COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 14.04 2025 N= 9317

OBLIASI XAPAKTEPUCTHKA JIEKAPCTBEHIOFO TIPEITAPATA 1004

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IPEITAPATA

MAKCAJIT'H, 25 mr, TabaeTKu, MOKPHITHIC TIICHOYHON 000I0YKOH.

2. KAYMECTBEHHBIA U KOJIMYECTBEHHBIN COCTAB

JleiicTByroliee BeIecTBO: IeKCKETONpodeH.

Kaxnas Tabnetka cojepxuT 36,9 mr nekckerompodeHa TpoMeramoia (B Iepecdere Ha
nekckeronpoden — 25,0 mr).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Tabnerku, NOKPHITHIE TNIEHOYHOH 000I0UKOH.
Kpyribsie qBOSKOBBITYKIIbIE TaOJIETKH, MOKPHITHIE MJICHOYHOW OOOJOYKON OENoro WiM IOYTH

Oesoro 1BeTa, ¢ puckoi. Ha monepeunom paspese — siipo 6e10ro Wi mouTu 0esioro 1BeTa.

4. KIMHUYECKHUE JJAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

[Tpenapatr MAKCAJII'MH noxa3an kK MpUMEHEHHUIO Yy B3pOCIbIX B Bo3pacTte oT 18 jer.

— MpieyHo-ckeneTHas 0osib (€1ab0 MM yMEPEHHO BBbIpaKE€HHasl), albloJUMCMEHOpeH,
3yOHast 0OJIb.

[Tpenapat npegHa3HayeH AJsl CHMIITOMaTUYECKOTO JIEUEHUs], yMEHbIIIEHUs 00JIM U BOCIIaJIeHHs Ha
MOMEHT ITPHUMEHEHHUSI.

4.2. Peskum 103MPOBAaHNS M CIOCO0 MPUMeEHEeHUs!

PexxuM 103upOBaHus

JInst KymupoBaHMsI CHMIITOMOB CJIETyeT TPUMEHATh HAaUMEHBINYIO 3 ()EKTUBHYIO 103y B TCUCHUE
MHUHHUMaJIbHOTO BPEMEHH.

B 3aBucHMOCTH OT MPOUCXOKIEHUS U TsHKECTH OOJEBOTO CHHIPOMa PEKOMEHyemasl J103a IS
B3pOCIIBIX cocTaBisieT 12,5 mr gekckerompodena (1/2 tabmeTku) kaxkasie 4—6 4 umu 25 mr
nexkckeronpodena (1 Tabnmerka) kaxpie 8 4.

MakcumaiibHasi CyTo4Has 103a — 75 MT.

JlexckeronpodeH He MpeaHA3HAYEH s JTUTENBbHON Tepamuu, Kypce JEUeHHUs TMpernaparom
JOJKEH OBITh OTPAaHUYEH TMEPHOAOM MPOSBICHUS CHUMIITOMOB, HO HE JOJDKEH MPEBHIATH 3—

5 nHen.
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3¢ GEeKTUBHON [03bI B TEYEHHE MHHUMAIBHOTO TIE€PHOJA, HEOOXOIUMOro Uil KYyIMHUpPOBAHUS
CUMIITOMOB.

Oco0nlie T'pYHOIIbI TAKMEHTOB

Tlayuenmsi nodcunozo eospacma
[TaruenTamM MOKMUIIOTO BO3pacTa CleAyeT NPUHUMATh IMpenapar, HauyuHas ¢ MUHUMAaJIbHON
PEKOMEH/I0BaHHOH J103Bl.
MakcumanbHasi CyTo4yHasi Ao3a cocraiisgeT 50 mr.
B ciydae xopoieii mepeHOCHMOCTH MOTYT MPUMEHSTBCS J03bl, PEKOMEHIOBAaHHBIE JUIs 00MIei
HOMYJISILIUH.
Tlayuenmoi ¢ napywenuem hyHkyuu novex
VY NanueHToB ¢ MOYEYHOM HEeI0CTaTOYHOCTbBIO JIETKOW CTENEHM TSKECTH (XpOHHYEcKast O0JIe3Hb
nouex, cragus 2 (CKopocTh KiIyboukosoii pumstparuu (CK®) 60-89 mn/mun/1,73 M?)) nedenue
[IpernapaToM cielyeT HauyuHaTb C MUHHUMAaJIbHOW PEKOMEHJIOBAaHHOW 03Bl MOl HAOJIIOJIEHUEM
Bpaya.
MakcumanbHas cyToyHas J103a coctaniser 50 mr.
[IpumeHeHne geKcKeTonpodeHa y mareHToB ¢ XpOHUYEeCKOoi Ooe3Hbto moyek craauii 3a (CKD
45-59 mn/mun/1,73 M?), 36 (CK® 3044 ma/mun/1,73 m?), 4 (CK® 15-29 mn/mun/1,73 M%) u
5 (CK® <15 mn/mun/1,73 M?) npoTHBONOKA3aHO.
Tayuenmoi ¢ napywienuem yHKyuu neveHu
[TanmeHTaM ¢ MEYEHOYHON HEIOCTATOYHOCTBHIO JIETKOM M CPEIHEW CTENEHH TSKECTH CIEAYEeT
NPUHUMATh IIpernapaT, HauyMHas ¢ MUHUMAaJIbHOM PEKOMEH/IOBAaHHOW N103bl IO/ HAONIOJEHUEM
Bpaya.
MaxkcumanbHas cyTodHasi 103a coctasiseT 50 mr.
[IpumeHneHue nekckeronpodeHa y MalUeHTOB C IMEUYEHOYHOM HEIOCTAaTOYHOCTBIO TSKEJION
CTEMNEeHH TSXKECTH MPOTUBOIOKA3aHO.

eTH
BbezonacHocts u 3¢ dexTuBHOCTH y Aereit B Bozpacte oT 0 10 18 et He ycraHoBieHbI. [laHHbIe
OTCYTCTBYIOT.
JexckeronpodeH npoTUBOINOKa3aH y feteil B Bo3pacrte ot 0 1o 18 jer.

Cnooco0 rnpuMeHeHus

BnyTps.
TabneTku MporaaThIBaOT LEIUKOM, 3aIMBast JOCTATOYHBIM KOJHMUYECTBOM >KUJKOCTHU (HaIlpuMep,
CcTakaHoM Bojbl). OJHOBPEMEHHBIH MpPUEM NUIIM 3aMeUIAeT BCAaChIBaHUE JEKCKETONpoQeHa,

MOATOMY B CJIydae OCTPOU 00JI peKOMEHAYeTCs TPUMEHEHUE TperapaTta He MeHee yeM 3a 30 MuH
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JIO0 TIpUEMa TTHIIIH.

4.3. lIlpoTuBoNOKa3aHUs

— ['umepuyBCTBUTENHHOCTE K JEKCKeTONpodeHy WM JAPYrUM  HECTEPOHIHBIM
npoTuBOBOCHanuTeNbHbIM npenaparam (HIIBII), wiu k mo0oMy U3 BCIOMOraTeNbHBIX BEIIECTB,
MepEUYUCIICHHBIX B pazjene 6.1.

— Pa3Butue mpuctynoB actMmbl, OpOHXOCIIa3Ma, OCTPOTO PUHUTA WM HOCOBBIX IOJIUIIOB,
MOSIBJICHUE KPAITUBHUIIBI HJIM @aHTHOHEBPOTUYECKOI0 OTEKA B CIIy4asiX IPUMEHEHUS MPEnapaToB ¢
aHAJIOTUYHBIM JICWCTBHEM (Hampumep, areTumicanunuioBoit kuciaotsl (ACK) u npyrux HIIBIT).
— doroariepruueckue mwik GOTOTOKCHUECKHUE PEeaKIUU B MEPHO/ JICUCHUS KETOIPoheHoM
wii ¢pudparamMu B aHaMHE3e.

— XKenynouHo-KHIIIEYHbIE KPOBOTCUCHUS, S3BBI WM Mepdopallid B aHaMHE3e, BKIFOYAS
CBSI3aHHBIE C npeauecTByomum npumenenueM HIIBII.

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

— KenynoyHo-KUIIEUHbIE KPOBOTEUEHUS; APYTHMe aKTUBHBIE KPOBOTEUYEHUS (B TOM YHUCIE
MOJI03PEHHE HAa BHYTPHUUEPEITHOE KPOBOUBIUSHUE).

— BocnanurensHbie 3a0oneBanus kuiedyHrka (6o1e3ub KpoHa, i3BeHHBIN KOTUT).

— [Teuenounass HeTOCTATOYHOCTh TsDKeNIOW cTemeHu Tsokectu (10-15 GannmoB mo mikane
Yaitna-I1s10).

