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MHUHUCTEPCTBO 3/IPABOOXPAHEHWS POCCUMCKOM OEIEPAIVIN

HHCTPYKIIHA
[10 MEIVNIMUHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

ATTPACTAT®

Perncrpannonnblii HoMep:

Toprosoe naumenosanme: ATTPACTAT®

MexayHapoaHoe HeIATeHTOBAHHOE HJIH IPYNIHPOBOYHOEe HANMEHOBaHHe: THpOohHOaH.
JlexapcrBenHast gopmMa: KOHIIEHTPAT I IIPUTOTOBIICHUS PacTBOpA Uil HHDY3Hi.

Cocras:

1 mn konyenmpama cooepoicum:

Oeiicmeyiowee eeugecmeo. THpopubana runpoxyopus Monoruapar 0,281 mr, sKBUBaJIEeHTHEIH
tapo¢ubany 0,250 mr;

gcnomozamenviblie gewjecmeda: THMMOHHas xuciora ©Oe3opmas 0,16 Mr, Harpus LUTpaT
muaraapar 2,70 mr, Harpus xiopun 8,00 Mr, HaTpHs T'MAPOKCHA W/WIHM XJIOPUCTOBOAOPOIHASL
xucnora 10 pH 6,0, Boxa ans unbexuuit go 1 M.

Onncanne
IIpo3paunas 6ecuBeTHAS XKUIKOCTD.,

(dapmakoTepaneBTHYECKas IPyNna
AHTHArperaaTHOE CpeJICTBO — HETHOMTOPHI arperaruy TpoMOOIUTOB (MCKITIO9as TellapuH).

Kon ATX: BOIAC17

dapmakogornuecKue cBoiicTea

Dapmakoounamuxa

Mexanusm deticmeus

Tupopubana ruapoxnopun (tTupoduban) — 370 HEMENTHUAHBIN AHTATOHUCT TYIMKONPOTEHHOBBIX
IIb/Illa-penenTopoB, KOTOphle SBIAIOTCA  BAXKHBIMM  TIOBEPXHOCTHBIMH  pelleNITOpaMH
TPOMOOLUTOB, HMEIOIIMMH OOMBIIOE 3HAYEHHE B IIporiecce arperanuu TpombonutoB. Tupodpudan
IIpeRoTBpaiaeT cBa3biBaHue (pudpunorena ¢ riuuxonporenHossMH IIb/IIla~-penentopamu, Tem
caMbIM OJIOKUPYS arperanuio TpoMOOIUTOB

Tupoduban yrueraer (QyHKUUIO TPOMOOIMTOB, O 4EM CBHAETEILCTBYET €r0 CHOCOOHOCTH
uHruduposars AJIQ-MHAYINPOBAHHYIO arperauuio TPOoMOOIMTOB H YMNHHATH BpeMs
KPOBOTEUCHUS B IKCIIEPUMEHTAX X vivo. CTeneHb MHTHOUPOBAaHUSA MEHSETCS IIPOIOPIIHOHATEHO
KOHIICHTpalMy THpo¢ubaHa B IUIa3Me KPOBH.




e e A e A
T 032024 Nz 4661
;

(Bxopswmit M3 N=4242716

COOTBETCTBYET 2KCNEPTHOMY OTYETY

Dapmaxodunamuieckue 3¢ gexmer

Beenenue Tupodubana B BHAe uHbY3ma co ckopocThio 0,4 MKI/KI/MHH B KOMOMHALMH C
He(hpaKIMOHUPOBAHHEIM TellapHHOM H aleTHICAIHIUIOBOH KHCIOTOMH IIPHBOAMIIO K Gonee 9eM
70%-aoMy (Menuana — 89%) unruGuposanmio AJIQ-HHAYNEPOBaHHO arperalnuy TPOMOOLETOB
B 9KCIIEpUMEHTaX ex vivo y 93% nanuesToB, a Taxke K YAIHHEHUIO BpeMEHH KPOBOTEYCHUS BO
BpeMsl BBeieHU 1penapata B 2,9 paza OTHOCHTEIHHO UCXOJHOTO YPOBHIL.

WurubupoBanue OBICTPO JOCTHIAJIOCH IPH MH(QY3HH Harpy309HOM JO3BI IIpernapara B TeYCHUES
30 MHH ¥ COXPAHSIOCH B TEUECHHE BCEr0 BPEMEHH IIOCHENYIOMeH HHPY3HH.

Cxema 6omocHOro BBelieHHA THpodubana B mosze 25 Mxr/kr (c mocnenyromei uudysuei
nojepxuBaromeit xo3sl npenapara 0,15 Mxr/kr/mMuH B Tederne 18-24 1) B xombuHaUMH C
He()paKIIMOHUPOBAHHBIM Ie€NapMHOM M MEPOpANbHON aHTHArperaHTHOM Tepanued NPHBOAKIO K
MaKCHMaJhbHOMY HHTHOMPOBAHMIO arperanud TpoMOOIMTOB B cpeaseM depe3 15-60 MuH or
gayana BBeAeHMA, d(QQEeKTHBHOCT MHrHOMpOBaHMS cocTaBIsUIa 92-95% npH H3MEPEeHHH C
TIOMOIIBIO CBETOBOM TPAHCMUCCHOHHON arperoMEeTpUH.

DapMaKokuHemuxa

Pacnpedenenue

TrpodnbaH HENPOUHO CBABIBACTCA C OETKAMH IVIa3MBI KPOBH, CBS3BIBAHHE HE ABIAETCS
JO303aBUCHMBIM [IPH BBEJEHHM TIIperapara B AWana3oHe KoHuentpauui 0,01-25 Mxr/mi.
dpakuus HecBA3aHHOHN (OpMBI Nperiapara B IUIa3Me KPOBH 4elloBeka cocTaBiseT 35 %. O6neMm
pacnpeneneHns Tupopubdana B paBHOBECHOM COCTOSIHHH COCTaBisieT 0kono 30 .

Memabonusm

B pesymsTaTe MCCIEIOBaHMH IO BBeACHMIO TUpoduGana, medenHoro Hsoromom “C, 6puto
YCTAHOBJIEHO, UTO THpO(YuOaH BHIIEIAETCA B OCHOBHOM B HEH3MEHHOM BHIE C MOUOH U KaJlOM.
PajioakTHBHOCTE B NUPKYJHPYIOIIEH IIa3M€ HMCXORZHT, B OCHOBHOM, OT HEH3MEHEHHOIO
tapodubana (B repuox xo 10 4 mocse BBeaeHNA).

Ha ocHOBaHMH BBINIEYKa3aHHEIX JAHHBIX, TOMYYEHHEBIX B XOJe UCCIICIOBAHUIMA, [IPEIIONaraeTcs,
910 THpopHOaH OrpaHudeHO META00IN3UPYETCS B OpraHu3Me.

Buigeoenue

[ocne BHYTPHBEHHOTO BBECHHS THpo(uGaHa, MedeHHOTo u3oTomoM “C, 370poBBIM
Jo6poBonbUaM, 66 % paTHoU30TONOB BEIBOUIOCH MOYOH, 23 % — ¢ xanoM. Obmiee BEIBECHHE
MEUYEHHOro mpemapara cocraBisuio 91%. Taxum ob6pasom, OCHOBHBIMH IYTAMHM BBIBEICHUA
THpo(hHOaHa SBJISEOTCS OYeYHas ¥ IeYeHOYHas SKCKpeus.

VY 310poBBIX JIOHEH KIHpeHC TUpopubaHa B IUTa3Me KPOBH COCTaBIACT Okono 250 MI/MHEH.
IMoueunsiit xiupeHc coctaBisger 39-69 % orT obmero mmasMeHHoro KiIHpeHca. llepnox
IOJTYBBIBEIEHHS COCTaBIIAET OKOJIO 1,5 1.

Ioorcunoit eozpacm

ITnasmeHHbIt KoupeHe THpodubana y Gornee MOXWIBIX MANHEHATOB (>65 JieT) ¢ MmeMHIecKor
DoJIe3HBIO cepALa MpUMEpHO Ha 25 % HUXe, 4eM y NallHeHTOB Bo3pacTe <65 JeT.

Hwemuuecxan bonesnv cepoya

VY nanueHToB ¢ HecTaOMJIBHOM cTeHOKapaued miau ¢ HHpapxToM Muokapaa (M) 6e3 3ybua Q
IIa3MeHHEN KupeHe THpodubana coctapisil okoio 200 Mi/MuH, Toyeynsl# kmupere — 39 % ot
1a3MeHHoro kiupenca. [lepron moiryBeIBeIeRNs COCTABIISIET OKOJIO 2 Y.

Hoyeynasn nedocmamounocmo
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B KIMHHYECKHX HCCIIEIOBAHUAX OTMEYAIOCH, 9TO Y ALMEHTOB CO CHINKEHHOH QyHKIMEH movyeK
IUIa3MEHHBIA KIupeHe THpodnbaHa cHIDKANCA B 3aBHCHMOCTH OT CTENICHH CHMKCHUS KIHpeHca
KpeaTHHHHA. VY [AIMEHTOB ¢ KIMPEHCOM KpeaTHHHMHA <30 MJI/MHH, BKJIIOYas HAlHCHTOB,
HAXOAAIMXCS Ha TeMOJWAln3e, IUIa3MEeHHBI KIMpeHc THpodubaHa KIMHMYECKH 3HAYHMO
camkaics (6onee yem na S0 %) (cM. paszen «Croco6 IpuMeHeHHUs B IO3BI»).

Tupodudan yzangercs reMoMaIu3oM.

Ileuenounas HedocmamoyHocmy

CyIecTBEHHOr0 CHIDKEHMA THIa3MEHHOIo KJIMpeHca THpodubaHa y NAUMEHTOB C JIETKOM WIH
YMEPEHHOH IIEYEHOTHOH HEZOCTAaTOYHOCTHIO BEISABIEHO He OBUIO. J[aHHBIE O IPHUMCHCHUH
IpenapaTa y MalieHTOB ¢ TSDKENOH I1€9eHOYHOH HEFOCTATOYHOCTRIO OTCYTCTBYIOT.

Brusinue nona nayuenma na memaboausm npenapama

Ilna3sMeHHElH KnupeHe THPoduOaHa y IAlHEHTOB ¢ CepACYHO-COCY AMCTHIMU 3a00IeBaHUAMH HE
3aBHCHT OT I10jIa IIAIHeHTa ¥ aHAJOTHYEH Y IALHEHTOB MYXKCKOTO Y Y JKE€HCKOrO I0JIa.

