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Koporka xapakrepucruka npenapary 13.0 L2001

1. Hazpa

Jpaxcun®

2. Cxaan

1 MII Ipemapary MiCTHTS JIiF0YY pedoBHHY:

TynarpoMius - 100 mr.

JlonoMiKHI PeYOBHHM: MOHOTIOITIIEpO, TIPOIINIEHITIIKOJ, KUCJIOTA JTHMOHA, KHCIIOTA 3 JIOPHCTO-

BOIIHEBA, HATPIIO TAPOOKCH)I, BOAA IS iH EKIIiit.

3. ®apmanesTHana popma

Pozumn md 18’ exmiii.

4. ®apmako.oriuni BIaACTHBOCTI

ATC vet kmacugixamiitauii kox QJ01- aHTHOAKTEpialbHi BeTePHHAPHI IIPErapaTs Ui CHCTEMHOIO
3actocysauns, Makposian. QJ01FA94 — Tynatpominus.

Tynatpominus — 1e HamiBCHHTETHYHHIT aHTHOIOTHK 3 Ipyn¥ Makpomiiie. Bin Bimpisaserses Bifg
GaraThox IHIIHX MaKpOJIiIIB CBOEIO IPOJIOHIOBAHOO TI€K0 (4aCTKOBO, 3aBIAKH TPHOM AMIiHOTPYHAM) i THAM,
IO Ma€ XIMIYHY ITIKIACOBY HA3BY TpiaMii.

Tynarpominun nie 6axrepiocTaTHyro. 3aBASKH 31aTHOCTI TYJATPOMIIMHY CeNeKTUBHO 3B’ 3yBATHCE
3 OakrepiansuuMu pubocomansuumu PHK Ta cTuMymoBaty AHCOMIALiO nentuaun-TPHK gix pabocomu
IpoLeCi TPaHCIOKALT, IHriGyeThes 610CHHTE3 BAKIIHBHIX JUIS OaxTepiit npoTeiniB.

TynaTpoMiuuH TpPOSIBIsE aKTHBHICTE M Vitro TIPOTH: rpamHeratuBuux (Mannheimia haemolytica,
Pasteurella  multocida, Histophilus somni, Mycoplasma bovis, Actinobacillus pleuropneumoniae,
Haemophilus parasuis, Bordetella bronchiseptica) Ta TpaMmosuTHBHUX (Mycoplasma hyoprneumoniae)
Oaxrepii, AKi HaifuacTilue BHKIMKAIOTH peCIipaTopHi 3aXBOPIOBAHHS Yy BenuKkoi poratoi xyjobu Ta
CcBUHEH. Takoxk TynaTpoMiliuH posBIse in Vitro axTuBHicTs npoTH Dihichelobacter nodosus ta Moraxella
bovis.

Ha pomatox 1m0  cBOiX  npoTHMIKpOGHEX — BIACTHBOCTEH, TYNaTPOMILMH  JIeMOHCTPYE
IMYHOMO/IYJIFOIOYY Ta MPOTU3ANANBHY Iii B EKCIEPHMEHTANBHUX MOCTIIKEHHSX. Y TOMIMOPPHO-sIEPHITX
KIITHHAX BeNMKOI poratoi Xymobd Ta cBHHEN (meliTpodinu) TymaTpoMilHH CHOpHAE ANONTO3Y
(3amporpamoBaniii 3arubeni KiiTMH) i KIipeHCY AMONTOTHYHMX KIITHH Makpodaramu. lle 3umKye
NPOAYKUIIO [PO3aNaIpHUX MeMiaTopiB neiikotpienis B4 ta CXCL-§ Ta IHAYKYE BHPOOIIEHHS
NPOTU3ANANLHUX Ta JI3HUC-TUITB JIMOKCHHY A4,

Y Bemnkoi poraroi XymoGu (apmakokimeTwammii podins TYJIaTPOMILMHY MICHAs 0HOPA30BOTO
HIIMIKIPHOTO BBENEHHSI Y 1031 2,5 MI/Kr Macd Tina XapaKTePU3YEThCA IMBHAKOIO Ta IHTEHCHBHOIO
abcopOutiero, mOOpHM  PO3MOMINIOM Ta TOBUIGHEM  BHBemeHHAM. MaxcHManbHa KOHIIEHTpaIlis
TynarpoMitniy (Cpax) Y IUIasmi craHoBuia npuoamsHo 0,5 MKC/MIL Taka KOHIEHTPALIS [0CAramach
npubnusno wepes 30 xs. micist BeeneHHA (Timay). KoHnenTpanii TYJIaTPOMIIMHY B JIET€HEBOMY FOMOIEHATI
Oy 3HAYHO BHINHMH, HDK y rmiasmi. lIemyiors aami PO 3HAYHY aKyMyISLIIO TYIaTPOMIIHHY B
Hefitpodinax Ta ambBeonspHEX Makpodarax. OJHAK KOHLEHTpALs TYIaTPOMILHHY in vivo y Micui
YP@XKEHb JIereHb HeBizoMa. TTiKoBi KOHLEHTpanii CynpoBoIKYBANHCS TOBLILHIM 3HIDKEHHSM CHCTEMHOTO
BIUTMBY 3 IepiofioM HamiBBuBeAeHH (t 12) 90 roaun y nnasmi. 38°s3yBaHus 3 GLIKAMH MIA3MH CTAHOBHTS
npubmusHo 40 %. biogocTymHicTh TynaTpoMilMHy Iics MiAMIKIPHOrO BEEICHHAS BETHKIiT porariit xy100i
CTaHOBUTE Ipubmm3zao 90%.