— [Iporpeccupytomue 3a60aeBaHs MOYEK, TOATBEPKICHHAS TUTIEPKAIUEMUSL.

— Xporuueckas GonesHp mouek: craguu 3a (CK® 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 mon/mun/1,73 m?).

— [lepuoz nmocne nmpoBeieHUsI ROPTOKOPOHAPHOTO UTYHTUPOBAHUS.

— Tsxenast cepaedHasl HEA0CTaTOYHOCTb.

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

— Tspkenoe oOe3BokuMBaHUE (B pe3ysibTaTe PBOTHI, AUAPEH WM HEIOCTATOYHOIO IpHUeMa
KUJIKOCTH).

— XpoHudeckas JUCIIETICHUS.

— BospacTt 1o 18 net (B cBsI3U ¢ OTCYTCTBHEM JaHHBIX MO Y(PPEKTUBHOCTU U O€30MACHOCTH).
— bepeMeHHOCTD U TTepHO TPYIHOTO BCKAPMJIIUBAHUSI.

4.4. OcoOble ykazaHMsl 1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBLIO

3abosieBaHus MIEYCHN B aHAMHE3€, TIeYCHOYHAs OpQupus (BKIIOYask OCTPYIO MEPEMEKAIOITYIOCS
nopdupnio), XpoHHdecKkas 6o1e3Hs nouek, cramus 2 (CK® 60—89 mn/mun/1,73 M?), XpoHHUECKast

cepacdHasds HEAOCTAaTOYHOCTb, apTCepualibHas THUIICPTCH3U, O6€3BO}KI/IBaHI/Ie, 3HAYUTCIIBHOC
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BMEIIATENILCTBA), Y MAIMEHTOB, HEMOCPEICTBEHHO IOCT€ OOIIMPHBIX XUPYPTUUYECKHUX
BMEULIATEIbCTB, HAPYLIEHUS! KPOBETBOPEHUS, Y ITOKUJIBIX ITALIMEHTOB cTapie 65 JeT (B TOM Yuciie
MOJIYYaAIOLUX JUYPETHUKU, OCIAOJIEHHBIX MAlMEHTOB M MAlMEHTOB C HHU3KOM Maccol Tena),
OpoHXHajbHasi acTMa, OJHOBPEMEHHOE NMPUMEHEHHE TIIIOKOKOPTUKOCTEPOUIOB (B TOM 4YHCIIE
MPEIHNU30JI0HA), AaHTUKOATYJISIHTOB (B TOM uucie BapdapuHa), aHTHArperaHToB (B TOM YHCIe
aIleTUJICATIMIIMIIOBOM KUCIIOTHI, KJIOMUIOTPea), CENEKTUBHBIX HHTMOUTOPOB 00pPAaTHOTO 3aXBara
CEepOTOHMHAa (B TOM 4YHCJE LUTajonpama, (IyoKceTnHa, NApOKCETUHA, CepTpajnHa),
UIIeMUYEeCKas 00Je3Hb cepaua, epeOpoBacKyIsipHbIe 3a0oJieBaHus,
JVICITUTIHIEMHUSI/ TUTICPIIMITUACMUSI, CaXapHbIi quader, 3a0oseBaHus nepuepudecKux apTepHid,
Kypenue, Hannuue uHpekuuu Helicobacter pylori, cucremHuas kpacHas Bol4aHKa W JIpyrue
CUCTEeMHBbIE 3a00JIeBaHNsI COETUHUTENbHOM TKaHu, JyutensHoe npuMenenue HIIBII, TyGepkynes,
BBIPQXEHHBIA OCTEOMOPO3, AJTKOTOJIU3M, TSXKEJbIE COMAaTHUECKHe 3a00JIeBaHMUS.

Oco0ble yKa3auus

[Ipy npumMeHEeHMM Y NAIMEHTOB C AJIEPTUYECKUMHU pEaKkUMsIMH B aHAMHE3€ HE00XO0IUMO
coOII0aTh OCTOPOKHOCTb.

Crnenyet u3berats NpUMeHEHUs JIeKckeTonpodena B couetanuu ¢ apyrumu HIIBII, B Tom yncie
CEJICKTHBHBIMU MHTHOMTOPAaMU IUKIOOKcUreHassl-2 (L{OI'-2).

HexenarenbHble peakud MOKHO CBECTM K MHUHHMMYMY IIpM NpPUMEHEHHU IIpenapara B
HauMeHbIIeH Y3QPEeKTUBHOI /103€ MTPH MUHUMAIIBHOM JTUTEIBHOCTH IPUMEHEHHUs, HEOOXOJUMOM
JUI KyIIUPOBaHUs 00JIEBOTO CHHAPOMA.

bezonacnocmo npumenenus 6 omnowenuu KKT

Hmerorcss cooOlieHnss O BO3HMKHOBEHMH IKEJyJI0YHO-KUIIEYHBIX KpPOBOTEUEHHM, $3B WIH
nepdopanuii (B HEKOTOPBIX CiIydasiX C JIETAIbHBIM HMCXOJOM) Ha (hOHE NMPUMEHEHUS JHOOBIX
HIIBII Ha pa3HbIX 3Tamax Jie4eHus, Kak C MOSBICHUEM CHUMIITOMOB-TIPEIBECTHUKOB, TaK U 0e3
HUX, a TaK)X€ BHE 3aBUCHUMOCTH OT HAJIWYMS CEPhE3HBIX KEIIyJT0YHO-KUILIEYHBIX OCJIOKHEHHUN B
aHamHe3e. B ciiydae pa3BUTHS KETyJOYHO-KUIIEYHOTO KPOBOTEYEHMsI Ha (hOHE NMpUMEHEHUs
JIeKCKeTOonpodeHa, ero NpueM ciieayeT MPeKpaTUTh.

Puck pa3BuUTHS KemyJOYHO-KUIIEYHOTO KPOBOTEUSHHMSI, MIENITUYECKOM SA3BbI WK ee nepdopariu
noBeilaercs ¢ yBenuueHuem no3bl HIIBII, y manumeHToB ¢ s3BOil B aHamHe3e, OCOOEHHO
OCJIO’)KHEHHOM KpOoBOTeUeHHEM UiU Tiepdopairelt, a Takke y MalueHTOB MOKUIIOT0 BO3pacTa.
Tlayuenmui nodcunozo eospacma

V¥ nanueHToB NOKUIIOro BO3pacTa NOBBIIIEHA YaCTOTA BOSHUKHOBEHUS HEXKENATEIbHBIX PEAKIIUN

Ha (one mpumenenust HIIBII, ocoOeHHO Takux, Kak KeIyJA0YHO-KUIIEYHOE KPOBOTECUEHUE U
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clenyeT HaYMHaTh C HAMMEHBIIEH BO3MOXKHOM J103bI.

[lpy HanmMuuu y mamUeHTa B aHamMHe3e 330(aruTa, TracTpuTa W/WIK SI3BEHHOW OONE3HU mepen
HayaJioM JieueHus Jiekckeronpodenom (kak u B ciyvasx ¢ gpyrumu HIIBII) cienyer yoenurbes,
YTO 3TH 3a00J€BaHUS HAXOJATCS B CTAQAMU PEMHUCCHUHU. Y MAIMEHTOB C HAJIMYUEM CHUMIITOMOB
natonoruu JXKT wmu xponmdeckumu 3a0oneBanusmu JKKT crnemyer ocyliecTBiIsTE KOHTPOIb
JUISL BBISIBJIEHUS HAPYILIEHUH MUILEBAPEHMSI, OCOOCHHO XKENTy10YHO-KUIIEUHbIX KPOBOTEUEHHH.
HIIBII crmegyer ¢ OCTOPOKHOCTBIO Ha3HayaTb HALUEHTAM C JKEIyJOYHO-KHUIIECYHBIMU
3a00JIeBaHUsAMU B aHaMHe3€ (S3BEHHBIN KOJIUT, Ooje3Hb KpoHa), MOCKONIBKY CYIIECTBYET PHCK
0o0ocTpeHus JaHHbIX 3a00JIEBaHUH.

Jl1s 9TUX NAIMEeHTOB, a TAKXKe MMAallMEHTOB, KOTOPBIE HYKJAIOTCS B OJJHOBPEMEHHOM IPUMEHEHUU
ACK B HM3KHX [03aX WIM B INPUMEHEHMM JAPYTUX IPENaparoB, YBEIMYMBAIOIIUX PHCK
BO3HUKHOBeHHUs1 HapyumeHuid co crtoponsl JKKT, cnemyer paccMOTpeTb BO3MOKHOCTh
KOMOMHHMPOBAaHHOW Tepamnuu C IpernapaTaMHU-MPOTEKTOPaMU, HAIPUMEP, MU30IPOCTOJIOM WU
MHTMOUTOpaMU MPOTOHHOM MTOMIIBI.

