ACLERCTROM BIPABGDXP
TE CAYEJUKK B RYVCH
i Mpukas Murucrepersa :mpésooxp HeHUA

ecnybanku B
NHCTPYKLMA U e DB e S, sy
MO MEAMLMHCKOMY MPUMEHEHMIO NPEMAPATA
APUKCTPA | ARIXTRA

ToproBoe Ha3BaHue npenapara: ApukcTpa.
MexayHapoaHoe HenaTeHTOBaHHOE Ha3BaHmMe: DOHAANAPUHYKC HATPWS.

NekapcTBeHHan opMa: pacTBOp ANS BHYTPUBEHHOTO U NOAKOXHOrO BBEAEHUS.
Cocras:

HassaHue BeulecTsa KonuuecTso Ha wnpuy

leicTBylouee BewecTBo:

doHaanapuHyke HaTpus 2,5wr

BcnoMorartenbHble BewecTsa:

HaTpus xnopug 42 wmr

HaTpua rugpokcung B Buae 0,005 M pactsopa, ncnonbaytoT, ecnu pH < 6
XnopucrosoaopoaHas Kucnora B suae 0,01 M pactsopa, ucnonsaytot, ecnv pH > 8
Boaa ans unbekuun 80 0,5 mn

Onucaxue: Npo3payHbIit UMK NOYTU NPO3PaYHbIN, GECLBETHBIN pacTtsop.
®apmMakoTepanesTHyeckas rpynna: AHTUTPOMBOTUYECKOE CPEACTBO.

Kog ATX: BO1AX05.

®APMAKOJTOTMYECKWUE CBOUCTBA

MexaHu3m penicreuna

POHAaNapuUHYKC  HaTpuUsi  ABMSIETCA  CUHTETUYECKUM U CeneKTUBHbLIM VHrMbuTopom
aKTusupoBaHHoro caktopa X (Xa). AHTUTpOMEOTUYEcKas aKTUBHOCTb doHaanapuHykca
HaTpuA ABNACTCA PEe3ynbTaToM CEeneKTUBHOTO YrHeTeHus dakTopa Xa, onocpesoBaHHOro
aHTuTpombuHom Il (AT IH). UsbupatensHo cessbiasice ¢ AT Il oHaanapuHyKkc HaTpus
noteHumpyeTt (npumepHo B 300 pa3s) ucxogHyl cnocobHocts AT I HenTpanus3oBaThb
dakTop Xa. HeiTpanusaums caktopa Xa npepbisaeT KoarynsiLMOHHbIN Kackag v UHrubupyer
kak obpasosaHue TpomGuHa, Tak W hopmupoBaHue Tpomﬁos. doHaanapuHykc HaTpus He
WHaKTUBMPYeT TPOMBUH (akTWBMpOBaHKHLIN chakTop lla) W He obnagaet AeNCTBUEM Ha
TPOMBOLMTBI.

AHTH-Xa aKTMBHOCTL. ®dapMakoavHamuka/apMakoKMHETVKa coHaanapuHykca HaTpus
ONPEeAenseTca ero KOHUEHTpauusiMi B nrasme, BbIpaXeHHbIMU yepes aHTU-Xa-gakTopHyo
aKTUBHOCTb. [Ins KanubpoOBOYHON OLIEHKM aHTU-Xa aKTUBHOCTM MOXET BbiTb WCMOMb30BaH
TONbKO POHAANAPUHYKC HATPUS, 48 3TOr0 He NOAXOAUT MeXayHapoAHbIA CTaHAapT renapuHa
Uin HUIKOMONEKYNAPHbIE renapukbl. PesynbTaToM Takoi KanubpoBKV SBRSETCA BbIpaxeHue

KOHUEHTpauuu choHaanapuHyKca HaTpus B Mr KannBpoBOYHOro ¢hoHaanapvHykca/nuTp.
®apmakoguHaMuka
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B pose 2,5 wmr coHAanapuHykc HaTpus He BMUSET HU Ha - pesynbTathl  0BObIYHbIX

KOarynauMOHHbIX TECTOB, TakuX Kak akTUBMPOBaHHOE 4acTU4HOe ‘Tp0M6onnaCTMHosoe ‘Bp'e‘r‘vm
(AYTB), akTMBMpOBaHHOE Bpems cBepTbiBaHWa (ABC) unu npotpombuHoBoe Bpems
(MB)/mexayHapogHoe HopmanusosaHHoe oTHoweHne (MHO) B nnasme KPOBW, HU Ha Bpems
KPOBOTEUEHUA WNN  (DUOPUHONUTUYECKYID aKTMBHOCTb. OAHako Bbinu  nomyyeHs penkve
CNoHTaHHble cooblieHns o6 yanuHeHun AYTB npu ynotpebneruu doHpanapuHykca HaTpusa B
Aosuposke 2,5 mr.

doHAanapuHyKC HaTpus He AaeT NEepPeKPecTHbIX PeakuMl C ChbIBOPOTKOW GOMbHLIX C
renapuHnHayumposaHsHon TpombouuTtonenvei [ Tuna.

®dapMaKOKMHETHUKa

BcacbkigaHue

Mocne noakoxHOro BBeAeHWUA HOHAANAPUHYKC HATPUS MOMHOCTBIO WM BLICTPO BCackiBaeTcs
(abcontoTHas BuopoctynHocTe 100 %). MpU OAHOKPATHOM MOLKOXHOM BBefeHun 2,5 wmr
thoHAanapuHyKkca HaTpWUsi MONOALIM 340POBLIM [0BPOBONLLAM MaKCUManbHas KOHUEHTpauus
B nnasme Kposu (cpefHan Cya = 0,34 Mr/n) gocturanack Yepes 2 yaca nocne BBeAEHUA A03bl.
KoHueHTpauuu B nnasme KpoBu, COCTaBNSAIOWME NONOBUHY BbILLENPUBEAEHHOR MaKCUMaNbHOI
KOHLUEHTpauuu, LoCTUranmch Yepes 25 MUHYT nocrie BBeAeHVS.

Y 3A0pOBbIX NUL NOXMIOro Bo3pacTa hapMakokuMHETKa hoHAanapuHykca HaTpus siBnsieTCs
nuHeHoW B AnanasoHe [03 2-8 Mr noakoxHo. [lp ogHOKpaTHOM BBegeHUU B CYTKU
paBHOBECHasA KOHLEHTpauWs B nnasMe Kposu 4OCTUraeTcs Yepes 3—4 AHA Npu yBenuueHuu B
1,3 pasa 3HaueHuit Cpax ¥ NNOWAAU NOL (PAPMaKOKUHETUHECKOW KPUBOW «KOHLIEHTpauuns-
Bpems» (AUC).

CpepHue apmakokuHeTuueckne napameTpbl  hoHAanapuHykca HaTpuss B  COCTOSIHUM
paBHOBECWUS Yy OOMbHbIX, NepeHecwunx CyBCTUTYLMOHHbIE onepauun Ha TazobegpeHHoM
cyctase 1 nony4asluux npenapat «ApUKCTpa» MOAKOXHO B A03€ 2,5 Mr B CyTkN, Bbin; Cray —
0,39 mr/n (31 %), tuax — 2,8 4ac (18 %) n Cpin — 0,14 mr/n (56 %). Y GOMALHBIX NOXUNOrO
BO3pacTa, MepeHeclwux onepauuu no MosBoAy nepenoma TasobeapeHHOro cycrasa,
PaBHOBECHbIE KOHLIEHTPauun oHaanapuHykca HaTpus 6uinu: Crax— 0,50 mr/n (32 %), Coin—
0,19 mr/n (58 %).

PacnpedeneHue

Y 3p0poBbix [06poBOnbUeB hOHAANAPUHYKC HATPUS NpU BHYTPUBEHHOM MNU NOAKOXHOM
BBeAeHUN, B OCHOBHOM, pacnpeaensetca B KPOBUM W TOMbKO B HE3HAUYNTENbHOW CTeneHu B
MEXKNETOYHON KMAKOCTW, MOCKOMbKY KaxyLMiAcs o6beM pacnpeneneHus B COCTOSHUM
paBHOBECUA U HecTabunbHOM COCTOsIHUM cocTasnsan 7—-11 n. In vitro coHAanapuHyKe HaTpus 8
BbICOKOW cTeneHu (98,6 — 97,0 %) v cneundrYeckn CBA3LIBAETCA C aHTUTPOMEuHOM 1] (AT 1.
CessbiBaHWe oHaanapuHyKca HaTpusi ¢ ApyruMy Benkamu nnasmbl, B TOM uYuCAe ¢
TpoMBouUTapHbIM hakTopoM IV, NAK 3pUTPOLUTAMU HEZHAYUTENBHO.

Memabonuam
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In vivo metabonusm coHaanapuHykca HATPUS He Gbin U3yyeH, nockonbky Gonbluas 4vacTs

BBEAEGHHOW [l03bl Mpenapata BLIBOAUTCH B HEM3MEHHOM BUAE C MOYOW y nauueHTos c
HOpManbHON PyHKUMER noyek.

