBHATA CYBCTAHIIMA

Tulathromycin 100 mg/ml

3. DOAPMANEBTUYHA ®OPMA

HnxeKuoHeH pa3TBop.

4. PASMEP HA OITAKOBKATA

100 ml
250 ml

| 5. BUJIOBE )KNBOTHH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

T'oBema, cBUHE 1 OBIIE.

| 6. TEPAIIEBTUYHU INTOKA3AHUSA

| 7. METOA 1 HAYUH HA ITPUJIOKEHHUE

T'oBenma: SC.
Csune u osre: IM.
[Ipenu ynoTpeba npoyeTH JIUCTOBKATA.

8. KAPEHTHHM CPOKOBE

KapenTtHu cpokose:

MECO U BBTPEIIIHU OPTaHu:
roeeja: 22 qHu

cBuHe: 13 nHu

oBIe: 16 guu.

He ce paspemaBa 3a ynorpe0a npu *HBOTHU, YUETO MIISIKO € IIPEeJHA3HAYECHO 32 KOHCYMalusl OT X0pa.
[a He ce npuiara npu OpeMEHHHU )KUBOTHH, YUETO MJISIKO € TIpeIHa3HaueHO 3a KOHCYMAaIHs OT XOpa B
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MPpOOABJIKCHUC Ha 2 MEcCcla IMpeaAn OYaKBaHOTO PAXIAHC.

9. CIIEIMAJIHU NPEAYIIPEXKJIEHUSA, AKO E HEOBXOIMMO

[Mpenu ynmoTpebda mpovYeTH TUCTOBKATA.

| 10. CPOK HA TOJIHOCT

EXP {mMecern/roauna}
Cren oTBapsiHE M3MOI3Bal B paMKHUTE HA 28 JTHU.

11. CHENUAJIHHU YCJIOBUs 3A CbXPAHEHUE

12. CHEIUAJIHU MEPKHU 3A YHUITOXKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIM OCTATHIM OT HEI'O, AKO UMA TAKHUBA

13. HAJAIIUCHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”
YCJ0BUA NJIK OTPAHUYEHUSA OTHOCHO PASIIPOCTPAHEHHUETO U
YIIOTPEBATA, AKO E ITPUJIOKUMO

Camo 3a BCTCPUHAPHOMCANIIMHCKA yrIOTpe6a. ﬂa CC OTITyCKa CaMo II0 JICKapCKO MPCATIMCAaHUC.

14. HAJIIUCBHT “JA CE CbXPAHSBA JAJIEY OT NIOIVIEJA 1 HA HEAOCTBITHU
3A JEIIA MECTA”

15. HUME U ITOCTOSAHEH AJPEC HA IIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA

Dechra Regulatory B.V.
Handelsweg 25

5531 AE Bladel
Xomaaaus

16. HOMEPA HA JIMIEH3A 3A YIIOTPEGA HA BMII

EU/0/20/263/002 (100 ml)
EU/0/20/263/003 (250 ml)

| 17. NMAPTUJAEH HOMEP

Lot {nomep}
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MUHUMYM HHO®OPMAIUA, KOATO TPABBA JA BBJIE U3IIMCAHA BbPXY MAJIKHA
OITAKOBKH BMII

®aakoH (cTbKJeH - 50 ml)

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/MIIUHCKUSA ITPOJAYKT

REXXOLIDE 100 mg/ml uH)XeKIIMOHEH Pa3TBOP 3a FOBEjIa, CBMHE U OBIIC
tulathromycin

( Q

| 2. KOJNMYECTBO HA AKTUBHATA CYBCTAHLUA

Tulathromycin 100 mg/ml

| 3. CBIABPXKAHUE CIIPSIMO MACA, OBEM WIA PO HA EJUHUYHHUTE 103U

50 ml

| 4. HAYUHU HA TPUJIOKEHUE

T'oBenma: SC.
CsuHe u oBiie: IM.

