COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 13.12.2023 N= 2613

OBIIASI XAPAKTEPHCTHKA JEKAPCTBEHHOTOIPENAPATA- = 2°U°)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
PeBenuza, 50 mr, tuodunm3ar sl MPUTOTOBIICHUS PAacTBOPA I HHDY3UM.

2. KAUECTBEHHBIN 1 KOJIUMYECTBEHHBIN COCTAB
2.1. O01mee onucanue

JleiicTByromee BEIIECTBO: ANTEIUIa3a, peKOMOMHAHTHBINM TKAaHEBOM aKTUBATOP IUIa3MHUHOTEHA
(rt-PA), monyuenHslit mMerogom pekomOunanTHoi JIHK B KymbType KICTOK SHUYHHKOB
kuTaiickoro xomsiuka (CHO).

2.2. KayecTBeHHBIH M KOJIMYECTBEHHBLIH COCTAaB

[elicTBylol1€€ BEIIECTBO: alTeIlIasa.

Kaxnprii haakon cogepxut S0 Mr anTernassl.

Kaxxapiii Mi1 BOCCTaHOBJIEHHOTO pacTBOpa coAepkUT 1,0 Mr antemniasbl.

ITonnbI MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
JInodunuzar Ans NpUrOTOBICHUS PacTBOpa JJIs HH(PY3HIA.

Jlnodbunmzar

AMOp(bHaH Macca ot 0eoro a0 0eJI0ro0 CO Clerka >KeaToBaThbIM OTTEHKOM OBECTA.

PactBopurenn
Bona mist uabexuii. beciiBeTHast mpo3padHas )KUIKOCTh 0e3 3amaxa.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3zaHusl K IPUMEHEHHUIO
1. TpombGonuTuyeckas Tepanus OCTporo HHGapKTa MUOKapa

e 90-MuHYTHBIH (YCKOPEHHBIM) pexuM go3upoBaHus (cM. pasgen «Pexum
JIO3MPOBAHUS M CIIOCOO MPUMEHEHUS»): JUIS AIIUEHTOB, Y KOTOPBIX JICYEHUE MOKET
OBITh HAYATO B T€YEHUE 6 YACOB MOCIIC BOZHUKHOBEHUSI CHMITTOMOB;

e 3-4acoBOW peXHM J03MpoBaHMA (cM. paszgen «PexuMm m03upoBaHUS M CIIOCOO
OPUMEHEHHS»): JJI TAlKUEHTOB, y KOTOPHIX JIEYeHHE MOXeT ObITh HayaTro B
IPOMEXYTKE Mexay 6 u 12 yacaMu 1oce BOSHUKHOBEHHSI CHMIITOMOB.

JlokazaHo, 4To pHu OCTpOM MH(]apKTe MHOKapa mpemnapar PeBennsza cHUXAaeT CMEPTHOCTh B
nepsble 30 nHel mocne Havana 3a00JIeBaHUS.
2. TpomOonHuTHYECKass Tepamus OCTPO MAacCHBHOW TPOMOOAMOONIMU JETOYHOW apTepHH,

COTIPOBOXIAIOIIEHCS HECTAOMITLHOW TeMOIMHAMUKOM.

OTOT OMarHo3 JOJKEH ObITh, 10 BO3MOXHOCTH, HMOATBEPXKIEH OOBEKTHBHO, HAIpPUMED,
a"nruorpadueit 1€rouHol apTepuu UM HEMHBa3UBHBIM METOJIOM, TAaKUM Kak ToMorpadus
n€rkux. KiIMHMYECKMX MCCIeNOBaHUM B OTHOIIEHWHM CMEPTHOCTH M OTAAJIEHHBIX
pEe3yabTATOB JICUEHHs] TPOMOOIMOOIINH JIETOUHON apTepUu HE IPOBOIUIOCH.

3. TpomOonuTHyeckas Tepanusi OCTPOro UIIEMUYECKOTO HHCYIIbTA.
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BO3HMKHOBEHHsI CHMIITOMOB MHCYJbTa U IIOCIE€ MCKIIOYEHUsS BHYTPUYEPEIIHOTIO
KpPOBOTCYEHMSI C IIOMOLIBIO  aJCKBATHOIO METOJA  BU3Yyalu3allMM, HaIpumep,
kommbtorepHoir Tomorpaduu (KT) TonmoBHOTO MO3ra WM APYroro AHMATHOCTHYECKOTO
METO/1a, YyBCTBUTEIILHOTO B OTHOIIEHUH OOHApy>KeHHsI KpoBoTeueHus (Harpumep, MPT).
O¢ddekr nedeHuss 3aBUCUT OT BPEMEHHU €ro Hauyajla, TO €CThb Oojiee paHHee JIeYeHHe
YBEJIMYHUBAET BEPOATHOCTh OJArONPUATHOIO pe3yJIbTaTa.

4.2. Pexxum 103MpoBaHNs U C1IOCO0 NPUMEHEeHUs!
PexxuM 03upoBanus

[Ipemapar PeBenusa cremyeT NpPUMEHSATH KaKk MOXKHO OBICTpee Toclie BO3HUKHOBEHUS
CUMIITOMOB.

Tpomborumuueckas mepanus 0cmpo2o UHGapKma Muokapoa

a) 90-MUHYTHBIN (YCKOPEHHBIH) PEXUM JO3UPOBAHUS JUIS MAMEHTOB C OCTPHIM HH(PAPKTOM
MHUOKAap/ia, Y KOTOPBIX JICUCHHE MOXKET ObITh HAYAaTO B TCUCHHUE 6 YaCcOB MOCIIC BOSHUKHOBCHHS
CUMIITOMOB:

e VY manmeHToB ¢ Maccou Teia >65 Kr:
15 Mr — BHYTpUBEHHO (B/B) CTPYIHO, 3aT€M HE3aMEIUTEIHLHO

50 mr — B/B nH(]y3us B TeueHue nepBbix 30 MHUHYT C MOCTEeIYIOIEH He3aMeITUTeTbHON
B/B UH(py3uen

35 mr B Teuenre 60 MUHYT 70 TOCTHKEHUS CYMMapHON MakCcUMaibHOM /10361 — 100 mr.

e VYV nmamueHToB ¢ Maccol Tena <65 KI CcyMMapHYIO 103y KOPPEKTUPYIOT C Y4ETOM MacChl
Tena:

15 mr — B/B cTpyiiHO, 3aT€M HE3aMEATUTENBHO

0,75 mr/kr (makcumym 50 mr) — B/B uHGyY3us B TedeHue mepBbiXx 30 MUHYT, C
He3aMeUIMTEeNbHOM nocnenyromeil B/B uHdy3uei

0,5 Mr/kr (MmakcumyMm 35 Mmr) B TedeHue 60 MUHYT;

0) 3-yacoBOil peXHUM J03UPOBAHMS JJS MALUEHTOB C OCTPbIM HHGApKTOM MHOKapAaa, y
KOTOPBIX JICYCHHE MOXKET OBITh HAYaTO B TIPOMEXKYTKE MKy 6 1 12 1 mocie BO3HUKHOBEHHUS
CHUMITTOMOB:

e VYV ManueHTOB C MAacCOH Tejia >65 Kr:
10 Mr —B/B cTpYItHO, 3aT€M HE3aMeUIUTEIBHO

50 Mr — B/B uH(}Y3Us B TE€UCHUE NIEPBOT0 Yaca, C He3aMeITUTEIbHON MOCIeaAyIoIIel B/B
uHpy3uen

40 Mr — B T€UEHNUE 2 4aCOB /10 TOCTHKEHUSI CYMMapHOH MaKCUManbHOM 10361 — 100 mr.

e VYV nanueHToB ¢ Maccoi Tena <65 Kr CyMMapHYIO 103y KOPPEKTUPYIOT C Y4ETOM MaCChl
Tena:

10 mMr — B/B cTpyiiHO, ¢ TIOCIEAYIONIeH He3aMeIUTeNbHON B/B HH(]Y3UEH ocTaabHOM
9acTH J03bl U3 pacueTa CyMMapHON MaKCUMaIbHOM 1036 — 1,5 MI/KT.

Bcnomoeamenvuas mepanus.
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MHUOKapJia ¢ nogbeMoM cermenTa ST corsnacHO TEKyIIUM MEXTYHapOAHBIM PEKOMEHIAIUIM.

Tpomborumuueckas mepanus OCMPOU MACCUBHOU MPOMOOIMOOIUU e20YHOU apmepull,
CONPOBOIAHCOAIOUEUCS HECMAOUTLHOU 2eMOOUHAMUKOU

e VY manumeHTOB ¢ Maccoi tena >65 Kr:

CymmapHas pno3a, cocrabisomas 100 Mr, momkHa ObITh BBEACHAa B TEUYCHHE 2 YaCOB.
HanGobmunii OnbIT MOMYYEH IPH UCTIOIB30BAHUH CIEAYIOIIETO PEKUMA TO3UPOBAHUS:

10 Mr — B/B CcTpyiiHO B TeueHUE 1—2 MUHYT, 3aTeM HE3aMeTUTEIHHO

90 mMr — B/B KamnenpHO B TEUCHHE 2 YaCOB A0 JOCTH)KEHHUSI CyMMapHOH MaKCHUMaIbHON
10361 — 100 mr.

e VYV nanueHToB ¢ Maccol Tena <65 KI CyMMapHYIO 103y KOPPEKTUPYIOT C Y4ETOM MaCChl
Tena:

10 Mr — B/B CTpyliHO B TeYeHHE 1—2 MHHYT, 3aT€M HE3aMEIJIUTEIHHO B/B MH(DY3UsSI
OCTaJIbHOM YacTH J103bl U3 pacueTa CyMMapHOM MakcHUMajibHOM 103bl — 1,5
MT/KT.

Bcnomocamenvnas mepanus.

[locne npumenenuss mnpenapara PeBenuza B ToMm ciywae, korga 3HaueHus AYTB
(aKTUBUPOBAHHOE YACTHYHOE TPOMOOIUIACTUHOBOE BpEeMs) MEHEE YeM B 2 pa3a IMPEeBBIIIAI0T
BEPXHIOIO TPAaHUIy HOPMBI, JOJDKHO OBITh HayaTo (WM MPOJOHKEHO) HWH(Y3UOHHOE
nprMeHeHHe remnapuHa. Jloza remapuHa J0JKHa ObITh CKOPPEKTHPOBAaHA Ul MOAJIEPKAHUS
AUYTB mexnay 50-70 cexynaamu (3Ha4€HUs JOJDKHBI PEBBIIATh UCXOAHbIE B 1,5-2,5 pasa).

TpOM6OJlum1/ﬂleCKa}i mepanus ocmpoco UulemMudecKkoco uHcyibma

JleyeHue OJKHO MPOBOAUTHCS TOJBKO MO HAOJIOJIEHUEM Bpada, IpOIIEeIIero ooy4eHue u
MMEIOLIETO OIBIT JICUEHUSI COCYAUCTHIX 3a00JIeBaHUN HEPBHON CHUCTEMBI.

Tepanusi nopkHa OBITH HauaTa Kak MOXHO ObIcTpee, B TeueHue 4,5 YacoB, MOCIE
BO3HHUKHOBEHHUS CUMOTOMOB (cM. pazzen 4.4). TepaneBTuueckuii 3 (HeKT 3aBUCUT OT BpEMEHHU
Hayaja Tepamuu, TO €CTb, YE€M paHbllEe HA4aTo JIEYEeHHE, TeM OOJIbIIe BEPOSITHOCTh
OnaronpusTHOro pesyasrata. [lo npomectBuu 4,5 yacoB mociie BO3HUKHOBEHUS! CUMIITOMOB
CYIIECTBYET OTPHIIATEIIFHOE COOTHOLICHUE TIONB3a/PUCK, CBA3aHHOE C NPUMECHEHHEM
[IpenapaToB aiaTeIulasbl, MO3TOMY [0 HCTEYEHMHM 3TOT0 BpEMEHM Ipenapar Pesenusa
OpUMEHATh He cienyeT. Pekomenayemas noza 0,9 mr/kr (makcumanbHO 90 Mr) BBOAMTCA
UH(Y3MOHHO B TeyeHne 60 MUHYT IOce NepBOHAYAILHOTO B/B CTPYMHOTO BBEACHHUS JI03BI
npemnapara, cocrasistouei 10 % oT BenMUnHbl CyMMapHOM 103bI.

