KPATKA XAPAKTEPHCTHKA HA ITPOAYKT
KbM JUIEH3 3A YIIOTPEBA Ne 0022-3013

1. HAMMEHOBAHHE HA BETEPHHAPHOMEJUITHHCKHAA TIPOIVKT
Tullavis 100 mg/ml nHxexkUOHEH pa3TBOP 33 roBe/a, IPACceTa U OBIE

2. KAYECTBEH 1 KOJHYECTBEH CHhCTAB

Bceexu ml chabpixa:

AKTHBHA CyGCTAHNHEA:
Tulathromyecin 100 mg

Excnunaenr:
Monothioglycerol 5mg

3a OBJIHIA CIHCBK HA eKCLHIHEHTHTE, BIK T. 6.1,
3.  @APMAINEBTHYHA ®OPMA

Hkek(MOHEH pasTBop.
Hpozpal{eH, GCBHBGTGH A0 CBJITCHHKAaB pasTBOp.

4. KJIHHHYHHA JAHHHA
4.1 Bnjgoge :KHBOTHH, 3a KOHTO e npegnazuaien BMIL
T'oeena, mpaceTa u oBLe,

4.2 Tepal’leBTH‘!Hl‘[ HOKa3aHHY, ONpeje/IeHH 3a OTAeAHNTE BHAOBE JKHBOTHH

Torena
Jleuenne u meTadwiakcus Ha pecliMpaTopHH 3abonsBavus npu rosena (BRD), csspsaku ¢

Mannheimia  haemolytica, Pasteurella multocida, Histophilus somni w Mycoplasma bovis,
4yBCTBUTE/IHH KbM tulathromycin. [lpean zanoueane Ha MeTad#IaKTHIHO TpeTHpaHe Tpabra fa
Oblle YCTAHOREHO HATHYHE Ha 3a00NeNH SKHBOTHH B CTAJ10TO,

Jleuenne Ha MHQEKIHO3IEH KePATOKOHIOHKTHBHT no rosegarta (IBK), npuuunen ot Moraxella
bovis, qyecTuTenHa KBM tulathromycin,

Ipaceta
Jleuenue 1 MeTaQUnaKcHs Ha pecnUpaTopHH 3ab0aABaHuA IPH cBUHeTe (SRD), canpianu ¢

Actinobaciilus plewropneumoniae, Pasteurella multocida, Mycoplasma hyopneumoniae,
Haemophilus parasuis w Bordetella bronchiseptica, wyscteuTenHr kM tulathromycin, Tlpenu
3aTlovuBaHe Ha MeTauIiakTHYHO TpeTUpane Tpadsa 1a Oble yCTAaHOBEHO HATMYHE Ha 3a60/1enu
JKUBOTHH B CTAJIOTO.

MpoayxreT Tpabea Aa ce npuiara caMmo aKo ¢ OUaKBa BE3HHKBAHE Ha 3a00/1siBAHE PH
npaceTaTa B paMKHMTe Ha 2-3 AHHU.

Ogue
JleveHue Ha Hauasien crauil Ha HHGEKLMO3EH NOLOAEPMATHT (KOITUTEH THUMEIL), ACOUMHPAH C

supynenten Dichelobacter nodosus, KOITO M3HCKBA CHCTEMHO JeUYeHUe.

4.3 IpoTaBoNOKaA3aHHAS
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Ha ue ce u3non3Ba npy CBPHXYYBCTBHTEIHOCT KbM AKTHBHATA CYOCTARLMA, KbM APYTH
MAaKPOJTHAH HIH KbM HAKOH OT EKCUHITHEHTHTE,
Ja ue ce n3110/13Ba €AHOBPEMEHHO € JIPYTH MAKPOIWAH WITH JHKO3AMHUH (8K Touka 4.8).

