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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFOTIPERAPATA 1702

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IPEITAPATA

HexckeronpodeH, 25 mr, TabJIeTKH, MOKPHITHIC INICHOYHONH 000JI0YKOH.

2. KAYMECTBEHHBIA U KOJIMYECTBEHHBIN COCTAB

JleiicTByrolee BeIeCTBO: IeKCKETONpodeH.

Kaxnas Tabinetka cojepxut 36,9 mr nekckerompodeHa TpoMeramoia (B Iepecdere Ha
JIeKCKeTonpodeH — 25 Mmr).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku, NOKPBIThIE TNIEHOYHOH 000I0YKOH.
Kpyribeie OBOSKOBBITYKIIbIE TaOJIETKH, MOKPHITHIE IUICHOYHON OOOJOYKOW OEroro WM MOYTH

Oeroro nBera. Ha monepeunom paspese — sapo 6esoro witk Moty Oenoro npera.

4. KIMHUYECKHUE JJAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

[Tpenapat [lexckeronpodeH nokazaH K IPUMEHEHHUIO Y B3pOCIbIX B Bo3pacTte oT 18 ser.

- MpieyHo-ckeneTHas 0osib (€1ab0 MM yMEPEHHO BBbIpaKE€HHasl), albloJUMCMEHOpeH,
3yOHas 60JIb.

[Tpenapat npegHa3HaueH A1 CAMIITOMATHYECKOT O JICUYeHUs, yMEHbIIIEHHUs 00U U BOCTIAJICHUS Ha
MOMEHT ITPUMEHEHHS.

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI

PexxuM 103upoBaHus

Bspocnvie

Jlist KynmupoBaHUsI CHMIITOMOB CJIEAYET PUMEHATh HAMMEHBIIYIO AP (PEKTUBHYIO 103y B TEUCHHE
MHUHUMAaJIBHOTO BPEMEHH.

B 3aBHCHMOCTH OT MPOUCXOXKJIEHUS U TSXKECTH OOJIEBOTO CHHIPOMA, peKOMEHAyeMas /103a JJis
B3pOCIBIX cOCTaBiIsgeT 25 Mr iekckeronpodena (1 tabnerka) Kaxple 8 4.

MakcumanbHast CyTo4Has 703a — 75 M.

JexckeronpodeH He mHpeaHa3HAyeH Ui JJUTENbHON Tepamuu, Kypc JI€UeHUs IpernapaToMm
JOJKeH OBbITh OrpaHUYEH MEPHOAOM MPOSBIECHUS CUMITOMOB, HO HE JOJDKEH IpPEBBIIATh 3—

5 nHen.
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3 PEKTUBHON J03bI B TEUYCHHE MUHUMAIBHOTO MEPUOJA, HEOOXOJUMOro sl KYINHPOBAHUS
CHUMIITOMOB.

Oco0nlie T'PpYHOIIbI TAIKMEHTOB

Tayuenmsi noscunozo 6ospacma
[TaniuenTaM MOXKUIIOrO BO3pacTa CieayeT NPUHUMATh Mpernapar, HauuHas C MUHUMaJIbHOU
PEKOMEHOBAHHOM J103BI.
MakcumanbHasi CyTo4yHasi Ao3a cocraiisgeT 50 mr.
B cnyuae xopoiell mepeHOCMMOCTH MOTYT MPUMEHSTHCS J103bl, PEKOMEHI0BaHHBIE JUIs 001Iei
MO YJISLIUH.
THayuenmoi ¢ Hapywenuem hyHKyuu novex
VY manuMeHToB ¢ MOYeYHOW HEAOCTATOYHOCTHIO JIETKOM CTENEHH TSKECTU (XpoHUYecKas 00Je3Hb
rouex, cragus 2 (CKopocTh KIy6oukosoii pumstparuu (CK®) 60-89 mu/mun/1,73 M) nedyenue
mpermapaToM ClelyeT HauyuHaTh ¢ MHHUMAJIbHOW PEKOMEHIIOBAHHOW O3Bl TMOJ HAOJIIOICHUEM
Bpaya.
MaxkcuMmanbHasi cyTodHasi 103a coctapisieT 50 mr.
[Tpumenenue aexckeronpodeHa y naiiueHToB ¢ XpOHUUECKOoi Oone3Hbio nouek craauii 3a (CKD
45-59 mn/mun/1,73 M?), 36 (CKD 3044 mn/mun/1,73 M?), 4 (CKD 15-29 mor/mun/1,73 M%) u 5
(CK® <15 m/mun/1,73 M?) MpOTHBOTIOKA3aHO.
Tayuenmsi ¢ Hapywenuem QyuKyuy neveHu
[TanimeHTaM C MEYEHOYHOM HEIOCTATOUYHOCTHIO JIETKOW U CpPeAHEH CTENEHU TSKECTH CIEeAyeT
MPUHUMATh Tpenapar, HaunHasg ¢ MUHUMaJIbHOM PEKOMEHJIOBAHHOW J03bI MO/ HAOJI0/IEHHEM
Bpaya.
MaxkcuMmanbHasi cyTo4Hasi 103a coctapisieT 50 mr.
[IpumeneHue nekckeronpodeHa y TMalUeHTOB C TMEUYEHOYHOM HEIOCTATOYHOCTBIO TSKEION
CTEMEHH TSHKECTH MTPOTUBOIIOKA3aHO.

eTu
BbezomacHocTh 1 3QpeKkTUBHOCTH y AeTeii B Bo3pacte oT 0 1o 18 jer He ycraHOBieHbI. [[aHHBIC
OTCYTCTBYIOT.
[Tpenapart [lexcketonpodeH mpoTuBomnokas3aH y aerei B Bozpacrte ot 0 1o 18 ner.

Crrocob nnpruMeHeHus

BnyTps.
Ta0neTku mporaaThIBaOT LEIUKOM, 3alMBast JOCTATOYHBIM KOJIMYECTBOM KUJIKOCTHU (HAarIpuMep,
CTakaHOM Bojbl). OJHOBPEMEHHBIH MpPUEM MNUIIU 3aMEUIAeT BCAaChIBaHUE JEKCKETONpoQeHa,

MOATOMY B CJIydae OCTPOM 00JI peKOMEHAYeTCs TPUMEHEHUE TperapaTa He MeHee yeM 3a 30 MuH
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4.3. lIlpoTuBoNOKa3aHUs

— ['umepuyBCTBUTENBHOCTE K JEKCKeTONpodeHy WM JAPYrUM  HECTEPOHIHBIM
npoTuBOBOCHanuTeNbHbIM npenaparam (HIIBII), wiu k mo0oMy U3 BCIOMOraTeNNbHBIX BEILIECTB,
MepEUYUCIICHHBIX B pasjene 6.1.

— Pa3BuTHe mpuUCTYNOB acTMbI, OpOHXOCTa3Ma, OCTPOTO PUHUTA WU HOCOBBIX ITOJIHIIOB,
MOSIBJICHNE KPANTMBHUIIBI MJIM @aHTHOHEBPOTUYECKOTO OTEKA B CIIydasiX MPUMEHEHHUS MTPEnapaToB ¢
aHAJIOTUYHBIM JIEWCTBHEM (Hampumep, areTumicanunuioBoit kuciaotsl (ACK) u npyrux HIIBIT).
— doroarepruueckue Wik GOTOTOKCHUECKHUE PEeaKIMU B MEPHOJ JICUCHUS KETOPOoPeHOM
wii ¢pudparamMu B aHaMHE3e.

— KenynouHo-KHIIIEYHBIE KPOBOTCUCHHS, S3BBI WM IMepdopaluu B aHAMHE3E, BKIIIOYast
CBSI3aHHBIE C npeauecTByomum npumenenueM HIIBII.

— DOpO3UBHO-A3BEHHbIE TOpaxeHus xemynouHo-kumieyHoro tpakra (OKKT) B cramuum
obocTpeHusl.

— KenynoyHo-KUIIEUHbIE KPOBOTECUEHUS; APYTHe aKTUBHBIE KPOBOTEUYEHUS (B TOM YHUCIE
MOJI03PEHHE Ha BHYTPUUEPEITHOE KPOBOU3IUSIHUE).

— BocnanurensHbie 3a0oneBanus kuiedyHrka (6oae3ub KpoHa, i3BeHHBIN KOTUT).

— [TeuenouHnass HeTOCTATOYHOCTh TsDKENOW cTeneHu Tspkectu (10-15 GannmoB mo mikane
Yaitna-I1s10).

— [Iporpeccupytoiue 3a60aeBaHus MOYEK, TOATBEPKICHHAS TUTIEPKAINEMUSL.

— Xporuueckas GonesHp mouek: craguu 3a (CK®D 45-59 m/mun/1,73 m?), 36 (CKD 30—
44 vn/mun/1,73 m?), 4 (CK® 15-29 mn/mun/1,73 M?), 5 (CK® <15 mn/mun/1,73 m?).

