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3ATBEPJOKEHO
Haxka3 MinicTtepcTBa 0xoponu
310poB’a YkpaiHu
Bix 19.06.2023 Ne 1109
PeecTpauiiiHe nocBixueHHst

Ne UA/16954/01/01
Ne UA/16954/01/02
Ne UA/16954/01/03
IHCTPYKIIA
AJ MEAUYHOI'0O BaCTocyBaHHSI JliKap(:LKOl‘O 33006)’
OENUBA
(FEIBA)

Cknao:

Oiloua peyoeuna: GiNOK NuasMu JIIOAWHU 3 aKTHBHICTIO, LUYHTYKOYoro iHribiTopu mo dakropa
koarysuii kposi moaunu VIII (Factor VIII Inhibitor Bypassing Activity);

1 pnakoH 3 NOPOLLKOM MiCTUTD:

Ginok nnasmMu moauHu — 200-600 Mr 3 akTHBHICTIO, MIYHTYHOUOK iHriGiTopu no dakropa
roarysuii kposi moaunu VIII, 500 Opn,.;

Ginox nnasmMu moguHu — 400-1200 Mr 3 aKTHBHICTIO, LIYHTYIOYOIO iHribiTopu 10 dakropa
koarynsuii kposi moauuu VIII, 1000 Ogn,.;

Ginok mnasmu moauHu — 1000-3000 Mr 3 aKTHBHICTIO, WIYHTYIOUOK iHribiTopu a0 ¢akropa
koarynsuii kposi moauuu VIII, 2500 Ogn.

Iicns BiAHOBNEHHS BMICTy (hlaKOHa 3a JOMOMOIOK PO3YMHHHKA, WO JOJAETHCH, AKTUBHICTH
npenapaty ®EVBA B kosxHOMY (akoHi CTAHOBHTS:

50 opuuuLb/Ma (ansa gosysanus 2500 Oa./50 miu, 1000 Oa./20 mi ta 500 On./10 mn) abo

25 oguunus/mn (ans noszysands S00 On./20 mn).

AKTUBHICTb Mpenaparty ®OEWBA BupaxaeThcs B YMOBHHX OJMHHMLSX LIYHTYIOHOI aKTHBHOCT
¢axropa VIIIL.

O/fHA OMHMLA aKTMBHOCTI BM3HA4a€ThCs AK Kinbkicte npemapary ®EWBA, wo ckopouye
aKTHBOBAHMI yacTKoBHMi1 TpomGonnactuHoBuii yac (AUTY) iuriGitopa ¢aktopa Koaryssuii Kposi
moaunu VIII y Bucoxomy Tutpi pedepentHol nnasmu go 50 % Bin xonoctoi npodu.

®ENBA mictute dakropu sropranns 11, 1X ta X nepesaxHo B HeakrBoBaHiil i daxtop VII
fepeBaXkHO B akTHBOBaHii popmi. OkpiM Toro, HasBHI 1—6 OAMHKLE aHTHUreHY (aKTOpa 3ropaHHs
VIII (FVHI C: Ag) na 1 ma.

OONOMIDICHI pe4yoBUHY. HATPIIO XJIOPHUJL, HATPIIO UMTPAT;

bnakoH 3 pO3UHHHUKOM MICTUTbL BOAY AUt iH’€KLiH.

Jlikapcbka ¢opma. TTopoiiok Ta pO3UNHHUK AJ1S PO3UMHY ANIA iH’EKUIH.
OcHogHi hizuxo-ximiuni enacmueocmi: mopowok abo KpHXKa peyoBWHA Bif Oinoro mo Maixe
6inoro abo 6J1in0-3€NE€HOrO KONBOPY.

®dapmakoTepaneBTHYHA TPyna. AHTUreMopariuni nikapcbki 3acobu. dakTopu 3ropTaHHs KpOBi.
BiflkK 3 aKTUBHICTIO, LUYHTYI04OMO iHTiOITOPH N0 (hakTopa Kposi moaunu VIIIL
Kon ATX B02B DO03.

Dapmakonoziuni eracmugocmi.
Dapmaroounamixa.

MexaHi3M aii
3ropTaHHs KpoBi BiAOYBaeThCs 3a paxyHOK akTHBaLii hakTopa 3ropTanHs X i HOro nepeTBopeHHs %
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Ha Xa, skuit pa3om i3 kodakropom Va xaraiisye yTBOpeHHs TpOMOiHY 3 MPOTPOMOiHY. Y TBOPEHHs
JOCTAaTHBOI KifibKoCTi (hakTopa Xa 3a3Buvaii Bumarae komruiekcy ¢akropi VIlla ta IXa. V monei
(4acTo THX, XTO XBOpi€ Ha reMOd)inilo A i B) MOXYTb yYTBOpIOBaTHCS iHribitopu no akropis
sropranti VIII a6o IX B mpoueci 3amicHoi Tepanii 3a monomoroto ¢akropis VIII abo IX, wo
MonepeKye YTBOPEHHS KOMIIEKCY, sIKMit KaTajlisye yTBopeHHs daktopa Xa. ®EUBA npussoauTs
no yrBopeHHs dakropa Xa ta TpombiHy 6e3 yuacti komruiekcy dakropis VIlla—IXa, Takum unnom
obxoasuwm iHribyrouy aito iHribitopa ¢axropa VIII (abo dakropa IX).

KnixiuyHi gocnipkeHHs

Jlai Ha miaTpuMKy edeKTHBHOCTI i Gesneku 3actocyBaHHs npenapaty ®EUBA oTpumaHo B TphOX
MPOCNEKTHBHMX KIIHIYHUX AOCHIIKEHHSAX, B SKUX 3aCTOCOBYBAJM MOMEpEHi Bepcii npenapary
®ENBA. Micusmu kpoBoTeu Gynu cyrnobu — 117, M’a3u — 29 Ta wkipa i cnm3osi 0GooHKH — 4.
[Tepuie pocnimxeHHs (Sjamsoedm L.J.M, 1981) - paHJ.IOMl3OBaHe NOABiH HO cnline, KOHTPOJILOBaHE
BunpOGyBaHHﬂ B AKOMY nopnm—uoaann paHHIO Bepcito npenapaty ®EMEBA, B skiit ne npoBoaunacs
iHaKTMBallis BipyciB, i3 €BpOMEHWCLKUM HEaKTHMBOBAHWM KOHLEHTPAaTOM MNpOTPOMOGiHOBOro
KoMIUlekCy. MeniaHa Biky mauiexTtis craHoBuna 12 pokis, mexi — 3-37 pokiB. Y aocnimxeHHi
Hilgartner 1983 Tpu nauieHTn crpacaand Ha remodinito B i3 iHriGiTopamu i B ABOX nauieHTiB
po3BHHYJHCS HaOyTi iHriGitopu mo ¢akropa VIIL Tlauientn 6ynm Bikom noHan 4 poku. 3arajnaom
6yno 3anydyeHo 15 mauieHTiB i3 reMO(binieio A Ta iHI‘i6iT0paMPl no ¢axropa VIII. Koxnoro
MaLieHTa 3aleXKHO Bill HACTYMHOI KPOBOTEYi B MEBHOMY MiCLli PaHIOMi3yBaiu B TpyIy JiKyBaHHS
oAHuM aGo aBoma npenapatamu. 3aranom 6yno npoisixosaHo 150 xposoteu. Ilpenapar ®ENBA
BBOAMIM B 1031 88 On./kr (1-2 n03m), a KOHUEHTpaT NPoTpoMGiHOBOro KomIiekey — B A03i 48 On.
dakropa IX/kr (1-2 no3u). 3rifHo 3 OLIHKOIO JOCiHHKA Mpenapat ®EHBA 6yB edextuBum abo
4acTKoBO eeKTHBHUM Y 64 % emizoaiB y nopiBHsaHHI 3 52 % eni3oAiB, MPH AKUX BUKOPUCTOBYBAJIH
KOHLIEHTPAT MPOTPOMOIHOBOIO KOMILIEKCY.

JlaHi 3 1BOX iHIIMX HEKOHTPOJNBLOBAHMX [OCIIDKEHD i3 3a/ly4eHHsIM MaLlieHTiB i3 reMogdinieto A abo
B i3 inriGiropamu y3aranbHeHo B Tabnuui 1.

