COI''TACOBAHO
3amecturens PykoBogurens
Poccenpxo3nanzopa

NMHCTPYKLIMA
110 BETEPMHAPHOMY IIPUMEHEHHMIO JIEKAPCTBEHHOTO Tpenapara Jexucrnor®

(opranuzauus-paspaboruuk: AO «KPKA, n.1., HoBo mecto», [1Imapbenka niecta 6,
8501 HoBo mecto, CrioBenus / «kKRKA, d.d., Novo mestoy,
Smarjeska cesta 6, 8501 Novo mesto, Slovenia)

HoMep perucTpanoHHOro yaocToBepeus: 705 -3-20 15439 o181 -3-24.45- 06057

[. O0wme cBeneHus
l. ToproBoe HaMMeHOBaHME JIEKApPCTBEHHOIO Ipenapara s BETEPUHAPHOTO

npumenenus: [exucnor® (Dehispot®).

['pynnupoBOYHOE HAUMEHOBaHHE: TPa3UKBAHTEN + SMOIETICH/L.

2. JlexapcTBeHHas (popma: pacTBOP Il HAPYXKHOTO MPUMEHEHHSI.

Hexucrnor® B 1 M1 conepsxuT ACUCTBYIOLIME BEILECTBA: MIPa3uKBaHTeNl — 85,8 Mr,
smonencua — 21,4 Mr W BCOMOraTesbHbIC BEIIECTBA: OyTUITHAPOKCHAHHM3O,
M30IPONWIM/CH IIMIEPUH U MOJIOYHYIO KUCIIOTY.

3. Ilo BHeMmIHEMY BH/y Ipenapar MpeAcTaBsieT Co6oi IPO3paYHbIi pacTBOp OT
OecLBETHOTO 10 XKEJITOrO UIIM KOPUUHEBOTO IIBETA.

CpOK rofiHOCTH IeKapCTBEHHOTO Mpenapara Mpy COOI0AEHUH YCIIOBUI XpaHEHHSs
— 2 roza ¢ 1atel npousBo/cTBa. He npuMeHsTh 110 HeTeyeHuH CPOKa I'OJTHOCTH.

4. Beiyckator npenapar Jlexucnor® pacdacosauneiM o 0,35; 0,7; 1,12 ma B
[IOJTMIPOIHIICHOBBIC ITUIIETKX COOTBETCTBYIOLLEH BMECTUMOCTH ¢ Kounaykamu. Kaxmyro
IMUIETKY YIAaKOBBIBAOT B MakeT U3 (onbru. IlakeTsl ¢ munmeTkamMu yIakoBBIBAIOT
MOLITYYHO B KAPTOHHBIC KOPOOKM BMECTE C HHCTPYKIHMEH 10 NPHUMEHEHHIO.

5. XpaHuTh B 3aKpBITOM yNMAaKOBKE MPOU3BOAUTENS, OTAEIHHO OT IPOyKTOB
ATaHUA W KOPMOB, B 3AILIMIICHHOM OT MNpSAMbBIX COJHEYHBIX Jydyeill MecTe, NpH
temmneparype ot 0 °C go 25 °C.

6. XpaHUTh B HEOCTYITHOM JIJIsl IeTe MecTe.

7. Heucronp30BaHHbIH IIpenapar yTHIU3UPYIOT B COOTBETCTBUHM C TpeOOBaHUSAMU
3aKOHO/AATEIbCTBA.

8. OTnmyckaroT 6e3 penenra.



II. ®apmakonoruiyeckue CBOUCTBA

9. lexucriot®  OTHOCHTCS K  KOMOMHHMPOBAaHHBIM  AHTUIEIbMHHTHBIM
JIEKapCTBEHHBIM IIperapaTaMm.