TABJIMIIA C PEXXUMAMU IO3POBAHU A TTPETIAPATA TTPM1 OCTPOM
MINEMMWYECKOM MHCVYIJIBTE
Macca Tena (kr) O61mas 103a (Mr) If:;iggﬁ“gfrr)o ﬂoilgﬁglff E)I\I/[‘I;I)OFO

40 36,0 3,6 324
42 37,8 38 34,0
44 39,6 4.0 35,6
46 41,4 41 37,3
48 43,2 43 38,9
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52 46,8 4,7 42,1
54 48,6 4,9 43,7
56 50,4 50 45,4
58 52,2 52 47,0
60 54,0 54 48,6
62 55,8 56 50,2
64 57,6 58 51,8
66 59,4 59 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 74 66,4
84 75,6 7,6 68,0
86 774 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

Bcnomoecamenvnas mepanus.

be3onacHocTh M 3P (PEKTUBHOCTh YKAa3aHHOI'O BBILLIE PEXMMa TEparnuu, MPUMEHSIEMOro B
COYETaHUM C TEeNapuHOM WM C HWHTHOUTOPOM arperamuy TPOMOOIMTOB (HampuMmep,
alleTUICAJIUIIMIOBOM KHCIIOTOM), B mepBble 24 yaca 1NOCIE€ BO3HUKHOBEHHUS CHUMIITOMOB,
W3Y4EHbl HEIOCTaTO4YHO. B cBsa3m ¢ 3TMM, B mnepBble 24 daca mocie Hadala Tepanuu
npenapatoM PeBenusza mnpuMeHeHHWE HHTHOMTOPOB arperauuud TpOoMOOLMTOB (HampuMmep,
alleTUJICAIUIIMIOBOM KUCIIOTHI) MM BHYTPUBEHHOT'O BBE/ICHUS I'ellapuHa cieyeT n3oerars u3-
3a YBEIMYEHHUs pUCKa KpoBoTeueHHil. Eciau mpumeHeHue remapuHa TpeOyeTcsl MO JIPYruM
MOKa3aHUsIM (Hampumep, A NpOoPUIAKTUKU TPpoMOOo3a ITyOOKHX BEH), €ro /103a He JOJKHA
npesbimats 10 000 ME B ieHb, Tpu 3TOM Ipenapar BBOAUTCS MOJIKOKHO.

WMHCcTpyKIMy 110 NPUTOTOBIIEHUIO pAcTBOpa CM. B paszzeine 6.6.

JleTu ¥ MOJAPOCTKH

OnbIT IPUMEHEHHUS aTeIa3bl y I€TeH U MOJPOCTKOB OrpaHuueH. PeBenn3a npoTuBookasaHa
JUISL ISYEHHS] OCTPOT0 MIIIEMHYECKOT0 MHCYNIbTA y AETeH U MOAPOCTKOB B Bo3pacte A0 16 jer
(cMm. paznen 4.3). Pexum go3upoBaHus A neteit ot 16 1o 18 net He oTimyaeTcs oT pexknuma
JO3UPOBAHUsSI Y B3POCHBIX TIOCTE TMOATBEPKACHUS apTepHAlbHON TPOMOOIMOOIUU TpU
UIIIEMUYECKOM UHCYIIBTE (ITOCIIE UCKITFOYCHUS «MMHUTAITUN UHCYIBTa).

4.3 IlpoTuBONOKA3aHUS

[Ipemapar PeBenuza He  JOMKEH TPUMEHSTHCA y  MAIMEHTOB C  WU3BECTHOM
TUIEPYYBCTBUTEIBHOCTHIO K JIEUCTBYIOIIEMY BEIIECTBY (aiTeruiaza) WIM K JI0OOMY
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Ilpenapam Pegenusza ne cnedyem NpumeHamdv NpU HATUYUU BbICOKO20 DPUCKA pPA36UMUSL
2eMoppasuyecKux OCLONCHEHUIL:

e 00mIMpPHOE KPOBOTEUEHHUE B HACTOSALIECE BPEMS UJIU B TEUEHHE MPEABIIYIIUX 6 MECALEB,;
® TEeMOppPAruyecKHil 1uares;

e oxHOBpeMEeHHOE J(P(PEKTUBHOE JICUEHHUE MEPOPATbHBIMA  AHTUKOAryJIsSHTAMU,
Hanpumep, BapdapruHoM (MEXIyHapOAHOE HOpPMaIM30BaHHOE OTHomIeHue >1,3) (cMm.
pasnen 4.4);

e 3a0oJicBaHMs IICHTPAJLHOW HEPBHOH CHUCTEMbl B aHamMHe3e (B TOM 4HCIIE,
HOBOOOPA30BaHUs, aHEBPH3Ma, XHPYPrUYECKOE BMEMIATEIHCTBO HAa TOJIOBHOM HIIU
CIIUHHOM MO3T¢€);

e  BHYTpUYEpENHOE (B TOM YHUCIE CyOapaXHOUAAIBbHOE) KPOBOM3JIMSHHUE B HACTOSILEE
BpEeMs WJIM B aHAMHE3€, N003pEHUE Ha HAJIMUKUE TeMOPPAaruyecKoro HHCYIbTa;

e TsKENAst HEKOHTPOIUpPYEMasl apTepUAIIbHAs TUIIEPTEH3HS,;

e OO0IMPHOE XHUPYPrUYECKOE BMEIIATEIHCTBO HIIM OOIIMpHAas TpaBMa B TEUYCHHE
npenpiaymux 14 nHei, HelaBHAS YeperHO-MO3T0OBasi TPAaBMa;

e jumTenbHas (>10 MuH) WK TpaBMaTU4Has (> 2 MUH) CEp/I€YHO-JIETOYHasl peaHuMaIus,
ponsl B TeueHue 10 mpenuiecTBYHOIIMX JHEH, HEJABHO IPOU3BEJICHHAs MyHKLUS
HEKOMIIPEMHUPYEMOT'0 KPOBEHOCHOTO cocyAa (Harpumep, MOAKIIOUNYHON WU SpEMHOMN
BEHBI);

L4 TsOKENBIE 3a00JIEBaHUS INCYCHHU, B TOM YHUCIIC MeYE€HOoYHas HEAOCTAaTOYHOCTDh, TUPPO3,
nopTajibHast TUIICPTCH3UA (B TOM YHCJIC BAPUKO3HOC PACHINPCHHUEC BCH HI/IH_ICBO,I[a) u
aKTHUBHBIN I'CIIaTUT,

e  QakTepHaJIbHBII 3HOKAPIUT, IEPUKAPINT;
®  OCTpBII IAHKPEATUT;

L4 HO)ITBCp)KI[éHHaSI s3BeHHas 00Jie3Hb KEIyaKa HIIn )IBGHaI[HaTI/InepCTHOfI KHIIIKU B
TCUYCHHUEC ITOCIICIHUX 3 MCCAIICB,

e apTepuaibHbIC aHEBPU3MBI, N€PEKTHl Pa3BUTHUS apTepUil UM BEH;
e  HOBOOOpPa30BaHHUE C MOBBIIICHHBIM PUCKOM PAa3BUTHS KPOBOTECUCHHS.

Ilpu npumenenuu npenapama O0na Je4eHUs UHPAPKMA MUOKAPOA U  MACCUBHOU
mpomoOoIMb0IUU 1E204HOL apmepuu, OONOIHUMENbHLIMU NPOMUBONOKA3AHUAMU NOMUMO
8blULENEPEUUCTIEHHBIX, ABNAIOMCA:

®  TEeMOpPpPArnyeCcKHil MHCYJIbT UM MHCYJIbT HEU3BECTHOMN 3THOJIOTUN B AaHAMHE3E;

®  WIIEMUYECKHH UWHCYAbT WIM TpPAaH3UTOpHAs MIIEMHUYecKass araka B TEUYCHHE
IPEIIECTBYIONIMX 6 MECAIEB 3a MCKIIOYEHHEM TEKYLIEro OCTPOro HIIEMHUYECKOIrO
UHCYJIbTa B T€UEHHE 4,5 4acoB.

Hpu npumeHeruu npenapama Pesenuza ona neuenus ocmpoco uutemudecKkozo uHcylibmada,
OONONHUMENbHBIMU npomueoOnOKA3AHUAMU NOMUMO 6blULenePEeUYUCTIEHRbLX, AG/IAIOMCA.

®  [PU3HAKHU BHYTPUUYEPEITHOTO KPOBOUBIHUSHUSA 110 TaHHBIM KOMIIBIOTEPHON TOMOTrpaduu
(KT) ronoBHOro Mo3ra v KIMHHYECKAE CHMIITOMBI BHYTPUYEPEITHOTO KPOBOUBIHSHUS



COOTEBETCTEYET .
ot 13.12.2023 N= 2613

(NOCNEQCBATENEHOCTE 0006)

npu HopMalibHOU KT rojioBHOr0O M03ra;

(CMEPTHOMY OTUETY

® TOSBJICHUE CUMITOMOB MIIEMHYECKOTO MHCY/bTa Ooiiee ueMm 3a 4,5 yvaca 10 Hauyana
I/IH(l)y3I/II/I HJIN OTCYTCTBHUEC TOUHBIX CBCZ[GHI/If/'I O BPCMCHU BO3SHUKHOBCHUA CUMIITOMOB;,

e  OBICTpOE YNyYIIEHHUE COCTOSHHS NMPH OCTPOM HIIEMHUYECKOM HMHCYJIbTEC WM ciadas
BBIPQ)KEHHOCTh CUMIITOMOB K MOMEHTY Hayaja UH(Y3HH;

®  TSHKEJO MPOTEKAIONIMKA WHCYJIBT, HA OCHOBAaHMHM KIIMHUYECKUX JIaHHBIX (HampuMmep,
eciu nokaszarenb NIHSS (National Institutes of Health Stroke Scale) >25) w/unm no
pe3yabTataM  COOTBETCTBYIOIIMX  METOJOB  BHU3yaJH3alMH  (KOMIBIOTEPHOU
TOMOTpaduu WM MarHUTHO-PE30HAHCHON TOMOTrpadun);

®  CyIOpOI'H B Hauaje UHCYNbTA;

o CBCACHUA O IICPCHCCCHHOM HHCYJIBTC HIIN cepbe3H0171 TpaBMC I'OJIOBbBI B TCUCHHC 3
nNpeaANICCTBYIOIIUX MECALICB,

o HaJIMYHUC B AHAMHE3€C UHCYJIbTA JIF000I 3THOJIOTHU Y HagUCHTOB € CaXapHbIM I[I/Ia6eTOM;

e [IpUMEHEHHE TernapuHa B TeueHue 48 yacoB /10 Hayaja MHCYJbTAa, €CJIU B JIAHHBIH
MOMEHT BPEMEHH IOBBIIIEHO aKTUBUPOBAHHOE YaCTUYHOE TPOMOOIIIIACTUHOBOE BpeMs
(AUTB);

e ypucyo TpoMOoruToB MeHee 100 000/mMK;

e cucronuyeckoe aprepuanbHoe naBieHue (AJ[) Beime 185 MM pr. cT., Wi
TUacTolinueckoe aprepuanbHoe naBieHue (AJl) Bemme 110 MM pr. cT., wWiH
HEOOXOJIUMOCTh TPUMEHEHUS HWHTECHCUBHOW Tepanuu (BHYTPHUBEHHOTO BBEICHUS
MpenapaToB) sl CHIYKSHUS apTepUaIbHOTO JaBICHUS 0 dTUX TPAHUIL;

e  KOHIIEHTpAlMs IITIOKO3bl B KpOBU <2,77 MMOJb/1 unu >22,20 MMOIb/JT;
e JetH 10 16 net (o mpuMeHeHUH y neteit >16 et cm. paznen 4.4.).
4.4. OcoOble ykazaHMsl 1 MepPbl NPeI0CTOPO’KHOCTHU NPH NPUMEHEHUH

OTCIIEXNBAEMOCTD

I[J'IH yaydaieHuss - MIpOCIICKUBACMOCTHU OMOJIOTHYECKUX JICKApCTBCHHBIX  IIpC€IIapaToB
HCO6XO,I[I/IMO TOYHO JOKYMCHTHPOBATH TOProBOC HAWUMCHOBAHHEC W HOMCEp CCPUU
MMPUMCHACMOTI'O IIperiapara.

TpomOomuTrueckas/pubpuHouTHUecKass Tepanus TpeOyeT Haajaexamero KOHTPOJIS.
Jleuenne npenaparom PeBenuza [0MKEH IPOBOAUTH Bpad, MMEKOIIMM OMNBIT MPOBEACHUS
TPOMOOJTUTUYECKON TEpaMu U BO3MOXKHOCTh KOHTPOJsS ee 3¢ dekTuBHOCTH. [Ipu BBeAeHNH
npenapara PeBenuza peKOMEHAYeTCsl UMETh B PACHIOPSKEHUH CTaHAAPTHOE PEaHMMAIlMOHHOE
00opyoBaHNEe U BO3MOXKHOCTh MTPOBEICHUSI HEOTIOXKHOU (hapMaKoTepanuu.

FHHGD‘IVBCTBI/ITCJ'II)HOCTB

[Tocne oOkOHYaHMSI JIeUEHHS HE HAOIIOAATOCh YCTOMYMBOrOo OOpa3oBaHUS AHTUTEN K
PEKOMOMHAHTHOM  MOJIEKYyJ€ 4YeJIOBEUECKOro aKTUBAaTOpa TKAaHEBOIO IIIa3MHHOIEHA.
CucremMaTH4eCKUI ONBIT TIOBTOPHOTO MPUMEHEHHMSI AJITEIIa3bl OTCYTCTBYET.

