COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 07.08.2024 N= 16250

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1005

1. HAMMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEITAPATA

JHexckeronpoden, 25 Mr, TabJIETKH, MOKPHITHIE IIEHOYHOH 000I0YKOM

2. KAUECTBEHHBIN U KOJIMYECTBEHHbIN COCTAB
JlelicTByto111€€ BEIIECTBO: JEKCKETONMpOo(heH

Jlekckeronpoded, 25 Mr, TabJIETKH, OKPLITHIE ILIEHOYHOH 000JI0YKOMN.

Kaxxnass TabneTka, MOKpbITas IUICHOYHOM OOOJIOYKOHM, coaepxkuT 36,90 mMr gexckeronpodeHa
TpoMeTaMoJia B repecyere Ha JeKckeTorpogdeH — 25,00 mr.

ITomupri MEPCUCHb BCIIOMOI'aTCIIbHBIX BEIICCTB CM. B pa3aiciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabyeTKu, MOKPHITHIC INIEHOYHONW 000JI0UKOM.

TabneTku, MOKpBHITHIE IMJICHOYHOW 000JO0YKO#, Oeloro WM IMoYTH OeNoro IBeTa, KPYIJble,
JIBOSIKOBBIMTYKJIBIE, C PUCKOW C OJHOW CTOPOHBI. JlomycTrma He3HAaYuTeNbHas MIEPOXOBATOCTH

noBepxHocTu. Ha nonepeuHoM paspese a1po TabaeTKu 0es1oro uim noyTu 0enoro 1Bera.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusi K NPUMEHEHHIO

Mprmieduno-ckeneTHass 00ib (C1abo WM yMEPEHHO BBIpAXXEHHAs), albrOJANCMEHOpes, 3yOHas
601b.

[IpenapaT npeaHa3HA4eH Ui CUMIITOMATHUYECKOTO JICUSHHsI, YMEHBIIEHUs OONU U BOCTIATICHHS
Ha MOMCHT IPUMCHCHH .

4.2. Pe:xum 103MPOBaHNS M CIOCO0 TPUMeEHEHHUs!

PexxuM 103upoBaHus

B 3aBUCHMOCTH OT MHTEHCHBHOCTH OOJIEBOTO CHHAPOMA, PEKOMEHAyeMast J03a JUIS B3POCIBIX
cocraBiser 12,5 mr nexckeronpodena (1/2 Tabnerku npenapara [lekckeTonpodeH) Kaxble
4-6 4y umu 25 mr gekckeronpodena (1 tabnerka mpenapara JlekckeronpodeH) Kaxable 8 d.
MakcumaiibHasi CyTo4Has 103a — 75 MT.

[Mpenapat /[lexcketonpodeH He TpeAHA3HAYCH s UIMTENBHOW TEepamuu, Kypc JIeUYeHUs
npenapaToM He JOJDKEH MpeBbIaTh 3—5 THE.

Iayuenmor 65 nem u cmapue

[TanmeHTaM MOXXMIIOTO BO3pacTa CIEAYyeT NMPHHUMATh mpernapar JlekckeronmpodeH, HauMHas ¢

MUHHUMAJIBHON PEKOMEHAOBAHHOM 1103bl. MakcumanbHas cyTo4Has jno3a cocrasiser 50 mr. B
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MONYJISALIUH.

Tayuenmoi ¢ neueHOYHOU HEOOCMAMOYHOCHBIO

[TanpeHTaM ¢ MEYEHOYHOM HENOCTATOYHOCTHIO JIETKOW U CPEAHEH CTENEHU TSKECTH CIEeAyeT
npuHUMaTh npenapar JlexckeronpodeH, HauyMHas ¢ MUHUMAJIbHONH pPEKOMEHJOBAHHOM O3B
MakcumanbHas cCyTouHas 103a cocTasisieT S0 mr.

[Ipumenenue mnpenapara JlekckeTonpodeH y MalUeHTOB C MEUYEHOYHOM HEIO0CTaTOYHOCTHIO
TSKEJION CTENEHU MPOTUBOIIOKA3aHO.

Ilayuenmsi ¢ noueunoli HeOOCMamMoOyYHOCMbIO

Y nanueHToB ¢ MOYEYHON HETOCTATOYHOCTHIO JIETKON CTETICHH TSHKECTH — XPOHUYECKast 00JIe3Hb
nouek, cragus 2 (CK® 60-89 mn/mun/1,73 M%) - nedenme npemaparoM JlexckerompodeH
clenyeT HauyMHATh C MHUHUMAIbHOM PEKOMEHIIOBAaHHOW J103bl MOJ HAOIIOJEHUEM Bpaua.
MaxkcumanbHas cytouyHas no3a coctanisier 50 mr. [Ipumenenue npenapara JlekckeronpodeH y
TIAIMEHTOB C XPOHMYECKOH 60Ie3HbI0 movek craauii 3a (CK® 45-59 m/mun/1,73 m?), 36 (CKD
3044 wn/mun/1,73 m?), 4 (CK® 1529 mn/mun/1,73 m?) u 5 (CK® < 15 mu/mun/1,73 M?)
IIPOTUBOIIOKA3aHO.

Cnoco0 IIPUMCHCHUA

Buyrtpp Bo Bpems eapl. OnHOBpEMEHHBIM NpUEM MUIIM  3aMEIJISIeT BCacblBaHUE
JeKCKeTonpodeHa, TOATOMY B CIIydae OCTpoi 00JI peKOMEHIyeTCsl IPUMEHEHHE TpernapaTa He
MeHee yeM 3a 30 MUHYT 10 IpHeMa MULIH.

4.3. IIpoTuBONOKA3aHUS

['MnepyyBCTBUTENBHOCTh K JACHCTBYIOLIEMY BELIECTBY M/MJIM K JIFOOOMY M3 BCIIOMOTAaTENIbHBIX
BELIECTB, [IEPEUNCIICHHBIX B pa3aene 6.1.

- TUIIEPYYBCTBUTENBHOCTH K ipyrum HIIBII,

- pa3BUTHE MPHUCTYNOB acTMbl, OpOHXOCMa3Ma, OCTPOr0 PHHHUTA WM HOCOBBIX IOJIUIIOB,
MOSIBJICHWE KPAIMBHMIIBI UM aHTMOHEBPOTHUYECKOTO OTEKA B CIy4asX NPUMEHEHUs IpenapaTroB
C aHAJIOTMYHBIM JieficTBUEM (Hampumep, aneruicaannnioBoit kuciaotsl (ACK) u apyrux HIIBII;
- 9pO3UBHO-S3BEHHbIE MOPAXKEHUs KemynouHo-kumeyHoro Tpakra (JKKT) B craauu obocTpenus;
- JKeITyI0YHO-KHUIIIeYHble KPOBOTEUEHUs WM Nepdopaly B aHAMHE3€, BKIIOUYasi CBSI3aHHBIE C
npeamecTsyromuM npumeHesnem HIIBII;

- JKEJyZAOYHO-KHILIEYHbIE KPOBOTEUEHUS; APYyTWE AaKTUBHBIE KpOBOTEUEHHUS (B TOM 4YHCIIE
M0JI03PEHHE HAa BHYTPUUEPEITHOE KPOBOUBIIUSHUE);

- BOCHIAJIUTENNbHBIE 3a00I€BaHuUs KullleuHrKa (60s1e3Hp KpoHa, sS1I3BeHHBIH KOJUT);

- MEYeHOYHasi HEJAOCTaTOYHOCTh TsKeIoi crenenu TsokecTH (10—15 GamtoB mo mkane Yaiina-

[1610);
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- IPOrPECCHPYIOLIKE 3a00I€BAHUS [TOYEK, TTOIT epmne}l‘iﬂl';r' rttepraiend s -

- XpoHHWYecKas OOJie3Hb TOYEK: cTamuu 3a (CKopocTh KiyOoukoBoil (uuibrpanun (CKD)
45-59 mn/mun/1,73 m?), 36 (CK® 30-44 mn/mun/1,73 m?), 4 (CK® 15-29 ma/mun/1,73 m?) u 5
(CK® < 15 mn/mun/1,73 m?);

- (poroannepruueckue uiau HOTOTOKCHUECKHE PEAKIUU B MEPUOJI JICUCHUSI KETONPO(PEHOM HIIH
¢dbubparamu B aHaMHE3E;

- TsKelnoe 00e3BOKMBaHME (B pe3ysbTaTeé PBOTHL, JAMAPEH WM HEJOCTATOYHOrO IpHeMa
JKUIKOCTH);

- IEPUOJI TIOCIIE TIPOBEIEHUS A0PTOKOPOHAPHOTO UTYHTHPOBAHUS;

- TspKenas cepaeunas HenmoctatouHocTs (III-IV knace mo knaccudukanuu NYHA);

- FEMOPPAru4ecKuil uaTe3 v Ipyrue HapylueHus: CBEpThIBaHUS KPOBH;

- Bo3pacT 210 18 seT (B CBSA3M € OTCYTCTBHEM AAHHBIX 1O 3(p(PEeKTUBHOCTH 1 OE30MIACHOCTH);

- OepeMeHHOCTh B cpoke Oornee 20 Henenb U Mepuo]] IPyAHOTO BCKAPMIIMBAHUS.

