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NHTpPO

 Cucrema remoctasa — ofiHa 13 ApPEBHENLLNX U
Hanbonee HageXHbIX CUCTEM YENOBEYECKOIO

opraHusmal!

e Ee cTpyKTypa, C OOHOU CTOPOHLI, KpanHe npocTa u
NorM4yHa — cBepThiBaloLLaa 1 NPOTUBOCBEPTLIBAtOLLIAA
CUCTEMA, Haxoasllme B COCTOSHUM banaHca, 1
NO3BOSIAOLLME NOAOEPKMBATDL XNUOKOE COCTOAHNE
KPOBW, HO NPpU HEOBXOAMMOCTU, HEMEOSIEHHOE
TpomboobpasoBaHMe N OCTAHOBKY KpoBoTeYyeHus. C
OpPYron CTOPOHbI 3TO apXu CNoXHada cuctema, nNpo
KOTOPYI Mbl O CUX NOP 3HAEM Jarleko He Bce.
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NHTpPO

e HecmoTps Ha ThICAYENETHIOK 3BOMOLMIO U
NCKITIOUYUTENBHY HAOEXHOCTb CUCTEMA reMocTasa BCe
Xe nHoraga naet coown.

o OTO MOXET ObITb CreACTBNEM BPOXAEHHbLIX MPObnem
(remopunuu, bonesHs ®oH Bunnubpaara, Tpombodmnnunm)
NN NPUOBPETEHHBIX COCTOAHNN (NPUEM
aHTUKOAarysnsaHToB, Ae3arperaHToB UK NMHbIX NpenapaTos).

o OTcloga ABa BaXXHENLUUX KNMUHUYECKUX MPOSIBNEHUS
HapyLLEHNN B CUCTEME reMmocTasa — NoBbILLIEHHAs
KPOBOTOYMBOCTb UK HAOBOPOT MOBbLILLIEHHAS CKIMOHHOCTb
K TpoMmboobpasoBaHuto. Oba MoryT ctaTb NPUYUHON
HebnaronpmMATHOro UCxXoAda y HENMPOXNPYPrNYECKOro
B6ONbHOrO.



NHTpPO

e Cneuundunka HENPOXNPYPIrMYECKMUX DONbHbIX TAKOBa, YTO
HapyLLEHUsI B CUCTEME reMocTasa AJis HUX UMeKT
)KN3HEHHO Ba)XHOE 3HAYEeHMe.

e [vinokoarynauma (BeayLmin NpUYNHHLIA akTop) CBA3aHa C
peanbHbIM PUCKOM TaKOro XXU3HEeYrpoXarLlero OCrnoXHeHus
Kak dpopMnpoBaHMe OCTPOWU nocreonepaLmoHHOU
reMaToMbl, NeTanbHOCTb OT KOTOPOro Npu BMeLlaTenbCTBax
Ha 34YA moxeT npocturatb 40 — 80 %!

o [nnepkoarynauuns nexmT B OCHOBE HEKOTOPLIX
cneundnyeckux npobriem (HanpmMmep CUMHYC TPOMDO3) K
KOHEYHO oauH 13 Beaywmnx paktopos TIB u TAJIA
(Henmpoxupypruyeckme 0osbHbIE — rpynmna BbICOKOro pucka).
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dakTop VIl u peKoMBUHAHTHbIE TEXHOMOMNU

 BnepBble akTnBnpoBaHHbIM goakTop VII, nony4vyeHHbIN 13
nria3mbl, ObIN UCNONL30BAH KITMHNYECKN Y 2 BOSbHbIX C
NHIIMOUTOPHON dbopmon remodomnun B Havane 80x
NPOLUSIOro Beka A OCTAHOBKM KPOBOTEYEHUA. DPADEKT
ObIT NONOXUTENBHbLIM, reMocTa3s ObIfTt 4OCTUrHYT. Ho
NONYy4YnUTb €ro Taknm crocobom B AOCTATOUHbIX
KOnmMyecTBax oKa3asioCb HEBO3MOXXHbIM.

e [loaTomy BObIfin UCNONBL30BaHbLI PEKOMOUHAHTHbIE
TEXHOSIOrMN (HaNPUMepP, reHHO-NHXeHepPHbIe TEXHOMOMNU U3
KIeTOK ANYHUKOB XOMSAYKOB). B koHUe 80x gatckagd
KomnaHusa «HoBo Hopauck» cnHTe3mnpoBara 1 nposerna
nepBble KIMMHUYECKNE UcnbiTaHUA npenapaTta HoBoCeBeH.



Cxema oencteusa Vlila

Activation and propagation of coagulation Thrombin




MexaHn3am gencTBug

e KneTknm cocyamncTtou CTEHKU, coaeprkalline TKaHeBOU
doakTop, B criyyae noBpeXxaeHUs KOHTaKTUPYHOT C
nra3mMon B pesynbTaTe Yero obpasyercss KOMMIEKC
MeXay TKaHeBbIM doakTopoM 1 doaktopom VlI-Vila.
[TocneaHnn aktusupyeT paktopbl X U IX, a pakTop Xa B
coyeTaHum ¢ dakTopomM Va KOHBEPTUPYIOT HEDOMbLLIOE
Ha4vyanbHOEe KOSIMYECTBO NMPOTPOMOUHA B TPOMOUH. OTOT
HayarnbHbIN TPOMOUWH CBA3bLIBAET U aKTUBUPYET
TpombouuTel. [locne Yero NnponcxoguT « TPOMOUHOBBIN
B3pbIB» — MaccuBHas reHepauus TpomouHa. N ganee
donbpunHoreH B dndpuH, HO BbiCOKast KOHLIEHTpaLUS
TpOoMOUMHa aenaeTt 3ToT PUObPUHOBBLIN CryCTOK MPOYHbLIM
ansa nmanca. Ho ectb 1 gpyrne mexaHmsmbl.



dakTop VIl u peKoMBUHAHTHbIE TEXHOMOMNU

C 1996 r. (nocTtperucTpaunoHHOE NCNoSib30BaHUE) Mo
2004 r. B mupe 6bi510 ncnosnb3osaHo 6onee 700000
cTaHOapTHbIX 403 npenapaTta (90 MKr/Kr).

C 1999 r. npenapaTt HoBoCeBeH ObIn opuLmanbHO
paspelwieH FDA ans nevyeHus 60rnbHbIX remodunuen B
CLA. lNo3gHee n npu HEKOTOPbIX TPOMOOLMTONATUAX.

B 2009 r. 3A0 «l'eHepnym» B Poccumn cnHtesmpoBana
buno-aHanor npenapata HoBoCeBeH — npenapaT Koarun
VII.

