JIMCTOK-BKIAABII — HHGOPMALUS IJISl AIUEHTA
AxTrinze®, 50 Mr, 1MoGUIH3AT JJIs1 IPUTOTOBJIEHHS PACTBOPA 1St HHPY3H i

JlelicTBy1olllee BEMIECTBO: AJITEILIA3a

Ilepen npuMeHeHueM npenapaTa NoJHOCTHIO NPOYUTANTE JINMCTOK-BKJIAJIII, OCKOJIbKY

B HEM COA€PKATCA BaKHbIC 1JIA Bac cBenenus.

e (CoxpaHuTe TUCTOK-BKIa b Bo3MoxkHOo, Bam moTpedyercs mpounTarts €ro eme pas.

e Ecnu y Bac BO3HUKIIN TOMOTHUTENbHBIE BOIIPOCKHI, 00paTUTECH K JieUalieMy Bpauy.

e [Ipemapar naznaden umeHHo Bam. He mepenamaiite ero apyrum moasM. OH MOXKET
HaBPEJIUTh UM, JIaXKe €CJIM CUMIITOMBI UX 3a00JIeBaHUs COBIAAAIOT ¢ Bammumu.

e Ecnu y Bac Bo3HuKIN Kakue-THOO HEXeIaTelbHbIE peaklMH, 00paTUTECh K JieyaleMy
Bpauy. JlaHHas pekoMeHalus pacpocTpaHsIeTcs Ha J00ble BO3MOXKHBIE HE)KenaTeIbHbIe

pPC€aKuru, B TOM YHCJIC HA HC NICPCUUCIICHHBIC B pa3Cjic 4 JIMCTKa-BKJIabIlIa.

Conep:xanue JMCTKA-BKJIAAbINIA
1. Uto u3 cebs nmpeacTaBuseT npenapaT AKTUIM3e®, u J7Is 4ero ero mpiuMeHsIoT

2. O ueM clielyeT 3HaTh Hepej] IpUMeHeHueM npenapara AkTuanse”

3. [Ipumenenue npenapara Aktuause”®
4. Bo3MOXHBIE HEXETaTEIbHbIC PEAKIIUU
5. XpaneHnue npenapata Aktunuze”

6. Coliep>kMMO€ YIIaKOBKHU U MPOYME CBEJICHUS

1. Yto u3 cebs mpeacTaBsieT npenapar AKTHIN3e®, M /IS 4ero ero NpuMeHs loT
JleficTBYIONIIMM BEIIECTBOM Mpemaparta AkTuanse® sBisercs anteraza. OH OTHOCHTCA K
IpyINIe IpernaparoB, HAa3bIBAEMBIX AHTUTPOMOOTHYECKHE CpelncTBa; (EpMEHTH. OTH

npernapaThl PaCTBOPSIOT TPOMOBI, 00pa30BaBIINECS B KPOBEHOCHBIX COCYIaX.

Iloka3anusi K NpUMEHEHUI0

TDOM6OJ’II/ITI/I‘IGCKa}I TCpamnuAa oOCTporo I/IHd)aDKTa MHOKapaa y B3pOCIbIX MAalITMCHTOB B BO3PACTC

oT 18 nert:
- 90-MUHYTHBIN (YCKOPEHHBIN) PEXUM JO3MPOBAHUS: JUIsl TAIMEHTOB, Y KOTOPBIX

JICUeHHE MOXKET OBITh HA4aTO B T€UEHHE 6 YaCOB MOCJIE BOSHUKHOBEHHMS CUMIITOMOB,
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- 3-4acoBOi pEXUM JTO3UPOBAHMSA: JJIS MAIUCHTOB, Y KOTOPBIX JICYEHUE MOXKET OBITh
Ha4yaTo B MPOMEKYTKE MeXKIy 6 1 12 yacaMu nociie BO3HUKHOBEHUSI CHMIITOMOB.

Jloka3aHo, 4TO TIPU OCTPOM MH(APKTE MMOKap/a npenapar AKTUIn3e” CHUKAET CMEPTHOCTD
B niepBbie 30 nHel nmocne Havyana 3abosieBaHusl.

TpoMmOonuTHyeckas Tepanusi OCTPOM MACCUBHOM TpoMOOAMOOJIMU JIETOYHOU apTEpPUMU,

COIIPOBOKAIOIIENCS HeCTaOMILHON IEMOANHAMUKON V B3POCIBIX IMAIIMEHTOB B BO3PacTe OT

18 ner:

DTOT IWAarHo3 JOJKEH OBITh, MO BO3MOXXHOCTH, IMOATBEPXKIACH OOBEKTHBHO, HAIPUMED,
anruorpadueit  JEroYHOM apTepuu, WJIM HEHMHBA3HUBHBIMH  METOJAaMH, HAaIlpHMeEp,
KOMITBIOTEPHOM TOMoOrpadueit jerkux. KIWHHYECKHX HCCIEOBaHUNW B OTHOIICHUU
CMEPTHOCTH M OTJAJICHHBIX PEe3yJIbTAaTOB JICUeHUsS TPOoMOOIMOONINU JIETOYHOW apTepuu He
MPOBOJIUIIOCH.

TDOM6OHI/ITI/ILIGCK3.}I TEpaliud OCTPOro MIMICMHUYCCKOI'0O HMHCVYJIbTA YV B3POCJbLIX MAITMCHTOB M

JIeTeH B Bo3pacTe oT 16 jeT:

Jledenue 1OMKHO HAYMHATHCS KaK MO>KHO paHbllle, B TeUeHue 4,5 4acoB MOCJie BOSHUKHOBEHUS
CUMIITOMOB MHCYJIbTa U TOCJIE€ HUCKJIIOYEHHUS BHYTPUUEPEIHOTO KPOBOTEUEHHUS C MOMOILBIO
COOTBETCTBYIOIIUX METOJOB BH3yallM3alliy, HAIIPUMEP METO0JIa KOMIBIOTEPHONU ToMorpaduu
(KT) romoBHOro mosra WM JOPYroro JWarHOCTUYECKOTO METO/a, YYBCTBUTEIBHOTO B
OTHONIEHUU OOHapy>KEHHUs KPOBOTEUEHHUs (HampuMep, MarHUTHO-PE30HAaHCHAs ToMorpadus
(MPT)). Dddexrt neueHus: 3aBUCUT OT BPEMEHHU €ro Hayalia, TO €CTh 0oJiee paHHEe JIeUueHUE
YBEJIMYUBACT BEPOSTHOCTH OJIArOMPHUSATHOTO PE3YJIbTaTa.

Crnioco0 aeiicTBusi npenapara AkTuanze®

JleiicTByIOIIee BEIIECTBO Mpemapata AKTuamie® - anTernasa ABIseTcs PeKOMOMHAHTHBIM
YEJIOBEUYECKUM TKAHEBBIM aKTUBAaTOPOM IUIA3MUHOIE€HA, TJUKOMPOTEHMHOM, KOTOPBIN
HETMOCPEICTBEHHO  aKTHUBUPYET IMpeBpalleHue IUIa3MUHOreHa B mia3mMuH. [locrie
BHYTPHUBEHHOTO BBEJICHHUS ajTelia3a OCTAeTCsl OTHOCUTENIbHO HEaKTUBHOM B cucTeMe
nupkynsaauu. OHa akTUBUPYETCS, CBSA3BIBAsACH C (UOPUHOM, YTO BBI3BIBAET IMpEBpAILCHUE
TUTA3MUHOTEHA B IUIA3MUH U BEIET K PACTBOPEHUIO CTYCTKA (GUOpHHA.

Ecnu ynydmenue He HacTynuio win Bl uyBcTByeTe yXyiieHne, He0OX0auMO 00paTUThCS K

Bpauy.

2. O yeM ciieayeT 3HATh Nepex NPpMMeHeHrneM npenapara AKTHimn3e®
IIporuBonoka3anus

He npumensiiite npenapar AKtuianse®:
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©)

©)

ecnu y Bac amieprus Ha anreniazy, TeHTaMULUH WU JIOObIE IPYTrUe KOMITOHEHTHI
npenapara (IepevrciIieHHbIC B pa3jiese 6 JTUCTKa-BKIaIbIIIIa);

eciu y Bac ecTb NOBBIICHHBIN PUCK Pa3BUTUS KPOBOTCYECHUM:

OoOLIMpHOE KPOBOTEUYEHHE B HACTOALIEE BpEeMs WJIM B TEUYEHHE MPEIIIeCTBYIOLIUX
6 MECSIICB;

reMOpparu4ecKuil JuaTes;

OIHOBpeMEHHOE 3(PeKTUBHOE JeueHHWE TMepopalbHBIMU  AHTHKOATYJSHTAMHU,
HarpuMmep, BappapruHOM (MEXIYHAPOAHOEC HOPMAIM30BaHHOE OTHOIIEHUE > 1,3);
3a00JIeBaHUs [IEHTPAIbHOW HEPBHOM CHCTEMbI B aHamMHe3e (B TOM 4HCIIE,
HOBOOOpA30BaHUs, aHEBPH3Ma, XUPYPIHUECKOE BMENIATEIHCTBO HA TOJOBHOM WJIH
CITUHHOM MO3T¢);

BHyTpHYEpEITHOE (B TOM 4YHCIE CyOapaXxHOMIAIbHOE) KPOBOM3IMSIHUE B HACTOSIIEE
BpeMsl HJIM B aHAMHE3€e, MMOJ03pEeHNE Ha HATMYHUE TeMOPPAarnuecKoro HHCYIIbTa;
TsDKENasi HEKOHTPOJIMpyeMast apTepuaibHasi TUTICPTEH3HS,

OoOLIMpHOE XHMPYpPrUUecKOe BMELIATENbCTBO WM OONIMpHAs TpaBMa B TEUYCHHE
npeamecTByonmx 14 qHei, HeIaBHAS YEPEMHO-MO3roBas TPaBMa;

mmTtenbHas (> 10 MyuH) Win TpaBMaTHYHAS (> 2 MUH) CepJIeUHO-TIETOYHAS peaHuMallus,
ponbl B TeueHue 10 mpeAmIecTBYOMMX JHEH, HEJABHO MPOU3BEACHHAS ITyHKIUS
HEKOMIIPEMUPYEMOT'0 KPOBEHOCHOTO COCyAa (Harpumep, MOAKIIOUNIHON W IPEMHOI
BCHBI);

TsDKEINbIe 3a00JIeBaHMsI IEYEHH, B TOM YUCIIE MEYCHOYHAs] HEIOCTATOYHOCTbh, IUPPO3,
MOpTaNbHAS TUMIEPTCH3US (B TOM YHCIIe BAPUKO3HOE PACIIUPEHHUE BEH MUINEBOAA) H
aKTUBHBIN T'CIIaTHUT;

OaxkTepuaIbHBIA SHAOKAPAUT, IEPUKAPIIUT;,

OCTPBIN NIAHKPEATHUT;

MOJTBEPXK/ICHHAS sI3BeHHAsi OOJIC3Hb JKENyAKAa WU JIBEHAIIATHIIEPCTHON KHUIIKU B
TEUEHUE MOCIIETHUX 3 MECSALICB;

apTepHalibHbIe aHEBPU3MBI, 1e(DEeKTHI pa3BUTHS apTEpUil/BEH;

HOBOOOpa30BaHUE C MOBBIIIEHHBIM PUCKOM Pa3BUTHSI KPOBOTECUEHUSI.

B cnyuae npumenenus npenapama 0Jis 1e4eHus 0Cmpo2o UH@GApKma MuoKapoa u ocmpoi

MACCUBHOU IMOOUU J1e20YHOT apmepuu, NOMUMO eblutenepevducileHHblX, Cyuecmeyoni

czze()yfou;ue npomueonoKkasanusl.

©)

reMOpparui4ecKuii MHCYJbT WM UHCYJIBT HEU3BECTHOM 3THOJIOTUY B aHAMHE3E;
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©)

HAIIEMHYCCKUH HWHCYJIBT MWJIM TPaH3UTOPHAasA HMIICMHUYCCKAasd aTaka B TCUYCHUC
MpeaAMICCTBYIOIUX 6 MCCALICB 3a HMCKIIFOYCHHUCM TCKYLICTO OCTPOIro HHIICMHUYCCKOTO

MHCYJIbTa B TeueHue 4,5 4acos.

B crydae npumMerenusl npenapama ONsl IeYeHUs: ocmpo2co uemudecKkozo uncyioma, noOMumo

6bliUeNnepedUClEHHbLX, CYyUecmaeyom c;zedy;ou;ue npomueonoKkasarnusl.

o

©)

o

NpU3HAKA BHYTpUYEpenHOro KpoBow3nusiHus 1mo naHHbiM KT romoBHoro mosra u
KIIMHUYECKHE CHMIITOMBI BHYTPHUYEPEITHOTO KPOBOMBIUSHUS Tpu HOpMmanbHOU KT
TOJIOBHOT'O MO3ra;

HAYaJo0 CHMIITOMOB MILIEMHUYECKOrO0 HMHCYyNbTa Oojiee ueM 3a 4,5 yaca A0 Hadajia
WH(Y3UU WIK OTCYTCTBUE TOYHBIX CBEJCHHUI O BPEMEHU BOZHUKHOBEHUS CUMIITOMOB;
OBICTpOE YIYUIICHHE COCTOSHHUS MPH OCTPOM HIIEMHUYECKOM HHCYJIBTE WM cliadast
BBIPQXEHHOCTh CUMIITOMOB K MOMEHTY Hauana uHQy3uu;

TSDKEJIO MPOTEKAIOIUNA HWHCYJBT, HA OCHOBAHMM KJIMHUYECKUX JAHHBIX (HampHuMep,
ecnu noka3areabr NIHSS (National Institutes of Health Stroke Scale) > 25) n/unm o
pe3yiabTaTaM  COOTBETCTBYIOIIMX  METOJIOB  BH3yalIM3aluuud  (KOMIIbIOTEPHOU
ToMoTrpaduy UM MarHUTHO-PE30HAHCHON ToMOrpadun);

CYJIOpOTHY B Hayajie MHCYJIbTA,

CBEJICHUS O NEPEHECEHHOM HWHCYJIbTE WM CEPbE3HOM TpaBME TOJOBBI B TEUEHUE
3 mpeaecTBYIONINX MECSIIEB;

HaJIMYUe B aHAMHE3€ MHCYJIbTA JI000M 3THOJIOTHUH Y MTAlIUEHTOB C CaxapHbIM A1a0eToM;
MPUMEHEHUE TenapuHa B TeueHue 48 4acoB 0 Hayajla MHCYJIbTA, €CJIU B JTAHHBIN
MOMEHT BPEMEHH MOBHIINICHO AKTUBUPOBAHHOE YACTHYHOE TPOMOOTIIIACTHHOBOE BPEMSI
(AUTB);

gucio TpomborutoB Mmenee 100 000/mKir;

CHCTOJIMYECKOE apTepUAIbHOE JaBJEHUE BbllIe 185 MM pT. CT., UJIM JUACTOIUYECKOE
aprepuanbHoe naaBieHue Bbime 110 MM pT. CT., WK HEOOXOAMMOCTH MPUMEHEHUS
WHTCHCUBHOW Tepanuu (B/B BBEIEHHUE IPEMapaToOB) AJIs CHIDKEHUS apTEePHAIBLHOTO
JABJICHUSI 1O STUX TPAHULL;

KOHIICHTpAIIUS TJTFOKO3bI B KPOBU < 2,8 MMOJIB/J WK > 22,2 MMOJIB/J;

netu 0o 16 jer.

Ecnu Bbl cunrtaete, uto m000€ U3 MEPEUNCICHHBIX COCTOSHUI OTHOCUTCS K BaMm, coobmute

00 »ToM Bamewmy sneuamiemy Bpauy.

Oco0ble ykazaHusi H Mepbl IPEA0CTOPOKHOCTH
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Ilepen nmpuMeHeHMEM MpenapaTta AKTUIN3e® IPOKOHCYILTHPYITECh C JTeUalluX BpauoM M

pabOTHUKOM amnTeKW, WM MEIUIMHCKON cecTpoil. OOs3aTensHO mpeaymnpenure Barero

JICHaIero Bpava, €Ciin yT0-1100 U3 HUKCYKA3aHHBIX ITYHKTOB OTHOCHUTCH K Bawm:

ecnu y Bac mposiBunach kakas-nmuOo amsieprudeckasl peakiiusi, KpoMe BHE3almHOH U
yrposKarolei >KM3HM (TsKeNas TUIepYyBCTBUTEIBLHOCTD), Ha IEHCTBYIOIIEE BELIECTBO
(ayrTeriasza) WM Ha JIFOOOW APYroi KOMIIOHEHT IAaHHOTO TIpenapara (TIepeurcIeHHbIX B
pazzene 6);

cClin Yy Bac wmmMmerorcss minm HEAaBHO HWMCEIIHUCH JIIO6I>I€ Apyruc 3a6OJIeBaHI/I$I i
COCTOSHUS, IIPA KOTOPBIX PUCK KPOBOTEYEHHUS ITOBBIIICH, HAIIPUMED:

- HeOob1Iast TPaBMa;

- Ouornicus (Tporerypa MmoxydeHus oopasia TKaH!);

- MyHKUHS MaruCTPaJIbHBIX COCYOB;

- BHYTPUMBIIICYHASA WHBCKIUA,;

- HApy>KHBIA Maccax cepaLa.

eciu Bam Bo3pact 6onee 80 neT, To, BHE 3aBUCUMOCTH OT TOT0, Oy1eTe i Bl momyyats

® HUIN HET, UCXOO AJIA Bac moxer OBITH XYKC, HEM I TalUCHTOB

npenapar AKTHIN3E
0oJyiee MOJIOJIOTO BO3pacta. TeM He MeHee, B 1IeJIoM, Yy MmamueHToB ctapmie 80 et
COOTHOLIEHHE «II0JIb3a-PHCK» ITIpenapata AKTHiu3e® SABJIAETCS MOJNOKMTENbLHBIM, U
CTapyecKui BO3pacT caM MO ceOe He SBISCTCS TMPEMSTCTBUEM Ui Ha3HAYCHUS
npenapata AKTHIH3E”;

ecau Bel — moapocTok B Bo3pacte 16 yer wiau crapiie, TO a4 JEYEHUs OCTPOro
UIIIEeMHYECKOTO MHCYJIbTa JUisi Bac MHIWBUIYanbHO OyNET TIIATENHHO OIEHUBATHCS

M0JIb3a OT MPUMEHEHUS Mpenapara U puck, CBI3aHHbBIN C €r0 MPUMEHEHHEM.

Bam Bpau /10/1:keH ObITH 0COGEHHO OCTOPOKEH TIPH MPUMEHEHHH TpernapaTta AKTHIn3e”,

CClIn:

y Bac umeroTcs mim HenaBHO UMENUCH JIIOOBIE Ipyrue 3a00JIeBaHUs MM COCTOSIHUA,
IIPU KOTOPBIX PUCK KPOBOTEUECHHUH MOBBILICH, HATPUMEP, HEOOIbIIast TpaBMa; OUOTICUS
(mpouexypa momydyeHHMs oOpasla TKaHH), MyHKIHS MarucTpajbHBIX COCY/IOB;
BHYTPHMBIIICYHBIE UHBCKIUS; HAPY KHBII MacCaKk CEpLa;

y Bac 3aboneBanus (He ynoMsHyThle B pazaene «IIpoTuBonokasanusy), Ipu KOTOPBIX
MOBBIIIEH PUCK KPOBOTCYCHMUS;

BbI 0O1HOBpEMEHHO ITPUMEHSIETE NIEPOPATIbHBIC AHTUKOATYJISTHTHI.

Tpombonumuueckas mepanus 0cmpo20 UHGapKma Muokapoa u mpomoorumudeckas

mepanusi 0CmMpoU MACCUBHOU MPOMOOIMOOIUU Ie20UHOU apmepult, CONPOBONCOAIOUelCs

Hara yrBepxaenus: 29.02.2024
5



HecmaodUunIbHOU 2eMOOUHAMUKOLL:
e vy Bac cucronnueckoe aprepuanbHoe aAaBieHue > 160 MM pr. CT.;
e y Bac noxuioil Bo3pacT, Ipd KOTOPOM MOKET MOBBIIATHCS PUCK BHYTPHUUEPETHOIO
KPOBOM3JIUSIHHUSL.
Tpomborumuueckas mepanusi OCMpPO20 UUEMULECKO20 UHCYIbIMA.:
e y Bac ecTb cocTosiHUS, XapaKTEPU3YIOIINECS BBICOKUM PUCKOM KPOBOTEUEHUS;
e vy Bac Obuna 3anepikka Havasa JICUCHUS;
e y Bac paHee mpoBOAWIOCH JICUEHHE aLECTHICATULUIOBOW KHUCIOTOW WM APYTMMH
aHTHarperaHTHBIMU CPEJICTBAMU;
e y Bac noxwioii Bo3pacr (crapiue 80 ser).
Jeru u moapocTku
[Ipenapat Henb3s BBOAUTH AeTsiM oT 0 go 18 ymer (mpu moka3zaHUSAX «TPOMOOTUTHYECKAS
Tepanusi OCTPOro MHpapKTa MUOKAPIA» U «TPOMOOIUTHUYECKAS TEparusi OCTPOH MACCHUBHOM
TPOMOOIMOOJINU JIETOYHOW apTEpPHH, COMPOBOXKIAIOIICHCS HECTAOMIILHON TEeMOINHAMHUKON,
MOCKOJIBKY 0e30macHOCTh W A(PPEKTUBHOCTh TNPUMEHEHHS JIGKQpCTBEHHOTO TIperapara

Axtrmnze®

NP JAHHBIX TOKAa3aHUSAX HE yCTAHOBJEHHL. J[ocTaToOuHOE KOMWYECTBO JTAHHBIX
OTCYTCTBYET.

[Ipenapar Henb3s BBOAUTH AeTAM OT 0 10 16 jiet (1pu 1moka3aHuu «TPOMOOIUTHYECKAs Teparus
OCTPOTO UIIEMHUYECKOTO HHCYIIBTa).

Jlpyrue npenaparbl 1 npenapat AKTHIn3e®

CooOmuTe neyarieMy Bpady o TOM, 9TO Bbl mpuHUMAaeTe, HEIABHO MPUHUMAIH WA MOKETE
HAvaTh MPUHUMATh KaKUe-IT1u00 Apyrue npenaparsl.

Oco0enHo BaxkHO co00ImUTh Bamemy Bpauy, ecnu Bol npuHuMaeTe niv HeJaBHO MPUHUMAIIH:
- JIGKApCTBEHHBIC CPEJICTBA, BIUSIONINE HA CBEPTHIBAHUE KPOBU MJIM U3MEHSIONINE (DYHKIIUIO
TPOMOOIIUTOB;

- uHTHOUTOPH AIID;

- aHTaroHUcTHl raukonporenHoBbIx [1b/Illa perenTopos.

