R
£ Cornac_OBEﬁp
SamecTurenn Pykosonurens
| Poce€npxostianopa
i/
.

e ; N
T >

P s

5>

NMHCTPYKIINA

110 BETEPUHAPHOMY IPMMEHEHHUIO JIEKAPCTBEHHOIO Tpenapara dnekconopm®
(Opranmzaiusa-pazpadorunk: OO0 «ITPOMOME]] — 310pOBbE KUBOTHBIX,
129090, Poccus, r. MockBa, BH. T€p. I. MYHHLIANIAIBHBINA OKPYT

Memanckuit, np-kT Mupa, 1. 13 ctp. 1)

Howmep peructpanmonsoro yaoctoBepenus: 77-3-17.25-5366NelIBP-3-17.25/04120

I. Obue cBeaeHus

1. HaumeHOBaHHE JIEKapCTBEHHOTO [IpenapaTa Ui BETepUHAPHOTO IPUMEHEHU:

ToproBoe HaumeHosaHue: Onexcoropm® (Flexonorm®);

MEJK/Ty HApOIHOE HENAaTEeHTOBAaHHOE HAUMEHOBaHUE: poOEHAKOKCHO.

2. JlekapcTBeHHas (popma: TabNETKU A IpUEMa BHYTPb.

drexcoHopM® BHITYCKAIOT B YETHIpeX 03upoBKax: ®rexconopm® 5 mr, @nekconopm®
10 mr, ®aexcoropm® 20 mr, ekconopm® 40 Mmr.

B KkauecTBe BCIIOMOTATENBHBIX BEIIECTB TMpenapaT COJAEPHKHUT: APOAOKH CYXMUE,
HEJUTIOJIO3y MHKPOKPUCTATUUECKYIO, apOMaTH3aTOp WIEHTUYHBIM TOBSJUHE, LEOI03Y
MOPOIIKOOOPa3HYI0, TMOBUIOH, KPOCIIOBHIOH, KPEMHHUA AUOKCHJ KOJJIOWAHBIH GE3BOIHBIMH,
MarHus creapar.

3. [To BHENTHEMY BUIY:

®nexcoHopM® 5 Mr: TabIeTKH OT OEKEBOr0 IO KOPUYHEBOTO IIBETA, KPYIJEIE,
ITIOCKOUWINHApUYecKrue. Jlomyckaercs MpaMOpHOCTh, IEPOXOBATOCTh MOBEPXHOCTH H
XapaKTepHbie BKpAIUICHHUs O€I0ro W/HIH KOPUYHEBOTO LIBETA.

dnekconopm® 10 mr, 20 Mr u 40 Mr: TabieTkn oT GEKEBOro 0 KOPUUHEBOTO LIBETA,
KpYTJbi€, TBOSKOBBIMYKIbIE. JlonyckaeTcs MpaMOPHOCTh, HIEPOXOBATOCTh IIOBEPXHOCTH U
XapaKTepHBIE BKpaIICHUs O€IOro W/UIM KOPUYHEBOTO [BETA.

CpoK TOAHOCTH Tipemapara NHpU coOONIOJACHUM YCIOBUH XpaHEHHsS B 3aKphITOii
YIIaKOBKE MPOU3BOJUTENS — 2 TOJa C JaThl IPOU3BOICTBA.

3anpeaeTca npuMeHeHHe npemnapara OnexcoHopM® Mo UCTEUEHHH CPOKA TOTHOCTH.

4. ®nexconopm® 5 mr, @rekconopM® 10 mr, ®rnekconopm® 20 mr, Onexconopm® 40
MT BEIITyCKAIOT pac()acoBaHHBIM IO 7 TabJIETOK B KOHTYPHYIO S4EHKOBYIO YIIaKOBKY U3 IUIEHKU
TIBX mmu [IBX/TIBAX u donbru antoMHUHUEBON II€YaTHOM JTaKUPOBAHHOIA.