[ emocTatundeckmun adodekT npenaparta Koarun VIl B
HacTosLlEee BpeMs JoKa3saH B CEPUMN OTEYECTBEHHLIX
nccnegoBaHUn U B 0O4HOM CPaBHUTENbLHOM.



dakTop VIl u peKoMBUHAHTHbIE TEXHOMOMNU

BdosuH B.B., HamecmHukos FO.A., CeupuH l.B., u dp. Tecm eeHepauyuu mpombuHa 8
nlabopamopHom KoOHmMporsie aghcbekmusHocmu mepanuu mpombacmeHuu [naHuymaHa
npenapamom Koazun — VII. /| Bornpockl egemamorioauu, OHKO/I02uu U UMMYyHOonamosio2uu 8
neduampuu. 2010. Ne 3 cmp. 41 — 44,

3opeHko B.FO., lNonsHckas T.1O., lancmsH .M., u dp. Onbim rnpuMeHeHus npernapama
Koaaun - VIl npu opmoneduyeckux onepauyusx y 6orbHbIx ¢ uHaubumopHou eemopunued
A. Il Boripocbl eemamorioauu, OHKoroauu u uMmyHornamorsnoauu 6 neduampuu. 2010. Ne 3
cmp. 35 — 40.

Tapacoea N.C. MeduuyuHckas nomouwb 6051bHbIM ¢ UHaubumopHoU ¢hopmol 2emochuruul.
I/l Bonipockl 2emamoroauu, OHKono2uu u uMmmMmyHoriamoJsioauu 8 neduampuu. 2010. Ne 1
cmp. 3 - 9.

3opeHko B.FO., ancmsH .M., lNonsHckas T.FO., u dp. CpasHeHUe 2emMocmamu4ecKko20
delicmeus nperiapamog peKoMbUHaHMHO20 aKkmugupo8aHHO20 (hakmopa ceepmbi8aHUusl

kposu V. /| Boripockl 2emamorioauu, OHKOI02uu U UMMYHOamosioguu 8 neduampuul.
2011. Ne 4 cmp. 16 — 22.



KNHHMYECKARA ®APMAKONOIHA W ®APMAKOTEPANHA

CpaBHeHMe remMocTaTu4ecKoro gemcresus
npenaparoB peKoOMO6UMHaAHTHOro aKTUBUPOBaHHOIO
chakTOopa cBeprTbiBaHuA Kposu VIl

B.H0.3openko, NM.Manctad, T.HO.Nonawexan, M.C.Camnues,
T.B.Cenepora, H.W.Konawmna, M.B.Mpubkoaa, E.B.Open, 3. . Nemaxan
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KAHHKYECKAA PAPMAKONOTrHA W ®APMAKOTEPANMHA .

CpaBHeHMe remMmocrTaTn4eckoro nemcrema
npenaparos peKoOMOMHaAHTHOro aKkTUBMpoOBaHHOIro
chakTOopa cBepTbiBaHUA Kposu Vil

B.HO.3openko, FM.Nanctax, T.HO.Monasexkas, M.C.Camnues,
T.B.Ceseposa, H.M.KonAawmna, M.B.MpuGkosa, E.B.OQpen, 3. Memamxanr
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KAHHMYECKARA PAPMAKONOTrHA W ®APMAKOTEPANHA

CpaBHeHMe remMmocTaTNn4ecKoro gemcrems
npenaparos peKoMmoOMHaAHTHOINro akTuMBMpoBaHHOro
chakTOpa cBepTbiBaHUA Kposu Vi

B.HO. 3openwo, MM.NancTran, T.HO.Monavexkan, M.C.Camnues,
T.B.Cenepoea, H.W.KonfwmHa, M.B.MpuGkoaa, E.B.OQpen, 3.0 . Femaxar

laKkmM o0pAaIoOM, NpoBeadHOa nocnafjoaaHue NoKalano, Ak

HaMeHeHna natopaTopHBkIX AOKAJ3ATEANGN, CBINETallbl.TBYHIT |
roM, 4TO remocTarvyeckid addpexT ofoux npenapaTos revia
(Koarvn-Yil » HopoCagaH) cOnocTaiM KaKk No BLIpLKEHHOCTH
MK W NO ANUTENEHOCT. HeobXxoaQumo Npopefedne OansHEenLW W

KNMHWHBCKMY MoCCnaefoBadnil 4nA cpaABHEHWA KNWHWYBCKON 3D

heKTHBHOCTH aTHX OBYX npenapartos rrvila npl neueHyd re

MODDANMYeCcKoro cuHapomMa vy DONbHBIX © WHMIMDHUTORHOW pop

MO FremMOoBDrnTMe
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REVIEW

Recombinant-activated coagulation factor Vlla (NovoSeven®):
current development

R. B. Weiskopd

Recombinant Activated Factor V1I:
Mechanisms of Action and Current
Indications

Massimo Franchini, M.D.," and Giuseppe Lippi, M.D.?

ABSTRACT




Koppekuna runokoarynsauum,
o0ycnoBreHHOU notepen/gedpnumtTom

* B/B H(pY3UAa cBeXXe3aMOpOXXKEHHOW
nnasmol.

 B/B H(Y3nAa npenapaTtoB nfa3smbl - KPNO-
npeunnutaTa, dndpuHoreHa n oTaenbHbIX
doakTopos.

 TpomMbOOUUTHI.
* IHrIMbunTopbl MnbpuHONN3a.
e [lpenapart rkVlla.



NMEPEJIMBAHUE NMJNTA3MbI n ee
npenapaTtoB - ATO

Puck nHduumnpoBaHna peunnueHTa.
Puck neperpysku oo bLemom.

Puck pa3Butmna aHagunakTU4ecknx u
MMMYHHbIX (TRALI) peakuunmn.

Puck cnyyanHoro nepenvBaHuns
MHOTPYMNMHOrO KOMMOHEHTA KPOBMW.

YBennyeHmne pucka pasBmTtiug
NofiMopraHHOM He4OCTAaTOYHOCTN B paMKax
CUHOPOMA MaCCUBHbIX TPaHCY3uUn.



AKTUBUPOBAHHbIN
peKoMOUHaHTHbIN VI hakTop

e rVila He nMeeT 3TUX HeaOCTAaTKOB.

e 3anyckKaeT Kackad CBEPTbIBaHUA TOSIbKO B
MeCTe NOBPEXOEHNA TKAHEWN.

e OOpasytownmca cryctok boree ycton4ms K
donbprnHonmnay, 4em oBbbIYHbLIN.



r'Vila B xmpyprum

Recombinant factor Vila and the surgical patient
Sandro Scarpelini® and Sandro Rizoli®

Purpose of review Abbroviations

Bleeding remaing a challenge in surgery, A uniqus drug ICH
RCT

recombinant factor Vila, causes clotting exclialvaly al
a: el

bBleading sides. Recombinant factor Vila has ro antly b

introducad o sUrgary whara current ovidencd, gonsi: .1i|'|.:‘_4

mostly of cass reporta, suggest remarkabia safety and

efficacy. The tirst randomized controlled trials ara only now

baing publishod with less remarkable reasulis. This

manuschpt summarzes the curmant evidence, Introduction

Recent findings Bleeding remains a challenee o

&
In trauma, a single randomized control trial suggosts non threat in all s

* KVlcnonb3yeTcs npakTU4eckn BO BCEX 0DNACTAX XUpyprum
C BbICOKMM PUCKOM MacCMBHOU onepavLoHHON

KPOBOMOTEPW.
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KnnHmnyeckoe npumeHeHue aktopa VI
«on label»

e 1. 3amMecTUTeNbHas Tepanuga y nauneHToB C

remodounmen (MHrMbmutopHasa dpopma) u
TpombouuTonaTuamMm, B TOM YUCne ecrin, Um

NPeacToUT NilaHoBas UIN SKCTPEHHas
Xnpyprmdeckas onepawms.