BrigedeHue

doHAanapuHyKc HaTpUN BbIBOAUTCA MOYKGMU B HEU3MEHHOM BuAe. Y 300poBbIx nuL 64—-77 %
OAHOWA A03bl NpenapaTa, BBEAEHHON MOAKOXKHO WMU BHYTPMBEHHO, BbLIBOAUTCA C MOYOA B
TeyeHve 72 vacos. MNepuon nonysbiseaeHuUs (Tir2) cocTaBnser okono 17 yacos Yy MORoAbIX
3A0POBbIX UL, M OKONO 21 Yaca — y NOXWNbIX 340POBLIX NUL. Y NauUNEHTOB ¢ HopMarbHowu
dbyHKUMER noyek cpefHee 3HaueHWe KNUpeHca oHAanapuKykca HaTpus CcocTasnser
7,82 mn/MuH.

Qcobbie 2pynnsi 601bHbLIX

lMayueHmei ¢ HapyweHuem yHKYUU noyek

BeiBeseHne doHaanapuHykca HaTpus NPOUCXOAUT MeaneHHee y NauneHToB C noYeyHown
HEAOCTATOYHOCTbI), TaK Kak OH B OCHOBHOM BbIBOAWTCA MOYKAMU B HEW3MEHHOM Buge. Y
NAUMEHTOB, nonyyalwwyx NpodunakTUYeckoe neveHe nocne onepauuin no nosody nepenoma
6eapa wnu no 3amelleHnio TazoBeapeHHOro cyctasa, obwuin knupeHc oHaanapuHykca
HaTpUs Ha 25 % HWKe y NauMeHToB C Nerkoll MOYEYHOI HEA0CTaTOYHOCTbIO (KUpPEHC
kpeatuHuHa 50-80 mr/MuH), Ha 40 % HMXe y nauMEHTOB ¢ YMEpPEHHOR noyeyHon
HEAOCTATOYHOCTBIO (KUPEHC KpeaTuHnHa 30-50 MN/MUH) U Ha 55 % Huxe y nauueHToB C
TAXENOW MNOYEYHOW HefoCTaTOuHOCTbIO (KNUpEeHe kpeatnHuHa meHee 30 Mn/MUH) no
CPABHEHUIO C NoKasaTensaMn y NaLneHToB C HOPManbHOW (hyHKUMEN NOYeK. CooTsetcTaytowme
OKOH4aTENbHBLIE NEpPUOALI NOMNYBLIBEAEHWUS COCTaBNAT 29 YacoB Npu YMepeHHoit v 72 vyaca
npu TsXXernon hopmax noYeyHom Hea0CTaTOUYHOCTY.

lpoghunakmuxa 8eHO3HbIX MPOMEOIMBONTUYECKUX OCIOKHEHUL

B dapmakokuHeTnueckon Mopenu ucnonb3osanuch A@HHbIE  NaUWEHTOB, nonyyYasLlinX
(hoHAaNapuHyKC HaTpusi, nepeHeclunx «Gonbluney OopTONeAuYEecKNe onepauun Ha HUKHUX
KOHEYHOCTAX, B TOM YUCNE NauWEHTOB C KMUPEHCOM KpeaTUHWHAa MeHee 23,5 mn/muH. B
(bapMaKkoKUHETUUECKO MOAENU  UCMOMbL3OBAMNCL AaHHblE O nauueHTax ¢ KIMpeHcoMm
KpeaTuHUHa MeHee 23,5 MN/MUH, NEPEHECLUMX OonepauMu Ha HWKHUX KOHEYHOCTAX "
nonyyasLUnx hoHAANAPUHYKC HaTpus. B pesynbTaTte hapMakoKUHETUYECKOro Mofenuposaxus
6bIN0 nokasaHo, YTO ANUTENbHOCTb AEUCTBUS oHAanapuHykca HaTpua y nNauWeHToB ¢
KnpeHcoM kpeaTtuHuHa oT 20 ao 30 mMn/mMuH B gosuposke 1,5 Mr B CyTk unu 2,5 Mr yepes
A€Hb COOTBETCTBYET TAKOBOW Y NALMEHTOB C NErKOA U CpefHel CTeNeHbio TSKECTH HapyweHus
DYHKLNKU novek (KNnpeHe kpeaTuHuHa 30-80 MN/MUH), nonyyatoLwux 2,5 Mr B CyTku.
Bcneactsue orpaHwueHHocTM umelowmxcs K HacToAWemMy BpeMeHW [aHHbIX, npenapaT
«APUKCTPa@» He AOMKEH MPUMEHATLCS Y NALUMEHTOB C TAXXENOM NOYSUHO HEL0CTaTOYHOCTBIO.

MayueHmel ¢ HapyweHuem yHKUUU neyeHu



CunTaeTcs, 4TO KOHUEHTpauua cBobogHOro oHaanapuHykea: HaTpKA B NnasMe He: MeHﬂeTCH
Mpu nerko n cpefHen CTeneHu HapylieHus dJyHKLWM NeYeHW, noaTomy Ha OCHOBaHMVI
(hapMaKoKMHETVKA B KOPPEKTPOBKE [03bl HeT HeobxoaumocTu. [Mocne OQHOKpaTHOro
NOAKOXHOTO BBEAEHUA (hOHAANapUHYKCa HaTPUs NaLUMEeHTaM ¢ HapylUeHVeM dYHKUMK NevyeHwn
CpefHewn CTeneru TAaXeCTU (PyHKLUMOHaNbHBIA knacc B no knaccudukaumm Yanna-Meko), Cpax ¥
AUC cHmxannce Ha 22-39 % no cpasHEeHMIo ¢ NauneHTamu ¢ HOpMarnbHoOW yHKUMNEN NedeHu.
CHwkeHue KOHUEHTpauuM choHAanapuHykca HaTpusi B NnasMe oBbACHSEeTCs YMEHbLUEHUEM
CBA3bIBAHWA C aHTUTPOMOWUHOM Il U3-3a CHUXEHHOrO YPOBHS 3TOrO thepmeHTa B nnasme y
NAUMEHTOB C HapylleHNeM (YHKLUWW NedyeHu, B pesyribTaTe 4Yero yBenuunsaeTcs BbiBEAEHVe
tboHAanapuHykca HaTpust noukamu. dapmakokUHeTUKa hoHAanapuHyKkca HaTPUs Npu TSHKENo
CTeNeHn Ne4YeHOYHOW HeA0CTaTOYHOCTU He U3yYanach.

Hdemu:

MpumeHeHne doHaanapuHykca He peKOMEHA0BAHO y Aetert Mnagwe 17 neT, Tak Kak faHHbIX O
BesonacHoCTU 1 3PHEKTUBHOCTU HE AOCTATOUHO.

lNayueHmsi noxunozo eoapacma

BeiBeaeHue oHaanapuHykca HaTpus y NaUMeHToB B BO3pacTe craplue 75 net samepnsercs.
B uccneposanumn npu BBeaeHUn oHaanapuHykca HaTpua B fo3e 2,5 Mr ¢ NpodmMnakTu4eckon
ueneto nocne onepauuid no nosoay nepenoma Geapa WNu no 3ameLLEHMIo TaszobenpeHHoro
cycTaBa oBLmMin KnupeHe doraanapuHykca HaTpus Buin NPUBIU3NTENBHO Ha 25 % MeHbLe y
NauneHToB B BO3pacTe cTaplue 75 NeT Mo CpaBHEHWMIO C NaLUMeHTaMu B Bo3pacTe Moroxe 65

ner.
lon

Mpy KOppeKkuMKn A03bl N0 Macce Tena He 6bino oBHapyxeHo pasnuuunii Mexay nonamu.

Paca

3annaHnpoBaHHbIX MCCNEeAoBaKUi hapMaKOKMHETUYECKUX Pasnnumni He nposoaunoce. OgHako
UCnbITaHNA, NPOBOAVBLUMECH C y4aCTWeM 3A0POBbLIX UL @3WMaTCKOTO NPOVCXOXAEHMS
(FAnoHusA), He BLIABUNM pPa3nNUUMni B hapMaKOKMHETUYECKOM npodune no CpaBHEHWUI ¢
T@KOBbIM 'y 3A0POBbIX MWL €BPONEOWAHON packl. AHaMorvyHo, He Habnoganu pasnuuuii B
KnupeHce hoHAanapuHykca HaTpus Mexay nauveHTamu eBponeouaHou HerpouagHon pachi,
nepeHecwumy opToneamyeckue onepauum.

Macca mena

Y nauneHToB ¢ Maccoi Tena meHee 50 Kkr oBuymii KNUPEHC boHAanapuHykca HaTPUs CHIDKeH
npubnuautensHo Ha 30 %.

MOKA3AHUA

e [IpodhnnaxTuka BEHO3HbIX TpoMboambonuueckux OCNOXHEHWA y BoneHbIX,

noABepralwmnxcs «bonblNM» OPTONERNIECKAM ONEpaLMAM HUKHUX KOHEUHOCTEN. TaKiMm
Kak npu:

&

W
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- nNepenome 6edpa, BKMOYas ANUTENbHYl NPodUAEKTKY B  NOCNEOREPALIGHHOM

nepuoge;

- onepauwmm no 3ameLLeHno KONEHHOro CyCcTasa;

- onepauyuu no 3amelleHuno TasobeapeHHoro cycrasa. _

e [lpodhunaktuka  BEHO3HbIX  TPOMBOIMBONUYECKUX  OCHOXHEHWI Yy ' nauueHTos,
NoABEpralwmxcs onepauusaM Ha OpIOWHOA MONMOCTU, MPU HaMMYMM (HaKTOPOB pucKa
TPoMB03MBONUUECKUX OCNOXHEHWIA.

o [lpocunaktuka  BEHO3HbIX  TPOMBOIMBONMMUYECKUX  OCHIOXHEHWUIA Y  naumeHToB
HeXUpYpruveckoro nNpounsa Npu Hanuunm akTopoB pUcKa TakuxX OCNOXHEHWA B CBS3U C
orpaHuveHuem noAsMmKHOCTY B OCTPOM Nepuoae 3abonesaxHns.

