JIMCTOBKA

1. HanmeHoBaHue HA BeTePHHAPHMS JIeKAPCTBEH MPOAYKT
Stresnil 40 mg/ml MHXEKIMOHEH pa3TBOP 3a CBUHE

2. CbcraB

Beexu ml cpappika:

AKTHMBHO BellleCTBO:
Azaperone 40 mg

CrepuieH, OHCTBp, 0JIEA0XKBIT BOJECH Pa3TBOP.

3. Bunose :XuBOTHH, 32 KOMTO e npeaHasHaven BJIIT
CauHe.
4. Iloxka3zanus 3a ynorpeda

Stresnil e npeaHazHayveH 3a:
KoHTposa Ha arpecHBHOCTTA
- MpO(hUITAKTUKA ¥ KOHTPOJI Ha arpeCUBHOCTTA CIIE]] IPETPYITUPaHE;
- KOHTPOJI Ha arpECUBHOCTTA MPU CBUHETE MAaKH KbM HOBOPOJICHUTE.
3a NpWIOKEHNE IPU PA3JINYHH, CBBP3aHHU ChC CTPEC CIYYAH
- IpeTOBapBaHe Ha CHPIIETO;
- TPAHCIIOPTEH CTpEC.
B ciygau Ha akyIiepcka Hameca
- IPeBB30YACHOCT IO BpeMe Ha paXKIaHe;
- KaTo MOMOIIHO CPEJCTBO (aKyIIUPaHO paKIaHe, U3PAKIaHE C TIOMOIITa Ha (HOPIIETIC);
- 10 BpeMe Ha KOPUTUPAHE Ha M3IaIHAJIa MaTKa;
- TIPX MHOT'O CHJTHU KOHTPAKIIHH.
3a npeMeanKalus Ipy JIOKaIHAa MIIM 00Ila aHeCcTe3Hs
- IOATOTOBKA 32 OCHOBHATA aHECTE3H.

5. IIpoTuBonmoka3zanus

Jla He ce U3M0II3Ba NPH TPAHCHOPT U NPErpynupaHe Ha MpaceTa, NpeAHa3HauYeH! 3a KiaHe 10 18 nuu
CJIe]T M3MOJI3BaHETO MY, TOPaJN Bb3MOKHU OCTaThYHU KOJIMYECTBA.

Jla He ce M3MON3Ba MPU MHOTO HUCKH TEMIIEPATypH, MTOPaIl Bb3MOXKEH PHCK OT KapJIHOBaCKYyJIapeH
KOJIAIC, AbJIKAI ce Ha nepudepHa Ba30AnIaTaIHsL.

Jla He ce U3M013Ba NPU CBPBXUYBCTBUTETHOCT KbM aKTHBHOTO BEIIECTBO MU KBM HAKOE OT
ITOMOIITHHUTE BEIIECTBA.

6. CrnenunaJHu npeaynpe:RaeHus

CHC]_II/IaJ'IHI/I NpeaAYIPECKACHUS.




HpI/I HWHXXCKTHUPAHE Ha I'oJIEMH JXUBOTHHU C KbCa HIJIa BBB BpaTa MMa PUCK OT IIOIIaJaHEC Ha 4acT OT
MNpoAYyKTa B CJIaHHWHATA. B takbB cnyqaﬁ MPUIIOKCHUCTO 1IC MMa HEIIBJICH e(beKT.

Crenuanny npeana3sHy MEpKH 3a 0e3omacHa ynorpeda Ipy BUIOBETE )KMBOTHH, 34 KOUTO €
npenraszHauexn BJIII:

He e npunoxumo.

CHeIII/IaJ'IHI/I OpeanasHi MCPKH, KOUTO TDSI6Ba Ja B3CMEC JTMIICTO, IMpujarainio BETCpUHApHUS JICKAPCTBCH
OPOAYKT HA JKUBOTHUTE.

Stresnil, kakTo u npyrure OyTHPOPEHOHHU, MOTaT Ja MOJICHCTBAT CEIaTUBHO U HA YOBEKA, NMPHUJIAral]
npoaykra. Ilpu npunarane Ha mpoaykTa TPSOBA Ja ce B3eMaT BCMYKU HEOOXOJIUMHU MEPKH, 3a Jia CE
n30erHe CaMOMHKEKTHUPAHE.

