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Crnao:
ditoua pevosuna: Factor VIII Inhibitor Bypassing Activity:
| (hnakoH 3 MOPOIIKOM MiCTH b

i | e — Bwmicr pewosunu na doaaxon
300 Oa* | 1000 Oa* | 2500 ()
OILI10K TIa3MH SO MK 200-600 mr | 400-1200 mr [ 1000-3000) A1
3 aKTUBHICTIO, WYHTYI04%010 iH11GiT0pH 10 dakiopa |
Koaryasuii kposi moanun VIIT SO0 O0a | 1000 Ox. 2500 O !

Posunn, wo micture 1 ogunuwo upenapary  MEIBA. CKOPOUYVC dKTHBOBAHMIT HacTROR n'i
TpoMOoIIacTHHOBHIT uac (AUTY) muasmn 3 inridiropom o dakropa VI wa SO % nopisnano
po3uHHOM Oydepa (xo:10cTHit g0ciu).

[Tpenapar ®EMBA mictuth takox axropn II, IX i X, nepesakuo B HeakTHBOBAIL] hopmi.
TaKoxK akTuBoBanuit (axrop VIL koaryasuruuii anruren fhaxmpd VIII (F VIII C:Ag) npucyriii
y kouuentpauii 10 0,1 Oa. Ha | oanuuwio npenapary GENBA. [Tpenapar mMoxe mictrn caiton
KijbKoCTi haxkTopin K(.L'IIKPEIH KiHIHOBOT CHCTEMH.

QONOMINCHI pevoGuiu: HATPIIO XIOPHAL, HATPIIO LHTpAT;

(h1akoH 3 POZUMHHIKOM MICTHTL BOJLY /U151 i1 €Ki,

Jlikapcska gopma. [TopoLok Ta po3unHHUK 118 PO3UMHY U181 1H CKILA.
Ocnosni gpisuxo-xiniuni e1acmusocmi: nopouok ado KpUXKa peqosHHa BI OLIOr0 10 Maiike
0171010 ad0 B6:1i:10-3e1€HOr0 KOILOPY.

(I)ap\lalmlepanemutma rpyna. @axkropu 3roprauss kposi. Binkn 3 akrusuicrio. THYHTY HOHO10
iHriditopu 710 daxropa VIIL Kog ATX BO2B DO3.

Dapmakonoziuni eracmusocmi.

Dapmaroounamira.

Hpcnapar ®EITBA (0)%: pmpon ICHUI HA MOMaTKy CIMJIECaTHX. HOro akTHBHICTh WLYHTyBaHHs!
inriditopis axropa VIII Gyxa MATBEPDKCHA 8K in vitro, 1aK i in vivo, Mexanisy fioro i aoci
3QIHUIAECTLCS NPE/IMETOM HAYKOBOI0 0O0rOBOpPEHIs. I'Ipmap;nr DEMBA. sk Ovi0 3’scosano v xo:i
BUBYCHHS AKTHBHOCTI Npenapary, CTBOpeHuii Ha 0CHOBI MPOTPOMOIHOBOrO KOMILICKCY, 3HMOICHIB.
SKI TIPE/ICTABICH] 1POKOArY ISHTAMM (npmpouom. dakrop VIL dakrop IX, dakrop X) ju
aHTHKOAryJISHTOM (C-01:10K) Vv BIZHOCHO PIBHNX KiMLKOCTSX /18 J0CSTHCH I YMOBHOT O/uHIIL
aKTHBHOCTI 1penapary ®EMBA. ate BMICT HOIO  MIpoKoaryisiuruux  depMentis ¢ pinocio
umspinm. GENBA, takum unnom. sictirs npo(}kpuemn daxropis upmpmmmunom KOMILICKCY,
ane TUIbKA B JyiKe HCBEIMKHMX KibKOCTSX IX aKTHBOBAIHX MPOAYKTIB, cepel AKUX BMiCT (hakropa
Vlla € naitBuimm,



[lorouni HaykoBi pobGoTi Bia3nauawOTh  poib cncum]litilm‘( KOMIIOHCHTIB  AKTHROBUHO
HPOTPOMOIHOBOI'O KOMILICKCY — llpmpuuulm (paxropa 1) 1 akrusosanoro (pakiopa N | (PR Lo
Xa) y mexanismi aii npenapary DENBA.

GENBA KOHTPOJIIOE KPOBOTEYY LUIAXOM THAYKUIT T8 CUPHSHHA YIBOPEHIIO TPOMOIHY. HPOLLCY .
Al AKOTO  (OpMyBaHHs MPOTPOMOIHOBOIO KOMILUIEKCY Ma¢  BUPIIIALILHE  2Havenis.  Poo
BIOXIMIYHMX in vitro Ta in vivo Jociiukenb N0Kasa 1, wo daktop Xa i nporpoMdin B PaOT
OCHOBHY pojib B akTuHOCti upenapary GOEIBA. HpoTpomOinosuii  KoamIaeke, sk Gyv.10
BCTAHOBJIEHO, € OCHOBHOIO MillICHHIO A5 npenapaty MEMBA. Kpiym nporpomoiny i (hastopa Xa
npenapatr MEMBA mictuts inwi Giaxu llporpmmmomnu KOMITZIEKCY, 110 TAKOK MO\ Th
CHPHATH MIITPUMAHHIO FeMOCTA3Y V NALIEHTIB 3 reMohiIicio 3 HasiBHICTIO (11 1I01TOpiB.

JlocBia 3acTocyBaHHs mauieHTaMm, XBopuM Ha remodidiio B. 3 iuriGitopamu 10 daxropa IX
obmexenuil yepes piakicrs saxpopioants. [Tsitb nauicntis 3 remodidicio B 3 nassuicro
iHriGi'ropiB OTPIMYBA.IH sikysanns npenapatom ®EHBA v xoa MPOBEICHHA  KIIHIHHIN
AOCIIKEHDb Y pasi HEOOXIIHOCTI, 3 METOIO npodn TAKTHRK abo y pasi \lp\ PrivHUX BIpYHdHb.

Y NPOCHEKTHBHOMY BiAKPHTOMY pPaHAOMI30BRHOMY KIIHIUHOMY JOCIHUKCHHI 3 mapaieanHii
rpynami 3a yyacTio naiieHtis 3 remodinieio A abo B 3i crifikium BHCOKM mirrpon inriditopis
(090701, PROOF) 36 nauientis 6y:11 panaoMizoBani ado ¥ rpyns npodilakriiaiore 3acroeyuan s
npenapary Brnpojorx 12 wmicsuis + 14 amis. alo y rpynn sactocysaiis upenapainy v padl
HeOOXIAHOCTI. 17 nauienTis 3 rpyn npodiIakTHUHOrO 3aCTOCYBAHHA OTPIMYBATH (1Pl
®ENBA y 1031 85 + 15 Oa/kr. wo BBOMIaCS yepes JAeHb, a 19 nauleHtiB 3 rpynu 3acTocy BaH
nmpenapary y pasi HCOOXIAHOCTI OTPHUMYBAIH Ky BAHIIN IPCHAPATOM HA THIMRIIVATbHIH OcHOBI. 3a
pilleHHsM Jikaps. [Ia nauicutn 3 remodinieio B 3 nassuictio inriGiropis orpivysai 1iky sais
MpenaparoM y rpyii 3actocyBanis npenapary v pasi HeoOXIAHOC T | 0/utH naicnt 3 restobiticn B
OTPUMYBAB JIiKYBaHHS Y IPYI 11PO(LIAKTHYHOIO 3aCTOCYBAHHS [IPEIapary.

Meniana ABR (piuna yactora BuIIaIKIB KPOBOTEH) JL18 BCIX THIIB €NIB0IB KPOBOTCH ¥ NaticH1ip
3 rpynu npo}IIaKTHYHOrO 3aCTOCYBaHHS npcnapan (mMeaiana ABR = 7.9) 6yna menuion, Hix
MAaLI€HTIB 3 IPYNH 3aCTOCYBAHHS npenapary y / pa3i neoOXijaHocTi (Meaiana ABR = 28.7). wwo
CTAHOBUTH /10 72,5 % 3umaenns B Mediani ABR mis IPYIIAMU JIKYBAHHS.