BepemeHHOCTH M rPyIHOE BCKAPMJIMBAHHE

Ecnu Bel 6epeMeHHBI WK KOPMHUTE TPYAbIO, TyMaeTe, uTo 3abepeMeHeNu, Un

IUIaHUpYyeTe OepeMEHHOCTD, Mepe] HayalloM IPUMEHEHHS Mpenapara NpOKOHCYIbTUPYHTECH ¢
JiedaliiM BpayoM, KaK TOJIBKO CTAaHET BO3MOYKHBIM.

Bpau mpuMeT pelleHHe O NPUMEHEHHH IpenapaTa AKTuiH3e®, OLEHUB CTEIeHb PHCKA U

IPEI0JIaraeMyko MOJIb3Y.

bepemennocmo
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OnbIT pUMeHeHus Tpenapata AkTunuse® B epuos 6epeMeHHOCTH 0YeHb OFPaHIYEH.
I'pyonoe sckapmausanue

Bomnpoc o npoHMKHOBEHHUHU anTeria3bl B TPYyAHOE MOJIOKO KEHITUHBI HE U3YyYEH.

B cBS3U C 9TUM IpUMeHeHHe Tpenaparta AkTunuse® B nepuos 6epeMEHHOCTH M KOPMJIECHHS
IPyAbIO HE PEKOMEHIYETCS.

DepmunbHocms

® Ha (hepTHIILHOCTH OTCYTCTBYIOT.

KimHngeckue nanHble 0 BIMSHUU IIpenapaTa AKTHIN3E
YnpasJ/ieHue TPAHCIOPTHBIMH CPEACTBAMHU M padoTa ¢ MEXaHM3MaMH

He npumenumo. JlekapcTBEeHHBIM mpenapar MNpeIHA3HAYEeH Ui TEpalud HEOTI0XKHBIX
COCTOSIHUH.

3. lIpumenenue npenapara AKTHIH3e®

Bcerna npumensiite npemnapar B IOJIHOM COOTBETCTBUM C PEKOMEHAALMAMU JIEYAIEro Bpaya.
[Ipu nosiBI€HNHM COMHEHUM MOCOBETYMUTECH C JICHAIIUM BpauyoOM.

Jleuenue npenaparom Aktunuse® JOKHO OBITH HAYATO KAK MOKHO OBICTPEE MOCIIE NOSBIECHHUS
CUMIITOMOB.

CymiecTByeT Tpu pa3InyHbIX 3a001€BaHMsl, IPH KOTOPHIX Ha3HAYAIOT ATOT Mpernapar:

TpomMbonuTHYeCcKas Tepalus ocTporo nadapkKra MIUoOKapa

Ho3a, xoropyro Bam Ha3Hauar, 3aBucuT oT Bamei maccbl Tena. MakcumanbHas 103a

® cocrasiser 100 mr; eciti Bel Becute MeHee 65 kr, Bam Ha3HauaT 6oee

npenapara AKTUIU3E
HU3KYIO J103Y.
[Tpenapat MOXHO BBOJUTH JBYMS PAa3IMYHBIMU CIIOCOOAMMU:

a) Beenenue B Teuenune 90 MUHYT — JU1s TAIIMEHTOB, MOJIyYAIOIMNX JICYCHHE He Ooiee yeM uepes
6 4acoB nociie MosABJIEHUsI CUMITOMOB. [IpuHIIMI BBEAEHMS Tpenapara:

* CHaYaja BBOJAT YacTh J03bI MpenapaTta AKTHIH3e® B BEHy;

* 3aTEM IIPOBOJIAT HH(DY3UIO OCTABIICHCS YaCTH JI03bI B TEUCHHE MOcieayomux 90 MUHyT.

0) BBenenme B TeueHue 3 yacoB — NS MAIMEHTOB, MOJYYAIOUIMX JICYCHHE B TECUCHHE
BPEMEHHOI'0 IPOMEKYTKA OT 6 10 12 yacoB nocie nosBaeHuss cCMMITOMOB. [IpuHIMn BBE1eHUS
npemnapara:

* CHaYasa BBOJAT YacTh J03bI penapaTta AKTHIH3e” BHYTPUBEHHO CTPYIHO;

* 3aTeM MPOBOIAT MH(Y3HIO OCTABIICHCSA YaCTH J103bI B TEUYCHHUE TOCIEAYIONNX 3 YacoB.

MapaniensHo ¢ mpenapatoM Aktunmse®

Bpad Ha3HauuT Bam Jpyroi JeKkapCTBEHHBIN
npenapar, yToObl OCTAaHOBUTH CBEpThIBaHME KpoBU. Ero BBenyT Bam kak MOXHO ObIcTpee
nocJie Havana 00JIi B TPY/IH.

TpoMmOonuTHyeckas Tepanusi OCTPOM MACCUBHOM TpoMOOAMOOJIMM JIETOYHOU apTEPUMU,

COIIPOBOKAAIOIIENCS HECTAOWIILHON I'eMOIUHAMUKON

Hara yrBepxaenus: 29.02.2024
7



Ho3a, xoropyro Bam Ha3Hauar, 3aBucuT OT Bamreid maccel Tena. MakcumanbHas J03a

® cocrasiser 100 mr; ecit Bel Becute MeHee 65 kr, Bam Ha3HauaT Gonee

npenapara AKTUIU3E
HU3KYIO J103Y.
JlexapCTBEHHBIH ITpenapar 0ObIYHO BBOJAT CIIEIYIOIIUM 00pa3oM:

* CHayasa BBOJAT YacTh 103kl IIpenapaTa BHYTPUBEHHO CTPYHHO

* 3aTeM MPOBOIAT WH(Y3HIO OCTABIICHCSA YaCTH J103bl B TEUYCHHUE TIOCIEIYIONINX 2 YaCOB.

[ocne 3aBepuieHHs Kypca Tepamnud mpenapatoM AkTuuse®

Bpau HaszHauuT Bam (mm
BO30OHOBUT paHee OTMEHEHHYIO) TEpalvio TrenapuHoM (JICKapCTBEHHBIN MpernapaT s
«Pa3KUKEHUSD KPOBH).

TDOM6OHI/ITI/I‘IGCKa§I TCpalunia OCTPOIro HIIEMHUYCCKOIO MHCYJIbTA

® Heo6X0AUMO BBECTH He MO3kKe 4,5 YacoB Mocie MOSABJICHHS MepPBBIX

[Ipenapat AxTminse
cumnToMoB. UeM panblie BaM HauHyT BBOAMTH mpenapaT AKTHIU3E™, TeM GOIbIIE MONb3bI
Bbl momyuute OT jeudeHus, U TeM MeHblle y Bac Oyner BeposSTHOCTb BO3HMKHOBEHUS
HE)KeNaTeNbHBIX MOO00YHbIX 3(dekToB. J[o3a, koTopylo Bam Hasnauar, 3aBucuT oT Barei
Macchl Tesla. MakcumalibHast 103a 3TOoro npemnapara cocrasiseT 90 mr; eciiu Bol Becute MeHee
100 kr, Bam HaszHauaT Gomee Hm3KyIo n103y. IIpemapar Axtunmse® BBOIAT CIEXYIOLIIAM
obpazoM:

* CHauaja BBOJAT YacTh JI03bl IIpenapara BHYTPUBEHHO CTPYUHO;

* 3aTe€M MPOBOIAT UH(Y3HIO OCTABIICHCS YaCTH 103bl B TEUCHHE MOCEeyOmuX 60 MUHYT.
Bawm He cienyeT npruHUMAaTh alleTUICATUIUIOBYIO KUCIOTY B T€YEHUE NMEPBBIX 24 4acoB Mocie
NpUMeHeHHs Tpenapata AkTuim3e® Mo MoBOAy MHCYIbTa. Bamr Bpau Moxer ciaenath Bam
WHBEKIUIO TeapuHa, ey 3T0 OyaeT He00X0IMMO.

Pexomennyemas no3a

Bpau nonbepet HeoOxonumyto Bam 103y.

[penapatr Axtunuse® clefyeT NPUMEHSTh KaK MOXKHO ObICTpee IOCIe BO3HMKHOBEHHS
CUMIITOMOB.

IIyTh 1 (114) cocod BBeIeHU

BrytpusenHo. [Ipenapat Axtumnse® 6y/eT MOArOTOBIEH U BBeIeH BaM neuanmux BpauoM Hin
MEAULMHCKUM paboTHUKOM. [Ipenapar He MOXKeT ObITh BBEIEH CAMOCTOSITENILHO.
IIpoxo/KUTEeIBLHOCTD TEpaANun

[IpoaoMmKUTENEHOCTh TEPANIUU 3aBUCHT OT IOKa3aHHUS K MPUMEHEHHIO, HO OOBIYHO BCIO
HEO0OXOAMMYIO 03y Npernapara BBOIIT B TeUeHHe 1—3 yacos.

Ecau Bam BBean npenapara AkTuianse® 60J1b11e, 4eM cJ1e10BaI0

B ciywae nmpeBblIEHUS MaKCUMalbHOM PpPEKOMEHJIOBAHHOW JO3bl BO3PACTACT PHUCK

BHYTPUYEPEIHBIX KPOBOTCYEHUMN.

Hara yrBepxaenus: 29.02.2024
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HecMoTpsi Ha OTHOCHUTENBHYIO CHENU(PUYHOCTh BO3JCHCTBUSA TMpernapata Ha GuOpuH,

nepe03UPOBKA MOXKET MPUBECTU K KIIMHUUECKU 3HAYMMOMY CHHKEHHUIO YPOBHS (puOprHOreHa

U IpyTuX (PaKTOpOB CBEPTHIBAHUS KPOBU.

B 60JIbIIMHCTBE CITyYaeB A0CTaTOYHO NIPEKPATUTh BBEICHUE Ipenaparta AKTUIM3e®™ U 05KUIaTh

(bU3MONIOrMYecKOro BOCCTAHOBJIEHHS 3TUX (akTopoB. OAHAKO, €CIIM pa3BUBACTCS CEPhE3HOE

KPOBOTEUCHHE, PEKOMEHIYIOTCS HH(Y3UH CBEXE3aMOPOKEHHOH IIa3Mbl MM CBEXEH KPOBH,

npu HCOGXOI[I/IMOCTI/I MOXXHO Ha3zHA4YUTh CUHTCTUYCCKUEC aHTHq)I/IGPI/IHOJII/ITI/I‘ICCKI/IG cpeacTBa.

[Tpu HanMuKUK BOMPOCOB 0 MPUMEHEHHIO IIpernapaTra 00paTUTECh K JieHalleMy Bpady.

4. Bo3aMoO:KHbI€E HexKelaTelbHble peakunu

[Momo6HO BceM NeKapcTBEHHBIM MpenaparaM, IpernapaT AKTuinmse® MOXET BbI3BIBATH

HEeKellaTeNIbHBIE peaKllii, OJJHAKO, OHU BO3HUKAIOT HE Y BCEX.

Coo0muTe Bpayy MM MeJUIMHCKON cecTpe 0 BOSHMKHOBEHHUH JIIOObIX HekKeJIaTeJbHbIX

peakumii, ONHCAHHBIX HHMKe, TaK KaK HEKOTOpble M3 HHX MOTrYyT HOTpeboBaTh

JOITIOJIHUTCIIBHOI'O JICUCHUA.

Hemensenno coodmmure Bpady, ecid y Bac BO3HUKHYT J1100ble NPU3HAKH CJIEAYIOLIAX

cepbe3HbIX HexKeIaTeJbHbIX peaKimii:

Yacro (MOryT Bo3HMKATh He 0oJiee yem y 1 yesioBeka u3 10):
e  pe3kas royioBHas 00Jb, BHE3AITHOE HAPYIICHUE TTOXOIKH, MUMHUKH, PACCTPONCTBO
peuu UM 3peHUs U ApYyTre HEBPOJIOTMUYECKHE PACCTPOMCTBA, KOTOPHIE MOTYT OKa3aThCs
NPU3HAKAMU BHYTPUUYEPEITHBIX KPOBOUBIHUSAHUHN (TaKUX KaK BHYTPUMO3TOBOE
KPOBOM3JIMSAHUE, LIepeOpaibHas reMaToMa, FreMOpPParndecKuii UHCYJIbT,
reMopparuydeckasi TpancopManusi HHCYJIbTa, BHyTpUUYEpEIHas TeMaToma,
cybapaxHoH1aTbHOE KPOBOTEUCHHUE)
° YaCTOC MOBCPXHOCTHOC AbIXaHUC, BHC3AITHOC YHAIlICHUC CGpI[I.[CGI/IeHI/IH, CHMXKXCHUC
ApPTCPHUATIBHOTO OAAaBJICHUA, CIYTAHHOCTb CO3HAHUA, ITOTCPS CO3HAHUA WU O6MOpOK,
CJa0BIii MyJIbC, XOIOHBINA TIOT, OJIEAHOCTH KOKH, XOJIOAHBIC PYKH WIH HOTH,
YMCHBIICHUEC MOYCHUCITYCKAaHU WU €TO OTCYTCTBUC, KOTOPBIC MOT'YT OKAa3aThCA
pU3HAKaMU KapJAHOT€HHOTO I1I0Ka (KpaiHssl CTENEHb JIEBOXKEy 10UKOBON
HEJ0CTAaTOYHOCTH, XapaKTEPU3YIOIAsCs PE3KUM CHHKEHUEM COKPATUTEIbHON
CIOCOOHOCTH MUOKap/a)
o cJ1ab0CTh, TOIOBOKPYKEHUE, O€THOCTh KOXKH, TOTIUBOCTb, ITYM B yIIIax,
TaXuKapausa, aprepuajibHast TMIIOTOHNA, CITYTAHHOCTb CO3HAHUA, NHOI'Ia — O6MOpOK,
KpOBaBasi pBOTa, MeJIeHa (YEPHBINA IEerTeOOpa3HbIN CTYJ), CTYJ C MPUMECHhIO KPOBH,

KOTOPBIC MOT'YT OKa3aTbCs IMPU3HAKAMH KEJITYTOYHO-KUIICUYHOTO KPOBOTCUCHUSA

Hara yrBepxaenus: 29.02.2024
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https://ru.wikipedia.org/wiki/%D0%9B%D0%B5%D0%B2%D1%8B%D0%B9_%D0%B6%D0%B5%D0%BB%D1%83%D0%B4%D0%BE%D1%87%D0%B5%D0%BA
https://ru.wikipedia.org/wiki/%D0%9B%D0%B5%D0%B2%D1%8B%D0%B9_%D0%B6%D0%B5%D0%BB%D1%83%D0%B4%D0%BE%D1%87%D0%B5%D0%BA
https://ru.wikipedia.org/wiki/%D0%9C%D0%B8%D0%BE%D0%BA%D0%B0%D1%80%D0%B4

(>KeTyJ04YHO€ KpOBOTEUEHHE, KPOBOTEUEHHE U3 SI3BBI JKEIYKa, KDOBOTEUEHUE U3
MPSIMON KUIITKU, KPOBOTEUECHHE U3 POTOBOM MOJIOCTH, KPOBOTEUCHHE U3 JIECCH)
HeuacTo (MoryT Bo3HUKATh He 0oJjiee yeM y 1 yesoBeka u3 100):
e  penepdy3UOHHBbIE APUTMHH (APUTMUU, BO3HUKAIOIIME TIPU BOCCTAHOBJICHUH
KPOBOCHAOKEHHSI MUOKap/Ia: SKCTPACUCTOIMS, GUOPHILISAIINS IPEACEPINH,
aTPUOBEHTPUKYJISIpHAst O0Kaja oT I creneHu 1o moaHoN O610Kadbl,
GuOprILIIILKs/ TpeneTanne IpeacepaAni, OpaguKapIus, TaXUKapaus, KTy 109KOBast
apuT™Mus, GUOPUILISIIHS KEITYA0IKOB, KEITYJOUKOBasI TaXUKapP I,
JJEKTpPOMEXaHUYECKas TUCCOIHAIIHS)
Peaxo (MoryT Bo3HUKATHL He 0oJsiee yeM y 1 yesoBeka u3 1 000):
e  UyBCTBO OECIOKOWCTBA, CTpaxa, OIIyIICHUE Kapa, CIad0CTh, 3y1 KOXKH,
KpanuBHUIA, CHMIITOMbI PUHHTA, 3aTPYyAHEHHUE ITIOTaHUSI, OCUILIOCTh rojioca (BIUIOTh
10 ahoHUM), TOJIOBOKPYKEHHUE, IIIyM B YIIIaX, TAPECTE3UH, TOJIOBHAsSI 00J1b, 00U B
JKUBOTE, B TIOSICHHIIE, B 00J1aCTH CEP/IIa, KOTOPHIE MOTYT OKa3aThCsl IPU3HAKAMU
aHapUIAKTOUTHBIX peaKIMii OOBIYHO Cl1a00 BBIPAKEHHBIX, HO B OTJENIBHBIX CITydasixX
OTIACHBIX IS dKU3HU
®  yBEIMYCHHUE OTJENIBHBIX YIaCTKOB Tela, TUIOTHBIC, HHOT/IA Jake O0JIe3HEHHBIC
OTEYHOCTH, OTCYTCTBHE U3MEHEHHUS LIBETA KOXKH, HApyIICHHUE JbIXaHUsI BCIEACTBHE
MEPEeKPBIBAHUS TPOCBETA TOPTAHU, OXPUIUIOCTh TOJIOCA U KAIllelb, U3MECHEHUS
apTepHAIbHOTO JaBIICHUS, TAXUKAPAHSI, KOTOPhIE MOTYT OKa3aThCsl MPU3HAKAMH
AHTHOHEBPOTUUYECKOTO OTeka (0TeKk KBuHKe)
e  cnabocTh, 0J€THOCTh, XOJIOIHBIN MOT, YaCThIN MyJIbC, aJCHHE apTepUaIbHOrO
JIaBJIEHUs, OOJIN B )KUBOTE, COCTOSTHUE 0OMOPOKA WJIH II0Ka, KOTOPBIE MOTY OBIThH
MpU3HAKaMU 3a0pIOIIMHHOTO KPOBOTEUEHUS (HAapuMep, 3a0pIOIIMHHAAS TeMaToMa)
Jlpyrue BO3MO’KHBbIE HeKeJaTe/lbHbIe pPeaKliH, KOTOPble MOTYT Ha0JIW0IaThCs NPH
NpUMeHEeHHH npenapara AKTuin3e®
OueHb yacTo (MOryT BOBHMKATH 0oJsiee yeM y 1 yesoBeka u3 10):
®  PEHUAMBUPYIONIAS HIIEMHs/ TPUCTYIIBI O0JIH, CKATHS, TUCKOMQOpTa 3a TPYIUHON
WM B 00JIaCTH Cep/Ilia MPOIOKUTEIIBHOCTRIO OT HECKOIBKUX CeKyH 710 10-15 MuHYT,
yarie CBs3aHHbIC ¢ (PU3NICCKON HArPy3KOH (CTEHOKAPIMS, PEIHAUBUPYIOIIAS UIIIEMUS )
®  CHIDKEHHUE apTepHuaIbHOTro MaBieHus Ooinee, ueM Ha 20 % OT HCX0IHOTO/00BIYHBIX
3HAUEHUH WK B a0COMIOTHBIX mU(pax — HKe 90 MM PT. CT. CHCTOJIMYECKOTO
JaBiieHUs uiau 60 MM pT. CT. CPEAHETO apTEPUAIBHOIO JaBJIE€HU (apTeprallbHas

TUTIOTEH3US )

Hara yrBepxaenus: 29.02.2024
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https://ru.wikipedia.org/wiki/%D0%9A%D1%80%D0%BE%D0%B2%D1%8F%D0%BD%D0%BE%D0%B5_%D0%B4%D0%B0%D0%B2%D0%BB%D0%B5%D0%BD%D0%B8%D0%B5

®  CUHJPOM, BbI3BaHHBIN JEKOMIIEHCHPOBAHHBIM HapylIEHUEM (YHKIIMH MUOKapa
(cepaevHast HEAOCTaTOYHOCTD)
®  COCTOSIHME, IIpYU KOTOPOM COJAEPkKAHUE KUIAKOCTH B JIETOYHOU PETUKYIIIPHOU
COCMHUTENIbHON TKAaHW MPEBBIIIAET HOPMAIbHBIA YPOBEHb. XapaKTEepU3yeTCs
HaKOIIJICHUEM BHECOCYAMCTOM KHJIKOCTU B JIETKUX (OTEK JIETKHX )
®  KpPOBOTEUEHHS (TaKue KaK TeMaToMa)

YacTo (MOryT BO3HMKATH He (oJiee yeM y 1 yesioBeka u3 10):
e  BHE3AITHOE U MOJIHOE MpeKpaleHne 3 (HEeKTUBHOTO CepALeONeHUs C HATMUYUEM WIH
OTCYTCTBUEM OMOAIEKTPHUECKON aKTUBHOCTH (OCTAaHOBKA CEpALa)
®  [OBTOPHBII HHPAPKT MUOKapia
e  KpOBOTEUEHHE U3 00JaCTH IITOTKU
®  CHHSIKH (9KXHUMO3HbI)
®  ypOreHHUTAJbHBIC KPOBOTCUCHHS (TaKUE KaK reMaTypus, KpOBOTEUCHHUS U3
MOUEBBIBOIAIIUX MTyTEH)
®  KpPOBOTECUCHHS B MECTE MyHKIIUH
e  KPOBOTEUEHUS B MECTE€ UHBEKIMN (HampuMep, reMaTroMa B MECT€ yCTaHOBKH
KareTepa, KpOBOTEUEHHE B MECTE YCTAaHOBKHU KaTeTepa)

HeuacTto (MoryT Bo3HUKATh He 0oJjiee yeM y 1 yesoBeka u3 100):
e  OJBIIIKA, cepaleOueHue, yCTanoCTh, KOTOPbIE MOTYT OBITh IPHU3HAKAMH
MUTPAIBHOW HEJOCTATOYHOCTH (HEMOIHOE CMBIKAHHE CTBOPOK MUTPAJILHOTO KJIATaHa,
npuBodlIee K 00paTHOMY TOKY KPOBH U3 JIEBOTO JKEIyA0YKa B JIEBOE MPEICEPIUE BO
BpEMsI CHCTOJIBI)
e  TPOMOOIMOOHS JIETOYHOU apTEPUH
®  Jpyrue CUCTEMHBIC SMOOIHH/IMOOIHUS COCYIOB TOJOBHOTO MO3Ta
e 1edeKT MeXKeIy1I09KOBOM MeperopoaKu
®  YIIHOE KPOBOTCUCHHE
®  HOCOBOE KPOBOTCUCHHE
e  JIErOYHOE KpOBOTEUYEHHE (HAIpUMEpP, KPOBOXapKaHbE, TEMOTOPAKC, KPOBOTEUEHHUE
U3 JbIXaTeNIbHbIX MyTel)
®  CHIDKEHHUE apTepHAIbHOTO JABJICHUS