[TarueHTsl, y KOTOPBIX B aHAMHE3€ UMENHM MECTO HexenarenabHble peakuuu co ctoponsl JKKT, B
0COOEHHOCTH, MOKUJIbIE MAIIMEHTBI, JOJDKHBI COOOIIATh Bpady O JIFOOBIX HEOOBIYHBIX CUMITOMAX
co ctoponbl KKT (ocoO0eHHO 0 cuMnTOMAax, KOTOpbIE MOTYT CBUETEIBCTBOBAThH O YKEIYAOYHO-
KHUILIEYHOM KPOBOTEUYEHHUH ), OCOOEHHO Ha HavyaJIbHBIX CTAIUSAX JICUECHUS.

CrnenyeTr ¢ OCTOPOKHOCTBIO Ha3HAdaTh Ipenapar MalueHTaM, OAHOBPEMEHHO NPHHHUMAIOIIUM
CPEICTBA, KOTOpPBIE MOIYT YBEJIMYUTh PHUCK BO3HMKHOBEHMS S3Bbl WJIM KPOBOTEUEHHS:
nepopajbHble KOPTHUKOCTEPOMJIbI, AHTUKOATYJSIHTHI (Hampumep, Bap¢apHH), CEJIEeKTHBHBIE
MHTHOMTOPBI 0OpAaTHOTO 3aXBaTa CEPOTOHMHA WM aHTHarperanTsl, Hanpumep, ACK.
bezonacnocmo npumenenus 6 omuoweHuu nouex

[TanrenTam ¢ HapyumeHHMeM (QYHKIMH MOYEK IMpernapar cieayeT Ha3HayaTh ¢ OCTOPOXKHOCTBIO,
nockoiibky Ha ¢one npumeHeHuss HIIBII Bo3moxkHO yxyauieHue (QpyHKIHMM MOYEK, 3aJepiKKa
KUJAKOCTU B OpraHu3Me U pa3BuTHe OoTekoB. CreayeT co00aTh OCTOPOXXKHOCTh TpHU
IIPUMEHEHNN IIpenapara y NalueHTOB, OTHOBPEMEHHO IPUHUMAIOIIUX JUYPETUKH, U IAL[UEHTOB,
y KOTOpPBIX BO3MOXHO pa3BUTHE THUIIOBOJIEMHH B CBA3M C IIOBBIIIEHHBIM PHUCKOM
HEe(PPOTOKCUIHOCTH.

B mepuox nedenuss HeoOXoaMMO 0O€CTIEUNTh aJeKBAaTHOE MOTPEOJICHUE >KUAKOCTH IS
Ipe0TBpalIeHNs 00€3BOKUBAHUS M YCUIICHUSI TOKCHYECKOT0 IEHCTBHS Ha TIOYKH.

Kak u npyrue HIIBII, nexcketonpodeH MoXeT IPUBOAUTE K MOBBIIICHUIO KOHIICHTPALUU a30Ta
MOYEBHMHBI M KPEaTUHHHA B IJ1a3Me KpoBU. Kak 1 [pyrue MHruOUTOphl CHHTE3a IPOCTarjaH/IMHOB,

nmpemnapar MOXKET OKa3bIBaATh HEKEIATCIbHOC ,HGfICTBPIC Ha MOYCBBIACIUTCIbHYIO CUCTEMY, YTO
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HEKpo3a, He(hPOTUIECKOTO CHHAPOMA M OCTPON MOYEYHOU HETOCTATOYHOCTH.

[Toxxuiibie manMeHThl 0COOEHHO TOABEPKEHBI HAPYILICHUIO (PYHKITUH TTOYEK.

bezonacnocmo npumenenus 6 omuoweHuu neyeHu

[TanrenTam ¢ HapyuieHHeM (YHKIMHU [IEYSHH IIpernapar ciieyeT Ha3HadyaTh C OCTOPOKHOCTBIO.
Kak u npu npumenenun npyrux HIIBII, mpenapar MokeT BbI3bIBaTh KPaTKOBPEMEHHOE U
HE3HAYUTEJIBHOE YBEIIMYECHUE HEKOTOPBIX IICUYCHOYHBIX IIOKAa3aTelIel», a TAKXKE BBIPAKEHHOE
HOBBIILICHHE aKTHBHOCTH acnapratamuHorpaHchepassl (ACT) u anaHmHAMHHOTpaHC(Epasbl
(AJIT). Ilpu COOTBETCTBYIOIIEM YBEIHYECHHH YKa3aHHBIX IIOKa3aTejel JIeYeHHE IpernapaTroM
CleyeT IPEKPaTUTh.

[Toxuitbie manMeHThl 0COOEHHO TOIBEPKEHBI HAPYIIEHUIO (PYHKIIUH TTEYCHH.

besonacnocmv npumenenuss 6 omuouleHuu cepoOeyHoO-cocyOUCmoU CUCEMbl U MO3208020
Kpo8oobpaujeHus

VY manueHToB ¢ apTepUuabHON TUIIEPTEH3UEH W/UITN CePIeYHOI HEIOCTATOYHOCTRIO OT JIETKOH 110
CpeIHEH CTENeHU TSHKECTH B aHaMHE3€e HeoOXOJUMO OCYIIECTBIEHHE COOTBETCTBYIOLIETO
KOHTpOJs U pekoMeHganui. Oco0yi0 OCTOPOKHOCTh HEOOXOAMMO COOI0AaTh MPH JIEYECHUU
HAlMEHTOB ¢ 3a00JIeBaHUAMHU CEp/ILia B aHAMHE3€, B YaCTHOCTH, C ITPEIIIECTBYIOIMMHU 3HU30/1aMU
CepIeUYHON HeIOoCTaTOUYHOCTH, Tak Kak Tepanusi HIIBII crmocoOHa MOBBICHUTH PUCK Pa3BUTHUS
CEpIEYHON HEOCTATOYHOCTH; OIMCAHbl CIy4al pa3BUTUSA 3aJCPKKH JKUJIKOCTH U OTEKOB,
cBsA3aHHbIX ¢ MpuMeHeHueM HIIBII

Knunnueckue necneoBaHus U SNUAEMHOIOTMYECKHAE JAaHHBIE MI03BOJISIOT CIENIaTh BBIBOJ O TOM,
yto HIIBII, 0coOeHHO B BBICOKMX [103aX U MPHU AJTUTEIBHOM NPUMEHEHHH, MOTYT IPUBOJUTH K
HE3HAYUTEJIbHOMY YBEJIUYEHUIO PHCKAa BO3HMKHOBEHHS apTepHalIbHBIX TPOMOO30B (HaImpHuMep,
uH(papKTa MUOKap/a WM UHCYNbTa). I UCKIIIOUeHHs] pUCKa BOSHUKHOBEHMS TaKUX COOBITHH
IpY IPUMEHEHUH JIeKCKeToNpodeHa TaHHBIX HEJT0CTaTOYHO.

Y nanueHToB € HEKOHTPOIMPYEMOM AapTEepUalbHOM THIEPTEH3HEW, 3aCTOMHON CepACYHOU
HEJ0CTAaTOYHOCThIO, TOATBEP)KICHHONW HIlIEeMUYeCKOd Oo0JIe3HbIO cepAla, 3a00JeBaHUSIMU
nepupepuyecKux apTepHii U/UIU COCYI0B TOJIOBHOTO MO3ra Mpernapar cielyeT IPUMEHATH 1oclie
TLIATEIBHOU OLIEHKU COOTHOILECHHUS I10JIb3bI U PUCKA.

[lepen HavyamoM ATUTENBHOTO JICUEHHUS MAaLMEHTOB C (aKTOpaMu pHCKa Pa3BUTHUS CEpAECYHO-
cocyaucToro 3abosieBaHus (HampuMep, TMpU TOBBIIIEHHOM apTEpUAIbHOM JaBIICHUH,
TUIEPIIMINIEMUH, caxapHOM JualeTe, KYpeHHWH) Takke HeoOXOAWMa TINATeNbHAs OlLIEHKa
COOTHOUIECHUS ITOJIb3bI U PUCKA.

HecenextuBasie HIIBII cmocoOHBl yMeHbBIIIATh arperaruio TpPOMOOIIMTOB U YBEITMYUBATh BPEMSI

KpPOBOTCUYCHHUA 3a CUCT MNOAABJICHUA CHUHTE3a IMNPOCTArJIaHAWHOB, B CBA3M C 4Y€M HA3HAYCHUC
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BapapuH WIH IPYrHe KyMapHHbI, UM TeIapUHbl) HE PEKOMEHIOBAHO.

