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OBILIASI XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA
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1. HAMUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA . '
Hudypokcazua-JI®, 100 mr, 200 mr, Kancyisl. 1 7 «5 / - 2 U 1 7

2. KAYECTBEHHBINA 1 KOJIMYECTBEHHBIN COCTAB

Kaxxnas karcymna conepxur:

Oeticmsyrouee sewyecmeo: Hupypoxcaszun — 100 mr umu 200 Mr;

gcnomozamenvhble  6eujecmeq, HAIUYue KOMoOpwblx —cledyem  Y4umvléamv 6  cocmaege
JleKapcmeeHH020 npenapama: caxapo3sa, azopyoun (E122).

[TonHBIH CIHCOK BCIIOMOTaTEIbHBIX BEIIECTB CM. B pasene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancyner.

100 me: TBepable xenaTuHOBBIE Kancynbl Ne 1 nmunmuHapudeckoi GopMsl ¢ mosrychepruuecKuMu
KOHIIaMH JKEJITOTO IIBETa.

200 me: TBepable xenaTuHOBBIE Kancyasl Ne 0 munuHapudeckoi GopMbl ¢ MoaychepHueCKHMA
KOHI[AMH JKEJITOTO IIBETa.

4. KINMHUYECKHUE JAHHBIE

4.1 lloka3zaHus K NPUMEHEHHIO

Hudypoxcasua-JIO nokasan K IpIMEHEHHUIO y B3POCIBIX U JeTel cTapiue 6 JeT.

Jleyenue ocTpoit nuapen OaKTepHATBHOTO IPOUCXOXKICHUS, BBI3BAHHON YYBCTBHTEIbHBIMH
mrammamu Staphylococcus spp., Salmonella spp., Escherichia coli mpu oTcyTcTBHM MpH3HAKOB
MHBa3uM (HalpuMep, yXyALIEHHE OOINEro COCTOSHUS, JIMXOpaaKa, TOKCHKOUH(EKIHsS U 1p.) B
JIOTIOJIHEHHE K pEruApaTallHOHHON TeparHiH.

Jlo3a u cnoco6 peruaparanuu (IepopaibHO WM BHYTPUBEHHO) OTIPEENISIETCS B 3aBUCHMOCTH OT
TSDKECTH JUapey, BO3pacTa, COCTOSHUS MAIUeHTa, HAINYHS COMYTCTBYIOLIUX 3a00/IeBaHHUIA.

4.2 PexxuM J03HPOBAHHSA H CIIOCO0 MPHUMEHEeHUs!

Pesicum oo3uposanun

B3pocinbie — no 800 mr (4 xancyns! o 200 mr uim 8 xancyn mo 100 Mr) B cyTku, pa3ieieHHbIE Ha
4 npuema.

Jletu crapiue 6 siet - o 600-800 mr (3-4 xancyis! mo 200 mr wiu 6-8 kancyn mo 100 mMr) B cyTKH,
paszieleHHbIe Ha 3-4 npuema.

Ilpenapar Hudypokcaszun-JI® ve cnenxyer npuHuMats 6omee 3 qHel 6e3 KOHCYIBTAIMH C BPAYOM.
Cnocob npumeneHnua

IIpenapar Hudypoxcasua-JI® npuHUMaOT BHYTph, HE3aBUCUMO OT ITPHEMa ITHIIH YePe3 PaBHBIE
IIPOMEXYTKH BpeMeHH. Kamcymy crnemyer mnporiaTelBaTh ILETHKOM, 3aldBas JIOCTATOYHBIM
KOJMYECTBOM BOJIBI. '

Bo Bpems ieuenus nuapen HUQypoKcasHIoM, 00513aTeIbHBIM SBIISETCS IIOCTOSHHOE IIEPOPaTIbHOE
WJIM BHYTPUBEHHOE BOCIIOJIHEHUE NePHUIIUTA XKUAKOCTH B OPraHU3Me, B 3aBUCHMOCTH OT OOIIETO
COCTOSIHUS ITAIIUEHTA.