4.4. OcoOble yKka3aHMs M MepPbl PeJ0CTOPOKHOCTH NIPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

3a0osieBaHus MIEYCHHU B aHAMHE3€, IeYeHOYHAast nopdupus (BKIIOYas OCTPYIO MEPEeMEKAIOIYIOCS
nopdupHIo), XpoHHWYeckas Oone3Hb mnouek, craama 2 (CK® 60-89 wmn/mun/1,73 M2,
XpOHHMYECKast CepJevHas HeIOCTaTOYHOCTh, apTepHajbHas THIEPTCH3HsA, OOE3BOKHMBaHUE,
3HAYUTEIBHOE CHIKEHHE 00bheMa IUPKYIHUPYIOLIEH KPOBH (B TOM YHUCIIE TIOCIIE XHPYPTUIECKOTO
BMEIIATENbCTBA), y MAIMEHTOB, HEMOCPEICTBEHHO TOCIEe OOIIUPHBIX XHUPYPrHUECKUX
BMEIIIATENILCTB, HAPYIICHUs KPOBETBOPEHMs, Yy MOXMIIBIX MAlMEHTOB cTapiie 65 et (B T. 4.
MOJIYYAIOLUX JUYPETHUKH, OCIA0JIEHHBIX MAlMEHTOB M MAlMEHTOB C HM3KOM Maccol Tena),
OpoHXManpHasi acTMa, OJHOBPEMEHHOE NPHUMEHEHHE TIIFOKOKOPTHKOCTEPOUIOB (B T. M.
MPEeIHU30JI0HA), AHTUKOaryiasHToB (B T. 4. BapdapuHa), aHTHarperantoB (B T. H.
aleTUJICAIUIIMIOBOM KHUCIIOTHI, KJIOMUIOTpea), CeNeKTUBHBIX HHTMOUTOPOB 00OpPaTHOTO 3axBara
CepOTOHHMHA (B T. Y. IUTAJONpaMa, (IyOKCETHHA, MapOKCETHHA, CEepTpajiMHa), WUIIeMUYecKas
Oosie3Hb  cepama, I1epeOpoBacKyIspHBIC 3a00JIEBaHUS, JUCITHITHIACMHUS/TUTIEPIIATIUIEMUS,
caxapHblii nualet, 3a0oneBaHMs mNepudepuyecKUX apTepuid, KypeHue, Hajauuue HHpeKuuu
Helicobacter pylori, cuctemnas kpacnas Bomyanka (CKB) u npyrue cuctemnsle 3a00JeBaHUS
COCIMHUTENIbHON TKaHW, JuurTerabHoe npumenenue HIIBII, TyGepkynes, BblpaKeHHBIN
OCTEOIIOPO3, AJTKOTOJIM3M, TSHKEIIbIe COMaTHYECKHE 3a00JICBaHNSI.

Oco0ble yKazaHus

[Ipy npumMeHeHHM y NAIMEHTOB C AJIEPTUYECKUMH pEeakUUsIMH B aHaMHe3e HeoOXO0IuMOo

CO6J'IIO,Z[8.TB OCTOPOKHOCTD.
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TOM YHCJIE€ CeIEeKTUBHBIMHU HHTHOUTOpamu [1OI-2.

HexenaTenbHble moOouHbIe 3P PEKTH MOXKHO CBECTH K MUHUMYMY IPU MPUMEHEHUH Mpernapara
B HauMeHbIIeH H(PQPEKTUBHOW J03€ NpPH MHUHUMAIBHOH JUIMTENbHOCTH MPUMEHEHHS,
HEOOXOIMMOM JJIs1 KyTMpOBaHUsI 00JICBOTO CHHIPOMA.

besonacnocms npumenenus 6 omnowenuu KKT

Hmerorcs cooOlieHuss O BO3HMKHOBEHHUH KENyJAOYHO-KHUILIEYHBIX KpPOBOTECUCHHM, $3B WU
nepdopanuii (B HEKOTOPBIX CIIydasiX C JIETAIBHBIM HCXOJ0M) Ha (hOHE MPUMEHEHHs JIOOBIX
HIIBII Ha pa3HbIX 3Tamnax JICYCHUs, KaK C MOSBICHUEM CHUMIITOMOB-TIPEJABECTHUKOB, TaK U 0e3
HUX, a TaK)XK€ BHE 3aBUCUMOCTH OT HAJIM4YUS CEPhE3HBIX KEIyJOUYHO-KUILIEYHBIX OCIOXKHEHUHN B
aHamHe3e. B ciiydae pasBUTHA KeTyJOYHO-KUIIEYHOTO KPOBOTEUEHUS Ha (hOHE MpHUMEHEHUs
npenapata /lekckeronpodeH, ero npuem cieayer IpeKpaTuTh.

Puck pa3BuTHS KeTyJOYHO-KUIIEYHOTO KPOBOTCUCHHUS, IENTHYECKON SI3BBI HIIH €€ Tepdoparuu
noBeilaercs ¢ yBenuueHuem 1o03sl HIIBII, y manueHTOB C s3BOM B aHaMmHe3e, O0COOEHHO
OCIIO’)KHEHHOM KpOBOTEUEHHEM UITH Tiepdopaineid, a Takke y MalueHTOB MOXKHUIIOT0 BO3pPacTa.
Tlayuenmul noscunoco eospacma

VY MmanyeHToB MOYKUIIOTO BO3PACTa TMOBBIIIEHA YaCTOTAa BOZHUKHOBEHUS MOOOYHBIX AP PEKTOB HA
done mpumenenuss HIIBII, ocobeHHO TakuX, Kak >KETyIOYHO-KUIIEYHOE KPOBOTEUEHUE U
npo0oIeHNE S3Bbl, KOTOPHIE MOTYT MPEACTABIATh YIpo3y AJs *KU3HU. JIeueHne 3TUX MalueHTOB
ClenyeT HaYMHATh C HAMMEHBUIEH BO3MOKHOM JTO3BI.

[Tpu Hanuuuu y mamueHTa B aHaMmHe3e 330(aruTa, racTpuTa W/WIM SI3BEHHOM 0oJe3HU mepen
HayajoM JieueHus JeKckeronpodeHnoM (kak u B ciaydasx ¢ npyrumu HIIBII) cnenyer yoenurbes,
4TO 3TH 3a00JI€BaHUS HAXOAATCA B CTaJUU PEMHUCCUU. Y TAIMEHTOB C HAaJIMYHUEM CHMIITOMOB
natosioruu JKKT mmm xponnuyeckumu 3aboneBanusmu JKKT criemyer ocyimiecTBasTh KOHTPOJIb
JUISL BBISBJIGHUS! HapyLIEHUH MUIIEBapEHUsi, OCOOCHHO KENyJI0YHO-KUIIEUYHbIX KPOBOTEUEHMI.
HIIBIT cnegyer ¢ OCTOPOKHOCTBIO Ha3HayaTh OOJBHBIM C  JKEITYyAOYHO-KUIIEYHBIMU
3a00JIeBaHUAMU B aHAMHe3€ (S3BEHHBIH KOJIUT, 6ose3Hb KpoHa), MOCKOIBKY CYIIECTBYET PUCK
000CTpeHus JaHHbBIX 3a00JIEBaHUH.

Jns 5THX NanMeHToB, a TakXke IIallMEHTOB, KOTOpPHIE HYXIAOTCI B OJHOBPEMEHHOM
npuMmeHeHnn ACK B HH3KHMX [103aX WJIM B IPUMEHEHHUH JPYIHX MPENapaToB, YBEIUYMBAIOLINX
pUCK BO3HMKHOBeHMs HapymeHuil co cropoHsl JXKT, ciemyer paccMOTpeTh BO3MOXHOCTH
KOMOMHHMPOBAaHHOW Tepamnuu C MpernaparaMu-MpoTeKTOpaMU, HalpUMep, MU30IMPOCTOIOM WIN
MHTHOUTOpPAaMU MPOTOHHOM MOMIIBI.

