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IHCTPYKLUIHA
NS MeIMYHOr0 3aCTOCYBaHHSA NiKapCbKOro 3acoby

5IOBEH MOHO®
(BIOVENUM MONO®)

Cknag:

Aitoya pevosmHa: Human normal immunoglobulin for intravenous administration;

1 mn npenapaty MIiCTUTb iIMyHOrN06YNiH NtOAMHN HopManbHKIA 0,05 T (B ToMy unchi imyHornobyniHy G (1gG) He meHLwue 95%);
[ONOMI>KHI PEYOBUHW: TNILMH, BOAA ANS iH' EKLINA.

NikapcbKa hopma. Po3unH ans iHdysin 5%.
OCHOBHI (hi3nKo-XiMiYHi BnacTMBOCTI: Npo3opa abo 3/1erka onanecLooya, 6e3dapBHa abo 3n1erka XoBTyBaTOr0 KOnbopy pignHa.

dapmakoTeparneBTUYHa rpyna. IMyHOrnobyniH ioAnHN HopManbHWUIA ANs BHYTPILUHBOBEHHOI 0 BBeeHHS. Kog ATX JO6B AQ02.

dapmMakosoriyHi BNacTmBOCTI.

dapmakonHaMika.

Mpenapat € iMyHO/OrYHO aKTMBHOK BiNIKOBOKD (hpakLUietd iMyHOrobyniHy G, BMAINEHOK 3 NiasMy KPOBi NIKOAMHN, NEpeBipeHO Ha BiACYTHICTb aHTUTIN [0
BI1/1-1, BIJ1-2, po Bipycy renatuty C Ta NMOBEPXHEBOro aHTUreHy Bipycy renatuTy B, OUMLLEHOK Ta KOHLEHTPOBaHOK METOAOM (hpaKLioOHYyBaHHA €TU/I0BUM
CNMPTOM, fika MpoiLNa CTafito BipyCHOI iHaKTMBaLil COMbBEHT-AETEPreHTHUM METOAOM Ta MEeTOAOM HaHoinbTpauii. Po3noain nigknacis iMmyHornobyniHy G
(1gG): 1gG1 — npubn. 65,6%, 1gG2 — npubn. 22,1%, 1gG3 — npunén. 10,8%, 1gG4 — npubn. 1,5%); rpaHUYHUIA BMICT iMyHOrnobyniHy A y npenapari
CTaHOBUTb 25 MKr/mn.

[itounMm KOMMOHEHTOM npenapaTy € aHTWUTING, WO BOMOAIKOTb CNeLMdIYHO aKTUBHICTIO NPOTU Pi3HUX 306YAHMKIB 3aXBOPKOBaHb — BIpYCiB i GakTepii, y ToMy
yncni renatuty A i B, repnecy, BITPSHOI BiCnuW, rpumny, Kopy, NapoTuTy, NONIOMIENITY, KPaCHYXW, KOK/OLLY, CTa(ifIOKOKa, KALIKOBOI NaNYKM, NMHEBMOKOKA.
TakoX BonoAie HecneuMMivHOK aKTUBHICTIO — MiABULLYE PE3UCTEHTHICTb OpraHismy.

AHTVKOMMIEMEHTaPHI BNacTUBOCTI BIACYTHI, OCKI/IbKN BUAIMEHT IMYHOT100YIHW OUMLLIEH] Bif arperosaHux 6ifikis i JOMILLIOK.

PapmakokKiHeTuKa.

IMicnsa BHYTPILUHLOBEHHOIO BBEAEHHS 6IOAOCTYMNHICTb HOPMa/IbHOr0 iIMYyHOr 100y iHY MOAUHN Y KPOBOOGIry peuunieHTa € HeraHOK Ta MOBHOK. BiH WBMAKO
PO3MOAINAETECA  MDK MNa3MOK Ta €KCTPaBaCKY/NAPHOK PiAMHOND, nicns npubnunsHo 3-5 AHIB JOCAraeTbCs piBHOBara MK iHTpa- Ta €KCTpaBacKy/NAPHUM


mailto:

npocTopamu.
HopmasibHuin iMyHOr1o6yniH NoAMHN Mae nepiog, HaniBBMBeAeHHST NpubnsHo 40 gHiB. Lleit nepiog HaniBBUBEAEHHS MOXKE BifPI3HATMCS Y KOXXHOIO OKPEMOro

nawieHTa, 0co6MBO NPV NepBUHHOMY iMyHoAediunTi. |gG Ta 1gG-KoMMneKcH po3nagatoTbea Y KNiTUHAX PeTUKYNOeHAOTeNiaIbHOT CUCTEMM.

KniHiYHI XapaKTepUCTUKN.
Noka3aHHA.
3amicHa Tepanis
@ CUHAPOMM MEPBUHHOIO IMyHOAeDiLUTY, TaKi fK:
BPOpKEHa arammarnobyniHemis i rinorammarsiobyniHemis;
3ara/ibH1in BapiabensbHUn iMyHO4eqiumnT;
TSDKKMIA KOMBIHOBaHWIA iMyHOAeiLmnT;
cuHgpom Bickotta — Ongpunya;
- TpaH3UTOpHa rinorammarnobyniHemisay aiTei.
@ CUHAPOMM BTOPUHHOTO IMYHOZEiLmnTY, Taki AK:
TSKKI peumamnBytodi 6akTepianbHi iHekuUii y giten 3 BIJT/CHIA,;
LMTONEeHiIi pi3HOro r'eHesy (rOCTPUIA Ta XPOHIYHMIA NEAKO3, aniacTUYHa aHeMist, CTaH nicns Tepanii LMTocTaTukKamm);
TSXKKI POopMM 6aKTepiasibHO-TOKCUYHNX Ta BIPYCHMX IH(EKLIN Yy gopocnnx Ta AiTel (BKAHOYarUM XipyprivHi YCKNagHEHHS, WO CynpoBOMKYHOTLCA
GaKTepieMieto i CenTUKOMIEMIYHUMM CTaHaMW, Ta NPW NigroToBLi XipypriyHnx XBopux A0 onepawii);
NpoinakTuKa Ta NikyBaHHA iH(eKLin y HeJOHOLLEHWX AiTel i3 MaJIoK Macoto Tifla Npy HapPOLKEHHI;
rinorammarnobyniHemisay nawieHTiB Nicis anoreHHoT TpaHCnAaHTaL i’ KiCTKOBOr0 MO3KY.
IMyHOMOAY/Iot04a Tepanis:
ifionatuyHa TPOMOOLUMTONEHIYHA NYpNypa;
cuHgpom IMeHa — bappe;
cuHApom KaBacaki;
XPOHiYHa 3ananbHa Heponartis (Lo AeMieNiHI3YE);
3arajibHa mionaris;
rpaHynematos BereHepa;
[epMaToMio3nT;
CUCTEMHI 3aXBOPIOBaHHS CMOYYHOT TKAHWHW (PEBMATOIAHWIA apTpuT).