KnnHmnyeckoe npumeHeHue aktopa VI
«off-label»

1. Npodmnaktnka n Tepanma BTOPUYHbIX
HapyLleHUN reMmocTasa npu TpaBMe U
onepauunsax, OCIlOXXHEHHbIX MacCUBHOM
KPOBOMNOTEPEN B:

- Kapanoxmpyprum
- aKyLLepCcTBe M TMHEeKoormm
- OETCKON XNpypruu

- HeoHaToJ10rMn

- HENPOXUPYPInm
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Off-Label Use of Recombinant Factor Vila in United States
Hospitals: 2000-2008

Aaron C. Logan, MD, PhD"®, Veronica Yank, MDZ ', and Randall S. Stafford, MD, PhD*

1 - 3 = e " =
l."l-:—!p.'_'sr:n‘u-_‘-:n af Medicine, Divislons of | lematology and Blood and Marrow Transplantation
Stanford University School of Medicine. Sta iford, CA,

Results—Between 2000 and 2008, off-label use of tFVIla in hospitals increased more than 140
fold, such that in 2008, 97% (95% CI, 96% to 98%) of 18311 in-hospital uses were off-label. In

contrast, in-hospital use for hemophiha increased less than 4-fold and accounted for 3% (95% C1

1.9% 10 3,5%) of use in 2008, Cardiovascular surgery (29%:; 95% CI, 21% to 33%) and traumai

[29%; 95% CI, 19% to 38%) and intracranial hemorrhage (| 1% 95%C] /v to 14%) were the
p !

most common indications {or rFV1la use. Across all indications, in-hospital mortality was 27%

(95% C1, 19% to 34%), and 43% (95% C1, 353% to 50%) of patients were discharged to home
L]

Limitations—Accuracy and completeness of the dischurge dingnoses and patient medication

records 1n the database sample cannol be venfied

Conclusion—0O1T-1abel use of tFV1la in the |'|-'-'-.|||r..| sotting far exceeds use for approved
indications. These pattems raise concern about the application of rFVIIa to conditions that lack

strong supporting evidence
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Comparative Effectiveness Review: Benefits and Harms of In-
Hospital Use of Recombinant Factor Vila for Off-Label

Indications

Veronica Yank, M.D." 2.3 . Vaughan Tuohy, B.S.4, Aarcon C. Logan, M.D., Ph.D.5, Dena M.
Bravata, M.D., M.S. 57, Kristan Stauvdenmayer, M.D., M.S.® Robin Eisenhut, B.A.7 Vandana
Sundaram, M.P.H.%, Donal McMahon, M.Sc.. Ph.D. 19, Ingram Olkin, Ph.D.10 Hathryrn M.
McDonald, MM _S, Douglas K. Owens, M.D., M.S. "6 and Randall S5. Stafford, M.D., Ph.D.".2
Stanford Prevention Resesarch Ceanter

Frogram on Prevention Outcomes and Pracltices

Stanford School of Madicine

Data Synthesis—Inclusion criterin wers 13 comparative observaltiona
oa. ldentitied ¢ Gmparators wel

studies, and 23 non-comparative observational studie

mlacebo ([ Hi | &) o usial cure |-_.||-.;_-|'- thordl Studies). For inbra |'I|_'||:..| e II-I:'-\. " I'Il'll-'l L% Wk

wrieriol thromboembolism wis

with FVI1la use across a range of rFVIla doses

reased with rFVTa for medium-dose (risk difference 0.03 (0,01, 0,061 and high-dose use (0,06

ik RERNRILRR LR

(LU, Qo L)), For adult cardiac surgery, there was no mortality difference, but an inereased rigk i

there were no differences in

thromboembaolism (0.05 [0.00, 0,101} with rFV1a. For body trawma

martality or thromboembaolism, but a reduced risk of acute r spiratory distress syvndrome (=005

ugher in observational studies

=4 L 0.081). Mortahity and thromboembolism wer CORSIstently

-..|I|||||;,|| o B T

Limitations—The amount and strength of lor the majonty of oulcomes and

indications, Publication bas could not be

Conclusion—Limited available evidence iions indicates no mortality

reducthion with rFV1a use. For sormme 14l 4 thrombocmmbol 151

PRI mivgd reabiny

Primary Funding Source—Agency for Healthean




KnnHn4deckoe npumeHeHue dpaktopa Vi
B HENPOXUPYPInm

 Bce Tonbko «off label», 3a nckno4vyeHnem nnaHoBbIX
NN SKCTPEHHbLIX HEUPOXNPYPrNYECKUX
BMeLLAaTENbCTB Y NauUeHTOB C reMoMUunen,
TpombountonatTusamm n otcytctenem VIl dpaktopa —
KpauHe peakme cutyauuu.



KnnHnyeckoe npumeHeHue gaktopa VIl B H/X

1. YUepenHo-mo3rosas TpaBma, B OCOOEHHOCTH
NPOHMKaIOLLAS.

e 2. XpoHun4eckue cybayparsibHble remaToMmbl.

e 3. HempooHkonornyeckme BMmeLLaTENbCTBA,
OCINOXHEHHbIE MacCMBHOW ornepaLoHHOU
KpOBOMOTEPEW Y B3POCbIX NALUNEHTOB U OETEN.

e 4. CnuHanbHbLIE HENPOXNPYPrNYecKne BMeLLaTenbLCTBa C
MaCCMBHOW onepaunoHHOU KPOBOMOTEPEN.

5. BHyTprMO3rosble remopparuu.
6. AHeBpunamatundeckme CAK.



H/x BMewartenbcTBa y 60MNbHbIX C BPOXAEHHBIMU
HapyLLEeHUAMN reMmocTasa

e OTO OTHOCUTENBLHO PEaKOo BCTpeYaeMble cuTyaLuu,
NpMBOAMMbIE B NMUTEpPATYpPE KaK ONUcaHust €aUHUYHbIX
KIMMHUYECKNX HabnoaeHun.

e [lpobriem He BO3HUKAET, eCrin AnarHo3 BpOXXaeHHoM
naTosfiormm remoctasa yCTaHOBJEH A0 H/X onepauunu.
icnonb3oBaHWe KOHUEHTpaTa HeagocTawulero dakropa (B
TOM 4Yucne npenaparta gakropa rVila) B
npodnnakTn4eckom nnmn TepaneBTUYECKOM pPeXnme, Kak
npaBuIio, NO3BOMSAET MPOBECTU H/X BMeLLaTenbLCTBO 0e3
Kaknx NnMbo oCrnoXXKHeHUM.



