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NMHCTPYKILIAA
110 BETEPUHAPHOMY IIPUMEHEHUIO JIEKApCTBEHHOTO Mpemnapara OMIa3eKc
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HoMmep pericTpalioHHOTO YIOCTOBEpeH S 473 A £ 45-5Y, SN2 8P 317, ,55: /5’?/37

1. OO01ue cBeneHus

1. HaumeHOBaHME JEKapCTBEHHOI'O Ipemapara [Jii  BeTEPUHAPHOTO
IIPUMEHEHUS:

- TOproBoe HauMeHoBaHue: Dmnasekc (Empazex);

- MEXAyHapOJHOE HEMAaTeHTOBaHHOE HaMEHOBaHHEe: MUPTA3AITHH.

2. JlexapctBeHHas popma: TabIIeTKH AJis MpHEMa BHYTPb.

OMIa3eKkc CONEPXHUT B KadecTBe NEHCTBYIOIIETO BellleCTBa MHpPTa3amuH (B
dopmMe remMuruapara), a B KadecTBE BCIIOMOTATENIBHBIX BEIECTB: MarHUs CTeapar,
KOTIOBHJIOH, . KPEMHHsl TUOKCHJI KOJUIOUIHBIN, CYKpalo3y, KOMIUIEKCHbIE IHUILEBbIE
nobaeku «Crabapom bud» u «Pyra Apomar Uupeiikuy, apomatuzatop «I oBsiiuHaY,
Kpacutensb «Jlak madpan», kpacurens «Jlak TapTpasun», Kpacutenb «Jlak xenTblit
COJIHEYHBIH 3aKaT» U HEJUTIOJI03Y MUKPOKPUCTALIHYECKYIO.

OMnasekc BBITyCKAOT B TpeX IO3MPOBKaX: OMIIA3eKC 3 MI' COEPXKHT B 1
TabneTke MUpTazanuya 3 Mr, IMmnasekc 6 Mr cogepxut B | TabieTke MUpTa3aluHa 6 Mr,
Omrnazekc 12 Mr comepxurt B 1 Tabnerke muprasanuHa 12 Mr.

3. Ilo BHemHeMy BHIy OMIa3ekC MpeACTaBIsIeT COOOHM IUIOCKHUE KpPYIJIbIe
TAOJIETKH OT CBETJIO-XKENTOro JIO OPaHXXEeBOTO I[BETa, MOIyCKAIOTCsA Ooliee TEMHBIE U
cBeTible  BKpaluieHus. IloBepxHocTh Tabmerok rinagkas, ¢ Qackoi, IByMs
KpecToOOpa3HpIMU pa3JieIUTENIEHBIMUA OOPO3AKAMH Ha OJIHOM CTOPOHE U JIOTOTHUIIOM Ha
IPYTOX CTOPOHE.

Cpok rogHocTy mpermapara OMIIa3eKc HpH COOIOAEHHU YCIOBM XpaHEHUs B
3aKpLITOM  yIAKOBKE IPOM3BOAMTENSs — 2 ToJa C JaThl [POHU3BOACTBA,
HEWCIONb30BAHHYI0 4acTh TaOleTKH MOXHO XpaHUTh B NEPBUYHON YIIAKOBKE JIO
CIENYIOLIETO INPUMEHEHHs, HO He Oonee 48 wyacoB. 3ampermaercs IpUMEHEHHE
JIEKapCTBEHHOTO IIpeliapara [0 UCTEUYEHUH CPOoKa IT'OTHOCTH.

4. DMma3ekc BHIMycKaloT pacacoBaHHbiMH 10 10 Tabnerok B ONUCTEPEHI.
baucrepel no 1, 2 win 3 IWITYKH yMakoBBIBAIOT B KapTOHHBIE mauku. Kaxmayro
HOTPEOUTEIIBCKYIO YIIAKOBKY CHa0XKaIOT HHCTPYKIUEH 10 MPUMEHEHHIO MperapaTa.

