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OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOTI'O ITPEITAPATA
(MG OopMaLHs /IS CIIENHATHCTOB)

1. HAUMEHOBAHHWE JIEKAPCTBEHHOTI'O IIPEIIAPATA
1.1, Topronoe HAaUMEHOBaHHE

TTuKonake”, KAIIIH U1 IpHeMa BHYTPb 7,5 MI/MIL.

1.2, Memnyﬂaponnoe HeMaTeHTOBAHHOe HAWUMEHOBAHUE
Harpus nuxocynedar (Sodium picosulfate).

2. KAYECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

B 1 mn pactBopa, uTo cooTBercTByeT 21 Kamie, COOEPXKUTCS 7,5 MI HaTpusl IMHKOCYIbbara
MOHOTHIpATa.

BcrnomoraTenbHEIE  BEINECTBA. HATHYHE KOTOPBIX HEOOXOIMMO VYIMTEIBATE B COCTaBe
JIEKaPCTBEHHOIO Npenapara: '

B 1 M pactBopa, uto cooTBeTcTBYeT 21 Kamme, comepxurcs 643,7 Mr copburosna pactBopa
HEKPUCTAJUTH3YIOMIEr OCH.

B 1 mn pactBOpa, 4To cooTBercTByeT 21 Kame, comepxutces 2,0 mr Harpus Oenzoata (E211)
(cMm. paznen 4.4).

ITonHEI CHMCOK BCIIOMOTaTeNbHBIX BENIECTB [IPEACTaBIeH B moapasnene 6.1.

3. JEKAPCTBEHHAA ®OPMA

Kannu nns npuema BHyTpE.

IIpo3paunslii pacTBOp, CIIETKa BA3KUI, OT OECIIBETHOTO 10 EITOBATOrO MM CJIErKa JKEITOBaTO-
KOPHYHEBOI'O LIBETA.

4. KIMHUYECKHE JAHHBIE

4.1. IToxazaHus K NPUMEHEHII0

Jl1s KpaTKOBPEMEHHOI'O NIPUMEHEHHs TIpH 3arnopax ¥ 3abonesanusx, Tpebyomux obieryeHus
nedexaruu.

Kak u gpyrue crnaOuTenbHEIE CpENCTBa, IIpenapar [uxonaxc® He CIELYET IPHHEMATh
€XKETHEBHO HIIH B TEYEHHE ANHTEIBHOT0 IepHOoa BpEMEHH 0e3 THarHOCTUKY IIPHYIUHEI 3a1l0pa.

4.2. Pe;kxHM J03HPOBAHHA U CIIOCO0 IPHMeEHEeHHS
Pesrcum oozuposanus
Bapocazsie
Pexomenpyercs HauuHATE ¢ HaUMeHBINeH d(QdexTuBHON n03bL DddexTuBHOH curMTaeTcs Ta
J103a, KOTOpas IMPHBOIMT K JIETKOM 9BaKyallly MATKOIO II0 KOHCHCTEHIUHU CTYJIA.
Ecnu ne nasnaueno unoe, PEKOMEHIYETCSl HAYHHATH [IPUEM JIeKapCTBEHHOIO IIpenapara ¢ 035l B
3,5-4 Mr HaTpHs nHKocyab(aTa (11-12 kanens rexkapcTBeHHOTO mpenapata) 1 pas B cyTku. Ecimu
cTaOHTENbHEH 3((QEKT HeJOCTATOUYHEIH, 03y MOXHO MO3TAHO MOBBICHTH 10 10 Mr HaTpHs
nukocynbdaTa (30 kanens pacteopa) 1 pas B CyTKH.
Jms JOCTHDKEHMS DEryNspHOTO CTyla 103a MOXeT OBITh yBenmueHa. Hemb3s mpeBsmuath
MaKCHMAllbHY0 CyTOYHY:0 103y B 10 mMr HaTpug muxocyibdara (coorercTByeT 30 Kammim
Ipenapara).

CTH
Jns neredt B Bo3pacTe 4 roja M CTaplie IPHMEHEHHE Ipernapara JODKHO OBITh TONBKO IIO
Ha3Ha4YeHWIO Bpada. PexomeHIyemas 1o3a cocTaBnseT 2,5-5 Mr HarTpus nuxocynbgara (7-15
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Karelb JIEKapCTBEHHOTO Mpenapara) 1 pa3 B CcyTkH. MakcuMmansHas cyTouHas 1032 COCTABISET
2,5-5 Mr HaTpHs DHKOCYNIb(daTa.

IIprMeHeHn e IeKapCTBEHHOTO IIpenapaTa y AeTelt 10 4 JeT IpOTHBOIIOKA3aHO.,

Cnoco6 npumenernusn

Jlnst mpremMa BHYTPb.

HeoOxonrmoe KONHYECTBO Kalelhb JIEKAPCTBEHHOTO IIperapata PeKOMEHYeTcs pa3baBiiTh B
KHIKOCTH.

Jlocraro4Hoe KONHYECTEO UIKOCTH B PallHOHE CIIOCOOCTBYET Gojlee GBICTPOMY JOCTHIKEHHMIO
XKETaeMOro TepaNeBTHYECKOro 3bdexTa OT IpreMa JIEKapCTBEHHOTO [Ipenapara.
PexoMeH/TyeTCs IPUHEMATE TpenapaT ITukomakc” BedepoM, Tak Kak mocie npuemMa IeHcTBHE
npenapara HacTynaeT yepes 10-12 yacos.