BJA
Case Report

Recombinant activated factor VI1I for a patient with factor VII
deficiency undergoing urgent intracerebral haematoma evacuation
with underlying cavernous angioma

N. Liul, S. Aldea?, D. Francgois®, M. Cherqui-Michel', M. Giansily-Blaizot* and M. Fischler!®

CiDepariment of Anaesthesiology, epartmrent of Newroswrgery and ~ Department of Biology, |
G0 ree Waoreh, 9215010 Suresnes, Fronc “Eepraarrment of Hlemosiasis, CHLT Monipellier

47 netHaAA XeHwmnHa, daktop VII 8%. [NpenapaTt BO BpeMs 1 nocne onepauuu,.

.l\l.i.rll]ll_:'.;'lllumwl-'. O INIrag |\l||5.|| SUrgery O T1¢ |I.IL.|||1'_ .|1| _ |".-

In severe factor VIl dehciency: 1!“"'-"*”'._:"' 4l H|"||Ili.l| dosing

if 7 J
TCELITICT]

8MU neTHUM pebeHoK, reHepann3oBaHHble CyaOporM B Te4eHume nosyroga no
20 npucTynoB B AeHb, pbapmakopesncteHTeH. Kannosotomus. Npenapat
rVila go, BoO BpemMa 1 nocne Xmpypruu.




A rare combination: congenital factor Vil
deficiency with Chiari malformation
Ali Bay®, Elif Aktekin® and Ibrahim Erkutlu'

Congenital factor (Vi) deficlency is a rare bleeding disorder Keywords: Chiarl malformation, factor VI, hydrocephalus

We present a patient with congenital FVII deficiency and ‘Dapanment of Pediatrics Divisken of Peciabs srniiciooy: POk
congenital hydrocephalus who underwent a '_"""-" s and “Decartment of Neurosungery, Gisginntep Univerai
ventriculoperitoneal shunt operation and neaded no :

prophylaxis after the procedure. Blfood Coagul Fbrinolysis

26:946 -848 Copyright © 2015 Wolters Kluwer Health, Inc

All rights resarved

Blood Coagulattan and FL|:|||'|:'|i5,--_;|L TR E-T-1 . H=FV

Elevated prothrombin time on routine preoperative laboratory results in
a healthy infant undergoing craniosynostosis repair: Diagnosis and
perioperative management of congenital factor VI deficiency

2X MecsYHbIN pebeHOoK ¢ KpaHuocTeHo3oM. [penapat rVila go n Bo Bpems
onepauun.




KnnHmnyeckoe npumeHeHue aktopa Vil B
Henpoxmpyprmm - HMT

« UYMT — camag yactas H/x natonorua B Poccun n B mupe
(B Poccun 47 % oT BCcen H/X naTonornn).

e TeyeHue TpaBMaTnU4eckomn 60Me3HU rosIoBHOro Mo3ra
conpoBoxgaetca koarynonatuen B 18 — 80 % cny4yaes un
OHa ABNseTCA BTOPUYHLIM pakTOpOM NOBpPEXOAEHUS
MOa3ra.

 MexaHuambl : HapyweHne MK B 30HaxX KOHTY3uUK U
BTOPUYHAA remopparug B 3TU 30HbI.



UM T

h”| |r| || if an Illl.'u'l.l -.i I'.I.l-.| ATE TESET
New Presepectives in Management of Brain Injury

Coagulopathy in Traumatic Brain Injury

Yherman €. 5tein™ and E'.'I|'I||'I|:|'-;'.l'-:. . Smith’

'Department of Neurosurgery, University of Pennsylvania School of Medicine, Fhiladelphia, PA

Abstract

Koarynonatua npu taxenon UMT aBnaeTtca ogHUM 13
BTOPUYHbIX 0aKTOPOB LiepebpanbHOro noBpexaeHus.



remostatic and neuroprotective effects of human recombinant
activated factor VIl therapy after traumatic brain injury in pigs

Jun Ihang"-l'. Huhgr‘t F. Groff IV®, Xiao-Han Chen? Kevin D, Browne®, Jason Huang®, Eric
D. f&;hw;_lrt: ', David F, Meaney®, Victoria E. Johnson® Sherman C. Stein® Rasmus
Rojkjaer®, and,Douglas H. Smith®"

'1_ Departman I‘-jf Neurosurgery and Penn Center ior Brain Injury and Repair, Unlversity of
Pennsylvania School of Meadicine, Fhiladelphia, PA 18104, LISA i

o [MonoxuntenbHbin addekT rVila obin
NOATBEPXKAEH B 9KCNEPUMEHTE HA MOAENN

UMT y cBuHew.



Low-dose recombinant factor Vila for reversing coagulopathy in
patients with isolated traumatic brain injury

g Yuan, MD '

Hai Wu, MD, %

Research Article

Coagulation Parameters and Risk of Progressive
Hemorrhagic Injury after Traumatic Brain Injury:
A Systematic Review and Meta-Analysis

Danfeng Zhang, Shun Gong, Hai Jin, Junyu Wang, Ping Sheng,
Wei Zou, Yan Dong, and Lijun Hon




UepenHo-mo3rosad TpaBma

e Y noctpagaBswunx ¢c UMT mncnonb3oBaHue rVila, gaxe B
HebonbLnx go3sax (20 MKr/Kr) gaBano NosIoXUTENbHbIN
LepebpanbHblv (YMEHbLLUEHNE 30HbI NOpaXXeHus,
remopparm4yeckoro KOMNoHeHTa, pexe Bo3HMKana
NOTPEOHOCTb B H/X BMeLlaTeNnbCTBE) U CUCTEMHbIN

adopeKTbl (CTaTUCTUYECKMN OOCTOBEPHO MEHbLLE YacToTa
POCB, anutensHocTtn VBJ1 n ncxoast).



Ocobas cutyauua — UMT y naumneHToB Ha BapdapuHe

Risk of Traumatic Intracranial Hemorrhage in Patients with Head
Injury and Preinjury Warfarin or Clopidogrel Use

Daniel K. Nishijima, MD, MAS, Steven R. Offerman MD, Dustin W, Ballard, MD, David R
Vinson, MD, Uli K. Chettipally, MD, MPH_Adina S Rauchwerger, MPH. Mary E. Reed. DrPH
James F. Holmes, MD, MPH_ ani . : ;

: I for the Clinical Research in Emergency Services and
Freatment (CREST) Network -

e CpaBHeHue TpaguumoHHoro nogxoda (Butammu K +
C3I1 + nHrmobutopsl pubpuHonunaa) c rVila, paxe 6e3
TPaAVULMOHHOIO fevYeHuns1, nokasano NPeUMyLLECTBO
doakTopa: goctoBepHO bonee bbicTpag HopMmanusayms
MHO un oTcyTcTBME BTOPUYHBLIX ocrnoxHeHun (POCB).



