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OBILIASI XAPAKTEPHICTUKA JIEKAPCTBEHHOI'O IIPEIIAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
Hudypoxcaszun, 100 mr, TabneTku, NOKPHITHIE IEHOYHOH 000I0YKOIH.
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2. KAYECTBEHHBIN U KOJIMYECTBEHHBII COCTAB | B

Heiicmeyowee eeryecmso: HUQYypOKCa3U. o
Onua TabeTka, IOKpEITas IIEHOYHOH 0007104K0M, conepuT Hudypokcasuna 100 mr.
[ToNHEIH CIIHCOK BCITOMOTraTeNIbHBIX BEIIECTB IIPHBEAEH B pasnene 6.1.

(

3. JEKAPCTBEHHAS ®OPMA

TabmeTku, HOKPHITHIE MJICHOYHOM 000JI0UYKOIA.

TabneTku, MOKpBIThIE IIEHOYHOH OGONOYKOH, KENTOTO LBETa, KPYIJbIE, ¢ ABOSKOBBIIYKION
MOBEPXHOCTEIO.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3zaHusI K MPHMEHEHHIO

Octpast GakrepuanpHas Auapes TMpH OTCYTCTBHH NPU3HAKOB WHBA3WH (YXYAIIEHHE OOIIEro
COCTOSIHHUSI, TIOBBILIEHHE TEMIIEPATY DI, IPU3HAKH TOKCUKOUH(EKIIMHA U Ip.).

ComyTcTByIOIIas peruApaTaluOHHas Tepanus (epopanbHas Ui BHYTPUBEHHAS) ONpeNesIeTcs
TSDKECTBIO JOHApEH, BO3PAacTOM, IIOJIOM, MacCOo¥ Tela NAIMEHTa, a TaKkKe HaIHIUeM
COIMyTCTBYIOIMUX 3a00JI€BAHHA.

4.2. PexxnM 103HPOBAHUS H COCO0 IPUMEHEeHH
Pexxum nozupoBanus
JlexapcTBEHHBIA Mpenapar npeIHa3sHaueH 1711 B3POCIIBIX U JIeTel cTapie 6 JeT.

B3pocnvie
200 Mr (2 TabieTkn) 4 paza B CyTKH (HHTEpBATI MEXIY IIpHEMaMH 6 1).

Jemu om 6 nem
200 mr (2 TabneTku) 3-4 pasza B CyTKH (HHTEPBAI MEX/y IpueMamu 6-8 1).

ITponomKHUTENBPHOCTE JIeueHus: He Oonee 7 qHel.
Ecmu B TeveHHe mepBBIX 3-X [HEH TNpHeMa YIydIleHHsS HE HACTYIWIO, [ANMEHTY CIELyeT
00paTUTHCS K Bpady.

Crioco6 nmpuMeHeHus
Jlns mpuemMa BHYTpB.
[IpuauMaTh TablETKU HE pa3)KeBbIBAs, 3aMMBast Y2 CTaKaHa OXJIaXICHHOM KUIISTYEHOM BOIBL

4.3. IlpoTuBonokazanus
— TIOBBIIIEHHAs YyBCTBHUTENBHOCTh K HHU(YpOKCasuIay, IPOU3BOAHBIM S-HHTpodypaHA HIH
r000MY M3 BCIIOMOTaTeNbHBIX BEIIECTB, IEPEUUCIICHHBIX B pas/ene 6.1;

— JIETCKHi Bo3pacT 1o 6 JeT;
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4.4. Oco0ble yKa3aHHsI H MePbI NPEJ0CTOPOKHOCTH IPH IPUMEHEHHH

Hudypokcasua He ClemyeT HCIONb30BaTh Oomee 7 mIHEH (ecMm. pazpen 4.2). B cmydae
PONOJDKAIOIIENCS nuaped Iociae 3 JHel JedeHus HEOOXOAMMO IpPOBECTH yrIIyOJIeHHYIO
JHATHOCTHKY C IENBIO ONpENeICHHs TPUYMHBI CHMITOMOB M PacCMOTPETH BONPOC Hadana
AHTHOMOTHKOTEPAIIHH.

B ciydae TsDKeNoi MHBa3HIMHOM Juapedt HEOOXOIMMO HA3HAYEHWE aHTHOMOTHKOTEPAIUH, TaK
KaKk HEQYpOKCA3H/{ HE BCACHIBACTCS U3 JKENYAOYHO-KHIIETHOTO TPaKTa.

