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MHUHUCTEPCTBO 3/[PABOOXPAHEHNS POCCUMCKON ®EJIEPAIIAU
WHCTPYKIAA
I10 MEJUIIUHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA
' Axtimmze®
Per;icrpannonnuii nomep: I1N014214/01
Toproeoe HaumenoBanne: AKTUJIN3E
Me:xaynapogHoe HeIaTEHTOBAHHOE .nauM’eﬂonanne: anTemnasa
Jlexapcrerennas ¢gopma
JInodmwimsaT U1 NPUrOTORJICHHS PacTBOpa Ui MHQY3Mit.
Onucanue
JInodunuzat: mrodunnznpoBaHHas Macca 6€7I0ro MM CBETI0-XKENITOro LBETA.
PacTBopuTEB: GeCLBETHAS NPO3paYHast KHIKOCTD.

CocTaB

Kaxapiii (hIaKoH ¢ TMOGNIN3ATOM CONEPIKUT:

Heiticmgyrowee eemyecmeo:
Aurremnaza 50,0 mr.
Bcnomozamenvuvie geugecmea.

L-aprunnn 1742,0 mr, ¢pocopras xucnora, 85 % mo pH 7,2+ 0,2, HOJIPICOpﬁaT-SOV 3,5-5,0 mMr.

Ilpumeyanue:

H36wrTox cocraBnser 3,5 % OT HOMHHAIBHOIO KOJIMYECTBA neﬁcmyfomero BEIECTBA H
BCIIOMOT'aTENIBHBIX BEIIECTB BO (hiakoHe.

Jns 3anonHeHHss CBOGOIHOro npocrbchTBa 0 OKOHYATeNbHOH YKymopku ¢uaxoHa
HCIOJIB3YETCS a30T, HE BXOAALIMI B COCTAB hpenapaTa.

Kaxeiii dh1akoH ¢ pacTBOPUTENIEM CONEPIKUT:

Bopa nna nabekuumi 50 M.

1 Mi1 pacTBOpa 1oCiE pa3BEeACHHU COAECPKHUT 1 Mr anTeniassl.

(dapmakorepaneBTHYecKas rpynna:  (GUOPHHOIUTHYECKOE CPEACTBO — AKTUBATOP
IJIa3MHHOT€Ha.

Koa ATX: BO1ADO2 |

q)apmalco.rlomqecxne CBOMCTBA



1y OTYETY

COOTBETCTBYET 3KCTEPTHOM

dapMmakoIHHAMHKA

HelcTBylomee BeMECTBO MpenapaTa AKTHUJIM3E - anrennasa sBIAeTCsS PeKOMGMHAHTHBIM
YENOBEYECKUM TKAHEBHIM aKTnBaiopOM IUIa3MUHOTEHA, TIIMKONPOTEHMHOM, KOTOPEIMA
HETIOCPEACTBCHHO  aKTMBUPYET INpEBpalllcHHEe IUIa3MMHOreHAa B  IUIa3sMuH. Ilocie
BHYTPHUBEHHOr0 BBCACHHS ajTeIula3a OCTAETCS OTHOCHTENLHO HEaKTHBHOM B CHCTeMe
LUpKysiy. OHa aKTHBUPYETCH, CBABIBAACE C (PUOPHHOM, YTO BHISHIBAET HpEBPAILICHHE
IIa3MUHOTEHA B IIa3MMH M BEIET K PaCTBOPEHMIO crycTka GubpuHa.

Benencteue  OTHOCHTENBHON —CeNMQUYHOCTH B OTHOWEHMM (uOpHMHA, NpUMEHEHHE
anreruassl B fo3e 100 Mr BeZIeT K yMEpEeHHOMY YMEHBIIEHHUIO COEPKAHMS LUPKYIUPYIOLIETO
¢ubpunorena (mpumepHo 10 60 % vuepes 4 waca), KOTOpelii kK 24 yacam, Kak IpaBHIIO,
nopelmaercs Ha 80 % u Gonee. KoHneHTpanuu miasMuHoreHa u anb(a-2-aHTHIUIA3MHHA B
KpOBH Hepe3 4 yaca yMEHBIIAIOTCA, COOTBETCTBEHHO, 110 20 % u 35 % OT HCXOOHBIX 3HaYeHUH,
u uepe3 24 yaca BHOBb NOBBImaroTcsa g0 80 % u Gosee. 3HaYUTENLHOE M UIUTEIHHOE
YMEHBIICHHE YPOBHs LHUPKYJIMpyromero (GUOpHHOreHa OTMEYEHO JIMIIL Y HECKONBKUX
MALFIEHTOR.

Hayuenmor c ocmpoim ungpapkmom muoxapoa (OHM)

B nnane60-KoHTpOIMpyeMOM HCCIE0BAaHHH npnMenane anreruiassl B 103e 100 Mr B Teyenue
3yacos (LATE) Bo BpemeHHOM HHTepBajle 6—12 4acoB IOC/IE IIOSBIEHHUS CHMIITOMOB
IIPUBO/IMIIO K CHIDKEHHIO 30-IHEBHOMH JIeTaJIbHOCTH B CPABHEHUH C nbnmeHeHneM wiauedo. B
Clly4asX, KOrjia NPUCYTCTBYIOT sIBHbIE€ NPH3HAaKU MH(papkTa MHOKapja, Tepanus, HadyaTtas B
TeyeHue 24 4yacoB MocJie NOABIEHUs CUMIITOMOB, BCE I MOXKET SABIATECS 3 deKTHBHOM.
Yckopennaa ungyzun npenapama y nayuenmos c OUM

V3ydyeHsl WYeThIpe peXuMa TpOMOONHTHUECKOH Tepamuu. IIpUMeHeHHe IIpemapara
AKTHJIM3E B mosze 100 Mr B TeueHue 90 MHUHYT COBMECTHO C BHYTPHUBEHHOM uH(QY3He
rerapruHa XapakTepH30BaloCh HU3KOH JeTanbHOCTBIO Yepes 30 auedt (6,3 %) B cpaBHEHUH C
Tepanuei crpentoxkuHasod (1,5 mmi ME — 60 MHH) ¢ HOAKOXHBIM WJIM BHYTPHBEHHBIM
BBeAicHUEM renapuna (7,3 %) (p=0,001).

-3-uacoean ungysus y nayuenmos ¢ OUM

IIpu cpapnennn npenapata AKTWIM3E ¢ mnaue6o, NpUMeHSBIIMXCS B TEYCHHE 5 HacoB
1OCJIC€ BO3HMKHOBEHHs CHMIITOMOB, y IalueHToB, nomydaBumx npernapat AKTHUIINU3E,
YCTaHOBJEHO YyBenudeHHe 30-IHEBHOH BBDKMBAaGMOCTH, YJIydlIeHHe (YHKIMH JIEBOTO
KeTyouKka cepAaua IpH oleHKe ¢pakuuu BEIOpoca ¢ IIOMOWIBIO  KOHTPAcTHOM

BCHTPHKYJIOI'Ppa(HH, OTMEYaJIOCh MCHBILICHHE asMCpPOB  HH@apKTa Ha6mo,uanocr>
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HOCTOBCPHO MEHBUIE 3IMU30JI0B KAPJAHMOIEHHOIO ILOKa, (I)H6pHJUI}II_IPIPI KEIIYyJOYKOB,

NIEpUKapANTa, IO CPABHEHHUIO C MIALHEHTaMH, ITOJIyYaBIIUMH I11a1eso.

Hayuenmut c ocmpoii maccuenoii Imbonueii nezounoii apmepuu

V [HauMeHTOB ¢ OCTPOii MacCHBHOM TpoM603MOONIMEll JerodHol apTepud H ¢
F€MO/IHHAMUYECKOM  HECTaOMJIBHOCTBIO  TPOMOONMTHYECKas  Tepalus  IpenapaToM
AKTHUJIM3E npuBogut k GHICTPOMY YMEHBLIEHUIO pasMepa TPoMOa 1 CHIDKEHHIO JaBJIEHUS B
Jlero4HOM apTepuu. JaHHbI€ 110 JIETATFHOCTH OTCYTCTBYIOT.

Iayuenmst c ocmpvim usieMusecKkuM UHCYILMOM

B [BYX HCCIEIOBaHUAX, npoeefeHHplx B CHIA (NINDS A/B), y 3HauuTelbHOM yactd
IaMEHTOB, NOJYYaBIUMX aiuTeruIazy, ObUI OTMedeH ONaronpusTHEIN ncxbn (MUHHMAaTBHAS
UHBAJIM/IM3alMs WM TOIHOE BBI3ZOPOBIICHUE), B CPABHEHUU ¢ MALMEHTaMH, MOTYy4aBIIMMH
nnauebo. 3Ty pesynbTathl 6bUIM OATBepK/AeHE B MccnenoBanmu ECASS III (cm. maparpad
HMXKE), ITOCJIE TOTO KaK B JIBYX €BPONEHCKHX HCCIEOBAaHUAX M ele B OJHOM HMCCIENOBAHUH,
IPOBEICHHOM B CHIA, HE YOAoCch IONYYMTh COOTBETCTBYIOIME ,uoxasaTehLCTBa
3¢deKkTHBHOCTH npemapata B YCIOBMAX, IO CYTH, HE COOTBETCTBYIONIMX aKTyaJbHOM
uH(opManu o npenapare B EC. |

Hccnenopanne ECASS Il sBimsinocs 1nane6o-KOHTPONMPYEMBIM —IBOWHBIM  CIIETIHIM
HCCIIEIOBAHHEM; OHO OBIIO IpoBefeHO B EBpore W BKIIOYANO HAlMEHTOB € OCTPHIM
HHCYIBTOM, JIEYEHHE KOTOpHIX OBUIO HayaTO B TE€UEHHE BPEMEHHOTrO NMPOMEXYTKa OT 3 10
4,5 gacos. Tepanuio B uccnenosanuu ECASS III HasHayamm B COOTBETCTBUM C €BPOICHCKOM
OXJII gns AKTHUJIM3E mo moxa3aHHIO HHCYJBT, 32 MCKJIIOUEHHEM CIydaeB 3a BepXHei
rpaHMLIEH BPEMEHHOIO OKHa BO3MOXHOCTEH Tepamnuy, T. €. 4,5 yaca. 3a IepBUYHYIO KOHEUHYIO
iquy IOpUHUMAIM MHBaIuau3anuio depe3 90 qHeil, KOTOpylo -MOApasgeuId  Ha
OnaronpuaTHyio (ot 0 mo 16amma mo moxudummposanHoid mxane Psnkuna [mRS]) wmm
HeOnaronpuaTHyto (0T 2 1o 6 6amos mo mRS). Beero 6bu1 pangomuzuposan 821 manmesTt
(418 — B rpynmy anremnassl, 403 — B rpynmy 1iane6o). B rpynmne anTerniassl 6JaronpUATHEIH
ucxox GbUT MOCTUPHYT y GOJbIEro Yucia manueHToB (52,4 %), yem B rpynme mianeGo
(45,2 %; otnomenue puckor [OP] 1,34; 95% U 1,02 — 1,76; P=0,038). Yacrora
BcTpedaeMocTH o6srx BUK (BHyTpruepenHsix Kponoréqeﬂnﬁ)/HOBTopnslx BUYK (IIBUK) B
rpynIe anTennassl Oblna BEILIE, 4eM B rpymne IUtaue6o (moosie BMK (BHYTpUMO3rOBEIE
KpoBoTeueHus): 27,0 % u 17,6 %, p=0,0012; IIBMK no onpenenennto ECASS III: 2,4 % u
0,2 %, p=0,008). CmepTHOCTS B rpynnax ObL1a HU3KOH H CYIECTBEHHO HE Pa3IUdaNach MEXIy

rpynnamu anteriassl (7,7 %) u mmane6o (8,4 %; P=0,681). PesynpTaThl MCCIENOBaHHSA
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COOTBETCTBYET 3KCTEPTHOM

1y OTUETY

noarpymn ECASS III noarBepparoT, yto BpEeMsl OT MOSBJIEHHA CHMIITOMOB 0 Hayajla
J€YEHHNs MpPAMO IIPONOPIMOHAIBHO PUCKY CMEPTENBHOTO HMCXOAa U BO3HHKHOBEHHA
KIIHHAYECKH TPOSBILAIOIErOCs BHYTPUYEPENMHOro KpoBouanusuus. Pesymsratet ECASS 111
CBHJICTENILCTBYIOT O (PAKTHYECKOM MOJIOKUTEIFHOM KIMHHYECKOM NIPEMMYIIECTBE NpenapaTa
AKTHUJIM3E Bo BpeMEHHOM OKHE BO3MOXHOCTEH Tepamum — oT 3 10 4,5 4acoB mocie
NOSIBJICHHUST CHMIITOMOB, B TO BpEMs KaK OOBEIUHEHHBIE NAHHBIE MOKA3LIBAKOT, YTO IIOCIE
4,5 uacop (axTHYecKas KJIMHHYECKas I0Jb3a NPUMEHEHUs anTeliashl He NPEBOCXOXUT
COOTBETCTBYIOIIUHN pHCK.

besonacnocts u  3ddexrurHocTs npemapara AKTHJIM3E unpu JjiedeHMH OCTpPOro
HIIEMUYECKOTO HHCYNIETA B CPOK [0 4,5 4acOB OT MOSBIEHHS MHCYJIbTa [0 Hajala JeYECHUs
OLIEHMBAJIM B COOTBETCTBHH € TpeOoBaHUsAMU AeficTeyromero Peructpa (SITS-ISTR: The Safe
Implementation of Thrombolysis in Stroke Registry). B 5ToM Ha6mogaTeIbHOM HCCIeJOBaHUH
JasgHEIe [0 He3omacHocTH 21 566 nanueHToB, MOTyYaBIIMX JIeYeHHe B Ieproj oT 0 10 3 4acos,
CpaBHUBAIM ¢ JIaHHBIMHU 2376 ManMeHToB, OMy4YaBIIMX JIEUEHHE B IEPUOA OT 3 0 4,5 yacoB
TI0CJIE MIOSBJIEHUS CUMIITOMOB OCTPOrO MIIEMUYECKOTr0 HHCYJIBTA. YacToTa CHMITOMATHIECKH
NPOSABIIAIONIMXCS BHYTPUYEPEIHBIX KpOBOU3NUAHUM (cornacro onpeaenenmio SITS-MOST) B
npoMexyTke ot 3 a0 4,5 yacor Oplna Bmu»Ie‘(2,2 %), 4eM BO BPEMEHHOM OKHE 10 3 HacoB
(1,7 %). Ilpu cpaBHEHNH NMEPUOHOB Hayaia Tepanuu 3 - 4,5 yaca u 0 - 3,0 yaca, 3-MecsayHas
JIETATEHOCTE OBLIA CXOXeM, COCTaBHB COOTBETCTBEHHO 12,0 % u 12,3 %; 3naueHue
HeckoppekTHpoBanHoro OP  cocraBmwmo 0,97 (95% JU: 0,84—1,13, p=0,70), a
cKoppekTupoBanHoro — 1,26 (95 % IU: 1,07—1,49, p=0,005). JlanHble HabmoaeHMIA B paMKax
SITS noaTBEpXKAAIOT pe3ynbTaThl KIMHUYECKHX MCCIEIOBAaHMM O TOM, YTO BpeMs OT
HOSABJICHUSA CHMIITOMOB HHCYJbTa [0 Hayaja JICYEHHs SBJISETCS BaXHBIM MPOTHOCTHYECKUM
(akTOpoM HCXOIa OCTPOro MHCYJIBTA [IPH TEPAIIMHM AJITENIA301.