10. Bxozsimiue B cocTaB Ipenapara aKTHBHbIE KOMIIOHEHTHI 00ECIeYUBaIOT €Tro
IIMPOKUNA CIIEKTP aHTUIe€JIBMUHTHOTO AEHCTBUS HA KPYIJIBIX M JICHTOYHBIX T'€JIbMUHTOB,
B ToM unciie Toxocara cati (1osoBo3pessie 0CO0H, HEMOJI0BO3PEIIbIE 0COOH, THYMHOYHBIE
craaun L3, murpupyromue B opranusmMe u L4, nmapasuTUpyrolire B JKeNyI04YHO-
KUIIeyHOM TpakTe), Toxascaris leonina (mosoBo3pesbie 0co0u, HEMOIOBO3peEbie 0co0H,
nuauHky L4), Ancylostoma tubaeforme (rmosioBo3pessie ocodu, HEMOJIOBO3PETBIE 0COOH,
auuuHku L4), Echinococcus multilocularis (B3pocnsie cramuu), Dipylidium caninum
(nonoBo3pesbie U HenooBo3penble ocodu), Taenia taeniaeformis (B3pocibie craaum),
Aelurostrongylus abstrusus (B3pociible cTaiuu), Napa3uTUPYIOIIUX Y KOIIIEK.

OMOJENCHA  SIBISAETCS  MONyCMHTETUYECKMM  COEIMHEHHEM U3  IPYIIIbI
JETCHIIENITUAOB, 001a/1aeT BbIpaXKEHHBIMH HEMATOAOLMIHBIMU cBoMcTBaMU. OKa3bIBas
CTHMYJIUpYIOLlee [EHCTBHE Ha IPECHHANTHYECKUE JaTPOQUIHHOBBIE PELENTOPEI,
SMOJIETNICH/T BBI3BIBAET Napalivy U ruOeb mapasura.

[IpasvkBanTel — COEIUHEHHE TPYIIbl MUPA3UHOU3OXHUHOIMHOB, AKTHBHO B
OTHOLIEHUH JKeJlyIOYHO-KHMIIEYHBIX LECTOA Ha BceX (asax pas3sBUTUS. MeXaHH3M
JICHCTBUS  MpasMKBaHTENa 3aKiIIO¥aeTcss B JENOJSPU3ALMH  HEeHPOMbIIIEYHBIX
raHIIM00JI0KAaTOPOB, HAPYIIEHUH TPAHCIIOPTA IVIFOKO3BI U MUKPOTYGY ISpHOIA byHKIUH
LIECTOA, BBI3bIBACT HAPYICHUE MbILICYHOH MHHEPBALIMY, [TApaIny U rubeib NapasuToB.

DapMakOKMHETHYECKHEe CBOMCTBA Mperapara O00ecleYruBalOT ero xopoliee
BCACbIBAHME M3 MECTa HAHECEHHs W JUIMTEIbHOE COXPAHEHHWE B TepParleBTHYECKOM
KOHLCHTpallid B OpraHu3Me )KHBOTHOTO.  MakcHMalbHble — KOHIEHTPALHUH
lpasukBaHTe/la M SMOJEINCHA OTMEYAIOTCS B CHIBOPOTKE KPOBH 4Yepe3 2-4 CYTOK.
BeiBogsTcss coenvHeHuss u3 opraHmama B TeueHue 28-30 CYTOK: 3MOJEICH] — B
HCU3MEHHOM BHJI€ IVIaBHBIM 00pa3soM ¢ (eKalusMu; MPa3sUKBAHTEN — B OCHOBHOM C
MOYOi.

Hexucnor® no creneHu Bo3xecTBUs HA OpraHU3M OTHOCHUTCS K HAaUMEHbLIEMY, 5
KIlacCy TOKCHYHOCTHU (cornacHo Cucreme KiacCH(DHKALUKM OMACHOCTH H MapKHUPOBKHU
xumuyeckoi npoaykuuu (CI'C)), B peKOMeHAyeMbIX [103aX HE OKa3bIBAeT MECTHO-
paspaxalolero,  9MOPHOTOKCHYECKOro,  TepaTOreHHOro, MYTareHHOTo 1
MMMYHOTOKCHYECKOTO NEHCTBHSI; XOPOUIO MEPEHOCHTCS KOLIKAMH PAa3HBIX MOPOJ M
Bo3pacTa. IIpenapar Tokcuuen st peIb ¥ APYrUX ruIpOOGHOHTOB.