B inmowmy 3ABCPIICHOMY  MPOCMCKTHBHOMY — HCIHTEPBCHILIHOMY  CHIOCTEPEIKY BATLHOM
JOCIIKEHHI Tiepionepaniiinoro sacrocyBanss npenapary OF HBA (PASS-INT-003. SURF)
unouy 34 xipypriuni npoueaypu Oyan nposeaeni y 23 nauientis. BiasmicTs naientin (18 OViIn
NALi€HTaMK 3 BPODKEHOIO FC\{Oq)lIIlG!O A 3 HAABHICTIO THIIOT luplB. ABOE MAMEHTIB — NAIICHTAME 3
remoqnmcm B 3 wasBHicTIO iHTIOITOPIB, i TPOE HAMICHTIB — naUicHTaMI 3 HAGVT010 resogiicio A
3 HasBHICTIO lIiFlOlTOplB Tpusanicts 3actocyBatHs Lipenapaty ®ENBA 3naxouiacs B dianaso
Bin 1 no 28 awmiB, y cepeanbomy 9 snis, i 3 MediaHolo 8 HIB. Cepeittst KYMVISTHBHE 1032
craHoBMIa 88347 O11.. a meiiana 1031 cranosuaa 59000 Ox. Jlas nauienris 3 rcxmr{ ticio B 3
HASIBHICTIO iHriGiTOPIR HaiioBa excnosuuis 10 npenapary ®ENBA crasosizia 21 e,
Makcumalibia a03a — 7324 O,

Kpm TOTO, BiJ3Ha4ueHO 36 KIIHIYHMX BHIAIKIB, KOuIH npenapar OENBA sactocosysain 118
JKYBaHHs | MOMEPE;UKCHHS CIi30iB KPOBOTEY Y IANi€HTIB 3 remogizictio B 3 massuictio
inriditopy 10 dakropa IX (24 nauientn 3 reuodn 1iel0 B 3 HasBHicTio IHEIGITOPIR O TPy BAl
JIKYBaHHsl 1PEHapaToM y pasi HeoOXiaHoCT, HOTHPH nauienTn 3 remodizieio B 3 nassuicro
1H1‘161T0p13 OTPUMYBAJIM npenapar npodn IAKTHYHO 1 BICIM nauieHTis 3 remodiaicio B 3 nassnicrio
1HTI0ITOpIB OTPUMYBAH npenapar y pasi npoBeeHHs XipYPriunux npoueayp).

[CHyIOTb TAKOK 130/1b0BAHI TIOBIOMICHHS 1PO 3acTocyBatns npenapary GENBA 11 JAIKYBAHHS
MauieHTiB 3 Hady UMK inriditopamu 10 daxropis X, XI i XII1.

Daprakokinemura.

Ockinbki Mexaism i npenapary 10¢i OOFOBOPIOETHCS. HEMOUIHBO 3POOHTH OCTATOHHOL0
BHCHOBKY MTPO HOTo (hapMakoKiHeTHUHI BIACTHROCTI.

Kainiuni xapakrepucrukn.
Hokasannsa. :
- JlikyBanHs kpoBoTey v namieHris 3 inridiropunmu hopmasu remodiiii A,

- JlixyBanHsi KpoBoTey y nauientis 3 inriGitopuimi Gopsanmit rexodiaii B 1a BIJICYTHOCT! THIHOND
Clenn(iyHoro JiKyBaHHs.




- JlikyBaHHs KpOBOTEY Y NHallicHTiB, He XBOpHX Ha remodiiiio 3 Hadviumu iHridiropasi 10
¢akropa VIIL

- TMpodinaktuka xposotey y nauientis 3 iHridiropiuow Gopmow remodizii A, sxi nepemini
3HAYHY KPOBOTEUY 200 MAIOTh BHCOKHIT PH3NK 3HAUHOT KPOBOTEUI,

Ipomunoxazanns.
IMpenapar ®EMBA e MokHA BUKOPHCTOBYBATH v TAKIX CHTYALLISIX. 9KIIO (CHYIOTH TEPAneRTHUHI
albTEPHATHBH:
* MiABMINEHA YYTIMBICTD 0 nperapary afo OyAb-sKux HOro KOMIOHCH i
®  CHHIPOM JIMCEMIHOBAHOrO BHYTPIUHBOCYAMHHOTO 3ropTanns ([JIB3-ciiipoy):
® roctpuii TpoMO03 abo emBonist (BKIOMaloun iHbapkT Miokapaa), B, po3 i «Oco0InBOCT]
3ACTOCYBAHHS ».

Bzaemooia 3 inwiusmu aikapeoskusu sacooamu ma inwi ¢uou ¢3acmooii.

AziekBatHi Ta 100pe  KOHTPOJILOBAHI  OCHLLKCHHS  KOMOIHOBAHOIO 400 HOCILI0BI0T 0
3actocyBanns npenapaty ®ENBA i pexomGinantioro dakropa VIla ado awrudiSpuHOIITHEIS He
nposoauancs. Ciij BpaxoBYBaTH MOMIMBICTL PO3BHTKY TPOMOOTHHHMN YCKIATHCHL \  padi
3aCTOCYBaHHS  CHCTEMHHMX aHTHQIODHHOMITHKIB. TAKUX SK  TPAHECKCAMIHOBA  KHCIOTA |
aMiHOKAIIPOHOBA KMCJIOTA, 1111 ac nikysauus npenapatom OENBA. Tomy anrudiOpuHOIiTHRN He
CJ1i/1 3aCTOCOBYBATH MPOTATOM HPHOAN3HO 6-12 rojun nicas sacrocysanns npenapary GEINBA. Y
pasi CYNYTHbOIO 3acTocyBamiis npenapaty 3 pekomOinantunm  daxropon VIa BV [l
MOTEHUIHHY JIIKAPChKY B3a€MOII0 BHICTIOUHTH HC MOKHA 3 OISIS/LY Ha HASBHI (11 Vilro au) 1a i
KJIHIYHUX CITOCTEPEKEHb.

Ocodausocmi sacmocyeani.

Pusux posgumiy mposmMoomusinux i mposMooetdo iy aeuy

B xoai aikysanns npenaparom ®EHBA ciiocrepiraiines tpoMooTiusi | FPOMOOEMOOITHHT BT,
y TOMY 4YHCII AMCCMIHOBAHE BHYTPILIHLOCY/MHIE 3rOPTAHHS. BEHOZHITT TPOMOO3. ereneny
emOo.1isl, IHpAPKT MIOKap/1a Ta IHCY.IbT.

Pu3uk TpoMOOTHYHHMX | TPOMOOEMOOIIUHNX SBHIL MOKE MUABHILIYBATHCS [1PH BHCOKIN 105N
npenapary MENBA. Jlekiabka 3 1WIX SBULI BHITHKATH [pH BBEIEHHI 103 noxax 200 O:/kr/ 1001
abo y pasi HasgBHOCTI iHHIMX (AKTOPIB PU3HKY TpoMOoeMOoiunux sl IloTpibio sasuc
BPaxoBYBaTH MOMKIMBY HasABHICTb TakuX (AKTOPIB PH3HKY Y NALIEHTIB 3 BPO,UKEHOIO 200 HAON TOI0
remopiniero.

He ciia nepesuiyBsari ogHopaszoy /103y 100 O;/kr macu rina i 10608y 103y 200 O/1/k1 vach
TiJ1a, OKPIM BHNA/KIB, KON THXKKICTL KPOBOTEUI BHIPABAOBYC 3aCTOCYBAHHA GLALUI BICOKIN 07
npenapaty. CTan namicHTiB, sKi OTPHMYIOTE npenapar B jo3i oiaswe 100 Op/kr macn it
HEOOXIIHO KOHTPOIIOBATH 11010 po3BHIKY JB3-citapomy ta/ado roctpoi koponaphol iteyii. Y
pasi NpU3HAYEHHS INperapary 3 MeTOI 3YIHHKH KPOBOTEHi 3aCTOCOBYBAHIS [TOBHHHO 1DHBATI
JIRILE BIPOJIOBK YaCy, HEOOXIAHOIO [U1s JIOCATHEHHS TEPANEBTHUHOTO eheKTY.