I/IMMYHOOHOCPGI[OBaHHBIC pCakuun TUNCPUYBCTBUTCIBHOCTH, CBA3aHHBIC C TIPUEMOM
npernapata PeBenn3a, MOryr ObITh BbI3BaHbl JEHCTBYIOIIMM BEIIECTBOM WM JIIOOBIM
BCIIOMOTATEILHBIM BEIIECTBOM (CM. paszen 4.3.).
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HMMYHOJIOTHYCCKUM MCXaHHU3MOM.

AHIMOHEBPOTUYECKUH OTEK SIBJII€TCSI HanbOoIee YacTOM peakiuel runepuyBCTBUTEIBHOCTH K
npernaparam aJTeruia3bl. ITOT PUCK MOXKET MOBBIIIATHCS B CIIydae IPUMEHEHHsI IO ITOKa3aHUI0
OCTPbIIl MINEMHYECKMH WHCYIbT W/WIM IPU COBMECTHOM HA3HAYEHUU C HHIMOUTOpAMHU
aHruoteHsuHnpespamiatomero gepmenta AIlD (cm. pasmen 4.5.). IlaumeHTsl, KOTOpBIE
MOJTyYaJIi TEPAIUIO N0 3apPETUCTPUPOBAHHBIM MOKA3aHHUSIM, JOJDKHBI HAOIIOIATHCS MO MTOBOY
pHCKa pa3BUTHS aHTHOHEBPOTHYECKOTO OTEKa B TEUEHHUE U 10 24 4acoB mocie HHPY3uu.

B cmywae  pa3BUTHS =~ TSDKENBIX  PEAKIMH  THUIEPUYYBCTBHTEIBHOCTH  (HAIpUMep,
AQHTMOHEBPOTUYECKUN OTEK) HHQY3HIO CIelyeT NpeKpaTUTh M HEMEIJICHHO Ha3HAYHUTh
COOTBETCTBYIOIIYIO TEPAIHIO, KOTOPAsi MOXKET BKIIIOYATh B ce0s1 MHTYOAIHIO.

KpoBoreuenue

Haubonee yacTteiM OCIIO)KHEHHEM, BOSHUKAIOIIMM BO BpeMsl Tepanuu npenaparoM Pesenm3za
ABIsIeTCsl  KpoBoTeueHne. OJHOBPEMEHHOE IPUMEHEHHE JApPYTUX aKTUBHBIX BELIECTB,
BIUSIONIMX Ha KOArylalui0 Wid (QYHKIUIO TPOMOOIMTOB, MOXET CIIOCOOCTBOBATH
BO3HUKHOBEHHUIO KpoBoTeueHus. [lockonbky npenapar Pesenusa pactBopsier puOpuH, MOKET
BO3HUKATh KPOBOTEUEHHE U3 MECT HeIaBHUX MyHKIMi. [ToaToMy TpoMOonuTuieckas Tepamnus
TpeOyeT TIIATEIbHOTO HAOIOEHUS 32 30HAMH BO3MOXXHOTO KPOBOTEYEHHS (B TOM YHCIIE
MecCTa BBEJICHUS KaTeTepa, apTepUAIbHBIX U BEHO3HBIX MYHKIUN, pa3pe30B U MHBEKIHI). Bo
BpeMsl JISUCHHSI ITpenapaToM Pesenmsa cieayer n30erath NCIob30BaHUs KECTKIX KaTeTEePOB,
BHYTPHUMBIIIEYHBIX WHBEKIINI 1 HEOOOCHOBAHHBIX MAHUITYJISIIHH.

B ciydae BO3HHMKHOBEHMsI TSDKEIOIO KpOBOTEYEHHUS, B OCOOEHHOCTH LiepeOpabHOro,
HEOOXOUMO HEMEIJIEHHO NPeKpaTuTh (PUOPHUHONUTUYECKYIO TEpanui WU IPUMEHEHUE
renapuHa. M3-3a KOpOTKOro mepuojia MOJIYBBIBEIEHUS W MHUHUMAIbHOIO BIIMSHUS Ha
CUCTeMHbIEe (DAaKTOpbl CBEPTHIBAHUS HET HEOOXOAUMOCTH B 3aMEUIEHUH (aKTOPOB
CBEPTHIBaHUSA. BOJIBIIMHCTBY MAallMEHTOB, Y KOTOPBIX €CTh KPOBOTEUEHHE, MOXKHO MOMOYb,
npepBaB TPOMOOJUTUYECKYIO M AHTHUKOATYJISIHTHYIO TEpanuio, 3aMEHUB O0BbEM M OKa3aB
py4YHOE JaBJIEHME Ha NOBPEXAEHHBIN cocyn. CregyeT pacCMOTPETb BO3MOXHOCTh
NpUMEHEHHs MpOTaMHHA, €CJIM TemapuH Obul BBEIEH B TeYeHHE 4 4YacoB [0 Hayaia
KpOBOTEUYEHHMsI. B pekux cilydasx, KOrja yKa3aHHBIE BbIIIE KOHCEPBATUBHBIE MEPHI SIBIISFOTCS
HeA(p(EKTUBHBIMU U KPOBOTEUEHHUE MPOJOJIKAETCS, MOXKET OBITh IOKa3aHO IpPHUMEHEHUe
MpenapaToB KPOBH.

Crnenyer paccMOTpPETh BO3MOKHOCTD IIEPEIIMBAHNS KPUOIPELUIINTATA, CBEXKE3aMOPOKEHHON
IUIa3MbI ¥ TPOMOOIIMTOB C TOBTOPHOM KIIMHUYECKOH U 1a00paTOpHOI OLIEHKOH MOCIe KX J0r0
BBeneHus. Ilpu wuHY3MM KpuompeuunuraTa >KeJaTelbHO JOCTHUYb IIEJIEBOTO YpPOBHS
¢ubpunorena B 1 r/m. Taxke MOXHO pPAacCMOTPETh BO3MOXKHOCTb IPUMEHEHHS
aHTU(UOPUHOIUTHYECKUX CPEACTB  (HampuMmep, TPAaHEKCaMOBOW KHCJIOTHI), OJHAKO
CHeIHalIbHBIX UCCIIEJOBAaHUM HE TPOBOAMIIOCH.

Puck BHYTPHUYCPCITHOI'O KPOBOUIJIMAHHSA IMOBBIIICH Y MOXWIBIX MAOWUCHTOB, ITIO3TOMY Yy 3THUX
MAanUMEHTOB CICAYCT THIATCIBHO IMPOBOJAUTH OLICHKY COOTHOMICHUSA PUCKA U MOJIb3bI.

Kak u B ciiyuae co BceMU TPOMOOTUTHUECKUMH CPEICTBAMH, O)KMJaeMas TepareBTHUECKas
M0JIb32 JJOJDKHA OBITH OCOOCHHO TIIATEIBHO COMOCTABICHA C BO3MOKHBIM PHCKOM, OCOOEHHO Y
MALHEHTOB CO CIEAYIOIIUMU COCTOSHUAMMU:
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MarucCTpajbHbIX COCYI0OB; BHYTPUMBIIICYHBIC HHBECKIINH, Hapy>I(HBII>’I Maccax cepaua,

®  COCTOSIHMS/3a00JIEBaHMSI C TOBBIIICHHBIM DPHUCKOM KpPOBOTEYEHHS, KOTOpHIE HE
YIIOMSIHYTHI B paszene 4.3.

[Ipu octpoM uHpapkTe MHOKapAa W 3MOO0JIMK JIETOYHON apTepuu HE CleayeT MPUMEHSTh
npenapar Pesenuza B 103e, npeBbimaromieit 100 Mr, a mpu 0CTpOM UIIEMUYECKOM HUHCYJIBTE —
B 7103€ Oosiee 90 Mr, Tak Kak yBEJIMYUBACTCS PUCK BHYTPUUEPETTHOTO KPOBOUBIHUSHUSI.

IlanueHTHl, MOJIYYAIOIIMe JICUSHHE IEPOPATLHBIMH aHTUKOAT YIITHTAMHK

[Tpumenenue npenapata PeBenusa MoxkeT ObITH pacCMOTPEHO, KOTZla JO3MPOBKA WM BpeMs,
MpOLIEIIee ¢ MOMEHTA MOCIIEIHEr0 MPUeMa aHTUKOAryJIIHTA, JEJal0T MaJOBEPOATHOU €ro
0CTaTOuHYI0 3()(PEKTUBHOCTh, TMOATBEPKACHHYIO COOTBETCTBYIOIIMMH TECTaMHU Ha
AQHTUKOAryJIsSIHTHYI0 aKTUBHOCTb COOTBETCTBYIOILIETO MPOAYKTA(OB), HE MOKA3bIBAIOIIUMU
KIMHUYECKH 3HAYMMON aKTUBHOCTH B cHucTeMe cBepThiBaHus (Hampumep, MHO<I1,3 nmns
AQHTaroHUCTOB BUTaMKHa K Uiu Apyrux cOOTBETCTBYIOLIUX TECT(OB) HAa IPYyTrUe NepOpaIbHbIE
AQHTUKOATYJITHTBI HaXO/SATCS B TIPEJIesiaX COOTBETCTBYIOIIETO BEPXHETO Mpe/ieia HOPMBI).

CTHu

K HACTOAIICMY BPCMCHHU OIIBIT IIPUMCHCHUS IIpCliapaTa PeBenusa y ,Z[CTeﬁ H IIOAPOCTKOB
OI'PaHHUYCH.

Ecnu npenapar PeBenu3sa paccmarpuBaeTcs A JICUCHHUS OCTPOTO UIIEMHYECKOTO HHCYIIBTA Y
HOJPOCTKOB cTapiie 16 yieT, He0OX0MMO TIIATENbHO, Ha HHAMBUYAIbHON OCHOBE, OLIEHUTh
0’KH/Ia€MO€ COOTHOLIEHHE I0JIb3a/pPUCK U, NPU HEOOXOAMMOCTH, OOCYIUTH CHUTYalUIO C
HalMeHToM M poauteneM/onekyHoM. llogpocTkoB crapme 16 ner criemyer JIe4uTh B
COOTBETCTBUH C JEHCTBYIOIIMMH KIMHUYECKHMH PEKOMEHIAIMSAMH JUI B3POCIBIX |
WHCTPYKIIMEH TI0 TPUMEHEHHIO TIpernapara IIoCie MPOBEACHUS COOTBETCTBYIOIICH
WHCTPYMEHTAJIBHONH JTUArHOCTUKM 110 BU3YallM3allMd M TOATBEPXKACHUS apTepHATbHON
OKKJTFO3UH, COOTBETCTBYIOIIEH HEBPOJIOTUIECKOMY CTATyCy (ITOCIE UCKITFOUEHUS «AMUTAIIH
UHCYNbTa» (cM. pazaen 5.1).

I[OHOJ'IHI/ITCJ'II)HBIG 0CO0KIe YKa3zaHusgd W MCEpPbl MNPECAOCTOPOXKHOCTH ITPpH JCYCHHH OCTPOro
I/IHd)aDKTa MHOKapJia ¥ OCTPOMl MAaCCUBHOM TDOM603M6OJII/II/I JIETOYHOM apTepuu

He crnenyer Ha3HauaTh mpenapaT PeBenusa B no3e, npebimatomieid 100 Mr, mOCKOJIbKY 3TO
CBSI3aHO C JIOMOJHHUTEJIBHBIM PHCKOM BHYTPHUYEPEIHOTO KPOBOTEeUYCHHs. [loaTomy,
HEOOXOUMO COOIIOAATh 0COOYI0 OCTOPOKHOCTH, YTOOBI YOEIUTHCS, YTO BBEJCHHAs J03a
aJITeIIa3bl COOTBETCTBYET MPEANUCAHUSAM B pazaene 4.2.

Osxujaemasi TepareBTHYECKas MoJib3a J0JDKHA ObITh OCOOCHHO TIIATEIBHO COMOCTAaBJIEHA C
BO3MOXHBIM PHUCKOM, OCOOCHHO y MAallMEHTOB C CHUCTOJIMYECKUM apTepHATIbHBIM JaBICHHEM
Bbie 160 MM pT. cT. (cM. pasnen 4.3) U ¢ NPEKIOHHBIM BO3PACTOM, YTO MOXKET YBEJINYUTh
PHCK BHYTPUMO3TOBOrOo KpoBou3iMsHUA. Ilockonbky TepameBTHdeckuii 3¢ ¢ext oT
MPOBEJICHHOTO JICYEHUS UMEETCS U y MOKUIIBIX MAllMeHTOB, CIEIyeT TUIATeIbHO MPOBOJIUTH
OLIEHKY COOTHOUIEHHUS NOJIb3a/PUCK.

Anmazonucmel enuxonpomeunoguix 11b/I1la peyenmopog

ComyTcTByIOIIIeE MPUMEHEHHE AaHTaroHUCTOB riukonporenHoBbix [Ib/Illa pemnentopos
MOBBIIIACT PUCK KPOBOTCUYCHH.
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I/IHd)aDKTa MHOKapaa

Apummuu
Koponapublit TpoMO0IHM3UC MOXKET MIPUBECTH K apUTMUU, CBSI3aHHOM ¢ penepdys3ucii.