5. KAPEHTHHM CPOKOBE

KapenTtHu cpokose:

MECO U BbTPEUIHU OPTaHHU:
roeena: 22 aHHA

cBuHe: 13 nHu

oBIC: 16 qHK

He ce paspemiaBa 3a ynmorpeba npu »KHBOTHH, YHETO MIISIKO € MPEAHA3HAYCHO 32 KOHCYMAITHSI OT
xopa.

| 6. IMAPTUJIEH HOMEP

Lot {nomep}

| 7.  CPOK HATOJHOCT

EXP {mecen/ronuna}

Crnen oTBapsiHe, U3MOI3BaN B pAMKUTE Ha 28 THMU.

| 8. HAINMUCHT “CAMO 3A BETEPUHAPHOMEMIIUHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.
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B. IUCTOBKA

19



1.

JINCTOBKA:
REXXOLIDE 100 mg/ml uHkeKIIHOHEH Pa3TBOP 32 roBeaa, CBHHE U OBIIE

HUME U IIOCTOSHEH AJPEC HA IIPUTEXXATEJIA HA JIMIIEH3A 3A YIIOTPEBA U HA
NMPOU3BOJUTEJISAA, AKO TE CA PA3JIMYHUA

[purexarten Ha JHIeH3a 3a yroTpeba:
Dechra Regulatory B.V.

Handelsweg 25

5531 AE Bladel

XomaHaaus

IIponsBoauTen, OTTOBOPEH 3a OCBOOOK/IaBaHE Ha [TAPTHUIATA:
Eurovet Animal Health B.V.

Handelsweg 25

5531 AE Bladel

Xomaaaus

HAMMEHOBAHMWE HA BETEPUHAPHOME/IMIITUHCKUA ITPOAYKT

REXXOLIDE 100 mg/ml uH>KeKIIMOHEeH Pa3TBOP 3a rOBEIa, CBMHE U OBIIC
tulathromycin

CbABPKAHUE HA AKTUBHATA CYBCTAHIIMA U EKCHUIIMEHTUTE
Bceeku 1 ml chabpika:

AKTHBHaA cy0OcTaHIMA:
Tulathromycin 100 mg

ExcuunuenTu:
Monothioglycerol 5 mg

buctep, 6e3mBeTeH 10 C1ad0 XBAT pa3TBOpP.

TEPAIIEBTUYHU ITIOKA3AHUA

ToBena:

Jleuenne u MeTadriakcus Ha pecIupaTopHH 3a00sBaHus 1pHu roBena (BRD), mpuunHenn ot
Mannheimia haemolytica, Pasteurella multocida, Histophilus somni v Mycoplasma bovis,
qyBCTBUTETHH KbM tulathromycin. [Ipeaun ymoTpebaTa Ha nmpoaykTa TpsOBa 1a 0b/1e yCTAHOBEHO
HaJIM4YKMe Ha 3a00JsBaHeTO B rpymnaTa.JledeHne Ha HHPEKIINO3eH KePATOKOHIOHKTUBUT 10 TOBEAATa
(IBK), npuamnen ot Moraxella bovis, ayBctBuTeNHA KBbM tulathromycin.

CauHe:

Jledenue u MeTaduitakcus Ha pECITUPATOPHU 3a00JIIBaHUS TIPU CBUHETE, IPUYUHEHU OT
Actinobacillus pleuropneumoniae, Pasteurella multocida, Mycoplasma hyopneumoniae, Haemophilus
parasuis u Bordetella bronchiseptica, ayBctBuTeNHd KbM tulathromycin. IIpeau ynorpebara Ha
MPOAYKTa TPsIOBa J1a ObJIc YCTAHOBEHO HAIMYKE HA 3200JSIBAHETO B rpyIaTa.
BerepuHapHOMETUIIMHCKHUAT IPOAYKT TPAOBa /1a ce MpHiiara caMo ako Ce 09aKBa CBUHETE J1a Ce
pazboinesT B paMKuTe Ha 2-3 THU.
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Oslie:
JledeHue Ha HAYaTHY CTAJAUY Ha HHQEKIIMO3EH MO0JepMATHT (KOIUTEH THUJICIT), IPUYUHEH OT

BupyneHteH Dichelobacter nodosus, KOUTO U3UCKBA CUCTEMHO TPETHPAHE.