— [lepuon nmoce nmpoBeieHUsI ROPTOKOPOHAPHOTO UTYHTUPOBAHUS.

— Tsxenast cepeyHast HEA0CTaTOYHOCTb.

— I'emopparnueckuii AuaTe3 U Apyrue HapylIeHUs: CBEPThIBAaHUS KPOBHU.

— Tspkenoe oOe3BokuBaHUE (B pe3ysibTaTe PBOTHI, AUAPEH WM HEIOCTATOYHOIO IpHUeMa
JKUJIKOCTH).

— XpoHuyeckas JUCIETICHUS.

— BospacTt 1o 18 net (B cBsI3U ¢ OTCYTCTBHEM JaHHBIX 1O 3(PPEKTUBHOCTU U O€30MACHOCTH).
— bepeMeHHOCTD U TIepHO TPYAHOTO BCKAPMITUBAHHS.

4.4. OcoOble ykazaHMsl 1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBLIO

3aboieBaHus MIEYCHN B aHAMHE3€, TeYeHOYHAasi MOpPupUs (BKIIFOUYAS OCTPYIO MEPEMEKAIOIYIOCS
nopdupnio), XpoHHdeckas 6o1e3Hs nouek, cramus 2 (CK® 60—89 mn/mun/1,73 M?), XpoHHUECKast

cepacdHasds HEAOCTAaTOYHOCTb, apTCepualibHas THUIICPTCH3UI, O6€3BO}KI/IBaHI/Ie, 3HAYUTCIIBHOC
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BMEIIATENILCTBA), Y MAIMEHTOB, HEMOCPEICTBEHHO IOCJ€ OOIIMPHBIX XUPYPTUUYECKHUX
BMEULIATEIbCTB, HAPYLIEHUS! KPOBETBOPEHUS, Y ITOKUJIBIX ITALIMEHTOB cTapile 65 JeT (B TOM Yuciie
MOJIYYaAIOLUX JUYPETHUKU, OCIAOJIEHHBIX MAlMEHTOB M MAlMEHTOB C HHU3KOH Maccol Tena),
OpoHXHajbHasi acTMa, OJHOBPEMEHHOE MPUMEHEHHE TIIOKOKOPTUKOCTEPOUIOB (B TOM 4YHCIIE
MPEIHU30JI0HA), AaHTUKOATYJIIHTOB (B TOM 4ucie BapdapuHa), aHTHArperaHToB (B TOM YHCIIe
aIeTUJICATIMIIMIIOBOM KHUCIIOTHI, KJIOMUIOTPea), CeNEKTUBHBIX HHTMOUTOPOB 00pPaTHOTO 3aXBara
CEepOTOHMHAa (B TOM 4YHCJE LUTajonpama, (IyoKceTnHa, NApOKCETUHA, CepTpajnHa),
UIIeMUYEeCKas 00Je3Hb cepaua, epeOpoBacKysipHbIe 3a0oJieBaHus,
JVICITUTIHIEMUSI/ TUTICPIIMITUACMUSI, CaXapHbIi quader, 3a0oseBaHus nepuepudecKux apTepHid,
Kypenue, Hannuue uHpekuuu Helicobacter pylori, cucremHuas kpacHas Bom4aHKa W JIpyrue
CUCTEeMHBbIE 3a00JIeBaHNsI COETUHUTENbHOM TKaHu, utensHoe npuMenenue HIIBII, TyGepkynes,
BBIPQXEHHBIA OCTEOTOPO3, aJTKOTOJIU3M, TSXKEJbIE COMaTHUYEeCKHE 3a00JIeBaHMUS.

Oco0ble yKa3auus

[Ipy npumMeHEeHMM Y NAIMEHTOB € AJIEPTUYECKUMHU pEakUMsIMH B aHAMHE3€ HE00XO0IUMO
cOOII0aTh OCTOPOKHOCTb.

Cnenyet uzberatb npuMeHeHus npemnapara Jlekckeronpoden B couetanuu ¢ Apyrumu HIIBII, B
TOM YHCJIC CEIEKTUBHBIMUA MHTHOUTOpaMH IIKII00Kcurenasbl-2 (LIOI-2).

HexenarenbHble peakud MOKHO CBECTM K MHUHHMMYMY IIpM HNpPUMEHEHHU IIpenapara B
HauMeHbIIeH Y3QPEeKTUBHOI 103€ TPH MUHUMAIIBHOM JTUTEIBHOCTH IPUMEHEHHUS, HEOOXOJUMOM
JUI KyIIUPOBaHUs 00JIEBOTO CHHIPOMA.

bezonacnocmo npumenenus 6 omnowenuu KKT

Hmerorcss cooOlieHnss 0 BO3HMKHOBEHMH KEJIyJI0YHO-KUILIEYHBIX KpPOBOTEUEHHM, $3B WU
nepdopanuii (B HEKOTOPBIX CiIydasiX C JIETAJIbHBIM HMCXOJOM) Ha (hOHE NMPUMEHEHUS JIOOBIX
HIIBII Ha pa3HbIX dTamax Je4eHHs, KaKk C MOSBICHHEM CHUMIITOMOB-TIPEABECTHUKOB, Tak U 0e3
HUX, a TaK)X€ BHE 3aBUCHMOCTH OT HAJIWYMS CEPhE3HBIX KEIIyJI0YHO-KUILIEYHBIX OCJIOKHEHHUN B
aHamHe3e. B ciiydae pa3BUTHS KETyJOUYHO-KUIIEYHOTO KPOBOTEUYEHMsI Ha (hOHE NpUMEHEHUs
npenapata /lexckeTonpodeH, ero npuem ciaeayer NpeKpaTuTh.

Puck pa3BuUTHS KeTyTOYHO-KUIIEYHOTO KPOBOTEUSHHMSI, MIENITHUECKON SI3BBI MU €€ nephopariu
noBelaercs ¢ yBenuueHueMm no3bl HIIBII, y manumenToB ¢ s3BOil B aHamHe3e, OCOOEHHO
OCJIO’)KHEHHOM KpOoBOTEeUeHHEM Uiu niepdopairelt, a Takke y MalueHTOB MOKUIIOT0 BO3pacTa.
Tlayuenmur noswcunozo 6ospacma

VY nanueHToB NOKUIJIOro BO3pacTa NOBBIIIEHA YaCTOTA BOSHUKHOBEHHS HEXKENATEIbHBIX PEAKIINN
Ha (one mpumenenus HIIBII, ocoOeHHO Takux, Kak KEIyJA0YHO-KUIIEYHOE KPOBOTECUCHUE U

po0oIeHUE A3Bbl, KOTOPHIE MOTYT MPEACTABIATh YIPO3y AJs KU3HU. JleueHne 3TUX NalieHToB
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[Tpr HanwuuuM y ManyeHTa B aHaMHe3e 330(aruTa, racTpuTa W/HIU SI3BEHHOW OOJIE3HU Tepe]
HAyaJIoM JieueHus JeKckeronpodenom (kak u B ciaydasx ¢ apyrumu HIIBII) cienyer yoenutbes,
YTO 3THU 3a00JIeBaHUSI HAXOMAATCA B CTAIUU PEMUCCHH. Y MAlMEHTOB C HAJIIMYHMEM CHMIITOMOB
natosioruu JKKT mmu xponnueckumu 3aboneBanusmu JKKT cienyer ocymecTBiasaTh KOHTPOJb
JUTSL BBISIBIICHUSI HAPYIICHUN MUIICBApEHUs, OCOOCHHO KEIyI0YHO-KUIIICUYHBIX KPOBOTCUCHUIA.
HIIBII crnenyer ¢ OCTOPOXXHOCTBIO Ha3HA4YaThb MAUMEHTAM C KEIYJAOYHO-KUIIECYHBIMHU
3a00JIeBaHUSIMU B aHAMHE3€ (SA3BEHHBIA KOJUT, Ooyie3Hb KpoHa), MOCKOIBKY CYIIECTBYET PUCK
o0ocTpeHus JaHHBIX 3a00JICBaHUH.

J71st 5TUX TAIMEHTOB, a TAKXKE MallUeHTOB, KOTOPbIE HYXKJIAIOTCA B OJHOBPEMEHHOM ITPUMEHEHUN
ACK B HHM3KMX J03aX WJIA B TNPUMEHEHHH JPYTUX NPEnaparoB, YBEIMUHUBAIOIIUX PHUCK
BO3HUKHOBeHUsI HapymeHuit co croponbl JKKT, cremyer paccMoTperh BO3MOKHOCTH
KOMOMHHMPOBAHHOW Tepamuu C IpernaparaMu-poTeKTOpaMu, HalpUMep, MU30MPOCTOIOM WU
WHTUOUTOPAMU TPOTOHHOM MOMITHI.

