Ckian

Oitoua pevosuHa: Human normal immunoglobulin for intravenous administration;

1 M ipenapaTy MiCTUTB iMyHOTTO0YJIiH moguHu HopMasnbHuu 0,1 T (B TOMY 4HCITi
imynornooOymniny G (IgG) e menme 98%);

OONOMIJICHI pedyo8UHU: TIIIINH; BoOa AJIs iH €KITil.
JIikapcbKa ¢dpopMma

Po3uun gns indy3ii.

OCHOBHI (pi3uKo-xiMiuHi 8a1acmueocmi: TIpo3opa abo 3 He3HAYHOIO OIaIeCleHIIi€E,
O6e3bapBHa abo0 3jIeTKa )KOBTYBATOI'0 KOJILOPY pPiguHa.

®apMaKoTepaneBTUYHA Irpymna

IMyHOTTOOYTiH MTIOAVHY HOPMaJIbHUM OJIS BHYTPIITHLOBEHHOTO BBEIEHHS.

Kom ATX JO6B A02.
®dapMaKoJI0riuHi BJIaCTUBOCTI

dapmakoduHamika.

[IpemapaT € iMyHOJIOTiYHO aKTUBHOIO OiJIKOBOIO (hpakili€eio (po3momin migKiiacis
imyHOTrnmoOyniny G y npemnaparti: IgG1: 65,6 %, IgG2: 22,1 %, IgG3: 10,8 %, IgG4: 1,5
%), TpPAaHUYHUYN BMICT iMyHOT1I00OYITiHYy A y ITpenapaTi cTaHOBUTh 50 MKT/MII.

[litoumM KOMIOHEHTOM IIpenapaTy € aHTUTija, 10 BOJIOIIOTh CIeu(igHO0
AKTUBHICTIO ITPOTH Pi3HUX 30yIHUKIB 3aXBOPIOBaHb - BipycCiB i OakTepii, y T.d.
renatuty A i B, nutomMmerasnosipycCy, BipyCy repuecy aoguau 1 tuny, 2 Tuny Tta 6 TULy,
Bipycy Enmtelina-bapp, BiTpsiHOI BicIiu, TPUILy, KOPY, TAapPOTUTY, IOIiOMIENITY,
KpaCHYXHY, KOKJIIOILY, CTadQiJIOKOKY, KMIIIKOBOI ITaJIUYKM, ITIHEBMOKOKA, ITPaBI€BOT0 Ta
OUuTEepiMHOTO TOKCUHY. Ma€e TakKoXK Heclelu(pidHy aKTUBHICTB, III0 IIPOSBIISETHCI Y
HigBUILIEHHI PE3UCTEHTHOCTI OpraHiamy.

[IpenapaT Bojiogi€ HU3HKOIO CIIOHTAHHOIO aHTUKOMIIJIEMEHTAPHOI0 aKTUBHICTIO.

[IpemapaT € HaTUBHUM iMyHOT100yIiHOM G, 30epirae Bci 6i0JI0TiYHI BTaCTUBOCTI:
aKTUBAlIil0 KOMIIJIEMEHTY, e(eKTOPHY Ta OICOHO-parouuTapHy QyHKIIiI.



[IpenapaT € iMyHOJIOTiYHO aKTUBHOIO 0iTKOBOIO (hpakKiii€lo, 1110 BUAiIeHa 3 CUPOBATKU
a0o 1mIa3Mu KpOoBi JIIOAWHY, TepeBipeHuX Ha BigcyTHiCTb aHTuTin mo BIJI-1, BIJI-2, mo
Bipycy renatuty C Ta IIOBEPXHEBOI'0 aHTUTeHY BipyCy renatuty B, ouuineHow Ta
KOHIIEHTPOBAHOI MeTOOOM (hpakKIlliOHyBaHHS CIUPTOBOOHUMU OCaJHUKAMU, KA
[IpouIIa CTafilo BipyCHOI iHaKTUBAIlil COJIbBEHT-IETEPTeHTHUM METOAOM Ta METOLOM
HaHOQimbTpaIil.

KniHiuHI 0ocaiOxceHHA

Y BimkpuTOMYy MiXKHapogHoMYy OaraTolleHTpoBoMy mocaimxkeHHi III ¢pa3u, BimmoBigHO
no Guideline on the clinical investigation of human normal immunoglobulin for
intravenous administration (IVIg) 28 June 2018 EMA/CHMP/BPWP/94033/2007 rev.3
Committee for Medicinal Products for Human Use (CHMP), BuB4anucs e(peKTUBHICTb,
Oe3mneka Ta gesiKi mapaMeTpu papaMakKOKiHETUKU pernapaTy bioBeH y mallieHTiB 3
nepBuHHUMHU iMmyHOpedinutamu (I1I11). ITamienTu orpuMmyBanu bioBeH npoTsarom 1
poKy 1 pa3 Ha 4 TuXHI y cepenHiu go3i 0,5 r/Kr Macu Tisia. Y mali€HTiB OLiHIOBaAJIU
piBeHb iMyHOTTO0YITiHY, KiJIbKiCTh BUNIAAKIB iH(MEKITiM, ITOKa3HUKM KITIHIYHOTO Ta
OioxiMiyHOTrO aHasi3y KpoBi. TaKoXK OILIiHIOBaIMCh HaWBaXKJIUBIillli TOKa3HUKUA POOOTH
cepiisd, IMXaHHS, BU3HadYajlacs TeMIiepaTypa Tina, pikcyBaauch yCi BUNIagKu
MOKJIMBUX ITOOIYHMUX pPeakilii.

[Tpotsirom 1 poKy nmiKyBaHHSA 3adikcoBaHO 1 BUIIagOK CepHO3HUX iIHPEKITINHUX
3axBopioBaHb (2,3%, abo 0,023 Bunanky Ha 1 mailieHTa Ha pik). Megiana MiHiManbHOI
KOHIIeHTpallil iMyHOr1o0yIiHy B IIJ1a3Mi KpoBi Oya 3Ha4YHO BUIla 3a MiHiMalbHUN
LIiJTbOBUY piBeHB 5 I/ i micis 6 MicALiB JIiKyBaHHSA CTaHOBUIIA 8,6 r/11, a micnsa 1 poky -
8,8 r/m.

B rpyni 3 49 narnienTis, 1o orpuMyBanu bioBeH, 6yno 3adikcoBano 20 BUMagKis
MoOiYHMX BUII JTIeTKOT0 (2%) Ta cepemHbOro CTyneHs TSIKKOCTi (0,5%), 1110 3aragom
ckiapgano 2,5% eni3onis BBegeHHs. He 3adikcoBaHO BUNIAOKiB KIIIHIYHO 3HAYYIIOTO
BiIXMJIeHHS MTOKa3HUKIiB Tab0paTOPHUX OOCHIMXKeEeHb, 1110 OyJiM OB si3aHi 3 BBEJEHHAM
npemnapaTty abo BUMarasu IpUNUHEHHS TiKyBaHHs. 18 mailieHTaMm (mopociaum Ta
nitsaM) bioBeH BBOOMIU 3i 3p0OCTar4o0i0 MIBUAKICTIO iH(py3il. Ha nmepiiomy erari
OOCHigKEeHHS IBUAKICTh BBeOeHHs 3pocTana go 5,0 miu/kr/roxn (0,08 Mi/Kr/xB); Ha
opyromy etami - go 7,0 mi/kr/rop (0,11 ma/kKr/xB). MakcuMasbHa IIBUAKICTh BBEIEHHS
Ha TpeThOMY eTami ctaHoBuna 8,5 mi/kr/rop (0,14 mi/kr/xB). HacToTa pO3BUTKY
nmoOivyHMX SABUII OyJia HU3bKOIO (2 BUIIaAKM Ha 35 OKpPeMUX BBeOEeHb), BOHU MaJjlu
JIETKUU XapakKTep, He KOpeoBau 3i mBUAKicTIO iHQy3ii. Ha ocHOBI mommpeHoCTi
HOOIYHMX SBUIIL Ta OI[iHKYA OUHAMIKH OCHOBHUX IIOKA3HUKIB XKUTTEHOISIILHOCTI
MIepPeHOCUMICTh ITpernapaTy bioBeH 3a MaKCHMaJIbHOI IIBUOKOCTI BBedeHHS 8,5
mi/kr/ron (0,14 min/kr/xB) v 94,0 % nailieHTiB Oyia olliHeHa sK xopoina, ¥ 6,0 % — 5K
3aJ0BiJIbHA.



KninigyHa epeKTUBHICTh 3aCTOCYBaHHS JiKapchKoro 3aco0y bioBeH y ckiapi
KOMIIJIEKCHOI Tepallil IalliEHTIB 3 TAXKKO0I0 THEBMOHI€I0, CIIPUYHNHEHOIO
KopoHasipycHoto iHpekirieiro COVID-19 / SARS-CoV-2, 3a6e3medyeThbCs MOTO
BJIACTUBICTIO YMHUTHU IMYHOMOAYJIIOIOYY Iit0. B pe3ynbTaTi 3HUXKYETHCA BUPAXKEHICTD
TOCTPOr'0 PECIipaTOPHOI0 OUCTPEC-CUHAPOMY i, IK HACJIiIOK, 3HUXKYETHCS CTYIIiHb
OUxaJjibHOI HEJOCTaTHOCTI.

HasaBHicTh KniHiuHO1I e(eKTUBHOCTI OYy/I0 NifTBEPAXKEHO B paMKax KIiHigYHOT O
OOoCHigKeHHsI «BigkpuTe OaraToeHTPOBe PaHAOMi30BaHe JOCIIiIXKeHHS 3 OI[iHKH!
edekTuBHOCTI npenapaty bioBeH, BupobHunTBa TOB «Bbiodapma [1na3zma», B
KOMIIJIEKCHIY Tepallil mallieHTiB 3 MHEBMOHI€I0, CIPUYNHEHOI0 KOPOHAaBipPYCHOIO
ingpexkmiero COVID-19 / SARS-CoV-2» (kom mociimxkenHss — 2020-BV-BP).

Y mocrigKeHHi B34 y4acTh 76 IMallieHTiB 3 HiATBEPOXKEHUM 3a BCiMa KpUTepisaMu
OiarHO30M. 66 Malli€eHTiB, 10 IPOUIIN CKPUHIHT Ta He MaJIl KPUTEPilB BUKITIOYEHHS,
Oynu paHOoMi3oBaHi y 2 rpynu (mociigKyBaHa rpyna — bioBeH + 6a30Ba Teparis Ta
KOHTpPOJIbHA I'Pymna - jaullle 6a3oBa Teparis).