Tabanus 1
Pe3y/ibTaTH HEKOHTPOJILOBAHMX KJIIHIYHHX A0CTiKEeHb

[TapaMeTpn JoCaigKeHHSA Hilgartner 1983 Hilgartner 1990
3acTocoBaHUH npenapar
®ENUBA be3 iHakTHBaLl BipyciB O6pobka rapsiuoro nNapoto
Jo3a 50 On./kr 50-75 On./xr
KpaTHicTb KOXHi 12 roauH KOXHi 6—12 roauH
TpuBanicth Tepanii 3 aHi 1-5 no3
KinbkicTh naui€eHTiB 49 41
Yucio KpoBOTEY 165 106*
% KOHTPOJIbOBaHUX €MMi30/1iB 93 % 88 %
KpOBOTEY

* TlignaeTbest 00UYHCIIEHHIO.

V pocnimxenni Hilgartner 1983 Micusmu kposoTtey Gynu cyrnodu — 102, M’ s3u/M’Ki TKAHMHU —
33, cnusosi oBonoHku — 20, onepauiiiti — 4, UeHTpanbHa HEpBOBa cucTema — 3, Hic — 1, rpyaHa
crinka — | Ta cnyxosuit kanan —l. V pmocnimkenni Hilgartner 1990 micusamu kposoteu Gynu
cyriobu — 73, M’s3u/mM’siki TkaHUHM — 16, cin3oBi obosonkH — 9, onepauifini — 7, ueHTpanbHa
HepBoBa cucTema — | Ta we 12 enisoaiB kpoBorey He OynM BKIIOYEHI 10 aHaNi3y BHACNiOK
BiIXW/JEHb Bifi MPOTOKOJY AOCHIMKeHHs. BinbluicTh mauieHTtiB cTpaxcaanu Ha remodinito A 3
inri6itopamu: 44 yuacuuku jgociimxenns Hilgartner 1983 Ta Bci yyacHuku ROCHiDKEHHS
Hilgartner 1990.

Mpodinaktuka npenapatom ®EWBA ouinioBanacs B  rioGanbHoMy —GaraToOUEHTPOBOMY
JOCJIUKEHHI 3a Y4yacTIO NaujeHTiB i3 remodinieto A ab6o B i3 BHcOkUM TUTpoM a60 HH3bKUM
TMTpOM iHri6itTopis, wo pedpakrepri no nikysauds FVIII abo FIX. Jlocnimkenns Oyno
paHIOMi3oBaHe, BIAKpUTE, 3 MapaielbHUMH T[PyNamMh JUIA TIOPIBHAHHA MpodinakTHKK i3
nikyeauusm npenapatom ®EMBA  «na sumory». [auienty, ki Gynu pannomisosani B rpymy %



130

npodinaktiku, orpumysanu 70-100 Op./xr uepes aewb. SIKIO BHHMKaB emi3o[ KpoOBOTeHi,
npenapar ®EMBA 3acTocoByBanu Ha poscya Jikaps B 060X rpynax JikyBaHHsS, BPaxoBYHOUH
HaCTaHOBY 3 03YBaHHs 3a MPOTOKoAOM. TpUBaicTs JOCHiAXKEHHs cTaHOBMAA 12 MicALiB.
Tpuauste WicTh NauieHTIB po3MoYand yyacTb B JOCJIIKEHHi, 17 3 HuX Oyau paHaoMi3oBaHi B
rpyny 3 npodinakruku, a 19 — B rpymny nikyBaHHs «Ha BUMory». Bci Gynu BiioyeHi B aHani3 Beix
panaoMizoBaHuX nauieHTiB. JIBi rpynu Gynu noaiGHUMKU 3a BUXiAHUMHM JeMorpadiyHUMH JaHHMH
Ta XapaKTepUCTHKAaMH 3axXBOproBaHHsa. Bci mnauieHtw Oynau wosoBiuoi crari. MeniaHa BiKy
craHoBuia 23,5 pokH, Mexi — 7—56 pokiB.
[TouyaTkoBa KiHLEBa TOYKA — piuHa YacTOTa KPOBOTEY B rpymi 3 npo¢iNakTUKU Yy MOPiBHAHHI 3
rpynow JiikyBaHHS «Ha BuMory». IlpodisakTHka 3a AOMOMOroK Mpernapary ®ENBA 3nauHO
3HWKyBaJla piuHy YacTOTy KpoBored (auB. Tabnuuio 2). Pesynbrat Takox Oynu MiATBEpHXKEHI
HEraTUBHOIO MOJEJIIO 3MiwaHux GiHoMiHanbHUX edekTis. Binbuicts (79 %) KpoBOTEY NiKYBaNH
3a pgonomorolo 1-2 indysiii npenapary ®EMBA. TemocratuuHa edekTHBHICTL OLiHEHa SIK
BigMiHHa a6o 1o0pa B 87 % eni3oaiB KpoBOTEY, IO BUHUKIM MPOTAroM 24 roiuH, B 060X rpynax.
Binewicte KpoBoTeu B 060X rpymax ypaxanu cyrjobu. 3acTocyBaHHs Mpernapary ®EUBA 3
npodiNakTMYHOIO METOI 3HAUHO 3HMXKYBAJO AK KpOBOTedi B cyrynobu, Tak i nosacyrio6osi, a
TAKOX CIMIOHTaHHI i TpaBMaTHYHI KpOBOTEUi.
Mpodinaktuka npenaparom @®EMBA Takok 3HauHO mMifBMLlyBana 3arajom iHTEepBan Mix
KpoBOTeuaMH Ha Meaiany B 9 aHi (Tabnuus 2). Lllono iHTepBany mix KpoBOT€4aMH B Cyriobu
crnocTepiranacs TEHACHLIs Ha KOPUCTh NMPOodITaKTHKH.

Tabauus 2
Pe3yabTaTn KJIIHIYHOTO J0CHiAKeHHS NPOPITAKTHKH NpenapaTom ®EHNFBA (090701). Auanis

edexTHBHOCTI HA BHGIpLi BeiX paHAOMi30BaHHX MaNLi€HTIB

3MiHHA BeTHUMHA Ipodinakruka| «Ha Bumory» | Pizunus p-
(n=17) (n=19) 3HAYEHHA

KinbkicTb nmauieHTiB i3 KpoBOTEUEIO, 14 19
emizoau (%) (82 %) (100 %)
KinbkicTb eni3ofiiB KpOBOTEY
Bcboro 196 629
Cyrnobu 171 572
[Hui nokanizauii, okpim cyrnobis 25 57
MegiaHa piyHOT iIHTEHCUBHOCTi KpOBOTEY
Bcroro 7.9 28.7 P =0.0003!
Cyrnobu 6,0 22,9 P = 0,0006!
IHWwi nokanizauii, okpiM cyrnobis 0,5 2,9 P =0,0227'
CrnoHTaHHi 5,6 18,9 P =0,0008'
BHacnifiok TpaBMu 2,5 4,7 P =0,0199"
[HTEpBaN MiX KpOBOTE4aMH
MeniaHa aHiB
Berworo 20,0 11,0 P =0,0097?
Cyrnobu 20,0 12,0
i nokanisauii, okpim cyrno6is He BcraHosneHo [He BcraHoBiIEHO

2-CTOPOHHi ABOBUGIPKOBUIA t-TECT CepeAHBOT NEPETBOPEHOT piuHOT YacToTH KposoTed. JlaHi

Gynu nepeTBOpeHi B HopManbHMit posnoain 3a jomomoroio X’=SQRT (X+0.5), ne X -
KpoBOTEY/piK.
2 2-cTopoHHiit TecT Manna — VitHi (kpuTepiii paHrogoi cymu YinkokcoHa) ast pisHMUI MefliaH.

Dapmakokinemuxa.

JlaHi BiacyTHI.
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KniniuHi XapakTepHCTHKH.

Ilokaszanna.

Jlikapcekuit 3aci6 ®EMBA nokasanuit ans pyTMHHOT NpodiNnakTHKW, KOHTPONO enizofis
CMOHTAHHKUX KPOBOTEY Ta 3aCTOCYBaHHs MPW XipypriyHMX BTPYYaHHsSX Yy MauieHTIB i3 remodinieto
A a6o B 3 iHri6itopamu 10 pakTopiB koarysuii KpoBi TIOAUHH.