[pu cnyvaifHO caMOWHXKEKTHpaHe, He3a0aBHO Jla ce MOThPCH MEIUIIUHCKH ChBET, KATO Ha JIeKaps ce
MPEIOCTAaBH JIMCTOBKATA MJIM €TUKETa Ha MPOJIYKTA.

Xopa ¢ ycTaHOBEHa CBPBXUYBCTBHTEIIHOCT KbM azaperone TpsiOBa Jia mpujiaraT BETepUHAPHHS
JICKapCTBEH MPOJIYKT C MOBUIICHO BHUMAaHHUE.

bpeMennocT u akranusi:
Moske ma ce mpuiara 1o BpeMe Ha OpeMEHHOCT ¥ JIaKTaIlHsl.

B32H/IMOI[€I710TBI/IC C APpYIrv BETCPHUHAPHH JICKAPCTBCHU MPOAYKTH U APYTH d)ODMI/I Ha BSaHMOI[CfICTBHe:

Korato ce n3mnon3Ba B KOMOMHAIMSA C Py HHXEKTUBHU MPOJAYKTH, TPSOBa J1a ce M304rBa CMECBAHETO
¥M B €/lHa CIIPUHIIOBKA.

[Ipenosupane:

[Ipu BHCOKHM 103U MOTraT Ja Ce MOSBAT CIIOHOOTACISHE W YYSCTCHO IulliaHe. Te3n HeOaaronpusTHU
peaKIuK U34e3BaT CIIOHTAHHO M HE MPUYMHSIBAT TpalHu yBpexaanus. [Ipu Hepesu no3ara ot 1 mg/kg
He TpsiOBa fa ce HayjBuIaBa. [Ipu Hepe3uTe CBPBX J03aTa MOXKE J1a JIOBEE 10 OTITyCKaHe Ha IeHHCa,
KOETO J1a IPUYMHH HAPAHSBAHETO MY.

Toit kaTo eeKThT OT MPOJYKTa € TACHO CBBP3aH C MOCOYEHaTa 103a, Stresnil Moxe 1a goBene 1o
BCHUYKH CTETIEHU Ha CEAATUBHOCT - OT YCIIOKOGHHUE CIIEN CTPEC 10 “HOKIAyH e(eKT.

OCHOBHH HECHBMECTUMOCTH.

He ca uzBectHwu.

7. HebaaronpusiTHu peakuun

CBune:

Mmuoro penku (mo-manko ot 1 #Ha 10 000 TpeTrpaHu )KUBOTHH, BKIIOYUTEITHO N30JTUPAHU CHOOIIIECHS):

Xurnepcanupanus
JucmHes

Cno0I11aBaHeToO Ha HEOJArONPHUATHH PEaKIUH € BaxKHO. ToBa MO3BOJISIBA HEITPEKBCHAT MOHUTOPHHT
Ha 0€30I1acHOCTTa Ha IPOayKTa. AKO 3a0e/Ie)KUTE HIKAKBH HEOJArONPUATHU PEaKIIUH, BKIIFOUUTEIIHO
Y TaKMBa, KOUTO HE Ca ONUMCAHU B Ta3U JIMCTOBKA WM MUCIHTE, Y€ BETEPUHAPHUS JIEKapCTBEH



NPOAYKT HE JENUCTBA, CBBP)KETE ce MbpBO ¢ Bamus BerepuHapeH Jiekap. Moskere chlio aa
ChOOIaBaTe HEOIArONPHUATHN PEAKIIMH Ha MPUTEKATEIISA Ha pa3pelICHUETO 3a ThPrOBHs, KaTo
M3IMOJI3BaTe JTAHHUTE 32 KOHTAKT B Kpast Ha Ta3W JIMCTOBKA MJIH Ype3 BaraTa HaIllMoHa Ha CHCTeMa 32
choOIaBane: {1oIPOOHOCTH 33 HAIMOHATHATA CUCTEMa } .

8. J]osnpomca 3a BCEKHM BH/I ’)KUBOTHO, HAYUHHU U METO/1 HA MPUJIOKCHUE

Hauwn Ha npuioxeHue: i.M. (MHTPaMyCKYJTHO MPUIIOKEHHE).

ATpecuBHOCT
IIpeBeHIMS M KOHTPOJI HA arPECUBHOCTTA CIEJ IPErPYIUPAHE .