Peaxo (MoryT Bo3HUKATHL He 0oJiee yeM y 1 yesoBeka u3 1 000):
®  CHINb
®  KpanuBHHIIA
®  CYXEHHE NMPOCBETa MEJIKUX OPOHXOB M OpOHXUOJ (OPOHXOCTIA3M)

Hara yrBepxaenus: 29.02.2024
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https://ru.wikipedia.org/wiki/%D0%A1%D0%B8%D0%BD%D0%B4%D1%80%D0%BE%D0%BC
https://ru.wikipedia.org/wiki/%D0%9C%D0%B8%D0%BE%D0%BA%D0%B0%D1%80%D0%B4
https://ru.wikipedia.org/wiki/%D0%A0%D0%B5%D1%82%D0%B8%D0%BA%D1%83%D0%BB%D1%8F%D1%80%D0%BD%D0%B0%D1%8F_%D1%82%D0%BA%D0%B0%D0%BD%D1%8C
https://ru.wikipedia.org/wiki/%D0%A0%D0%B5%D1%82%D0%B8%D0%BA%D1%83%D0%BB%D1%8F%D1%80%D0%BD%D0%B0%D1%8F_%D1%82%D0%BA%D0%B0%D0%BD%D1%8C
https://ru.wikipedia.org/wiki/%D0%A1%D0%B5%D1%80%D0%B4%D0%B5%D1%87%D0%BD%D1%8B%D0%B9_%D1%86%D0%B8%D0%BA%D0%BB

®  CHIKEHHUE apTEPUAIBLHOIO IaBICHUS
e  XOJIOOHasA, OJeaHas, BIaKHAs KO)Ka, CAMIITOM “‘0€JIoro msaTHa’ — 3aMeAJICHHOE
HAIOJIHEHUE KallMJUIAPOB KOXKU I0CIIE UX cAaBlIeHUs (Oosee 2 CeKyH), TaXUKapaus,
BHayasie BO30yXk/JIeHHE, IOTOM 3aTOPMOKEHHOCTb, CHUIKEHHE CUCTOJINYECKOTO
apTepuajibHOro AasieHus MmeHee 100 MM pT.CT., yMEHbILIEHUE TYJIbCOBOIO AABJICHUS
meHee 20 MM PT.CT., CHIDKCHHE AUype3a (OJIUro- UM aHypusi), KOTOPBIE MOTYT OBITh
IPU3HAKAMU II0KA
e  Jr00bIe Jpyrue peakuy runep4yBCTBUTEIbHOCTH
®  IIEPUKAPAMAIBHOE KPOBOTCYCHHE
e HMO0JUsA, KOTOpPask MOKET IPUBECTH K COOTBETCTBYIOIUM IOCIIEACTBUSAM CO
CTOPOHBI 3aTPOHYTHIX BHYTPEHHUX OPTaHOB
e  KPOBOU3JIMUSAHUA B IIa3a
e  TONIHOTA
Ou4enb peako (MOryT BO3HMKATH He 0oJiee yeM y 1 yesoBeka u3 10 000):
e anadwuimakcus (aJIepruyeckasi peakius HeMeJICHHOTO THIIA)
e  coOBITHS, CBSA3aHHbIE C HEPBHOW CHCTEMOM (HAaIIpUMep, SIHICITUYECKHMA
NPUIIAI0K, CYA0POTH, adas3us, HapylICHHE PeUH, ASTUPUI, OCTPBIA MO3TOBOI CHHAPOM,
BO30YKJIEHHE, CITyTAHHOCTb CO3HAHUS, IEMPECCHS, TICUX03), YaCTO B COUETAaHHH C
OJIHOBPEMEHHBIMU UIIEMUYECKUMHU W FeMOpparudecKUMHy LepeOpoBaACKYIIPHBIMU
COOBITUSIMU
Hen3BecTHO (HEBO3MOKHO OLICHUTDH YaCTOTY HA OCHOBAHMH HMEIOIIMXCS JaHHBIX):
®  KPOBOTEYEHUS B IAPEHXUMATO3HBIE OPIaHbI (TAKHE KaK IIEUEHOYHBIE
KPOBOTEUCHHS)
e pBOTa
®  [IOBBIIIEHUE TEMIIEPATYPHI TENA
e O KHpoBas YMO0INs (SMOOIHS KPUCTATUIAMH XOJIECTEPUHA), YTO MOXKET IPUBECTH K
COOTBETCTBYIOIIUM MTOCIIEACTBUAM CO CTOPOHBI 3aTPOHYTHIX BHYTPEHHUX OPraHOB
e  HeoO0XOAMMOCTh B TpaHCPY3UAX
CooluieHne 0 HexkeJIATEeJIbHBIX PeaAKIHUAX
Ecnun y Bac BO3HHMKAIOT Kakue-TMOO HeXesaTelbHbIE PEaKLUU, MPOKOHCYIbTHPYHTECH C
BpauoM. JlaHHas peKOMEHJAlUs PaCIpOCTPAHsIETCsl Ha JII0Oble BO3MOYKHBIE HEXKEIATEIbHbIE
peakuuy, B TOM YHCJIC HA HE IEPEUUCIICHHBIE B JIMCTKE-BKJIAAbIIe. BBl Takke MOXkeTe
COOOIIUTH O HEXKENATEeNbHBIX peakIusIX HampsaMmyto (cM. Hipke). Coolmas o HeKenaTeabHbIX

peakiusix, Bel moMoraere noiay4uTs 60bIIe CBECHUN 0 0€30MMacHOCTH Mpernapara.

Hara yrBepxaenus: 29.02.2024
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Poccuiickag ®enepanus

109012, r. Mocksa, CraBsiHCKast miiomaib, 1. 4, ctp. 1

DenepanbHas ciry:x0a 1o Haa30py B cdepe 3apaBooxpanenus (PoczapaBranzop)
Ten.: +7 800 550 99 03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/

Pecny6nuka Benapyces

220037, r. Musnck, ToBapuilieckuii nep., 2a

PecniyOnukanckoe yHutapHoe mnpeanpustue «lLleHTp oSkcmepTH3 W HWCOBITAaHUA B
3/IpaBOOXPaHEHUN

Ten.: +375 17 242-00-29, + 375 17 231-85-14

@axc: + 375 17 252-53-58

DnekTpoHHas rmoyvrta: repl@rceth.by

http://www.rceth.by

Pecny6auka Kazaxcran

010000, r. Acrana, paiion baitkonsip, yi. A. Umanoga, 13 (bL] «Hypcaynet 2»)

PI'TI na IIXB «Hanuonanbnsiil LleHTp 3KCepTU3bI TEKAPCTBEHHBIX CPEICTB U METULIMHCKHUX
u3nenuity Komwurera MeauumHCKOro M (papManeBTHYECKOTO KOHTpOJii MMHHUCTEpCTBa
3npaBooxpaneHust Pecnyomuku Kazaxcran

Ten.: +7 717278 98 28

OnekTponHas rnoyta: farm@dari.kz

http://www.ndda.kz

PecniyOonuka ApMmeHus

Apwmenus, Epesan 0051, mp. Komuraca 49/5

«HAYYHBIN LIEHTP SKCITEPTH3bI JIEKAPCTB U MEJIMIITMHCKNX TEXHOJIOT i1
M. AKAJJEMUKA 3. TABPUEJISIHA» AO3T

OnexTpoHHas noyra: admin@pharm.am

Ten.: +374 60 83 00 73, +374 10 23 08 96, +374 10 23 16 82
https://www.pharm.am/index.php/am/

5. XpaHeHnune npenapara AKTHJIN3e®

XpaHuTe mpenapaTt B HEJOCTYITHOM JUIsl peOeHKa MECTe Tak, 4YToObl peOCHOK HE MOT YBUJIETh
ero.

He npumensiite mnpemapar mocie HUCTEYEHHsS CpOKa TOJHOCTH, YKa3aHHOIO Ha Iauke
KApTOHHOM U Ha dTUKETKax mnocie «l'oneH 1o».

JlaToi ncredeHus: Cpoka roAHOCTH SIBJISIETCS MMOCIEAHUN I€Hb JAHHOTO MECSLA.

Hara yrBepxaenus: 29.02.2024
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XpaHUTh B 3alIUIIEHHOM OT CBETAa MeCTe, IpU TemmepaTtype He Boiie 25 °C. [IpurotoBaeHHbIN
pacTBOp MOKET XPaHUTHCS B XOJOAUIbHUKE 24 yaca, a mpu Temueparype He Boiue 25 °C — 1o
8 vacoB (Ha KapTOHHOH Mayke M Ha dTUKETKe (hmakoHa ¢ nmuodunusarom). [lpu Temmeparype
He BhImie 25 °C (Ha 3TUKeTKe (hJlakoHa C PACTBOPUTEIIEM ).

He BriOpackiBaiiTe mpenapat ¢ ObITOBBIMU OTXOAAMHU HJIM B KaHATU3ALUI0. DTH MEPhI TIO3BOJISAT
3alIUTUTH OKPY’KAIOIIYIO CPENY.

6. Coep:xnMoe yNIAaKOBKHU M MIPO4He CBeIeHUs

IIpenapar AkTH/IH3E® CONEPKUT

JIeCTBYIOIIMM BELIECTBOM SIBJISIETCS ajITeriasa.

Kaxnprit ¢akon comepkuT 50 MUIUITATPaMM aJITeTIA3kI.

Kaxap1ii MUJUIMIMTP BOCCTAaHOBJIIEHHOT'O PACTBOPA COAEPKHUT 1,0 MIIIITUTpaMM alTeIuIassl.
[IpounMu uHrpeaueHTaMu (BCIIOMOTATENBHBIMU —BEIIECTBAMM) SBISIIOTCA: L-aprunuH,
docdopnas xucnora 85 % (ansa koppexkuuu pH), monucopbat-80.

PactBopuTens — BoAa 11l HHBEKIUH.

BHemnnii BuI npenapara AKTHIN3e® H COIeP:KUMOe YIIAKOBKH

JInounusar A NPUTOTOBICHUS PaCTBOPA Ik HH(PY3UH.

[Ipenapar mpencraBiser co00i THOPUIM3UPOBAHHYIO MacCy O€I0ro WM CBETIO-)KEITOTO
[BETA.

PacTBopuTens: OeciiBeTHas MpO3pavyHast KUIKOCTb.

1 ¢dnakon wu3 OecnBeTHOoro crekna Tuma 1, coaepxkamuit 50 mr numodwmnmzara s
NPUTOTOBIICHUS pacTBOpa A MH(Y3UH, YKYNOPEHHBIM PE3MHOBOM MpoOkoi (mpoOka u3
OpOMOYTHIIKAydyKOBOT'O AJIACTOMEpA), 3aKaTaHHOW AJIFOMUHUEBBIM KOJMAYKOM C 3allUTHON
riacTMaccoBoi Kpeimkoit «Flip off» 3enenoro neera u 1 ¢guakon ¢ pactsopurtenem S0 M1 u3
OeclBETHOTO CTekJa THUma |, YKYNOpeHHBIH XJIOpOYTMIIOBOW MpPOOKOH, 3aKaTaHHOM
IIOMUHUEBBIM KOJITAYKOM C 3alIUTHOM miactmaccoBoi kpsitkoi «Flip off» cunero ugera, ¢
KaHIOJIeH JIJIsl CMEIIMBaHUsI WM 0€3 KaHIOJIHU JIJIsl CMEIIUBAHUSI, BMECTE C JTMCTKOM-BKIIA IBIIIIEM
1 o01Iel XapaKTepUCTUKOM JIEKapCTBEHHOT'O IIpenapara BJI0KEHbI B KAPTOHHYIO MayKy.
Jep:kaTe/ib perucTPalHOHHOI0 YI0CTOBEPeHHUs!

Bepunrep Uurensxaiim MaTeprenrsn ['M6X

bunrep tpacce 173, 55216, Unrensxaiim-Ha-Peline, ['epmanus

Ten.: +49 6132770

®axkc: +49 6132720

OnextponHas noyra: info.ru@boehringer-ingelheim.com

IIpousBoauTenn

bepunrep Marensxaiim @apma 'M6X u Ko KT

Hara yrBepxaenus: 29.02.2024
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bupkennopdep ltpacce 65, 88397 bubepax-na-Pucce, ['epmanus

3a m000i nH(poOpManuei 0 Mpenapare, a TaKKe B CJIy4asiX BOSHUKHOBEHHS NpeTeH3Hil
caeyeT 00pamaTrbCcsi K MECTHOMY IHPEACTABHUTEII0 JAep:KaTelsi PerHcTPalHOHHOIO
YAOCTOBEPEHHA:

Poccuiickag ®enepanus

00O «bepunrep Uurenpxaiim»

125171, r. Mockga, Jlenunrpasackoe mocce, 16A, ctp. 3
Ten.: +7 495 544 50 44

@axkc: + 7 495 544 56 20

OnextponHas noyra: info.ru@boehringer-ingelheim.com

Pecny6auka Benapycs

[IpencraBuTenbCTBO MapTHEPCTBA C oOrpaHuueHHOM oTBeTcTBeHHOCThI0O «EUROMARSH
CORPORATION LP» (Benuko6putanus) B Pecrryonuke benapyce

220123, r. MuHnck, ya. B. Xopyxei, 22-1402

Ten./ @axkc: +375 17 242 16 40

DNeKTpoHHas MmovTa: pv(@euromarsh-corporation.com

PecnyOmnmka Kasaxcran

Ounuan «bepunrep Murensxaiim @apma I'ecemummadrt m.6.X»

050008, r. Anmarsl, ip. AGas, 52, BIl «Innova Tower», 7 aTax

Ten.: +7 727 250 00 77

@akc: +7 727 244 51 77

OnextponHas noura: PV _local Kazakhstan@boehringer-ingelheim.com
Pecny6nuka ApMeHus

00O «Tonyc-Jlec»

0037, r. EpeBan, yn. BapmassH, 2/1

Ten.: + 374 60 48 00 76

OnekTponHas noyra: Vigicare-BI Armenia@pharmalex.com

JIncTok-BKIAABIII IEPECMOTPEH

02/2024

IIpoune ncToUHMKH HH(POPMALHHU
[MonpoOHble cBefeHUs O Mperapare coaepskarcs Ha Bed-caiite Coro3a:

http://eec.eaeunion.org/

Hara yrBepxaenus: 29.02.2024
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Caenywiue cBeJleHUsI MpeHA3HAYEHbI VIS METUIIHHCKUX PA0OTHUKOB:

OBILIASA XAPAKTEPUCTHKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

AKTUIIN3E, 50 mr, muodunuzat ajis IpUroTOBICHUS pacTBopa At HHPY3Ui

2. KAUECTBEHHbIA U KOJIMYECTBEHHBIN COCTAB

2.1. Ob6uiee onucanue

AnTena3zy moiy4aroT 1mo TexHoyioruu pekomonHantHoi JIHK ¢ ucnonb3oBanmemM KJI€TOYHOM
JUHUM SIMYHUKOB KHUTalickoro xomsiuka. Crenuduueckass akTUBHOCTb ajiTelia3bl B
crangaptHoM Mmarepuane coctasiser 580 000 ME/mr. D10 3HaueHHe ObUIO MOATBEPHKIECHO
MOCPEJICTBOM CpaBHEHUsI C JPYTUM MEXKIyHapoJIHbIM cTtaHgaproM BO3 nnst TkaneBoro
aktuBaTopa rmiasmuHoreHa (t-PA). CormacHo cnenudukaruu, cnenuduyueckas akKTHBHOCTh
anremniassl coctasisieT oT 522 000 mo 696 000 ME/mr.

2.2. KayecTBeHHBII U KOJIUYECTBEHHBIH COCTAB

JelicTByrolee BENIECTBO: AJITEIIA3A.

Kaxnprit dhakon comepxut SO MT anTeriasbl.

Kaxxap1ii Mi1 BOCCTaHOBJIEHHOTO pacTBOpa coAepkUT 1,0 Mr anTeniasbl.

[TonHbIif mepeyeHb BCIIOMOTATENbHBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
JInodunuzar a1 NpUroTOBJICHUS pacTBOpa Al HHPY3UIL.
Jluoghunuzam: muopunu3npoBaHHAs Macca OEJIOTO WM CBETIO0-XKEITOTrO IIBETA.

Pacmeopumeﬂb.' 6€CLIBCTH3.}I npo3pavuHas ) XUIAKOCTb.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloxa3aHusi K NPUMEHEHHUIO

TDOM6OJ’II/ITI/I‘ICCKa$I TCpamnuAa oOCTporo I/IHd)aDKTa MHOKapaa y B3pOCIbIX MAaIITMCHTOB B BO3PACTC

ot 18 ner:
- 90-MuHyTHBII (YCKOPEHHBIN) PEXUM JT03UPOBaHUA (CM. pazzaen 4.2.): i MalueHTOB,
Y KOTOPBIX JICHCHUC MOXKCT 6I>ITB HA4YaTO B TE€UYECHHE 6 YACOB IIOCIE BO3HUKHOBEHUSI

CHUMIITOMOB;

Hara yrBepxaenus: 29.02.2024
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- 3-4acoBOi pexuM T03UpoBaHus (CM. paznen 4.2.): 1 NaIMEHTOB, Y KOTOPBIX JICUCHUE
MOXET OBITh HayaTO B MPOMEXKYTKE MEXAy 6 u 12 yacamu mociie BO3SHUKHOBEHUS
CUMIITOMOB.

JHoxazano, uto npu octpom uHbpapkre muokapaa npenapat AKTUIJIN3E cankaeT cMepTHOCTH
B niepBbie 30 gHEH moce Havyaia 3a001eBaHuUs.

TpomOonuTHyeckas Tepanus OCTpOH MACCUBHOU TpoMO0IMO0JINK JIETOYHOH

APTEPUN,COOPOBOXKIAOLICHCI HEeCTA0WIBLHON TIeMOAMHAMUKON V B3DOCIBIX MAIMEHTOB B

Bo3pacTe oT 18 jeT:

OTOT NIWarHo3 JOJKeH OBbITh, MO BO3MOXKHOCTH, IMOATBEPXACH OOBEKTUBHO, HAmpuUMeED,
anruorpadueil  JEroYHOW apTepuu, WM HEWHBA3WBHBIMH  METOJAMHU, HANpPUMED,
KOMIBIOTEpHOH Tomorpadueld Jerkux. KIMHMYECKHX WCCIEeIOBAaHWH B OTHOIICHUU
CMEPTHOCTH M OTJAJCHHBIX pEe3yJlbTaTOB JICUeHHs TPOMOOOMOONINU JIETOYHOW apTepuu He
IIPOBOJIAIIOCH.

TDOM6OHI/ITI/ILIGCK3.}I TEpaliugd OCTPOro MIMICMHUYCCKOI'O HMHCVYJIbTA YV B3POCJbLIX MAITMCHTOB M

nerer B Bo3pacte ot 16 jet:

JleueHne TOHKHO HAYMHATHCS KaK MOXKHO PaHbIIIe, B TCYCHHE 4,5 4acoB MOCIIe BOSHUKHOBEHUS
CHUMIITOMOB HHCYJIbTA W TIOCJIC MCKIIIOUCHHS] BHYTPHUEPEITHOT'O KPOBOTECUYCHHUSI C MOMOIIBIO
COOTBETCTBYIOIIUX METOOB BU3yalU3allH, HAIIPUMEP METO0J]Ia KOMITbIOTEPHOI ToMorpaduu
(KT) romoBHOro mosra WIH JOPYroro JWAarHOCTUYECKOTO METO/Aa, YYBCTBHUTEIHHOTO B
OTHOIIEHNH OOHApPYKEHHsSI KPOBOTEUEHUS (HAIPUMEpP, MarHUTHO-PE30HAHCHAsE TOMOTpadus
(MPT)). DddekT neueHus 3aBUCUT OT BPEMEHH €r0 Hadajia, TO €CTh 0oJiee paHHEe JICUCHHE

YBEJIMYHUBAET BEPOATHOCTD OJIArOMPUSATHOTO Pe3yJIbTaTa.

4.2. PexxuM 103MpPOBaHNS U CIIOCO0 NPUMEHEHHUSs!

PexxuM 103upoBaHus

[Ipenapar AKTUJIN3E crnenyer mpuMeHSTh KaK MOXKHO OBICTpEE IOCJIC BO3HUKHOBCHHS

CHUMIITOMOB.

Tpomborumuueckas mepanusi 0OCmpo20 UHPAPKMa MUOKAPOa

a) 90-MUHYTHBIN (YCKOPEHHBIN) PEKUM TO3UPOBAHUS TSl MAITUEHTOB C OCTPHIM HH(PAPKTOM
MHOKapJla, y KOTOpPBIX JIEYEHHUE MOXKET ObITh HayaTO B TeueHHE 6 YacoB IOCIe
BO3HUKHOBCHHSA CUMIITOMOB:

Y nayuenmos ¢ maccoii mena > 65 ke:

e 15 Mr — BHyTpUBEHHO (B/B) CTpYHHO, 3aT€M HE3aMEIJIUTEILHO
e 50 Mr— B/B uH(}Y3UA B TeueHHE NEepBBIX 30 MUHYT, C HE3aMeTUTENILHON MOCIeAyIOIIeH

B/B uHQy3uen

Hara yrBepxaenus: 29.02.2024
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e 35 wmr B TeueHue 60 MUHYT 4O TOCTUKEHUSI CYMMAapHOU MakCUMaIbHOU 10361 — 100 Mr

Y nayuenmos ¢ maccoiu mena < 65 ke cymmapuyio 003y KOpPPEKMupyiom C y4emom Maccol

mena.
e 15 mr — B/B cTpyiiHO, 3aTEM HE3aMEIJTUTEIHHO
e 0,75 mr/kr (makcumym 50 mr) — B/B uH(py3uss B TeueHue mnepBbiXx 30 MUHYT, C

He3aMeTUTEIbHOH Mocneayomnel B/B HHpy3uen

e 0,5 mr/kr (MakcumyM 35 mr) B TeueHre 60 MUHYT

0) 3-yacoBOHl PEXUM JO3MPOBAHUS ISl MAIMEHTOB C OCTPHIM HMH(APKTOM MHOKapha, y
KOTOPBIX JICUCHHE MOKET OBITh HAayaTO B MPOMEXYTKE Mexay 6 m 12 wacamu mocie
BO3HHKHOBEHUS CHMIITOMOB:

Y nayuenmos ¢ maccoii mena > 65 ke:

e 10 Mr — B/B CTpyIiHO, 3aTE€M HE3aMEIITUTEIHHO

e 50 mr — B/B uH(py3HsI B TEUCHUE TIEPBOTO Yaca, ¢ He3aMeNTUTEbHON MOCIEIyIOMICH B/B
nHpy3uen

e 40 Mr B TeueHHE 2 4acOB A0 AOCTHKEHUSI CyMMapHO MakcuMallbHOM 10361 — 100 Mr

Y nayuenmos ¢ maccou mena < 65 ke cymmapuyio 003y KOPPEKMupyiom C y4emom Maccol

mena.
e 10 Mr — B/B CTpyIiHO, ¢ IOCIEYIONICH HEe3aMeIITUTEIbHOM B/B HH(]Yy3ueit
e B/B MH(]Y3HUs B TEUEHHE 3 YACOB JI0 AOCTHXKEHHSI CYMMapHOW MaKCHUMaJIbHOHM JI03BI U3
pacuera 1,5 Mr/Kr Macchl Tena

Bcnomoecamenvuas mepanus.