[TatmeHThl, y KOTOPBIX B aHAMHE3€ UMEIN MECTO HEXKeJaTelbHble peakiuu co ctoponsl JKKT, B
0COOCHHOCTH, MOXKHJIbIE MAIMEHTHI, JOJDKHBI COOOIIATh Bpady O JIOOBIX HEOOBIYHBIX CUMIITOMAX
co ctoponbl JKKT (ocobeHHO 0 cuMITOMAax, KOTOPbIE MOTYT CBUIECTEIHLCTBOBAThH O KEIYAOYHO-
KHUIIIEYHOM KPOBOTEUEHUU), OCOOCHHO Ha HAYAJIbHBIX CTAUSAX JICUCHUS.

Crnenyer ¢ OCTOPOKHOCTHIO Ha3HAuaTh IMpernapar MarueHTaM, OJHOBPEMEHHO MPUHUMAIOITUM
CpencTBa, KOTOpPbIE MOTYT YBEJIWYWTh PHUCK BO3HUKHOBEHMS $3Bbl WM KPOBOTECUYEHUS:
nepopasbHble KOPTHUKOCTEPOUJIbI, AHTUKOATYNISHTHI (Hampumep, BapdapuH), CeleKTHBHBIC
MHTHOUTOPBI 0OpAaTHOTO 3aXBaTa CEPOTOHMHA WM aHTHarperanTsl, Hanpumep, ACK.
bezonacnocmo npumenenus 6 omnowienuu novex

[TaruenTtam ¢ HapyiieHneM (GYHKIIMHM MOYEK Mpernapar clieAyeT Ha3HauaTh C OCTOPOKHOCTHIO,
nockonbky Ha ¢oHe npumeHeHuss HIIBIT Bo3moxHO yxyamieHue (QyHKIHMH MOYEK, 3a7epiKa
KUJKOCTU B OpraHu3Me U pa3BuTHe oTekoB. CremayeT co00aTh OCTOPOXKHOCTh TpHU
MPUMEHEHUH TIpernapara y maueHTOB, OJHOBPEMEHHO MPUHUMAIOIINX JUYPETUKH, U TIAIIUEHTOB,
Yy KOTOpPBIX BO3MOXHO pPa3BUTHE THUIOBOJIEMHH B CBSI3U C T[OBBIIIEHHBIM PUCKOM
HE(POTOKCUIHOCTH.

B mepuox nedenuss HeoOXoauMo 0O€CTIEUWTh aJeKBAaTHOE MOTPEOJICHUE >KUAKOCTH IS
MPEeI0TBpAIEHUsT 00€3BOKUBAHUS M YCUIICHUSI TOKCHUYECKOTO JEHCTBUS HA TIOYKH.

Kak u pgpyrue HIIBII, npemapar JlekckeronpodeH MOXET MNPUBOAUTH K TOBBIIICHUIO
KOHIIEHTPAIlMU a30Ta MOYEBHUHBI U KpeaTHMHHHA B TUTa3Me KpoBU. Kak u Jpyrue MHTHOUTOPHI
CHMHTE3a MPOCTAIrJIaHIMHOB, IIpenapar MOXKET OKa3blBaTh HEXENAaTeIbHOE [JEHCTBHE Ha

MOUEBBIIETUTENIbHYI0 CHUCTEMY, UYTO MOXET MPUBECTH K PAa3BUTHUIO TJIOMEpYyJIOHePpuUTa,
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[IO4YEYHON HEAOCTATOYHOCTH.

[Toxuiibie manMeHThl 0COOEHHO MOABEPKEHBI HAPYILICHUIO (PYHKITUH ITOYEK.

bezonacnocmo npumenenus 6 omuoweHuu neveHu

[TauuenTtam ¢ HapylieHueM (QyHKIMM [IEYEHU Mpenapar cleAyeT Ha3HayaTb C OCTOPOKHOCTBIO.
Kak u npu npumenenun npyrux HIIBII, mpenapar MokeT BbI3bIBaTh KPaTKOBPEMEHHOE U
HE3HAYUTEIIBHOE YBEIIMYECHUE HEKOTOPBIX IICUYCHOYHBIX IIOKA3aTelIel», a TAKXKE BBIPAKEHHOE
HOBBIILICHHE aKTHBHOCTH acnapratamuHorpaHcdepassl (ACT) u anaHmHaMHHOTpPaHC(Epasbl
(AJIT). Ilpu COOTBETCTBYIOLIEM YBEIHYEHUH YKa3aHHBIX IOKa3aTejel JIeYeHHE IMpernapaTom
ClenyeT IPEKPaTUTh.

[Toxxuitbie manMeHThl 0COOEHHO TOIBEPKEHBI HAPYILIEHUIO (PYHKIIUH TTCYCHH.

besonacnocmv npumenenusi 6 omuouleHuu cepoOeyHO-coCyOUCMOU CUCEMbL U MO3208020
Kpo8oobpaujeHus

VY manueHToB ¢ apTepUuabHON THIIEPTEH3UEH U/ CepACYHON HEAOCTATOYHOCTHIO OT JIETKOH J10
CpeIHEH CTENeHU TSHKECTH B aHaMHE3€e HeoOXOJUMO OCYIIECTBIEHHE COOTBETCTBYIOLIETO
KOHTpOJs U pexkoMmeHgauui. Ocol0yr0 OCTOPOKHOCTh HEOOXOAMMO COOMIONATh MpPH JIEYCHUU
HAIMEHTOB C 3a00JIEBaHUSMHU CEP/ILia B aHAMHE3€, B YaCTHOCTH, C IPEALIECTBYIOIMMH 3MU304aMU
CepIeUYHON HeIOoCTaTOUYHOCTH, Tak Kak Tepamusi HIIBII crmocoOHa MOBBICUTH PUCK Pa3BUTHS
CEpIEYHON HENOCTATOYHOCTH; OINMCAHBI CIydal pPa3BUTHS 3aICPKKH KUIKOCTH U OTEKOB,
cBsA3aHHBIX ¢ MpuMeHeHueM HIIBII

Knunnueckue necneroBaHus U dNUAEMUOIOTMYECKHUE JaHHbIE MIO3BOJISIOT CEIaTh BBIBOJ O TOM,
yto HIIBII, 0coOeHHO B BBICOKMX [103aX U MPHU AJUTEIBHOM NPUMEHEHHH, MOTYT IPUBOJUTH K
HE3HAYUTEIbHOMY YBEJIMYEHUIO PHCKAa BO3HMKHOBEHHS apTepHalbHBIX TPOMOO30B (HampHuMmep,
uH(papKTa MHUOKap/a WIM UHCYNbTA). 71 UCKITIOUEHHs] pUCKA BOSHUKHOBEHHS TAKUX COOBITHH
IpY IPUMEHEHUH JIeKCKeTONpodeHa TaHHBIX HEJT0CTaTOYHO.

VY nanueHToB € HEKOHTPOIMPYEMOH AapTEepUalbHOW T'HMIEPTEH3WEH, 3aCTOMHON CepAedHON
HEJOCTAaTOYHOCThIO, TOATBEP)KICHHONW MIIEMUYEeCKOH O0JIe3HBbIO cepAla, 3a00JeBaHUSIMU
nepupepuyecKux apTepHii U/IIU COCyI0B TOJOBHOTO MO3ra Mpernapar cielyeT IPUMEHATh 1ociie
THIATEIBHOU OLIEHKU COOTHOLLEHHUS I10JIb3bl U PUCKA.

[lepen HavyamoM ATUTENBHOTO JIEUEHUS MAlMEHTOB C (aKTOpaMu pHCKa Pa3BUTHUSL CEplIEYHO-
cocyaucTtoro 3a0osieBaHus (HampuMep, TMpU MOBBILEHHOM apTepUaIbHOM JaBJICHHH,
TUIEPIIMINIEMUH, caxapHOM JualeTe, KYpeHHWH) Takke HeoOXOoAuMa TIIATeNbHas OlIeHKa
COOTHOUICHUS IOJIb3bI U PUCKA.

HecenextuBabsie HIIBII crmocoOHBl yMEHbBIIATh arperaruio TpOMOOIIMTOB U YBEITUYUBATh BPEMS

KpPOBOTCUYCHHUA 3a CUCT MNOAABJICHUA CHUHTE3a IMNPOCTArJIaHAWHOB, B CBA3M C 4Y€M HA3HAYCHUC
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BapapuH WIH IPYrHe KyMapHHbI, WK TeaphHbl) HE PEKOMEHI0OBAHO.

[Toxuiible ManUeHTbhl OCOOCHHO MOIBEPKEHbI HAPYHICHUSM (YHKIHMU CEpJEUYHO-COCYAUCTOU
CHUCTEMBI.