[Toxuiible ManUeHTbhl OCOOCHHO MOIBEPKEHbI HAPYHICHUSM (YHKIHMU CEpJeUYHO-COCYAUCTOU
CUCTEMBL.

Koorcnvie peaxyuu

Ouenb penko Ha pone nmpumenenus HIIBII ormeuanuch cepbe3HbIe KOKHBIE PEAKIUH, BKIIOYAs
sKkc(oNMMaTUBHBIN  nepMatuT, cuHapom CruBeHca-/[KOHCOHa, a TakkKe TOKCHYECKUU
SnuAepMaIbHBIA HEKPOJIU3, HEKOTOPhIE M3 KOTOPBIX 3aKOHYMIIUCH JIETAIBHBIM HUCXOJI0M. Puck
Pa3BUTHUSA TAKUX pEaKLU y MAUEHTOB, IO-BUIUMOMY, HarOoiee BBICOKUI B HAUaJIe JIeUeHUs, TakK
KaK OOJIBITMHCTBO OMHMCAHHBIX SBIICHUH HAOIIOJAIMCh B TIEPBBIA MecsIl Tepanuu. [Ipu nepBomM
MOSIBIICHMH KOKHOW CBINM, MOPAKEHUH CIM3HUCTHIX 000JIOUEK WIIM JIFOOBIX JPYTrUX HpPU3HAKOB
TUIEPYYBCTBUTEILHOCTH IPUMEHEHUE JeKCKEeTOnpodeHa clieayeT MpeKpaTHTh.

Mackuposka cumnmomos uH@exyuouHvIX 3a001e8aHUL

JlexckeronpodeH CriocoOeH MacCKHPOBAaTh CUMIITOMBI HEKOTOPBIX HHPEKITMOHHBIX 3a00JICBaHHIA,
YTO MOXET NMPHUBOJUTH K OoJiee MO3THEMY Ha3HAUYEHHIO COOTBETCTBYIOLIETO JICYCHUS, M TEM
CaMbIM YXYJIIATh UCXO0J UH(EKIIMOHHOTO 3a00ieBaHusl. DTO HAOII0JaI0Ch ITpH OaKTepUaNIbHON
BHEOOJHLHUYHON MHEBMOHUHU U 0aKTEPUAIBHBIX OCII0KHEHUAX BETPSHOM OCIIBL.

Korma nekckeronmpoden BBoautcs st oOsierdeHus: OOJM, BBI3BAHHOW HMH(EKIIMOHHBIM
3a00JIeBaHUEM, PEKOMEHJYeTCs KOHTPOJMPOBATH COCTOSHME ManueHTa. B aMOymaTopHBIX
YCIOBUSX (BHE OOJIBHHUIIBI) TAIIUEHTY CIIEYET MPOKOHCYIBTUPOBATHCS C BPAUOM, €CITH CUMITTOMBI
COXPAHSIIOTCS I yCYTYOISIOTCS.

Jononnumenvnas ungopmayus

Ocobast 0cTOPOKHOCTH TPeOyeTCsl TPH Ha3HAYEHUH TIpernapara maiueHTam c:

. BPOKJCHHBIMU HapyIIEHUsMU MeTabonu3ma mnopdupuHa (HampuUMep, MpPU OCTPOU
nepemMesxaromiencs noppupun);

° 00€3BOKMBAHHEM;

o HEMOCPEACTBEHHO MOCJe OOINPHBIX XUPYPTUUECKIX BMEIIATENbCTB.

Ecnu Bpau cuutaer, 4rto JIMTENbHOE NMPUMEHEHHE JIEKCKETONpodeHa HeoOXOAUMO, CIeayeT
PETyISApHO KOHTPOIUPOBATH (PYHKIIMIO TIEUEHH, MTOYEK U IMOKa3aTeIu O0IIero aHaIM3a KPOBH.

B ouenp penkux ciydasx HaOMIOJANUCh TSHKENBIE OCTPBIE PEAKIUU TUIEPYYBCTBHTEIHLHOCTU
(Hampumep, aHadunakTudyeckuii 1mok). Ilpu mepBbIX Mpu3HAKaxX THKEIOH  peakuu
TUIEPYYBCTBUTEILHOCTH HEOOXOUMO MPEKPATUTh TPUEM JIeKCKeTonpodeHa.

Heo6xoauMo HadaTh CHMITOMATHYECKOE JIeUCHHE IOJ HAOIIOACHHWEM KBaJU(HUIIMPOBAHHOTO

crenuyaiucTa.
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CHHYCHTOM W/MJIM TIOJIMIIAMH HOCA, TOJBEPXKEHbI 00Jiee BBICOKOMY PHCKY aJIEPIUYECKHX
peakuuii Ha ACK w/mumu HIIBII, yem octanpHas nomyinsinusi. [IpuMeHeHne mpemapara MOXeET
BbI3BaTh MPUCTYI AacTMbl WJIM OpOHXOCHa3M, OCOOCHHO Yy MAlMEHTOB C aUIEPrUYeCKUMU
peakuusamu Ha ACK wim HIIBIL.
B 0co0bIX citydasix BO3MOXKHO Pa3BUTHE TSHKEIBIX WH(MEKIMOHHBIX OCIOKHEHHH CO CTOPOHBI
KOKM M MSITKUX TKaHed Ha (oHe BeTpsHOl ocmbl. [10JHOCTBIO HCKIIOYUTH BEPOSTHOCTH
B3auMocBs3u npumeHnenus HIIBII ¢ pasButueM mnomoOHBIX WH(EKIIMOHHBIX OCIOKHEHHHA B
HacTosIIee BpeMsi HeBO3MOKHO. [IoaToMy mpu BEeTpsSiHOM ocnie MpUMEHEHUs JeKcKeTorpodena
cienyer u30erarh.

eTH
be3onacHOCTh NpUMEHEHHMS Y JETE HE YCTaHOBJIEHA.
4.5. B3aumMopgelicTBMe C JAPYIMMH JIEKAPCTBEHHbIMHM IIpenaparaMd W JApyrue BH/bI
B3aMMOJEHCTBHSA
Hwxecnenyromue B3anmoneiictus xapakrepusl 1t Bcex HITBII.

HexenarenpHble KOMOMHALIMHI

C opyeumu HIIBII (sxmiouas cenekmusnvie uneubumopol [JOI-2), u canuyuramamu 8 8blCOKUX
0oszax (bonee 3 2/cym). OmHOBpeMEHHOE TmpuMeHeHHe Heckoiabkux HIIBIT BcrmeacTBue
CHUHEPru4ecKoro 3 Qexra MoBBIIIAET PUCK PA3ZBUTHUS KEITYAOYHO-KUILIEYHOIO KPOBOTEUEHUS U
A3BBL.

C anmuxoazynaumamu. HIIBII moryr ycunuBath 3(@eKT aHTHKOAryJlsHTOB, TaKHX Kak
Bap(apuH B CBS3U C BBICOKOI CTETIEHbIO CBA3BIBAHUS C O€JIKaMU I1a3Mbl KPOBU, UHTHOMPOBAaHUEM
(GyHKIIMM TPOMOOILIMTOB U MOPAXKEHUEM CIM3UCTON O0OJIOUKHM Kely/lKa U JBEHaIaTUIePCTHON
KAIKU. B ciaydae HEOOXOAMMOCTH OJHOBPEMEHHOIO MPUMEHEHHMsS HEOO0XOAUM TIATeNbHBIN
KOHTPOJIb 32 COCTOSIHMEM MallMeHTa U PeryIsspHbI MOHUTOPUHT Ja00paTOPHBIX MOKa3aTeleH.

C 2cenapurom: TIOBBIILIAETCS PUCK PA3BUTHUS KPOBOTEUEHUS (B CBA3HM C MHTHOMpPOBaHUEM (PYHKIIUU
TPOMOOLIUTOB W TMOBPESXKIAIOMIMM JIEUCTBUEM Ha CIM3UCTYI0O OOOJIOUKY OKeIylKa U
JIBEHAATUIIEPCTHOW KHIIKK). B ciydyae HEO0OXOAMMOCTH OJHOBPEMEHHOIO IPUMEHEHHS
CJIEIyeT OCYIIECTBIATH TIATEIbHbIN KOHTPOJIb COCTOSIHUS MTALIMEHTA U PETYIISIPHBIII MOHUTOPUHT
1ab0paTOPHBIX MOKa3aTeseH.