MpoTurnokasaHHA. inepyyTaMBiCTb 40 OyAb-AKOro 3 KOMMOHEHTIB npenapaty. [inepyyTAMBICTb [0 TFOMOMOriYHUX iIMYHOr/1I00Y/iHIB, 0CO6/IMBO Y AYyXe
pigKicHMX BuNagkax Aediunty IgA, KoM nauieHT Mae aHTUTINA 40 IgA. BBeaeHHS iMyHOrnobyniHy npoTunokasaHe ocobam, SKi MatoTb B aHaMHE3i TSXKKi
afnepriyHi peakuii Ha BBefeHHA OINKOBWX NpenapaTiB KpPoBi /OAVMHU. XBOPUM, fKI CTPaX4alTb Ha aneprivyHi 3axXBOPHOBaHHA ab0 MakTb CXWUILHICTb A0
anepriyHMX peakuiin, nNpu BBEAEHHI iMyHOrnobyniHy Ta B HacTynHi 8 Ai6 peKoMeHAYHTbCA aHTUricTaMiHHI 3acobu. Ocobam, SiKi CTpaxgatoTb Ha
IMyHONATOMOrIYHI  CUCTEMHI 3axBOpHOBaHHA (iMyHHI XBOPOOWM KPOBI, KONareHos, HepuT), npenapaT Npu3HavaTU MiCNsS KOHCyNbTauil 3 BIAMNOBIAHWM



crewianicTom. Y nepiof 3aroCcTPeHHs aneprivyHoro NpoLiecy BBeIeHHS NpenapaTy NPOBOANTLCA MIC/S BUCHOBKY aneprosiora 3a XXMTTEBUMM NOKa3aHHAMU.

OcobnuBi 3axom 6e3neKu.

Mpenapat BioBeH MOHO® 3acTocoByBaTM NULE B YMOBax CTalioHapy Npu AOTPWMaHHi NpaBun acenTukuW. epen BBeAEHHSM NpenapaTr BUTPUMYBATU Mpu
Temnepatypi (20+2) °C He MeHLLE 2 rof4uH.

Po34nH Mae 6y TV NPO30puii abo 3nerka onanecLrorYmnin, 6e36apBHUIA ab0 3M1erka >KOBTYBaTUIA.

He B1KOpMCTOBYBaTU MYTHI pO34MHM ab0 Taki, L0 MarTb 0CaL.

[ns BBefeHHS npenapaTy HeobXiAHO BUKOPUCTOBYBATU OKPeMY iH(DY3iiHY CUCTEMY.

B3aemogisi 3 iHWWMW NiKapCbKUMK 3acob6aMy Ta iHWIi BUAM B3aeMOAIN. JTiKyBaHHS MpenapaToM MOXHa MOEAHYBAaTW 3 3aCTOCYBaHHSM iHLUMX NiKapCbKMX
3aco0i..

YKuBi ocnabneHi BipyCHi BaKLHN

BBefleHHs1 iIMYyHOr 106y NiHIB MOXeE 3MEHLLYBaTK NPOTArom nepiogy Bif 6 TWXKHIB A0 3 MicAUiB eDEKTUBHICTb XMBUX 0CMabneHnx (aTeHyimnoBaHUX) BipyCHMX
BaKUWH NPOTU KOPY, KpacHyxu, enifemiyHoro napotuTy Ta BITPAHOT Bicnu. IMicns BBeAeHHA AaHOro npenaparty nepes BakUMHALIEKD >XMBMMU OCnabnieHnMu
BiPYCHVMMM BaKUMHaMM Mae NPoTK 3 MicALli. Y pasi BaKLMHaLiT NpoTy Kopy Le ocnabneHHs edyeKTUBHOCTI BaKUMHM MOXKe TpmBaTu A0 1 poKy. ToMy Yy nauieHTiB,
AKNM BBOAATb BaKLUWHY MPOTU KOPY, CNif NepeBipaTA CTaTyC aHTUTIN.

Micns BakUMHaLiT NPOTK 3a3HaYeHnX (Kopy, KpacHyxu, enifemMidyHoro napoTuTuny Ta BITPAHOT BicnW) IH(EKLi npenapaTt BapTo BBOAWTY He paHille HiX Yepe3 2
TWXKHI; y pasi NoTpe6yu 3aCTocyBaHHs npenapaty BioBeH MOHO® paHille LbOro TepMiHy BaKLyHaLito MPOTM Kopy abo enifieMiYHOro NapoTUTy BapTo MOBTOPUTH.
LLlenneHHa NpoTH IHWKX THPEKLIA MOXYTb 6TV NPoBeAeHi B Oyb-AKi TEpMiHW 40 ab0 Micns BBeAEHHS npenapary.

Bnaue Ha pe3ynbTaTw CepooriyHnX TeCTiB

Micna iH ekyil iMyHOrnobyniHy TMYyacoBe MIABULLEHHS Y  KPOBI PIBHA PI3HUX aHTUTIN, AKI NepefaroTbCAd MacMBHO, MOXe NPW3BeCTUM [0 MOMWUIKOBUX
MO3UTUBHWNX Pe3y/bTaTiB CEPONOrivYHNX aHaNi3iB.

MacvBHa Nepefava aHTUTIN [0 epUTPOLMTAPHUX aHTUreHiB, Hanpuknag A, B abo D, mMoxe BNAMBaTN Ha [esKi CeposorivyHi TeCTU BU3HAYEHHS anoaHTUTIN [0
epuTpounTie (Hanpuknag Ha Tect Kymoca), KilbKiCTb PeTUKYNOLMTIB Ta rantornooix.