4.4 CHEIIIIRJIHH npeqnasHy MepKH 33 BCCKH BHA *KHBOTHH, 34 KOHTO ¢ IPCAHAIHAYCH
BMII

Onuge
EduxacHoCTTa HA AaHTHMHKPODHOTO TPETUpaHe [IPH KOIIMTEH CHUNEL MOke Ja Ghle HamaneHa

OT CTpPaHW4HM (DAKTOPH, KATO BIAKHA TOCTE/S AW HENOAXOAAI MEHHIKMLHT Ha Qepmara.
[Mopajgu Ta3y [OpUUMHA JICUYCHHETO HA KOMWTeH FHuiel TpaOBa Jia Ce CHIABTCTBA OT
JOMENHATEHY MEPKH 3a FPHXKa KBM CTa/IOTO, KATO HAMPHMED NPEAOCTaBAHe HAa CyXa TTOCTENS.
AnTnOHOTHYHOTO JleueHHe Ha AODPOKA4eCTBEH KOMWTEH THHIEN HE C& CuMTa 3a YMECTHO.
Edmkacuoctra mHa tulathromycin rpu OBLe ¢ TEXKKO M3Pa3eHH KIMHUYHW [PH3HALM HIH
XpOHHYHA (POpMa HA KONWTEH THMJIEH ¢ OIpaHHYeHa, CNSAOBATENHO TPHIOKEHUETO MY €
¥MECTHO CaMO B HAYATIHHTE CTAJMH HA KOMUTEH THHNEI,

4.5 CHenHAINN NPeANaZHH MCPKH NPH YHoTpeGa

CHermansu opeanazHd MepKH 3a JKMBOTHHTE IpH vIoTpebara Ha HpOAYKTa

ITpunaranero Ha npoxykta TpabBa Ja ce OCHOBABA HA TECTOBE 34 YYBCTBHTE/IHOCT Ha
GaxTepHHTe, M3ONUPAHH OT JKMBOTHMTE. AKO TOBA HE € BB3MONKHO, Je4eHUeTo Tpabsa 1a ce
OCHOBABA Ha MECTHATA (perdoHanHa, Ha HUBO depMa) enMuAeMUOIorHuHa HH(popManua za
YYBCTBHTEIHOCT Ha OaKTepHHTe, Cpelly KoMTo ¢ npeanasiaden BMIT.

[Ipu npunarane Ha NpogyKkTa TPAOBA a ce B3EMAT NOJ BHUMAHHES OQUIHANHATA, HAIMOHAIHA
PerHOHATHA AHTHMMKPOOHU MONMUTHKH,

Vrorpebarta Ha NpodyKTa, pazlIHdaBallla ce OT MHCTpykuuute, magenn B KXIT, mowe ma
IOBHLIK PA3NIPOCTPAHEHHUETO Ha DakTepuH, pe3ucTeHTHH KbM tulathromycin 1 Moxe na HamanH
eeKTUBHOCTTA OT JICUGHHMETO C JAPYTH MaKpONHIHM, NMOPamH BBE3MOKHOCT 38 KPELCTOCAHA
PE3UCTEHTHOCT.

Ilpu nosiea Ha peaKkuysi HA CBPBXUYBCTBHTENHOCT He3abaBHO Ha C& TIPHIOKH MONXOMALHO
JIgueHHe,

Crermpaniy MpeanasHn MEpKH 3a JIHHATA, HNpHIaramy 3eTePUHAPHOMEIUIIMHCKHA TPOAVET HA
JKHEQTHHTC

Tulathromycin apazau ouwre. llpu cnywalino momamaHe Ha [POAYKTA B O4YHTE, H3MHiiTe
HezaDaBHO ¢ UKMCTA BOAA.

Tulathromyein moxe Ja IPUHMHE CBPBXYYBCTHTENHOCT MPH KOHTAKT C KOKaTa. [IpH cayvaiito
paszAMBaHe Ha MPOMyKTa BBPXY KOxkaTa, HaMuifre He3abaBuo MICTOTO CBC CalyH H BOJA.
Hamwuiite puuete cu chen ynorpeda.

lpu cnyyaiino caMoMH)KeKTHpaHe, He3a0aBHO /a ¢¢ IOTBPCH MeAWIWHCKH CHBET, KATO Ha
JIeRaps ¢& IPeLOCTaBY JIHCTOBKATA HITH €THKETA Ha TIPOAYKTA.

