COT'JIACOBAHO
3amectuTens PykoBoguTens
Poccenbxo3nanzopa

T HOA 2623

NMHCTPYKI WA
II0 BETEPHUHAPHOMY IIPUMEHEHHIO JIEKAPCTBEHHOIO IIpernapara
: Denudepon® pacTBOp IS UHBEKITHI

(opranmzanus-pazpadorank OO0 «HTLI «buoWuBecT», 119234, r. Mocksa,
Jlenunckue ropsl, .1, ctp. 77, atax 1, komuHata 101A)

Homep pemc"rpéupmHHoro ynoctoBepenus: 77-3-17.19-4561Ne TIBP-3-8.14/03048

I. O0Oue cBeneHus

1. Toprosoe HaMMEHOBAHUE JIeKApCTBEHHOro mpemapaTa: Pemudepon® pacTsop
It uHbeKIuMi (solutio Feliferoni pro injectionibus).
Memryﬁap@moe HETIaTEHTOBAHHOE HAUMEHOBAHUE: MHTEPPEPOH KOLIKH.
2. JIexapcTBeHHast popMa: pacTBOP IS HHBEKIIUH.
Oennpepor® pacTBOp A MHBEKIUHA B 1 MJI B KadecTBe [EHCTBYIOLIETO
BELICCTBA COAEPXKHUT HMHTEPPEPOH KOIIKA C IIPOTHBOBUPYCHOM aKTUBHOCTHIO
400 000 wmexnmynapomusix emuuun (ME), BcmoMmorarelbHbIE BELIECTBa: HATPH
aneTar; - HaTpus XJIOpUT; nonucop6ar-20; HaTpueBas COJIb
STUICHIUAMUHTETPAYKCYCHOM KUCIOTHI; AeKCTpaH 40; yKCycHas KHUCIOTa JIeAsHas U
BOJA IJIsI UHBEKIIUH.
3. Ilo BHEIITHEMY BHY [penapar NPeACTaBIseT cO00H OeCIBETHYIO IPO3PATHYO
Uiy cinabo or‘iétﬁ_éc’unpymmyro YKUJIKOCT.

CpOK roQHOCTH JIEKapCTBEHHOTI'O IIpernapara npu CoOTI0ACHUN YCIOBUM XPaHEHUS
3aKpHITOM yIaKoBKe — 2 roJa ¢ JaThl HPOM3BOJICTBA, HOCIE BCKPHITUS (IaKOHA — HE
ojnee 5 nHeH npu ycaoBun xpanenus ot 2 10 8 °C.

(@) Willv-]

JlexapctBeHHBIN npenapar DenudepoH® pacTBOp I MHBEKIMH 3alpemaercs
IIPUMEHSTH 110 UCTEYEHUU CPOKA TOLHOCTH.

4. BBIHyCKaIOT NeKapcTBeHHEIH npenapar Penudepon® pacTBOp s MHBEKIUMH
ac(haCOBaHHBIM IO 2,5 MII B CTEKJITHHBIE CHIMKOHM3UPOBAHHbIE (DIaKOHBI 00BEMOM 3 MII,
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YKYIIOPEHHBIE PE3WHOBBIMU TPOOKAMM, YKPETUICHHBIMH AaTFOMUHUEBBIMU KOJIIaUuKaMH.
Ipemapar Bo (hIakoHAX BMECTUMOCTHIO 3 MJI YIIAKOBBIBAIOT B JIOXKEMEHT KOPEKC 10 1,
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uid 5 (prakoHOB. JIOKEMEHT KOPPEKC ¢ MPENapaToM MHIUBULYAIBHO YKIaJBIBAIOT B

IJa4K¥ ¢ HHCTPYKIMEHN II0 IIPUMEHEHHMIO.

5. XpaHWTh IIeKApCTBEHHBIA Ipemapar CjleAyeT B 3aKpHITOH  yIaKOBKE

HpOI/ISBOI[I/ITeHSI,;"B 3aIMUOICHHOM OT IIPSAMBIX COJIHCYHBIX queﬁ MeCTe, OTACIIBHO OT

MIIEBBIX IPOAYKTOB H KOPMOB, IIpH TemmepaType ot 2 110 8 °C.
6. JlexapcTBeHHBIM NpenapaT ®emmudepoH® pacTBOp U1 HHBEKIUH CleTyeT

XpaHUTh B MECTAX, HEOOCTYIIHBIX IJIA JIETEH.