5. Ilpemapat XpaHAT B 3aKpBITOH YIakOBKE IIPOU3BOJUTENS, OTHEIHHO OT

IIPOAYKTOB IIMTAHUs U KOPMOB, B 3allIUILIIEHHOM OT BJIardl U NPsIMBIX COJTHEYHBIX JTydei
Mecrte, Ipy Temreparype ot 2 °C 10 25 °C 1 OTHOCUTENBHOH BIRXXHOCTH He Oonee 65 %o.
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6. OMmasexc cleayeT XpaHUTb B MECTaX, HeIOCTYITHBIX AJIsi AeTel.

7. Heucnonp3oBaHHBIM  JIEKapCTBEHHBIM  mpemapaT  yTHIH3UPYIOT B
COOTBETCTBUU C TPEOOBAaHUAMH IEUCTBYIOIIETO 3aKOHOIATEIHCTRA.

8. Ommasekc oTIyckaercs: 6e3 pelenTa BeTepHHapHOIo Bpaya.

II. ®apmakonoruyeckue CBOWCTRa

9. OmMnazekc oTHOCUTCA K (hapMaKOTeparieBTHHECKOM IPyTIe: TeTPalKIIHIECKIe
AaHTUJICTIPECCAHTEI.

10. Mupra3zanus, BXOASAIIKN B COCTaB Mpernapara, SBIsSeTCsl IPOU3BOAHBIM
nunepasnHoasenuHa. OH otHocuTtcs K III mokojeHHI0 aHTHAETIPECCAHTOB, SIBIACTCS
OpernaparoM IpsSMOro pELenToOpHOro JAecTBUS ©  Kiaccu@uuupyeTcs Kak
HOPaJpEeHEePru4ecKuil 1 crenuduyuecKuii cepoOTOHMHEPTUYECKUN aHTHIEIPeCcCaHT.
MuprazanvH yCUIMBaeT LEHTPAIBHYIO a[peHEPruiecKylo U CEpOTOHHHEPTUIECKYIO
nepenady. AHTHJAENpPECCUBHAS AaKTUBHOCTh MHPTA3alliHA SBISETCS PE3yJIbTaToM
CHHEPIrHAHOIO JOEWCTBUS €ro 3HAHTHOMEpPOB. DBIIOKMpYs MpecHHANnTHYeCKHe o2-
aZpeHOPELIENITOPEL, OH YCUIMBAET HOpaJpeHEePruuecKyo mepeaady. S(+)-aHaHTHoMep
B OCHOBHOM OTBETCTBeHeH 3a Onokamy o2- u S-HT2-penenropoB (KirodeBoi
AHTUICIIPECCUBHBIA MEXaHW3M), 4YTO oOOecrnedrnBaeT pealn3aliio YCHJICHUS
CEPOTOHMHEPIMYECKON Iepefauyn mnpeuMmyllecTBeHHO dYepe3 SHT1-penenTopsi.
Ycunenue cepoToHUHEeprudeckoil nepeaadn uepe3 S-HT1-penentopsl crmocoOCTByeT
CHIDKEHHIO NPU3HAKOB TPEBOXKHOCTU U allaTUH, MOBBIIICHHUIO 001Iel aKTUBHOCTH U
B3aMMOJCHCTBUS C OKpYXKarollled cpelod, 4YTO B KOMIUIEKCE XapaKTepU3yeT
yIIy4dllleHHe OOIIero COCTOSIHUS U IOBEJeHYeCKUX mokaszaTteneil. binokaga 5-HT3-
pEeLENTOPOB B XEMOPELENTOPHON TPUITEPHON 30HE TOJIOBHOIO MO3ra ofecrnedynBaeT
IIPOTHBOPBOTHOE JEHCTBUE M YMEHBIIAECT YyBCTBO TOIIHOTHI, YTO SBJSETCS 4acTOU
IIPUYMHON OTKa3za OT KopMma mpu xpoHudeckor Gone3nu nouek (XbBII) u Ha done
XAMUOTEpAINH.