Brusnue amnuyecxux omauyuii nayuenmos Ha memabonusm npenapama

Pasymuuit B mmasMeHHOM KnuHpeHce THpo(puOaHa y NaIHEHTOB Pa3HBIX 3THHYECKHX TIPYIII
- BBIABJIEHO He ObUIO.

Bruanue opyaux nexapcmeennvix npenapamos

He sabmonanock cymecTBeHHOTo (>15 %) BIUAHUA ClIeyONHUX JIEKapCTBEHHBIX [TPeapaToB Ha
IUIa3MEHHBI KIMpeHc TupodubaHa: aneOyTomol, anmpaszonaM, AaMmJIONWNHUH, IPEIapaThl
ANEeTUIICAINIIMIIOBO} KHCIIOTHI, aTeHoyon, OpomasenaM, KanTONpHJ, AWa3enaM, IHTOKCHH,
JIMJITHA3eM, HaTpus JOKYy3aT, SHalIalnpuil, GypoceMul, rHOeHKNIaMu, HeppaKIMOHUPOBaHHEINA
renapyH, HHCYJIUH, H30cOpOn I, Iopa3enam, IOBaCTaTHH, METOKIIOIIPaMHU, METOIIPOJIO, MOP(HH,
HU(EOUIMH, HUTPAThl, OKCa3eNaM, IapaneraMmol], Kajus XJOpHJ, NpOIpaHoioil, PaHUTHIMH,
CUMBACTaTHH, cyKpanbdar # TeMasenam.

dapmaxoxoHeTHKa H  (¢apMakoguHamuka THpopubaHa W3yJaMCh B KIMHAYECKUX
HCCIIEIOBAHUSX, KaK B TPYIIIE ITAlMEHTOB IIPH €0 COBMECTHOM IPHMEHCHUM C SHOKCANIapuHOM
(1 Mr/kr IOAKOKHO Kaxcasle 12 9), Tak M B rpyINie NalMeHToB NIpH NIPUMEHEHUH THpodudana B
KOMOMHAIMH ¢ He(QpaKUHOHNPOBAHHBIM TEMapUHOM, pPa3iNW4Mii BO BIHSHHA Ha IUIa3MEHHBIH
KIHpeHC THpoubaHa MEXIy IBYMs IpyIllaMH BBIABICHO He ObLIO.

IToxazanus K NpHMEHEHHIO

e npodHIAKTHKA PaHHEro HH(papKTa MHOKApAa Y B3POCIIBIX IIAIHEHTOB C IIPU3HAKAMHU OCTPOTO
xopoHapHoro cuniapoma 6e3 moxpema ST-cermenta (OKCOnST) me mozgmee 124 or
HOCJIefHET0 TPHUCTYIa CTEHOKAapJAWH ¢ M3MeHeHusMu snexrpokapauorpaduun (DKL) w/mm
TOBBILICHUEM YPOBHS CepACUHBIX (epMEHTOB;

e NpU BHICOKOM DHCKE Pa3BUTHS MH(apkTa MHOKapla B TeYeHHe NEpBHIX 3-4 mHEH mocie
NOABNEHMsT CUMIITOMOB OCTPOM CTEHOKApAHH, B TOM YHCIIE, IPH TIOKA3aHHOM YPECKOKHOM
kopoHaproM Bmemarenserse (UKB) B pansue cpokmy;

® JUIs YMEHBIIEHHS HaCTOTHI OCHOBHBIX CEPACYHO-COCYNUCTHIX OCIIOKHEHHH y NalHEHTOB C
OCTPHIM MH(apKTOM MHOKapja ¢ noaseMoM ST-cerMeHTa, A ACYEHUS KOTOPOTO IIOKAa3aHO
YKB;

ATTPACTAT® npuMmensioT B KOMOMHALMH C  AQUETHICANMIJMIOBOM  KUCJIOTOM H

He(paKIMOHUPOBAHHBIM I'elIaPHHOM.
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HpoTHBONIOKA3AHMS

e [OBHIIEHHAs YYBCTBUTENLHOCTD K THpoduOaHy MiIH K OGOMY BCIOMOraTeIbHOMY BELIECTBY,
BXOJZAIEMY B cocTaB npenapata Al TPACTAT®;

® pa3BUTHe TPOMOOIMTONEHHU IIPY TPUMEHEHHM IPYIHX HHTHOUTOPOB IIIMKOIPOTEHHOBBIX
IIb/I1la-penenTopoB B aHAMHE3E;

B cBsi3M ¢ TEM, YTO UHTHOMPOBAHHE aKTHBALMH TPOMOOLHTOB YBEIMINBACT PHCK KPOBOTEUEHHUH,

ATTPACTAT® Taxxe NIpOTHBOIOKA3aH NPH:

e OCTPOM HapyIICHMH MO3TOBOro KpoBooGpameHus B TedeHue 30 JHeH, NpeNeCTBYIOLHX
npeAnonaraeMoMy HasHauenuo npenapata ATTPACTAT®, wim reMopparu4eckuil HHCYIIBT B
aHaMHe3e;

® BHYTpHYEpENHOM OOpa3oBaHMH B aHaMHe3e (HEOMIa3Hsl, apTepHOBEHO3HAA Malb(opMalus,
AHEBPH3MA);

e aKTMBHOM HIIM HEJABHO IIEPEHECEHHOM KIMHHYECKM 3HAYMMOM KPOBOTEUCHHH (B TCUEHHE
30 oHel, NMpeqIIECTBYIOMMX IIpEANoaaraeMoMy HasHaueHHWIO Ipenapara AL ITPACTAT®),
HaIpHMEP, JKeJIyAOYHO-KHIIETHOM KPOBOTEYEHHH;

® 3JIOKAYECTBEHHOH I'MIIEpTEH3HH;

e TSDKENOM TpaBMe MM CEPHe3HOM XUPYPrHYEeCKOM BMeNIaTeNbCTBE B TeYEHHE 6 HEHENs,
IIpEIIECTBYIOMMX HpeANoIaracMoMy HasHauenuu npenapata ATTPACTATS,

¢ TpoMGOLMTONERHH (KonmyecTBO TpoMOomuTos <100000/mMM*), mHapymenum —QyHKUMH
TpoMOOLIUTOB;

e HapYIIEHHH CBEPTHIBAEMOCTH KPOBH (HAIpUMEp, €CIH NpOTPOMOMHOBOE Bpems Hoiee YeM B
1,3 pasa BblIIe HOPMBI HIIH MEXIYHapOJHOE HOpManH3oBaHHOe oTHomenue (MHO) Broime
HOpMEIL B 1,5 paza);

® TMHKENOH NECUEHOYHON HEIOCTATOYHOCTH.

C 0¢TOpPOKHOCTLIO

[Ipenapar cienyeT IpAMEHSATH ¢ 0cOOOH OCTOPOJKHOCTHIO NPH CIEAYIOIMMX COCTOSHMAX H B
CIIETYIOMIHX rPyNax NalHeHTOB:

® IIepPEHECEHHOE KIMHHYECKH 3HAauuMOe KPOBOTEYEHHME B CpPOK MeHee OJHOro roja Jo

Ipe/IIoIaraeMoro npuMeneHus npenapata ATTPACTATS; .

® IYHKOUS He INOJMAIOLIErOcS INPIXKATHIO cocyla B TedeHue 24 4 10 Hadajla BBEICHHA
npenapara ATTPACTAT®,

HEJJaBHO NIEPEHECEHHOE 3HypajIbHOe BMENIATENbCTRO (BKII0Tas IIOMOANBHYIO IIYHKIHIO U
CTIHHAIBHYIO aHECTE3HIO);

TSDKENast OCTpast I XpPOHHYECKas cepiedHast He0CTaTOYHOCTE;

KapJHOTeHHBIII IIOK;

JNlerKasi Ml yMEepeHHasl IIe4eHOYHas HeZ[OCTaTOUHOCTb;

KommruecTso TpoMGonuTtos <150000/Mm>, xoaryionartus, B aHaMHe3e, HapyIIeHHe (QyHKIEH
TPOMOOLIMTOB UK TPOMOOIUTONICHHUS B aHAMHE3E;

KOHIEHTpaus reMoriiobuHa MeHee 11 r/iur unu rematokput <34 %;

C 0co60i#f OCTOPOKHOCTEIO CIeAyeT npuMenaTs npenapar ATTPACTAT® npu omgHoBpemenHOM
NpUMEHEHHH C  THKIONHAWHOM,  KIONHAOIPENIOM,  AaNeHO3WHOM, JAAINHPHAAMOIIOM,
CyTb()HHNHMPA30HOM H INPOCTALUKIHMHOM.
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Tayuenmut noJicunozo 603pacma, NAYUeHMul JCEHCKO20 NOAA ¥ NAYUeHMbl C KU3KOU Maccoti meia
V IanMeHToB MOXHUIOro BO3PACTA H/MIIH NALAEHTOB JKEHCKOT0 II0JIa 0TMedasiach 6ojee BEICOKaAs
4acToTa OCJNOXKHEHHH B BHJE KPOBOTEYCHHWH, YeM Y MAHMEHTOB MOJIONOrO BO3pacTa HIH
NALMEHTOB MY)KCKOTO I0JIa, COOTBETCTBEHHO. Y IAllMEHTOB C HH3KOH Maccod Tella 4acrora
KpoBoTeueHu#t ObUia BBIIE, YeM y HaluenToB ¢ 6onbnei mMaccoi Tena. Ilo stuM npHYHHAM y
BHIIeyKa3aHHbIX Ipynn nanuenToB ATTPACTAT® fomker MPAMEHATHCS ¢ OCTOPOKHOCTHIO, |
3 eKThI IPUMEHEHNs TeNapiHa JJOJDKHEI TIIATeIbHO KOHTPOIHPOBAThCS.