4.3 IlporuBonokasanusi

— THIEPYYBCTBUTEIBHOCTh K NEHCTBYIOIIEMY BEIIECTBY MJIM K JIFOOOMY H3 BCIOMOTAaTEIbHBIX
BEIIECTB JIEKapPCTBEHHOTO NIpernapara, IepeYrciIeHHbIX B paszere 6.1;

— THUIIEPYYBCTBUTEIBHOCTH K IPOU3BOIHBIM S-HUTpO(dypaHa;



— HENEePeHOCHMOCTh (PPYKTO3Bl, CHHIPOM [IOKO30-TaIaKTO3HOM -~ MaNbabcopOIul  WITH
HEOCTATOYHOCTh caxapasbl M HM30MaibTa3bl (M3-32 HaJIMYMs B COCTaBe JIEKAPCTBEHHOI'O
npernapara caxaposbl); HE PB

— JIeTCKHH Bo3pacT 1o 6 JeT.
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4.4. Ocobble ykazaHHus H MepbI IPEJI0CTOPOKHOCTH NPH NMPHMEHEHHH :

Bo Bpems neueHust HU(ypOKCa3HIOM IIPOTUBOINIOKA3aHO YIOTPEOIEHHE aIKOTOIbHBIX HAITUTKOB,

T.K. aJIKOT'0JIb MOBBIIIAET YyBCTBUTEIBHOCTh OPraHU3Ma K IIpeapaTy ¥ MOXKET CIPOBOIIMPOBAThH
JMCYITEGHPAMOIIOI00HYIO PEAKIIHIO, KOTOPAs BBIpAKaeTcss 000CTPEHUEM IUapen, PBOTOMH, OOJIBIO
B JKUBOTE, THIIEPEMHUEH KOXXH, OLIYIIIEHUEM Xapa B JIUIE U BEPXHEH YacTH TYJIOBHIIA, LIYMOM B
rOJIOBE, 3aTPyIHEHHBIM JbIXaHHEM, TaXUKapAUEeH, OLyIIEHUEM CTpaxa.

B ciygae nosiBneHus peakiuii runepayBCTBUTEILHOCTH, TAKMX KaK OJBIIIKA, KOXKHAs ChIIlb, 3y,
CJIEZlyeT MPEeKPaTUTh IPUMEHEHHE JIEKapCTBEHHOT O IIpemnapara (cM. paszen 4.8).

Ecnu B nepuox nedeHust TekapCTBEHHBIM IpenapaToM MOSBISIOTCS CUMIITOMBI 00€3BOXKHUBaHHS,
HEOOXOIMMO, B 3aBHCHMOCTH OT KJIMHHYECKOTO COCTOSHHS TAllM€HTa, IMPOBOAUTH
peruipaTaliioOHHYIO TEPANHUIO (B3POCIBIM - OKOJIO 2 JTUTPOB XKUAKOCTH B CYTKH).

B cinydgae mnpomomxaromieiics muaped mociae 3 IHEH JiedeHHs HEOOXOIHMMO IPOBECTH
yriIyOJIEeHHYI0 JUAarHOCTHKY, LEJBI0 KOTOPOM SABJISETCS ONMpEeIeHHEe MPHYHHBI CHMIITOMOB, U
pacCMOTPETH BOIPOC Havaaa aHTHOMOTHKOTEPAITHH.

B cirygae TspKerol HHBa3HHHOM [uaper He0OXO0AMMO Ha3HAYEHHE aHTHOMOTHKOTEPAIHH, TAK KaK
HH(YpOKCa3u]| He BCACHIBAETCS M3 XKETYI0YHO-KMIIEYHOTO TPAKTA.

JlexapcTBEHHBIH NpemnapaT He HA3HAYAIOT B KAYECTBE MOHOTEPANMM Ul JE€YEHHS KHUIIEYHBIX
HHGEKIUH, COMPOBOXIAIONIMXCS CENTHIEMUEH,

Hudypokcasun-JI® crenyer npuMeHSTH C COGIIONEHHEM CTPOTOM JHETHI, MCKIIOYas COKH,
CBIPBIE OBOIIY U QPYKTHL, OCTPYIO U TPYAHOIIEPEBAPUBAEMYIO ITHIILY.

