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MHCTPYKLIA
10 BETEPUHAPHOMY IPUMEHEHHUIO JIEKAPCTBEHHOTO ITpemnapata IlocaTekc

(Opranuzanus-pazpaborunk: kommnanus «aTepBetr MuTepuemtn b.B.»,
Buwm [le K€psepcrpaar 35, a/st 31 5830 AA boxcemeep, Hunepnanaer /
Intervet International B.V., Wim de Koérverstraat 35, P.O.
Box 31 5830 AA Boxmeer, The Netherlands).

HoMep DericTpaloHHOT0 YAOCTOBEPEHHS: J2k - 34/ - Y/ 35 W77l -3-4. /5 05238

I. O6mue ceneHus

1. ToproBoe neKkapCTBEHHOIr'o IperapaTa Ajsl BETCPUHAPHOI'O IPUMEHEHHS:
ITocarexc (Posatex®).

MexayHapogHOE  HENAaTeHTOBAaHHOE  HAaMMEHOBAaHWE  JIEWCTBYIOLIUX
BEIIECTB: OpOMQIOKCAIINH, MOMETA30H, TOCAKOHA301.

2. JlekapcTBeHHas (popMa: CycrieH3us Uil aypUKAIBHOTO BBEICHHUS.
ITocatrekc B 1 M COOEpXUT B KadecTBe MEHUCTBYIOINMX BEIIECTB: 8,5 Mr
opbudokcaunna, 0,9 Mr MmomeTasoHa (B Gopme Qypoar Monoruapara) u 0,9 mr
II0CaKOHAa30Jla, @ B KayeCTBE BCIIOMOTaTEJbHBIX BEIIECTB JIAYPUHOBYIO KHUCIIOTY,
MHHepaIbHOe MaciIo U IacTuGuuupoBannbii ruaporens (Ilnactubeins® 50W).

3. Tlo BHemHEMy BHIY JIEKQpCTBEHHBIA Ipemapar IMpeACcTaBisieT co0oi
MAaCJITHUCTYIO CYCIICH3HUIO OeJIoro 1IBeTa.

Cpox TOJHOCTH JIEKapCTBEHHOTO IIpernapara B 3aKphITOA YIaKOBKe
MIPOU3BOJUTENS MPU COOJIIOIEHUU YCIOBUM XpaHEHUS W TPAHCIIOPTHUPOBAHHS —
2 roja ¢ martel mpous3BoAcTBa. JlekapcTBeHHBIN mNpenapatr, pachacoBaHHBIA IT0
8,8 MJ, MOXXHO HCIONB30BaTh B TeUeHUE 7 JHEH Iociie BCKPBITHS (JIaKoHa,
JIeKapCTBEHHBIA Ipenapat, pacdacoBaHHbIil 0 17,5 MJI MOXHO HCITONB30BaTh B
TedeHne 28 pgHeM mocie BCKpBITUS (DJIAaKOHA IIPH  YCIOBUM  COOJIOIEHMS
TeMIIEpaTypsl XpaHeHus ot 2 no 25°C. '

3anpelaeTcs: IPUMEHEHUE JIEKAPCTBEHHOIO Ipernapara JUlsi BeTepHHAPHOIO
IIPUMEHEHUsI 10 UCTEYEHUN CPOKa rOTHOCTH.

4. Tlocarekc BeITycKkaroT pacdacoBaHHEIM 10 8,8 Min u 17,5 Ma B
IOJIMMEpHBIe (PIIAKOHBI COOTBETCTBYIOIIEH BMECTHMOCTH C 3aKpy4HBaioLleics
KPBIIIKOH ¥ JO3UPYIOIed MHIETKOM ¢ IpeOXpaHUTEIbHBIM KOJITaYKOM.
@DJiakOHBl yIaKOBBIBAIOT B HHJMBHJyaJlbHBIE KApTOHHBIE KOPOOKH BMeECTE C
HUHCTPYKLHEH 110 IPUMEHEHHUIO.