 JleyeHne oCTPOro KOPOHAPHOTO CUHAPOMA, BbIPAXEHHOTO KaK:

- HecTabunbHas CTeHoKapaWs WnW WHGapkT Muokapaa 6es nogbema cermeHTa ST, ¢
Lenblo NpeaoTepalleHus nHdapkTa Muokapaa unv pedpakTepHon UWeMun;

- MHDapKT MuoKapAa C noabemMoM cerMmeHTa ST C Uenblo npefoTBpaLLeHus cMepTy,
NOBTOPHOrO WHapKTa MuoKapaa y NauueHToB, MOSyHaloLwmX TpOMBONUTUYECKYHD
Teépanuio unu nauneHToB, NepeoHayanbHoO He NoMy4asLunX penepdy3noHHON Tepanuu.

¢ JleueHne oCTPOro CUMNTOMATUYECKOro TPOMBO3a MOBEPXHOCTHBIX BEH  HVDKHUX
koHeuyHocTei 6e3 conyTcTBytoLero TpomGoaa rny6okux BeH.

NMPOTUBOMOKA3AHUA

- ToBblweHHas 4yBCTBUTENLHOCTL K POHAANAPUHYKCY HaTPUS MU nwbomy Apyromy
KOMNOHEHTY npenapara.

- AKTUBHOE KIIUHWYECKU 3HAYUMOE KPOBOTEYEHME.,

- OcTpbit 6akTepranbHblil 3HAOKAPAWT.

- Tsxenas novyeuHas He[OCTaTOMHOCTb (KNUPEHE KpeaTuHIUHA < 20Mn/MuH).

NPUMEHEHUE NPU BEPEMEHHOCTW U NAKTALIUMK

HakornneHHble K HacToAWEeMy BPEeMEHU AaHHbie O NpUMEHEeHWN npenapata «ApuKCTpa» y

GepemeHHbIX HEAOCTaTOYHbI, NO3TOMY npenapat «ApUKCTpa» He crefyeT HasHauaTb

bepemeHHbIM, 33 UCKNIOYEHMEM Cnyyaes, Koraa oOXwugaemas Nonbaa npessbilwaeT

noTeHUnaneHsI% pyuck aona nneaa.

B nepuon npumererns npenapata «ApUKCTpa» KOPMAeHUe rpyabio He pekomeHgyeTcs.

CrnoCcob NPUMEHEHUA U [O3bl

MecTamnm nopkoXHOTrO BBEAEHUA AOMKHbl  BbiTh nonepeMeHHo nesas W npasas

nepenHeGokoBble M nesas W npasas 3afHEBOKOBbIE MOBEPXHOCTU BprowHon cTeHkn. Bo

nsbexaHne notepu npenaparta He CNeAyeT Nepesn UHbeKuWeil yAansaTb Ny3blpbKu BO3ayXa W3

Wwhpvya. Urna fonxHa BBOAUTLCS Ha BCK ANUHY nepneHAnKYNApPHO B CKNaAKy KOXU, 3aXaTyto

Mexay GonblinuM 1 ykasaTenbHbIM Manbuem; CKNagky KOXU He pasXnmaloT B TeYeHue BCEero

BBEEHUSA.



S ezt

MNpenapat «ApukcTpa» npeaHasHayeH ANs MCNOMb30BaHS TOMBKO MOf, KOHTpOne

MauueHTy paspeluaeTcs CaMOCTOSTENbHO NPOBOAUTL MOAKOXHbBIE WHBEKLUUWN, TONbKO ecnu
Bpad4 nocuuTaeT 3To HeoBX0ANMbIM, C 06A3aTeNbHBIM NOCNeAYIOWUM HaBNaeHeM y Bpaua u
TONbKO nocne NpoBEAEHWA COOTBETCTBYIOLLEro OGyYeHUs TEeXHUKe NPOBEAEHWUS MOAKOXKHON
NHBEKLMU.

BHympusenHoe eeedeHue (nepeasi 0o3a mornbko y nayuenmos npu uHgbapkme muokapda ¢
nodvemom ceamedma ST)

BsoauTca HENoCpeACTBEHHO B KaTeTep WNM C UCMONb30BaHMEM MUHU-KOHTEeWHepoB ¢ 0,9 %
pacTBopomM HaTtpua xnopuaa (25 unu 50 mn), B KOTOPOM npeaBapuTenbHO passoauTcs
npenapart. Bo usGexanne notepu npenapara He crefyeT nepes NHbeKuMeil yAansaTb nysblpbku
Bosdyxa w3 wnpuua. flocne WHBbEKUWN KaTeTep NPOMbITh AOCTATOUHBIM  KOMUYECTBOM
hM3N0nOrMYeckoro pacTeopa Ans oBecneyeHVs [OCTaBKWM MOMHOIA A03bl npenaparta. Mpu
BBEAEHWN C NCMONMb30BAHNEM MUHU-KOHTENHEPOB UHMY3WUS AOMKHA NPOBOAUTLCS 1-2 MUHYThI.
Bapocnekle

MNpodunakruka BeHO3HbIX TPOMBOIMBONMYECKUX OCTOKHEHUIA

Opmonedudeckas u nonocmHas xupypaus

PekomeHaosaHHas fo3a npenapaTta «ApuKCTpa» cCOCTaBnser 2,5 mr 1 pas B cyTkn nocne
onepauuv B (hopme NOAKOXKHON UHBEKLUN.

HauanbHyio f03y BBOAST He paHee, yem uepes 6 Yacos nocne 3asepleHns onepauun, npu
yCrnoBuu AOCTUXKEHWUA reMocTasa.

Kypc neveHus fonxeH npoaonxkarbCs B TEYEHUE NEpPUOAA MOBLILLEHHOrO pucka passuTuA
BEHO3HbIX  TPOMBO3IMOONUYECKMX OCNOXHEHUR, OBBLIYHO g0 nepesoja nauweHTa Ha
amBynaTopHbll pexum, He meHee 5-9 AHen. OnbIT nokasbiBaeT, 4To Ans nauneHTos,
MOABEPrLUMXCH  XUpYprudeckoMy — BMelaTenbcTsy no nosody nepenoma  6Gegpa,
NPOACMKUTENBHOCTL NEPVOAA NOBLILUEHHOTO PUCKa Pa3BUTUS BEHO3HLIX TPOMBO3IMBoNUYecKuxX
OCMOXHEHWI npesbilaeT 9 AHel. ANA Takux NaUMEHTOB AOMKHO BbiTb NPUHATO peLleHne o
NPOANEHUM NPOoUNAKTUYECKOro NPUMEHEHUs NpenaparTa «ApuKcTpa» 4o 24 gHen.

MayueHmei Hexupypauqecxoao npoghusisi ¢ HanuyueM ghakmopoes pucka mpomME0IMEONUYECcKUX
OCNOXHEeHUl

PekomeHposaHHas fo3a npenaparta «ApukcTpa» cocTasnsieT 2,5 mr 1 pa3 B cyTku B chopme
NOAKOXHON UHBEKUMW. [TPOJOMIKUTENBHOCT NEYeHUss B 3TOM cnyyae cocrasnser oT 6 Ao
14 nHel.

NeyeHue HecTabunbHoOM cTeHokapauu/mHdapkTa MMokapaa 6e3 nogbema cermenTa ST
PekomeHfoBaHHas [j03a npenapata «ApUKCTpa» cocTaBnseT 2,5 Mr nofKoxHo 1 pas B CyTKu.
NleyeHve crefyeT HauMHaTL Kak MOXHO paHbLLE nocne yCTaHOBNEeHNA AnarHo3a u npogomkaTh
B TEYeHue 8 AHen unu A0 BLINUCKW NaLuMeHTa, ecnivt oHa npousowna paHee, 4em yepes 8 gHen,
Ecnu GonbHomy npepnonaraetcs npoeegexvie UKB Ha oHe neveHns oHAANAPUHYKCOM

Hatpusa, B xone YKB criepyeT BBOAUTL HedpPaKUMOHWMPOBAHHbIN renapuH (H®I), cornacHo
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CTaHAAPTHOW MpakTUKe, NPUHATON B AaHHOM nevyebHoM yqb’emn’eww; npw 3T6M~Héo6xo,qmmo
y{UTbIBaTL PUCK reMOPParuyecknx OCIIOXHEHUI, KOTOPbLIA UMEETCs Y 6OSbHOrO, U TO, YTO Ha
YPOBEHb 3TOro pucka BNMAET, B TOM 4WCMEe, WU Bpems, Npowejliee C MOMEHTa BBEASHUS
nocneaHew fo3bl thoHaanapuHykca HaTpus.