Penepdy3nonnsie apuTMHK MOTYT IPUBOJUTH K OCTAHOBKE CEP/IIIa, IPEACTABIATH yrpo3y Jis
KHU3HHU U TOTPeOOBATh MPUMEHEHUS OOIENPUHATON aHTUAPUTMHUYECKON TEpariH.

Tpombosmboruu

[IlpumeHeHHEe TPOMOOJIMTUYECKHX CPEICTB MOXKET YBEJIWYHTH PUCK TPOMOOIMOOITHUYECKHX
OCJIOXKHEHUH Yy IAIIMEHTOB C TPOMOO30M JIEBBIX OT/IEIIOB CEP/IIa, HAIIPUMED, TPH MUTPATLHBIM
CTEHO03¢ WU GUOPHILIAIINN TIPEACEPIUH.

I[OHOJIHI/ITCJII)HI)IG 0COOKIC YKa3aHusgd W MCPbl MNPECAOCTOPOXKHOCTHU IIpH JICUCHHUHU OCTPOI'O
HINIEMHYCCKOI'O MHCYJbTA

Jledenue 1OKHO MPOBOIUTHCS TOIBKO MO/ PYKOBOACTBOM M HAOIIOJACHUEM OIIBITHOTO Bpaya,
MMEIOIIETO HAaBBIKM M OMNbBIT OKAa3aHUS WHTEHCHUBHOW Tepanuu ISl HEBPOJIOTHUYECKUX
nanueHToB. [JIsi KOHTPOJIS JICUeHUs MOTYT OBITh COOTBETCTBYIOIIMM OOpPa30M YYHUTHIBATHCS
pe3yabTaThl TUATHOCTHYECKUX 00CIIeI0BaHNM, POBEJACHHBIX paHee (cM. paszaen 4.1.).

Ocobule cpynnsl NAYUEeHmMoe68 CO CHUHCEHHbIM COOMHOWERUEM l’lOJbe%l/puCK

BryTpHuepenHoe KpoBOU3IMSHNE IPEACTABIsET COO0M OCHOBHYIO HEXEIAaTeIbHYI0 PEAKLIUIO
IpyY JISYEHUH TpenapaToM PeBennsa ocTporo MieMuyeckoro HHCyabTa (10 15 % manueHTos
0e3 yBenuueHMsI OOIel CMEPTHOCTH U 0e3 yBEeIWYEeHHs] OOIIed CMEPTHOCTH M TSXKEIOoN
HETPYAO0CIOCOOHOCTH BMECTE B3STHIX, T.€. MoAU(UIIMpoBaHHas mkaia Pankuna (MIIP) 5 u 6
0ayIoB).

[To cpaBHEHMIO C JIPYIMMH IOKa3aHUSIMH MALUEHTHl C OCTPHIM HMIIEMUYECKHUM HHCYJIBTOM,
MOJIyYaIOIMe MpenapaTsl aaTeria3bl, UMEIOT 3aMETHO MOBBIIIEHHBIH PUCK BHYTPUYEPEITHOTO
KPOBOU3JIUSAHHUSA, IIOCKOJIbBKY KpPOBOTEUEHUE MPOUCXOJUT MPEUMYILECTBEHHO B 00JaCTh
uH(papkKTa.

OTO OTHOCHUTCS, B YACTHOCTH, K CIEIYIOIIUM CIIyqasim:

L4 BCC CUTyallMH, MCPCUUCIICHHBIC B pa3aciic 43.uB [CJIOM BCC CUTyallu, CBA3aHHBIC C
BBICOKHMM PHMCKOM KPOBOTCUYCHMUS,

L4 10 MEPEC YBCIIMYCHUS BPEMCHH C MOMCHTA IMOABJICHUA CUMIITOMOB M 10 HaAYaJ1a JICUCHUA
HHCYJIbTa (I)aKTI/I‘-ICCKaH KIIMHUYCCKaAs IM0JIb3a YMCHBIIIACTCA. HOBTOMy HEC IOJDKHO OBITH
3aCPIKCK IIPpU BBCACHUU IIPCIIapaTa PCBCJ’II/BE[;

®  TAIMCHTHI, MPEIBAPUTEIBHO MOJTYYaBIINAE ACTHIICATUIIUIOBYIO KUCIOTY WIH JPYTHE
AHTHArperaHTHBIC CpEACTBA, MOI'YT HMCTH HOBBIIIEHHBIN PUCK BHYTPHUMO3TOBOI'O
KPOBOMBIIHMSIHUS, OCOOCHHO €CJIM JICYCHHE MpernapaTtoM PeBenu3a HavaTo B Ooliee
MO3/IHUE CPOKH;

® [0 cpaBHEHHMIO ¢ Ooyiee MOJOIBIMU IAllMEHTAaMH, MAIMEHTHI IOXKUIIOTO BO3pacTa
(crapiue 80 j1eT) MOT'YT UMETh HECKOJIBKO XYM PE3YJIbTAaT HE3aBUCUMO OT JICUEHHUSI.
VY naHHOW BO3pAacTHON KaTErOpUH TAKXKE Yallle BOZHUKAIOT O0Jee TSHKEIbIE HHCYIIBTHI,
CBsi3aHHBIE ¢ 00JIee BHICOKMM a0COTIOTHBIM PUCKOM BHYTPHUMO3TOBOTO KPOBOU3IUSHUS
MIpU TPOMOOJIU3KCE TI0 CPAaBHEHUIO ¢ OoJiee JISTKUMH WHCYJIbTaMH TIPU TPOMOOIU3HCE
WIM Y TalueHToB 6e3 Tpombonu3uca. XoTs, UMEIoIIHecs JaHHbIe yKa3bIBalOT Ha TO,
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c Oosiee MOJIOABIMU TAIMEHTAMU, NPOBOAUTH TEPANUI0 MOXHO, H3y4yUB Ha
WHJIMBUIyaJIbHOM OCHOBE COOTHOIICHHUE MOJIb3bI U pUcKa (cM. pa3zaen 5.1). [lauuentos
MOKUJIOTO BO3pacTa cieayeT oTOupars 0oJiee TIIAaTeNbHO, IPUHIMAas BO BHUMaHKE KaK
o0111ee COCTOSTHHUE 3/I0POBbsI, TAaK M HEBPOJIOTMUYECKHI CTaTyC;

e TepaneBTHYECKUM YPPEKT CHUKAETCS Y MALUEHTOB, EPEHECIINX paHee HHCYIbT (CM.
Takke pazzaen 4.3), Wik Npu HAIMYUU HEKOHTPOJIUPYEMOro caxapHoro auadera. Y
TaKUX IMalMEHTOB COOTHOLICHHE MOJIb3a/PUCK CUMTAETCA MEHee OJaronpUsTHBIM, HO
BCE YK€ OCTAETCSI MOJOKUTEIIbHBIM;

® y TAlNMEHTOB C JIerkod (opMoil MHCYIbTa PHUCKH, CBSI3aHHBIE C IMPHUMEHEHHEM
npenapara, MpeBOCX0oIAT 0KUIAEMYI0 MOJb3Y (cM. pazzaen 4.3);

® [IAMCHTHI C MHCYJIHTOM B OUYCHBb TSKEIION (opMme ToJBepraroTcs 0ojiee BHICOKOMY
PHUCKY pa3BHTHSI BHYTPUMO3TOBOI'O KPOBOHM3JIUSHUS U JIETAILHOTO MCXO0JIa U TIOATOMY
HE JIOJDKHBI OTOMpAThCs JUIs Tepamuu mnpernaparoM (cMm. pasaen 4.3). Jledenue He
Clie/lyeT HaYMHAaTh MO3JHEe, YeM uepe3 4,5 vaca 1mociie MOsBICHHS CUMIITOMOB U3-3a
HEOJIArONPUATHOTO COOTHOIICHUS II0JIB3a/PUCK, YTO OOYCIOBIICHO CIICAYIOIIUMU
00CTOSITeTLCTBAMM:

®  TIOJIOKHUTENIbHBINA (D(PEKT JICUeHUs CHIIKAETCS C TEUEHUEM BPEMEHH;

o Yy HalUCHTOB, PAHEC IMOJTYUYaBIINX aCTUIICAITUIUIOBYIO KUCJIOTY, YBCININBACTCA PUCK
JICTAJIBHOI'O UCXO0/J1a,

L4 MOBBIIICHHBIN PUCK CUMIITOMAaTUYCCKOI'O KPOBOTCUYCHMU .

Monumopune apmepuanvro2o 0asnenus

Heo6xon1nMo MOHMTOPUpPOBAaTh apTepHalbHOE AABICHHE BO BpEMs JIEUEHUs U B TeueHue 24
4yacoB nocie ero okoHdanus. ITpu nossimenun cucronuueckoro AJ[ >180 MM prt. cT. namn
quactonnueckoro AJ[ >105 MM pr. cT. peKOMEHIyeTcs BHYTPUBEHHOE IIPUMEHEHUE
AQHTUTUIEPTEH3UBHBIX IIPENapaToB.

Omex mo3sea

Penepdy3ust uimemMuznupoBaHHON 001aCTH MOKET BBI3BATh OTEK MO3Ta B 30HE WH(papKTa.
Jleyenne HrHOMTOPaMHU arperauy TPOMOOIIMTOB HE CIIeTyeT HAYMHATh B TCUEHUE TIEPBBIX 24
YacOB TIOCIIe TPOMOOIM3MCA ANTETIa301 U3-3a MOBBIIICHHOTO TEMOPPArHIE€CKOTO PHCKA.

4.5. B3aumopeilicTBUsSI € APYIMMH JICEKAPCTBEHHBbIMHM INpenaparamMM M JApyrue BHAbI
B3aMMO/EHCTBHUA

CrnenuanbHbIX  MCCIEIOBAaHWHA  B3aUMOJACWCTBUSA  npemapara Pepemmsa ¢ Opyrumu
JIeKapCTBEHHBIMM IperapaTtaMy, 0ObIYHO Ha3HAYaeMbIMH MalMEHTaM IpU OCTPOM HH(apKTe
MHUOKap/a, HE IPOBOAWIIOCE.

JlekapcTBEHHbIE CPEJCTBA, BIMSIONIME Ha CBEPThIBAHUE KPOBU WM M3MEHSIOUIMe (YHKIUIO

TPOMOOIIUTOB

HpI/IMeHeHI/Ie JICKAPCTBCHHBIX CPCACTB, BIIMAIONIMX HAa CBEPTBIBAHHUEC KPOBU HUJIU U3MCHAIOIINX

(GyHKINU TPOMOOLMTOB, 70, BO BpPEeMs WJIM TOCJIE Hadaja Tepanmuu mpenapaTtoM Pesenmza
MOYKET MOBBICHTh PHCK KPOBOTEUEHHUS, U MX TIPUMEHEHUS CIIeAyeT n30eraTh B epBbie 24 yaca
10CJIe JICYCHHSI OCTPOTO MIIEMHYECKOT0 HHCYIbTa (cM. pasaen 4.3.).

10
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OpnHoBpeMeHHOE TpuMeHeHne UHTHOUTOPOB AIID MOXKeT yBeTMYUTh PUCK PAa3BUTHSI PEaKIUn
THIIEPYYBCTBUTEIBHOCTH (CM. pasnen 4.4.).

Amnraronucts! rmmkonporenHoBeix |1b/111a penenropos

OnnoBpemenHoe npuMmeHenne anraronuctoB GPIIb/Ila yBennunBaet puck KpoBOTECUCHUSI.
4.6 PepTHIBHOCTD, 0€PEMEHHOCTb U JIAKTALUSA

bepemenHocth

OnpIT NPUMEHEHHS alTeIuia3bl y OCpEeMEHHBIX JKCHIIMH OrPaHWYeH. B JOKIMHHYECKUX
UCCIICIOBAHHSX, TPOBOJMBINUXCS C HCIOJIB30BAHUEM QJITEIUIA3bl B J03aX, MPEBBIIIAIONINX
J03bI, TMPUMCHSIEMbIE Y YeNOBEKa, HAOMIONANNCh NPU3HAKK HE3PEIIOCTH TUIOAA W/HIU
3M6pI/IOTOKCI/I‘IHOCTI/I, CUHUTABIINCCA CJICACTBUEM Q)apMaKOJIOFI/I‘-IeCKOI\/JI AKTUBHOCTHU
npemnapara. Ajireriasa He 00J1aaeT TepaToreHHbIM IeicTBHEeM (cM. pasaern 5.3.).

B ClIydasax OCTporo 38.60J'ICB8.HI/IH, YIrpoKaromiero KM3HH, I10Jib3a OT IIPUMCHCHUS IIpeIiapaTa
JOJDKHa OBITH COIIOCTABJIEHA C MNOTCHIHAJIbHBIM PHCKOM.