Y  cBuHei (papmaxoxineTHIHMI podine TYJIATPOMILIHHY micst 0IHOPA30BOI0
BHYTPIIIHEOM S30BOTO BBEICHHS y 7031 2,5 MI/KT MAacu Tila TakoxK XAPaKTEPU3YETHCA IIBHUIKOIO Td
IHTEHCHBHOIO abcopOi€ero, 06PUM PO3MIOiNOM Ta TOBINLHIM BUBEAEHHIM. MakcHMATbHA KOHIIEHTpaIis
TynarpoMiniey (Cpax) ¥ IIA3Mi CTaHOBELIA npubmusao 0,6 MKI/MII; Taka KOHUEHTpAIis IOCSIAIAch
npudnusno yepes 30 xs. micns BBegenust (Tiay). Konuenrpanii TYIaTPOMILKMHY B JIETEHEBOMY OMOIEHATI
OyITH 3HAYHO BHINHMH,
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HDK y mtasmi. IcHyiots mami mpo 3HA4YHY aKyMyILLUIO TyJIaTpOMilMHy B HeifTpodinax Ta AJILBEOJISIPHEX
Makpodarax. OnHak KOHIEHTpaLis TYJIATPOMITIMHY i1 Vivo y MiCli ypaKeHb JiereHb Hepimoma. [LiKOBi
KOHLEHTPALIl CYNPOBOIKYBANKUCS HOBLILHIM SHIKCHHAM CHCTEMHOLO BIIJTMBY 3 HEPIOIOM
HAIIBBHBENEHHS (t 1) 91 Tox. y mIasmi. 3B’A3yBaHus 3 OinkaMu IIa3MH CTAHOBHTH HpUOIU3HO 40 Y%.
BionocTynaicTs TynarpoMinuny mics BHYTPIIUHEOM SI30BOT0 BBEICHHS CBHHIM — IPAGIH3HO §8%.

Y oBenn micns 0AHOPA30BOTO BHYTPIMIHLOM S30BOCO 3aCTOCYBaHHs B 71031 2,5 MI/kr macu Tina
MaKCHMaJIbHa KOHIEHTPALS TynarpoMitiHy (Cax) Y IUIA3MI CTAHOBHIIA GIIH3BKO 1,19 Mxr/vn npubnusno
depes 15 xB. nicns BBeneHHs (Thay), a IIEP10/1 HaNiBBHBeCHHS (1) cTaHOBUB 69,7 TomuHuy. 3B’ A3YBaAHHS 3
OLIKaMH TNasMH  CTAHOBHTH mpubmu3Ho  60-75 %, Biogoctynniets  tymatpominmmy  micns
BHYTPIIIHBOM SI30BOI'0 BBEIEHHS BiBIsIM cTanoBuma 100%.

5. Kniniuni ocobusocTi

5.1 Buja TBapun

Bemuxa porara xyno6a, cBuHi Ta BiBIj.

5.2 IloxazanHs /10 32CTOCYBaHH

Benuka porara xyno6a: nikyBaHHS TBapwH, XBOPHX Ha IH(EeKIIHHUII KepaToKOH IOHKTHBIT, 1110
Buikanui Moraxella bovis, aytimuBoi 1o Tynatpominuny. Jlikysanus Ta MeTaiIaKTHKa TBAPUH [PH
3aXBOPIOBAHHSIX OPraMiB JWXaHHS, M0 COpU4MHeHI Mannheimia haemolytica, Pasteurella multocida,
Histophilus somni a Mycoplasma bovis, ayTnisamu 10 TYJATPOMIIIHHY.

CBuHi: JiKyBanHs Ta MeTa(ilakTHKA TBAPHH IIpH  3aXBOPIOBAHHAX OpraHiB IHXaHHSA, L0
cnpwanneH] Actinobacillus  pleuropneumoniae, Pasteurella multocida, Mycoplasma hyopneumoniae,
Haemophilus parasuis ta Bordetella bronchiseptica, ayrnusi no Tynatpominummy. [Ipu MeTapinakTuii
IlpenapaT MOTPIOHO OYUHATH 3aCTOCOBYBATH, KOJNH HepentadacThCs, 10 y CEHHEH HPOSIBISTECS KIiHiuH]
03HAKH XBOPOOM ynpomos:k 2 — 3 naib.

BiBui: likyBaHHS TBAPHH IPH PAHHIX CTAmiSX iHpeKuiiHOro OMOAEPMATUTY (KOMHUTHA THUIE), 1O
cnpuunHeHni sipynentuM Dichelobacter nodosus, skt 4y Tnusuii 10 TYJIATPOMIITHHY.

5.3 lIporunokazanus

Ilinerinena Iy TMBICTE J0 TyIaTpoMiNuHy a0 iHImIX MakKpoJIiIiB.

He 3acTocoByBaTH Ipemapat 0JHOYACHO 3 IHITIMH MAKPOILAAMHE Ta TiHKO3aMITaME.

He 3actocoByBaTi NakTyr04nM KOPOBaM, MOJIOKO SIKMX [IPH3HAYEHE JUTS CIIOMKHBAHHS B DKy oM.

He sacrocoByBatu TillbHEM KOpOBaM 3a 2 MicsiIli X0 OTey, SKIIO Bim HEX IUTAHYIOTE OTPHMYBATH

MOJIOKO JIISI CIIO3KUBAHHSI JIIOJLMH.

5.4 Ilobiuna nis

[imuxipue BResIeHHES NpenapaTy Benukiil poratiii xygo6i 4acTo MoIKe BHIIIMKATH GO1LOEL peakii
Ta JIOKATbHI HAOPAKHA Y MICITAX 10’ €KIiH, ki MOKYTH TpHBATH 110 30 1i6.

Y CBMHEH Ta OBeUb IMICIS BHYTPIIIHBEOM’S30B0i iH’€KIil TAKHX peakuii He CIIOCTEPITranocs.
Maromopdosnoriuni peakuii B micni in’exuii (BKMOYHO i3 3BOPOTHHMY 3MiHAME, Taki siK 3acTii, Habpsxk,
(}i6pos i KpoBOTEUa) YacTO CHOCTEpIratoTh BIpoxorx 30 mib micas in’exmii ¥ BeIMKOl poratoi Xynobwu i
CBHHEH.

Y oBenb micng BHYTPIIHBOM S30BOi iH’€KMii ay)ke wacTo CIIOCTEPIralOTECS THMYACOBI O3HAKH
auckoMopry (TpeMTiHHS romoBH, cBepOiX y Mmicii im €Ki, Xoan6a Hazanm). Lli o3HakW 3HUKAIOTH
NPOTATOM JIEKITBKOX XBUIIHH.