Bpems BosobHosrnenns BBefeHus npenapata «ApukcTpay nocne yhaneHus katetepa [O0MmKHO
onpenenaTbCa  Ha OCHOBaHWM  KMUHWYECKOr0 COCTOSHWA nauueHTa. B KAWHUYecKux
NCCNEeAOBaHUAX NeyYeHne hoHAaNapuHYKCOM HaTpus BO3OGHOBMAMNOCL HE paHee, Yem yepes
2 yaca nocne yaanenus kateTepa.

Y nauveHToB, NoABEPraloLLNXCA a0PTOKOPOHAPHOMY wyHTUposaHuio (AKLW), npu BoamoxkHoCTH
(POHAANAPUHYKC HATPUs He BBOASAT B TeyeHne 24 4yacos Ao onepauuvn; BO30OHOBNATHL
BBEAEHME (hoHaanapuHykca cnegyer yepes 48 yacos nocne AKLL.

Nevenune nHdapkTa Muokapaa c nogbemom cermeHTa ST

PekomeHayemas fo3a npenapata «ApukcTpa» cocTasnsieT 2,5 mr 1 pas B cyTku. [lepBas ao3a
BBOAWTCH BHYTPUBEHHO, BCE OCTanbHble A03bl — MOAKOXKHO. fledeHne cnepyeT HaumHaTb Kak
MOXHO paHblle nocne ycTaHOBNEHWs AMarHosa W NPOAOMXKaTb B TeueHue 8 AHel unu Ao
BbINWCKU nauneHTa, ecnv oHa NpousoLLna paHee, Yem yepes 8 aHeil.

Ecnu BonbHoMy npepnonaraetca nposeaeHve HenepsuyHoro YKB Ha d¢oHe neuenus
toHaanapuHykcoM HaTpusi, B xoae YKB cnepyet ssoaute HOI, cormacHo craHgapTHoW
NPakTuKe, NPUHATON B aHHOM NneveBHOM yupexXaeHUu; Npu aTOM HeoBXoANMO y4YnUTBIBaATb PUCK
rémMopparM4ecknx OCMOXHEHUN, KOTOPbIA UMeeTcs y BONbHOro, U TO, YTO Ha YPOBEHb 3TOrO
pvucka BnusAeT, B TOM YuCne, U Bpemsi, Npollejliee C MOMEHTa BBEAEHUS NocnefHel Aoabl
(boHAanapuHykca HaTpus.

Bpemsi Bo3oGHoBneHVs BBefeHUs npenapaTa «ApuKcTpa» nocne yhaneHus katetepa AO0MKHO
ONPeAenATbCs Ha OCHOBAHWM  KMMHWYECKOrO COCTOSHUS nauuveHTa. B KuHWYecKuX
NCCNefoBaHNAX neyeHne hoHAaNapUHYKCOM HaTpus BO3OGHOBANOCL HE paHee, YeM yepes
3 Yaca nocne yaanenus kateTtepa.

Y nauveHToB, noaseprarwowmxcs AKL, NPV BO3MOXHOCTU (DOHAANaPUHYKC HAaTPUA HE BBOAST B
TeueHvne 24 4acos [0 Onepauuu; BO3oBHOBNATL BBEAEHUE ¢hoHaanapuHykca criegyer yepes
48 yacos nocne AKLL.

NleyeHne Tpom603a NOBEPXHOCTHLIX BEH

Pexomenayemas fosa npenaparta «ApukcTpa» coctasnseT 2,5 mr noakoxHo 1 pas B cyTku. Y
NaUMeHTOB, KOTOPbIM MOKa3aHo MpUMeHeHue npenapaTa «ApUKCTpa», AOMKeH BbiTb OCTPbIN,
CUMNTOMATUYECKWUIA, U30NMPOBAHHBIA, CMOHTAHHLIA TPOMEO03 NOBEPXHOCTHBIX BEH HIUKHIX
KOHeYHoCTeld, He MeHee 5 cM B AnWHY, NOATBEPKAEHHbIN yNbTPassyKoBbIMA W APYrUMM
Meétonamu wccnenosaHua. JleueHwe credyeT HauMHaTb Kak MOXHO paHblue nocre
YCTGHOBNEHWA AMArHO3a M WCKMIOYEHWS Haruuus CONyTCTBYHOWEro TpomBosa rmyGokMX Bew

unu TpomBo3a NOBEPXHOCTHLIX BEH B Npeaenax Tpex CaHTUMETPOB OT cadeHo-hemopansbHoro



coefMHeHUA. JledyeHne cnepyeTt NpoAonkaTe B TeUEHUE He MeHee 30 U He Bonee 45 ,qx-ieﬁ.gy
NauUNEHTOB C NOBbLIWEHHBIM PUCKOM TPOMBO3IMBONMNYECKUX OCIONHERUIA.

MauuweHtam, koTopbiM ByayT nposoaUTLCS Xvpyprudeckne unu  apyrie uvHBasuBHbIE
npoueaypbl, NO BO3IMOXHOCTU, (POHAAMNAPWHYKC HAaTPWUs He BBOAAT B TeuyeHue 24 yacoe [0
onepauun; Bo306HOBNATL BBEAEHWE OHAanapuHykca cnefyer uyepes He MeHee 6 yacos
nocne onepauun Npy ycrnosuy AOCTUXKEHUS reMocTasa.

Ocobble epynnsi nayueHmos

Oetn

dapmMakokMHeTM4eCkMe  napameTpb thoHAanapuHykca  Gbinu  OxapakTepu3oBaHbl B
(hapMaKoKVHETUHECKOM aHarnuse Ha OCHOBaHUN AaHHbIX 3abopa kposu y 24 geteir.
MpumeHeHWe oHAanapuHykca He PeKOMEHA0BaHO y Aeten mnaguwe 17 neT, Tak Kak AaHHbIX 0
Be3onacHoCcTU 1 ahpeKTUBHOCTY HE 4OCTATOYHO.

MauueHTbl noxunoro Bospacta (cTapuwe 75 ner)

lMpenapat «ApuKcTpay CneayeT NPUMEHATb C OCTOPOXHOCTbIO Yy NOXMUNbIX NaUUEHTOB, T. K. C
BO3PacTOM BO3MOXHO CHIKEHWE (YHKUUKA nodek. Y NOXMMbIX MaLUeHToB, noasepruwvxcs
Xupyprudeckomy smeluartenscTsy, Heobxoaumo ctporo cobniogaTth Bpems BeBeaeHus nepsow
A03bl NpenapaTta « ApUKCTpar.

Hu3kas macca Tena

lpocpunakmuka 8eHO3HbLIX MPOMEOIMEONUYECKUX OCMIOXHEHUD U feveHue HecmabunsHol
cmeHokapouu u uHghapkma muokapda 6e3/c nodbemom ceameHma ST

BonbHble ¢ Mmaccoit Tena Huxe 50 kr Gonee NMOABEPXEHbI ONacHOCTU KPOBOTEYEHUS.
BbiBeaeHve doHaanapuHykca HaTpUsi CHUXKAETCR CO CHKEHMEM Beca. Y Taxux HonbHbIX
npenapar «ApuUKCTpa» cnefyeT NPUMEHSTL C OCTOPOXKHOCTBIO.

JleueHue mpombo3a noeepxHOCMHbIX 8EH

AaHHbIX O npumeHeHWn hoHAanapuHykca AN NeyeHus TPOoME03a NOBEPXHOCTHBIX BEH Y
nauneHTos ¢ Maccou Tena Huxe 50 kr He nonyuyeHo. Takum oBpasom, npenapar «ApukcTpay He
PEKOMEHAYETCA NPUMEHSTL ANA neveHns TpomBo3a NoBEPXHOCTHbLIX BEH Y AaHHOM KaTeropuu
nauveHTos.

MNpodunakruka BeHO3HLIX TPOMGO3IMBONUYECKUX OCNOXHEHMN nocne XUPYpruyeckux
BMellaTenbLCcTB

Crnepnyet cTporo cobnioaaTh BpeMs BBeaeHUS nepsol [o3bl npenapata «Apukctpa». OHa
AomkHa BbiTh BBEAEHA HE paHee, YeM yepes B YacoB nocne 3aBEpLUEHNA onepaymu, TonbKo
nocne okoH4aTenbHOro remocTasa. HasHaueHne npenapata «ApuUKCTpa» paHee, Yem yepes 6
4acos, MOXeT ObiTb CBA3AHO C MOBbLILEHWEM pUCKA PA3BUTUS TAXKENOro KpoBoTeueHus. K
rpynnam noBbILLEHHOro pucka OTHOCATCSA NaUWeHThl cTaple 75 neT, nauneHTsl ¢ Maccovi Tena
meHee 50 Kr, NauMeHTbl C NOYEYHON HEeZOCTaTOYHOCTLI C KIMpeHcomMm kpeaTuHuHa 20 - 50
MIN/MUH).

NaumenTbl ¢ HapyweHuem GyHKUUM NMOYeK



[pogpunakmuka eeHo3HolU mpomboambonuu

MpenapaT «ApuKkcTpa» He PeKOMEHAYETCA NPUMEHSITL Y NALMEHTOB C KNUPEHCOM KpeaTuHWHa
< 20 Mn/MUH. Y nauveHTOB C KNWPEHCOM KpeaTuHuHa 20 — 50 Mr/MuH Ao3y Heobxogumo
CHV3WUTL A0 1,5 M OAWH pa3 B CyTKW. [INA NaUMEHTOB C NErkVMK HapyLUEHUAMU dyHKUUM noyek
(€ KMpeHcoM KpeaTuhuHa > 50 Mr/MUH) KOppeKUWn A03bl He TpebyeTcs.