B cBs3u ¢ 3TMM npuMeHeHue mpernapaTta PeBenusa B mepuos OEpEeMEHHOCTH M KOPMJICHUS
TPYAbIO HE PEKOMEH]IYETCS.

JlakTaims

Bonpoc o mpoHUKHOBEHUU alTEIUIa3bl B TPYIHOE MOJIOKO >KEHIITUHBI HE U3y4EH.

CJ'IGI[y@T CO6J'IIOI[aTb OCTOPOIKHOCTD ITPpHU BBCACHUH IIPpCIIapara PeBenuza KOprIH.[Cﬁ KCHIIIMHEC,
HCO6XO,I[I/IMO MPUHATDH PCILICHUEC O IIPCKPAINCHHUU I'PYAHOT'0 BCKAapMJIMBAHHUA B TCUCHHEC IICPBLIX
24 gacoB mocnie BBCACHUS IIpCIIapara.

DdepTUabHOCTD

Knunnueckue naHHble O BIMSHUM Npenapara Peenusa Ha QepTUIBHOCTh OTCYTCTBYIOT. B
JOKJIMHUYECKUX HCCIEA0BAaHUAX OTPUIATEIBLHOTO BIMSHMS alNTeruia3bl Ha (GEepTHIBHOCTDh HE
YCTaHOBJICHO.

4.7 Baiusinue Ha cOoCOOHOCTH YNPABJATH TPAHCIOPTHBIMHU CPEICTBAMH U MOTEHIIHATBHO
ONACHBIMH MeXaHM3MaMu

He npumenumo. JlekapcTBeHHBIM npenapaTr MpeJHAa3HAYeH Ui Tepanud HEOTJIOKHBIX
COCTOSTHHI.

4.8 HexennaTenbHble peakuuu
Pesrome nmpoduis 0e300acHOCTH

Haubonee wacToii HeXenaTeNbHON peaklued, CBSI3aHHOW C MPUMEHEHHEM MpenaparoB
JITEIUIa3bl, SABJISAIOTCA pa3nuuHble (opmbl KpoBoTedeHuit (=1/100, mo <1/10: maccuBHBIE
KpoBoTedeHus; >1/10: 1r00bIe KPOBOTEUEHHS), MPUBOASIINE K CHIDKEHUIO TEMAaTOKPUTA U/ UITU
remoriobuna. KpoBousnusiHre MOXKET MPOU30MTH B JIF0OO0H YacTH U MOJIOCTH TeIa U TPUBECTH
K JKU3HEYTPOXKAIOIIEH CUTYaIlMH, BpEMEHHON HETPYAOCTIOCOOHOCTH WU CMEPTH.

KpOBOTC‘{CHI/ISI, CBA3aHHBIC C TpOM6OJ'II/ITI/IquKOI71 Tepanﬂeﬁ, MOKHO pas3acinuTb Ha IOBC
OCHOBHBIC KaTCTrOpHHU:

® HapyXHBIE KpPOBOTEYCHHUs (KaK TPABWIO, M3 MECT IYHKIUH WIA TOBPEKICHHUHA
KPOBEHOCHBIX COCYJIOB);

e BHYTPEHHHE KPOBOTEUYCHHUS B JIIOOON YaCTH MJIH MOJIOCTH TeTA.
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TabnuyHOE pe3roMe HEXKENATENbHBIX PDEAKIINI

COOTEBETCTEYET .
ot 13.12.2023 N= 2613

(NOCNEQCBATENEHOCTE 0006)

YacToTa HOOOYHBIX pEaKIHii, KOTOPBIC MOTYT BO3HUKATh BO BPEMSI TEPAINH, IPUBEICHA B BUJIC
ciemyrolel rpajganuu; oueHb 9acto (>1/10); gacro (>1/100, Ho <1/10); Hewacto (>1/1 000, HO
<1/100); penko (>1/10 000, Ho <1/1 000); ouens pexko (<1/10 000); gacrora Hen3BecTHA™ (Ha
OCHOBaHHMH UMEIOIINXCS JTAHHBIX OLCHUTh HEBO3MOKHO).

Cucremno-
OPraHHBIi KJacc

He:xkenarenbHasi peakumsi

Hapymenus co cTOpoHbI HMMYHHOMH CHCTEMBI:

penko

aHa(UIAKTOUIHBIE PEaKIMH OOBIYHO CJIa00 BBIPAKCHHBIC, HO B
OTJICTIBHBIX CIIy4asiX MOTYT ObITh OMACHBIMH JIJISI )KU3HU; BO3MOKHBI
CBIllb, KpanmuBHUIA, OPOHXOCIMA3M, AHTHOHEBPOTHYECCKUI OTEK,
camwkenne AJl, mok wim  MOOble  IpyrHe  peakuuu
TUTNIEPUYYBCTBUTEIILHOCTH

Hapymenusi co cTOpOHbI HEPBHOM CHCTEMBI:

qacTo

BHYTPUYCPEITHbIC KPOBOWM3JIMSHHS, TaKWe KaK BHYTPHMO3TOBOC
KpOBOM3JIUSIHAE, IliepeOpalibHas TemMaroMa, TeMOpparndecKuid
UHCYJIBT, reMopparuveckas TpaHchopMaIus WHCYJIBTA,
BHyTpHUYEpEITHAs TeMaToMa, CyO0apaxHOUAAIbHOE KPOBOTCUCHHE.
OCHOBHBIM HEXKEJATCILHBIM SIBJICHUEM OBUIH CHMIITOMATHYECKU
BBIPQ)KCHHBIC BHYTPHUYEPCITHbIC KPOBOMZIMSHUS (MX 4YacToTa
nocturana 15%). OgHako yBenuyYeHUs 4acTOTHI OCIOKHEHHUH HIIN
o0111e¥ CMEPTHOCTH YCTaHOBIIEHO HE OBLIO

OYE€Hb PEIKO

COOBITHS, CBS3aHHBIE C HEPBHOW CHUCTEeMOM (Hampumep,
SMWIENTUYECKUH NpUNagoK, Cyaopory, adasus, HapylleHue peuw,
JeJIUPHUI, OCTPBI MO3rOBOM CHHAPOM, BO30YX/JAE€HHE, CIIyTAHHOCTh

CO3HaHUS, JIEPECCHs, IICMX03), YacTo0 B COYETaHWUU C
OJTHOBPEMEHHBIMH  HIIEMHUYECKUMH  WIH  TeMOpparuyecKuMu
11epeOpOBACKYIIPHBIMHU COOBITHUSIMU.

Hapyenusi co cTOpOHbI OpraHa 3peHusi:

penko KpPOBOU3IUAHUS B IJ1a3a

HapyieHnusi co cTOPOHBI OpPraHa cjayxa u JaOUpHHTA

HEYacTo YIITHOE KPOBOTECUEHUE

Hapymenust co cTOpoHbI cepana™:

O4YCHb 4acCTO PEOIUAUBHUPYIOLIAA HIIeMust/ CTCHOKapaus, apTepuraibHasa

TUIIOTCH3UA U CEPACHHAA He)IOCTaTO'-IHOCTI)/ OTCK JICTKUX

4acTo Kap/JMOTEeHHBIN IIOK, OCTAHOBKAa CepAlla U IMOBTOPHBIM HH(APKT
MHOKap/a
HEYacTo penepdy3noHHbIE apUTMUH (aput™mus, HKCTPACUCTOIIHS,

GbubpuISIIUS  IPeACepANiA, aTPUOBEHTPHUKYIsApHAs Onmokama oT I
CTENeHH JI0 TMOJHOM  Onokaabl, (UOPUIIIALUS/TpEreTaHne
npencepanii, Opaaukapaus, TaXUKapaAus, KelyI04YKoBas apUTMHsI,
GUOpWIISIHAS ~ JKETYyIOYKOB,  IKEIyJOUYKOBask  TaxXWUKapIus,
AJIEKTPOMEXaHNYECKast JTCCOIIMALIN), MUTpaTbHASA
HEJIOCTATOYHOCTh, TPOMOOAMOOJMS JIETOYHOW apTepuu, Apyrue
CUCTEMHBIE dMOOIUU/IMO0NHSI COCYJOB TOJOBHOTO MO3ra, Ae(EeKT
MEXOKETYI0UKOBOM MIEPEeropoIKu
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OTEETCTEYET 2K
ot 13.12.

AL

) (MOCHEQOER
HapyuieHnnsi co CTOPOHBI COCYI0B:
OYEHb YaCTO KpOBOTEUEHHUS (TaKue KaK reMaToMa)
penko NepuKapIMaibHOe KpPOBOTEUEHHE, HSMOONIMsA, KOTOopas MOXKET
MPUBECTH K COOTBETCTBYIOIIMM MOCIEACTBUSIMH CO CTOPOHBI
3aTPOHYTHIX BHYTPEHHUX OPraHOB
HEU3BECTHO KPOBOTEUYEHHS B TAPEHXUMATO3HbIE OPraHbl (TaKhe KaK MeYeHOYHbIE

KpOBOTEUEHHUS)

Hapymenusi co cto

POHBI bIXaTeJIbHON CHCTEMbI, OPraHOB TIPYAHOIl KJETKH U

CpeaoCTeHus:
qacTo KpPOBOTCYCHUC U3 00JIaCTH TTIOTKH
HEYaCTO HOCOBOC KpPOBOTCUCHHC, JICTOYHOC KpPOBOTCUYCHUC (HaanMep,

KpPOBOXapKaHbeE,
yTen)

reMoTOopaKkC, KpPOBOTCUYCHHUC M3 IbIXaTCJIbHbIX

Kesy10uHO-KUIIEYHbIE HAPYIICHHS |

4acTo KEJIyI0YHO-KUIIEYHbIE KPOBOTEUEHMs (TaKHUE KaK JKEIyJA04YHOe
KpOBOTEYEHHUE, KPOBOTCUCHHUE M3 SA3BBI JKEIIy/IKa, KPOBOTCUECHHUE U3
IIPSIMOM KUIIKHU, KpOBaBasi pBOTa, MEJIEHA, KPOBOTEUEHHUE U3 POTOBOU
II0JIOCTH, KPOBOTEUYEHUE U3 JIECEH)

penko 3a0pIOIIMHHOE  KpOBOTEYeHHEe  (Hampumep,  3a0prOIIMHHAs
reMaTroma), TOIHOTa

HENU3BECTHO pBOTa

HapyieHnus co CTOPOHBI KOKHM M MOAKOKHON KJIEeTYATKH:

4acTo 9KXHUMO3bI

HapyueHnust co CTOPOHBI N0YEK U MOYEBbIBOASIIIUX ITyTEH:

4acTo YpOT€HUTaJbHbIE  KPOBOTEUYEHHsS  (Takue Kak  remarypus,

KpPOBOTCUYCHHA U3 MOYCBBIBOJAIIUX HYTeﬁ)

Oﬁllll/le HApYUICHUA U PpCaKIIUM B MECTEC BBCACHUSA .

qacTo

KpPOBOTCYCHHA B MECTC HYHKHHﬁ, KPOBOTCYCHHA B MCCTC I/IHT)eKIII/IfI
(Hampumep, TeMaToMa B MECTE€ YCTaHOBKH KaTeTepa, KPOBOTEUEHHUE
B MECTE YCTAaHOBKH KaTETEPa)

JlabopaTopHble H HHCTPYMEHTAJIbLHBIC JaHHbIE:

HCYaCTO

CHMXXCHUC apTCPHAIIBHOI'O NABJICHUA

HEHU3BCCTHO

MOBBIIICHUE TEMIIEPATYPHI TEIA

TpaBMbl, HHTOKCHKAIIUH W OCT0KHEHUSI MPOLEAYP:

HCHU3BCCTHO

XKupoBasg sMOomug (3MOONUS KpHCTaNIaMH XOJIECTEPHUHA), YTO
MOXET IIPUBECTU K COOTBETCTBYIOIIHUM IOCIEACTBUIM CO CTOPOHBI
3aTPOHYTHIX BHYTPEHHHUX OPraHOB

Xupyprudeckue 1 MeJHIIHHCKHE NPOLeYPbI:

HEHU3BCCTHO

HE00XOIMMOCTh B FeMOTpaHCPY3UsIX

* KaK U B CJIy4yae ¢ APYTUMH TPOMOOTUTHUECKUMH CPEICTBAMH, O SBJICHHUSIX, OTIMCAHHBIX BBIIIE

B COOTBETCTBYIOIIEM pa3jelie, COOOIAIOCh KaK O MOCJIEACTBUIX WH(apKTa MHUOKapIa W/WUin
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 13.12.2023 N= 2615

MIPUMEHEHUS TPOMOOJUTUKOB. DTH CEPICUHBIC 306BITI/I5[|:Q(I)_IT:;’:T-|EB;[§ %ﬁl&ﬂﬁiﬁé{& ﬁknlgflr'prh

MOTYT IIPUBECTU K CMEPTHU.