Bcnomozamenvhvie sewjecmea

JlekapCTBEHHBI IIpemapaT COHEP)XKHT caxapo3y. I[lanmmeHTaM ¢ peaKo BCTpedaroleics
HaCJIC[ICTBEHHOM HENEPEHOCHMOCTBIO (PYKTO3BI, TTFOK030-TAAKTO3HOM MababcopOuuei uiu
neGuIUTOM caxapasbl-H30MaTbTa3bl HE CIIEAYET IIPUHAMATH 3TOT IIpenapar.

JlekapCTBEHHBIH IIpemapaT CONEPXXHT KpacuTelb a30pyOHMH, KOTOPBIH MOMET BBI3HLIBATh
AJJIEPrUYECKUE PEAKIIHH.

4.5 BsammopeiicTBHe ¢ APYIHMH JIEKADCTBEHHBIMH TNpENapaTaMH W JApyrHe BH/bI
B3aMMOJEHCTBHS

Ynorpebnenne amkoroms BO  BpeMs  JledeHHs HH(YPOKCA3MIOM  MOKET  BBI3BATH
nucynspupamonono6Hele peakiuu (cM. paszen 4.4).

Bo Bpems mpuema Hudypokcasuma ciexyer u36eraTh OJHOBPEMEHHOTO NpHEMa IPYTHX
NE€POPANIBHBIX JICKAPCTBEHHBIX MPENApaToOB U3-3a CHIIBHBIX aJCOPOIIHOHHBIX CBOMCTB Mperapara.

4.6 ®epTHIBHOCTD, GEPEMEHHOCTH M JIAKTAIUSA

bepemennocme

VIMeercst orpaHMYeHHEIH 00BEM NAHHBIX [PU NPUMEHEHMH HU(BYpoKcasuaa y GepeMeHHBIX
keHmuH. MccnenoBanus Ha JKMBOTHBIX HEJOCTATOYHBI B OTHOLIEHMH PENpPOLYKTHBHOM
TokcuuHocTH. Hudypokcasun mokasan Bo3moskHoe MyTareHHoe feiicTBHE (CM pasaen 5.3).
Hudypoxcazun-JI® He pexoMeHIyeTcss B Mepuo[ GEPEMEHHOCTH M Y JKEHIIMH JETOPOJHOTO

BO3pacTa, He MCIOJB3YIOMUX 3()HEKTHBHBIE METOIBI KOHTPAIICIIIIHH.



HO PB

737 e-201
I'pyonoe eckapmauearue N b
HewnsBecTHO, BBIIESETCS JIM HU(YPOKCA3UI HITK €T0 META0OIUTEI B IPYTHOE MOJIOKO. Hocxomﬂ(y
Hudypokcasu obragaeT HU3KOH OHOTOCTYINHOCTBIO, (BCACBIBAHUE U3 JKEITYA0YHO-KHUIICTHOIO
tpakta cocrasisier 10-20% oT npUHATOH 103BI), €0 KOJMYECTBO B TPYAHOM MOJIOKE BEPOSTHO
6yner Hu3kuM. OJHAKO HENB3s MCKIIOYMTH BIMSHHE HA KHINEUHYIO (Iopy >Kelyno4Ho-
KMIIEYHOTrO TPaKTa MIAJICHIEB, HAXOAMIMXCS Ha TPYJHOM BCKapMiuBaHuu. He pekomenayercs
neuenue mnpenaparoM Hudypoxcasun-JI® B mepuon rpyaHoro BCKapMIIMBAHHUSA, B CBA3H C
OTCYTCTBHEM KIIMHUYECKOTO OIBITA IPUMEHEHHMS.
DepmunvHocmep
B mcceIoBaHMAX Ha )XMBOTHBIX HET JOCTATOYHOM WH(GOPMAIMK O BIMSHUM HU(YypOKcasuia Ha
(bepTHIIBHOCTD.