4.6 Hebaaronpuarun pearunl {(1ecTOTA H BAKHOCT)

ItoaxkoHOTO TpHIaraHe Ha TIPOJYKTA MpW TOBeJd NPHYMHABA MHOCO YECTO KPaTKOTpaiHH
fojle3HEHH peaKUMH W OTOK B M#CTOTO Ha MWH)KEKTHpaHe, KOHTO MOTaT ga ¢a ©
npoabsDxATETHOCT 10 30 axu. He ca zabenszany nofjo0HN peakilHH MPH NpaceTa M OBIE CHE
HHTPAMYCKYJIHO HHKEeKTHpAHE.

[latomopdonorHaHUTe peaki(i B MACTOTO HA MIDKeKTHpale (BIUTIOUMTENHO oOpaTuMu
[IPOMEHH ¢ KOHTECTHA, OTOK, (HOpo3a K KPBBOTEUEHHE) Ca MHOIM0 HMECTH W e HAGHIONARAT B
npoabKeHre Ha okono 30 OHU NMpH roBesia ¥ npaceTa.
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Ilpu oBlETE MHOrO 4ECTO CNER WHTPAMYCKYIHO HHMKEKTHPaHe ce HabmrofaBaT MPEXOAHH
TIPH3HATIH HA AUCKOM(OPT (TPhCKaHE HA [N1aBa, TPHEHE B MACTOTO HA MHKEKTHpaHe, H3BHBAHE
Ha repba). Tesu MpuznaLK OTUIYMSBAT 38 HAKONKO MUHYTH,

HecroTara na Heb/IaronpusTHATE PeaKLMH 08 OTIPSACNS Ypes ClIeAHaTa KnacHpUKAIIHs:
- MHOTO YecTH (moBeve oT | Ha [0 TpeTHpany XKHBOTHH, NPOSBIBAIIH HeGIArOUPUATHH
peakiliun)

- qecTH (MoBeye o1 [, Ho no-manko ot 10 xuBoTHH Ha 100 tpeTHPAHH JKHBOTHH)

- He 4ecTH (noseye oT 1, Ho mo-Masko ot 10 sxuBoTHA Ha 1,000 TpeTHpaHH KUBOTHI)

~ peaxy (nosede ot 1, Ho no-mMamko ot 10 skusoTau na 10,000 TpeTHpaHu >KHBOTHW)

- MHOFO pefkH (rmo-Manko ot | sxueotHO Ha 10,000 TpeTitpaHs sKHBOTHH, BRIIIOYHTEIHO
W30N1UpaHy CrO0MeHn ),

4.7 ¥Ynorpeda no Bpeme Ha GpeMEHHOCT, TAKTAIHA HJIH SiflleHOCEeHe

JlabopatopHHTe Mpoyusanus NpH IUTGXOBE H 3afild He MOKA3BAT MHKAKBM JIOKA3aTencTea 3a
TEPATOreHHOCT,  (PETOTOKCHYHOCT HIH TOKCHUHOCT 3a Makikata. besomacHocrra ua
BeTEPHHAPHOMETHITMHCKMA MPOAYKT HE € HJOoKaslaHa Mo BpeMe Ha OPeMEHHOCT M JaKTALMA,
[Ipunara ce camo criest npeueHKa Moa3a/PHCK OT OTTOBOPHHS BETEPHHAPEH JEKap.

4.8 BsammopaeiicTBHe ¢ IPYIrf BeTepHHAPHOMEIHIHHCKH IPOAYKTH H Apyru dopmu A
B3aHMOXeCTBHE

Habmogapa ce KpbeTOCaHa PE3HCTEHTHOCT ¢ APYTH MAKpONHAH. [la He ce mpunara
€/{HOBPEMEHHO ¢ AHTHMHKPOOHH MPOAYKTH CHC CXOTHO JIEHCTBHE KATO MAKPONHAH H
JIMHKO3AMUAH.