B namieHTiB BU3Ha4YanuCcs IOKa3HUKM POOOTU OUXAJIbHOL CUCTEMHU, 3arajibHOTO CTaHy,
TPUBAIiCTh NOTPeOU Y iHTEHCUBHIN Teparlil, ToTpebu y IMITy4YHiN BEHTUISIII JTeTeHiB
(IIBJI), 3arajibHUU TepMiH JIikyBaHHA. TaKOXK OL[iHIOBAjlaCh BUXKUBAHICTH IIPOTATOM
28-meHHOT 0 Iepioay CrIocTepekKeHHsI, 1abopaTOPHi MTOKAa3HUKU KPOBi (3araabHuM
aHaJIi3 Ta 6ioxXiMiyHMI), @ TAKOXK PiBHI IIMTOKIiHiB, (h)aKTOPiB 3arajyeHHs Ta iHIIi
IMOKa3HUKYU CTaHy iMyHHOI CUCTEMHU.

3a pe3yiabTaTaMu OOCIHIIOXXKEeHHS 6}71'[0 OOBEOEHO IIepeBazxkKaluy ed)eKTI/IBHiCTB 3a
TOJIOBHOIO 3MIiHHOIO.

IToCTOBIpHO WIBU[IlE HACTA€E IIOKPAIleHHS CTaHy: OOCJIiaXKyBaHa rpylia — Ha 5 JeHb
(MmikkBapTunbHUM iHTEpBan — 3,50-7,25 gHS), KOHTPOJIbHA I'Pylla — Ha 9 OeHb
(mikkBapTunbHUM iHTEpPBann — 6,00-14,75 gus), p = 0,0073. IMOBIpHICTL HOCSATHEHHS
ctabisizallil cTaHy y IallieHTiB MOCIiAXKyBaHOl I'PYIIM JOCTOBIpHO BHUIlla y 2,27 pa3a
(95 % mosipuunii inTepnan ([I) — 1,26-4,11, p = 0,006), HiXK y mallieHTiB KOHTPOJIBHOI
TPYIIN.

[TepeBaxkaroya e(peKTUBHICTD MiATBEPAXKYETHCSA TAKOXK 3a BTOPUHHUMU 3MiHHUMU.
ITpu 3actocyBaHHi BioBeny y cxeMi J1ikyBaHH4 JieTallbHICTh Big COVID-19 €
OOCTOBIPHO MEHIILO: Y AOCHIAXKYyBaHiu rpymi - 6,25 % (2 Bunagku 3 32 y4aCHUKIB), ¥
KOHTPOJBbHIY Irpyni — 23,63 % (8 Bunagkis Ha 34 yyacHuku), p=0,039.

TakoK AOCTOBIPHO 3MEHIIYETHCSA TPUBAIICTh JIiMponeHil. MeniaHa JOCATHEHHS PiBHS

3

miMdornuTie 1000 ki1/MM*© i BUIlle y OOCHIAXKyBaHiM Irpymi — Ha 4 OeHb

(mixkkBapTunbHul iHTEepBan — 3,00-5,00 gHS), Y KOHTPOJIbHIN TPyl — Ha 7 OeHb



(mikkBapTUIbHUU iHTEpBan — 3,00-7,50 gus), p = 0,0097.
dapmakoKiHemukKa.

Bucoka ebekTuBHICTh TpenapaTy 3a0e3MedyeThbCs MIBUAKUM i CTOBIICOTKOBUM
HagXOOXKEeHHSIM aHTUTLI 00 KPOBOTOKY 1 HOpMaJIbHUM I1€PIOIOM HaIlliBBUBEOEHHS 3
OpraHizmy.

[Ticnss BHYTPIIIHROBEHHOTO BBeOEHHS 0i0gOCTYITHICTh HOPMA/JIbHOT'O iMyHOTJIOOYITiHY
JIIOOWHU Y KPOBOOOITy peluIlieHTa € HerallHOIO Ta ITOBHOIO. BiH IMBUIKO
PO3MOMiNSIETHCSA MiXK MJIa3MOI0 Ta eKCTPABaCKYISIPHOIO PiAUHOI0, TPUOIN3HO Yepe3 3-
5 OHIB IOCATA€ETHCS PiBHOBara Mix IHTpa- Ta eKCTpaBacCKyJIAPHUM IPOCTOPaMHU.

HopMmanpHU# iMyHOTJIOOYITiH TIOOUHU Ma€ Iepion HaniBBUBeOeHHs npubiu3Ho 40
OHiB. lley nepion HamiBBUBEOEHHS MOXKE BiIPI3HATHUCS y KOKHOT0 OKPEMOTI'0 MallieHTa,
0Cc00/IMBO MpH IepBUHHOMY iMyHOomedinuTi. IgG Ta IgG-KoMITIeKCH po3mafaloThCSa Y
KJIiTUHaX PETUKYJIOEHOOTe/lialbHOl CUCTEMHU.

KriniuyHe mocmigKeHHS OKpeMUX ITapaMeTpiB (papMaKOKiHEeTHUKHU npenapaty bioBeH
IIPOBOOMJIOCH 38 y4acTio 22 Ialll€HTiB. CMaKC crtaHoBuiaa 19,94+4,73 r/m, TMaKC - 0,63
roguau, AUC 0-t) ~ 8309,60+2631,49 r/rog/n. BmicT iMmyHOrno0OyniHy B IJla3Mi KpPOBi
CcTabinbHO YTPUMYBABCS BUIIlE MiHIiMaIbHOTO IiJTLOBOTO PiBHS 5 I'/JI IPOTSITOM

mpuHaiMHi 28 mib miciast omHOPa30BOT0 BBeOeHHS npernapaTy bioBeH.
IToka3aHHsA

JlikapcbKu# 3acib 3aCTOCOBYBaTH OOPOCIIUM, OiTAM Ta IIiOIiTKaM OJis 3aMiCHO1
iMyHOTeparil y npolieci JIikyBaHHS IEePBUHHUX i BTOPUHHUX iMyHOOeIiIIUTHUX CTaHiB i
[I0B'sI3aHUX 3 HUMHU 3aXBOPIOBAHb:

e CHHIPOMIB IEPBUHHOTO iMyHOAe(diuTy: BpomKeHa araMmmariooysineMis abo
rimoraMMarsoOyIiHeMisi, TIXKKUK KOMOiHOBaHUY iMyHOOEedIITUT,
HeknacudikoBaHul BapiabenbHul iMmyHomediuT, cuagpoM Bickorta — Onapuda;

e BTOPMHHOTO CUHAPOMY Ae(illuTy aHTUTIJ: IIUTOIEHil pi3HOTO reHe3y (rOCTpPUH Ta
XPOHIYHUY JIEMKO3, allJlaCTUYHa aHeMisl, CTaH MiC/Is Teparllil IUTOCTaTUKaMu),
TSAXKKi popMu 6aKTepianbHO-TOKCUYHUX Ta BipyCHUX iHGEKIIiM (BKIIOUa0Yn
Xipypriufi yckiaagHeHHs, III0 CYIIPOBOAXKYIOThCSI OaKTePIiEMI€EIO i CEeNTUKO-
MiEMIYHVMU CTaHaMU, Ta YCKIIQOHEHHS IIPU IIIATOTOBIIL XipyPriYyHUX XBOPUX 0
omepariii);

e ayTOIMyHHUX 3aXBOPIOBaHb: ifionaTuyHa TPOMOOLMTONIEHIUHA ITypIlypa 3
BHUCOKMM PU3UKOM KPOBOTeUi abo mepeq XipypriyHuM BTPYYaHHSIM — OIS
KOpekKI1ii KinbKocTi TpoMbo1uTiB, cuHapoM ['ieHa — Bappe, XpoHiuHa 3amanbHa
HeupomnarTis (110 geMieniHi3ye), 3amnajibHa MionarTis, rpaHyneMaTo3 BereHnepa,



OEepMaTOMiO3UT, CUCTEMHI 3aXBOPIOBAHHS CIIOJIyYHOl TKAHUHM (PEBMATOIMHUU
aptpurt), cuHapom KaBacaki;
e TpaHCHJIAHTAaIlil KiCTKOBOTO MO3KY.

3aMicHa Teparis y gopocnux, giteu Tta nigmitkiB (0 - 18 pokis) npu:

e CUHApPOMax nepBUHHOTO iMmyHOomedimuty (I1I[1) 3 mopyiieHHSIM BUPOOTIEeHHSA
AHTUTLI;

e BTOPUHHUX iMyHOmedinmuTax (BIM) y mamieHTiB, siKi CTpaXaaloTh Bif TAXKKUX abo
penuauByounx iHMeKIii, HeepeKTUBHOTO MPOTUMIKPOOHOTO IiKyBaHHS, abo y
pasi, K10 moBemeHa HemocTaTHICTL cunenudivynux anTuTin (JHCA*) abo piBeHb
IgG y cuposBartui <4 r/m.

*[MTHCA - HecnpoModicHicmb 00CA2HEHHA NPUHAUMHI 080KPAMHO20 Nid8UUL,eHH S
mumpy IgG npomu nHe8BMOKOK08020 nojicaxapudy ma 8aKyuH npomu
nosinenmudHUX AHMU2EHI8.

3acToCcoByBaTHU y CKJla[i KOMIIJIEKCHOI Tepalil JOPOCJIKX MaIli€HTIB 3 TIXKKOI0
IIHEBMOHI€I0, CIIPUYMHEHOI0 KOPOHaBipycHo1o iHdeKIilieto COVID-19 / SARS-CoV-2.

IIporunoka3aHHs

lnepuyTnusicTh A0 OyOb-IKOTO 3 KOMIIOHEHTIB IIpemnapary. ['inepuyTauBicTs [0
TOMOJIOTiYHUX iMyHOTJI00yJ1iHiB, 0COOIMBO y OyzKe pigKicHUX BUIlagkax gedinuty IgA,
KOJIY IallieHT Ma€ aHTUTina go IgA. BBegeHHs iMyHOTr100y/IiHYy IPOTUIIOKa3aHe
ocobaM, sIKi MalOTh B aHaMHe3i TSIXKKi ajlepriyHi peakiiii Ha BBeIeHHS OiTKOBUX
ImpelapaTiB KPOBi TIOOWHU. XBOPHUM, SIKi CTpaXKAalTh Ha ajleprigHi xBopobu abo
MalOTh CXMJILHICTH 10 aJIEpPrivHUX peakilili, Ipu BBeAeHHi iMyHOrno0yJiHy Ta B
HacTymnHi 8 gi6 peKoMeHOyI0ThCSA aHTUTricTaMiHHi 3acobu. OcobaM, siKi cTpaXKaaloTh Ha
iMyHOIIQTOJIOTiYHi CUCTEMHi 3aXBOPIOBaHHSA (IMyHHI XBOpOoOU KpPOBi, KOJIareHos,
HedpuUT), Mpemnapar CJIiJ IIpu3HavaTH ITicJIg KOHCYJbTAallil 3 BiATIOBigHUM
CrieriajicToM. Y mepion 3aroCTPeHHs aJIeprivHoro IIpoLecy BBeJeHHs IIpenapary
IIPOBOOUTH IiCJIsI BUCHOBKY ajIeproJjiora 3a JXKUTTEBUMU IOKa3aHHSIMMU.