7. HeHcﬁon'ESOBaHHLIﬁ JEKAPCTBEHHBIA Npernapar YTUIN3APYIOT B COOTBETCTBUU
TpeGOBAHKIME 3aKOHOIATEIECTRA.

8. JlekapcTBennbIi npenapaT @enudepos® pacTBOpP JUIS HHBEKIHM OTITYCKaeTCs
€3 pelLelTa BETEpUHapHOro Bpaya.

| II. ®apmakonoruveckue (OMOJIOTMUECKUE) CBOMCTBA

9. ®apmakoTepaneBTHIECKas TPyIIa: UMMYHOMOYIATOPEL.

MexanusMm. nedcTBUsS cocTouT B moxaBieHuu penpoxykmum JHK- u PHK-
OJlEpKaIllUX BHUPYCOB B MHQUIIMPOBAHHBIX KJIETKAaX, MOBBIINIEHMH PE3UCTEHTHOCTH
NOPOBBIX KJIETOK . OPraHU3Ma K 3apa)XX€HUI0 BHPYCaMH, YCHIEHHH ()aromurapHOi
KTUBHOCTH MaKpocparOB U YBEIMYECHUU CHEIUPUUECKON IUTOTOKCUYHOCTH
UM OITUTOB.

JlexapcrBennbifi npemapar Penmuepor® pacTBOp M MHBEKIMEA o6nagaer
POTHUBOBUPYCHBIM X UMMYHOCTUMYJIAPYIOIIUM JEACTBUEM.

0. Ilpu BHyTpHMBImeqHOM BBEJICHMM JIeKapCTBEHHOro mpemapata Pemupepon®
acTBOp ISt I/IH’beKHI/II/I MaKCHUMajbHas KOHIIEHTpaIys UHTep(depoHa KOIIKHU B IUIa3Me

CpaneBTUYECKOM YPOBHE B TeueHHe 6 — 8 yacoB. IHTeppepOH KOLIKU NPEICTABISLET
000# peKOMOMHAHTHBIA BHUAOCIENUGHUYHEINA OENIOK, KOTOPHIH IIpU IONAJaHUM B
PraHusM [OX IEACTBHEM IPOTEOTHTHIECCKHX depMeHTOB pacmamaerci 0
MHUHOKHCJIOT ¥ KOPOTKHX IENTUI0B, BRIBOISIINXCS Yepe3 IIOUKH ¢ MOYOH.
JlexapctBennbiii npemnapar PenupepoH® pacTBOp [IS HHBEKIMU IO CTETEHH
O3IEACTBHA Ha OpPraHU3M OTHOCHTCS K MAalloOacHbBIM BemecTBaM (4 Kiacce
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KPOBU PETUCTPUPYETCS uepe3 2 — 3 gyaca Ha ypoBHe 16 — 18 HI/MI U coxpaHseTcs Ha
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nacsocTr o ['OCT 12.1.007-76), B pexoMeHIyeMBIX 103aX HE OKa3bIBaeT KOKHO-
a3paXaroIEero ¥ pe30pOTUBHO-TOKCHYECKOTO IEHCTBUSL.

I1I. ITopsimok mpuMeHeHus

11. HeKapCTBeHHBII/I npernapar Oemupepon® pacTBOp VIS HHBEKIHH TPUMEHAIOT
Heqe6H0Hm_nr:,-HpO(anaKTHLIeCKOH LEJbI0 KOLIKaM MPU KEIYI0YHO-KUIIECYHBIX,
CTPBIX pecnnpaTopme U Opyrux 3a00J€BaHMSIX BHUPYCHOM WM CMEIIaHHON
THONOTHH.
12.  IIporuBOmOKa3aHWEM K INPUMEHCHHUIO JICKAPCTBEHHOTO Ipenapara
Deﬂnc})epOH@ - pacTBOp AN HHBEKUMH sABISETCA MHIUBMAYyaJbHas IOBBIICHHAS
YBCTBUTEIHHOCTH KUBOTHOTO K MHTEp(hEPOHAM, a TAKKe TSKEIbIE aAJNIEPrUYeCcKue U
YTOUMMYHHBIE 3a00J1eBaHUs.
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He pexomenayercst npUMEHEHNE JIEKapCTBEHHOTO Iperapara Gemupepon® mocre
AKIIMHALTNHA 5Kﬁi30TH51x B Teuenue 10 gueil.