BcnomorarensHasi aHTUTPOMOOTHYECKAss Tepamusl TOKa3aHa Yy MAIlMeHTOB ¢ HH(APKTOM
MHOKap/ia ¢ MoabeMoM cerMeHTa ST cormacHo TEKyIUM MEXITyHAPOTHBIM PEKOMEHIAIIHSIM.
Tpomborumuueckas mepanusi OCMPOL MACCUBHOU MPOMOOIMOOIUU Ne20YHOU apmepul,
conposodicoarouelicss HeCmabUIbHOU 2eMOOUHAMUKOU

Y nayuenmos ¢ maccou mena > 65 ke:

CymmapHas 1no3a, cocrabisomas 100 Mr, nomkHa ObITh BBEJACHA B TEUEHHE 2 YaCOB.
HaunGounpmmii onbIT Moy4YeH NPy UCTIOIb30BaHUH CIEIYIOMIETO PEKUMA TIO3UPOBAHMS:
e 10 mr B/B cTpyliHO B TeueHHe 1-2 MUHYT, 3aTeM HE3aMeITUTEIHHO
e 90 Mr B/B KamenpHO B T€YEHHE 2 YAcOB JO JOCTHXKEHUS CyMMapHOW MaKCHMallbHOM
103l - 100 mr

Y nayuenmos ¢ maccou mena < 65 ke:

e 10 mr B/B cTpyiiHO B TeueHHe 1-2 MUHYT, 3aTeM HE3aMeITUTEIbHO

Hara yrBepxaenus: 29.02.2024
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e B/B nH(]yY3UsA B TeUCHHUE 2 YaCOB JI0 JOCTHIKEHUS CYMMapHOH MaKCUMaJIbHOW J03bI U3
pacderta 1,5 MI/Kr mMacchel Tena

Bcnomoecamenvuas mepanus.

[Tocne npumenenus npenapata AKTUJIM3E B Tom citydae, Koraa 3Ha4eHHsI aKTHBUPOBAHHOIO
yacTUYHOrOo TpoMOorutactuHoBoro BpemeHu (AUTB) menee dem B 2 pa3a MpeBHIIIAIOT
BEPXHIOIO TPAaHUILy HOPMBI, JOJDKHO OBITh HA4aTO (MJIA MPOIOKEHO) HH(PY3UOHHOE BBEJICHUE
rernapuHa. /lo3a renapuHa J0DKHA OBITH CKOPpPEKTHpOBaHa JuIst ojaepkanust AUTB mexmy

50-70 cexynamu (3HaU€HUS JTOJKHBI IPEBBIIATH UCXOAHBIE B 1,5-2,5 paza).

Tpombonumuueckas mepanus 0Cmpo20 UULeMU4ecK020 UHCYIbIMA

JleyeHue MOKHO MPOBOAUTHCS TOJILKO MOJ HAOMIOACHUEM Bpaya, MPOIIEAIEero o0yuyeHue u
MMEIOILIETO OMBIT JICYEHHUSI COCYTUCTHIX 3a00JIeBaHN HEPBHON CHCTEMBI.

Tepanus nomwkHa OBITH HavyaTa Kak MOXHO ObicTpee, B TedeHwe 4,5 YacoB Tmocie
BO3HUKHOBEHHUSI CHMITTOMOB (cM. pazzen 4.4.). TepaneBtudeckuii 3 (HEKT 3aBUCUT OT BpEMEHHU
Hayajga Tepamuu, TO €CTh, YE€M paHbllle HA4YaTo JIEYECHHE, TeM OOJbIIe BEPOSTHOCTh
OnaromnpusTHOro pesyisrata. [lo npomectBuu 4,5 yacoB mnociie BO3HUKHOBEHUS CUMITOMOB
CYLIECTBYET OTPULIATEIbHOE COOTHOILIEHHE TOJb3a/PUCK, CBSI3aHHOE C IPHUMEHEHUEM
npenapata AKTUJIN3E, no3tomy ero He cieayeT IpUMEHATh 10 HCTEYEHUH ITOIO BPEMEHH.
Pexomenayemass noza 0,9 mr/kr (makcumanbHO 90 Mr) BBOIWUTCS WH(Y3MOHHO B TEUCHHUE
60 MUHYT TIOCJIe IEPBOHAYATILHOTO B/B CTPYHHOTO BBEJICHUS J03bI MpernapaTa, COCTaBIISIONMICH

10 % oT BeIMYMHBI CyMMapHOH 103bI.

TABJIMOA C PEXMUMAMU JO3UPOBAHUA IIPEITAPATA IIPU OCTPOM
NMINEMHWYECKOM MHCVIJIBTE
Macca 03a CTPYHHOTO 032 HH(PY3HOHHOT'O
Tena (Kr) Obmas gosa (ur) ﬂBBeI[eHII)/I};I (mr) : BBG,Z[GSZ&I (mr)*
40 36,0 3,6 32.4
42 37,8 3,8 34,0
44 39,6 4,0 35,6
46 41,4 4,1 37,3
48 432 43 38,9
50 45,0 4.5 40,5
52 46,8 4,7 42,1
54 48,6 49 437
56 50,4 5,0 45,4
58 52,2 5,2 47,0
60 54,0 5,4 48,6
62 55,8 5,6 50,2
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64 57,6 5,8 51,8
66 59,4 5,9 53,5
68 61,2 6,1 55,1
70 63,0 6,3 56,7
72 64,8 6,5 58,3
74 66,6 6,7 59,9
76 68,4 6,8 61,6
78 70,2 7,0 63,2
80 72,0 7,2 64,8
82 73,8 7,4 66,4
84 75,6 7,6 68,0
86 77,4 7,7 69,7
88 79,2 7,9 71,3
90 81,0 8,1 72,9
92 82,8 8,3 74,5
94 84,6 8,5 76,1
96 86,4 8,6 77,8
98 88,2 8,8 79,4
> 100 90,0 9,0 81,0

* BBOJAAT B KOHIICHTpanuu 1 Mr/mit B TeueHue 60 MuH

Bcnomozamenvuas mepanus:

BezonacHocth M 3()(PEeKTUBHOCTH yKa3aHHOTO BHIIIE PEXHMMa TEPANUH, NMPUMEHIEMOTO B
COYETaHMHM C TEeNapuHOM WM C HWHTHOMTOPOM arperamuyd TPOMOOIMTOB (HampuMep,
AleTUJICAIMIIMIIOBON KHUCTIOTOM), B mepBble 24 dYaca MOCJAE BO3HUKHOBEHHUS CHUMIITOMOB,
U3Yy4YEeHbl HENOCTAaTO4YHO. B cBsA3M ¢ 3TuM, B nepBble 24 wyaca IOCJIE€ Hayajla Tepanuu
npenapatoMm AKTUJIM3E npumeHneHne MHTHOMTOPOB arperanu TpOMOOIMTOB (Hampumep,
alleTUJICAIUIIMIOBOM KUCIIOTHI) MJIM BHYTPUBEHHOIO BBEACHNUS IeMapHHa ClIelyeT U30eraThb 13-
3a yBEJIMYEHUs PUCKa KpoBoTeueHWH. Ecim npumeHeHue remapuHa TpeOyeTcs MO APYrHM
NOKa3aHUAM (HampuMmep, A NpoUIAKTUKHA TpoMmOo3a IiyOOKUX BEH), €ro J03a He JOJDKHA
npesbimiath 10 000 ME B nens, pu 3ToM npenapart BBOAUTCS TOAKOKHO.

eTH
be3onacHocTh M 3h(HEKTUBHOCTH TPUMEHEHHUS TIperiapaTa y JeTei B Bo3pacte 10 18 jeT He
YCTAHOBJICHBI IS TOKA3aHUH «TPOMOOIMTHYECKAs Tepanusi OCTPOTro MH(papKTa MUOKapAa» U
«TPOMOOIUTHYECKAs TePaAIHsI OCTPON MacCUBHOM TPOMOO3MOOIMH JIETOYHON apTepuH,
COTIPOBOXIAIOIIEHCS HECTAOMIHPHOW TeMOJMHAMHUKOW». J[OCTaTOUYHOE KOJIMYECTBO JaHHBIX
OTCYTCTBYET.
Wudopmanus mo npuMeHEHHIO Y JIeTel Mo MOKa3aHUI0 «TPOMOOIUTHYECKAs TEPaIusi OCTPOTo
UIIEMUUYECKOT0 MHCYJIbTa» IPEACTaBICHa B paszaeie 4.4.

Croco0 IIpuMeHeHus

BuyTpuBeHHO.
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JlononHuTenbHble MHCTPYKIUHU 1O MPUMEHEHUIO JIEKApCTBEHHOTO IMpernapaTa MpUBEICHBI B

paszene 6.6.

4.3. IIpoTruBonoka3anus

FHHGp‘-IYBCTBI/ITGHBHOCTB K ajTeruia3c, ICHTAaMUIHUHY (OCTaTO‘-IHBIe CJICOAbl OT Iponecca

IPOM3BOJICTBA) MJIM K JIIOOOMY M3 BCTIOMOTaTENIbHBIX BEIECTB, IEPEUNCICHHBIX B pa3nene 6.1.

[Ipenmapatr AKTHUJIN3E He cnenyeT NpUMEHATh B TEX CIy4dasiX, KOTJa UMEETCS MOBBIIIEHHBIN

PHUCK pa3BUTHUSI KDOBOTECUECHUA:

OOIIMpPHOE KPOBOTEUYCHHWE B HACTOSINEE BpeMs WIH B TEUCHUE MPEIIICCTBYIONINX
6 MECSIICB;

reMOpparu4ecKui quaTes;

OJIHOBpeMeHHOE A(D(PEeKTUBHOE JICUCHUE MEePOPATbHBIMU aHTUKOATYJISTHTAMH, HarpuMep,
Bap(hapuHOM (MEXIyHApOJIHOE HOPMAJIM30BaHHOE OTHOIIeHue > 1,3) (cm. pazgen 4.4.,
noapasaen KpoBoreuenus);

3a00JIeBaHUs  [EHTPATbHOW HEPBHOW CHCTEMBI B aHaMHe3e (B TOM  YHCIIE,
HOBOOOpA30BaHUs, AaHEBPU3MA, XUPYPru4eckoe BMEMIATEILCTBO HAa TOJOBHOM WIIH
CIIMHHOM MO3re€);

BHYTpHYEpEITHOE (B TOM YHCIIC CyOapaxHOUAATBHOE) KPOBOUBIIUSHIE B HACTOSIIIEE BPEMsI
WM B aHaMHe3e, TI0JI03PEHKE Ha HAJIMYHe FreMOpPparnieckoro HHCYJIbTa;

TsDKeNas HEKOHTPOJIMpyeMas apTepuaibHas TUIIEPTEH3US,;

OOLIMpHOE XUPYpPrudeckoe BMENIATEeIbCTBO WM OOIIMpHAas TpaBMa B TEUYEHHE
npeaecTByomux 14 qHe, HeJaBHss YepETHO-MO3rOBast TPABMa,

nuTenbHas (> 10 MuH) Wi TpaBMatuyHas (> 2 MUH) CepIEYHO-JICTOYHAsT PeaHUMaIlus,
ponsl B TeueHwe 10 mpeamIecTBYIONIUMX [JIHEM, HEIABHO MPOU3BEACHHAS MyHKIHUA
HEKOMIIPEMHUPYEMOT'O KPOBEHOCHOTO cOCyJia (HampuMmep, MOAKIIOUUYHONW WM SIPEMHOM
BEHBI);

TsDKENbIe 3a00JIeBaHMs TEUEHU, B TOM YHCIE TEUEHOYHAs HEAOCTAaTOYHOCTh, ITUPPO3,
MOpTaNbHAS TUIMEPTEH3WsI (B TOM YHCIIE BApUKO3HOE PACIIMPEHHE BEH TMHINEBOAA) U
aKTUBHEBIN T'€IIaTHUT;

OaxkTepuaIbHbIA SHAOKAPAUT, IEPUKAPIIUT;

OCTPBIN ITAHKPEATHUT;

MOJITBEPIKICHHAS SI3BEHHAs OOJIE3Hb JKETy/IKa WU JBECHAIIATUIIEPCTHOMN KHUIITKY B TEYCHUE
MOCIIEAHUX 3 MECSIICB;
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e apTepuaibHbIe aHEBPU3MBL, A€(PEKThl Pa3BUTHUS apTEPHil/BeH;
e HOBOOOpPa30BaHME C MOBBIIICHHBIM PUCKOM Pa3BUTHUS KPOBOTECUCHHUS.

B ciyyae mpuMeEHEHMs Mpemapara JUIS JSYEHMS OCTPOro MH(papKTa MUOKapAa M OCTPOM

MAacCCHUBHOW SMOOJIMM _JIETOYHOU apTepuHn, ITOMHUMO BbIMICTICPCUYNCICHHBIX, CVYIIIECTBYIOT

CICAYIOMMEC TPOTHBOIIOKA3aHMA:

® TreMOpparu4ecKuil MHCYJIbT UM UHCYJIBT HEU3BECTHOM 3THOJIOTUH B aHAMHE3E;

® WIIEMUYECKHH HHCYJIbT WJIM TpPaH3UTOpPHAas HIIEMHYECKas aTaka B TEUEHUE
IPEIUIECTBYIOIUX 6 MECSIEB 3a HCKIYEHMEM TEKYIIEro OCTPOro MIIEMHUYECKOIO
MHCYJIbTa B TeueHue 4,5 4acos.

B ciiydae mpuMeHeHHs Ipernapara JUIsl JICUSHHS OCTPOIr0 MIMEMHYSCKOT0 MHCYIIHTA, TOMHMO

BBIMICTICPECUYHNCIICHHBIX, CYIIECCTBYIOT CJICAYIOIINEC ITPOTUBOINOKA3aHMA .

® TMPU3HAKH BHYTPHYEPEIHOTO KpoBowsnusHUs 1o naHHbiM KT romoBHOro mosra u
KJIMHUYECKHE CHMIITOMbl BHYTPHUYEPENHOTO0 KpOBOM3NUSHUS Mpu HopMmaimbHOW KT
TOJIOBHOT'O MO3ra;

® HayaJ0 CUMIITOMOB HMINEMUYECKOT0 HHCYJIbTA Ooiee yeM 3a 4,5 Jaca 1o Hauana HHPY3uu
WA OTCYTCTBUE TOYHBIX CBEJICHUI O BPEMEHH BOSHHUKHOBEHHS CHMIITOMOB;

e OBICTPOE YIYYIIEHUE COCTOSHHUS TPHU OCTPOM HIIEMHUYECKOM HHCYJIBTEC WM cliabas
BBIP2XEHHOCTh CUMIITOMOB K MOMEHTY Haudaia WHQY3Uu;

® TSDKENO MPOTEKAIIIUNA WHCYIBT, HA OCHOBAaHUM KIMHMYECKUX JAHHBIX (HAIpUMep, €CIu
nokazatenb NIHSS (National Institutes of Health Stroke Scale) > 25) w/mnmm 1o
pe3ynbTataM COOTBETCTBYIOUIMX METOAOB BH3yalM3allMUd (KOMIIBIOTEPHOW TOMOTrpapuu
WJIM MarHUTHO-PE30HAHCHOM TOMOTrpadum);

® CyJOpOTH B Hayayie HHCYJIbTA;

® CBEJIEHUS O TIEPEHECEHHOM WHCYJIbTE€ WM CEphEe3HOM TpaBME TOJIOBBI B TEUEHUE
3 mpenuIecTBYIONINX MECSIIEB;

e HaJgu4Me B aHAMHE3€ MHCYJIbTA JII00O0M 3THOIOTHH Y MAIMEHTOB C CaXapHbIM AHa0eTOM;

e [puUMEHEHHE TrenaprHa B TeueHue 48 yacoB /10 Havajga MHCYJIbTa, €CJIU B JTaHHBIA MOMEHT
BpeMeHu noBbiieHo AUTB;

e yucno TpomoonuToB MeHee 100 000/mKt;

® CHCTOJMYECKOE apTepUAIbHOE OaBJ€HWE BbllIe 185 MM pT. CT., WIM IUACTOJIUYECKOE
aprepuaibHOe JnaBieHue Beime 110 MM pT. CT., WM HEOOXOAMMOCTh TPUMEHEHUS
WHTEHCUBHOM Tepanuu (B/B BBEICHHE TMPENApPATOB) I CHIDKCHHS apTEepUaIbHOTO
TABJICHUSI IO STUX TPAHUIL;

®  KOHIICHTpAIHSI TITFOKO3bI B KPOBU < 2,8 MMOJIB/JT WK > 22,2 MMOJIB/I,
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e jetu 110 16 et (o npuMeHeHuH y aeteit > 16 ner cm. pasnensi 4.1.,4.2.,4.4.u 5.1.).

4.4. Oco0ble yKka3aHusi H MepbI IPE0CTOPOKHOCTH NPH NPUMEHEHUHT

C 0CTOPOKHOCTBLIO

Ecnu y Bac nmerotcst niin HeiaBHO MMEIUCh JIIoOble ApyTrre 3a00IeBaHus U COCTOSHUS, TIPU
KOTOPBIX PUCK KPOBOTEUEHUH MOBBIILIEH, HATpUMEp, HeOobIlas TpaBMa; Ouorncus (mpoienypa
MOJlydeHus: o0pasla TKaHW), IyHKIUS MAaruCTPadbHBIX COCYIOB; BHYTPUMBIIICYHBIC
UHBEKLNS; HApYKHbIM Maccaxx cep/ia; 3aboyieBaHus (He yNoMsHyThIe B paszzaene 4.3.), mpu
KOTOPBIX TMOBBIIIEH PHCK KPOBOTEUEHHUS; OJHOBPEMEHHBIH IMpHEM MepOpajbHBIX
AHTUKOATYJISTHTOB (CM. pazzen 4.4.).
Tpombonumuueckas mepanus 0Cmpo20 UHGaApKma Muokapoa u mpomooIumuyeckas mepanus
OCMpOU  MACCUBHOU — MPOMOOIMOONUY — JIe2OUHOU — apmepul,  CONpOBOHCOAIOUeUcs
HecmaodUunIbHOU 2eMOOUHAMUKOLL:
® CHCTOJIMYECKOE apTepuaibHOE AaBiaeHue > 160 MM pT. CT.;
® TMOXWION BO3pacT, MpU KOTOPOM MOXKET TMOBBIIIATECS PUCK BHYTPHUUEPEITHOTO
KPOBOUBJIUSHUSA.
Tpombonumuueckas mepanus 0Cmpo20 UULEMUUECKO20 UHCYIbMA.
® BCE COCTOSIHUSA, XapaKTEePU3YIOIIHUECs BHICOKUM PUCKOM KPOBOTEUEHUS;
e 3ajepKKa Havasa jedeHus (cm. pasnen 4.4.);
e paHee TMPOBOJUMOE JICUECHHE AaleTWJICAIULMUIOBOW KHUCIOTOM WM JAPYTUMHU
aHTHArpEraHTHBIMH CPEJICTBAMU;
e TOXWJIOH Bo3pacT (crapiie 80 yer).

Oco0snle yKazaHus

Jleuenue npenaparom AKTWUJIM3E nomxkeH mpoBoAWTH Bpad, UMEIOIIMN ONBIT MPOBEACHUS
TPOMOOJINTUYECKOM Teparmuu M BO3MOXKHOCTb KOHTponsi ee dddexkruBHoctu. Ilpu
ucnionp3oBanun AKTUIIM3E, Ttakxke, kKak W APYyruxX TPOMOOJHMTHYECKUX IMPENapaTos,
PEKOMEHAYEeTCsI UMETh B PACHOPSIKEHUM CTAaHAAPTHOE PEAHMMAIMOHHOE O0OpYIOBaHUE U
COOTBETCTBYIOIIUE JICKAPCTBEHHBIE CPEJICTBA.

Obwue mepvl NPedOCmMOPOHCHOCMU

Omcrnesicusaemocmo

C uenplo yIy4llIeHUS KOHTPOJS 3a MPUMEHEHHEM OWOJIOTUYECKUX JIEKApCTBEHHBIX
MpernapaToB, B MEIUIIMHCKON KapTe MalMeHTa JOHKHO OBITh 3aIOKyMEHTHPOBAHO TOPTOBOE

HaMMCHOBAHUC U HOMCP CCPUHU ITPUMCHSACMOTO IIpCIriapara.
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TpomOonmuTrueckas/pubpuHONMTHYECKass Tepanusi TpeOyeT HaIeKAIIEro KOHTPOJIS.
Jleuenne npenapatoMm AKTUJIM3E cnenyer mpoBOIUTH TONBKO IMOJ HaOMIOJEHUEM Bpaua,
MPOUISIIET0 O0yYeHHEe W MMEIOMIET0 OMBIT MPUMEHEHHUS TPOMOOJIMTHUYECKUX CPENICTB, U
UMEIOLIET0 CPeICTBA JJI KOHTPOJISL 33 3THUM IMpPUMEHEHHEeM. PexomeHnyercs, 4ToObl mpu
BeeneHn AKTUJINM3E Obun 1OCTYynmHBI CTaHIAPTHOE PEAaHMMAIIMOHHOE O0OpYyIOBaHUE H
BO3MOXXHOCTh TIPOBEICHUS HEOTIIOKHON hapMaKoTepaIuu.