Hapywenue gynrxyuu novex

ITo raHHBIM OPOBEICHHBIX KIHHHYECKUX MCCIICNOBAHAM, P CHIDKEHHM KIINpEHCa KPEaTHHHUHA,
a COOTBETCTBEHHO, IpPH CHIJKEHHM KIHpeHca THpopubana B IIa3Me, PUCK pPa3BUTHA
KpOBOTEYEHHIA yBeIMInBaeTcs. [103TOMy maruenTs ¢ HapynieHueM GyHKIIHH oYeK (KIHPEHCOM
KpeaTHHHHA <60 MJI/MIH.) TOIDKHB! HAXOAUTHCS IO IPUCTAIBHBIM HAOIIOEHIEM CIICIIHATHCTOB
Ha NpeAMET PHUCKa PasBHTHMA KPOBOTeUEHHMI BO BpeMs nedenus npenaparoM ATTPACTAT®,
ad¢dheKTH NpUMEHEeHHWs TrenapHHa OOJDKHBI TIIATENFHO KOHTpONUpoBarhes. Ilpu Tsbxemnoit
MMOYEYHOH HEAOCTATOYHOCTH J03a THpodubaHa AokHA OBITH CHIDKeHa (cM. paszen «Crocob
TPAMEHEHUS H O3EI»).

Kamemep 6 6edpennoii apmepuu

Bo Bpems JegeHus THpO(HOAHOM OTMEHYANOCh CYINECTBEHHOE IIOBBIIIEHHE YaCTOTHI
KpOBOTEUEHUI, 0COOEHHO, B 001acTH OeApEeHHOH apTepHH, B KOTOPYIO BBOAUTCS NPOBOAHUK IS
karerepusauuu. Creznyer ybemuTscs B TOM, 9TO ObUIA IIPOKOJOTA TOJBKO IEPEIHSAA CTEHKA
OenpeHHo#t aprepuu. [IpoBomHMKM AN KaTeTepuU3alluH ClefyeT YRAIUTh H3 apTepUH IpH
BO3BpAalllCHUH IIOKa3aTelied CBEPTHIBACMOCTH K HOPMAIBHBIM 3HAYCHHUSAM, HalpHMep, Korja
aKTMBUPOBaHHOE BpeMs cBepThiBanusA MeHee 180 cex (kak mpaBmiio, 4epe3 2-6 4 Iocie
IIpEKpaNICHHUs BBEICHUS I'elIapuHa).

ITocne ynaneHuss OPOBOAHHKA Uil KaTeTepH3alMd CIEAYET y6enmbc;{, YTO0 y MalHeHTa
HOPMAITU30BaJICSl IeMOCTa3, NAlUeHT NOIDKEH HaXOMUTHCSI ION IPHCTAIBHBIM HaONIOZCHHEM
CIIELIHATIUCTOB.

Obwuit cecmpuHckuii yxo0

Yucesio MpoKoJIOB COCYJIOB U BHYTPUMBIIICIHBIX KHECKIMH JOJDKHO GBITH YMEHBIIEHO BO BpeMs
neuenus npenapatom ATTPACTAT®. BHyTpuBeHHBIE BBEJCHUS NOKHEI IPOBOUTECS TOJBKO
Ha NOAJAIOUIMXCSA NPHXKATHIO YacTAX Teja. Bce MecTa IYHKIUH COCYHOB JOJDKHBI OBITH
3apETHCTPHPOBAHLl M HAXOJAWTHCA IIOA IpPUCTAdLHBIM HabmoaeHueM. IIpH npuMeHeHUH
npenapata ATTPACTAT® cnexyer xpuTayecky paccMarpiBaTh HEO6XOIUMOCTD HCIIONb30BAHHA
y DAOHEeHTa MOYEBBIX KAaTeTepOB, MHTyOalMM HOCOIJIOTKM H IIPHUMEHEHHH Ha30TacTPabHBIX
30HJOB (MX KOJIMYECTBO JOIDKHO OBITH CBEAEHO K MUHIMYMY) € YI€TOM BO3MOXHBIX PHCKOB.
Kounmponw nabopamopnvix noxazameneti

KomugecTBo TpoMOOIIATOB, YPOBEHE IeMOTTIOOMHA ¥ TEMAaTOKPUT AOJDKHBI H3MEPSATHCS 10 Hadala
nevenus npenaparom ATTPACTAT®, a takke B Teuenme 2-6 u mocie Hadana Tepamnuu
IpenapaToM ¥ Kak MAUHUMYM OJIMH pa3 B CYTKH BO BpeMs Tepaluu (WM Yame, eCili UMEIOTCs
J@HHBIE O BBIPAKCHHOM CHIDKEHHMH YKa3aHHBIX IOKazaTeileif). Y HallHEHTOB, KOTOPHIE paHee
IONyJan¥ AaHTAaroHUCTsl rIiuKonpoTenHoBeIX IIb/Illa-penenTopoB (MOXET .BOSHHKHYThH
TIEpEeKpECTHAsl PEaKTHBHOCTh), CIIEAyeT HEMEIJICHHO IIPOBECTH KOHTPONb KOJIHMYECTBA
TpoMOGOIUTOB, HAIIpUMEp, B TEUEHHE NIEPBOTO Jaca BBEJEHHUS Ipenapara, B CJIy4ae eciu penapar
IpUMEHSETCS y IaluenTa MoBTOpHO (cM. paspen «IloGounoe neiictBuer). Ecim xoimaecTBo
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TpoMGoLUTOB Najaer Hmwke 90000/MM°, fanbBeHmIME TIOACYETH IUCTa TPOMOOUMTOB TOIDKHEL
ObITh INPOBEAEHBl I TOro, 4YTOOBl MCKIIOYHTH ICeBAOTpoMOomMTOoneHmio. B  ciyyae
TIOATBEPXKICHHS TPOMOOLUTONEHUH, IeICHHE TTpenapaTtoM AL PACTAT® u renapusoM 10/DKEO
OBITh mpekpameHo. [TarMeHTsl JOMKHEL HabmIoNaThCsl Ha MPEAMET Pa3sBMTHs KPOBOTEYCHHA H
mony4yaTrh, B CiOy4ae HeoOXOJUMOCTH, COOTBETCTBYIOHIee JjedeHHe (CM. pasjeln
«Ilepeno3upoBka»).

Ilepen neyeHHEM JOIDKHO OBITH ONpeNeNieH0 aKTHBUPOBaHHOE YACTUYHOE TPOMOOINIACTHMHOBOE
BpeMst (AUTB), cieflyeT TINAaTeNnbHO KOHTPOJIMPOBATH aHTHKOAIYJAHTHOE NeiCTBHE TemapHHa
MyTeM NOBTOPHEIX n3mepenuit AUTB, no3a Jo/mKHBI OBITH CKOPPEKTHPOBAHA COOTBETCTBYIOMINM
obpazom (cM. paszien «Crocob npuMeHeHHs 1 J03bI»). CleayeT HMeTh BBUAY, YTO IIPH BBENCHHH
rellapyHa BMeCTE€ C JpPYrMMH IIpenapaTamMM, BIMSIOIIMMHM Ha TIeMOCTa3, HaupuMep, ¢
aHTaroOHHUCTaMu rimkonporerHoBEIX [Ib/Illa-penienTopoB, MOXKET BO3BHHKHYTH MOTCHIMAILHO
YTpOXalomee XKU3HU KPOBOTEUEHHE.

Codepacanue nampus

ATTPACTAT®, KoHIIEHTpAT I IPUTOTOBJEHHS PACTBOPA M HH(Y3UH, COAEPKAT IPUMEPHO
189 Mr Hatpus Bo ¢raxore odvemoM 50 M, 9TO HOJDKHO OBITH NPHHATO BO BHMMAaHHE IpH
IPAMEHEHUH IIperapara y NALMeHTOB, COOIIONAIOmMX AMETy ¢ OrpaHUYEHHEM COJEp)KaHUA
HaTpHsL.

IIpumeneHne npu 6epeMeHHOCTH H B [IEPHOA IPYAHOro BCKAPMIHBAHMS

Keperennocms

JlaHHBIE IO IpUMEHEHHMIO THpohHbaHa y OepeMEHHBIX KEHINUH OTCYTCTBYIOT MM OrPaHHYEHBL.
PesynsTaToB MCCIECNOBaHHH Yy XHUBOTHBIX HEJOCTATOYHO JUIA (HOPMYJIHPOBKH 3aKOUEHHH 0
PENpONYKTHBHON TOKCHYHOCTH THpodubaHa Ui yeloBeka. B HCCIETOBaHUAX Y JKMBOTHBIX
YCTaHOBJICHO, 4TO THpOo(puOaHa IUAPOXIOPHT HPOHUKAET Yepe3 IUIAUEHTY Y KPbIC H KPOIHKOB.
IlpenapaT He peKOMEHIyeTcs NPUMEHATH BO BpeMsi OEPEMEHHOCTH 3a UCKIIIOUEHHEM CIIy4aes,
KOTia OXKUAaeMast ToJTk3a JUIS MaTEPH NIPEBHIIAET OTEHIUMANBHBIA PHCK JUIS IIOJA.
@epmunvHocmp

WccnepoBannii BmusHMA THpodmOaHa THAPOXIOpPHAA Ha (EPTHIBHOCTE Y IKHBOTHBIX
HEROCTATOYHO, 4TOOBI CHENATH 3aKMIOYCHHE B OTHOMIEHHMM PENPORYKTHBHOH TOKCHYHOCTH
npernapara Ajisi YeJI0BeKa.

JaHHBle NOKJIMHHYECKAX HCCICOBAHUIE I103BOJLSIIOT IMPEANONAraTb OTCYTCTBHE OcCOO0M
ONIaCHOCTH IJIA 4YejloBeKa Ha OCHOBAHMH CTAHIAPTHOrO HCCICAOBAHUS (HapMaKOIOTHYECKOi
0e30IIaCHOCTH, TOKCHYECKOTO JeiicrBUS C MHOTOKDAaTHEIM BBEIEHHEM IIpemapara M
I€HOTOKCHYHOCTH.

B IOKIMHAYECKHX HCCICAOBAHUAX HE OTMEYANOCH BIMSHUS THpodubaHa ruppoxiopuaa Ha
(GepTHNLHOCT, ¥ PENPONYKTHBHYIO (GYHKUIMIO KaKk y CaMIOB, TaK M Yy CaMOK KpHIC IIPH
BHYTPHMBEHHOM BBEICHHH J03 THpodubaHa TrHIpOXJIOpHAa IO 5 MI/Kr/neHb. YKa3aHHGBIE
H3YYCHHBIC JO3bl NpPHUMEpHO B 22 pa3a IpPEBBINAIOT MAKCUMANbHYIO pPEKOMEHJOBAHHYIO
CYTOYHYIO 103y ISl 9ENIOBEKA.