13. Ilpu ‘p'a60Te C JeKkapcTBEHHBIM mpemapaToM @Pemmpepor® pacTBop s
HBEKIMH clieayeT coOromaTs oOmpe NpaBmia JIUYHOM TUTHUEHBl M TEXHUKU
€30[IACHOCTH, IPEAYCMOTPEHHBIE IPH PaboTe ¢ JeKapCTBEHHBIMHU IPENapaTaMy.

HyCTy}d_.T_apy' U3-TI0J JIGKAPCTBEHHOI'O Tperapara 3alpeliacTcs UCIO0JIbE30BaTh

JUIsT OBITOBBIX HGHCﬁ, OHAa IIOIOJICKUT YTHIIM3alluHr C OBITOBBIMHU OTXOHAMH.

IIpu ciydallHOM KOHTaKTe JEKapCTBEHHOrO Ipenapara ¢ KOMKEH WM CIM3UCTBIMU

000I0YKaMH I1a3, X HEOOXOIUMO HPOMBITH OOJIBIIUM KOJMYECTBOM IPOTOYHON BOJEL.

[foIM € TUIEPUYBCTBUTEIBHOCTHIO K KOMIIOHEHTAM IIperapara cieayeT H30erars
PAMOTO KOHTAKTa C JIEKAapCTBEHHHIM mpemapaToM @emudepor® pacTBop s

UHBEKIIUN.

B ciydae mposiBIeHMs aJUIEPTUYECKUX PEeakKiliil WK MpU CIyIafHOM IONaJaHuH
pernapara B OpraHM3M 4YeJIOBEKa CJIEyeT HEMEIJIEHHO OOpaTUThCS B MENUIUHCKOE

y‘-IpC)KILCHI/ICi(IIR,I/I cebe uMeThb WHCTPYKIUIO 1TO NPUMCHEHUIO IIpCliapaTa N 3TPIK€TKY).

14. BepeMeHHEIM ¥  KOPMAIIMM  KOIIKAM  pa3peliaercs HpUMEHATH

HeKapCTBeHHBIﬁ pernapar B YKasaHHBIX TCPAIIEBTHYECKUX J03aX.

15. Jlexapcteennsiit mpemapar ®enubepor® pacTBOp [T HHBEKIHE BBOIAT
HYTPUMBIITICYHO.

C npodunaxtudeckoit nenpio (IpH Yrpo3e 3apakeHHs) JeKapCTBEHHBIH Penapar
asHagarot B.1o3e 200 000 ME, neykpaTHO ¢ HHTEpBaIOM 48 4acoB.

Jl71st neveHns naHnedKoIeHnH, KaIUIMBUPO3a, FepIecBUpO3a mpenapar BBOIAT B
yTouno# noze 200 000 ME, B Teuenune 5 — 7 gHell B COUYETaHMH ¢ aHTHOMOTHUKAMY,
BIBOPOTOYHBIMH M HUMMYHOIJIOOYJIMHOBHIMH TpemapaTaMH, B COOTBETCTBUU C
HCTPYKUUSMHA 110 BX IIPUMEHEHUIO.

IIpu TsHKEIOM TeYeHHH IIaHJIEUKOIICHUH, KaTUITUBHUPO3a, TePIIECBUPO3a CPEIHIOI0
CPaNeBTUYECKYIO J03Y PEKOMEHIYETCS YBEIUYUTh B 2 paza — 400 000 ME.

Komxkam ¢ yCTaHOBIEHHBIM AMATHO30M BHUPYCHOM JeHKEMUM KOIUEK WM
VPYCHOTO 'HMMYHOIC(UIUTA KOIIEK IeKapcTBeHHBIH mpemapar ®emudepon”®
acTBOp ,Z[JI?I:..I/I.H‘:ZT)eKHI/II\/JI npuMEHsOT 110 cienyromei cxeme: 400 000 ME B Tedenune

auen, paiee mo 400 000 ME ma 9, 11, 13 neHp B KOMOMHAIIMM C aHTUOMOTUKAMH U

pEICTBAMU CUMITOMATUYECKOM TEpanmuu B COOTBETCTBHHM C HHCTPYKIIUIMHU IO HX
pUMEHEHHMIO. JIeueHue IOKHO IIPOBOAUTHCS BETEPUHAPHBEIM BPAauoOM, HMEIOIMM
IIBIT Tepanﬁﬁ XPOHHMYECKHUX BUPYCHBIX MHPEKIUI KOIITEK.