Ocobbie epynnot nauuenmoa'

Tooicunvie nayuenmut (cmapute 80 nem)

Jns OLEHKH COOTHOWIEHHs «IIOJB3a-PHCK» JUIA alTelUlashl Y HalueHToB crapiue 80 jet
IIPOBOINIIN MeTa-aHaIM3Bl JaHHBIX 6756 OTAENBHBIX NAIIUEHTOB, BT.U. NALEHTOB B BO3PacTe
crapuie 80 J1eT, y4acTBOBABIINX B ACBITH PaHIOMH3HPOBAHHEIX MCCIIEOBAHMSX, B KOTOPBIX
aNTemasy CpaBHHMBalIH € Iulanebo MM €  OTKPBITBEIM KOHTPOJIEeM. BeposTHOCTB
6naronpuaTHoro ucxona uucynpTa (MRS 0-1 B ens 90 u lens 180), Kak U moNb3a Tepamnuu,
HamnpsAMYIO 3aBUCEJIM OT BpPEMEHH Haualla TepaIlMy BO BCEX BO3PACTHBIX Ipymmax (p-3HaueHHUE

auis B3aumozeiicteusa 0,0203), 1 He 3aBUCENH OT BO3pacTa IMalMEHTa.
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Oddext neyenus anTemnasoil NanMeHTOB B Bo3pacte N0 80 JieT BKIIOUMTENBHO [CPEmHSA
| 3afiepKKa Hayana jedenud 4,1 gaca: 990/2512 (39 %) nmaupenToB, MOMyYaBIINX AJITENIa3y, B
cpaBHeHHH ¢ 853/2515 (34 %) manmeHTaMl KOHTPOJILHOM IPYIIIBI JOCTHITIA XOPOIIETo HCX0/a
uacyneta B Jene 90 u Jlens 180; OP 1,25, 95 % JIM 1,10-1,42] Obl1 Takoii Xxe, KaK # y
nanuentoB crapume 80 ner [cpenHss 3ajepkka Havanma jnedeHus 3,7 waca: 155/879 (18 %)

NMAllMEeHTOB, MOJy4YaBIUUX anTelasy, B cpaBHenmn c¢ 112/850 (13 %) naumenTamu

KOHTpPOJIBHOM IpyNIIBl JOCTHUIIIM XOopoluero ucxoaa uncynsta; OP 1,56, 95 % 1N 1,17-2,08].

V mnanuenToB crapme 80 jeT, HomydaBmIMX aliTelUIasy depes 3 yaca IOCHE IOSABIIEHHS

. CHMIITOMOB M paHee, XOpOIIXH MCXO/l HHCYIbTA ObL1 OCTUTHYT B 55 u3 302 cimy4aes (18,2 %)
B cpaBHeHuM ¢ 30 u3 264 cimy4qaes (11,4 %) B rpynne xoaTpons (OP 1,86, 95 % JIA 1,11-3,13),
a y IIalIUeHTOB, NOTy4YaBUIMX aNTeIuiasy B Mepuod oT 3 4acoB 10 4,5 4acoB, XOPOINMIA UCXOJ
uHCYIsTa 6511 OCTUrHYT B 58 13 342 ciyqaes (17,0 %) B cpaBHenuu ¢ 50 u3 364 caydaes
(13,7 %) B rpynme xoutpons (OP 1,36, 95 % U 0,87-2,14).
IlapenxnmMaTo3HOE KPOBOTEYEHHUE 2-TO THUIIA B TeueHHe 7 qHeil 6pU10 3aperucTpupoBaHo y 231
(6,8 %) n3 3391 naumeHTa, KOTOpEIM OBLIa Ha3Ha4yeHa ajTeIllaza, a Cpeld KOHTPOJBHBIX
TIAIMIEHTOR OHO BO3HMKJIO UG B 44 (1,3 %) us 33‘65 ciyyaes (OP 5,55, 95 % ]I 4,01-7,70).
ITapesxuMaTo3HOE KPOBOTEUEHHE 2-TO TUIA CO CMEPTENIBHBIM UCXOAOM B TedeHUe 7 AHel
OpuT0 3aperucTpupoBaHo y 91 (2,7 %) manueHTa Ipynnbl Tepanuy alTeINia3ol, a cpeau
KOHTPOJIBHBIX ITAIlMEHTOB, 0HO Bo3HUKIO B 13 (0,4 %) ciywyasx (OP 7,14, 95 % OU 3,98
12,79).
Cpézm nanvedToB crapme 80 JeT, MogyyaBmIUX anTeIuiasy, CMepTelbHOE BHYTPHUECPEITHOE
KpOBOM3JIMAHME B TeueHue 7 queit 65U10 3apeructpuporano y 32 u3 879 mauuentos (3,6 %), a
B KOHTPOJIEHOH rpymne oHo 6puI0 3apeructpupoBano B 4 u3 850 (0,5 %) ciyqaes (OP 7,95,

" 95 % 1A 2,79-22,60).
W3 obmeit nomynsauuu nanueHTor ctapme 80 ner (8658), momydaBmux JieueHHe paHee ueM
yepe3s 4,5 4 ocie NosBIeHU CHMIITOMOB HHCYNBTa, B pamkax SITS-ISTR, ¢ uensio cpaBHeHus
6b11H 0TOOpaHb! JaHHEIE 2157 nalueHToB, MOMYYABIIMX JIYEHHE B IepHoA 3 - 4,5 1 U JaHHbIe
6501 mamueHTa, JeYeHME KOTOPHIX Havyald paHee 4eM yepe3 3 yaca Iocie TIOAABJICHHUSA
CHMIITOMORB HHCYJIbTA.
Tpexmecsunas ¢yHKUMOHaNbHas He3aBUCHUMOCTh (0T 0 mo 2 6ammoB mo mxane mRS)
coctaBuna 36 % B cpapHeHMH ¢ 37 % (ckoppektuporanHoe OP 0,79, 95 % U 0,68 — 0,92),
CMepTl-‘IOCTB —29,0 % B cpaBHenuu ¢ 29,6 % (cxoppextuporandoe OP 1,10, 95 % IH 0,95 —




1,28), a IIBMK (1o onpeneneruto perucrpa SITS-MOST) — 2,7 % B cpasuenuu ¢ 1,6 %
(cxoppeKTHpOBaﬁHoe OP 1,62, 95 % AN 1,12 —-2.34).

Memu .

JaHHBElE HEPaH/OMHM3MPOBAaHHBIX M HECPABHHUTENBHEIX HAOMIOAATENBHBIX HCCIIEIOBAHHIA C
y4YacTHEM MAlMEHTOB B Bo3pacTe 1617 meT, mepeHecHIMX MHCYJBT M IONYYaBIIMX
HOATBEPKACHHOE JIEYEHHE aTeruia3ol, 6pumi noyyuens u3 Peructpa SITS-ISTR (BezonmacHoe
JIeYeHue HHCYIIbTa — MexyHapoaHbIi perucTp TpoMOoIu3Kca py HHCyIbTe, Hezapucumprit
MeXIyHaponHsli peructp). B mepuon ¢ 2003 r. mo xonua 2017 r. B Peructp SITS 6ruio
BKJTIOYEHO B OOLIEH CI0XHOCTH 25 MaIlHEHTOB AETCKOTO BO3pacTa B BO3PACTHOM rpyme 16—
17 ner ¢ DNOATBEPKACHHBIM IPUMEHEHHEM aiTemnassl. MeguaHa [HO3Bl  aJTEIUIassl,
HCIOJIb30BAaHHOM B 3TOM Bo3pacTHOM rpymnmne, coctaBuna 0,9 mr/xr (muanazon: 0,83 —
0,99 mr/kr). B Teuenne 4,5 4 mociie MOSBJICHUS CUMIITOMOB HMHCYJIbTa Hayanu jJe4yeHue 23 u3
25 naupenToB (19 —gepes 3 4; 4 —yepes 3 —4,5 u; 1 —yepes 5 — 5,5 y; 1 cny4ait He onucaH).
Macca Tena naEeHTOB BapbHpoBajack oT 56 10 90 xr. BoNBMNHCTBO MAMEHTOB NEPEHECITH
HHCYIIBT CPeIHE-THKENIOr0o UM TSKEIOro TeUeHHUs, Ha UCXOJHOM YPORHE MEIHaHa 1o IIKaie
NIHSS — 9,0 (auanason 1 —30).

Onenxy o mkane mRS Ha 90-51it aeHb GbUH npoeeAeHs! y 21 uz 25 nauuentos. B Ilens 90 y
14 n3 21 mayuenta Gamn no mxane mRS coctapman 0-1 (OTCYTCTBHE CHMITOMOB HIIH
He3HaYMTeNbHAad MHBAIMAM3ALMA), Yy 5 MalMeHTOB OHa cocTaBiiuia 2 (He3HaYHUTElIbHas
uHBanMau3auus). CnenopaTtensHo, coracHo mkane mRS, y 19 u3 21 nauuentos (Gosee 90 %)
ucxon B Jlens 90 Opi 61aronpHATHEIM. Y OCTaBIIKMXCA 2 HAIIMEHTOR ObIa 3aperUCTPHPOBaHA
mbo cpeaHe-Tsokenas nHBamuau3anus (mRS=4; n=1), mu6o cmeprensublii ucxon (mRS=6) B
TeueHue 7 aHe# (n=1).

V ueTripex NalMEHTOB OleHKa mo wikaine mRS B Ha 90 neHv He GbUIa 3aPETUCTPUPOBAHA.
CornacHo akTyansHol nHopManu, y 2 u3 4 naiuento B JleHs 7 6amn mo mRS cocraisn 2;
a 2 3 4 NanyeHToB 3aABUJIH O IBHOM O0IIEeM yJIydlieHur B JleHs 7.

B Peructp Taroke GbulM BHECEHBI JaHHBIC 1O O€30IACHOCTH — HEXENATENBHBIM ABJICHUSM,
CBA3AHHBIM C KPOBOTEYCHHSAMU M oTeKamu. M3 25 mauuentoB BO3pacTHOW kareropud 16—
17 ner, HM y ofgHOro He OBIJIO 3aPErMCTPUPOBAHO CHMIITOMATHYECKH MNPOSBIIIOIIETOCS
BHYTpUMO3roBoro xposousnusaus (IIBMK, BMK tuna PH2). B 5 ciywasx mocie jedeHHus
aNITeINIa3ol pasBUIICS OTEK FOJIOBHOTO Mo3ra. Y 4 u3 5 MalUeHTOB ¢ OTEKOM rOJIOBHOTO MO3ra
B Jlens 90 6ann mRS cocraeisn ot 0 1o 2, 6o HabmoAaNoCcH obimee yiryumieHue B Jlenp 7

Iociie BBEJICHMA Ipenapara. ¥ ogHoro nmanmeHTa B Jenp 90 6amn mo mRS coctasun 4, urto
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COOTBETCTBYET 3KCNEPTHOMY
A NE 27 ke 4

ot 02.05 = o

(Bxopawwmit M3 N=4228

COOTBETCTBOBAJIO CpeAHE-TsOKENoM MHBamuausanmu. Hu o M3 cilyyaeB He 3aBepIuuiics
CMEpTEIEHBIM HCXO/IOM.

B nenom, u3 Peectpa SITS 66110 u3BieueHo 25 coobuieHui o mangeHTax B Bo3pacte ot 16 mo
17 net, nepeXMBIIMX OCTPHIA HMINEMHYECKMIT MHCYIBT, KOTOPHIX JIEUHIM aNTelia3ofl B
COOTBETCTBHMH C PEKOMEHAALMAMM JUIA MAEHTOB B3pocioro Bo3pacta. HeGonbmoii pasmep

BBI60pKI/I IMNallUE€HTOB HE IO3BOJIAECT IPOBECCTH CTaTUCTHYECKHUHA aHajiu3, OIHAKO, B IICJIOM,

© MMEOMMUEC pe3yJIbTaThl CBUACTEILCTBYIOT O MOJIOKHATEHHOM ITMHAMUKE Y TaKuX NAMUCHTOB

Ip¥ NIPUMEHEHUH J03, PACCHUTAHHBIX JUI B3POCIBIX manueHToB. IlomydeHHsle HaHHBIE He
CBUJETENbCTBYIOT O  [OBBIIIEHHOM  PHCKE  CHMIITOMATHYECKH  IPOSBIIOLIErOCs
BHYTPHUMO3IOBOI0 KPOBOU3JIUSHUSA MM OTEKA B CPABHEHMH C B3pOCIBIMU IALAEHTaMHU.
PapMaKOKHHETHKA

Anternaza GBHICTPO BBIBOJUTCS M3 KPOBOTOKA M MeETabOJM3HPYETCs IJIABHEIM 06pasoM B
TieyeHH (TNa3MeHHBIN KInpeHe cocTarnsgeT 550-680 mu/mun). B duznonoruyeckux ycnopusx
Oonbmias 4acTh anrTemnaskl B KPOBOTOKE CBiA3aHa ¢ mHruburopom. IlpucyrcTBHE Apyrux
GENKOB, B TOM YHCIIE MHTMOGHTOPOB AITEIUIashl, HE NPENATCTBYET NEYEHOYHOMY KIMPEHCY
anTeriasbl. KoMIIeKchl anTennassl M €€ WHIHOMTOpa SIMMMHHHPYIOTCA Kak cBOOOHas
aJITernasa. ‘

Iepuon noyBsiBeIcHAs U3 MIA3MBI (t1/2¢) COCTABIIET 4-5 MUHYT, 3TO 03HAYaeT, 4To yepes 20
MHHYT B I1a3Me ocTaeTcs Menee 10 % oT nCxoaHOH KoHUeHTpaluy anTerviassl. Iokasao, uto
ISt GCTaBmeﬁc;I J03Bl aNTEIUIa3bl, COXpaHsdomelics DiyObOKoO B TKaHAX, IEPUON

nonyseiBeaeHus (T12p) cocTaBnser oxono 40 MUHYT.