Oco6MBOCTI 3aCTOCYBaHHS.
3acTepe>keHHs LWOAO0 BBELleHHA npenapaTy
[eaki TSHXKKI No6iYHI peakLii MOXYTb 6yTI NOB'A3aHi 31 LWBUAKICTIO iHGY3iT. Cnifg cyBOpo A0TPMMYBATUCS PEKOMEHA0BAHOT LWBMAKOCTI iHPY3ii. MOTPi6HO yBaXKHO
KOHTPO/IOBATM CTaH NauieHTa i peTeslbHO CTEXUTM 3a MOSABOK Oy Ab-AKUX CUMNTOMIB MPOTArOM YCbOro nepiogy iHgys3il.
[JesKi no6ivHI peakLii MOXyYTb TPanIATACA YacTiLLe:
- Y pasi BUCOKOT LUBNAKOCTI IH(Y3iiA;
- y NauieHTIB, AKi OTPUMYIOTb IMyHOr100YNiH NOAVHN HOPMaTbHUI BNepLue, abo, y pPigKICHUX BUNagKax, Konuv Bif0yBaeTbCca nepexif Ha iMyHOrnobyniH
NOANHN HOPMa/IbHUIA, 860 KON MUHYB TPUBA/IUI Yac 3 MOMEHTY MonepeiHbOT iHgy3iT.
MoTeHUiMHNX YCKNaAHEHb MOXKHA YHUKHYTU, AKLLO0 NepeKoHaTucs, Lo:
- NauieHTV HeYyTIunBI J0 IMYHOTrI00YNiHY NOAUHM HOPMa/IBHOTO MPY NePLLIOMY NOBISIHOMY BBEIEHHI Npenapary LUAAXoM iHQY3ii;
- NauieHTV 3HaxoAaTbCA Nif PeTeNbHUM KOHTPOIEM LWOoA0 NosiBY 6y ab-aKNUX CUMITOMIB MPOTArOM YCbOro nepiogy iHgy3ii. 30Kpema, o6 BUSBUTU O3HaKM
NOTEHLINHOrO HebaXkaHOro BMAMBY, Nif Yac Mepwlol iHQY3iT i B nepLly roguHy nicns nepluol iHysii NoTPiGHO KOHTPOOBATU CTaH NalieHTiB, SKi He
OTPUMYBa/IM paHille npenapaty iMyHOr/I00yNiHy, AKi OTPUMYBa/IN NiKYBaHHA anbTepPHATMBHUM rMpenapaTtoM abo Micng TpuBaioi Mepepsu Micns



OCTaHHbOr 0 BBEAEHHS IMYHOr/106yniHy. TakuM nauieHTam noTpibeH KOHTPO/Ib NPOTArOM YCbOro Mnepiofy NepLuoi iHgy3il, & TAKOX NPOTArom 1 rofnHu nicns
3aBepLUEHHS BBEAEHHSA. Y Ci iHLWI NauieHTV NOBUHHI 3HAXOAUTUCA Mij MeAUYHUM HarnsagoM npoTarom nepumnx 30 XBUIMH MiC/s BBEAEHHS.
Y pasi nosiBy NO6iYHOT peakLiii NOTPIGHO abo 3MEHLLNTY LWBMAKICTL BBEEHHS, 260 3yNUHUTK iH(Y3it0. HeobxigHe NiKyBaHHS 3a/1eXKUTb Bif XapakKTepy i TSHXKKOCTI
noGiYHOT peakuii. Y pasi po3BUTKY LLOKY CMig NPOBOAMTU NiKyBa/bHI 3aX04uM BIAMOBIAHO [0 3aTBEPAPKEHMX peKOMEH/aLlii 3 NPOBEAEHHS NPOTULIOKOBOT Tepanii.
[ns Bcix nauieHTiB npu BBeAeHHI |gG noTpibHo:
- NPOBEeCTW afeKBaTHY rigparaLito nepes novyaTkom iHgysii 1gG;
- KOHTPO/IIOBaTU fiypes;
- KOHTPO/OBATU PiBHI KpeaTUHIHY y CMPOBaTL,i KPOBI;
- YHMKaTW CynyTHLOrO NPUIAOMY NeT/IbOBUX AiyPETUKIB.

FinepuyTAMBICTH

MOXYTb BUHUKHYTW CEPIO3HI aneprivHi peakuii. Y 3B'A3Ky 3 LMM 0C06U, AKi ofepXanu npenapar, NOBUHHI NepebysaTtu Nig MeAnyHUM Harnsgom npotsrom 30
XBWMH. Y pasi BUHWKHEHHS TaKuUX peakLili BBeAeHHs npenapaty bioBeH MOHO® Lunsxom iHGysil cnif HeraiHO MPUNWHUTK Ta 3aCTOCOBYBATY BiAmnoBiAHe
NiKyBaHHA. Y nauieHTiB 3 gedilnTom iMyHOrno6yniHy A Ta HasBHUMMW aHTUTINAMW 40 IMYyHOr1I06yiHY A iCHY€E 3HAYHWUIA PU3NK PO3BUTKY CEPMO3HUX anepriyHnx
Ta aHaiNaKTOIAHMX peakLiid, Ki MOXYTb BUHUKHYTW Y 3B'A3Ky 3 BBEfleHHsIM npenapaTy bioseH MoHO®. MpenapaT NpOTUMOKa3aHWiA NaLlieHTaM i3 CeNeKTUBHIM
fediumTom IgA (avB. po3ain «poTunoKasaHHA»).

Y pigKicHMX BMNagkax iMyHOrno6yniH NOAMHW HOPMaNbHUIA MOXKE CIPUYUHATU 3HUMDKEHHSI apTepiafbHOro TUCKY 3 aHainakTMYHOK peaklieto, HaBiTb Yy
nawuieHTiB, SKi OTPUMYBaIM NOMNEPEAHE NiKyBaHHS iMyHOr106y1iHOM MFOAMHN HOPMa/TbHUM.