5. IlocaTekc XpaHAT ¥ TPaHCIIOPTUPYIOT MpU TeMIeparype ot 2 go 25° C.

6. JlekapcTBeHHBIN IpenapaT CIEAyeT XPaHWUTh B HEMOCTYIIHOM IS IeTel
MecTe.

7. Hewcnonb30BaHHBIA JIEKAPCTBEHHBIH IpemapaT YTWIM3UPYIOT B
COOTBETCTBUH C TPeOOBaHUSIMHU 3aKOHOIATEIHCTBA.

8. Ilocarekc oTIryckaroT 63 perenTa BeTepUHAPHOTO Bpadya.

II. ®apmakoI0oruuecKue CBOMCTBa

9. ®apmakoTepamneBTHUECKas TIpynna: aHTHOaKTepHUaNbHBIA TIpenapar
IPyIIsl GTOPXUHOIOHOB B KOMOWHAITHH.

10. OpbudnokcanyH, BXOASAIUN B COCTaB IpernapaTa, OTHOCUTCS B TPYIIe
GTOpXMHOJIOHOB. MexaHu3M ero OaKTEepULUJHOIO JeHCTBUS OCHOBaH Ha
HHruoupoBanum OakrepuanbHbIX pepmerToB JJHK-rupassl u Tonousomepass! 1V,
yyactByromux B perummkamuu JIHK OakrepuanbHOM KIIETKH, YTO HPUBOAUT K
rubenu  MuKpoopranuzMoB. OpOudnoxcarua 006J1alaeT MIMPOKUM  CIIEKTPOM
JIEHCTBHS B OTHOIIICHUHU OOJBIIMHCTBA  TPAMIIOJIOKHUTENBHBIX U
IPaMOTPHUIIATSIIBHEIX OakTepuil, B dacTHocTH Pasteurella spp, Actinobacillus
pleuropneumoniae, Escherichia coli, Enterobacter spp, Klebsiella spp n
Salmonella spp.

ITocakoHa30J  OTHOCHTCS K  TpyIlle  TPUA30JbHBIX  COCIMHEHU,
00J1aaeT IIMPOKUAM CIIEKTPOM MPOTHBOTPHOKOBOM AKTHBHOCTH B OTHOIICHHHM
IPOXNOKEBBIX UM IUIECHEBBIX I'puOOB, ocobeHHO Malassezia pachydermatis.
MexaHu3M HeHCTBHS II0CAaKOHA30Jia 3aKIFoYaeTcs B IOJABIEHUM (epMeHTa
naHocteponl4o-memermnazel  (CYPS1), KoTophlif KaramusupyeT OHOCHHTES
3procrepoiia, OCHOBHOTO KOMIIOHEHTa IIUTOIIA3MaTHIECKON MEMOPaHbI JIPOXIKEH
¥ HATEBUHBIX TPUOOB. DTO NPUBOAUT K HAPYIIEHHUIO €€ MPOHMIAEMOCTH, BEIXOMLY
U3 KJIETKU OMONOIMYECKH aKTHBHBIX BEIIECTB U Pa3pyLICHUIO KIIETOYHOM CTEHKH.

MowmeTazona (ypoaT MOHOTHAPAT SIBISETCS KOPTHKOCTEPOMIOM MECTHOIO
necTBHs, obecIeYrBaeT IPOTHBOBOCIIAIUTEIBHBIN () (MEKT U CHIKAET OTEUHOCTh
TKaHEeH.

JletictByronue BemecTsa IlocaTekc BCACHIBAIOTCS Ye€pe3 KOXY ¥ CIU3UCTHIC
000JI0UKH B HE3HAYUTENLHOM KOJUIECTBE, HAKAIUIMBAsACh B BEPXHEM CIIOE JEPMEI
W oSmnuTelud. MecTHOe IMpUMEHEeHHe Iperapara CIOCOOCTBYET YMEHBIIEHUIO
oteka, guckoMdopra, MMOKpPAaCHEHWsI, CICHU(HUISCKOro 3amaxa M 00pa3oBaHUs
9KCCyara B YITHON pakOBUHE.

Ilo crenenu Bo3jeicTBrs Ha opranm3M llocaTekc OTHOCHUTCS K IpyIIle Mallo
omnacHbIX BemiecTs (4 kimacc omacHoctr o I'OCT 12.1.007-76).

III. ITopsimok IpUMEHEHUS
11. TlocaTekc  MNPHMEHSIOT B  KadecTBe  aHTHOAKTepUalbHOIO,
IIPOTHBOBOCIAIUATEIFHOTO U IPOTUBOIPHOKOBOTO CPENCTBA JUIs JIEYEHHsI OCTPBIX
¥ XPOHHYECKHUX OTUTOB GaKkTepUabHON M IPHOKOBOM STHOJIOIHH y COOaK.