IIpomunokasanna.

3acrocyeanHs npenapaty ®EMBA npoTtunokasane nauieHTam, y sIKMX TiATBEPIXKEHO HOPMaJbHI
MexaHi3Mu 3roptaHHs KpoBi. [Ipenapar He ciif 3acTOCOBYBaTH MalieHTaM 3i 3HaUHHMMU O3HaKaMM
AMCEMIHOBaHOTO BHyTpilHHbOC)/,ZlMHHOl"O 3ropTaHHs (AB3) abo ¢>i6anoni3y [Nauienram i3
ronepeHiM abo 3aKMOYHUM J[iarHO30M ileMiuHOT XBopoGH ceplis, a TAKOX MalicHTaM i3 TOCTPHM
TpoM6030M Ta/abo emborieto (BKmquo 3 iH(apKTOM MioKap/a) 3aCTOCYBaHHs MpenapaTy ®EWBA
noxasaHe y BUIMaJIKaX reMOpariyH1x yCKJIaJHEeHb, L0 3arpOXYIOTh XHUTTIO.

[Ipenapar ®OEWBA npoTunokaszaHuii mpu XipypriyHMX BTpYYaHHSX Ha CepLi 3 MPOBEACHHAM
CEpLEBO-IEreHEBOr0 IIYHTyBaHHA abo npoueaypax, IO MNepeadayaroTh €KCTPaKOpPIopaibHy
mMeMOpaHHY OKcureHauilo (EKMO), 3 npH4HHK BUCOKOTO PU3UKY TPOMOOTHYHHX YCKNaAHEHb.
l'[penapaT ®EWBA He cnin 3acTocoByBaTH naujeHTaM 3 rinepyyTIMBIiCTIO [0 Npenapary, sSKUo €
JOCTYIHI TepaneBTHYHI aJlbTepHaTUBU Npenapary ®EUBA.

Jus. po3ain «Oco6nMBOCTI 3aCTOCYBaHH».

B3aemodin 3 inmumu nikapcokumu 3acobamu ma inuii 6uou 63acmooid.

3acTocyBaHHs aHTM(IOPHHOMITUYHMX MpenapariB, TakKMX SAK TpaHEKCaMoBa KHCJIOTa Ta
aMiHOKanpoHoBa KHMCIOTa, B koMGiHauii 3 npenapatom ®EWBA ne PEKOMEH/IOBAHO 3 MPHUMHHU
MiZIBULIEHOrO pU3MKY TPoMOBOeMOOJIIYHUX YCKiaAHeHb. SIKWO nokaszaHe JIiKyBaHHA K NpenapaToM
®EWBA, Tak i aHTH}iGPUHONITHYHMMH nNpenapaTamu, iX CHiJ 3aCTOCOBYBAaTH 3 iHTEpBAJIOM
oHaimeHue 12 roauH.

He [IPOBOAMIIOCS HOAHHMX a/leKBATHUX i HaNeXHO KOHTPOJILOBAHWX JOCHiIKEHb KOMOGiHOBaHOro
a60 NoCiIOBHOTO 3aCTOCYBaHHs Npenapary ®EUBA i pexombinanTHoro dakropa sropranus Vlla,
¢ibpuHoniTUKiB Ta eMiuu3ymady.

V pasi cynytHsoro aGo nociigoHoro 3acrocyBanHs rFVIla, srigHo 3 AOCTYNMHUMM AaHWMH,
OTPUMAHUMH in Vitro, Ta KIiHIYHMMM CIIOCTEPEXEHHSAMH, MOXJIMBA IXHs MNOTEHLilHa B3aemMozis
(o, MMOBipHO, MpM3BEAE A0 BUHMKHEHHs Takoro nobiyHoro edekry, sk TpomGoemGosiyHe
YCKJIa[IHEHHS).

KniHiunuit 10CBiJ, OTpUMaHMIi B XOAI KJIIHIYHOrO JOCHI/UKEHHS eMilM3yMaly, CBIUMTL PO TE, WO
NOTeHLiliHa B3aeMojis 3 JiKApCbKMMM 3aco0aMu MOXe ICHyBaTH Ul eMiuusymaby mnpH
sactocyBaHHs npenapaty PEMBA sk 4acTHHU cXeMH JiKyBaHHs NPH NPOPUBHUX KPOBOTEUYAX (IMB.
po3inu «OcoBaMBOCTI 3acTOCYBaHHs», «B3aeMmonis 3 iHUIMMM nikapchbkuMH 3acobamu Ta iHLi
BUAM B3aeMofii» Ta «[lo6iuni peakuii» B iHcTpykuil Ha npenapar eminuszymab (Hilgartner MW,
1983)).

ICHYe TEOpPETHUHWI pPU3MK BIACYTHOCTI pO3BUTKY AaKTMBHOI iMYHHOT BiAMOBiAi Ha >HBY
aTeHyiOBaHy BaKLUWHY BHACIIZOK MEPELIKOUKAHHA LIMPKYTIOIOYHX aHTHTIT A0 BIpyCY BaKUMHH.
AHTHTING Oyab-1KOro MOXOMKEHHs (TpaHCMNaueHTapHoro, micias —TpaHcdysil) MOXyTb
MepeLIKoDKATH pPeTllikauii opraHiamMy BaKUMHH Ta MPU3BECTH 10 c1abKoi BIANOBIAI Ha BaKUWHY YK
il BicyTHOCTI (Takox BiZoMoi Ak «HeedekTHBHICTL BakuUHMW»). HeBinoMo, uu ueit Tun B3aemoaii
MOXE BWHHUKHYTH TMpH piBHAX aHTHTIN, HasBHMX NpU NacHBHi mnepenadi, nop’s3aHid i3
sacrocypanhaM nperiapaty ®EMBA. Slkwo Bianosias Ha BakuMHy fopyiuesa, MOXyTh Gyt
notpiGHi A0AATKOBI AoCHimKeHHs 1/abo peBaKUMHALA.

Ocobnugocmi 3acmocysanua.

Tpomboemboniuni ycknaoHeHHs

TpomGoeMGOoNiuHi yCKNaLHEHHs, B TOMY YHCHi CHHAPOM JAMCEMiHOBAHOTO BHyTpimeocy}lHHHOFO
3ropTaHHs (JB3), BeHo3HUit TpoMBO3, JiereHesa em6onis, iHpapKT Miokapa Ta iHCYJIbT, BUHHKAJH

B MpoLeci JiKyBaHHS NpenapaTtoM DEWBA.