Koorcnvie peaxyuu

Ouenb penko Ha pone mpumenenus HIIBII ormeuanuch cepbe3HbIe KOXKHBIE PEAKIUH, BKIFOUYAs
skc(oNMMaTUBHEIN  nepMatuT, cuHapoM CrTuBeHca-/[KOHCOHa, a TakkKe TOKCHYECKUU
SMUJEPMANbHBIA HEKPOJIU3, HEKOTOPBIE M3 KOTOPBIX 3aKOHYWIUCH JIETAIbHBIM UCXOI0M. PHck
pa3BUTHUA TAKUX pPEaKLU y MAUEHTOB, MO-BUIUMOMY, HanboJiee BBICOKUI B HAUaJIe JIeUEHUs, TaK
Kak OOJBIIMHCTBO ONMUCAHHBIX SIBICHUI HaOIIOJAIMCh B MEPBBIN Mecsl Tepanuud. [Ipu nmepBom
MOSIBIICHMH KOKHOW CBIMTH, MOPAKEHUH CIM3HUCTBIX 000JIOUEK WM JIFOOBIX JPYTrUX HPU3HAKOB
TUIEpYyBCTBUTEIHLHOCTH IPUMEHEHUE Tpernapara JlexckeronpodeH creayer IpeKpaTUuTh.
Mackuposka cumnmomos uH@exyuoHHvIX 3a001e6aHUL

[Tpenapat JlexckeronpodeH Croco0eH MacKUpOBaTh CHMITOMBI HEKOTOPBIX HH(EKIIMOHHBIX
3a00JIeBaHUN, YTO MOXET HPHUBOJUTH K 0o0Jiee MO3JHEMY HA3HAYEHHUIO COOTBETCTBYIOLIETO
JICUYEHUs, U TEM CaMbIM yXYIIIaTh UCXOA MH(PEKINOHHOTrO 3a001eBanusl. ITO HAOII0AANOCh IpU
OakTepuaabHONW BHEOOIFHUYHON THEBMOHUU U OAKTEPUATBHBIX OCIOKHEHUSX BETPSIHOMN OCIIBI.
Korpaa npenapat JlekckeronpodeH BBOAUTCS i 00JIerdeH s 0011, BhI3BAHHON MH(EKITMOHHBIM
3a00JIeBaHUEM, PEKOMEHJYeTCs KOHTPOJIMPOBATh COCTOSHME ManueHTa. B  aMOymaTopHBIX
yCIOBUSX (BHE OOJIBHHUIIBI) TAIIUEHTY CIIEIYET MPOKOHCYIbTUPOBATHCS C BPAUOM, €CIIH CUMITTOMBI
COXPAHSIIOTCS I YCYTYOISIOTCS.

Hononnumenvnas ungopmayus

Ocobast 0CTOPOKHOCTH TPeOyeTCs TPH HA3HAYEHUH TIpernapara maiueHTam c:

. BPOKJCHHBIMU HapyIIEHUsMU MeTabonu3ma mnopdupuHa (HampuUMep, MpPU OCTPOU
nepeMexaronieiicst nopgupun);

° 00€3BOKMBAHHUEM;

o HEMOCPEACTBEHHO MOCJe OOIUPHBIX XUPYPTUUECKIX BMEIIATENbCTB.

Ecnu Bpau cuutaer, 4to JJIMTENbHOE NMPUMEHEHHE JIEKCKETONpodeHa HeoOXOAUMO, CIeayeT
PETYIAPHO KOHTPOIUPOBATH (PYHKIIMIO TIEUEHH, MTOYEK U IMOKa3aTeIu 00IIero aHaIM3a KPOBH.

B ouenp penkux cimydasx HaOMIOJANCh TSOHKENBIE OCTPBIC PEAKIUU THUIEPYYBCTBUTEIHLHOCTU
(Hampumep, aHadunmakTHdyeckuil 1mok). Ilpu mepBBIX Mpu3HAKaX TKENIOH  peakuu
TUIEPYYBCTBUTEILHOCTH HEOOXOMMO MPEKPATUTH IipUeM npenaparta JlekckeronpodeH.
HeobxonmuMo HayaTh CHMOTOMATHYECKOE JICUECHHUE IMOJ HAOMIOeHUEM KBATH(DHUIIMPOBAHHOTO
CHEUAJINCTA.

[TarueHTsl, cTpafarolMe acTMOM B COYETAHUU C XPOHUUYECKUM PHHHUTOM, XPOHUYECKUM
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peakumii Ha ACK w/mumu HIIBII, yem octanpHas momynsauusi. [IpuMeneHune npemnapaTta MOXeT
BbI3BaTh TNPHUCTYN acTMbl HJIM OpOHXOCHa3M, OCOOEHHO y TAalHMEHTOB C aJUIePrUYeCKUMHU
peakuusamu Ha ACK wim HIIBIL.
B 0coObIx cityyasix BO3MOYKHO Pa3BUTHUE TSKENbIX MHPEKIHMOHHBIX OCJIOXKHEHHUH CO CTOPOHBI
KOKM M MITKUX TKaHed Ha (oHe BeTpstHOM ocmbl. [IONHOCTBIO HCKIIOUUTH BEPOSTHOCTH
B3auMocBs3u npumenenuss HIIBII ¢ pasButmem mnoAoOHBIX HWH(EKIMOHHBIX OCIOXHEHUH B
HACTOsALEE BpeMs HEBO3MOXHO. [lodToMy mipu BEeTpsHOM oOCIEe IPHUMEHEHHUs Ipenapara
HexckeronpodeH cneayer n3derats.

€T’
be3onacHOCTh NPUMEHEHUS y JE€TEN HE YCTAHOBIICHA.
4.5. B3amMmopeiicTBHe ¢ JPYIMMH JICKAPCTBEHHBIMH IpenaparamMM M JApyrue BHIABI
B3aNMOJAeHCTBUSA
Hwxecnenyromue B3anmoaeictus xapakrepusl 1t Bcex HITBII.

HexenarenpHble KOMOMHALIAU

C opyeumu HIIBII (éxniouas cenexmuguvie uneubumopwot L{OI-2) u canuyunamamu 6 8blCOKUX
0osax (bonee 3 2/cym). oaHOBpeMeHHOe mpuMeHeHue Heckoiapkux HIIBIT Bcneacteue
CHUHEPru4ecKoro 3(pQexra MoBBIIIAET PUCK PA3ZBUTHUS KEITYAOYHO-KUILIEYHOIO KPOBOTEUEHUS U
A3BBL.

C anmuxoazynaumamu. HIIBII moryr ycunuBate >(QQeKT aHTHKOAryJISHTOB, TaKuUX Kak
Bap(apHH B CBSI3U C BBICOKOW CTENIEHBIO CBS3BIBAHUS C O€IKaMH MIa3Mbl KPOBH, HHTHOMPOBaHUEM
(GYHKIIMM TPOMOOLIMTOB U MOPAXKEHUEM CIM3UCTON O0OJIOUKH KEITyAKa U JBEHAALATUIIEPCTHON
KUIIKA. B cioyyae HEOOXOOMMOCTHM OJHOBPEMEHHOTO NPHUMEHEHHUS HEOOXOIUM TIIATeIbHBIN
KOHTPOJIb 32 COCTOSIHMEM MallueHTa U PeryJIsspHbIi MOHUTOPUHT Ja00paTOPHBIX MOKa3aTeNeH.

C eenapunom: MOBBIIIAETCS PUCK Pa3BUTHSI KPOBOTEUEHHUS (B CBSA3U C MHTHOMPOBaHUEM (YHKIIUU
TPOMOOLIUTOB W MOBPEXKIAIOMIMM JIEHCTBUEM Ha CIM3UCTYIO OO0OJIOUKY JKelyJKka u
JBEHAAIIATUIIEPCTHON KHILIKH). B cioydyae HeoOXOIMMOCTH OJHOBPEMEHHOTO MPUMEHEHUs
HEOO0XO/IMMO OCYILECTBJIATh TIIATENbHBIH KOHTPOJIb COCTOSIHUS MAIlMeHTa W PEryJspHBINA
MOHUTOPHHT JJAOOPAaTOPHBIX MOKa3aTEIeH.

C enrokokopmuxkocmepoudamu. OBbIMAETCs pUcK si3BeHHOT0 TopakeHus XKKT u kpoBoTeueHui.
C npenapamamu aumus: HIIBII moBeIIIAIOT KOHIEHTPALUIO JUTHUS B IUIa3Me€ KPOBH BILIOTH JI0
TOKCHYECKOW (CHMYKAeTCsl BBIBEJICHHUE JIUTHS Yepe3 MOYKH), B CBSI3H C YeM KOHLIEHTPALUIO JTUTHS
B IIa3M€ KPOBHM HEOOXOJUMO KOHTPOJIMPOBATh B Hayaye JICYEHUS JIEKCKETONpPO(EeHOM, IMpH

KOPPEKIIMH €ro JT03bI U OTMEHE Ipernapara.
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reMaToJIOTM4E€CKOM TOKCUYHOCTH METOTPEKCaTa B CBSA3HM CO CHUKEHHEM €ro II0YEYHOT 0 KIUPEeHca
IIpU OJHOBpeMeHHOM npuMeHeHuu ¢ HIIBII.
C cuoanmounamu u cynvgponamuoamu: BOSMOKHO YCHIICHHE UX TOKCUUECKOTO AEHCTBUS.