TunepuyscmeumenvHocmo

NMMyHOONOCpEAOBaHHBIE PEAKLIUHA THUIIEPYYBCTBUTEIBHOCTH, CBA3AaHHBIE C NPUMEHEHUEM
npenapara AKTUJIM3E, MoryT BbI3BIBaTHCS AEMCTBYIOIIMM BEIIECTBOM, T'€HTAMHUIIMHOM
(ocTaTouyHbIE CIEBI OT MPOLIECCa MPOU3BOCTBA) WK JFOOBIM BCIIOMOTaTEIbHBIM BEIIECTBOM
(cM. paznmen 4.3.).

[Tocne okoH4YaHMsI JieYeHHS HE HAOIIOJATIOCh YCTOWYMBOrO 0Opa3oBaHUs AaHTHUTEN K
PEKOMOMHAHTHON  MOJIEKYyJIe 4YEJIOBEYECKOTO0 AaKTHUBAaTOpa TKAaHEBOTO IUIa3MUHOTEHA.
Cucrematnueckuii onslT noBTopHOro npumenenus npenapata AKTUJIN3E orcyrcrByer.
Takxke cymiecTByeT pHUCK peakUuid T'MIIEpYyBCTBUTEIBHOCTH, OINOCPENOBAHHBIX HE
MMMYHOJIOTHYECKUM MEXaHU3MOM.

AHTHOHEBPOTHYECKUHN OTEK SIBJISETCS HanOOJIee YacTON peakinei TUIepIyBCTBUTEILHOCTH K
npenapaty AKTUJIN3E. DToT puck MOXKET MOBBIIATHCS B ClIydae IPUMEHEHUS 10 ITOKA3aHUIO
OCTPBII MIIEMUYECKUI MHCYIBT W/UIIM MIPH COBMECTHOM NPUMEHEHUH ¢ uHruoutopamu AIlD
(arTHOTEH3MHMpEBpamatomero Ggepmenta) (cM. pazaen 4.5.).

[TanpeHTsl, KOTOpBIE MONyYaJId TEPANHUI0 MO 3apErUCTPUPOBAHHBIM IMOKA3AHUAM, JIOJKHBI
HaOJI0AaTECS MO TOBOJy PUCKA Pa3BUTHS aHTHOHEBPOTHUYECKOTO OTeKa B Te€YeHHEe U 10 24
4acoB Mociie HHPY3uu.

B ciaywae  pa3BUTHS  TSDKENBIX — peakUWd  TUIEPUYBCTBUTEIBHOCTH  (Hampumep,
AQHTMOHEBPOTUYECKUN OTeK) HHQY3UIO CleIyeT MPEeKpaTuTb W HEMEMJIEHHO Ha3HAYUTh
COOTBETCTBYIOIYIO TEPAIHIO, KOTOPAask MOXKET BKIIIOYATh B ce0s1 HHTYOAIHIO.

Kposomeuenue

HaunGoinee gacteim ocnoxxaerrem tepanuu npenapatom AKTUIIN3E sasercs kpoBoTeueHue.
OnHOBpEeMEHHOE NPUMEHEHHE APYTUX aKTUBHBIX BEILECTB, BIUSIOMIMX HA KOATYJALHUIO WIH
(GYHKLHIO TPOMOOLIMTOB, MOXKET CITIOCOOCTBOBATh BO3HUKHOBEHUIO KpoBoTeueHUs. [lockonbky
npenapatr AKTUJIM3E pactBopser ¢uOpHH, MOXET BO3HHKATh KpPOBOTEUCHHE H3 MECT
HenaBHUX myHKuui. IlosTomy TpomOonuTHuyeckass Tepanus TpeOyeT TIIATEIbHOIO
HaOJIOCHUS 32 30HAMHM BO3MOKHOTO KpPOBOTEUEHMs (BKJIIOUasi MecTa BBEACHUS KareTepa,

apTepuaNbHbIX W BEHO3HBIX NYHKUWH, pa3pe3oB u uHbekimid). Cremyer wusberarb
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UCIIOJIb30BAaHUSl KECTKUX KaTeTepoB, BHYTPUMBILIEUHBIX HHBEKLHUH U HEOOOCHOBaHHBIX
MaHUIyJIA1ui Bo Bpems jieueHus npenaparom AKTUJIN3E.
B cinydae BO3HHMKHOBEHHS TSDKEIOTO KpPOBOTEUEHHUS, B OCOOEHHOCTH LEepeOpaibHOTO,
(GuOpHHONIUTHYECKAsT Tepamus, a TaKXKe MPUMEHEHUE I'ellapuHa JIOJKHbBI ObITh HEMEUIEHHO
npekpaiieHbl. TeM He MeHee, B OOBIYHBIX CHUTyalMsX, BbIOMpaTh Ul TEpaluu JApyrue
npenapatsl paKTOPOB CBEPTHIBAHUS KPOBU HET HEOOXOIMMOCTH, ITOCKOJIBKY JUIS BCETO 3TOTO
KJIacca IpenapaToB XapakTepeH KOPOTKHUM MEepHO/ MOTyBBIBEACHNS 1 MUHUMAJIbHOE BIIUSHHE
Ha CUCTEMHBbIe (aKTOpbl CBEPTHIBAHUS KpPOBH. Y OOJBIIMHCTBA MAI[MEHTOB KPOBOTEUEHHE
MOYKHO OCTAHOBHUTH ITyT€EM OTMEHBbl Tepanuu TPOMOOJUTHKAMH M aHTHKOArYJISIHTaMH,
BocrioniHeHust nepunura OLIK u manpleBoro mprkaTusi KpOBOTOHAIIEro cocyna. B Tom
cilydae, €clid B TeueHHe 4 4acoB JI0 Hayajga KPOBOTEUCHMS MPUMEHSUICS TelapHH, CIeIyeT
paccMOTpeTh BOIPOC O 1IeecO00Pa3sHOCTH BBEACHMs NTPOTaMMHA. B peakux ciydasx, koraa
yKa3aHHbIE BbIIIE KOHCEPBAaTHBHBIE MEphI SBISIOTCA HEI(P(EKTUBHBIMU U KPOBOTEYEHHUE
IIPOJI0JKAETCS, MOXKET OBITh ITOKa3aHO MPUMEHEHUE MPETnapaToB KPOBU.
TpaHcdy3noHHOE BBEACHNE KPHOIIPELUITUTATA, CBEKE3aMOPOKEHHOH TJIa3Mbl U TPOMOOILIUTOB
MOYET OBbITh Ha3HaYEHO B COOTBETCTBUU C KIMHHUUYECKUMH M JJaOOPATOPHBIMU MTOKa3aTeIIMH,
onpeneNnseMbIMi IOBTOPHO MOcCie Kaxaoro BaelaeHus. WHoys3uro KpuonpenunuraTta
KeNaTeIbHO TPOBOJAUTH A0 JOCTHXKEHHS KOHIEHTpauuu ¢uoOpunorena 1 r/m. MoxHO
paccMOTpeTh BO3MOXKHOCTb TNPUMEHEHUS aHTU()UOPUHOIUTUYECKHX CpPEACTB (Hampumep,
TPaHEKCAaMOBOI KHCIIOThI), OJHAKO CIIELUAIbHBIX UCCIEIOBAHUN HE TPOBOIUIOCH.
Puck BHyTpHUepenHoro KpOBOU3IUSHUS MOBBILIEH Y MOXKHWIBIX NAlIUEHTOB, IO3TOMY Y TaKUX
NAIMEeHTOB CIIEAYET TIATEeIbHO OLEHUBATH COOTHOIIIEHHUE MOJIb3a/PHCK.
Kak u mpu npuMeHeHHH IIOOBIX TPOMOOJIUTHYECKUX IPEernapaToB, CIEAyeT TIIATEIbHO
OLIEHUTb, HACKOJIBKO IOJIb3a Tepanuu OyAeT NMPEBOCXOAUTh BO3MOXKHBIM PUCK, OCOOEHHO y
HAalMEHTOB CO CIEAYIOIMMH COCTOSIHUSMU:
e HeOompmias TpaBMma; Ouomncus (mpoueaypa NOJIy4deHHs oOpasla TKaHW), TYHKIUS
MarucTpajbHbIX COCYJIOB; BHYTPUMBIIIEUHbIE HHBEKINH; HAPY>KHBIM Maccax cepaua;
e cocrosHusA/3a00neBaHMs (HE YIIOMSIHYThIE B pazzene 4.3.), Ipu KOTOPHIX MOBBIIIEH PUCK
KPOBOTEUECHHS.
[Ipu octpom uH(papkTe MHOKapaa M 3MOOJHMH JISTOYHOW apTepHH HE CJIEAYeT HMPUMEHSThH
npenapat AKTUJIM3E B no3ze, npespimatonieit 100 mr, a mpu oCTpoM UIIEMUYECKOM HHCYJIBTE
— B J103¢e Oosee 90 Mr, Tak Kak yBEIMUYMBAETCS PUCK BHYTPUUEPETHOTO KPOBOM3IHUSHUS.

Hayuenmol, nonyuarowue 1evenue nepopairbHbiMu AHMUKOASYIAHMAMU

[Mpumenenne AKTHUIIM3E MoxkeT OBITH paccMOTpPEHO, KOT/Aa JO3MPOBKA WIIM BpeMs,

npomeamee ¢ MOMCHTA IMOCJIICAHETO ITpUucMa aHTHKanyHHHTHOﬁ TCparunu, AeJ1acT OCTAaTOYHYIO
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3¢ (PeKTUBHOCTh  MaJOBEpPOSITHOM,  MOATBEPXKIECHHOM  COOTBETCTBYIOLIUMH  TECTaMHU
AQHTHKOAryJISIHTHOM aKTUBHOCTH JUISI COOTBETCTBYIOLIErO MPOJAYKTa, HE ITOKA3aBIIETO
KIIMHUYECKH 3HAYMMOTO JEHCTBUS HA CHUCTEMY CBepThIBaHHs KpoBu (Hampumep, MHO
(MeXIyHapoJHOE HOpMaIn30BaHHOE oTHoIIeHue) < 1,3 nns anraronuctoB BuTamuHa K nmm
JIpyryue COOTBETCTBYIOIME TECTHI ISl APYTUX MEPOPATBHBIX AHTHUKOATYJISHTOB HAXOMASATCS B
npejiesiax COOTBETCTBYIOIIETO BEPXHETO MPEJIEa HOPMBI).

Ilpumenenue y demetul

K nacrosimieMy Bpemenu onwIT npumeHenus: npenapata AKTUJIM3E y nerelt 1 moapocTKoB
OTpaHUYEH.

B tex cnyuasx, korga AKTUJIN3E paccmarpuBaeTrcst A J€UEHUS OCTPOro UIIEMHYECKOIO
WHCYNIbTa Yy AeTel >16 ner, HeoOXOJUMO TIIATETBHO OICHUTHh OXKHIa€MO€ COOTHOIICHUE
M0JIb3a/pUCK Ha MHAWBHUIYabHON OCHOBE U OOCYIUTH C MAIUEHTOM U POJUTEIEM/OMEKYHOM,
€CJIA HEOOXOIUMO.

Jleuenue aereit >16 neT JOMKHO OCYHIECTBISATHCS COIVIACHO KIMHMYECKUM PEKOMEHIAIUsIM
JUTSL B3POCJIBIX TMAIUEHTOB TMOCIE TMOATBEPKACHUS apTepuaibHOH TpomMOoIMOoIuu mpu
UIIEMUYECKOM MHCYINbTE (IIOCTIE UCKITIOUEHUS «MMUTALUU UHCYIIBTaY).

IIpu neuenuu ocmpozo unghapkma mMmuoxapoa u ocmpou MacCusHou mpomooIMO0IUU 1e20UHOU
apmepuu ciedyem OONOIHUMENbHO UMeMb & 8UOY Cledyrouue Mepbl NPedOCmMOPOICHOCU

He pomxHa HazHayaThCs 103a anTeruiasbl, mpesbimaromas 100 Mr, TOCKOJIbKY 3TO CBSI3aHO C
JOTIONTHUTEIbHBIM ~ PUCKOM  BHYTPHUYEPENHOro KpoBoTeueHus. Iloatomy Heob6xoaumo
co0Ir0AaTh OCTOPOKHOCTD, YTOOBI /1032 BBOJAUMOI! aliTeIIa3bl COOTBETCTBOBAJIA OTIMCAHHON B
paznene 4.2.

OxujaeMblii TepareBTHUYECKUNH APPEKT cleayeT OCOOCHHO TIIATEIBHO COIMOCTaBIATH C
BO3MOXXHBIM PHCKOM, OCOOEHHO Yy MAallMeHTOB C CHUCTOJMYECKUM apTepHalIbHBIM JaBJICHUEM
> 160 mm pt. cT. [TocKOaBKY TOIB3a TAKOW TEpANIMU UMEET MECTO B TOM YHUCJIE U 'y TTOKHUIIBIX
MAalKMEHTOB, CIEAYET TIIATeIbHO MPOBOJIUTH OIIEHKY COOTHOIIEHUS M0JIb3a-PUCK.

Anmazonucmul 2nuxkonpomeunosvix 1Ib/I[lla peuenmopos

ComyTcTBylomee NPUMEHEHHE AaHTaroHUCTOB riukonporenHoBbix [Ib/Illa pementopor
MOBBILIAET PUCK KPOBOTECUECHHUS.

Ilpu neuenuu ocmpoeo ungapkma muoxapoa ciredyem OONOIHUMENbHO UMemb 8 6UOY
cneoyroujue mepvl NPeooCmMopO*CHOCMU

Apummus

KoponapHbIii TpOMOOIM3UC MOXKET MMPUBECTH K ApUTMHH, CBI3aHHOU ¢ perniepdy3ueii.
Penepdy3nonnbie apuTMHHE MOTYT IPUBOJIUTH K OCTAHOBKE CEpJIlia, IPEACTABIATH YIPO3Y A

KHU3HHU U TOTPeOOBATh MPUMEHEHUS OOIENPUHATON aHTHAPUTMUYECKOHN TepariH.
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Tpombosmbonus

Hcnonp3oBanne TpOMOOTUTHUYECKUX CPEICTB MOXKET YBEIHMUYUTH PUCK TPOoMOOIMOOIHH Yy
NaIMEeHTOB ¢ TPOMOO30M JIEBBIX OTHEJIOB CEp/lla, HalpUMEp, IPU MUTPAILHOM CTEHO3€ WM
pu GUOPHILIAIIAN TTPEACEPIUN.

Ilpu nevenuu ocmpoeo uwemMuuecko2o UHCyIbma ciedyem OONOTHUMENbHO UMEMb 6 6UOY
credyroujue mepbl npeodoCnopOHCHOCHU

JleyeHune NOKHO MPOBOAUTHCS TOJ] PyKOBOACTBOM OIBITHOI'O Bpaya, UMEIOLIETO HABBIKU U
OIIBIT OKA3aHUSI UHTEHCUBHON HEBPOJIOTUYECKON TOMOIIH. J{J1s1 KOHTPOJIS Ha3HAYEHUS JICUSHUS
MOTYT  COOTBETCTBYIOUIMM  OOpa3oM  yYHUTBIBATbCS  PE3yJbTaTbl  JUATHOCTHYECKUX
oOcieioBaHMi, MpoBeAeHHBIX paHee (cM. pasaen 4.1., TpombonuTuyeckas Tepamnusi OCTpOro
UIIEMUYECKOTO UHCYIbTA).

Ocobuvle 2pynnsl nAdyuermoe6 CO CHUMNCEHHbIM COOMHOUerHuem no;zwa/pucx

ITpumenenue npenapata AKTUJIN3E y nanueHTOB ¢ OCTPHIM HIIEMUYECKUM UHCYJIBTOM, 1O

CPaBHEHMIO C NMPUMEHEHHMEM JTOrO IIpernapaTa 0 JAPYTUM IMOKa3aHUSM, COIPOBOXKIAETCS

CYILLIECTBEHHO MOBBIIIEHHBIM PUCKOM BHYTPHUEPEITHOTO KPOBOM3IUAHUA (10 15 % manneHToB

0e3 yBenuyeHHUs OOIIeld CMEPTHOCTH M 0e3 yBEIMYCHHsS OOIeld CMEPTHOCTH M TSKEION

WHBAJIUTHOCTH BMECTE B3SITHIX, TO €CTh 110 MOAUGUIIMPOBAHHOM 1TKaje PankuHa 5 1 6 6aioBs).

[To cpaBHEHHIO ¢ IPYTUMU MMOKA3aHUSIMH Y MAIIMEHTOB C OCTPHIM HUIIEMHUYECKHUM UHCYIBTOM,

nonyyaromux Jsedenue npemapatoM  AKTHIIM3E, 3HauuTenbHO MOBBILEH  PHUCK

BHYTPUYEPEITHOTO KPOBOUBIIUSHUSA, MTOCKOJIBKY KpOBOTEUYECHHE MPOUCXOTUT

MPEUMYIIECTBEHHO B HEKPOTUYECKYIO 00JIaCTh.

3T0 0COOEHHO ClleyeT MPUHUMATh BO BHUMAHHE B CICAYIOMINX CIyJasx:

® BCE COCTOSIHMSI, yKa3aHHbIE B pazjiene 4.3. ¥ BCe COCTOSIHUS, XapaKTEPU3YIOIINECS BHICOKMM
PUCKOM KPOBOTEYEHHS;

e CHIDKEHHUE (DAKTUYECKOH MOJIb3bI JICYSHHUS TI0 Mepe BO3pacTaHUsl BPEMEHHOT'O HHTEpBaja ¢
MOMEHTA MMOSBIICHUS] CHMIITOMOB HHCYJIBTA JIO Havasia JIeueHus. B CBS3M ¢ 3TUM HE TOJKHO
ObITH 3as1eprkeK npu BBeaeHuu npenapara AKTUJIN3E;

® y MAIMEHTOB, KOTOPHIM paHEe MPOBOJMIOCH JIEUEHUE alleTHIICATUIIMIIOBON KUCIOTON UITH
OpYTMMH  aHTHArperaHTHbIMU  CpPEACTBAaMH,  BO3MOXKEH  TOBBIIMIEHHBIM  PHUCK
BHYTPHUMO3T'OBOTO KPOBOU3IHUSHUI, 0COOeHHO eciu npuMeHnenne npenapara AKTUJIN3E
Ha4aTo B 0oJiee O3THUE CPOKH;

® B CPaBHEHMHU C MOJIOJIBIMU NIAIIUEHTAMH, Y NTALIUEHTOB MOKUJIOro Bo3pacTa (ctapuie 80 jer)
UCX0J1 3200JI€BaHNs, BHE 3aBUCUMOCTH OT JICYCHHS, MOXKET OBITh HECKOJIBKO Xyxke. Kpome
TOTO, IPU HAJIMYUH JTU3UPOBAHHOTO TPOMOA MAIIMEHTHI ITOW TPYMITBI OoJiee CKIOHHBI K

TSDKENBIM (hopMaM TedeHHsI MHCYJIbTA, CBI3aHHBIM C TIOBBIIICHHBIM a0CONMIOTHBIM PUCKOM
Hara yrBepxaenus: 29.02.2024
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BHYTPHUMO3IOBOT'O KPOBOMBIUSHUS, TOr/la KaK y MallMEHTOB JIPYTMX BO3PACTHBIX TPYIIII
MHCYJIBT KaK ¢ TPOMOOJHM3UCOM, Tak U 0e3 TpoMOoiM3uca, 0ObIYHO MPOTEKaeT B Ooiee
aerkux ¢opmax. XOTs, COTJaCHO HMMEIOIIUMCS JaHHBIM, (aKkTHYecKash Moib3a OT
npumenenus npenapara AKTUIJIM3E y nanuentoB crapuie 80 jeT ycTynaer TakOBOW y
nanueHToB Oosee Monoaoro Bodpacta, npemapatr AKTUJIN3E momyckaeTcss mpuMeHSTh
IpU JIEYEHUM NanueHToB crapiie 80 JeT ¢ y4eTOM HHAMBHAYAJIbHOI'O COOTHOIIECHHUS
«monb3a-puck» (cM. pazgen S5.1.). s Tepamuu STUM TpemapaToM CcIeayeT 0co0o
THIATEIFHO MOAOWpaTh MAlMEHTOB MOXUIJIOrO BO3pacTa, CTPOTO YUYUTHIBATH Kak oOliee
COCTOSTHUE 37I0POBbsI, TaK U HEBPOJIOTMUECKHM CTaTyC;

TEpaneBTHUECKUI APPEKT CHMKACTCS y MAIMEHTOB, MEPEHECIINX paHee HHCYNIBT (CM.
Takxe paszen 4.3.), Wi Ipy HAIWYUH HEKOHTPOJIMPYEMOT0 caxapHoro auadera. Y Takux
NAIMEHTOB COOTHOIICHHE I0JIb3a/pPUCK CUMTACTCSI MEHEe OJarompHsTHBIM, XOTS BCE KE
0CTaeTCs MOJIOKUTENbHBIM;

y MAalMeHTOB, MEpPEeHECIIUX HHCYJIbT B OYEHb JIETKOW (opme, PUCKH, CBSI3aHHBIE C
PUMEHEHHUEM IpernapaTa, MPeBOCXOIAT OKUAAEMYIO MOJIb3y (cM. pa3aen 4.3.);
NAIlMEHTHl, MEepeHecHIe HHCYJIbT B OYEHb TsDKelIoW Qopme, O0COOEHHO CKJIOHHBI K
Pa3BUTHIO BHYTPUMO3TOBOT'O KPOBOU3JIUSHUS U K JIETATLHOMY HCXOJy, TIO3TOMY IpernapaT
Ha3HA4aTh UM HE cliefyeT (CM. pazzaen 4.3.); malueHThl, epeHecie OOMUPHBIN HHPAPKT
MHOKap/ia, HAXOAATCS B TPYIIE MOBBIIIEHHOTO PUCKa HEOIAronpusTHOIO MCX0Ja, B T.U.
pHUCKa TSHKETIOr0 KPOBOTEUEHHUS U JIETAIBHOTO UcX0/a. JIeueHne Takux MalueHTOB CIEAYET
HAUYMHATH TOJILKO TOCJE TIIATEbHOTO aHAIu3a COOTHOILLIEHUS «I10JIb3a-PUCKY;

IpU HMHCYJIBTE BEPOSITHOCTH OJIArONMPHUSATHOTO pe3ysbTaTa JEUEHUs YMEHbILIAETCS CO
BpEMEHEM Hauaja Tepaluu Mocjie BO3HUKHOBEHUS CUMIITOMOB, C YBEJIMUYEHHUEM BO3pacTa,
a TaKXke IO Mepe YBEIMYEHHUS CTENEeHH TSHKECTH WHCYJNbTa W MpPU TOBBIILIEHHON

KOHIICHTPpAIUX I''TFOKO3bI B KPOBH.