INPOTUBOIIOKA3AHUA

I[a HEC CC U3MO0JI3Ba TPU CBPBbXUYYBCTBUTCIHOCT KbM MAaKpPOJIUIAHU aHTI/I6I/IOTI/II_II/I WA KbM HSIKOH OT
CKCIIMIIMCHTHUTC.

HEBJIATOIIPUATHU PEAKIIMN

[Tpu roBenata MOAKOKHOTO MPIIIOKESHUE HA BETEPUHAPHOMEIUIIUHCKHUAT TPOTYKT MPUIMUHSABA MHOTO
YeCcTo MPEeXOHU OONIE3HEHN PEaKIiK U JIOKAJICH OTOK B MSCTOTO HA MHXEKTHPaHE, KOUTO MOTaT Jia ca
¢ mpoabipkuTeTHOCT A0 30 qau. He ca HaOmromaBanu moqo0HN peakilny P CBHHE U OBIIE CIICIT
WHTPaMyCKYJTHOTO My HHXCKTHpPAaHE.

IIpu rosena u cBuHE TAaTOMOP(OIIOTUIHATE PEAKIINY B MIICTOTO HA HHXKEKTUPaHE (BKIIOUYHUTEITHO
o0paTHMU IPOMEHH C KOHTECTHSI, OTOK, pUOpO3a U KPHBOTEUYCHHE) Ca MHOT'O YECTH H e HaOIr01aBat
B MIPOJIBJKEHKE HA 0K0JIO 30 IHM ciles Mpuilarane Ha BEeTePUHAPHOMEAUIIMHCKUS IPOIYKT.

[Ipu oBLETE MHOT'O YECTO CIie/l HHTPaMYCKYJIHO MIPUJIOKEHUE ce HaO0AaBaT MPEXOJHA PeakLui Ha
JUckoMopT (BbPTEHE Ha IIaBaTa, TPUEHE Ha MICTOTO Ha WHXKEKTUpPaHe, W3BMBaHe Ha I'bpOa). Tesn
MIPU3HALU OTLIYMSABAT 33 HAKOJIKO MUHYTH.

UectoTara Ha HEONATONIPHUATHUTE PEAKLIMHU CE OTIPEIEIS Upe3 clieHaTa Kiacupuxamms:

- MHOTO yecTH (rmoBeue oT 1 Ha 10 TpeTupaHu KUBOTHH, ITPOSIBIBAIITN HEOIArONIPUATHN PEAKITHN)

- yectu (mmoseye ot 1, Ho mo-Manko ot 10 xuBoTHM Ha 100 TpeTHpaHu KUBOTHN)

- He gyectH (mosede oT 1, Ho mo-Manko ot 10 kuBoTHU Ha 1,000 TpeTHpaHw >KUBOTHHN)

- penxu (toBede oT 1, Ho mo-mainko oT 10 xuBoTHU Ha 10,000 TpeTHpaHH KUBOTHH )

- MHOTO peaku (rmo-Manko oT 1 xxuBoTHO Ha 10,000 TpeTnpann KUBOTHH, BKIIOUYUTETHO N30JIHPAHH
CHOOIIICHHUS).

AKo 3a0enexuTe HIKaKBY HEOIArONpUATHU PEaKIiH, BKIIFOUUTEITHO U TAKWBa, KOUTO HE Ca ONUCAHU B
Ta3W JIUCTOBKA UJIU MUCJIUTE, Y€ BETCPUHAPHOMEAUIIMHCKYSA IIPOJAYKT HE pa6OTI/I, MOJIA Aa YBEAOMUTE
Bamug Betepunapen jekap.

BUIOBE ) KUBOTHMU, 3A KOUTO E IPEJHA3ZHAYEH BMII
T'oBema, cBUHE 1 OBIIE.