KOM6I/IHaHI/II/I, TDC6VIOH_II/IC OCTOPOKHOCTHU

C Ouypemuxamu, uHeubumopamu  ameuomeHzuHnpespawjarowezo  epmenma  (AIND),
AHMUOUOMUKAMU U3 2PYNNbL AMUHOTUKOZUOO8, AHMAoHUCmamu peyenmopos aneuomensuna-|:
JNEKCKeTonpo(deH MOXKET Ocla0yiaTh JAeWCTBUE IUYPETHUKOB U THUIIOTEH3UBHBIX CpEACTB. Y
HEKOTOPBIX MallMEHTOB C HapyIIeHHEeM (YHKIIMH MOoYeK (Harpumep, Npu 00e3BOKUBAHUU WU Y
NOXXWIBIX TAIMEHTOB C HapylmeHHeM (YHKIMH MOYEK) MPUMEHEHHE CPEJICTB, OKAa3BIBAIOIIMX
uHruoupytomee neiicreue Ha LlOI, ogHoBpemeHHo c¢ uHruouropamu AlID, anrtaronucramu
penenTopoB aHruoteHsuHa Il uimm aHTHOMOTMKAMU-aMUHOTJIMKO3UAAMH MOXKET MPHUBECTH K
JalbHEUIIEMY YXYIIIEHUIO (QYHKIUU MOYEK, YTO, KaK MPaBUIIO, HOCUT OOpaTHMBIN XapakTep.
[Tpu Ha3HAUYeHUH JEeKCKeTonpodeHa OJJHOBPEMEHHO ¢ AMYPETUKOM HEOOXOANMO yOeaUThCS, YTO
MAIMEHT MOJYYaeT JOCTATOYHO JKUJKOCTH, a TAKKe KOHTPOJIUPOBATh (PYHKIMIO ITOYEK B HaYase
JICUYCHUS.

C memompexcamom 6 Huskux oozax (menee 15 melned): BO3MOXKHO TIOBBIIICHUE
reMaToJI0rM4ecKoi TOKCUYHOCTH METOTPEKCaTa B CBSI3U CO CHMPKEHHUEM €ro IMOYEeYHOro KJIMpeHca
Ha ¢oHe ogHOBpemeHHoro npuMenenust ¢ HIIBII. B teuenue nepBbix Henenb 0THOBPEMEHHOTO
NPUMEHEHHUs HEOOXOJUM eKeHeNEeNbHbIM MoJcueT KIeTOK KpoBH. Ilpu Hamuuuum HapylieHus
(GYHKLIMU TOYeK Jaxe JIETKOM CTeNeHH, a Takke y JIMI[ MOXHIOro BO3pacTa, HEOOXOAMMO
THIATEJIbHOE HAa0JI0/IeHNE Bpaya.

C nemmokcugunnrunom: BO3MOXKHO MOBBILIICHHE PHUCKa pa3BUTUs KpoBoTeueHus. Heobxoaum
THIATEJIbHBIM KIMHUYECKUII MOHUTOPHUHT U PETYJISpHAs IPOBEPKA BPEMEHU KPOBOTEUEHUS.

C 3u008y0uHom:. CYIIECTBYET PHUCK YCHJIEHHMS TOKCHYECKOTO JEHCTBHSI Ha SPUTPOLUTSHI,
00yCIIOBJIIEHHOT'O BO3/IEWCTBUEM Ha PETUKYJIOLHUTHI, C PA3BUTHUEM TSKEION aHEMUU Yepe3 HEJIEII0
nocne Havana npumenenus HIIBII. HeoOxomumo mnpoBeaeHue oOIiero aHaan3a KpOBU C
MIOJICYETOM KOJINYECTBA PETUKYJIOLUTOB Yepe3 1-2 Henenu nocie Hayana tepanuu HIIBIIL

C eunozcruxemuveckumu cpeocmeamu 0as npuema enymps. HIIBII Moryr ycuimBaTh
TUIOTIMKEMUYECKOe JIEHCTBUE TPEnapaTroB CYIb(OHUIMOYEBUHBI BCIEICTBUE BBITECHEHUS
CyIb(OHMIMOYEBHHBI U3 MECT CBSI3bIBAHMSI C O€JIKaMHU IJIa3Mbl KPOBH.

KOM6I/IHaHI/II/I, KOTOPBIC HCO6XOI[I/IMO NpUHUMATh BO BHUMAHUC

C p-aopenobroxamopamu:. ipu ogHoBpemeHHoM mnpuMeHeHnH ¢ HIIBIT moxkeT ymeHbIatThbes
AHTUTUNEPTCH3UBHBIA AP (dEeKT [B-ampeH0OT0KaTOPOB BCIEACTBUEC WHTHOMPOBAHHUS CHHTE3a

mpocTariiaHAnHOB.
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C yuxnocnopurnom u maxpoaumycom. HIIBII moryt '%ﬁﬂ%&%“&%g%bﬁgﬁ%:' 4TO

OTOCPEIOBAHO JCHCTBUEM pEHAJIbHBIX MPOCTArjiaHAuHOB. [Ipu OJHOBpEMEHHOM MPUMEHEHUU
HE00X0IMMO KOHTPOJIUPOBATDH (DYHKIIHIO MTOYEK.

C mpombonrumuxamu: MOBBILICHHBIA PUCK PA3BUTHS KPOBOTCUCHHUSI.

VYBenuuuBaercs puck pa3Butus kpooreueHus u3 JKKT mpu oIHOBpEMEHHOM INPUMEHEHUU C
uneubumopamu obpamnoz2o 3axeama cepomonura (IUTAIONPaM, MAPOKCETHH, (IIYyOKCETHH,
cepTpanun) u anmuacpecanmamu (Bxiaouas ACK u kionugorpen).

C npobeneyudom: BOZMOKHO MOBBIIIEHUE KOHIIEHTPALIUHU JIEKCKETONpo(deHa B T1a3Me KPOBH, UTO
MOXET OBITh 00YCIIOBJICHO HHTHOUPYIOIMKM 3 dekToM mpodeHenn; /1a Ha TOYESYHYIO TYOyIIpHYIO
CEKPELHI0 U KOHBIOTAIUIO C TJIFOKYPOHOBOM KUCIIOTOM, MOXET MOTPEOOBATHCS KOPPEKIIUS 1036
JeKCKeTonpodeHa.

C cepoeunvimu enuxosuoamu. HIIBII MoryT moBbIaTh KOHIIEHTPAIMIO CEPIACYHBIX TTIMKO3UIOB
B I1JIJa3M€ KPOBH.

C mughenpucmonom: CyIIECTBYET TEOPETHYCCKHA PHCK HW3MEHEHUs d3(PPEKTUBHOCTH
MUGDENPUCTOHA TIOJ JCHCTBHEM WHTUOUTOPOB TPOCTArTaHIUHCUHTETa3bl. OrpaHUYCHHBIC
JaHHBIE MO3BOJISIOT MPEIOJIOKHUTh, YTO OJJHOBpeMeHHOe npuMeHeHne mudenpucrona ¢ HIIBIT
B JICHb NMPUMEHEHHUS MpOCTariaHAHa He OKa3bIBa€T HEOJIArOoNpUsTHOTO BIUSHUS HA JIEHCTBUE
MHU(enprcTOHa UITK TTPOCTArjaHAnHa B OTHOIIIEHUH CO3PEBAHUS IIEUKH MATKH HJIM COKPATUMOCTH
MaTKH ¥ HE CHIDKAET KIIMHUYECKYI0 3(P(EKTHBHOCTH CPEJICTB ISl MEAMKAMEHTO3HOTO adopTa.

C Xunononamu: JTaHHBIE SKCIEPUMEHTAJIBHBIX HCCIEAOBAaHMM Ha >KMBOTHBIX YKA3bIBAalOT Ha
BBICOKUW PUCK Pa3BUTHs Cya0por nmpu oaHoBpeMeHHOM npumenenun HIIBII ¢ xuHononamu B
BBICOKHUX JI03aX.

C menoghosupom: mpu oaHoBpeMeHHOM mnpumeHeHuu ¢ HIIBII Moxker moBbImaThCs
KOHIIGHTpallMsg a30Ta MOYEBMHBI M KpeaTMHHMHA B IUIa3M€ KpPOBHU, IO3TOMY [UJIsl OLICHKHU
BO3MOKHOTO BIIUSIHUSL OJIHOBPEMEHHOI'O TPUMEHEHMsI JAaHHBIX JIEKAPCTBEHHBIX CPEICTB
HEO0OXOMMO KOHTPOJIMPOBATH (DYHKITHIO MTOYECK.

C oegpepasupokcom: nipu ogHoBpemeHHOM mpumeHeHnn ¢ HIIBIT moxeT moBbIIaThCS PUCK
tokcudeckoro BozaeiictBus Ha JKKT. Ilpu npumeHeHHHM nekckeTonpodeHa COBMECTHO C
nedepasupoKcoM HEOOXOAUMO TIIATENbHOE HAOTIOACHHE 32 COCTOSTHUEM TaIHeHTA.