Jleuenne He cieayeT HauMHATH I[O3/1HEE, 4yeM uepe3 4,5 yaca mociie BO3ZHHUKHOBEHUS

CHMIITOMOB, BCJICACTBUC HG6J’IaFOHpI/I${THOFO COOTHOIICHHUA nonbza/pncx, qTo 06YCJ'IOBJ'IGHO

CJICYIOIUMH OOCTOSITEIIbCTBAMMU:

HOJIOKHUTEBHBIN 3()(EKT JIeUeHUsI CHUYKACTCS C TEUCHUEM BPEMEHH;
CMEPTHOCTh YBEJIMYMBAETCS MPEUMYLIECTBEHHO Yy MAallMEHTOB, pPAaHEE IMOIYyYaBIIUX
ALETUJICATUIIMIOBYIO KUCIIOTY;

MOBBIIIACTCA PUCK CUMIITOMATUYCCKU NPOABJIAOIICTOCA KPOBOTCUCHUS.

Monumopune apmepuanibHo2o oasnenus
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Heobxoammo MOHUTOpHPOBATH apTepraibHoe naBieHue (AJl) Bo BpeMs JieUeHUS U B TEUCHUE
24 qacoB nociie ero okoH4anus. [Ipu nossimennn cucronnyeckoro AJl > 180 MM pT. cT. unmu
nuacronmnueckoro AJ[ > 105 MM pT. CT. peKOMEHAYyeTCsl BHYTPUBEHHOE IPUMEHEHUE

AQHTUTUIIEPTEH3UBHBIX MPENapaToB.

Omex mo32a
Penepdy3us nmemMu3snpoBaHHO# 006J1aCTH MOXKET IPUBECTH K OTEKY MO3ra B 30HE HH(]apKTa.
Jledenne MHTHOWTOpPAMHU arperanyy TPOMOOILMTOB HE CIIEAyeT HAYMHATh B TCUCHHE TEPBBIX

24 gacoB mociie TPOMOOJIM3Kca aITEIIIa301 13-3a MOBBIIICHHOTO TeMOPPAruIecKOro PUCKa.

4.5. B3aumojeiicTBHe C APYTHMH JE€KAPCTBEHHBIMU NMpeNapaTaMu M Apyrue BUAbI
B3aUMOeHCTBU A

CnennanbHbeiX HccienoBaHui B3aumoneiicteus mnpenapata AKTUJIIM3E ¢  ngpyrumu
JIEKapCTBEHHBIMHU TIpenapaTamMmu, OOBIYHO MPUMEHSIEMBIMH MPU OCTPOM HH(]ApKTE MHOKapa,
HE MIPOBOJIUIIOCH.

JIekapCTBEHHBIC CPEACTBA, BIMSIIONINE Ha CBEPTHIBAHME KPOBU WM M3MEHSIOIINC d)VHKI_II/IIO

TPOMOOIIUTOB

[TprMeHeHHe eKapCTBEHHBIX CPE/ICTB, BIUSIOLUIMX Ha CBEPThIBAHUE KPOBU WIIM U3MEHSIOILUX
(GyHKLHIO TPOMOOIMTOB, /10, BO BpeMs MJIH Tociie Hadana tepanuu npenapatom AKTUIIN3E
MOYET YBEJIHMUUTh PUCK KPOBOTCUCHHSI, M UX IIPUMEHEHUS cieyeT u3berars B nepBbie 24 yaca
MOCJIE JISYCHHS] OCTPOTO UIIIEMUYECKOTO HHCYJIbTA (CM. pa3aen 4.3.).

Nuruduropsl AIID

OnHoBpeMeHHOE puMeHeHHe HHTHOUTOpoB ATID MOKET MOBBIIIATH PUCK aHA(PHIAKTOUTHBIX
peakiuif. ITH peakiuy HabII0AATNCh Yallle y MalueHTOB, MOTy4aBIInX HHruouTopsr AIID.

AmndTaronncrtsl rnukonporenHoBsix 1Ib/I11a perrenTopos

OnHOBpeMEHHOE TPUMEHEHHE AaHTaroHucTroB TimkomnpoTenHoBbIX [Ib/Illa  pemenropor

IMOBBIIIACT PUCK KPOBOTCUYCHHA.

4.6. ®epTWIBHOCTD, 0€PEMEHHOCTb U JIAKTALNS

bepemeHHOCTD

OneiT npumenennsi nipenapara AKTUJIM3E B mepuon 6epeMeHHOCTH OYeHb OrpaHuyeH. B
JOKIIMHUYCCKUX HCCICAOBAHUAX, IMPOBOJUBIINXCA C MNMPUMCHCHUCM aJITCIJIa3bl B 034X,
MPCBLINIAOIINUX JO3bI, TPUMCHACMBIC Yy UCJIOBCKA, HaGHIO,Z[a.HI/ICb MMPU3HAKW HE3PCIIOCTH TJIOAA
U/UI SMOPUOTOKCHUYHOCTH, CUUTABIIMECS CJeACTBUEM (HapMaKOJIOTHUYECKON aKTHMBHOCTHU

npenapara. AnTernia3a He 00J1ajaeT TepPaTOreHHBIM JICHCTBUEM.
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Ilpn 3aboneBaHuUsAX, HEMOCPEICTBEHHO YIPOXKAIOIIMX MKH3HH, HEOOXOJUMO OLEHHBATh
COOTHOILEHUE MOJIb3bl U MOTEHIUAIBHOTO PUCKA.

B cBsi3u ¢ atum npumenenue npenapara AKTUJIN3E B nepuoa 6epeMEeHHOCTH M KOPMIICHUS
IPyZbIO HE PEKOMEHTYETCSl.

Jlakranus

Bormpoc 0 npoHUKHOBEHNH ANTENIIa3bl B IPYAHOE MOJIOKO KEHIIMHBI HE U3YYEH.

Crnenyer coOmonaTh OCTOpOXHOCTh mnpH BBeneHuu mnpemnapara AKTUJIM3E xkopwmsieit
KEHIUHE, 1 HEOOXOAUMO NPUHATH PELICHHE O MPEKPALIEHUH TPYJHOI0 BCKApMIIMBAHUS B
TEUEHHE MEPBBIX 24 4acoB MOCJE BBEACHUS MIpenapara.

depTUabHOCTD

Knunnueckue nannsie o BnusHun npenapara AKTUJIN3E na deprunbHOCTh OTCYTCTBYIOT. B
JOKJIMHUYECKUX HCCIIEAOBAHUSAX OTPHULATEIBHOIO BIMSHUS alTellia3bl Ha (EPTHIBHOCTD HE

YCTaHOBJICHO.

4.7. BuusiHMe Ha CTIOCOOHOCTH YNPABJIATH TPAHCIIOPTHBIMH CPeICTBaMHU U PadoTaTh €
MeXaHHU3MaMH
He npumenumo. JlekapcTBeHHBIM mpenapar MNpeIHA3HAYEH YIS TEpaluu HEOTI0XKHBIX

COCTOSIHUH.

4.8. HexenaTenbHbIE peakunu

Pesrome npoduiis 0esonacHocT

CaMoll 4acTOM HEXKENaTeJIbHOM peakiued, CBSI3aHHOM C TMPUMEHEHUWEM Ipemnapara
AKTUIIN3E, sensercsa kpoBotedeHue (>1/100, <1/10: maccuBHBIe KpoBoTeuenwus; >1/10:
T00bIe KPOBOTEUECHUS), MPUBOMASIIEE K CHIDKEHUIO TeMATOKpUTa W/WIM TeMOTrJIo0uHA.
KpoBomznusiaue MOXET TPOU30HTH B JIO0OW YacTW WM TOJIOCTH Tela W TPHUBECTH K
YKU3HEYTPOKAIOLIEH CUTyalllK, BpEMEHHON HETPYI0CIOCOOHOCTH UIIM CMEPTH.
KpoBoTeuenus, cBs3aHHbIE C TPOMOOJTMTHYECKON Tepamued, MOXHO pa3/IeluTh Ha JBE
OCHOBHBIE KaTETOPHHU:

- HapyXHbIE KPOBOTCUCHHUs (KaK TPaBUIO, W3 MECT MYHKIHWA WIA TOBPEXKICHUN

KPOBEHOCHBIX COCYJIOB);

- BHYTPEHHHE KPOBOTEUEHHS B JIF000I YaCTH WU TIOJIOCTHU Tela.
C BHYTpUYEPEITHBIMHA KPOBOUIHUSIHUSIMA MOTYT OBITh CBSI3aHBI CICAYIONINE HEBPOJIOTHUECKUE
CUMITOMBI: COHJIMBOCTD, ada3usi, TeMHUIape3, CyJ0pOrH.
B cpaBHeHuM ¢ uccrneAoBaHUAMU NpHU WH(GAPKTE MHUOKApAa, YHUCIO MAlMEHTOB C OCTPOM
MAaCCHBHOW 3MOOJMEH JIETOYHOW apTepUu W OCTPHIM HIIEMUYECKHUM HHCYJIBTOM, KOTOpPBHIC

YYacCTBOBAIM B KIMHUYECKUX HccinenoBanusx (B mpenenax 0-4,5 vacoB oT MoMeHTa
Hara yrBepxaenus: 29.02.2024
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BO3HMUKHOBEHMSI CHMITOMOB JTHUX 3a0oJyieBaHMii), ObUIO oueHb HeOombmuM. IloaTomy
HEOOJIBIINE YUCIOBBIC pa3INYHsl, OTMEUCHHBIE IPU CPABHEHUU C JAHHBIMU, TOTyYEHHBIMH TIPH
ocTpoM HH(APKTE MHOKAPAA, OBLTH, CKOPEEe BCETO, CIEICTBUEM HEOOBIIIOr0 00beMa BEIOOPKH.
[ToMuMO BHYTPHUYEPENTHOTO KPOBOMBIUAHMS (Kak IMOOOYHOTO JEHCTBUS) TPU OCTPOM
UIIEMUYECKOM UHCYIIbTE U perepdy3nOHHBIX apUTMUH (Kak MOOOYHOTO IEUCTBUS PU OCTPOM
uH(papKkTe MHOKapaa), HET KIMHWUYECKUX OCHOBAHWI MpeArnoiaraTh KadyeCTBEHHBIE U
KOJINYECTBEHHBIE pa3INyMsl B ClieKTpe No004HbIX aAercTBuil mpenapara AKTUIIM3E B cinydae
€ro TPUMEHEHUS TPU OCTPOM MACCHBHOM 5SMOOJIMHU JIETOYHOW apTepuud W OCTPOM
UIIEMUYECKOM MHCYJIbTE WU MPU OCTPOM MH(pApKTE MHOKap/a.

TabauyHoe PE3IOME HEXKENATEIbHBIX DEAKIIUN

YacToTa HeKeJIaTeIbHBIX peaKHHﬁ, KOTOPBIC MOT'YT BO3HUKATh BO BpEMA TCpaAIllU, IPUBCACHA
B BUJIC CIICAYIOIIEH Tpafauu: o4eHb 9acto (>1/10); gacto (>1/100, <1/10); newacto (>1/1 000,
<1/100); peaxo (>1/10 000, <1/1 000); ouens peako (<1/10 000); yacTora HeM3BecTHa (YacToTa

HE MOJKET OBITh OIICHCHA MO NOCTYITHBIM ,Z[aHHI:IM).

CHuCcTeMHO-OPraHHbIN YacroTa HexenarenbHas peakuus
KJ1ace
Hapymennst co crtoponsl | Peako AHaQWITaKTOMIHBIE PEaKIIUU OOBIYHO CJIa00
HMMyHHOﬁ CUCTEMBI BBIPAXKCHHBIC, HO B OTACJBHBIX ClIydasaX

MOTYT OBITh ONACHBIMH JJISi  OKU3HU;
BO3MOKHBI ChlIb, KpaIvBHUIIA,
OpoHXOCma3M, aHTMOHEBPOTUYECKUIN OTeK,
caikenne AJl, moxk umu J00bIe JIpyrue

pCaKkuuu runepuyBCTBUTCIILHOCTU

Ouens penko | AHaduIaKcus

Hapymenuss co croponsl | HacTo BHyTpuuepenHsle KpOBOM3IUAHMA'"), Takue
HEPBHOMU CUCTEMBI KaKk  BHYTPHMO3IOBOE€  KPOBOM3IIHUSIHHE,
nepedpanbHas reMaromMa, reMopparudecKuit
MHCYJIBT, TeMOpparuyeckas Tpancopmarus
MHCYNIbTa, BHYTpPHUYEpENHas  remMaTroma,

cy0apaxHOUIATbHOE KPOBOTEUCHUE

Ouens peaxo | CoObITHS, CBA3aHHBIE C HEPBHOW CHUCTEMOM
(HampuMep, SMWIENTUYECKUH MPUIALIOK,
cygopord, adasus, HapyluleHHE peud,
JNENUPUNA, OCTPBIA MO3TOBOM  CHHJIPOM,

BO36y)KI[eHI/Ie, CITYTaHHOCTDb CO3HaHMU,
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Jenpeccusi, TCUX03), YaCTO B COUYETAHUU C

OOTHOBPCMCHHBIMU HINIEMHUYCCKUMU 501041

reMopparuueckuMu 1epeOpoBacKyISIPHBIMU

COOBITUSIMH
Hapywmwenuss co croponsl | Penko KpoBousnusnus B riasza
opraHa 3peHus
Hapymenuss co croponsl | Heuacto V1iIHOe KpOBOTEUEHUE

opraHa ciryxa v JJaOupuHTa

Hapymenust co  CcTOpOHBI

cepua’)

OuyeHp 4acTo

PenmmuBupyromass  MIIeMust/CTEHOKAPUS,
aprepuanbpHas TUIOTEH3Ws W CepjaedHas

HGI[OCT&TO‘IHOCTB/ OTECK JICTKUX

Yacto

Kapnuorennsiii mok, ocTaHOBKa cepina U

MOBTOPHBIN HHPAPKT MHOKapIa

Heuacto

TPOMOO03IMOOITHS IETOYHON apTepuu, ApyTue

Penepdysmonnsie  aputmMun  (apurmus,

AKCTPACHUCTOJHS, budpuIAIHS
TpeICepanid, aTPUOBEHTPUKYIISIPHAS
Onokana ot I crerneHu 10 MOIHOHN OJIOKAIbL,
GbuOpMILIALINS/ TPETIETAaHHE TpeACepani,
Opaaukapaus, TaXUKApAMsl, KeIyJA0YKOBast
bubprIsIIMs

apuTMus, JKEILyI04KOB,

YKEITy J0UKOBAas TaxuKapaus,

AJIEKTPOMEXaHUUIECKast JTUCCOTTHAITHS ),

MUTpajlbHas HEAOCTATOYHOCTD,

CUCTeMHBIE  IMOOIHMHU/OMOO0NUS  COCYJIOB

T'OJIOBHOT'O MO3ra, nedexT

MEXOKETYI0UKOBOM MeperopoIku

Hapymienust co  CcTOpOHBI

COCYJIOB

OuyeHp 9acTo

KpoBoTteuenus (Takue Kak reMaToMa)

Penxo

[TepukapauanbHOE KPOBOTCUCHHE, IMOOIHS,

KOoTopas MOJKET MPUBECTU K

COOTBETCTBYIOIIIUM IOCJICACTBUAM Cco

CTOPOHBI 3aTPOHYTBHIX BHYTPEHHUX OPIaHOB

YacTora

HEHU3BCCTHA

KpoBoTeuenus B mapeHXMMAaTO3HbIE OPraHbl

(Takue KaK MeYeHOYHBIE KPOBOTECUCHUS )

Hara yrBepxaenus: 29.02.2024
32



Hapymwenuss co cropons! | Hacto KpoBoTeuenne u3 00:1acTi II10TKU
IbIXaTeIbHOMI cucremsl, | Heuacto Hocosoe KPOBOTEUEHUE, JIETOYHOE
OpPraHoOB TPYJHOWU KJIETKH U KpOBOTEUYEHHE (HAmpuMep, KPOBOXapKaHbE,
CpenocTeHus reMOTOpakKc, KpOBOTEUYECHHE u3
JbIXaTEIbHbIX MyTEMN)
KenyaouHo-KulIeuHbIE Yacrto KenyaouHo-KulIeYHbIE KPOBOTEUECHHUS
HapyLICHUS (TakMe Kak KeIyJOYHOE KpOBOTEUYEHHE,
KpOBOTEUYECHHE u3 S3BBI KeNyaKa,
KPOBOTEUYEHHUE U3 MPSAMON KUILKH, KPOBaBast
pBOTa, MEJNieHA, KPOBOTEUEHUE U3 POTOBOI
MOJIOCTH, KPOBOTEUEHHE U3 JIECEH)
Penko 3a0proIHHOE KPOBOTEUYCHHE (HAIpUMeEp,
3a0pIOINHHEASA T'eMaToOMa), TOIIHOTa®)
Yacrora Ppota®)
HEU3BEeCTHA
Hapymwenuss co cropons! | Hacto DKXHUMO3BI
KOXXH U IIOJKOKHBIX TKaHel
Hapymenuss co croponsl | HacTo YporenurtaabHble KPOBOTECUCHHS (TaKUE KaK
MOYEeK W MOYEBBIBOISIINX remMarypus, KPOBOTEUYECHHUS u3
yTen MOYEBBIBOSIIUX MTyTEH)
O0mme  HapymIeHUs u | Yacro KpoBoteuenus B MecTe MYHKIUH,
peaKkiuy B MECTE BBEICHUS KpOBOTEYEHHS] B MeCTe  HMHBEKIUH
(Hanpumep, remaToMa B MECTE€ YCTaHOBKHU
KaTeTepa, KPOBOTEUEHUE B MECTE YCTAaHOBKH
KaTerepa)
Jlaboparopubie u | Hewacto CHuKeHHe apTepUaIbHOTO JaBJICHUS
MHCTpYMEHTAJIbHbIE JaHHble | YacToTa [ToBbIIEHNE TEMIIEPATYPHI TENA
HEU3BECTHA
TpaBmbl, uHTOKCHMKammu u | YacTora Kuposast sm60us (3MOOTIUS KpUCTaIaMH
OCJI0)KHEHHS TIPOIIELYP HeW3BeCTHa | XonmectepuHa)®
Xupypruueckue u | Yactora Heo6xonumocTs B TpaHcy3usax
MEIUIMHCKUE TPOIIeTYPhI HEU3BeCTHA

Hara yrBepxaenus: 29.02.2024
33



! OCHOBHBIM  HEXKEJIaTEJIbHBIM  SBJICHHEM OBUIM CHUMITOMATUYECKHU BBIPAXXCHHBIC

BHYTpHUEpPEITHbIE KPOBOM3IUAHUS (X yacToTa fqocturana 15%). Onnako yBeaHMueHHs 4aCTOTHI
OCJIOKHEHUH MM 00Ieil CMEPTHOCTH YCTaHOBJIEHO HE OBLIO.

? Kak ¥ B cItydae ¢ IpyTuMH TPOMOOJIUTHYECKUMHU CPEJICTBAMH, O ABJICHHSAX, OUCAHHBIX BBIIIIE
B COOTBETCTBYIOIIEM pa3jelie, COOOIAIOCh KaK O MOCIEACTBUAX MH(apKTa MHOKapaa W/Win
NPUMEHEHHS TPOMOOIUTHKOB. DTU CEpACUHBIC COOBITHS MOTYT OBITh OMACHBIMH JUISI )KU3HU U
MOT'YT IIPUBECTH K CMEPTH.

3 TomHOTa ¥ PBOTa MOTYT OBITH TAKKE CAMITOMaMHU HH(ApKTa MHOKap/Ia.

4 MoxeT MPUBECTH K COOTBETCTBYFOIIUM TIOCIIEACTBUSM CO CTOPOHBI 3aTPOHYTBIX BHYTPEHHHX

OpraHoB.

COO6H_ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmarb 0 mOI03pEBaEMbIX HEXKENATEIbHBIX PEaKIMsIX MOCIe PpPEerucTpanuu
mpenapaTta ¢ LEeJdbl0 OOecreueHus: HEeMpPEephIBHOITO MOHUTOPUHIA COOTHOIICHMS «I10JIb3a —
PHUCK» JIEKapCTBEHHOTO Mpenapara. MeAUIMHCKUM pabOTHUKAM PEKOMEHAYETCsS COO0IIaTh O
JTIOOBIX TI0J03PEBAEMBIX HEXKEIATEIbHBIX PEaKIUsAX JIEKapCTBEHHOIO IIperapara uepes
HAI[MOHAJIbHBIE CHUCTEMBbl COOOILEHHS O HEXKENAaTEeIbHBIX PEaKIMSIX TOCyNapCTB — YIIEHOB

EBpa3zuiickoro 3KOHOMUYECKOT0 COH03a:

Poccuiickaa ®@eoepayus

109012, r. Mocksa, CraBsiHCKasl IIIoIaap, 1. 4, crp. 1

DenepanbHas ciry:k0a 1o Haa30py B cdepe 3apaBooxpanenus (PoczapaBuanzop)
Ten.: +7 800 550 99 03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/

Pecnybnuxa benapyco

220037, r. Munck, ToBapuiueckuii nep., 2a

PecniyOnukanckoe yautapaoe npeanpusitie «L{[eHTp skcrnepTus u UCTIbITaHu B
3JIpaBOOXPaHEHUI

Ten.: + 375 17 242-00-29, + 375 17 231-85-14

@axc: + 375 17 252-53-58

DnekTpoHHas nmoyrta: repl@rceth.by

http://www.rceth.by

Pecnybnuka Kazaxcman

010000, r. Acrana, paiion baiikonslp, yi. A. UmanoBa, 13 (BL] «Hypcayner 2»)
PI'TI na ITXB «Hauuonanensliii LleHTp 3KCiepTU3bI JIEKAPCTBEHHBIX CPEICTB U MEIUIIUHCKUX
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uznenuiiy Komurera MeAMIIMHCKOTO U (hapMaIleBTHYECKOT0 KOHTPOJIsi MUHUCTEpPCTBA
3npaBooxpanenus Pecnyonuku Kazaxcran

Ten.: +7 7172 78 98 28

OnekTponHas noyta: farm@dari.kz

http://www.ndda.kz

Pecnybnuxa Apmenus

Apwmenusi, EpeBan 0051, mp. Komuraca 49/5

«HAYYHBIN LIEHTP DKCIEPTH3bI JEKAPCTB U MEJIULIMHCKUX TEXHOJIOT I
M. AKAJIEMUKA 3. TABPUEJISIHA» AO3T

On.nmoura: admin@pharm.am

Ten.: +374 60 83 00 73, +374 10 23 08 96, + 374 10 23 16 82
https://www.pharm.am/index.php/am/

4.9. Ilepeno3upoBka

CuMITOMBI

B ciy4ae nmpeBblIEHUS MaKCUMalbHOM PpPEKOMEHJIOBAHHOW JO3bI BO3PACTAET PHUCK
BHYTpPUYEPEIHBIX KPOBOTECUEHUH.