HupkoBa HeOCTATHICTb

MoBifOMNANOCH MPO BMMNaAKM rocTPOl HUPKOBOI HEAOCTATHOCTI Y NaLieHTiB, AKI npoxoawnu Tepanito 1gG. [0 HUX HaneXaTtb: roctTpa HUPKOBa HeAOCTaTHICTb,
rocTpuin TyOynsapHUin HEeKPO3, NPOKCUMasbHa TyBynspHa Hegponatis i OCMOTUYHUI He(hpo3. Y BiNbLUOCTI BUNALKiB Oynu BU3HAYeHI (DakTopu pu3nKy, Taki fK
nornepesiHbO iICHYKOUa HUPKOBA HEAOCTAaTHICTb, LlYKpPOBUIA AiabeT, rinoBoniemis, HaAMipHa Maca Tifna, CynyTHI HepOTOKCUYHI NiKapcbKi npenapaTy, BiK Big 65
POKiB, cerncuc abo napanpoTeiHeMis.

MOoBiLOMMIEHHSA MPO ANCHYHKLIIKO HUPOK | FOCTPY HUPKOBY HEJOCTATHICTL OY/M MOB’ A3aHi i3 BUKOPUCTaHHAM 6araTbox niLleH30BaHUX npenapartis [gG, Wwo MICTATb
Pi3HI [OMOMDKHI PeYOBUHW, TaKi SIK caxaposa, /1H0K03a Ta MasibTo3a, npenapartu, WO MICTATb caxapo3y AK cTabinizatop. MauieHTam 3 MigBULLEHUM PU3NKOM
MO>XHa PO3rNIIHYTU MOXX/IMBICTb 3aCTOCYBaHHS npenapatiB 1gG, siKi He MICTATb LUX JOMOMIXHUX PEUYOBUH.

Mepe NoyaTKOM BBefIeHHs npenapaTy bioseH MOHO® LNSIXOM iHGY3iT cnif NnepekoHaTuCA, WO Y NaLlieHTa BifICYTHI 03HaKW Aerigpatauil.

Y nNauieHTiB 3 MOTEHUINHUM PU3MKOM PO3BMTKY FOCTPOT HUPKOBOT HEAOCTAaTHOCTI CAif 3A4iACHIOBATU NEpPIioAMYHUIA MOHITOPUHT (OYHKLIT HMPOK Ta Aiypesy.
MoKa3HVKM PYHKLIT HUPOK, BK/IKOYaKoun piBeHb a30Ty cevyoBuHU KpoBi (ACK)/KpeaTnHiHY CMpPOBATKM KPOBI, CMij, OLIHIOBATW [0 NepLUOro BBeLeHHSA npenapaTy
BioeH MOHO® Ta nicnis LOro yepe3 NeBHi NPOMIXKM yacy. Mpy NoripLueHHi PYHKLIOHYBaHHA HUPOK C/lif, NPUMUHUTY 3aCTOCYBaHHSA Npenapary.

[ns nayieHTiB 3 NOTEHLINHUM PU3MKOM PO3BUTKY NMOPYLUEHHS (DYHKLIOHYBaHHA HUPOK Ta/abo PO3BUTKY TPOMOOTUYHUX YCKNIaAHEHb CNifj 06epeXXHO 3MeHLLYBaTy
KinbKiCTb Npenapaty bioBeH MoHO®, BBEAEHOIO 33 OAMHULIIO Yacy.

linepnpoTeiHemis

linepnpoTeiHemis, NiABULWEHHSA B’ A3KOCTI CUMPOBATKM KPOBI Ta FiNOHATPIEMIS MOXYTb BUHUKHYTW Y NaLiE€HTIB, AKi OTPUMYHIOTb NiKyBaHHS iMyHOr100Yy/1iHOM.
[inoHaTpiemis MOXe BUSBUTUCA NCEBAOriNOHATPIEMIED, L0 NPOABNAETLCA 3MEHLUEHOK 06YMC/IEHOD OCMOSAMBHICTIO NNa3Mu abo 36i/bLUEHHAM OCMOJSAPHOro
iHTepBasy. KNiHIYHO BaXX/IMBO BifPI3HWUTK CNPABXXHIO TNOHATPIEMIO Bif, NMCEBAOriNOHATPIEMIT, OCKI/IbKU MPU 3MEHLLEHHI BISIbHOT BOAW Y CUPOBATLL KPOBI Lii/IbOBE



NiKyBaHHA NauieHTiB i3 NCeBAOTriNOHATPIEMIED MOXe NPU3BECTU [0 Aerigparauil, y 38’ A3Ky 3 UM NIiABULLYETHCA B’ A3KICTb CUPOBATKM KPOBI Ta MOXE BUHUKHYTU
Tpomb60em6b0/iYHe YCKNaLHEHHS.

Tpom6oemboniyHI yCKNagHeHHS

BHacnigok nikyBaHHA rnpenapataMu iMyHOr1o6yniHy MoXKe BUHUKHY TV TPOMO03. PakTOpy PU3KKY: OXUPIHHS, aTepPOCKIepo3 B aHaMHe3i, NOopYLLUEHHS CepLeBoro
BUKMAY, apTepia/ibHa rinepTeHsis, LYKPOBWIA fiabeT 3 HasBHICTIO B aHaMHe3i 3aXBOPIOBaHHA CYAMH i BUNajKiB Tpombo3y, HabyTa abo cnagkosa Tpomboginis,
TSXKKA rinoBONEMIS, 3aXBOPIOBaHHSA, AKi MiABULLYHOTb B'I3KICTb KPOBI, NiTHIN BiK, TpMBana iMMOo6inisauis, CTaHW rinepkoarynsuii, BEHO3HWIA Yn apTepianbHUI
TPOM603 B aHaMHe3i, 3aCTOCYBaHHSi eCTPOreHiB, BMKOPUCTAHHSA MOCTIMHWX LEHTPa/IbHUX KaTeTepiB Yy CyAuMHax, NiABuLLieHa B’A3KICTb KPOBiI Ta PuU3MK
CepLeBO-CYANHHUNX 3aXBOPHOBaHb. TPOMO03 TaK0X MOXe BUHWKHYTU HaBiTb Y pasi BIACYTHOCTI BiZJOMMX (haKTOPiB PU3NKY.