Jlesiki 3 UMX yCKnaaHeHb BUHUKAK NpY 3acTocyBaHHi 103 noHaa 200 Oa./kr/aoby abo y nauiemi%
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i3 inmumH Qakropamu pusnky (Bkmouairoun JIB3, nporpecytodi cTagii  aTepockieposy,
NOILKODKEHHS pO3UaBieHHAM a0 cenTHLEMi0) woao TpomboeMOboniyHuX yckaaaHeHb. CynmyTHe
niKyBaHHs 33 Aonomorolo pexkoMmbiHanTHoro ¢akropa Vlla (rFVIla) moxe migBMILyBaTH PHU3MK
PO3BUTKY TPOMOOEeMOOiUHUX yCKiaaHeHb. MOXIIMBY HasBHICTb TakUX (DAaKTOPiB PU3HMKY 3aBXIAH
ciiij GpaTi Ao yBard y naiieHTiB i3 BpomxkeHoto Ta HabyToto remodinieto.
INpenapar ®EUBA cnin 3acTocoByBatH i3 0co6aHBOIO 06epexHicTIO naiiexTam i3 pusukom B3,
aprepiajbHUM ab0 BEHO3HHUM TPOMOO30M.
[po TpomGoTHuHy MikpoaHrionatito (TMA) He moBimOMJISNIOCE B XOAi KiHIYHUX JOCTIIXKEHD
npenapary ®ENUBA. IMpo Bunanku TMA nosigomnsnocs B kiiniuHomy BunpoGysani emiuusymady,
B SIKOMY MallieHTH oTpumyBanu npenapat ®EWBA sik uyacTMHY cXeMM NikyBaHHS 3 MpPUBOIY
NpOpUBHOT KpoBoTeui (auB. posainu «OcoGnuBocti 3actocyBanHs» Ta «[lobiuni peakuii» B
IHCTPYKUiT Ha npenapar eMmiuusyma6 (iHdopmauis npo npemapar emiuusymal, 3aTBepieHa B
Agcrpanii)). be3neka Ta egexTHBHICTb 3acTOCYBaHHs Mpenapary ®EWBA wono npopuBHol
KpPOBOTEYi Y MaLliEHTIB, AKI OTPUMYIOTb eMiumn3ymMad, He BcTaHOBINEHI. Cllil BpaxoBYBaTH KOPHCTS |
PH3UKH Y pa3i, Koau € HeoOXiaHICTh 3aCTOCYBaHHS Tpenapary ®EMBA nauieHTam, ki 0TpHUMYIOTb
npoginakTuky emiumsymabom. SKwWO NpUAHATO pilleHHAs NpPo HEOOXiAHICTbL JliKyBaHHs
npenapatom ®EUBA nauieHTiB, siki oTpUMyIOTh eMiLu3ymab, Tikap NOBHHEH NPOBOAUTH PETENbHE
CMOCTEPEXKEHHS 33 CTAHOM TaKHMX MaL[iEHTIB.
[Ipu nepiumx o3Hakax abo cumrTomMax TpoMGOEMOOMIYHUX YCKIAaAHEHD CJliji HEralHO MPUIMHUTH
iHdy3i0 Ta po3NOYATH BIANOBIAHI AiarHOCTHYHI Ta JiKyBaJibHi 3aX0/H.
He cnin nepesuuiyBsatu pasoBy no3y 100 Oa./kr macu Tina ta no6oBy no3sy 200 Op./kr macu Tina,
AKIIO TIUIBKH OTO HE BUMAra€ TSHKKiCTh KpOBOTEUi Ta € OOIPYHTYBaHHs 3aCTOCY BAHHS BHUILIMX J103.
Mpy BUKOPUCTAHHI 3 METOKO 3yMMHKK KPOBOTEYi Mpenapat clifl 3aCTOCOBYBATH TiJIbKH NPOTATOM
TOro Mepiofy 4acy, NPOTAroM SIKOro Le abCOMOTHO HEOOXiAHO AJIs JOCATHEHHs TepaneBTUYHOL
L.
Anepeiuni peaxyii
[Ipenapar ®ENBA MoXe CTaTH NMPUUYMHOIO peaKlil rinepuyTIMBOCTI aiepriyHoro THMY, LIO
BKJIIOYAIOTE  KPOTMHUB’AHKY, AaHTiOHEBPOTHMYHMH HabpsK, MposBd 3 OOKy TpaBHOTO TPaKTy,
GpoHxocnasM Ta apTepianbHy rinotensito. Li peakuii MoxyTh 6yTH THKKMMHM i MOXYTb GyTH
cucTeMHUMM (Hanpuknaj, aHadinakcis 3 KpONMB’SHKOI Ta aHTIOHEBPOTHYHUM HAOPAKOM,
6poHXOCNa3M, reMOAMHAMIYHMI 1WOK). TakoXK MOBIZOMIISIOCS NPO iHILI peakuil Ha BBEAEHHS, TaKi
SIK MPONACHULIS, rapsAyKa i rinepreHsis.
[lpy nepMx O3HaKaX 4YM CHMNTOMAax peakuii Ha iHQysilo/ rinepuyTIMBOCTI Cifl MPUMUHATH
BBEACHHA NMpenapary ®EMFBA i po3nouaTy HaJaHHs BiANOBIAHOT MEAUYHOT AONOMOTH.
[Tpn po3rasni MOXIUBOCTI MOBTOPHOIO BBENEHHSA TMpernapary ®EWBA nauienram i3 Bigomoro
rinepuyTiMBIiCTIO [0 mpenapary abo Mino3poro Ha HET CIiA PETENBLHO 3BAXKHUTH KOPUCTH Ta PU3HK
MIOBTOPHOTO BBEIEHHS, BPAaxOBYIOUM THM BiZOMOI TiMepuyTAHBOCTI MalLi€HTa 4M MiAO3pU Ha Hel
(anepriynuii abo Heanepriunuil), BKIIOYAOYM MOTEHUiHY niKyBanbHy Ta/abo npodinakTuyHy
Tepartito abo anbTepHaTHBHI TepaneBTHYHI 3aCO0H.
Bipycna 6e3nexa
[Tpenapar ®EMWBA BuroTosieHuil i3 nuasMu kposi moauHu. [penapaTti, BUrOTOBIEHI 3 MJa3MH
MIOAMHK, MOXYTh HECTH PH3WK TpaHCMicii iH(MEKLiHHMX areHTiB, TAaKMX 5K BIPYCH, areHTH
BapianTHOT xBopo6u Kpoiiudenbaa — Skoba (BXKS) i Teopernuuno — arent xsopobu Kporiudensaa
— Skoba (XKA).
CraHjapTHi 3axoay nonepemkeHHs iHeKuiil BHACIiOK BUKOPHCTaHHs MpenapariB — MOXiJHUX
njaa3MH nepeadayaroThb:
- BinOip goHopis;
- CKPMHIHI iHAMBiAyaNbHUX AOHALIH | NysiB nna3Mu Ha cneundiusi MapkepH iHdexuii;
- BK/IIOYEHHS eeKTMBHUX KPOKiB BUPOOHMUTBA 3 METOIO iHAKTHUBALL{i/yCyHEHHS BipyCiB.

Mpouec BupoGHuuTea npenapaty ®PEMBA Bkmouae nBa etanu (06pobka rapsyoro napoio Ta

HaHO(iBTpaLLis).
Hespaxaloun Ha Lie, MpW 3aCTOCYBaHHi NpenapaTiB — MOXiAHMX TUIa3MH HE MOXHA MOBHICTIO
BUKJTIOUMTH BiPOTiAHICTS TpaHcMicii iHdekuiiHux arenTiB. Lle TakoX cTOCYeThCs HEBIIOMUX a6%
HOBMX BipyCiB Ta iHLIMX MaTOrEHIB.
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3actepekHi 3axoam, BxwWTi wogo npenapary DEWBA, BBaxaloThcs eQEKTHBHUMH NpOTH
000JIOHKOBHX BipyciB, Takux sk Bipyc imyHomediuuty moaunu (BIJI), sipyc renatuty B (HBV) ta
sipyc renatuty C (HCV). Bouu mMoxyTb MaTH oOMeXeHe 3acTOCYBaHHS MPOTH HEOOOIOHKOBHX
BipyciB, Takux sk Bipyc renatuty A (HAV) i napeoBipyc B19. Indekuis, BUKIMKaHa napBoBipycoM
B19, Moxe GyTu Hebe3neuHow Juis BariTHUX XiHOK (iHdekuis ruiona) Ta nmojei 3 imyHoaediuuTom
um 301IbLLEHUM EPUTPONOE30M (HaNPHKIIA/, 3 FEMONIITHYHOIO aHEMIEIO).

Cnig posriisiHyTH MpOBEAEHHS HANEXHOI BakuuHauil (npotu rematuty A Ta B) nauienris, ski
OTPHUMYIOTb MOCTiHHE/TIOBTOPHE JTiKYBaHHS MpenapaToM ®EMBA.

PexoMeHayeThbCs wopa3y MiJ Yac BBEAEHHS MaLi€HTy Mpenapary ®EWMBA peectpyBatu Ha3By Ta
HOMep cepil npernapaty AJis BIACTE)XEHHs 3B’A3Ky MK CTAHOM TallicHTa Ta CEpi€lo npenapary.
3acmocyeanns npu nopywenni yHryii nevinku

Besneka Ta edekTHBHICTS 3acTocyBaHHs npenapary ®EWBA nauienram i3 nopywenHam ¢yHkuii
neyiHK{ He BCTaHoBJEH . Cliijt 3 06epexHICTIO 3aCTOCOBYBAaTH HOTO TAKMM MaLliEHTaM.