B ciyuae TOSBIECHHS DEAKIHil TMIEPUyBCTBHTENBHOCTH (OMBINIKA, OTEK JMUA, TYyD M s3bIKa,
CBIIlb, 3y/1) CIIEAYET NPEKPaTUTh IPUMEHEHHUE Ipenapara.

Bo BpeMs neueHHs HE CJEIyeT YHOTPEOIATh alKOTONb, TaK Kak HA(YPOKCA3HI MOXKET
CIIPOBOIMPOBATh AUCYIbHHPAMONIOTOOHYIO PEeaKIHIo (cM. paszen 4.5).

TpebyeTcs MOCTOSIHHAS [IepOpayibHAs MM BHYTPHBEHHAs pErvpaTalldOHHas Tepalus AHApEH
(cpenHecyTOUHOE TOTpEOIEHHE JKUIKOCTH I B3POCIOTO COCTABIAET OKOJNO 2 nuTpoB). B
3aBHCHMOCTH OT OOINETO COCTOSHMS MANHEeHTa PEKOMEHAyeTcs YNoTpebiieHHe OGOoJbIIoro
KOJIMYECTBA XKHUIKOCTH, CIAJKHX W HECIAAKUX HAIUTKOB /IS KOMIIEHCAIMH IIOTEPH XXHIKOCTH
BenencTBre  auaped. ClleyeT paccMOTPETh BO3MOXHOCTb IPOBENEHHS BHYTPUBEHHOTO
BOCIIOJIHEHHS YKUIKOCTH B CITydae TsDKEJIOH U MPONOJDKUTEIBHON JHapeH, TSHKEI0H PBOTHI HIH
0TKa3a OT e[Ibl.

Bo BpeMs muaped ciemyeT NpOJO/DKATh IIPUEM IHUINM, UCKIIOYMB HEKOTOPHIE IPOAYKTHI
[IUTaHUS, OCOOEHHO ChIpElE (PYKTHI M OBOINM, TSDKENble W OCTphle Omoga, a Takxke
3aMOpOYKEHHBIE MPOAYKTEl M XOJOIHBIE HAMUTKH. PekoMeHayeTcs yHmoTpeOlIeHHe OTBAPHOIO
Mmsica (HeXHpHBIE copTa) MW puca. VckimodeHHe MoJioka M MOJIOYHBIX IIPOXYKTOB
paccMaTpUBaETCsl MHIUBUAYAIBHO.

4.5. B3aumopgeiicTBHe ¢ [APYrHMH JIeKADCTBEHHbIMH IMpenapaTaMH H JApyYrde BHIbI
B3aHMOeHCTBHS

He cnenyer nmpuHuMarth HU(YpOKCasui ¢ JIEKapCTBEHHBIMH IIpelapaTaMH, KOTOPBIE MOTYT
BBI3BaTh JUCYIBGHUPAMOIIONOOHYI0 peaknHio, a TaKXe C JIEKApCTBEHHBIMHU IIpelapaTaMy,
YTHETAIOLIUMU [EHTPAIbHYIO HEPBHYIO CUCTEMY.

He cnenyer npuHuMate HHPYpPOKCA3UI OJHOBPEMEHHO C MAPYTHMH JIeKapCTBEHHBIMH
IpenapaTamMy, Tak Kak HUypokcasua objiafaeT CUIBHBIMH aJCOPOIMOHHBIMH CBOMCTBAMH U
TEM CaMbIM MOJXET HapyIIUTh UX JAeHCTBHE.

Bo Bpems neuenus HudypokcazumoM He CIelyeT yIoTpeOsTh alKorojb, TAK KaK 3TO MOXET
BBI3BATh JUCYIbGUPaMONoo0HyIO peakiuio (cM. pasaen 4.4).