JO3UPOBKA 3A BCEKHU BUJI /KUBOTHO, METOJ 1 HAYUH HA TPUJIAT'AHE

ToBena:

2,5 mg tulathromycin/kg (cpoTBeTcTBamo Ha 1 ml/40 kg). Enna moakoxua urxkekius. [Ipu
JedeHue Ha ToBeaa ¢ TenecHa maca Han 300 kg, pasnpenenere qo3aTa Taka, 4e B €HO MSCTO J1a
O0bIaT MHXKEKTHPAHU HE moBeue ot 7,5 ml.

Caune:

2,5 mg tulathromycin/kg (cpoTBeTcTBamo Ha 1 ml/40 kg) B obnactra Ha Bpara.

Enna uaTpamyckynna nmkekius. [Ipu neuenue Ha cBuHE ¢ TenecHa maca Han 80 kg
pasmpejenere /103aTa Taka, 4e B €JJHO MACTO Jia ObJIaT HHKEKTUPaHHU He moBede oT 2 ml.

Ogre:
2,5 mg tulathromycin/kg (cpoTBeTcTBamo Ha 1 ml/40 kg) B oOnactra Ha Bpara.
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Enna uHTpaMycKyITHa HHKEKITHIS

9. CBBET 3A ITIPABUJIHO ITPUJIOKEHUE

3a BCAKO pecrrpaTopHO 3a00IIBaHE ce MPENopPbYBa JKUBOTHUTE 1a ObJaT TPETUPAHH B PAHHATA M
(aza u 48 yaca cies] MOCTaBsIHE HA MHXKEKIUATA J1a CE HATIPaBH OIICHKA Ha OTTOBOPA KbM JICYEHUETO.
AKO KITMHUYHUTE MTPU3HAIM HA PECITUPATOPHO 3a00JsBaHE MIEPCUCTUPAT, aKO ChCTOSHUETO CE ©
BJIOLIMJIO WJTH TIPH PEIUAMB Ha O0JIECTTa, JICYCHHETO TPsIOBa ja ce MPOMEHH KaTo Cce MPUIIOKH IPYT
aHTUOMOTHK U Jia TPOIBIDKH JI0 N34YEe3BaHE HA KIIMHUYHUTE ITPU3HAIIH.

3a mpaBUITHO JO3HMpPaHe, TeJIecHaTa Maca TpsiOBa Jja ce OINPEeAeiH KOJIKOTO € Bb3MOXKHO MO-TIPELU3HO,
3a Aa ce nu30erHe npujaraHe Ha Mmo-Majika oT HeoOxoanmara ao3a. [Ipu duiakonnTe 32 MHOrOKpaTHa
yrnoTpeda U3NoN3BaliTe UIJIa 32 aCIIMPaIvsl WU CIIPUHIIOBKA 32 MHOTOKpaTHa yrorpe0a, 3a Jia ce
n30erTHe HEHY)KHO JynueHe Ha Tanara. Tanara Ha ¢uiakoHa MoXe Ja ObJie poIyImIcHa

6e3omacHo 0 50 THTH.

10. KAPEHTHHU CPOKOBE

T'oBema (Meco ¥ BETPEITHU OpTann): 22 THH.

CBuHe (Meco 1 BbTpPEIIHH opranu): 13 qHu.

Ogiie (Meco ¥ BBTPEITHU OpTann): 16 qHU.

He ce paspemaga 3a ynorpe0a npu )HBOTHH, YHETO MIISIKO € MTPEeJHa3HAYCHO 32 KOHCYMalUsl OT X0pa.
Ja He ce mpunara mpu OpeMeHHH KUBOTHH, YHETO MIISIKO € IIpeAHa3HauYeHO 32 KOHCYMaIus OT Xopa B
NPOIBIDKCHUE Ha 2 Mecela Mpear 0YaKBaHOTO pakJIaHe.

11. CIHEINHUAJIHU YCJIOBUs 3A CbXPAHEHUE HA ITPOAYKTA
Jla ce cpxpaHsBa Jajed OT NOTJIea U Ha HEAOCTHIIHN 3a JIe[a MecTa.
To3u BeTeprMHapHOMEANIIMHCKH MPOAYKT HE U3UCKBA HUKAKBU CIEIMAIHU YCIOBHS 3a ChXpaHEHHE.