Obmedicenns w000 Hampiio

Kinekicte Hatpilo, sika OTPUMYETbCA 3 MaKCHMallbHOIO [000BOIO A03010, MOXE MEPEBUIIMTH
pEKOMEHAOBaHY 1000BY HOpPMY aNiMEHTApHOrO HATPit0 I MALi€HTIB, AKi AOTPUMYIOTbL Ai€TH 3
HU3LKUM BMICTOM HaTpilo. ¥ Takvx MNauieHTIB KiNbKiCTb HATpilO, OTPUMAHOTO i3 Mpenaparom, Ciil
0BUKCITIOBATH i BPAaXOBYBATH NP BU3HAUYEHHI CMIOXXHBAHHS HATpito 3 DKelo.

- ®EWMBA 500 01./1000 Oz. MicTuTh 6au3pK0 80 Mr HaTpilo (po3paxoBaHOro) y GakoHi.

- ®EMBA 2500 On. mictuth 6113bko 200 Mr Hatpito (po3paxoBaHoro) y GpJakoHi.

Mounimopunz mepanii ma kainiunoi egpexmuenocmi

He cnig nepesuiyBati pasosi no3u 100 Oa./kr macu Tina Ta go6oei go3u 200 Ox./kr mMacu Tina.
CraH nauieHTiB, fKi OTPUMYIOTb pa3oBi Ao3u B Kimbkocti 100 Op/kr macu Tina, chnin
KOHTpOJIIOBATH W00 PO3BUTKY JIB3, rocTporo KOpoHapHOro CHUHApOMY i O3HaK i CMMMTOMIB
iHIIMX TPOMOBOTHYHUX YK TpoMGoeMOboaiYHMX yckaaaHeHs. Bucoki no3u npenapary ®ENBA cnin
3aCTOCOBYBATH TiJIbKH MPOTATOM Mepiofy, HEOOXiAHOTO Ul 3YNIHHKH KPOBOTEUI.

V pasi 3HaYHMX KJIiHIYHUX 3MiH apTepiaNbHOro THCKY, YaCTOTH MYJIbCY, PECHipaTOPHOrO AUCTPECY,
Gomo B rpyAadiii KkniTui H Kauuwno ciifg HeraiHo NPUMUHMTH iHOY3il0 H pos3noyaTd HamexkHi
JiarHocTWuHi # mikyeanbHi 3axonau. JlaGopatopHumu o3Hakamu JIB3 € 3HMKEHHS piBHS
}ibprHOreHy, 3HMKEHA KiJIbKICTH TPOMGOUMTIB /a0 HasBHICTH NPOAYKTIB Aerpajauii ¢ibpuny Ta
di6bpunoreny (IMA®D). [HwHMK o3nakamu [JIB3 € 3HauHO nofoBxeHHil TpomOiHOBMH uac,
npoTpoMGiHOBHit Yac abo yacTKOBHI TPOMOONNIACTHHOBHH Hac.

BHacniaok ¢akrtopi, cneuudiuyHux A KOXHOro OKPEMOro Mmawui€HTa, BiAMoBiAb HA LIYyHTYIO4HH
areHT MOXe BIAIPI3HATHCA i B KOXKHiM OKpeMiii cuTyallil MpyU KpOBOTEUi Mali€HTH, SKi BUSABJIAIOTH
HEIOCTATHIO BiANOBiAB Ha OIMH MpPENapaT, MOXKYTh JEMOHCTPYBATH BiANOBiAb HA IHILWI Npenapar.
V pasi HEAOCTaTHBOT peaklii Ha OJMH LIYHTYIOUHA areHT CJIiJ PO3rJIHYTH 3aCTOCYBaHHS IHLIOTO
areHTa.

Uepes cknafiHuil MexaHi3m Aii HEMOXHBO Ge3nocepeliHbo KOHTPOJIIOBATH AitO4i peuOBMHHU. In
Vitro aHani3u 3ropTaHHs KpOBi 3 METOI KOHTpomo edekTuBHOCTI, Taki sk AUTY, uac 3ropranHs
winsHOT KpoBi i TpomGoenactorpama (TE[) MoXyTh He JEMOHCTPYBAaTH KOpENALil 3 KIiHIYHHUM
NoKpawieHHsM. TaKkuM YMHOM, HamMaraHHs HOPMalli3yBaTH Li MNOKA3HWKW LJIAXOM MiJABHILEHHS
J034 TIpenapary ®EUBA MoxyTh 6yTH HEyCTilUHMMH Ta HAMNONETNIMBO HE PEKOMEHAYIOThCA,
OCKiNIbKHM icHy€ noTeHLilHa HeGe3neka po3suTky JIB3 npu nepenosyBaHHi.

Y pasi HeajiekBaTHOT BIAMOBIAI Ha JIIKYBaHHs NperiapaToM PEKOMEHIOBAHO KOHTPOJIIOBATH PiBEHb
TPOMOOLIUTIB, OCKilbKM BB&XAE€TbCA, WO AOCTAaTHA KiNbKiCTb (YHKUIOHANBHO IHTAKTHHX
TpoMGoLMTIB HeoOXiaHa A eeKTHBHOCTI npenapary.

3acrocyBanHs npenapaty ®EMBA y nauienTis i3 iHriGitopamu MOXe NpPU3BECTH A0 MOYATKOBOTO
«aHAMHECTMYHOTO» 3pocTaHHs piBHIB iHribitopis. [lpu nomanbuiomy 3acTOCyBaHHs Mpenapary
®ENBA piseHb iHriGiTOpiB i3 HacOM MOYXE 3HUZUTHUCS.

3acmocysanna nayienmam nimnbvo20 6iKy

JlaHi BiACYTHi.

Bnaus na pezynemamu nabopamoprux ananizie

®ENBA MicTuth rpynosi isoreMaroTHRiHM (aHTH-A Ta aHTH-B). [TacHBHa TpaHcMicis aHTHTIN 1O
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€PUTPOLIMTAPHUX aHTUIEHIB, siK-0T A, B, D, Moxe BNiMBaTH Ha AesKi cepoNoriyHi JOCTiIPKEHHS Ha
BUSBJIEHHS aHTHUTIJI 0 EPUTPOLIMTIB, TAKUX siK aHTUII00YJ1iHOBHIA TecT (mpoba Kym6ca).

TTicnst BBeAeHHs BHCOKHX 103 npenapaty ®EMBA TpaHsuTopHe MiJlBUIIEHHS NAaCHBHO MEPEAaHNX
NOBEPXHEBUX AHTHUTI N0 renaTuty B Moxe npussecTd Ao xubGHOI iHTEpnpeTauii NO3MTUBHHMX
pe3yJbTaTiB CEPONIOriYHOrO AOCIiIKEHHS.

3acmocyeanus y nepioo eazimnocmi abo 200yeanns 2py0oio.

3acmocysanns y nepiod eazimuocmi

[penapati 3acTOCOBYBAJMCS TiJIbKH OOMEXEHOI KiNbKICTIO BariTHUX XKiHOK 1 KiHOK
PENpPOAYKTHBHOTO BiKy Ge3 CMOCTepeXeHHsS MiABHUIUEHHS YacTOTH BPOUKEHMX Baj YW iHLIKMX
npamux aGo onocepeAKOBaHWX BIUIMBIB Ha TUTiA MOAUHHU. JIOCHIIKEHHS i3 3a)lyYeHHAM TBapHH €
HEBIANOBIZHUMHU ab0 > TX HENOCTATHBLO, MPOTE HasABHI JaHi AEMOHCTPYIOTb BiACYTHICTh JOKa3iB
MiJABULUIEHHS YaCTOTH YpPaXKEHHs MJI0Aa.

Brinue npenapary ®EWBA wa penpoaykililo i po3suTok He BuBuaBcs. [lpemapar ®EWBA
3aCTOCOBYIOTH TMijl Yac BariTHOCTI TiJIbKK TOAI, KOJH CnpaBAi HEOOXiAHO, BpaXoBYIOYH, IO MijJ 4ac
BariTHOCTI ¥ MiC/AAMONOroBOro nepioay icHye niABUIIEHUH pU3NK TPoMO0EeMOOTIYHUX YCKIaAHEHD
Ta JEKIIbKOX YCKNaAHEeHb BariTHOCTI, MOB’A3aHMX i3 MiABHILIEHUM pu3sKkom JIB3.