ITepuoo epyonozo eckapmnusanun

HUccnenosanuii no npuMeHeHUIo THpohubana rupoxiIopuaa y NanueHTOK B EPHOJ IPYAHOIO
BCKapMJIUBAaHUS HE IIPOBOJUIIOCH, IOITOMY HEHU3BECTHO, BEIAENACTCS 1M TUpoGuOaH ¢ rpyaHEM
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MOJIOKOM y uyeiioBeka. Pe3ylbTaThl HCCIIeNoBaHui (hapMaKOAMHAMUKH H TOKCHKOJIOTHYCCKHX
CBOJMCTB NpenapaTa y JKMBOTHBIX MOKa3aiM, 4T0 THpodubaHa THAPOXJIOPHI BBUIENAETCS C
IPYIHBIM MOJOKOM. B CBS3H C 9THM [pPH IpPHMHSTHHM DEIICHHS O HA3HAYEHWH THpodubGaHa
MaIMEeHTKaM B IEPUOJ I'PYIHOTO BCKapMIIMBAHUS HEJIB3S HCKIIIOYATh PUCKA U HOBOPOXIECHHBIX,
HaxXOANIUXCA HA FPYIHOM BCKApMIIMBAHHH.

B cnydae nasnavenus npenapata ATTPACTAT® rpynnoe BckapMiIMBaHHE CIEAYET IPEKPATHT.
IIpusnMas BO BHUMAHKE TIOJB3Y IPYHOTO BCKAPMIIMBAHMS U1 pebeHka, 1 He0OXOIUMOCTD €I0
OTMEHH! B clyuae HasHagenns npenapata ATTPACTAT®, npenapar crezyer HasHauaTs TONBKO,
€CJI PUCK HEHa3HAYEHUs Ipenapara Julsd MaTepd IPEBBIIAET M0JIb3Y IPYAHOr0 BCKapMIIMBAHHS
I pebeHka.

Cuocol npuMeHeHHA ¥ 03bI

Cnoco6 npumenenun

ATTPACTAT® MoXeT NpUMEHATLCS TOJNBKO B YCIOBHAX CTAMOHAPA CIICHUATHCTAMH,
HMEIOMIUMH OIIBIT B JIEIEHUH OCTPHIX KOPOHAPHBIX CHHIPOMOB.

Ipenapar crexyeT MPUMEHATh BMeCTe ¢ HehpaKIMOHHPOBAHHBIM FETIapHMHOM H IEpOPaibHOH
aHTHTPOMOOLMTapHOH Tepamuell, BKIIOYast alleTHICATHIHIOBYIO KHCIIOTY.

AITPACTAT® xonyenmpam ons npuzomoenenus pacmeopa 01 ungysuii, 0,25 mz/mn mpebyem
0053amenvio20 pazsedeHuss nepeo UCHONb306AHUEM: ]

Jlna  pasemenms  npemapata AITPACTAT® w3 crepuisHoro  uHdY3HOHHOrO
KoHTeiiHepa/uH}py3HoHHOTO TaKeTa 06bemoM 250 Mt 0,9 % pacTBopa Harpus xnopuzxa wia 5 %
BOJHOTO pacTBOpa TIJIFOKO3BI (HMEKCTpo3bl) oTOMpatoT SO0 MI pacTBOpa M BBOJAT BMECTO
0TOOpaHHOrO pacTBopa B HH(Y3MOHHBINA KOHTeHHep/HH(Y3HOHHBI maker S0 M mpemapara
ATTPACTAT® (omun monueit (1akoH) [ TOMyYeHys pacTBOpa THPOQHOaHA B KOHIIEHTPALMH
50 Mxr/mit. TaTenbHO NepeMENIUBAIOT Iepel IPUMEHEHHEM.

ATTPACTAT® cremyer BBOIMTH C NMOMOINBIO OTKAIMGPOBAHHOM HH(Y3HOHHOM CHCTEMBI C
HCIIOJIB30BAHKHEM CTEPHIIBHOIO 000pYIOBaHHS.

Ilepen npHroTOBIEHHEM BCE IpPUMEHSEMBIE pPAcTBOPHl CJIEAyeT IPOBEPUTh HA HaNUYHe
MIOMYTHEHH, [IOCTOPOHHMX YacCTHI] UM H3MEHEHHE OKPacKH, PacTBOPHI MOXHO HCIIOJNH30BATH
TOJIHKO [IPH OTCYTCTBUH YKa3aHHBIX H3MEHEHHIL.

Pa3zBeneHHBI IIpemapaT cieqyeT HCIONb30BaTh Cpady I[ocie IPUrOTOBICHHA. B ciydae
HEBO3MOXXHOCTH UCIONIB30BaHMs, PACTBOP MOMKET XPaHUTHCA MU TeMueparype +2 °C —~+8 °C ne
donee 24 4.

Crenyet cobNoaTh OCTOPOXKHOCTD, 9TOOKI HE IOITYCTUTD IPOUICHAS HH(PY3HM HadambHO#H 1035
U He NOMYCTHTh HENPABUILHOIO pacyeTa CKOPOCTH WHQY3HH IOANEPKUBAIOMEH XO3Bl B
3aBHCHMOCTHU OT MaccChl TEJa NalUeHTa.

IIperrapar ATTPACTAT® moxHO BBOZUTE B OfHON HH(Y3HOHHOM cHCTeME ¢ He(PAKIHOHHEM
TelapuHOM, aTpolMHa CyJb(aroM, No0yTaMHHOM, JONaMUHOM, SIHHE(QPUHA MHAPOXIOPHIOM,
dypocemuzom, nmAoOKaWHOM, MHIa3ojlaMa THAPOXIOPHJIOM, MophuHa cynsdaroM,
HUTPOTJMIECPUHOM, Kaius XIOPHAOM, IPONAaHONONa THAPOXJIOPHAOM H (aMOTHAMHOM Ui
HHBEKIHHA.

VcraHoBlIEHa HECOBMECTHMOCTH C JMa3ellaMOM, IIO3TOMY He cleIyeT BBOJIMTH Npenapat
ATTPACTAT® ¢ wucnoms3oBanveM Toll X HH(Y3HOHHOM CHCTEMBI, YTO M IIPM BBEIEHHU
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Ipenapara aguas€riaM HIIH JI00aBIATh K HH(I)ySIfIOHHOM}’ pacTBoOpy ApYIru€ JICKapCTBCHHBIC
Ipenaparsl, HE YKa3aHHbIC B CIIHCKE BBIINIEC,

o3t

IIpuMeHsTh MoNy4eHHBIH (B COOTBETCTBHM C yKasaHUSIMHU B paszesie «Crnocol nmpuMeHeHus»)
pacTBOp And HH(QY3HH ClefyeT B COOTBETCTBYIOUIMX 103aX B 3aBHCHMOCTH OT MAacchl Teja
NMangeHTa. YKasaHus 0 JO3UPOBAHUIO, IPHBEAEHE! HIke B Tabmmune 1.

Taoaumna 1.
Tabauua ¢ yka3zaHUSIMH 0 A03HPOBAHUIO
Cxema BBeaeHIs Cxema BBegeHHR Cxema 6o.;110cHOTO Cxema GoatocHoro
HATPY304HOH A03bI HArPY304HOI1 10361 BEAeHIA A03b1 25 MKI/Kr | BBEACHHS A03BI 25 MKI/Kr
0,4 MKI/KT/MHH 0,4 Mxr/Rr/muu y fonblunHCTBA y NalHeHToB
y GonbiuHCcTBA Y NALHEHTOB NALHEHTOB C TSIZKEN0i1 moueyHoit
[ALMENTOB € TAKeN0# modyeHoi HEeAOCTATOYHOCTLIO
HEROCTATOYHOCTbIO
Macca |Cxopocts | Ckopocts | Ckopocts | Cxopocts | Bomtoc (M) | Cxopocts | Bomoc (M) CxopocTb
. Tena 30-muH  |undysuu s | 30-MuH  |undy3uu B HHY3HH B nudysun B
nanueHta MHQY3uH B |mopmepxku- {undysnu B |nOmAEPKH- nozIepXu- NOLIePXKA-
(xr) 3arpysoy- | Baromeii | sarpyszou- | Batommeit BaloLICH [Batoineli Jo3e
HO#t jose  [mose (M/u) | Holf go3e  |mose (Ma/u) nose (Ma/u) {Mi/y)
(Ma/4) (M/4)
30-37 16 4 8 2 17 6 8 3
38-45 20 5 10 3 21 7 10 4
46-54 24 6 12 3 25 9 13 5
55-62 28 7 14 4 29 11 15 5
63-70 32 8 16 4 33 12 17 6
71-79 36 9 18 5 38 14 19 7
80-87 40 10 20 5 42 15 21 8
88-95 44 11 22 6 46 16 23 8
96-104 48 12 24 6 50 18 25 9
. 105-112 52 13 26 7 54 20 27 10
- 113-120 56 14 28 7 58 21 29 10
121-128 60 15 30 8 62 22 31 11
129-137 64 16 32 8 67 24 33 12
138-145 68 17 34 9 71 25 35 13
146-153 72 18 36 9 75 27 37 13

ITayuenmam, xomopuie nonyuarom neyeHue ¢ NPUMeHeHUeM CIpamezull PaHHe20 UHEA3UGHO20
emeuwamenscmea no noeody OKC6nST, no He naanupyemcs npogedenue anzuozpaguu 6 meyenue
nepuoda om 4 4 0o 48 4 nocre nocmanoeku Ouacnosa, npenapar AITPACTAT® Beopar
BHYTPMBEHHO C HadalbHOH ckopocThlo uHGysun 0,4 MKr/kr/mMuH. B TeueHuwe 30 mun. Ilo
OKOHYaHHM HayalsHOH WHGY3HH ClenyeT NPOAOIDKHTE BBenenue npemapara ATTPACTAT® B
BHAE TOARepXuBaromeil uHpysuu co ckopocteio 0,1 Mxr/kr/mMur. ATTPACTAT® nasmavaror
BMecTe ¢ HedpakiuonvpopaHsbM renapuroM (HOI) (06prauHo H®OI' BBOAAT BHYTPHBEHHO
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ctpyiino mo 50-60 EJI/kr onHOBpEMEHHO ¢ Ha4ajIoM TepalMy perapaToM ATTPACTAT®, 3atem
npumepo 1o 1000 EJl/4 ¢ TuTpanueii no akTHBHPOBaHHOMY TPOMOOIIACTHHOBOMY BpeMEHH
(AUTB), KoTopoe MOIDKHO MPHMEPHO B 2 pasa IpEeBHINATh HOPMAJBHOE 3HAYECHHE) H
NpenapaTaMd II€pOpanbHON aHTHTPOMOONIMTApPHOM TepamuM, BKIOYas, B TOM YHCIE,
ALETHICAIMIUIOBYIO KHCIIOTY, €CIIH OTCYTCTBYIOT IPOTHBOIIOKa3aHUs K € NPUMEHEHHIO (CM.
pasuen «PapMaKoOUHaAMUKay).