12. TIpoTMBomoOKazaHHWeM K MpPUMEHEHWIO SIBISIETCS WHAMBHIYyalbHAS
HETIEPEHOCUMOCTL KOMIIOHEHTOB IIperapara. 3ampeniaercs IpuMeHsaTs [locarexc
’KMBOTHBIM C HapyIICHUEM IeJIOCTHOCTH OapabaHHOM MEPETIOHKH.

13. Ilpu pabore ¢ Ilocarekc ciemyer cobiroarh OOIUe MMpaBUiIa JTUIHON
TMIVEHbl M TEXHUKH 0O€30IIacHOCTH, IIPefyCMOTpEHHbIe Tmpu paboTe ¢
JIEKapCTBEHHBIMU TTpernapaTamu.

JrogsaM c runepuyBCTBHTENIBHOCTBIO K KOMIIOHEHTaM IIperapara CIeyeT
u3beratpy mpsMoro konrtakTa ¢ Ilocarekc. Bo Bpemsi paGoOTBI C JieKapCTBEHHLIM
mpernaparoM 3anpeliaercs NUTh, KypUTh W INPHHMAMATh INHILY; MOCIe pPabOTHI
CJIEZYET BBIMBITH PYKH TETJIOW BOJION C MBIJIOM.

3amperniaeTcss WCHOJB30BaHUE ITyCTHIX (DIIAKOHOB H3-IIOJ| JIEKAPCTBEHHOTO
nperapata JUIsi OBITOBBIX IieJied, OHM IOAJeXaT YTWIM3alMU C OBITOBBIMH
OTXOJIaMH.

IIpu ciyuaiiHOM KOHTaKTe JIEKApCTBEHHOI'O IIpenapara ¢ KOXeH Win
CIIM3ACTHEIMUA  000JIOYKAaMHU, WX HEOOXOJUMO IIPOMBITH OOJBIIMM KOJIHYECTBOM
4yurCcTOM BOABL B cllydae MOSIBICHUS aJUIEPTHUYECKUX PEAKIUU WIK IIPU CIIy4alHOM
NOIaNaHNy TpernapaTa B OPraHu3M 4esloBeKa cClefyeT HEMEIJIEHHO OOpaTHUThCS B
MEMIMHCKOe yupexaenue (mpu cebe HMeTbh HHCTPYKLHIO IO INPUMEHEHHIO
nperapara Wii STUKETKY).

14. Tlocarekc He cllelyeT NPUMEHSATH CaMKaM B IIEpUOJ IIEHHOCTA U
BCKapMJIMBAHUSI TOTOMCTBA, a TAKKe IMIEHKaM MOJIOXKeE 4-X MECSIHOTO BO3pacTa, B
CBSI3M C PHCKOM Pa3BUTHUS apTPOIATHH.

15. Tlepen mprMeHEHHEM IIpernapara HeoOX0JUMO IIPOBECTH MEXaHHYECKYIO
OYMCTKY Hapy)KHOTO CI[yXOBOT'O IPOXOZa, B TOM HHCIIE IIOJHOCTBIO OYMCTHTEH OT
OCTaTKOB DKCCylaTa, WHOPOIHBIX TeJ, PaHee IPUMEHSAEMBIX JIEKapCTBEHHBIX
CPEJICTB U OCYLIMTH IOBepXHOCTh. C 00pabaThIBaEMOro y4acTKa PEKOMEHJYeTCs
yIOAIuTh HiepcTh. Ilepex mpuMeHeHHeM (IAaKoH C JIEKApCTBEHHBIM IperapaToM
BBIJIEPIKUBAIOT IPH KOMHATHOU TEMIIEpaType U TIIATENbHO B30AITHIBAIOT.

B omHoit xamme (0,03 wmi) comepxurcs 267 MKr opOudokcanuHa,
27 MKr MoMeTa3zoHa W 27 MKr mocaxonazona. Co0OakaM, Maccod MeHee 2 KT,
3aKambIBAIOT 10 2 KaIUIM JIEKAPCTBEHHOrO TpernapaTa B KKIBIM YIIHOM KaHal,
cobakaMm oT 2 KT 70 15 kr — 4 xamm;, cobakam, Maccoii 15 xr u Oonee — 8 Karmeiis.
Iocie BBeneHMs IpernapaTa HeoOX0AUMO IIOMAacCUPOBaTh YIIHYIO PaKOBUHY IS
JTy9IIero MPOHUKHOBEHHMS JIGKAPCTBEHHOIO IIperapara B HIDKENeKallde OTICIbI
ymiHoro KaHaja. [Tocatexc mpuMeHsIoT 1 pa3 B IeHb B TeYeHue 7 qHEH.