ITo 7, 14, 28 wmu 70 Tabnerok B OaHKy W3 TOMMAITWICHA BHICOKOI ILIOTHOCTH,
YKYTIOPEHHYO KPHIIIKOH HABUHYMBAEMOH U3 MOJMITPOMMICHA ¢ KOHTPOIEM MEPBOTO BCKPBITHSA
CO BCTaBKOM u3 cwiukarend. JlomyckaeTcs BKIapIBaTh B OaHKY BaTy MeIUIMHCKYIO
TUTPOCKOIIMYECKYO.

Onny 6anky v 1, 2, 4 unu 10 KOHTYpHBIX SYEHKOBBIX YIaKOBOK BMECTE C HHCTPYKIHEH
IO BCTCPHUHAPHOMY NMPUMEHEHHIO [TOMEIIAIOT B TAYKy U3 KapTOHa.

5. XpaHAT neKapcTBEHHbIM NOpenapar B 3aKPBITON YNAKOBKE NPOH3BOAMUTENA, B
3AIUIIIEHHOM OT MPSAMBIX COJIHEYHBIX Jy4ed MecTe, OTACIBbHO OT MPOAYKTOB IUTAHHUA U
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KOPMOB IIpH TeMriepaType He Boiie 25°C.

6. [Ipenapat ciiefyeT XpaHUTh B MECTAX, HEAOCTYIIHBIX IS JETEH.

7. Hencnosnp3oBaHHBIH JI€eKapCTBEHHBIH IpenapaT YTHJIH3HPYIOT B COOTBETCTBHUH C
TpeOOBaHUAMH 3aKOHOIATENBCTBA.

8. OTnyckaetcs 6e3 perenTa BETEpUHAPHOIO Bpaya.

II. dapMakosoruuecKue CBONCTBA

9. dapmakoTepaneBTUYECKas TIpyNna: HECTEPOUAHBIE NPOTHBOBOCHIAIUTENBHBIE
JICKapCTBCHHBIE MpenapaThl.

10. PobGenakokcub, Bxomsmmii B cocTa mpemapara ®nexcoHopm® — 3T0
HECTEPONAHOE TPOTHUBOBOCMAIUTENBHOE CPEACTBO IPyMIIBI KOKCHOOB, KOTOpOE SBISETCS
CEJICKTHBHBIM crieriuduyeckuM uHruoéuropom 1{OI'-2 1 oka3pIBaeT MPOTUBOBOCTIATIUTEIBHOE
n ananeresupytoumee neiicreue. I[OI' mpencraBneHa B 1aByx ¢opmax: LOI-1 —
KOHCTUTYTUBHAas (opMa 5H3MMa — BBINOJHACT 3alUTHHIE (QYHKIHMM, B TOM YHCIE B
eIy JOUHO-KHIIEeYHOM Tpakte W moukax; [[OI-2 — unaynupyemas ¢opma sH3uMa —
OTBEYAET 3a BEIPabOTKY MeauaTopoB, Bkiouaromux [I'E2, Bei3biBatonux 60iib, BocnajieHue
U Kap.

IIpu nepopanbHOM BBEAECHUH POOCHAKOKCHO OBICTPO BCACHIBACTCA B KHIICUHHKE,
MOCTyMas B CHCTEMHBIN KpPOBOTOK M B OOJBIIMHCTBO OPraHOB U TKaHeil; Oomee 99 %
pobGenakokcnba cBsi3bIBaeTcs ¢ OeiakaMu MiasMbl. Ero MakcuMainbHas KOHLEHTpaLus B
miasMe orMmeuaercs yepes 0,5 yaca, OHOZOCTYIHOCTH cocTaBiseT 62 % IpH NMPUMEHEHUN
TabneTok ¢ KopmoM U 84 % — 6e3 kopma. Metabonusupyercsd poOeHaKOKCHO B IIEYEHH,
BEIJICNIAETCA B OCHOBHOM C Kenublo (okoso 65 %) M 4acTMYHO — € MOYOH; Hepuon
IIOJIy BRIBE/ICHUS U3 OpPraHU3Ma COCTaBISIET OKoo 1,2 Jaca.