5.5 OcobmBi 3acTepesReHNs IPH BUKOPHCTAHHI

3actocyBanHs Tpemapary Mae OYTH OCHOBAaHE Ha Pe3yJIBTATAX OCIIDKEHHS anTUMIKpoOHOT
UyTIHBOCTI GaKTepii BHIIEHHX Bij XBOPOI TBApHHY, SIKITO T& HEMOMIIMBO, TEPAITs [I0BHHHA bazyBaTHuch
Ha MicueBil emizooTHYHiH iHbopmanil mpo anTuMikpoBHiit gyTIEBOCTI GakTepif-Mimeneit. Buxopucranmas
UpPeNapary 3 BIAXHICHHSIMH IIOJI0 3aCTOCYBAHHS 3TiNHO KOPOTKOI XapaKTepHCTHKH Ipenapary MosKe
3OLIBIIMTA NOIMUPEHiCTh GaKTepiil CTIHKUX A0 TYNATPOMILHHY, | UM 3HH3HTH e(EeKTHBHICTE NiKyBaHHS
IHIIAME MaKpoTiiaMu, JiHKo3amizaMu abo crpenToMindHaMu rpyma b, gepes motennian mepexpecHol
PE3UCTEHTHOCTI.
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5.6 3acrocyBanus mix ac BariTHOCTI, TaKTanii, necyvocri RNt 2021

JlaGoparopui  nocmimpkenns ma mypax Ta KpOJsIX HE BHABUIM JKOLHOIO TEPATONEHHOTO Ta
(eroroxcuarOro edexris. HemkinnmsicTs 3aCTOCYBaHHs BETEPUHAPHOIO NIKAPCHEKOrO 3acody mix uac
BAariTHOCTI Ta JIAKTallil HE BCTAHOBIICHA.

Bukopucranus mpemapary y mepiox BariTHOCTI Ui maxTalii IOBHHHO 0a3yBaTHCL HA OLIHII
KOPHCTI/PU3HKY BiAIIOBINAIBHAM JliKapem BETCPHHAPHOI MEIULIMHN B KOKHOMY KOHKPETHOMY BHIIAKY.

5.7 Bsaemonis 3 inmmmu 3aco6avu Ta immi (popmu B3aemonii

Hpu 3acrocysanni 3 iHmmMu Maxposizamu Ta JHHKO3aMiZIaMH MOJKIIHBHH PO3ZBHTOK HepeXpecHol
PE3UCTEHTHOCTI.

5.8 Jlosu i ciocoGu BBexenns TBapuHAM pi3HOro BiKy

Benuka porara xymo6a: migmkipso y mo3l 2,5 Mr TynarpoMimuny Ha 1 kr macw Tina (1 wn
npenapaty na 40 Kr Macu Tina) opHopasoso. Tlpu mikyeaHsi TBapHH Macoro Oinbme 300 kr go3y ainsTs
TaK, 100 B 0jiHe Miclie BBOIUTH He Oinbiue 7,5 M IIpernapary.

Cruni: BHYTPIIABOM 3080 y mimgari 1mmi y mo3i 2,5 Mr TynarpoMimuny Ha 1 Kr macu Tina (1
npenapary Ha 40 Kr Macu Tina) oxropasoso. [Ipu mikysaHsi TBapuH Macoro 6inpmre 80 kr 103y ainsaTe Tax,
o6 B OHE MicIle BBOAHTH He Oinbie 2 M Iperapary.

BiBIi: BHYTpIMIHEOM 13080 y finsHIN i Yy 7031 2,5 Mr TynatpominmHy Ha 1 kr mMacu Tina (1 M
npenapaty ua 40 Kr MacH Tina) ogHOpa3oBo.

Ilpn Oynmp-AKHX 3aXBOPIOBAHHAX OpPraHiB MHUXAHHS PEKOMEHAYETHCSI JIUKYBATH TBAPHI HA pPaHHIX
CTazlisX 3aXBOPFOBAHHS Ta OLIHIOBATH PEAKIIO HA NiKyBaHHSA OPOTAroM 48 romun micas im’exuii. Skmo
KIIHIYHI O3HAKH DecmipaTopHHX 3aXBOPIOBAHD 30epiraoThesd abo MOCHIMIOIOTBCA, ab0 SKIO BHHUKAE
PELMINB, JKyBAHHS CIiJ 3MIHHTH, 3aCTOCOBYIOUH IHIIMI aHTUGIOTHK, i IIPOJOBKYBATH [0 3HUKHEHHS
KJTIHIYHHX O3HAK.

Jlst 3a0e31ede s IPaBANBHOIO MO3YBAHHS HEOOXIIHO TOYHO BH3HAYHTH Macy TiIa TBapHHH, 00
YHUKHYTH HEPEIO3YBAHHS ab0 BBeJCHHS MeHWIOi 103u. [lmst GaraTopasoBoro BBENEHHS PEKOMEHIYEThCS
3aCTOCYBaHHs 6araTo/I030BOr0 iH’€KTOpa 3 AacCHipyIouold TroJKOIO, o6 YHHKHYTH OararopazoBoro
IIPOKOJIFOBAHHS NIPOOKH Ha (prakoHi.

3.9 llepenosyBanns (cHMOTOMH, HeBimKIAXHI 3aX0[H, AHTH/IOTH)

Y Bemukoi poratoi XxynoGu BBeaeHHA 103, 10 B 3, 5 4 10 pasiB NEPEBUINYIOTH PEKOMEHIOBAHY,
CHOCTePIraloTh THMYACOBi O3HAKH AHCKOMDOPTY B Micui iH’exuii, Hecmokii, TPYCIHHSI TOJIOBH, OHTTS
KIHI(IBKAMH, 3HIDKEHHS aneTuty. Y TBapHH, SKi OIEPAYBATH 103y ¥ 5-6 pasi Oinplny 3a pekoOMeHI0BaHY
CIIOCTEPIralii MiOKapIianbHy IereHepaliio Jerkoro CTyIEeH .