[II. [Topsimok mpuMeHeHust

11. Ilpenapar Jlexucrnor® Ha3HAYalOT JUIS  JEreJIbMHUHTH3ALMHA KOIIEK C
NpoQUIaKTUIECKOH 1 JIeueOHOM 1eNbIo IPU HeMaTo/103ax (TOKCOKapo3, TOKCACKapyIo3,
aHKMJIOCTOMO3, JJIIOPOCTPOHTUJIE3) U  LecToao3ax (TEHHHAO3bl, JUIUIMAAO3,
9XHMHOKOKKO3BbI).

12. IIpoTuBOnOKa3aHuem K IIPUMEHEHUIO SIBJISIETCS IIOBBILLICHHAS
UHIUBHyalbHasi 4YyBCTBUTEIBHOCTH JKMBOTHOTO K KOMIIOHEHTaM Mpernapara.
Jlexucrot® He ciefyeT NMPUMEHATH KOTATAM MOJIOXEe 8-HeJeNbHOTO BO3pacTa W/Hiu
maccoii meree 0,5 kr. [Ipenapar He cielyeT HaHOCUTh Ha BIQXKHYIO UJIH TIOBPEXKIEHHYIO
KOXY.

13. Ilpu pabore ¢ mpenapaTom ciegyeT coOnoaarth OOIIKE IpaBuia JIMYHOM
TUTHEHBI U TEXHUKU 0€30I1aCHOCTH, MPEAyCMOTPEHHBIE [IPU paboTe C JIEKapCTBEHHBIMU
cpeactBaMd. Bo Bpemsi paboTel ¢ ImpenapaToM He paspeliaeTcsi KypuThb, IHTh U
npuHUMath nuuyy. [lo okonyanun paGoTel cielyeT TIIATeTbHO BBIMBITH PYKH TEIION
BOJOM ¢ MbUIOM. He ciexyer riaanuTh U MOAIMYCKATh KUBOTHOE K MAJEHBKUM JETSIM B
TeyeHue 24 4acoB rociie 00paboTKu.

IIpu cryyaiiHOM KOHTaKTe JIeKapCTBEHHOIO Mpenapara ¢ KOXKeH MK CIIM3UCTBIMU
000104KaMHK TJ1a3, MX HEOOXOIUMO MPOMBITH GONBIIMM KOJIHYECTBOM BOJbL. JIIOMSM C
FUIEPYYBCTBUTEIPHOCTRIO K KOMIIOHEHTAM IMpernapara clieayeT u3beraTb HpSMOro
KOHTaKTa ¢ npenapatoM Jlexucnor®. B ciydae nosisienus aJUIEpru4eCcKuX peakiuii uiu
NpU Cy4aHHOM IONaJaHWU MpenapaTta B OPraHW3M 4YeoBeKa CleyeT HeMeUTeHHO
OOpaTUTbCS B MEIMIMHCKOE yupexaeHue (mpu cebe UMeTh UHCTPYKUHUIO 10
NPUMEHEHHIO Ipernapara Uik STUKETKY ).

14. Tlpenapar Jlexucnot® paspemien k IPUMEHEHHUIO BO BpeMsl O0€peMEHHOCTH U B
neproA Jaktauuu. He cienyer npumensts Jlexucnor® koTsitamM Monoske 8-Heme bHOIO
BO3pacTa u/uiu maccoi Menee 0,5 Kr.