C nemempexcedom: nipu onHoBpeMeHHoM npuMmeHeHun ¢ HITBII moxeT cHUXaThCsl BHIBEACHUE
neMerpekcena, modtromy npu npuMmeneHnu HIIBII B BeicOkMX m03ax HEOOXOAMMO MPOSBIATH
0CO0YI0 OCTOPOKHOCTD. Y TAI[UEHTOB C TOYEYHON HEJTOCTATOYHOCTHIO JIETKOW CTENEHH TSHKECTH
(xpoHnueckas 6one3Hp mouek, craams 2 (CK® 60-89 wmu/mun/1,73 M%) cieayer m3berarsb
oaHoBpeMeHHoro npuema nemerpekcena u HIIBII B Teuenne nByx mHE# 10 W IBYX IHEH mocie

npreMa rneMeTpeKcea.
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4.6. DepTHIBLHOCTD, 0EPEMEHHOCTH U JIAKTALMS

[Ipumenenne mnpemapara JlexckeronpodeH mpu OEpeMEHHOCTH W B MEPHOA TPYIHOTO
BCKapMJIMBaHUsI IPOTUBOIIOKA3aHO.

bepeMeHHOCTB

[TonaBnenune cuHTE3a MPOCTATJIaHAMHOB MOKET HEOJIaroNnpHUsTHO BIMUITH HA OEpEMEHHOCTD U/WIN
pasBuTHE HSMOpHOHa M  IUIOAA. Pe3ynapTaThl  SMUAEMHUOJOTHYECKUX  HCCIIETOBAHHNA
CBUJIETEJBCTBYIOT, YTO MPENapathl, IOJABISIONINE CUHTE3 POCTAIIAHIMHOB, IPUMEHSIEMbIE HA
paHHUX CTagusX OepeMEHHOCTH, CIIOCOOHBI YBEIMUYMBATh PUCK CAMOIPOM3BOJILHOrO abopra, a
TaK)Ke pa3BUTHUS y IUIOJA MOPOKA CepAlla U He3apalleHUs NepeiHei OpIONIHON CTEHKH; Tak,
aOCONIOTHBIA  PUCK DPa3BUTHS aHOMAJIUN  CEPAEYHO-COCYJUCTOM CHCTEMBbI BO3pacTal,
npuoIM3uTENBbHO, ¢ MeHee YeM 1 % 10 1,5 %. Cuuraercs, 4To pUCK BO3pACTAET C YBEIUUCHUEM
JI03BI U JITUTEIILHOCTH IPUMEHEHHS.

B Tpethem TpuMecTpe OEpEeMEHHOCTH BCE HHTHOMTOPBHI CHHTE3a MPOCTArjJaHAMHOB MOTYT
IPUBOJIUTH K Pa3BUTHUIO y IUIOAA CEPJIEYHO-IETOUYHOM MaToJOTuU (MPEeXIEBPEMEHHOE 3aKPhITHE
apTepHaJIbHOTO IIPOTOKA U TMIIEPTEH3US B CUCTEME JIETOUYHOM apTepuH) U HapyLIeHHUIO (QYHKIUU
MOYEK, KOTOPOE MOKET MPOrpecCHpoBaTh M MPUBOIAUTH K IMOYEYHOM HEIOCTATOYHOCTH C
pa3BuTHEM osuroryapaMmHuona. Kpome toro, nake npu NpUMeHEHUU B HU3KHUX J103aX, Y MaTepu
B KOHIIE OEPEMEHHOCTH M Y HOBOPOXKIEHHOI'O BO3MOKHO YBEJIMYEHHE BPEMEHH KPOBOTEUEHUS,
CBSI3aHHOE C aHTUArperaHTHHIM JIEWCTBHEM, a TAK)K€ MOJIaBJICHHE COKPATUTEIbHOM aKTUBHOCTH
MAaTKH, PUBOJIAIIEE K 3aMa3bIBAHUIO POJIOBOM ACSITEIBHOCTU UITU 3aTSKHBIM pOJaM y MaTepH.
JlakTanus

CaeneHuil 0 MPOHUKHOBEHUH JEKCKETONPOpeHa B MATEPUHCKOE MOJIOKO HET.

DdepTUabHOCTD

[Tpenapat Jlexckeronpoden, kak u apyrue HIIBII, MoxeT cHMXaTh XKEHCKYIO (HepTUIBHOCTD,
MO3TOMY €ro He PEKOMEH/1yeTCsl Ha3HauaTh KEHIMHAM, TUTAHUPYIOIUM 0epeMEHHOCTb.

VY KeHIIWH, UMEIMMX NpoOJieMbl C 3a4yaTHEM WM MPOXOIAUIMX OOCIe0BaHUE B CBS3H C
OecruioaueM, ciaeyeT pacCMOTPETh BO3MOXKHOCTh OTMEHBI JIEKCKETOIPOQEHa.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeICTBAMH M padorarh ¢
MeXaHHU3MaMH

B cBs13u ¢ BO3MOYKHBIM IrOJIOBOKPY>KEHHEM U COHJIMBOCTHIO B IIEPUOJI ITpHEMa JeKCKeTonpodeHa,
CIIOCOOHOCTh K KOHIIEHTPAllMM BHUMAHMSI M ObICTPOTA IMCUXOMOTOPHBIX PEAKIMI y MalueHTOB
MOTYT CHHUXAaThCsl, OCOOCHHO B MEPBBIA yac mocje mpuema mpemnapara. [Tostomy B mepuon
JeYeHHUsT  JIeKCKeTOonpodeHoM  cienyeT coOMoJaTh OCTOPOXHOCTh MPH  YIPaBICHUU
TPAHCIIOPTHBIMU CPEACTBAMM M 3aHATHAX IOTCHIMAIBHO ONACHBIMU BHJAMHU JACATEIBHOCTH,

TpeOyIOIMMHU MOBBIILIEHHOW KOHIEHTPALUU BHUMAHUS U ObICTPOTHI IICUXOMOTOPHBIX PEAKIIHMA.
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4.8. HexkennaTeibHbIe peakunu

Pesrome npoduiis 6e3onacHocT

Yame Bcero HaOMOMAIOTCS HexenartenbHble peakiun co ctopoHsl JKKT. Bo3moxHO pa3BuTHE
HNENTUYECKON sI3BBl, Nepopaluu WIM >KEIyAOYHO-KUIIEYHOIO KpPOBOTEUEHHs, HHOIAA C
JeTalbHBIM HUCXOA0M, OCOOEHHO y MOKWJIBIX HauueHToB. Ilo uMeronMces AaHHBIM, Ha (OHE
IIPUMEHEHHUs IIpenapara MOTYT MOSBIITBCA TOLIHOTA, PBOTA, AUapes, METEOpHU3M, 3arop,
JUCIENTUYECKUE SIBJICHUS, 00Jb B KMBOTE, MEJEHA, KpOBaBas PBOTA, S3BEHHBIM CTOMATHT,
oboctpenue konura u 6ose3nn Kpona. Pexxe nabmonaercs ractput. Takxke uMeroTcs cooOIIeHus
00 oTeKkax, apTepuaIbHON TUIIEPTOHNUHN U CEPJICYHON HerocTaTOuHOCTH Ha (hoHe seuenus HIIBII.
Kak u npu npumenenun apyrux HIIBII, BO3MOXHO pa3BUTHE CIECIYIOIIMX HEXEIATEIbHBIX
peaKkIui: acenTU4YEeCKUHM MEHUHIWT, DPA3BUBAIOLIUNCA IPEUMYIIECTBEHHO Yy NALUEHTOB C
CUCTEMHON KpacHON BOJIYAHKOW WMJIM JAPYITMMH CHUCTEMHBIMM 3a00JIEBaHUSIMH COEAMHUTEIIbHON
TKaHU, FeMaToJIOTMYEeCKUe HapyleHHus (TpoMOOLMTONEHUYECKas MypIypa, amjiacThdyeckas U
FeMOJIMTHYECKAs aHEMHH, B PEAKUX CIIydasX — arpaHyJOLMTO3 U TUIOIIa3usi KOCTHOTO MO3ra).
Bo3moxHb! Oyiie3Hble peakuuu, B TOM uucie cuHApoM CrtuBeHca-J[)KOHCOHAa M TOKCHYECKUN
SMMIePMaIbHbII HEKPOIU3 (0UEHb PENIKO).

CormacHo pe3ynapTaTaM KIMHUYECKMX MCCIENOBAHUW M OSIUIAEMHOJIOIMYECKHM JAaHHBIM,
npuMmeHenre HekoTopbix HIIBII, oco6eHHO B BHICOKHX /103aX U B TEUEHUE JJINTEIBHOIO BPEMEHH,
MOJKET COIPOBOXKIAThCA HEOONBIIMM YBEIMYEHHEM pPHCKAa pPa3BUTHS NATOJOTHH, BBI3BAaHHOMN
TpoMO030M apTepuii (HarpumMep, HHPapKTa MUOKap/ia UiIH HHCYIbTA).