[TanieHTHl, Y KOTOPBIX B aHaAMHE3€e MMeNU MecTo nobouHble aedcTBus co croponsl JKKT, B

OCO6CHHOCTI/I, HOXWIIBIC TTallMCHTBI, OOJIKHBI COOﬁIJ_IaTL Bpauy O JTIO0OBIX HEOOBIYHBIX
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cumnromax co croponsl JKKT (ocobeHno o ¢ HTOMak.,n%;MI%%}gM@.C;B%%%%}IB 0

KEITyJOYHO-KUIIEYHOM KPOBOTEUEHUH ), 0COOEHHO Ha HAYaJIbHBIX CTAUSAX JICUCHHUS.

Crnenyer ¢ OCTOPOKHOCTBIO Ha3HA4aTh Ipenapar NalnueHTaM, OJHOBPEMEHHO NMPHUHHUMAIOIIUM
CpencTBa, KOTOPBIE MOIYT YBEJIMYHUTh PHUCK BO3HUKHOBEHMS SA3BBl MM KPOBOTECYECHUS:
nepopabHble KOPTUKOCTEPOUBI, AHTHKOATYJISIHTHI (Hampumep, BapdapuH), CElEeKTUBHBIC
UHTUOUTOPBI 0OPATHOrO 3aXBaTa CEpOTOHMHA WIIM aHTUarperanTsl, Hanpumep, ACK.
beszonacnocme npumenenus 6 omuoweHuu novex

[Tanmentam ¢ HapymieHHeM (DyHKIMHM MOYEK Ipenapar cieqyeT Ha3HadaTh ¢ OCTOPOXKHOCTHIO,
nockosibky Ha ¢one npumenenuss HIIBIT Bo3MOxHO yxyamieHHe (QyHKIUU TOYEK, 3aJepiKKa
XKHUJIKOCTM B OpraHusmMe M pa3BuTHe orTekoB. Cienyer coOarofaTe OCTOPOXHOCTb HpPHU
IPUMEHEHNU IIpenapara y I[alWeHTOB, OJHOBPEMEHHO INPUHUMAIOIUX AWYPETUKH, U
NAIUEHTOB, Y KOTOPBIX BO3MOYKHO pPa3BUTHE T'MIIOBOJIEMHMM B CBSI3M C IOBBILIEHHBIM PUCKOM
HE(POTOKCUIHOCTH.

B mnepuon neyeHus HeoOXoOuUMO OO€CHEUUTh aJeKBAaTHOE MOTPEOIeHUE MKHUIKOCTH s
IpeOTBpALeHNUs 00€3BOKUBAaHUS U YCUIICHUSI TOKCUYECKOTO IEHCTBUS Ha MOYKH.

Kak u ngpyrue HIIBII, npemapar JlekckeTonmpodeH MOXET NPUBOAUTH K MOBBIIICHUIO
KOHIICHTpAllUU a30Ta MOYEBUHBI U KpeaTHMHMHA B IUIa3Me KpoBU. Kak u npyrue MHruOUTOpPHI
CHUHTE3a IpOCTarjaHJuHOB, I@Ipernapar MOXKeT OKas3blBaTh IOOOYHOE JeiicTBUE Ha
MOYEBBIICTUTEIbHYIO CHCTEMY, YTO MOMKET MPHUBECTH K PaA3BUTUIO TJOMEpYyJIOHEePHUTa,
MHTEPCTULMAIBHOTO HePpHUTa, MAMMUIIPHOTO HEKPO3a, HEPPOTHIECKOTO CHHAPOMA M OCTPOM
MOYEYHON HeAocTaToyHOCTU. [lokuiible MalnMeHThl OCOOEHHO TOJIBEPKEHbI HapYLIECHHIO
(YHKLINU MOYEK.

beszonacnocms npumenenus 6 omuowlenuy nevenu

[TaruenTam ¢ HapylieHueM (YHKIUH MEYEHH IpernapaT cleAyeT Ha3HadyaTh ¢ OCTOPOKHOCTBIO.
Kak n npu npumenenun apyrux HIIBII, mpenmapaT MoKeT BBI3bIBaTh KPaTKOBPEMEHHOE W
HE3HAYUTEIBbHOE YBEIMUEHUE HEKOTOPBIX «IIEUYEHOUHBIX IOKa3aTellel», a TaKkKe BBIPAKEHHOE
noseimieHne akTUBHOCTH ACT n AJIT. Ilpm COOTBETCTBYIOIIEM YBEIMYEHUH YKa3aHHBIX
IIOKa3aTelIel JIeYEHHE MPENnapaToM CIIEAyeT IPEKPATUTD.

[Toxxusple nareHTsl 0COOEHHO MOABEPKEHBI HAPYLIEHUIO (PYHKIIMH IT€YEHHU.

Besonacnocms  npumenenuss 6 omHOWleHUU CePOEUHO-COCYOUCMOU CUCMEMbL U  MO3208020
Kpo8oobpaujeHus

VYV manueHToB ¢ apTepHATbHON TUNIEPTEH3UEH W/WIIM CepJIeYHOM HETOCTATOYHOCTHIO OT JIETKOU
JI0 CpeIHeH CTeNeHU TSHKECTH B aHaMHe3e HeoOXOIMMO OCYIIECTBIECHHE COOTBETCTBYIOIIETO
KOHTpOJIsI U pekoMeHaanuii. Oco0yr0 OCTOPOKHOCTh HEOOXOIMMO COOMIOMATh MPHU JICYCHUU

OOJIBHBIX C 3200JICBAHUSIMHU cepana B aHAMHE3€C, B YaCTHOCTHU, C IMPCAIICCTBYIOIUMUA SMMU30AaMU
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CEpPACYHON HEAOCTATOYHOCTH; OINMCAHBI CIydaul DPa3BUTHUS 33JEPKKU KUIKOCTH U OTEKOB,
cBsizaHHbIX ¢ npumeHenuem HIIBII.

Knunnueckue ucciieoBaHusi U 3MHMIAEMHUOJOTMYECKUE JTAHHBIE IO3BOJISIOT CAENATh BBIBOJA O
tom, 4yto HIIBII, ocoGeHHO B BBICOKMX /J03aX WU MpPH JUIMTEIBHOM NPUMEHEHHH, MOTYT
MPUBOJUTH K HE3HAYUTEILHOMY YBEJIMUYEHHUIO PUCKAa BOZHUKHOBEHHUS apTepHalIbHBIX TPOMOO30B
(Hanpumep, nH(papKTa MHOKAp/1a UK HHCYJIBTA).

JUIs UCKITIOYEHUsT pUCKa BOSHUKHOBEHHS TaKUX COOBITUH NMPH MPUMEHEHUH JCKCKETONpoQeHa
JAHHBIX HEJIOCTATOYHO.

VY nanueHToB ¢ HEKOHTPOJUPYEMOH apTepUaIbHOM THMIEPTEH3UEH, 3aCTOMHON CepleuyHOU
HEIOCTAaTOYHOCTHIO, TOATBEPXKICHHONW HIIEMUYECKOH OO0JIe3HBbIO cepAla, 3a0oJeBaHUsIMU
nepuepuIeckux apTepuil W/WIM COCYJIOB TOJIOBHOTO MO3ra IpemnapaT CleayeT MPHUMEHSTh
1ocJie TIATEIbHON OLIEHKHU COOTHOILIEHUS MOJIb3bI U PUCKA.

[lepen HavyamoM ATUTENBHOTO JICUEHUS MAlMEHTOB C (PAKTOpaMU PHCKa Pa3BUTHUS CEpJlIEYHO-
COCyAMCTOrO 3a0oyieBaHusl (HampuMep, TMPU TOBBIIICHHOM apTEPUAIBHOM JIaBIICHUH,
THIEPIIMIINIEMHIH, caxapHOM 1ualere, KypeHHWH) Takke HeoO0XOoAuWMa TIIAaTeNbHash OICHKA
COOTHOLLEHUS TOJb3bl U PUCKA.

Hecenextusnusie HIIBII ciocoOHBI yMEHbBIIATH arperauio TPOMOOIIMTOB U YBETUYUBATH BPEMsI
KPOBOTEUEHHS 3a CYET MOJABJIEHUS CHUHTE3a MPOCTAIJIAH/IMHOB, B CBSI3U C YEM Ha3HAYEHUE
JeKcKeTonpodeHa naueHTam, IPUHIMAIOIIMM TpenapaThl, BIUAIONIIE HAa TeMocTa3 (HarpuMep,
BaphapyH WIK Ipyrue KyMapHHbl, UJIU T€apUHbl), HE PEKOMEHI0BAHO.