Hoza: 2 mg/kg (1 ml/20 kg)

IIpeBeHKs Ha arpecUBHOCTTA

[Ipacera ot pasnuyHm mpacuia WM OOKCOBE MOTAT Ja ObJAT MOCTABEHH 3a€JHO Ha €THO MJCTO,
BeJHAara cliel HiKeKTHupaHe cbe Stresnil. CaMo HIKOIIKO MHHYTH CJIE] TPUIOKESHUETO My KUBOTHHUTE,
HE3aBHCHUMO OT TEXHHMS IPOU3XOJ, JIATaT 3ae¢JHO B IOMEIICHHUETO 3a Okojo 2 dyaca. Criem karo
neicTBreTo Ha Stresnil oTMUHE, IPOCTHUTE 0O0EBE Ca PSIIKOCT WM W3001110 He ce Ha0to1aBaT. Benuku
JKUBOTHH B TpyIaTa TpsOBa ga ObaaT TPETHUPaHH, KaTo ce Cra3Ba MocoueHaTa J03a.

AKO J103aTa € IpeKaJlicHO HUCKA, )KUBOTHUTE IIe OBJAT CIIOKOMHM, HO arpecusra e Obae o0y3naHa
caMo BPEMEHHO MJIH BBOOIIIE HsAMA 12 ObJIe OBIajiAHA. AKO TO3UTE Ca MPEKAICHO BUCOKH, OIIAaCHH 0OCBE
MOTAaT J1a Bb3HUKHAT BeIHATa CJe]l ChbOY>KIaHEeTO Ha )KHBOTHHTE.

B nens Ha TpeTmpaHeTo, Ha BCe OIlle HETPETHPAHUTE KUBOTHH HE TPSOBA Ja CE TIO3BOJISIBA Ja THYAT.
Ha orGutute npaceHIia Moxxe Ja ce mpuiIoku Stresnil mpu HacTaHsBaHE B IOMEILICHUATA 32 YrOsBaHE.
KonTpoa Ha arpecuBHOCTTA

buemure ce )XMBOTHH CTaBaT CIIOKOWHU CPaBHUTETHO OBP30 clex HHXKeKTUpaHe che Stresnil. Manko
BEPOSTHO € )KUBOTHHTE Ja Ce OUSAT, IOPH U CJIe] KaTo eheKThT My HamMaJiee U u3de3He. Hekactpupanure
HEPE3H € Bb3MOXKHO JIa OCTaHAT arpeCUBHU H ClIe]] ChOYXKIaHe.

KoHTpoJT Ha arpecHBHOCTTA MIPU CBUHE MAKH KbM HOBOPOJICHHTE:

Hosa: 2 mg/kg (1 mi/20 kg)

CBuHsI MaiiKa, KOSITO He MpueMa HOBOPO/ICHHUTE MPACEHI[a MM TH Xarie, TH prueMa oT %2 1o 1 vac cien
Tpetupane cbe Stresnil. [Ipu uHKXekTHpaHEeTO Ts TPsOBa 1a Obae 10OTMKEHa MHOTO BHUMATEIHO, 32
na He Obze cTpecupana. IIpenopruanara 103a TpsiOBa Ja ce mpuiara CTPUKTHO. MHOTO HUCKaTa 033
BOJIM CaMo JI0 BPEMEHHO YCIIOKOSIBaHE HA )KUBOTHOTO. AKO /103aTa € MHOTO BHCOKA, arpeCHBHOCTTA
MO’KE€ OTHOBO J1a C€ TPOSIBU BeIHATrA CIIe]] KaTo AeicTBHeTO Ha Stresnil mpemume.

Crpec
IIpeToBapBaHe Ha CHPLETO (BHE3AIHA CHbPACYHA CMBPT):

Hoza: 0,4 mg/kg (1 ml/100 kg)

JKuBOTHHUTE Ce€ YCIOKOSIBAT HSAKOJIKO MHMHYTH CJIEI TNPHIOKEHUETO. TpenepeHeTo HaMaisBa |
JUIIAHETO ce ycrmokosBa. [[naHosaTa n34ye3Ba MOCTENEHHO U MYyJCHT Ce HOpManu3upa. B cnydyaun Ha
HE3a/I0BOJIUTEIIHN PE3YJITaTH, MOXKE Jia Ce MOCTaBH BTOpa Jo03a ciel 15 MuHyTH. MHOTO € Ba)KHO
JKUBOTHUTE Jia CE€ TpeTHpaT He3a0aBHO Clie] IMOSBaTa HAa NMBPBUTE KIMHWYHM TNPU3HAIM (HAI.
y4ecTsIBaHE Ha IUIIAHETO).