Oco00/1uBi 3ax0nu 0e3nmexKu

Iesiki cepio3Hi M06iYHI peakilii MOXKyTh OyTH IIOB’I3aHi 3i IMIBUOKICTIO

BBeeHH Ipemnapary. [lallieHTH, SKi OTpUMYIOTh iMyHOTT00YJIiH BIlepIille, 3a3BUYau
BiguyBaloTh cabKy 1mobiuHy fito 3 OiIBIIOI0 YaCTOTOIO HiXK Ti, XTO 3HAXOOSATHCS Ha
peryinsipHii Teparii imyHOrmo0ymiHoM. BKazaHUX HUXKYe MapaMeTpiB IIBUOKOCTI
BBEOEHHS CJIi] MOTPUMYBATHUCS, i 3a MallieHTaMu HeoOXimHO pPeTelbHO CIIOCTEPIraTH SIK
mig gac iHgy3il, Tak i mpoTsaroMm 1 rogvHU micas 3aBeplleHHs nepimnol iHdgy3il. Y pasi
MMOSIBY MOOIYHUX peakIliil MBUOKICTD iHPy3il mOTpiOHO 3HM3UTH a00 IPUTUHUTHI



BBeOEHHS ITperapaTy A0 3HUKHEeHHS HeOaXXaHUX CUMIITOMIB. fAKIIO Miciss IpUIIUHEHHS
BBEJIEHHSI CUMIITOMU 30epiraroThbCs, TO AOIiJIbHA CUMIITOMATUYHA Tepailris. Y pa3si
IIIOKY CJIiI OTPUMYBATHUCS BKa3iBOK IIIOAO IIPOTHUIIOKOBOI Teparril. [1J1g mali€eHTiB 3
IIYKPOBUM HiabeToOM Ta pU3UKOM HUPKOBOI HEJOCTATHOCTI, @ TaKOXK IJIS XBOPUX Ha
CUCTEMHUU YePBOHUM BOBYAK 3 YpaxKeHHSAM HUPOK IIPOTATrOM 3 AHIB IiCJIs BBEOEHHS
penapary ClIifg BUMipioBaTH piBeHb KpeaTuHiHy. [Ipy HacTynHUX iHPy3isx 3a cTaHOM
naiieHTa HeoOXimHO PeTenbHO CIOCTEPIraTy NpoTsAromM 20 XBUJIMH 3 MOMEHTY
3aKiHYEHHS BBEOEHHS IIperapary.

IIpenapaTt bioBeH 3aCTOCOBYBaATHU JIMIIIE B YyMOBaX CTalllOHAPY IIPXU OOTPUMAaHHI IpaBuil
acentuku. [lepen BBeOeHHSM IIpellapaT BUTPUMYyBaTu npu temiepartypi (20+2) °C He
MEHIIIe 2 TOOVH.

Po3uun Mae 6yTu mpo3opuM abo 3jIeTKa olanecieHTHUuM, 6e30apBHUM abo 31erka
2KOBTYBATOT'0 KOJILOPY. He BUKOpUCTOBYBaTH MYyTHi po34yuHU ab0 TaKi, 1110 MaioTh
ocap.

Il BBeleHHS IpenapaTy HeoOXigHO 3aCTOCOBYBaTH OKpeMy iHDy3iiHy cucTtemy.
B3aemogisi 3 iHIIMMH JTiKapChbKHMH 3ac00aMH Ta iHIII BHIH B3a€Moail

JIiKkyBaHHS ITpemnapaToM MOXKHa MOEOHYBATH 3 3aCTOCYBAaHHSIM OyOb-sIKUX JTiKapChKUX
3aco0is.

2Kuei ocsaabaeHi 8ipycHi 8aKyuHu

BBepmeHHs iMyHOTr100Oy/IiHIB MO2Ke 3MEHIIIYBaTU NPOTATOM Mepiony Bim 6 TUXKHIB Ta A0
3 MicsLiB epeKTUBHICTh XKMUBUX 0CJIabieHHX (aTeHyHMOBaHUX) BipyCHUX BaKLIWH IIPOTU
KOpPY, KpaCHyXH, elifeMidYHOTr0 IapoOTUTYy Ta BiTpsAHOI Bicniu. [Ticisg BBemeHHS JaHOTO
Imperapary Iepeq BaKIIMHAIII€I0 XKUBUMH O0CIabIeHUMHU BipyCHUMM BaKIIMHAMU Ma€
mpouTu 3 MicAli. Y pasi BakIMHAIll TPOTU KOPY 11e ocnabieHHs e(peKTUBHOCTI
BakKIUHU MOXKe TpuBaTu 00 1 poky. ToMy y maii€HTiB, AKUM BBOLSATH BaKLIUHY IIPOTU
KOpY, CJIif IIepeBIpATU CTaTyC aHTUTIIL.

[Ticnsa BakumMHAILII TPOTH LIUX iH(MEKIIIW npenapaT BapTO BBOAUTH He paHillle, HixK
yepes 2 THUXKHI; y pa3i morpebu 3acTocyBaHHs bioBeHy paHillie 1IbOT0 TEPMiHY
BaKIIMHAIIiI0 IPOTU KOPY abo emigeMiyHOro IIapoTUTy BapTO MOBTOPUTH. IllenneHHs
IpOTHU iHMMX iH(EKIIiN MOXKYyTh OyTH ITPOBeNeHi y Oyab-sKi TepMiHu [0 abo micis
BBe[leHHJ IIperapary.

Bnaue Ha pe3ysibmamu cepoa02iYHUX mecmis

[Ticns in’exuil iMyHOTTOOYIIiHY TUMYacoBe ITiOBUIIEHHS Y KPOBi PiBHS Pi3HUX aHTHUTI,
sIKi IepefarThCs ITaCUBHO, MOXKe IIPU3BECTHU [0 IIOMUJIKOBUX ITO3UTUBHUX PE3yJIbTaTiB



CEepOJIOTiYHUX aHali3iB.

[TacuBHa Iepefaydya aHTUTINI IO ePUTPOLUTAPHUX aHTUTEHIB, Hanmpukiag A, B a6o D,
MOZKe BIIJIUBATHU Ha [esKl CepPOJIOTiYHiI TeCTU BU3HAUYEHHS aJIOQHTHUTIII JO EPUTPOLIUTIB
(Hanpuknazn Ha TecT Kym0Oca), KiTbKiCTh PETUKYJIOIMTIB Ta TalTOrI00iH.

Oco00/1MBOCTi OO0 3aCTOCYBaHHSA

3acmepesiceHHA w000 88e0eHHA npenapamy

Ieski TaXKKi 1Mo6iuHi peakiii MOKyTh OyTH ITOB’s13aHi 3i mBUAKicTIO iHGY3il. Crin
CYBOPO OOTPUMYBaTHUCS PEKOMEHOOBAHOI IBUOKOCTI iHpy3ii. [ToTpiOHO yBaxKHO
KOHTPOJIIOBATH CTaH TAalliEHTa i peTEeNbHO CTEXKUTHU 3a MOSABOIO OyOb-IKUX CUMIITOMIB
MIPOTSITOM yChOT'O mepiony iH(y3il.

Iesiki mobGiuHi peakilii MOXKyTh BUHUKATH YacTillle:

e Y pa3i BUCOKOI MIBUOKOCTI iHQY3il;

e y IALi€HTIB, IKi OTPUMYIOTh iMyHOTJIO0YJIiH JTIOOWHYU HOPMaJIbHUMU BIIEpIle, Ta
PimKO - KOnmu BimOyBa€eThCS Iepexif Ha iMyHOTTI00yIIiH TIOAUHY HOPpMaJlbHUM abo
KOJIM MUHYB TPHUBaJIMU Yac 3 MOMEHTY ITonepeaHbol iHDy3ii.

[ToTeHIinHENUX YCKIIagHEHb MO2KHa YHUKHYTH, SKIIIO ITI€PEKOHATUCH, II10:

e TAIIIEHTH HEYYTJIMBI 10 iMyHOTIO0YJIiHY MTIOOUHYA HOPMAJIbHOTO IIPU EPIIOMY
MOBUILHOMY BBE[E€HHI ITpenapary OIIaxoM iHpy3il;

e MAIIEHTH 3HAXOHOATHCS MiJl PeTEeJIbHUM KOHTPOJIEM IIIOJ0 ITOSIBU OyIOb-TIKUX
CUMIITOMIB IIPOTATOM yChOTO Tepiony iHpy3il. 30KpeMa, 1100 BUSABUTH O3HAKU
MOTEHLINHOr0 He0aKaHor 0o BIJIMBY, IIif Yac IepIiuol iHdy3il i B nepiry roguny
mmicns nepinoi iHgy3il moTpi6HO KOHTPOIIOBATU CTAH IAIliEHTIB, AKi He
OTPUMYBaJIU paHillle mpelapaTy iMyHOTJI00yIiHY, SKi OTpPUMYyBau JIiKyBaHHS
arbTepPHATUBHUM IIpeliapaToM Ta TUX, y Koro OyJjia TpuBajia IepepBa Micis
OCTaHHBLOTO BBEIEHHS iMyHOT100yiHy. TakuM mallieHTaM noTpiOeH KOHTPOJIb
IIPOTSATOM yChOTO IIepioAy mepiiol iHdy3ii, a TaKoXK MpoTAroM 1 rOOguHM IIicad
3aBepIlIeHHS BBeOeHHs. YCIM IHIIUM IaljieHTaM CJIif 3HaXOOUTUCS IIi] MeOUYHUM
HarjassgoM IpoTAroM mnepiuux 20 XBUJIWH Hic/IsA BBEOEHHS.

Y pa3si nosiBu mob6iyHOoI peakiii moTpidHO ab0 IMEHIIINTH IIIBUAKICTL BBeOEHHS, ab0
3ynuHUTHU iHQY3ito. HeoOxigHe niKyBaHHS 3aJIeKUTh Bill XapaKTepy i TAKKOCTI
moOiyHOI peakilil. ¥ pasi po3BUTKY LIOKY CJIifl TPOBOAUTH JIiIKyBa/IbHi 3aX0ou
BiITIOBIOHO OO 3aTBEPOKEHUX PEKOMeHOallili 3 MPOBEeIeHHs MPOTUIIOKOBOI Tepaii.

Ins1 BCix maitieHTiB ipu BBeaeHHi IgG moTpiGHO:



IIPOBECTU afeKBaTHY TigparTaliifo repen rmodatkom iHdy3ii IgG;

KOHTPOJIIOBaTHU Aiypes;

KOHTPOJIIOBATU PiBHI KpeaTUHIHY y CUPOBaTIII KPOBI;

YVHUKATU CYIIYyTHHOI'O BUKOPUCTAHHSA NETJIbOBUX O1ypPETUKIB.
I'inepuymausgicmb

MoxXyTh BUHUKHYTH CEPHO3HI anepriuni peakirii. ¥ 3B’s13Ky 3 IIUM 0C0o0H, SIKi
omepKaju IIpenapaTt, IOBUHHI mepedyBaTH IIig MeOUYHUM HATrJIsIaoM npoTsroMm 30
XBUJIMH. Y pa3i BUHUKHEHHS TaKUX peakilii BBeJeHHs npernapaTy bioBeH IIAX0M
iH(Qy3il ciig HeralHo MPUIMHUTHY Ta 3aCTOCYBATH BiAIIOBiIHE JIiIKyBaHHS. Y IAlli€HTIB 3
gedinuToM iMyHOrn00OyIiHY A Ta HasIBHUMM aHTUTIIaMU [0 iMyHOTJI00YITiHYy A icHye
3HAYHUU PU3UK PO3BUTKY CEPUO3HUX aJlepTigyHUX Ta aHa(ijlaKTOImHUX peaklin, IKi
MOXKYTh BUHUKHYTU y 3B’I3KY 3 BBeIeHHSIM IIpenapaTy bioBeH.