15. IlpenapaT npUMeHSIOT HapyXHO, MyTeM KaNeabHOrO HAHECEHMs Ha CyXyIo
HCTIOBPEKACHHYIO KOXY B MECTa, HE/IOCTYITHbIC [UIsl CIM3bIBAHUS (MEX/Ly JIONATKAMHU y
OCHOBaHUs 1Ier). [lepea HCIIOTB30BaHNEM C MMUMETKH CHUMAIOT 3aIMUTHBIA KOIMAYOK u,
PACIIOJIOXKHUB €€ BEPTUKAIIbHO, MPOKAIBIBAIOT 3ALIMTHYIO MeMOpaHy HOCHKA MHIIETKH,
HaJICB Ha HEe KOJMA4Y0K OOpaTHOM CTOPOHOM, 3aTeM KOJIMAYOK CHOBA CHHMAIOT. [Ipu
00paboTKe KPYIHBIX KOLIEK CONEPKUMOE IUMETOK HAHOCST Ha KOXY B 00JIaCTH 1€ B
HECKOJIBKUX MEeCTaX, HEJOCTYIHBIX JJIsl CIIM3bIBAHUS.

Munumanbhas TepaneBTHuecKkas jo3a npemaparta  Jlexucrnor®  cocTapiser
0,14 mur/Kr Maccel )XKMBOTHOTO.

JlereIbMUHTH3ALHIO KOILEK C UCIIOIb30BAHUEM npenapara Jlexucnor® npoBoasrt,
HauMHasi ¢ 8-HE/IETLHOrO BO3PACTa, B 033X, YKa3aHHBIX B TabIIHIe:



Macca kouku, Kr | MapkupoBKa 1 00beM UCTIONB3yEMbIX MUIETOK, MIT
ot 0,5 no 2,5 Jexucnot® mist ManeHbkux Korek — 0,35

ot 2,6 1o 5,0 Jlexucnot® mus cpenHux Komek — 0,7

ot 5,1 mo 8,0 Jexucnot® [uist KpymHbIX Komek — 1,12

IIpu obpaboTke Koiek Maccoil Gonee 8 kr Jlexucnor® NMpUMEHSIOT U3 pacyera
0,14 M1 Ha KaX/IbIi KT MacChl JKUBOTHOT'O, UCIIOJIb3YsI KOMOMHALIMH [TUIIETOK Pa3IMYHOMN

bacoBkwu.
JIereJIbMUHTH3ALMIO KOLIEK C JIe4eOHOW IeJbl0 MPOBOAAT OIHOKPATHO, C
NpoMUIAKTUUECKOW — eXEKBapTalIbHO B TepamneBTUYecKo moze. JUis JiedeHus

3IIIOPOCTpOHrUie3a  (B3pociele  craauu  Aelurostrongylus — abstrusus) mnpemapar
Jlexucnot® ciietyeT IpUMEeHsTh IBYKPATHO C UHTEPBAJIOM 14 nHEH.

B nensix npenoTBpailenus 1aKTOreHHoO# nepeaaun (depes Mosoko) Toxocara cati
(munnkn L3) or Matepu koTaTam dekTHBHA OAHOKpaTHas 06paboTka GepeMeHHOM
KOWKK npenapatom Jexucrnor® mpuMepHo 3a ceMb JHeH 10 MperoiaraeMoil 1aThl
pOZOB.

Bpewmsi, HeoOxoaumoe 11st BcachlBaHus penapaTa, COCTaBiIseT 0KoJI0 2 yacos. 110
MCTEUCHHM 3TOr0 BPEMEHHM MECTO HAaHECEHWs IpernapaTa, B Clyyae HEOOXOIMMOCTH,
MOXXHO MBITb.