[leveHue HecmabunsHol cmeHokapOuu u uHgbapkma Muokapda 6e3/c NodLeMom cezmeHma
ST

MNpumeHenne npenapata «ApUKCTPa» HE PEKOMEHAOBAHO Yy NaUMeHTOB C KITUPEHCOM
KpeaTuHuHa meHee 20 mMn/mMuH. Koppekuun Ao3sbl He TpeByeTcs y nauuveHToB ¢ KNUpeHcom
KpeaTuHuHa 6onee unu pasHbim 20 MA/MUH.

[leyeHue mpomb03a No8epPXHOCMHbIX 8EH

MpenapaT «ApuKCTpa» He PEKOMEHAYETCA NPUMEHNATb Y NALMEHTOB C KMPEHCOM KpeaTuHuHa
< 20 MA/MUH. Y nauneHTOB C KNUpPEHCOM KpeaTuHuHa 20 — 50 Mn/MuH [o3y Heobxoaumo
CHU3UTL A0 1,5 M O4MH pa3 B CYTKU. [INA NaLUMEHTOB C NETKUMM HapyLIEHUSMM YHKLNAW NodeK
(C KnVpeHcom kpeaTwHuHa > 50 MN/MWH) KOppeKuMn f03bl He TpebyeTca. DddheKTUBHOCTL U
BesonacHocTe Ao3bl 1,5 Mr He nayyanacs.

TaXenble HapylWweHus pyHKLUU NevYeHun

lpogpunakmuka eeHO3HbIX MPOMEOIMEONUYECKUX OCMIOXHEHUU U fedeHue HecmaburnbHOL
cmeHoKapOuu U uHgapkma muokapda 6es/c nodvemom ceameHma ST

Y NaLWeHTOoB C NErkuMu Unn yMepeHHbIMU HapyLLEHWUAM yHKUMU NEYEHI KOPPEKTUPOBKM A03bI
He TpebyeTca. laumeHTam C TAXEeNbIMU HapyLLEHNAMU yHKUUM NEYEHN NPUMEHNTL npenapar
HeobxoanMo ¢ 0coGor OCTOPOXKHOCTbIO, Tak Kak AaHHas rpynna MauvMeHToB He WayueHa.
JleverHue mpombo3a noeepxXHOCMHbLIX 8eH

BesonacHoCTb 1 3ahheKTUBHOCTL (HOHAANAPUHYKCE Y NALMEHTOB C THKENLIMU HapyLweHusMun
(pyHKLMM neveHn He nayyeHa, NOITOMY npenapar «ApUKCTpa» He pekoMeHayeTcs NMPUMEHSTb
ANA nedeHns TpomO0o3a NOBEPXHOCTHBIX BEH Y A@HHOW rpynibl NALWEHTOB.

NMOBOYHOE OEUCTBUE

WcnonbsosaHa crneaylouwlas KknaccuduKkauus HexenaTenbHbIX peakuuil B 3aBUCUMOCTW OT
4acToTbl BCTPEYAEMOCTW: oYeHb 4acto (> 1/10), uacto (>1/100, <1/10), wHorga (>1/1000,
<1/100), peaxo (> 1/10 000, <1/1000), oueHb peako (<1/10 000).

flaHHble  HexenaTeribHble peakuuMu cregyeT paccmaTtpueaTtbh B XUpypruyeckom u
TepaneBTUYECKOM KOHTEKCTE B 3aBUCMMOCTU OT NOKa3aHWUi.

CucteMHo-opraHHbin knacc | No6ouHble peakuuu y | Mpodunaktuka BeHO3HbIX
MedDRA NauMeHTOB, TpoMbBoambonuueckux
noaBeprarowmuxcs OCNOXHEHUW Yy NaLMUeHTOB
«bonbwumy HeXupypruyeckoro
opToneauyecKkum npocpuns
onepauusm HUXHUX
KOHeYHocTen un/vnnu
onepauusim Ha OGprOWHON
nonocTtu
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MHebekyuu u uHsasuu Pedko: UHDULMPOBaHUE | -
nocneornepaumoHHOW paHsbl.
Hapywenusi co  cmopoHs! | Yacmo: nocneonepaunoHHoe | Yacmo: KpoBOTEuEHME
Kposu u  numgbamuyeckoll | KPOBOTEUEHUE, aHEMUS, (remaTtoma, remartypus,
cucmemsl uHoela: KPOBOTEUEHUE | KPOBOXapKaHbe, AeceHHoe
(HocoBoe, XEnyAo4HO- | KpoBOTEYEHME); UHo20a:
KMWeYyHoe,  KpoBOXapKaHbe, | aHeMus
remarypus, remaroma),
TpomGouuTonenus, nypnypa,
Tpombouutemus, aHomanus
TpomGouunTos, HapylweHrus
CBEPTLIBAEMOCTH.
Hapywenuss co cmopoHs! | Pedko: annepruyeckme
UMMYHHOU cucmems] peakuuu
Hapywenuss co cmopoHs | Pedko: runokanvemms
obmeHra seujecms
HapyweHuss co cmopoHbl | Pedko: Tpesora, COHMUBOCT®,
HepeHoU cucmemsl FONIOBOKPYXEHWe,  rofoBHas
6onb, CNyTaHHOCTb CO3HaHWA
Hapywenuss co cmopowst | Pedko: runoTeHsus

cepdeyHo-cocyducmoll
cucmemsi

Hapywe+us CMOPOHbI
ObixamenbHol cucmemsi,
opeaaHos epydHol Knemku u
cpedocmeHus

co

Pedko: ofbllKka, Kawens

WHoz20a: opblulka

HapyweHus co cmopoHel | MHo20a:  TolwHOTA, pBOTa;

XernyQo4YHO-KULLEYHO20 pedko. ©Gonmn B  XuUBOTe,

mpakma Avcnencus, ractpuT, 3anop,
Avapes.

Hapywerus co cmopoHsi | MHozda: aHoMmarnbHble

ne4yeHu U Xxen4yeebigOOAUUX | pe3ynbTaTsl NEeYEHOYHbIX

nymeu npob, NoBbILEHVE
KOHUeHTpauun  chepMeHToB
neyeHn B  KPOBM; pPEOKO:
MOBbILEHWE  KOHUEHTpauuu

Bunupy6uHa B kposu.

Hapyweruss co  cmopoHsi
KOXU U NMOOKOXHO-XUPOBOU
Knemyamku

MHoz0a: cbinb, 3yn

MHozda: ceinb, 3yn

Obuwue u mecmHsle peakyuu

MHoezda: OTeK,
nepudgepuyeckuin oTex,
nuxopagka, BblgeneHve U3

paHbl; pedko: 6onu B rpyaHom
KneTke, YTOMNSEMOCTb,
rmnepemua nuua (NpunuBbi),
6onu B HMKHUX KOHEYHOCTSIX,
YTOMINAEMOCTb, OTEK NONOBbIX
opraHos, CUHKONanbHble
COCTOSIHUS.

UHoe0a:
KneTke

Bonb

rpyaHon




- B xoze apyrvx nccnenosaHum unu nocT-MapKeTUHrOBOTO Héﬁnm;u’eFrM'ﬁ cooﬁm.énoc“:b 0 penkux
Cny4asx BHYTPU4EpEnHbiX/BHYTPUMO3rOBbIX U 3aGPHOLLIMHHBIX KPOBOTEYEHMIA

MoBouyHble peakuun, BbISBMEHHbIE B XOf4E NPUMEHeHWs npenapaTta Ans ne4YyeHus ocTporo
KOPOHAPHOTO CWHAPOMA, COOTBETCTBYIOT Tem, KOTopble Habnioaanuce NpU NPUMEHEHWM
«APUKCTPbI» ANs NPOUNAKTUKA BEHO3HbIX TPOMBOIMBONMYECKUX OCTIOKHEHWIA.
B3AMMOOEWCTBUE C APYIMMW NNEKAPCTBEHHbIMU CPEACTBAMU

DoHpanapuHykc HaTpusi He UHrUGWpyeT U3odepMeHTbI rpynnbl uutoxpoma P450 (CYP1A2,
CYP2A8, CYP2C9, CYP2C19, CYP2D6, CYP2E1 unu CYP3A4) in vitro. CneposaTensHo, He
Cnepyer oxupate B3aUMOAGACTBUS  nNpenapata «ApukcTpa» in vivo ¢ apyrumu
NeKapCTBEeHHbIMW npenapaTamMi Ha ypoBHe noaasneHus MeTabonuaMa, onocpenoBaHHOro
cuctemon CYP.

Mockornbky cBA3bIBaHUE hOHAANAPUHYKCca HaTpus ¢ Genkamu nnasmsl, 3a MckmoquweM ATIN,
HE3Ha4UTeNbHO, He CcneayeT OXwuAaaTb B3aUMOAEWCTBUA C  APYrUMM  feKapCTBEHHbIMY
BELLECTBaMM Ha YPOBHE KOHKYPEHTHOro CBA3LIBaHUSA C Benkamu nnasmel KpoBw.