Ilokazanng k INPHMECHCHUIO

TpoMOoauTHYECKass TEpAHI OCTPOro HHGMapKTa MUOKapaa

- 90-MuByYTHBIH (YCKOPEHHBIH) pexxuM A03UpOoBaHHs (cM. pazen «Cnocob npuMeHeHus
U JI03BI»): JUIA IALIUEHTOB, Y KOTOPBIX JICYEHHE MOXKET OBITh HAYaToO B TEYEHUE 6 4acoB MOCIe
BO3HHKHOBEHHMS CHMITOMOR;

- 3-gacoBoM pexxuM Jo3upoBaHus (cM. pazzen «Crnoco6 NpUMEHEHHUs U JO3BI»): Ui
MAlEHTOB, ¥ KOTOPBIX JIeYeHHe MOXKET OBITh HadaToO B NMPOMEXYTKe Mexay 6 u 12 gacamu
1I0CIe BOSHUKHOBEHHUS CUMIITOMOB.

JoxazaHo, 4to npu ocTpoM uHpapkre Muokappa npenapat AKTHJIM3E cauxaeT cMEPTHOCT

B niepBhle 30 AHelt nocne Hayana 3aboneBaHus.
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¥ OTUETY

TpoMmOonuTHYeCKas TEpanus OCTPOM MAacCHBHOH TpoMOOIMOOJIMI _JIETOYHOM _apTepHH,

COIPOBOXKAAIONIeiica HeCTAOMIBLHOM reMOTMHAMMKOM

3TOT AMarHo3 zzdnmeﬂ OBITh; 10 BO3MOXXHOCTH, HOITBEpXK/IEH OOBEKTHBHO, HalpHMED,
aHruorpadueit 1ero4Hoi apTepun, UK HEMHBA3UBHEIMU METOJIaMH, Haﬁpﬁmep, TOMOrpaduei
nerkux; K/IMHIUeCKHX MCCIe[OBaHMI B OTHOIEHHH CMEPTHOCTH H OT/ATEHHBIX PE3yTIbTAaTOB
JieueHns TpoMG0IMO0IIHY JIETOYHOM apTepHH HE IIPOBOJMIOCE.

TDOMGOJ'II/ITI/I'{CCKaH Tepanud OCTPOro HIMEMHYCCKOro HHCYJIIbTa

JleyeHne BOJDKHO HAYMHATHCSA KaK MOXKHO PaHBIIIE, B TEYEHHE 4,5 9aCOB [0CIE BO3HUKHOBEHUS
CHMITOMOB HMHCYJFTa M IIOCNE UCKIIOUEHUS BHYTPHYEPEITHOrO Kponofeqenm ¢ TOMOIIBIO
COOTBETCTBYIOIIMX METOJOB BU3YaIM3alMH, HApUMepP, MeTola KOMIBIOTEPHOH ToMorpaduu
(KT) ronoBHoro Mosra WWIH npyroro‘ nnamocmqecxdro MeTona, YyBCTBUTENHLHOTO B
OTHOIIEHHHM OOHapyXeHus kpoBoredenus (Hampumep, MPT). Oddekr nedenus 3a3ném‘ oT
BpEMEHHM €ro Hadaja, TO €cTh Ooliee paHHEE JICYCHME YBEJMYMBACT BEPOSTHOCTH

OIaronmpUATHOTO pe3yJbTaTa.

IIpoTHBONOKA3aHUS
Ilpenapar AKTWIM3E He [omkeH NpUMEHATECS Yy TAlMEHTOB C  H3BECTHOH
rnnepqyia_cTBnTenLHocer K JICHCTBYIOIEMY BELIECTBY, reHTaMﬁunHy (ocTaTouHEIE CIE/Bl OT
nporiecca MPON3BOJCTRA) WM K JIFo6oMy Bcndmora'rem,uomy BEIIECTBY. ‘
ITpenapar AKTUJIM3E He cieqyeT NpUMEHATH B TeX CIy4asX, KOI/la MMEEeTCs IIOBBIICHHBIA
PHCK pa3sBUTHS KPOBOTECUCHHIA:

N e OOmMMPHOE KPOBOTCYECHHE B HACTOsIIEE BpeMs MM B TEYEHHE IIPEAIIECTBYIOIIMX 6

MECSLIEB;

® TEeMOpparu4ecKuM auares;

e O/IHOBPEMEHHOE 3(b<1)eKTuBﬁoe Jie4eHne IepopaJbHBIMH aHTHKOATYJIIHTaMM, HalpHUMED,
‘Bap(baanOM (MEeXIyHapoJHOE HOPMAaIU30BAaHHOE OTHOHieH.He > 1,3) (em. pasgen
«OcoGHIe yKa3zaHHs», OApas/ien KpOBdTequm); :

e 3a0oyeBaHMsi UEHTPAIBHOW HEPBHOM CHCTEMBI B aHaMHe3e (B TOM 4HCIIE,
HOBOOOpa30BaHMsA, AHEBPU3MA, XHDYPIHYECKOe BMEIIATETHCTBO Ha TOJIOBHOM WM -
CIIMHHOM MO3re);

e BHyTpHMUYEpenHOe (B TOM YKCIEe Cy6apaxHOHAIBHOE) KPOBOMBIMSHIE B HACTOALIEE BPEMs

HITH B aHaMHE3¢, IIOA03PECHUEC HA HAJIMIHUE IEMOPParn4eCcKoro HHCyJibTa,




COOTBETCTBYET 3KC

ot 02.05

® TsDKeNas HEKOHTPOJIMpPYeMas apTepHaibHasi TUIePTEH3Ms,

* o0mMpHOE XMPYPIrHYECKOE BMEIIATENLCTBO MWIM OGINHpHAs Tpa_ima B Te4YeHHe
NpeIecTBYIOMAUX 14 nHel, HelaBHAA YepPENHO-MO3rOBask TPaBMa;

* mmurenbHas (> 10 MMH) WM TpaBMaTH4YHas (> 2 MHH) CepHEYHO-IErouHas peaHHMAIlHs,
pomsr B Teyenue 10 mpenmiecTBYIOIMX JHEH, HENAaBHO NpPOM3BEJEHHAsA ITyHKIHA
HEKOMIIPEMHPYEMOTO KPOBEHOCHOTO COCYAa (HalpHMep, MOAKTIOYMYHON MM APEMHOM
BEHEI);

® TsDKenbie 3a00JIeBaHMs IIEYEHM, B TOM 4YHCJE IEYEHOYHAs HEZOCTATOYHOCTh, LUPPO3,
nopTajbHas UNEPTeH3Us (B TOM 4YHMCIE BapHKO3HOE pACIIMpEHHE BEH MHINEBOAA) M
aKTUBHEIN reNaTHT;

o GaKTepuHanbHbIH aﬂ,udxap,um, MIEPUKAPAHIT;

®  OCTpBI{ IIAHKPEATHT;

® TIOATBEpXIEHHAs A3BeHHas 60JIE3HB JKETYAKa HIH ABEHANIATHIIEPCTHOM KUIIKH B TEUECHHE
NIOCJIEIHUX 3 MECSNEB;

* apTepuaNbHBIE aHEBPH3ME, e(EKTEI PasBUTHS apTepHii/BeH;

® HOBOOOPa30BAHHME C IIOBHINIEHHEIM PUCKOM Pa3BUTHA KPOBOTEUCHHA.

B cnyuae npumenenus npenapama ona newenun ocmpozo ungpapxkma muoxapoa u ocmpoii

MACCUBHOU  IMOONUU N€204HOU  APMEPUL, NOMUMO GbIUENEPEUUCTENHBIX, CYUeCHIBYIOm

credyloujue RPOMUBONOKAIAHUA A

¢ TeMOpparM4yecKuii HHCYJILT UM HHCYFT HEU3BECTHOM STHOJIOTHH B aHAMHE3E,

® UINEMHYECKHH HMHCYJBT WIM TPaH3UTOPHAsd MINEMHYECKas araka B  TeYeHHE
NPEAUECTBYIOIMX 6 MECAIEB 3a HCKIIOUEHHEM TEKYLIEro OCTPOro HIIEMHYECKOTo
UHCYJIbTA B Te4eHHeE 4,5 4acoB. - |

B cnyuae npumenenus npenapama Ons neuenus. 0CMpozo uMEMUYECKO20 UHCYTbMG, NOMUMO

8bIULENEPEUCTIEHHBIX, CYUYECMBYIOm CeOYIOuUe HPOMUBONOKAZAHUA:

¢ IpU3HAKH BHYTPHUYEPEIIHOrO KpOBOM3NMMAHUA mo AaHHeIM KT rojoBHoro mosra u
KIMHUYECKHE CHMITOMBl BHYTPHYEPENTHOTO KPOBOMBIMAHUA NpH HopManbHoit KT
TOJIOBHOT'O MO3Ta; '

® Hayalo CHMIITOMOB HIIEMHYECKOro MHCYIbTa Gosee 4eM 3a 4,5 yaca 10 Havana uHdy3un
WM OTCYTCTBHE TOYHBIX CBEJICHUH O BpeMEHH BOSHHKHOBEHHS CUMIITOMOB;

o OBICTpOE YTydIEHHE COCTOAHHS IIPH OCTPOM MINEMHYECKOM MHCYIBTE MIH crabas

BBIPQKCHHOCTH CUMIITOMOB K MOMEHTY Hadalia I/IH(i)ySI/Il/I;
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® TSDKENO NPOTEKAOIUIl MHCYJIBT, HA OCHOBAaHUM KIMHUYECKMX JAHHBIX (HapuMep, €I
nokaszatens NIHSS (National Institutes of Health Stroke Scale) > 25) w/umm mo
pe3yiarTaTaM COOTBETCTBYIOIIMX METOJOB BU3yalu3allMd (KOMIIBIOTEpHOH ToMorpaduu
HJIM MarHUTHO-PE30HAHCHOM ToMorpadumn);

e CYIAOpOTHU B Havajie MHCYJIbTA;

® CBElCHHA O IIEPEHECEHHOM HHCYJIBT€ MM CEpbe3HOH TpaBME TIOJIOBHI B TEUYEHHE
3 NpeALEeCTBYIOIUX MECSIIEB; ‘

® HaJMYME B aHAMHE3€ MHCYJIbTA 000 STHONIOIHH Y MAaIIUEHTOB C CaXapHEIM JHabeToM;

® IpUMEHEHHE renapuHa B TedyeHue 48 4acoB 10 Hayaaa MHCYJIBTA, €CIIH B JaHHEIH MOMEHT
BPEMEHH IOBHIIIEHO AKTUBUPOBAaHHOE YaCTHYHOE Tp6M6onnacrnHOBoe Bpems (AUYTB);

e yypcyo TpoMOonuTor MeHee 100 000/mK;

® CHCTOJIMYECKOE apTepHalbHOe AaBjieHue Bble 185 MM pT. cT., Wi ,unacmnnqeckoe

' aprepuansHoe AasieHue Bpume 110 MM pT. cr., Wi HeoOXOJUMOCTh NpPHUMEHEHHA

MHTCHCHBHOM Tepanuy (B/B BBeJeHHE MpenapaToB) [UI1 CHIDKEHHS apTepHalbHOTO
[aBJIEHHS 10 STHX PaHMLI;

¢ KOHIICHTpAaI¥s [NIOKO3bI B KPOBH < 2,8 MMOJIB/J WiTH > 22,2 MMOJIB/T;

e 1eTH 10 16 net (o npuMeHEeHUM y Aeteit > 16 net cM. pasgen «Ocobrle yKa3zaHum»).

C ocTopo:xXHOCTLIO

* ecaM y Bac umeroTcs MM HeNaBHO HMMENMCh JIOOBIE Apyrue 3aGoJIeBaHUS WU
COCTOSHHMSA, IIPH KOTOPLIX PMCK KpOBOTE€YEHHUH MOBBHIEH, Hampumep, HebombIias
TpaBMa; 6moncus (Ipouexypa NodyueHHs oGpasla TKaH!), IyHKIM MarucTpasIbHbIX
COCYZIOB; BHY TPMMBIIIEYHBIE WBEKUMS; HAPYKHBIH Macca cep/ia;

* 3a0oneBaHus (He yNOMsHYThle B pasgene «IIpOTHMBOMOKa3aHMA»), HMPH KOTOPBIX
IOBBIIIEH PUCK KPOBOTEYEHHS; '

* OJHOBPEMEHHBIA MpHEM MEpPOpPANBHBIX AHTHKOATYJISHTOB (cM. pasgen «OcoObie
yKa3aHu);

* IOBHIIEHHAS YYBCTBUTEIBHOCTH K HATYPAIBHOMY Kay4yKy HJIM JIaTeKcy (CM. pasziel
«Oco0ble yKa3zaHum®).