PoGeHakokcub 10 CTENeHW BO3/ICHCTBUSA Ha OpraHM3M OTHOCHTCA K «YMEPEHHO
onacHeIM» BemectBaM (3 kiacc oracHocTH 1o 'OCT 12.1.007-76).

I11. Ilopsaaok mpuMeHEHHUS

11. IIpenapar ®nekconopm® MpUMEHAIT  cofakam B KadyecTBe
IPOTHUBOBOCTIATUTENHHOTO U 00JIEY TONAIONIETO NPENapaTa IIpU BOCIATUTEIBHEIX U OOIEBBIX
CHHApPOMAX pPa3IMYHOTO MPOUCXOXKAEHUS, BKIIOYAs OCTPBIE M XPOHHYECKUE 3a00JIEBAHMS
OMOPHO-BUTATEIBHOTO  almapata  (apTpuTH,  apTpo3bl, CHHOBUTH,  BBIBUXH),
BOCHAIMTEIbHEIC 3a00ICBaHMs MATKHUX TKAHEH, a TakkKe B KauecTBE aHAJIBIe3HPYIOUIErO U
IIPOTHUBOBOCTIAIUTENIEHOTO MPETIapaTa B IIOCIEeONEPalOHHBIN [TEPUO.

12. 3anpemaercs npuMeHeHHe npenapara ®nekcoHOpM® KHBOTHEIM B COCTOSHHH
JEeruapaTalyy, TUIIOBOJIEMUH H TUINOTEH3WH, CTPAaNalONMM HU3BA3BICHHUEM >KEIyIOYHO-
KHIIIEYHOTO TPAKTa, a TAKXKE KUBOTHBHIM Maccoit MeHee 2,5 kr. [Ipu kpaitHell Heo6XouMoCTH
Ha3HAYCHHUS JIEKAPCTBEHHOIO Ipernapara TaKUM JXUBOTHBIM IIPOBOJAT INOJA TNOCTOSHHBIM
HabJTI0/IeHHEM BETEPUHAPHOIO Bpaya.

13. TIpu paGote ¢ penaparoM clieayeT cobnoaars 001ue npaBuiia JMIHON TMTUCHBI
1 TEXHUKH O€30MacHOCTH, PEAY CMOTPEHHBIE MPH paboTe ¢ JIeKapCTBEHHBIMU IIpenapaTaMu.
ITo oxkoHYaHUH paGOTHl PYKH CIAEAYET BBIMBITh TEILION BOJOH ¢ MBLIOM.

[Ipn cnydaifHOM KOHTaKTe JIEKapCTBCHHOTO MpenapaTta ¢ KOXKeH WIH CIU3HUCTHIMU
o0oloykaMH TIJ1a3, WX CJACAYET IPOMBITh OOJBIIMM KOJIMYECTBOM BoAbl. JltomsaM c
THITCPUYBCTBUTEIBHOCTBIO K KOMIIOHEHTAM Mpenapara cielyeT H30eraTh NpsiMoro KOHTaKTa
C JICKAPCTBEHHBIM IIpernapaTroM. B ciyyae MOABICHHS aJNIEPTHYECKHX peakUUil WIH NpHU
cilyyaifHOM TOIIa/IaHuH IIperapara B OpraHu3M YeJIOBEKa ClelyeT HEMEAJICHHO 00paTHThCA
B MEAUITUHCKOE YupexxaeHue (npu cebe MMETh MHCTPY KLUIO 110 IPUMEHEHUIO WM 3THKETKY ).



[IycTyio ynakoBKy W3-Tojl J€KapCTBEHHOTo Mpenapara 3alpeliacTcsl UCTIONb30BaTh U
OBITOBBIX LIEJIEH, OHA NOWIEKHT YTHIN3aLHH C OBITOBBIMH OTXOAAMH.

14. 3anpeieno npumeHaTs npenapar OnekcoHopM® GepeMEHHBIM U JIAKTUPYIOLIUM
YKUBOTHBIM, IIICHKAM MOJIOXKE 3-MECSIYHOTO BO3pacTa.