4.9 Jo3a H HAYHH HA HPHAOKEHI

ToBena
[ToaxoxHo npHIOMXKEHHUE,

Enxta nopxoxkna mrokekuus ot 2,5 mg tulathromycin/kg T.m. (exBupanentso na 1 ml/40 kg t.m.).
{Ipn neuenme Ha roeesia ¢ tenecHa Maca Haf 300 kg pasnpesenrete f03aTa Taka, 9 B €IHO MACTO
Ja He OBAAT WHIKEKTHpaHH noseue ot 7,5 ml.

Ilpaceta
HHTpamMyCKyJIHO TIPHIMKEHUE.

Enna unrpamyckynHa urekius ot 2,5 mg tulathromycin‘kg t.m. (exeuBanentHo Ha 1 ml/40 kg
T.M.) BBB Bparta.

[Ipu neuenue Ha npaceta ¢ TeNiecHa Maca Hay 80 kg pasnpeneniere fo3arta Taka, Ue B €{HO MACTO
Ja He OBJaT HHKEKTHpaHH nmosede oT 2 ml.

3a BCAKO pecmupaTopno 3abogBane ce Npenopkusa MPOAYKTHT Ja C¢ NpHIara B padHata (hasa
Ha 3abosABaHeTo M 48 uaca crej] MOCTABSHETO HA MIDKEKIMATA [a CE HAalpaBH OLCHKA Ha
OTTOBOPA KbM JICHCHHETO. AKO KIHHUYHATE TIPHIHRNM HA peCHHpaTopHO 3abongsaHe
ICPCHCTHPAT MK CE YBEIMYABAT, MITH CE MOSABH PELMIHB, JEYEHHETO TPAOBA /A C& NPOMEHH,
KaTO C& NPWIIOKY APYT AHTHOHOTHK M [a MPOABIDKH /IO H34E3BAHE Ha KIHHHYHHTE NPU3HAIH,

Osre

HurpamycKkynHO npHIoKeHHe,

Enna vHtpamycikyina uipkekps ot 2,5 mg tulathromyein/kg t.m. (expuBanenTHo Ha 1 ml/40 kg
T.M.) BBB BparTa.

3a OpapHIHO AO3HpaHe, TejiecHata Maca Tps{6sa Aa Ce ONpeacia KONMKOTO € Bb3MOXKHO NO-TOUHO,
3a Ha ce H3berne [IpUarade Ha 1o-HHCKa A03a,
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3aryiuankara Moxke fa Obae npobusana 6ezonacko ao 100 nurw.

ITpu Heo6XOIMMOCT OT MOBEYE OT GAHO HATEITIAHE Ha 034 OT (UIAKOHA H3MTON3BAATe
[OTMBITHATENTHA HIT1A 33 ACIIHPALMS HIH MHOTOO30BA CIPUHLIOBKA, 32 /la c& u30erue
IPEKOMEPHOTO [IPoOMBaHE HA 3aMYLIANKATA,

4.10 Tipego3upane (CHMITOM, CIICIHE MEPKH, ANTHAOTH), AKO € HEODXOANMO

Tpw roBeda, NPy [OCTaBsHe Ha TPH, MeT WK AECET MLTH MO-BUCOKA OT NMPeIHCcaaTa /1034, o6
HAOMIONABAT MPEXOHA CHMITTOMH, KOMTO C€ [Jb/KaT Ha OHCKOM(OPT B  MSCTOTO Ha
HIDKCKTHPAHe M BKIOYBAT (e310KOHCTBO, TPBCKaHEe HA [VapaTa, TRITICHE HA €IHO MACTO
HaMansBade Ha aleTHTa 3a KpaTko Bpeme. lIpH roeena, Ha KOWUTO € MOCTaBEHA 5-6 IBTH fI0-
BMCOKA OT MpeJnucaHara 103a, ce Habmoiaea cnabo H3paseHa MUOKapIHa AereHeparis.