TQOMﬁOJIHTﬂ‘leCKaS_l Tepanusa ocCTporo l/lﬂmaEKTa MHOKapaa M TPOMOOJHTHYECKAS

TEepPANHA OCTPOM MACCHBHOH TPOMG0IMOOJINH JIErOYHOH apTePHH, CONPOBOKAAIOINeCs

HecTa0MILHOM reMOIMHAMHKOM:

10
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®  CHCTOJIMYECKOE apTepHalbHOE AaBneHue > 160 MM pr. CT.;
® IOXWIOW BO3paCT, IPH KOTOPOM MOXET IIOBBINIATECA PHUCK BHYTPHYEPEIHOTO
KPOBOM3IIHSHMUS.

TpomboauTHaecKas TePAMNA 0CTPOr0 HIIEMHYECKOr0 HHCYIbLTA:

® BCE COCTOSHMA, XapaKTEPU3YIOLIHMECs] BEICOKUM PUCKOM KPOBOTEUEHHS,

* 3ajlepxKa Havana JieeHns (cM. pasnen «OcoGkle yKasaHu»);

® paHee INPOBOAMMOE JIEYECHHE ALCTHICAIMIMIOBON KHUCIOTOM MIM JPYTHMH
AHTHArpEraHTHBIMU CPEICTBAMH;

o MOXHJIOH Bo3pacT (ctapue 80 neT).

IIpuMeHenne NpH GepeMEeHHOCTH H B IEPHO/ FPYAHOr0 BCKAPMJIMBAHMSA

Eepemennocme '

Omsbit npumenenus npenapata AKTUIIU3E B nepuop GepeMeHHOCTH OYeHb OrpaHHYeH. B
AOKINHUYECKUX HMCCIIEOBaHUAX, NPOBOJMBINMXCA ¢ NPHMEHEHHEM alTeIuiassl B J03aX,
IPEBRIIAIONIMX 03B, IPUMEHAEMEIE Y YEJIOBEKA, Ha6mo,uanncr; IIpU3HAKH HE3PEJIOCTH ILToha
WM 5MOPMOTOKCHYHOCTH, CHMTABIIMECSH CIEACTBHEM (apMaKoJOorHdeckoll aKTHBHOCTH
npenapata. AnTeniasa He 0671aaeT TepaTOreHHEIM AEHCTBHEM.

Ilpu 3a6orneBaHMAX, HENOCPEACTBEHHO YIpOXAIOMX JKH3HH, HEOOXOAMMO OEHHMBATH
COOTHOLICHME TOJIb3bI ¥ IIOTEHIMATEHOTO PHUCKA.

B cBsA34 ¢ 3THM NpUMeHEHHE npenapa’fa AKTHWJINIE e nepuon 6épeMeHHocm U KOpMJIEHUSA
IPyZBIO HE peKOMeHL[yeTC}I.V

Ilepuoo 2pyonozo ackapmnueanus

Bonpoc o IpOHMKHOBEHHH aNTeILa3b! B IPYAHOE MOJIOKO JXEHIUHE HE H3YYeH.

Crepyer cobmopaTe OCTOPOXKHOCT NpH BBepeHmu npenapara AKTUIIM3E xopmameit
KEHIMHE, U HEOOXOMMMO NPHHATE PEINCHHE O NPEKPAIeHHH IPYAHOrO BCKApMIHBAHHSA B
TEYEHHE MEPBHIX 24 YacoB I10CIIe BREACHHS Nperapara. |
DepmunvHocme

Kimauueckuie naHHbIE 0 BIMSHHMY TIpenapara AKTHIM3E Ha (GepTHIBHOCTE OTCYTCTBYIOT. B
JOKIIMHUYECCKHUX HCCICOOBAHUSIX OTPULATECIIEHOrO BJIMAHHUA aNTCIlIa3bl Ha (bep:FHHLHOCTL HC

YCTaHOBJICHO.

11
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COOTBETCTBYET 3KCMEPTHOMY

Cnioco6 npuMeHeHHs ¥ 10351
Ilpenapatr AKTUJIM3E cnexyer nmpuMEHATH KaKk MOXHO OBICTpee IOCIE BO3HMKHOBEHHS
CHMIITOMOB.
TpomOboanTHYecKkas Tepanus 0cTPOro HHGapKTa MUOKApPAA
a) 90-MUHYTHBIH (YCKOPEHHBIH) PEXKUM JO3UPOBAHHS JUIsl IALUEHTOB C OCTPEIM HH(APKTOM
MHOKap/ia, y KOTODHIX JIEYEHHE MOXET OBITh HayaTo B TeYEHHE 6 YaCOB IIOCIE
BO3HUKHOBEHHS CHMIITOMOB:
VY nayuenmose c maccoii mena > 65 xa:
o 15 Mr — BHYTpHBEHHO (B/B) CTPYHHO, 3aTeM HE3aMEATUTENBHO
e 50 mr — B/B uHQY3Us B TeueHHe MepBBIX 30 MUHYT, ¢ HE3aMELIMTENLHOM
nocnenyomei B/B uHpy3uei
e 35 Mr B TeueHHe 60 MUHYT 1O JOCTHXCHUS CYMMAapHO#i MaKCUMAJILHOM O35l
— 100 mr
YV nayuenmoe ¢ maccoii mena < 65 xz cymmapuyio 003y KOppexmupylom ¢ y4emom mMaccol
mena:
e 15 Mr— B/B CTpYIiHO, 3aTEM HE3aMEIIUTENLHO
e 0,75 mr/kr (MakcuMyM 50 Mr) — B/B uH(Y3HA B Te4eHHe TEPBEIX 30 MUHYT, ¢
He3aMeIMTeNbHON nocneayrommeit B/B uadysuei
e 0,5 mr/kr (Maxcumy™m 35 Mr) B Tedenue 60 MUHYT
6) 3-4acoBOM pPEXMM NO3MPOBAHMA JUIS NALMEHTOB C OCTPHIM MH(DAPKTOM MHOKapia, Y
KOTOPBIX JIEYEHHE MOXET OBITh HA4aTo B MPOMEXYTKE Mexay 6 u 12 wacamu mocie
BO3HHUKHOBEHHS CUMIITOMOB:
Y nayuenmoe ¢ maccoii mena > 65 xa:
e 10 mr — B/B cTpyiiHO, 3aTeM He3aMeUIUTEIHHO
e 50 mMr — B/B MH(}Y3UsA B TeUeHHE INEPBOrO 4Yaca, ¢ He3aMeTUTENHHOM
nocneayromeit B/B uHpy3uei
e 40 Mr B TeyeHHUE 2 YaCOB JIO JOCTIDKEHUSA CYyMMAPHOM MaKCHMAJILHOM 035
— 100 mMr

V nayuenmoe ¢ maccoii mena < 65 ke cymmapHyio 003y KOpPeKmMupyionm ¢ yuemom Maccol

‘mena.

e 10 mr—B/B cTpy#iHO, C IIOCIERYIONIEH HE3aMeTUTENLHOMN B/B UHDY3Hei

12
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COOTBETCTBYET 3KCNEPTHOM?

o B/B uH(}Y3MA B TEUCHUE 3 YaCOB 0 HOCTIKEHHA CYyMMapHO# MaKCHMAaJIbHOM
1031 U3 pacdeTa 1,5 MI/kr Macchl Tena
Bcnomozamenvnan mepanus:
BcnomoraTtensHas aHTHTpOMOOTHYECKAas Tepanus IOKa3zaHa y MNalHeHTOR ¢ HHpapKTOM
MHOKap/ia ¢ IOABeMOM cerMeHTa ST COrIacHO TEKYIUM MEXYHapOIHBIM PeKOMEHALIUSIM.
TpomGoauTHYeCKasi Tepanus OCTPONl MACCHMBHON TPoMGO3MOOJIHH JIero9HOM apTepHH,
CONPOBOKAAIOIIElicA HecTAOUIBbHONH reMo/IMHAMMKOIH
Y nayuenmoe ¢ maccoti mena > 65 kz:
CymmapHas 103a, cocTapmomas 100 Mr, momkHa OBITH BBEJEHa B TEYEHHE 2 YacoB.
HaunGos1s11mii ONBIT MOTyYeH IIPH UCTIONb30BAHKH CIIEAYIOIErO PEXIMA T03UPOBAHHS:
e 10 Mr B/B cTpy¥HO B TeyeHHe 1-2 MUHYT, 3aTeM HesaMennnTeJiLHo
e 90 Mr B/B KameNbHO B TEYEHHE 2 YacOB OO IOCTIDKEHMA CyMMapHOI
MaKCHMaJIbHOM mo3kl - 100 Mr
YV nayuenmos ¢ maccoii mena < 65 xe:
e 10 mr B/B cTpyiiHO B TeueHHe 1-2 MHHYT, 3aT€M He3aMEeAJIMTEIIEHO
e B/B uH(}Y3ui B TeueHHe 2 YacoB 10 AOCTIDKEHUS CyMMapHO#t MaKcUMabHOM
JO3BI U3 pacueTa 1,5 MI/KT Macchl Tena
Bcnomozamenvuas mepanus.:
Iocne npumenenns npenapara AKTUJIU3E B ToM cityuae, koraa 3Hauenus AUTB Menee yem
B 2 pa3a NPEBBIIAIOT BEPXHIOI IPAHULy HOPMEL, JODKHO OBITH HayaTo (WM TPOIODKEHO)
MHGY3MOHHOE BBEJeHHE remapuHa. Joza remapmHa NODKHA OBITH CKOPPEKTHpOBaHA JUIA
nogaepxxanua AYTB mexay 50-70 cexynaamu (3Ha4YeHHs NOJDKHBI MIPEBBIINATE ncxo,imme B
1,5-2,5 pasza).
TpomOomTHYECKAs TepaHA OCTPOro HIIEMHIECKOr0 HHCYJIbTA
Jleuenne JOJDKHO NMPOBOJUTHCA TOJNBKO MOZ HaOMOAECHHEM Bpada, HpOIIEAUIero o0yueHue 1
HMEIOLIETO OMBIT JIEUEHHNA COCYAUCTHIX 3a00JIeBaHHi HEPBHOM CHCTEMEL.

Teparus momwkHa OBITE HayaTa Kak MOXHO OBICTpee, B TedeHue 4,5 YacoB Iocie

- BO3HHKHOREHMS CHMIITOMOB (cM. paszfen «Ocobble ykazanus»). TepanerTaueckuii sddexrt

3aBHCHUT OT BpPEMEHH Hadajla T€pallli, TO €CTh, IE€M PAHBIIC HA4YATO JICYCHHE, TCM 6oxnp1ue
BEPOSATHOCTH 6naronppm"moro pe3ynepTara. Ilo IIPOIIECTBUH 4,5 YacoB IIOCJIC BOSHUKHOBCHUA

CUMIITOMOB CYIIECTBYET OTPHLATEIBHOE COOTHOIICHHEC nonbsa/pucx, CBA3aHHOC C
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COOTBETCTBYET 3KCINEPTHOMY OTHETY

npuMenenueM npenapata AKTUIIM3E, nostoMy ero He clneyeT NPUMEHATH 110 HCTEYECHUH
3TOr0 BPEMEHH.

Pexomennyemas jo3a 0,9 mr/xr (MakcumanbHo 90 Mr) BROAUTCS UH(QY3HOHHO B TeueHHE 60
MUHYT IIOCII€ IEPBOHAYaILHOrO B/B CTPYHHOrO BBEACHHUS JI03BI IIpenapaTa, cocTapistomei 10

% OT BEJIMUUHEI CYMMapHOM 03bI.

TABJIMIIA C PEXXUMAMM JO3WPOBAHUA IIPEITAPATA IIPHA OCTPOM
MINEMWYECKOM MHCVJIBFTE '
Macca ’ 03acC HHOTO 032 UH(PY3IUOHHOTI'O
Tena (Kr) Obmas nosa (ur) lineaegl};{ (Mr) A BBGHGEIZH (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 43,2 43 38,9
50 45,0 4,5 40,5
52 46,8 4.7 42,1
54 48,6 49 437
56 504 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
64 57,6 58 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
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ot 02.05.2023 N= 8269

(Bxogawmit M3 N24228190)
98 88,2 8.8 S
o 2.0 20 81,0

* BBOJAT B KOHLEHTpauuu | Mr/mi B TedeHue 60 MuH

Bcnomozamenvnan mepanus:

BesonacHocTh ¥ 3((EKTHBHOCT YKa3aHHOTO BBHILIE PEXHMa TEpamuH, MPUMEHSEMOro B

COYETAHHM C TleNapHMHOM WIM C HMHruOGUMTOpOM arperauuu TpoMOOLMTOB (HampuMmep,

aleTHJICATMIMIOBON KHCIIOTOM), B MepBbie 24 uaca Mocjie BOSHHKHOBEHHS CHMITTOMOB,

M3Y4eHbl HENOCTaTOYHO. B cBA3M ¢ 3THM, B nepebie 24 vyaca Mocjie Hayana Tepanuu

npenapatrom AKTHJIM3E npuMeHeHne MHrHOMTOpOB arperauuu TpoMOGOLMTOR (Hampumep,

aLIeTUJICAIMLIMIIOBOM KHCIIOThI) HJIM BHYTPMBEHHOIO BBEICHHA IrenapyHa ciefyeT usberats us-

3a yBEJIMYEHHA PHCKa KpoBoTeueHuil. Ecnu mpumeHeHue remapuHa Tpebyercs mo ApyrHM

NoKa3aHUsAM (Hampumep, 1A NpodHIaKTHKH TpoMbGo3a riiyGoKHX BeH), ero 03a He JOJDKHA

npeesiuate 10 000 ME B neHs, npu 3TOM nmpenapaT BRBOAUTCH MOAKOXKHO.