He pexoMen/yercst IpUMEHSTE KaIUT| PETYISPHO, KaX/Iblil JeHb WK JUIHTebHO (Gonee 7 nHeir)
0e3 ycTaHOBIICHUS IPHYMHEI 3am10pa (cM. paszen 4.4.). Mcnonssosanvie npenapara 6omnee 7 qHelt
BO3MOYKHO TOJIBKO [10CIE OLEHKH BPa90M IONB3E! OT MPONO/DKEHHS IIPUMEHEHH TIPenapaTa u
BO3MOYKHBIX PHCKOB.

4.3. [IpoTHBONOKA3AHUHA

— lloBeIieHHAas YyBCTBHTENBHOCTH K [OEHCTBYIOIEMY BEIIECTBY MM TOOOMY U3
BCIIOMOTaTEIBHBIX KOMIIOHEHTOB (CM. paszen 6.1).

— CTeHO03 KUIIEYHHKA WA KHIIEUHAS HEIIPOXOUMOCTS.

— Octprle aOnOMMHAIBHEIE COCTOSHHSA, KOTOPBIE MOTYT COIPOBOXIATHECS CIEIYEOLIHMHE
CHMIITOMAMH: CHJIbHAd OONb B JKMBOTE, NOBHIIEHHE TEMIIEPATyphbl, TOMHOTA ¥ pROTA
(manpuMep, arIeHIUITNHT).

— Ocrtpele BoCTIATMTENBHEIE 3a001€BAHHU JKETYIOYHO-KHIIETHOTO TPAKTA.

— Tsxenoe o0e3BOKHBaHHE.

— Jletckuii Bo3pact 10 4 ner.

4.4. OcoOble yka3saHHs H MepPbI IPEA0CTOPOKHOCTH IIPH NPHMEHEHHH

HexoTopele HEXENATENbHEIE DEAKIIHI

Crnenyer mnpoMH()OPMHpPOBATE MAlMEHTa O HEOOXOMUMOCTH OBITh HACTOPOKEHHBIMH B
OTHOIICHHH IIEPBBIX NPH3HAKOB ANNEpruyecKux peakuui (cM. pasmen 4.8) ma dome mpuema
HATpHUs MUKOCYIb(arta (4acToTa BOSHHKHOBEHHS JAHHbIX PEaKIlii He YCTAHOBIEHA).

[lanueHTsl, IpUHUMABIIAE JEKAPCTBEHHBIE IPENapaTsl HA OCHOBE HATPHS MHKOCYIb(DATa,
cooOmanyd O TOJNOBOKPYXEHHH W/HIH OOMOPOYHBIX COCTOAHHSAX. ONHAKO WMEIOIIAsLCS
uHpOpMALHS IO NaHHBM CIIydasM MO3BOISET IPEAINOJIOKHTE, YTO OOMOPOYHBIE COCTOSHUS
OBUTH BBI3BAHBI YPE3MEPHBIM HampsokeHHeM Inpu nebexaunu (sddext Bambcambsel) HiIH
BA30BAranbHOM peaxnued Ha O0Nb B XKHBOTE, KaK INPABHIIO, CIIACTHYECKOTO XapakKTepa H3-3a
3a110pa, HO OHH He OBLIH CBS3aHEI C IPHEMOM HATPHS MHKOCYIb(aTa.

HekoToprle cocTosHus

KposoTeuenne u3 mpaMOH KMIIKH HIM OTCYTCTBHE AebeKalWu [OCcie IpHeMa CIabHTeNILHOro
CpelCcTBa TPeOYET CPOYHOTO NPOBEACHHS JUATHOCTHKY B IIPOBEIEHHUS aIeKBATHOTO ICUCHHUS,
LIHUTenbHOCTE U 9acToTa IPUMEHEHHUS

Kak 1 Bce cmabuTtenbHEIEe CpeCTBa, [Iperapar Tuxomaxc® me CIleJ(yeT Ha3Ha4daTh K IPUMEHEHHIO
B TE€YEHHE JUTUTENBHOTO Teprona (cM. pasnen 4.2). JIMuTenpHoe UK U30LITOYHOE IPHMEHEHHE
npernapara MOKeT IPHBECTH K HApYLICHHIO OanaHca KUIAKOCTH ¥ JIEKTPOIWTOB B OPraHM3Me, B
TOM HHCJIE K THIOKAIMEMHH, YTO, B CBOIO OYEpe/ib, MOXKET IIPUBECTH K HAPYUICHHWIO BYHKIHMH
CEePAETHO-COCYNUCTOH CHCTEMBI HIIH K HEPBHO-MBIIEYHOH IHCOYHKIHH, 0COOEHHO B Cllydae
COIYTCTBYIOIIEIO MPUMEHEHHS TTIHKO3HIOB, IHYPETUKOB HIIH KOPTHKOCTEPOMIOB (CM. pasmien
4.5).