3acmocysanna y nepiod 200yeanns 2pyooi

Hesinomo, uu iHrpenieHTH npenapary ®OEUBA BUAiNAIOThCS i3 TpyAHMM MoJIoKOM. Besneune
sactocyBaHHs npenapary ®EMBA nin wac ropysanus TPYUIIO HE BCTaHOBIIEHE. Cnin 3
oGepexuicTio 3acrocoByBatd npemapar ®EWBA iHkam, fKi roAylOTb CPYMIIO, OCKiJbKH
BariTHICTb i MICASNONOrOBMH Mepioj € YMHHUKAMHM MiZABMILEHOTO PHU3MKY Tpom6oeMOGoniuHux
noJlii, a TaKOX KiJIbKOX YCKJIaJHEHb BariTHOCTi, MOB’A3aHHUX 3 MiABHUIIEHUM PU3UKOM PO3BUTKY
JIB3.

Bnnue na ghepmunvricme

Wozo BrumBy Ha depTunbHicTs i3 npenapatom ®PEMBA He npoBoannocs sKOAHNX JOCHIIKEHD.

30amuicme enausamu Ha WEUOKICMb peakyii npu KepyBaHHi ABMOMPAaHcnopmom abo IHWUMU
MexanizmMamu.

Bnaue uporo npenapaTty Ha IIBHMAKICTH peakuii JIOAMHHM MPH KEpyBaHHi aBTOTPaHCMOpTOM abo
iHLWHMH MeXaHizMamu He OyJI0 OLliHEeHO.

Cnoci6 3acmocy8anna ma 00o3u.

Jo3syBaHHs

[puiiHaTol0 peKOMEH0BAHOKO A030K0 MNpenapary ®EUWBA ¢ Bin 50 mo 100 Op./kr macu Tina.
OpHak 3aranbHa A060Ba /103a He IOBMHHa nepesuityBaTH 200 On./kr macu Tija.

JlikyBaHHs CNiJl pO3MOYMHATH | POZOBKYBATH MPOTAroM yacy nepebyBaHHs Mif HArISAOM JiKaps,
AKMH Ma€ JOCBiA iKyBaHHs pO3Ma/liB 3ropTaHHs KPOBi.

Jlo3yBaHHs He 3aNeXWTh Bia TUTPY iHriGiropis y mauieHTa. OcCKifbKM BiZNOBiAb Ha JIiKYBaHHS
MOXE BIPI3HATHCA Y KOXXHOTO OKPEMOro MNallieHTa, peKOMEHAaLil 3 103yBaHHs MalOTh Xapakrtep
HactanoB. KoarynsuiiiHi TecTy, Taki sk 4ac 3ropraHHs UilbHOT KpoBi, Tpomboenactorpama (TET,
BenvurHa r) ta AYUTY, 3azBuuait AEMOHCTPYIOTb TiJIbKK HE3HaYHE CKOPOYEHHs, | He ciia
MPOBOANTH KOPEJAUII0 MiXK HUMM Ta KIiHIYHOIO edeKTUBHICTIO. 3 orsdy Ha Lie 3a3Ha4eHi TeCTH
MaloTh OOMEXEHE 3HAuUeHHS Ui MOHITOPUHTY €(eKTHBHOCTI JiKyBaHHS MpenapaToM ®EWBA
(nuB. po3ain «OcobnuBocri SaCTocyBaHHﬂ»)

VY tabnuui 3 HaBeneHO pekoMeH Ll 3 A03yBaHHA Mpenapary ®EWBA.

Tabanus 3
Pexomenaauii 3 1o3yBaHHsl
Jo3a (oauHnui/kr) Kpartnictb Tpueanictp Tepanii
BBE/JE€HHS
2103

(roqumumn)
KouTpoJs i npodinakTHka KpoBoTeY
KpoBoBuivBM B | HesHauna abo | 12 | JlikyBaHHs cnif npoaoBXyBaTH 10 %

7
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cyryiobu, M’a3u TOMipHa KPOBOTEYA: MOMEHTY MOSIBU IBHUX O3HAK
Ta M’SIKi 50-75 KiHIYHOrO MOKpAaLUEHHS, TAKHX K
TKaHUHH nociadieHHs 6010, 3MEHILIEHHS

Habpsky abo Mobinizauis cyrnoba.
He cnix nepesuiyBati 1060By
o3y 200 On./kr Macu TiJia.

3Ha4YHHI1 KPOBOBUIIUB 12 He cnip nepesuutyBati no6oBy
y M 5134 Ta M’ sIKi no3y 200 Op./kr Macu Tina.
TKaHWHH (Harp.,
peTponepHTOHEANLHUH
KpoBoBuauB): 100
KpoBoteua 3i 50-100 6 HeobOxigHuii petensHuii Harnan 3a
CJIU30BUX naLieHTOM (Buaume micue
000JIOHOK KpOBOTEYi, MOBTOPHi BUMipIOBaHHS
reMaToKpHTY).
SAxwo KpOBOTEYa He
NPUIMUHSAETBCA,  [03y  MOXHa
nigsumuty go 100 Op./kr macu
Tina.

He cnin nepesuiyBat 10608y
Jo3y 200 Oa./kr macu Tina.

[HLi THKKI 100 12 Tsoxxuii KPOBOBWJIUB, SK-OT
KPOBOBU/IUBU kpoBoreua B [IHC, nignaerscs
epeKTHBHOMY JIIKyBaHHIO 03010
100 On./kr MacH Tina 3 iHTEpBaIOM
12 roauH.

B okpemMux BunNagkax npenapar
®OEUBA  MoxHa  BBOAMTH 3
iHTepBanoM 6 TOAUH J10
JOCATHEHHS  SIBHOFO  KJIIHIYHOrO
MOKpPAaLIEHHS.

He cnin nepesuutyBatu 1060BY
03y 200 Oa./kr MacH Tina.

OnepatuBHe 50-100 6 He cnina nepesuutysatu 1o6oBy
BTpY4aHHs 103y 200 Op./kr Macu Tija.
[Tnanosa 70-100 UYepes neHp | Jlosy KOpUryloTB 3 YypaxyBaHHAM
npodinakrika KAiHiuHOT BiANOBiAi MaujeHTa.

He cnia nepesuuyBatu 1060BYy
o3y 200 Oa./kr mMacu Tina.

HIBHAKiCTL BBEACHHS
He nepeBuiiyBaTH WBMAKICTL iH’eKuii/indysii noHan 2 onquuuui npenapaty ®EWBA Ha kinorpam
MacH Tijla Ha XBUJIMHY.

IIpuroTtyBaHHs BiAHOBJIEHOr0 PO3YHHY

3araabHi BKa3iBKM: BAKOPHUCTOBYHTE aCENTHYHY TEXHIKY

Ipenapat ®EMBA cnin sixHoBmoaty 6e3nocepeaHso nepes 3actocyBaHHsM. Ilicns BigHOBNEHHS
rnpenapar ciif BUKOPMCTATH He TMi3Hille HiXK 4Yepe3 3 TOAWHM, OCKiNbKH BiH HE MICTHTH
NPOTUMIKpPOGHMX KOHCepBaHTiB., BigHoBneHuit po3unH He 36epiraTh B XonoausibHuKy. He
BMKOPUCTOBYITE PO3UMHH, SIKIi € MyTHUMHK abO MICTATb BKIIOUEHHA. Bylb-IKnil HEBUKOPUCTAHHA
PO3YKH CNiA HAJEXKHUM YHHOM YTHITI3yBaTH.

BinHoBeHHS MOPOLIKY JUIS iH €KL
1. Harpiiite gnakon 3 posurHHuKOM (BOAa A iH €KLM) Ao KiMHaTHOI Temnepatypu (15-25 °C), /
8
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HanpHUKIaj, Ha BOJsHI# OaHi NPOTAroM KifbKoX XBUAHH (Makcumym 37 °C).

2. 3HiMiTh 3axucHi KoBmauku 3 ¢uaxona npenapaty ®EMBA Ta ¢akoHa 3 PO3YMHHHUKOM i
aesindikyiire rymoBi npo6ku Ha 060x ¢uiakoHax. IToctaTe pnakoHH Ha MIOCKY MOBEPXHIO.