Hucmpyxyuu no npuzomoenenuio pacmeopa

JImopumusat, copepxamuiics Bo ¢nakoHe npenapata AKTUIIU3E, pacteopsercs B

acCeNnTHYECKHX YCJIOBUAX BOAOW AnA HMHBEKUMH (B KOMIUIEKTE) TaK, 4TOOBI KOHeYHas

KOHLIEHTpalMs anTeriassl cocTariaia 1 Mr/mi (coriacHO yKa3aHHO#M Hibke Tabuuie).
®naxon AKTUIIU3E 50 mr

O6veM BOABI IS MHBEKIMM, AoOaBngeMslii Kk 50 ma

miodunuzaty

KoHeuHas KOHUEHTpalus 1 Mr/mn anrennassi

Takum o6Gpazom, And NonyyeHHs KOHEYHON KOHLIGHTpalMM aNTerviassl, cocTarisomei 1
mr/mn, Bo ¢nakon mnpemapata AKTUIIU3E, copepxammii nuodunmsar, Ho/DKeH OBITH
nob6aerseH Beck 00BbEM NMPHIIAraeMoro pacTBOPUTENA. st 3TOro B KOMIUIEKT C JIEKAPCTBEHHBIM

npenapaToM MOXKET BXOAUTE KaHIOJIA AJIA CMCIIUBAaHUA.

Huctpykimu no passeaenuio AKTUIIU3E

1 T'oToBaT pacTBop
T [—
HEMOCPEeICTBEHHO nepen 6
NPUMEHEHHEM. I @
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COOTBETCTBYET ZKCNEPTHOMY OTYETY
ot 02.05.2023 N= 8269

(Bxogawmit M3 N24228130)

CHumaiot 3aLIUTHYIO
IUIACTMACCOBYIO KpBIIIKY C JABYX
(JIaKOHOB: C pacTBOpUTENEM H
nuodunmuszaTom, MOAJIEB HX
OOJNBIIKMM MANBLEM.

IMpotupator mnpobky Kaxaoro
¢nakoHa ciupTOBO# candeTKo.

Omébop pacmeopumens

Ilpu ucnonvsoeanuu wnpuya u
uenvl:

OoTOMpalOT WINpHULIEM BOAY JUIA
WHBEKUMH W3 ¢QnakoHa ¢
pacTBOpHTENIEM, BBOAAT BO (1akoH
c NMHO(DUIH3ATOM. 3atem
nepexoaAar k m. 10.

IlIpu ucnonvzoeanuu Kawionu ons
cMewueanus (0na npenapama 6
KOMnaeKme ¢ Kawioneu):

BBIHUMAIOT KaHIOJIO ans
CMeIMBaHUs U3 ee ymakoBku. He
Ae3UHPULMPYIOT % He

CTEPUIIH3YIOT KaHIOJIIO i
CMELIMBaHUsA; OHA CTepHIIbHA.
CHHMMAaIOT OZIMH KOJIMa40K.
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COOTBETCTBYET 3KCNEPTHOMY OTUETY
ot 02.05.2023 Ne 8269

(Bxoomwwmi M3 N=4228190)

5 | Crapar ¢nakoH €O CTepHILHOMN
BOMOM NpsMO Ha YCTOH4YMBYIO
MOBEPXHOCTH. B CTpOro
BEPTHKAJIBHOM HalnpasJICHUH
NPOTHIKAIOT B LIEHTPE PE3UHOBYIO
npoOKy KaHIONe#H U cMeluBaHUA
MOCPEACTBOM  OCTOPOXHOTO, HO
CHJIBHOTO Ha)kaTusi, 6e3

3aKpYy4MBaHUA.

6 | ®nakoH co CTepUNbHON BOAOH M
KaHIOJIIO JUI CMELIMBAHUA JIepXKaT
HEMO/IBM)KHO OZIHO#M pyKo#t 3a JBe
6OKOBBI€ MJIACTHHEI.

CHHMAIOT OCTaBIIHICA KOJINAY0K C
BEepXHeii 4acTH KaHIONH JJd
CMeEIIMBaHMUs.

: ®nakoH CO CTEpUIBHOH BOJOH M
KaHIOJIO /Ul CMEIIMBaHUA AepXKaT
HEMOJBMXKHO OIHOM pyKo# 3a JBe
GOKOBBIX IJIACTHHEI.

Hepxat ¢nakoH ¢ nuodummzatom
BEPTUKAJIBHO HaJ KaHIONeH 1A
CMEIIMBaHUA W YCTAaHABJIHBAIOT
KOHEI| KaHIONH IS CMELIWBaHUS
CTPOro B LEHTpe NpoOKH.

OnyckaioT ¢nakoH c
NHOQUIN3aTOM Ha KaHIOMIO JUis
CMeIIMBaHMs, B CTpOro
BEPTHKAILHOM HanpaBleHHH
NpOTHIKasA PE3UHOBYIO MpOOKY,
OCTOPOXXHO, HO CHMJIBHO M 6e3 AKTUIU3E
3aKpy4YHBaHHUA. b
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Gl e
oT I.».IL’.L.E,EL{L':;

(Bxopawmit M3 N=4

COOTBETCTBYET 3KCTEPTHOMY OTUETY
190)

IeperopauuBator 06a ¢pnakoHa u
JaloT BOAE TOJHOCTHIO CTeYh B
nuoumsar.

AKTUNU3E
(nnodunuaar

Viaansor nycrodt ¢nakon ans
BOABI BMeCTe C KaHIONeH s
CMEIIMBaHHS.

Hx MOXHO BEIGPOCHTS.
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 02.05.2023 N= 8269

(Bxogawwmia M3 N24228150)

10 | AkkypatHo nepeMelBaoT
MOJy4eHHYI0O CMeCh [0 TMOJHOTO
pacTBOpEHHS. Heob6xoaumo

u3beraTte CHWJILHOrO B30aNTHIBAHUA
(B03MOXHO 00pa3zoBaHHe MEHbI).

IIpu mosiBNEHUH My3bIPEKOB AAIOT
pacTBOpy TMOCTOATH B TeUECHHE
HECKOJIBKMX ~ MHHYT [0 HX
HCYE3HOBEHHUA.

11 | IMomyuyuBmuiics nmocne pa3BefAeHUs PacTBOP AODKEH ObITH Mpo3pavyHbBIM GecLBETHBIM
WM cBeTNIO-XKenThiM. [lepen mpuMeHeHHEM HEOOXOAMMO BH3YalbHO NMPOBEPHTH LIBET
pacTBOpa M HaJIMYMe B HEM YacTHLL.

12 | Or6upator HeoOxoauMoe
KOJIMYECTBO, HCIONB3YA TOJIBKO
LINPHIL.

Ilpu ucnonvzoeanuu xauionu ons
cMmewusanus (0na npenapama 6
KOMnneKme ¢  KaWioneu 01

CMewueanus):

He Mcnonb3yiTe Ana 3a6opa MecTo
npoKona KaHIOJH Ui
CMEIIMBaHMuA, 4YTOOBl H306exaTh
BHITEKAHHA.

13 | IomyueHHsI# pacTBOp MpenapaTa BBOAUTCA BHYTPHBEHHO HEMOCPEACTBEHHO MOCTIE €ro
pasBezieHus. Hencnonb30BaHHBIM pacTBOp YTHIH3HPYIOT.

ITonyuyeHHsI# MEpBOHAYaJILHO PAcTBOP MOXET JOMOJHUTENBHO pPa3sBOAUTHCA CTEPHILHBIM
pacTBopoM Hatpus Xiopuaa 9 mr/mn (0,9 %) nns uHBeKUMi, NMPU 3TOM MHHHMaJbHas
KOHLIEHTpaI|s alTeruiashbl 0/DKHA COCTaBNATh He MeHee 0,2 Mr/MiI, Tak Kak He MCKITIO4aeTcs
TIOSBJIEHHE NIOMYTHEHHA B BOCCTAHOBJICHHOM PacTBOpE.

INonyueHHbI# mepBoHa4YaNbHO | MI/MJ pacTBOp HE PeKOMEHAyeTcs pa3BOAWTH BOJAOH AA
HHBEKLMH WM pacTBOpaMH A HH(Y3uit Ha OCHOBE YIJIEBOIOB, HANIPUMED, IEKCTPO3bI B CBA3H

C YBCJIMYCHHBIM IIOMYTHEHHEM BOCCTAHOBJICHHOI'O pacTBOpa.
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COOTBETCTBYET SKCNEPTHO
ot 02.05.2023 N= 8

[Ipenapar AKTUJIM3E He cieqyeT CMeMBaTh C APYTHMH JIEKAPCTBEHHBIMU CPENCTBAMH
(maxxe ¢ remapuHOM) HH BO (prrakoHe 11 MHQY3uH, HE B 00IIEH crucTeMe Al BHYTPUBEHHOTO

BBCIACHHUA.

IToGounoe aeiicTBHE
YacToTa MOGOYHEIX peaKiuii, KOTOpbIe MOy T BOSHHKATh BO BpeMs TepaliH, IIPUBE/ICHA B BUE
CeAyromeil rpajganuu: o4eHs dacto (>1/10); wacto (>1/100, <1/10); newacto (=1/1 000,
<1/100); peaxo (21/‘10 000, <1/1 000); ouens peaxo (<1/10 000); Hen3pecTHO (4acTOTa HE
MOJKET OBITB OLIEHEHA I10 AOCTYIHEIM JaHHEIM).
Camolf 4acTOM HeXenaTelnbHOU péaxuuei/i, CBA3aHHOM C IIpUMEHEHHMEM IIpenapara
AKTWIN3E, sengercs xporoTeuenue (>1/100, <1/10: mMaccuBHbpie kpoBoTeueHus; >1/10:
moOble KPOBOTEYEHHUS), NPHBOIAIICE K CHIDKEHHIO IE€MaTOKpHTa H/HIH TreMorioOuHa.
KpoBouznusiHue MOXET NPOM30MTH B 1000 YacTH WM ITOJIOCTM Tejla W HPUBECTH K
XKHU3HEYTPOXKAIOIel CUTYallHH, BpEMEHHOU HETPYJ0CIOCOOHOCTH YT CMEPTH.
KporoTeuenus, cBsi3aHHBIE C TPOMOOJHTHYECKOH Tepammei, MOXHO pas[eNIuTh Ha IBe
OCHOBHBIE KaTErOpHH:

- HapyXHbI€ KpPOBOTEYEHHS (KaK IPaBMIIO, M3 MECT IYHKUMH WIM TNOBPEXIESHU

KPOBEHOCHBIX COCYIIOB);

- BHYTPEHHHE KPOBOTEYECHHS B JIIOO0H YaCTH MIIK MOJIOCTH TeJa.
C BHyTpHUEpETTHHIMU KPOBOM3JIMSHUSIMHI MOTYT OBITH CBSA3aHEI CIIEAYIOIIHE HEBPOJIOTrHYECKHE
CHMIITOMBI: COHJIMBOCTE, aha3usi, reMHIapes, CyA0poru.
B cpaBHeHHM ¢ HCCIEOBaHMAMM NpU HHpapKTe MHOKapa, ﬁncno NalIeHTOB C OCTpPOM
MaccHBHOR 3MOoiMell Nero4Hoi apTepuM M OCTPHIM HMIIEMHYECKUM HHCYIBTOM, KOTOpBIE
YYacTBOB&JIM B KJIMHMYECKHX HCCIENOBaHUAX (B npe,ueﬁax 0-4,5 yacoB OT MOMEHTa
BO3HUKHOBEHHS CHMIITOMOB STHX 3aboyieBaHHmif), ObII0 odeHs HeGoypiuM. IlosTomy
HeOOJbIINE YNCTIOBEIE Pa3JId4Ksl, OTMEYEHHbIE IPH CPABHEHUH C JJAHHBIMM, NIOJTYy4€HHBEIMU IIPU
OCTpOM HH(apKTe MHOKap/a, 61;1nn, CKOpE€€ BCETO, CIIEACTBUEM HEGOIBIIOr0 00BEMa BEIGOPKH.
IToMuMO BHYTPU4YEPEITHOTO KpPOBOM3NMAHUA (KaKk NOOGOYHOrO JEMCTBHA) IIPH OCTPOM
MLIEMUYECKOM MHCYNBTE U periepdy3HOHHBIX apuTMUH (Kak moG0YHOro AEHCTBHSA MPH OCTPOM
yH(papkTe MHOKapaa), HET KIMHUYECKUX OCHOBAHMA MIpeAronaraTe KaieCTBEHHBIE U
KOJINYECTBEHHBIE pa3jIyms B CIIEKTpe MobouHkIX AelcTBhil npenapata AKTHUJIM3E B cityyae
ero HpI/IM‘eHeHHﬂ TIPA OCTpOM MACCHBHOM 5MOOJIMM JIETOYHOM apTepUd U OCTPOM

HIIEMHYECKOM HMHCYJIBTE MIIM IIPU OCTPOM HH(apKTe MHOKapAa.
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COOTBETCTBYET 3KCNEPTHOMY
A NE 27 ke 4

ot 02.05 = o

(Bxopawmit M3 N24228

Hapywienus co cmopoHul UMMYHHOU CUCINEMbL.

Peoxo: anadunaxTouaHbIE peakUuH OOBIYHO ¢1a00 BBIPAKEHHBIE, HO B OTACIBHEIX CIIy4asx
MOTYT OBITH ONACHBIMH JUIA JKU3HM; BO3MOXHBI CHIIIb, KpamlMBHHIA, OpoHXOCHA3M,
aHTMOHEBPOTHYECKUH oTeK, cHkeHHe AJl, 1ok wuiM mobble JpyrHe peaKiuu
TUNIEPYYBCTBUTENEHOCTH;

Ouenp pesxo: aHaduIaKeus.

Hapywenus co cmopoHel HepeHOil cucmembl.

Yacmo: BHyTpUYepellHble KPOBOMSIUSHAS, TaKHe Kak BHYTPHMO3IOBOE KDOBOM3IHMSHHE,
nepedpanpHas reMaToMa, IeMOpparu4eckuii HHCYJBT, reMopparuueckas TpaHchopManus
HHCYJBTa, BHYyTPHYEPEITHas reMaToMa, CyObapaxHOHAATbHOE KPOBOTEUEHHUE.

OCHOBHBIM  HEXENAaTeNbHEIM  SBJIEHHEM  ObUIM  CHMITOMATHYECKH  BBIPaKEHHBIE
BHYTpUYEpENHbIE KPOBOM3NUAHMA (MX gacToTa AocTurana 15%). OnBako yBenu4eH s JacTOThI
OCJIOKHEHUI MM 001Iell CMEPTHOCTH YCTAHOBJIEHO He OBLIO.