Y 3B’3KYy 3 MOTEHUIAHMM NiABULLEHHAM PU3MKY TPOMO03Y CNif OLiHUTKA B’A3KOCTb KPOBI Y MaUi€HTIB 3 PU3MKOM MiABULLEHOT B’A3KOCTI, BKIHOYAKOUM
KpiornobyniHW, XiNOMiKPOHEMIO ronoAyBaHHS/ NOMITHO BUCOKMIA PiBHEHb TPUIiLeponis (Tpurniuepuais) abo MOHOKNOHaNbHY ramonartito. [ns nauieHTis 3
PU3NKOM BUHVKHEHHSA TPOMO03Yy MPaKTUMKYETLCA BBELEHHS MpenapaTiB iMyHOr/I06yniHy y MiHIMaIbHUX [03aX Ta 3 MIHIMa/IbHOK LWBMAKICTIO iHQY3il. Mepeq,
3aCTOCYyBaHHAM npenapaTy Cnif MepekoHaTUCA Yy HaneXHOMY PiBHI rigpartauii nauieHta. Y nauieHTiB 3 pU3NKOM BUHWKHEHHS MiABULLEHOT B’A3KOCTI Chif
34iMICHIOBATY KOHTPO/1b CUMMTOMIB TPOMOO3Y Ta OLiHKY B’ I3KOCTi KPOBI.

CUHAPOM acenTUYHOro MeHIHIITY

AK NoBIiAOMAANOCS, CMHAPOM acenTUUYHOro MeHiHrity (CAM) MoXe pigKo BMHMKATU y 3B'A3KY 3 NiKyBaHHSAM npenapatamu iMyHOrno6yniny. MpunmnHeHHs
NiKyBaHHA TakMMmu npenapatamun cnpuse pemicii CAM 6e3 ycknagHeHb MPOTArOM KifibKOX AHIB. Lleit cuHAapom 3a3BuYail 3'SBNSETLCS MPOTArOM Mepiogy Bif
KifIbKOX TOAVMH [0 ABOX AHIB MICNsA NliKyBaHHA MmpenapataMu iMyHOr00yniHy Ta X LUBMAKOrO BBeAeHHS. Lle xapakTepun3yeTbcs CMMMNTOMaMWU, L0 BKIHOYAOThb
CUNbHWIA rONIOBHUIA 6iNb, PUrIAHICTb M’ A3iB NOTUNULL, COHMMBICTb, rapayky, (oToobito, 601b0BI BIAUYTTA Mif Yac pyxy O4ei, HyaoTy Ta 6/1t0BaHHSA. PesynbTaTu
[0CNimpKeHb LiepebpocniHanbHoi pignHmn (LLCP) 4acTo € NO3UTMBHMMM Ha NEOLMTO3 3 KibKOMa TUCSYaMM KNITUH Ha MM3, MepeBaXXHO rpaHy/oLMUTapHOro psay,
Ta MiABULLEHHA PiBHA GINKIB A0 KiNbKOX COTeHb Mr/an. MauieHTn, y AKX HasiBHI Taki CMMMTOMMW, NOBWHHI MPOWTK HEBPOMOriYHE OBCTEXEHHS, BKIHOUAKOUN
pocnipkeHHsa LCP, ons BUKIKOYEHHS IHLWMX MPUYUH MEHIHTITY. MauieHTn, SKi MatoTb B aHaMHe3i MirpeHb, € 6i/ibLl CXUNbHUMU A0 HbOro. CUHAPOM MEHIHTITHOIO
Cerncucy Moxke TPanIATMUCA YacTille Npu NiKyBaHHI BUCOKUMM fo3amu 1gG.

"emoni3

MpenapaTy iMyHOr106Yy iHY MOXYTb MICTUTW aHTUTINA TPYN KPOBI, L0 MOXYTb AIATU AK reMOI3UHM Ta CNPUATA iN ViVO NOKPUTTIO EPUTPOLMTIB 0O0/IOHKOHO 3
IMYHOT106Y/iHY, WO CNPUYKNHAE NPSAMY NO3UTUBHY peakuito iMyHOrnobyniHy Ta 3pigka remonis. FemoniTuyHa aHeMist MOXe BUHUKHYTU Y 3B’ 3Ky 3 JliKyBaHHAM
IMyHOriobyniHamy, BHacNifoK 30i/bLUeHHA CekBecTpauii epuTpouuTiB. lMayieHTiB, AKi OTPUMYIOTb NiKyBaHHSA iMYHOr/100yniHamy, Cnif KOHTPONOBATU Ha
HasBHICTb KMIHIYHMX CMMMATOMIB remonisy. Mpu NosiBi TakMX CUMMTOMIB NIiCNsi BBEAEHHS IMYHOII06YNiHY WASXOM iHGY3iT cnifg 3AiiCHATX NabopaTopHi aHanisun
ANA NigTBEPAKEHHSA remMonizy.

CUHAPOM rocTpOoro NOCT TPaHCY3iNHOro ypa>keHHs nereHb

MoBigomMnsnocs NPo HekapAioreHHWn Habpsk nereHb (CMHAPOM rOCTPOro MOCTTPAHCRY3iMHOrO ypaxeHHst nereHb (CITIYJ1)) y nauieHTiB, SKUM BBOAWIN
IMyHOr106yniH. CITIYJ1 xapakTepusyeTbCa TSXKKUM YCKNAAHEHHAM [AMUXaHHS, HAOPAKOM fiereHb, inoKCeMieto, HOPMasIbHOK (PYHKLIED NIBOrO LUNYHOYKA Ta
rapsykolo, WO 3a3Buyali BUHMKaOTb NPOTAroM 1-6 roguH nicns TpaHcgysii. MauieHtam 3i CITIYJT MOXHa 3aCTOCOBYBATW KWUCHEBY Tepanito 3 Ha/leXXHOH
[,0aTKOBOH BEHTUNALLIEID NEreHb.

MauieHTiB, SKi NPUAMaOTb iIMYHOrI06YNiH, CNif KOHTPONIOBATM LWOA0 NOBIYHMX peakuiin 3 60Ky AUXaibHOT CUCTEMM. AKLO Nif03PHETLCA HasBHICTL CITIY /I,
Heo6XigHO NPOBECTU Bi4NOBIAHI aHaNi3N Ha HasiBHICTb aHTUHENTPOMINIbHUX aHTUTIN AK Y NpenapaTi, TaK i B CMPOBaTL,i KPOBI NaLieHTa.

JlabopaTopHi fAocnig>KeHHs



3a NosiBY CUMMTOMIB reMo/1i3y MiCns BBEAEHHSA IMYHOITI00YNIHY LWAAXOM IHQY3iT Cnif NpoBecTy BiAMNOBILHI nabopaTopHi aHani3un 415 TX NigTBEPLKEHHS.