Y Momoaux csuueH, Macoio npubnmsro 10 Kr, IpH BBEIEHHI 103 y 3-5 paziB Oimbmux 3a
TCPANCBTHYHY CIOCTEPIrald O3HAKH MUCKOM(OPTY B Micli BBeJEHHS, BOKAMI3ALIIO T4 HECTIOKIHHY
IIOBEIHKY TBapHH. [Ipu BBeICHH] HAaAMIpHUX /103 Y 3a1H] KiHITIBKA Y TBAPHH CIOCTEPITANH KYJIBTaBiCTE.

Y arast (npuOIU3HO 6 THXKHEBOTO BiKy) IPH BBEJEHHI 1031 ¥ 3-5 pasiB GITbIIY 32 PEKOMEHIOBAHY
CHOCTEePIranTiCh THMYAcOBi O3HAKH, IIOB’M3aHi 3 JECKOM(OPTOM y Micwi 10 eKuil, Sxi BITIOUATH X060y
Hazajl, TPACKY rONOBOI, PO3THPAHHS MICLA iH’€KMil, 3MiHa 1034 (TBADUHM TO NeEKaTh, TO BCTAIOTE),
Onestnus.

5.10 Crneunianbhi 3acTepesxenns

PexomenmoBamo moumHaTH JiKyBaHHA Ha paHHIX CcTamigX 3a8XBOPIOBAHHS Ta BH3HAYATH
edexruBHiCTs 4epes 48 TomwH micas BBeNeHHS npemapary. SIKmo kniHiYHI O3HAKH He 3HHUKIH YH
MOCHJTHIIACh, 400 BHHAK PELMIUB, NKyBAaHHSI Mae 6yTH 3MiHeHe (3aCTOCOBYIOTH IHINMH AHTHOIOTHK TOKM
HE 3HHKHYTD KIIIHIYHI O3HAKH).

Crtix sikOMOTa peTenbHilIe BU3HAYATU MacCy TiNa TBAPHH, 06 3amoGirTH BBEACHHIO HeOOCTaTHLOT
IIO3H.

3a ymoBH 06araTopasoBOr0 BHKOPHCTAHHS (hIAKOHIB CIIij 3aCTOCOBYBATH AacTiparmiiiny rojxy 4qu
MYIBETH-J030BI WIIPHITH, 1106 3am06irt 6aratopasoBoro IPOKOMIOBAHHS KOBIAUKA.

5.11 Ilepioa BuBemenus (kaperuii)

3a0ii TBApUH HA M'SCO HO3BOMOTE Yepes 22 j06u (Bemuka porata xynoba), 13 nib (ceuni) ta 16 oib

3
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(BiBLI) micns OCTAHHBOTO 3acTOCYBaHHS nmpenapary. OTpuMaHe, IO 3a3HAYEHOTO TepMiHy, M'SCO
YTHII3YIOTE 200 3rOM0BYIOTH HCIPOMYKTHBHHM TBAPHHAM, 3aI€)KHO BiI BUCHOBKY JIKAPS BETEPHHAPHOL
MEIHIHHH,

Ilpenapart ne 3aCTOCOBYBATH TBAPUHAM, MOOKO SKHX NIPU3HAYCHO JJISI BIKUBAHHS JIOAHHOIO.

He sactocosyeaTh BariTHuM TBapwHAM, MOJIOKO SKHX Oyne Ipu3HAYEHE sl BXKHBAHHS JONHHOIO,
3a 2 MicAi /10 OYiKYBAHUX POJIiB.

3.12 CoenianabHi 3acTepeskenns s ocio i 00CIYroByHY0ro MepeoHaIy

Ilpu notpammsHni B oui TymaTpoMilMH BHKIHKAE IIOApasHeHH s, TOMY IX He0OXIJHO HeraifHo
IIPOMHTH IIPOTOYHOIO BOAOKO.

[pu xontakti TynatpoMinmmy 3i mKipoR MoXe BUHHKATH MiABUIIEHA 4yTIHMBICTE, TOMY Ii
HEOOX1/IHO HEraifHO BUMHTY BOJOIO 3 MUJIOM.

[Ticna poGotw 3 mpenapaToM HEOOXIAHO MUTH PYKH.

Ipu BumagKoBOMY BBeAEHHI JIONMHI, HeraiiHo 3BEpHYTHCH 32 KOHCYIBLTAIIE 10 JIKAps, HaJaBIIH
HOMY JIUCTIBKY-BKJIAJKY ISl O3HAHOMIIEHHSL.

6. ®apManenTH4Hi 0co0HBOCTI

6.1 ®opmu mecymicnocri

Ockinbkn cnenianbui JOCIIDKCHES HEe IPOBOMMINCH, HEe CIIij koMOiHysatu Jlpakcun 3 iHIIAMH
BETEPHHAPHUMH TIperapaTamMu,

6.2 Tepmin npugaTHocTi

3 pokH.

6.3 OcodnmBi 3axo0au 36epiranns

Cyxe, TeMHe, HeJIOCTYyIIHe 15 AiTel Micie 3a TeMreparypu Bin 2 °C no 30 °C.

IMicnst Binbopy neproi 103w npenapat Heo6XigHO BUKOPHCTATH IIPOTATOM 28 1if.

6.4 Ilpupona i cxuraj KoOHTeliHepa MEPBHHENOr0 MAKYBANHS

Cxrstii paxonu Tuiy [ 3 (IIyoprioniMepHIM DOKPUTTSM, 3aKpUTI XJOPOYTHIOBHMU KOPKaMH, IIij
amomiHieBy 00katky o 100 M. Onun praxon B el ryanbHii KapTOHHI# KopoOii.

6.5 OcobamBi 3axomu Ge3mexH MPH MOBOKEHHI 3 HEBHKOPHCTANHUM npenapatom abo i3 iiore

3AMUIIKAMH

[lopoxHio ymakoBKy Ta 3alHIIKH HEBHKOPHCTAHOTO MpPENapaTy HOTPIOHO YTWUII3yBATH 3riIHO 3
YHHHUM 3aKOHOTABCTBOM.