3. Binkpuiite ynakoeky 3 npucrocysaHHam s posseaeHHs BAKCIDKEKT II Xaii ®noy, 3HaBILIM
nanepoBy KPHLIKY, HE TOPKalOUHCh MPHCTOCYBaHHA BcepeauHi (pucyHok A). He Buiimaiite
MPUCTOCYBAHHSA 3 YIAKOBKH.

4. TlepeBepHiTh YMaKOBKY Ta BBEAiTh MPO30pe MIACTHKOBE BicTps uepe3 npobky ¢nakoHa 3
po3unHHukoM (pucyHok B). BisbMiTh ynakoBky 3a 1 kpail Ta BUHMITE 3 HEl NPHCTOCYBaHHSA
BAKCIDKEKT II Xait ®noy (pucynok B). He 3Himalite cuHiil kOBMayok 3 NpUCTOCYBaHHS
BAKCJIDXEKT II Xait ®noy.

5. I3 npucrocysanusM BAKCIDKEKT 11 Xaii ®noy, nix’eqnanum o ¢nakoHa 3 po3uMHHHKOM,
MepeBEPHiTL CUCTEMY JOTOPU JHOM TaK, 106 (JIaKOH i3 pO3YMHHMKOM OMMHMUBCH 3BEPXY Hajl
npucTOoCyBaHHAM. Beenits ¢ioneroBe mmactvkoBe BicTpss uepes npoOky ¢nakona i3
npenapatom ®ENBA. Bakyym CrpuuMHMTL BAMBaHHS PO34MHHMKA y (UIaKOH i3 mpernapaTom
®ENBA (pucyuok I).

6. Kpyrosumu pyxamu 3serka 300BTaiiTe BMIiCT A0 MOBHOTO PO3YMHEHHA BCIX PEYOBMH.
TMepekonaiitecss, wo npenapar GEMBA NOBHICTIO PO3UMHMBCS; B iHLIOMY BHIMAAKy Jitova
peuoBMHa He Tpoiiie yepes GiNbTp NPUCTOCYBAHHS.

PucyHok A Pucynox b Pucynok B

Bomocue BBeeHns/ indysis

1. 3uimiTs cuHiil koBmauok 3 npucrocysaHHs BAKCIDKEKT Il Xaii ®noy. Bizbmite wrnpuuy i
nig’eanaiite Horo o mpuctocysaHus BAKCJIDKEKT I Xa# ®noy (HE 3AIMOBHIOUTE
LUITPULL TIOBITP M) (pucyHok ).

2. TlepesepHits cuctemy goropu aHom (Tak, wo6 pnako i3 npenapaTom ®ENBA 3naxoauBcs
3pepxy). Habepitb po3unH npenapary ®OEMBA B wnpuu, NOBIABHO BIATArYIOYM Ha3aj
nayHxep wnpuua (pucyHok ).

3. Bin’ennaiite wnpuu.

4. TIoBiNILHO BBEAiTH PO34YMH BHYTPILIHBOBEHHO 3a JOMOMOrOK IPHCTOCYBAaHHS 3 TOJIKOO-
MeTes KoM (200 3a J0MOMOTO0 OAHOPA30BOT [OJIKH).

Pucynok I’ Pucynok I Pucyuok J

Himu.
O6MesxeHHit J0CBIf 3aCTOCYBAHHA AITAM BiKOM 10 6 pokiB. Takuii camui pexum no3yBaHHs, K Yy
NOPOCTIHX, MOBUHEH OYTH NMPUCTOCOBAHMH 0 KJIIHIYHOMO CTaHy AMTHHM. %
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Ilepeodosyeannn.

Tlesxi TpoMGoeMBONiYHI yCKIaAHEHHS, PO sKi MOBiAOMIISIOCS, BUHMKAIH TPH 3aCTOCYBaHHi 103
noHax 200 Op./kr.

SIKIIO CMoCTepiraloThCs O3HAKH Ta CUMOTOMHM TpoMGoeMOONiYHUX ABHULI, iH]Y3ito ciif HeraiHo
NPUINMHUTH Ta PO3TIOYATH BIANOBIJHI NiarHOCTUYHI Ta TepaneBTHYHI 3aXOAH.

Io6iuni peaxyii.

Hobiuni peakyii, o cnocmepizanucs @ xo0i KNiHIYHUX 00CNIOJHCEHb

[lpo mnoGiuni peakuii, npeacraneHi B Tabnuui 4, OyJNo MOBIJOMIIEHO B OpPHMIiHAILHHUX
mochimkennsx npenapaty ®EWBA (Hilgartner 1983, 1990), wmo 3acTocoBYBaBCS 3 METOIO
NiKyBaHHS €Mi30[iB KpoBOTeY y mauieHtiB i3 remodinieto A i B i3 inribitopamu no daxropis
sropranns VIII a6o IX, Ta paHaomizoBaHOMY MPOCHEKTHBHOMY AOCHIIKEHHI 3 NpodinakThku
(090701), ne nopisHtoBanK npodinakTUUHE 3aCTOCYBAHHS i3 JIIKYBaHHAM «HA BUMOTY».

Tabnuus 4
IToGiuni peaxitii, orpuMani B Xo4i KJIIHiYHMX AOCTIIKEHb
Knac cucremn TepminoJioris YacroTa .
opraHis BiANoOBigHO clIOBHHKA BHHHKHEHHA BI%IHOCHa qaCT_OTa
MedDRA (Biacorkn), n = 36
[TigBULIEHHS TUTPY Hesinomo -
3 Boky KpoBi Ta iHribiTopis
niMpaTHYHOT CUCTEMH (aHamHecTH4YHa
BignoBiap)*,?
3 60Ky iMyHHOT [inepuyTausicTs” Yacro 1/36 (2,8)
CHCTEMH
3 60Ky HepBOBOI Connusictp* Hesinomo -
CUCTEMH 3anamopouyeHHsa® Yacto 1/36 (2,8)
Jusres3is™ Hegigomo -
I"onoBHuii 6isip® Yacrto 1/36 (2,8)
CyAHHHI NOpYLUEHHs I'inoTensis® Yacro 1/36 (2,8)
3 6oky pecripaTopHoi 3aguuka* Hesinomo -

CHCTEMH, OpraHiB
rPYAHOT KJIITKH Ta
cepeoCTiHHS

3 ©Ooky WWIIYHKOBO- Hynora* Hegigomo
KULIKOBOTO TPaKTy i
3 60Ky WKipH Ta Bucun® Yacto 1/36 (2,8)
nigukipHot
KJIITKOBUHU
3aranbHi po3naau Ta O3HOG* Hesinomo -
peakuii y micui Fapsuka* Hegrinomo -
BBEJCHHSA Bine y rpyaniit kitui* Hesinomo -
Huckombopt y Heginomo -
rpyasx*
JlabopaTopHi [Mo3uTHUBHUi Yacto 3/36 (8,3)
MOKa3HUKH pe3ynbTat Ha

MOBEPXHEBI aHTUTINA
Jo renarury B®

Mo3naueHHs. YacTora nobiuHux peakuiil HaBeAeHa 3rifHO 3 TakolO WIKaJow: Ayxe vacto (= 1/10); uacro
(= 1/100 — < 1/10), neuacto (> 1/1000 — < 1/100), piako (= 1/10000 — < 1/1000), nyxe piako (< 1/10000)

* ToyHe BM3HAYCHHS YaCTOTH LMX MOOGIYHMX peakuil HeMOXJHMBE 3 OrJsAAy Ha HasaBHi daHi. [1po
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no6GiuHi peakuii MoBiAOMIIANOCS TUIBKKM B opHUriHanbHuX pochimkennsx (Hilgartner 1983, 1990).

2 3pocraHHs TUTpY iHribiropiB (anamHectuyHa Bianoiap) [He IIT 3a MeauyHuM CIOBHMKOM
TEPMIHIB, IO PErIAMEHTYIOTh AisNIBHICTB] — Lie 3pOCTaHHs BXKE HassBHOTO TUTPY iHTiOiTOpIB, 1O
BMHMKae Ticas 3acTocyBaHHs npenapary ®EUBA (auB. po3atin «Oco6IMBOCTI 3aCTOCY BaHHAN).