AKWwo € nigo3pu ctocoBHo CITIYJ1, To cnif BUKOHATW BigNOBIAHI aHaNi3n Ha HasBHICTb aHTUHENTPOMINbHUX aHTUTIN AK Y npenapari, Tak i B cupoBartLi KpoB.i
nauieHTa.

Y 3B'A3KYy 3 MNOTEHUIAHWM NigBULLEHHAM PU3MKY TPOMOO3y CAif OWiHWUTK B'A3KICTb KPOBI Y MauieHTIB 3 PU3MKOM MigBULLEHOT B'A3KOCTI, BK/OYaOUM
Kpiorno6yniHy, XinomiKpoHeMito ronodyBaHHs/ MOMITHO BUCOKWUIA piBeHb TPUINiLEeponiB (TpUrniueprais) abo MOHOKIOHa/IbHY ramonaTito.

3arasbHa iHdopmadis

MpenapaT BUPOBNAETLCA 3 MNasMu NOANHKW. [Jo CTaHAAPTHUX 3aXO0/4iB 419 3anobiraHHs iH(iKyBaHHIO Yepe3 BUKOPUCTaHHSA NiKapCbKMX MpenapaTis, NpUroToBaHnX
3 KpOBI N0AMHK abo nna3mu, BigHOCATLCA Bigbip AOHOPIB, NepeBipKa 3pasKiB AOHOPCLKOI KPOBI i My/iB Na3My Ha HasiBHICTb crieuudivyHMX MapKepiB iHGeKLUii, a
TaKOX BK/MOYEHHS eQEKTUBHUX BMPOOHMYMX CTafii Ans iHaKTMBALii/3HMLLEHHA BipyciB. He3Bakatoum Ha Ue, NpyU BBEAEHHI NiKapCbKMX npenaparis,
NMPUroToBaHMX 3 KPOBi NIOANHK abo NiasMu, HEMOXX/IMBO NMOBHICTHO BUK/TIOUUTY MOXK/IMBICTb Nepefadi iHheKuil. Lle ) CTOCYeTbCA HEBIAOMMX i HOBMX BIpYCiB Ta
IHLINX NaToreHis.

MpoBefeHi 3axX0aM BBXKAKOTLCA ePeKTUBHUMM LLOL0 0D0/IOHKOBKX BIpYCiB, Takux Ak BIJ1, Bipyc renatuty B i Bipyc renatuty C. BigHOCHO 6€3060/10HKOBMX
BipycCiB, TakMx $iK Bipyc renatuty A i napsosipyc B19, ui 3axoan MOXXyTb MaTh 0OMEXeHY e(eKTMBHICTb. KAiHIYHWMIA A0CBiA MEPEeKOHMBO CBIAYMTL MPO
BIICYTHICTb BUMAAKIB nepefayi Bipycy renatuty A Ta napsosipycy B19 npu 3acTocyBaHHiI npenaparis iMyHOriobyniHy nioguHu. Kpim toro, nepefbayaerbes, Lo
Be/IMKE 3HaYeHHS NS NiABULLIEHHS BiPYCHOT 6e3neKkn mae BMICT aHTUTIN. [penapar He MICTUTb KOHCEPBaHTY Ta aHTUGIOTUKIB.

LiTn

LT MOXyTb 6yTY BiNbLL CIPUAHATAMBI A0 NepeBaHTaXXeHHS 06'EMOM.

MauieHTn NITHLOrO BiKy

Y nauieHTiB BIKOM Bif 65 pOKiB MOXIMBWIA PU3MK PO3BUTKY AeAKUX MOGIYHWUX peakuiid, Takmx fK TPOMOOeMOONiYHI YCKMNafHEHHS Ta rocTpa HUPKOBa
HeoCTaTHICTb.

3acTocyBaHHA y nepiof BariTHOCTI abo rogysaHHs rpyaaro. besneyHicTb 3aCcTocyBaHHA LbOro npenapary BariTHUM XiHKaM He BCTaHOB/IEHA KOHTPO/1bOBaHMMU
KNIHIYHUMW AOCNIMKEHHSAMKU, TOMY Oro Cnif 06epexxHO NpusHavaTi BariTHUM i XiHKaM Yy nepiof rogyBaHHA rpyaaro. JocnimpkeHHs BBeAeHHs npenapaty 1gG
BariTHMM MOKa3a/o, WO BiH NPOHMKaE Kpi3b nnaueHTy, 0cobnmeo B I TpumecTpi. KniHiYHWIA AOCBIf4 BUKOPUCTAHHSA iMYHOr100Y iHIB CBIAYNTL NPO Te, WO He
i, O4iKyBaTW LLKIAMBOrO BMAMBY Ha Nepebir BariTHOCTI, Ha N/ig abo HemMoBNSA.

IMyHOr 106y NiHW MPOHUKAIOTL Y TPYAHE MOIOKO | MOXYTb CNPUATU NEPEHECEHHIO 3aXMCHUX aHTUTINT HOBOHAPOLXKEHOMY.

KniHi4yHWIA gOCBifg 3acTOCYBaHHS iMyHOr100Yy MiHIB NOKa3aB BifACYTHICTb BMMBY Ha (hepPTUbHICTb.

30aTHICTb BNIMBATY Ha LUBWAKICTbL peakuii Npy KepyBaHHI aBTOTPAHCNOPTOM abo iHWMMK MexaHimamu. He crniocTepiranocs BnAMBY Ha 3[4aTHICTb KepyBaTu
aBTOMOGiNeM Ta NpawoBaTH 3 IHLWMMU MeXaHi3MaMu.

Cnoci6 3acTocyBaHHs Ta [o3u. MpenapaT BBOAUTW BHYTPILLHbOBEHHO KpanavHHO. LLIBUAKICTb BeAeHHS Anst AiTell noBuHHa cTtaHoBuTK Big 0,08 go 0,5 mn/xs
3a/1eXKHO Bif, Macu Tina, ans gopocnmx — 1-1,5 mn/xs. BinbLU WBMAKe BBEAEHHS MOXKe CNPUUMHUTI PO3BUTOK KONANTOTAHOT peakLiil.