7. Haspa Ta Micle3HAXO0/IKCHHA BAACHHKA PEECTPANIAHOr0 NOCBiT e st

3oeric [uk., Zoetis Inc.,
10 Cinepan Bei, [Tapcinmani, Heio Taxepci, 07054, 10 Sylvan Way, Parsippany, New Jersey 07054,
CIIA USA
8. Hazpa Ta micuesnaxokeHHs BUPOGHHKA TOTOBOI0 IPOAYKTY
Dapesa AmOoize, Fareva Amboise,
3om Inpacrpiens, 29 poyr nes Inmactpiec, Zone Industrielle 29 route des Indastries,
37530 Tloke-cyp-Llicce, 37530 Poce-sur-Cisse,
Opanrmis France
Inosat Innycrpia @apmaceyrika JITHA, Inovat Industria Farmaceutica LTDA,
AB. [lpesinente Tamkpeno me Amsmeiina Hesec, Av. Presidente Tancredo de Almeida Neves,
1555 1555
CEP.: 07112-070 CEP.: 07112-070
['yapynxoc, Can Ilayno, Bpasumis Guarulhos, Sao Paulo, Brazil

3oeric Menstoderuypinr ens Pecepu Creiin, C.JI.  Zoetis Manufacturing and Research Spain, S.L.
Krpa. ne Kamnpozon, ¢/n ®inka Jla Pi6a, Bann ne Ctra. de Camprodon, s/n Finca La Riba, Vall de
bianes, 17813 XKupona, Icnanis Bianya, Gerona 17813, Spain
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JMpaxcan®

(pozunu A1 in’ exmiin)
JIACTIBKa-BKJIAIKA

Onmuce

IIpozopuii Ge3baprHuii a0 311erka JKOBTYBATHI PO3UHH.

Cxnan

1 Mt ipenapaTy MicTHTS AiI0Yy PEYOBHHY:

TYJIATPOMIITHH - 100 mr.

JlomoMiXKHI PeYOBHHH: MOHOTIOIMILEPON, MPOMiNEHITIKON, KHCIOTA JIHMOHA, KHCIOTA XJIOPHCTO-

BOJIHEBA, HATPIKO IIPOOKCHAY, BOAA IS 1H’ €KITii.

®apmakoJioridHi BJIACTHBOCTI

ATC vet knacubixauiinmii kox QJ01- anTHGaKTEpiaNbH] BETEPUHAPHI TIPENapaTH Il CHCTEMHOIQ
sactocyBanus, Makpouima. QJ01FA94 — Tynarpominum.

Tynarpominun — e HamiBcHETeTHYHMI aHTHGIOTHK 3 IpymH Makpomigis. Bin BigpisHseThes Bif
0araThoX IHIIHX MakpoOJidiB CBOEIO IPOIOHTOBAHOIO HI€I0 (4acTKOBO, 3aB/AKM TPHOM aMiHOrpynam) i THM,
10 Ma€ XIMIYHY HiJKIIaCOBY HA3BY TPiaMilim.

TynatpomiumH nie 6axkrepiocratuuno. 3apasKu 3AATHOCTI TYJNATPOMITIHHY CEIeKTHBHO 3B S3yBaTHCE
3 bakrepianbuumu pubocoMansuumu PHK Ta crumymoBaty mucomaniro nentamei-rPHK BiA puGoCOMH B
npoleci TpaHcioKanii, iHribyerses GlOCHHTEs BAXUTMBHX IS GaKTepiil IPOTETHIB.

Tynmarpominu nposiBIsic aKTHUBHICTE in Vilro IIpOTH: rpamueratuBHux (Mannheimia haemolytica,
Pasteurella  multocida, Histophilus somni, Mycoplasma bovis, Actinobacillus pleuropneumoniae,
Haemophilus parasuis, Bordetella bronchiseptica) Ta rpaMIO3HTHBHEX (Mycoplasma hyopneumoniae)
Oaxrepiii, siki HaluacTille BHKIMKAIOTH PECIIPATOPHI 3aXBOPIOBAHHS y BETHKOL porarol xymodu Ta
CBHHEH. Takox TynaTpoMiniH HpPOSIBISE in vifro akTuRHiCTh npot Dikichelobacter nodosus ta Moraxella
bovis.

Ha pomatox 10  cBOIX mHpOTHMIKpPOGHMX — BNACTHBOCTEH, TYNATPOMIIHH TEMOHCTPYE
IMYHOMOJIYTIOIOUY Ta HPOTH3ANATBHY Jii B EKCIIEPHMEHTAIBHHX AOCTLIKEHHAX. Y OMIMOP(HO-sIEPHIX
KliTMHax BemuKoi poratoi XynoOW Ta ceuHeil (HeiHTpodimm) TYJIATPOMILHH CIPHSE ATONTO3Y
(sanporpamoBaniit 3arubeni KITHH) 1 KIipeHCY AlONTOTHYHHX KIHTHH Maxpodaramu. Ile zmmKye
IPOAYKIII0 MPO3aNaNbHEX MeAiaTopiB neiikorpienie B4 ta CXCL-8 Ta IHIYKYE BUPOOIEHHS
NPOTH3ATAIBHEX T4 TI3HC-JIIIAIB JinoKcuHy A4,