OdeHp peaxo: COOBITHA, CBS3aHHBIE C HEPBHOM cHCTeMOH (HampHMep, SHHJIENTHYECKUit
NPHUIAJIOK, CyJOporH, adasus, HapylIeHHE pedH, AENUpPHH, OCTpBIi MO3rOBOI CHHAPOM,
BO30OYXKJEHME, CI[yTAaHHOCTH CO3HAHMs, JENpeccHs, IICHX03), YacTO B COYETAHHH C
OJJHOBPEMCHHBIMH ~ HIIEMHYECKHMHM WM TIEMOPPAarMuecKUMH LepeGpoBacKyIPHEIMH
COOBITHAMU.

Hapywenus co cmoponsl cepoya™:

Ouenv wuacmo: pelUAMBUPYIOIAs HIIEMHA/CTEHOKApAMS, apTepHallbHas THIIOTCH3HS M
cepiiedHas HEAOCTaTOYHOCTE/OTEK JIETKHX;

Yacmo: KapAUOTeHHBIH IIOK, OCTAaHOBKA CEp/LIa U IOBTOPHEII HH(apKT MUOKapaa;
Hewacmo: penepdy3uOHHBlE apuUTMUH  (apUTMMUI, BKCTpacﬁCTonmI, bubpunnauus
npefcepaAnii, aTpPUOBEHTPUKYJIApHas Onokaga ot 1 creneHu [Jo monHOM GioOKanel,
$uOpHIIALKS/ TpeIeTaHNe IPEACEPANH, Gpatukap/ws, TaAXUKAPAHs, KeETYAOUKOBas apATMAL,
GuOpUIIAIMA ~ KEMYNOYKOB,  JKEMy[dOYKOBas  TaXMKapius,  3JNEKTPOMEeXaHWYecKas
AKCCOLUALNA), MUTPAJIBHAS HELOCTATOMHOCTh, TPOMOO3MOONHS JIErOYHOM apTepuy, Apyrue
CHCTEMHBIE 3MOONNH/3MOONHMA COCYOB TOJOBHOTO MO3ra, Je(eKT MENCKEeIyIOUKOBON
IIEPETOPOAKH.

Hapywenus co cmoponet cocyoos:

Ouenv yacmo. KpOBOTEYEHUS (TaKHe KaK reMaToMa);
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ot 02.052023 N= 8

(Bxopawwmit M3 N=4228

COOTBETCTBYET.3KCMEPTHOMY

Peoro: mepukapauanbHOE KpOBOTEUEHHE, OSMOONMA, KOTOpas MOXKET IPHUBECTH K
COOTBETCTBYIOLIMM MOCJIEICTBHAM CO CTOPOHBI 3aTPOHYTHIX BHYTPEHHMX OpraHOB
Heuzeecmno: XpoBOTEYEHWS B NapeHXUMATO3HBIE OprasHbl (TakMe KaK I1€4YEHOYHBIE
KpOBo;requw{).

Hapywenusa co cmoponvl opaana spenus:

Peoxo: KpOBOU3NUAHUSA B IJ1a3a.

Hapymienus co cTopoHs! opraHa ciiyxa U 1abupuHTa:

HeyacTo: ymHoe KpoBOTeUEHHE.

Hapywenus co cmopoHel OvlxamenvbHoll cucmembyl, Op2aHo8 2pPYOHOU KNemKY U CPEOOCMEHUA.
KpoBoTeueHus u3 qpIxaTenbHBIX MyTEH:

Yacmo: KpOBOTEUEHHeE U3 0OIACTH IIIOTKH;

Heuacmo: HocOBOE KpPOBOTEYECHHE, JIETOHHOE KpPOBOTEYEHME (HanpHMep, KpOBOXapKaHbE,
IeMOTOPAKC, KPOBOTEUEHHE U3 ABIXAaTEIbHBIX ITyTeH).

Hapywenus co cmoponul 2ceny004HO-KUUEYHO20 mpakma:

Yacmo: Xemy[0YHO-KUIIEYHbIE KPOBOTEYEHUS (TaKUe KaK MKETyJOYHOe KPOBOTEUEHHE,
KPOBOTEUEHHE U3 A3BHI XKEJIYIKA, KPOBOTCUEHHE U3 PAMOH KMIIKH, KpOBaBas pBOTa, MEJEHa,
KPOBOTEUEHHUE U3 POTOBOMH IOJOCTH, KPOBOTEYECHHE U3 JIECEH);

Peoxo: 3a0pIoIIMHHOE KPOBOTEUEHUE (HanpuMmep, 3a0pIoliHHas reMaToMa), TOIHOTA;
Heuzgecmno: peota.

TomnoTa u proTa MOTyT OBITh TaKKe CUMIITOMaMH HH(papkTa MHOKapAa.

Hapywienus co cmoponbl KoY 4 HOOKOJCHBIX MKAHET:

Yacmo: 3KXUMO3EL.

Hapywenusi co cmopoHbl no4ex u Mo4esb800suyux nymei:

Yacmo.:  yporeHHTaJlbHblE KPOBOTEUEHHA (TakHe KaK TIeMaTypHs, KpPOBOTEHYEHHsS M3
MOYEBBIBOJAIIMX ITyTeit).

Obwue paccmpoiicmea u HapywieHUs 8 Mecme 66e0CHUA:

Yacmo: KpOBOTEUEHHs B MeCTe NYHKIMH, KPOBOTEYEHHS B MecTe MHBEKUUH (Hampumep,
reMaToMa B MeCTe yCTaHOBKH KaTeTepa, KpOBOTEUEHHE B MECTE YCTAHOBKHU KaTeTepa).
JIa6'opamopubze U UHCHPYMEHMANbHbIE OaHHbIE! |

Heuacmo: cHIDKEHUE apTepUaNbHOTO [aBJIEHUS;

Heusgecmno: NIOBBIIIEHYE TEMIIEPATYPHI TENA.

Tpasmul, unmoxcuxayuy u OCIOHCHEHUS MAHURYIAYUIL:

22




COOTBETCTBYET SKCNEPTHO
ot 02.05.2023 N= 8

Heusgecmno: xupoas 3MO0us (3MOONHS KPUCTATIIAMHU XOJIECTEPHHA), YTO MOXKET IIPUBECTH
K COOTBETCTBYIOLIMM IOCIEACTBHSAM CO CTOPOHEI 3aTPOHYTHIX BHYTPEHHUX OPraHOB.
Xupypeauueckue u mepanesmuyecKue MaHUNYIAYUU:

Heuzgecmno: HeoOX0AUMOCTE B TpaHChY3HAX.

* KaK M B CiIy4ae ¢ APYTUMH TPOMOOIUTIYECKAMHE CPENICTBAMH, O ABJIEHHAAX, ONMCAHHBIX BBIILE
B COOTBETCTBYIOLIEM pasjeiie, cOoOIIanoch Kak 0 NOCNeCTBUAX UH(papKTa MHOKapAa W/Yid
NPUMEHEHUA TPOMOOIUTUKOB. DTH CepIEUHBIe COOBITHS MOTYT OBITh OIIACHBIMH IS JKU3HY U

MOTYT IIPUBECTH K CMEPTH.

Ilepeno3mpoBka

Cumnmombui

B CIyuae IpEBBINCHMS MaKCHMAILHOM DEKOMEHJOBAHHOM [O35I BO3DACTAaeT pHCK
BHYTPHUYEPENHBIX KPOBOTEUEHMIA.

HecMOTps Ha OTHOCHTENBHYIO CHEUM(UYHOCTE BO3ACHCTBHA mpemapara Ha (QuOpPHH,
Hepe[03UPOBKA MOXKET MPUBECTH K KIIMHHYECKU 3HAYUMOMY CHIDKEHHIO YPOBHS (pUOpHUHOTEHA
U ApYTuX (pakTOpOB CBEPTHIBaHUS KPOBH.

Jleuenue

B GonpmMHCTBE CiIydaeB JOCTaTOYHO MNpeKpaTuTh BBeneHue mpemapata AKTUIIU3E u
OXHZATh (PHU3HOJIOTMYECKOT0 BOCCTAHOBIIEHHS 3THX (hakTOopoB. OfHAKO, €CH pa3BHBAETCH
CEPBE3HOE KPOBOTEYEHHE, PEKOMEHAYIOTCS HH(QY3UU CBEXE3aMOpPOXKEHHOM IUTasMBl HIH
CBEXEH  KpOBM, TpH  HEOOXOAWMOCTH  MOXKHO  HAa3HAYUTh  CHHTETHYECKHE

aHTH(QUOPUHONMTHYECKHE CPEACTRA.

BsanmopeiicTBue ¢ APYrUMH JIeKAPCTBEHHLIMH CPEACTBAMH

CnenmaneHelX HcclefioBaHMi B3auMopelicteusa npemapata AKTUIIM3E ¢ ppyrumu
JIEKapCTBEHHBIMHM IIpenapaTaMH, 00bIYHO NPUMEHAEMBIMU IIPH OCTPOM HH(ApPKTe MHOKap/a,
HE NPOBOJUIIOCE.

Jexapcmeennvie cpedcmea, 6nUAIOWUE HA CEEPMbIEAHIE KPOBU UNU USMEHAIOWUE GYHKYUIO
mpomboyumos

IIpuMeHeHHe NEKapCTREHHBIX CPEICTB, BIUIIOMNX Ha CBEPTHIBAHNE KPOBU HITH M3MEHSIONIMX
(yHKIHIO TPOMOOILMTOB, 710, BO BpeMsl WIIH TOCIIe Havana Tepanuu npenaparom AKTUJIA3E
MOXET YBEJIMYMTE PUCK KPOBOTEUECHNS, U UX IIPUMEHEHHUS clieyeT u3berars B nieperie 24 yaca

TIOCJIE JIEYEHHs] OCTPOrO UIIEMHUYECKOTO MHCYJIbTa (CM. pasae «IIpoTHBOMOKA3aHHSAN).
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ot 02.052023 N= 8

(Bxopawwmit M3 N=4228

COOTBETCTBYET 3KCMEPTHOMY

Hueubumopvr ATIO

OnuospeMeHHOE MpUMEHEHHE HHTHOUTOpoB ATID MOXET MOBLINATL PHCK aHA(DHIAKTOMIHBIX
peakiui. ITH peakuuy HaOMIOJANNCh Yalle Y MAUeHTOB, TIOdyYaBIInX HHrHOuTOpsl AIID.
Anmazonucmur enuxonpomeurogwix IIb/Illa peyenmopog

OnHoBpeMeHHOE TIPHMEHEHHE aHTAaroHHCTOB rIimkomporenHobix IIb/Illa penenTopon

TTOBBIIAET PUCK KPOBOTCUCHHU .

Oco0ble yrazanus
Jleuenne npenapatom AKTHUJIM3E nowxeH MpoBONWTE Bpay, HMEIOIMI OIBIT IPOBEIEHMSA
TPOMOOJNIMTUYECKOH Tepaldhd M BO3MOXHOCTE KOHTpons ee 3ddexTuBHOCTH. IlpH

ucronie3oBanu  AKTHUIIM3E, Takke Kak M JPYyrHX TPOMOOIMTHYECKHX IIPENApaToB,

PEKOMCHAYCTCA UMETH B pPaClOpsDKCHHM CTaHJapTHOE peaHMMAllMOHHOE o6opy1103a}me u

COOTBETCTBYIOIIHE JIEKAPCTBEHHEBIE CPEICTBA.

Obuwue mepot npedocmopoxicHocmu

Omcnescusaemocmo

C uenbio ynmydmeHHs KOHTPOJNA 3a IIPUMEHEHHEM OUOJIOTMYECKHX JIEKapCTBEHHBIX
IpenaparoB, B MEUIMHCKON KapTe MalMeHTa JODKHO OBITH 3aJOKYMEHTHPOBAHO TOProBOE
HalMEHOBaHNE U HOMEpP CEpUH IIPUMEHAEMOTO IIperapara.
TpomGonurayeckas/GubpuHomuTHIecKast Tepanuss TpeOyeT Ha[jeXamero KOHTPOJIA.
Jleqenue npenaparom AKTHJIMSE crnexyeT mpoBOAMTE TONBKO MOJ HabIIOJEHMEM Bpaua,
Ipoleuero o6y4eHye U MMEIOIIEro OMBIT HNPUMEHEHHs TPOMGOIMTHYECKHX CPEJCTB, M
MMEIOIEr0 CPENCTBa 1A KOHTPOJIL 3a STHM IpMMeHeHHeM. PexoMeHmyercs, 4ToOBI IpH
sefienn AKTHUJIA3E 6pumM NOCTYNHBI CTaHAApTHOE pEaHMMALMOHHOEe 06OpYyHOBaHHE H
BO3MOXHOCTP IPOBENEHUS HEOTIIOKHOM (apMaKoTepanuy.

T'unepuyscmeumenvrocmo

HMMyHOOIIOCDEIOBAaHHBIE PEAKLMH THIIEPUYBCTBHTENLHOCTH, CBS3aHHBIE ¢ IPUMEHEHHEM
npenapata AKTHUJIM3E, MOryT BBI3BIBATHCH AEHCTBYIOMIMM BELIECTBOM, ['€HTAMMIMHOM
(OCTaTOUHEIE CIIE/B! OT IIPOLIECCa NPOU3BOACTBA) HIIH JHOOBIM BCIIOMOTATENBHBIM BELECTEOM
(cM. paspen «IIpoTHBONOKA3aHMA») HIM BEILECTBOM NpPOOKH CTEKIAHHBIX (IAKOHOB (C
muopummzarom AKTHUJIASE u BomoN s MHBEKLHMIL), KOTOpas CONEP)KUT HATYpPabHBIH

Kay4yK (IIpOM3BOJIHOE JIaTeKCa).
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COOTBETCTBYET 3KCNEPTHOM?

Ilocme oOKOHYaHMA JeYeHWs He Ha6J'IIOIlaJIOCI> yCTOﬁ‘{HBOFO 06pa30Ban1 aHTUTENT K -

PEeKOMOMHAHTHOH MOJIEKyJle 4YeJIOBeYECKOTO aKTHBAaTOpa TKAHEBOTO IUIa3MHHOTEHA.
CucreMaTU4eCKHi ONBIT IOBTOPHOTO NpuMeHeHus npenapata AKTUIIM3E otcyTcTByer.
Tarwke cCymecTByer pHCK peakuud TIMIIEPIYBCTBUTENBHOCTH, OIIOCPENOBAHHBIX HE
HMMMYHOJIOTMYECKUM MEXaHU3MOM.