[lauieHTn 3 CHHAPOMOM AMCEMIHOBAHOIO BHYTPILIHBOCYIMHHOIO 3ropranus (JIB3-cuipovow .
MPOTPECYIOUHM ATEPOCKAEPOTHUHIM 3AXBOPIOBAHHIM. TPABMAMH 3 PO3IABIIOBAHHAN TKaIH
cenTHUeMi€l0 ado CyNyTHIM JlKyBauusaM pekomOlnauTuum  gakropon VIla somyie aaii
MIABHILEHHIH PU3HK TPOMOOTHYHHX SBHILL

Tpenapatr ®ENBA 1notpiGHO 3aCTOCOBYBATH 3 0COOINBOIO OOCPLIKHICTIO | JIie TOdl, KOIH L%
NIKYBaHHS MALI€HTIB 3 MiABULICHUM PH3UKOM TPOMOOEMOOIIMHIX  VOKIAHCHL  BLICY 1
ajJbTEepHATHBHI JiKapchKi 3aco0n. Ll rpyna nanicHTiB BKIIOYAC, a1¢ HE OOMEKYVETHCH NALHCHTAM !
3 1IEMIYHOI0 XBOPOOOK ceplis B aHaMmHesl. saxsopiosanisimu ueuinki.  JIB3-cuniporon.
apTeplaibHUM  ad0  BEHO3HHM TPOMOO30M. NICASOHCPALTHHOW IMMOBIII3ALICIO. NalienTas
JITHBOrO BIKY Ta HOBOHAPOIKEHHMM. e

SIKIIO CIOCTEPIralOThCH O3HAKKM Yi CHMITTOMM 'rpoMﬁu'rug%:;-i*‘: POMOOEMOOIIYHIX. SBUIIL, ¢ 1101
HEranHo NPUIUHUTH iH(Y3iI0 1 PO3NOUATH BINMOBIHI JlIArAOCTHYH] | TepanenTHuni 3axo L.

Y curyanisx, ski 3asHayeni muskue, mpenapat ®EMBA ciin sactocosvBath. dmine sKiO e
OYIKYETbCA KOAHMX peaKilifi Ha JiKyBaHHA BiAMOBLIHIM (BaKTOPOM KOary sl Kposi. 30Kpeai. |



pasi BHCOKOro THTPY IHIIOITOPIB. 3arposiuBoi /118 KHTTS KpoBoTeui ado PH3UKY KPOROTCY!
(Hanpukiazs, nicas rpaBMi 4u onepauii):

- CHH/pOM AMCEMIHOBAHOIO BHYTPILLHLOCY,IMHHOIO 3IOPTAHHSA (3a Pe3V.IbTatamii J1abopaTopHii
aHani3iB Ta/abo KITHIYHUMH CHMITTOMAMH )

- YPOKEHHS MeUiHKH, OCKIIbKM UEPe3 CHOBLILHSHMIT KIIPEHE akTHBEOBANMX DAKTOPIB KOar 1511 |
MALIEHTIB 3 NOPYIIEHOIO GYHKILECIO NEUIHKN CIOCTEPIracThes MiABMINCHWIT PIBHK possiTey [IB3-
CHH/IPOMY:

- imemiuna XBopoba cepiist, rocTpiii TpomGo3 Ta/abo endois.

[MauienTn, ki oTpuMyIOTS JAikyBaiis npenaparom GEMBA, nosunni snaxomuies it KOHTPOICM
o0 po3BUTKY /IB3-cunapoMy, rocTpol KOpoHapHOT ileMit Ta CHMITOMIB THITIN TPOMBO TN
ab0 TpoMOOEMOOIIUHUX ABKIL Y pasi NOSBH HEPUIHIX O3HAK TPOMOOTHUHIIN | TPOMBOSMTO 1711111y
SIBUILL BBE/JICHHS MNpenapary ¢l HeraifHo HPHIMINTH Ta BKUTH BIANOBLIHUX HarHOCTHYHIN
TEPANEBTHYHUX 3aX0/1iB.

Peaxyit niosuwyenot vymausocmi arepeivnoeo muny

Ipenapar ®EMNBA moske CHPHYHHHTH 1105BY peaKiliii MABMIICHOT YYTIHBOCTI a1epriuHore THiY,
K1 BKJIIOHAIOTH KpOﬂllB AHKY, ‘U‘IIIOHCBPOTH‘HIHH Hd()pﬂl(. LI.I.I}}-II\OB(F!\HLUI\OB] Posaa1,
OpoHxocnasM i aprepiaibHy TimoTeH3iio; i peakitii MOKYTL OVIH TBKKHMH | CHeTeM
(Hanpukaan, aHainakcis 3 KpONMB AHKOKW | AHFIOHEBPOTHUHMM HAGPHKOM, OPOHXOCITAN |
UMPKYJISTOPHHI 1OK). [losigomisiocs Takok npo iHmi indyvsiiiii peakiii. taki sk 0300,
JMXOMaHKa i apTepiaibHa rineprensis.

[Mauientie noTpiHO MOBIZOMHTH NpPO paHHi O3HAKM NiABHLCHOT UYTAHBOCTL. ¥ TOMY 4L
CPUTEMY, IIKIPHHIT BMCHIL, 3araibHY KPOMUB'SHKY. CBEPOIK. YCKIaTHEHE SMXAHHA/ 3 IIKY
CTHCHEHHS B TPYIsiX. 3aralibHe HE3IVAKAHHS. 3aiaMOpoyeHiis. NnajiHug pl-.pm IBHOTO THCKY
HaBITh ajgeprivuuii wok. Y pasi nossu wix 03HaK ado CHMITOMIB IGVIIinOT peakui’/peakind
MiABUILEHOT Yy TAMBOCTI C1i/1 NPHITHHHTH 3ACTOCYBAHHS NPCHAPATY 1 HALATH BIANOBILTHY MEIH)
J0IoMory.

Tpu posrasai nosropHoro npusHayeHus rpenapary EHBA nauicuram 3 zizoMowo nisimeoo
YYTIMBICTIO ab0 MiZ03p0I0 HA MiABMLIEHY HyTIMBICTH J10 Openapary ado OVAb-sKiux foro
KOMIIOHCHTIB MOTPIGHO PETCILHO 3BAKHTH OUIKYBAHI NEPEBAIH | PUINKH HOBTOPHOLO BILIHE) .
BPAXOBYIOUH BIIOMHUI 200 MiA03PIOBAHMIT THIT MABHILEHOT YyTIBOCT nauicsTa (aeprisiit a6o
Heallepriunui), 3 ypaxyBaHHAM HOTCHUIHOT JikyBatbHOT Ta/ado npogiaakTHyiol Tepanii ado
[PHU3HAYEHHS aIbTCPHATHBHUX JIKAPCHKHX 3aC00iB.

Konmpoas aixyeaniis

He caix nepesnutysatn pasosi j103u 100 Oxa/kr mack tina i 0608i 200 On/ki Mach tida, 3
HAWIEHTAMH, SKi OTPUMYIOTH paszosi 103 100 Oa/kr smacw 1iga. ciin NMPOBOUANTH  PETEILHL
CIIOCTEPEIKEHHSI, 30KpeMa, 110,10 MOKIHBOIO PO3BHTKY JAB3-cunipomy ado cumirromis rocrpoi
KOpOHapHoi imewmii. Bicoki ;1031 npenapary ®ENBA cix HPU3HAYATH TITLKM HA YaC, HEOOXI 1HIi]
JUISl 3yIUHKH KPOBOTEUI.

Y pasi mosBH KAHIYHO BUPWKCHUX 1OPYUICHB APTCPIAILHOIO THCKY | 4acioti UNIbCY.
YCKAAAHEHHS ANXaHHs, OO0 B IPYAHIIT KAITU | KA BBEICHHS NPENapaTy HeodXiHo Heraitio
OPUIMHHTH 1 pO3NOuaTH  BLUIOBIAHI  JUarvocTumi 1 JiKyBadsui  saxot. Cyviresin
nabopatopHuMi o3HakaMi JIB3-CHHAPOMY € SHUKEH s (QIOPHHOIEeHY, 3MEHIUCHHS KIILKOCT]
TPOMOOIMTIB Ta/abo NMpUCYTHICTL NPOAYKTIB jerpajartii Gidpuny/pidpunoreny (IMJ1D). Tnmmvn
O3HaKaMH € 3Ha4He I0JIOBKCHHA TPOMOIHOBOTO Hacy. MPOTPOMOIHOBOIO Hacy 200 akTHBOBAHO! O
HacTKOBOTO TpomOoIIacTnHoBoro vacy (AUTY). ¥V xsopux na inriGitopuy remodiaiio ato 3
HaOyTumu inriditopamu 10 Qakropis VIIL IX 1a/abo XI AUTY noaosmeHitii nid 4icio octosio
XBOpOOH.