C entokokopmuxkocmepoudamu. OBbIAETCs pUck si3BeHHOT0 opakeHus JKKT u kpoBoTeueHui.
C npenapamamu numus: HIIBII noBplatoT KOHIEHTPALUIO JIUTHS B IUIa3Me KPOBU BIUIOTH 10
TOKCHUYECKON (CHMKAETCs BBIBEJICHUE JINTUS YEPE3 ITOUKH), B CBSI3U C UEM, KOHIICHTPALUIO JINTUS
B IUIa3Me€ KpPOBU HEOOXOJUMO KOHTPOJHMPOBATh B Hadaje JICUEHHUS JEKCKETONpPOPEHOM, NpHU

KOPPEKIIMH €ro JT03bI U OTMEHE Tpernapara.
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C memompexkcamom 6 @vicokux 0o3zax (13 MZ/HeH-l '%:351%2)5'“§&91'6§1'1§6 Tﬁbgl:;ll;ﬁéHI/Ie

reMaToJIOTM4E€CKOM TOKCUYHOCTH METOTPEKCATA B CBSA3U CO CHUKEHUEM €0 IIOYEYHOI'0 KIUPEeHca
IIpU OJHOBpeMeHHOM npuMmeHenuu ¢ HIIBII.
C eudanmounamu u cyroghonamuoamu. BO3SMOXXHO YCUIICHUE UX TOKCUYECKOTO IEHCTBHSL.

KOM6I/IHaHI/II/I, TDC6VIOH.II/I€ OCTOPOKHOCTHU

C Ouypemuxamu, umeubumopamu  aneuomeHsunnpespawjarowezo  pepmenma  (AIlD),
AHMUOUOMUKAMU U3 2PYNNbL AMUHOTUKOZUOO8, AHMAoHUCmamu peyenmopos aneuomensuna-|:
JIEKCKeTOnpo(deH MOXKET OcClaliiaTh AEeUCTBUE TUYPETHUKOB U THIIOTEH3UBHBIX CPEACTB. Y
HEKOTOPBIX MallMEHTOB C HapylIeHHEeM (YHKIIMH MOoYeK (Harpumep, Npu 00e3BOKUBAHUU WU Y
NOXWIBIX TAIMEHTOB C HapylmeHHeM (YHKIMH MOYEK) MPUMEHEHHE CPE/ICTB, OKAa3BIBAIOIIMX
unruoupyroniee aericteue Ha L[OI, omHoBpemenno ¢ umuruOutopamu AII®D, antaroHucramm
penenTopoB aHruoteHsuHa Il umm aHTUOMOTMKAMU-aMUHOTJIMKO3UAAMH MOXKET MPHUBECTH K
JaIbHEUIIEMY YXYIIIEHUIO (QYHKIMU MOYEK, YTO, KaK MPaBUIIO, HOCUT OOpaTHUMBIH XapakTep.
[Tpu Ha3HaUYeHUH JIEeKCKeTonpodeHa OJHOBPEMEHHO C JHMYPETUKOM HEOOXO0IMMO yOeuThC s, YTO
MAIMEHT MOJYyYaeT JOCTAaTOYHO JKUJKOCTH, a TAKKe KOHTPOJIUPOBATh (PYHKIMIO ITOYEK B HaYase
JICYCHMUS.

C memompexcamom 6 HU3KUX 003ax (meHee 15 me/med): BO3MOXHO TMOBBILICHUE
reMaToJI0rM4ecKoi TOKCUYHOCTH METOTPEKCaTa B CBSI3HM CO CHUKEHHEM €ro MOYeUHOro KJIpeHca
Ha ¢oHe ogHOBpemeHHoro npumenenust ¢ HIIBII. B Teyenue nepBoIx Henenb OJHOBPEMEHHOTO
OPUMEHEHHUs HEOOXOIMM eKEHeNeNbHbIM MOACYeT KJIETOK KpoBH. IIpu Hammuuu HapylieHus
(GYHKLIMU TOYeK JaXke JIETKOW CTEMeHH, a TaKkKe Yy JIMI[ MOXKWIOr0 BO3pacTa HEOOXOJUMO
THIaTEeJIbHOE HAa0JI0/IeHNE Bpaya.

C nemmokcugunnunom: BO3MOXKHO TOBBIIIEHHE pHUCKa pa3BUTUS KpoBoTeueHus. HeobOxoaum
THIATEJIbHBIM KIMHUYECKUII MOHUTOPUHT U PETYJIspHAs IPOBEPKA BPEMEHU KPOBOTEUEHUSI.

C 3u008y0unom: CyIIECTBYET PHUCK YCHUJIEHHMS TOKCHYECKOTO MACWUCTBUS Ha DSPUTPOLIUTHI,
00yCIIOBJIIEHHOT'O BO3/IEWCTBUEM Ha PETUKYJIOLHUTHI, C PA3BUTHUEM TSKEION aHEMUU Yepe3 HEJIEII0
nocne Havana npumenenus HIIBII. HeoOxomumo mnpoBeaeHue oOIIero aHaian3a KpOBU C
MIOJICYETOM KOJINYECTBA PETUKYJIOLUTOB Yepe3 1-2 Henenu nocne Hayana tepanuu HIIBIIL

C eunozcruxemuveckumu cpeocmeamu Oasi npuema enymps: HIIBII Moryr ycuimBaTh
TUIOTIMKEMUYECKOEe JIEHCTBUE TMPEnapaTroB CYIb(OHUIMOYEBUHBI BCJIEICTBUE BBITECHEHUS
CyIb()OHMIMOYEBHHBI U3 MECT CBSI3bIBAHMS C OEJIKaMHU IJIa3Mbl KPOBH.

KOM6I/IHaHI/II/I, KOTOPBIC HCO6XOI[I/IMO OPpHUHHUMAaTh BO BHUMAHHUEC

C p-aopenobroxamopamu: nipu ogHoBpemeHHOM mnpuMeHeHHH ¢ HIIBIT moxeT ymeHbIaThbes
AHTUTUNEPTCH3UBHBIA AP (dEeKT B-anapeHoOI0KaTOPOB BCIEACTBUEC WHTHOMPOBAHHS CHHTE3a

mpocTariiaHAnHOB.
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OTOCPEIOBAHO JCHCTBUEM pEHAJbHBIX MpOCTaryiiaHauHOB. [Ipu OJHOBpEMEHHOM MPUMEHEHUU
HE00X0/IMMO KOHTPOJIUPOBATDH (DYHKIIHIO MTOYEK.

C mpombonrumuxamu: MOBBILICHHBIA PUCK PA3BUTHS KPOBOTCUCHHUSI.

VYBenuuuBaercsa puck pa3Butus kpooreueHus: u3 JKKT mpu oIHOBpEMEHHOM NPUMEHEHHH C
uneubumopamu oopamnoz2o 3axeama cepomonura (UUTAIONPaM, TAPOKCETHH, (IIyOKCETHH,
cepTpanun) u anmuacpecanmamu (Bkiaouas ACK u kionugorpen).

C npobeneyudom: BO3MOKHO MOBBIIIEHNE KOHLIEHTPALIUU IEKCKETONpo(deHa B Iiia3Me KPOBH, UTO
MOXET OBITh O0YCIIOBJICHO HHTHOUPYIOIMIHM 3 dekToM mpoOeHenn 1a Ha TOYSYHYO0 TYOYISIpHYIO
CEKPELIUI0 U KOHBIOTAIUIO C TJIFOKYPOHOBOM KHCJIOTOM, MOXKET MOTPEOOBATHCS KOPPEKIIUS 1036
JIeKcKeTonpodeHa.

C cepoeunvimu enuxozuoamu: HIIBIT MOryT moBbIIIaTh KOHIIEHTPALMIO CEPJICYHBIX TITUKO3UIOB
B IIJIJa3M€ KPOBH.

C mughenpucmonom: CyIECTBYET TCOPETHUSCKUA PHUCK W3MEHEHUS JPPEKTUBHOCTH
MUGDENPUCTOHA TIOJ JCHCTBHEM WHTHOUTOPOB TPOCTArIaHIMHCHUHTETa3bl. OrpaHHYeHHBIC
JaHHBIE MO3BOJISIOT MPEINOIOKUTh, YTO OJHOBPpEMEHHOE npuMeHeHune mudenpucrona ¢ HIIBIT
B JICHb MIPUMEHEHHUS MpOCTariaHAuHa HE OKa3bIBaeT HEOIArOMPUATHOTO BIMSHHS Ha JEWCTBUE
MHU(DenprcTOHa UITK TTPOCTarjaHAnHa B OTHOIIIEHUH CO3PEBAHUS IIEUKH MATKH HJIM COKPATUMOCTH
MaTKH ¥ HE CHIDKAET KIIMHUYECKYI0 9(PPEeKTUBHOCTH CPEJICTB SISl MEAMKAMEHTO3HOTO adopTa.