B knuHuyeckux nccnenosannax hoHaanapuHykca HaTpus Gbifio NOKasaHo, YTO ero COBMECTHOE
HasHaueHue C nepopanbHbIMM  aHTUKoarynsHTamu (BapdapvHOM),  aHTUarperaHTamu
(aLeTuncanvumMoBon KUCMOTOR), HECTEPONAHBLIMU MPOTUBOBOCAANUTENbHLIMY npenapaTtamu
(MMPOKCUKAMOM) U CEepAGYHBIMU FMUKO3MAAMM (AVFOKCUHOM), HE BNNSET Ha ¢hapmakoknHeTnky
wnu apmakoguHamuky poHAanapuHykca HaTpusi. doHAANaPUHYKC HaTpUs He BNUSN HU Ha
akTueHocTe  MHO  BapdapuHa, HU Ha BpemMs KpOBOTEYEHUS B XO4e NeuYeHUs
aueTuncanuuunoBo  KUCMOTOM  UNW  MNUPOKCMKAMOM, HU Ha hapmakokuHeTuKky u
(hapMakoAVHaMWKY AUrOKCUHA B PaBHOBECHOM COCTOSHUN.

B cBA3W C OTCYTCTBUMEM [aHHBLIX MO COBMECTMMOCTU PacTBOp npenapata «ApuKCTpa» He
cneayeT cmewuBaTh C APYrvUMU NEKapCTBEHHbIMY CpeaCTBaMM.

lNocnedywas mepanus OpysumMu aHmukoazynsHmamu

Mpwu HeobxoAnMocTu HazHa4YeHuss  nocnepylowen  Tepanuu renapuHoMm  unau
HUSKOMONEKYNAPHLIMY renapuHamm, Nepsylo MHBEKUMIO AaHHbIX MpenapaTtos crneayeT BBOAUTS
Yepes AeHb nocne nocneaHen nHbekuun doHganapuHykea.

Mp HeobxoAUMMOCTU Tepanuu aHTaroHucTamu BuTamuHa K nevenuve hoHaanapuHykcom
cnepyeTt npofonXkaTbe [0 AOCTUXEHUS HeobxoanmMblx 3HadYeHun MHO.

NMEPEQO3NUPOBKA

CuMnToMBI

Rosbl npenapaTta «ApuKCTpa», npesblllawme PEeKOMEHAOBaHHbIE, MOryT npuBecTH K
NOBbILWEHUIO PUCKa KPOBOTEYEHUS,

NeyeHne

Mepenosnposka, OCNOXHEHHAs KPOBOTEUEHWEM, AOMKHA BECTU K OTMEHe npenapara
«APUKCTPa» U K MOUCKY NEpPBUYHON NpU4MHBI. HeoBxognmo NPUHATL pellerue o Bbibope

MeToda ANns Hayana CoOTBETCTBYIOWEro neYyeHns, KoTopoe MOXET BKMYaTh XUpyprudeckui



remMocTas, BOCMOMHEHME KPOBOMOTEPU, NepenuBaHue CBEXE3aMOPOXEHHOW  Mnasmbl,
nrnasmacpepes.

MEPbLI MPEOQOCTOPOXHOCTU

MpenapaT «ApuKCTpa» NpeaHasHayeH TOMbKO AN MNOAKOXHOrO U BHYTPUBEHHOMO (cTapTosas
A03a Yy NaUNeHToB Npu WHMAPKTe MUOKapAa C NOABEMOM cerMmeHTa ST) NpUMeHeHus.

He npuMeHsaTs BHYTPUMbILLIEYHO!

Kposomeyuerus

Mpenapat «ApukcTpa», Kak W [pyrue aHTUKOarynsiHTbl, HeobxoAMMO nNpUMEHATL ¢
OCTOPOXHOCTbI0 Y GOMNbHBIX C MOBLILLEHHBIM PUCKOM KPOBOTEYEHMS, T.e. NPU TaKUX BULEX
NaTonorvu Kak BpOXAeHHbIE Unu NpuobpeTEHHbIE HapyWeHWs! CUCTEMbI CBEPTLIBAHUS KPOBY B
chopmMe KPOBOTOUMBOCTU, N3BEHHas GONE3Hb Xenyaka W 12-nepcTHoN KUWKU B CcTaauu
06OCTpEHUs U HEeAaBHO MNEpeHeceHHble BHYTPUYEPENHble KPOBOU3AUSHUS, TAXenble
HapyleHns yHKUMU NeyeHn, a TakKe BCKOPEe MOCNEe XUPYPruueckoro BMeWaTenbcTBa Ha
FOTOBHOM MY CMUHHOM MO3re Uy 0P TanbMONOrMYeckux onepaLun.

K rpynnam noBbILIEHHOTO pUCKA pa3BUTUA KPOBOTEYEHUA Ha boHe npuMeHeHus
AHTUKOArynAHTOB OTHOCATCSH: NauveHTbl cTapwe 75 neT, naumeHTbl ¢ Maccon Tena mMeHee 50
KF, MauuWeHTbl C yMepeHHOW NOYeYHOW HEeAOCTaTOYHOCTbIO (KNMPEHC KpeaTWHUHa MeHee 50
Mn/MuH). Tpn HasHauveHUn NpenapaTta «ApUKCTPa» nauveHTaM, OTHECEHHbIM K rpynnam pucka,
pekomeHayeTca cobnioaaTtb OCTOPOXKHOCTb.

MpodunakTuka BeHO3HbIX TPOMGO3IMBONUUECKUX OCNONKHEHUI

Mpenapartbl, NoBbILLAOLLME PUCK PA3BUTUS KPOBOTEYEHWS, HE AOMKHbLI Ha3Ha4aTLCH COBMECTHO
C npenapaToM «ApukcTtpa». K Takum npenapaTam OTHOCATCS Ae3npyanH, ubpUHONUTUKN,
aHTaroHucTel GP lib/llla  peuentopoB, renapuH, renapuHouabl U HU3KOMOMEKYNAPHbIE
renapuHel.  Mpu  HeoGXOAMMOCTM  MOXeT  Ha3HauyaTbCs  CONyTCTBYHKOLAS Tepanus
aHTaroHucramu ButamuHa K. [pyrve aHTWarperaHTbl (aueTuncanuuUnosas KUCnoTa,
A/NVMPWUAAMON,  CYNb(UHNUPA30H, TUKNOMWAWH UMW KNONWAOTPEN) W HecTepowaHbie
NPOTMBOBOCNANUTENbHbIE Npenapatbl CrieayeT NpUMEHATb ¢ 0coBoi OCTOPOXHOCTLI0. [pu
HeoBXoAUMOCTN NMPUMEHEHUS COYETaHHOW Tepanuu ee cneayeT nNpoBOAWUTL MNOA CTPOrvMm
KOHTpONEM.

Nevyenune HecTabunLHOW cTeHOKapAWM UNKU UH(apkTa MUOKapaa 6e3 noagbemMa cermeHTa
ST/neuyeHue undapkra Mmokapaa ¢ nogLEeMoM cermeHTa ST

MpenapaT «ApukcTpay CrieayeT ¢ OCTOPOXHOCTLIO NMPUMEHSTH y NauueHToB, HaXOAsLWNXCA Ha
Tépanuu ApyruMu Npenaparamu, NOBbILLIAOWMUMU PUCK KDOBOTEUYEHWI (TaKUMU KaK MHMMBUTOPbI
GP llb/llla unu TpomGonuTnkm).

Nleyenue TpoM603a NOBEPXHOCTHLIX BEH

MpenapaT «ApuKkCTpa» CnefyeT ¢ OCTOPOXHOCTbI0 NPUMEHSTL Y NAUUEHTOB, HaxoARLWNXCS Ha
Tepanuu Apyrumu npenapatamu, nosblLLAWUMN PUCK KPOBOTEYEHMWIA.

YKB u puck kamemepHsix mpom60308
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He pekomeHayerca wucnonb3osaHne coHaanapuHykca HATPUSA, Henocpe.c;,CTBeHHo nepe,q
npoBeAeHWEM 1 BO BpeMs NpoBeeHUs nepsuyHbix UKB y nauwerba npm VIHCbapKTe MMOKapp,a
C nogvemom cermeHTta ST, a Tawke y NaUWEHTOB C HecTabUNbHOV CTeHokapaven wunm
NH(apkToM Muokapaa 6e3 nogbema cermenta ST. K gaHHom KaTeropuu nauueHToB OTHOCHTCH
NauneHTLl ¢ pedpakTepHON UMM NOBTOPHOW CTEHOKApAWEH, CBA3aHHOW C AVNHaMUYeckumm
OTKMOHEeHUsMU cermeHTa ST, cepaevHon HEAO0CTaTOYHOCTbIO, ONAacHOW NS XWU3HU apuUTMuein
Ny reMoAnHaM1MYeCcKon HeCTabuNbHOCTbIO.

