OEJINPEPOH pactBop /151 HHbeKIHIA 1JIs1 TPOPHIAKTHKHI
Y JICYCHHUS] BUPYCHBIX, OAKTEPUAIIBHBIX M CMEIIAHHBIX 3a00JICBaHHH y KOIIIEK

(opranmsanus-paszpadotank OO0 «HTI «buoluBecT», r. Mocksa)

1. O0uue cBexenus

ToproBoe HanMeHOBaHUE JIEKapCTBEHHOTO npenapara: OenndepoH® pacTBOp A HHBEKIHI
(solutio Feliferoni pro injectionibus).

MexyHapoAHO€ HEMaTEeHTOBAaHHOE HAUMEHOBAaHUE: UHTEP(EPOH KOIIKH.
JlexapcTBeHHas popma: pacTBOp AJIs1 HUHBEKIUI.

®enndepoH pacTBOP s MHBEKINNA B 1 MJI B KauecTBE JIEHCTBYIOINIETO BEIIECTBA COJIEPIKUT
MHTEP(EPOH KOLIKK € TPOTUBOBUPYCHOM akTUBHOCTHIO 400 000 MexayHApOAHBIX €AMHMIL
(ME), BcioMoraTebHbI€ BEIeCTBA: YKCYCHasl KucyoTa jeasHas okoio 0,0045 mu (o
ycranosieHust pH ot 4,5 no 5,0); 1,64 mr Hatpus anerat; 5,84 mr Hatpus xiaopum; 0,10 mr
nonurcop6at-20; 0,07 Mr HaTpueBas COJIb STUIICHIUAMUHTETPAYKCYCHOU KUCIOTHI; 50,00 MT
nekctpad 40 1 BoAa 111 UHbEKIMHI 10 1 ML

[To BHemHeMy BUly ITpenapaT NpeacTaBiisgeT co0o0il OeCIBETHYIO MPO3pauHyI0 WU Ccllabo
OTIAJIECIIUPYIOIIYIO )KUIKOCTD.

Brimyckaror @enudepon pacTBOp I MHBEKIIUHA pachacoBaHHBIM 110 2,5 MJI B CTCKJISTHHBIC
(bnakoHbl 00BEMOM 3 MJI, YKYTIOPEHHBIMU PE3UHOBBIMU MPOOKAMHU, YKPEIIJICHHBIMU
AIIOMUHHUEBBIMU KosnaukaMu. [Ipenapar ynmakoBbIBatoOT 1o 2 WK 5 (JIakoHOB B JIO)KEMEHT
KOPEKC, KOTOPbIN MHIMBUYyaIbHO YKJIAbIBAIOT B KAPTOHHBIE KOPOOKH C MHCTPYKIUEH 1O
MIPUMEHEHHIO.

XpaHUTh JEKAPCTBEHHBIN MPENapar CIeAyeT B 3aKPhITON YIIaKOBKE MPOU3BOIUTENS, B
3aIUIIIEHHOM OT MPSIMBIX COJIHEYHBIX JTy4eil MecTe, OT/IEIbHO OT MUIIEBBIX POJIYKTOB U
KopMoB, ipu Temreparype ot 2 °C no 8 °C. JlonmyckaeTcs 0 JHOKpaTHOE 3aMOPAKUBAHUE J10
TemnepaTypbl Munyc 25 °C.

CpoK TOAHOCTH JIEKAPCTBEHHOTO CPEJICTBA IIPU COOIIOIEHUH YCIOBUI XpaHEHHUS B 3aKPBITON
yIaKoBKe — 2 ToJla ¢ JaThl MPOU3BOCTBA, MOCIIE BCKPHITUS (h1akoHa — He OoJiee 5 THE.

CDeJ'II/I(bepOH pacTBOp JIAd I/IH’beKHI/Iﬁ 3alpeiacTcs NIPUMCHATD 110 UCTCYCHUHN CPOKaA I'OJJHOCTH.
CDeJ'II/I(bepOH pacTBOp JIAd I/IH’beKHI/Iﬁ CJICAYCT XpaHUTh B MECTAX, HCAOCTYITHBIX JJIS z[eTeﬁ.