4.7 BiausiHde HA CHOCOOHOCTH YNPABJATH TPAHCMOPTHBHIMH CPeACTBAMH M paborarh ¢
MeXaHH3MaMH
Hudypoxcasun He BIuseT Ha CIOCOOHOCTH YIPABIATh TPAHCIIOPTHBIM CPEICTBOM M paboTath ¢
MEXaHHU3MAaMH.

4.8 HesxeraTesibHbIE peakuH

HexenatenpHple peaknuu, O KOTOPBIX COOOIIANOCH IIPH TNPUMEHEHHH HUPYpOKca3uia,
IPEICTABIIEHBI HMXKE 110 CHCTEMHO-OPraHHBIM KJ1accaM.

YacToTa BCTpEYaeMOCTH HEXENaTeNbHBIX DPEaKkiMii HEW3BECTHA (HA OCHOBAHHUHM HMEIOIIMXCS
JaHHBIX OLIEHUTH HEBO3MOIKHO):

Hapywenus co cmoporvl Kposu u 1umpamuyecko cucmemvl

Omnucan ofuH cityyai rpaHyJIONUATOIICHUH.

Hapywenue co cmoponvl uMMyHHOT cumembl

Peaxiyu runepuyBCTBHTENBHOCTH (OJBINKA, OTEK JHMI@, A3bIKA, TyD, KOXHAS CHINb, 3yd). B
Cllydae BO3HHMKHOBEHMs JaHHBIX DPEaKIWH TMIEPUYyBCTBUTEILHOCTH CJIEAYEeT HEMEIJIEHHO
IPEKPaTUTh IPUMEHEHHE TIpernapara.

Kenyoouno-xuweunvie napywenus

B cnyyasx HHIMBHIYaTbHOM THIIEPIyBCTBUTENBHOCTH K HU(GYPOKCA3H/Iy MOTYT MOSBHTHCS 6OJIb
B JKHBOTE, TOIIHOTA M 00OCTpeHHe auaped. B ciyyae MOSBJIEHHS MOAOOHBIX CHMIITOMOB
HE3HAYUTEIbHOW HHTEHCHBHOCTH HET HEOOXOAUMOCTH MPUMEHEHHsI CIICHHAIBbHON Teparnuy Wi
NpeKpaleHuss NpUMeHeHUsT Huypokcasuaa. [Ipy pa3BHTHH BEHIIENIEPEUMCIIEHHBIX CHMIITOMOB
3HAYUTEJIbHOW HHTEHCHBHOCTH CJIEy€eT IPEKPaTUTh IPUEM TIpenapaTa. B nanpHeieM naueHTy
HE ClIeIyeT IPUHUMATh IPOU3BOJHEIE HUTPOdypaHa.

Hapywenus co cmoponsl koocu u noOKON#CHbIX mKanetl

B03MOXHO pa3sBHTHE aUIEPrHYeCKHX peakiuil (KOXKHas Chillb, KpalHBHMIA, OTeK KBHHKe,
aHadHIIaKTUYECKHE PEaKIliH).

Coob1enne 0 H0103PEBAEMBIX HEXENIATENbHBIX PEAKIIUSIX

BaxHo coo0mare 0 mMOMO3peBacMbIX HEXKENATENbHBIX PEAKIUAX MOCIE PErHCTPAIUHU
JIEKapCTBEHHOT'0 Mpemnapara ¢ Leblo 00ecreueHus: HePepbIBHOIO MOHUTOPUHTA COOTHOIIEHHS
«IOJIB3a — PHUCK» JIEKAPCTBEHHOrO mpenapara. MeIUIMHCKUM pabOTHHKAaM pEKOMEHIYETCs
coobmark 0 TOJ03PEBAEMBIX HEXENATEIbHBIX DPEAKIHAX JEKApCTBEHHOTO Iperapara uepes
HAIIMOHAIBHYIO CHCTEMY COOOLIEHUS O HEXeNaTebHBIX PEeaKIHsX:

Pecny6nuxa Benapyce

220037, Munck, ToBapuineckuii nep., 2a

VII «l1eHTp 3KCNEPTH3 U UCIIBITAHHH B 3[PaBOOXPAHEHUI

Tenedon otaena papmaxonanzopa: +375 (17) 242-00-29

@axc: +375 (17) 242-00-29

OnexTponHas noyra: repl@rceth.by, reeth@rceth.by
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4.9 IlepenozupoBka
CHUMITTOMBI ITepeI03UPOBKH HEU3BECTHEI.