KnnHmnyeckoe npumeHeHue aktopa Vil B
HEenpoxXnupyprmm — B/m remopparumm

e CnoHTtaHHble BMK passuBatotca y 10 — 15 % HaceneHus (B
Asnn 20 — 30 %). OHKn conpoBoxgatotca npumepHo 50 %
neTtanbHOCTbLIO U BbiCOKOW nHBanuansauneun (80 % B
TeyeHun 6 mecaues). H/X BMewwaTenscTBa rno yganeHuto
rematom («bonbLaa» H/X) ganu xyawue pesynbTaThl,
NO3TOMY Takux OOSIbHLIX nevaTt KoHcepBaTueHo. OanH 13
rMaBHbLIX PAKTOPOB YXYALEHNA COCTOAHUA Y TaKnX
BOSbHLIX — yBEeNnMyeHne obbema rematomebl. [1pNYnHLI
cnoHTaHHbIX BMK pasnunyHel. OHM MOryT passmBaTbCs Ha
dooHe MHTaKTHOro remocTasa (rmnepToHn4eckme,
amuriongHasa aHrmonaTtua U ap.) U HapyLeHHOoro
(BpOXOEHHO UNKW aHTUKoArynsaHtamu — BapdapuH).
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Recombinant factor Vila use in patients
presenting with intracranial hemorrhage

Targeting Secondary Hematoma
Expansion in Spontaneous
Intracerebral Hemorrhage - State
of the Art




Use of Recombinant Factor Vila in Patients With Warfarin-

Associated Intracranial Hemorrhage

David L, Brody, Venkatesh Aiyagari, Angela M. Shackleford, and Michael N. Dirir

Pl

Abstract

Introducticn

Methods—
T

Results

Keywords




KnnHnyeckoe npumeHeHne gpaktopa Vil B
Henpoxupyprum — B/M remopparmm

PaHHee (0o 4x 4 nocrne BMK) BeBeaeHue npenapara rVila
YyMeHbLUIAeT 06 beM remaToMbl, NpeaynpexagaeT ee
yBeNnnyeHne, nHoraa no3BosideT oTkasaTbCs OT H/X — Mo
OAHHBLIM OTAENbHbLIX U cepuin HabnaeHNN.

RCT aT10o noaresepaunu, Ho ncxoabl B rpynnax rVila m
KOHTpOJSIbHOM ObINu ognHakosbl (1?!) n B rpynne rVila
BO3pOcCsia YacToTa apTepuaribHbiX Tpomb6030B (7 — 13%).

Y 60onbHbIX ¢ BMK Ha poHe BpOXaOEeHHbIX HapyLUeHU
remocTasa npenapart rVlila ero ObICTPO HOpMarunsyer.

Y 6onbHbiXx B BMK Ha dpoHe BapdapuHa npenapart rVila
nos3sosisgeT obicTpo HopMmanusosaTb MHO (meHee 1,2) no
CpaBHEHMIO C TpaguunoHHom tepanuen (ButammH K + C3I1 +
KOHUEHTpAaT (pakTopoB).



of the efficacy and safety of recombinant activated factor VII
th acute intr ebral hemorrhage without hemophilia

. Huang




BMK

Can a Subset of Intracerebral Hemorrhage Patients Benefit
From Hemostatic Therapy With Recombinant Activated
Factor VII?

Stephan A, Mayer, MD; Stephen M. Davis, MD; Bret E. Skolnick, PhD; Nikolai C. Brun, MD, PhD
Kamilla Begtrup, MSc; Joseph P. Broderick, MD; Michael N. Diringer, MD; Thorsten Steiner, MD

Background and Purpose—In the Factor Seven for Acute Hemorrhagic Stroke (FAST) trial, 80 pg/kg of recombinant
petivated Tactor VI P o) significantly reduced intracerebral hemorrhage (16 ¢ Xpunsion when given within 4 hours

this :"-_=1||-r.;|||r'-. analys ||'-.|--.-I|||_"-.| sed that earlier treatment and exelusion of patients w ith & POOr. prognosis. al

baseling might enhanc I rEY I treatment
Methodds Lsineg the FAS ali = { pact of rl V1ln (8() ek g ) on poor ouleome ol 3 months (modilied Kankin Score
of 5 or 6) was systematically evaluated within subgrounps usimg climcally memmmgiol cul points in onset-to-treatment
time, age, and baseling ICH and intruventricular hemorrhage volume. The effect of treatment on outcome was analyzed
using logistic regression, and TCH volume was analyzed with lnear mixed models
Resulis N 'I||l:_'||5-I||l in GO, 19% of the FAS populabon ) was wdentihied comprising patients T wvears with baselin
ICH volume <60 mL., imtraventricular hemorrhage volumi 5 ml., and tme from onset=to-treatment 1.5 hours, Thi
ne with rFV1a treatment wias 0,28 (95% CI1, .08 to 1.06), whereas the reduction in 1CH

Conelusions A D ospecuve tral would be needed 1o dete whelher younger patients w th ICH withiout exlensiv
bleeding at baseline can benefit from 80 pe/ke of rfFYI1la given L3 hours of symptom onset. (Stroke. 2009;40:

BA3-840,)

» [loBTOpHLIM aHanNn3 6onbHLIX uccregosaHmna FAST (Factor Seven
for Acute Hemorrhagic Stroke), HO ¢ UCKNOYEHNEM DOMBHbIX C
3aB€OMO MNMOXUM MNPOrHo3oM. [onoxutenbHbI 3P EKT OT
NpUMeHeHNAa dpakTopa okasarncs 4OCTOBEPHbIM!



KnnHmnyeckoe npumeHeHue aktopa Vil B
Henpoxupyprmm — aHespusmatunyeckne CAK

Pickard J.D., Kirkpatrick P.J., Melsen T., et al. «Potential
role of NovoSeven in the prevention of rebleeding following

aneurysmal subarachnoid haemorrhage.// Blood Coag.
Fibrinol. 2000 V. 11 Suppl. 1 p. S117-20.

[TpnmeHeHue rVila gnga npodunakTukm peumgusea
aHeBpuamaTunyeckoro CAK.

15 6onbHbIX B ocTpom nepmoge CAK, HoBoCeBeH no cxeme
80 mkr/kr B/B ¢ nocneaytowen nHpyanen 3,5 MKr/Kr yac.

ccnepoBaHue npekpalleHo 4OCPOYHO U3-3a
TpoMBDOTMYEeCKOro ocnoXxHeHnsa (Tpombos seteer CMA Ha
KOHTponarepasribHON aHeEBPU3ME CTOPOHE).



KnnHmnyeckoe npumeHeHue aktopa Vil B
HEUPOXNPYPTUN - HEUPOOHKOMNOINA

J Menrosure 96946948, 2002

Application of recombinant activated factor VII during
surgery for a giant skull base hemangiopericytoma to
achieve safe hemostasis

Case report

RimGER GERLACH, M.IY., GERHARD MAROUARDT, M.IY., HEVO WissinG, M1,
INGE SeHARRER, ML.D., PiLD., ANDREAS RaaBe, VLI, AND YOLKER SEIFERT, M1, PH.ID.