HacToe WM [OIHTENBHOE HCIONb30BAHME, MIH IPHUMEHEHWE B UpPE3MEPHBIX  J03ax
(3noynoTpebneHre) CNaOUTENBHBIX IIPENapaToB KOHTAKTHOIO MAEHCTBHS, OKA3LIBAIOLINX
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CTHMYJIMPYIOINEE BO3NEHCTBHE, MOXET BBI3BIBATL  3aBHCHMOCTE H, KaK CJIeICTBHE,
HEOOXOMMMOCTh B IIOCTENEHHOM YBEIHUCHUH TIPMHAMAEMOH NO3BI, XPOHHYECKHI 3amop u
HapyIIeHHe QYHKIHY KUITEIHHKA, CBA3AHHOE C PA3BHTHEM KHUIICYHON ATOHMH.
JIeueHye XPOHUYECKOTO Wil PENMIMBHPYIOLIETO 3aTI0Da
Ilepent TeM kak Ha3HAYUTL NEYEHHE ClAGHTEIbHBIMU [penapaTtamMu, CIEIyeT YCTAHOBHUTE
OPUYHMHY JAHHOTO COCTOSHMUSL.
B nmenom cnemyer nepecMOTpeTh KOMITIEKCHYIO CXEMy JI€YCHHS H YCTAaHOBHTH HAOMIOIEHHE BO
BpEM# TEPAIHH B CIydasx:
— ©CJIM 3a110p AnuTCs Oortee 2 HeMENb, HECMOTPS Ha TIPOBOLUMOE JIEUEHHE;
— MSMCHCHHA HaCTOTBI HIIM JPYTHX XapaKTEPHCTHK aKTa JedeKaluy, IpoLoIDKarouXcs Gomee

2 Henens;
— ©CJIH [IPHEM HATPUS MAKOCYIb(aTa He IPUHOCHT JKeNaeMoro sddexra.
Hemu
HeTssM B BospacTe 4 roza u cTapie MOKHO [IPHHUMATE JIEKAPCTBEHHBIH Nperapar TOJIBKO 1o
HazHa4eHHIo Bpaya. [[pumenenue npenapata y geteif 1o 4 ter [IPOTHBOIIOKA3aHO.
ITanwesTE! HOKKIOrO BOAPACTA HIIH IAIHEHTHI C CONYTCTBYIOUIHMHE 3a00IEBAHUAMU
[Ipu HEOOXOIMMOCTH TIPUMEHEHHS CIAGHTENBHBIX JIEKapCTBEHHBIX IIPENAapaToB, B TOM YHCIE HA
OCHOBE HATDUA IHKOCYNb()aTa, y MALMEHTOB B MOKHIOM BO3PACTE HIH y NalHeHTOB ¢
COIYTCTBYIOIIUMH 3a00NeBaHHAMHE, CIENYET TINATENBHO OIEHHUTH NONB3Y OT JICUCHHS C
BO3MOYKHEIMH DHCKaMU IIPH 3TOM.
Bcrnomozamensnote gerjecmea
B onmol xanne nexapersennoro npemapata [Tukomaxc® coxpepxxutes 30,65 Mr copburona, urto
cooTsercTByeT 18,39 MI/Kr Maccel Tema mpm IIPHMECHEHHH MaKCHMAalbHOW CYTOYHOH I03BI
npenapara (30 Karess) y B3pocieIx co cpemHeil Maccoi Terna 50 Kr mu 28,74 Mr/xr macce Tena
TIpH NIPEMCHCHUH MaKCHManbHOM CyTO4HOR N03BI Iipenapara (15 Kallelnb) y feteit B Bospacte 4
roga co cpenned Maccoit Tema 16 kr. Ilanmentam ¢ HacmencTBEeHHOM HETIEPEHOCHMOCTEIO
QpPYKTO3BI He CNemyeT NpPHHHMATH NAHHBIH JICKAPCTBEHHBIH Ipemapar. Takke crenyer
YATBIBATE  NIPYTHE  BO3MOXHBIC — HCTOYHMKH  IIOCTYIUIEHHS  COPOHTONA (mampumep,
ONHOBPEMEHHBI! IIPHEM MPENapaToB, COMEPIKALINX copbuton (wmm  GpykTosy), wuim
IOCTYN/ICHHE ¢ muIIeH copbutona (umm dpykroser)). Hamuume COpOHTONA B JEKAPCTBEHHEBIX
Ipenaparax [Ulf IEePOPaibHOTO IPUMEHEHHS MOYKET BIHSTE HA OHomOCTYIIHOCTE  IpyTHX
JICKAPCTBEHHBIX IIPEIIAPATOB, IPHHIMAEMEIX OJHOBPEMEHHO BHYTPb.
B onxo#t xanme nekapcTBenHoro npenapara [Tukomaxc® comepxutcs 0,095 Mr Hatpus 6enzoara,
4ro cootercTByeT 0,057 MI/kr Macchl Tena mpu IIPUMCHEHMH MaKCHMAIIBHOH CYyTOYHOH M03EI
npenapara (30 Karens) y B3pOCIbIX €O CpelHeit Maccoit Tena 50 kr unu 0,089 mr/kr maccer Tena
TIpH IPHMCHCHHH MaKCHMAIIbHOM CYTOYHOM O3B! IIpemapara (15 xamens) y gereif B BO3pacte 4
roJa co cpenHel Maccoi Tena 16 xr.