C xuHonoHamu: JTaHHBIE HKCIIEPUMEHTAJbHBIX MCCIECJOBAHUN Ha >KMUBOTHBIX, YKa3bIBAlOT Ha
BBICOKU PUCK Pa3BUTHs Cya0por nmpu oaHoBpeMeHHOM npumenenun HIIBII ¢ xuHononamu B
BBICOKHUX JI03aX.

C menoghosupom: tpu ogHoBpemeHHoM mnpuMenennn ¢ HIIBII wmoxker mnoBwImaThes
KOHIIGHTpallMsg a30Ta MOYEBUHBI M KpEAaTMHMHA B IUIa3ME€ KPOBU, MO3TOMY [JIsl OLIEHKHU
BO3MOKHOTO BIIUSIHMSL OJIHOBPEMEHHOI'O TPUMEHEHMSI JAaHHBIX JIEKAPCTBEHHBIX CPEICTB
HEO0OXOMMO KOHTPOJIMPOBATH (PYHKITHIO MTOYECK.

C oeghepasupokcom: nipu ogHoBpemeHHOM mpumeHeHun ¢ HIIBIT moxeT moBbIIaThCS PUCK
tokcudeckoro BozaeiictBus Ha JKKT. Ilpu npumeHeHuu 1nekckeTonpodeHa COBMECTHO C
nedepasupoKcoM HEOOXOAUMO TIIATENbHOE HAOIIOACHHE 32 COCTOSTHUEM TaIHeHTA.

C nemempexcedom: nipu onHoBpeMeHHOM npuMmeHeHnu ¢ HITBII MoxeT cHIkaThCsi BBIBEICHHE
neMerpekcena, modromy npu npuMmenernu HIIBII B BeiCOKMX 103ax HEOOXOAMMO MPOSBIIATH
0CO0YI0 OCTOPOKHOCTD. Y TAI[HUEHTOB C TOYEYHON HEJTOCTATOYHOCTHIO JIETKOW CTENEHH TSHKECTH
(xponnueckas 6GonesHb mouek, cramus 2 (CK® 60-89 mn/mumn/1,73 m?)) cmemyer m3berartsh
oaHoBpeMeHHoro npuema nemerpekcena u HIIBII B Teuenne nByx nHE# 10 W ABYX IHEH mocie

npreMa rneMeTpeKce/a.
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4.6. DepTHIBLHOCTH, 0EPEMEHHOCTH U JIAKTALMS

[Tpumenenue nexckeTonpodena mnpu OepeMEHHOCTH M B IMEPHOA TPYAHOTO BCKapMIIMBAHUS
IIPOTUBOMNOKA3aHO.

bepeMeHHOCTB

[TonaBnenue cuHTE3a MPOCTATrJIaHAMHOB MOKET HEOJIaroNnpHUsTHO BIMUITH HA OEpEMEHHOCTD U/WIN
pasBuTHE HSMOpHOHa M  IUIOAA. Pe3ynapTaThl  SUUAEMHUOJOTHYECKUX  HCCIIEIOBAHHNA
CBUJIETEJBCTBYIOT, YTO MPENapaThl, IOJABISIONINE CUHTE3 POCTAIIAHIMHOB, IPUMEHSIEMbIE Ha
paHHHUX 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 JJTUTEIILHOCTH IPUMEHEHHS.

B Tpethem TpuMecTpe OEpPEeMEHHOCTH BCE HHTHOMTOPBHI CHHTE3a MPOCTArjJaHAMHOB MOTYT
IPUBOJIUTH K Pa3BUTHUIO y IUIOAA CEPJIEYHO-IETOUYHOM MaToJOTuU (MPEXIEBPEMEHHOE 3aKPhITHE
apTepHaJIbHOTO IIPOTOKA U TMIIEPTEH3US B CUCTEME JIETOYHOM apTepuH) U HapyLIeHHUIO (QYHKIUU
MOYEK, KOTOPOE MOKET MPOrpecCHpoBaTh M MPUBOAUTH K TMOYEYHOM HEIOCTATOYHOCTH C
pa3BuTHEM osuroryapaMmHuona. Kpome toro, naxke npu NpruMeHEHUU B HU3KHUX J103aX, Y MaTepu
B KOHIIE OEPEMEHHOCTH M Y HOBOPOXKIEHHOI'O BO3MOKHO YBEJIMYEHHE BPEMEHH KPOBOTEUEHUS,
CBSI3aHHOE C aHTUArperaHTHHIM JIEWCTBHEM, a TAK)Ke MOJIaBJICHHE COKPATUTEIbHOW aKTUBHOCTH
MAaTKH, PUBOJIAIIEE K 3aMa3bIBAHUIO POJIOBOM ACSITEIBHOCTU UIU 3aTSKHBIM pOJIaM y MaTepH.
JlakTanus

CBeneHuil 0 MPOHUKHOBEHUH JIEKCKETONPOPEeHa B MATEPUHCKOE MOJIOKO HET.

DdepTUabHOCTD

Hexckeronpoden, kak u apyrue HIIBII, MoxeT cHIKaTh KE€HCKYIO (hepTUIBHOCTD, TOITOMY €ro
HE peKOMEHAyeTcs Ha3HavaTh JKEHIIMHAM, TUIAHUPYIOIIUM OepeMEHHOCTb.

VY KeHIWH, UMEIIMX NpoOJieMbl C 3ayaTHEM WIHM MPOXOIAUIMX OOCIelI0BaHUE B CBS3HM C
OecruioaueM, ciaeyeT pacCMOTPETh BO3MOKHOCTh OTMEHBI JIEKCKETOIPO(EHa.

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

B cBs13u ¢ BO3MOKHBIM FOJIOBOKPY>KEHHEM U COHJIMBOCTBIO B IIEPUOJI IIpHEMa JIeKCKeTopodeHa,
CIIOCOOHOCTh K KOHIIEHTPAllMM BHUMAHMSI M ObICTPOTA IMCUXOMOTOPHBIX PEAKIMI y MalueHTOB
MOTYT CHUXAaThCs, OCOOCHHO B MEPBBIA yac mocjie npuema mpemnapara. [Tostomy B mepuon
JeYCHHUsI  JIeKCKEeTONpo(eHOM  cieayeT CcoONoIaTh OCTOPOXHOCTh MPH  YIPaBICHUU
TPAHCIIOPTHBIMU CPEACTBAMM M 3aHATHAX INOTCHIMAIBHO ONACHBIMUA BHJAMHU JACATEIBHOCTH,

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

Pesrome npoduiist 6e3onacHocT

Yame Bcero HaOMOMAIOTCS HexenartenbHble peakiuu co ctopoHsl JKKT. Bo3moxHO pa3BuTHE
HNENTUYECKON s13BBl, Nepopaluu WIM KEIYAOYHO-KUIIEYHOIO KpPOBOTEUEHMs, HHOIZIA C
JeTalbHBIM HUCXOAO0M, OCOOEHHO y MOKWIBIX HauueHToB. Ilo uMeronMces AaHHBIM, Ha (OHE
IIPUMEHEHHUs IIpernapara MOTYT IOSBISATbCA TOIIHOTA, PBOTA, JQUapes, METEOPU3M, 3arop,
JUCIENTUYECKUE SIBJICHUS, 00Jb B XKMBOTE, MEJEHA, KpOBaBas pPBOTA, S3BEHHBIM CTOMATHT,
obocrtpenue konura u 6oseznn Kpona. Pexxe Habmonaercs ractput. Takxke uMeroTcs cooOIIeHus
00 oTeKkax, apTepuabHON TUIIEPTOHUU U CEPJICYHON HeocTaTouHOCTH Ha (hoHe neuenuss HIIBII.
Kak u npu npumenenun apyrux HIIBII, BO3MOXHO pa3BUTHE CIECIYIOIIMX HEXKEIATEIbHBIX
peaKkIui: acenTU4YECKUH MEHUHIWT, DPA3BUBAIOLIUNCA IPEUMYIIECTBEHHO Yy NALUEHTOB C
CUCTEMHON KpacHON BOJIYAHKOW WMJIM JPYTMMHU CUCTEMHBIMH 3a00JIEBaHUSMHU COEAMHUTEIBHON
TKaHU, FeMaToJIOTMYEeCKUe HapyleHHus (TpoMOOLMTONEHUYECKass MypIypa, amjiacThdeckas U
FEeMOJIMTHYECKAs aHEMHHM, B PEAKUX CIIydasX — arpaHyJOLMTO3 U TUIOIIa3usi KOCTHOTO MO3ra).
Bo3moxHb! Oyisie3Hble peakiuu, B TOM uucie cuHApoM CtuBeHca-/[>KOHCOHA M TOKCHUYECKH
SMUIePMaIbHbII HEKPOIU3 (OUEHb PENIKO).