TpaHcnoprupane

TpancnopTupane Ha OTOWUTH IpacerTa:

Hosza: 0,4 mg/kg 0o 2 mg/kg (1 ml/100 kg oo 7 ml/20 kg)

Jo3a ot 0,4 mg/Kg, nmxekrupana 15 10 30 MUHYTH NIpeAH TPAHCIIOPTHPAHETO, HAMAJISIBA 3HAYUTEITHO
CMBPTHOCTTA U 3ary0aTa Ha TerJio 1o BpeMe Ha TpaHcropTupaneTo. Jlo3ara Moxe ja Obje yBenrmueHa
1o 2 mg/kg, 3a na ce npeoTBpaTIAT O0eBETEe MEXK/y )KUBOTHUTE IO BpEME Ha TPAHCIIOPTHPAHE.
XKuBotHure TpsOBa Ja MMAT NOCTATHYHO NPOCTPAHCTBO 3a JIS)KAHE M KAMHUOHBT TpsaOBa na ce
BeHTMIHpa. JKUBOTHHTE OCTaBaT CHHJIMBH 3a OKOJIO 2 710 3 yaca cjell MHKEKTHPAHETO.
TpaHcnopTupaHe Ha HEpe3u:




Hoza: 1 mg/kg (0,5 ml/20 kg)

JKusotHuTe TpsiOBa na ce wmxkekTupar 15 mo 30 MuHyTH Npenu TpaHcmopTupaHe. Te TpsOBa ga ce
JIBpKaT OTACNICHU, B CIIOKOMHA Cpella 1O BpeMe Ha ACHCTBHETO Ha MpoaykTa. JKUBOTHHUTE ocTaBaT
CHHJIMBH 3a OKOJIO 2 — 3 "aca cien npuioxkerneTo. CTpUKTHO cria3Baiite ykasaHara jo3a oT 1 mg/kg.
Ja He ce nmpeno3upa!

[Ipeno3upanero Moxe Aa JOBEJE 10 OTIIyCKaHE Ha MEHKCa, KOETO /1a IPUYMHHA HApaHSBAHETO MY.

IIpu akymepcka HaMmeca:

Josza: 2 mg/kg (1 mi/20 kg)

[IpexbcBaHe HA POAVIHMS MTPOLIEC MTOPATU MPEBH30YIA.

Karo momomHO cpeacTBo mpu akymrpaHo paxaaHe ¥ u3pakJaHe ¢ MOMOIITa Ha (opieric.
[Ipu xopekius Ha U3MaJaHEe HA BarMHATa U MaTKaTa.

[Ipu MHOTO CUITHU KOHTPAKITUH.

IIpemenmkanus 3a aHECTE3U:

Jloza: 1 0o 2 mglkg i.m. (0,5 0o 1 ml/20 kg)

KomOunanusTa Ha Stresnil ¢ mpucnuBaTeIHU CpeCTBA BOAM A0 ChCTOSHHE Ha 00Ia aHECTE3HUs1, KOETO
MO3BOJISIBA U3BBPLIBAHETO HA MOYTH BCUYKH XUPYPIHUECKU MPOLEAYPH — IMATHOCTHYHO M3CIIEIBAHE,
KacTpanusa, KpUIITOPXHU3bM, MHTBUHAJIIHA WJIM IIbIIHA XCPHUA, HU3MAJaHC Ha PCKTyMa M IE3apOBO
ceueHue.

9. CobBeTH 3a NMPAaBUJIHOTO INpUWJIaraHe Ha IpoaAyKTa

Ipwu Bcnuku nmokazanus Stresnil ce MHKEKTHPa CTPOr0 HHTPAMYCKYITHO, B 00J1acTa Ha BpaTa, 3a]] yXOToO.
Tps0Ba 1a ce U3I0JI3BA ABJIra XUIIOACPMAIIHA UTJIA U JIa C€ MHKEKTHPa Bhb3MOXKHO Hail-0JIM30 110 yXOTO,
MEPIICHIUKYJIIPHO Ha MOBBPXHOCTTA HA KOXKATa.

