COI''TACOBAHO
3amecturenb PykoBoaures
Poccenbxo3Haasopa

2.0 WOH 2075

NHCTPYKIIUA

110 BETEpUHAPHOMY IIPUMEHEHMIO JIEKapCTBEHHOTO Mpenapara
Jlpakcun (Draxxin)

(Opranu3zamnus-pa3padboruuk: «Zoetis Inc», 10 Sylvan Way, Parsippany, New Jersey
07054, USA)

HoMep perucTpaiioHHOro y10CTOBEPEHHS:
840-3-13.13-4143NelIBU-3-2.7/02139

I. O6uwme ceeneHus

1. ToproBoe HaMMeHOBaHME JieKapcTBEHHOro mpemnapara: [lpakcun (Draxxin).
MexayHapoJHO€ HETaTEeHTOBAHHOE HAMMEHOBAHUE: TYJIAaTPOMHUIIHH.

2. JlekapcTBeHHas (hopMa: pacTBOp /ISl UHBEKIIMHA.

Beimmyckatior Jl[pakcMH B ABYX JIO3MPOBKAaX, COJEpXKalllUX B KayecTBe
JICHCTBYIOIIEro BemecTBa TyjarpoMuuuH 25 wmr/mun wm 100 Mr/mi, a Takxke
BCIIOMOTaTeIbHBIE BEIIECTBA: MOHOTUOIVIMLIEPOJ, IPONUIICHITIMKOJIb, JIAMOHHYIO
KUCJIOTY,, XJIOPUCTOBOJOPOAHYIO KUCIOTY, HATPHUS THAPOKCH]] ¥ BOAY JUIsl UHbEKIIUHA.

3. Ilo BHemHEMy By Npenapar MpeaCcTaBiIseT co00i Mpo3padHblii, OT OECIBETHOTO
JI0 CBETJIO-)KEITOrO I[BETA paCTBOP NMPAKTHUECKH O€3 MEXaHNUECKHUX BKIIOUECHHUH.

CpoK roIHOCTH JIEKapCTBEHHOTO NpenapaTa Mpu COOIIOCHUN YCIIOBHA XpaHEHUS
B 3aKPBITO yIIaKOBKE IIPOM3BOJUTEIA - 3 rojia ¢ 1aThl IPOU3BOACTBA, I10CIE BCKPBITUS
¢nakoHa - 28 cyTok. 3ampemiaercs NPUMEHATH JIEKapPCTBEHHBIM Ipenapar mocie
MCTEYEHUS CPOKA FOJHOCTH.

4. Beirryckarot J[pakcuH B 103UpoBKe 25 mr/mi pachacoBanHbM 1o 100 Mt u 250
mi, Jlpakcud B nozupoBke 100 mr/mi pachacoBanasmM mo 20 mir, 50 mit, 100 mi, 250
M1 1 500 M1 B CTEKIISIHHBIE (JIaKOHBI, KOTOPBIE YKYIOPHBAIOT PE3UHOBBIMU MPOOKaMH,
YKPCIUICHHBIMA aIOMUHHMEBBIMU Koymaukamu. Kaxnpiid (akoH ymakoBBIBAIOT B
KapTOHHYIO KOPOOKY U BKJIABIBAIOT MHCTPYKIIHIO MO IPUMEHEHHIO.

5. JIpakcuH XpaHAT B 3aKPBITOM yIAKOBKE MPOU3BOIMTENS, B 3AIUINEHHOM OT
NPSIMBIX COJIHEYHBIX JIyYe€il MECTe, OTAEIBHO OT MPOAYKTOB IMHTAaHUSA M KOPMOB IpH
temneparype ot 2°C o 25°C.