Iayuenmam ¢ OKC6nST, xomopuim nianupyemcs npogederue KB e mevenue nepavix 4 4 nocne
noCmanoexu OUAZHO3A UNU NAYUEHMAM C 0CMPLIM uHgapkmom muokapda (HM) ATTPACTAT®
CIIEAYeT BBOAMTH B HaYaNbHOM GOIFOCHON NO3€ 25 MKI/KT B TedeHue 3 MHH, ¢ HOCHEXyIOmeH
HenpepbIBHON MH(Yy3uei mperapara co ckopocTbio 0,15 MKI/Kr/MHH B TeueHue 12-24 4w 0
48 u.

ATTPACTAT® cnenyer nasuauats Bmecte ¢ HOT (065rar0 HOT BBOIAT BEYTPHBEHHO GOIIOCHO
B o3¢ 50-60 EJI/Kr ofHOBpeMeHHO ¢ HauanoM Tepamuu npenapatom ATTPACTAT®, sarem — B
no3e mpumepro 1000 EJl/4 mox xontponem AUTB ypoBeHB KOTOpOTO HE JIOMKEH B 2 pa3a
IpeBbIIaTh HOpMY). OXHOBPEMEHHO TIEPOPaTbHO HazHAYAeTCH alleTHIICATAIMIOBAsS KHCIIOTA IPH
OTCYTCTBHH IIpOTMBONOKazaHM# (cM. paszen «Papmaxoounamuxay). IlpuMeHeHne STHX
IIpenapaToB JOJDKHO OBbITh NPOJO/DKEHO, KaK MHHUMYM B TE€YEHHE BCEr0 BPEMEHH IPOBEACHHS
undysmn npenapata ATTPACTAT®.

Hoscunoii so3pacm

IMoxuiemM nanueHTamM KOppeKuus 10361 He TpebyeTes (cM. pasiel «Ocobble yKazaHusmy).
Hayuenmvr ¢ mascenoit noueunol HeOOCMAMOYHOCMBIO

[Ipu Tsoxenoi moYeyHoH HeAOCTaTOYHOCTH (KIMpeHe KpeaTHHUHA <30 MII/MUH.) 103y TpernapaTa
ATTPACTAT® cnenyer cuusnts Ha 50% (cM. pasnen « DapMaKoKuHemuKay).

Lemu

B CBA3M ¢ OTCYTCTBHEM JAHHEIX, 6€30MacCHOCTh U 3(dexTuBHOCTH Npenapata ATPACTAT® y
Zereit B Bo3pacrte Lo 18 ner e ycTaHOBNEHE!.

Hauano u npodonsicumensrocme 66edenus npenapama ATTPACTAT®

Ilayuenmam, xomopwvle noayyaiom geueHue ¢ NPUMEHEHUEM CMpAMezun PaHHE20. UHBA3UGHO20
emewamenocmea no nogody OKC6nST, Ho He naanupyemcs npogedenue anzuozpapuu 6 meyenue
nepuoda om 4 u 0o 48 4 nocne nocmanoexu Ouaznosa, npenapar ATTPACTAT® msomar
BHYTPUBEHHO B Harpy304HoOd J03€ €O CKOpOCThIO HHGMy3mm 0,4 MKI/KI/MHH cpa3zy mocne
IIOCTAaHOBKH JWarHo3a. PeKoMeHIyeMas IUIATENIbHOCTh WH(Y3UH NOAREpXUBAIOIIEN O3B
IOJDKHA COCTABJIATH KaK MUHEMYM 48 4. Vndysmo npenapata ATTPACTAT® smecte ¢ HOT
MOXXHO IIPOJIOJKATh BO BPeMs NIPOLEXypHl KOPOHApHO! aHrHorpaduu, a TakkKe B TEUEHHE Kak
MuHEMYM 12 4, HO He Gonee 24 ¥ mocie mpoLeRypbl aHMMOIUIACTHKH/apTEPUOIKTOMHIM. Eciu
NaUUeHT KIMHUYECKH crabHieH, M €ro JIicJYalldii Bpay He IUIaHMpYeT Jajee NPOBEHECHHS
IpoIleAyphl KOPOHAPHOI'O BMEMIATENILCTBA, UHGY3UIO Mpenapara cliefyeT IpekpaThHTh. Obmas
IIPOIOIDKUTENEHOCTE Jiedernus npenapatom ATTPACTAT® ne pomxra npessumats 108 u.
ITayuenmam ¢ OKC6nST, komopeim naanupyemcsa npogedenue aneuozpapuy 6 meuenue nepeulx
4 4 nocne nocmanoexu duazno3a, BRefieHue npenapara Al TPACTAT® neoGxonuMo HaunHATH B
HauaJre npouexyps! YKB, ¢ niponomxenuem HHGY3HH B TeueHue 12-24 4 u 1o 48 4.
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Iayuenmam ¢ ocmpeim ungapxmom muoxapoa (HM), xomopvim nnanupyemca npogeoenue
nepeuunozo YKB, Heobxoaumo Hauarh Beenenue npemapata AITPACTAT® B mauambHoit
OOMOCHOI 03¢ 25 MKI/KT He3aMeANUTENBHO II0C/Ie IIOCTAHOBKY ANArHo3a.

Ipumenenue conymcmeyroujeii mepanuu (HQPI', nepopanvnas anmuazpezaumuas mepanus, 6
MOM YUCAe AYemURCanuyun06as kucroma) npu éeedenuu npenapama AITPACTAT®

Jleyenne HOI' HauwHaIOT ¢ BHyTpUBEHHOTO GomocHoro Beenenus B noze 50-60 EJl/kr u 3atem
IPONOJDKAIOT B BUAe mopaepxuparomeii nudysuu B noze 1000 Ell/u. o3y remapuna TUTPYIOT
g nogaepxanust AUTB npumepHo B 2 pa3a Bhllle HOPMANbHOTO 3HAYEHUS.

Jo nauana Beenenus npenapata ATTPACTAT® Bce manmenTs! HODKHEL TOJTy9aTh IEPOPAbHEIE
aHTHATPETAHTH], BKIII0YAS alleTHICATULAIOBYIO KHCIOTY, HO HE OrPaHHIMBA’CH €i, €Cild HeT
NIPOTUBONOKA3aHAH K NPHMEHEHMIO COOTBETCTBYIOIUMX IpenaparoB. IIpueM mnepopaibHBIX
aHTHATPETaHTOB CIEMyeT MPOJODKAaTh IO KpaliHeif Mepe B TedeHHe BCETO IMepuoza HHQY3uH
npenapara ATTPACTAT®.

B GonpMHCTBE HCCNENOBaHHUI 10 H3YUSHHIO IPUMEHEHNS THpo¢dubaHa B Ka4eCTBE NOIIOIHEHUS
x YKB B xagecTBe epopajibHOM aHTHArPETAHTHOH TEPAITHH HCIIOJIb30BAIH Alle THIICATHITAIOBYIO
KHCJIOTY B COYETAaHHMH C KIONUZOrpenoM. O(pdeKTUBHOCTh kKoMOuHAuuM TUpodubaHa ¢
[IPacyTpeioM MM THKArpejopoM HE H3y4anach B PAaHIOMH3HPOBAHHBIX KOHTPOJIHPYEMBIX
HCCIIEOBAaHHUAX.

Eciu Tpebyercs amrmomnactuxka (UKB), BBenmeHue remapumaa cClieayeT NIPEKpPaTHTh IIOCIE
npouenypsr UKB, a npoBOAZHMKH CTEHTOB CNeqyeT H3BJeYb, KaK TOJBKO KOAryJISIHs
HOPMAJIM3Y€ETCs, HAalpUMep, KOrJa aKTHBAPOBAaHHOE BpEeMA CBEpPTILIBAHHSA OYAET COCTaBIATH
menee 180 ¢ (o6braHO Yepes 2-6 4 mocie npeKpalieHns BeACHAs renapyuHa).

Ilobounoe neiicTtBue

Haubonee dacThIMM HeXeNaTeNbHBIMH pEaKIMAMH, 3aPErHCTPUPOBAHHBIMM IIPH TEPaIHH
npenapatoM AITPACTAT® mpu ero ONHOBPEMEHHOM IPHMEHEHHH C TelapuHOM,
AlCTHICATMIMIOBOK  KMCIOTOM M APYTMMH  IEpOpajJbHBIMH  @HTHTPOMOOLMTAPHEIMU
IIpenaparamH, SBJIAIOTC] KPOBOTECUEHHS, B TOM YHCIIE HE3HAUYUTEIILHEIE KOXKHEIE KPOBOTEUEHHS ¥
CJIM3UCTHIX 000TI0YEK MIIN HE3HAUUTENTBHBIE KPOBOTEUCHHS B MECTE KATETEPH3alMH.

Taxoxke  coolmanoce 0  KENYNOYHO-KMINEYHHIX, 3a0pIOMIMHHBIX, BHYTPHYEPEIHBIX,
TeMOPPOKJAIBHEIX, IIOCIEONEPAllUOHHEIX KPOBOTEUCHHSAX, 00 SMUAYpaNbHBIX TI'eMaToMaX B
061aCTH II03BOHOYHHUKA, TEMONIEPUKAPAE 1 JIETOYHOM (JIbBEOIIPHOM) KPOBOTEUCHHAX, JacToTa
TSOKENBIX KpoBOTeyeHHMH no kinaccubmxaumu TIMI* m BHyTpMYepemHBIX KpOBOTEYEHMI B
OCHOBHBIX KIIMHA4ECKUX Hccenosanusx npenapata ATTPACTAT® cocrasmsimu <2,2% u <0,1%,
coorsercTBenHO. Haubonee ceppesnoit mobo9Hol peakuueit OBUI0 KPOBOTEYEHHE C JIETANBHBIM
HUCXOIOM.