MauienTy 3 iHridiTopHoI0 reMoiziero ado 3 HadyTHMK IHEIGITOpaMHt 10 (pm\mpm KOAryJsisiii, sxi
MPOBOASTE JiKyBanus npenapatom OEMBA, MOKYTh OJIHOUACHO MATH NMIABUIIEHY CXHIBHICTL 10
KpOBOTEY i MABUIIEHHH pH3NK TPOMOO3iB.

Jlabopamopni anazizu ma krinivia edpexmuenicms

AHanisu in vitro, rtaki sk AYTY, wac sroprauus UiibHOT KpoBl | Tpomboesactorpama. sk
MOKA3HUKH €DEKTHBHOCTI HE O00B SA3KOBO NOBMHHI KOPEIIOBATH 3 KIIHIUHOK KapTHHOK. Toa



CIIPOOH JOCSITH HOpMai3allil UHX NOKA3HUKIB WLIAXOM 30iblIcH S 103 npenapaty GEITBA e
MOKYTb OyTH €(PEKTMBHMMM, IO TOIO K BIJL HHX Clid KATCIOPUYHO  BLAMOBHIHCH  depe
T ABHIEHUH pH3HK po3BUTKY JIB3-CHHIPOMY B pesyinTati nepe103yBans.

Inavenns KOHMPoOII0 KitbKoCmi mponsoyumie

Ockinbku s JoCArHenHs edexrinsrocti i npenapary ®EHBA norpiGua sassHicts se:iixo
KIIBKOCTI  DYHKIIOHAABHO MOBHOLIMHMX TPOMOOIMTIB, B pasi HealexsarTHoi sianosini o
TTiKYBaHHS MPENApATOM PEKOMEHYETHES KOHTPOIb KiIBKOCTI TpOMBOLUTTTB.

3acmepeiceniis

3axoou wooo sanodicanns nepeoayi ingeryit

[Ipu BuKOpHCTaHHI TiKapChKMX NpenapatiB 3 KpoBi alo 11a3M¥ KPOBI THOJUAHIL BAHBAKT
CTaH/IAPTHUX 3aXO/IB, CNPAMOBAHHX Ha 3anoGiraHHs nepejadi nauiesrtam 30y UKz indekiii. o
HUX Hajlexarb pereibHHi BiaGIp JOHOPIB, nepeBipka OKpeMHX MOpuiit i nyvaip miasi i
MapkepamMu  BIpYCiB  Ta  iHQexuiil, BKHTIS  eDEeKTHBHMX  BHPOOHHWMX  3axO[iB  JLin
iHAKTHBALIi/3unweHns BipyciB. Hessakaioun wa e, npn BBeienii JiKapebKiX npenapatin,
BHTOTOBJICHUX 3 KPOBi a00 N.1a3MH IO AMHH, HE MOKHA IIKOM BHKIOMHTH MOKIHBICTL Hepe. ot
30y AHHUKIB iH(eKLUiT, y ToMY uneii HeBIIOMUX a0 HOBUX HA CLOIOANT BIPYCIR Ta THIINX HATOreHin.
3axo/H, WO BKHBAIOTHCS, BBAKAIOTLCS CPEKTHBHUMH 15 000TOHKOBIX BIpYCIB. TAKIN 5K BIpyC
imyHoAeiunty smoauun  (BUI). Bipye rematury B i sipye renarury C. a rakos 1
HEOOOIOHKOBHX BIpYCiB. TAaKMX K Bipyc renaruty A. 3aX0aM. 1O BKHBAOTHCH. MOANTL AT
OOMEKEHY eEKTHBHICTD 11010 HEODOIOHKOBHX BIpYCIB. Taknx #k tapsosipyve B19. ludixyvsaiiis
napsoBipycoM B19 mowxe Oyru cepifosmmm uis Baritaux (MdikyBanis 179071a) i i
iMyHOZeDiLHTOM a00 MiABHIIEHHM ePHTPOIIOE30M (HAIIPHKIAL 3 FeMOTITHYHOIO AHEMIC10),
[ToTpiGHO pO3riIsiHYTH NUTAHHS NPOBEUEHHS BaKUMHAWIT (i1 renanry A i B) mamieniav. sk
PeryJspHO/NOBTOPHO 3aCTOCOBYIOTH MPEHAPATH OTPUMYBAHOIO 3 [LIA3MI KPOBI 00 hakiopa
VIIL

PekoMeHAYeTbCA 3anuCyBaTH HA3BY | HOMEP Cepii 1penapaty 1MOpa3y npH BBCACHHT Hallie T
npenapaty GENBA 3 MeTo10 Beranosienis 3B'A3KY MIK HALIECHTOM 1 CepIcto npenapary.
Heoonosnaunicms 6i0noeioi na 3acmocy6anis AiKapeskUx 3aco0ie 3 Wy HmyIouoo akmusiicno
Uepe3 aktopu, AKi NOB’A3aH1 3 KOHKPETHHM MALICHTOM, PEAKILS HA NPENapaT MoKe BIAPIIHATHCS,
1 Y KOHKPETHIH CHTYaUil KPOBOTEUI NAUICHTH, Y AKHX CHOCTEPIraETHCA HEAOCTATI PCAKILIA HA O/TitH!
Mpenapar, MOXyTh pearyBatit Ha ininnii npenapar. Y pasi He0CTaTHLOT Peakiii Ha O;UH Hpelapal
CIIJ PO3IIIAHYTH MOMKIMBICTS BHKOPHCTAHHS iHILOTO [1penapary.

Ananinecnnmni pearyir

Bsenenns npenapary ®EMBA namientam 3 inriGitopavu sose MPU3BECTH 10 NOHATKOBOIO
aHaMHECTHYHOTO T1iIBUIICHHs piBHiB inriGitopis. [lpu  HenepeprHomy BBCIACHH! Upenapa
®EWBA pisens inriGitopiz 3 uacom Moke 3veHumrties. Sk MOKA3YIOTh ONyOIIKOBAHT Taui.
edexrusnicts npenapaty GEMBA e sumkyctbes.

Aumumiag 00 RO6EPXHEBOO anMuen) cenamuny B ma imepapemanis pesy iniantis i 1i:)
[Tlicas BBeseHHs BuCOKMX 7103 mpenapary ®EMBA rpaszutophe niismuicts PIBHIB [TACHBHO
MepeAaHuX aHTHTLT J0 MOBEPXHEBOIO AHTHICHY TenaTuty B MOKe npussecti 10 moMHIKOROT
IHTEpIpeTauil NO3UTHBHHX Pe3Y IbTATIB CEPOIOrUHUX TECTIB.

[Tediampuuna nonyvasyis

3BiTH 1IPO BHNAJKM 3aXBOPIOBAHHA Ta OOMEKCHI JaHi KIHIMHHN BHIPOONBAHL CBLTHATL. 1110
FEIBA MmoxHa 3aCTOCOBYBaTH y JliTeH BIKOM 10 6 poxiB. Takmnil camuii pexum 103vBaiiis, ax \
JOPOC/INX, MOBUHEH OYTH NPHCTOCOBAHHI 10 KIIHIMHOTO CTAHY JAUTHHM.

Ipoghinaxkmuune sacmocyeanns npenapamy nayicnmax 3 eexoiziero B 3 nassnicmio incidimopis
Yepes piJKiCTb 3aXBOPIOBAHHS ICHYIOTh JIMINE OOMEKEeHI KIiHIuHI Jani 1100 3acToCcy Bt
npenapary ®EMBA 118 npodizaktiku kposoteui vy maiientis, xsopux iia reMoBimiio (Kiimitii
BUIAJIKK, OMUCaHi B jiteparypi (n = 4), i kuiniuni jgani. orpusmani v xoii soeaiukens 090701
BUBUYEHHS NPODIIAKTHYHOTO 3aCTOCYBaHH npenapaty (n=1)).