Y Bemukoi poraroi xyno®u ¢dapmakoxineTwunmii mpodis TYJATPOMILMHY MICISl OTHOPA30BOI0O
MAWKIPHOTO BBENEHHA y 1031 2,5 MI/KI MAcH Tila XapaKTepH3yeTHCA LIBHAKOK T4 IHTCHCHBHOIO
abcopOuicro, H0OPHM  pO3MOJINIOM Ta MOBIABHHM BHBEZEHHAM, MaKCHMATbHA KOHIIEHTpAaLlist
rynatpoMituiy (Cpay) y mmasmi cramosmna npuOmmssHo 0,5 Mir/mur, Taka KOHIIEHTPALIS J0CITanach
nprOu3HO Yepes 30 xB. micns BBeaeHHS (Tina). KonnenTpauii TynatpoMitiniy B iereneBoMy TOMOTEHATL
OyaM 3HAYHO BUIUMMH, HDK y muasmi, [cHYIOTH Jami mpo 3HauHy aKyMYJSIIIO TYJIaTpOMITUHY B
HEHTpO(inax Ta anbBeONAPHHX Makpodarax. OmHAK KOHIEHTPALS TYNaTpOMIIIMHY in vivo y wicii
ypaxeHsb jeresb Hepizioma. [1ikoBi KoHIEHTpaNii CynpoBOIKYBAIHCS TTOBLIBHIM 3HHMKEHHIM CHCTEMHOTO
BILIMBY 3 TIEPIO/IOM HaMiBBHBEACHHS (t 1/5) 90 rojun y mrasmi. 38°s3yBaHHs 3 GiIKaME TUTA3ME CTAHOBHT
npubmusno 40 %. BiomocTymuicTs TynaTpoMilMAY THCTS MiAMKIPHOro BBEICHHS BEHKiil poratiii xynobi
CTAHOBUTH NpUOIH3HO 90%.

YV cBunei dapmakokiHeTHuHHE  npoils  TymarpoMiuMHy WO OZHOPA3OBOIO
BHYTPIIHEOM SI30BOr0 BBENCHHS Yy 1031 2,5 MI/KI MacH Tina Takox XapaKkTEepPU3YEThCS IIBHIKOK Ta
IHTEHCHBHOIO abcopOLieio, 1oGPUM PO3MOILNOM Ta MOBLILHAM BABEICHISIM. MakcuMansHa KOHIIeHTpaLlis
Tynarpomituny (Cpa) y tomasmi cramosuaa mprommsao 0,6 MKT/MIT Taka KOHLEHTPAIIS JOCsIranach
npuousao yepes 30 xp. micns BBenenus (Tiay). Konnenrpanii TYTaTPOMILIMHY B JIETEHEBOMY [OMOI'€HATI
Oynu 3HAYHO BHIIHMH, '
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HDK y mnaswmi. lenyiors pami PO 3HAYHY aKyMyJANIK0 TyIaTpOMILEHY B HeliTpodinax Ta anbBeoNIpHIX
Makpodarax. OgHak KOHIEHTpaIlis TYNaTpOMILHHY in vivo y Micli ypameHb jereup Hepinoma. TTikogi
KOHLEHTPALI CYIPOBODKYBANHCS TOBLILHAM 3HIIKCHHIM CHCTEMHOTO BILIMBY 3 HEPioaOM
HaniBBHBeneHHA (t 1) 91 rogx. y mnasmi. 3B’s3yBaHHs 3 GLIKAME IJIa3MH CTAHOBHTE npudnmsgo 40 %,
Biogocrymmicts Tynarpominuiy mics BHYTPIIIHBOM I30BOT0 BBEJICHHS CBUHSIM — upubmu3Ho 88%.

Y oBeus micius OIHOPA30BOTO BHYTPIITHLOM I30BOTO 3aCTOCYBAHH B 71031 2,5 MIYKT Macu Tina
MaKCHManbHa KOHIEHTPamist TynaTpoMitiHy (Ciay) ¥ IIA3Mi CTAHOBIIIA GIH3EKO 1,19 Mxr/™Mi npu6nusto
uepes 15 xs. micsst BBeneHHs (Thay) , a 11epioJ| HamiBBHBENEHHS (1) CTAHOBUE 69,7 rouHuy. 3B’A3yBaHu 3
OlnKkaMH [asMH  CTAHOBHTE npudmaso - 60-75  %. BiomocrymHicTs TYIATPOMIIMHY TS
BHYTPIIIHBOM ' S30BOI0 BBEICHHS! BiBLsM cTanosmia 100%,

3acTocyBaHus

Benuka porata xyno6a: mikysaums TBApUH, XBOPUX Ha IHQEKUIMHMNA KepaTOKOH IOHKTHEIT, 10
BUKIMKAHUH Moraxella bovis, ayrmusoi mo Tynarpominuny. Jlikysanust Ta Metadinaktuka TBapun pu
3aXBOPIOBAHHSX OPraHiB OUXaHHS, IO CIpH4YMHEeHi Mannheimia haemolytica, Pasteurella multocida,
Histophilus somni ta Mycoplasma bovis, YYTIMBAMH [0 TYJIaTPOMIIIHHY.

Chuni: niKyBaHms Ta MeTadiaKTHKA TBAPHH IpH 3aXBOPIOBAHHSX OPraHiB QHXAHHS, O CIPHYHHCH]
Actinobacillus pleuropneumoniae, Pasteurella multocida, Mycoplasma hyopneumoniae, Haemophilus
parasuis Ta Bordetella bronchiseptica, ayramsi mo TynatpoMiumny. Ilpu metadiraxtuui mpemapar
IOTPIOHO MOYMHATH 34CTOCOBYBATH, KOJIH nependavacThes, MO Y CBUHEH HPOSBISTHCH KIHHIYHI O3HAKH
XBOpoOM ynponosx 2 — 3 nib.

BiBui: nikyBaHHs TBapuH TpH paHHIX cTamisx IH(EeKUIAHOrO moxoIepMaTUTy (KOTTHTHA [HHMB), 110
cnpuuMHeHUH Bipyneatum Dichelobacter nodosus, sxuit YYTIHBHHE J0 TYyJaTPOMILHHY.

JozyBanus

Benuka porara xymofa: mimmkipsHo y mosi 2,5 mr TynarpoMinuny wa 1 kr macu Tima (1 mo
npenapaTy Ha 40 Kr Macu Tina) oxHopasoso. [Tpu JMIKYBaHH TBApHH Macoro Oinsure 300 kr 103y ALLsTH
TaK, Moo B 0/1He MICIle BBOMUTH He Ginbiue 7,5 M1 mpemapary.