Ilpu mMsaan npacera ¢ TenecHa Maca ot okono 10 kg, Ha KOUTO ¢ nOCTABEHA TPH MM NET IIbTH
MO-BHCOKA OT NpEAMMCcaHaTa 1034, ce HabioAaBaT MPEXOAHH CHMIITOMY, KOUTO C& JbMMAT HA
JUCKOMADOPT B MACTOTO Ha HMIDKEKTHPAHE H BKIIIOYBAT (10-33CHIEHO KBUUEHE H OE3110KOHCTRO.
Ilpu usskekTHpaHe B 3a/(HIA KpahHyK ce HAbIOaBa B KYNOTA.

Ilpu artera (Ha BE3PACT MPHONMIUTENHO 6 CE/IMMITH), HA KOUTO € [IOCTaBeHA TPH MIIK [T MBTH
MO-BHCOKA OT IIPEANMCAHATA /1034, ¢ HAO0AaBaT NPEXOAHH CUMIITOMHU, KOUTO C& IBJLKAT Ha
AMCKOMMOPT B MACTOTO HA MHXXEKTHDAaHE W BKJTIOUBAT ABMXKCHHE Ha3a/, TPBCKAHC HA 1/1ABa,
TPUEHE HA MACTOTO HA WHMKEKTHPaHe, JIArane u crapaue, bneee.

4.11 KapeHTHH CpOKOBE

T'oBena: Meco W BRTPEILHH OPrafnu: 22 HH,
TpaceTta: Meco v BBTpelIHM opranu: 13 anu.
OBlle: MECO W BRETPEIIHH OpraHu: 16 i,

He ce paspeurasa 3a ynorpe6a IIpH YKMBOTHH, YHETO MITAKO € IPEAHAZHAMEHO 34 KOHCYMalkd OT
X0pa.

Ja He ce u3noA3Ba IpH GPeMeHHH JKMBOTHH, HHETO MIIAKO LI Oh/le MpeHAZHAYCHO 32
KOHCYMaLHS OT XOpa, B NMPOTBKEHHE Ha 2 MeCela NMpeik OYakBaHOTO paNcaaHe.

5. BPAPMAKOJOTMYHHU OCOBEHOCTH

(bapMaKOTEpANIeBTHUHA IPyTa; aHTUOAKTEPHANHH 32 CHCTEMHa YHoTpeda, MakpOIHIL.
Berepunapnomeauuuncki Anatomo-Tepanesruden Koa: QJOIFA94.

5.1 ®apmMaroAHHAMHETHH CBOHCTBA

Tulathromycin e monycuHreTHuYHa aHTUMMKpoOHA CyGCTaHHMA OT TpynaTta Ha MaKpOSHAMTE,
KOATO NPOM3XOXKIa OT (pepMeHTaUHOHeH NponykT, PasmuuaBa ce OT Apyrdie MaKpoIHAH 110
TOBA, Y& HMA HO-IBIIBT TIEPUOL Ha ACHCTBHE, KOETO OT YaCTH C¢ JIL/DKH HA TPUTES aMHHOIPYIIM,
F10 TA3M NIPHUMHA € KIacH(pHLHPaH B XUMHYECKATa OATPYTa Ha TPHAMHIUTE,

MaxponuauTte ca 0akTeproCTaTHIHN aHTHOHOTHLIY, KOHTO HEXMOUPAT OPOTEeHHOBKS OHOCHHTES
upe3 COIEKTHBHOTO cBbp3sane ¢ Oaktepuannata pubosomua PHK. Te pnedicrsar, kato
cTUMysmpar otaessHero Ha rentuaun-TPHK ot pubozomara no Bpeme Ha TpaHC/atMOHHHEA
npouec.