Pe3roMe HeXeIaTeIbHbIX PEeaKIuid

Bo3MmoxHBIe HEXeNaTebHBIE PEaKIMH TMPH MPUMEHEHWH Ipernapara NPHUBEICHBI HIDKE TIO0
HUCXOJIAIIEH YaCTOTe BOBHUKHOBEHHUA: oueHb yacto (>1/10), gacto (>1/100, no <1/10), Heuacto
(>1/1000, vO <1/100), peaxo (=1/10000, no <1/1000), ouenp penko (<1/10000), wyacroTa
HEU3BeCcTHA (Ha OCHOBaHMHM MMEIOIINXCS JAaHHBIX OIEHUTh HEBO3MOKHO), BKIIIOUasi OT/IEIbHBIC
COOOIIIEHHS.

Hapywenus co cmopoHbl Kposu u aumgpamuieckol cucmemvl: 09€Hb PEAKO — HEHTPOIICHUS,
TPOMOOIIMUTONICHHUSI.

Hapywenua co cmoponvl uMMyHHOU cucmemvl. PEAKO — OTEK TOpPTaHU; OYEHb PEIKO —
aHa(UITAKTHYCCKHUE PEaKIUH, BKIIOYas aHa(DHIaKTHISCKUH IIOK.

Hapywenus memabonuzma u numanus. peko — aHOPEKCHSI.

Tcuxuueckue Hapyuwienus: He4acTo — OECCOHHUIIA, OLTyIIeHHE OeCOKoiCcTRA.

Hapywenua co cmopouvi HepsHOU cucmemvl: HEYAaCTO — TOJOBHAas 00Jb, COHJIMBOCTb,
TOJIOBOKPY)KEHHUE; PEIKO — MapecTe3nH, 00MOPOK.

Hapywenus co cmoponvl opeana 3penus: 04eHb PeIKO — HEYETKOCTh 3pEHUSI.
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Hapywenus co cmoponul opeana cnyxa u radbupyunma: H@%TJE%%FE,EMEbJﬁg “Yson B

yIlax.

Hapywenua co cmoponvl cepOya: HE4aCTO — OIIYIEHHE CepaucOueHHs; O4EHb DPEIKO —
TaxXUKapIus.

Hapywenus co cmoponbl cocy00o8: HEYacTO — MPWINBBI, PEIKO — MOBBIIIEHUE apTEpUATbHOTO
JIaBJICHUS; OYEHb PEIKO — CHUKEHUE apTEPUAIbHOTO JABJICHMUS.

Hapywenusa co cmoponbl OblxamenvHou cucmemvl, Opeano8 2pYOHOU KIemKU U CPeOOCmeHUs.:
pelKo — OpaJuIIHO?; OYEHb PEIKO — OPOHXOCTA3M, OJIbIIIKA.

Kenyoouno-kuweunvle Hapyuwienus: 4acTo — TOIHOTA U/WJIN PBOTA, 00JIb B KUBOTE, TUCIEINCHUS,
Japesi; He4acTo — TacTpUT, CYXOCTb BO PTY, 3al0p, METEOPU3M; PEIKO — 3PO3UBHO-I3BEHHBIE
nopaxxenus J)KKT, kpoBoreueHnue u3 si3BbI WK ee nepdopariusi; O4eHb PEKO — ITAHKPEATHT.
Hapywenus co cmoponul neuenu u scenuegvlgooauux nyme. peko — HOpakeHUe MeUYEHU.
Hapywenusa co cmoponvl KOdMCU U NOOKONCHBIX MKAHeU: HEYaCTO — KOXHas ChIllb;, PEAKO —
KpanuBHULA, YTPEBasl Chillb, OBBILIEHHOE ITOTOOT/AEIEHHUE; OYE€Hb PeaKO — cuHApoM CTHUBEHCA-
JI>KOHCOHA, TOKCUUECKUI AIUAepMalIbHBIN HEKpoiIu3 (cuHapoM Jlalienia), aHrHOHEBPOTUYECKUI
OTEK, OTEK JINLA, peakiys (HOTOCCHCUOMIN3AH, KOXKHBIN 3y1.

Hapywenusa co cmoponvl MbluieyHou, cKelemHou u coeOuHUmenbHol mKauu . peiko — 601b B
CIIMHE.

Hapywenusi co cmopoHbl nouex u Mo4esbleo0AWux nymeil: peako — MOJINypUsi, OCTpas o4eHYHas
HE/I0CTaTOYHOCTh; OYE€Hb PEAKO — He(hPUT WM HEPPOTUIECKUIA CHHIIPOM.

Hapywenus co cmoponsl penpo0yKmusHOU cucmemvl U MOJIOYHBIX JHcene3. PEJIKO — HapylleHue
MEHCTPYaJIbHOTO IUKJIa, HapylleHne (QyHKIUU IPEICTaTeIbHOM JKee3bl.

Obwue Hapywenus u peakyuu 6 mecme 66e0eHus: He4acTo — YyTOMIIIEMOCTb, aCTEHHs, OOIb,
PUTHAHOCTD MBIIIIL, 00IIee HEJOMOTaHHE; PeNIKO — epupepruIeckue OTeKH.

Jlabopamopnvle u uncmpymenmanvhvie Oanuble: PEAKO — OTKIOHEHHE OT HOPMBbI IMOKazaTesei
«MEYEHOYHBIX)» TPOO.

COO6HI€HI/I6 0 TOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo01aTh 0 mo103peBacMbIX HeXKENATETbHBIX PEAKIUAX MTOCIIe PErUCTPaIy Mpernapara ¢
[EeNbI0 O0ECTeueHUs] HEMpPEepPhIBHOTO MOHUTOPUHTA COOTHOIIEHUS «IONb3a — PHUCK»
JIEKapCTBEHHOTO TIpenapara. MeauIMHCKIM pabOTHUKAM PEKOMEHIYETCsl cOoOMaTh O JHOOBIX
nonozpeBaeMHx HCXKCIJIATCIbHBIX peaKHI/ISIX J'IeKapCTBeHHOFO npenapaTa qepez HAIIMOHAJIBHBIC
CHUCTEMBI COOOINEHHs O HEKeJIaTeNbHBIX pPEaKIUsIX TOoCYIapCcTB — YJIeHOB EBpasuiickoro
SKOHOMMYECKOTO COI03a;

Poccuiickas @enepanus

®denepanbHas cayx0a mo Haa30py B chepe 3npaBooxpanenus (PocsnpaBranzop)
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crp. 1 (MOCMENOBATENLHOCTS 0003)

109012, r. Mocksa, CrmaBsHCKas IIomankb, 1. 4

Tenedon: +7 800 550 99 03

E-mail: pharm@roszdravnadzor.gov.ru

Wurepuer-caiit: https://roszdravnadzor.gov.ru/

4.9. [lepeno3upoBka

CUMIOTOMBI

TomHoTa, aHOpEKCHs, 0OMb B JKUBOTE, TOJOBHAs 0O0Jb, TOJOBOKPYKEHHUE, E30pPHCHTAIHS,
OEeCCOHHUIIA.

Jleuenue

CuMiromaTnyeckas TCpamud, IMpu H€O6XOI[I/IMOCTI/I — I[POMBIBAHUEC IKCIyIAKa, IIPHUEM

AKTUBUPOBAHHOTO YTJIsI; TEMOAMATIN3 MaI0d((EeKTUBEH.

5. PAPMAKOJIOTUYECKHUE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOiicTBA

®apMakoTepaneBTUYeCKass TIpyIna: [POTUBOBOCHAIUTENbHBIE M IMPOTHBOPEBMATUUYECKUE
npenapaThl; HECTEPOUAHbIE MPOTHUBOBOCHAIUTEIbHBIE U MPOTUBOPEBMATUYECKUE IMpenaparhl;
IPOU3BOJIHbIE IIPONMOHOBOM KUCIOTHI.

Koxg ATX: MO1AE17

Mexanusm neiicTBus

MexaHu3M JIeHCTBHS IEKCKETONpo(deHa CBsI3aH ¢ YMEHbILIEHHEM CHHTE3a MPOCTarJIaHAWHOB 3a
CYeT NOJaBJIeHUs akTUBHOCTH mukiookcureHas (LIOI'-1 u IIOI'-2). IIpemapar umuruGupyer
MpEeBpalleHUE apaxuI0HOBOM KUCIIOTHI B IMKinueckue suaonepokcuibl PGG2 u PGH2, kotopsie
nponyrupytot npocrarnanauasl PGE1L, PGE2, PGF2a u PGD2, a taxke npocranukiand PGI2 u
tpombokcansl (TxA2 u TxB2). Kpome Toro, uHruOupoBaHue CUHTE3a MPOCTArJIaHANHOB MOXKET
BJIMATBH Ha JJPyTrUe MEAMAaTOPhl BOCTIATIECHNUS, TAKHE KaK KWHUHBI, 00eCrieunBasi He TOJIBKO IPsSMOe,
HO U OIIOCPEIOBAHHOE JECHCTBUE.