COO6H.I€HI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo0mare O MHOJ03pEBAaEMbIX HEKENATEIbHBIX PEAKIUAX I10CIE PErucTpaluu
JEKapCTBEHHOTO IIperapara ¢ IeJbl0 00eCledyeHus HENpepbhIBHOTO MOHUTOPHHIA
COOTHOILIEHUS «I10JIb3a — PUCK». MEIUIMHCKUM paOOTHUKAM PEKOMEHJyeTCsl coo0LaTh O
JOOBIX IOA03PEBAEMBIX HEXENATEeJIbHBIX PEAKIMIX JICKapCTBEHHOIO IIpernapara uepes
HallMOHAJIbHBIE CHUCTEMBl COOOILEHHUS O HEXeJIaTelIbHbIX pPeakUHsX rocylapcTB — YICHOB
EBpa3zuiickoro 3KOHOMHYECKOr0 COr3a.

Poccuiickas ®@enepanus

109012, r. Mocksa, CinaBsitHCKas IIOIIA/b,
.4, crp. 1

®denepanbHas cinyx0a Mo Haa30py B chepe
3/IpaBOOXPaHEHUS

Tenedon: +7 (800) 550-99-03
DNeKTpOHHAas MoYTa:
pharm@roszdravnadzor.gov.ru

Caiir: http://roszdravnadzor.gov.ru

4.9 Ilepeno3upoBka

CUMOTOMBI
[Ipy mnpeBbIIEHUM  MAKCUMAJIbHOM  PEKOMEHJOBAaHHOM  J103bl  MOBBIIIAETCS  PUCK
BO3HUKHOBEHHUSI BHYTPUYEPETTHOTO KPOBOTECUEHUSI.

Hecmotpst Ha oTHOCUTENBHYIO clIeU(UIHOCTH K (pUOPHHY, EpeO3UPOBKA MOXKET MPUBECTH
K KJIMHUYECKU 3HAUMMOMY CHUKEHHIO YpOBHS (PMOPHUHOTEHA U IPYTUX (PAKTOPOB CBEPTHIBAHUS
KpPOBHU.

Jleuenue

B OonpiminHCTBE cy4yaeB JOCTaTOUHO MPEKPATUTh BBEICHUE Mpenapara PeBenusa u oxunath
(U3UONIOrMUECKOTO BOCCTAaHOBIEHHUS ATHX (akTopoB. OAHAKO, €CIM BO3HUKAET CEPhE3HOE
KpPOBOTEUYCHHE, PEKOMEHAyeTCs WH(QY3Usd CBEKE3aMOPOXKEHHOW IUIa3Mbl H, TIpH
HEO0OXOIMMOCTH, MOTYT OBITh Ha3HAYEHBI CHHTETHYECKUE aHTU(DHOPUHOTUTUYECKIE CPEICTBA.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1 ®apmakoaMHaMH4YecKHe CBOMCTBA
®dapMakoTepaneBTUYECKas TPYIIa: aHTUTPOMOOTUYECKUE CPEACTBA; PePMEHTHI.

Kox ATX: BOLADO02
PeBenu3a siBisiercst OrnoananoroM (OMOMOJOOHBIM JIEKAPCTBEHHBIM MPETApaTOM).

Mexanusm geiicTBus

AKTHBHBIM MHTpEIMEHTOM Ipernapara PeBenusa sBisercss anrernia3a, peKOMOWHAHTHBIN
YEJIOBEUECKUH  TKAHEBOM  aKTUBATOp  IUIQ3MUHOIE€HA,  IJIMKONPOTEWH,  KOTOPBIN
HCIMOCPCACTBCHHO AKTUBUPYCT MMpEeBpalICHUC IIJIa3MHUHOI'CHA B IIJIa3MHH. ITociae
BHYTPUBCHHOI'O BBCIACHUA QJITCILUIA3a OCTACTCA OTHOCHUTCIBHO HEaKTUBHOM B CHCTEME
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COOTEBETCTEYET .
ot 13.12.2023 N= 2613

KpoBOOOpaIeHus:. AKTHBAIMS alTeIIa3bl MPOUCXOIUT %Eﬁ%‘l@%ﬁ%‘é‘ QEMpJﬁbnl/{ I't'rr'o

(CMEPTHOMY OTUETY

BBI3BIBACT NIPEBPAICHIE TUIA3MIUHOTEHA B TUIA3MHH U BEJIET K PACTBOPCHHIO CI'yCTKa GUOpHHA.

dapmakogngamuyeckue 3P HeKTel

Bcernenctue cBoeit oTHOCUTENbHON (GUOPHUHOCTIEIU(DUIHOCTH IPUMEHEHHE AITEIUIa3hl B J03€
100 Mr mpuBOIUT K YMEPEHHOMY CHIDKEHHUIO YPOBHS LUpPKyIHpyromero (uoépuHorena,
npumepHo 10 60% uepe3 4 yaca, KOTOPbIH OOBIYHO BO3Bpamiaercs K ypoBHI0 80% uepes 24
yaca. KoHIeHTpanuu mia3MUHOTeHa U anb(a-2-aHTUIUIa3MHHA 4epe3 4 yaca CHUXKAIOTCS
npumepHo 10 20 % u 35 %, COOTBETCTBEHHO, U Uepe3 24 yaca CHOBA MOBBIIIAIOTCS 10 Ooee
yeMm 80%. 3HAUUTEIBHOE U JJIUTEIBHOE CHIKEHUE YPOBHSA LUPKYIUPYIOLIEro GuOpuHOreHa
OTMEUEHO JIMILIb Y HEMHOTUX MallMEHTOB.

Kinnanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

B uccnenoBanuu, Bimouasiiem 6osee 40 000 manueHTOB ¢ OCTPbIM HH(PAPKTOM MHUOKap/a
(GUSTO), BBenenue 100 mr anrtemuiassl B TeueHue 90 MUHYT C CONyTCTBYIOIIEH BHYTPUBEHHOMN
uH(y3uel renmapuHa NpUBENO K CHUKEHHUIO YpOBHsS cMmepTHocTu uepe3 30 mueit (6,3 %) mo
CPaBHEHMIO C BBEJECHHEM CTpenTokuHasbl, 1,5 miuH. EJ[ B Teuenune 60 MUHYT, C MOAKOKHBIM
WIKM BHYTPUBEHHBIM BBeaeHueMm renapuna (7,3 %). Ypoenb 30-AHEBHOW CMEPTHOCTH
CHI)KAETCA IO CPaBHEHUIO C TMAllMeHTaMH, KOTOPBIM TPOMOOIHMTHUYECKAs Tepamus He
Ha3HayaeTcs.

Tayuenmsi ¢ ocmpwvim uHpapxmom muoxkapoa

[Tnane6o-koHTpOIIMpyeMoOe uccienoBanne ¢ npuMmeHenuem 100 mr anreruiasel B TeueHue 3
yacoB (LATE) nokasaio cHmxeHnue ypoBHs 30-JHEBHOM CMEPTHOCTH 10 CPaBHEHUIO C T1aed0o
y HNAlMEHTOB, NOJy4YaBUINX JICUEHUE B TeueHue 6-12 yacoB Iociie MosBIEHUS CUMIITOMOB. B
cilyyasix, KOrja UMEIOTCs sIBHble MPU3HAKU MH(}apKTa MUOKapAa, TO JIaXKe JIeYeHUe, HauaToe
710 24 yacoB NOCJIE NOSBJICHUS] CHMITOMOB, MOXET OBITh 3()(hEKTHBHBIM.

Ocmpas maccusHas mpomboIMOO0IUsL Ie20YHOU apmepuu

VY nanueHToB ¢ 0cTpoil MacCUBHON TpoMO03MOO0IMEN JTErOYHOM apTepuu C HECTAOMIIBHOCTBIO
reMOJMHAMHUKN TPOMOOIUTHYECKAsI TEpAUs AITEIIa30i IPUBOAUT K OBICTPOMY YMEHBILICHUIO
pa3zMepa TpomMOa M CHUKEHUIO JaBJICHUS B JIETOUHOMN apTepuu. J[aHHbIE O JIeTalbHBIX UCX01aX

OTCYTCTBYIOT.

HGI/;MEHmbl C OCmMpuIM UtemMudeCKum UHCylbmom

B nByx nccnenoBanusix, nposeneHHsix B CIIIA (NINDS A/B) 3nauutenbHo 6osee BbICOKas
JIOJIsl TAIIEHTOB UMeIa ONaronpusaTHBINA UCXO/ TP MPUMEHEHHUH aITerIaskbl 0 CPABHEHHUIO C
wianedo (OTCYTCTBHE WM MHUHUMAIbHAsS HETPYAOCIOCOOHOCTh). OTH BBIBOIBI OBLIN
noarBepkaeHbl B uccienoBanun ECASS 11

Uccnenosanne ECASS III npencrasisiio coboit mianedo-KOHTPOIUPYyEeMOe IBOHHOE CIIEToe
UCclieIoBaHMe, MpoBeAeHHOe B EBporne y manueHToB ¢ OCTPhIM HMHCYJIBTOM BO BPEMEHHOM
uHTEepBase OT 3 710 4,5 yacoB C MOMEHTa IMOSBJIEHUS cUMNTOMOB. Ha3zHaueHue jeyeHus B
uccnenoauun ECASS III coorBerctBoBano TpedoBanusmM OXIJII ans anteniassl 1O
MOKAa3aHUsM JUIsl HHCYJbTA, 32 UCKIIIOYEHHEM BEPXHEro Ipejieia BpeMeHH OKHa JIeYeHHUs, T.€.
4,5 dacoB. [lepBuuHON KOHEYHOW TOYKOH ObLIa HETPYIOCHOCOOHOCTH uepe3 90 mHel,
pasneneHHas Ha O6naronpusatHeil (MomudumupoBannas mkana Pankuna (MIIP) ot 0 mo 1) u
HeOmaronpusatHeid (MILIP ot 2 1o 6) ncxonsr.

15



oT 13.12.2023 M2 2615
Bcero Obun pangomusupoBanbl 821 manueHr (418 @'Mﬁ@"&%ﬁﬁﬂh)ﬂbﬂk&%}ﬁnb

COOTBETCTBYET ZKCNEPTHOMY OTUETY

miane6o). bosnbiias 1o MalMeHTOB JOCTHUIIA OJAronpUsTHOIO MCXO0Jla MPU NMPUMEHEHHUH
anrernassel (52,4%) mo cpaBHeHmio ¢ miarnebdo (45,2%; OLI 1,34; 95% AU 1,02 - 1,76;
P=0,038). Yacrora 110000 BHYTPUYEPETHOTO KPOBOM3IUAHUS ObLIa BBIIIE MTPHU IPHUMEHEHUH
aJTeruia3pl MO CPaBHEHHUIO C IUIanebo0. YPOBEHb JICTAIBHOTO MCXOJla B TPYIIE allTeriaza
(7,7%) ObLT HU3KUK U JTOCTOBEPHO HE OTiM4ajcs oT ruianebo (8,4%; P=0,681). PesynbraThl
noarpymnmbsl ECASS I moaTBepxkaaroT, 4To O60s1ee JUIMTEIbHBIN TEpHUOo] C MOMEHTA MOSIBIICHUS
NEPBBIX CUMITOMOB M Hayajia JIEYEHHs] CBSA3aH C MOBBILICHHBIM PUCKOM CMEPTHOCTH U
BHyTpuuepenHoro kpopousnusHuss. Pesynbrarel ECASS III moka3plBalOT MOJIOKUTEIBHYIO
YUCTYIO KJIMHUYECKYIO MOJIb3Y AJIA aJITEIIa3bl B Mpeesiax OKHA JiedeHus oT 3 j0 4,5 4acos, B
TO BpeMsi Kak OObCIMHEHHBIC NAaHHBIC IEMOHCTPUPYIOT, YTO YHCTash KIMHUYECKAs IOJIh3a
OoJIbIIIe HE SIBJISIETCS OJArONPUATHOM JIJIS alTeIIa3bl B IPOMEXYTKE BPEMEHH, ITPEBBIIIAIOIIEM
4,5 gaca.

bezonacHOCTh M 3D (PEKTHBHOCTH ANITEIUIA3BI IS JICYCHUS OCTPOTO UIIEMUYECKOTO HHCYJIBTA B
Te4YeHHE 4,5 9acOB ¢ MOMEHTA Havajla MHCYJIbTA JI0 HaYaya JICYCHUs ObLIIN OLIEHEHBI B paMKax
peectpa SITS-ISTR, be3zonacnoe BHeapeHHe TpPOMOOIHM3UCAa TpPU HMHCYIbTE. B 3TOM
HaOJII0aTEIbHOM MCCIIEIOBAHUM JaHHBIE O pe3ysibrarax Oe3omacHoctd 21 566 maiueHTos,
MOJTy4aBIINX JieyeHue B nepuoa ot 0 10 3 yacoB, ObLIM COMOCTABJICHBI C JAaHHBIMU OT 2 376
MAIMEHTOB, MOJYy4YaBIIMX JieueHue B mepuoa oT 3 a0 4,5 yacoB mocie Hayalla OCTPOro
UIIEMHYECKOTO MHCYIbTa. OOHAPYKEHO, YTO YacTOTa CUMIITOMATHUYECKUX BHYTPUUEPEITHBIX
KpoBou3usHUH (cornacHo onpezaenenuto SITS-MOST) Beiie B HHTEpBaie BpeMEHU OT 3 10
4,5 gacoB (2,2%) 1o cpaBHEHUIO ¢ MHTEpBaJIoM BpemeHu a0 3 yacoB (1,7%). [TokazaTenun
CMEpPTHOCTH uepe3 3 mecsia ObUIM aHAJIOTUYHBI IIPH CPAaBHEHWH BPEMEHHOT0 MHTEpBajia oT 3
1o 4,5 gacoB (12,0%) ¢ BpemennbiM uHTEepBasioM oT 0 10 3,0 wacos (12,3%). Pesynbrarsl
HAOJIO/ICHUH TTOATBEPIKIAOT JaHHBIC KIMHHUYECKUX HCCIEIOBAHUN O TOM, YTO BPEMEHHOM
WHTEPBAJl C MOMCHTA ITOSBIICHUS TIEPBBIX CHMITTOMOB MHCYJIbTA JIO Havajia JICUCHUS SBIISETCS
BaXHOM IMPEIUKTOPOM UCXOa MOCIe TPOBEICHHON Tepanuu alTeIia3oun.