Y pipgkicHHUX BUNIagKaX iMyHOTJIOOYIIiH TIOOUHY HOPMaJIbHUM MOKEe CIIPUYUHSATUA
3HUIKEHHS apTepiaJIbHOTO THCKY 3 aHa(iITaKTUYHOIO PeakKIli€lo, HaBiTh y MaIli€HTIB, AKi
OTPUMYBAJIU MOIIEPEIHE JIIKYBaHHS iMyHOTJI00YJIIHOM JIIOOMHU HOPMaJIbHUM.

Hupkosa HeOdocmamHicmb

Y nairieHTiB, siki mpoxomunu tepariio IgG, 6ynu BUIagKKU rOCTPOl HUPKOBOI
HEeOOCTaTHOCTI, 1110 BKJII0YaJii TOCTPY HUPKOBY HEIOCTATHICTh, TOCTPUM TyOyIIpHUMN
HEeKpO03, IPOKCUMaJIbHY TYyOyIsIpHY HedpomnaTiio i ocMoTu4yHUM Hedpo3. Y GinbIIOCTi
BUIIAAKiB Oy/nIu BU3HAUYeHi (aKTOpu PU3UKY, TaKi IK IMONepeqHbO iCHYI0Ya HUPKOBa
HeIOoCTaTHICTh, IyKPOBUM OiabeT, rimoBoieMisi, HaAMipHa Maca Tija, CyIlyTHi
HehPOTOKCHUYHI JIiKapChKi IIpemapaTH, BiK IallieHTa Bifg 65 pokiB, cerncuc abo
MapanpoTeiHeMis.

[ToBigoMIIEHHS PO HUPKOBY OUCHYHKIIiIO i TOCTPY HUPKOBY HENOCTATHICTL OyIu
ITOB’sI3aHi i3 BUKOPUCTAaHHSAM OaraThoXx JIilleH30BaHUX IIpenapartiB IgG, 1110 MiCTSTh
Pi3Hi mormoMixKHi pedyoBHUHH, TaKi SIK caxapo3a, I'JIloKo3a Ta MajabTo3a. OcobIMBO
BeJIMKa YaCTKa Bifl 3arajibHOI KiJIbKOCTi CTOCY€ETBLCS ITpellapaTiB, 110 MiCTSITh Caxapo3y
sIK cTtabinizaTtop. [ Nali€eHTiB 3 MiOBUIIEHUM PU3UKOM MOZXKHA PO3TJISHYTHU
MOXKJIMBICTh BUKOPUCTaHHA npenapartiB IgG, gKi He MICTATh BUIlle3a3HaY€HUX
OOIIOMIKHUX PEYOBUH.

[lepen moyaTKOM BBeOEeHHS IIpelapaTy bioBeH miissxoM iHQy3il CiIif mepeKoHaTHUC s,
III0 y HalliEHTa BiICYTHi 03HAKU [erigpaTaliii.

[I71g TalieHTiB 3 MOTEHIIMHUM PU3UKOM PO3BUTKY I'OCTPOl HUPKOBOI HEJOCTATHOCTI
CIIi 3[iMCHIOBATHU MEPIOAMYHUN MOHITOPUHT (PyHKIIil HUPOK Ta Aiype3y. [loka3HUKHU
(pyHKI1Iil HUPOK, BKJII0OYAl04YM pPiBeHb a30Ty ce4oBUHU KPOoBi (ACK)/KpeaTuHiny
CHPOBATKM KPOBI, CJIif OLIIHIOBATHU [0 MEPIIOro BBEeOEeHH IpenapaTty bioBeH Ta micis



IIbOTO Yepe3s IIeBHi NpoMixKKM 4Yacy. [Ipu noripmieHHi GyHKIIIOHYBaHHS HUPOK CIIif
IIPUIIMHUTY 3aCTOCYBaHHA Ipenapary.

[I71a maIieHTiB 3 TOTEHIIMHUM PU3UKOM PO3BUTKY NOPYLIEHHS (QYHKIIIOHYBaHHS
HUPOK Ta/ab0 PO3BUTKY TPOMOOTUYHUX YCKIIaOHEHD CJIig 00epekHO 3MEHITyBaTH
KIJIBKICTH IIpernapaTy bioBeH, BBeJeHOI 0 3a OOQUHUIIIO Yacy.

I'inepnpomeinemis

lNnepnpoTelHeMis, MiABUIIEHHS B’I3KOCTiI CUPOBaTKM KPOBIi Ta TimOHATPiEMisA MOXKYTh
BUHUKHYTH y MAalli€HTIB, IKi OTPUMYIOTH JIiKyBaHHS iMyHOTJI00yIiHOM. ['imoHaTpieMisa
MO2K€e BHUSBUTHUCS IICEBOOTIMOHATPIEMIEIO, 1110 IIPOSBIISETHCS 3MEHIIIEHOI0 00U CIIEHOI0
OCMOJIAIbHICTIO I1a3Mu a0 30iIbIIIeHHIM OCMOJIIPHOTO iHTepBany. KimiHiduHO
BaKJIMBO BIIPi3HUTHU CIIPABXKHIO TiMIOHATPIEMIIO Bifl IICEBOOTIMTOHATPIEMI], OCKITBKHI
IpY 3MEHIIIEeHHI BiIbHOI BOOU Y CUPOBATII KPOBi LijIbOBE JTiKyBaHHS ITAIli€HTIB i3
IICEeBOOTINIOHATPIEMIEI0 MOXKe IPU3BECTHU OO AerigparTartiil, y 3B’I3Ky 3 YUM
ITiIBUITYETHCS B SI3KiCTh CUPOBATKU KPOBi Ta MOXKe BUHUKHYTH TpoMOoeMOoTiuHe
YCKIIaOHEHHS.

Tpomboemb0aiuHi YCKAAOHEHH S

BHacmigok nikyBaHHS IIpellapaTaMy iMyHOTJI00y/IiHy MOKe BUHUKHYTHU TPOMOO3.
dakTOpu PU3UKY: OXKUPIHHS, aTEPOCKJIEPO03 B aHaMHe31, IOPYIIEeHHS CePLEeBOTr0
BUKUIY, apTepiasibHa rinepTeH3is, IIyKpoBuM AiabeT 3 HassBHICTIO B aHaMHe3i
3aXBOPIOBaAHHS CYOUH i BUIagKiB TpomM0O03y, HaOyTa abo cmagkoBa TpomMOogitis,
Ts2KKa TinoBOJIEMisl, 3aXBOPIOBAHHS, SIKi HiABUINYIOTh B’ I3KIiCTh KPOBI, JIITHIN BIK,
TpUBaJjia iMMOOisi3allisa, cTaHu rinmepKoaryssilili, BeHO3HUU ab0 apTepialbHUN TPoMOO3
B aHaMHe3i, 3aCTOCyBaHHS €CTPOTreHiB, BUKOPUCTAHHS IIOCTIMHUX LIEeHTPaJIbHUX
KaTeTepiB y CyOuHAaX, HifBUIlleHa B sI3KICTh KPOBl Ta PU3UK CEPLEBO-CYOUHHUX
3axBOpIOBaHb. TpomM003 TaKOXK MOXKe BUHUKHYTH HaBiTh Y pa3i BilCYTHOCTI BifoMux
(pakTOpiB PU3UKY.

Cnipg 3miliCHUTH 3arajibHY OLIIHKY B’SI3KOCTi KPOBi y ITAIli€EHTIB 3 pU3UKOM ITigABUILIEHO1
B’SI3KOCTi, BK/II0OYal04YU OB’ I3aHy 3 Kpior1o0yJriHaMu, XiTOMiKpOHEMI€EIO TOIOOyBaHH 5/
ITOMITHO BUCOKUM PiBHEM TPUTJIIIEPOJIiB (TPUTIIiLlepUAiB) a00 MOHOKIIOHAILHOO
ramomnariero. [[71g mallieHTiB 3 pU3UKOM BUHUKHEHHS TPOMOO3y MPAaKTUKYETHCS
BBE[IEHHS IIpenapaTiB iMyHOTI00y/IiHy yV MiHiMaIbHUX J03aX Ta 3 MiHiMaJIbHOIO
IIBUOKICTIO iH(GY3ii. [Iepen 3acToCcyBaHHSM ITpeliapaTy CIIifl IIepeKOHAaTUCs y
HaJIe’KHOMY PiBHI rigparariil maifieHTa. Y maifieHTiB 3 pu3UKOM BUHUKHEHHS
MigABUIIEHO] B'I3KOCTI CIIif] 3AiliCHIOBATH KOHTPOJIb CUMIITOMiB TPOMOO3Y Ta OIliHKY
B’I3KOCTi KPOBI.

CuHOpOM acenmu4yHO20 MeHiH2imy



fK MOBIiMOMIISAIOCS, CHHOPOM aCenTU4YHOoro MeHiHrity (CAM) Moxke pigKO BUHUKATH Y
3B’SI3KY 3 JIiKyBaHHSM IIpeliapaTaMu iMyHOr100yiny. [IpunuHeHHs TiKyBaHHS
TaKUMU perapaTtaMu cipuse pemicii CAM 06e3 ycKiagHeHb ITPOTATOM KilTbKOX [HIB.
Lleir cuHOpOM 3a3BUYan 3 SBISAETHCA IPOTATOM EePiOAy Bif KiTbKOX TOOUH OO0 ABOX
OHIB Iicns JIiIKyBaHHS IIpellapaTaMu iMyHOTTOOYIIiHY Ta 1X IIBUAKOTO BBedeHHs. Lle
XapaKTEePU3YETHCS CUMIITOMAMH, 1110 BKJTIOYAIOTh CUJIBHUM T'OJIOBHUM Oiflb, PUTiOHICTH
M’s13iB IIOTUJINIl, COHIUBICTD, rapssdky, porodobito, 60IHOBI BiDUyTTS ITif Yac pyxy
ouem, HymoTy Ta OntoBaHHsI. Pe3ynbTaTy OOCHiIXKeHb llepeOdpocniHanbHOl PiTUHYT
(LICP) yacTo € IIO3UTUBHUMH Ha MJIEOIIUTO3 3 KiJIbKOMa THCSAYaMHU KJIITUH Ha 1 MM3,
repeBaXkKHO I'PaHyJIOLMTAPHOTO PSAMY, Ta HMiIBUIIEHHS PiBHIB OilIKiB OO KiTbKOX COTEHb
mr/on. [NamiedTy, y SKUX HassBHI TaKi CHMIITOMY, IOBUHHI IPOUTU HEBPOJIOTiUHE
o0CcTexKeHHs, BKIo4Yaouu nociaigxkenHs LICP, o BUKIIOYEHHS iHITUX ITPUYUH
MeHiHTiTy. [TallieHTH, sIKi MaloTh B aHaMHe3i MirpeHb, € OiIbII CXUIBHUMHU A0 HBHOTO.
CUHOPOM MEHIHTITHOT'O CEIICUCY MOXKe TPAaIJIATUCS YacCTillle IIPU JIIKyBaHHI BUCOKUMU