R(-)-3HaHTHOMEp B 3HAYHMTENBHOM CTeleHH 00ecleynBaeT celaTHBHEINA d3GdeKT
U CTUMYJIALIMIO anmneTruTa dyepes 6nokany H1-penenrtopoB. AHTaroHusm B OTHOILIEHUHT
ructaMUHOBBIX H1-penentopoB cnocoOcTByeT JerkoMy cemaTUBHOMY 3QdekTy u
CHIDKEHHIO TPEBOXKHOCTH, YTO CIIOCOOCTBYET YJIYUIIICHHUIO aIllleTUTa Y XKMBOTHBHIX B
CTPECCOBOM COCTOSIHUY (HAaIIpUMep, B IOCIEONEePaIlHOHHBIN ITepro).

Ilocne nepopanbHOrO MPUMEHEHHWS MHpPTA3alliH OBICTpO abcopOupyeTcs u3
eIy JOYHO-KHILIEYHOr0 TPaKTa, NOCTUTas MakCUMalbHOW KOHLIEHTPAlMH B IUIa3Me
KpoBU B TeueHue 1-2 gaco. IlpumepHo 85% BemiecTBa CBsI3bIBaeTCS ¢ OenkaMu
1a3Mbl. MeTabonu3M MpoNCXOAUT B MEUEHH ITyTeM JTeMETUIHPOBAHUA U OKHCIEHHS
C IOCJIERYIOIIEH KOHBIOTalyed, NMpu 3TOM OOpa3zyloluiics AecMeTUIMHUpPTa3aluH
ABIIETCS (PapMaKOJIOTHYECKH aKTUBHBIM META00IUTOM M IPUCYTCTBYET B CHCTEMHOM
KpOBOTOKE B 0o0Jiee BBICOKHX KOHIEHTPAIMAX, YeM MCXOAHOE COeqUHEHUE.
BeiBenieHre MupTazanvHa U ero MeTaboJHMTOB OCYIIECTBISACTCS MPEHMYIIECTBEHHO
yepes IouKu U kumevHuk. [ lepuon nonyseiBenenus (T1/2) y korek cocTapiseT OKOJIO
10 gacoB, a y cobak 6-11 yacoB. V KHUBOTHBIX C INEUYCHOYHOW WM TOYSHHOU
HEJIOCTATOYHOCTBIO BO3MOXHBI CHIDKEHHE KIHMpeHCca M yBeJMYeHHE Iepuoja
IIOJIyBBIBEJIEHUS, UTO TpeOyeT 0coO0ro BHUMAaHUS MPH JO3HPOBAHHUH.

OMI1a3eKc Mo CTeNeHN BO3JICHCTBUS HA OPTaHW3M OTHOCHUTCS K MaJIOOITaCHBIM
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BeulectBaM (4 xnacc onacHocty o ['OCT 12.1.007-76), B peKOMeHIyeMbIX J103aX He
OKa3bIBaeT IMOPHOTOKCHYECKOTO, TEPATOreHHOT'O M CEHCUOMIM3UPYIOLIETO NEHCTRHSI.

I1I. IMopsimox mpuMeHeHuUs
11. DMmasexc Ha3Ha4alOT KOMIKaM M co0akaM Npd HapyIIEHWH aIllleTUTa
PasJM4YHON 3THUOJIOTUH, B TOM YHUCJEe IPHU XPOHHUYECKOW OOJIe3HU IMoUueK, Ha (oHe
XUMHOTEpAIluK, II0CIE XUPYPrU4YECKUX BMEIIATeNhCTB U APYTHX COCTOSTHUH,
COIIPOBOXKJAOIIMXCS aHOPEKCHUET.

12. TlpoTuBOomOKa3aHWeM K IPUMEHEHHIO OMIIa3eKC SBISETCS IOBBIIIIEHHAS
HHIUBHJyallbHass YyBCTBUTEIBHOCTh JKMBOTHOIO K KOMIIOHEHTaM IIperapara.
IIpenapar cnenyet Ha3HA4YaTh C OCTOPOKHOCTHIO U 1101 HAOJII0JcHHEM BETEPHHAPHOTO
Bpaya MOXWIIBIM JXUBOTHBIM, & TAaKXKe€ >XUBOTHBIM C BBIPOXCHHBIMU HapyIICHUSIMU
(YHKITUH ITOYEK U ITEUEHH.