4.5. BsamMopielicTBHe ¢ IDYTMMH JIeKAPCTBeHHBIMH nNpenapaTamMu W JApyrHe BHIbI
B3auMOJeHcTBHSA

CrnabutensHele Npemapartel MOTYT yMEHBIIHTE BpEMS Iaccaka IPYIHX OJHOBPEMEHHO
HPHHATBIX TICPOPATBLHO JIEKAPCTBEHHBIX IPENapaToB II0 KHIIEYHHKY H, COOTBETCTBEHHO, HUX
CICNEHB M  CKOPOCTh BeachiBauus. He pexomemnyercs omHoBpemenmoe IIpUMEHEHHE
CIaOMTENBHBIX ¥ IPYrHX JIEKAPCTBEHHBIX [IpETIapaToB: I[OCIE IpHEMa KaKoro-au6o
JICKapCTBCHHOr0 Npenapara HeoOXOMMMO BBINEPIKATE HHTEPBA He MEHee 2-X YacoB, IIpexK[e
9EM IIPHHUMATH CIabHTENbHOE CPENCTRO.

Mo7oKo ¥ aHTaIMABI MOTYT NOBMHATS Ha 3(Q(eKTHBHOCTS CabUTeNBHOTO cpencTea. [locie
MOIIOKa HJIH IIpHEMa aHTalUIOB CIIENYeT BBIAEPIKATh HHTEPBAN He MeHee 1-ro uaca, IpeX e 4eMm
IPUHUMATE CTa0HTENBHOE [Iperapar.

AHTHOMOTHKA 1OMPOKOTO CIEKTPa, BO3MEHCTBYS Ha MHUKPOQIOPY KHINEYHHKA, CHUKAIOT
3(0(}EKTHBHOCTE JTEKAPCTREHHOTO lIperiapara Ha OCHOBE HATPHS IIUKOCYIb(aTa.
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BEPOATHOCTD BO3HMKHOBEHHS OSNCKTPONHTHBIX HAPYIIEHHH, YTO B CBOIO OYEpENb MOMKET
IPMBECTH K YBEIMYECHHIO YyBCTBHUTENBHOCTH K TEPAllMH CEPACIHBIMU TTHKO3HIAMH MIIH K
YXYIIIEHHIO €€ [IEPEHOCHMOCTH (CM. pasuen 4.4).

OIEKTPONUTHBI IucOaTaHe, BO3HUKAOMME Ha ¢one mpuema Gompmmx m03 IIPETIapaToB Ha
OCHOBC HATpUs IHKOCYNb(aTa, TAKKE MOXKET IIPUBECTH K YXYIOIICHUIO IIEPEHOCHMOCTH
CEPAEYHBIX TTTHKO3UIOB.

Hatpus muxocynsdar Moxer ycuiuts 3 dexT mepopanbHBIX aHTUKOATyJITHTOB U H3MEHHThH
TONIEPAaHTHOCTH K TIIIOKO3E.

4.6. DepTHALHOCTS, DepeMeHHOCTD M JIaKTALHS

Depmunbrocme

HccneniopaHus, u3yyarolue BIUSHUE HATPHS IHKOCYJIb(haTa Ha (epTUILHOCTE YenoBeka, He
NPOBOIUITHCE. JIOKIIMHHYIECKHE HCCIENOBAHUS HA XHBOTHEIX HE BBISBUIIM BIIUSHHS HATPHS
MHKOCYb(}aTa Ha GepPTUIBEHOCTE (CM. paszer 5.3).

Eepemennocmeo

B noxmuHHYecKuX wuccrIemoBaHMIX OMOPHOTOKCHYHOCTH, NPOBOMMBIIMXCS Ha KphICax wu
KpOuKax, np# BBeACHHH 03 10 100 MI/Kr/cyTky He 6BUTO BBISRIIEHO TEPATOTCHHEIX 3QheKTOB,
ONIHAKO TIPH STOM SBICHHSA SMOPHOTOKCHYHOCTH (CHHIKEHHE IPUGABKH MacChl TeNa IUIOZOB H
ACTEHBIIEH ¥ YBEIHICHUE YaCTOTH MEPTBOPOYICHE) Hab IO NAIHCE y 000HX BHIOB XHBOTHBIX
IpH BRENEHMM 103 10 MI/Kr u BBIIE BO BpeMms [IEPHONIOB BHYTPUYTPOOHOTO pasBHUTHS H
TaKTALHH.,

ATIEKBaTHBIX M KOHTPOJIUPYEMBIX HCCIEAOBAHUH BIHSHUS HaTpuA NHKOCYJb(haTa NpH ero
TPHMCHEHHH BO BpeMsA OCpPeMEHHOCTH He IIPOBOMMIOCH. MHOTONETHHH OIMBIT IIPUMEHEHHS
HATpUs MHKOCYNb(ara BO BpeMs OEPEMEHHOCTH HE BBIABHN JOKA3ATENLCTE PasBHTHA
HEKENATeNbHBIX  peakimi. IIockonbKy HaTpus mukocymehaT smigercs CTHMYITHPYIOIIHM
CTabuTENbHEIM, U3 COOOpakeHHi 6Ge30MacHOCTH CIENYET OTKa3aTkCs OT IPHMEHEeHHs
JIEKapCTBEHHOTO IIPETapaTa BO BpeMs GepeMeHHOCTH,

Jdaxkmayusa

Knenuyeckue naHHBIE OKA3BIBAIOT, YTO HU AKTHBHAS dpakuus HaTpHs mHKOCymB(aTa (6uc-(u-
TUApoKcH(enun) mupunun-2-meran (BHMP)), HH ero MeraGomTar (rmrOKypoHHIEI) He
BBIICILIIOTCS ¢ IPyMHBIM Monokom. Tem He MeHee, IpUMeHATH mpemapar B IEPHOL IPYIHOTO
BCKADMJIHBAHHSA DEKOMEHIYETCSs B CIy4ae KpaliHell HEOOXOMMMOCTH IMOA MeTHIHHCKEM
Ha0NIONEHHEM TIOCNE TINATENHHOM OLEHKH OXMIACMON MOTBILI AJIT MaTePd M BO3MOIKHBIX
PHCKOB JUIS MII&JeHIIa.