[Toxxuiible ManMeHThl OCOOCHHO MOJBEPKEHbl HAPYHIEHUSM (YHKIMHU CepIeuHO-COCYIUCTON
CUCTEMBI.

Koorcnvie peakyuu

Ouensb peako Ha ¢one npumeHeHust HIIBIT ormeuanuck cepbe3Hbie KOXKHBIE PEAKIIUU, BKITIOUYas
AKC(OIMATUBHBIA JepMaTuT, cuHApoM CtuBeHca — J[PKOHCOHa, a TakkKe TOKCHYECKUH
AMUAECPMAIBHBIN HEKPOJIN3, HEKOTOPHIE U3 KOTOPBIX 3aKOHYMJIMCH JIETAIbHBIM MCXOAOM. Puck
Pa3BUTHS TaKUX PEAaKIUil y MalMeHTOB, NMO-BUAMMOMY, HanboJiee BHICOKHI B Haudaje JieueHHus,
T. K. OOJIBIIMHCTBO OMMCAHHBIX SBJIECHUI HaOt0anNCh B MEPBbIM Mecsl Tepanuu. [Ipu nepsom
MOSBJICHUM KOXKHOW CBINM, MOPAKEHUH CIM3UCTBIX 000JIOUEK MM JIIOOBIX JPYTrUX MPU3HAKOB
TUIIEPUyBCTBUTEIBHOCTH IPUMEHEHUE npenapara JlekckeronpodeH cieayeT npeKpaTuThb.
Oco0asi 0cTOpOXKHOCTh TpeOyeTcsl MpU Ha3HAUEHUU Ipernapara OOJIbHBIM C BPOXKIACHHBIMHU
HapyluleHusMu MeTtaOoin3ma mnopdupuHa (Hampumep, MNpU OCTPOH  MepeMexaroueiics
noppupuu), 00E3BOXKMBAHMEM, HEMOCPEIACTBEHHO TIOCIE OOLIMPHBIX  XUPYPrHUECKHX

BMCIIATCIIbCTB.
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PEryJIsipHO KOHTPOJIUPOBATh (PYHKIIMIO MIEYEHH, TOYEK U MMOKA3aTeIH 00Iero aHaIn3a KpOoBH.

B ouenp penkux ciydasx HaOMIOAANUCH TSAXKeENble OCTPbIE PEAKIMH THIIEPUYBCTBUTEIHHOCTH
(Hanmpumep, aHaduimakTHuecKkuil 1mok). [lpu mepBBIX NpU3HAKaxX TSHKEIOHM — peakuuu
TUIEPYYBCTBUTEILHOCTH HEOOXOJAMMO TMPEKpPaTHTh TNpueM mnpenapara JlekckerompodeH.
HeoOxonumMo HayaTh CUMITOMAaTHYECKOE JieUeHHE I0JI HaOJIroJeHHeM KBalu(UIIMPOBAHHOTO
CIIeLMaJIUCTA.

[TanMenTsl, cTpajarmolIKe acTMOW B COYETAHUM C XPOHUYECKUM PUHUTOM, XPOHUYECKUM
CHHYCHUTOM H/MJHM TIOJIMIIAMH HOCA, TOJBEpPKEHbI 00Jice BBHICOKOMY PHCKY aUIEPTUYECKUX
peakumii Ha ACK w/umm HIIBII, yem octanpHas nomynsius. [IpumeHeHue mpemnapata MOXKET
BbI3BaTh MPUCTYN AacTMbl WJIM OpOHXOCHa3M, OCOOCHHO Yy MalMEHTOB C aJUIePrUYECKUMU
peakuusimu Ha ACK mnu HITBII.

B 0coObIX ciydasx BO3MOXHO Pa3BUTHE TSIKEIBIX HH(CKIIMOHHBIX OCIIO)KHEHUH CO CTOPOHBI
KOXKM M MSITKMX TKaHed Ha (oHe BeTpsHOM ocmbl. [IONHOCTHIO HMCKIIOUHUTH BEPOSITHOCTH
B3anMocBsa3u npumenenuss HIIBII ¢ pa3BuTuemM momoOHBIX HH(EKIIMOHHBIX OCIOXHEHHH B
HACTOSAILEE BPEMSI HEBO3MOKHO.

[TosTOoMy mpH BETpsSIHO# OcTie mpuMeHeHus npenapata Jlekckeronpoder cieayer n3berars.
[Tono6no npyrum HIIBII, nexckeronpodeH crnocobeH MacKMpOBaTh CUMITOMBI WH(EKIIMOHHBIX
3a00JIeBaHUM.

Ileouampuueckas nonynayus

be3onacHoCTh MpUMEHEHHUS Y JIeTeil He yCTaHOBJIEHA.

4.5. B3auMojeilicTBMe C JAPYrHMH JIeKAPCTBEHHbIMH TMpenapaTtaMud W JApyrue BHJbI
B3aMMO/AEHCTBUSA

Hwxecnenyromue B3aumoneictBus xapakrepHsl aiist Becex HITBIIL.

Heoicenamenvnvie kombunayuu

C opyeumu HIIBII (sxnouas cenexmusHvle uneubumopwol L{OI-2) u canuyunamamu 8 6blCOKUX
oosax (bonee 3 2/cym): onHoBpeMeHHOe mpuMeHeHue Heckoiabkux HIIBIT BcrneactBue
CHHEPTUYECKOTO d(PQEKTa MOBBIMIACT PUCK PA3BUTHS JKEIYIOYHO-KHUIIEYHOTO KPOBOTCUCHUS U
SI3BBL.

C anmuxoazynsaumamu: HIIBII Moryt ycunuBate >(@eKT aHTHKOAryJiIsHTOB, TaKuUX Kak
BappapuH B CBSI3U C BBICOKOW CTEMEHbIO CBA3BIBAHUS C O€lIKaMM TIJIa3Mbl KpOBH,
UHTHOMpoBaHWEeM (YHKUIUU TPOMOOLUTOB M TMOPAKEHUEM CIU3UCTON OOOJOUKM >Kelyaka M
JIBEHAIIATATIEPCTHOW KWIIKK. B  ciy4ae HEOOXOAWMOCTH OIHOBPEMEHHOTO TPHUMEHEHUS
HEOOXO/IUM TIIATEIbHBI KOHTPOJIb COCTOSHUSI MAalMEHTa W PEeryJspHbIi MOHUTOPUHT

71a00paTOPHBIX MOKa3aTeNei.
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GYHKIIUM TPOMOOLMTOB U MOBPEKAAIOMIMM JEHCTBUEM Ha CIM3UCTYIO OOOJIOUKY JKETyJaKa W
JBEHA/ILIATUIIEPCTHON KHILIKH). B ciaydae HeoOXOOUMOCTH OJHOBPEMEHHOTO MPUMEHEHUs
CIIEyeT OCYIIECTBIATh TINATENBHBIH KOHTPOJIb COCTOSHUS TAlMEHTa W  PEeryJsapHbIH
MOHHUTOPHHT JIAOOPAaTOPHBIX MOKA3aTeNeH.

C enokokopmukocmepouoamuy. TOBBIIIAETCA PUCK S3BEHHOTO MOPAXEHUS KETyJI0OUHO-
KUIIIEYHOT'O TPAaKTa U KPOBOTEUEHUH.

C npenapamamu numus: HIIBII noBbIIa0T KOHUEHTPALMIO JIUTHS B IUIa3ME€ KPOBU BIUIOTH JI0
TOKCHYECKON (CHMKAETCS BBIBEICHHE JIUTUS Yepe3 MOYKH), B CBA3H C Y€M KOHLIEHTPAIUIO JINTHS
B IUIa3Me€ KPOBM HEOOXOJUMO KOHTPOJMPOBATh B Hayajie JICUECHUS JEKCKETONPO(EHOM, MpHU
KOPPEKIIUHU €ro J103bl U OTMEHE Ipernapara.

C memompexcamom 6 6blcOKUx 0o03ax (15 me/ned u Oonee): BO3MOKHO TOBBIIICHHUE
reMaTOJIOTHYECKOW TOKCHYHOCTH METOTpeKcaTa B CBSI3M CO CHHIKCHHEM €ro IO0YE€YHOro
KJIMpEHCca IpU OJTHOBpeMeHHOM npuMeHeHuu ¢ HITBII.

C eudanmounamu u cyroghonamuoamu.; BO3MOXKHO YCUIICHUE UX TOKCUYECKOT'O IeHCTBHUS.