Tulathromycin npetexapa in vitro aktusHOCT cpewly Mannheimia haemolytica, Pasteurella
multocida, Histophilus somni w Mycoplasma bovis, xaxto u Actinobacillus pleuropneumoniae,
Pasteurella multocida, Mycoplasma hyopnewmoniae, Haemophilus parasuis n Bordetella
bronchiseptica, GakTepualHW TATOrEHM, XapaKTepPHH 33 PEeCHUPATOPHH 3a00MBAHHA [P
roBega M ceuHe, pecriektuBHO. Yeenudenn MIC (MmHMManHa upxmOHpaia KOHIIEHTpALKA)
CTOHHOCTH ¢4 VYCTAHOBEHH IpH HIKOH H3onaTe Ha Histophilus somni w Actinobacillus
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pleuropneumoniae. Tlpwu in vitro wcnemsauust e jokasaHa akTMBHOCT cpemty Dichelobacter
nodosus (vir), OaKTepHaneH naToreH, KOHTO HaW-uecTo ce CBbp3Ba ¢ HH(EKUHOZHUS
[IOIOAEPMATHT (KOMUTEH HEJIEL) HpK OBIIETE,

Tulathromyein mpurexkasa in vitro akrusroct cpeiy Moraxella bovis, DakTepuanen natore,
Hal-9ecTo CBBp3aH ¢ HHGEKUHO3HHS KePATOKOHIOHKTHEHT npy rosegara (IBK).

PesncTeHTHOCT KBM MAKPOIMANHTE MOXC Aa CC pasBHe NPH MYTALMH Ha IeHHTC, KOJMPAIH
pubosomuata PHK (pPHK) wnu tistkon prbo30MHH (POTEHHH; 4PE3 €H3UMHA MOTH(HKALMA
(merwmanua) na yuactek 23S pPHK, oOuxnoBeno nopaxia MOBHIIABAHE HA KPBCTOCAHATA
PE3MCTCHTHOCT KBM JTHKO3aMHANTE H CTpentorpamiHnTe oT rpyna b (MLSB pesuctettHOCT),
upe3 eH3UMHA MHAKTHBALMA FILH 4pes eduryke Ha Makponuaute. MLSB pesnCTenTHOCTTa MOKE
Aa Owpfle TIpHAOOMTA WM mpeAu3BukaHa. PeswcTeHTHoCTTa Moike fa Owple Koimpama B
XPOMO30MHTE WIH IUIA3MKAHTE H MOXKE 4a C€ MPEXBBPILI, KO ¢ CBBP3aHa ¢ TPAHCMO3OHH HITH
IIA3MHIN, ‘

B JonNBIHEHME KBM HETOBWTE AHTHMHKpoGHM cBoMcrsa, tulathromycin mokazea W
AMYHOMOY/IPAl(d ¥ TMPOTHROBBIMAINTEIHH CBOUCTRA TIPH €KCHEPUMEHTAIHA [IPOYUBAHUA.
[lpu roseskTd M ceuHcku mosmmopdosapern kietkn (PMN; meytpodmnu), tulathromyein
CTHMYJIMpa anonto3ata (mporpaMupana IJIETbUHA CMBPT) W OTCTPAHABAHETO Ha MBPTBUTE
Kierku oT Makpodarure. Toll HaManaBa [POM3BOACTROTO Ha MPOHHGIAMATOPHHTE MEAHATOPH
neskotprerr B4 u CXCL-8 W cTUMyNHpa MNPOM3BOACTBOTO HA [POTHEOBBIMANUTENEH U
IIPOPECOIBHHT THAH THIOKCHH Ad,