Peroxendayii, nos’sizani 3 donosixenusu pevosuna




®EMBA 500 Oa. ta ®EIBA 1000 Oa. mictsis 3.6 avoas (80 ) HATPIIO (PO3PaX\IKORI
BEJIHUHIA) HA BIAKOH (13 PO3paxyHKY NpHEIN3NO 4 M natpito ma | o), Lle caia spaxosysary s
MAieHTIB, sKi nepedyBalTh Ha HH3LKOHATPIERI TieTi.

3 \ampoﬁlomrltmm TOYKH 30py npenapar cii BUKOPHCTATH Heraitho. OKPIM BHIAIKIB, KON
METO/ BIAHOBICHHS lperapaty BUKIIOUAC PH3HK MIKPOOHOTO 3a0pyAHeHHS (KOHTPOILOBaN] T4

BEUIUIOB&HI acernTHyi VMOBH ). Axio fnpenapart Bl 1pa3sy He BHKOPHCTOBYCTLCH, BiIMOBILTBHIG
3a lt‘.p\l]HI‘] Ta VYMOBH .EOEPIIJIIIIH lpenapary. roroBoro 1o BHKOPHCTAHHA. NOKJ&1a0TLCd 1A
KOpHCTYBava.

Binnossennii npenapar He caiz 36epirati v xo:10411 bHHKY.
Hayienmu noxurozo gixy
HasiBHi obmesxeni aani mosto 3acrocysanns npenapary ®ENBA v nawientis noxiioro BIKY,

3acmocyeanns v nepiod eacinmocmi ado 200veanis opyooio.

Besneka Buxopucranus npenapary ®EMBA nia uac saritnocri ta FOAYBAHHS TPVLUO  He
BCTaHOBJICHA.

Jlikapi MaroTh OLIHUTH NMOTEHUIIHI pu3nKy Bix 3actocyBanns ipenapary GENBA ra HPHIHAYTH
Horo Jauine TO.U. KOJIH 1Ie SBHO HeoOXI JIHO, OLP\ HH 10 VBArd ro tildh“ . O mpH B IFTHOCTT Tu A
l'lICHSiIIO TOTOBHI Il\.p]()l ILH\F 1i; IBMIILCHMT PH3HK }‘llHHHIi\\ I]‘H"\I'.'Mt AMOOTHHMN VERIRANEHL. A
TaKOK MOMKINBI JICHK YCKIAAHCHHS BAriTHOCTL SKI MOB #3aHI 3 NBHIICHIM PH3HKOM PO3BITIY
J_IB3—CHH,1pm1v

Hns. posjizn Ocobausocmi sacmocysanns 11010 Aetaibiof indopyaitii 1po napeosipye B19Y.
ExcriepumenTn 178t jlociiukenns suimsy npenaparty GEHBA na PEHPOAYKTHBHY CHCTEMY TRAPII
He MPOBOAMIIMCS, Hacaiaku Bnauey npenapaty GENBA na (epTHIABHICTL ¥ X0 1pOBEICH
KOHTPOIBOBAHUX KIHIYHHX J10CT UKCHb BCTAHOBICH] e V.1,

3oamuicme eniueamu na weuOKicms peaxyii npu KePVBani aemompancnopmo qoo i
Mexanizymam.

®ENBA He Mae ko100 BILTHBY (200 HE3HAYHMIT) HA 31QTHICTL KEPYBATH ABTOTPAHCIOPTOM 100
IHIIMMH MeXaHi3Mamu.

Cnocio sacmocysanns ma 003u.

JIikyBanHsi NOTPIOHO PO3NOYMHATH MiA KOHTPOJEM J1iKAPs, sSIKHiT MAC BLANOBILHII 10CHi1
JIKYBAHHS NOXIGHUX PO3JIadiB KOArY. ST,

Hosveanns

Jlo3a Ta TPUBANICTh JiKYBAHHS 3A7¢KATE BT THKKOCTI MOPYIUIEHHS I'eMOCTa3Y, JORA3AWT { el
KPOBOTEU1, @ TAKOXK KIIHIHOTO CTAHY XBOPOI0.

[pu BuGOpi 1034 Ta YACTOTH BBEACHHA NOTPIGHO KEPYBATHCA KAIHITHOIO SPEKTHBHICTIO \
KOKHOMY KOHKPETHOMY BHITQ/IKY 1HANMBIIYAILHO.

3aranom pekoMeHayeThes BBoaMTH tipenapar OEMBA 8 1031 50-100 ot na | e sac aa.
[Tpu ubomy He ciz nepesnutyBatn pazosy 103y 100 O/kr Mach Tida i Makciva IBHY JI000BY 1073
200 Oa./xr macu Tiza, OKpIM BHIQAKY. KOJIH THKKICTH KPOBOTEY] BHIIPABIOBYE BHKOPHC AN
BHIUKX 103 (JIMB. po3;1i:1 «OcoDANBOCTI 3aCTOCYBAHHSI» ).

Cnonmanni kposomeui
Kpososunusu 6 cyeio6u, s'ssu i v'axi meanunu

VY Bunagkax KposoTeu Ma1oi Ta Cepe;IHbOT THTEHCHBHOCTI peroMeHVIOTBCS 1030 S0-73 O/ k)
MacH Tita koxHi 12 roaun. Jlikysanus HeoOXitHO HPOAOBAYBATH 10 OTPHUMAHHA HiTKHN O3HIK
K:IIHI‘{HOTO [MOKpalleHHs, HAIPHKJIAL 3MCHILCHHA 00.110, SHHIZKCHIA TIPHITY N, 10¢tl ado LEABKILCHHH
PYXJIMBOCTI cyr100a.

Y BUNAAKaX CHIIbHHX KPOBOBHIMBIB B M'si3i | MsiKi TKanmii. HANPHKIQIL. NPY 3a0UCPEBHHHHN
reMaTromax, peKOMeHA0BaHa 403a cTaHoBHTb 100 OQJL/K1 sack Tina KOKHI 12 101mH.

K;DU()’()IHB'H 31 CAUZO6UX 0D0IOHOK ;

PEKO‘\leHJ}E‘ThCH A03a 50 Oa/kr macu Tina KokHI 6 rogun npu: p-.,u. IBHOMY CTIOCTCPEACHHT 5u
NalieHToM  (Bi3yaibHHif KOHTPOJIb  KPOBOTCHI. BU3HAYCHHS MHAMIKK IEMATOKpUTY).  HKIILO



KpOBOTEYHA HE MPUITUHACTLCA, 103y MOKHA 30LIL1HTH 210 100 O1./k1 Mach Tia, ate PR LUBOMY H
MCPEBHIYBATH MAKCHMAILHY /1000BY 103y 200 O;1./k1 Maci 11,

Tnwi masicki kposomeni

Ilpu Taxkiif kpoBoTeui, Takiii ax kpoBosummsy B L[HC. pekoMenayerbes ao3a 100 O:n/kr mac
Tiza KoxkHi 12 roaun. B okpemux Bunajkax npenapar GENBA mowna 8Bo1uTH 3 IHTEPBATIOM
6 roMH 10 MOCATHEHHS YITKOTO KJIIHIYHOIO MNOJiNIIeHHS. (Ipn upomy He 10380 THEA
NEPEBHIILYBATH MAKCUMAIBLHY 1000BY 103y 200 O;1./k1 Mach Tina!)

Xipypeiuni empyvuanns

[lpu Xipypriunux BTpyuaHHsx nepe1 onepaiicio Moxke 0YTH BBeAeHa nouaTkosa 103a |00 (/i
Macu Tina, a wepes 6-12 romum Mmoske Oyiu BBeJeHa uie oana cosa S0-100 O:/kr. Sl
micasonepaiitny miarpumyrody 103y Moxua ssectit 50-100 O;/kr mack Tiaa 3 IHTEpBAIOM 6-12
roauH. JIo3yBaHHs, iHTEPBAIN BBCACHHS 103 | TPUBAIICTS JIKYBAHHS 11 4ac | micas onepanii
BU3HAYAIOTLCS  BHAOM XipYpriuHoro BTPYUQHHS, 3aralbHHM  CTAHOM HAWICHTA 1 K HiuHom
ePEKTHBHICTIO y KOKHOMY OKpeMomY suiaixy. [Ipy HLOMY HE JI03BOJAETHCH TICPCBIIIV BT
MaKCHMallbiy 1000BY 103y 200 O:L/Kr Mack Tida.