Jla He ce U3M0II3Ba TO3U BETEPUHAPHOMEULIIMHCKY IIPOAYKT CJe] U3TUYaHEe CPOKA HA TOIHOCT,
MOCOYEH BBpXY eTuketa cien EXP.

CpoK Ha TOTHOCT CJIeH ITEPBOTO OTBApPSHE HAa OMAKOBKATa: 28 ITHHU.
12. CHEHNUAJIHU NPEAYHOPEXJIEHUS
CrienmaHy npeayNnpeKIeHAs 33 BCSKH BHJI )KUBOTHH, 32 KOUTO € npeaHasHayeH BMIT:

Bp3HEKBaA KpbCcTOCaHA PE3UCTEHTHOCT C APYTH Makponuau. He mpunaraiite eTHOBpEMEHHO C aHTUMHUKPOOHH
CpeJICTBA C MOI00CH MEXaHU3bM Ha JCHCTBUE KAaTO APy MaKPOIHUIU WU JINHKO3AMUJIH.

Osgrere:

Eduxacnoctra Ha aHTUMUKPOOHOTO JIeUEHUE MPU KOMMMTEH THUIIEL] MOKe J1a ObJie HamalleHa OT
CTpaHUYHH (HAKTOPH, KATO BIIAXKHA MTOCTEIIS MIIM HETOAXOISII MCHUIKMBHT Ha (epmara. [Topaau
Ta3u MPUYUHA JICYCHUETO Ha KOMUTHHS THUJIEL TPSIOBA 1a ce ChIIBTCTBA OT JAOIBIHUTEIHA MEPKH,
CBBbP3aHHU C MEHWKMBHTA Ha CTAJ0TO, KATO HAPUMEP OCHT'YpsIBAHE Ha CyXa MOCTEJI.
AHTHOMOTHYHOTO JIedeHUe Ha 1oOpokavyecTBeHaTa (hopMa Ha KOMTEH THUWIIEL HE ce CUnTa 3a
ymecTHO. TynaTpoMuUIMH 1OKa3Ba OrpaHUueHa e(PUKACHOCT IIPHU OBIIE C TEKKO MPOSBEHN KIMHUIHU
NpU3HAIM WIK XPOHUYHA (opMa Ha KONMMTEH THUJIEI] U CIIEA0BATEIHO TPsOBa Ja ce mpujara caMmo B
paHHMS CTaANN Ha 3a00JIIBaHETO.

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha IIPOAYKTA:
HpI/IJ'IaFaHCTO Ha BECTCPUHAPHOMCAULUHCKUA ITPOAYKT TpH6Ba Ja C€ OCHOBaBa Ha TCCTOBC 3a
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YYBCTBUTETHOCT Ha OaKTEpUHUTE, U30IUPAHU OT )KHUBOTHUTE. AKO TOBAa HE € BH3MOXKHO, JICUCHHETO TPSIOBa
Jla c€ OCHOBaBa Ha MeCTHaTa (peruoHaHa, Ha HUBO (pepMa) enuaeMruoIornyHa HHPOPMAIIs OTHOCHO
YYBCTBUTETHOCTTA HA MPHUIETHUTE OaKTEPHU.

[Ipu npunarane Ha BeTepUHAPHOMETUIIMHCKIS MMPOIYKT TPsIOBa Jja ce B3eMart MO0j] BHUMaHHe
oduIMaTHaTa, HAIIMOHATHATA U PETUOHAIHATA AHTUMUKPOOHU IMOJIMTUKU. YTIOTpedara Ha MPOTyKTa,
KOATO CE OTKJIOHSIBA OT YKa3aHUTA, NaJCHU B INCTOBKATA, MOXKE JIa YBEIUYHU PA3NPOCTPAHCHUETO HA
PE3UCTEHTHU OAKTEPUH KbM TYJATPOMHMIIMH U MOKE J1a HaMajik e(DeKTUBHOCTTA OT JICUSHUETO C JAPYTH
MaKpOJIHIH, THHKO3aMHUIN B CTPENITOTPaMUHH OT Tpyna B, mopaan Bb3MOKHA KpBCTOCAHA
PE3UCTEHTHOCT.