Hewucnonb30BaHHBIM npenapar yruim3supyroT B COOTBCTCTBHU C Tpe6OBaHI/I$IMI/I
3aKOHOaTC/IbCTBA.

II. ®apmakoioruyeckue cBoMCTBA
dapmakoaoruyecKas rpymnma: IMMYHOMOIYJIATOPSI.

®enudepon pacTBOp A HHBEKIHN 0071a1a€T TPOTHBOBUPYCHBIM U HMMYHOCTHUM YIUPYIOIIUM
JIEUCTBUEM.

MexaHu3m zeiicTBus cocToUT B nnoAasyieHnu penpoaykuuu JJHK- u PHK- conepxxamumx
BHUPYCOB B MH(HUIIMPOBAHHBIX KJIETKaX, MOBBIIEHUN PE3UCTEHTHOCTH 37I0POBBIX KIETOK
OpraHu3Ma K 3apa)XeHUI0 BUpyCaMH, YCHJIEHHH (parouTapHON aKkTUBHOCTH Makpo(aros 1
YBEITMUEHUH CIIEIU(PHUECKON IUTOTOKCUYHOCTH JTUM(OIUTOB.
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denudepoH pacTBOp sl HHBEKIIHIA 10 CTENIEHU BO3ACHCTBUS HA OPTaHU3M OTHOCHUTCS K
MazoonacHsIM BeniectBaM (4 kitacc onacHocTH 1o 'OCT 12.1.007-76), B peKOMEH1yeMbIX
7103aX HE OKa3bIBACT KOKHO-PA3APa’KAIOIIET0 U pe30pOTUBHO-TOKCUYECKOTO AeiCTBUSL.

I11. ITopsiiok NpUMeHEeHUs

@enundepoH pacTBOP A HHBEKINA TPUMEHSIOT € JIe4eOHOM U MPOQUITAKTUIECKON TIETTBI0
KOLIKaM IIPU KEJTyI0YHO-KUIIEYHbIX, OCTPBIX PECIIUPATOPHBIX U APYrUX 3a00JIEBAHUAX
BUPYCHOM WJIM CMEIIAHHOM 3THOJIOTUH, a TAKXKE IIPU AHEMUAX U TMIIOBUTAMUHO3AX,
MHBA3UMOHHBIX 3a00JIEBaHUSX, IIPU OTPABIECHUSX, B IOCIEPOIOBbII U MTOCIICONIEPALMOHHBII
MIEPHO/Ibl U TP BTOPUYHOM UMMYHOAEPUIINTE.

He pexomennyercs npumenenue npenapara OemdepoH pacTBOp Uisi HHbEKITUN TIOCIIe
BaKI[MHAIINH )KUBOTHEIX B TeueHne 10 qHeil.

[IpoTuBONIOKa3aHNEM K IPUMEHEHUIO Ipenaparta PenndepoH pacTBOp A HUHBEKIUH SIBIISETCS
VHIUBUAyaJIbHAS [TOBBIILIEHHAS YyBCTBUTEILHOCTH )KUBOTHOTO K HHTEp(EpOHaM (B TOM YHCIIE B
aHaMHe3e), TsKelble AJUIEPTUYeCKUe U ayTOMMMYHHbIE 3a00JI€BaHUSL.

OenudepoH pacTBOp A HHBEKIMNA BBOJAT BHYTPUMBIIIEYHO.

C npodunakTruueckou 1emnpto (Ipu yrpo3e 3apakeHus ) nmpemnapar HazHadaiot B 03¢ 200 000 ME
Ha | )XMBOTHOE, IBYKPATHO C HHTEPBAJIOM 48 4acoB.

21.]'[5{ JICUCHUA BI/IpyCHI)IX, 6aKTepI/IaJ'IBHBIX U CMCHIAHHBIX 3a6oneBaHm71 KOIIICK npenapaT BBOIAT
B cyrounoit go03e 200 000 ME, B Teuenue 5-7 aHE# B COUETAaHUU C aHTUOMOTHUKAMH,
CBIBOPOTOYHBIMU U UMMYHOTJIOOYJTMHHBIMH TIpETiapaTamMu, B COOTBETCTBHU C HHCTPYKITUSMH TIO
WX TIPUMEHEHUIO.