[Ipoghirakmura

- Hpogpinaxmura  kposomeu v nayicumis 3 eucoxuvu mumpan in Noimopie | oyacnisi
Kposomeuamu  nicas  Heedaol iMOVKYIi  ivyunoi  mozepanwmnuoemi (IT) ado wour [T e
Po3AA0AEMbCS:

pexoMenayeTbes go3a 70-100 Ox/kr mack Tiaa gepes jeHb. 3a HeOONLUHOCTI O3y MOIKHA
30LbmnTH 20 100 O/kr Mack Tina Ha 100y abo 10CTYHOBO 3MEHILYBATH.

- Hpoghiraxmuxa xkposomeu v nayicnmie 3 eucorkuu mumpani ineivimopie nid wac inoviyit
iyunol moxepanmuocemi (1T):

npenapar ®ENBA moskua BBOUITH pasom 3 akropom VIII B 1031 50-100 Ok mach Tiza Agivi
Ha 100y, noku THTp inribitopin 10 gaxropa VI He sHnznThes 10 <2 BO.*

* 1 BO (oauunus Beresna) BH3HAuACTLCS K KLIBKICTH aHTHTLL K IHrIOVIOTL SO % akTinsuocti
daktopa VIII y inkyGosaniii naasmi kposi (npotsirom 2 rozmn npi 37 “C),

3acmocyveanna npenapamy PEHBA ocobausun kamezopisa nayicimie

[Hdopmalis cTrocoBHO manieHTis, Xsopux Ha remodiziio B, 3 IHrIdITopamit 10 dakropa 1X
HaBeeHa y pos3aini «DapmMakoI0riuni BAaCTHBOCTI».

Y komOiHauii 3 kounenrparom axropa VI npenapar GENBA takowm BHKOPHCTORYBABCS
TPUBAILI Tepaiii 418 JOCATHCHHA MOBHOTO | HOCTIHOIO BILATCH S IHriGITopIB 120 daktopa VIII,
Konmpoan

V pasi HeanekBaTHOT BIANOBII HA TiKyBaHHs MPEenapaToOM PeKOMEHAYCTHCH HPOBCCTH DAY HOK
KiIbKOCTI TPOMBOUMTIB, OCKIIBKH /1115 eDeKTHBHOTO 3acTOCY Ba s MpenapaTy HEOOXITHA J10CTaTHA
KIJIBKICTB (hYHKUIOHATBHO IHTAKTHIX TPOMBOLUHTIB.

Hepes ckuaaunit Mexanism i npaMuii KoHTpoas aitounx pevoBuH HeMOKmBnil. Koarvasuiiin
TECTH, TaKi AK Yac 3ropraiHs ULILHOT KpoBi, rpomodoenactorpama (TEL, semtunna r) i AYTY,
3a3BHYAH  [I0KA3ylOTh HE3HAYHE CKOPOYEHHs BLAMOBIAHHX NMOKASHUKIE | He 000K $3KORO
KOPEIIOIOTh 3 KIIHIYHOIO epeKTHBHICTIO. TOMY 3a3HAUCH] TECTH MAIOTH OOMEKEHE SHAUCHHE 115
KOHTpoJIIo Tepanii npenaparom ®ENBA (aus. posain «Ocodamsocti 3ACTOCY BAHHS» ).

Chnoci6 esedenns

Ilpenapar HEOOXiHO PO3UMHMTH, AK OIHCAHO HIKYC, | HOBLILHO BIMBATH BHYTPILIHBOBCHHO.
HIsnakicts indysii e nosunna nepesuutysari 2 O;L/Kr Macu Tiza Ha XBUITHHY,

[penapar ®ENBA notpi6uo posunmii Oesnmocepe b0 nepe:t BBEICHHAM. PO3uni norpivio
BHKOPHCTAaTH HETaiiHO (npenapar He MiCTHTb KOAHNX KOHCEPBAHTIR).

ObepexkHo nepemiulyiite, noki pecs npenapar He po3uHHNTLSH. [lepekonaitiecs. mo Jikapeskii
3aCi0 NOBHICTIO PO3UMHMBCS. IHAKILE Yepes (iabTp NpHCTPOIO HPOIie MEHLIC OAHHUILL MpeTiapa
®ENBA.

IMicns posumHeHHA NPUTOTOBACHMIT PO3UHH HEOOXIAHO BI3YQIbHO TEPEBIPUTH HA HASBHICTH
YACTHHOK i 3HeDapBIIeHHS, EpLU Hi% Po3nounHaTH Beeaenns, He BHKOPHCTOBYBATH PO3UHIN, K] ¢
KalaMyYTHHMH ab0 MICTAThL 0cal. .

He BHKOpHCTOBYBaTH MOBTOPHO BiIKPUTI KOHTEliHEPH.



He BukopuctoByatn mnpenapar, sk Horo crepuibHa 3axHcHa cHCTEMA  da60 HAKY BdHH
MOMIKOKCHIT Y1 HAABHI O3HAKH MCYBAHHS.

JAs pO3UMHEHHS BUKOPHCTOBYIOTH JHINE BOAY U iH eKuiii i HPHCTPIH JUIS POZYMHEHHSA, 1110
3HAXOJUTLCA B YNMAKOBUL. YV pasi BUKOPHCTANHA THIIOIO NPHCTPOI MOTPIBHO BUKOPHCTORY Bt s
(GiabTp 3 po3Mipom nop He menine 149 vk,

Byzab-sikuii HeBUKOpHCTAHIIT Npenapar abo BLAXOAM 3HUUITH BIANOBLIHO 10 MiCLeRHX NpaBin.]

Posuunenns nopowky 01s npucomyeanns posuuny 011 in €kyitt 3a dononocon 2010k

I. HarpigaioTh 3akputiii (urakon 3 po3MMHHEKOM (BOJOI 115 W CKIG) 10 Kisualiod
Temieparypu abo remineparypu He Sinbine 37° C, 4KIHO e HeoOX 1110,

2. 3HIMAIOTh 3aXHCHI KOBMAYKH 3 (aakona 3 Mopouikos i ¢uakoda 3 POIUHHITKOM (pue. A
AS3HQIKYIOTb FYMOBI IPOOKH 000X (IaKOHIB.

3. BiaKpuBaloTh 3aXMCHMI KOBMAYOK 3 OAHOrO KiHUA TOJAKH 118 MEPEHECEHHA, 10 RXOMHTH v
KOMILICKT, 715 4YOTO MPOKPY4YIOTh 1 3HIMAIOTH #0ro. BeraBiasioth roiky B rymMoBy npodi
(naxona 3 posunnunkom (puc. b i B).

4. 3HIMAIOTL 3aXHCHHUIT KOBHAYOK 3 iHIIOFO KiHUS TOJKH /113 IIEPEHECEHHA, HE TOPKAHHCEH
BIZAKPHTOTO KiHLs!

5. Ilepesepraiots (uiakon 3 PO3UHHHHKOM | BBOISTL BITbHMIT KilCIh FOAKH B 11Cil (prakon uyepes
ryMoBY mpoOKy ¢iakona 3 mopoumkom (puc. ). Posuuuung 6ye neperikati Y ¢Iakod 3
MOPOILKOM I11]1 AI€H0 BAKYYMYy.

6. Po3’eanytors daakonn, BHIHABLIN FOAKY [UIs NCPEHECEHHS 3 (hIakoHa 3 topotkom (puc. '),
3:erka cTpymyoTh aG0 MOKpYUYIOTH (IAKOH 3 NOPOLIKOM LIS MPHCKOPEHHS POZUMHEHHS.

7. ITicast MOBHOTO PO3UUHEHHS HOPOLIKY BBOAATL Y (hIAKOH aepaltiiiny roaxy (pue. J1). 1o sxo s
Y KOMILIEKT, JUIsl BUIasienns ninu. Buitmators aepauiitny rosky.

Ingysin

I. BiakpuBaloTh 0JtMH KiHElb 3aXHCHOTO KOBIAUKA 3 FOIKH-(iIbTPA, 1110 BXOITE Y KOMILISKT. ;L1
HOrO MPOKPYUYIOTh | 3HIMAIOTh {010, I HACALKYIOTH TOJIKY HA CTEPHIALHHH O THOPA3ORIIT LITTPII
Habupatots pozunn y minpuu (puc. E).