15. Ipenapar ®nekcoHopm® NpUMEHAIOT cO0aKaM MHIMBHIY AILHO OJUH pa3 B JCHb
B 3aBUCHMOCTH OT MaccChl >KHBOTHOTO, B J103aX, YKa3aHHBIX B TalmuIe:

' Macca Copepxxanue poOeHakokcuOa B TabJIETKe H KOJMYECTBO TA0NETOK Ha
’KHBOTHOTO JKIBOTHOE B CYTKH
Swmr 10 Mr 20 mr 40 mr
oT 2,5 10 S kr 1 Tab.
ot 5 no 10 xr 1 Tab.
ot 10 10 20 xr 1 Tab.
ot 20 5o 40 kr _ 1 Tab. ,
ot 40 1o 80 kr [ 2 1ab. 1

PexoMeHyeTcs 1aBaTh JIEKapCTBEHHBIN Ipenapar OTACIBHO OT KOPMIICHHUS, HO, MPH
He0OXOAMMOCTH, MpenapaT MOXKeT ObITh JaH BMecTe ¢ KopMoM. TalneTku He clienyer
JpoOUTE WK pasnameiBath. [Ipu neyennu 3aboneBanuii ONOpHO-IBUraTENbHOTO annapara y
co0ak Kypc JeueHus onpeaenseT Jedaniiii BeTepuHapHbli Bpay.

Jjis iedeHns ocTeoapTpuTa TabNIEeTKH 171 co0ak MOTYT OBITh Ha3HAYEHBI dKUBOTHOMY
MTOKU3HEHHO.

IIpy OIepaTUBHEIX BMELIATENLCTBAX y cobak dnexconopM® npuMeHsIoT 32 30 MUHYT
10 BBEJECHUS B HApKO3 B J03€¢ 1-2 Mr Ha 1 Kr MaccChl )XMBOTHOTIO; B IOCTONEPALIMOHHBIN
IIEPUOJ JIEUEHUE MOXKET OBITH IPOJIOJKCHO B TEUCHUE TIEPHOJa JUIMTENBHOCTHIO 10 14 nHei.

Ecan no BBeleHHS B HAapKO3 JKMBOTHOMY Oblla cjellaHa MHBEKLMA TMpernapara Ha
OCHOBE poGeHakokcuOa, To IeEpBoe MpUMeEHeHNe TabaeToK npenapara ®iaexcoHopm® nomKHO
OBITH HE MEHee ueM uepes 24 yaca Mmocje UHbEKITHH,

16. Ilo6ouUHBIX $ABIEHWII W OCIOKHEHMI TpW MpHUMEHEHHMH poOeHakokcuba B
COOTBETCTBHM C HacToslled HHCTPYKIMeEH, Kak npaBuio, He HaOmojgaerca. Y cobax
BO3MOXKHBI JKEJyIOUHO-KUIIEUHBIE pacCTpoiicTBa (pBOTa, MATKUAW Kal WIU Juapes),
yKa3aHHbIE CHMITOMBI IIPOXOAAT CAMOIIPOM3BOJNIBHO M HE TPEeOYIOT OTMEHBI IPHMEHEHMS
JIEKApPCTBEHHBIX CPEACTB. IIp¥M MHIMBHAYalbHOH TOBBIIIEHHONW 4YyBCTBHTENHHOCTH
JKUBOTHOTO K Npenapary U NOSABIEHUU aJUIEPTHYECKUX peakiyii, IpUMEeHEHHe npenapara
MPEKPAIIAIOT U HA3HAYAIOT )KUBOTHOMY AHTUTHCTAMUHHBIE U CHMIITOMAaTHYECKUE CPE/ICTBA.

17. Ilpu nepemosupoBke mnpenapata ®naekcoHopM® y KHUBOTHHIX C BHIPAXKEHHOM
YyBCTBUTENBHOCTBIO K KOMIIOHEHTaM IIpenapara MOryT HallIoJaTeCsl PpaccTpoOiCTBO
KEJTYJOUHO-KUIIEYHOTO  TpakTa, [€YEeHOYHas WM I0YeYHass  HeJOCTaTOYHOCTD.
Crneuuduyeckue cpeacTBa [NETOKCHKAMM OTCYTCTBYIOT, MPHUMEHSAIOT O0O0IUEe MEpHI,
HanpapjicHHbIE HAa BHIBEICHUE JIEKAPCTBEHHOTO TIpenapara u3 opraHusma.