6. IIpenapart ciefyeT XpaHUTh B MECTaX, HEJOCTYTHBIX JUIS JIETEH.

7. Hewncnonb30BaHHBIN JIEKAPCTBEHHBIN Mpenapar yTHIM3HPYIOT B COOTBETCTBUU
C 3aKOHOJIaTENILCTBOM.



8. JIpakcHH OTITyCKaIOT 10 PEeLenTy BETEPHHAPHOrO Bpaya.

I1. ®apmakosiornyeckue CBONCTBA

9. JlpakcuH OTHOCHTCS K aHTUOAKTEpUAILHBIM CPE/ICTBAM IPYIITHI MAKPOJIHU/IOB.

10. TynatpomunH — AEHCTBYIOIIEE BEHIECTBO Ipenapara, 001ajaeT MUpOKUM
CIEKTpOM  JAEHCTBUA B  OTHOLIEHMHM  MHOTMX  IPaMIIOJIOKHUTENBHBIX |
rpaMOTPHLIATEIFHBIX MHUKPOOPraHU3MOB, B TOM YHCIE M B OTHOIICHUM Mannheimia
(Pasteurella) haemolytica, Pasteurella multocida, Haemophilus somnus, Haemophilus
parasuis, Mycoplasma bovis, Actinobacillus pleuropneumoniae, Mycoplasma
hyopneumoniae, Moraxella bovis, Neisseria spp., Bordetella bronchiseptica.

MexaHu3M 6GakTepHOCTAaTHYECKOro JCHCTBUS TYJIaTPOMHMIMHA OCHOBaH Ha
M0/IaBJICHUH OEIKOBOro CHHTE3a Ha puOOCOMAIBLHOM YPOBHE.

Tynatpomunme OBICTPO BCachIBA€TCS W3 MECTa HMHBEKIUH, JOCTUras IHUKa
KOHLCHTpAllud B IUTa3Me KpoBU yepe3 30 MHHYT MOcCi€ BBEACHUS, M MEJICHHO
BHIBOAMTCA U3 OpraHu3Ma. AHTUOMOTHK HakKalUIMBaeTcs B HeUTpopminax W
AIBBEOJSIPHBIX Makpodarax, B pe3yJbraTe STOr0 JOCTHIA€TCsl €ro MNOBBINICHHAS
KOHIICHTPAIHSA B TKaHAX Jierkux. M3 opranu3ma BEIBOJUTCS INTAaBHBIM 00pa30M MOYKaMu
B HEU3MEHHOM BHJIE; IEPHO/I MOJTYBBIBEICHHS COCTABIAET 0K0JI0 90 yacos.

JIpaKkCHH Mo CTETEeHH BO3AEHCTBHS Ha OpPraHU3M OTHOCHTCS K YMEPEHHO OMaCHBIM
coequHeHusM (3 kiacc onacHocTu mo ['OCT 12.1.007).

I1I. ITopsiiox npuMeHeHUs

11. JlpakcvH NpUMEHSIOT C JIe4eOHOM LIENbIO:

KPYIIHOMY POraToMy CKOTY NpH OaKTepHalbHBIX HHQEKIMSIX OpraHOB JbIXaHMUS,
BbI3BIBaEMBIX Mannheimia (Pasteurella) haemolytica, Pasteurella multocida,
Haemophilus somnus u Mycoplasma bovis, u "HPEKIIMOHHOM KEPaTOKOHBIOHKTHBHTE,
BBI3BIBaeMOM Moraxella bovis n Neisseria spp;

CBUHBSAM - IpU OakTepuanbHBIX MHQEKIUAX OPraHOB IBIXAHWS, BHI3BIBAEMBIX
Actinobacillus pleuropneumoniae, Pasteurella multocida, Haemophilus parasuis,
Mycoplasma hyopneumoniae u Bordetella bronchiseptica.

12. IlpoTuBONOKa3aHHEM K NMPUMEHEHUIO J[pakcHHa SBJISETCS WHAMBUIY ATbHASA
NOBBIIIEHHAs YyBCTBUTEJIBHOCTh JHMBOTHOTO K €ro KOMIIOHEHTaM. B cBs3u ¢
BBIJICJICHUEM TyJIaTPOMHMIIMHA C MOJIOKOM, 3alpeliaercs NpuMeHeHue JlpakcuHa
JOMHBIM KOpOBaM, MOJIOKO KOTOPBIX HCIIOJNB3YIOT B MHIIEBBIX LENAX, a TaKKe
CTEIbHBIM KOPOBaM M TEJKaM MEHee YeM 3a JiBa Mecsla JI0 MPeAIoiaracMoro Havajia
NaKTanuu (0Tena), B Clydae €CIM MOJOKO IUIAHMPYETCS MCIOJB30BaTh B IMHIIEBHIX
HEeJsX.