4., i A ' ] ' § 1§ 1 I 1 " i
Depariments of Newrosureery, Anesiiesiodowy, and Medicine, Jorann Wodleang Gogihe Universin

Fpemeturt cm NMaine, LrEriicim

' The authors report on o G4-yvear-0kl womnn with o huge recurment skull base bemangiopericyioima, i1 whom they
gncountened severe diflicully i attainimg mtraopernt ive hemogsiasls, standand surgeal hemostabie methods nnd ihe ndimin

strab iy Ol |I|".|' T sen plismmin il I-|-..|'||-.: 1811 |||:'.|-I| ¥ COreceniril | H] i1 1 tovgy ol luse Dleeal I 0 A1 e 1l
tumor remnnl, Al s crital pooend durine (e opersbion, the mbreevesous ad rovan it gn o cimmib ot pefvated Botor Vi
combined with mechnnical i OUmpeess o, | wliy bed o satistaciory henaosio [hee ratmord ke for uElie recomb i actl
vitled facter VI m aitugiions ol unconmntrolied bles 11 duri 18 K LTS UL | procedures B dscus=ad. along with the lilera
ture i which the use ol recombimamt adlvated thetor VI s & maneuver ol ezl resort s reporied Or hemosiisis in ol

sLIrE ! T

Key Worps = factor VII =  recombinant activated factor VII = hemostasis = coagulation
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CymmapHbIn 06bem
ornepaumoHHON KpoBOonoTepu
aBTOpPbl HE MPUBOAAT, HO AN ee
KomMneHcauum bbinm
ncrosib3oBaHbl 39 03 JOHOPCKON
aputpomaccsl, 29 0os
KOHLUEHTpaLua TpomoounTtos n 29
no3 C3I1, a Tak xe 5000 eguHuy,
aHTUTpoMbuHa n 2400 eguHuL
KOHUEHTpaTa NpoTPOMONHOBOIO
komnnekcalll

[Mpy HE3(PIPEKTUBHOCTN BCErO
3TOro 6bINo BBeAeHo 2 X 9,6 mr
rVlla (120 MKr/kr) c HTepBanom B
2 yaca. AgekBaTHbIN reMmocTas
yoanocb Aoctnyb Yyepes 10 MUHYT
nocrie B/B BBE4EHUS NepBON A03bl
doakTopa.

Conclusiony

[0 our knowledge, this s the Tiist report on adminis
ration o recombimant activated factor VI for hemostaty
management during neurosurgery. Although forlunately a
rare event, in cases of uncontroliable miraoperative bleed

ine from diffuse small tumor vessels, which cannot be man

aeed by conventional sureical methads, the use of recombi

ant activated factor Vil MY IMProve Nemostisi:



T'he use of recombinant activated factor VII to reverse
warfarin-induced anticoagulation in patients with

hemorrhages in the central nervous system:
preliminary findings

JULIAN LaN, MLD., Wiiiam C, HawiGan, MDD, PiLD., MICHAEL 'TAR ANTING, M. D,
wWID JOors Wasc, MLUID. )

recombinant sctivated Mctor VI

4 BOSIbHbIX, 2 CO CNUHaNbLHbIMKU N 2 ¢ cydaypanbHbIMU
rematoMmamMmu Ha poHe BapdpapuHa. Ilocne rVila
oTMe4eHa bbicTpast Hopmanusauua MHO. Hx
BMeLlaTeNibCTBa KPOBOMNOTEPEN HE COMPOBOXOAUCh.






L anclusions

AEENL 107 TS PR VEFSAL OF Wartarn

1 | i
ELIOn, With one 1o two PreQperative doses (each
sting of ong 1 200-we vial of riFVila) combined

IN K betorne

patents attaimned normalization ol the
wegery, | he duration ol the reversa
nultiple po opera Ive doses cannot b
on this studv. Neverthe less. rFVIa mas
Live, rapid-acting hemostatic agent fol
ncluced anticoaculation m patent T

= WO l'.l.illll"' surcal nte W TTLMO

eed tor mult ple doses may [unil the use ol

el WATTATI !i|-'|.-i'-'- 1 a1
Al intervention. Finallv. the use
with hemorrhages in the CNS that are assi

abnormabities i the clotting mechanism
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ELSEVIER

Experience of recombinant activated factor VII (NovoSeven®™) in the
operating theatre and intensive care unit for the management of
intracranial bleeding in nonhaemophilic patients

Michael Felfernig™, Michael Huepfl

e 16 HX ODONbHbLIX C MHTPaAKpaHWarbHbLIMU
remopparusamMmu, y KOTopbiX daktop Obln ncnosib3oBaH
00, BO BpeMs Ui nocne onepaunn. XopoLumn
9 eKT BO BCEX HADMOOEHMUSIX.




i risk/benetit analvsis should be
belore adimmstration of rFY1Ha
Observational studies that use data o clecied from
registries nave severnl hmitattons, including helerogeneou
patien! populations, incomplete and subjective datn, use
erent treptment practices, logistical dithculties in retriey
ime data, and hmicaton Of data to cases for which cliniecia

approval has been received, Nonetheless, this study sugp

gests that administration of rfFV1a is a promising treatimient

for infracranial bleeds across rnge of mnmdicatons an
COreCiic ol o 'Ln!1-|"|nllllt O (O NEUrosurgery

|..II'|'-_ (i I|I III||I|'.'|:||'|I||| CVETILY

the elevilion of D-dimer levels in

the importance ol further investieation
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The use of recombinant activated factor VII in neurosurgery

Thomas Kapapa, MD"*, Kathrin Kénig, MD", Hans E. Heissler®, Christiane Schatzmann, MD®.
Christoph A. Tschan, MD®, Michael Perl, MD®, Mario von Depka, MD, PhD',
Matthias Zumkeller, MD, PhD®, Eckha PhD"

5 HX BOMbHbIX, Y KOTOPLIX akTop Obli MPUMEHEH Ans
ne4vyeHna nnn NpogunakTuku MacCMBHOM KPOBOMOTEPMW.
O EKT AOCTUTHYT BO BCEX HADMOOEHUSX.






5. Conclusion
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Recombinant activated factor VII for a warfarinised Jehovah's

Witness with an acute subdural haematoma

. 1,1
Rimma Goldberg”, Katharine J, Drummond

A bsirac

Recombinant nctivated factor VI ieEVTa ) i NovoSeven: Novo MNordisk AJS, Bogsvoerd, Denmark) ig a haemostaii
ar Bleadine wesociated wilth hasimophilin and troume, but For which e imadien Ms CoiiLiL 1oy eéxperie]. 7
inggesied cllicacy or vanous types of mirncranal haemorrhape and for patents with abnormalities of copeulition
wariann-anbeosgulated Jehovah s Witndpanient with on ocute subdurnl hpemutoma (or whom rEVILa was
Fle haematons was surgeally evacuated withowl excessive blood loss and th Lent eventuatly wilde | eoog
mdependent sell-=car

r Lid. All rights rezerved







KnnHn4yeckoe npumeHeHune gpaktopa Vil B

HENPOXUPYPIrm — cnnHanbHas H/X

TR
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g SYSTEMA
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C REVIEW ART