CormacHo pe3ynapTaTaM KIMHUYECKMX MCCIENOBAHUW M SIUIAEMHOJIOIMYECKHM JAaHHBIM,
npuMmeHnenre Hekotopbix HIIBII, oco6eHHO B BEICOKHX /103aX M B TEUEHUE JJINTEIBHOIO BPEMEHH,
MOJKET COIIPOBOXKIAThCS HEOOJBIIMM YBEIMYEHHEM PHCKA pPa3BUTHs MATOJOTWH, BBI3BAaHHOU
TpoMO030M apTepuii (Harpumep, HHpapKTa MUOKap/a UiIH HHCYIbTA).

Pe3roMe HeXeIaTeIbHbIX PEeaKIui

Bo3MmoxHBIe HEXeNaTeNIbHBIE pPEaKIUHd TPH MPUMEHEHHWH Ipernapara NPHUBEICHBI HIDKE TI0
HUCXOJAIIEH YaCTOTe BOSHUKHOBEHHUS: oueHb yacto (>1/10), wacto (>1/100, HO <1/10), HEUacTO
(>1/1000, vO <1/100), peaxo (=1/10000, no <1/1000), ouenp pemko (<1/10000), wyacroTa
HEU3BecTHa (Ha OCHOBaHMM MMEIOIIMXCS JAHHBIX OIEHUTh HEBO3MOXHO), BKIIOYAs OTJCIbHbBIE
COOOIIIEHNS.

Hapywenus co cmoponbvl Kposu u aumpamuieckoi cucmemvl: 09€Hb PEAKO — HEHTPOIICHUS,
TPOMOOIIMTONICHHUSI.

Hapywenus co cmoponvl uMMyHHOU cucmemvl. PEAKO — OTEK TOpPTaHU; OYEHb PEIKO —
aHa(UITAKTHYCCKHUE PEAKITUH, BKITFOUAst aHA()UIaKTHICCKHH MIOK.

Hapywenus memabonuzma u numanus. peko — aHOPEKCHSI.

Tcuxuueckue Hapyuienus: He4acTo — OECCOHHUIIA, OLTYIIeHHE OeCOKoiCcTBRA.

Hapywenua co cmoponvi HepsHOU cucmemvl: HEYACTO — TOJOBHAs 00Jb, COHJIMBOCTb,
TOJIOBOKPY)KEHHUE; PEIKO — MapecTe3nH, 0OMOPOK.

Hapywenus co cmoponwl opeana 3penus: 04€Hb PEIKO — HEYETKOCTh 3pEHUSI.
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yIlax.

Hapywenua co cmoponvl cepOoya: HE4aCTO — OIIYIIEHHE CepaucOueHus; O4eHb DPEIKO —
TaxXUKapIus.

Hapywenus co cmoponbl cocy00o8: HEYacTO — MPWINBBI, PEAKO — MOBBIIIEHUE apTEepPUATbHOTO
JIaBJICHUS; OYEHb PEIKO — CHUKECHUE apTEPUAIbHOTO JABJICHMUS.

Hapywenus co cmoponbl OblxamenvHou cucmemyl, Opeano8 2pyOHOU KIemKU U CPe0OCmeHUs.:
penKo — OpaJuIIHO?; OYEHb PEIKO — OPOHXOCTA3M, OJIbIIIKA.

Kenyoouno-kuweunvle Hapyuwienus: 4acTo — TOIHOTA /WK PBOTA, 00JIb B dKUBOTE, AUCIEICHUS,
Japesi; He4acTo — TacTpUT, CYXOCTb BO PTY, 3al0p, METEOPU3M; PEIKO — 3PO3UBHO-I3BEHHBIE
nopaxxenus J)KKT, kpoBoreuenue u3 si3BbI WK ee niepdopariusi; O4eHb PEKO — ITAHKPEATHT.
Hapywenus co cmoponul neuenu u sicenuegplgooauux nymeli. peiko — opakeHUe MeUYEHH.
Hapywenusa co cmoponvl KOdMCU U NOOKONCHBIX MKAHeU: HEYaCTO — KOXKHas ChIlb; PEAKO —
KpanuBHUILIA, YTPEBasl Chillb, OBBILIEHHOE IMOTOOT/AEICHHUE; OYE€Hb pPeaKO — cuHApoM CTHBEHCaA-
JI>KOHCOHA, TOKCUUECKUI AIUAepMalIbHbBIN HEKpoiIu3 (cuHapoM Jlaiienna), aHrHOHEBPOTHUECKUIA
OTEK, OTEK JINLA, peakiys (POTOCCHCUOMIN3AINH, KOXKHBIH 3y1.

Hapywenusa co cmoponvl MbluieyHou, ckelemHou u coeOuHUmenbHol mKkauu . peiko — 601b B
CIIMHE.

Hapywenusi co cmopoHbl nouex u Mo4esbleo0AWuUx nymeil: peko — MOJIUypUsi, OCTpas o4YeyHasl
HE/I0CTaTOYHOCTh; OYE€Hb PEAKO — He(hPUT WM HEPPOTUUECKUIA CHHIIPOM.

Hapywenus co cmoponsl penpo0yKmusHOU cucmemvl U MOJIOYHBIX JHcele3. PEIKO — HapyllleHue
MEHCTPYaJIbHOTO IUKJIa, HapylleHne (QYyHKIUU IPEACTaTeIbHOM JKee3bl.

Obwue Hapywenus u peakyuu 6 mecme 66e0eHus: He4acTo — YyTOMIIIEMOCTb, aCTEHHsI, OOIb,
PUTHAHOCTD MBIIIIL, 00IIee HEJOMOTaHHE; PeNIKO — NepupepruIeckue OTEeKH.

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

COO6HI€HI/I6 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKITNAX

BaxxHo coo0math 0 mo103peBacMbIX HeXKENATETbHBIX PEAKIUAX MTOCIIe PErUCTpaIy Mpernapara ¢
[ENbI0 O0ECIeueHUs] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIIEHHUS «IOJb3a — PHUCK»
JIEKapCTBEHHOI' 0 Mpernapara. MeIuuHCKUM pabOTHHKAM PEKOMEHIYeTCs COO0IaTh O JIF0OBIX
MOI03PEBACMBIX HEXKEIATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO Tperapara 4epe3 HallmOHAIbHBIC
CHUCTEMBI COOOINEHHs O HEXKeJIaTeNbHBIX pPEaKIUsIX TOCYAapcTB — YJIeHOB EBpasuiickoro
HKOHOMUYECKOTO COI03a:

Poccuiickas ®@eoepayus

109012, r. Mocksa, CrnaBsiHCKas MIIoWaap, 1. 4, crp. 1
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®denepanbHas ciyx0a 1mo Haa30py B chepe 3ap ooxpaﬁgf&ﬁ::mrﬁgﬁ%ggﬂ%w: CTb 0004

Ten.: +7 (800) 550-99-03

E-mail: pharm@roszdravnadzor.gov.ru

WuTtepuer-caitT: https://roszdravnadzor.gov.ru

4.9. [lepeno3upoBka

CuMITOMBI

TomHoTa, aHOpEeKCHs, 0ONb B JKMBOTE, TOJOBHAs 0OJb, TOJOBOKPYKEHHE, JIC30pUCHTAIIHS,
OeccoHHUIA.

Jleuenue

CuMnromMaThdeckass Tepamusi, NPH HEOOXOAMMOCTH — IPOMBIBAHUE JKEIYIKa, TPHUEM

AKTUBUPOBAHHOTO YTJIsl; TEMOAMATIN3 MaI0d((HEKTUBEH.

5. PAPMAKOJIOTUYECKHUE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOiicTBA

@®apMakoTepaneBTUYeCKass TIpylna: [POTUBOBOCHAIUTENbHBIE M  INPOTHBOPEBMATUUYECKUE
npenapaThl; HECTEPOUAHbIE MPOTHUBOBOCHAIUTEIbHBIE U MPOTHBOPEBMATHYECKUE Mpenaparhl;
IPOM3BOJIHBIE IIPOMMOHOBOM KUCIOTHI.