13. Ilpu paGote ¢ mpemapaToM clieqyer coOioaaTh oOIluMe MpaBuiia JIMYHON
TUTUCHBI M TEXHUKH G€3011aCHOCTH, NPTy CMOTPEHHBIE TIPH paboTe C JIEKapCTBEHHBIMU
npenapaTaMu BEeTEpMHApHOro HasHauyeHus. [Ipu pabote ¢ mpemapaTom 3ampemiaercs
UTh, KypUTh, NpUHUMaTh numyy. Ilo okoHYaHMH paboOTHl HEOOXOJMMO THIATEIHHO
BBIMBIT PYKH C MBLJIOM.

IIpy cirydaiiHOM KOHTaKTe JIEKapCTBEHHOTO Mpernapara ¢ KOXeH WM CIM3UCTHIMU
000JI0YKaMH, MX HEOOXOJMMO INPOMBITH OOJBIIMM KOJMYECTBOM BOAHL Ilycryio



YIAKOBKy M3-1I0/l JIEKapCTBEHHOIO I[Iperapara 3allpellaeTcsi WCIOIb30BaTh [Jis
OBITOBBIX LIEJIEH, OHA MOJUICKUT YTHIIN3AIUH ¢ OBITOBEIMH OTXOJJaMH.

JIroasM ¢ runep4yyBCTBUTENBHOCTBIO K KOMIIOHEHTaM Mpenapara cieayeT u3berarb
IPsIMOro KOHTaKTa ¢ J[pakcuHOM. B cilydae nposiBieHUs ajuIeprudecKoii peakiuy win
IpU CIIy4aiHOM IIONAJaHUM IIperapara B OPraHM3M 4YeJIOBEKa CIEAyeT HEMEAJICHHO
o0paTuThCsl B MEIUIIMHCKOE YyupexaeHue (nmpu cebe HMETh HHCTPYKIMIO 10
NPUMEHEHHUIO Npenapara Wi STUKETKY ).

14. Bo3MOXHOCTh NPUMEHEHHS Ipenapara caMkam B MEpHoJ O6epeMEHHOCTH M
BCKapMJIMBAaHUs IPUILIOJA ONPEAEIAET JeYalliii BeTepUHAPHBIA Bpa4 HA OCHOBaHUH
OLICHKM OTHOIIEHHWS TOJb3bl K BO3MOXKHOMY pHCKY IIPUMEHEHHUS [Ipenapara.
3anpemnaercs MPUMEHEHUE MEHEE 4YeM 3a JiBa Mecsla 0 MPEeAIoiaraeéMoro oreia
(Hayana JaKTalMM) Tpenapara CTEAbHBIM KOpPOBaM M TEJKaM, €CIM HMX MOJIOKO
IUIAHUPYE€TCSA ISl UCTIOIBb30BaHMs B MUIEBBIX LIENSX.

15. JlpakcuH 25 Mr/mi1 BBOJAT CBUHBSIM OJJHOKPAaTHO BHY TPUMBIIIEYHO B 00J1aCTH
mieu B o3e 1 mi Ha 10 Kr xuBo#t Macchl (2,5 Mr Ty1aTpoMUIMHA Ha 1 KT )KUBO# Macchl).
IIpu Ha3HaueHMU CBHHBSM, Macca Tejla KOTOpHIX mpeBbimaeT 40 Kr, 103y pa3fensioT
TakuM 00pa3oM, 4ToOBl 00beM, BBOAUMBII B OJJHY TOUKY, HE MIPEBHIIIAT 4 MIL.

Jlpakcun 100 Mr/mu1 BBOAAT CBHHBSM OJJHOKPAaTHO BHYTPHMBINIEYHO B 00JIACTH
meu B 1o3e 1 mi Ha 40 Kr XkuBO# Macchl (2,5 MI TyJIaTpOMUIMHA Ha | KT )KUBO# MacChl).
[Ipy Ha3HaYeHUM CBUHBSIM, Macca Tejla KOTOphIX IpeBbimaeT 80 Kr, 103y pa3feisioT
TakuM 00pa3oM, 4ToOBI 06beM, BBOAUMBIA B OJJHY TOYKY, HE MIPEBHIIAT 2 MIL.