13. JlromsM c IHIIEpYyBCTBUTENFHOCTHIO K KOMIIOHEHTaM JIEKApPCTBEHHOTO
npernapara ciuexyer u3lberarb NPsMOrO KOHTAaKTa € JIEKAPCTBEHHBIM IIperiapaToM
Omnazexc. Bo BpeMsi paboThI ¢ mpenaparoM 3anpeniacTcs KypuTh, INTh U IPUHAMATE
nuiy. [To okoHuaHum paboThI ¢ TIpenapaToM PyKH CIEAYET BEIMBITH TEILUIOM BOJOM C
MbIIoM. [IycTylo Tapy M3-1oJ JeKapCTBEHHOTO Ipernapara 3anpeaeTcs UCIoIb30BaTh
1151 OBITOBBIX IIeJIeH, OHA MOIEXUT YTHIH3ALMHY C OLITOBBIMU OTXO/IaMH.

IIpy cnyyalHOM KOHTaKTe JIEKapCTBEHHOI'O IIpernaparta ¢ KOXeW WiH
CIIM3MCTBIMU O0OJIOYKAaMU TIJla3, UX HEOOXOAMMO HEMEIIEHHO MPOMBITh OOJBIIUM
KOJIMYECTBOM BOJBl. B cilyyae mNOsBIeHUS alIEprHYeCKUX peaklIuid HId Mpu
CIIy4ailHOM IIOIIaJaHUU JIEKApCTBEHHOIO IIperapara B OpraHW3M YeJIOBeKa CIeIyeT
HEMEJICHHO 00paTUThCs B MEIULIMHCKOE yupexeHue (Mpu cebe uMeTh HHCTPYKIUIO
10 IIPUMEHEHHMIO IIpernapara Ui 3THKETKY ).

14. CnenuanbHble UCCleOBaHUS BIUSHAS MUPTa3alliHa HA Pa3BUTHE IIOAA Y
KOIIEK U cobaK He MPOBOMMIKNCE. B ciaydae HeoOXOauMOCTH DMIIa3eKC Ha3HAYAIOT
CaMKaM B Iepuoj O€peMEHHOCTH U JIaKTall|iH, eCIM OXKH1aeMasl 110Jib3a MPEBHIIIaeT
PHUCK.

15. DOMnazekc NpUMEHSIOT KOIIKaM M cobakaM MepopaibHO, MPUHYIUTETHHO
Ha KOpPEHb 53bIKa, HE3aBUCHUMO OT [pHeMa Kopma. |

Komkam nHasHauator B moze or 0,5 1o 1 Mr mupraszanuHa Ha 1 Kr Maccel
XXHUBOTHOr0 OAHH pa3 B 24-48 gacoB. Cobakam mpumeHstoT B go3e 0,75-1,25 mr
MHUpTa3alnyvHa Ha | Kr Maccel Tena )KMBOTHOTO | pa3 B CyTKH.

IIoXUNBIM KUBOTHBIM U JKUBOTHBIM C IATOJIOTHEH MOYEK M TEeYEHH Mpenapat
IIPUMEHSIOT B YKa3aHHBIX [103aX C MHTEPBAOM OAMH pa3 B 48-72 gaca. [[ns Takux
»KMBOTHBIX HEOOXOIUM PETYIISIPHBIN KOHTPOJb OMOXUMHUYECKHX ITOKa3aTelell KpOBH.

o3y npenapara, KpaTHOCTh IPUMEHEHUS U IPOIOJDKUTEIBHOCTE Kypca JIeUeHHUS
OIIpeAEIISIET BETEPUHAPHBIA Bpad HHAWBHUYAIbHO, B 3aBUCUMOCTH OT IIOKA3aHHA,
TSKECTHU 3a00NEeBaHNs, COCTOSIHUS )XUBOTHOTO | 3¢ dexTuBHOCTH Tepanuu. [Ipenapat
IIPUMEHSIOT 10 AOCTHXKEHUSI HEOOXO0AMMOro TeparneBTHIecKoro addekra, mocje 4ero
JIO3y MOXHO CHU3UTH U IIPOJIOJIKATH JICUeHUE B HauMeHbIel a3 dheKTUBHOMN H03¢e.