Spine Surgery and Blood Loss: Systematic Review
of Clinical Evidence

Dafna Willner, MD,* Valeria Spennati, MD, T Shel
rederico Bilotta, ML, PhUt




KnnHmnyeckoe npumeHeHue aktopa Vil B
HEUPOXUPYPIN — crinHarnbHas H/X

Kty -"i|l|||n,'|||f|'a'|-]:-|'||"1'||||||| [}+5R.500
DOL 10.1007500886-004-0736.¢

Ricard . Weop The use of recombinant activated R
coaghlaton facto VI or spine surgery W . 1 i vt 1ome i st ey

| I
iMarch 200H=Mav 2KI3Y for whom inira=-operali

ita for each procedure (ACF anternor cervi




Recombinant Activated Factor




KnnHunyeckoe npumeHeHne gpaktopa Vil B
HEUPOXUPYPrun — CNHanbHaga H/X

In summary, ritvVila appears likely (o be efficacious in
gtates ol decreased concentranon of coagulabon ractor
thrombocytopenia, and in at least some states ol altered
plateler funciion. While etficacy has béeen found m O

small study, it has not been demonsiraled i large, run

domized, double-hlinded, placebo-controlled trials pub

Lishied 1 the P reviewed Inerature. Many KTV LENTAS T1OTWA

use rEVYIla to treat intra-operative hemorrhages not ea
ntrolled by conventional therapy A 1l ol substantial

R1Z¢ 1N spinal surgery may be undertaken in th

Lintil adeguate duta demonstruting sufety and




KnnHmnyeckoe npumeHeHue aktopa Vil B
H/X — geTckasd HEUPOOHKOOrns

Brief Report

Use of recombinant activated factor VII in intractable bleeding

during pediatric neurosurgical procedures

Lynn Uhrig, MD; Stephane Blanot
Pierre A, Carli, MD; Philippe G. Mey

Objective: To report the use of iits: Intravenous administration resulled in a significant
(NovoSeven; Novo Nordisk A/S, B an nmark) in children  decrease in blood | within minutes (preventing further need of
ures and experiencing transfusion), normalization of biological hemostasis markers, and
massive uncontrolled hemorrhagic s improved surgical hemostasis. No side eff of recombinant
Design: Retrospective ¢ ) activate ad, and all patients, except one, had
Ical d biological ef a good
recomhbinant activated fac
Setting: Neurasurgical anesth
pediatric university hospital, 5 I Surgl-
Patients/Subjects: Four children, <12-kg body weight, expe- 28 are
riencing life-threatening perioperative hemorrhage required con needed
ventional treatment (massive red blood cells, fresh frozen plasma, vated fi Vil in
platelet tran sion, and surgical hemostatic maneuvers) that srrhage in low-weight children, (Pediatr
failed to obtain definite hemo is. Med 2007; 8:57
Interventions: Intravenous administration of recombinant ac ( ol L
tivated factor VIl (100 jg/kg). rhage; hemos 5, neurosurgical intensive c

4 neTen c MaccmMBHOW onepaLnoHHOW KpOBOMNOTEPEN U
npobriemamu ¢ remocta3om. PakTop gaeT ObICTPbIN
9O EeKT Korga gpyrue Metodbl yxe He 3a(PPEKTUBHLI.



J Meurosurg (1 Suppl Pedintrics) 104:55-58, 2006

Recombinant activated factor VI1I in the treatment of
near-fatal bleeding during pediatric brain tumor surgery

Report of two cases and review of the literature

MarTiias HarTMany, MLD., Caristory SUCKER, M.D.. AND MARTINA Mi SSING, M.D.
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Hecombinant activated factor VI (bFVHa) was suecessfully used in two pediiine cases 1o control microvasciila

bleeding during brain mor PR The seent demonstrated o marked effect on the Intracparative Blood coamuuiion

Er Tallare of conventional thempy with fresh-frozen plasma, plaelet concentrates, and inlubition of the fibrinolvii

i 9 e - o ¥ I

ystem. Kemurkably, rBV1a was effective in the present cases in which assessment of hemostas s vielded normal n

iults. The use ol rFY1a should be constdered in otherwis untreatable microvascular bleeding in PECAIALNG NenrosEun

KEY WorDs = intraoperative bleeding = brain tumor *  recombinant activated factor V I =
pediatric neurosurgery




M. Hartmann, C. Sucker, and M, Messing

Fic. 1. Case 1. Axial T,-weighted Gd-enhanced MR images obtnined in a B-year-old girl.  Lefi: A large, cystic, hy
srvascularized mmor of the left frontoter mporad reglon with marked mass effect on surroundir e Sorcures ""."'-"' Hwy
wscularization of the left orbital and periorbiu il region can be seen




wiere contraindicated in view ol the nisk of brain herniation
Lhe hindings 1n our two cases support the use of rFVIla
In pechairic newrosurgery, parficularly when conventi
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data regarding this issue, however, are missing. " Kandon
1Zed prospective studies are needed because of the enor
mous cost of the therapy: the price ol a 4,8-mg vial of rFY I
s approximately 5 /000 US, Fortunately, o numbes
spective randormuzed studies ol i [la applied in difle
settings have been initiated ||I he near future these soud
ies will show if the use of fFVI1Ia as a universal hemostatis
agent indeed leads 1' wew therapeutic options 1n cases of
ditfuse bleeding




Haw maTtepunan

Tvin onyxonu KonuuectBo
aNeHaMMoMa 1
acTpounTomMa 2

XopuonaHas onyxoJsib 4
MEHWUHI’MoMa 1
apyrue 1



XapaKTepucTuka no apyrmm
Npu3HaKam:

 BospacTt geten ot 6 mecaueB go 15 ner.
o KpoBonoTteps ot 100% o 200% OLIK.

e JletanbHocTb 33,3% (3 13 9), npuyem ns3 3
YMEPLUMX TONBbKO OAMH YMEP B bnmxaniuem
nocrieonepaumMoHHOM rnepuoae.



KnnHnyeckoe HabnoaeHmne Ne1

PebeHok 1., 6 mec. Bec 8 kr. [ ucronornyeckum
ONarHo3 « XopuvouakapumHoma.

KpoBonoTeps B xoae onepauunn coctasmna 1500
mr1, okono 200% pomxkHoro OLIK.

HoBoCeBeH BBeNM ABaXAdbl B Xo4e onepaunun B
no3se 140 MKr/kr.



KnunHunyeckoe HabntoaeHne Ne 2

bonbHoOU X., 10 neT, Bec 32 Kr.

OnepauunoHHasa kpoBonoTepst okono 4000 mn, 1,5
normkHoro OLIK.

Icnonb3oBanuncb N3oBorneMmnyeckasa remoamnnioums,
peNHdY3na COBCTBEHHbIX OTMbIThLIX 3PUTPOLUTOB,
NHIIMBUTOPBLI PMbPMHONKU3A.

HoBoceBeH ncnosnb3oBaH B 4o3e 80 MKI/Kr oBakabl C
MHTepBanom B 1 4ac.