AHTHOHEBPOTHYECKHH OTeK SBJISETCA HAUOOIEE YacTON peakiyeii TUNepIyBCTBUTENLHOCTH K
npenapaty AKTHUJIU3E. OToT puck MOXKET MOBBIIATHCS B CIIy4ae IPHUMEHEHHS 110 TOKa3aHHIO
OCTpBIN HIIEMMYECKHH HHCYIBT H/WJIM HPH COBMECTHOM NIPUMEHEHMHU ¢ UHrHOuTOpaMu AIID
(cM. pazpen «B3anMozeiicTBIE ¢ PYTrMH neKapCTBeHHLIMH CpPEACTBAMUY).

ITanpenTs], KOTOpHIE MOJMYYalH TEPAMIO IO 3apErMCTPUPOBAHHBIM MOKA3aHUAM, HKOJDKHEI
HabJIOAATECS MO TOBOXY PHCKA PasBUTHs aHTMOHEBPOTHYECKOTO OTEKa B TeyeHMe M Jio 24
4acoB rocie uHGy3uu.

B cmygae  pasBUTHS  TOKENBIX  peaKUMid  THIIEpYyBCTBUTENLHOCTH  (HampuMep,
aHTMOHEBPOTHYECKUM OTeK) HHQY3MIO CllefyeT NpEeKpaTHTs M HEeMEIEHHO HA3HAUMTh
COOTBETCTBYIONLYIO TEPAIHIO, KOTOpas MOXKET BKIIIOYATE B ce0s HHTYOAIHIO.

Kposomeuenue

Hanbonee gacTeiM ociioxHeHHeM Tepanuy npenaparom AKTHUIIN3E sBiseTcs KPOBOTEUEHHE.
OmHoBpeMEHHOE NPUMEHEHHE APYTHX aKTUBHBIX BEIIECTB, BIUSAIONMX HA KOATYIISALMIO MK
GyHKIMIO TPOMOGOLMTOB, MOXET CIIOCOOCTBOBATE BOSHUKHOBEHHIO KpOBOTeYeH s [T0CKONBEKY
npenapar AKTHJIM3E pacTtBopser ¢uOpHH, MOXET BO3HHKAaTh KPOBOTEYEHME H3 MECT
HelaBHUX nyHkuui. IlosTomy TpomGomuruueckas Tepamusa TpeOyeT —TIIATENBHOIO
HaOIO/IeHUs 32 30HAMH BO3MOXKHOTO KPOBOTEUEHHs (BKIIOYAs MecTa BBE/ICHHS KaTeTepa,
apTepUATbHBIX M BEHO3HBIX IIyHKIHMH, paspe3oB U uHbekumit). Crneayer wusberars
UCIIONIb30BAHMsI JKECTKMX KaTE€TEPOB, BHYTPUMBILIEYHBIX HHBEKIMH W HE0OOCHOBaHHBIX
MAaHHMITYJIAIHHA BO BpeMs ieuenus npenapatom AKTUJI3E.

B cryyae BO3HMKHOBEHMS TSDKENIOIO KpPOBOTEYEHHsS, B OCOOCHHOCTH IiepebGpaibHoro,
(ubpuHonuTHIECKas Tepanus, a TakKe MPUMEHEHHE TENapHHa JODKHB OBITH HEMeJICHHO
npekpaieHsl. Tem He MeHee, B OOBIYHBIX CHTYaLWAX, BEIOMpaTh IJI1 TepalMy ApYyrue
npenaparbl (GakTOpOB CBEPTHIBAHKA KPOBH HET HEOOXOAMMOCTH, TIOCKOJIBKY IJIs BCETO 3TOTO
Kjlacca IpenapaToB XapaKTepeH KOPOTKMHA NEepHO MOTyBBIBEAEHHS 1 MUHUMAIJIBHOE BIIUSHHUE
Ha CHCTeMHBIE ()aKTOpHl CBEPTHIBAHUS KPOBH. Y GOJBIIMHCTBA IAlUEHTOR KPOBOTEUEHHE
MOXHO OCTaHOBHUTHL IIyT€M OTMEHBI TepaluM TPOMOONUTHKAMH M aHTHKOAryJSHTaMH,

BocmonHenusa Aepumura OLIK M naneneBoro nprxaTvs KPOBOTOHALIEro cocyla. B ToM
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cliydae, €CJI B TeyeHHe 4 4acoB [0 Hayayia KpOBOTEYEHMS IIPUMEHSJICA TeMapuH, CIEIYET
PaccMOTpPETH BOIIPOC O IieNlecooOpa3HOCTH BBEEHUA NPOTaMUHA. B peaxux ciydasx, Koraa
yKa3aHHBIC BHINIC KOHCEPBAaTHUBHBIE MEpPH!I SBILIOTCA He3()(EKTHBHBIMU H KpPOBOTEYEHHE
IPOAOIDKAETCS, MOXKET OBITh IOKa3aHO IPUMEHEHME NIPENnapaToB KPOBH.
Tpancdy3roHHOE BBEIEHIE KPHOTIPELMITUTATA, CBEXKE3aMOPOXKEHHOM I1a3MBI ¥ TPOMOOIIUTOB
MOXXET OBITH HA3HAYEHO B COOTBETCTBUM € KIMHMYIECKUMHU U JIAGOPaTOPHBIMH NOKa3aTEILIMY,
ONpEENIEMBIMI TIOBTOPHO IIOCNE KMKAOTO BBENCHHA. MHMY3MIO KpHOTPEUUIHTATA .
JKeJaTeNbHO IIPOBOAMTE OO AOCTIDKEHMS KOHIeHTpauuu ¢(ubpunorena 1 r/n. MoxHo
PaccMOTPETh BO3MOXKHOCTB npmeﬂenm aHTHUOPHHOMTHIECKUX CPEACTB (HalpHMep,
TpaHEKCaMOBOH KHMCJIOTBI), OAHAKO CHELHATBHBIX HCCIEA0BAHUH HE IPOBOJUIIOCE.
Puck BHYTpUYEPETHOTO KPOBOU3JIMAHMS IIOBBIIEH Y MOXUIBIX NAIMEHTOB, HOATOMY Y TaKHX
HaI[EHTOB CIIEAYET TIATENBHO OLICHHBATh COOTHOIIEHHUE IT0NIb3a/PUCK.
Kak M npu NpUMEHEHHH MOGHX TPOMOONMTMYECKHX NpPENapaToB, CEYeT TIIATEIbHO
OLICHUTB, HACKOJIBKO IIOJIb3a Tepamuu OyxeT NPEeBOCXOAUTH BO3SMOXKHBIH PHCK, OCOOEHHO Y .
NaIIEHTOR CO CJIEAYIOIMMH COCTOSHUAMH:
e gebosblnas TpaBMa; Ouomcus (Tpoleaypa IOMy4eHHs obpaslia TKaHH), nymcuim
MAarucTpalbHbIX COCYIOB; BHYTPHUMBIIIEYHbIE WHEKLUH; HApY KHEIHM Maccax cepaua;
¢ cocTosHHs/3a00IeBaHUs (He YHOMSIHYTEIE B pasjeinie «[IpoTHBOnOKa3aHus» ), IPH KOTOPBIX
MOBBINIEH PHCK KPOBOTEYEHHMS.
ITpn octpoMm uH(}apkTe MHOKapAa ¥ 5MOOJHM JIETOYHOM apTepuy HE CIEAYET MPUMEHSATH
npenapar AKTHJIM3E B nose, npessimaromeit 100 Mr, a npy 0CTpoM HIIEMHAYECKOM HHCYIJIBTE
— B Ao3e 6onee 90 Mr, Tak KaK YBETHYHBAETCSA PUCK BHYTPUUEPEITHOTO KPOBOU3IHSHUA.
Tayuenmsl, nonyuarowue neveHue nepopansHulMu GHIMUKOASYTAHMAMY
ITpumenenne AKTUIIM3E MoxeT OBITH paccMOTPEHO, KOTAAa [O3UMPOBKA HIIM BpeMd,
Tpoleuee ¢ MOMEHTA TOCIEAHEr0 IIPHEMa aHTUKOATYIIAHTHOM Tepanuy, Ie/1aeT OCTATOYHYIO
3¢ }eKTUBHOCTE ~ MaJOBEpPOATHON, MOATBEPXKICHHOM  COOTBETCTBYIOLIMMHM  TECTAaMHU
AaHTUKOATyJIAHTHOH aKTUBHOCTH [UI1 COOTBETCTBYIOHIErO IIPOAYKTa, HE IIOKa3aBILETo
KIMHAYECKY 3HaYMMOro JEHCTBUS HAa CHCTEMY CBEpThIBaHUA KpoBM (Hanpumep, MHO < 1,3
JUIs aHTarOHHCTOB BHTaMHMHa K WM JApyrue COOTBETCTBYIOLIME TECTBI JUIL IPYruX
II€pOpaAIbHBIX aHTHKOArYJIAHTOB HAXOAATCA B IIpEACIaX COOTBETCBYIOUIETO BerHeI‘O npeaena

HOPMBI).
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IIpumenenue y Oemei

K HacTosmeMy BpeMeHH omBIT npuMeHenns npenapata AKTHUIIM3E y netell ¥ nogpocTKOB
OrpaHHYEH.

B tex ciyuasnx, xorna AKTHIIM3E paccMaTpuBaeTcs A JIEYEHUS OCTPOrO HIIEMHUYECKOTO
UHCYNbTa y AeTed >16 yer, HEOOXOAMMO TINATENLHO OLIEHHTH OXHAAEMOE COOTHOIIEHHE
[0JIB3a/pHCK Ha MHIAMBUYAJBHONH OCHOBE M OOCYIUTE C MALIUEHTOM U POJUTENEM/ONEKYHOM,
ecly HeoOX0MUMO.

Jleuenue perelf >16 JeT JOJKHO OCYLIECTBISATHECS COIJIACHO KIIMHAYECKAM pEKOMEHAIIMAM
JUI B3POCJIBIX TAI[MEHTOB IOCNE IOATBEPXKIEHUS apTepHalbHOM Tpom6o3Mbonuu Ipu
HIIEMHYECKOM UHCYTETE (TI0CIe HCKIIOYEHNS «MMUTALMH HHCYIIBTA ).

IHpu neuennu ocmpozo ungapxkma muoxapda u ocmpoii MACCUHOI MPOMOOIMBONUU
Ne204HOIl  apmepuu  cnedyem OONOJHUMENLHO UMEMb 6 6QuOy Ccaedylowue mepol
npeodocmopoxcHocmu

He nomxsa HasHavaThes AO3a anTeIuiashl, npepbimatomas 100 Mr, moCcKoJIBKY 3TO CBS3aHO €
JONONHATENBHEIM ~ PHCKOM ~ BHYTPH4epenHoro kpoeoreyenus. Ilostomy Heob6xoaumo
co0JII0/{aTh OCTOPOXKHOCTH, YTOOKI 1032 BBOAUMOI aNTeIliasbl COOTBETCTBOBANIA ONMCAHHOM B
pazzene «Crocob NprMEHEHHUS U I03b1».

OXuZaeMblii  TepameRTHUecKuit 5QdEKT CreayeT OCOGEHHO TIIATENBHO COMOCTABIATH C
BO3MOJKHBIM PUCKOM, OCOOEHHO y MAI[UEHTOR C CHCTONMYECKUM apTepHalIbHBIM JIaBJeHHUEM >
160 MM pT. cT. IJocKONBEKY MOJB3a TAKOH Tepanuy UMEET MECTO B TOM YHCIIE U Y MOXKHIIBIX
[TALUEHTOB, CIECAYET TIATENHLHO IPOBOAUTH OLIEHKY COOTHOLIEHH NONb3a-pUCK.
Anmazonucmer enuxonpomeunoguix 1Ib/Illa peyenmopos

ComyTcTRyIolee NPUMEHEHHE AaHTarOHUCTOB miMkonpoTenHoBbix IIb/Illa penentopor
HOBBIIIAET PUCK KPOBOTEUEHHS. '

Ilpu neuenuu ocmpozo undapkma muoxapoa ciedyem OONOIHUMETbHO UMEMb 8 8UOY
ciiedyromiue Mepsl RPeOOCMOPOICHOCHIL

Apummuu

KoponapHslii TpoMO0IM3HC MOKET IIPUBECTH K apUTMHH, CBA3aHHOM ¢ perepdysuei.
Penep¢y3noHHbIe apUTMHH MOTYT IIPUBOAUTE K OCTAaHOBKE CEPJLA, IIPENCTABIATE YIPo3y JUIs

JKM3HU U NOTpe6OBATh NPHUMEHEHUS OOIENPHHATON aHTHAPUTMHIYECKOM Tepanyy.
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COOTBETCTBYET SKCNEPTHO
ot 02.05.2023 N= 8

Tpombosmdonuu

HUcnonp3oBanie TPOMOOJMTHYECKHX CPEACTB MOXKET YBEIMYMTH PUCK TPOMOGOOMOGONHH Y

Hal[MeHTOB ¢ TPOMOO30M JIEBHIX OTHENIOB CEpAlla, HanpuMep, IPU MUTPAIBFHOM CTEHO3€ HJIU

0pH GUOPHIIAIMY Npencepauil.

IIpu neuenuu ocmpozo unieMu4ecKozo UHCYIbMA Cledyem OOnOTHUMETbHO UMEND 8 6UOY

cnedyioujue mMepst nPeOOCMOPOIHCHOCMU

JleueHne XODKHO MPOBOAUTHCS IOJ PYKOBOACTBOM OIBITHOTO Bpaya, MMEIOIIEro HABBIKH U

OIIBIT OKa3aHUs MHTEHCHBHOM HEBPOJIOrHueckoi noMoIny. /st KOHTpOJIA Ha3HaYeHH s JeYCHUA

MOTyT  COOTBETCTBYIOIIMM  00Opa3oM  YYHTBHIBATECA  pE3yNbTaThl  AMArHOCTHYECKHX

obcrnenoBaHuii, nNpoBeNeHHEIX paHee (cM. pasgen «llokasaHMs K IPHUMEHEHHMION,

TpoMGonuTrHYecKas Teparus OCTPOro HIIEMHYECKOTO HHCYIIBTA).