4.7. Biusinue Ha CHOCOGHOCTH YOPABIATD TPAHCHIOPTHBIMH CPEACTBAMH WJIH APYTHMH
JBHKY INHMHCH MEeXaHH3MaMH

WccnenoBanuss 1o ONEHKE BIIMSHHS HAaTpHs THKOCYNb(dara Ha crnocobHOCTE yIpaBIgTh
TPaHCIIOPTHBIMK CPEICTBAMH WITH IPYTHMH BIKYLIHIMHUCS MEXAHHIMAMH He IIPOBOOMITHCE.
Crenyer npouH(OPMHEpPOBATE TAIIMEHTOB O TOM, YTO BO BPEMA ITapaCUMIIATHHYECKOH COCYIHCTOR
peaxkuwu (HalpHMep, BCIENCTBHE abqOMMHATHHEIX CIIAa3MOB) y HHX MOXKET BO3HMKHYTH
TONOBOKPYXCHAE MMM 00MOpOK (cM. pasmen 4.8). Ecmu  mampents HCIBITBIBAFOT
abIOMHUHATIBEHbIE CTIA3ME], OHH AOJKHLI H30eraTh TIOTEHIHAIILHO ONIACHBIX BH/IOB JESITENLHOCTH,
TaKHX KaK YIpaBICHHE TPAHCHOPTHBIMH CpPEICTBAMH  HIH IPYTHMH  OBHKYIHUMECS
MEXaHHU3MaMH.

4.8. HeskenaTenbHble peakuun
Hawnbosee gacTo coobmaeMeME HeKeTaTEMTBHBIME PCAKIHAMY IIPH TIPUMEHEHUH CTaOUTETRHBIX
CPEACTB Ha OCHOBE HATPHA IUKOCYNb(ATa ABIAIOTCS aMapes, GONH u OHCKOM(pOPT B KHBOTE,
KOJIHKH B )KHBOTE.
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IlepeuncrenHsle HIKe HeXeENATeNbHBIE PeaKUH PacrpeneNneHbl B COOTBETCTBHY C CHCTEMHO-
OPraHHOH KiaccH(uKammelt 1 10 9acTOTe BCTPEYaeMOCTH.

YacToTa  BOSHHKHOBEHHA HEKENATENBHBIX  Deakiil  ONEHHBACTCS 110 CIeIyrOIEH
KIaccuuKanmu: oueHs gacto (> 1/10); gacto (ot > 1/100 o < 1/10); Hewacto (oT > 1/1000 mo
< 1/100); pemkxo (ot > 1/10000 mo < 1/1000); ouens penxo (< 1/10000); wactoTa HewssecTHA
(4acToTa He MOXET ObITh ONpe/ieNeHa Ha OCHORE HUMEIOLIHX CS JaHHBIX).

CucremHo-oprauublii kiace Yacrora HesxenaTeasnsle peaknuu
Hapymenus co cropoHsl | Yactora AJNIepruyecKue peaxiny,
HUMMYHHON CHCTEeMEI HEH3BECTHA AHTHOHEBPOTHYECKHH 0TEK
Hapymienus co ctopons! HepeHO# | Heuacto TonoBokpysxeHue
CHCTEMBI Yacrora O6MOpoK

HEU3BECTHA

TonoBOKpyKeHHE OOMOPOK, BO3HHKAIOLIHE MOCIE
lIpueéMa HATpHs MMHKOCYIb(aTa, BEPOSTHO, CBS3aHLI
PA3BUTHEM MAapACHMITATHYECKOH peakiun (HampuMep,
CICACTBHE  alNOMMHANBHBIX  CHA3MOB) MaM ¢
UPE3MEPHEIM HANIPSOKEHHEM IIPH aKTe Jlehekaliiu

Hapymenus co CTOpoHE! | OueHs yacTo Huapes
HEMYIOHHO-RUIIENHOTO TPaRTa. [, Komixu B xwmBote, Gomu u nuckompopt
B )KHBOTE
Heuacro Prota, TomuoTa
Hapymerns co cropons! xoxu u | YacToTa Koxnple  peakumm,  Takme KaK
IIOJKOXHBIX TKaHEH HEH3BECTHA JIeKapCTBEHHAs ChIIb, 3y