CBHHI: BHYTPIIIHEOM 3080 y HiMAnmi mml v 1031 2,5 Mr TyNarpoMiuuHy Ha 1 kr macu Tina (1mu
npenapary Ha 40 kr macu Tina) oxropasoso. ITpu mikysammi TBAPHH Macoio Oineme 80 kr 103y minsTh Tak,
o0 B 01HE MicIle BBOAUTH He Oibine 2 M Ipenapary.

BiBwi: BHYTpimHEOM S30B0 y ainsami i y 1031 2,5 Mr TyAaTpoMiuuny Ha 1 xr macu Tina (1M
upenapary Ha 40 Kr MacH Tina) oHOpazoBo.

ITpn Gymp-skuX 3aXBOPIOBAHHSX OPTaHiB AUXAHHS PEKOMEHAYETBCS JIKYBaTH TBAPUH HA PamHix
CTazlsx 3aXBOPIOBAHHS Ta OUIHIOBATH PeaKI[Io HA MKyBaHHA TpoTsroMm 48 romuu micns im’exuil. dxuo
KIIHIYH] O3HAKH PeCHipaTopHHX 3aXBOPIOBAHD 30epiraroThes abo HOCHTIOIOTECH, a00 AKIO BUHUKAE
PCLHIUB, JIKYBAHHS CIHJ 3MiHHTH, 3aCTOCOBYIOUH iHINMMH aHTHGIOTHEK, i IIPOJOBIKYBATH 0 3HUKHEHHS
KITHIYHEX 03HaK.

At 3a0e3nedeHns IPaBUIBHOTO JO3YBAHHA HEOOXIHO TOUHO BHIHAUHTH Macy TiIa TBapuHH, 00
YHHUKHYTH [EPENO3yBAHHA ad0 BBENCHHS MEHINOL 103H. [ 6araTopasoBoro BBEASHHS PEKOMEHIYETHCS
34CTOCYBaHHA (araroflo30BOro iH’eKTOpa 3 A4CHIPYIOYOK TONKOM0, 00 YHHKHYTH 06araTopazoBoro
NPOKOMIOBAHHS NPOOKH Ha (IakoHi.

Iporunoxazanus

IlinBumiena 4y TaUBICTE 210 TyNnaTpoMiuHy a60 iHIHX MaKpOIiIiB.

He sactocoByBaru mpemapar oQHOYACHO 3 IHIIEMU MaKPOTiIAMH T2 TIHKO3AMLIAMI.

He sacTocoBysari maxTyrounm KopoBam, MOTIOKO SKHX NPH3HAYCHE JUTS CIIOKHBANHS B DKy J11015IM.

He sacrocoByBati TibHEM KOpoBaM 3a 2 Micami 1o OTely, AKIIO B HEX [IIAHYIOTH OTPUMYBATH
MOJIOKO JIJI CIIOJKUBAHHS JIFOJLMH.

3acrepexennn

lobiuna dis

IligmkipHe BBeMEHHS IIpemapary BeMHKiH poraTiii XyZo6i YacTo MOKE BHKIMKATH GOMLORI peaxuii
Ta JIOKAJIbHi HAOPAKK y MiCLX iH €Ki, sxi MoxyTH 36epiratucs 1o 30 mi6.
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V' cBuHe# Ta oBeup micus BHYTPIIIHEOM 30801 iH’€KI{i Takux peakiuii He criocTepiranocs.
atomopdonoriuni peaxmii B micii im’exuii (BIIIFOYHO 13 3BOPOTHUMHE 3MiHAMM, Taki sk 3acTii, Habpsik,
}ibpos i xposoTeay) wacto CIIOCTEpIraoTs Brponosx 30 xi6 micns im’exmii ¥ BEIIHKOI poratoi xy/ 06 i
CBHHEI,

Y osens micms BHyTpimEBOM’s30B0T iH’eKii AyX)KE€ YacTo CIOCTEPITaloOThCS TUMYACOBI O3HAKH
JHCKOM(OPTY (TpeMTiHHS TOJNOBH, ceepOLK y micmi in’exmii, BimeTyn Hasan). Ili o3makm 3HHKAIOTH
IIPOTATOM JEKITBKOX XBHIIHH.

Ocobnuei sacmepesicenns npu BUKOPUCTNAHH

3acrocyBamHs mpenapaTry mae OyTH OCHOBaHE Ha pe3yNbTaTaX JOCTLUKEHHS AHTUMIKPOOHOT
IyTIMBOCTI OaKTepilt BUIINEHUX Bifl XBOPOI TBAPUHA. SIKINO e HEMOYKITHBO, TEpallis MOBHHHA (a3yBATHCE
Ha MiCHeBill emi3ooTHuHiN iH(opManii PO CHPUHHATIUBICTE Oakrepil-Mimenei. Buxopucramis
penapary 3 BIOXWIEHHSAMH, INOJAO 3aCTOCYBAHHS 3rigHO KOPOTKOI XapakTepPHCTHKH IpernapaTy MOKe
3OLIBIIATH TONIHPEHICTs GakTepiil cTiffkux 10 TYNATPOMILUHY, i UM 3HH3UTH e(eKTHBHICTL JTiKyBaHHsI
IHIDMMH MaKpoJligaMH, JTHKO3aMizaMH aGo CTPeNTOMIMHHAMHE Ipylnu B, depes morenmian nepexpecHor
PE3HUCTEHTHOCTI.

3acmocyeanns nio wac eazimnocmi, naxmayi, Hecyyocmi

JlaGopatopui jpocmi/pkerHss Ha mypax Ta KpOJIIX HE BHSBUIIM JKOIHOTO TEPATOrCHHOTO Ta
(peroToxcmunoro edexris. Hewmkianupicts 3aCTOCYBAHHA BETEPUHAPHOrO JIKapchKoro 3acody Iim wac
BAriTHOCTI Ta TAKTALlli He BCTAHOBJICHA.

Bukopucranusd IipenapaTy y mepioj BariTHOCTI i JakTanii MOBHHHO 6a3yBaTMCh HA OIIHII
KOPHCTI/pH3HKY BiNIIOBIIabHMM TiKapem BETCPUHAPHOT MEIUIMHH B KOYKHOMY KOHKPETHOMY BHIIAJIKY.