5.2 DApMAKOKHHETHYHI 0CODCHOCTH

IIpu rosejara GpapMakokMHeTHHHUAT npodun Ha tulathromycin npu NOAKOKHC NpuiaraHe Ha
equHMYHA Jo3a oT 2,5 mg Ha kg T.M. ce Xapaktepusupa ¢ Obp30 H eKCTEH3HBHO pe3opbupane,
IOC/IEABANO OT OBP30 pasnpoctTpaneHue w 0asHa emHMUHAUMs. MakcHMAaIHaTa KOHLEHTPAIHST
(Chax) B MasMara € npubnusutenno 0,5 pg/ml; tasu croiinocr ce noctura okono 30 MUHYTH
cres mpunarade Ha gozata (T, Husara Ha koHuenTpauus Ha tulathronycin B GenoapobHuTe
XOMOrEHATH Ca 3HAYMTE/IHO TI0-BHCOKH OT Te3W B Iuiasmata. VMima Ge3cnopHU 40KA3aTeNncTea 3a
3HAYMTENHA KOHLeHTpauus ma tulathromycin B HeyTpoduiure U anseojapHHTe Makpodard.
Buipekn ToBa in vivo KoHIeHTpaumsTa Ha tulathromycin B MacToro Ha undexuusta B Genure
ApoGoBe He € u3BecTHa, [[MKOBMTE KOHIEHTPALMHM cA TMOCHe[BaHH OT BABHO HAMAIABAHE HA
BB3/1EHCTRAETO BHPXY OPraHU3Ma ¢ sBEH TIOMYXKHBOT Ha eluMuHHpaHe (i2) oT 90 waca B
nnasmMata. IIpoUenTsT Ha CBBp3BaHE ¢ IUIA3MEHWTE NPOTEHHH € HUCBK, npubnusurenno 40%.
HuBOTO Ha pasnpefefielre B CTAUHOHAPHO ChCTORHHE (Vys), ONPEACNCHO CNe HHTPABEHO3HO
npunokenne € 11 L/kg BroHamuudoctTa Ha tulathromyein ciem MOAKOKHO TpUIaraHe mpu
rosefia e mpubmHTenHo 90%. :

Tlpu cayne, dapamakokHHeTATHHIAT npodui Ha tulathromyein PH HATPaAMYCKYITHO IPUIOKECHUE
Ha eJMHMYHA 1033 OT 2,5 mg Ha kg T.M. CBINO €& Xapakrepusupa ¢ OBbp30 M €KCTEH3HBHO
pezopbupaHe, MOCIEABAHO OT GHP30 pasnpocTpaneHue W OapHa emuMHHawmA. MaxcuMarnHara
kouterrpamus (Cpay) B iasMara ¢ npubiisurenso 0,6 pg/ml; Tasu cTofHOCT ¢e MOCTHTA OKOO
30 muuyTH cnen npuiarane Ha m03ata (Tp.). Husara na wonuentparms Ha tulathromycin B
GenoapobHKUTE XOMOTEHATH CA 3HAYUTE/IHO rO-BHCOKH OT Te3d B Iuiasmara. Mima GescmopHu
AOKA3aTeNCTBA 33 3HAUYMTETHA KoHueHTpanws Ha tulathromycin B HeyTpodwmnmre H
aBeoaapHuTe Makpodard. Benpexu Toa in vive koHNeHTpauuata Ha tulathromycin B MscTOTO
Ha HHdexiuata B Geaure apoboBe He € u3BecTHA, [TMKOBUTE KOHIIGHTpAIMK ca MOCNeBAHH OT
GaBHO HaMansABaHe HA BB3ACHCTBHETO BLPXY OPraHH3Ma C ABEH MOMYKHBOT Ha CAMMHHHMpDAHE
(i) ot 91 uaca B 1masmara. [IPOIEHTHT Ha CBBEp3BalC ¢ MJIA3MCHHTE TIPOTEHHH € HHCBK,
npuGmaurento 40%. Husoto Ha pasnpeiesieHie B CTALHOHAPHO CBCTOAHKE (Vs), Onpe/ieieHo
cmel MHTpapeHosHo npuioxenve e 13,2 L/kg. buonanmunocrra Ha tulathromycin cnea
HHTPamMyCKYJIHO IPHIONKEHHUE MPH CBHHE € npubnusutenso 88%.
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Ipu oBue dapMakoKMHETHHHUAT npodun Ha tulathromycin Hpu MHTPAMYCKYITHO MpUNaraHe Ha
eMHMYHA 10323 oT 2,5 mg Ha kg T.M., focTHra MakcHmanHa rnasmena konuentpauus (Cmax) oT
1,19 pg/ml 3a npubnusutenso 15 munytd (Tmax) chieq NpHAOKEHHE H MMa HOIYIKHBOT Ha
enmumuHEpade (t1/2) 69,7 gaca. CTenmeHTa Ha CBBP3BaHE C IUIA3MEHMTE NPOTEHHH €
npubnuskrento  60-75%. HuoTo Ha pasnpocTpaHeHHe B CTALHOHAPHO CLCTOAHME (Vi)
ONpEAEIEHo Ciie/l HHTpaBero3Ho npunokenne e 31,7 L/kg. Buonanuunocrra Ha tulathromycin
cJie/T HHTPaMyCKy/THO Mpriokenne npy osue ¢ 100%.