AKO ce TIPOSIBAT PEeaKIINu Ha CBPBXIYBCTBUTEITHOCT, HE3a0aBHO Ja C€ MPHIIOKH TOIXOIAIIO JICUCHHE.

CrielmaiHy Ipena3Hi MEPKH 3a JIMIATa, IPHUIaraiiy BeTePUHAPHOMEIUIIMHCKYS TPOJAYKT Ha
JKUBOTHUTE:

TynarpoMunHBT Apa3Hu ounte. [Ipu cirydaitHo monagane Ha MPOIyKTa B OUNTE, M3MUNTE HE3a0aBHO
C YHCTa BOJA.

TynaTpoMHIIMHBT MOKE Ja TPUYUHU CCHCUOMIN3AIUS MTPU KOHTAKT C KOXKaTa, BOJICIIa

HaIpUMeEp 10 3aYepBsIBaHE HAa KOXKaTa (epuTeM) u/min aepMatut. [Ipu cinydaitHo pasinBaHe

Ha MPOJyKTa BbPXY KOXKaTa, U3MUITE He3a0aBHO MSACTOTO ChC CAIlyH W BOJA.

M3muiiTe pwlteTe cu ciiel yroTpeoa.

[Ipu cnyuaitHo caMOMHXEeKTHpaHe He3a0aBHO Jla C€ IOThPCH MEIUIIMHCKU CHBET, KaTO Ha JIEKaps ce
mpeaoCTaBu JIMCTOBKATa UJIM €TUKETA Ha IIPOAYKTa.

[Ipu ceMHEHUS 3a peakiys Ha CBPbXUyBCTBUTEIIHOCT CIIC]] Cy4yaiiHa eKCIIo3uIus (M3pas3sBaiia ce
HaIpUMep upe3 MosiBaTa Ha ChbpOeK, 3aTPYyIHEHO AUIIAHEe, yPTUKAPHS, TIO{yBaHEe Ha JIUIETO,
rajicHe, MOBPBINaHe) TpsiOBa Ja ce MPUIIOKHU TTOAX0aAIT0 JedeHue. HezabaBHo 1a ce moThpcu
MCIUIUMHCKU CBBET, KaTO HA JICKapsA C€ NPEAOCTaBU JIMCTOBKAaTa WJIM €TUKETA Ha MPOAYKTaA.

bpeMeHHOCT M JaKTaIus:

JlaGopaTopHu TTpoyYBaHUS MPHU TUTHXOBE U 3alIIM HE TIOKa3BaT HUKAKBH JJOKA3aTEJICTBA 32
TEPaTOTeHHOCT, PETOTOKCHYHOCT MJIM TOKCUYHOCT 3a Malikata. be3omacHocTTa Ha
BETEPUHAPHOMEIUIIMHCKUS IPOAYKT HE € J0Ka3aHa Mo BpeMe Ha OpEMEHHOCT | jakTanus. [Ipuiara ce
caMmo cJjie]l IpeleHKa 10J13a/PUCK OT OTTOBOPHUS BETEPHHAPEH JICKap.

BzamMmoeiicTBre ¢ TH BETCPUHAPHOMCIUIIMHCKH IPOIYKTH 1 TH (DOpPMHU Ha B3aMMOJICHCTBHE:
He ca u3BectHm.

