UHCTPYKIIUA >
110 npumenennto Tunana® 250 11 TedeHus qU3eHTEPHH U TPOIH(epFrMsRONSHTepOIaTHH
(unenta) y CBHHEH M MHUKOILIa3M03a Y CEIbCKOX03SHCTBEHHBIX MTHI]

(Opranm3zanus-paspaborauk - «Eli Lilly and Company», 2500 Innovation Way Greenfield, IN,
46140 USA/ «Omn JInnmm >u1 Kommnaany, 2500 UanaoBsiims Boit I'pundwna, mrat MHauana,
46140 CIIIA)

I. OBIIIME CBEJJEHU A

1. ToproBoe HaMMEHOBaHHE JIEKAPCTBEHHOTO NpenapaTa: Tuman® 250
(Tylan® 250).

MexyHapoIHOE HEIATEHTOBAHHOE HAUMEHOBAHUE: THJIO3HH.

2. JlexapcTBeHHas ¢popma: HOPOIIOK JUIS IEPOPATEHOTO MPHMEHEHHS.

Tunan® 250 B kauecTBe JAeHCTBYIOMEro BemecTBa B 1 K colepXuT THI03HHA docdar
— 250 r, a Tak)ke BCIIOMOTaTeIbHbIE BEIIECTBA: KYKypY3HBIH Kpaxmall M dKMBIX COEBBIX 6000B.

3. Ho Buemmemy Buay Tunan® 250 mpencraBiaseT coGoif MeNKO IpaHYTHPOBaHHEIH
IIOPOIIOK CBETJIOTO JKEJITOBATO-KOPUUHEBOTO I[BETA.

Cpok rogHOCTHM JEKapCTBEHHOTO Ipenapara NpH COOJIONCHHU YCIOBHHA XpaHEHHS B
3aKpBITOM YIIAaKOBKE NPOM3BOAMTENS — 2 roja C JaThl IIPOU3BOJICTBA, IpenapaT HEoOXOIAUMO
HCIIOJIB30BaTh Cpa3y MOCJE BCKPBITHS YIIAaKOBKH.

Tunan® 250 3anpernmaeTcs NPUMEHATH 110 HCTEYEHHH CPOKA FOIHOCTH.

4, Tunar® 250 BeMyckaroT pacdacoBaHHEIM 1O 25 K- B  MHOTOCIOMHBIE
JIAMUHHUPOBAaHHBIE OyMa)kKHbIE IIAKeTHl ¢ BHYTPEHHHM IOJHAITHJICHOBBIM BKIazbimeM. Kaxmas
€IMHUIIA NOTPEOUTEIHCKON YIIAaKOBKH CONPOBOXKAAETCS HHCTPYKITHEH 110 IPUMEHEHHIO.

5. Tunan® 250 XpaHAT B 3aKPHITON yNAKOBKe MPOM3BOMTENS B CYXOM, 3alUIIEHHOM OT
IPSAMBIX COJHEYHBIX Jy4eidl MecTe, OTHENbHO OT IMIIEBBIX IIPOAYKTOB M KOPMOB, IIpH
Temieparype He Boiue 25 °C.

6. JlekapcTBeHHBII IpenapaT XpaHAT B MeCTaxX, HEAOCTYIIHBIX JIJIS IETEH.

7. Hencnosp30BaHHBIHA JIeKapCTBEHHBIH MpenapaT YTHIH3HPYIOT B COOTBETCTBHH C
TpeOOBaHUSIMU 3aKOHOATEIIHCTBA.

8. Tunan® 250 otmyckaercs 6€3 pelenTa BeTepHHAPHOTO Bpava.

II. DAPMAKOJIOTMYECKUE CBOVICTBA

9. Tunan® 250 oTHOCHTCS K aHTHOAKTEPHANBHBIM IPENapaTaM IPYIIIH MAKPOJIHIOB.

Tunosuna docdar, Bxondmuii B cocTaB npenapara, akTHBEH B OTHOIICHUH HEKOTOPHIX
IPaMIIOJIOKUTENBHBIX MHKPOOpPraHU3MOB, Bkmoudas Arcanobacterium (Corynebacterium),
Streptococcus, Staphylococcus, u rpaMoTpuIaTeIbHBIX MUKPOOPTaHU3MOB, BKIto4Yas Pasteurella
u Lawsonia intracellularis, a Taxoke Mycoplasma u Brachyspira hyodysenteriae.

10. bakTepuocraTiuueckoe JeHCTBHE THIIO3HHA OCHOBAHO HAa TOPMOXKEHHH CHHTE3a Oelka
Ha puOOCOMax YyBCTBUTEIBHBIX MUKPOOPTaHH3MOB.

Tuno3un nocie opaabHOrO IPUMEHEHHS XOPOIIO BCACHIBACTCA B HKEIYAOYHO-KHIIIEYHOM
TPaKTe, NOCTUTras MaKCUMAJIbHBIX KOHIIEHTpalWid B KPOBU B Te4eHHEe 1-3 yacoB, MPOHHKAET B
OOJIBIIMHCTBO OPTraHOB U TKaHE! OpraHu3Ma, Ie Co3JaeT aHTHOaKTepHaJbHbIe KOHIICHTPAIMH
Ha npoTsbkeHuH 18-24 yacoB, BbIAEAETCS IPEUMYIIIECTBEHHO ¢ (PEKATHIMH.