JInna mosKujioro Bo3pacra

J71s OLIeHKH COOTHOILIEHUS MOJIb3bl U PUCKa MPUMEHEHUS aJITeIlia3bl y HalueHToB crapie 80
JeT ObUIM UCHOJb30BaHbl CKOPPEKTUPOBAHHBIE C YYETOM WHJAWBHUYaJbHBIX JTAHHBIX
MalMEHTOB MeTa-aHAIN3bl 6 756 4enoBeK, BKIIIOYas MalMeHTOB B Bo3pacTe crapiie 80 jeT, B
JIEBSITH PaHOMU3UPOBAHHBIX UCCIIEIOBAHUAX B KOTOPHIX CPaBHUBANIACH alTeIia3a C rmiamnedo
WIA OTKPBITBIM KOHTpoJieM. BeposTHocTh xopomiero ucxoaa npu uacyinste (MIIP O - 1 Ha
90/180-# neHp) yBenuumiIach 1 ObUIa CBsI3aHa ¢ OOJIBIIEH MOIB30H MpH OoJiee paHHEM Havaje
TEpanuy Ui BCeX BO3PACTHBIX Ipyni (p-3HadeHue B3aumozeiictus 0,0203) u He 3aBucerna OT
BO3pacTa.

OddexT nevyeHus anreruiazor ObUT aHATOTUYHBIM Y MAIMEHTOB B Bo3pacte 80 jeT u Miiajiie
[cpennsist 3anepkka eueHus 4,1 gaca: 990/2512 (39%) nmanueHToB, MOTYYaBIINX alTEIUIA3Yy,
no cpaBHeHUio ¢ 853/2515 (34%) KOHTPOJBHON TPYNIOW TOCTUTIM XOPOIIETO HCXOAa
uHcynbTa Ha 90/180-i1 mens; OL 1,25, 95% U 1,10-1,42] u y nanueHToB crapiie 80 ner.
[cpenusis 3aneprxkka nedeHus 3,7 daca: 155/879 (18%) manueHTOB, MOMy4aBIIUX aNTEIIa3y, Mo
cpaBuenuio ¢ 112/850 (13%) KOHTPOIBHOM TPYNION TOCTUTIN XOPOIIET0 UCX0a UHCYIIbTA;
Ol 1,56, 95% AU 1,17-2,08].
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TIOSIBJICHUS TTEPBBIX CUMIITOMOB, XOPOIIUN UCXOJ HHCYIIbTa ObLT TOCTHTHYT Y 55/302 (18,2%)
o cpaBHeHuto ¢ 30/264 (11,4%) B xonTposbHo# rpymme (OLL 1,86, 95% AN 1,11-3,13),ay
TeX, KTO TOJydaJl anTeruiasy depes 3 - 4,5 gaca 58/342 (17,0%) nocTuriv XxopoIiero uexoa
WHCYbTa 0 cpaBHeHMIO ¢ 50/364 (13,7%) B kouTpOnbHOU rpymme (O 1,36, 95% AU 0,87-
2,14).

[TapeHxuMaTO3HOE KPOBOTEUEHHE 2-T'0 TUIA B TeueHue 7 nHel mpousouwio y 231 (6,8%) us
3391 nanuenra, mojgy4yaBIlIero airemiasy, no cpaBHeHuto ¢ 44 (1,3%) u3 3365 nauueHtoB
KoHTpouibHOM rpymmsl (OL 5,55, 95% AU 4,01-7,70).

[TapenxumaTo3HOE KPOBOTEUECHHE 2-TO TUIIA IPOU3OILIO C JIETAIbHBIM UCXOJIOM B TCUCHHE 7
nuen y 91 (2,7%) nauuenTa, mojydaBiiero aiaTeruiazy mno cpaBuenuio ¢ 13 (0,4%) nauuenramu
KoHTposibHOU rpymmsl (OL 7,14, 95% U 3,98-12,79).

VY nmanuenTtoB crapuie 80 JieT, MOJy4aBIIMX aNTeIia3zy, BHyTPUUYEPETHOE KPOBOU3IUSHUE C
JIeTaTbHBIM HCXO0IOM ITPOU30IILIO B TeueHue 7 queit y 32/879 (3,6%) manueHToB o CpaBHEHUIO
¢ 4/850 (0,5%) B kouTposbHOU Tpymme (OLI 7,95, 95% U 2,79-22,60).

U3 obmiero yncna 8§ 658 mauuentoB crapiie 80 JieT, MONyYaBIIMX JEUCHUE MEHEEe YeM Yepes
4,5 yaca ot Hayasa cumntoMoB B SITS-ISTR, nannbie 2157 nanueHToB, MoTy4aBIIuX JeYCHNE
B WHTEpBaje oT 3 A0 4,5 4acoB OT Hauajga MHCYJIbTa OBLIU COMOCTABIEHBI ¢ AaHHBIMH 6 501
MalKeHTa, MOJIYYaBIINX JIEYCHUE MEHEe YeM 3a 3 vaca.

TpexwmecsuHas ¢yHkIMoHanbHas HezaBucUMOCTh (MIIIP 0 - 2) cocraBuna 36 npotus 37%
(ckoppextupoBanHoe OII 0,79, 95% U 0,68- 0,92), cmeptHOCTh cocTtaBmia 29,0% mo
cpaBueHuro ¢ 29,6% (ckoppexktupoBannoe OII 1,10, 95% U 0,95-1,28), a
CHMIITOMATHYECKOE BHYTpHUepenHoe KpoBousnusuue (mo ompeneneHuto SITS-MOST)
cocraBmiio 2,7% npotus 1,6% (cxkoppexktuposannoe OIII 1,62, 95% JIN 1,12-2,34).

CTH

HaOnronarenbHble HEpaH/IOMHU3MPOBAHHBIE M HECONOCTaBHMBbIE JaHHBIE O TNAalMEHTax ¢
MHCYJITOM B Bo3pacTe 16-17 1eT ¢ moATBepKACHHBIM JICYEHUEM aTerIa30i ObUIN MOTy4eHbI
u3 peructpa SITS-ISTR (HezaBucuMBbIi MexTyHapoaAHbIN peructp). B mepuon ¢ 2003 no koHern
2017 roma B peructpe SITS O6bpuT0 coOpaHO B OOmIEH CIOXKHOCTH 25 TEAUATPUUECKUX
MAlMEeHTOB C MOJATBEPKICHHBIM MPUMEHEHHEM aJITeIIa3bl B BO3pacTHOM rpymme 16-17 rner.
Cpennsist 103a anrteriasbl, IPUMEHSBIIAsICS B 3TOH BO3pacTHOI rpymie, cocrasisia 0,9 mMr/kr
(mmanazon: 0,83 - 0,99 mr/kr). 23 u3 25 manyMeHTOB Hayallu JIeYeHHe B TeueHue 4,5 4 mocie
MOSIBJICHUS] CUMIITOMOB MHCYbTa (19 — uepe3 3 u; 4 —uepe3 3 - 4,5 u; 1 —uepe3 5 - 5,5 u; 1
ciyuyail He 3apeructpuponaH). Bec konebancs or 56 10 90 xr. Y OGoJIbIIMHCTBA MallMEHTOB
MHCYJIBT ObUI CpEJIHEN WM CPETHETSKENION CTeNeH! TshKeCcTH ¢ MenuaHoi mkansl NIHSS 9,0
(mmanazoH ot 1 10 30) Ha KCXOJHOM YpOBHE.

[Tokazarenn MILP na 90-it nenp OblM goctynHbl y 21/25 nanuentoB. Ha 90-ii nens y 14/21
nanventa ouneHka MIIP cocraBuna 0-1 (oTCyTCTBHE CHMITOMOB WM OTCYTCTBHE
3HAUUTENBHON HeTpyaocmocoOHocTH), a eme y S5 mnamuentoB MIIP cocraBunma 2
(HEeTpyAOCTIOCOOHOCTD JIETKOM CTereHn). ITo o3HadaeT, uyto 19/21 (6omnee 90%) manmeHTOB
UMenu OaronpusaTHBIN ucxo Ha 90-i 1eHp o JaHHbIM moka3areneit MIIP. ¥V octanpHbIX 2
MalMEeHTOB cO00IAaIoch MO0 0 cpemHeTsnKenon HeTpyaocnocooroctu (MILIP=4; n=1), nu6o
o nerainbHOM ucxoae (MIIIP=6) B Teuenne 7 aueit (n=1).
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KCMNEPTHOMY OTYETY

CornacHo akTyanbHOU MHpopMaIuy, y 2 u3 4 naueHToB B [lenp 7 6amt mo mRS cocrapmsin
2; a 2 U3 4 NaMEeHTOB 3asBWIN O SBHOM OOLIEM yJIydlleHuH B JleHb 7.

B Peructp taxke ObulM BHECEHBI JaHHBIC MO OE30MACHOCTH — HEXKEJIATEIBHBIM SIBJICHHSM,
CBSI3aHHBIM C KPOBOTCUEHHUSMH M OTeKamHu. M3 25 marmeHToB BO3pacTHOM Kareropuu oT 16 10
17 ner, HU y OJHOTO HE OBLIO 3apPETUCTPUPOBAHO CHUMIITOMATHYECKU IPOSBISIFOIICTOCS
BHyTpuMo3rosoro kposousnuauusa (IIBMK, BMK tuna PH2). B 5 cinyuasx nocne neueHus
AJITEIIa301 pa3BUIICS OTEK TOJIOBHOTO MO3Ta. Y 4 U3 5 MalMEeHTOB ¢ OTEKOM T'OJIOBHOTO MO3ra
B Jlens 90 6ay1 mRS cocrasisin ot 0 1o 2, mubo Habmroaanock obiee ynyumenue B Jlens 7 7
rmocJie BBeACHUs npenapara. Y ogHoro narueHTa B Jenb 90 6amr mo mRS cocraBun 4, uto
COOTBETCTBOBAJIO CPEAHETSDKENION WHBanuAu3auu. HU OAMH M3 CllydaeB HE 3aBEPIIIICS
CMEPTEIIHHBIM UCXO0M.

B nenom, u3 Peectpa SITS Obuio nzBnedeHo 25 cooOmieHuii 0 manueHTax B Bozpacrte ot 16 110
17 ner, MepeXHUBIIMX OCTPHIH HMIIEMUYECKUH HHCYIBT, KOTOPBIX JICUMIHM alTeIUIa3oi B
COOTBETCTBUH C PEKOMEHIANMSAMH JJIs MAIIMEHTOB B3pOCIOro Bo3pacra. Hebombimoii pazmep
BBIOOPKH TAIIMEHTOB HE IO3BOJISIET MPOBECTH CTATHCTHYECKMH aHAJIM3, OJHAKO, B IEJIOM,
MMEIOLINECS PEe3YIIbTaThl CBUACTEILCTBYIOT O MOJIOKHUTEIBHON INHAMUKE Y TAKUX MAI[HEHTOB
npu NpuMCEHCHUU O03, PACCUUTAHHBIX IJIA B3POCIIBIX IAIIUCHTOB. HOJIy‘IeHHI)IG JaHHBIC HEC
CBUICTCIILCTBYIOT (6] IIOBBIIIICHHOM PUCKE CUMIITOMAaTHYCCKHU MPOABJIAIOLICTOCH
BHYTPUMO3TOBOI'O KPOBOMIJIIMAHHWA UJIU OTCKA B CPABHCHHWU C B3POCJ/ILIMU IMMALITUCHTAMMU.