Coobuenue o HedcenamenvHblx PeaKyusx

Baoicno  coobujams 0 nodospesaemuvix  Hedcesamensubix Peaxyusx nocae pezucmpayuu
AEKAPCMEERH020 npenapama ¢ yeivio 0becneuenus HenpepLigH20 MOHUMOPUH2A COOMHOULEHUS
«note3a-pucky lexapcmeennozo npenapama. Meduyunckum  pabommuuxam pexomerdyemesn
coobwams 0 niobbix NOJ0IPEBAEMbIX HEJCRNAMETBHBIX DeaKyuax nexapcmeenHozo npenapama
“epes HayUOHATLHYIO CUCTEMY COODU{EHUA O HeXCeNamenbHblX pearyusx 20cy0apcme-uienog
Espasuiickozo sxonomuveckozo coiosza. B Pecnybnuxe Benapyce pexomendyemes coobwams o
HedICenamenpHblX PeaKyuax 8 UHPOPMAyUOHHYIO 6a3Y DAHHBIX MO HeIHCeNLaAMeNbHBIM pearyuam
(Oeticmsusm) Ha nexapcmsenHvie npenapamel, 6KOYaAs coobujenus o uesgdexmusnocmu
Aexapemeennsix npenapamoe (VII «llenmp IKCNEPMU3 U UCKBIMAHULI 8 30PABOOXPaHeHUU
Munucmepcmea 30pasooxparnenus Pecny6ruxu Benapycoy, http:-www.rceth.by).

4.9. Ilepenosuposka
Cumumomei

IIpu npriemMe JeKapCTBEHHOTO NPENapaTa B GONBIIHX H03aX MOXET HabIOOaTLCS BONSHHUCTLIH
CTYN (Omapes), GOJM B JKHBOTE CIIACTHYECKOTO XapaKTepa U KIHHHYECKM 3HAYMMas MOTeps
KUIKOCTH, KallHs i IPYTHX 3IEKTPOIHTOB.

Coobmanoce o cmyuasx, Korma IPH IpHEME 103 HATpHi NHKOCYIb(haTa, HAMHOLO
HIPCBBIIAIONIHX O3B, PEKOMEHIYEMEBIE IIPH OOBIYHOM 3aII0pe, MOTYT HAGMIONAThHCS CUMIITOMEI
HIIEMHH CIIM3HCTOH TONCTOH KHIIKH.

Kak u mo6oe cnaburenshoe, HATpHs IHKOCYNBMAT IIPU UIHTENEHOM TIPHEME B BHICOKHX Io3ax
MOXET TPHBECTH K Da3BUTHIO XPOHHYECKOH NUAaped, BO3HHKHOBEHHIO Golel B KHUBOTE,
THIOKAIHEMHH, PasBUTHIO BTOPHYHOTO TMIIEPaTbIOCTEPOHM3IMA H KaMHel B Iodkax. Tamie
ATATEIBHOC TIPUMECHEHHE HATPHsS NHKOCYNb(AaTa MOMKET BBI3BATH MOBPEX/IEHHE ITOYEYHEBIX
KaHaIbIIEeB, META0OIUYECKUH AlIKAN03 U CIIaBGoCTh B MBIIIAX, 00YCIOBIECHHYIO THIIOKATHEMUE
(cm. paznen 4.4).
Jeuenue
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B crnyuae nepenosuposku B Teuenwe, mo BOSMOKHOCTH, KaK MOXHO Gonee KOpOTKOTO Ieproza
BPEMCHH 1I0CIIE IpHeMa NPEnapaTa CIIe/lyeT BBI3BAaTh PBOTY HIIH IIPOMEITH KEITYIOK C LIENBIO
YMEHBIIUTE MM IIPENOTBPATUTE PA3BUTHE BBHIICOMHUCAHHEIX CHMITOMOR., IIpu HEoOxoaMMOCTH,
TIPOBOIAT ~ MEPONIPHSTHA II0 BOCHOJHEHHIO TIOTEPh KUAKOCTH W BOCCTaHOBJIEHHIO
3IEKTPOJIUTHOTO OaaHca, YT0 0COGEHHO BAXKHO UL MAIMEHTOB OO0 BO3pacTa u mereil. B
HEKOTOPBIX CITyHasX MOKET NOHANOOHTECS IPUMEHEHHE CIIA3MOTUTHYECKIX CpEICTB.

5. ®APMAKOJIOTUYECKHUE CBOMCTBA

S.1.@apmakoauHaMHYecKHe CBOIICTBA

DapmakoTepaneBTHYeCKas IPynIa

CrnabuTtenpHBIe CPeCTBA KOHTAKTHOTO NeHCTRIS. Harpus mukocynspar.

Kon ATX: A0O6AB0S.

DPapmaxodunamuueckue 3 pexnivl

Hatpus nmkocynsdar, akTWBHOE BermecTBo npenapata [Tukomakc®, ormocuTes rpymmne
TPHAPHIMETAHOBBIX CIA0MTENBHBIX CPEACTB KOHTAKTHOTO meficTeust. ITocte THIPOIH3a TMOJ
BIMAHHEM — HOPMAalbHOH  MHKPOQJIOPHI  TOJNCTOTO  OTHENd  KHLICYHHKA OKa3kIBaeT
CTHMYITHPYIOINEe NEHCTBUE Ha PEIENTOPEl B KHIIEYHOH CTEHKE, YTO MPHBOAUT K HAKOIJICHHIO
BOZBL ¥ 3JIEKTPOIIMTOB B NMPOCBETE TONCTOM KHLIKK. B pesynsrare IIPOMCXOMUT pedIeKTOpHAs
CTHMYJIIHS AedeKaliy, YCKOpeHHE accak)a KUIIeYHOro COACPIKUMOTO U PasMATHYEHHE CTYIIA.
Harpua mnuxocynspar semsercs CabHUTENBHBIM, OKa3BIBAIOMIEM BO3JeiCTBHE Ha CTEHKY
TOJICTOH KHIIKH, [IO3TOMY OH CTHMYJTHPYET €CTECTBEHHEIE IIPOLECCHl 3BAKyalHH KUIIETHOrO
conepxkumoro. CIIeNOBATENbHO, HATPHS NHUKOCYNHDAT HE OKASHIBAET BIHSHIS Ha IIPOIECCH
IHINEBAPCHUS, A0COPOLMM IHUTATENBHEIX BEIECTB M3 TOHKOH KHIIKH H, KaK CJeICTBHE,
TIONYYEHUE OPraHU3MOM KalOpHii.