2. Big’eanyioth roaky-(GiabTp Bia WNPHIA | MOBIILHO BBOIATE PO3YHH BHYTPIHIHBOBEHHO 32
AOMOMOrOI0 KOMILICKTY /Ut IHQY3IT, WO BXOAMTL Y KOMILICKT (400 OAHOPA30BOT [0:1KH. 110
BXOMTh Y KOMITICKT).

|

Puc. b Puc. B Puc. I Puc. I Puc. /1 Puc. E

Po3uunenns nopowky 015 npueomyeanist po3vuny 0as in'exyiil sa donostocow BAXJECT 1

I. HarpiBatorb 3akpurii (IaKOH 3 POSUMHHMKOM (BOJOIO [Lis iH'eKniil) 10 KiMuaTHo!
Temneparypu (Bia 15 no 25 °C). manpuxiai, sa Z0MOMOrow BOJASHOT Oaui HPOTHAIOM KilbKOX
XBHIUH (He Giabie 37 °C). sKIIO 11e HEOOXIAHO. o

2. 3HIMAIOTL 3aXMCHI KOBNAuKM 3 (UIAaKOHA 3 1OPOLIKOM i (UEKOHA 3 POZLIIHIKOM Ta
Ae3HQIKyIOTH rymMOBi IpodkH 060X (rakonis. CTasasTh (rakomu Ha pisiy NOBCPXHIO.

3. Biaxpuatots ynakosky BAXJECT II. ais €oro 3pusaiors 3AXHCHY [UIBKY. HE TOPKAIOUHCh



BMICTY YNakoBKH (puc. a). He Buiimaiite npucrocvBanss /11 BBe:1e1s 3 VIIAKOBKH.

4. lepesepraiors ynaxkosky AOTOPH JIHOM | BCTABIAIOTH 1PO30PE [IACTHKOBC BICTPS Kpish 11podiKy
y haakon 3 posunHHHKOM (pHe. O). Tenep suimators ynakosky 3 BAXJECT 11 (prc. B). He
3HIMaiiTe CHHIO 3aXuCHY Kpuiuky 3 BAXJECT II.

5. Komn BAXJECT 11 npuennannii 10 daakona 3 po3qmHHHKOM. MepPeBepranTh IX TaK. w00
(r1akoH 3 PO3UMHHUKOM 3HAXO0/MBCs 3BepXy. Haruckaos na nypnypte sictpss BAXIECT 11 kpiss
aakon 3 mpenaparom ®ENBA. Bakyym v dnakoni 3 npenaparom GENUBA sarsirue posunuiig
BCEPE/IMHY (pHC. T).

6. OBGepeikHO MNOKPYHYIOTh. OIHAK HE TPACVTH CHCTEMY, [OKH [OPOILOK HE DPOSHHHHTHCS
[lepeBipsitoTh, W00 Npenapar NOBHICTIO POSYMHUBCS. THAKILE AKTHBIHI Marepiai He upoiiae Kpiss

¢iabTp.

Puc. a Puec. o Puce. B

S o

Inghysia

1. 3HiMaloTh cunio 3axucny kpuiky 3 BAXJECT 11 Hlinsho APUEIHYIOTH wnpii 10 BAXJEC
II. HE BTATYWUTE MOBITPS Y LUTIPHLL (puc. 1). AGH 3a0€31euHTH LiiibHE 3 ClHalig Misk
wmpuuoM i BAXJECT Il pekoMenjyeTbes BHKOPHCTOBYBATH WTIPHIL 3 HakoHeuHUKOM JTiocpa
(TIOBEPTAIOTH WINPHIL 3 FOMHHUKOBOIO CTPLIKOK 10 YHOPY ).

2. IlepeBepraioTh cucTemy Tak. WOO PO3UMHCHHMIl mpenapar 3HaxoMBCs 3Bepxy. Braryiors
PO3YMHEHMH npenapar y umpuil, /s doro [MOBUIbHO taruyTs NIYHKED HA331 Ta NepeBipaioTs,
OO MmiJ yac BCHLOTO Mpouecy BIsIyBaHis 30epiranocs winbue 3'camanms Mik BANJECT 11 i
LUTIPUIIOM (pHC. 1).

3. Big’canytors wnpi.

4. YV pasi yrBopeHHs ninum npenapatry B WIIPHII CLi J0YEKATHCH 3HUKHCHES nimit. [loBL b0
BBOAATH PO3UMH BHYTPIIHLOBEHHO 3a JOTOMOTOI0 KOMILIEKTY /st iHY3il, 10 10140Thes (a0
OJIHOPA30BOT MOJIKH ).

Puc. r Puc. r Puc. 1

| & ’ | =



He nepesnmyiite meuaxicrs speaenns 2 O ®ENBA/kr macn tiaa na xsi. 1Y,
Ximidna i d)ljutilid CcrabLIbHICTD POSHHHCHOIO, TOTOBOTO 10 BUKOPHCTAHHA IIPCHAPATY. CIAHORIL |
3 rosmuy npu KiMHaTHIi Temneparypi ne e 25 °C .

Himu.

3BiTH NPO BUMA/KH 3aXBOPIOBAHHS Ta OOMEKEHI JaHi KIiHI4HIX BHIIPOOVBaHL CBIAYATH. (110
FEIBA moxna sactocosysarn v jtirteii Bikos 10 6 POKIB. Takuil camuii pekuy 102y BaHIs. 4K \
AOPOCINX, NOBHHEH OYTH IPHCTOCOBANMIT 10 KITHIYHOTO CTAHY JMTHITH,

Hepeoosyearms.

Pu3uk po3BUTKY TPOMOOTHYHHX i TPOMOOEMOOIIUHHX VCKIalHelL (B IOumown 1B 3-cii, PO
indapkT Miokapsia, BeHO3Huil TPoMGO3 i emOo:IiI0 lerenesol aprepit) Moke 30UILIIYVBATHCS 11D
3aCTOCYBAHHI BUCOKMX 103 npenapary MGEHBA. Jlesxi 3 Npe/ICTaBIeHHX ABHLIL Lnncn.p]m Mes npi
3acToCyBaHHI npenapary B jo3ax Bumie 200 Oa/kr Macu Tiza abo y HAWCHTIB 3 iHLIHAM
akropamu pusHKY pO3BMTKY TpomGoemBodiuHuX sBHUL Y pasi, SKIE CHOCTePIraoThes
CHMITOMH TPOMOOTHYHHX | TPOMOOEMOONIUHUX sBHIL, BBEJCHHS MNpenapary ciil neraiino
NPUITMHATH T4 PO3MOYATH BUUIOBLAHI AIarHOCTHYHI | TEpaneBTHUHi 2axX0M  (Uin. posii
«OcobaunBocrti 3acTocyBaHH"» ).

Hodiuni peaxuii.

[Mpenapar ®ENBA moxke CHPUYHHHTH MOSBY Peakuiil MIABHILIEHOT YYTANBOCT] &JIEPriHHOrO THIIY.
WO  BKIOYAIOTb  KPOIHB'AHKY, aHTIOHEBPOTHUHMIT HAOPAK, LIAYHKORO-KIIIKORL  PO3IATI
OpOHXOCHA3M i MATIHHS apTEPIAILHOIO THCKY: Ui peakitii MoucyTh ByTH CEPIOZHIMH 1 CHCTEMITHMS
(Hanpukiaa. anadinakcis 3 KPONMB AHKOIO 1 AHFIOHCBPOTHUHIM  HAOPAKOM. OPOHNOCIIIY
LMPKYJISATOPHIH 1WOK). [TOBLAOMIAIOCA Takoxw npo Hwi indysiiihi peakilii. 1axki sk 03H00.
JMXOMaHKa i apTepianbHa riteprensis,

Hebaxani peakuii. npejcrasieni B oMy poz,m:n. Oyau 3apeectpoBani B HOCTMAPKETHHT OBl
neplo:l., a TAaKOX 1] 4ac NpoBe/IeHHs ABOX JI0CIIKeHb 13 3acTocyBanuam npenapary GEIBA 1is
JiKYBaHHA €1i30/1iB KPOBOTEYi Y MEAIATPHYHMX | JOPOCINX HauienTis 3 remodizicio A ado B 14
inridiTopamu 10 dakropis VIII ado IX. JIo 01HOro 10CTUKeHHS OVAN TAKOK BKIIOUEH] naitie |
HaOyTo10 remModitieto 3 inriditopamn 10 Gaxropa VI (2 i3 49 nauicuris).