Ocobule zpynnvl RAYUEHMOB CO CHUNCEHHBIM COOMHOULEHUEM HOMb3a/PUCK

IIpumenenue npenapara AKTIJIM3E y nanueHToR ¢ 0CTPhIM HIIEMHYECKUM MHCYJIBTOM, I10

CPaBHEHMIO C NpHMEHEHHEM 3TOro Ipenapara IO APYrdM IIOKa3aHUsIM, COIPOBOXKIAETCS

CYILECTBEHHO IOBBIIIEHHBIM PHCKOM BHYTPUYEPEITHOTO KPOBOM3IMAHMSA (10 15 % manueHTOB

Oe3 yBenmuueHus obmed cMepTHOCTH M Ge3 yBenuueHHs obmiedl cCMEpPTHOCTH M TaKenoi

MHBaJMHOCTH BMECTE B3ATHIX, T.€. 110 MOAUGUIMPOBaHHOMN mmKase PaHKMHA 5 1 6 Ganos).

ITo cpaBHEHHIO ¢ APYTMMHU NOKa3aHUAMH Y NAIMEHTOR C OCTPHIM HUIEMHYECKHIM HHCYIBTOM,

nomyyaromux JneyeHue npemapatoM AKTHJIM3E, 3HauuTenbHO TNOBBIIIEH — PHCK

BHYTPHUEPEITHOTO KPOBOM3IIMSHMUA, MOCKOJIBKY KpPOBOTEUCHHUE NPOUCXOAUT

IPEeMMYIIECTREHHO B HEKPOTHYECKYIO 00JIaCTb.

310 0cOGEHHO Cclle/lyeT NPUHIMATh BO BHUMaHHE B CIIENYIOIIUX CITyqasX:

® BCE COCTOSHMA, yKasaHHBle B pasgene «IIpoTHBONIOKa3aHUS» M BCE COCTOSHUS,

| XapaKTEepH3YIOIHeCs BLICOKAM PUCKOM KPOBOTEUYEHHUS;

® CHIDKEHHE (aKTHUECKO# MONb3BI JIEUEHH 110 Mepe BO3PACTAHUs BPEMEHHOI'O HHTEpBaJIa ¢
MOMEHTA IOSIBJIEHHs1 CHMIITOMOB HHCYJIBTA IO Hayalla JiedeHus. B CBS3U ¢ 3TUM He JIOJDKHO
OBITH 3ajiep>keK NIPH BBEICHUH IIpenapata AKTHIH3E.

® Yy IALMEHTOB, KOTOPHIM paHee IIPOBOAMIOCH JICUEHHE aneTHICAHLMIIOBOH KHCIOTON MM
APYTHMH  QHTHATPETaHTHHIMH  CpPECTBaMH, BO3MOXKEH  IIOBBIIEHHBIH  PUCK
BHYTPHMO3TOBOTO KpoﬁonanﬂHm, ocobeHHo ecnu npuMeHenue npenapata AKTUIIM3EE

HayaTo B Oonee IIO3IHHUE CPOKHU,
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® B CpaBHEHHH C MOJIOABIMHU [IALMEHTAMH, y HAI[MEHTOR IIOXUIOro Bo3pacta (crapiue 80 yiet)
Hcxo]| 3a00JeBaHys, BHE 3aBUCHMOCTH OT JIEUEHHS, MOXKET OBITh HECKOIBKO XYKe. KpOMAe
TOro, NPY HATMYMHA JM3UPOBAHHOTO TPOoMOa MNAlMEHTHI 3TOM IPYINEl Gojiee CKIOHHEI K
TSDKETBIM (popMaM TeUeHHs] MHCYIIbTA, CBA3AHHBIM C MOBBINIEHHBIM a0COIOTHBIM PUCKOM
BHYTPHMO3TOBOTO KPOBOM3JIMSAHUA, TOTAA KaK Yy IAIMEHTOB JPYTMX BO3PACTHBIX TPYINI
HHCYNBT KakK ¢ TpoMbouu3ucom, Tak U 6e3 TpoMOGoJM3uca, OOBIYHO MpoTeKaeT B Gosee
nerkuX (opmax. XoTs, COIVIACHO MMEIOLIMMCS JaHHBIM, (akThdyeckas Iojb3a OT

npumeHenus npenapata AKTUIIM3E y nammenTtos crapme 80 ner ycrymnaeT TakoBo# y

|
IaleHTOB Oojiee Mosogoro Bospacta, npenapat AKTHUJIN3E nomyckaeTcst IPHAMEHSATS
IpU JIE4eHNH IaupeHToB crapure 80 jeT ¢ yyeToM HHIUBHAYAILHOIO COOTHOIIEHHS
«nonb3a-puck» (cM. pasjgen «®apmaxopuHamukay). Jis Tepamuy 5THM IpenapaToM
l cIeyeT 0co00 TIaTebHO HOA0MPaTh NAl[MEeHTOR IIOXKUIIOTO BO3pacTa, CTPOrO YUHTHIBAT
i Kak o0l1ee COCTOSIHHE 3I0POBbs, TaK 1 HEBPOJIOTHYECKHH CTATYC.
| e TepaneBTUYECKUI 3(dEKT CHIKaeTcs y MAlMEHTOB, MEPEHECIINX paHee HUHCYILT (CM.
TaKKe pasjen «IIpoTHBONOKa3aHKA» ), MM IPH HATHYHH HEKOHTPOIMPYEMOI'0 CaXapHOro
muabeta. Y TakMX IALMEHTOB COOTHOMICHHE [OJB3a/PHCK  CYMTAETCS MeEHee
6narohpn;1THmM, XOTS BCE XK€ OCTAETCA I0JI0KUTEILHEIM;
® y IAlMEHTOB, IEPEHECINMX HHCYJILT B OYEHb JIETKOH ¢QopMe, pPHCKH, CBA3aHHBEIE C
OpUMEHEHHEM  IIpenapara, IIPEBOCXOAAT  OXHIaeMylo Hons3dy  (cM.  pasmen
«I[IpoTuBOMOKa3aHUAN);
® TANWMEHTHl, IEPeHEeCIUHe HHCYIBT B OYEHb TDKENIOH Qopme, 0COOGEHHO CKIOHHHI K
. passn'fnm BHYTPUMO3IOBOTO KPOBOM3JIUAHYSA U K JIETAIEHOMY HCXOZY, IO3TOMY IIpenapar
HasHayaTh MM He cueayer (cM. pasgen «IIpoTuBomokaszaHus»); JleueHue He ciemyeT
Ha4MHaTh MO37Hee, 4eM uepes 4,5 yaca 1ociie BOSHUKHOBEHHSI CUMIITOMOB, BCJIEACTBHE
HeOJIarONPUATHOTO COOTHOUIEHHMs IIOJB3a/PUCK, YTO OOGYCIOBIEHO CIIEAYIOIIMMH
. 0OCTOSATENILCTBAMMU: . A
®  IOJIOXKUTENBHBIN 3 EKT NeUCHUA CHUXKAETCA C TCUCHHEM BPEMEHUY;
® CMEPTHOCTh YBEIUYHBAETCS IPEHMYINECTBEHHO Y IIAlIMEHTOB, paHee - [OJIy4YaBIINX
AlCTHIICATMIIUIIOBYIO KHUCITIOTY;
® MOBBIMIAETCS PUCK CUMITOMATHYECKOTO KPOBOTEYEHHS.

Monumopunz apmepuanenozo dasnenus
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Heo6Xx011uM0 MOHHTOPHpPOBATH apTepHalibHoe JaBieHne (AJ]) Bo BpeMs JIEUCHHS U B Teuenue
24 yacoB noce ero okoayanus. IIpu noeeimeHny cucronudeckoro AJl > 180 MM pr. cT. WK
nuactoimyeckoro AJ[ > 105 MM pT. CT. peKOMEHAYETCsS BHYTPHBCHHOE TPAMEHEHUE
AHTUTHIIEPTEH3UBHBIX IIPETIapaToB.

Omex mo32a

Penepdy3us HImeMU3MPOBAHHOM 06IaCTH MOXKET IPUBECTH K OTEKY MO3ra B 30He HH(apkra.
Jleyenne HHrHOMTOPAMH arperaluy TPOMOOLMTOR HE cneuyér HaYMHATH B TCUECHUE NEPBBIX 24

4acoB ITI0CJIC Tp0M6OJ'IH3PI(Da aNITeNIa30M H3-3a MOBBILIEHHOI'O réMOopparudecKoro puckKa.

BiausHne Ha ¢cIOCOGHOCTH YIOpaBJIATH TPAHCHOPTHHIMH CpeACTBAMH H MEXaHU3MaMH
He IIPUMCHUMO. HeKapCTBeHHBIﬁ npenapar mnpeaHasHa4deH id Tepanuyd HCEOTIOXKHBIX

COCTOSIHHUIA.

®opma BbINyCKa

JInodunusar 1jist IPUTOTORJIEHHS pacTBOpa A HHGY3UH B KOMIITIEKTE C paCTBOPHTEIEM.

1 ¢uakon wu3 OGecuBeTHoro crekia Tuma 1, cojepxkamuii 50 Mr nmodumiMzaTa I
IIPHTOTOBNEHMsS pacTBopa sl HH(Y3MH, YKYNOPEHHEBI XIOpGYTHIOROH MpOOKOH MM
pe3suHOBOH npoOkoi (mpobka u3 OpoMOYTHIKAydyKOBOTO 3IIACTOMEDA), ‘3aKaTaHHOI7I
AFOMMHHMEBEIM KOJINAYKOM C 3alIHTHOM IacTmMaccoBoii kpeiukoii «Flip off» senesoro usera
u 1 ¢nakon ¢ pactBopureneM 50 M U3 OecLBETHOro creKia THHA 1, yKyNOPEHHBIH
XJopOyTHIOBOH  TNpoOKOM, 3aKkaTaHHOM  AMOMUHHEBBIM  KOJNAYKOM €  3ALIUTHON
iacTMaccoBoit Kpeiukoit «Flip offy cusero mpera, ¢ xaHroneit [is cMemuBaHus MM Oe3
KaHIOJH JUIS CMEIINBaHUsA, BMECTE C MHCTPYKUHUEN IO MPUMEHEHHIO BJIOXKEHHI B KAPTOHHYIO
HayKy.

Yeaosus XPpaHEeHUuA

- XpaHUTH B 3aLIUILEHHOM OT CBETa MeCTe, IIpY TeMiepaType He Boiue 25 °C.

ITpHroTOBJIEHHEIH PaCTBOP MOXKET XPaHUTHCS B XOIOAUIBHHKE 24 9aca, a [TpH TEMIIEpaType He
Beie 25 °C — 10 8 yacoB (Ha KapTOHHOM KOpoOKe 1 Ha STUKETKe (JIaKoHa ¢ TNOPUIH3ATOM).
Ipu Temneparype He Boiwe 25 °C (Ha STUKETKE (IaKOHa C pACTBOPHTEIIEM).

XpaHUTE B HEJOCTYIIHOM JUII IeTeH MecTe.

Cpox rognocta :

JInodpumisar: 3 ropa.
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Pactropurens: 3 roga.

CpOK TOTHOCTH KOMIUICKTa OIIPCACIACTCA 10 HAUMEHBIIEMY CPOKY rOJHOCTH OJIHOTO M3
KOMITIOHEHTOB.

He mprMeHATH IIpenapar No UCTEYEeHHUM CPOKa FOJHOCTH.

YciaoBus oTnycka

OTmycKalT no peLenty.

HauMmeHnoBanme H aJpec IOPHAMYECKOro JHIA, HAa HMS KOTOPOro BbIAaHO
perucTpanuoHHOe YAOCTOBEPeHHE
Bepunrep Murensxaiim Uureprentnn I'm6X, 'epManns

bunrep ]_HTpaéce 173, 55216 UnrensxaiimM-Ha-Peiine

. HammeHoBaHMe n aapec MecTa OCYIIeCTBJICHUS MNPOM3IBOACTBA JIEKApPCTBEHHOIO

fpenapara

IIpouzeo0cmeo 20moeoii nekapcmeeHHOU hopmbl U NEPeUYHAS YNAKOBKA

Bepunrep Unrembxaiivm ®apma ['M6X 1 Ko KI'

Bupxennopdep Hlrpacce 65, 88397 bubepax-Ha-Pucce, 'epmanus

WK ' '

00O «HIIO Ilerposakc Dapm»

Poccuiickas Qenepanusa, 142143, Mockosekas obnacts, r. Ilomomsek, c¢. Iloxpos,
yi. CocHoBad, 1. 1

Bmopuunas ynaxoexa u uinyckaiowuti KOHMpPOIbL KAiecmea

Bepunrep Wurensxaiiv ®apma 'm6X u Ko. K[ ,

Bupkennopdep Htpacce 65, 88397 bubepax-Ha-Pucce, ['epmanus

WM ' :

000 «HIIO Ilerporakc Dapm»

Poccuiickas P@epepanus, 142143, MockoBckas obnacts, I. Ilogonbck, c. Ilokpos,

yi. CocHoBag, a. 1

HOJ’ly‘lHTL AOIOJITHHUTEJABHY IO nn(bopmaumo 0 mnpenmapare, a TakKKe HAIIpABHTH CBOH
NPETEH3NH H llH(l)OpMalll'llO 0 HEXKEJIATCJIBbHBIX SBJCHUAX MOKHO 10 CJICAYIOIEMY aapecy

B Poccun
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 02.05.2023 Nz 8269
(Bxonawwmia M3 N24228190)

00O «bepunrep Uurensxaiim»

125171, Mocksa, Jlenunrpaackoe mocce, 16A, ctp. 3
Ten: +7 (495) 544 50 44

®akc: +7 (495) 544 56 20

I'ogynoa T.A.

MeHemKep I1I0 perucTpauuu
|
i
\
|
|
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