nosamu IgG.
I'emonis

[IpenapaTu iMyHOTJIOOYJIiHY MOXKYTb MiCTUTH aHTHUTINIa TPy KPOBi, 1110 MOXKYThb OisITH
SIK TEMOJII3WHU Ta CIIPUSTHU iNn Vivo MOKPUTTIO EPUTPOIIUTIB 000JIOHKOIO 3
iMyHOTJ100yJTiHY, III0 COPUYUHSE IPSAMY IIO3UTHUBHY peakxliilo iMyHOrno0yJiHy Ta
3pigka remotid. 'eMoriTuYHa aHeMiss MOXKe BUHUKHYTU Y 3B’A3KY 3 JIIKyBaHHAM
iMmyHOTrmoOyJsliHaMu, BHACJIiMOK 30iIbIII€eHHSI CEKBeCTpallil epUTPOIUTiB. ITallieHTiB, aKi
OTPUMYIOTH JIIKyBaHHS iMyHOTJIOOyJTiHaMH, CHIii KOHTPOJIIOBAaTH Ha HasIBHICTh
KJIIHIYHUX CUMIITOMIB remMosIidy. IIpu 1osiBi TaKux CUMIITOMIB IIiCJIsi BBEOEHH
iMmyHOT100Y iKY HIIsTX0M iH(DY3il ciim 3miicHuTY mabopaTopHi aHani3u A
HigTBEPOXKEHHS I'eMOJIi3y.

CuHOpOM 20CcMmp0o020 NOCMMPAHCPY3iUHO20 YWKOOHCEHH A /1€2€Hb

IToBigoMIIsiyiOCS PO HEKAPAioTeHHUM HAOPSIK 1ereHb (CMHIAPOM T'OCTPOTO
nmocTtrpaHc@ysiiHoro ymkomxeHHs jereds (CITIVJI)) y maiieHTiB, SKUM BBOOUIIA
imyHornmoOymin. CI'TIVJI xapaKTepU3YETHCS TSIKKUM YCKIIagHEHHSIM OUXaHHS,
HaOpPsIKOM JIereHb, TiIoKCceMi€lo, HOpMaJibHOIO QYHKITIEIO JIiBOTO IUTYHOYKa Ta
raps4kKolo, 110 3a3BU4Yall BUHUKAE IIPOTATroM 1-6 roguH miciasa TpaHcdya3il. [lamierTam
31 CI'TIVJI MmoxHa 3aCTOCOBYBaT! KHUCHEBY Tepallilo 3 HaJIeZKHOI0 J0aTKOBOIO
BEHTHUJISIIIIEIO JIETEeHb.

[NamieHTiB, sKi IpUUMaOTh iIMyHOTJIOOYJIiH, CJIil KOHTPOJIIOBATH IIOA0 MOOIiYHUX
peaxiriit 3 60Ky guxaJibHOI cCUCcTeMU. SKIIOo Imimo3proeThes HasaBHiCTE CI'TIVII,
HeoOXigHO MPOBECTH BiANOBiAHI aHaIi3W Ha HASIBHICTb aHTUHEUTPODIIbHUX aHTUTIN SIK
y IIpemnaparti, Tak i B CUpOBaTLii KPOBI IIallieHTa.



JlabopamopHi 0ocaidxHceHH s

3a mosiBU CUMIITOMIB IreMOJIi3y ITiCJIsi BBeIeHHS iMyHOr 100y IiHy miisaxoM iHdy3il ciifg
ITPOBECTHU BiAIOBiAHI TabopaToOpHi aHaNi3u OIS X DiATBEPAXKEHHS.

Axio € migo3pu ctocoBHo CITIVJI, To ciig BUKOHATH BIANOBIOHI aHasli3u Ha HAABHICTh
AQHTUHEUTPO(}INbHUX aHTUTIN SIK Yy IIpenapari, Tak i B CHpOBaTIli KPOBi mallieHTa.

Y 3B’s1I3Ky 3 IMOTEHIINHUM MMiOABUILIEHHSIM PU3UKY TPOMOO3Y CIIifl OLIiHUTHU B SI3KiCThb
KPOBi y MalliEHTiB 3 PU3UKOM ITiIBUIIEHOI B’sI3KOCTi, BK/IIOUAIOUYX KPioTr100yIiHy,
XiJIOMiKpPOHEMIIO IrOJIOOAyBaHHS/ IIOMITHO BUCOKUU PiIBEHDb TPUTIIILIEPOJIiB
(TpurminepuniB) abo MOHOKJIOHAIbHY IaMOIIaTilo.

3azanvHa iHpopmauisn

[TpemapaT BUPOOSIOTH 3 IJIa3MU TIOONHU. [0 CTaHOAPTHUX 3aXOM4iB AJid 3an00iraHHsa
iH(iKyBaHHIO Yepe3 BUKOPUCTaHHS JIIKapChbKUX ITpellapaTiB, IPUTOTOBAHUX 3 KPOBI
moauHU abo I1a3MM, HajlexkaTh Big0ip HOHOPIB, mepeBipKa 3pa3KiB HOHOPCHKOI KPOBI i
MIyJIiB IJIa3MM Ha HasABHICTh cnenu(pidyHUX MapKepiB iHQeKIIil, a TAKOXK BKIIOYEHHSI
eekTUBHUX BUPOOHUYMX CTail OISl iHaKTUBAIlil/3HUIIIeHHS BipyciB. He3Baxkaiouu Ha
11e, TIPY BBEOEHHI JTiIKapChbKUX MpenaparTiB, IPUTOTOBAaHUX 3 KPOBi JIIOOUHYU ab0
IJIa3MM, HEMO2KJIMBO ITOBHICTIO BUK/IIOYUTH PU3UK Iepenadi indekmin. Lle x
CTOCYETBHCS HEBILOMUX 1 HOBUX BipyCiB Ta iHIIKWX IaTOTEHIB.

[TpoBepneHi 3axoau BBaxKalOThCsI e(PeKTUBHUMMU I1100 0O0JIOHKOBUX BipyCiB, TAKUX SIK
BIJI, Bipyc renatuty B i Bipyc renatuty C. BimHocHO 6€3000/10HKOBUX BipyCiB, TaKUX
sIK Bipyc remaTtutTy A i mapBoBipyc B19, 11i 3axoau MOXyTh MaTu 0OMeXKeHYy
eekTuBHIiCTS. KiTiHiYHNI OOCBIi MEepPEeKOHIUBO CBIOYMUTH IIPO BiICYyTHICTh BUMNAKiB
nepepadi Bipycy renatuty A Ta napBoBipycy B19 nipu 3acTocyBaHHI penaparTis
iMmyHOrnmoOyniny mogunu. KpiMm Toro, mepen0ada€eThCs, 1110 BeJIMKe 3HAYEHHS IS
MTigBUIIEHHS BipyCcHOI 0e3MMeKu Ma€ BMiCT aHTHUTII.

IIpenapaT He MiCTUTh KOHCEPBAHTIB Ta aHTUOIOTHKIB.
ITauieHmu AiMHbLO20 BIKY

Y nanieHTiB BiKOM Bifi 65 POKiB MOXKJIMBUY PU3UK PO3BUTKY AESAKUX MOOIYHUX peakllii,
TaKUX K TPoMO0eMOOJTiuHi yCKIagHEeHHS Ta T'OCTPa HUPKOBA HEOCTATHICTh.

3acmocysaHHsa y nepiod sazimHocmi abo 200y8aHHA 2py0010.

BesneuHicTh 3aCTOCYBaHHSA [IHOI'0 IpenapaTy BariTHUM KiHKaM He BCTaHOBJIEHA
KOHTPOJIbOBAaHUMM KJTIHIYHUMHU OOCIIIXKEHHSIMHU, TOMY HOTO CIIii 00epexXHO
IIpU3HavYaTU BariTHUM XKIHKaM 1 MaTepsaM y IIepiof rogyBaHHs rpyanto. HochaigXKeHHs
BBelleHHJ IpenapaTty IgG BariTHUM IloKasajo, IO BiH IIPOHUKAE KPi3b IJIAllEeHTY,



oco6muBo B III TpumecTpi. KniniyHui gocBig BUKOPUCTAHHS iMyHOTIO0YITiHIB CBIiTYUTD
PO Te, 110 He CJIi OYiKyBaTH IIKiJIMBOTO BIIJINBY Ha Iepebir BariTHOCTI, Ha niixg abo
HEMOBJIA.

IMyHOT1OOYTiHY ITPOHUKAIOTH ¥ TPYOHE MOJIOKO i MOXKYTb CIIPUSITU TIEPEHECEHHIO
3aXMCHUX aHTUTIII 4O HOBOHAPOAXKEHOTI 0.

KnirigyHau#t gocsig 3acTocyBaHHS iMyHOrno0yJIiHiB IToKa3as, 1110 HEMA€E BIIJIMBY Ha
bepTUnLHICTE.

30amHicmb 8nausamu Ha weudKicmb peakuii npu KepysaHHi aemompaHcnopmom abo
[HWUMU MexaHi3mamu.

He cnocTtepiranocs BIIKUBY Ha 30aTHICTh KeEpyBaTH aBTOMOOiIeM Ta ITpallfoBaTH 3
IHIIMMY MeXaHi3MaMH.

Cmoci6 3acTocyBaHHSI Ta IO3H

3acmepesiceHHA w000 88e0eHHA npenapamy

IMeski TaXKKi 1M00iYHI peakilil MOXKyTh OyTH ITOB’s13aHi 3i MBUAKICTIO iHOY3il. Crif
CYBOPO AOTPHUMYBaTHUCS PeKOMEHO0BaHOI IBUOKOCTI iH(y3il. [ToTpiOHO yBaxkKHO
KOHTPOJIIOBATH CTaH MAalliEHTa i peTEeIbHO CTEXKUTHU 3a MOSIBOI0 OYOb-sIKUX CUMIITOMIB
MIPOTSITOM yChOT'O mepiony iH(py3il.

Ieski nobOiuHi peakilii MOXKyTh BUHUKATH YacTillle:

e yV pa3i BUCOKOI IIBUIOKOCTI iHQDY3ii;

e y IAIIiEHTIB, IKi OTPUMYIOTH iMyHOTIOOYJTiH JTIOOWHN HOPMaJbHUM BIIEPIIIE, Ta
PiOKO - KOIU BimOyBa€ThCS Ilepexif Ha iMyHOTI00yJIiH TIOAUHN HOPpMaJlbHUM ab0
KOJIM MUHYB TPHUBaJIMU Yac 3 MOMEHTY ITONepenHbol iHDy3il.