MoHoTepanus hoHAanapuHyKCOM HaTpWs He PeKOMEHAYEeTCS y NaureHToB npu HecTabunsHom
CTeHoKapaun u uHdapkTe muokapaa 6e3 nogvema cermerta ST, npu nHapkTe Muokapaa ¢
noavemom cermeHta ST BO Bpems HenepsuuHoro YKB; cnegyeTr OUEHUTb BO3MOXHOCTb
CO4ETaHHOro HasHa4eHUs HedpPaKUMOHMPOBAHHBLIX renapuHoB. MMelolmecs KnuHuYeckue
A8HHbIE N0 COYETaHHOMY NpUMEHeHWo (PoHAanapuHyKca HaTpus ¥ HedpaKUMOHNPOBAHHbIX
rénapyHos  npu nposeAeHuM HemepsuyHoro YKB  orpaHuueHbl. Yactota  cryvyaes
BOSHUKHOBEHNS MaCCUBHLIX KDOBOTEUEHWA Y NALUMEHTOB, NOMyYaBLUMX hOHAANAPUHYKC HaTpUs
3a 6-24 yaca nepepn NPoBEAEHNEM HENEPBUYHOrO YPECKOKHOTO KOpPOHapHOro BMelarTenseTsa
W HasHaueHuem cpeaHel [03bl HethpaKUMOHMPOBaHHbIX renapuHos 8000 ME, oueHnBaeTcs B 2
%. Y nauneHToB, NONYYMBLUUX MOCNEAHIOD 03y oHaanapuHykca HaTpusi MeHee Y4eM 3a 6
4acos A0 HenepsuyHblX YKB v cpeaHne Ao3bl HethpaKLMOHUPOBAHHbIX renapvHos 5000 ME,
4acToTa cny4yaes BO3HUKHOBEHWSt MACCUBHbIX KDOBOTEYEHWI OUeHnBaeTcs B 4,1 %.

B KOHTpOnupyembix uccnefoBaHUAX OTMEYAncs HU3KWIA, HO MOBBILEHHbIA B CpaBHeHun ¢
aKTUBHLIM KOHTPONEM, pUCK KaTeTepHbix TpomBo30B Npu nposeaeHny YKB npu moHoTepanuu
doHAanapuHykcom Hatpus. YacTtoTa o6pasosaHns TpPOMGOB B NPOBOAHMKOBbLIX KaTeTepax npwu
HenepsuiHom YKB y nauveHToB ¢ HectabunbHON CTeHokapauein u uHapkTe muokapaa 6es
nogbema cermeHTta ST coctasuna 1,0 % npotms 0,3 % (poHpanapuHykc HaTpus B cpaBHeHUU
C 3HOKCanapuHoM) u npu nepsuyHom YKB y nauveHTos npu VH(apKTe Muokapga ¢ NoabLEMOM

cermenta ST — 1,2 % npotus 0 % (poHaanapuHyke HaTpus B CpPaBHEHWUM C KOHTPONEM).

MNpodunakTnieckoe neveHre HUIKOMONEKYNAPHLIMU renapuHamu MoXeT GbiTb HAYATO uepes
6-8 uvacos nocne NpoBEAEHWS  CMWMHHOMO3rOBOW/3MWAYPANbHON — aHecTeawd  uau
CIMHHOMOSTOBOW MyHKUWM WUNW  yAANeHWs ChUHanbHOrO kateTepa nod  NPUCTanbHbIM
HabntogeHuem 3a HEeBPONOrMYECKUMI NoKasaTeNsMu.

IMayuermsl c mpoM6030M nOBEPXHOCMHBIX 8EH

Mepen Hauanom Tepanuu doHAANAPUHYKCOM HEOBXOAMMO MOATBEPAMTL HanMuMe TpomGo3a
MOBEPXHOCTHBIX BEH Ha paccTofHUM Gonee Tpex CaHTUMETPOB OT cadeHO-hemMopanbHOro
COGAUHEHWA, a Taloke WCKIMIOYUTL HanuyMe ConyTCTBYIOWEro TPomBo3a rmyGokux BeH ¢
MCNONb3OBaHNEM KOMMPECCMOHHOTO YrbTPa3BykoBOrO WUCCREAoBaHUS UMW APYroro Mmetoaa
uccneaosanns. [laHHbX O npuMmeHeHUM OHAANAPUHYKCA Y NauMeHToB ¢ TpoMBo3om

NOBEPXHOCTHbLIX BEH C CONYTCTBYOWMUMNU Tpombo3om Fﬂy’6OKMX BEH, @ TakKke y nauueHToB C
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TPOMGO3OM MOBEPXHOCTHLIX BEH Ha PAcCTOSHUM MeHee 3 oM’ oT 6a¢éH6-cbén)|’obné‘nb’Horo
COeANHEHUSA HE NONyYeHo. -

BesonacHocts u achdekTuBHOCTL hoHAaNapuHykca He usyyanacb y CrnegyroLux Kateropui
MaUMEeHTOB: nayueHTbl C TPOMGO30M MOBEPXHOCTHLIX BEH BCMEACTBUE CKNEpoTepanuu unu B
KAQ4eCTBE OCMOXHEHWA Nocne WCNoMb30BaHWS BHYTPUBEHHBIX KaTeTepoB, MaUWEHTbl C
NCTOpVen TPOMOO03a NOBEPXHOCTHLIX BEH B TEYEHWE MOCNEAHUX TPEX MeCsLEs, nauyueHTsl ¢
NCTOpPUEN BEHO3HbIX TPOMBO3MBoNUueckux 3a6onesaHnii B TeueHue nocnegHux 6 mecsues, a
TaKKe NauneHTbl C pakoMm B aKTUBHOM cTaguu.

CnuHHOMO3208as/3nudypansHas aHecmesus unu mombansHast MyHKYUs

Mpwn NpUMEHeHUM npenapaTa «ApuKkcTpa» OOHOBPEMEHHO  C  NpoBeAEHUuEM
CMMHHOMO3roBOW/3NMAYPanbHON aHeCcTe3! WUnuM NIOMBANbHON MYHKUMM HEMb3s MCKMIOUUTH
BOIMOXHOCTb  MOSBMEHWNA  3NUAYPanbHbIX WM CNUHAMLHLIX FEMaTOM, KOTOPbIE MOryT
MPUBOAUTL K ANWUTENbHOMY WNW NOCTOSHHOMY napanuuy. PUCK aTUX peaxux SBREHW MoxeT
MOBBLILLIATLCA NPW NOCNEONePaUNoHHOM NPUMEHEHUU MOCTOSHHBLIX SNUAYPArbHLIX KaTeTepos
W OAHOBPEMEHHOM BBEAEHWUN APYrUX NEKapCTBEHHbLIX CPEACTB, BAUAIOWUX Ha reMOoCTas.

B HacTosillee Bpems OTCYTCTBYWT faHHbie 06 ONTUMAaNbHOM BPEMEHHOM WHTepBane mexay
HENPOAKCUNRPHOW NPOLEAYPON W HasHa4YeHUeM NexapCTBEHHOro cpeacTtsa «ApuKcTpay.
HeobxoanMo MOHUTOpMpOBaTL HEBPOMOTMYECKME HAPYLIEHUS Y NALMEHTOB, NOABEeprwmnxcs
HEeNpoaKkCUNApHON MNpoueaype, TakMe Kak CpeauHHble 6OMM B ChvHe, CEeHCOpHble 1
ABUraTenbHele HapyleHus (OHeMeHeHue, nokanbisanue, cnabocTb B HUKHWX KOHEYHOCTSX),
AVCKDYHKUMS  KALWEYHWKA UMM MOYeBOro nyssips. HeoBxogumo NPOBOAUTL  OLEHKY
COOTHOWEHWMA  NOMb3a/puck ANs  NauMeHTOB, MNOMYYALWMX  aHTUKOArynsHTbI, nepea
APOBEACHNEM CMUHHOMO3IroBOW/3NUAYPANbHON aHeCTe3Mn Unu NoMBanbHON NyHKUWW, U ANS
MAUMEHTOB, KOTOPbLIM MOFYT Ha3Ha4aTbCA aHTUKOArynaHTLl 4NS TPOMBONPOPUNAKTUKY.
loxunsie nayueHms!

Moxunble GonbHble Gonee NoABEPXKEHb! PUCKY KPOBOTEYEHWS, YeM OCTanbHas nonynsaums.
Mockonbky dyHKUMS nouek 0BbIYHO CHIKAETCS C BO3PACTOM, Y MOXUMbIX BOMbHbIX BblBEAEHUE
PoHAaNapuHyKeca HaTPUA MOXET BbiTb CHUKEHO, U, TakuM 0GPa3oM, 3KCRO3ULMS yBenuueHa.
MpenapaT «ApuKCTpa» y NOXMUIbIX NALMEHTOB CNEAYET MPUMEHSTL C OCTOPOXHOCTLH).

Huskas macca mena

NpodunakrTuka BeHO3HbIX TPOMGO3MBONUYECKUX OCNIOKHEHUA U NeYeHue HecTabunLHoOn
CcTeHokapAuu U uHdapkTa MMokapaa 6e3/c nogbLeMoM cermenTa ST

BonbHble ¢ maccon Tena Huxe 50 kr Gonee NoABEPXeHbl ONACHOCTU KPOBOTEYEHWUS.
BoieseHue coHaanapuHykca HaTpuUs CHUKEETCS CO CHUXEHUeM Beca. Y Takux BonbHbLIX
npenapar «ApUKCTpa» CNeayeT NPUMEHSIT C OCTOPOXHOCTbHO.