Mpy BpoMpKeHi arammariobyniHemii abo rinorammarnobyniHemil, iHWWX CUHAPOMAaX NEPBUHHOIO Ae(ilnTy, BKIHOYAKUM TSXXKUA KOMOIHOBaHWIA iIMyHO4e(iILNT,
cuHApom BickoTTa — Ongpuya, 3aranbHuiA BapiabensHWin iMyHoZegiumT, TpaH3UTOPHY rinorammarnobynidemitoy giteid —no 8-10 mn (0,4-0,5 r)/kr (MiHiManbHa
no3a — 4 mn (0,2 r)/kr, makcumanbHa — 16 mn (0,8 r)/Kr) KoXKHi 3—4 TWKHI, Nigodip [03u1 34IACHIOETLCS IHANBIAYAIbHO 3a1€)KHO Bif, BUPaXKEHOCTI iH(eKUiAHOro
CUHAPOMY (ONTUMa/IbHUM BBAXAETHCA AOCATHEHHSA PiBHA cupoBaTkoBoro lgG 5 r/n, ane He meHwe 34 r/n).



Mpwv 3amicHiin Tepanii npy BTOPUHHOMY iMyHoAediunTi —no 4-8 mn (0,2—0,4 r)/Kr KoXKHi 3—4 TUXKHI.

Mpn THXKKUX peumnanByrounx baktepiansHUX iH(ekuisax y giteid 3 BIJI/CHIZ —no 8 mn (0,4 r)/Kr KoXHi 3—4 TUXH.

Mpy UMTONEHIAX Pi3HOro r'eHesy (rocTpuiA Ta XPOHIYHWIA NeKo3, annacTUYHa aHeMmis, cTaH nicns Tepanii yutoctatmkamn) — no 4-8 mn (0,2-0,4 r)/kr/poby
npotarom 4-5 ai6 a6o 20 mn (1 r)/kr/poby 2 fobwu.

Mpn TXKKMUX opmax GakTepianbHO-TOKCUYHMX Ta BIpYCHUX iH(EKUIA Yy A0opocnuX Ta AiTei (BKAOYarouu XipypridHi YCKNagHeHHS, WO CYynpoBOMAXKYHThCS
GaKTepieMIEro | CeNTMKOMIEMIYHUMM CTaHamy Ta Mpy NiAroToBLI XipypriyHnX XBoprx Ao onepadii) —no 8 mn (0,4 r)/kr/poby 1-4 nobw.

Mpwy anoreHHi TpaHcnAaHTauUii KicTKOBOro Mo3ky — no 4-8 mn (0,2-0,4 r)/Kr KOXHi 3—4 TMXKHI A0 AOCATHEHHS LiNIbOBUX 3HaYeHb piBHA |gG. MNpu HeobxigHOCTI
03y MOXXHa 36ibLlwmnT Ao 10 MmN (0,5 r)/kr.

Mpwv igionaTnUyHin TpoMbGouMTONeHIYHIA nypnypi — no 4-8 mn (0,2-0,4 r)/kr/goby npotarom 2-5 fi6 a6o 1620 mn (0,8-1 r)/kr/goby B nepy foby Ta B pasi
HeoOXiAHOCTI Ha TPeTHO A06Y.

Mpy cuHapomi TieHa — bappe, XPOHIYHIN 3ananbHid HelponaTil (Lo AemieniHi3ye), 3araibHin mionartii, rpaHynemarosi BereHepa — no 8 mn (0,4 r)/kr/po6y
npotarom 3—7 fi6, npy HeobXigHOCTI 5-AeHHI Kypcy NiKyBaHHS MOBTOPHOIOTLCA 3 iHTepBaiaMu Y 4 TUXHI.

Mpn pepmaTomMio3nTi—no 20 mn (1 r) kr/goby npotarom 3-5 Ai6.

Mpn CMCTEMHUX 3aXBOPHOBAHHSAX CMOMYYHOT TKAHWHW (PeBMATOIAHWIA apTpuT) — Mo 4-10 mn (0,2-0,5 r)/kr/poby npotarom 5 Aib.

Mpu cuHapomi Kaacaki —no 2040 mn (1-2 r)/Kr y piBHUX go3ax npotarom 2-5 fi6 abo 40 mn (2 r)/Kr ogHOpa3oBo (4OMNOBHEHHS A0 Tepanii aueTuncaniunioBoro
KMCNOTOHO).

Mpy NpoinakTnui Ta NiKyBaHHI IH(EKLi Y HeAOHOLIEHNX AiTel 3 MaioK Macoko Tifa Npyu  HapogkeHHi — no 3-8 mn (0,15-0,4 r)/Kr Ha Apyry-TpeTio foby
XUTTA (Ha NepLUOMY eTani) Ta Ha APYruin-TPeTin TYXKAEHb XUTTS (Ha Apyromy eTani).

AiTwn. MpenapaT MOXKHa 3aCTOCOBYBATM Y NeAiaTpUYHii npakTuyi (ame. po3ain «Cnocib 3acTocyBaHHS Ta J03U»).

Mepeno3yBaHHA. [Mepefo3yBaHHA MOXE NPU3BECTY [0 MEPEBAHTAXKEHHSA PIAMHOK Ta A0 MiABULLEHHS 1T B'A3KOCTI, 0CO6/IMBO Yy MAaLiEHTIB 3 LUMU PU3MKaMU,
BKJ/1HOYAKOUM MaLiEHTIB NiITHLOMO BiKy ab0 NauieHTIB 3 NOPYLUEHHSAM HUPKOBOT (DYHKLIT.

Mo6iyHI peakuii.

3 60Ky cucTemu KpoBi Ta niMmhaTUYHOT CUCTEMU: aHeMist, liMgafieHonaTis, remMoni3, IeiKoneHis, reMoniTM4yHa aHeMis.

3 60Ky IMyHHOI CUCTeMM: TinepyyTAMBICTb, aHaiNaKTUYHWUIA LIOK, aHadinakTMyHa peakuis, aHalinakToigHa peakuis, aHrioOHeBPOTUYHWUIA HabpsK, HabpsiK
06/1m4ys.

3 60Ky eHAOKPUHHOI cucTeMI: po3naan yHKLIT LLMTOBUAHOIT 3a103W.