HecMoTpsi Ha OTHOCHUTENBHYIO CHENU(PUYHOCTh BO3JCHCTBUSA TMpernapata Ha GuOpuH,
nepe03uPOBKa MOKET MPUBECTH K KIMHUYECKU 3HAYUMOMY CHIKEHUIO YPOBHS (PMOpUHOTEHA
U IpyTux (PaKTOPOB CBEPTHIBAHUS KPOBHU.

Jleuenue

B OospmmHCTBE ciydaeB I0CTaTOYHO mpekpatuTh BBenaeHue mpemapata AKTUIIM3E u
OKU/IaTh (PU3UOJOTHUECKOTO0 BOCCTAHOBIECHHS 3THX (hakTopoB. OIHAKO, €CIM pa3BUBACTCA
Cepbe3HOE KPOBOTEUEHHUE, PEKOMEHAYIOTCS HMH(QY3UH CBEKE3aMOPOXKEHHOHM IIa3Mbl WX
CBeXe  KpoBM, TpU  HEOOXOJUMOCTH  MOXKHO  HAa3HAYUTh  CHUHTETHYECKHE

aHTU(PUOPUHOIUTHYECKHE CPEICTRA.

5. DPAPMAKOJIOTHYECKHE CBOMCTBA

5.1. ®apmMakoaMHAMHUYECKHE CBOMCTBA

dapMakoTepaneBTUYECKas Tpynna: aHTUTPOMOOTHYECKUE CPEACTBA; (PEPMEHTHI
Koxg ATX: BOIADO02

Mexannsm neiicTBus

JeiictByromee BemectBo npenapata AKTUJIN3E - antemnaza sBisieTcs peKOMOWHAHTHBIM
YEeJIOBEYECKMM TKAHEBBIM aKTUBATOPOM IUIa3MHHOI€HA, TJIMKOMPOTEMHOM, KOTOPBI
HENOCPEACTBEHHO  aKTHBUpPYET IMpeBpalleHHe I1a3MuHoreHa B 1uiasmuH. [locrne

BHYTPHUBEHHOTO BBEJCHUS QJITEIUIa3a OCTACTCS OTHOCUTENBHO HEAKTUBHOW B CHUCTEME
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nupkyasaauu. OHa aKTUBHPYETCS, CBSA3BIBAsACH C (UOPUHOM, YTO BBI3BIBAET IMpEBpAllCHUE

TUTA3MUHOTEHA B IUIA3MUH U BEIET K PACTBOPEHUIO CTYCTKA (GUOpHHA.

dapmakognaamuyeckue P PeKTel

BcnenctBue oTHOCUTENBHOM CIEIM(PUUHOCTH B OTHOLIEHUH (PUOpHHA TPUMEHEHHE alITeILIa3bl
B no3¢ 100 Mr BeaeT K YMEPEHHOMY YMEHBIICHHUIO COAEPKaHUSA UHPKYJIHPYIOIIETO
¢ubpunorena (mpumepHo no 60 % dyepe3 4 daca), KOTOpbI K 24 yacam, Kak IPaBHIIO,
nosbimaerca Ha 80 % u Gonee. KoHneHTpanuu miua3MuHOreHa U anb(a-2-aHTUIUIa3MUHA B
KpOBU 4epe3 4 yaca yMEHBIIAKTCs, COOTBETCTBEHHO, 10 20 % 1 35 % OT HCXOAHBIX 3HAYEHUH,
u uepe3 24 yaca BHOBBH moBblmaioTcs A0 80 % wu Oojee. 3HAYUTENBHOEC W JUIMTEIIBHOE
YMEHBUICHHE YPOBHS LUPKYJIUpYIOmero (GpuOpuHOreHa OTMEYEHO JHIIb Y HECKOJIBKHUX
HAIMEHTOB.

Knuanueckas 2dbdekTUBHOCTE U 0€30I1aCHOCTE

Tayuenmul ¢ ocmpoim unghapxmom muoxapoa (OHUM)

B nnane6o-konTponupyemom uccienosanun LATE npumenenue antersiassl B 103 100 mr B
T€YEeHUE 3 4acOB BO BPEMEHHOM HHTepBaje 6—12 4acoB mocie MOSBICHHUS CHUMIITOMOB
MIPUBOAMIIO K CHIDKCHHIO 30-THEBHOM JICTAIBHOCTH B CPaBHEHUH C TPUMEHEHUEM I11ane6o. B
Clly4asiX, KOrJia MPHUCYTCTBYIOT SIBHbIE MPU3HAKU MH(paApKTa MUOKapna, Tepamus, Havyatas B
TedeHue 24 4acoB MOCIIe MOSABICHUS CUMIITOMOB, BCE €I11€ MOXKET SBIATHCA 3P PEKTUBHOM.
Yexopennas unghyszua npenapama y nayuenmog ¢ OUM

N3yueHnbl deTblpe pexuMa TpPOMOOTUTHYECKON Tepanuu. [IlpuMeHeHue mpemapara
AKTUIINA3E B noze 100 mr B Tedenne 90 MUHYT COBMECTHO C BHYTPUBEHHOW HHGYy3UEH
renapyuHa XapakTepHU30BaJloCh HU3KOM JeTanbHOCThIO uepe3 30 nueit (6,3 %) B cpaBHEHHH ¢
Tepanuel ctpentokuHazoi (1,5 mma ME — 60 MuH) ¢ TOIKOXHBIM WM BHYTPUBEHHBIM
BBeneHueM renapuna (7,3 %) (p=0,001).

3-uacosas unghyzusa y nayuenmos ¢ OUM

IIpu cpaBuenun npemnapara AKTUJIM3E c nnane6o, npuMeHSBIINXCS B TE€UYEHHE 5 4acoB
1ocjie BO3HUKHOBEHHUS CHMITOMOB, y MalMeHToB, nonydaBmumx npenapar AKTUJIN3E,
yCTaHOBJEHO YyBenuueHue 30-IHEBHOM BBDKHMBAEMOCTH, YiydlleHHE (GYHKIUH JIEBOTO
KENIyJouKa ceplaua MpH OLEHKe (pakuuu BbIOpoca C TOMOIIbIO  KOHTPACTHOM
BEHTPUKYJIOTpauu, OTMEYaJOCh YMEHbIICHHE pa3MepoB HHGaApKTa, HAOII0IAI0Ch
JOCTOBEPHO MEHBIIE SNHU30JI0B KAPAMOTEHHOTO IIOKa, (GUOPWILISALUHN KeTyT0YKOB,
nepuKapIuTa, o CPaBHEHUIO C MAlleHTaMU, OJy4YaBIIMMH I11a1e0o0.

Tayuenmul ¢ ocmpoul maccusHol smMOoUell 1e20UHOU apmepuu

Hara yrBepxaenus: 29.02.2024
36



Y TDanmuMeHToB C€ OCTPOM MACCHMBHOM TpOMOOSMOOJMEH JIErOYHOW apTepuu H ¢
reMOJIMHAMHUYECKOM  HECTa0MJIBHOCTBIO  TPOMOOJHMTHYECKas  Tepamusi  IMpernapaTom
AKTHJIN3E npuBoauT K OBICTPOMY YMEHBIICHHUIO pa3Mepa TpoMOa U CHUKECHHUIO JaBIICHUS B
JIETOYHOU apTepud. J[aHHBIE MO JIETATBHOCTH OTCYTCTBYIOT.

Tayuenmul ¢ ocmpvim ueMUyecKUM UHCYIbIMOM

B nByx wuccnenoBanusix, nposefaeHHblx B CIIA (NINDS A/B), y 3HauuTeNbHON dYacTu
MAIMEHTOB, MOJyYaBIIUX aNTeriady, ObUT OTMEUEH OJIarompUsTHBIA MCXOJ (MHUHHMATbHAS
WHBAJIMIM3AlMs WIA TOJHOE BBI3IOPOBJICHHE), B CPABHEHUHU C MAlleHTaMH, MOJy4YaBIIUMU
miane6o. Ity pe3ynbpTarhl ObutH oATBepkaeHbI B uccnenoBanun ECASS 111 (cm. maparpad
HUXKE), TI0CJIE TOrO KaK B JIByX €BPOIEHCKUX UCCIIEIOBAaHUAX U €ILIE B OJTHOM HCCIIEJOBAHUH,
npoeaeHHoM B CIIIA, He ynanock NOMYyYUTh COOTBETCTBYIOIIME JOKAa3aTENIbCTBA
3¢ exTUBHOCTH Tpemapara B YCIOBUAX, MO CYTH, HE COOTBETCTBYIOIIMX AaKTyaJbHOM
nHpopmanuu o npemapare B EC.

Uccnenoanne ECASS III sBasimoch 1u1ane®o-KOHTPOJIMPYEMBIM — IBOWHBIM — CIICTIBIM
UCCIIeIOBaHMEM; OHO OBLJIO TMpoBeJeHO B EBpore W BKIIOYAIO MAlMEHTOB C OCTPHIM
WHCYJIBTOM, JIEYEHHE KOTOPBIX ObUIO HAyaTO B TEUEHHUE BPEMEHHOTO MPOMEXKYTKa OT 3 10
4,5 gacoB. Tepanuto B uccinenoannu ECASS Il Ha3Hayanm B COOTBETCTBHM C €BPOIEUCKON
OXJIII nns AKTWUJIM3E mo moka3aHUIO MHCYJIBT, 32 MCKJIIOYEHHUEM CIIy4aeB 3a BEpXHEH
IpaHULIE BPEMEHHOIO OKHa BO3MOXHOCTEH Tepamuu, TO ecTh 4,5 yaca. 3a NEpBUYHYIO
KOHEYHYI0 TOYKY NPUHUMAIM WHBaNWIU3alUI0 4yepe3 90 nHei, KOTOpYIo MOApa3aeisiin Ha
omaronpusaTHyo (ot 0 mo 1 6amna mo momuduimpoBanHoi mkane Pankunaa [mRS]) nmm
HeOnmaronpusaTHyto (oT 2 1o 6 6amtoB mo mRS). Beero Obut pangoMusupoBad 821 manueHT
(418 — B rpynmy anreruiassl, 403 — B rpymnmy iane6o). B rpymnne anrteriasbl G1aronpusTHINR
ucxoi ObUT JAOCTUTHYT y Oosnbliero uucia mauueHtoB (52,4 %), yem B rpymnme mianedo
(45,2 %; ornomenue puckoB [OP] 1,34; 95% AU 1,02 — 1,76; P=0,038). Yacrtora
BcTpeuaeMoctu mo0bix BUK (BHyTpryepennbsix kpoBoredyenuii)/mosropusix BUK (IIBUK) B
rpymIe anTeruiassl Obula BhIIEe, YyeM B rpymnme mianedo (qodsie BMK (BHyTpuMO3rosbie
kpoBoTeuenus): 27,0 % u 17,6 %, p=0,0012; [IBMK no onpenenenuro ECASS III: 2,4 % u
0,2 %, p=0,008). CMepTHOCTH B rpyInax Obljia HU3KON U CYIIECTBEHHO HE pa3Indanach MexIy
rpynnamu  antermnasel (7,7 %) u mnamebo (8,4 %; P=0,681). PesynbTarhl mccnemoBaHus
noarpynn ECASS III nmoarsep:knaroT, 4TO BpeMsl OT HOSIBIEHHS CHMIITOMOB [0 Hayaia
JeYeHUsT NPSIMO MPOMOPHHOHATBHO PUCKY CMEPTEIbHOTO HCXO0Ja M BO3HUKHOBEHHUS
KJIMHUYECKHU TPOSIBIIAIONIETOCS] BHyTpUUepenHoro kporousiusinus. Pesynbratel ECASS 111
CBHUJIETEJILCTBYIOT O (DaKTHYECKOM IOJIOKUTEIBHOM KIIMHUYECKOM MPEHMYILECTBE Mpernapara

AKTWJIN3E Bo BpeMEHHOM OKHE BO3MOXHOCTEH Tepanuu — OT 3 yacoB 10 4,5 yacoB mociie
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MOSIBJIICHHUST CUMIITOMOB, B TO BpeMsl Kak OObEeIWHEHHbIE NaHHbIE MOKA3bIBAIOT, YTO IOCIE
4,5 qvacoB (akTHUeckas KIMHUYECKAs TOJbh3a IMPUMEHEHHS alITeIIa3bl HE TMPEBOCXOIHT
COOTBETCTBYIOIIUI PUCK.

besonmacHocts u  addextuBHOCTE Tpenapara AKTUIIM3E mnpu medeHun ocTtporo
UIIEeMUYECKOTO UHCYJIbTa B CPOK 10 4,5 4acOB OT MOSIBIICHUS WHCYJIbTA J0 Hadaljla JeueHUus
OLICHUBAJIM B COOTBETCTBHM ¢ TpeOoBaHusMu aeicTByromero Peructpa (SITS-ISTR: Safe
Implementation of Treatments in Stroke — International Stroke Thrombolysis Register). B atom
HaOII0aTEIPHOM UCCIIEIOBAaHUH JaHHBIE TT0 Oe30macHOCTH 21 566 manueHToB, MoTydaBIInX
neyenue B nepuona ot 0 10 3 4acoB, CpaBHUBAIM C JaHHBIMU 2376 MallMEHTOB, MOJTYYaBIINX
Jie4eHue B rnepuoAa oT 3 A0 4,5 4acoB mocie MosiBJICHUs] CUMITOMOB OCTPOIO MIIEMUYECKOTO
WHCYNbTa. YacToTa CUMITOMATHYECKU MPOSBIISIONINXCS BHYTPUUYCPEITHBIX KPOBOUBIUSIHUN
(cornmacHo onpenenenuto SITS-MOST) B npomexytke ot 3 10 4,5 yacoB ObL1a BoiwIe (2,2 %),
4yeM BO BpeMeHHOM OkHe 10 3 yacoB (1,7 %). Ilpu cpaBHeHuU nepruooB Havajga Tepanuu 3 -
4,549aca u 0 - 3,0 yaca, 3-MecssyHas JETAILHOCTL OBIIA CXOXKEH, COCTABUB COOTBETCTBEHHO
12,0 % u 12,3 %; 3nauenune HeckoppektupoBanuoro OP cocrasuio 0,97 (95 % JAU: 0,84—1,13,
p=0,70), a ckoppexTupoBannoro — 1,26 (95 % JAU: 1,07-1,49, p=0,005). lanusie HaO10ACHMIA
B paMkax SITS moaTBep:kaaroT pe3yabTaThl KIMHUYECKUX UCCIIEIOBAHUN O TOM, UTO BPEMSI OT
MOSIBJICHUSI CHMIITOMOB MHCYJIbTA JI0 Hadaja JICUCHUS SBISETCS BAKHBIM MPOTHOCTUYECKUM
(haKkTOpOM HCX0/1a OCTPOTO UHCYJIBTA MIPH TEPAITHH aNTEILIa30H.

Oco0rIe I'pynIbl TanMEHTOB

Toowcunvie nayuenmol (cmapuie 80 1em)

Jl1s1 OLIEHKH COOTHOILIEHHUS «IOJb3a-PUCK» ISl alTeria3bl y manueHToB crapiie 80 jer
MIPOBOJIUIIN METa-aHAM3bl JAHHBIX 6756 OT/IETBHBIX NAIMEHTOB, B T. 4. MAIIUEHTOB B BO3pacTe
ctapuie 80 JeT, y4acTBOBaBUIMX B JAEBSATH PaHAOMHU3HPOBAHHBIX MCCIEIOBAHUAX, B KOTOPBIX
anTeriazy CpaBHMBAIM C IUIanedb0 MM €  OTKPBITBIM  KOHTpoJjieM. BeposTHOCTB
OnaromnpustTHoro ucxonaa uncynbra (MRS 0—1 B nens 90 u nens 180), kak U MoIb3a TEPANHH,
HaIpsIMYIO 3aBUCENTM OT BPEMEHU Havajia Teparnuu BO BCEX BO3PACTHBIX rpynnax (p-3HaueHue
11t B3aumoerictus 0,0203), 1 He 3aBUCENH OT BO3pacTa MaIieHTa.

DddekT aedeHus anTeria3zof MmanueHToB B Bo3pacTe 10 80 JeT BKIIOYUTEIBHO [CpemHss
3a/epkka Hadana yeueHus 4,1 gaca: 990/2512 (39 %) manueHToB, MOMY4YaBIINX aNTeIIasy, B
cpaBHeHu ¢ 853/2515 (34 %) nanreHTaMMu KOHTPOJIBHOM IPYIITBI JOCTHUIIIN XOPOIIET0 HCX01a
uHcynbTa B AeHb 90 m nens 180; OP 1,25, 95 % JAW 1,10-1,42] Obu1 Tako#t ke, Kak U Y
nanueHToB crapuie 80 jer [cpeaHss 3ajepika Hayana jedeHus 3,7 waca: 155/879 (18 %)
NAalMEeHTOB, MOJyYaBUIMX ajiTeriasy, B cpaBHeHun ¢ 112/850 (13 %) mnanmentamu

KOHTPOJIbHOM TPYIIIBI TIOCTUTIINA XOpoliero ucxona uucyisra; OP 1,56, 95 % AU 1,17-2,08].

Hara yrBepxaenus: 29.02.2024
38



YV nanuentoB crapuie 80 jeT, MOJy4yaBIIMX ajiTeIliazy 4Yepe3 3 yaca IMOcCJe MOABICHUSA
CHUMIITOMOB U paHee, XOPOIINKA UCXOl MHCYbTa ObUT JOCTUTHYT B 55 u3 302 cimyyaes (18,2 %)
B cpaBHeHuU ¢ 30 u3 264 ciyuaes (11,4 %) B rpynne koutposs (OP 1,86, 95 % AU 1,11-3,13),
a y MalMeHTOB, MOJIYYaBIIMX aJTEeIIa3y B Mepuoj oT 3 4acoB 110 4,5 4acoB, XOPOIIMH MUCXO
uHCYJbTa ObUT JOoCcTUTHYT B 58 u3 342 ciyuaeB (17,0 %) B cpaBHenuu ¢ 50 u3 364 cioyuaen
(13,7 %) B rpynme xortpons (OP 1,36, 95 % AU 0,87-2,14).

[TaperxnMaTO3HOE KPOBOTEUECHHE 2-T'O THUIA B TeUCHUE 7 JHEH ObLIO 3aperucTpupoBano y 231
(6,8 %) n3 3391 manmenTa, KOTOpPHIM OblIa HAa3HA4YEHA aiTeria3a, a Cpelud KOHTPOJIbHBIX
MAIMEHTOB OHO BO3HUKJIO Juiib B 44 (1,3 %) u3 3365 cinyuaes (OP 5,55, 95 % AN 4,01-7,70).
[TaperxnMaTO3HOE KpOBOTEUEHHE 2-TO THUIIA CO CMEPTEJIBHBIM HCXOJOM B TE€UEHHE 7 IHEU
Obuto 3apeructpupoBaHo y 91 (2,7 %) mammeHTa TIpynmbl TEparuy aiTeIuia3od, a cpeau
KOHTPOJIbHBIX MAIMEHTOB, OHO BO3HUKIIO B 13 (0,4 %) cioyuasx (OP 7,14, 95 % AN 3,98-
12,79).

Cpenu nanuentos crtapuie 80 jer, MOJydyaBUIMX aJITEIUIa3y, CMEPTENbHOE BHYTPHUUEPETHOE
KPOBOM3JIMAHUE B TeUeHUeE 7 aHEeH Obl1o 3apeructpupoBano y 32 u3 879 namuentos (3,6 %), a
B KOHTPOJIbHOM TpyIine oHo Obu1o 3apeructpupoBano B 4 u3z 850 (0,5 %) ciyuaes (OP 7,95,
95 % AU 2,79-22,60).

W3 obmeit momymnsiuun nanuentoB crapuie 80 jer (8658), momyyaBIIuX JieueHHE paHee yem
yepes 4,5 4 nociie NosIBIEHUsI CUMIITOMOB MHCYJIbTa, B paMkax SITS-ISTR, ¢ nenbro cpaBHeHU
ObLTH 0TOOpaHbI JaHHbIE 2157 manueHToB, MOTyJYaBIInX JeUYeHue B mepuo 3 Jaca - 4,5 yaca
1 na"Hblie 6501 manuenTa, ieueHre KOTOPhIX HaYalu paHee yeM yepes3 3 yaca mociie MOsIBICHUS
CHUMIITOMOB UHCYJIbTA.

TpexmecsiuHass (GyHKIMOHaNbHAsE He3aBUCUMOCTh (0T 0 mo 2 GamnoB mo mkane mRS)
coctaBuia 36 % B cpaBHeHuu ¢ 37 % (cxoppextupoBanHoe OP 0,79, 95 % 11 0,68 — 0,92),
cmeptHOCTH — 29,0 % B cpaBHeHuu ¢ 29,6 % (ckoppexktupoBanHoe OP 1,10, 95 % 1AM 0,95 —
1,28), a [IBMK (1o onpenenenuto perucrpa SITS-MOST) — 2,7 % B cpaBHenuu ¢ 1,6 %
(ckoppexTtupoBanHoe OP 1,62, 95 % AN 1,12 —2,34).

Hemu

JlanHble HEpaHIOMHU3UPOBAHHBIX U HECPABHUTEIbHBIX HAOIIOAATEIBHBIX HCCIEAOBAHUNA C
ydJacTMEM NAIMEHTOB B Bo3pacte 16-17 jer, mnepeHeclIMX MHCYJIbT M IMOJIyYaBLIMX
MOJATBEPXKIICHHOE JICYCHHE ayTeria3oi, Obun momydeHsl u3 Peructpa SITS-ISTR (Safe
Implementation of Treatments in Stroke — International Stroke Thrombolysis Register).
B nepuon ¢ 2003 r. mo konma 2017 r. B Peructp SITS Obuto BKITIOUEHO B OOIIEH CI0KHOCTH
25 manuMeHToB JIETCKOr0 BO3pacTa B BO3pacTHOM rpynme 16—-17 meT ¢ moAaTBEpKACHHBIM

MIPUMEHEHHUEM anTeruiasbl. Menrana 1036l aJITEIUIa3bl, UCIOJIb30BAHHOW B 3TOM BO3PAaCTHOMU
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rpymme, coctaBuia 0,9 mr/kr (muanaszon: 0,83 — 0,99 mr/kr). B Tedenune 4,5 wacoB mocie
NOSIBJICHHUSI CHMIITOMOB MHCYJIbTa Hayayu jedenue 23 u3 25 nanuentos (19 — uepes 3 yaca; 4
—yepe3 3 yaca — 4,5 yaca ; 1 —uepe3 5 yacoB — 5,5 yacoB; 1 cinydaii He onrcaH). Macca Tena
MalMeHTOB BapbupoBaiachk oT 56 10 90 kr. BoJBIIMHCTBO MAIMEHTOB MEPEHECTN HUHCYJbT
CPEIHETSIKEJIOT0 UJIU TSHKEJIOT0 TEUEHHMS, Ha UCXOHOM ypoBHE MeauaHa no mkaie NIHSS —
9,0 (nmana3zon 1 — 30).