[lo crenenu Bo3jeicTBua Ha opranusM Tminan® 250 OTHOCHTCS K YMEPEHHO OIACHBIM
BemecTBaM (3 xirace onacaoctH o I'OCT 12.1.007-76).

III. ITOPAIOK ITPUMEHEHMA

11. Tunas® 250 npEMEHSIOT A1 IeYeHHs SH300THIECKOH THEBMOHHH CBHHEH,
BeI3bIBaeMOii Mycoplasma hyorhinis 1 Mycoplasma hyopneumonia, IW3€HTEpHH CBHHEH,
BeI3bIBaeMo# Brachyspira hyodysenteriae, u nponudepaTHBHO#N SHTepONaTHH CBUHEH (WIIEHTA),
BbI3bIBacMOil  Lawsonia intracellularis, a Taxke [Uig JieYeHHS MHKOIUIa3MO3a Y
CEJIbCKOXO3AMCTBEHHOM INTHIBL, BbB3BIBaeMoro Mycoplasma synoviae u Mycoplasma
gallisepticum.

12. 3anmpemaerca npumenenne Tumana® 250 Kypam-HecymIkam, a TakKe PEMOHTHOMY
MOJIOZHSAKY Kyp MeHee, 4eM 3a 14 nHell 0 Hayaia SHMIEKIaJKd B CBS3M C HAKOIICHHEM
THJIO3MHA B SMIAX; )KUBOTHBIM APYTMX BHIOB, & TaKKe IPHU MOBBILEHHOM HHAWBUAYAIHHOU
YyBCTBUTEIHHOCTH K TUJIO3UHY U APYTUM MaKpOJIHaM.

13. Tunan® 250 NPUMEHSIOT B CMECH C KOPMOM B CIIETYIOIIHX J03aX:

Ceunvam — 0,4 xr Ha 1 ToHHY KopMa (3kBuBajieHTHO 100 r THIO3MHA ¢ocdara Ha 1
TOHHY KOpMa) 10 MCUE€3HOBEHUS KIIMHUYECKUX MMPH3HAKOB, HO He Ooytee 10 nHeid.

Huinnamam-6poiinepam, pemoOHmMHOMY MONOOHAKY U pooumenvckomy cmaody: 3,2 — 4,0 kr
Ha 1 ToHHy KopMa (9kBHBaneHTHO 800-1000 r Trmo3mua pocdara Ha 1 TOHHY KOpMa) B TEUCHHE
5-7 nHE# B 3aBUCHMOCTH OT TSDKECTH 3a00JICBaHMUSL.

Jlns  obGecriedeHHss DPaBHOMEPHOTO pacHpesieieHus CyTOuHylo mo03y Tumama® 250
CMEIIMBAIOT € HeOompmMM KonudecTBOM KopMma (20-50 kr) um 3areM, NpH TIHATEIHEHOM
[IepeMEeNINBaHUH, BHOCAT B KOHEUHBIA KOPM.

14. Cumnromsl niepeo3uposkn Tunana® 250 y cBHHE# ¥ NTHIIE HE YCTAHOBIICHBL.

15. OcobGenHocTel AeiicTBUS Ipenapara Ipy €ro IepBoM IMPUMEHEHHH U OTMEHE
HE BBIBIICHO.

16. IlpumeHeHHE IJI€KapCTBEHHOTO IIperapara CBHHBSAM B IMEPUOJ CYMOPOCHOCTH H
JaKTalluH JOILYCTUMO TOJIBKO IOCTIE KOHCYIBTAIlUU C BETEPUHAPHBIM CIICIIHATIMICTOM.

17. Cnenyer n3beraTh IpOIyCKOB IIPHU BBEJIEHUU OYEPEAHOMN JO3BI Iperapara, Tak Kax
9TO MOXET NPUBECTH K CHIDKCHHIO TepaneBTHUecKoi 3¢ (GeKTHBHOCTH. B ciydae mpomycka
OIHOM N03BI HEOOXOIMMO BO30OHOBHUTH NMPUMEHEHHE IIperapaTa B TOH XK€ 03¢ U IO TOH Xe
cxeMme.

18. [T0GOYHBIX SBJIEHHI M OCIOXKHEHMH TTpy IpuMeHeHnn Tunana® 250 B cooTBETCTBHM
C HaCTOsIIEH HHCTPYKUMHM He YycraHoBieHO. IIpum moBbIIeHHONH HWHAWBUIYaIbHOM
YyBCTBUTEIBHOCTH Yy CBHHEH M TOSBICHUH aUIEPrUYEeCKON peaklud HCIOIb30BAHUE
JIEKAapCTBEHHOTO IIpernapara IpeKpallaloT M Ha3HA4aloT >KABOTHOMY aHTHTHCTaMHHHEIE
CpezcTBa.