3 60Ky HepBOBOI CUCTEMM: FONI0BHWIA Giflb, MOPYLLEHHS MO3KOBOI0 KPOBOOOGITY, acenTUUYHWIA MEHIHTIT, MirpeHb, 3anamMopOYeHHs, napecTesis, rinoctesis, aMHesis,
BIAUYTTS MEYiHHSA, 41M3apTpis, ANCTeB3is, MOPYLLEHHA piBHOBAru, TpaH3MTOPHA iLLeMiYHa aTaka, Tpemop.

MCuxivHi NOpyLUEHHS: 30YKEHHSA, TPUBOXKHICTb, 6€3COHHS.

3 60Ky cepugd: IH(PAPKT MioKapAa, Taxikapgis, cepLebuTTs, LiaHo3.

3 60Ky CyMH: HeAOCTaTHICTb MepuepuyHNX CyauH, apTepianbHa rinoTeHsis, apTepiasibHa rinepTeHsis, nepugeprnyHa XonoaHiCTb, PrediT, TPOM603 rMMO0KMX
BEH.

3 GOKy cucTemy AuxaHHsi, TopakaibHi Ta MediacTWHalbHI NOPYLUEHHA: AMXaNbHa HeAOCTaTHICTb, NereHeBa em60nis, nereHeBMin HabpsK, 6GpoHXocnasm,
3aAMLKa, Kallesnb, NPULLIBMALLEHHS AUXaHHS, PUHOPes, acTMa, 3aKnafeHiCTb Hoca, opodapuHreasibHUiA HAbPAK, (hapUHToNapUHreasibHUA GiNb.

3 60Ky KULLIKOBO-LLINYHKOBOr0O TPaKTY: HYZ0Ta, 6/110BaHHA, Aiapes, 6i/lb Y XXMBOTI.



3 60Ky LWKipM Ta NigWKIPHOT KNITKOBUHW: €K3eMa, KPOMWB'SiHKa, BWCWM, epUTEMATO3HWUIA BWUCUM, [AepMaTWUT, CBepbiX, anoneuis, XOMOAHWA niT,
(hoToceHCcmbIni3aList, HiYHe MOTIHHS.

3 60Ky CKeneTHO-M’ S30BOT CUCTEMM Ta Cnoy4yHOT TKaHUHK: 6inb Y CrnHI, 6ilb Y KiHLiBKaX, apTparis, cnasmy mM'a3iB, NOCMUKYBaHHS M'A3iB, Mia/ris.

3 60Ky HMPOK Ta CeYOBUAINbHOT CUCTEMM: TOCTPa HAPKOBA HeAOCTATHICTL, MPOTETHYPIS.

3 60Ky opraHiB 30py: KOH'HOHKTUBIT, 6i/lb B 04aX, HAOPSKaHHS OYel.

3 6OKy opraHis cnyxy: BepTUro, pignHa y BHYTPILLIHbOMY BYCI.

3ara/ibHi MOpYyLUEHHA Ta po3naan y MicLi BBeEeHHA: rapsayvka, rpynonoAibHi cMMnToMK, cnabkicTb, ANCKOMGOPT y rpyasx, 6inb, BigYyTTa CTUCHEHHS B rpyasx,
acTeHisl, He3ay>XaHHs, NepugepuyHi HabpaKK, BiAUYYTTA XKapy, CTOMIEHICTb, 03HOO, NPUNAMBK, rinepeMis, rineprigpos; peakuii y mMicli BBeAEeHHS, BKNHOUaOUN
6inb, NiABULLEHHSA YYTANBOCTI, rinepemito, HabpsK, PnebiT, cBepbix.

JlabopaTopHi AOCNIAXKEHHS: NiABWLLEHHS NEYiHKOBMX (PepMeHTIB, MiABULLEHHS KpeaTUHIHY KPOBI, NiABULLEHWI PiBeHb XONecTePUHY B KPOBI, MiABULLEHWI
piBEHb CEYOBMHWN, 3HVKEHWI PiBEHb reMaToOKPUTY, 3HVXXEHWIA PiBEHb EPUTPOLMTIB, NO3UTUBHA NpsMa Npoba Kymoca, 3MeHLLeHe HaCUYEHHS KUCHEM.

IHhekuil Ta iHBas3il: GPOHXIT, HA30(haPUHTIT, XPOHIYHUIA CUHYCUT, MIKO3, IH(PEKLif, IH(IKYBAHHA HUPOK, CUHYCUT, iH(DIKYBaHHSA BEPXHIX AMXa/bHUX LUAAXIB,
IH(DIKYBaHHS CEYOBMX LUNAXIB, 6aKTepiasibHe iH(iKyBaHHA CEYOBUX LLNAXIB.

TpaBmu, OTPYEHHA Ta 3arasibHi NpoLesypHi YCKNaaHeHHs: 3a6ild, roCTpe YpaXXeHHs flereHiB, NoB'A3aHe 3 nepesiuBaHHAM KpOBI.

MepiaTpryHa NONyANALISA: YacToTa, TUM | TAHKKICTb MOBIYHMX peakLiil y AiTel Taka X, K 'y A0POC/NX.

TepMiH NpUAATHOCTI. 3 POKMK.

YMmoBu 36epiraHHsA. 36epiratv B opuriHabHil ynakosLi npy Temnepatypi Big 2 fo 8 °C.
36epirat B HeAOCTYNHOMY A/1st AiTel micLi.

HecymicHicTb. Mpenapart He cnif 3MillyBaTi 3 iHWMMM NTIKaPCbKUMIM 3aC06aMU B OfHI iHY3iiHIl cucTemi.
YnakoBKa.llo 25 mn a6o 50 mn, a6o 100 mn y naswui abo nakoHi. Mo 1 nagwui abo gakoHyy — nauu.
KaTteropis Bignycky. 3a peuentom.

BupobHuk. TOB «6IOPAPMA MNMNTA3MAY», YKpaiHa.

Micue3HaxomkeHHA BUPOOHMKaA Ta M0ro agpeca Micua NpPoBagKeHHS LiSNIbHOCTI.

FOpuamnyHa agpeca:

YKpaiHa, 09100, Kuiscbka 0611., M. bina Liepksa, Byn. Kuiscbka, 37-B.

Afpeca micus npoBamKeHHs 4iSNbHOCTI:
YkpaiHa, 09100, Kuiscbka 0671., M. bina Llepksa, Byn. KuiBcbka, 37-B.