[Tepeio3upoBKa npu B3arMO3aMEHIEMOM IPUMEHEHUU MpenapaToB pobeHaKokcuba
B hopme TabJIeTOK UITH PacTBOpa Ui UHBEKIHH y coOaK MOKET MPUBECTH K 10303aBHCHMOMY
OTEKY, IpUTEME, YTOIIEHHUIO U N3BA3BICHHUIO KOXKU B MECTE MOJAKOKHOTO BBEJICHN, a TakKe
K BOCMAJIEHHIO, 3aM0py WM KPOBOU3IUAHUIO B JIBEHAALIATHIIEPCTHON, TOHKOH MK CJIEHON
KHMIIIKE. .

18. Ilpenapar ®uekconopM® He cieQyeT NPUMEHATH ONHOBPEMEHHO C APYTHUMH
HECTEPOUIHBIMUA NIPOTHBOBOCTIAIUTENIEHBIMU CPEJICTBAMH U B T€4eHHE 24 4acoB Mocie ux
OTMEHBI, C JMYPETUKaMH, TJIOKOKOPTUKOCTEPOUJAMHM, a TakKKe ¢ MHruburopamu
AHTMOTEH3MH IIpeBpallaroniero (epMeHra M JPYTUMHU JICKapCTBEHHBIMH CPEICTBAMHU C



BBICOKOM CTEIIEHBIO CBA3EIBAHHA ¢ OenKaMu CBIBOPOTKH KPOBH M3-3a BEPOATHOCTH B3aUMHOI'O

YCHJIICHUA TOKCHYCCKOT'O JIEWCTBUSA.

19. OcobGeHHocTelt JecTBUA MpH IIEPBOM IIPHEME Mpernaparta U €ro OTMEHEe He

BBISABIICHO.

20. CaenyeT u3beraTh IpOIyCKOB IPU BBEJACHUH OUYEPEHON 03Bl Ipenapara, Tak Kak
5TO MOXET TPHUBECTH K CHIDKEHHIO dddekTHBHOCTH. B cilydae mpoltycka OnHOI O3B
cleayeT BO30OHOBHTH KypcC JIEUEHHS B NPEAyCMOTPEHHBIX B WHCTPYKLHHU J03€ U CXEME

IIPUMEHEHHNS.

21. JlexapcTBEHHEBIH TpenapaT He MpEeAHA3HAuYeH JUIS MPUMEHEHHs INPORYKTUBHBIM

JKHBOTHBIM.

HauMeHoBaHue 1 aapec MpOU3BOACTBEHHOM
TUTOINAAKH TIPOU3BOAMTEIS JIEKAPCTBEHHOTO
npernapara Aj1s BETEpUHapHOTO MPUMEHEHU

HaumeHoBaHue, afpec OpraHu3aii,
YIOJTHOMOUYEHHOH AepiKaTeneM WK
BIIaJeJIBIIEM PETUCTPAIIIOHHOTO
YAOCTOBEPEHHUS JICKApPCTBEHHOIO Npenapara
Ha MPUHATHE NPETEH3UH OT NoTpeduTeNs

JlMpexTop 1Mo perucTpanum u
PETYJIATOPHBIM OTHOIIEHHSIM
000 «IIPOMOME/] — 3nopoBse
YKUBOTHBIX

AO «bnoxumMuk»

Anpec: Poccuiickas ®@eneparus, 430030,
Pecny6nmka Mopaosusi, r. CapaHck, yi.
Bacenko, a. 15A

000 «IIPOMOME/]I — 3gopoBne
YKUBOTHBIX)

Anpec: Poccuiickas ®@eaepanus, 129090, r.
MockBa, BH.TEp. I'. My HULUIIAIBHBIH OKpYT
Memnanckui, np-kt Mupa, a. 13 ctp. 1

Hukonos Cepreii AHaTonbeBuY