% [Tpo noGiuni peakuii nosizomnsnocsa B opuriHanbhux pocaimkennsx (Hilgartner 1983, 1990) i
nociimxennsax 3 npodinakruku (090701). HaBemena uacroTra moXOoguTh i3 AOCHIAXKEHHS 3
npo¢iaaKTHKH.

® TIpo moGiuni peakiii noeigomasnocs B ochimkeHHi 3 npodinaxtuku (090701). Hasenena
YacTOTa MOXOAUTH TIIBKH 13 JOCIiAXKEHHS 3 NpodiNaKTHKY.

Ilicnapeecmpayiiini nobiuni peaxyii

Hactynni no6iuni peakuii ©ynu 3apeecTpoBaHi MiA 4Yac MOCTMApKETHHrOBOro A0CBiay,
nepepaxoBaHi 3a TepmiHosioriclo MedDRA 3a kjacamMu CHCTEM OpraHiB, Ta MEpEBaAXHUM
TEPMiHAMH Y MOPSAIKY TSXKKOCTI, € Lie MOXKJIUBO.

3 6oky Kposi ma nimpamuunoi cucmemu: AUCEMiHOBaHE BHYTPILIHBOCY/IMHHE 3rOPTAHHS.

3 6oky imynnoi cucmemu: aHadinakTHuHi peakuii.

3 6oky Hepsosoi cucmemu: napectesii, TPOMOOTHYHI iHCYIBTH, EMOOMIYHI IHCYJILTH.

3 6oky cepyeso-cyOunnoi cucmemu: iHdapKT Miokapaa, TaXikapis.

Cyounni nopywenns: Tpomb03, BeHO3HMH Tpomb03, apTepianbHuii Tpom6o3, rineprensis,
NPUIUIHBH.

3 6oky pechipamoproi cucmemu, opeawie 2pyOHOi KNimKu ma cepedocminHA: jereHesa embois,
OpoHXocMmasM, CBUCTAYE JUXAHHS, KaLleb.

3 60Ky WAYHKO80-KUMLK08020 mpakmy. GIoBaHHS, Aiapest, NMCKOMPOPT Y KHMBOTI.

3 6oky wiKipu ma niQWKIpHOL KNiMKOGUHY: aHTOHEBPOTHUHHIA HaOpsAK, KPONMB’ AHKa, CBEPOIXK.
3azanvui poznadu ma peaxyii y micyi 66edenns: cnabKicTb, BiA4yTT xKapy, 6ilb y Micui iH’ exuii.
Jocnioocenns: niapuineHHs pisus D-numepy ¢ibpuny.

Peaxyii xnacy

[HIi CUMATOMM TinepuyyTAMBOCTI A0 MpenapaTiB — MOXiJHMX TUIa3MHU BKJIOYAIOTH JIETAprito i
HECIOKIiA.

Inwi nobiuni pearyii

IHwi no6iuni peakuii, sAKi crnocTepiragucs B XOAi KJIiHiYHWX BunpoOyBaHb abo B mepioa micns
peecTpallii, HaBefeHO HIKYe. Y KIIHIYHUX JOCHiIKEHHAX MOGiuHi peakuii BUHUKANK 3 YaCTOTOIO
10 4 % npwu Beix iHDy3isax.

Tino 3azanom: mianris.

Tpaenuii mpaxm: NMiABUILEHHS ME4iHKOBUX (PEPMEHTIB.

Llenmpanvua nepeosa cucmema: CynoMH, Po3Nafn MOBJIEHHS, TPUBOXHICTB.

Cepyego-cyounna cucmema: HabpsK NEreHb.

[loBinomaeHHs Npo nino3proBaHi nobivHi peakuii

[MopizomnenHs npo noGivHi peakuii micis peecTpauil JiKapchKoro 3acoby Mae BaXKJIMBE 3HA4YCHHS.
Lle nae 3MOry MPOBOAWTH MOHITOPHHI CIIiBBiAHOLIEHHS KOPUCTH/PU3KMK MPH 3aCTOCYBaHHI LHOTO
nikapcbkoro 3aco6y. Meanynum Ta GpapMaueBTHUHUM NPALIiBHUKAM, a TAKOX NallieHTam abo IXHiM
3aKOHHHMM MpEACTABHUKAM CJIil TIOBIAOMJIATH NPO yCi BUMAAKK Mif03PIOBAHMX MOBGIUHKMX peakuii
Ta BiJICyTHOCTI €peKTMBHOCTI JiKapChKOro 3acoby uepe3 aBTOMaTH30BaHy iH(oOpMaliliHy cuctemy
3 hapmakoHarisay 3a nocuiaaHHaM: https://aisf.dec.gov.ua.

Tepmin npuoamnocmi.

[Tpenapat — 2 pokw.

Po3uunnuk (Boaa ans in’ekuiit (20 ma, 50 mi)) — 4 poku.
Po3unnHMk (Boaa ans iH’ekuiii (10 mn)) — S poxis.
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YmoBu 30epiranus.

36epirati npu Temnepatypi He Bume 25 °C. He 3amopocyBatu. 36epiraTh B OpHUriHajbHiii
yMaKoBLi 3 METOIO 3aXMCTY BiJ CBIT/A.

36epiraTy B HEAOCTYMHOMY A AiTei MicLii.

Hecymicnicmeo.

Mpenapar ®EUBA He cnia 3MiulyBaTH 3 iHIUMMKM MEAMYHUMH TIPENAPaTaMH, OKPIM PO3UHHHHUKA,
3a3HauyeHoro y po3aini «Cnoci6 3acTocyBaHHs Ta J03H».

Sk 3 ycima npenaparamu Koarynsiuii KpoBi, epeKTHBHICTb 1 MEPEHOCHMICTD LIBOTO Mpenapaty MOXe
3HM3WTUCS TIPU 3MillyBaHHI 3 IHIWIMMH MEAWYHWUMHK NpenapataMu. PeKOMEHAyeTbes MPOMUTH
MPUCTPii 3arajbHOrO BEHO3HOrO AOCTYIY BiAMOBIAHMM pPO3YHHOM, HANPUKIAJ i30TOHIYHMM
COMBbOBUM PO34MHOM, 110 i Mic]s BBeAeHHs npenapary ®EUBA.

®akTopy Koarysuii, OTpUMaHi 3 TIa3MH KPOBI JIOAMHH, MOXYTb aacopOyBaTHCA Ha BHYTPilUHIH
NOBEpXHi AeAKMX BHAIB TPUCTPOiB ANs iH’ekuii/iHdy3ii. Lle mMoxe npussecTH 10 HEBAAIOro
nikysanns. Tomy 3 nperapatoM ®EMBA MoxHa BUKOPUCTOBYBATH JIMILE 3aTBEPIXKEH] IACTHKOBI
npucTpoi ans iHdys3ii.

YnakoBka.

ITo | ¢pnakoHy 3 nopoiukom (o 500 Oa. abo 1000 On., abo 2500 On.) y komnekTi 3 1 dhakoHOM
po3unHHKKa (BoAa As in’exuiii no 10 mu abo mo 20 mn ans po3ysanHs 500 Oa., Boaa ans iH’exuin
no 20 ma ana posysanda 1000 On. a6o Boaa anst in’exuiit mo 50 ma ans nosysanna 2500 Ox.)
pasom 3 npucrocyBaHHam st pozseaeHHs BAKCJIDKEKT II Xait ®noy ta Habopom nns BBEACHHS
(1 onHopazoumit mnpul, 1 ogHOpa3oBa roska, 1 roika-MeTenuk) y kopobui.

Kareropis Bianycky.
3a peuenToM.

BupoGHuk.
Takena Manydexuypinr Apctpis Al' / Takeda Manufacturing Austria AG.

MicuesnaxoakeHHs: BAPOOHHKA Ta fioro agpeca Micusi NpoBaA’KeHHs1 ifIbLHOCTI.
Iupyctpimrrpacce 67, 1221 Bigeuns, Asctpis / Industriestrasse 67, 1221 Vienna, Austria.

JlaTa OCTAHHBOTO MeperJsiay. O% Df\ OZOW