[ToTeHUiMHUX YCKIagHEHb MOXKHA YHUKHYTHU, SIKIIO TePEKOHATUCS, II10:

e MAIIIEHTH HEYYTJIMBI 10 iMyHOT1I00YJIiHY TIOOUHU HOPMAaJIbHOTO IIPU MEPIIOMY
MMOBiTbHOMY BBEEHHI IIpenapaTty HIIAXoM iHpy3ii;

e MAIIEHTU 3HAXOOATHCS MiJl PeTEeJIbHUM KOHTPOJIEM IIIOH0 IIOSIBU OyIOb-TIKUX
CUMIITOMIB ITPOTSITOM yChOTO Iepiony iHdy3ii. 30KpeMa, 11100 BUSBUTU O3HAKHU
MMOTEHIIMHOT0 HeOaXKaHOT0 BIJIMBY, Iif Yac mepiuoil iHdy3il i B mepiiry roguny
Imicyis mepinoi iHdy3il moTpiOHO KOHTPOJIIOBATH CTAaH MAIliEHTIB, SKi He
OTPUMYBAJIU paHillle mpenapaTy iMyHOTJI00yIiHY, SKi OTPUMYyBau JIiIKyBaHHS
anbTEepPHATUBHUM IIpelapaToOM Ta TUX, y Koro OyJjia TpuBajia IepepBa MHicis
OCTaHHBOTO BBEIEHHS iMyHOTJI00yiHy. TakuM mailieHTaM noTpiOeH KOHTPOJIb
IIPOTSATOM yChOTO IIepioAy mepuIol iHdy3ii, a TaKoXK MPOoTATroM 1 TOOUHU ITiCad



3aBepIIEeHHS BBEOEHHS. YCiM IHIIINUM IallieHTaM CJIil 3HaXOOUTUCS IIi] MEOUYHUM
HarjasgoM IpoTaroM mnepiuux 20 XBUJIMH MiCJig BBEOEeHHS.

Y pa3si nosiBu nmob6iuHOoI peakiiii moTpidHO ab0 3MEHIIINTH IIIBUAKICTL BBeOEHHS, ab0
3ynuHUTHU iHQY3ito. HeoOxigHe nikyBaHHS 3aJIeKUTh Bill XapaKTepy i TAKKOCTI
mo0iYHO]1 peakilil. Y pasi po3BUTKY LIOKY CJIifl TPOBOAUTH JIiIKyBa/IbHi 3aX0ou
BiITIOBIOHO OO 3aTBEPOKEHUX PEeKOMeHOallili 3 MPOBEeIeHHS MPOTUIIIOKOBOI Tepaii.

IIns Bcix marieHTiB mpu BBemeHHi IgG moTpibHO:

e IIPOBECTM afeKBaTHY rifpaTallilo nepeq nodatkoM iHdy3il IgG;
e KOHTPOJIIOBATHU [iypes;

e KOHTPOJIIOBATHU PiBHI KpeaTHUHIHY Y CUPOBATII KPOBi;

e YHUKATU CYIIYTHHOTO BUKOPUCTAHHS NETIHOBUX OiypPETUKIB.

I'inepuymausicmb

MoxXKyTh BUHUKHYTH CEPHO3HI anepriufi peakirii. ¥ 3B’s3Ky 3 IIUM 0C00H, SKi
omepKasu IIpenapaT, IOBUHHI mepeOyBaTH IIig MeOUYHUM HArIsgoM npotsrom 30
XBUJIMH. Y pa3i BUHUKHEHHS TaKUX peakllii BBeJdeHHs NpenapaTy bioBeH IIIsIX0OM
iH(QYy3il crig HeralHo MPUIMHUTHY Ta 3aCTOCYBATH BiATIOBigHE JIiIKyBaHHS. Y IAlli€HTIB 3
nedinuToM iMyHOr100yIiHY A Ta HaSBHUMHU aHTUTIIaMU [0 iMyHOT100yIiHYy A icHYE
3HAYHUU PU3UK PO3BUTKY CEPUO3HUX ajlepTidyHUuX Ta aHa(ijIaKTOITHUX peakliu, IKi
MOXKYTh BUHUKHYTU y 3B’I3KY 3 BBEIeHHSIM IIpenapaTy bioBeH.

Y pipgkicHuUX BuUNIagKaX iMyHOTJIOOYJIiH TIOOUHN HOPMaJIbHUM MOXKEe CIIPUUYUHSATUA
3HUIKEHHS apTepiaJIbHOTO TUCKY 3 aHa(iIlaKTUYHOIO peaklli€lo, HaBiTh y Halli€HTIB, AKi
OTPUMYBAJIU MOIIEPENHE JIIKYBaHHS iIMyHOTJIO0YJIIHOM JIIOOMHYU HOPMaJIbHUM.

Hupxosa HedocmamHicmb

Y naiieHTiB, siki nmpoxopunu teparmiio IgG, Oynu BUIagKuU roCcTPol HUPKOBOI
HeIOCTAaTHOCTI, 1110 BKJIIOYAIU TOCTPY HUPKOBY HEOOCTATHICTh, TOCTPUM TYOYIAPHUMN
HEKpO03, IPOKCUMaJIbHYy TyOyIsIpHY HedpomnaTiio i ocMoTuYHUM Hedpo3. Y GilbIIOCTi
BUIIaAKiB Oy/nu BU3HAUYEHi aKTOpU PU3UKY, TaKi AK IMONepeqHbO iCHyI0Ya HUPKOBa
HeOOoCTaTHICTh, I[yKPOBUH AiabeT, rimoBojieMisi, HaAMipHa Maca Tina, CynyTHi
HedpPOTOKCUYHI JTiIKapChKi IIpernapaTH, BiK IallieHTa Bifg 65 pokis, cemncuc abo
napanpoTeiHeMisd.

[ToBimoMIiIeHHST TPO HUPKOBY OUCHYHKIIIO i TOCTPY HUPKOBY HEOCTATHICTh OyIu
ITOB’sI3aHi i3 BUKOPUCTAHHAM OaraThoX JIilleH30BaHUX IIpenapartiB IgG, 1110 MiCTSTh
Pi3Hi JOomOMiXKHi peYOBMHHU, TaKi IK caxapo3a, T'JII0Ko3a Ta MailbTo3a. OcobI1uBO
BeJIMKa YaCTKa Biff 3arajibHOl KiJIbKOCTi CTOCY€ETHCS ITpelaparTiB, 110 MiCTITh Caxapo3y
siK cTabimizaTop. [IJ1 mauieHTiB 3 MigBUIIEHUM PU3UKOM MOXKHAa PO3TJISHYTH



MOXKJIMBICTh BUKOPUCTaHHA npenapartiB IgG, gKi He MICTATh BUIlle3a3HaY€HUX
OOIIOMIKHUX PEYOBUH.

[lepen moyaTKOM BBeOEeHHS IIpelapaTy bioBeH miisxoM iHQy3il CiIifg mepeKoHaTHCs,
III0 y MalliEHTa BiICyTHi 03HaKU [erigpaTaliil.

[ malieHTiB 3 MOTEHIIMHUM PU3UKOM PO3BUTKY I'OCTPOl HUPKOBOI HEJOCTATHOCTI
CIIi 3QiMCHIOBATHU NEPIOAMYHUN MOHITOPUHT (PyHKIIl HUPOK Ta Aiype3y. [loka3HuKHU
(GyHKI1Iil HUPOK, BKJII0OYAl04YM PiBEeHb a30Ty ce4oBUHU KPOBi (ACK)/KpeaTuHiny
CHpPOBATKM KPOBI, CJIif OLIIHIOBATHU [0 IEPIIOro BBEeOEeHH IIpenapaTty bioBeH Ta micis
IILOTO Yepe3 MeBHI MPOMiXKKHU dacy. [Ipu nmoripiieHHi QyHKIIIOHYyBaHHSA HUPOK CIIifg
NPUIIMHUATHU 3aCTOCYyBaHHSA Ipemnapary.

[7151 mauieHTiB 3 MOTEHUIMHUM PU3UKOM PO3BUTKY IIOPYIIEHHS QYHKIIIOHYBaHHS
HUPOK Ta/ab0 pO3BUTKY TPOMOOTHUUHUX yCKIaOHEHb ClIil 00epeKHO 3MEeHIITyBaTU
KiNIBKiICTh IpenapaTy bioBeH, BBEIeHOr 0 3a OOUHUIIIO Yacy.

I'inepnpomeinemis

lineprnpoTeineMis, ImigBUIIeHHS B’I3KOCTi CUPOBAaTKM KPOBIi Ta TimoOHATPiEMist MOXKYTb
BHHUKHYTH y MAIliEHTIB, Ki OTPUMYIOTh JTiIKyBaHHSA iMyHOTr/100yniHOM. ['imoHaTpieMis
MO2Ke BHUSBUTHCS IICEBOOTIMOHATPIEMIEIO, ITI0 IIPOSBIISETHCS 3MEHIIIEHOI 00U CIIEeHOI0
OCMOJISIIBHICTIO IJTa3MU ab0 30i/bIIeHHSIM OCMOJISIPHOTO iHTepBany. KiiniuHo
BaXKJIMBO BIAPi3HUTHU CIIPaBXKHIO riMOHATPIEMIIO Bifl IICEBAOTIMIOHATPiEMIl, OCKiNIbKHU
[IpX 3MEHIIEHH] BiIbHOI BOOY Y CUPOBATIli KPOBI IIIbOBE JIIKyBaHHS IAIi€HTIB i3
TICeBOOTIMMOHATPiEMi€I0 MOXKe TPU3BECTHU OO AerimpaTallii, y 3B’sI3Ky 3 YUM
MiABUNIYETHCS B I3KiCTh CUPOBATKU KPOBi Ta MOXKe BUHUKHYTH TpoMOOoeMOoOTiuHe
YCKJIaAHEHHS.

TpomboemboaiuHi YyCKAAOHEHH S

BHacnifok nikyBaHHS IIpeliapaTaMy iMyHOTJIOO0YJIiHY MOKe BUHUKHYTU TPOMOO3.
dakTOopu pU3UKY: OXKUPIHHS, aTEPOCKJIEP03 B aHaMHe31, IIOPYIIEeHHSA CePLeBOr0
BUKUIY, apTepiasibHa rinepTeH3is, IIyKPoBUM AiabeT 3 HasgBHICTIO B aHaMHe3i
3aXBOPIOBaHHS CY[OUH i BUNagKiB TpomM0O03y, HaOyTa abo cmagkoBa TpoMOoQimis,
TsI2KKa Til10BOJIEMisl, 3aXBOPIOBaHHS, SIKi HigABUIIYIOTh B'I3KiCTh KPOBI, JIiTHIN BIK,
TpUBaJla iMMoOini3allis, cTaHU rinmepKoarysilii, BeHo3HUM abo apTepianbHUN TPOMOO3
B aHaMHe31, 3aCTOCyBaHHs €CTPOTE€HiB, BUKOPUCTAaHHS IOCTIMHUX LIeHTPaJIbHUX
KaTeTepiB y CyguHax, IIigBUIlleHa B'A3KICTh KPOB1 Ta PU3UK CEPLIEBO-CYOUHHUX
3axBOpIOBaHb. TpoM0OO0O3 TaK0XK MOXKe BUHMKHYTH HaBiTh y pa3i BiICyTHOCTI BigoMux
(akTOpiB PU3UKY.