19. He cnenyer npumensts Tuman® 250 0JHOBpPEMEHHO ¢ AHTHOMOTHKAMH TPYIIIBI
JMHKO3aMUJIOB M TIMKO3UJOB, AEHCTBHE KOTOPBIX SBISIETCS AHTarOHHCTUYECKUM K JCHCTBHIO
TUJIO3UHA.

20. Y6oii cBUHEM Ha MACO pa3pelnaeTcs He paHee, yeM 4depe3 14 CyToK, a ITHIBI — He
paHee, 4eM depe3 5 cyTok mocie mocieaaero npumenenns Tunana® 250.

Msico UBOTHBIX, BEIHYKJICHHO YOUTBIX IO UCTEYECHHS YKa3aHHBIX CPOKOB, MOXET OBITh
HCIIOJIb30BaHO B KOPM ISl MYIITHBIX 3BEpeii.

IV. MEPBI JINUHO! TTPO®UIIAKTUKU
21. Ipu pa6ore ¢ Tunanom® 250 cneayer cobmoaaTs obIIMe IpaBUIIA THIHOM
TUTHMEHBl M TEXHUKH O0€30MacHOCTH, IpeAyCMOTpEHHbIE IpH padoTe C JIEKapCTBEHHBIMHU
Cpe/CTBaMHU.



22. Ilpu pabore c mpemaparoM cleQyeT HCIOIb30BaTh CPEACTBA HHIUBHIyaIbHON
3alUTHIL: PECIUPATOPHI, PE3UHOBHIE MEPUYATKH WIA PYKABHIBI, 3aIIUTHBIC OYKH, CIEIOACKAY H
cnentoOyBs. [1o okoH4YaHNM pabOTHI PyKH CIeTyeT BBIMBITH TETJION BOJOM C MBLIOM.

Iycryro ynakosky u3-noj Tunana® 250 3ampemaercs HCIOJIB30BaTh I OBITOBBIX LENEH,
OHAa TOJUICKHUT YTHIU3AIMHU C OBITOBBIMU OTXOIAMH.

23. JIromssM ¢ TUIEPYYyBCTBUTEIHLHOCTHIO K KOMIIOHEHTaM IIpenapara cliefyeT u30erarb
npsmoro koHTakta ¢ Tunanom® 250. Ilpy ciaydaifiHOM KOHTaKTe JIEKApCTBEHHOro Ipenapara ¢
KOXK€Hl WM CIU3UCTBIMH OOOJIOYKAMH TIJia3a, MX CIEAYET HEMENJIEHHO NPOMBITH OOJIbIINM
KOJIMYECTBOM BOJBL. B cilydae NOSIBIIEHHS a/UIEPTHYECKUX PpEakUud MWK IIPU CIydaidHOM
IONAJJAHUY TIpeTriapaTa B OpraHu3M 4elIOBeKa, CIeAyeT HEMEICHHO 0OpaTUThCs B METUIIMHCKOE
yupexzaeHue (npu cede UMETh HHCTPYKIIHIO 110 IPUMEHEHHIO NIperapara Uil STHKETKY).

HaumenoBanue u aapec IPOU3BOACTBECHHBIX Opranmaunﬂ, OCYHICCTBJIAOMIAs KOHTPOJIb

IJIOIIAOK TMPOU3BOAMUTENS JIeKapcTBEHHOro KaieCTBa KOHEYHOIO IPOAYKTa M BBIIYCK
naptuu: «Eli Lilly and Company Limited»,

Fleming Road, Speke, Liverpool L24 9LN,
UK/ «Omu JIunmu sun Kommanu Jlmmurteny,
®nemunr Poyn, Cnuk, JluBepnyns L24 9LN,
Benmukobpuranmus.

npenapara Juisi BETEpUHAPHOTO IPUMEHEHHS:

Opranusanus, OCYIIECTBIISIOIIAsT
IPOU3BOJICTBO M YIAKOBKY  KOHEYHOTO
npoaykra: «Provimi Limited/SCA Nutecy,
Eastern Avenue, Lichfield, Staffordshire WS13
7SE, UK/ «IIpoBumu Jlumuten/ CCA Hytek»,
Uctepn Asento, Jlmuduna, Craddopammp,
WS13 7SE, Benuko6putanus.

HaunmenoBanme, agpec opranu3aiii, 000 «3nanko Pycy», 123112, Poccms, .
YIOJIHOMOYEHHOM BJIaI€TBIEM HIIU Mockga, [IpecHenckas nabepexsas, 10.
JiepyKaTelIeM PeruCTPalliOHHOTO

YIOCTOBEPEHUS JICKapCTBEHHOTO IIpenapara Ha

IPHUHATHE IPETSH3UH OT MOTpeOUTENs:

C yTBepXXICHHMEM HACTOALIEH HMHCTPYKIUH, YTpadMBaeT CHIYy MHCTPYKIHS IO
npumenenmo Tunana® 250, yreepsxaennas Poccenbxo3namzopom 16 mrons 2016 r.
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