4.6. ®epTHILHOCTD, 6epEMEHHOCTh H JIAKTAIUS

bepeMeHHOCTD

Mmeercss orpaHHdYeHHBI 00BEM [AaHHBIX NpPH NpPUMEHeHHH Huypokcazuaa y OepeMeHHbIX
keHmuH. VccnenoBaHus Ha JKHBOTHBIX HENOCTATOYHBI B OTHOLIEHMH pENpPOAYKTHBHOH
TokcuyHocTd. Hudypoxcasun nmokasan Bo3MOXXKHOE MyTareHHoe aeiictBue (cM paszgen 5.3).
JlexapctBeHHbIH mpenapar Hudypokcasun He pexomeHayeTcs B NEepUod OEpEMEHHOCTH H Y
YKEHIIIMH AETOPOIHOTO BO3pAcTa, HE UCTIOIB3YIOMUX 3 HEKTHBHBIE METO/IbI KOHTPAICTIIHH.
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HeusBecTHO, BhIAENAETCS JM HUPYPOKCA3WA HIM ero MeTaboIMTBI B TIPYIHOE MOJIOKO.
IMockonbKy JekapcTBeHHBIH mpemapat Hudypokcasun obnazaeT HHU3KOW OHOJOCTYIHOCTEIO,
(BcachIBaHME U3 KEJIYA0YHO-KUIIEYHOro TpakTa coctaBisgeT 10-20 % oT mpHUHATOH 103BI), €r0
KOJIMYECTBO B TPYIHOM MOJIOKE BEpOATHO OyneT HU3KMM. OfHAKO HeNb3sl HCKIIIOUUTh BIUSHUE
Ha KUIIEYHYIO (JIOopY KellyI0YHO-KUIIEYHOrO TpaKTa MIIAJEeHIIeB, HaXOIAUIUXCS Ha IPyIHOM
BcKkapMmiuBaHuH. He pexomeHayercs nedeHue npenapatoM Hudypokcasun B nepuona rpyaHoro
BCKapMJIMBaHHS, B CBS3U C OTCYTCTBHEM KIIMHUYECKOTO OIIBbITA IPHMEHEHUS.

DepTUIBHOCTD
B wuccnenoBaHusx Ha JKMBOTHBIX HET JOCTAaTOYHOM HH(OpManuM O BIMSHUH Mpernapara
Hudypokcasun Ha GepTHILHOCTD.

4.7. Brusinue Ha cnocoGHOCTH YNPaBJSATH TPAHCIOPTHBIMH CPEACTBAMH M pafoTaTh C
MeXaHH3MaMH

Hudypokcasun He okasplBaeT BIHMSHHS Ha CIOCOGHOCTH YNPaBIATh TPAHCIOPTHBIMH
CpencTBaMH U paboTaTh C MEXaHH3MaMH.,

4.8. HexxenaTte/bHbIe PEAKIHH

Mnbopmanus o HeXeNaTeNbHBIX PEaKIHIX U3O0XKEHA B COOTBETCTBUH C CHCTEMHO-OPTaHHOM
KmaccHdHKalued 1 yacToTolf BeTpeuyaeMocTH. Karteropwu wactoTsl: odeHs wacto (>1/10),
gacto (21/100, mo <1/10), mewacto (>1/1000, ro <1/100), peaxo (>1/10000, Ho <1/1000),
ouyeHb pexko (<1/10000), wacrora Hem3BecTHa (HCXOAS U3 HMEIOIIMXCSA JAHHBIX, YaCTOTY
BO3HUKHOBEHHS OIPEAETUTH HEBO3MOIKHO).

YacToTa HIDKETIEPEUHCITEHHBIX BO3MOXKHBIX HEXENATENbHBIX PEaKIHUil SBIAETCA CIEAYIOLIEH:
4acTOTa HEM3BECTHA.

Hapyiienus co cTOpoHBI KpoBH W JuMGbATHYeCKOH CHCTEMBI: TpPOMOGOLHTOMEHHS,
TeMOJIMTHYECKAs: aHEMUsI, arPaHyJIOLUTO3.

Hapyruenust co cTOpOHBI MMMYHHOM CHCTEMBI: allIeprHYecKHe PEeaKilhH, TAKHE KaK KOXKHAS
ChIIlb, KPallMBHUIIA, AHTHOHEBPOTHYECKHUH OTEK, aHA(HUIAKTHUECKHIH ITIOK.

Hapyiuenus co cTOpOHEI KOXH M MOIKOXHBIX TKaHeH: MaKyJoIaryie3Has 9pUTEMATO3HAS
CBIIb, 3K3€Ma, OCTPEIi FeHepaNH30BaHHbIN SK3aHTEMATO3HbIN MyCTYJIe3, POTOCEHCHOMIH3ALIUSL
HapymeHust co cTOpOHBI MOYeK M MOYEBBIBOASUMIMX TIYTeH: XpoMarypus (M3MeHeHHe IBeTa
MOYH).

Ha6ODaTODHBIe H HHCTPYMCHTAJIBHBIC JAaHHBIE: IMTOBRIICHUE YPOBHA TpaHCaMHHa3.