KOM6HHGI4MM, mpe6w0u4ue OCmopoaHcHocmu

C ouypemukamu, uneubumopamu  aveuomeHzunHnpespawaiowezo pepmenma  (AID),
AHMUOUOMUKAMU U3 2PYNNbL AMUHORTIUKOZUOO8, AHMALOHUCIAMU Peyenmopoes aneuomensuna I1:
JeKCKeTonpoheH MOXKeT ocnalisaTh JecTBUE IUYPETUKOB M THUIOTEH3UBHBIX CPEICTB. Y
HEKOTOPHIX MAIEHTOB C HapymeHHeM (pyHKIIUHN MoYeK (HarmpuMep, mpu 00e3BOKUBAHUH WIIH Y
MOKUJIBIX TAIlMEHTOB C HapylleHHeM (PYHKIHMH MOYEK) NMPUMEHEHHE CPEACTB, OKa3bIBAIOIINUX
unru6upyromee aeiictesue Ha LIOI, omHoBpemenHo ¢ umHruburopamu AIID, aHTaroHucramu
peuenTopoB aHruoTeHsnHa Il wim aHTMOMOTMKAMHU-aMHUHOTIIMKO3UJAMH MOXKET MPHUBECTH K
JanbHENUIIEMY YXYJIIIEHUIO (PYHKIMU MOYEK, YTO, KaK MPaBUIIO0, HOCUT OOpaTUMBINA XapakTep.
[Tpu Ha3HaUeHUHU JeKCKeTonpodeHa OJHOBPEMEHHO C INYPETUKOM HEOOXOUMO YOEeIUThCs, YTO
HalMEeHT NOoJIy4aeT JOCTaTOUYHO KUJKOCTH, a TAKKe KOHTPOJIUPOBATh (PYHKIUIO [TOYEK B HaJaje
JICYCHUSL.

C memompexcamom 6 HU3KUX 0o03ax (meHee 15 Mme/Hed): BO3MOXKHO TIOBBIIIICHUE
reMaToJIOTMYECKOM TOKCHUYHOCTHM METOTPEKCaTa B CBSI3M CO CHHXXEHHUEM €ro II04EYHOI'O
KJIupeHca Ha ¢oHe onHoBpeMmeHHoro mnpumeHenus ¢ HIIBII. B Tteuenue mnepBbIX HeIenb
OJTHOBPEMEHHOT'0 TPUMEHEHUSI HEOOXOJIUM €KEHENEeNbHbIM MojacYeT KIeTOK KpoBu. Ilpum
HaJIMYUU HapylIeHus: (yHKIUU MOYEK JaXe JIETKOM CTeNeHH, a TakKe Y JIUI] MMOXKHUIIOT0 BO3pacTa
HE0OXOAMMO TIATEIHHOE HAOII0IEHEe Bpayva.

C neHmOKCugbqu]luHOM.' BO3MOJKHO IMOBBINICHHUEC PUCKA PA3BUTUA KPOBOTCUYCHMUA.
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KPOBOTEUEHHSI.

C 3udosyounom: CyIIECTBYeT PHUCK YCHUJICHHS TOKCHUECKOTO JEHCTBUS HA SPUTPOLIUTHI,
0OyCIJIOBJIEHHOTO BO3JICHCTBUEM HAa PETUKYJIOLMUTBHI, C Pa3BUTHEM TSDKEIOW aHEMUHU Yepes3
Hezeno nociie Hayana npuMenenns HIIBII.

HeoOxonumo mnpoBeneHue o0IIero aHanu3a KPOBH C MOJCYETOM KOJIMYECTBA PETHUKYJIOLUTOB
yepe3 1-2 nen. nocie Havyana tepanuu HITBII.

C eunoenuxemuyeckumu cpedcmeamu 0aa npuema eHymps: HIIBII Moryr ycuwimuBaTh
TUTIOTJIMKEMHYECKOe JICHCTBUE TMPEnapaTroB CyIb(OHUIMOUYEBUHBI BCJIEICTBUE BBITCCHEHUS
CyJb(OHMIMOYEBHHBI U3 MECT CBA3BIBAHUSI C OEIKaMHU I1JIa3MbI KPOBHU.

KOM6uHauuu, Komopbie HeoOX00UMO NPpURUMANTb 60 6HUMAHUE

C p-aopenobroxamopamu: tipu ogHoBpemeHHOM npuMeHeHun ¢ HIIBIT Moxer ymeHbIIaThes
AQHTUTUIIEPTEH3UBHBIN APQeKT P-aapeHoOIOKaTOPOB BCIEACTBUE WMHTHOMPOBAHHS CHHTE3a
pOCTarjiaHAUHOB.

C yuxnocnopunom u makpoaumycom: HIIBII moryt yBenmuuBath HEPPOTOKCHYHOCTb, UYTO
OTIOCPEIOBAHO JICWCTBUEM PEHABHBIX MPOCTArJIaHAWHOB. [Ipy OZHOBPEMEHHOM MpPUMEHEHHU
HE0OX0IMMO KOHTPOJIMPOBATH (DYHKIIHIO MTOYEK.

C mpombonrumuxamu: MOBBIIIAETCS PUCK PA3BUTHUS KPOBOTCUCHUS.

YBennuuBaercs puck pa3BuTus kpooreueHus u3 JKKT mpu omgHOBpeMEeHHOM NMPUMEHEHHH C
WHTHOUTOpaMU OOpaTHOTO 3axBaTa CEpOTOHWHA (IUTAIONpaM, MapOKCEeTHH, (IyOKCETHH,
cepTpayivH) U antuarperantamu (Bkiatouyas ACK u knmonunorpen).

C npobeneyudom: BO3ZMOKHO TOBBIIIEHHE KOHLEHTPAIMH JEKCKeTONpodeHa B Iia3Me KpPOBH,
4TO MOXET OBbITh OOYCJOBIEHO HMHIHOMpYHOHMM 3(QQeKToM npolOeHenuaa Ha IMOYEYHYIO
TyOyJISIpHYIO CEKPELUI0 M KOHBIOTAIMIO C TJIIOKYPOHOBOM KHMCIIOTOH; MOXET NOTpeboBaThCs
KOPPEKLHUS 03bl JEKCKETONpOQeHa.

C cepoeunvimu enuxosuoamu: HIIBIT MOTYT MOBBIIIIATH KOHIIEHTPAIMIO CEPICYHBIX TTTUKO3UIOB
B IIa3Me KPOBHU.

C mugenpucmonom: CyHmIECTBYET TEOPETHUYECKUN PHUCK HM3MEHEHUs d(PPEeKTUBHOCTH
MHUQETPUCTOHA 110/ JEWCTBUEM WMHTHOUTOPOB MPOCTAarTaHIMHCHHTETa3bl. OrpaHudeHHbIE
JTAaHHBIE TTO3BOJIAIOT MPEANOI0KHUTh, YTO OJJHOBpEMEHHOE NpuMeHeHne Mudenpucrona ¢ HIIBII
B JICHb MIPUMEHEHHsI MPOCTArjiaHJMHa HE OKa3bIBaeT HEOJAronpHUATHOTO BIUSHHS Ha JeWCTBUE
MHUQETPUCTOHA WJIM TPOCTArJIaHAWHA B OTHOIICHWH CO3PEBAaHUS MUKW MATKH WU
COKpAaTHMOCTH MAaTKH M HE CHW)KaeT KIWHUYECKYyI0 d(dekTuBHOCT, CcpencTB s

MCIUKaAMCHTO3HOTI'O a60pTa.
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BBICOKMI PUCK Pa3BUTHS CyAopor npu onHoBpemMeHHOM npumeHennu HIIBII ¢ xunomonamu B
BBICOKHUX J103aX.

C menoghosupom: mpu omHoBpeMeHHOM mnpuMeHeHun ¢ HIIBII wmoxeTr mnoBsIIaThes
KOHLIGHTpallds a30Ta MOYEBUHBI M KpeaTMHUHA B IUIa3ME€ KPOBHU, IOITOMY [Jisi OIICHKHU
BO3MOJKHOT'O BJIUSIHUSL OJIHOBPEMEHHOI'O IIPUMEHEHHMsI JIAHHBIX JIEKapCTBEHHBIX CPEICTB
HEOO0XO0JUMO KOHTPOJIUPOBATH (PYHKIIHIO TOYEK.

C oegepacupoxcom: nipu ogHoBpemMeHHOM npumeHeHHH ¢ HIIBIT MoXxeT moBBIIATHCS PUCK
tokcuueckoro BosneiictBus Ha JKKT. Ilpu npumeHeHHHM JEeKCKETONMpPOQeHa COBMECTHO C
nedepacupokcoM HeoOX0IUMO THIATETbHOE HAOI0ICHHE 32 COCTOSITHUEM MallUeHTa.