IIpumenenue nekapcTBeHHOTO mpenapara Oemudepon® He0OX0AUMO TPOBOIUTH
Ol KOHTPOJIEM OOIIEro aHaausa KpoBH (IO Hadyana M HO OKOHYaHuM Kypca). Cpokm
OBTOPHEIX KYpCOB OIpPENENIsAECT BETEPUHAPHBIM Bpad KaXIOMY SKUBOTHOMY
HIUBUAYAIBHO, 10 KITNHUIECKAM [TOKA3aHUSM.

16. H060t1.'1}11’>1x ABJIEHUM ¥ OCJOKHEHUN IpU IPUMEHEHUU JIEKAPCTBEHHOIO
perapara ®enudepor® pacTBOp AN MHBEKIMI B COOTBETCTBUM C HACTOSMIEH
HCTPYKLIUEH  HE HabrogaeTcs. Ipnm IIOBBIIIEHHON HMHJMBHUIYaJbHOU
YBCTBUTEIBHOCTH U IOSIBICHUU AJUIEPTUUECKUX PEaKIUi, JEKapCTBEHHBIN Npenapar
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CJICnyeT OTMCHHTh M HAa3HAYUTH JXKMBOTHOMY AaHTHUTHMCTAMHMHHBIC IIPCIIAPATBI U
¢

> peNCTBA CUMIITOMATHYECKOM Tepanyu.
17. CuMITOMEI Iepe103UPOBKU MIPH MPUMEHEHUH JIEKAPCTBEHHOT'O Nperapara He

ILI)IHBJIGHBI.

18. Jlexapcrennpli npemapar @Pemudepor® pacTBOp I MHBEKIMH He

JOITYyCKacTCA CMEIIMBAaTh B OJHOM IOOpHUIE C JAPYTrUMH JICKapCTBCHHBIMU
[peraparamMu. ,Z[OHYCKaCTCSI COBMECTHOC IIPUMCHCHHUEC C APpYyTUMHA

IMMYHO6I/IOJIOI‘I/I‘-ICCKI/IMI/I 1 XUMHOTCPANICBTUYCCKUMHU IIpCrIapaTaMun (CI)IBOpOTO‘-IHBIC

1 UMMYHOIJIOOYJIMHOBEIE).

19. OcobenHocTel MeHCTBHS JIEKAPCTBEHHOro Ipemapara IIpd IEpBOM
IPUMEHEHHH HIII IIPA OTMEHE HE YCTAaHOBJICHO.

20. Crenyer uzberarh IpOIyCKOB OYEPENHON 035 JIEKAPCTBEHHOIO Iperapara, TaK
(aK 3TO MOXKET IIPHUBECTH K CHIXKEHHUIO TepameBThdeckoid sddexrtuBHOCTH. B Cirydyae
[POITyCKa OJHOM NO3EI HEOOXOOMMO BBECTH € KakK MOXKHO CKOpee, Jalee HHTepBal

MCXXAY BBCACHUAMU JICKAPCTBCHHOI'O ITpenapara HE U3MCHICTCA.

21. JlexapcrBenusiii npemapar @DenudepoH® pacTBOp NS UHBEKIMH HE
[peTHA3HAaYEH /I NPUMEHEHUS IPOLYKTUBHBIM KUBOTHBIM.

HaumeHoBanys 1 aapeca 000 «HTII «buoluBect», 117246,
DpOHSBOJICTBeHﬁBIX IJIOIIAI0K r. MockBa, Hayuneiii mpoesn, mnom 20,
IIPOU3BOUTENEH JIEKAPCTBEHHOI'O ctp. 3. Ten/daxc: (495) 785-83-50/70.
npenapara Ajsi BETepUHAPHOTO

IPUMEHEHUS. =

HaumMeHnoBanue, ‘aﬂpec OpraHu3aluy, OO0 «HTIl «buolusect», 117246,
YIOJTHOMOYEHHOM IepKaTesieM uiu r. MockBa, Hayuneii npoesn, nom 20,
BJIAJICIIBIIEM PETMCTPALMOHHOIO cTp. 3.

Y/IOCTOBEPEHHS 1EKAPCTBEHHOTO

pernapara Ha IPUHATHE IPETECH3HUMA OT

noTpeOuTers.

C cormacoBaHMeM HACTOSIIEH WMHCTPYKIUMHM YTPAYUBAET CHIY HHCTPYKIHS IO

IPUMEHEHHIO' JIEKAPCTBEHHOro mpenapara ®emudepor® pacTBOp I UHBEKIHH,
yrBEpKIEHHAs PoccenbXx03Han30poM 25 HIOH:

021 rona.

AMECTUTENb TUPEKTOpa
A. I'oruapyx