6. OAPMAIIEBTHYHN OCOBEHOCTH
6.1 Crncnbk HA eKCHENTHEHTHTE
Monothioglycerol

Propylene glycol

Citric acid

Hydrochloric acid (3a kopekitis Ha pH)

Sodium hydroxide (3a kopekuus aa pH)

Water for injections

6.2 OCHOBHH HeCHLBEMECTHMOCTH

HpH JIATICA Ha AAHHH 33 CEBMECCTHMOCT, TO34W BECTEPUHAPDHOMEIHIIMHCKH MPOAYKT HE TpH6Ba Ha
6’!:,11‘3 CMECBaH ¢ APYTH BETEPHHAPHOMCAUMLIHHCKH [IPOAYKTH.

6.3 Cpox Ha rogaocr

Cpok Ha rojiHOCT Ha KpaliHus BeTepHHAPHOMEIHLIMHCKH npoaykT: 18 Mecera.
Cpok Ha roIHOCT Cllef] ITbPBO OTRApsHE Ha ITBPBHYHATA ONAKoBKa: 28 nuu.

6.4. CoenHanH# YCI0BHA 32 CBXPAHEHHE HA HPOTYKTA
Ha He ce chxpausBapa npu teMrepaTtypa gazg 30 °C.
6.5 Bua # cbeTaB HA THPBHYHATA 0NAKCBKA

®nakosn or npospauto ¢rekio (tun 1T Ph. Eur), sarBopenn ¢ OpomoOyTwioBa IyMeHa
3AMYOTANKA | 3a1IeUaTany ¢ ajlyMHUHHeBa Kanauka,

PasMepy Ha ONaKOBKATA:

Kaprotiena Kyt chabpixaina 1 ¢uiakos ot 20 ml
Kapronena kyTtus, ceabpixana 1 duiaxon ot 50 ml,
Kapronena KyTes, coabprkaiia 1 ¢uiaxos o 100 ml.
Kapronena KyTHs, chabprkaia 1 ¢uaxon ot 250 ml,

He souuxy pasMepi Ha OMakoBKATa MOrat aa 61:,[l,aT npea/iarany Ha rasapa.

6.6 CIIEIIIIRJIHH MEPKH 32 YHHINOMKABAHE HA HEU3NO0J3BAH HPOAYKT HJIA OCTATLIH OT
Hero

Beexu neuwsnonzean BETEPHHAPHOMESIHIIHHCKY OPOAYKT WM OCTaThIH OT HCro Tp}I6Ba pat:3
61:,[[3.T YHHIMOXKCHH B CBOTBETCTBHE C H3HCKBAHWATA HA MCCTHOTO 3aKROHOTATE/ICTEO.
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7. IIPHTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA
LIVISTO Int’], S.L.

Av. Universitat Autdonoma, 29

08290 Cerdanyola del Vallés

(Barcelona), Spain

8. HOMEP HA JIMITEH3A 3A YIIOTPEBA

No 0022-3013

9.  JIATA HA ITBPBOTO H3/IABAHE/TOJHOBSIBAHE HA JIMTIEH3A 3A
YHOTPEBA

Jlara Ha MEPBOTO M3ABAHE HA JIHITEH3 3a ynoTpeda: 09/09/2020.

10. JATA HA HOCIHEAHATA PEJAKHHAA HA TEKCTA
09/2020

3ABPAHA 3A TTIPOJANKEBA, CHABJIABAHE W/ YIIOTPEBA

Hee IIPHITOKHMO.

1IPO®. A-P IIACKA
FB3ITBJAHHTEIEH ﬂH
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