5.2. ®apmaKkoKHHETHYECKHE CBOHCTRA

Abcopbuyua u pacnpedenenue

Ilocne mpuema BHYTpE HaTpus IUKOCYNb(hAaT OCTHraET TONCTOr0 OTIeNa KHIIEYHHKA, [IPH 3TOM
BEIICCTBO TPaKTHYECKH He abcopOHpyeTcs, uTo MCKIIouaeT BEPOATHOCT BOBJIEUCHUS HATPHSA
IHKOCYIb(aTa B SHTEPOreNaTHYECKYIO IHPKYIALIHIO.

Memabonuszm

B pesynerare GakTepmampHOro paciientenms B [IPOCBETE TOJICTOTO OTHENA KHINEeUHHKA
obpasyeTcs aKTHBHBIN MeTaGomuT, Omc-(I-runpOKCH e HIT)-THpHIHN-2-MeTaH (BHMP).
Ilostomy neficTBue HaTpus MHKOCYNb(haTa BO3HHKAET JHITE CITycTs 6-12 9acos moce npuemMa
IIpeTIaparta B 3aBHCHMOCTH OT CKOPOCTH 00pa30BaHys aKTHBHOTO METAG0 IHTA.

Buigeoernue

ITocre npeobpasosanus HaTpHs nuxocynedara B BHMP numie meGomnsimas wacTs MerabonuTa
abcopbupyeTcs ¥ HpaKTHYECKH MOTHOCTHIO [IOJBEPraeTCcs INIIOKYPOHHPOBAHHIO B IIEYEHH C
00pasoBaHHEM HEaKTHBHOTO MeTaboTHTA (rmoxyporuna BHMP). Iocne npuema BHYTps 10 mr
HaTpus nuKocynbdara oxono 10,4 % ot mpHHSTOMH M03EL gepes 48 4acoB BBIBOAHUTCS C MOUOH B
Bue rmokyponnaa BHMP. Ilpu BBenmenun 6omee BhicOkMX 103 HaTpusi MHKOCynbdara
SKCKpPEIHs ¢ MOYOH YMEHbIIAETCS.

Bsaumocease mesicdy papmaroxunemuroii u papmaroounamurori

B menom, B3amMOCBA3L Mexuy cnaGuTeTBHBIM ohheKTOM H KOHIEHTpauuel aKTHBHOIO
BEIECTBA B IJIA3ME OTCYTCTBYET.

5.3. JlaHHbIE NOKIHHHYECKOH 6€3011aCHOCTH

Harpus mukocynsgar TIPOIEMOHCTPHPOBAT HHU3KYIO OCTPYK) TOKCHYHOCTE TabopaTopHbIX
KUBOTHEIX. 3HaveHus LD50 npw mepopansHoM BReneHHH cocTaBuik > 17 r/Kr Maccel Tena y
MBIIeH, > 16 r/kr — y kpeic u > 6 T/kr — Y KpPOJIHKOB W cobak. OCHOBHBIMH TOKCHUECKHMH
dpbextamu  OBUIM  [OMHIMICHS, BO3HMKHOBEHHE shdexra «Mmypamex Ha  Koswey
(XOPPHUIHIISIIHS), IUapest i pBOTA.

COTJACOBAHO 6
MHWHHUCTEPCTBOM 3/IPABOOXPAHEHHHA
1 PECOYBEJIWRH BEJIAP¥CE
| Ilprxas MusscTepcTEa 3APAaBOOXPAHEHHA
! Pecnyfauxe Benapycs
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Hccnenopanus cybxpoHmgeckoit i XPOHHYECKOH TOKCHYHOCTH JIUTENHHOCTBEO JI0 6 MecsIIeR
Ha Kpeicax (103k1 10 100 Mr/kr) i cobaxax (o 1000 Mr/kr) BEISBHIH, Y4TO BBeICHME JI03 HaTpus
MHKOCYTb(haTa, NPEBBINAOIINX PEKOMEH/IOBAHHEIE 10351 AL TCPANEBTHIECKOTO IPHMEHEHHUS Y
denosexa B 500 i 5000 pas (u3 pacuera Ha 50 kr Maccsr Tema YENOBEKa), BEI3BIBAET Pa3BHTHE
AHEpEN ¥ IOTEPH Macch! Tena. Ilocne nprema BEICINEH 035! B OHOM Cllydae BO3HHKIA aTpodus
CIIA3UCTOH O00ONIOUKH IKENYNOTHO-KALIETHOroO TpaKkTa. OTH CTPYKTYPHBIE H3MEHEHHS GLuH
CB32HBI C MECTHBIM Da3fpakaroluM s(hexTom IpelIapaTa, 4To B pE3yNbTale NPUBEIO K
Pa3BHUTHIO KaXxeKcHu. BMmecTe ¢ 3THM, Bce TOKCHUeckue 30 deKTEI OB 06paTHMEBIMH. Harpus
TUKOCYTB(aT He OKasbIBaI OTPHIATENLHOTO BIMSHHS HA HacTOTY CEepAEYHBIX COKpAIIeHHI,
apTEPHANIBHOE NABICHHE W YaCTOTY ABIXATEIbHBIX IBHIKCHHH KaK ¥ GOAPCTBYIOMMX KUBOTHEIX,
TaK | y XXKUBOTHBIX, HAXOSIIHXCA IO NEHCTBHEM aHECTERHY,