Pexomennyemble 10361 mpenapata OMIIA3€KC B 3aBUCHMOCTH OT MACCHI
’KUBOTHOI'O IIPEJCTaBleHbl B Tabiuue. Haubonee ynoOHBIM sIBIISETCS IpUMEHEHHE
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OMIazekc 3 MI — KMBOTHBIM MacCoii Tela 10 6 Kr, OMIIa3eKc 6 MI — )KUBOTHBIM MacCou
tena oT 6 no 14 xr, OMmaszexc 12 Mr — )XUBOTHLIM Maccoi Teja ot 14 Kr:

Bun Macca Tena Jlo3a (xomuuecTBO TAOIETOK)
XKHUBOTHOTO ZKHUBOTHOI'O, KI' Mnazexc 3 mMr
mo 1,5 V4 TabneTku
ot 1,5 1o 3 xr Y2 TabeTKu
Komkam =
ot 3 10 4,5 xr Y4 TADJIETKH
oT 4,5 1o 6 Kr 1 Tabnerka

KomkaM BecoM cBeIle 6 K JO3HPOBAaHUE COCTABIIAET ¥4 TaOleTKH DMmazekc 3
mr (0,75 mr) Ha Kaxsle 1,5 KT Beca )KUBOTHOTO.

ot 10 mo 12 kr

1% TabneTku

Bun Macca Tena Jo3a (konuyecTBo TabJIeTOK)
KUBOTHOTO | >XHBOTHOTO, KI' | DMIa3zekc 3 Mr | OMiasekc 6 Mr | OMiasekc 12 Mr
0 2 KT 15 TabnmeTKu

OT 2 10 3 KT % TabJieTKH

oT 3 10 4 Xr 1 Tabnetka

oT 4 10 5 kT 1% TabneTku

OT 5 1o 6 Xr 1% TabneTku % TabneTKHn

oT 6 10 8 kr 1 TabneTka

ot 8 o 10 xr 1Y4 TabneTkun
CobakaMm

ot 12 no 14 xr

1% Tabnetku

oT 14 no 16 xr

2 TabneTku

1 Tabnerka

ot 16 1o 20 xr

1 V4 tabnetku

ot 20 510 24 kr

1 Y2 taOnetku

oT 24 1o 28 xr

1 % tabnerxku

oT 28 1o 32 xr

2 TabJIeTKH!

Cobaxam Maccoii Tena cBeiiIe 32 Kr peXXuM JO3UPOBAHUS COCTABIISIET ¥4 TAONETKH
Omnasexc 12 mr (3 mr) unu %2 tabnetkn Ommazekc 6 Mr (3 Mr) Ha Kaxsie 4 KT Beca
YKUBOTHOTO.

16. I1o60YHBIX SBICHUIM W OCIOXXHEHUHA NPHU MPUMEHEHHH B COOTBETCTBHU C
HACTOSILEW MHCTPYKLMEH, Kak IpaBuio, He Habmogaercs. KpaTkoBpemeHHbIe
OTKIIOHEHMS B IIOBEJCHUM (COHJIUBOCTh, CENATUBHBIH 3S(GeKT, BOKaTH3ALHS,
TUIIEPAaKTUBHOCTE) HE SBISIOTCS OCHOBAaHUEM JUISi OTMEHBI TEpallid W He TpeOyroT
neyenus. BozMoxkHble 10604UHbIe 3()(DEeKTHI BKIIFOUAIOT CHIKECHHE KPOBSIHOTO JIABICHUS,
y4allleHHOe cepauednenye, TpeMop, TUlepcaluBaluioo ¥ pBoTy. B ciaydae peskoro
U3MCHEHUSI OMOXMMUYECKHX IIOKa3zaTelneldl KpOBH, XapaKTEPH3YIOIUX HapylleHUe
GYHKIMY NEYEeHN W/WIK NOYeK, ClieyeT MPEKPaTUThb MIPUEM TIperapara.

IIpy mNOBBIIEHHON WHAMBUAYalIbHOW UYyBCTBUTENBHOCTH K Ipenapary U
NPOSBICHUH  aUIEPTMYECKUX peakiuil MpUMEHEHHWEe Ipernapara IpeKpallaror,
JKMBOTHOMY HA3HA4arOT AaHTUIMCTAMHHHBIE IIpemapaThl © Jpyrue CpeacTBa
CUMIITOMAaTHUYECKON Tepanum.