WNurubupyromee neicTBre JekckeTonpodera B oTtHomenmn aktuBHOocTH [[OI-1 w 1IOTI-2
IPOIEMOHCTPUPOBAHO Y J1a00PATOPHBIX )KUBOTHBIX U Y JIIOJCH.

dapmakoauaamuyeckue d3PHeKTol

JHexkckeronpodena TpomMeTamMoJl, TPOMETAMHHOBAsI COJIb MPOMUOHOBOM KHCJIOTBHI, OTHOCHUTCS K
HIIBII.
O6nanaetr 06€300IMBAIOIINM, TPOTUBOBOCIIATUTEILHBIM H KAPOMOHIKAIOITIM JIEHCTBUEM.

Kinuanueckas 3¢ deKTUBHOCTL U 0€3011aCHOCTh

Knuanaeckue HUCCIICAO0BAHMA Ha Pa3IMYHBIX KIMHUYCCKHX MOICIAX oo IHoKa3aji, 4TO

JeKCKeTonpodeHa TpoMeTaMol 00JIalaeT BBIPAXKEHHON aHAJIbIEeTHYECKOW aKTHBHOCTHIO. [lo
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JAaHHBIM HCCIIeIOBaHUN 00e300muBarommii ddhext Hdﬂ%;gﬁﬁ%ﬂﬁﬂ;hgﬁg :f;i;ﬂeMa

npernapara, mpoJoJKUTEIFHOCTh 00€300JIMBAOIIETO ACHCTBHSI COCTaBIIsACT 4—6 .

5.2. PapMaKOKMHeTHYECKHE CBOIICTBA

AOGcopOuus

Bpems noctmxkenus makcuManbHOU KoHIEHTpauu (TCmax) AekckeTonpodena B masmMe KpoBU
nocJye npuema BHYTpb cocTaBisieT B cpeaHeM 30 muH (15-60 mun). OnHOBpEMEHHBIN NpueM
IUINK 3aMeUIseT BcackiBaHue aekckeTonpodena (yBenuuubaercs: TCmax, cHUXKaETCS Cmax). [Ipu
3TOM IUTIOMIAAb TOJT KpUBOH «KOHIEHTpamusa-Bpems» (AUC) He u3MeHseTcs.

Pacopenenenue

[lepuon momypacnpenenenus: aexckeronpogena coctasiusieT okoio 0,35 4. CpenHee 3HaYeHUE
o0bemMa pacnpefeNieHus JeKckeronpodeHa cocrariser mMeHee 0,25 J/Kr kak y mpemapara c
BBICOKOM CTENEHBI0 CBSI3bIBaHUSA C Oenkamu 1iasmbl  kpoBu (99 %). I[lo naHHBIM
(bapMaKOKMHETHYECKUX HCCIEA0BaHUN TPU MHOTOKPATHOM MIpHEMe JEKCKeTOnpodeHa 3HaYCHHUS
nokazatesnei Cmax 1 AUC moce npuemMa nociaeaHei 1036l He OTIAMYA0TCS OT 3HAYSHUH MOCIIE ero
OIHOKPATHOI'O IMpHUEMaA, YTO YKAa3bIBACT HAa OTCYTCTBHUC KYMYJISILIUH IIpCiapara.

BI/IOTDaHCd)ODMaHI/IH

[Tocne npuema nexckerornpodeHa B Mouye OOHApPYKUBAETCA TOJBKO €ro ONTHYECKUN H30Mep
S-(+), 9TO CBHIETENBCTBYET 00 OTCYTCTBUH TpaHCHOpPMAIMK Iperapara B ONTHYECKUI H30Mep
R-(-) B opranu3me yenoBeka. OCHOBHBIM MyTeM MeTa0OJIM3Ma JEKCKETONPOEeHA SIBISETCS €ro
KOHBIOTALIMS € TIIFOKYPOHOBOM KMCIIOTOM C IMOCJIEIYIOIIUM BBIBEICHUEM ITOUYKaMH.

OIUMUHALKUA

[Tepuoxn nonyseiBenenus (T12) aexkckeronpodena cocrasiuser 1,65 u.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCOMoOraTeIbHbIX BellleCTB

Snpo TabIeTKn

Llemttono3a mukpokpuctauinieckas (101)
Kpaxman Kykypy3HbIit

Kpaxman KyKypy3HbIH pexenaTnHU3HPOBaHHbIH
['unposno3a (ruapOKCHITPOTHIIEILTFOI03)
Maruus creapat

000J104Ka Ta0JIETKHU

Cyxas cMmech Al TJICHOYHOTO TOKPBITHUS, COJAEp)Kallas THUIPOMENIO3y, TUTaHA IHOKCH]I,
makporon 6000 wimm runpomemsio3a (OKCHIPONMWIMETHIILEIUIION03a), THTaHa JIHOKCHI,

Makporoia 6000 (mommatunenrimkonb 6000, momudTrenokcua 6000)
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6.2. HecoBMecTHMOCTH

He npumennmo.

6.3. Cpok roaHocTu (CpOK XpaHeHHs )

3 rona.

6.4. OcoObie Mepbl NMPEIOCTOPOKHOCTH MPU XPAHEHUH

B 3amumienHom ot cBeta Mecte mpu temneparype He Boiie 25 °C.

6.5. XapakTep u coep:kaHie NEPBUYHON YIAKOBKHU

10, 24, 30 TaGiaeTOK B KOHTYPHYIO SYCHKOBYIO YITAKOBKY W3 IJICHKH MOJIMBUHIIXJIOPUIHON U
(b oJIbTH aTIOMHUHUEBOM IMEYaTHOM JIAKUPOBAHHOM.

10, 20, 30, 40, 50, 60 TabyseTok B OaHKY MOJUMEPHYIO M3 MOJUIIPOIUICHA WU TOJUITHIICHA,
YKYIOPEHHYIO HaTATMBAEMOW WJIM HaBUHYMBACMOW KPBILIIKOM IMOJIMMEPHON JJIs JIEKAPCTBEHHBIX
CPEICTB M3 TMOJUMIPONHIECHA WM TMOJUAITUICHA C KOHTPOJIEM IEPBOrO BCKPBITUS WM 0Oe€3
KOHTPOJISI, C YIJIOTHSOIIUM 3JIEMEHTOM WU 0e3 Hero.

JIOTIOTHUTEIFHO JIOMYCKAETCS HMCIIOb30BaTh BAaTy MEAUIIMHCKYIO THUTPOCKOIMMYECKYI0 WIIU
aMOpPTHU3aTOP.

Ha GaHKy HakJIeHBaIOT 3TUKETKY CAMOKJIESIIIYIOCS.

Kaxnayto 6anky, 1, 2, 3,4, 5, 6 KOHTYpHBIX STUEHKOBBIX YIAKOBOK C HHCTPYKIIHEH MO MPUMEHEHHUIO
MOMEIIAIOT B MAYKy U3 KapTOHA.

6.6. Oco0ble Mepbl NPeIOCTOPOKHOCTH TNPH YHUUYTOKEHHH MCHOJb30BAHHOIO
JIEKAPCTBEHHOI0  Mpemapara WIH OTX0A0B, TMOJYYEHHBIX [0CJie TPHMEeHEHUs
JIEKAPCTBEHHOTI'0 Mpenapara u Apyrue MaHUIMYJIAIHUHU € PenapaToM

OcoOble TpeOoBaHUsl OTCYTCTBYIOT.

7. AEP/KATEJIb PETUCTPAIIMOHHOT' O YOCTOBEPEHU S
Poccuiickas ®enepanus

OO61ecTBO ¢ OrpaHMYEHHOM 0TBEeTCTBEHHOCTHIO «bpailt Baii» (OO0 «bpaiit Baii»)
125239, r. Mockaa, yi. Konrreckas, 1. 83, xopr. 1, oduc 16.

7.1. IIpeacTaBuTe/Ib ACPKATE/S] PETHCTPALMOHHOIO YI0CTOBEPEeHHUs!

[Iperen3un HOTD66I/ITCJICI71 HalnpasJIATH 110 aApECy.

Poccuiickas @enepanus

OO011ecTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTRIO «Bendapm» (OO0 «Bendapm»)
Kyprauckas o6i., r. Kypran, npocnext Koncturyuuu, . 11

Ten.: +7 (3522) 48-60-00, 55-51-80

E-mail: fsk@velpharm.ru
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9. IATA NMEPBUYHOM PETMCTPAIIMA (IIOJATBEPXJIEHHSI PETMCTPAIIUU,
INEPEPETNCTPALIUN)

JlaTa nepBoi perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

OOmast xapakTepHCTHKa JIEKapCTBEHHOro mpemapara JlekckerompodeH nocTymHa Ha
uH(GOpMallMOHHOM TMopTaje EBpasuiickoro SKOHOMHYECKOTO COr03a B HWH(OPMAIMOHHO-

KOMMYHHUKAIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/.
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