B Ciay4ae IIPEBBIIICHHUSA AO03bl PEKOMEHAYCTCA IIPOMBIBAHHC XCIylKa H CHUMIITOMAaTH4YE€CKOE
JICUCHHEC.

5. PAPMAKOJIOTHYECKHUE CBOVMCTBA

5.1 ®apmakoauHAMH4YeCKHE CBOHCTBA

®apMmakoTepaneBTHYECKAs rpynmna: [TpotuBoaMapeiHbIe, KHUIIEYHBIE
IIPOTUBOBOCIAIUTEIbHBIE/ TIPOTHBOMHKPOOHBIE Ipernaparsl. Jpyrue KHUIICYHBIE
IIPOTHBOMHUKPOOHBIE ITpenaparsl.

Koax ATX: A07AXO03.

Mexanusm oeiicmeusn

Tounsli MexaHu3M geiicTBUs He u3BecTeH. Hudypokcasum MoxeT HHIHOUPOBATH aKTUBHOCTh
JNETHAPOreHa3 M HapyllaTh CHHTE3 OeNKOB B OakTepUalbHBIX KiIeTKaX. D(PQPEeKTUBHOCTH HE
3aBUCHT OT pH B ImpocBeTe KUIIIEYHHKA.

Dapmaxkoounamuyeckue Ihghexmot

Hudypokcasun - KUIIEYHbIH aHTHCENTHK, MPOM3BOAHOE S-HUTPOQypaHa, 06j1anaeT MECTHBIM
aHTHOAKTepHAIbHBIM JEWCTBHEM [0 OTHOLIEHHIO K TPAMIIOJIOXHUTEIBHEIM (CEMENHCTBO
Staphylococcus) u rpamorpunarensubiM (cemeiictBo Enterobacteriaceae: Escherichia spp.,
Citrobacter spp., Enterobacter spp., Klebsiella spp., Salmonella spp.) 6aktepusm.
Hudypoxcasun He mposBiIseT aHTHOAKTEPHAIBHYIO aKTHBHOCTh B OTHOINEHMH OakTepuii BHIa
Proteus vulgaris, Proteus mirabilis u Pseudomonas aeruginosa.

Hudypoxcasun He yHHYTOXAET CanmpopUTHYKO KuIeuHyio ¢uopy. He BbI3BIBaeT IOSBIECHHS
YCTOWYMBBIX K HU(YpOKCa3Uay IITAMMOB.

5.2. dapmakoKHHeTHYECKHE CBOCTBA

JlekapCTBEHHBIN Ipenapar Iocie MepopalbHOro MpHeMa YacTuuHO BcackiBaetcs (10-20%) u3
KEITYA0YHO-KHIIEYHOTO TPAKTa ¥ B 3HAUUTEIbHOHN CTeNeHU MeTabomu3upyercsi. OCHOBHAS 4acTh
JEUCTBYIOLIErO BEIIECTBA LIUPKYIUPYET B KPOBU B BUIE META0OIUTOB.

5.3 laHHbIe NOKJIHHHYECKOH 6€30MacHOCTH

Hudypokca3un nokassBaeT BO3MOXHOE MyTareHHOE JeHCTBHE.

Kanneporennoe neiicTue Hudypokcasuaa oleHUBaIM Ha MbImax (110 50 KaXJI0ro MoJj1a B Ipyme)
¥ KpbIcax (10 52 Ka)k0ro 10J1a B IPYIIIeE), MOJyYaBIIuX HUGYPOKCA3H ¢ MUIIEH B TeYeHHUE 2 JIET
B fo3e 0, 200, 600 mmm 1800 mr/kr/nens. HecMOTpst Ha MyTareHHBIE CBOMCTBA, KAHIIEPOTEHHOCTh
HH(YpOKCa3uJa HA Ha MBIIIaX, HM HA KphIcax He ObLIa J0Ka3aHa.