17. llpu mnepeno3WpoBKE Yy JKHBOTHOTO MOTYT HaONIONAaThCs Cledylonlve
CUMIITOMBI: PBOTA, aTakCHs, OECIIOKOWCTBO, TPEMOp, TUIEPCATMBALIUSA, TAXUITHOD,

4



TaxXuKapausd W jeraprus. 1lpu BBIBIEHUM CHMITOMOB PEKOMEHIYETCS HeMEIJIEHHO
IPEKPATUTh ITPUEM IIperapaTa i 0OpaTUTECS K BeTepuHapHOMY Bpady. Crienubuueckue
CPENCTBA JETOKCHKAlMM OTCYTCTBYIOT, IIO3TOMY NPHUMEHSIOTCA OOILIHEe Mepsl,
HalpaBlCHHBIE Ha BBIBEJCHHE JIEKAPCTBEHHOIO TMperapata W3 OpraHusMa, W
CUMIITOMaTHYeCKasl Teparvsl.

18. He cnemyer npuMeHsThH IMITa3ekc B KOMOWHALIME WM B TedeHue 14 muei 1o
WM TI0CJIE JIeYeHUs] MHIMOMTOpaMH MOHOAMHMHOKCHIA3bl, MOCKOJBKY MOXKET OBITH
HOBBIIEHHEIM PUCK CEPOTOHHMHOBOIO CHHApOMa. MupTasanuH MOXET YCHIMBATEH
cenaTuBHBIN 3@ deKT OeH301A3EIHOB U IPYTHX CEAATUBHAIX CPEACTB.

CrieyeT NposIBIATE OCTOPOXKHOCTH TPH PUMEHEHNH MUPTA3aIIHHA B COYETAHUH
C a30IbHBIMM IPOTHBOIPHOKOBBEIMU JIEKAPCTBAMH, JPUTPOMHUILIHOM U JIPYTHMH
MHIHOUTOPaMU IIEYEHOYHOI0 MeTaboNM3Ma B CBS3U ¢ PUCKOM IIOSIBJICHHS CUMIITOMOB
nepeno3upoBky. IIpyu Ha3sHauYeHMU MHOYKTOPOB IIEUYEHOYHOTro MeTabonu3Mma Ha ¢oHe
TEPAIUH MUPTA3AIIMHOM MOXET OTPeOOBATHCS YBEIHMYEHHUE 03I IIOCIEAHETO.

19. OcobenHocTell mefCTBUSA JIEKAPCTBEHHOIO TpenapaTa B Hauale IpUeMa H
IIPY €r0 OTMEHE He BBISIBJICHO.

ITlocne oTMeHBl IIpemapaTta BO3MOXHO CHHYKEHHE MOTpeOJIeHHS KopMa
KHBOTHEIM. B cilydae BBIpaXX€HHOTO CHIDKCHHS MOTPEOJIEHUS KOpMa B TEUYEHHE
HECKOJIbKMX JHEW WM IOJIHOTO OTKa3a OT KopMa B TedeHue 48 4acoB, HEOOXOAUMO
OOpaTUTHCS K BETEPUHAPHOMY Bpauy.

20. Crnenyer uzberaTh mpoIrycka Odepe[HOM m03blI Mpenapara, Tak Kak 3TO
MOXET IPHMBECTH K CHIDKEHHIO TepaneBTHYecKoil sddextuBHOCcTH. B  ciyuae
IPOITyCKa OJHOM J103bI IPUMEHEHHE NIpenapaTa BO30OHOBIISIOT B TOM JKe J03€ II0 TOM
ke cxeme. He pomyckaercss npeBblllieHHe peKOMEHIyeMOM 03Bl Hpenapara s
KOMIIEHCAIIWH ITPOITYIIIEHHOM.

21. JlekapcTBeHHBIH Ipenapar OMma3ekc He MpeaHasHadeH I IPUMEHEHUsS
IIPOYKTHUBHBIM XKUBOTHBIM.
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