16. Ilpu npumenenuu mnpenapata Jlexucnor® B COOTBETCTBHH C HacToOsILLEeH
MHCTPYKIHEH TOOOYHBIX ABICHUH M OCIOXHEHMH, KaK NpPaBWIO, He Habmonaercs. B
penkux ciy4asx (6onee 1, Ho menee ueM y 10 ocobeit uz 10 000 YKUBOTHBIX) BO3MOYKHBI
WH/MBAIYAIbHBIC PEAKLMK KOXHU (IIOKpacHeHue, 3yn). B ouens peaxux (MeHee uem y
1 ocobu u3 10 000 xHMBOTHBIX) cirydasx MOryT BO3HUKAaTh CJIFOHOTEYEHHUE W PBOTA, a
TaKkKe BO3MOXKHBI HEBPOJIOTHYECKUE PAaCCTPOMCTBA JIErKoi (GOPMBI, TAKHE KaK aTaKCUS U
TPEMOp. bbIIO ycTaHOBNIEHO, YTO 3TH 3PMEKTHI BOSHUKAIOT BCIEACTBHE O6IM3BIBAHMS
KOILIKOW MeCTa HAaHECEHHs IIpernapara HelmocCpeICTBEHHO MOcie 00paboTku npenapara u
CaMONpPOU3BOJILHO MPOXOAT O€3 PUMEHEHHS JIEKAPCTBEHHBIX CPE/ICTB.

17. Ilpu mepeno3upoBke mpenapara y HEKOTOPBIX KOIIeK MOTyT HaOomaThCs:
[IOBBILICHHAsl CallMBalysi, PBOTA, TPEMOP. BBUIO ycTaHOBIEHO, YTO 3TH CHMITOMEI
BO3HHMKAIOT B pe3yJibTare OOJU3bIBAHMS KOILUKOM MeCTa HAHEeCEeHUS npenapara u
CaMONpOU3BOJILHO MPOXOAST €3 MPUMEHEHHUS JIeKAPCTBEHHBIX CPECTB.

18. lexucnor® He  creyer  HPUMEHSTH OTHOBPEMEHHO C JPYTUMH
AHTUTEJIbLMUHTHBIMH JIEKADCTBEHHBIMHU IpeNapaTaMH.

19. Ocobennocteit neiicTBys pu NepBOM MpUeMe JIEKapCTBEHHOIO Mpernapara Ujiu
IIPH €r0 OTMEHE He YCTaHOBJICHO.



20. B cnydae HecoOmOAeHUs] yCTaHOBJIEHHOT'O CpOKa IOBTOPHBIX 00paboTOK
IIPUMEHEHHE MpernapaTa clieyeT BO30OHOBUTH B TOH XK€ J103€ I10 TOH e CXeMeE.
21. Ilpenapar He npegHa3HAYeH Ui IPUMEHEHUS TPOAYKTHBHBIM )XHBOTHBIM.

HaumenoBanus u aapeca Hepxarens PY/Brinyckarommii KOHTPOJIb
MIPOU3BOJICTBEHHBIX ILIOIIAT0K KayecTBa:
IIPOM3BOIUTENS JIEKAPCTBEHHOTO AO «KPKA, n.1., HoBo mecto»,
TpernapaTa Ui BETepPHHAPHOTO [IImapeeika necra 6, 8501 HoBo mecTo,
PUMEHEHUS Crnosenust

IIpousBoauTenp:

AO «KPKA, n.1., HoBo MecTo»,
IToBxoBa ynuna 5, 8000 Hoso mecTo,
CrnoBenus

HaumeHnoBaHue, azipec opraHu3saiuu, OO0 «KPKA-PYCy», 125212, r. Mockaa,

YIIOJIHOMOUYEHHOM JepKaTejieM U1 ["onoBuHCKOE 1I0CCE, T0M 5, KOpryc 1
BJIaJICJIBLIEM PETrUCTPALITHOHHOIO Ten.: +7 (495) 981-10-95
YAOCTOBEPEHMUS JIEKAPCTBEHHOTO daxc: +7 (495) 981-10-91

npenapara JJisi BETepUHAPHOIO
NPUMEHEHHMS Ha IPUHSATHE TPETEH3UN OT
noTpeduTes

IpencraBurens AO «KPKA, 1.1., HoBo MecTo» M.C. UBanoBa