C nemempexcedom: nipu onHoBpeMeHHOM npuMmeHeHnr ¢ HITBII MoxeT cHIXaThCsl BBIBEICHUE
nemMerpekcena; nodromy npu npumenennn HIIBIT B BbICOKMX 032X HEOOXOIAMMO TPOSBISTH
0CO0YIO0 OCTOPOKHOCTb. Y MAIMEHTOB C IOYEYHON HEIOCTATOYHOCTHIO JIETKON CTENEHU TAKECTH
- XpoHuueckas Gonesnp mouek, cramus 2 (CK® 60-89 mu/mun/1,73 M%) — ciemyer msberarsb
onHOBpeMeHHoro npuema nemerpekcena u HIIBII B Teuenne AByX AHeN 10 M IByX JHEW mocie
preMa neMeTpeKcea.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JIAKTALHS

bepemeHHOCTD

[Ipumenenue nekckerompodeHa rmnpu OepeMeHHOCTH B cpoke ©Oomee 20 Hemenb
IPOTUBONOKA3aHO.

WuruOupoBaHue CcUHTE3a MNPOCTarjaHAMHOB MOXKET OKa3aTh HEXENaTeIbHOE BIHUSHUE Ha
TeYeHHe OEPEMEHHOCTH W/WJIH Ha YMOPHUOHATIFHOE Pa3BUTHE.

JlaHHbBIE, TOJy4YEHHbIE B XOJ€ OJIUJIEMHUOJOTMYECKUX MCCIEIOBAHUNA TMpPU MPUMEHEHUU
MHTMOUTOPOB CHHTE3a IMPOCTarjaHAMHOB Ha PAaHHUX CpPOKaxX OEpeMEHHOCTH, MOIATBEP’KIAOT
MIOBBIIIICHUE PUCKA CAMOTIPOU3BOJIBLHOTO abopTa u popmupoBanus mopokos cepamna (~1-1,5 %).
Puck noBsIIaeTcsl ¢ yBEIMYEHUEM JI03bI U IJTUTEIBHOCTH JICUEHUS.

B Ttperhem TpuMecTpe OEpEeMEHHOCTH BCE HHTHOMTOPHI CHHTE3a MPOCTArjJaHAWHOB MOTYT
IPUBOJIUTH K Pa3BUTHIO y IUIOJA CEP/IE€UHO-JIETOUYHOM MaToJOTUU (MPEXIEBPEMEHHOE 3aKPhITHE
apTepUATILHOTO MPOTOKA U TUTIEPTEH3US B CUCTEME JIETOYHOM apTepun) U HApYIICHUIO (PYHKITUN
MOYEK, KOTOPOE MOXKET MPOrpeccHpoBaTh U NPUBOAMTH K IOYEYHOM HEJOCTATOYHOCTH C
pazBuTHEM onuroruapamMHuoHa). Kpome Toro, gaxke mpu NPUMEHEHMHM B HHU3KHX J03aX, Y
MaTepu B KOHIIE OEpEeMEHHOCTH U Yy HOBOPOXJIEHHOTO BO3MOXKHO YBEIWYEHHE BpEMEHHU
KPOBOTEUEHHMsSI, CBSI3aHHOE€ C AaHTHUArperaHTHBIM JEWCTBMEM, a Takke I10/1aBlieHue
COKpaTUTEIbHOW aKTUBHOCTH MATKH, MPUBOJIAIIEE K 3aMa3IbIBAHUIO POJOBON NEATEIHHOCTH WU

3aTSAKHBIM pOJlaM Y MaTCpHu.
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BO3MOHBIM PA3BUTHEM MaJIOBOJMS M/MIIM NATOJIOTUU NOYEK Y HOBOPOKAECHHBIX (HEOHATAIbHAsS
MoveyHast TUC(yHKITH).

[IpumensTs mnpemapar OepeMEHHBIM >KEHIIMHAM B cpoke 1o 20 Henmenu OepeMEHHOCTH
BO3MOXKHO TOJBKO B ClIydae, KOTJa IOJjb3a JUIsi MaTepu OIPaBJbIBAET BO3MOXHBIH PUCK IS
I10/1a.

Jlakranus

CBeneHuii 0 MPOHUKHOBEHUH JIEKCKETONPO(EeHa B MATEPHHCKOE MOJIOKO HET.

[Tpumenenue nekckeronpodena B mepro] rPyAHOTO BCKAPMIIMBAHUS IPOTUBOIIOKA3aHO.

DepTUILHOCTE

Hexckeronpoden, kak u apyrue HIIBII, MmoxeT cHIKATh KEHCKYIO (GEePTHIBHOCTD, TIOATOMY €r0
HE pEKOMEHIyeTCsl Ha3HauaTh >JKEHIIWHAM, IUIAHUPYIOUMM OepeMEHHOCTh. Y IKCHIIWH,
UMEIOIINX TPOOJIeMbl C 3aYaTHEM WM TMPOXOJSIIUX OOCIICOBAaHHE B CBS3U C OecCIuiogueM,
CJIelyeT PacCMOTPETh BO3MOKHOCTh OTMEHBI JIEKCKeTONpodeHa.

4.7. Bausinue Ha CHOCOOHOCTH YIPABJATH TPAHCHOPTHBIMU CPeACTBAMHM M padorath ¢
MeXaHU3MaMH

[Ipenapar  [lekckeronmpodeH MOXKET BbI3bIBaTH MOOOYHBIC JCUCTBUS, Takhe Kak
TOJIOBOKPY)KEHHE, HapyIlleHHEe 3pEHUs WIM COHJIMBOCTh. B Takux choydasx BO3MOXHO
YXyZAIIEHUE CHOCOOHOCTH K OBICTPOMY pEarupoBaHHIO, OPHUEHTUPOBAHMIO B JIOPOXKHOU
CUTYallUU U CIIOCOOHOCTHU K YIPABJIEHUIO MEXaHU3MaMH.

4.8. Hexkes1aTeibHbIe peaKkUH

Bo3moxnble o6ouHble 3((eKThl MpUBENEHBl B COOTBETCTBUU C Kiaccupukanuii BecemupHoi
OpraHM3alK 3paBOOXPAHEHMs] HU)KE MO YOBIBAHHIO YaCTOThl BO3HUKHOBEHHUS: OYEHb 4YacTO
(> 1/10), gacto (> 1/100, < 1/10), megacto (> 1/1000, < 1/100), penxo (> 1/10000, < 1/1000),
oueHb penko (< 1/10000), Bkirodas oTeIbHbIE COOOIIECHUSI.

Hapywenus co cmoponvl kposu u aumgpamuyeckoii cucmemol

Ouenb pedko: HEUTPOIICHUSI, TPOMOOITUTOTICHUSI.

Hapywenus co cmoponvl uMmynHOU cucmembl

Peoko: oTek ropTtanu;

Ouenwb peoxo: aHapUIAKTUYECKUE PEeaKlIUY, BKII0Yasi aHapUIaKTHYECKU MIOK.

Hapywenus co cmoponvl nepenoti cucmemol

Heuacmo: ronoBHas 60J1b, COHIMBOCTb, TOJIOBOKPYXEHHE;

Peoxo: mapecre3nu, 0OMOPOK.

Hapywenus co cmoponwl ncuxuxu

Heuacmo: 6eccornuna, onrymeHne 0eCroKkoncTaa.

11
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Heuacmo: Bepturo;

Ouenb pedxo: 3BOH B ylIax.

Hapywenus co cmoponvl opeana 3penus

Ouenb peoko. HEUETKOCTb 3pEHMSL.

Hapywenus co cmoponwvl cepoya

Heuacmo: omymenue cepaieOueHmus;

Ouenb peoxo: TaxUKapaus.

Hapywenus co cmopoHbl cocyoucmoui cucmembl

Heuacmo: npuiiuBel;

Peoko: oBbIIIEHNE apTEPUATILHOTO JaBIICHHUS;

Ouenb peoko. CHUKEHUE apTePUATILHOIO J1aBICHHUS.

Hapywenus co cmoponul opeanos ovixanusi, 2pyoHoll KiemKu i cpedoCcmeHus
Peoxo: 6panumHod;

Ouenwv pedxo: OPOHXOCIIA3M, OJIBIIIIKA.