B GonpmIMHCTBE KIMHMYECKMX WCCIENOBAaHMH IpuMeHeHHe THpodubaHa NPHBOAMIO K
TpombouuToneHnn (koymdecTBo TpombouutoB <90 000/mm®), xoTopas Habmomanack y 1,5%
TAIHEHTOB, NONYYaBIKX Jevenue npenapatoM ATTPACTAT® B xoMOMHAIHM ¢ relapuHOM.
Yacrota pasBUTHA TSDKENOM TpoMOOLUTONECHHH (KOMMYeCTBO TpomOomuToB <50 000/Mm>)
cocrapiana 0,3%. Jlpyrumu Haubonee pacnpocTpaHEHHBIMH, NODOYHBIMHM DPEAKUMAMH IIPH
npuMeHenud npenapara AITPACTAT® B koMbumammm ¢ remapHHOM (HE OTHOCSIIHECH K
KpoBoTedeHHAM), Gputn TomHoTa (1,7%), nmuxopanka (1,5%) u ronosras 6oms (1,1%).

B Tabnuue 2 npHBemeHB! HEXENATENbHBIC PEAKUMM HA OCHOBAHMHM ONBITA IUECTH ABOMHBIX
CICTIBIX KOHTPOJIMPYEMBIX KIMHHYECKMX HcclenoBaHuii (BkmodaBmmx 1953 manmeHnrta,
NoNy4aBmuX THpo(ubGaH B KOMOMHALMM C TellapHHOM), & TAKKe HEXeNaTedbHBIC pPEaKIuH,
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3aPETUCTPUPOBAHHBIE TPH IIOCTPErMCTPAlMOHHOM NpHMEHEHHH mnpenapara AlT PACTAT®.
HexenaTrenbHble SBICHUS, TIPEICTABICHHBIE HAKE, IEPEUHCIICHB] B COOTBETCTBHU C CHCTEMHO-
OpraHHBIM KJJ4cCOM M YacTOTOH BCTPeJaeMOCTH. HacToTa BCTPEYaCeMOCTH HEXeNaTeNbHbIX
PeaKnuii onpeaenaeTcs cleayromum o6pasoM: oueis vacto (> 1/10); yacro (> 1/100 mo <1/10);
Heuacto (> 1/1 000 mo <1/100); pemxo (= 1/10 000 mo <1/1 000); ouens peaxo (<1/10 000),
HEM3BECTHO (HENb3s OLEHHTH Ha OCHOBAHAM MMEIONNXCS AaHHIX). IlockonsKy HEpOpMAIus o
HEKeNaTeNbHbIX PpEaKlUHAX B MOCTPETHCTPAIMOHERIN INepHoJ MONydeHa M3 CIOHTZHHBIX
COOBILEHHH H3 TOIYJSMUHH HEYTOYHEHHOTO pasMepa, HEBO3MOMKHO OIPEAECNHTh HMX TOYHYIO
YacTOTY BCTPEYaeMOCTH. TakuM o00pa3oM, 49acToTa 3THX HEKENaTeNbHBIX PpeaKiui
KIacCHPUIUPYETCS KaK KHEH3BECTHON.

Tadauua 2.

HexenateapHble PEAKIAN B KIHHHYECKNX UCC/IEI0BAHHAX H HA OCHOBAHHH
HOCTPErHCTPANMOHHOTO ONbITA HpAMeHeHns npenapara ATTPACTAT®

CHCTCI:HIO- Odens gacro Yacro He uacro HensBectHO
OpraHHbIi Kaace
Hapywmienns co Octpoe wunu
CTOPOHBI KPOBH U BBIpaXKeHHOE
AUMGaTHYECKOIM (<20 000/mMm*)
CHCTEMBI CHIDKEHHE
KOJIMYEeCTBa
TpOMOOIMTOB
Hapymenns co Tsoxensie
CTOpPOHB! ' ajuIepruyecKie
UMMYHHOH peakiiy, BKII0Yas
CHCTEMBI aHaumakTHYeCKHe
peaKLnH
Hapywenus co T'onosnasn 6056 BrytpHuepennoe
CTOPOHBI HEPBHO KpPOBOTEYEHHE,
CHCTEMBI CNHHaNbHAas
3MNUAYpasbHAas
reMaTromMa
Hapymenus co I'emonepukapn
CTOpOHBI cepitia
Hapymienus co I'emaToma
CTOPOHBI COCYZIOB
Hapymenus co Kposoxapkanbe, Jlerounoe
CTOPOHEI HOCOBOE (anpBEONApHOE)
JBTXATENBbHOH KpPOBOTEYEHHE KPOBOTEUECHHE
CHMCTEMBI, OPraHOB
IpYAHOM KJIETKH U
CpeNOCTeHHs
XKenynouno- Towmnora Kposoteuenne | XKemymouno- | 3abpromnnuoe
KHIIEYHbIE B [IOJIOCTH PTa, | KMIIEYHOE KPOBOTEYEHHE
HapyIIeHHs KPOBOTEUEHHE | KPOBOTEYEHHE,
U3 JeceH pPBOTA KPOBBIO
Hapymenus co OKXHMO3
CTOPOHBI KOKH U
TOAKOAKHOM
KJIETYaTKH
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CIICTeI:{HO- Ouennb 4acTo Yacro He gacro HensBecTHo
OpraHHbIii Kjiacce
Hapymenus co I'ematypns
CTOPOHBI TIOYEK
MOYEBBIBOJALIUX
nyTei
O6mue Jluxopanka
HapyILEeHUS U
PeaKLUH B MECTe
BBEAEHUS
! Tpaemsl, IMocneonepaunoHroe | KpoBoreuenue
! MHTOKCHKALUH U KpoBOTeueHUe** B MECTE
OCIOMKHEHHS IYHKIMH
TpoLeayD COCYIOB
JlabopatopHsle U CkpbITas KpoBb B CHmwxenue Yucno
HWHCTPYMEHTAIBHBIC | CTYJIE WIH B MOYE reMaToKpura ¥ | TpOMOOLIUTOB
JIAHHbIE reMorobuHa, < 50 000/mm?
- YHUCIIO
TPOMOOLIUTOB
<90 000/Mm3

**B 0CHOBHOM, B MECTAX KATETEPH3ALMI,

Onucanue omoeabHbIX HENCENAMETLHIX PEAKUU L
Kposomeuenue
Kax npu BBeieHun THpodubana B Buje nHOY3uH 0,4 MKI/KI/MHAH, TaK ¥ IPH OOIOCHOM BBEACHAH
THpodubana B 103€ 25 MKI/KT, PHCKHM OCIOXXHEHHH B BuAe OONBIIOrO KPOBOTEUEHHS OCTAIOTCS
HHU3KUMH ¥ IIOBBIIAIOTCS HE3HAUYUTEINHHO.
B uccnenosannu PRISM-PLUS npu BBemenun tupo¢puGana B Bune unpysuu 0,4 MKI/Kr/MuH,
JacTOTa BCTpeyaeMocTH 6ONBIIAX KpoBoTedeHuH no xiaccuduxanuu TIMI cocrassina 1,4% npu
NpUMeHeHUH THpopubaHa B KOMOMHAINH ¢ renapHHoM u 0,8% - IpH MOHOTEpPANHH TeIIAPUHOM.
YacToTa BCTpeyaeMOCTH YMEPEHHBIX KpoBoTeueHuH 1o kinaccuduxamuu TIMI cocraenana 10,5%
Jurst THpoubana B koMOuHanuu ¢ renapuHoM u 8,0% - ipu MOHOTepamuy remapusaoM. B rpynme
[IAl[UEHTOB, IIOJy4aBIIHX Tepanuio THpo¢ubaHoM B KOMOWHAIMK C TEHapuHOM IIPOLEHT
a2 [TalIMEHTOB, KOTOPHIM OblIa BhITONIHEHA reMoTpaHcdy3us, coctaBun 4,0%, B rpymnire, onydaBIei
- MOHOTEPAIHIO renapuHoM - 2,8%.
[losnydeHHble naHHble B KnuHM4YeckoM wuccinegoBaHud ADVANCE mnokasain, 9T0 9HCIO
KpPOBOTEUECHHH Iipu OOMOCHOM BBeAeHMH THpoduOana B jgo3e 25 MKI/Kr OBUIO .HHU3KHM,
CYIIECTBEHHO HE BO3pacTaJ0 OTHOCHUTENbHO IpHMeHeHHs Iuianebo. B ofemx rpymmax
OTCYTCTBOBaJIM OoJNbIOIME KPOROTeUeHUs 1o Kkiaccuduxamuu TIMI u cioydan reMorpaHchy3uu.
VmMmepennble kpoBoreuerus no xnaccudukampyn TIMI npn 6omocHOM BBeneHun THpodunbana B
J03¢e 25 MKT/XT cocTaBisuy 4% 1o cpaBHEHHIO ¢ 1% B rpyImie nanueHToB, IOTyYaBIei mianeto
(p=0,19).
B uccnenosanuu On-TIME 2 oTcyTcTBOBana CyIecTBEHHAsS pa3HUIA B YACTOTE BCTPEUAEMOCTH
6onpmmx kpoBoteuyeHuit o xnaccuduranuu TIMI (3,4% nporus 2,9%, p=0,58) u yMepeHHBIX
KpoBoTeueHHH no kimaccuduxauuun TIMI (5,9% mnpotus 4,4%; p=0,206) Mexnmy rpynmoii c
fomocHbM BBeeHHeM Tupodubana B 1o3e 25 MKI/KT ¥ KOHTPOJBHOMN I'PYNIION.
YacToTa BO3HHKHOBEHHS OONBIINX KpoBoTedeHHUH (2,4% npoTus 1,6%; p=0.44) unn ymepeHHBIX
KpoBoteuenuit (4,8% nportus 6,2%; p=0.4) no xnaccudpuxamuu TIMI Taxke He oTimuanach
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

CYILIECTBEHHO MEXIy IPYyNmoi ¢ mpuMeHeHHeM TupodubaHa B nose 25 MKI/KT H rpynoi ¢
NpUMEHEHHEM CTaHIapTHBIX A03 abnukcumaba, KOTOpHIE CPABHHMBANHMCh B HCCIENOBAHHU
MULTISTRATEGY.