5.2 ®apmakoKuHeTHYECKHE CBOMCTBA

AnTenyiaza OBICTPO BBIBOJUTCS M3 KPOBOTOKAa M METaOOJIM3MpYETCsl TJIaBHBIM 00pazoM B
neyeHu (ma3MeHHbI kiaupeHce coctasiseT 550 - 680 mu/MuH). B duznonornueckux ycinoBusx
Oonblasi yacTh alTeIUIa3bl B KPOBOTOKE CBs3aHa ¢ MHruoutopoM. IIpucyTrcTBhe Apyrux
0€IKOB, B TOM YHCJIE€ MHTUOUTOPOB alTEIUIa3bl, HE MPEMATCTBYET MEUYCHOYHOMY KIMPEHCY
anreruiazbl. Kommekcel anreruiasbl U ee MHrMOUTOpa 3IMMUHHUPYIOTCS Kak CBOOOJHAs
anrernasa.

[Tepuon momyssiBeaenus (T12q) U3 mIa3Mbl cocTaBisieT 4-5 MUHYT. DTO O3HAYaeT, YTO yepes
20 muHyT B mazme ocraercs meHee 10% oT ucxoHOM KOHLEHTpauuu anteruiassl. [lokazaHo,
4yTO JUIsl OCTaBLIEHCA J03bl anTemsa3bl, COXpaHsoIEeHcs TIyOOKO B TKaHAX, HEPUOJ
nonyBbiBefeHus (T12p) coctaBnser okono 40 MUHYT.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
ApruHuH,

nosucopOar 80,

dbocdopHas Kucnora.

6.2. HecoBMeCTHMOCTH

[TonydyeHHblii nepBOHaYaibHO 1 Mr/mil (BOCCTaHOBIICHHBIH pacTBOp) HE PEKOMEHIYeTCs
JIOTIOJTHATEILHO Pa3BOAWTH BOJOHW ISl HHBEKIIMKA WM pacTBOpaMu Il MH(GY3UH Ha OCHOBE
YTJIEBOJIOB, HAIPUMED, JEKCTPO3bI B CBS3H C YBEITUUCHUEM MYTHOCTHU MOJTYYEHHOTO pacTBOPa,
a TaKKe CMEIIMBATh C IPYTUMU JICKAPCTBEHHBIMH TpenapaTamMu (B TOM YHCIIe, C TeITapuHOM)
HU BO (akoHe 111 MHPY3UHU, HU B OOIIeH CUCTEME JJI1 BHYTPUBEHHOT'O BBEICHUSI.
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(MOCNEQOBATENEHOCTE 0006)

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

(CMEPTHOMY OTUETY

HeBckpoITHI (hiaakoH

[Ipenapar — 3 roga, pactBopuTens — 3 roja.
He npuMeHATh KOMIUIEKT MOCJIe OKOHYAHUS CPOKa TOJTHOCTH.

BoccTaHoBIEHHEIN pacTBOD

C MHUKpOOHMONIOTHYECKOH TOYKH 3pEHHs Ipernapar cleayeT BBOAMTH Cpazy JKe IOocie
MPUTOTOBJICHHS PACTBOPA.

[TpuroToBiIEHHBIN PACTBOP XPaHUTh B T€UeHUE 24 yacoB npu Temmneparype ot 2 1o 8 °C.
Ecnam roToBbIif K MCMONIB30BaHUIO NpenapaT He BBOIUTCS Cpasy K€ IMOcje MPUTOTOBICHUS,

OTBCTCTBCHHOCTH 3a BPEMA M YCJIOBHA XPaHCHHA I'OTOBOI'O pacTBOpa HECET IIPUIOTOBHUBIICE
€ro JIMIo.

6.4 OcoOble MepbI NPEIOCTOPOKHOCTH NIPH XPAHEHHU U

XpaHUTh B 3aLIUIIEHHOM OT CBETa MECTE B OPUTMHAIBHON yIakoBKe (IIauKe KapTOHHOI) pu
temneparype ot 2 o 25 °C. He 3amopaxuBarsb.

VYcnoBust XpaHeHHs IPUTOTOBIIEHHOT'O PacTBOpa CM. B pazzede 6.3.

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

ITo 50 mr anrerniassl Bo GuiakoHbI U3 cTekia 1 rugposnndeckoro kiacca. OuakoHbI YKYIOPEHbI
npoOKOH pPe3UHOBON JTMOPMIBHOW ¢ OOKAaTKOM KOJIMAayKOM aJOMHUHHMEBO-IUIACTUKOBBIM C
KOHTPOJIEM [IEPBOI'0 BCKPBITHUS.

ITo 50 mn pactBopuTeEns (BOABI ISl MHBEKIUI) BO (hIaKkoHBI U3 CTEKIa 1 THAPOIMYECKOTo
kiacca. daakoHbl YKYNOpeHbl MPOOKOW PEe3MHOBOM ¢ OOKAaTKOM KOJIMAaYyKOM aTlOMHHHEBO-
IUTACTUKOBBIM C KOHTPOJIEM IIEPBOTO BCKPBITHS.

Ha noBepxHOCTb KOJIMAaYKOB AOMYCKAETCsl HAHECEHNE HOMEpa CEpUH «UH-0aJIK».

ITo 1 (1)J'IaKOHy C Ip€rapaToM U paCTBOPUTECIIEM BMECTE C JIMCTKOM-BKJIIAAbIIIEM ITOMCUIAOT B
MNa4YKy KapTOHHYIO, CH8.6)K€HHYIO KapTOHHBIM PAa3JACIUTCIICM.

J171st KOHTPOJIS IEPBOTO BCKPBITHUS KIIAMIAHBI MTAYKU (PUKCUPYIOT CAMOKJICAITUMUCS STUKETKAMHU.
6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH MNPH YHUYTOKEHUHM HCHOJIb30BAHHOIO

JICKAPCTBEHHOI0 Ipenapara MWIH OTX0J0B, IMOJYYECHHBIX IOCJe TNPHMEHECHHUS
JIEKApPCTBEHHOI'0 Npenapara, 1 Apyrue MaHUINYyJIsIMU ¢ NpernapaTom

Het ocobbix TpeGoBanmMii k yrunmsauuu. Bech ocTaBIMiicss JeKapCTBEHHBIN IMpenapar H
OTXOJBI CIEAYET YHUYTOXKUTH B YCTAHOBJIICHHOM IIOPSIKE.

HHCTDVKHI/I?I 110 IMOATOTOBKE JICKAPCTBCHHOTO ITpf€riapara nepea NpuMEHEHNEM

Jlmodunmzar, conmepkammiicss Bo (daakoHe Tpemapata PeBenmusa, pacTBOpSETCS B
ACeNTHYECKUX YCIOBUAX BOJOM 11 MHBEKIMHA (B KOMIUIEKTE) TakK, 4YTOObI KOHEYHas
KOHIICHTpAIIM aaTeIuIa3bl COCTaBsIa 1 Mr/Mil (COTIacCHO yKa3aHHOW HIDKE TaOJIHIIE).

®nakoH npenapara Pesennsa 50 mr
O0beM BOABI TSl UHBEKIHA, 100aBIsIeMbIi K THO(UIN3ATY 50 M
KoHeuHast KOHLIEHTpaLys aiaTeriasbl 1 mr/mn
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Takum oOpazoM, I TOJTy4YEHUS KOHEYHOU KOHHGH%ME%;&ﬁEQFEt%%’lragﬁﬂ‘fl()ﬁlleﬁ

1 mr/mu, Bo ¢akoH npenapara Pesenusa, conepamuii mnoduiansar, 10HKeH ObITh 100aBIeH
BECh 00BEM MPHUIIAraeMOTO PACTBOPHUTEIIS.

IToce BoccTaHOBIICHMS - IPO3PAYHbIM OECLIBETHBIN MIIN CJIETKA )KEITOBATOIO I[BETA PACTBOP.
WucTpykuuu 1o pa3BefeHuIo npenapara Pesenusa:
1. T'oroBsAT pacTBOp HENOCPEACTBEHHO MEPE]] IPUMEHEHUEM.

2. CHUMAIOT 3alIUTHYIO [JIaCTMACCOBYIO KPBILIKY C IBYX ()JIAKOHOB: C PACTBOPUTEIEM U
IMO(PUIU3aTOM, OB UX OOJBIINM MaIbIEM.

[IpoTtupatoT mpoOKy Kakaoro ¢uiakoHa CIUPTOBOM cal(eTKO.

OTOuparoT mmpuieM BOAY A MHbEKUUH U3 (hJakoHa C pacCTBOPHUTEIEM, BBOJSAT BO
(G1aKoH ¢ THODUITH3ATOM.

5. AKKypaTHO TEpPEeMEUIMBAIOT IOJIYYCHHYD CMECh JIO TIIOJIHOTO pPacTBOPCHHUSI.
Heobxoaumo n36erath CHIILHOTO B30AJITHIBAHUS (BO3MOYKHO 0Opa30BaHKE IICHBI).

HpI/I MOSIBJICHUU ITY3BIPBKOB HAIOT PACTBOPY HOCTOATH B TCUCHUC HECKOJIBKUX MUHYT
J0 UX MCYC3HOBCHHMA.

6. TlomyumBmmiicst mocie pa3BeACHUS PACTBOP JOJDKEH OBITh MPO3pPauyHbIM OECIIBETHBIM
WIN CBETIO-KeNThIM. Ilepen mpuMeHeHrneM HEOOXOMMO BH3yaIbHO MPOBEPUTH IIBET
pacTBOpa U HAJIMYME B HEM YACTHII.

OT1OuparoT HE0OX0IMMOE KOJIMIECTBO, UCTIONB3YS IIITPHII.

8. TlomyueHHbIH pacTBOp ImpemnapaTa BBOAUTCS BHYTPUBEHHO HETIOCPEACTBEHHO MOCIIE €T0
pa3BeneHus. Hencrosnb30BaHHBIN pacTBOP YTUIU3UPYIOT.

[Tony4yeHHBI MEpPBOHAYATIBHO PACTBOP MOXET JOMOJHHUTENIBHO Pa3BOJUTHCS CTEPUIIBHBIM
pactBopoM Hatpus xiopuaa 9 wmr/min (0,9%) Ans UHBEKIUH, NPH 3TOM MHUHHUMAaIbHas
KOHIIEHTpAIUsl alTeria3bl J0JDKHA COCTaBIATh HEe MeHee 0,2 MT/MII, Tak Kak He UCKIII0YaeTCs
MOSIBJIEHUE TOMYTHEHHS B BOCCTAHOBJIIEHHOM PacTBOPE.

[TosryueHHBI MepBOHAYaIbHO 1 MI/MJI pacTBOp HE PEKOMEHAYETCSl Pa3BOJAWUTH BOJOW JUIsS
UHBEKIUN MM pacTBOpamMH il MH(QY3Uil Ha OCHOBE YIJIE€BOAOB, HANpUMEp, AECKCTPO3bI, B
CBS3U C BO3MOXHBIM [IOMYTHEHHUEM BOCCTAHOBJIEHHOI'O PACTBOPA.

[Ipenapat PeBenu3a He peKOMEHyeTCS CMEIIMBATh C JPYTUMHU JIEKapCTBEHHBIMU CPEICTBAMU
(axe ¢ renapuHOM) HH BO (priakoHe aiisi nH(QY3ui, HU B 001Iel cucteMe /Uit BHYTPUBEHHOIO
BBEJICHUS.

7. AEPKATEJIb PETUCTPAIHMUOHHOI'O YAOCTOBEPEHMUSA

Poccniickas @enepanvs

00O «I'enepuym-Hekcm»

124460, r. MockBa, BH. Tep. I. MyHMIMNAIbHBIA OKpyr CummHOo, T. 3eneHorpan, yil.

Konctpykropa JIykuna, a. 14, ctp. 12, atax 6, koM. 34.
Ten. +7 (495) 988-47-95, 988-47-92.

7.1. llpeacraBuTe/Ib A€PKATENS PETUCTPAIIMOHHOIO YA0CTOBEPEHUS
[Iperen3un norTpedUTEIEN CIEAYET HAIIPABIATE 10 aAPECY:

Poccniickas @enepanvs
AO (I'EHEPUYM»
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601125, Bnagumupckas o6m., IleTymmHckuid_paiion, %"MEJH I:J/_}II‘." "SEE'C)'/'_'[C'K"%H,

cTp. 273.
Ten. +7 (49243) 72-5-20, 72-5-14.

8. HOMEP PETUCTPAHIMOHHOI'O YOCTOBEPEHUA

9. TATA IEPBUYHOMN PETUCTPAIIAU (IIOATBEPXKJIEHUS PETUCTPAIIUH,
INEPEPETUCTPALIMN)

Jlara nepBoii peructpanuu:

JlaTa mocneqHero noATBEPKACHUS perucTpaiuu (IepeperucTpaimn):

10. IATA IEPECMOTPA TEKCTA

OOmrass  xapakTepHCTHKa  JIGKAPCTBCHHOrO  mperapata  PeBenam3a  J0OCTymHA  Ha
UH(OPMAIIMOHHOM MopTajie EBpasuiicKoro 5KOHOMHYECKOTO COI03a B HH()OPMAIMOHHO-
KOMMYyHHUKaIMoHHo# cetn «MutepHer (https://eec.eaeunion.org).
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