Coolmenue o noxo3peBaeMbIX HeKeNaTeTbHBIX PeaKIHAX

BaxHo coofmare 0 m0mo3peBacMBIX HEXENATENBHBIX pEeaKI|sAX IOCTe perucTpanuu
JICKapCTBEHHOTO Npernapara ¢ Lelblo 00eCIeueH s HelPephIBHOIO MOHUTOPHHTA COOTHOIICHUS
«II0IIB3a-pHCKY»  JIEKAPCTBEHHOrO IIpernaparta. MemunuHCKEM pabOTHHKAM —pEKOMEHIyeTcs
co00mAaTE 0 IOZO3PEBAEMBIX HEKENATENBHBIX PEAKIHAX JIEKapCTBEHHOIO IIpernapara depes
HalMOHAIbHbIE CHCTEMBI COOOIIEHHS O HEXENAaTeNbHBIX peaKlHsX TIOCyNapCTB-4IeHOB
EBpa3uiickoro 5KOHOMHYECKOTr0 COK03a.
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4.9. Ilepeno3upoBka

CHMIITOMBI ITepe103UPOBKH HUDYPOKCA3U/A HE OMMCAHDL.

B ciyuae monospenus Ha mepenosupoBky mpemapara Hudypokcasun crexyer nabmomars 3a
COCTOSIHUEM IIallU€HTA U MPOBOJUTEH CUMIITOMATHYECKOE JICUEHHE.

S. PAPMAKOJIOTMYECKHUE CBOWCTBA

S.1. ®apmakogHHAMHYECKHE CBOMCTBA

dapmakoTeparneBTHYECKas IpyIIa; NPOYHE KUIIEYHbIE IPOTUBOMUKPOOHBIE [IPENapaTL.
Kon ATX: A07AX03.

Hudypokcasun mpencrasmser coboit IPOU3BOAHOE S-HUTpodypana, o6namaeT MeCTHBIM
aHTHOAKTEPHATBHBIM JEHCTBHEM IO OTHOIIEHHIO K TPaMIIONIOKUTENbHBIM (pon Staphylococcus)
M TpaMOTpUIATENBHBIM (ceMeiicTBO Enferobacteriaceae: Escherichia spp., Citrobacter spp.,
Enterobacter spp., Klebsiella spp., Salmonella spp.) GakTepusam.

Hudypokcasun ne mposenser aHTHOAKTEPHANIBHYIO aKTHBHOCTh B OTHOIICHUH OaxTepuit Buma
Proteus vulgaris, Proteus mirabilis u Pseudomonas aeruginosa.

Hudypoxcasun ne yrmuTto)aer canpoGuTHYI0 KHIIeuHyo ¢iopy. He BBI3BIBACT TOSBICHHS
YCTOMYHBBIX K HU(DYPOKCA3HUIY IITAMMOB.

Tounslii MexaHH3M JIeHCTBHS HeW3BeCTeH. Hudypoxcasnn Moxer HHrHGHpOBaThH aKTHBHOCTH
ACTHNIPOTCHA3 M HApYNIATh CHHTE3 OENKOB B GaKTEPHANBHBIX KIETKaX. OddexTuBHOCTL
HUGypoKcasuna He 3aBUCHT oT pH B MpocBeTe KUIIEYHHKA.

5.2. ®apMaKkoKHHETHYECKHE CBOICTBA

JlexapcTBeHHBIH npenapar mocie [ICPOPATILHOTO IpHEMa YaCTHYHO BeackiBaetcst (10-20 %) u3
KEITyNOYHO-KHIIEYHOTO TPaKTa U B 3HAYUTEIHLHOH CTEIeHH Metabomusupyercs. OcHOBHas
4acTh ICHCTBYIOIIETO BEINECTBA IUPKYIHPYET B KPOBH B BUJIE META00JIUTOB.

5.3. lanHbIe JOKIHHHYECKOH 6€30MaCHOCTH

Hudypoxcasun nokassmaer BosmosxHoe MyTareHHoOe JIeiicTBHE.