Ha oCHOBaHMH TIPOBEIECHHOIO MeTa-aHATH3a U1 OLEHKHA TIEMOPPAardYeCKHX OCJIOXKHEHHH,
(rrarmmenTs ¢ OKC n=4076) MOXHO ceNnaTh BEIBOJ, YTO 60IMOCHOE BBEEHHE THpodHOaHa B n03e
25 MKI/KT He IPABOJIUT K CYIIECTBEHHOMY YBEIHYSHUIO KOJIYECTBA OOIBIINX KPOBOTECUECHHH HIIH
TpoMOOLMTONIEHNH IO CpaBHEHHUIO ¢ mane6o. [Ipy n3yvyeHu NONYYEeHHBIX JAHHBIX IO OMBITY
fomrocHOro BBelleHuMss THpo¢mbana B Jo3¢ 25 MKI/KT IO CpaBHEHHIO ¢ abmuxcumaboM,
HHIUBUYATBHEIE JaHHBIE, NIONYYCHHEIE B HCCIICNOBAaHUH, HE JIEMOHCTPHPYIOT 3HAYMTENBHBIX
pa3nuuMif B yacToTE OONBIIAX KPOBOTEUEHHMIH MEXIy PYNIIaMH JICUEHHsL.

Tpomboyumonenus

Bo Bpems neueHus THpPoHOAHOM OCTPOE CHIDKCHHE KOJNMYECTBA TPOMOOIMTOB, WIIM
TPOMOOLMTONEHNMs] BOSHUKANHM Haile, 9eM B rpyme mianedo. Camxenne Obio oOpaTUMEIM, H
KOJIMYECTBO TPOMOONMTOB BO3BpAalaloch K HCXOXHOMY YPOBHIO IIOCNE OTMEHBI IIpenapara.
OcTpoe ¥ TKENOE CHIDKGHHE KonmdecTsa TpomOoumto (<20 000/mMm®) mabmopanock y
TIAIMEHTOR C OTCYTCTBHEM B aHaMHe3e IepeHEeCEeHHOU paHee TpOMOOLMTONEHMH B OTBET Ha
HOBTOPHOE NPHMEHEHHE aHTATOHMUCTOB TImHKonpoTenHoBbIX IIb/Illa-penenTopoB, 410 MOINIO
COIIPOBOM(IATHCS 03HOOOM, cy6deOpHIsHOM THXOPaaKOH WM KPOBOTEUEHHAMH.

Ananus uccieIOBaHUM, B KOTOPHIX CPAaBHUBAIKCH CXEMBI DOIMOCHOrO BBeJEHMs THpodudaHa B
nose 25 MKr/kr ¢ BReieHHeM abiukciuMaba B CTAaHAAPTHBIX 033X, IOKas3al CyIecTBEHHO Gojee
HU3KYIO JaCTOTY TPOMOONHTONCHHH IIPH IIpuMesenuH Tapodubana (0,45 % u 1,7 %; O =0,31;
p =0,004).

Annepzuvecxue peaxyuu

Tsxensle amuepraueckue peaknuu (Haupumep, OpoHXocmasM, KpanMBHHLA), BKIEOYAs
aHaUIAKTHIECKHE PEaKIlHH, BOSHHKANM BO BpeMs Hauana Beefenns npenapara ATTPACTAT®
(Taxoke B TEUEHHUE NIEPBOTO JHs BBEICHHUS) U IIPH IOBTOPHOM BBEJEHWH IIpenapara. HekoToprle
cilydadl TaKUX peakuui OBUIM CBS3aHBL € TSDKeNnod TpoMOoUMTONEeHHeH (KOMMYeCTBO
TpombonuToB <10000/Mm>).

* TIMI (kraccugpuxayus msoicecmu KposomeyeHui)

bonvwue xposomeuenus- enympuyepennule Kpogomeuenus, Mobvie GUOUMBIE KPOBOMEYeHUs (8 M.
Y. GblAGNEHHbIE C NOMOWbIO DASTUYHBLIX MEMOO0G BU3YANUZAYUU) CO CHUJICEHUEM YPOGHS
eemoznobuna (Hb) na >5 2/0n unu cemamoxpuma (Ht) na >15%, mamnonada cepdya, cmepmo om
KpogomeyeHus;

Ymepenuvie kposomeuenus - 6ONbULAK CNOHMAHHAA 2EMAMYPUSA, CROHMAHHAS KPOEA6Ask PEOMA,
n00ble GUOUMbIE KDOGOMEHEHUS (6 m. 4. GblAGNEHHbIE C NOMOWLIO DA3NUYHBIX MEmo008
suzyanuzayuu) co crudicenuem ypoeus Hb na 3 2/0n unu Ht na > 10%, omcymcemesue euoumoti
nomepu Kpoeu u crudicenue ypoens Hb na > 4 2/on unu Ht na > 2%,

Hesnauumenvrnvle xpogomeuenus - mobvie GuUOUMbIE KpOGOmMeYeHusi (6 m. Y. GulAGNeHHble C
HOMOUJbIO PA3NUYHBIX MEMOOOE BU3YANU3AYUY), CONPOBONHCOQIOUWUECS CHUMICEHUeM YpoeHs Hb na
<3 2/on unu Ht na <9%.
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Ilepenosuposka

B KIHHHYECKUX MCCIIEN0BAHMAX OTMEYAIACh HelpeAHAMEepeHHas HepeRo3upoBKa THpodubana 1o
50 MKr/xr npu GOJIOCHOM BBEICHMH B TEYE€HHME 3 MHH HIM IIPH BBEACHHM Ipernapara IpH
nepBuYHOI HHDY3uH B no3e 1,2 MKr/kr/mun. OTMeYaNHCh ¥ Cllydad IIepeA03pOBKY NpernapaTa
70 1,47 MKr/KIr/MMH IpH BBEJCHHM HHQY3HH HOIAEPKUBAIOLIEH JO3BL.

Cumnmomsi nepedo3upoeKu

Hau6osiee 4acTo pPErHcTPHpPYEMBIMH CHMOTOMaMH Iepexo3supoBku npenapara Al TPACTAT®
OBUIM KPOBOTEUECHHS B OONAcTH CIM3UCTHIX OOONOYEK M B MECTaX IYHKUHM apTepudl IpH
KaTeTepU3alMH Ceplilia, a TAKKe CIUHUYHBIE CNyYaH BHYTPHUYEPENHBIX KPOBOM3IMAHHA H
| 3a6PIONINHHEIX KPOBOTEUEHUH (CM. paszens! «Ocobble yKasaHu» B « PapmakoOunamuxay).

. Jleuenue . A
ITepenosuponky npenaparom ATTPACTAT® crnemyer nequts B COOTBETCTBHM C COCTOSHHEM
[ALHUEHTa H Ha OCHOBE OIEHKH HeOOXO0JUMBIX Mep JieyaruM BpauoM. Eciin HeoO6xoammMo nedeHue

reMoppar#4ecKux CHMIITOMOB, HH(Y3us npenapata AI'T PACTAT® nomxkna 6BITE IIpexpalteHa.
Crnemyer B KadecTBEe JIEUEHHMS pACCMOTPETh IeMOTpaHCQY3HIO M/HIH  IEPEIHBaHHE
TpomBonuTapHoii Maccsl. IIpemapar ATTPACTAT® ynansercs reMoguanusom.

B3aumopneiicTBHE ¢ APYTHMM JIEKAPCTBEHHBIMH €PeICTBAMH
[lpumenenne HECKOJIBKMX HHTHOMTOPOB  arperand¥  TPOMOOLMTOB — IIOBBIIAET — PHCK
. KPOBOTEUEHMH, KaKk M HX KOMOMHaIlUsi ¢ TeHapHHOM, BapdapHHOM H TpPOMOONMTHKAMH.

Knuangeckue 1 6Hoornyeckye NoKasarelld reMocTasa JOMKHBI PEryJIsipHO KOHTPOJIMPOBATHCH.
| OnmuoBpeMenHoe npuMenenue npemapata ATTPACTAT® u anernsicanuMImiIoBolt KHCIIOTEI
| YBEIHYHBacT HHTHOHPOBAaHHE arperaluyu TPOMOOIMTOB B OONbIIEH CTENEHH, YeM MOHOTEpaNus

aleTHIICATUIIUIIOBOH KHCIIOTOM, O YeM CBHAETENECTBYIOT Pe3yJILTAaThI TECTOB 10 HHTHONPOBAHUIO
| AJID-uHaynupoBaHEOH arperanud TpoMOOLHMTOB ex vivo. OIHOBpeMEHHOE INPUMEHEHHE
| tHpoubaHa M HedpaKIIMOHMPOBAHHOIO TeNApHHA YBENTHYUBAET JJIUTEIHHOCTE BPEMEHH
KPOBOTEYEHMs B OONBINEH CTENEHM MO CPABHEHUIO ¢ MOHOTepamued He(paKIHOHUPOBAaHHBIM
renapuHoOM.
Yacrota pa3BHTHS KpDOBOTEUCHHH IpH OJHOBPEMEHHOM TIpUMEHEHHM THUpodubaHa,
He(pPaKIMOHUPOBAHHOTO TIeNapHUHa, ALCTHICAIALUIOBOM  KHUCIOTHI M KIOMUAOrpena
COIIOCTaBMMA C  4YacTOTOff  pa3BUTHUS  KPOBOTEUEHHH NP  NPHUMEHEHHHM  TOIBKO
| He(QpaKIIMOHMPOBAHHOTO TeNapuHa, aleTWICATUIMIOBOH KHCJIOTHL M KIomuaorpena (cM.
: pazzensl «Ocobple yrazanusa» U «[Tobounoe neHcTBHEY). '
Tupodnban ypenuunBaeT BpeMst KPOBOTEUEHHSI, OLHAKO, COUETaHHOE IIpUMeHeHHe THpodubana
W THKIONMMAMHA HE OKa3blBAIO JOIOJHATENBHOrO BIMAHHMS Ha BpPEMs KPOBOTEYEHMS.
OnHoBpeMeHHOE INpUMeHeHHe TupodmbaHa ¢ BaphapMHOM M TeNapuHOM TOBBINIAET DPHCK
Pa3BUTHS KPOBOTCHEHHUSL.
Ipenrapar ATTPACTAT® ne pexoMeHIyeTcss HA3HAYATH OJHOBPEMEHHO C TPOMGOIHTHUECKO
Tepanuei, ecii OHa HadaTa MeHee ueM 3a 48 1 fjo mpeAnonaraeMoro Hadaia BBEJICHUA IIpenapaTa
ATTPACTAT® unu npu olHOBPEMEHHOM NPUMEHEHHH ¥ MAIMEHTA IPENapaToB, CYMECTBEHHO
NOBBINAIOIMX PHUCK KpPOBOTEUCHHSA (HANpHMEp, INEepOpalbHBIX aHTUKOATyISHTOB, HAPYTHX
UHrEOUTOpOB IiukonporenHoBBIX [Ib/IIla-penentopoB s mapeHTEpalbHOrO IPAMEHEHMS,
pacTBOpPOB JeKCTpaHa). lMeercs HEZOCTAaTOYHBIA ONIBIT IIPpUMEHeHUs THpodpHbOaHa B
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BRIIIEYKa3aHHBIX YCIOBUSAX, OAHAKO NPEANONaraercs, 4ro IpMMEHEHHE Ipenapara B TaKHX
CIyd4asx MOXeET IIPUBECTH K IOBBIIICHUIO PUCKA PAa3BUTHA KPOBOTCYECHUHM.