16. T1060YHBIX SIBIIEHMM KM OCJIOXHEHUM NMpPU NPUMEHEHUH JIEKAPCTBEHHOIO
npenapata [locaTekc B COOTBETCTBHM C HACTOSINEN MHCTPYKIMEH, KaK IPaBuUIIo,
He oTMedaercd. B pelKux ciiydasX y JXKHBOTHBIX CTapIiMX BO3PACTHBIX IPYIII
BO3MOXKHO IIOsIBJIEHHE TPU3HAKOB BpEMEHHOM IoTepu ciyxa. B ciydae
IPOSIBIICHUs] AJUIEPrHYECKUX DPeakIui NpHMEHEHME Ipenapara MPeKpalaioT u
HA3HAYAIOT  >KUBOTHOMY aHTUTUCTAMUHHBIE TIperapaTsl W/WIK  Cpe/icTBa
CHUMIITOMATHUIECKOM TepaIuu.

17. CuUMITTOMEI TIEpeIO3UPOBKH Mpenapara He yCTaHOBJIEHBL.



18. B ciy4ae ONHOBPEMEHHOIO IPUMEHEHHH KOPTHKOCTEPOUIOB I
opanbHOro npuMeHeHus U Ilocarekc HE0OXOAMMO THIATENHHOE HAOIIONCHUE 32
COCTOSHHEM >KMBOTHOTO JUIsI NPEAOTBPAIICHUSI HUMMYHOCYIIPECCUHM, BHLI3BAHHOMN
BO3MOYKHOH IEPENO3UPOBKOMA KOPTUKOCTEPOUIOB.

19. OcobenHocTel AecTBUS JIEKapCTBEHHOTO Iperiapara IpH €ro mepBOM
MIPUMEHEHUU U OTMEHE HE BBISIBJICHO.

20. Cnenyer wm3beraTb IPOIYCKOB  BBEJCHHUS  OYEPEHHOM  J[O3BI
JIEKapCTBEHHOI'0 TMperapara, TaK KaKk 3TO MOXET IPUBECTH K CHUXCHHUIO
TepareBTHIecKoi 3¢ ¢dekTuBHOCTU. B ciydae mpollycka O4YepeIHOro BBEICHUS
mperapara ero INpHMEHEHWe BO300OHOBISIIOT KaK  MOXHO  CKOpee B
MIPEAYCMOTPEHHOU J103€ U II0 TOU XKE CXEME.

21. JlekapcTBeHHBI IpemapaT He IpeJHAa3HA4eH Ui IIPUMEHEHMS
MPOAYKTUBHBIM XKHUBOTHBIM.

Hanmenosanus 51 ajpeca Ber ®apma ®puzoiite I'MOX
ITPOU3BOJICTBEHHBIX TUIOMIAJI0K (Cenenscbeprep mrpacce 2-4,
MIPOU3BOAUTEIIS JIEKapCTBEHHOIO 26169 ®pwuzoiite, I'epmanus) /
npenapara IS BETEPUHAPHOTO Vet Pharma Friesoythe GmbH
IPUMEHEHUS. (Sedelsberger Strasse 2-4, 26169
Friesoythe, Germany).

HaumeHoBanue, aApec OpraHu3aluu, 000 «HTEpBET» (Poccus,
YIOJHOMOYECHHON  JepiKaTelieM W 143345, MockoBckasi 005acTs,
BJIA/ICNIbLIEM PETHCTPAI[IOHHOTO Hapo-®omumHCKHNA  paiioH, IIOC.
yIOCTOBEPEHUS JIEKapCTBEHHOTO CenstuHo, yin. IlpomblimmeHHas,
nperapara Ha NPUHIATHE NPETEH3UH OT mom 81/1).

OTpeOuTENS.

C corylacoBaHMEM HACTOSIIEH HWHCTPYKIUH, YTPAuMBAET CHILy HHCTPYKIHUS IO
npuMeHenuro llocaTekc JUIs JIedeHMs OTHTOB y cODaK, yTBEpXKJCHHAs

Poccenpxo3aamzopom 29.03.2017 r.