KpynHomy poraromy ckoty [JIpakcun 100 Mr/mi BBOAAT MOAKOXKHO OAHOKPATHO B
no3e 1 mut Ha 40 Kr xuBO#t Macchl (2,5 Mr TyJlaTpoMuIMHA Ha 1 KT kuBoii Macchl). [Ipu
Ha3HaYEHHUH KPYITHOMY pOraToMy CKOTY, Macca Teiia koroporo npessinaet 300 kr, 103y
pasfesoT TakuM 06pa3oM, yToOsl 00bEM, BBOAUMBIA B OJJHY TOYKY, HE IpeBbIma 7,5
MIL

16. IIpy npuMEHEHNHN JIEKAPCTBEHHOI'O IIpenapaTa B COOTBETCTBUM C HACTOSIIEH
MHCTPYKIMEH NOOOYHBIX SABJIECHWNA M OCJIOXHEHUH, KaK MpaBUio, HE oTMevaercs. B
CJly4ae MOsBJICHUs aJUIEPrMYECKUX PEeaKIMii NCII0Ib30BaHKUE MIpernapaTa NpeKkpamaloT 1
HA3HAYal0T aHTUTUCTAMUHHBIE CPEJICTBA U JPYyTO€ CUMIITOMAaTHIECKOE JICYCHHUE.

17. 1lpu npeBBIIEHUN TEPaANEBTUUECKOH 103bI B 3—5 pa3 y KpYIMHOro poraTtoro
CKOTa ¥ CBUHEN Habmogaercs: OECIOKOWCTBO, CBS3aHHOE C JUCKOM(OPTOM B MeECTe
MUHBEKIUH, U HE3HAYUTEIIbHOE CHIDKCHUE anmeTuTa. Crnenuduyeckoro aHTHAOTa HET.
IIpu nepe1o3upoBKE NPOBOJAT CUMIITOMATUIECKOE JICUCHHUE.

18. JIpakcMH HE pEKOMEHAYIOT Ha3HayaThb OJHOBPEMEHHO C JPYTHMH
MaKpOJIM/IaMU W JIMHKO3aMUIaMHU.

19. Ocobennocreii neicTBUsl NpH Hayajle BBEJCHUS M OTMEHE Mpenapara He
BBISIBJICHO.

20. IIpenapat npeHa3zHaueH Ui OJJHOKPATHOTO BBEICHUS.

21. Y60i1 KpyIIHOrO poraToro cKoTa Ha Msco pa3pelaercs He paHee, 4eM yepes 49
CYTOK, & CBUHEH — HE paHee, 4eM 4epe3 33 CyTOK, IOCe MOCIEIHEro MPUMEHEHMS
npenapara.

MsiCo JKUBOTHBIX, BBIHYXK/IEHHO yOUTBIX 110 MCTEYCHHS YKA3aHHOTO CPOKA, MOXKET
OBITH MCIIOJIL30BAaHO TSI KOPMIICHUSI ITy IIHBIX 3BEPEIA.



HaumenoBanus u aapeca

3oatuc Manydakrypunr 3H1 Pecepu Crdiin,

[IPOU3BOJCTBEHHBIX TUIOMIAI0K 3c¢.0n., Ktpa. Kamnpomon c/m "Jla Puba"
[IPOU3BOAUTEIS JIEKAPCTBEHHOTO 17813 Bamn ne buanbs, Xupona, Ucnianus /
npernapara Jyisi BETepHHApHOTO Zoetis Manufacturing & Research Spain, S.L.
npuMeHeHus J{pakcud 25 Mr/mi u Ctra. Camprodon s/n "la Riba" 17813 Vall de

Hpakcun 100 mr/mn

Bianya Girona, Spain

HaumeHnoBanue, ajjpec opranu3anuu, 000 <« 3Bostuc»y, PD, 123112, Mocksa,
YIIOJIHOMOYECHHOM Jiep)KaTesieM WIH ITpecuenckas HabepexHas, 1. 10.

BJIAJICIBIIEM PETUCTPAIHOHHOTO

YAOCTOBEPEHUS JIEKAPCTBEHHOI'O

npernapara Ha IPUHATHE MPETEH3HUA 0T

noTpeduTens

Memnexep 1o perucrpail

MansneBa M. I'.

OBwecTBo ¢ OrpaHu-erHon
) TBETCTBEHHOCTLIO

Coflobcbenei . 5. 10 «04» mons 2025 .
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