B uccnenosanuu BimsHus Ha (DepTHILHOCTE HO3BI HATPHS nuKocynedara 1o 100 Mr/kr/cyriu ne
OKA3BIBAIIH BIIUAHHS HA (DEPTHILHOCTE CAMIIOB M CAMOK KpEIC,

He OGbuio obmapyseno Tepatoremsoro refictems HCC/ICNOBAHUAX IMOPHOTOKCHYHOCTH,
POBONMBINEXCS Ha KPEICAX U KPONHKAX [PH BBENEHUM 103 10 100 MI/KT/CYTKH, O/IHAKO mpH
STOM SBICHUS IMOPHOTOKCHIHOCTH HAGMIONANCE ¥ 060uX BHJIOB JXUBOTHBIX. CYTOYHBIE 1035
10 mr/kr u Beime Bo Bpems TICPHONIOB BHYTPHYTPOOHOIO DPasBUTHS H JIAKTAUME CHIDKAIN
IpubaBKy MaCcCHI Tefla IIOJIOB | JeTeHbIIIed 1 YBETHYMBANH YaCTOTY MEPTBOPOKIEHHUS,
Hatpus mukocynsdar He BEIBUI HoKa3aTeneTn TCHOTOKCHYIHOCTH B HCCIIENOBAHUSX [ VilFo u
in vivo.

VccnenoBasms KaHIEpOreHHOro MoTeHIHATA HaTpUd NMHKOCYNb(haTa Ha KphICax H/WIIM MBIIAx
HE IIPOBOHIIHCE.

6. DPAPMALNEBTUYECKUE CBOMICTBA
6.1. IlepeyeHs BCHIOMOTATENBLHBIX BEMECTE
Harpus 6ensoar (E211)

Harpus uutpar

CopOrTola pacTBOp HeKpHCTAMIH3YIOMHMItCs
JlnvonHas KuCnoTa MOHOTHIpAT

Bona ouninennas

6.2. HecoBmecTHMOCTS
He npumenumo.

6.3. Cpox roguoctu

3 roma. Cpok roJHOCTH yKa3aH Ha YIIaKOBKE,

He ucnions3osars mocne ucrevenns CpoKa TOJHOCTH, YKa3aHHOTO Ha YIIAaKOBKE.
CPpok XpaHeHHs 110cIe BCKPHITHS 6 MECSIIER.

6.4. Ocobb1e MephI [IPEI0CTOPOKHOCTH NPH XpPAHEHHH
XpaHuTs IpH TeMuepatype He Boime 25 °C.

6.5. Xapakrep u comepxumoe YIIAKOBKH

Io 15 mu umm 30 Mu Bo biIakomrax U3 THTOro KOPHYHEBOTO CTEKIIA, YKYIMOPEHHBIX KPHILIKaMH
BHHTOBBIMH B KOMILTIEKTE C KOJIBLIOM IEPBOT0 BCKPBITHS/KATIETBHHIIEH

Kaxnerit Grakon BMecTe ¢ MUCTKOM-BKITaTbIIIEM IIOMEIIAKOT B [1aYKy H3 KAPTOHA.

6.6. OcoGble  mepnI MPENOCTOPOKHOCTH  NPH  YHHYTONKEHHH  HCHOIb30BAHHOIO
JICKAPCTBCHHOTO  NpenapaTa WM  OTXOH0B, IOJYYeHHBIX [oCie IpHMeHeHHd
JIEKAPCTBEHHOI0 NpenapaTa WK paboTsl ¢ HUM

Het ocoGr1x tpeboBanmii.



6.7. YcioBus oTnycka 09006- 2021

Be3s penenTa Bpaya.

7. AEPJKATEJB PETUCTPAIIMOHHOI'O YIOCTOBEPEHMSI
000 «DapMTEXHOTOTH

220024, Pecriybnuxa Benapycs, r. Musck, . Kopxenerckoro, 22
Tenedon/daxc: +375 17 309 44 88, e-mail: ft@ft.by.

8. HOMEP PETHCTPALIMOHHOI'O YIOCTOBEPEHHS

9. TATA TIEPBUYHOU PEI'MICTPAIIUU (IOATBEPKIEHUSI PETUCTPAIAY,
INEPEPETICTPALIUN)

[ara neproii perucrpanuu: 01.07.2005.

Hara moceHero noATBepKAEHNS perucTpanui: 28.01.2021

10. AATA IEPECMOTPA TEKCTA