IleyeHne Tpom603a NOBEPXHOCTHLIX BEH

AaHHbIX O npUMeHeHWW hoHAanapuHyKca ANS NeYeHVs TPOMB03a NOBEPXHOCTHLIX BEH Y

nauueHTos ¢ maccon Tena Huxe 50 kr He nomyyexo. Takum o6pasom, npenapat «ApVIKCTpa» He
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PEKOMEHAYETCH NMPUMEHATL ANA nedYeHus Tpombosa I'IOBerHQC‘:”TﬂI:;IX:” BeH y ,qa}H’HQIZI Ka'reropm
nauneHToB.

Hapywerue ¢yHkyuu novex

doHAanapuHyKC HaTpUA BbIBOAWUTCA NPENMYLLECTBEHHO yYepes noykn. Bpemsa BbiBeaeHus
thoHAanapuHyKkca HaTpUs YBENUUUBAETCH C NOBLILLEHUEM TSHKECTY HapyLleHus (OyHKUWMKU nodek
1 MOXET NOBbILWATbL PUCK PA3BUTUS KPOBOTEYEHUIA.

MpodunakTuka BEHO3IHbLIX TPOMBOIMBONUYECKUX OCTIONKHEHMI

Y NauveHToB C KIUPEHCOM KpeaTWHuHa < 50 MA/MWH NOBbILIAETCS PUCK KpOBOTEYEHWN,
MO3TOMY WX neveHne creayeT NpoBoAUTL C 0COB0A OCTOPOXHOCTLIO. VIMETCR orpaHudeHHbie
KNUHW4ECKUe faHHbIe O NpUMeHeHUN PoHAanapyHyKca y NaUuUeHTOB C KITMPEHCOM KpeaTuHUHA
mMeHee 30 Mn/muH.

leyeHue HecTabunbHOM cTEHOKapANM U MHapKTa MUOKapaa 6e3/c NogLEeMOM cermeHTa
ST

NMeloTCA orpaHuueHHble KIMHUYECKUE AaHHble MO NPUMEHEHMIo oHaanapuHykca HaTpus
OAWH pas B A€Hb y NaUWEHTOB Npu HecTabunbHOW CTeHokapawuW v wHdbapkTe Muokapaa 6e3
noavema cermeHta ST u npu uHdapkTe Muokapaa ¢ nogbEMoOM cermerTa ST u KnupeHcom
KpeatTuHuHa B AnanasoHe 20-30 Mn/MUH, NO3TOMYy BO3MOXHOCTb MNPUMEHEHUS y Takux
MaUneHToB OUEHNBAETCS C TOUKU 3PEHUS COOTHOLLUEHUA NoMb3a/puck.

NeveHne TpomMG03a NOBEPXHOCTHLIX BEH

PoHAANAPUHYKC HATPUA HE PEKOMEHAYETCA nauueHTam ¢ KITMPEHCOM KpeaTuHuHa MeHee 20
Mn/MUH. [lody poHaanapuHykca crneayeT CHU3nuTb A0 1,5 Mr oguH pa3 B AeHb Yy NauMeHToB C
KNNPEHCOM KpeéaTuHuHa B AunanasoHe oT 20 fo S0 Mn/mMuH. BesonacHocTb 1 3dhheKTUBHOCTb
A03bl 1,5 Mr He usyyanace.

TsKesnblie HapyweHusl hyHKUUU neveHu

MNpodunakTuka BeHO3HLIX TPOMBOIMBONNYECKUX OCNIOKHEHMA U NeveHUe HectabunoHoOM
cTeHoKkapauu U nHdapkTa Mmokapaa 6es/c nogbeMoM cermeHTa ST

KoppekTuposkn possl He Tpebyercs. B cssian ¢ AedununTtoM hakTopoB CBEpThIBaKOLEN
CUCTEMbI KPOBUW Yy GOMbHLIX C TAXENbIMA (POPMaMM NOPAKEHUS NEYEHW, NOBbILLIAETCS pucK
KPOBOTEUEHWSA, NOITOMY NPUMEHSATL Npenapar «APUKCTPa» CNeAyeT ¢ 0CTOPOXHOCTbH.
NeyeHune TpoMG03a NOBEPXHOCTHLIX BEH

KnuHuueckux AaHHbIX NprMeHeHUs hOHAANaPUHYKCa ANS NeYeHMs Tpomb0o3a NOBEPXHOCTHbIX
BEH Yy NAUWEHTOB C TAXENbIMA HapyLIEHUAMN (DYHKUMM NEYEHU HE MOMyyeHo. MNoatomy
npenapat «ApyKCTpa» He PEKOMEHAYETCA NPUMEHSTL ANS NeYeHus TpomM603a NOBEPXHOCTHBIX
BeH Yy AaHHOW rpynnbl nayueHTos.

lenapurundyyuposarHHas mpomboyumoneHus

doHAanapuHyKC He CBS3bIBAETCA C TpOoMBOUNUTapHLIM haKTOPOM 4 1 nNepeKpecTHo He
pearnpyer c CbiIBOPOTKOW MaLMeHTOB C renapuHUHAYUMpOBAHHOI TpombouuToneHuen Il Tuna.

Mpenapat  «ApukcTpa» cneayeT nNpUMEHSTb ¢ OCTOPOXHOCTBIO Y  MauueHToB ¢



renapuHMHyLMPOBaHHOW TpomBounTonenvelt B aHamHese. [lo ,,.,',','?CTQSI__“,GFG Bpéme'HM He
NPOBOAMNNCL CrneunanbHble KNUHUYECKUE WUCCNenoBaHus | no Msyqumob 3cbcbeKTMBHocm "
besonacHocTv  rpenapata «ApukcTpa» Yy NauMEHTOB C  renapwHuHAYLMPOBaHHOI
TpomGouunTonennerr Il Tuna. Bbinn  nonyyeHsl pefkMe  COOBLIEHWA O  pasBUTWW
renapuHVHAYUMPOBaHHOW TPOMOOUMTONEHUA Yy NauueHToB, NOny4YaBWwuX POHAANaAPUHYKC
HaTpua. [doctoBepHol cBA3W  mexay ynotpebneHvem npenapata W passuTUEeM
renapuHUHAYLUMPOBaHHON TPOMBOLIMTONEHNY HE YCTaHOBMEHO.

Annepeausi Ha namekc

OcHoBaHue vrnbl roToBOro rpaAyvpoBaHHOMO LWNPULA MOXET COAepXaTb CYyXOW HaTypanbHbIN
nartekc, KOTOpbIA NOTEHUManbHO MOXET Bbi3BaTb annepruyeckyrd peakuwio y nuy ¢
rMNEepYyBCTBUTENBHOCTBLIO K NlaTeKcy.

BMUAHUE HA CNOCOBHOCTD YINMPABNATL ABTOMOBUNEM UK OPYTUMU
MEXAHU3MAMMU

Nccnenosannii No n3yyeHuo BNUSHWA npenapaTta Ha cnoCobHOCTb ynpaBnaTe asTomobunem
N 4pyruMu mexaHusmamu He nposogunoch.

®OPMA BbIlTYCKA

PacTBop Ans NOOKOXHOFO U BHYTPUBEHHOTO BBEaeHua 2,5 mr/0,5 mn.

Mo 0,5 mn npenapata B WNApWUY W3 HEWTpanbHOro crekna tuna | BMecTUMOCTbO 1 Mn,
COEAMHEHHbIM C WINOA U 3aKpbIThiA NopwHem-npobkon u3 xnopbyTunosoro 3nacTomepa,
cHabXeHHbIN aBToMaTUHeCcKon cucTemon 6e3onacHocTu.

Mo 5 wnpuues B nnacTukosbin NoAfoH. Mo 2 nonnoHa B KapTOHHYK Mayky BMecTe ¢
WHCTPYKUMEN NO MEAULMHCKOMY NPUMEHEHUIO.

yCnoBuA XPAHEHWUA

XpaHuTb Npu TemnepaType He Bbiwe 25°C. He 3amopaxuBaTb.

XpaHuTb B HEOQOCTYNHOM ANS AEeTen MecTe.

CPOK rogHOCTH

3 roapa.

He ucnonb3ynTe npenapaTt no UCTEYEHUU CPOKa FOAHOCTU, YKa3aHHOro Ha ynakoske.
YCNOBWUA OTNYCKA U3 ANTEK

Mo peuenTy.

MPOU3BOOUTEND

Acner HoTp lam ae Borpaesunb / Aspen Notre Dame de Bondeville

1 pto ae N'A663 76960 Hotp lam ae Borpaesuns, ®paHuus / 1 rue de 'Abbaye 76960 Notre
Dame de Bondeville, France

HaumeHoBaHuWe ¥ agpec OPUAMYECKOrO NiMLa, Ha UMt KOTOPOro BhbIAaHO
perucrTpaumMoHHoe ynocToBepeHue:

Acnen ®apma TpenauHr lumuren / Aspen Pharma Trading Limited

3016 Nenk [pavs, Cutusect BusHec Kamnyc, Qy6nuH 24, Upnaxaus / 3016 Lake Drive,



Citywest Business Campus, Dublin 24, Ireland

3a AononHUTensHOW uHopMauuen o6pau1a'r|>csu

OO0 «AcneH Xancy»

Poceusn, 123317, r. Mocksa,

MNpecHeHckas HabepexHas, A. 6/2,

BusHec-ueHTp «mMnepus Tayap», atax 31, 6nok 4.
Ten.: (495) 969 20 51; chakc: (495) 969 20 53
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