Koxg ATX: MO1AE17

Mexanusm geiicTBus

MexaHu3M J1eHCTBHS JIeKCKETONpo(deHa CBsI3aH ¢ YMEHbIICHHEM CHHTE3a MPOCTarjiaHJuHOB 32
CUeT NOJaBJIeHUs aKkTUBHOCTH mukiookcureHas (LIOI'-1 u IIOI'-2). IIpemapar umnHruGupyer
MpEeBpalleHUE apaxuI0HOBOM KUCIIOTHI B IMKinueckue suaonepokcuibl PGG2 u PGH2, kotopsie
npoaymupytot npocrarmanauasl PGEL, PGE2, PGF2a u PGD2, a takxe npocranukiud PGI2 u
tpombokcansl (TxA2 u TxB2). Kpome Toro, uHruOupoBaHue CUHTE3a MPOCTArJIaHANHOB MOXKET
BJIMATBH Ha JJPyTrUe MEAMAaTOPhl BOCTIATIECHNUS, TAKUE KaK KWHUHBI, 00eCIieunuBasi He TOJIBKO IPsSMOeE,
HO U OIIOCPEIOBAHHOE JCHCTBUE.

Wurubupyromee neicTBre JekckeTonpodera B oTtHomeHmn aktuBHoctd [[OT-1 w IIOTI-2
IPOIEMOHCTPUPOBAHO Y J1a00PATOPHBIX )KUBOTHBIX U Y JIIOJCH.

dapmakoauaamuyeckue d3PHeKTol

JHexckeronpodeHa TpomMeTamMoJl, TPOMETAMHHOBASI COJIb MPOMUOHOBOM KHCJIOTHI, OTHOCHUTCS K
HIIBII.
Ob6nanaet 06€300IMBAIOIINM, TPOTUBOBOCTIATUTENILHBIM H KaPOMOHIKAIOITIM JIEHCTBUEM.

Kinuanueckas 3¢ dekTUBHOCTL U 0€3011aCHOCTh

Knuanaeckue HUCCIICAO0BAaHHA Ha Pa3IMYHBIX KIMHUYCCKHX MOICIAX oo IHoKa3ajim, 4TO

JeKCKeTonpodeHa TpoMeTaMoa 00JIaJaeT BBIPAKEHHON aHaTbIE€THYECKON aKTUBHOCTHIO. 1o
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npenapara, mpoA0JDKUTEILHOCTh 00€300JIMBAIOIIETo IEHCTBHS COCTaBIeT 4—6 U.

5.2. PapMaKOKMHeTHYECKHE CBOIICTBA

AGcopbuus

Bpems noctmkenus makcuManbHoU KOHIEHTpAuH (TCmax) AekckeTonpodena B miazMe KpoBU
MOCJI€ OHOKPATHOTO MPUEMa BHYTPb pa30BOM 703kl cocTaisieT B cpeaneM 30 muH (15-60 mun).
OnHOBpEeMEHHBIN MPUEM MTUIIH 3aMEIISET BcackiBaHUE AeKcKeTompodena. [lmomaay mox kpuBoi
«xoHueHntpanusi-speMs» (AUC) mocie OZHOKPAaTHOIO W MOBTOPHOTO MPHEMOB CXOJHBI, YTO
YKa3bIBaeT Ha OTCYTCTBUE KyMYJISIMH Mpenapara.

Pacnpenenenne

st nexckeronpodeHa XapakTepHa BBICOKAs CTEIICHb CBS3BIBAHHS C OCIIKAMH ILIA3Mbl KPOBU
(99 %). Cpennee 3HaueHue oobema pactpezeiacuus (Vq) cocrapiser menee 0,25 J/Kr, mepuo
HoJTypacIpeesieHus: cocTabiisieT okouo 0,35 4.

Buorpancdhopmariusa

OCHOBHBIM ITyTeM MeTa0OIU3Ma JAEKCKETONPOQeHa SBISETCS €ro KOHBIOTAIHS C TIIFOKYPOHOBOM
KHCJIOTOH C MOCIIEIYIOIUM BBIBEACHUEM ITOUYKAMHU.

DJIMMUHALNS

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

JInna mosKmjioro Bo3pacra

V Ui moXKuioro BO3pacTa Ha6moz[aeTc51 YAIIMHCHUEC MEpruoaa IOJYBBIBECACHUA 0O 48 % mu

CHIDKEHHME OOIIero KIMpeHca mpernapara.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeueHb BCIOMoOraTeIbHbIX BellleCTB

S npo TabieTku

Llemttono3a mukpokpuctauinaeckas (101)
Kpaxman Kkykypy3HbIi

Kpaxmai KyKypy3HbIi pexenaTHHU3UPOBAHHBIN
['unponosza (ruaApOKCUITPONMIIIIEIUITION03a)
Maruus creapat

0O0os109yKa Ta0JIETKH

Cyxas cMech JUTsl TNIEHOYHOTO TIOKPBITHSI, COAepIKaIasi THIIpoOMeIiosy, Tutana quokcuna (E171),
MaKpoOroJl WM THUIpPOMeENio3a (OKCHUIPONMIMETIIIEIUTI0NN03a), TuTana auokcun (E171),

Makporoia 6000 (mommatunenrimkonb 6000, momudTrernokcua 6000)
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6.2. HecoBMecTHUMOCTL

He npumennmo.

6.3. Cpok roaHocTu (CpOK XpaHeHHs )

3 roxa.

6.4. OcoObie Mepbl NMPEIOCTOPOKHOCTH MPU XPAHEHUH

B 3amumnienHom oT cBeTa Mecte mpu Temneparype He Boiie 25 °C

6.5. XapakTep u coep:kaHie NEPBUYHON YIAKOBKHU

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

10, 20, 30, 40, 50, 60 TabneTok B OaHKY HMOJUMEPHYIO W3 TOJUIPONIICHA MU MOJUITHIICHA,
YKYIOPEHHYIO HaTATMBA€MOW WJIM HAaBUHYMBACMOW KPBIIIKOM MOJIMMEPHOMN IS JIEKAPCTBEHHBIX
CPEICTB W3 TMOJUMIPONHICHA WM TMOJMATUIICHA C KOHTPOJIEM IEPBOrO BCKPBITUS WK 0Oe€3
KOHTPOJIS, C YIJIOTHSOIIMM 3JIEMEHTOM WU 0e3 Hero.

[Ipr OTCYTCTBUHM YIUIOTHHUTENS MPOOKH CBOOOJHOE MPOCTPAHCTBO B OaHKE 3aIOIHAIOT BaTOU
MEJIUIIMHCKON THIPOCKOIMYECKON UITM aMOPTU3aTOPOM.

Ha 0aHKy HaKJIeHBarOT 3TUKETKY CaMOKJIESIIYIOCS.

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

6.6. Ocol0ble Mepbl MNPETOCTOPOKHOCTH MNPH  YHUYTOKEHUH  HMCHOJIH30BAHHOTO
JIEKAPCTBEHHOI0  Mpemapara WIH OTX0A0B, TMOJYYEHHBIX [0CJie TPHMEeHEHUs
JIEKAPCTBEHHOTI'0 Mpenapara u Apyrue MaHUIMYJIAIHUHU € PenapaToM

OcoOble TpeOOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Poccuiickas ®enepanus

OO611ecTBO ¢ OrpaHM4eHHON 0TBETCTBEHHOCTHIO «DJIBADAPM» (OO0 «DJI3BADAPM»)
124460, r. Mocksa, . 3eneHorpan, np-kT ['enepana Anekceesa, 1. 42, ctp. 1, atax 3, mom. 1,
KoMHara 19

Ten.: +7 (495) 228-06-96

E-mail: info@elsapharm.ru

7.1. IlpeacraBuTe/Ib AepKATEN PETUCTPALMOHHOIO YA0CTOBEPECHUS

[Iperen3un HOTD66I/ITCJICI71 HalnpasJIATH 110 aApECyY.

Poccniickas @enepanvs
OO011ecTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTHIO «Bendapm» (OO0 «Bendapmy)

640008, Kypranckast 06:1., . Kypran, npocriekt Koncturynun, 1. 11
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E-mail: fsk@velpharm.ru

8. HOMEP PET'UCTPAIIMOHHOI'O YAOCTOBEPEHUS

9. JTATA NEPBHYHOM PEITMCTPAIIMM (IIOATBEPKJIEHUS PErMCTPAIIUM,
NEPEPEI'UCTPALIUN)

Jlara nepBoii peructpaiuu:

10. IATA IEPECMOTPA TEKCTA

Ob6mass  xapakrepuctuka JsekapctBeHHoro npemnapata MAKCAJII'MH  nocrymHa Ha
MHPOPMALIMOHHOM TIOpTaie EBpa3suilckoro SKOHOMHYECKOTO COK3a B HWH(POPMALMOHHO-

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