Uccnenosanus HudypoKkcasnaa IPOBOJUINCH HA MPOTSHKEHHH ABYX JIET HAa MBIIAX M KPhICAaX B
no3ax 5400 mr/m? u 10800 Mr/M?> COOTBETCTBEHHO, OCHOBAHHBIX Ha nepepacyere Ha IUIOIIAAb
IIOBEPXHOCTH TeNld, KOTOphIE mpeBblmand B 11-22 pa3za COOTBETCTBEHHO MaKCHMAJIbHO
HMCIIOJIB3yeMYIO 103y JuIs denoBeka 1800 mr (493 mr/m? npu Bece naruenTa 60 Kr).

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1 Ilepevyenp BCoMoraTebHbIX BEIECTB

Bcnomozamenvuvle  Gewjecmea:  caxapo3a, MarHus —CTeapar, KpaxMal —KyKypy3HBbIi
Mo udunmpoBanHslii (Starch 1500).

Cocmae obonouxu sicenamunogoi Kancynvl: XeNaTuH, TATaHa Juokcun E171, XMHOIMHOBBIHA
xenteiit (E104), asopy6un (E122), mynunossiit 4R (E124).
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6.2 HecoBMecTHMOCTH 1737 g-12 017

He npumenumo.

6.3 Cpok roaHoctu

3 roga.

He ucnosp30BaTh M0 HCTEUEHUH CPOKA TOJIHOCTH, YKa3aHHOIO Ha YIIaKOBKE.

6.4 OcoObie MepbI MPEJIOCTOPOKHOCTH NPH XPAHEHHH
XpaHUTH B 3AIMUIIEHHOM OT BJIard ¥ CBETA MECTE IIpH TeMieparype He Bbime 25°C.

6.5 XapakTep u coep:kaHHe IEPBUYHON YIAKOBKH

7 wm 10 Kamcyym B KOHTYPHOM SYEHKOBOW YIIAKOBKE W3 TUICHKH MOJMBHHIIXJIOPUIHOH U (oNBIru
ATFOMUHHEBOH.

3 KOHTypHBIE SUYEHKOBBIE YNakoBkd 1m0 10 Kamcya BMeCTe ¢ HHCTPYKLIHMEH [0 MEIUIUHCKOMY
IPHMEHEHHIO B [1aYKe U3 KapTOHA.

2 WM 4 KOHTYpHbIE STYEHKOBBIE YTIAKOBKH 110 7 KarCysl BMECTE C HHCTPYKIIHEH 10 MEIUIIMHCKOMY
IPHMEHEHMIO B [TaYKe U3 KapTOHa.

6.6 OcoOble Mepsl NPEIOCTOPOKHOCTH NPH YHHYTOKEHHH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOr0 Mpemnapara MWJIH  OTXO0[0B, MOJY4YeHHBIX IIOCJIe TPHMEeHeHHUs
JIEKAPCTBEHHOI0 NpPenapaTa uid padboTsbl ¢ HUM

Het 0co6pIx TpeOoBaHU K yTHIIH3AIUH.

Beck ocrapmelics nexapCTBEHHEBIN NpenapaT U OTXOABI CIEAYeT YHHYTOXHUTh B yCTAHOBJIEHHOM
HIOPSIZIKE.

6.7 YcnoBus oTmycka
be3s penenra Bpaya.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

COOO «Jlexdapm», Pecrrybnuka Benapycs, 223141, r. Jloroiick, yia. Munckas, 1. 2a, k. 301.
Ten./daxc: (01774)-53801.

OnexrponHas noura: office@lekpharm.by.

IIpemensuu nompebumeneti Hanpaensime no adpecy:

COOO «Jlexdpapm», Pecriybnuka Benapyce, 223141, r. Jloroiick, yi. Musckas, a. 2a, k. 301
Ten./daxc: (01774)-53801.

OnextponHas noura: office@lekpharm.by, sideeff@lekpharm.by.

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
9. TATA IEPBUYMHOM PETUCTPALIMU

10. TATA IIEPECMOTPA TEKCTA