IIpeno3upane (CHMITOMH, CIICTITHA MEPKHU, AHTHIOTH):

IIpu roBema, Ha KOMTO € TIOCTaBEHA TPH, IET WM JECET IIBTH IMO-BUCOKA 71032 OT IPEIOPhUNTEITHATA,

ce HaOJIF01aBaT MPEXOHH PEAKIUH, Ab/DKAIIHU ¢ Ha TUCKOM(OPT B MACTOTO Ha HH)KEKTHPAHE U

BKIIIOUBAT OE3MOKOMCTBO, TPhCKAHE HA IJ1aBaTa, POBEHE HA 3¢MsATa ¥ HaMaJISIBaHE Ha areTuTa 3a

KpaTko Bpeme. [Ipu roBema, Ha KOUTO € TIOCTaBeHa IeT JO0 MIECT ITBTH MTO-BHUCOKA OT

MIpenopBUINTENHATA 10323, C€ HabIo1aBa c1abo u3pa3eHa JereHepanns Ha MAOKap/aa.

IIpu mnaam mpaceta ¢ TenecHa Maca okoio 10 kg, Ha KOHUTO e mocTaBeHa TpY WK TeT IBTH MT0-BUCOKA
Jl03a OT MPENOPbUYUTEIIHATA, CE HAOI0IaBaT MPEXOAHH PEAKIIHMH, IBIDKAIIM Ce Ha JUCKOM(OPT B
MSICTOTO Ha MHXKEKTHPaHE M BKIFOYBAT M0-3aCHIICHO KBUYCHE M 0e3MOKOMCcTBO. [Ipn HHKEKTUpaHE B
Ta30BUs KPaHUK ce HaOIr01aBa U KyIoTa.

IIpu araera (Ha BB3pacT MPUOITH3UTEITHO 6 CEIMUIIN), HA KOUTO € IIOCTaBEHA TPH WJIH TIET ITBTH T10-
BHCOKA /1032 OT IPENOPhUNTEIIHATA, CE HAOIFO1aBaT MPEXOHH PEAKINH, KOUTO CE IbJKAT Ha
JUCKOM(OPT B MICTOTO HA HHKEKTUPAHE M BKIFOUBAT JIBI)KEHHE Ha3aJl, TPhCKaHE Ha riiaBaTa, TPUCHE
Ha MSICTOTO Ha MHXXCEKTUPAaHE, JISTaHEe U CTaBaHe, OJIecHE.

OCHOBHHM HECHEBMECTHUMOCTH:
IIpu nurica Ha JaHHYU 332 CHBMECTUMOCT, TO3W BETEPHHAPHOMEIUITMHCKY MTPOIYKT HE TPsAOBa 1a Obae
CMECBaH C JPYTH BETCPUHAPHOMEIUIIMHCKH TPOTYKTH.

13. CHEIUAJIHU MEPKHU 3A YHUIIIOXKABAHE HA HEU3IIOJI3BAH ITPOAYKT WJIN OCTATHBIU
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OT HEI'O, AKO UMA TAKHUBA

TlonuTaiiTe Baiius BeTeprHapeH Jekap KakBo J1a nmpaBuTe ¢ HeHyxHuTe BMII. Te3u Mepku 111e moMorHat
3a oma3BaHE Ha OKOJHATa Cpefa.

14. JATATA HA HIOCJIEAHATA PEJAKILUSA HA TEKCTA

BMII He Tpsi6Ba 1a ObAaT U3XBBPIASHU UYpe3 OUTOBU OTHAABIN WIX OTIIAAHHA BOJIU.
[MonpoOHa nHpOpMAaNKS 3a TO3H BETEPUHAPHOMEAUIIMHCKY TIPOAYKT MOXKE JIa HAMEPUTE HA MHTCPHET
cTpaHuiaTa Ha EBporneiickara Arenius o JlekapcTara http:// www.ema.europa.eu/.

15. JOHI'BJHUTEJIHA UHOOPMALUA

Pa3mep Ha onakoBkaTa:

Kapronena xytus, cpappkama 1 ¢uakod ot 50 ml.
Kapronena xytus, cpappkama 1 ¢makon or 100 ml.
Kapronena xyrtus, cpabpkamia 1 ¢aakon ot 250 ml.

He Bcuukm paszMepn Ha ormakoBKaTa Morar Ja Ob/aT Ipesiarany Ha masapa.
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