Hapywenus co cmoponul diceny0ouno-kumeuno2o mpakma

Yacmo: TOIIHOTA W/UIIM PBOTA, 0OJIb B )KUBOTE, TUCIIETICUS, TUapes;
Heuacmo: racTpuT, CyXOCTb BO PTY, 3a110p, METEOPU3M;

Peoko: 3p0o3uBHO-s13BEHHBIE MTOpaXeHUs kenyaouHo-kuieyHoro tpakta (OKKT), kpoBoTeueHue
U3 S3BBI WJIM €€ nepdopanus;

Ouenb peoxo. TaHKPEATUT.

Hapywenus co cmopoHbl neuenu u s#ceniesbigo0auux nymeti

Peoko: mopaxenue neyeHu.

Hapywenus co cmopoHuvl nouex u Mouesbieo0suux nymetu

Peoko: nonuypusi, ocTpas oyeuHasi HeJOCTaTOYHOCTb;

Ouenwb peoxo: HePPUT WK HEPPOTUUECKUI CUHIPOM.

Hapywenus co cmopoHbl penpooyKmuHot Cucmembvl U MOTOYHBIX Jicene3
Peoxo: HapylleHHe MEHCTPYaIbHOI'O IIUKJIA, HApYIIEHUE (PYHKIMH MTPEICTATEIbHOM Kene3bl.
Hapywenus co cmoponbl KOCMHO-MblUEUHOU CUCTEMbL U COCOUHUMENbHOU MKAHU
Peoko: 60nb B ciniHe.

Hapywenus co cmopoHbl KOXCU U NOOKOACHO-HCUPOBOLL KIeMUAMKU
Heuacmo: xoxHas CBIIb;

Peoxo: KpallMBHHUILIA, YT'PEBas ChbIIlb, ITIOBBIIICHHOC ITOTOOTACIICHUC,

12
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(cunmpom Jlaifemna), aHTHOHEBPOTUYECKUIN OTEK, OTEK JIMIA, peakius (OTOCCHCHOUTU3AINHY,
KOKHBIN 3.

Hapywenus numanus u obmena sewyecmas

Peoko: anopekcus.

Cucmemmubvie HapyuwieHUs U peakyuu 8 Mmecme 66e0eHUs npenapama

Heuacmo: yTomnsieMocCTb, acTeHUs1, 00JIb, PUTHAHOCTD MBIIIIL, 00IIee HEJOMOTaHHE;

Peoko: nepudepudeckue oTeKH.

JononnumenvHvle Memoosl ucciedo8aHus

Peoko: oTKIIOHEHNE OT HOPMBI ITOKa3aTeNeil «IedeHOYHBIX)» MPO0.

Yame Bcero nHabmonatorcs nodounsie 3pdextsr co croponsl KKT. Bo3moxno pa3ButHe
NENTUYEeCKON $3BbI, Meppopanyl WU SKEITYJOYHO-KUIIEYHOTO0 KpPOBOTEYECHHs, WHOTJA C
JIETalbHBIM HUCXOJIOM, OCOOCHHO Yy MOKUIBIX ManueHToB. [lo mMerommmces naHHbIM, Ha ¢GoOHE
IPUMEHEHHUs Ipenapara MOTIYT MOSBIATHCSA TOIIHOTAa, PBOTA, JUapes, METEOpU3M, 3aIrop,
JUCIENTUYECKUE SIBJIEHUS, 00Jb B KUBOTE, MEJIEHA, KpOBaBas pBOTA, S3BEHHBIH CTOMATHT,
oboctpenue konuta u OonesHu Kpona. Pexe wnaOmronmaercss ractput. Takke HMeErOTCS
cool1ieHus 00 OTeKax, apTepHaTbHON TUIIEPTOHUU U CEPIEYHON HEJOCTAaTOYHOCTU Ha (oHe
neuenust HIIBII.

Kax u npu npumenenuu opyeux HIIBII, 603moocho pazsumue ciedyrouux nobouHvlx 3Qpexmos:
ACENTUYECKUM MEHUHTUT, DPAa3BUBAIOLIMNCA NPEUMYLIECTBEHHO Y IMALMEHTOB C CHUCTEMHOMU
KpacHOW BOJMYAHKOW WIU JPYTMMH CHUCTEMHBIMH 3a00J€BaHHUSIMH COCIUHUTEIHLHON TKaHHU,
reMaTtojIoruueckue HapyumeHus (TpoMOOLUTONEHHWYEeCcKas IMypIypa, arulacTuyeckas U
reMOJIMTHYECKas aHEMHUH, B PEIKUX CIIy4asX - arpaHyJIOLUTO3 U TUIIOIUIa3usl KOCTHOTO MO3Ta).
Bo3MmoHBI Oysie3Hble peakiuu, B TOM uucie cuHapoM CtuBeHca-/[>KOHCOHa M TOKCHYECKHH
AMHJIEPMATIbHBIN HEKPOJIU3 (OUEHb PENIKO).

CornacHo pe3yiabTaTaM KIMHUYECKMX MCCIEAOBAHUNW M SIUIAEMHOJIOTMYECKUM JaHHBIM,
npuMmeHenre HekoTopbix HIIBII, ocoO0eHHO B BBICOKMX J03aX W B TEUEHHUE IJIUTEIHBHOTO
BPEMEHH, MOXXET COMPOBOXKAATHCSI HEOONBIINM YBEIHUYEHHEM pHUCKA PA3BUTHUS MATOJOTHUH,
BBI3BaHHOI TpoMO030M apTepuil (Hampumep, nH(papKTa MHOKapAa U HHCYIIBTA).

COO6HI€HI/I6 0 ITOA03PEBACMBIX HEXKCIIATCIbHBIX PECAKIINAX

BaxHo coo0marsh O M0J03pPEBAEMBIX HEXKENaTeIbHBIX pPEaKLUUAX IOCIe PEerucTpanuu
JIEKapCTBEHHOTO Iperapara ¢ [eliblo 00ecTeYeHns HePephIBHOIO MOHUTOPUHTAa COOTHOIICHUS
«I0JIb3a — PHUCK» JIEKapCTBEHHOIO TMpemnapara. MenuIUMHCKUM paOOTHHKAM PEKOMEH]yeTCs

COO6H13TB 0 JII00BIX MOaO3pE€BACMBbIX HEKCEIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIpe€riapara
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yepe3 HallMOHAIbHBIE CUCTEMbI COOOIIEHHS O eKenaTEHEm %ﬁﬁsﬁgﬂkwﬁa&% Ud5énos

EBpa3uiickoro 3K0HOMHUYECKOr0 COI03a.

Poccutickas @edepayus:

DdenepanibHas ci1yx0a 1Mo Ha30py B cdepe 3npaBooxpanenus (Poc3npasuamzop)
Anpec: 109012, r. Mocksa, CraBsiHCKast miiomiaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

e-mail: pharm@roszdravnadzor.gov.ru

cait: https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

Cumnmompel:  CAMITOMBI  II€PEJO3UPOBKM  npenapata JlekckeronpodeH  HEU3BECTHBI.
AHanorn4Hele JeKapCTBEHHbIC IMpenaparbl BbI3bIBalOT HapymeHus co cropoHsl JKKT (pora,
aHopekcusi, OO0JIb B JKMBOT€) M HEPBHOM CHUCTEMBI (COHJIMBOCTb, TI'OJIOBOKPY>KEHUE,
JI€30pUEHTAIMs, TOJIOBHAsS OO0JIb).

Jleuenue: npu cilydailHOM WM M30BITOYHOM IpUEME Ipenaparta cjielyeT He3aMe UIMTENIbHO
HayaTh CUMIITOMAaTHYECKOE JIEYEHHE, COOTBETCTBYIOIIEE COCTOSHMIO HanueHTa. llpu mpueme
B3POCJIBIM HIIM peOCHKOM Ipernapara B J103€ 0ojiee 5 MI/Kr HeoOX0IMMO B TCUCHHE Yaca MPUHATH

BHYTPh aKTUBUPOBAHHBIN YTOJIb; TEMOANATN3 MAT0d(PPEKTHBEH.

5. PAPMAKOJIOTHYECKUE CBOMCTBA

5.1. @apmakoauHaMHuYecKHe CBOHCTBA

®dapmakoTepaneBTU4YECKass TPYIINA: HECTEPOUIHBIA  ITPOTHBOBOCIAIUTEIBHBIM  IIpenapar
(HIIBI).

Kong ATX: MO1AE17

Mexauuswm nerictus, hapMakoanHaMuyeckre 3D heKTol

JlexckeronpodeHa TpoMeTaMoll, TPOMETaMHUHOBAsI COJIb MPONMOHOBON KHCIOTHI, OTHOCUTCS K
HECTEPOUIHBIM NMpoTHBOBOcHanuTeNbHbIM npenaparam (HIIBII) u obnanaer o6e360mmBaronmm,
IIPOTUBOBOCIIAJIUTENBHBIM U KapOIOHMKAKO UM JEHCTBUEM.