[Tpu TsKETIOM TeUeHHH 3a00JIEBaHUS M CMEIIAaHHBIX MHPEKIUAX CPEIHIOI TEPATICBTHYECKYIO
103y peKOMeHayeTcsl yBenuuuTh B 2 paza — 400 000 ME.

CHUMIITOMBI NEPCAOZUPOBKH ITPpH MPUMEHCHUH JICKAPCTBCHHOT'O ITPEIiapaTta HE BBISABJICHEI.

OcoOenHocTel AeiicTBHs IEKaPCTBEHHOTO IIpernapara npu nepBoM NpUMEHEHUH WU Py
OTMEHE HE YCTaHOBJICHO.

Crnenyet uzberaTh NpoOIyCKOB OUEPEIHO 103bI MIpenapara, Tak Kak 3T0 MOXKET MPUBECTH K
CHIDKEHUIO TepaneBTHuecKkoi apdexTuBHOCTH. B citydae mpomycka o1HO#M 1036l HEOOX0 MO
BBECTH €€ KaK MO’KHO CKOpee, 1ajiee MHTEPBaI MEX 1y BBEACHUSIMU Mpernapara He U3MEHSIETCS.

[To60YHBIX ABJIEHU U OCIONKHEHUI MTPHU MIPUMEHEHUH JIEKapCTBEHHOTO Mpenapara Oenudepon
pacTBOp AJIsi UHBEKIUI B COOTBETCTBUHU C HACTOSIIEH HHCTPYKIUel He HaOmonaercs. [lpu
MOBBIIIEHHOW WHANBUAYATIbHON YyBCTBUTEIILHOCTH U MOSBICHUH aJUIEPTHUECKUX PEaKIuH,
npenapar clieyeT OTMEHUTh U Ha3HAUUTh )KUBOTHOMY aHTUTUCTAMHUHHBIE MIPENapaThl U
CpeICTBa CUMIITOMAaTUYECKON TEpaIivu.

denundepoH pacTBOP A UHBEKIUHA HE TOMYCKAeTCsl CMEIIUBATh B OJTHOM IITNPUILIE C IPYTUMHU
JIeKapCTBEHHBIMHU Ipenaparamu. Jlomyckaercsi COBMECTHOE IPUMEHEHHE C JIF0ObIMU
XUMUOTEPANeBTUYECKUMU 1 NMMYHOOHOJIOTHUECKUMH CPEJICTBAMHU (CHIBOPOTOUYHBIE U
MMMYHOTJIOOYJTMHOBBIE).

q)eJ'II/I(l)epOH pacTBOp I UHBEKIUNA He MMpEeaAHAa3HAYCH AJId MPUMCHCHU S ITPOAYKTHBHBIM
JKHUBOTHBIM.

IV. Mepb! JIn4HO# NPOPUIAKTUKH



[Tpu pabote ¢ PenudepoH pacTBOp Uik HHBEKIUH cielyeT coOMoaaTh o0Ime mpaBuiIa JMIYHON
TUTHEHB] U TEXHUKH 0€3011aCHOCTH, PEAYCMOTPEHHBIE ITPU pabOTe € JIEKapCTBEHHBIMU
IpenapaTamu.

[Ipu cmyyailHOM KOHTaKTe JIEKapCTBEHHOTO Mpenaparta ¢ KOyKel WIN CIU3UCTBIMU 000JI0UKaMHU
IJ1a3, ©X HEOOXO0IMMO TPOMBITH OOJIBITUM KOJIHYECTBOM IMPOTOYHON BOJIBI. JIF0I5IM ©
TUIEPYYBCTBUTEIBHOCTHIO K KOMIIOHEHTAM IpernapaTa cieayeT u30eraTb IpsiMoro KOHTaKTa ¢
@enundepoH pacTBOp A HHBEKIMA. B citydae mposBIeHUs aTIEpruYeCcKUX PEaKkiii Wi TPy
Clly4ailHOM IOIaIaHuU [IperapaTa B OpraHUu3M 4eJI0OBEKa CIIEAyeT HEMEUIEHHO OOpaTUThCS B
MEUIMHCKOE yupekaeHHe (IIpH ce0e MMETh UHCTPYKLHMIO [0 IPUMEHEHUIO IIperapara uiu
ITUKETKY).