Kareropii yactoru:

ayske vacri >1/10;

gacti >1/100 10 <1/10:

HeyacTti >1/1000 10 <1/100;

nooaunoki >1/10000 10 <1/1000:;

pizkicui <1/10000;

HEBIOMi — HE MOXKYTh OVTH BCTAHOBJICHI 3 HASBHUX JAHMNX.

Kaace eneremn [Tobiuni pearuii ~ Yacrora
opranis (KCO) ) ) o ‘ S
Poznazn KpoBOHOCHOT | CHHAPOM TUCEMIHOBAHOIO BHY TPILIHBOCY. THHHOTO | Hesijomi
i aimpaTuyHoT sropranns (JIB3-cunaponm), [ .
cHcreM MIIBHILCHHS THTPY IHITOITOPIB (AHAMHECTHYHA
Bi/1MOBI/1b)" S
Po3najan imynHol Peaxitis niIBHmeHor 4y TamBocTi Yacri
cHCTeMH Kponus'sinka, _ Hesiomi
aHa(hiIaAKTHYHA peakilis |
Posnaau HepBoBOI [Mapecresit, - | Hesizomi i
cucTeMu rinecresis,
TPOMOOTUYHHIT THCVIIBT.
eMOouHHI THCYIBT.
COHIMBICTD, |
JMCTeB3is [




["onoBH#MiIT OLiIbE,

3a11aMOpOUCHHSA"

[Topymenus cepuesoi
JiSTBHOCTI

IndapkTr Miokap;ia.
Taxikap:is

Cynmnnni posnam

| Tpombos.

BEHO3HHH TPOMOO3,

aprepiaabHuii Tpomo3,

eMO0is (TpoMO0eMOOIMHI VeKIAHEH ).
rinepreH3is,

[PHILIMB KPOBI

["inotonis®

Yacri

- — o
Heniaomi

Hesiomi

—————— —

le.!!

Pecniipatopsi, Jlerenesa embonis, 1] Hegi1omi
Topz}xanhxli i . OpoHXOCHasM, i
Me/lacTHHANIBHI CBHUCTSHE AMXAHHI,
po3Jiain Kalehb.

3N IIKA i
[nynkoBo-kuikoBl | Biosauns, Hesiiomi
po3zJaau aiapest.

BIUYTTS JTHCKOMMOPTY B KHBOTI,

HYJ10Ta

YpakeHus 1Kipi i
i UIKIpHOT TKAHUHK

BiAuyvTrst OHIMIHHS 00118 Ys,
AHITOHCBPOTHYHMIT HAOPSK.
KPOITHB AHKA,

cBepOiK

| — =%
1

[ Hesiowmi

Bucun®

Yacri

3arasibHi po3iaam Ta
VPaKEHHS B MicCIli

Binb v micui BBe/1eHHS.
HE3TYKAHHSI.

BLIUYTTS CKOMBOPTY vV rpyauiil Kaitui

BBE/ICHHS BLIUYTTS Aapy,
03HO0,
rineprepmisi,
Ollb y Ipy/Isix,

Auaniau

nd,.l.l!l!l!-] .IPII.‘}'BIA.II,HL)I O THEKN

HesitoMmi

Hesiaoai

| TTo3MTHBHI aHTHTI A 10 NOBEPXHEBOTO anTHICHY
renatuty B*

Yaeri

 [lixBuLIeHHS TUTPY IHTIOITOPIB (aHAMHECTHYHA BIINOBIAL) ]Hu-winpn'rc"'nnfi TEPMit 3riano 3
MedDRA] — L€ [IABUILCHHA MONEPEHBO ICHYIOMNX THTPIB IHITOITOPIB nican BRe 1 IpenapaTy
®EMBA (nus. po3aiit «OcodaNBOCTI 3aCTOCY BAHHS» ).

® Mo6iuni peakii na sactocysans npenapary (ADR), npo skl nopijomMasiocs ¥ Xoai npose;ieH s
MePBHHHUX JOCIIUKEHb | JOCHIAKEHb, B SKHX BHBYAIOCS MpodiIakTHHHE 3aCTOCY Bl
npenapary. YacTtora, IO BKa3yeTBCA, — L€ HACTOTA. [0 BH3HAYAIACH B J0CILKCIHHI
Npo}INaKTHYHOTO 3aCTOCYBaHHS Ipenapary.

“ IMoGiyni peakuii Ha 3actocyBanns npenapary (ADR). 1po ki nOBLIOMISI0CH v XOU TPOBEIEH 115
JOCHIUKEHHS, B AKOMY BHBYAl0Cs npodijakTudne 3actocyBanis npenapary. “actora, o
BKa3y€ThCA, — L 4acToTa, W0 BU3HAYATACHA B JOCILLKEHHI NPOGIIAKTIHHHOIO 3aCTOCY Bl
npemnapary.

Edexrn kiacy

Inwi cumnromm pearuiii rinepuyTanBocTi, BIaCTHBI a8 npenapartis Ha 0CHOBI naa3MI
BRJIKOYAKTH JETAPrilo (MISIBICTH) | 3AHEINOKOCHHS,

Tepmin npuoamnocmi. il
[Ipenapat — 2 poxH.



Posunnnuk (Bosa As in'exuiii) — 4 pokn.

Ymosn 3depiranus.

30epirarn npu Temnepatypi He Bume 25 °C. He samopokysatu. 30epirati s OPHITHATBHI
YNaKOBLI 3 METOKO 3aXHCTY Bij CBiT/1a.

30epiraT B HEOCTYHOMY /s JiTeli Micti.

Hecymicuicme,

IMpenapar ®EHBA He caix 3MINIYBATH 3 iHUIMME MEUMHHMH OPEHApATaMit. OKPiM PO,
3a3Ha4YEHOT0 y po3aiai «Crnocid 3acTocyBaHus Ta 1031»,

Ak 3 ycima npenaparaMu Koarysuil Kposi. eQeKTHBHICTb | HEPEHOCHMICTE 1LOTO [penapary Moxe
SHM3UTHCS TIPH 3MILIYBauii 3 iHIIMMH MEIMYHMMM OpenapaTaMi. Pexomenaverses npoatinnis
MPUCTPIif  3araIbHOIO BEHO3HOIO OCTYIY  BiAMOBI/HHM PO3UNHOM. HANPHKIAT 130TOHIUHIM
COJILOBHM PO3YHHOM, 10 | Mic:1s BBCIcHHA npenapary OEITBA.

daxropy Koarysilii, OTpUMaH] 3 N1a3MN KPOBI JH0/IMHH, MOKYTh &1COpOYBATUCH HA BHNTPIIIIII
HOBepxm JIeSIKUX BUIB MpUCTPOIB A8 in exuii/indysii. Lle Moxe npussectu 10 Hesiaioro
nikysanns. Tomy 3 npenaparom ®ENBA mosxia BHKOPHCTOBYBATH JTHLIC 3ATBEPKCHI NIaCTHKOB]
HPUCTPOT Ju1st 1H(Y3IT.

Ynaroska.

o 1 ¢paakony 3 MOpOIIKOM (110 500 Oji., a6o 1000 Oa., ado 2500 O:.) y Komiaekti 5 | (rakomnon
Po3uMHHMKA (BoAa Ats in'ekuift no 20 mu ams gosysanus 500 Ox. ta 1000 O, ado SO a1
nosyeanns 2500 Oz.) pasom 3 npucrocyBanHsM s posseaeHHs BAKCJDKEKT 1T Xai @ 10V Ta
HaOopom A7s BBeaeHHs (1 oguopaszoBmil mmpuu, 1 oaHopazoBa roixa. | rodKa-MeTe ik \
KOpoO1Li.

Kareropis Bianycky.
3a peuenTom.

Bupobuux.
bakcrep AT’/
Baxter AG.

Micuesnaxozkennsi BUPOOHHKA Ta fi0r0 aapeca MiCUst NPOBATRCHHS Tist ThHOCTI.
[Haycrpimpacce 67, 1221 Bizxenb, ABc1pis/

Industriestrasse 67, 1221 Vienna. Austria.

Hata ocTaHHbOTO neper.siy.