Crnipg 3OiliCHUTHM 3arajibHY OLIIHKY B'I3KOCTi KPOBI y IAIli€HTIB 3 PU3UKOM ITiABUILEHO1
B’SI3KOCTi, BK/IIOYAlO4YU MOB’si3aHy 3 KpiornoOyJsiiHaMu, XiTOMiKpOHEMI€0 TOI0ayBaHHsI/



ITOMITHO BUCOKMM PiBHEM TPUTJIIIEPOJIiB (TPUTJIillepuAiB) a00 MOHOKIIOHAILHOIO
ramoriariero. [I71s1 malli€eHTiB 3 PpU3UKOM BUHUKHEHHSI TPOMOO3Y ITPAaKTUKYETHCS
BBE[IEHHS IIpenapaTiB iMyHOT100yIiHy yV MiHiMaIbHUX J03aX Ta 3 MiHiMaJIbHOIO
IIBUOKICTIO iH(GY3il. [lepen 3acToCcyBaHHSM ITpeliapaTy CIIif TepeKOHAaTUCs y
HaJIe’KHOMY DPiBHI rigparaiiil maifieHTa. Y maifi€eHTiB 3 pu3UKOM BUHUKHEHHS
ITigBUIIIEHOI B SI3KOCTI CJIif 3MiiCHIOBATH KOHTPOJIb CUMIITOMIB TPOMOO3Y Ta OITiHKY
B’I3KOCTi KPOBI.

CuHOpOM acenmu4yHO20 MeHIH2imy

K mOBIDOMIISAIOCS, CHHOPOM acenTU4YHOro MeHiHriTy (CAM) MoKe pPigKO BUHUKATH Y
3B’SI3KYy 3 IiKyBaHHSAM IIpenapaTaMu iMyHOTrJ100ymiHy. [I[punuHeHHs TiKyBaHHS
TaKUMU pernapaTtaMu crpusie pemicii CAM 0e3 ycKiagHEeHb IIPOTATOM KilTbKOX [HIB.
Lleu cuEOpOM 3a3BUYal 3’ ABISETHCS IIPOTATOM II€PIOAY Bif KiJIbKOX T'OOWH A0 ABOX
OHIB ITiCJIS JTiIKyBaHHS ITpernapaTaMu iMyHOTIOOYIIiHY Ta iX HIBUOKOTrO BBemeHHs. Lle
XapaKTEePU3YETHCS CUMIITOMAaMH, 1110 BKJIIOYAIOTh CUJIbHUM T'OJIOBHUM Oiflb, PUTIiOHICTH
M’$s13iB IIOTUJIULI, COHJIUBICTH, Tapsa4dKy, GoTodob6it0, OOIBOBI BifUYyTTS Iif 4ac pyxy
ouel, HyOoOTy Ta OntoBaHHs. Pe3ynbTaTy OOCHiOXKeHb lepeOpocHiHaabHOl PiTUHT
(LICP) yacToO € ITO3UTUBHUMU Ha IIJIEOIIUTO3 3 KiTbKOMa TUCAYaMHU KIIiTHH Ha 1 MmO,
ImepeBaxkKHO I'PaHYJIOIMTAPHOIO PSMY, Ta HMiTBUIIIEHHS PiBHIB OilIKiB MO KiTbKOX COTEHb
mr/on. IlamienTy, y SKUX HasiBHI TaKli CUMIITOMH, IIOBUHHI IIPOUTU HEBPOJIOTIYHE
o0cTexkeHHs, BKIo4Yaouu nociigxkenHs LICP, oisa BUKIIOYEeHHS iHITUX ITPUYUH
MeHiHTiTy. [TallieHTH, sIKi MalOTh B aHaAMHe3i MirpeHsb, € OilIbIIl CXUJILHUMHU 10 HHOTO.
CUHOPOM MEHIHTITHOTO CEeICUCYy MOXKe TPalJIATUCS YacCTillle IIPU JIIKyBaHHI BUCOKUMU
mosamu IgG.

I'emonis

[IpenapaTtu iMyHOTTIO0YIIiHY MOXKYTh MiCTUTH aHTUTiIa TPYI KPOBI, 110 MOXKYTh OisITU
SIK TEMOJII3WHU Ta CIIPUSITH in Vivo TOKPUTTIO EPUTPOIIUTIB 0O0TTOHKOIO 3
iMyHOTT00YJTiHY, III0 COPUYMHSAE MIPSAMY O3UTHUBHY pPeakiliio iMyHOrnoOyniHy Ta
3pigka remoiid. 'eMoniTuYHa aHeMisg MOXKe BUHUKHYTHU Y 3B’A3KY 3 JIIKyBaHHAM
iMmyHOTr 100y TiHaMu, BHACJIiMOK 30i/IbIIIeHHSI CeKBeCcTpallil epuTpoIiuTiB. ITamieHTiB, aki
OTPUMYIOTH JIIKYBaHHS iMyHOTJIOOyITiHAMH, C/Iiil KOHTPOJIIOBAaTH Ha HAasIBHICTh
KJIIHIYHUX CUMIITOMIB reMoJIi3y. [Ipu mosBl TaKMX CUMIITOMIB IIiCJid BBEOEHHS
iMyHOTr OOy TiHy HIIIsiXoM iHGY3il ciig 3miicHuTU TabopaTopHi aHai3u os
HiATBEPOXKEHHS I'eMOJIi3y.

CuHOpOM 20CMp020 NOCMMPAHCHY3iliHO20 YW KOOHCEHH S /1€2eHb

[ToBigoMmIisiyiocst PO HEKapPAioreHHUM HaOPsK JiereHb (CUMHAPOM I'OCTPOTO
nocTtrpaHcdysiiiHOro ymKoaxKeHHs nerensb (CI'TIVJI)) y nmaiieHTiB, SKUM BBOOUIIUA
imyHornoOymnia. CI'TIYJI xapakKTepu3y€eThCS TSAKKUM YCKIIagHEHHSAIM OUXaHHS,



HaOpPsKOM JIereHb, TiIoKceMi€lo, HOpMaJibHOIO QYHKITI€IO JTiBOTO IITYHOYKA Ta
raps4kolo, 110 3a3BU4ail BUHUKAE IIPOTATroM 1-6 roguH micisa TpaHcdyail. [lamierTam
31 CI'TIVJI MOXHa 3aCTOCOBYBaTU KHUCHEBY Tepallilo 3 HaJIeXXHOI HOOaTKOBOIO
BEHTUJISIIIIEIO JIETEeHb.

[NamieHTiB, sKi IpUMaOTh iMyHOTJIOOYJIiH, CJIifl KOHTPOJIIOBATH IIOA0 MOOIYHUX
peaxiriii 3 60Ky OUXaJIbHOI CUCTeMHU. SKIIO ITimo3proeThes HassBHiCTE CI'TIVII,
HeoOXimHO IPOBECTH BiANOBiOHI aHani3W Ha HagBHICTh aHTUHEUTPODITLHUX aHTUTINT K
y IIpemnaparti, Tak i B CHpOBaTLii KPOBI IaljieHTa.

JlabopamopHi 0ocai0HCeHH s

3a MOosIBU CUMIITOMIB IeMOJIi3y ITiCJIg BBeOEeHHS iMyHOTI00yIiHy niiaxoM iHdy3ii crif
ITPOBECTHU BiATOBiAHI TabopaTOpHi aHai3u OIS 1X DiATBEPAXKEHHS.

Axmio € migo3pu ctocoBHo CI'TIVJI, To ciifg BUKOHATH BiAMOBIOHI aHali3u Ha HasABHICTh
AQHTUHEUTPO(MINbHUX aHTUTIN K Yy IIpenapari, Tak i B CHpOBaTIli KPOBIi HaIli€HTa.

Y 3B’s13KYy 3 IIOTEHIINHUM IigBUIIEHHSM PU3UKY TPOMOO3Y CJIif OIiHUTH B’I3KiCTh
KPOBi y MalliEHTIB 3 PU3UKOM ITiIBUIIEHOI B’sI3KOCTi, BK/II0Ual0UX KPior1o0yiTiHy,
X1JIOMIKPOHEMIiIO IOJIOAYBaHHsI/ IOMITHO BUCOKUM PiBE€Hb TPUTIIILIEPOIIiB
(Tpurninepunis) abo MOHOKJIOHABHY I'aMOIIaTilo.

3azanvHa iHpopmauin

[IpenapaTt BupPOOISAIOTH 3 MJIa3MHU JIOOUHU. [0 CTAaHOAPTHUX 3aX0MiB OJIs 3armobiraHHs
iH(piKyBaHHIO Yepe3 BUKOPUCTAHHA JIIKapChbKUX IIpernapariB, IPUTOTOBaHUX 3 KPOBi
JIIOOWHY a0o IJ1a3MHU, HajiexkaThb BimOip mMOHOPiB, mepeBipKa 3pa3KiB MOHOPCHKO1 KPOBI i
IIyJIiB IJIa3MU Ha HasIBHICTDH crielm(pivHUX MapKepiB iHQeKIlil, a TaKOK BKIIOYEHHS
edbekTUBHUX BUPOOHUYMX CTAMiN IOJIs iHaKTUBAllil/3HUIIIEHHS BipyciB. He3Baxkaiouu Ha
1le, IIPU BBE[IEHHI JTiKapChKUX IIPenapaTiB, IPUTrOTOBAaHUX 3 KPOBI JmoguHu abo
IJIa3MHU, HEMOZKJIMBO IIOBHICTIO BUKJIIOUNUTH PU3UK Hepenadi iHpekin. Lle x
CTOCYETHCA HEBILOMUX 1 HOBUX BIpYCiB Ta IHIINUX I1aTOTEHIB.

[TpoBepeHi 3axou BBaxKalOThCA e(PEeKTUBHUMMU II100 0O0JIOHKOBUX BipyCiB, TAKUX SIK
BIJI, Bipyc renatuty B i Bipyc renatuty C. BimHOCHO 6€300010HKOBUX BipyCiB, TaKUX
sIK Bipyc rematuty A i nmapBoBipyc B19, 11i 3ax0oau MOXKYyTh MaTH 00MeKeHY
ederTuBHICTSL. KiTiHiYHNY OOCBiO MEPEKOHIUBO CBIIYUTH IIPO BiACYTHICTh BUNIAKiB
nepepadi Bipycy renatuty A Ta mapBoBipycy B19 npu 3acTocyBaHHI IpenaparTiB
iMmyHOTrmoOy iy moaunu. Kpim Toro, mepenbada€eThCs, M0 BeTUKe 3HAYEHHS OIS
MMigABUIIIEHHS BipyCcHOI 0e3MeKu Ma€ BMiCT aHTHUTII.