MexaHu3m aelcTBUS JIeKCKeTonpo(deHa cBA3aH C YMEHbIIEHUEM CHHTE3a MPOCTArjIaHInHOB 3a
cyeT mnojaBiieHUs akTHUBHOcTU nukiookcureHas (LHOI'-1 u LIOI'-2). IIpemapat uHrubupyer
MpeBpalleHle apaxuJOHOBOM KUCIOTHI B LukiInueckue sHuponepokcuasl PGG2 u PGH2,
KoTopble mnpoxyuupytor mnpocrarmanauasl  PGEl, PGE2, PGF2a u PGD2, a Ttakxe
npocraiukiand PGI2 u tpomOoxkcansl (TxA2 u TxB2). Kpome Toro, uHrubupoBaHue cuHTe3a
[IPOCTArIaHAWHOB MOXET BIMATH Ha JIPYyTHe€ MEAMATOphl BOCHAICHUSA, TaKWe KaK KUHWHBL,

obOecreurBasi He TOJIbKO IpsAMOEC, HO U OMMOCPCAOBAHHOC JIeiicTBHE.
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MPOIEMOHCTPUPOBAHO y J1a00PATOPHBIX )KUBOTHBIX U Y JIIOJICH.

KnuHudyeckne wHcCieoOBaHUs Ha Pa3IMYHBIX KIMHUYECKUX MOJENsAX OOJIM IOKa3aid, 4YTO
JIeKcKkeTonpodeHa TpoMeTamMoll 00JafaeT BBIPAKCHHON aHAIBreTHYEeCKOW aKTHBHOCTHIO. [lo
JaHHBIM HCClieoBaHUN oOe30onuBaromuii 3pdext Hactymaer yepe3 30 MHH MMOCIe mpuema
npemnapara, mpoA0DKUTEIBHOCTh 00€300IMBAOIIIETO ICHCTBHS cOCTaBiIsIeT 4—6 4.

5.2. ®apmMaKkoKHHEeTHYeCKHUEe CBOHCTBA

AOGcopbuus

Bpems noctmkenns MakcumasibHO# KOHIEHTpAUK (TCmax) JekckeTonpodeHa B miasmMe KpoBH
1ocJie pueMa BHYTph cocTaBiisgeT B cpeaneM 30 mu (15-60 mun).

OnHOBpEMEHHBIN TpUEM THIM 3aMeUIIeT BCachlBaHUE JeKcKeTonpodeHa (yBeIWYHBAETCS
TCrmax, cHuXkaeTcst Cmax), IPU 3TOM IUIOIA/b MOJ KpUBOM «KOHIEeHTpauus-Bpems» (AUC) He
U3MEHSICTCS.

Pacnpenenenne

ITepuox nonypacrnpeneneHus AekckeTonpodena cocrapiuseT okoio 0,35 u.

Cpennee 3HaueHne oobeMa pacrpeneieHus aeKcketonpodena cocrapiseT menee 0,25 J/Kr kak
y Mpenaparta ¢ BHICOKOW CTETEeHbIO CBSI3bIBaHMS ¢ OemkaMu Iuia3mbl KpoBH (99 %). [1o manHbIM
(apMaKOKMHETUYECKUX MCCIETOBAHNI TIPU MHOTOKPATHOM IIPHEME JIEKCKETONpO(eHa 3HaYCHUS
nokazatesnel Cmax 1 AUC mocie npueMa mociaeaHei 1036 He OTIUYAIOTCSA OT 3HAYCHHUH Tociie
€ro OJIHOKPATHOTO MPHUEMa, YTO YKa3bIBacT Ha OTCYTCTBHE KyMYJISILIUU TIpernapara.

BI/IOTDaHCd)ODMaHI/IH H 3JIMMHUHAIINA

[Tocne mpuema nexckeronpodeHa B Moue 0OHAPYKHUBAETCS TOJIBKO €r0 ONTHYECKHH n3omep S-
(+), uTO CBHAETEIBLCTBYET 00 OTCYTCTBUM TpaHC(hOpMaIlMK MpernapaTa B ONTHYECKU nzomep R-
(-) B opranm3me uenoBeka. OCHOBHBIM IyTeM MeTa0oJHM3Ma JIEKCKEeTOmpodeHa SBISETCS ero
KOHBIOTALMs C TJIIOKYPOHOBOM KHUCJIOTOM C IOCIEAYIOLIMM BbIBEACHUEM Io4ykaMu. [lepuon

nonyBbiBeieHus (T12) nekckeronpodena cocrapuser 1,65 .

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeuyeHb BCIOMOraTe/IbHbIX BellleCTB
8CNOMO2ameNbHbIE 8EUECBA.:

IEJUTI0N03a MUKpOKpucTayutiueckas 101,
KpaxMaJl KyKypy3HbIi IpekelaTHHU3UPOBAHHBIMH,
KPOCKapMeJu103a HaTpHus,

TIIMIEpUIIa JUCTeaparT;

scnomocanieilbHvle eeujecmea 0n151 000NIOUKUL:
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['oToBass cMmech I TUICHOYHOW 0O0OO0NOYKHM Ofmas (Fﬁ%l;le-!%?ﬁ%%y_ﬁ;tbgcﬁﬂ :(:ﬁ':l:'71),

MaKporoJ (TIOJTMATUIICHTITUKOJIb)).

6.2. HecoBmecTUMOCTD

He npumennmo.

6.3. Cpok roaHocTH (CpOK XpaHeHMusl)

3 roxa.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NMPH XPAHEHUH

XpaHuUTb NIpU TemmepaTrype He Boime 25 °C B OpUrHHAIBHON YITAKOBKE (B IMAYKe).

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKHU

[To 10 Tabmerok B Omuctep u3 KoMOmHHMpoBaHHoro Marepuana ([IBX/TIBAX;
[MIBX/TIBAX/TIBX) u ¢onabru aaoMHUHHEBON WK OnucTep M3 KOMOMHHUPOBAHHOTO MaTepualia
(OPA/AL/PVC) u ponbru arroMUHUEBOM.

[To 1, 3 unu 5 OnucTEepoB BMECT€ C MHCTPYKIUEH MO MPUMEHEHHIO MOMEIIAI0T B MAYKy
KapTOHHYIO.

6.6 QOcoOble Mepbl NPEeIOCTOPOKHOCTH NPH  YHUYTOKEHHUHM  HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJIYYeHHBbIX TOcjde NPHMEHEeHUus
JIEKAPCTBEHHOI'0 Mpenapara u Apyrue MaHUIyJISIUM C PenapaToM

Het oco0pIx TpeGoBaHU K YTHIU3AIIH.

7. IEPKATEJIb PETUCTPAIIMOHHOTI'O YIOCTOBEPEHU A
Poccns

AO «buoxom»

355016, CraBpomnonbckuii kpaii, r. CraBpormnoins, YanaeBckuil npoesn, 1. 54.
Tenedon: +7 (495) 646-28-68.

e-mail: info@binnopharmgroup.ru

7.1. IlpeacraBure/ib AepsKaTe/si peruCTPALMOHHOIO YA0CTOBEPEHUS

[Iperen3un HOTDe6I/ITeJ'IeI\/’I HalpaBJIATH 110 aApECy:

Poccus

AO «buoxkom»

355016, CraBpomnonbckuii kpaii, r. CraBporoins, YanaeBckuil npoesn, 1. 54.
Tenedon: +7 (495) 646-28-68.

e-mail: info@binnopharmgroup.ru

8. HOMEP PETMCTPALIMOHHOTI'O VIOCTOBEPEHUS
JITT-Ne(000572)-(PT-RU)

16



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 07.08.2024 N= 16250

9. JIATA TMEPBUYHON PEMMCTPALIMU (MOJTBEPHIEHNS PEFHCTPANNMY,

MNEPEPETUCTPALINN)
Jata nepBoii peructpanun: 16.02.2022
10. JATA IEPECMOTPA TEKCTA

OOmiass  xapakTepuCTUKa JIEKApCTBEHHOro mpemnapata JlekckeTonpodeH HocTylHa Ha
UHPOPMALIMOHHOM TopTaje EBpa3uiickoro SKOHOMHUYECKOTO CoO3a B HH(GOPMAIMOHHO-

KOMMYHHKaIMOHHOM cetu «MuTepHeT» http://eec.eaeunion.org/
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