KnnHunyeckoe HabnwaeHmne Ne 2
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KnunHunyeckoe HabnwaeHmne Ne 2




KnnHunyeckoe HabnwaeHne Ne 3.

bonbHOM M., 3 roga, Bec 19 kr. [ ucronorn4yeckum
anarHos « Xopuouananunrioma.
OnepaunoHHasi KpoBOMNOTEPS coCTaBma OKOSO
4000 mn., npnyem 3000 mn 3a 1 vac.

Mcnonb3oBanun penHdy3nto coObCTBEHHbIX
OTMbITbIX 3PUTPOLMNTOB, BBEAEHMNE
MHrIMbTOPOB PMOPUMHONU3A.

HoBoceBeH BBeNn ogHoKpaTHO B A03e 120 MKr/Kr.



KnunHnyeckoe HabntoaeHune Ne 3
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Koe HabnaeHme N° 3.
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KnunHunyeckoe HabntogeHune Ne 4.

PebeHok K., 14 neTt. Bec 19 «r.

[ ncTonornyecknm anarHo3 « AHannacrtumyeckas
MEHUHreomay.

KpoBonotepsa 5500 mn, T.e. okono 130% OLUK.

icnornb3oBann N3oBONEMUYECKYO reMOAUSTIOLMIO,
PENHPY3NIO COBCTBEHHbLIX OTMbITbIX
9pUTPOLMTOB, BBEAEHNE UHTMONTOPOB
donbpunHonnaa.

HoBoceBeH BBeNM ogHOKpaTHO B A03e 50 MKI/KT.



KnunHunyeckoe HabntoaeHne Ne 4.
MPT po onepauuw.
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KnnHunyeckoe HabnwoaeHne Ne 4.
AHrnorpadoua oo onepauuu.




| g
Koe HabnwaeHne N4




KnnHnyeckoe HabnwaeHne Ne 4.
KT nocne onepauuu.




KnunHunyeckoe HabntwaeHne Ne 5.

bonbHou L., 15 neT, Bec 43 Kr.
[ nctonornyecknn aunarHo3d «MeHuHreoma».

OnepaunoHHasi KpoBOMOTEPS cOCTaBmna OKOS0
5000 mn., npnyem 1500 mn Ha gocTyne.

Mcnonb3oBanu penHdy3nto cCOOCTBEHHbIX
OTMbITbIX 3PUTPOLMNTOB, BBEAEHMNE
MHrIMbuTOpPOB PMOPUMHONU3A.

HoBoceBeH BBeNu ABaxabl B 403e 60 MKr/KT.



KnnHunyeckoe HabnwaeHmne Ne 5. KT go
onepaun.
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KnunHunyeckoe HabnwaeHune Ne 5. KT
nocrie onepauumn.

341 AH @8: 30941 AH
9; 3 91 .218;01

A

L - & y hak : ;‘.’:'
\
W 100

@B:38941 AH - AB:38941 AH
81 212;01 gl1.813:81

[y I Y



BBOTOTEPS B XHPYPINK ONYXOAEH roJI0BHOIN0 MO3ra y IeTen FPYAHoOro

B R EET i ACENG




besonacHocTb rVila — Tpomboambonunyeckne
OCIOXHEHMUS

Safety of Recombinant Activated Factor VII
In Randomized Clinical Trials




Didds Ratios tor wramibosm balic Events
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All Arterial Thromboembalic Events, Ac: ording to Age
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besonacHocTb rVila — Tpomboambonunyeckne
OCIOXHEHMUS
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Vlla Use in warfarin-associated intracranial
hemorrhage: a case-control study




Table 3 Clinical Outcomeas







CTtonmMoCTb

e |leHa Bonpoca — 2 USD 3a 1 MKr npenapara.

o [axe npu ncnonb3oBaHnn HebonbLnx go3 (30
MKI/Kr) y cpegHecTaTUCTUYEeCKOro nauueHTa
BecoM 70 kr ato coctaBnsaet 4200 USD.

e [lpnyem LeHa OTe4YEeCTBEHHOIO U 4AaTCKOro
npenapaToB OTNIMYaKTCSA Maro.



BbiBOAbI

B HacTosLllee BpemMsa YenoBe4vyecTBO Nony4ymno B
CBOE pacrnopsi)XeHne HOBbIN BbICOKO
9(PPEKTUBHLIN TEMOCTATUYECKNN alreHT —
PEKOMOMHAHTHBIN akTMBMPOBaHHbLIN VII dakTop.

* lIcxoaHO 00OpEHHbIN ANd NeYeHuns
reMouUnmMKoB, OH B HAcTosALLEE BPEMSA NOSTYHUST
NCKITIOYNTENBHO LLUNPOKOE KITMHNYECKOE
NpUMEHEHNE B NeYeHnmn KoarynonaTtmm, B TOM
yucne obycrioBneHHbIX MaCCUBHOWN KPOBOMOTEPEN
PaA3fIM4YHOro reHesa 1 TpaBMOMW.



BbiBOAbI

e bnarogapsa cBoemy ocobomMy MeXaHU3My
newncteus, rVila no3sonset JOOUTLCS ObICTPON
OCTaHOBKM KPOBOTEYEHUA TOraa, koraa
TPaauLUMOHHbIE NoAxoAbl yXKe He 3PP EKTUBHLI.

B 3TOM CBA3M OH NCMNOSIb3YETCA NPaKTUYECKN BO
BCEX 0D01acTax xmpypruu, npm npoBeaeHum
BMeELLUATENbCTB, OCNOXXHEHHbLIX MACCUBHOW
onepaunoHHOW KpOBOMOTEPEN.



BbiBOAbI

B Henpoxumpyprun npumeHeHue rVila naet
ocobble cepbe3Hble NpenMyLLEeCTBa Y
noctpagaBLwmx ¢ Tskenom UMT, 6onbHbIX CO
CMOHTaAHHbLIMW BHYTPUMO3roBbIMU
KPOBOMUINMUAHNAMU, CNIMHANBLHOW NaTOSIOrMen n
npu yoaneHnn 6onblimx doraTto
KPOBOCHabXaeMbIX Onyxonem mosra, B
OCODEHHOCTN Yy AETEN, Y KOTOPbIX BblpaXXeHHbIE
HapyLleHNda remoctasa Ha QOHE MaCCUBHOW
KpOBOMNOTEPM pa3BMBaOTCS 0CODEHHO BbICTPO.



BbiBOAbI

o [1na goctmkeHna adodpekta OT UCNOJ1Ib30BaHUSA
r'Vlla Heobxoanma npeaBapuTenbHasa KOPPEKLUS
aumaoosa, rmnokanbumemMuu,
rmnoPubpPUHOreHaMmnm n TPOMOOLIMTONEHUN.

B cBA3K Cc orpaHN4YeHHOCTbIO adodpeKTa
npenaparta Nno BPpeEMEHU, ANnA OCTUXKEHUSA
HaJeXHOoro remocTtasa MOXeT NnoTpebdboBaTbCS
ero noBTOpPHOE BBeAeHMe Yyepes 2 — 3 Yyaca.
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