Ocobble ykazagus

He pexomennyetcs sBonuth ATTPACTAT® otaensno Ge3 HepakIMmOHUPOBAHHOTO TelapHHA.

CyIuecTBYET OrpaHIMIEHHbIH OIBIT OXHOBPEMEHEOI0 IPUMEHEHHS THPO(huOana ¢ SHOKCAapHHOM

(cM. pasmensl «@apmaxodunamuxay U «Papmaxoxunemuxay). OIHOBPEMEHHOE IPUMEHEHHE

THpohubaHa ¢ SHOKCATapHHOM YBENNYMBAET YACTOTY KOXKHBIX KPOBOTEUECHHMM M KPOBOTEYCHHH B

HOJIOCTH pTa IO CpPaBHEHWIO C  OJHOBPEMECHHHIM  BBeJeHMeM THpodHOaHA H

He(PAKIMOHHPOBAHHOTO TeNapyHa, OJHAKO HE NPHBOJHMT K YBENTHYCHHIO HaCTOTHI Pa3BUTHS

KposoTeyeHuit mo knaccudukanmu TIMI. Henp3s MCKIIOYaTh NOBBINEHHBI PHCK CEPHE3HBIX

KpPOBOTEUECHHIt, CBS3aHHBIX C OJHOBPEMEHHBIM BBeICHHEM THpodHnbaHa M SHOKCAIlapHHA,

0COOEHHO Y NAaIMEHTOB, IIOJIyYaBIINX JOIOMHUTENbHEIA He(QpPAKIHOHRMPOBAHHLIH IeNapHH NpH

arrnorpadpmu wwm YKB. Cneayer takke OTMETHTh, 4YTO 3ddeKkTHBHOCTH THpopubaHa B

KOMOMHAIMH C SHOKCATIAPHHOM He ycTaHOBJIEHa. be3onacHocTh ¥ 3¢ deKTHBHOCTH THpodubdana

TP IPUMEHEHAH C APYTHMH HH3KOMOJIEKYIAPHBIMU TellapHHaMH He HCCIIeI0BalIach.

CymecTByeT orpaHUUEeHHEII ONBIT IpAMeHeHUs THpobrbaHa Ipy OnpeXeNeHHbIX 3a00IEBaHUAX

H COCTOSHMAX, OZHAKO, B HEKOTOPBHIX CIydasX IIpelliojiaractcs IOBBIIICHUE PUCKA Pa3BHTHA

KpoBoTeueHHi. CrenoBaTenbHO, THpo(hHOaH He peKOMEHAYeTCs IPH TAKUX COCTOSHUSAX H

3a005eBaHMAX KaK:

e TpaBMaTHuecKas WNH JUIMTENbHAs CEPICYHO-IEroYHas peaHuMalus, OHOICHS OpPraHoOB MU
JIMTOTPHMIICHS. B TeYeHHe 2-X HeJeNb, IPEeNIIECTBYIOMIUX IIPEIIIOIarTaéMOMY Ha3HAUYEHUIO
nipenapara ATTPACTAT®,

® TsKeNasd TpaBMa HIM 0OIIMPHOE XMPYPrHYecKoe BMEIATENbCTBO B Iiepuon Oonee 6 Henenb,
HO MeHee 3-X MecsIeB JI0 pemoNaraeMoro npumerenus npenapara ATTPACTAT®,

e 00OCTPEHHH S3BHI JKEIYAKa B TEUYCHHE [IPEANIECTBYIOIHX 3-X MECAIEB JO NPeIII0IaraeMoro
Hasnavenus npenapata ATTPACTAT®,;

® HEKOHTpoJupyeMmas runeprensus (>180/1 10 MM PT. CT.);

®  OCTpBIA IIEPUKAPIINT;

® aKTHBHBIHA BaCKYJHT WIM BaCKYJHUT B aHaMHE3E;

® II0JIO3PEHHE HA PAaCCIOCHHE A0PTHI;

® reMopparuyeckasi peTHHOIATHS;

® CKpBHITas KPOBB B Kale UM reMaTypus;

* TIpUMEHEHHE y NalMeHTa TpoMOonuTHYecKod Tepamuu (cM. pasmen «BsammoneiicTBue c
JpYTHMH JIEKAPCTBEHHBIMU CPEIICTBAMU);

® OJHOBPEMEHHOE IPUMEHEHUE NIPENapaToB, 3HaUMTENIHHO JIOBHIIAIONIRX PUCK KPOBOTCUEHUH
(cM. pasnen «B3auMoOReHCTRIE ¢ JPYTHMH JIEKapCTBEHHBIMA CPEICTBAMIDY).

OTCyTCTBYEeT ONBIT NpPHMEHEHHs THpopubaHa Yy MamMEeHTOB, KOTOPHIM IIOKa3aHa

TpoMOoNuTHYecKkas Tepanus. ClenoBaTeNnsHO, NpUMEHeHue THpodubOaHa He pPeKOMEHAYETCs B

KOMOHHAIMH ¢ TPOMOOIUMTAYECKOH Tepanuei.

WNudysmio mpemapara cieyeT HEMEIIEHHO NPEKpaTHUTh, €CIM BO3HHKAIOT OOCTOSTENHCTBA,

Tpebyrone TPOMOOINTHIECKOH TepanuH (BIIIOYas OCTPYIO OKKII03uIo Bo Bpems UKB) niu ecnu
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MANKMEHT OOJDKEH IIPOMTH SKCTPEHHYIO OIepalliio a0pPTOKOPOHAPHOTO IMYHTHPOBAHHS HIIK

TpedyeTcs mpoBeAeHIE BHYTPHAOPTANBHOM GanIoHHOH KOHTPITY IbCAUH.

Jemu

OTCYTCTBYET HAKOILUICHHBH{ ONBIT TepaleBTHYECKOr0 INPUMEHEHHs THpodubaHa y pered,

mo3TOoMy IIpUMeHeHue mpemnapara AIT PACTAT® y TalMeHTOB IETCKOIO BO3pacTa He

pEKOMEHAyeTCS.

Hpyeue ocobvie yxasanua

Cnemyer OTMETHTH, YTO OTCYTICTBYET IOCTaTOYHBIH KIMHHYECKHH OIBIT IIOBTOPHOIO HITH

MHOTOKPaTHOTO NIpUMeHeHus Tupodubana. :

Bo Bpems neuenus npenapatoM AITPACTAT® mnauuenTtsl [AODKHBI HAXOIMTHCA IION

NPUCTANGHBIM HabIMOJeHHeM MEIMIUMHCKOro MEpCOHANA JUIs KOHTPOJI KpoBoTeweHuid. Ecmu

Tpebyercst IedeHHe KpPOBOTEUEHHS, CNeAyeT MPUHSTH PEIICHAE O BO3MOXXHOM IIPEKPaIieHUH

peenenms npenapata ATTPACTAT® (cm. pasnen «Ilepenosuposkar). B cydanx 601bmoro wim

HEKOHTPOJHPYEMOI0 KPOBOTEYeHHs BBemenne upenapata AITPACTAT® momxmo 6HTH
~ IIPEKPAIEeHO HEMEATIEHHO.

I: I::I::TE.ETC TE.E_ :- ":-\-C [1 E:l__::"-,- 'r ::::T,\_ E_:'..
|
]

BausiHue Ha crioco6HOCTh YNPABJIATE TPAHCHOPTHBIMH CPeICTBAMH H MEXAHH3MAMH
JlaHHBIE OTCYTCTBYIOT B CBS3M C IIPHMEHEHMEM IIpenapara HCKIIOYMTENBHO B YCIOBHAX
cTaloHapa.

dopma BhIITyCKA
ITo 50 mn mpenapara Bo (1akoHEI 13 OECBETHOTO HEHTpANBHOr0 CTEKIA KiTacca I, yKyIopeHHEbIe

Pe3MHOBBIMH IIpoOKaMH, ¢ 0OKaTKON AIIOMHEHEBBHIMHU KOJIAYKaMH C IUIACTHKOBOM KpBIIIKOH
tuna «flip-offh.
o 1 ¢maxony BMecTe ¢ HHCTPYKIHEH IO BPUMEHEHHIO IIOMEIIAOT B TAYKy U3 KapTOHA.

Yenosnsa xpaHeHHS
[Tpu Temneparype He Brime 30 °C, B 3anuIIeEHEOM OT cBeTa MecTe. He 3amopaxuBars.
XpaBgHUTh B HEAOCTYITHOM JUIA JIeTel MecTe.

5 ner.

- Cpok rogaocTn
He npuMeHATE npenapar nocie UCTeYEHUA Cpoxa COJHOCTH.

Ycaorus oTnycka
OtnyckaroT no penenty.

Hpoussoanreinb:
3urdppur Xamensn I'mMOX,
Jlanrec ®enpx, 13, 31789, XamenbH, ['epmanus

Vnakosuuk/ Beimyckalomuii KoHTpoJn» kadecrBa/ OpraHnsanus, NIPAHHMAIOMANA
NpeTeH3Hu noTpednTeneii:
000 «Acnektyc dapman
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Poccus, MockoBckass 001., JIeHMHCKMH MYHHUUMNQIbHBIA palOH, CEILCKOE MOCelIeHHe
Passunkosckoe, noc. Passuiika, tep. KBapran 1, Biagenue 9.
https://aspectus-pharma.ru/

Tenedon: +7 (495) 660-94-76, +7 916-205-06-04
aNeKTpoHHas nouta safety@aspectus-pharma.ru

Baajesien perucTpauHoHHOr0 yA0CTOBepeHust:

AO «®upma EBPOCEPBUC»

142717, MockoBckas 00:1., 1.0. Jlenunckuii, nn. Paszsuika, tep. Ksapran 1, . 7,
nomerl. kabuner 160.

['enepanbHbIil AUPEKTOP

AO «®upma EBPOCEPBUC» U.I". Ky3nenos
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