Bsaemoois 3 inwumu 3acobamu ma inwi popyu e3aemodii

pu 3acTocypanmi 3 iHIIMMH MaKpONiZaMH Ta JIHKO3AMIAME MOSKIHBHIL PO3BHTOK MepexpecHol
PE3UCTEHTHOCTI.

Ilepioo eusedenns (kapeuyii)

3a01it TBAPHH Ha M'ACO JO3BOJISIOTE Yepe3 22 100H (Bemmka porara xyno6a), 13 ai6 (ceuni) ta 16 1i6
(BIBLI) TiCIA OCTAHHBOTO 3ACTOCYBAHHS npenapary. OTpuMaHe, 10 3a3HAYEHOTO TEPMiHy, M'SICO
YTHII3YIOTE 200 3r0/(0BYIOThH HENPOIYKTHBHHM TBApUHAM, 3aJICXKHO Bl BUCHOBKY JKaps BETepUHAPHOT
MEIUIITHH.

IIpenapar He 3aCTOCOBYBATH TBAPHHAM, MOJIOKO SIKHX IPU3HAYEHO JIIS BAKHBAHHS TIOIHHOIO.

He sacTocoByBarn BariTaum TBapuHAM, MOJOKO SKHX OyHe NPU3HAYEHE IS BIKUBANHA JOAHMHOIO,
3a 2 MicsIll 10 OYIKYBAHUX POJIIB.

Creyianvni 3acmepesicenns 0ns ocio i 00cy206yI04020 nepconany

Ilpn norpannstHEl B 04l TymaTpoMilHH BHKIMKAE NOAPAa3HEeHHS, TOMY I1X HeoOXiAHO HeraHo
TIPOMHUTH IPOTOYHOI) BOJOKO. '

Ipr xoHTakTi TynarpoMminpdy 3i MKipor0 MOXE BHHMKATH MiIBHIEHA YYTIUBICTE, TOMY i1
HEOOXITHO HeraifHO BHMHTH BOIOIO 3 MUIIOM.

Iicnst poGotu 3 penapatom HeOOXiNHO MATH PYKH.

IIpu BHNAaAKOBOMY BBENEHHI MIOMHI, HEraiHo 3BEPHYTHCS 32 KOHCYJIbTAINEIO IO JHKAPs, HATABIIN
HoMy J'II/ICTiBKy—BI(JIaILKy JJIs1 O3HAHOMIIEHHS.

Dopma BHIYCKY

Crustri puaxonu Tuiry I 3 Guyoprnonivepium IOKPUTTSAM, 3aKpUT] XIOPOYTUIOBUME KOPKAMH, i
amominiey obkarky 1o 20, 50, 100 a6o 250 mir. Qnun (hnaxon B IHIMBIyanbHiN KapToHHil KOpOGIL.

30epiranns

Tepmin npunatHOCTI — 3 pOKH.

Cyxe, TeMHe, HeIOCTYIIHE s IiTelt Micue 3a Temmepatypu Big 2 °C mo 30 °C.

Hicns Bigbopy MepIroi 1034 npenapat HeobXiaHo BUKOPUCTATH NpoTaroM 28 jil.

And 3acTocypanns y BeTepuHapHiii Mexuuuni!

Bnacuuk peectpaniiiHoro moceimuenms:
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3oetic IHk., Zoetis Inc.,
10 CinsBan Beit, [apcinmani, Heio Hoxepci,07054, 10 Sylvan Way, Parsippany, New Jersey 07054,
CIIA USA
Bupo6unk rorosoro MPOAYKTY:
®apera AMboize, Fareva Amboise,
3ou Innactpiens, 29 poyt nes Innacrpiec, Zone Industrielle 29 route des Indastries,
37530 Iloke-cyp-Ilicee, 37530 Poce-sur-Cisse,
Opaunmis France
Iuopar Innycrpia ®apmaceyTika JITOA, Inovat Industria Farmaceutica LTDA,
As. Tlpesinente Tankpeno me Anbmeiina Hesec, Av. Presidente Tancredo de Almeida Neves,
1555 1555
CEP.: 07112-070 CEP.: 07112-070
I'yapynxoc, Can Iayno, Bpasuiis Guarulhos, Sao Paulo, Brazil

3oeric Menbiodexaypiar enn Pecepu Creiin, C.JI.  Zoetis Manufacturing and ‘Research Spain, S.L.
Krpa. ne Kammponosn, ¢/u ®inka Jla Pi6a, Bame me Ctra. de Camprodon, s/n Finca La Riba, Vall de

bianbsi, 17813 XKupona, Icnamis Bianya, Gerona 17813,
Spain
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3BeplraHua:

Cyxe TeMHE, HEROCTYNHE ANA AiTel Miclje
nipw Temneparypi 2 - 30°C.

NicnA sinbopy rapwot gozu npenapar
HeoBxifHo BUKOPHCTATH NpoTArom 28 gib,
TIpY YMOEi 30ePITAHHA NPENapaTy y CYXoMy
TEMHOMY MiCU| Npy Temneparypi 5- 8 °C.

Tlepion kapenui:

Benwka porara xye0a (Maco Ta cybnpojykTy) -
22 pobu,

Cenni [wco 7a cybnpoayk) - 13 ai6,

Bieu (waco Ta cy6nponyky) - 16 ni6 nicna
OCTAHRBOTO 3ACTOCYBAHHA Npenapary.

13.0 L2001
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100 mr/mn (mg/mi}
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YBAHHO YITAHTE NHCTIBKY-DRNAAAY.
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AD!')’IQHK! CBUHEW Ta OBEUb

2,5 Mr (ma) Tynatpomiuwsy Ha 1 kr (kg) mack  PIINC AA-02480-01-11 Crnag:

Tina (1 mn {mi) Ha 40 &r (kg)) niguwkipHo Bnackuk PI: 3oeric Ink, CLUA Tynatpomiuus 100 wr/wn (mg /mly. B
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