[IpenapaT He MiCTUTh KOHCEPBAHTIB Ta aHTUOIOTHUKIB.



ITauieHmu AiMHBLO20 BIKY

Y nanieHTiB BikoM Bifi 65 POKiB MOXKJIMBUYM PU3UK PO3BUTKY OESIKUX MOOIYHUX Peakllii,
TaKUX SIK TPOMO0eMOOJTiuHi YCKIaJHEeHHSI Ta TOCTPa HUPKOBa HEJIOCTAaTHICTh.

3acmocysaHHsA y nepiod sazimHocmi abo 200y8aHHs 2py0010.

Be3neyHicTh 3aCTOCYBaHHS 1IBOT'0 IIpelapaTy BariTHUM XKiHKaM He BCTaHOBJIEHA
KOHTPOJIbOBAHUMH KITIHIYHUMHU OOCITiOXKEHHSIMU, TOMY HOTO CJlif 00epekHO
IpU3Ha4YaTU BariTHUM XKiHKaM i MaTepsaM y nepiofn rogyBaHHA rpyanto. [ocainkeHHs
BBeeHHs npenapaty IgG BariTHuUM mokasajio, 1110 BiH IPOHUKAE KPi3b MIalleHTy,
oco6muBo B III TpumecTpi. KiiHigHKUI OOCBig BUKOPUCTAHHS iMyHOTI00YJIiHIB CBIiTYUTH
PO Te, 110 He CJIif] O4YiKyBaTH IIKiAJMBOTO BIIJINBY Ha I1epebir BariTHOCTI, Ha niig abo
HEMOBJIA.

IMyHOTTOOYTiHY MPOHUKAIOTh Y TPyAHE MOJIOKO i MOXKYTh CIPUSATH IEPEHECEHHIO
3aXVWCHUX aHTUTIJI 00 HOBOHAPOOXKEHOI 0.

KninigHui gocsig 3acTocyBaHHSA iMyHOr100YJIiHiB IT0OKa3as, 1110 HeMAa€E BIIJIMBY Ha
bepTUNBHICTS.

30amHicmb 8nausamu Ha weuodKicmb peakuii npu kepye8aHHi asmompaHcnopmom abo
[HWUMU MexXaHi3mMamu.

He cnocTtepiranocs BIIMBY Ha 30aTHICTH KeEPyBaTH aBTOMOOiIeM Ta ITpallfoBaTH 3
IHIITUMU MeXaHi3MaMu.

Ilepego3yBaHHA

[lepeno3yBaHHS MOKe IIPU3BECTH [0 TilepBoJieMil Ta IMiABUILEHHS B'sI3KOCTi KPOBI,
0COOJIMBO y MAIliEHTIB 3 PU3UKOM, BKJIIOYAIOYH MAIliEHTIB JIITHHOTO BiKy a00 malli€eHTiB
3 IOPYIIEHHSIM (PyHKITil HUPOK.

IToGiuni epexTn

3 6oky cucmemu Kposi ma aimgpamuuHoi cucmemu: aHemis, miMmpageHonaTis, remMoJi3,
JIEUKOIIEeHisI, TeMOJIITUYHa aHeMis.

3 60Ky iMyHHOI cucmemu: TinepuYyTAUBICTb, aHaiIMaKTUYHUN 110K, aHadiTaKTUYHA
peaxkirisi, aHadinakToigHa peakilis, aHTiOHEBPOTUYHUYM HAOPSK, HAOPSAK 00Imyys.

3 60Ky eHOOKpuHHOI cucmemu: po3nagu GyHKIT1 ITUTOBUIHOI 3aJI03H.

3 60Ky Hepsosoi cucmemu: TOMOBHUY 0ifib, TOPYIIIEHHS MO3KOBOTO
KPOBOOOITry, acenTUYHUM MEHIHTIT, MirpeHb, 3allaMOpPOYEHHSI, ITapecTe3is, rirnocresis,



aMHe3is, BiOUyTTs IIe4YiHHs, OU3apTpis, OUCTreB3isd, IOPYIIeHHs PIBHOBArky,
TPaAH3UTOPHaA illleMiyHa aTaka, TpeMop.

IlcuxiuHi nopyweHHA: 30yOKEeHHSI, TPUBOXKHICTh, 0€3COHHS.
3 6oky cepus: iHpapKT MioKapma, Taxikapmisi, cepueduTTs, 1iaHo03.

3 60Ky cyOuH: HeOOCTATHICTL MepUdEPUIYHUX CyOUH, apTepiaibHa TilTOTEH3is,
apTepianbHa rinepTeHsis, nepudepryHa XomogHiCTh, G1ediT, TpoMO03 ITHOOKUX BEH.

3 60Ky cucmemu OUXaHHA, MOPAKAAbHI ma MediacmuHa/AbHI NOPYWeHHA: fuXalbHa
HeJIOCTATHICTh, T1ereHeBa eM00JTisi, TereHeBuM HaOpsK, OpOHXOCIIa3M, 3aAUIIKa,
KaImeb, 30iTblIeHa YacToTa OUXaHHs, pUHOpPesi, aCTMa, 3aKJIaJleHiCTh HOCa,
opodapuHTreanbHUM HAOPSK, GapuHTOIapUHTeaIbHUM Oifb.

3 60Ky KUWKOBO-WAYHK0B020 Mpakmy: HynoTa, 6JIf0BaHHS, giapes, 6imb y XKUBOTI.

3 60Ky wkKipu ma niOwKIipHOI KAIMKOBUHU: eK3eMa, KPOITUB’'SsHKa, BUCHII,
epuTeMaTO3HUM BUCHUII, EPMATUT, CBepOixK, alomelliss, XOJIOOHUM IIiT, peakilil
(oTOUyTAUBOCTI, HiYHE MOTIHHS.

3 60Ky ckesiemHo-M’ 30801 cucmemu ma cnoAy4YHOi mKaHuHu: O6inb y cuuHi, 6inb y
KIHI[IBKaX, apTparis, cria3Mu M’ g31B, IOCMUKYBAaHHA M’s31B, Miajrid.

3 60Ky HUPOK ma ceuyosulinbHOI cucmemu: TOCTpa HUPKOBA HEOCTATHICTD,
IPOTEIHYPis.

3 60Ky opaaHie 30py: KOH'IOHKTHUBIT, Oi/lb B 0Yax, HAOpPsSIKaHHS OYel.
3 60Ky opaaHis cayxy: BEPTUTO, Pid¥Ha Y BHYTPIlIHBOMY BYCi.

3aezanvHi nopyweHHsA ma po3aadu y Micui 8Be0eHHA: TapsiuyKa, TPUIIONONiOHI
CUMIITOMHM, CITabKiCTh, AUCKOM@OPT y rpyasx, O0inb, BiTUyTTs CTUCHEHHS y TPYOIX,
aCTeHis, He3OyKaHHs, mepudepudHi HaOPSKY, BigUyTT XKapy, HigBUIIIeHA
BTOMJIIOBAHIiCTh, 03HOO, ITPUILJINBY, TillepeMis, rineprigpos; peakilii y Miclli BBeieHHS,
BKJIIO4Uarouu 0inb, MigBUINIEHHS YyTIUBOCTI, Tinepemiio, HaOpskK, ¢prediT, cBepOixK.

JlabopamopHi 00cAi0dCceHH: MiTBUIEHHS ITIeYiHKOBUX (DEPMEHTIB, IIOMUIIKOBUH
MMO3UTHUBHUU PiBEHB I'JIFOKO3U B KPOBI, MiABUILIEHHS KPeaTUHIHY KPOBI, HigBUIIIEHUNA
PiBEHB XOJIECTEPUHY B KPOBI, IiABUIIIEHNY PiBEHb CEYOBUHU, 3HUKEHUU PiBEHD
reMaTOKPHUTY, 3HUKEHUM PiBEHb €PUTPOIIUTIB, ITIO3UTHBHA NpsiMa npoba Kymobca,
3MeHIIIeHe HAaCU4YEeHHs KUCHEM.

ITHgekuii ma iHea3ii: OPOHXIT, Ha30(paPUHTIT, XPOHIYHUN CUHYCUT, MiK03, iHpEKIIis,
iHpiKyBaHHS HUPOK, CHHYCHUT, iHpiKyBaHHS BEPXHIX OUXaJIbHUX IIAXIB, iHQIKyBaHHSI



CeYOoBUX IINIAXiB, OaKTepianbHe iHGIKyBaHHS CEYOBUX IIISIXIB.

Tpasmu, ompyeHHA ma 3a2aibHi npouedypHi YyCckaaOHeHHA: 3abili, TOCTpe ypaxKeHHs
JIeTeHiB, II0B’A3aHe 3 IIepeIuBaHHsAM KPOBI.

Himu. B KIiHIYHUX OOCITigXKeHHIX npenapaTty bioBeH OinblricTh MOOIYHUX peakiliil y
giTey Oyynu OLliHEeHi K JIerKi, 110 MIBUAKO yCyBaJlCs CaMOCTiMHO ab0 y BiAmoBigb Ha
IIPOCTi 3aX0U (3HMIKEHHS IIBUOKOCTI BHYTPIIIIHBOBEHHOT O BBEIEHHS YU UOT0
TUMYacCOBe IIPUIIVMHEHHS).

TepMiH NpUIATHOCTI

3 POKHU.

TepMiH IPUAATHOCTI 3a yMOB 30epiraHHs pu Temieparypi He suie 25 °C - 6
MICAIIIB.

VYMoBH 30epiranus

30epiraTy B OpUTiHAIbHIM YIAKOBIIi OJIsT 3aXUCTY Bif Oil CBiTJIa Tpu TeMIlepaTypi Bifg 2
OC no 8 °C. He 3amopoxyBaTh. 3a yMOB 30epiranHs IIpu TeMreparypi He suire 25 °C
TEPMIiH OpUOaTHOCTI - 6 MicsALiB. Ilics 3aKiHYeHHS LIbOTO TEPMIiHY IIpenapar He
MO2KHa ITOMIIaTU B XOJIOOUIbHUK, MOT0 HEOOXiTHO yTUIi3yBaTH.

YnakoBka

ITo 10 M, 25 M, 50 Myt a6o 100 M y dmakoHi. ITo 1 ¢makoHy B KOpOOIIi.
KaTeropis Bignycky

3a peLienTomMm.

BupooHHK

TOB «BIO®APMA TIJIA3MA», YKpalHa.

Micue3Haxo/dKeHHsI BHPOOHHMKA Ta HOro aJpeca MiCIisi IPpoBaJaXKeHHSI
IisIITHLHOCTI.

Opunguuna agpeca: Ykpaida, 09100, KuiBcbka 06751., M. Bina LlepkBa, Byn. KuiBchbKa,
37-B.

Appeca Micls IpoBafgXKeHHS OisiIbHOCTI:

Ykpaina, 09100, Kuiscekka 06751., M. Bina LlepkBa, Byn. KuiBcbka, 37-B.