Kanneporennoe neiicteue HHU(YPOKCAa3HIa ONEHHBAM HA MBIIIAX (mo 50 xaxxmoro moma B
TpyIIe) ¥ Kpbicax (mo 52 Kaxmoro moia B TPYIIIe), NONYYaBIINX HHQYPOKCA3HUA ¢ MUIIeH B
TeueHue 2 get B gose 0, 200, 600 wm 1800 MT/KI/[I€Hb. HecmoTps Ha MyTarenusie CBOMCTBa,
KaHIICPOTeHHOCTh HU(YPOKCa3HIa HY Ha MBIIIAX, HU Ha KpBICax He OblIa JoKa3aHa.
HccnenoBanns mudypoxcasuna TMPOBOMMIIHCE HA MPOTSKEHHH JBYX JIET HAa MBIIIAX H KPhICax B
mo3ax 5400 mr/m® u 10800 Mr/a COOTBETCTBCHHO, OCHOBAaHHBIX Ha I€pepacyeTe Ha IUIOMAIb
MOBEPXHOCTH  T€a, KOTOpble NpeBBNamd B 11-22 pasa COOTBETCTBEHHO MaKCHMAaIlbHO
HCIIOMB3yeMYIO 1103y 11s yernoBexa 1800 mr (493 mr/m? IpH Bece manuenTa 60 kr).



6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeveHnb BcrioMOraTe/ibHbIX BelecTB

KpemHus JUOKCH]] KOJIOU/IHBIH O€3BOIHbIHN

XKenatun

Tanex

Maruus creapar

KaptodenbHsiii KpaxMan

Omagpaii II (comepuT: CIUPT MOJMBHHAJIOBBIN, YACTHYHO TMAPOJIM30BAaHHBIN; MaKpOroJl 3350
(TIOMUATHUIEHTIIMKOJIB); TAIBK; THTaHa Auokcua E 171; amoOMUHHEBBIH JJaKk Ha OCHOBE JKEJITOTO
xuHonmuHoBoro E 104; sxene3a oxcup xentoiid E 172)

6.2. HecoBMecTHMOCTD
He npumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHHS)
2 roza.

6.4. OcoOble MepbI IPEAOCTOPOKHOCTH IIPH XPAHEHHH
XpaHHTb IpH Temreparype He Bbiue 25 °C.

6.5. XapakTep u coaep:kaHHe NEPBHYHOH YIIAKOBKH
10 TabneToK B KOHTYPHOU SYEMKOBOH yIakoBKe. 3 KOHTYpHBIE SUEHKOBBIE YIIAKOBKH BMECTE C
JTMCTKOM-BKJIAJIBIIIIEM TTOMEIIAIOT B Ma4yKy U3 kapToHa (Nel0x3).

6.6. OcoGbie  Mepbl  MPEIOCTOPOXKHOCTH TNPH  YHHYTOKEHHH  HCIOJb30BAHHOIO
JIEKapCTBEHHOr0 mpemapara HJIH  OTX0A0B, IMOJY4YE€HHBIX II0C/J€ TNPHMEHEHHs
JIEKAPCTBEHHOIO MpernapaTa, H Apyrue MaHUITYJISAIUH € IPenapaTom

Ocobple TpeOoBaHUA OTCYTCTBYIOT.

6.7. YcaoBus 0TIyCKa U3 anTek
bes penenta

7. JEPZKATEJIb PETUCTPAIIMOHHOT' O YIOCTOBEPEHHUSA

OTxpseITOE aKIOHEpHOE 001mecTBO «BoprucoBCcKuit 3aBOT MEIUIIUMHCKUX IPENapaToB
Pecny6nuka benapycs, Munckas 0611., r. bopucos, yn. Hanaesa, 64

ten / dakc: +375 (177) 735612, 731156

e-mail: market@borimed.com

7.1. IlpencTaBuTenb [eprkaTesisi PErHCTPALMOHHOrO YXOCTOBEPEHHSI HA TePPHTOPHH
Cor3a

OTKpbITOE aKIHOHEPHOE 00IIEeCTBO «BOPHCOBCKHUiT 3aBO] MEUITMHCKHX TIPENapaToBy
Pecny6nnka benapycs, Munckas o6n., r. bopucos, yi1. Hanaesa, 64

Ten / daxc: +375 (177) 735612, 731156

e-mail: market@borimed.com
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8. HOMEP PETUCTPAIITHOHHOI'O YI(OCTOBEPEHI/iH "
20/08/2184

9. TATA TIEPBUYHO} PETMCTPAIIMMA (IOATBEPKIEHWSI PETHCTPAIIUY,
IMEPEPETACTPAILIVH)

Jlata moaTBep aeHus peructpamnyy: 28.01.2019

10. TATA IIEPECMOTPA TEKCTA
12.12.2022