Cren npuioxeHue, )KUBOTHUTE TPSAOBA 1a OBIAT OCTABCHH CAMH B CIIOKOITHA 00CTAHOBKA 110 BpeMe Ha
WHAYKIMOHHUS Tiepuoji. He3anoBonmuTenHM pe3ynraTH MoraT Jla Ce O4YakBaT, ako IO BpeMe Ha
WHAYKIIMOHHHUSI IEPHUOJ JKUBOTHUTE OBAAT 00E3ITOKOSIBAHU.

3a ;a ce rapaHTHpa MpaBWIHA JO3UPOBKA, TEJIECHATa Maca TpsOBa Ja ce ONpeeau Bh3MOXKHO Hali-
TOYHO.

He npunaraiite noseue ot 5 ml B €1HO MSICTO HA HHXEKTHUPAHE.

10. KapeHTHH cpoKoBe

Meco u BbTpemHu opranu: 18 guu.

11. Cnenmnajanu ycjaoBHS 32 CbXpaHeHHe

Jla ce cpxpaHsBa Jaied OT MOTJie/ia U Ha HEJAOCTHITHY 3a JIella MecTa.

[a ce cpxpaHsBa Ha CyX0O MsACTO.

Jla ce ma3u ot npsika CTbHYEBA CBETIIHHA.

Ja He ce cpxpansBa npu Temreparypa nazg 25 °C.

[a He ce U3Mo0J3Ba TO3U BETEPUHAPEH JIEKAPCTBEH MPOAYKT ClIe]l U3TUYAHE CPOKA HA TOJHOCT,
nocodeH (prnaxona cieq Exp. CpoKbT Ha TOJHOCT OTroBaps Ha MOCIEIHUS JICH OT TO3H MeCell.
CpoK Ha TOTHOCT CJieN TEPBOTO OTBAPSHE HA IbPBUYHATA OTIAKOBKA: 28 THHU.

12. CrnenuajHu npeanasHd MEPKH NPH YHUIOKABaHe



Berepunapaute jgexapcTBeHH MPOIYKTH HE TPAOBa 1a ObAAT U3XBBPIISTHH Upe3 OTIATHU BOIN HITH
OWTOBU OTHAIBIIH.

W3znomn3Baiite mporpamMu 3a BpbIlaHe IPY YHAIIOKABAHETO HA HEM3ITOJI3BAHN BETEPUHAPHU
JIEKApCTBEHU MPOIYKTU WM OCTATHIN OT TSAX B CHOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO M C BCUYKH MPHJIOKUMU HAIIMOHAHU CUCTEMHU 3a chOupaHe. Te3u Mepku 11ie
IIOMOTHAT 3a Olla3BaHE Ha OKOJIHATA CPeAa.

[lonmraiiTe Bamms BeTeprHapeH Jiekap Kak Aa YHHUIOKUTE HEHYKHU BETEpUHAPHU JIEKaPCTBEHH
MIPOIYKTH.

13. Kuacupukanusi Ha BeTepUHAPHUTE JEKAPCTBEHH MPOAYKTH

Z[a C€ OTITyCKa CaMoO II0 JICKapCKO NpEAINCaHuEC.

14. Homepa Ha pa3pelieHHETO 32 THPTOBUS U Pa3MepPH ONMAKOBKH
0022-2110

®mnaxonu ot 100 ml.

15. JlaTa Ha mocCJIeAHATA PeJAKIUsA HA TEKCTA

10/2024

[Honpo6Ha mHMOpMaIs 32 TO3U BETEPUHAPEH JEKapCTBEH MPOIYKT MOXKE Ja HamepuTe B 0azara
nannau Ha Chro3a otHocHO mpoaykTute (https://medicines.health.europa.eu/veterinary).

16. [lanHwm 3a BpB3Ka

IIpuTexares Ha Pa3peLIEHUETO 3a THPrOBUs U JAHHU 34 BPH3KA 34 ChOOIIABAHE HA IIPEANOIATAEMHU
HeOJIArONPHUATHH PEAKIINN

Elanco GmbH, Heinz-Lohmann-Str. 4, 27472 Cuxhaven, I'epmanmust

Ten: +48221047815

PV.BGR@elancoah.com

ITpon3BOANTEN, OTTOBAPSIILL 38 OCBOOOKIABAHETO HA MAPTUIHN:
Elanco France S.A.S.
26 Rue de la Chapelle, 68330 Huningue, ®panrus
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