Onenku no mkane mRS #a 90-b1i1 nens ObUTH MpoBeneHsl y 21 u3 25 namuentos. B nens 90 y
14 u3 21 narmenrta Oamn mo mkame mRS cocraBmsur 0-1 (OTCYyTCTBHE CHMNOTOMOB WM
HE3HauuTeNlbHasl HMHBAIWIU3ALMA), Yy S5 NAllMeHTOB OHa CoCTaBsula 2 (He3HAYMTeIbHas
uHBanuau3anus). CienoBarensHo, cormacHo mkaine mRS, y 19 u3 21 narmentos (6omnee 90 %)
ucxop B AeHb 90 ObLT OIaronpusTHEIM. Y OCTABIIMXCS 2 MalMEHTOB ObLIA 3aperucTpUpOBaHa
6o cpemHeTspkenas nHBanuausanusa (mRS=4; n=1), mu6o cmeprenpHbIN ncxon (MRS=6) B
teueHue 7 nuew (n=1).

VY 4Yerblpex ManueHTOB oOleHKa mo mkane mRS Ha 90 neHp He ObLIa 3aperuCTPUpPOBAHA.
CornacHo akTyanbHOM nH(popManuy, y 2 u3 4 nanueHTos B [lens 7 6amt mo mRS cocrasmsin 2;
a 2 U3 4 ManueHTOB 3asBUJIN O SIBHOM OO0IIeM yiydiieHuu B JleHs 7.

B Peructp taxke ObUIM BHECEHBI JaHHBIE 1O O€30MAaCHOCTH — HEXKENATEIbHBIM SIBICHUSM,
CBSI3aHHBIM C KpPOBOTEUYEHHSIMU M oTekamu. W3 25 mamueHToB Bo3pacTHOW Kareropuu 16—
17 ner, HU y OJHOTO HE OBLIO 3aPETUCTPUPOBAHO CHUMIITOMATHUYECKU MPOSBISIOMIETOCS
BHyTpuMO3roBoro kpoBousnusaus (IIBMK, BMK tuna PH2). B 5 cnydasx mocne nedenus
ANTEIUIa301 pa3BUIICS OTEK T'OJIOBHOTO MO3ra. ¥Y 4 U3 5 MalyeHTOB C OTEKOM I'OJIOBHOTO MO3ra
B ieHb 90 6amu1 mRS cocramsn ot 0 10 2, mubo Habm0gam0Ch 00IIee yiIydlleHue B JeHb 7
moclie BBEJIEHUs Mpernaparta. Y ofgHoro mamueHnta B aeHb 90 6amn mo mRS cocrasun 4, 4ro
COOTBETCTBOBAJIO CPETHETSDKENOW HMHBaNUAu3anuu. Hu oguH U3 ciydaeB He 3aBEpIIUIICS
CMEPTEIbHBIM UCXOJOM.

B uenom, u3 Peectpa SITS Obuo n3BnedeHo 25 coolieHuii 0 manueHTax B Bozpacrte ot 16 1o
17 ner, mepexuBIIMX OCTPHIM MIIEMUYECKHI HMHCYJIBT, KOTOPBIX JICUWJIM QITENIa3oil B
COOTBETCTBUH C PEKOMEHJIAIMSIMU JJIsl MAllMeHTOB B3pociaoro Bo3pacta. Hebombioit pazmep
BBIOOPKHU MAIMEHTOB HE MO3BOJIAET MPOBECTU CTATUCTUYECKHUI aHAIN3, OJHAKO, B LIEJIOM,
HMMEIOIIHECS Pe3yJIbTaThl CBUJETEILCTBYIOT O TOJIOKUTEIBHONW TUHAMUKE Y TAKUX MAIlMEHTOB
Py MPUMEHEHUH 103, PACCUMTAHHBIX ISl B3pOCHbIX MarueHToB. [loayueHHbIe TaHHBIE HE
CBUJCTENBCTBYIOT O  TOBBIIIEHHOM  pPHUCKE  CHUMIOTOMAaTHYECKH  IPOSBISIOLIETOCS

BHYTPHUMO3T'OBOT'O KPOBOM3JIUAHWA UJIM OTEKA B CPAaBHCHHUU C B3POCJIBIMU IMMAIITUCHTAMH.

5.2. ®apmMakoKHHeTHYECKHE CBOMCTBA
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OIMMUHALNS

Anrteruiaza OBICTPO BBIBOJUTCS U3 KPOBOTOKAa M METaOOMU3MpYETCs TJaBHBIM 00pa3oM B
neyeHu (IIa3MeHHbIA KiupeHc cocTaBisieT 550-680 mu/mMuH). B dusnonornyeckux ycioBusix
Oonblas yacTh aNTeIUIa3bl B KPOBOTOKE CBs3aHAa ¢ MHruoutopoM. IlpucyrcTBue Apyrux
0enKOB, B TOM YHCJI€ UHTMOMTOPOB ajiTesasbl, HE MPENATCTBYET MEYEHOUYHOMY KIMPEHCY
anreruiazbl. Komrmuiekcel anreruiassl M €€ MHTHOMTOpa SIMMHUHHUPYIOTCS Kak CBOOOIHAs
anrernasa.

[Tepron monyBBIBEACHHS U3 TUIA3MBI (t1/24) COCTABISIET 4-5 MUHYT, 3TO O3HAYaeT, 4TO 4Yepe3
20 muHyT B T1a3Me octaeTcsi MeHee 10 % oT ncxoaHo# KOHLEHTpaluu antemiasbl. [lokazaHo,
YTO [ OCTaBIIEHCS 03Bl QJITEIUIA3bl, COXpaHAOLIeHcs TIyOOKO B TKaHAX, MEPHOJ

nonyBbiBenieHus (T1/2p) cocTaBisieT okoyio 40 MUHYT.

5.3. /lanHbIe JOKJIMHUYECKUI 0€30MACHOCTH

B wuccrnenoBaHmsx CyOXpOHMYECKOW TOKCHYHOCTH Ha KpBICAX W MAaPTHIIIKaX HE OBLIO
00HapyXEHO HEOXHUIAHHBIX MOOOYHBIX J(ddexToB. Hukakux NpU3HAKOB MYTareHHOTO
MOTEHIIMaNa He ObUI0 OOHAPYKEHO B MyTareHHBIX TECTaX.

Y OepeMeHHBIX JKMBOTHBIX TIIOCI€ BHYTPUBEHHOTO BBEICHHS (PapMaKoIOTHYECKH
2GGdEeKTUBHBIX 703 TEPaTOTeHHOTO  NEHCTBUS HE  HAOmMomanock. Y  KPOJUKOB
AMOPHOTOKCUYHOCTh (IMOPHOJIETAIBPHOCTD, 3aJIepXKKa pOCTa) BBI3BIBANIACH 030U Oosee
3 wr/kr/cyt. Hukakux »(QexkToB Ha Mepu-TIOCTHATAIIBHOE pa3BUTHE WM TapaMeTphbl

(bepTUIBLHOCTH Y KPBIC HEe HAOII01an0Ch IpH J03ax A0 10 MI/Kr/cyT.

6. DAPMAIIEBTHNUYECKUE CBOHCTBA
6.1. Ilepeyenb BCcrioMoOrareibHbIX BelIECTB

HI/IOd)I/IJ'II/ISaT JJIA IPUT'OTOBJICHUS pacTBOpa AJA BHYTPUBEHHOI'O BBEACHU A

L-aprunun

®ochopuas kucnora 85 % (ans koppexuuu pH)

[Tommrcop6at-80

PactBopurens

Bona mis uabeknuii

6.2. HecoBMecTHMOCTD

[Tomy4yeHHBI NEPBOHAYAIBHO PACTBOP MOXKET JOMOJIHUTEIBHO Pa3BOJIUTHCS CTEPUIIBHBIM

pactBopoMm Hatpus xyopuga 9 mr/mia (0,9 %) s uHBEKIUH, MPU 3TOM MUHUMAIbHAS
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KOHIIEHTPALUs JITEIUIa3bl 1OJIKHA COCTABIATh He MeHee 0,2 MI/MJI, Tak KaK He UCKIIIoYaeTcs
MOSIBJICHWE IOMYTHEHHS B BOCCTAHOBJIEHHOM PacTBOPE.

[TonmyuyeHHbI TepBOHAYaIBbHO 1 MI/MJ pacTBOp HE PEKOMEHIYETCs pa3BOAWUTH BOAOHM s
MHBEKLNN UM paCTBOPAMH JUIsl UH(Y3UI Ha OCHOBE YTIJIEBOIOB, HAIIPUMEDP JIEKCTPO3bI B CBA3U
C YBEJIMYECHHBIM [IOMYTHEHHEM BOCCTAHOBJICHHOI'O PaCTBOPA.

[Ipenapatr AKTUJIM3E He cienyer cMmemuBaTh ¢ JPYTMMH JIEKAPCTBEHHBIMU CPENCTBAMU
(maxe ¢ remapuHOM) HU BO (hiakoHe At MHGY3UH, HU B 001l crucTeMe sl BHYTPUBEHHOTO
BBCJICHUS.

6.3. Cpok roaHocTu (CpOK XpaHeHus)

JInopunuszar: 3 roxa.

PactBopurens: 3 roaa.

CpoK TOIHOCTH KOMIUIEKTa ONPENENACTCS 10 HAaMMEHBIIEMY CPOKY TOJZHOCTH OJHOIO W3
KOMIIOHEHTOB.

6.4. Oco0Oblie Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUH

B 3amumienHom ot cBera Mecte, pu Temneparype He Boiie 25 °C.

ITpUroToBIEHHBII paCTBOD

[IpuroToBIECHHBINA PACTBOP MOYKET XPAHUTHCS B XOJOAUIBHUKE 24 Yaca, a MpHU TeMIepaType He
BhimIe 25 °C — 10 8 yacoB (Ha KapTOHHOM MaYyKe M Ha 3TUKETKE (IIaKOHA C JIMOPHUIN3ATOM).
[Tpu Temneparype He BbIe 25 °C (Ha 3TUKETKe ()JIaKOHA C PACTBOPUTEIIEM).

6.5. Xapakrep u cogep;kaHHue NEPBUYHON YIIaKOBKH

1 ¢dnakon w3 OecnBeTHOoro crekna Tuma 1, coaepxkamuit 50 mr numodwmnmzara s
MPUTOTOBJICHUSI pacTBOpa Mjisi WMH(QY3UH, YKYNOPEHHBIH PE3MHOBOW MPOOKOH (mpoOka wu3
OpOMOYTHIIKAydyKOBOT'O 3JIaCTOMEpa), 3aKaTaHHOW AJIFOMHHUEBBIM KOJAYKOM C 3allUTHON
rutactMaccoBoit Kpeiikon «Flip off» 3enenoro nsera u 1 ¢uakon ¢ pactBopurenem 50 mi u3
OeclBETHOTO CTekJa THUma |, YKYNOpeHHBIH XJIOpOYTMIIOBOW MpPOOKOH, 3aKaTaHHOM
ATIOMUHHMEBBIM KOJITAYKOM C 3allIUTHOM TmacTMaccoBoi kpeitkoi «Flip offy» cunero nsera, ¢
KaHIOJIeH JIJIsl CMEIIMBaHMsI WM 0€3 KaHIOJIHU JIJIsl CMEIIUBAHUSI, BMECTE C JJMCTKOM-BKIIA IBIIIIEM
U 0011Ieil XapaKTepUCTUKON JIEKapCTBEHHOTO Mperapara BI0KEHbI B KAPTOHHYIO MAuKy.

6.6. OcoOble Mepbl TNPEIOCTOPOKHOCTH TPH YHHYTOKEHUM MCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 TMpenapara MJIM OTXO/A0B, MOJY4YEHHbIX IOcjde NPHMEHEeHUus:
JIEKAPCTBEHHOI'0 MpenaparTa u Apyrue MaHUIyJISIUM C PenapaTomM

ITpurorosienue pacteopa Uit UHOY3UH

JInopunuzar, copepxkammiics Bo ¢uakone mnpemnapatra AKTUJIM3E, pactBopsiercs B
ACEeNTUYECKUX YCIOBMSIX BOJOW JJs MHBEKIMH (B KOMIUIEKTE) TakK, 4YTOOBl KOHEYHas

KOHIICHTpAIKs aJaTeIuIa3bl COCTaBisa 1 Mr/Mi (COrIacHO yKa3aHHOM HIDKE TaOJIHIIE).
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Dnakon AKTUIIN3E 50 mr

OO0beM BOIbBI I HHBEKIUM, no0aBmsieMbli K 50 Mi

TropuUIU3aTy

Koneunas koHneHnTpauus 1 mMr/mi anreniiassl

Takum o00pa3zom, aJisi TONYYCHHS KOHEUHOW KOHIICHTPAIMHM AalITeIUIa3hbl, COCTABISIONIEH
1 mr/mi, Bo ¢uakon mpemapara AKTUIIN3E, comepkamuii nmuoduiansar, TOJDKEH OBITh
no0aBJieH Bech 00BEM MPUIIAraeMoro pacTBOPHUTENs. [[j1s1 3TOro B KOMIUIEKT € JIEKapCTBEHHBIM

npernapaTroM MOKET BXOJUTH KaHIOJIA JJIs1 CMCIIUBaHUW.

Wuactpykimu o passenenno AKTUIIN3E

1 l'oToBsT pactBop
HETIOCPEICTBEHHO nepen
IIPUMEHEHUEM.

2 CHHUMaIoT 3alUTHYIO

MJIACTMACCOBYIO KPBIIIKY C ABYX
(h7IaKOHOB: C pPAacTBOpUTENEM U
Tuo(UIN3aTOM, MOJITICB ux
OOJIBIIINM ITAJIBIIEM.

3 [IpotuparoT  mpoOKy  KaxIo0ro
(hmakoHa CIUPTOBOM ca(heTKOM.
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Omoop pacmeopumens

Ilpu ucnonvsosanuu wnpuya u
uenvl:

OTOMpPAIOT INIPHUIIEM BOMY IS
WHBEKIINNA u3 (dhnakoHa C
pacTBOpPUTENIEM, BBOST BO (pJ1akoOH
¢ IMOQUITU3aTOM. 3aTEM TIEPEXOISAT
k1. 10.

Ilpu ucnonv3zoeanuu Kauwau Ol
cmewuanus (011 npenapama 8
KOMNJleKme ¢ Kauioiell):

BBIHUMAIOT KAHIOJIIO TUIS
CMELIMBaHUs U3 €€ ynakoBku. He
Ne3UHPUITUPYIOT " HE
CTEPUIIN3YIOT KaHIOJIIO TUISL

CMENIMBAaHUS, OHAa CTEpHUJIbHA.
CHUMAIOT OQMH KOJIIIAuOK.

CraBaT (nakoH cO CTEpUIIBHON
BOJIOM MpsIMO Ha YCTOWYUBYIO
[IOBEPXHOCTb. B CTpPOTro
BEPTUKAIHHOM HaIpaBJIEHUU
MPOTHIKAIOT B IIEHTPE PE3UHOBYIO
MpOOKY KaHIOJEH sl cMEeIIMBaHUS
IIOCPEACTBOM  OCTOPOXKHOTO, HO
CHJIBHOTO Ha)KaTHs, 0e3
3aKpy4YUBaHHUSL.

Bopa ans
MHBEKLMIN

@®nakoH CO CTEPHIBHOM BOJOU M
KaHIOJIIO ISl CMEIIMBAHUS JepKaT
HEMOJIBUKHO OJHOM PYKOM 3a JBE
OOKOBEIC TIJIACTUHEI.

CHHUMAIOT OCTaBIIHKICS KOJIIIAUOK C
BEpXHEW 4YacTM  KaHIOIM IS
CMeEIIMBaHUS.
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®nakoH CO CTEPHIBHOM BOJOU M
KaHIOJIIO ISl CMEIIUBAHUS JepKaT
HEMOJIBUKHO OJHOM PYKOU 3a JBE
OOKOBBIX IIJIACTHHEL.

Jlepxar (iakoH ¢ JUOPUINZATOM
BEPTUKAJIBHO HAJ KaHIOJIEW IS
CMEIIMBAHUA M YCTaHABJIUBAIOT
KOHEI[ KAHIOMHM JJIs CMEIIMBaHUS
CTPOTO B IIEHTPE MPOOKH.

Omnyckatot ¢akoH c
AroUIM3aTOM Ha KaHIONIO JUIS
CMCIINBaHUA, B CTpOro
BEPTHKAIEHOM HaIpaBJICHUU

MPOTHIKAs PE3UHOBYIO MPOOKy, | AKTUINIE
OCTOPOXHO, HO CHIBHO u Oe3 | (vopumsar)
3aKPYYMBAHUSL.

Bopga ans
MHBbEKLMN

[TepeBopaunBaror oba (iakoHa u
JAIOT BOJE TMOJHOCTBIO CTE€Yh B
TroduIn3ar.

Bopa ons
MHBEKLMI

AKTWUINN3E
(nnodpmnuasar)
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VYnaansor mycrod  ¢uiakoH s
BOJIBI BMECTE C KaHIONEH JUIs
CMELIMBAHMUA.

NX MOXHO BBIOPOCHUTB.

10

AKKypaTHO [IEPEMEIINBAIOT
MOJyYCHHYIO CMECh [0 IOJHOTO
pacTBOpeHHUsL. Heo6xoaumo
n30erarb CHUJIBHOTO B30AITHIBAaHUS
(BO3MOXKHO 00pa3oBaHue TICHBI).

IIpu nmosiBNEHUM My3bIPHKOB JAIOT
pacTBOpy IIOCTOSITb B TEYCHHUE
HECKOJIBKMX ~ MHMHYT JO  HX
HCYE3HOBCHUS.

[

11

[TomyuyuBIIMICS MOCHE pa3BeACHUsT PAaCTBOP JOJDKEH OBITH MPO3PAaYHBIM OECLBETHBIM
WM CcBeTio-keNnThiM. [lepen mpuMeHeHneM HEOOXOAMMO BU3YalbHO MPOBEPHUTH LIBET

pacTBOpa U HAJIMYIKUC B HCM YACTHII.

12

Ot6uparor HEOOXOIUMOE
KOJINYCCTBO, I/ICHOJ'IB3y5I TOJBKO
IITTPUII.

Ilpu ucnonvzosanuu Kauwau OJis
cmewusanus (01 npenapama 8
Komniekme ¢  Kauwoneu  OJisl
CMeuuBanus).

HE HMCIIONB3YyHTe JIJIs 3a00pa MecTo
MpOKoOJa KaHFOJIH JUISt
CMeIIMBaHus, 4YTOOBI H30ekKaTh
BBITCKAHMSI.

13

ITosrydeHHBIM pacTBOp Ipenapara BBOAUTCA BHYTPUBEHHO HENOCPEACTBEHHO IIOCIIE €T0
pasBencHus. Hencnosb30BaHHBIN PaCTBOP YTWIH3UPYIOT.
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Yrrimzanus

HenoiaHOCThIO HCIIOJIB30BAaHHBIN pPAacTBOpP HEOOXOJMMO YHHUYTOXUTH B YCTAaHOBJICHHOM
HOpsIIKE.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

I'epmanus

Bepunrep Uurensxaiim MaTepremsn ['M6X

bunrep Iltpacce 173, 55216 Unrensxaiim-Ha-Peline

Ten.: +49 6132770

@axc: +49 6132720

7.1. IlpeacraBuTe b Jep:KaTessl PerucTPAlOHHOIO Y0CTOBEPEeHHS

IIperen3uun norpedbuTeiel HAOPABIATS 10 AJIPECY:

Poccuiickasa ®@eoepayus

00O «bepunrep UHrenpxaiimy»

125171, r. Mockga, Jlenunrpasackoe mocce, 16A, ctp. 3

Ten.: +7 495 544 50 44

@axc: + 7 495 544 56 20

OnekTpoHHas nmoyra: info.ru@boehringer-ingelheim.com
Pecnybnuxa benapyco

[IpencraBuTensCTBO NapTHEPCTBA € oOrpaHuueHHOl oTBeTcTBeHHOCThIO «EUROMARSH
CORPORATION LP» (Benuko6putanus) B Pecrryonuke benapyce
220123, r. Munck, yn. B. Xopyxeit, 22-1402

Ten./ ®@axc: +375 17 242 16 40

DJeKkTpoHHas moyra: pv(@euromarsh-corporation.com

Pecnyonuxa Kazaxcman

Ounman «bepunrep Marensxaitm ®@apma INecemmmadt M.6.X»
050008, r. Anmarsl, ip. AGas, 52, BIl «Innova Tower», 7 aTax
Ten.: +7 727 250 00 77

Qaxc: +7 727244 51 77

OnektponHas nouta: PV local Kazakhstan@boehringer-ingelheim.com
Pecnybnuxa Apmenus

00O «Tonyc-Jlec»

0037, r. EpeBan, yn. BapmassH, 2/1

Ten.: +374 60 48 00 76

OnextponHas noyra: Vigicare-BI Armenia@pharmalex.com
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8. HOMEP PETUCTPALIMOHHOI' O YIOCTOBEPEHUS
JITI-Ne(004755)-(PT-RU)

9. JATA NEPBUYHOM PETUCTPAIIMU (ITOATBEPXKJEHWS PETUCTPAIINY,
HEPEPETUCTPALINN)
Hara nepoii peructpanuu: 29.02.2024

10. JATA HEPECMOTPA TEKCTA
02/2024

O6mas xapakrepucrtuka JiekapcrseHHOro npernapara AKTUJIM3E nocrynHa Ha
uH(pOpMaMOHHOM TIopTasie EBpa3uiickoro 3KOHOMHUYECKOTr0 COr03a B MH(OPMAaIMOHHO-

KOMMYHHUKaIIMOHHOH cetu «IHTepHeT»: http://eec.eaeunion.org/
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