Ckian

Oitoua pevosuHa: Human normal immunoglobulin for intravenous administration;

1 My ipenapaTy MiCTUTBH iMyHOJIOTiYHO aKTHUBHOI 0iTKOBOI1 (pakilil imyHoOr1o0yminy G -
0,1r;

OONOMIJICHI pedyo8UHU: THIIMH (KMCI0Ta aMiHOOIITOBA); BoOa AJIsI iH’€KITii.
JIikapcbKa ¢dpopMma

Po3uun gns indy3ii.

OCHOBHI (pi3uKo-xiMiuHi 8a1acmue8ocmi: TIpo3opa abo 3 He3HAYHOIO OIaJIeCleHIIi€E,
O6e3bapBHa abo0 3jIeTKa )KOBTYBATOI'0 KOJILOPY pPiguHa.

®apMaKoTepaneBTUYHA Irpymna

IMyHOTTOOYIiH MTIOAWHY HOPMaJIbHUM OJIS BHYTPIITHLOBEHHOTO BBemeHHA. Kog ATX
JO6B AO02.

dapmMakoguHaMiKa

[IpemapaT € iMyHOJIOTiYHO aKTUBHOIO OiTKOBOIO (hpakili€eio (po3momin migKiacis
imyHOTrmoOymniny G y nmpemnaparti: IgG1: 65,6 %, IgG2: 22,1 %, IgG3: 10,8 %, IgG4: 1,5
%), TPAaHUYHUU BMIiCT iMyHOTJI00YITiHy A y nipernapaTi ctaHOBUTH 400 MKr/MII.

[itounM KOMIOHEHTOM IIpenapaTy € aHTUTiJa, [0 BOJIOMIIOTh CIenudigyHOo0
aKTHUBHICTIO IIPOTHU Pi3HUX 30yOHUKIB 3aXBOPIOBaHb - BipycCiB i 6aKTepilt, y T.d.
renatuty A i B, muToMeranosipycy, BipyCy repieca JOOuHU 1 Tuiy, 2 TUOY Ta 6 TUIY,
Bipycy Enmtelina-bapp, BiTpsiHOI BicIiu, TPUILy, KOPY, TApPOTUTY, IOIiOMIi€ENiTY,
KpaCHYXHY, KOKJIIOIY, CTadgiJIOKOKY, KUIITIKOBOI ITaJIUYKH, ITHEBMOKOKA, ITPaBII€BOT0 Ta
oOu@TEepiitHOTO TOKCUHY. Ma€e TakKoXK Heclelnu(pidHy aKTUBHICTB, III0 ITIPOSBIISETHCS Y
HigBUIIIEHHI PE3UCTEHTHOCTI OpraHiamy.

[IpemapaT BOIOMi€ HU3bKOIO CIIOHTAHHOIO aHTUKOMIIJIEMEHTAPHOIO aKTUBHICTIO.

[IpemapaT € HaTUBHUM iMyHOTI00yIiHOM G, 30epirae Bci 6i0J10TiYHi BTaCTUBOCTI:
aKTUBAllil0 KOMIIJIEMEHTY, e(eKTOPHY Ta OICOHO-paronuTapHy QyHKIIII.

[IpemapaT € iMyHOJIOTiYHO aKTUBHOIO OiJTIKOBOIO (ppakiii€io, 10 BUIiIeHa 3 CUPOBaTKHU
a0o 1mIa3Mu KPOBi JIIOAUHY, TepeBipeHux Ha BifcyTHiCcTb aHTUTiN mo BIJI-1, BIJI-2, mo
Bipycy renatuty C Ta IIOBEPXHEBOI0 aHTUT€HY BipyCy renaTuTy B, ouuinieHooO Ta



KOHIIEHTPOBaAHOIO MeTOOOM (ppaKIlioHyBaHHS CIMPTOBOOHUMM OCagHHUKaMH, SKa
MIPOMIIIJIa CTaAil0 BipyCHOI iHaKTHUBAllil COTbBEHT-OETEPTEHTHUM METOIOM.

IaHi mpo epeKTUBHICTb iHAKTUBAIIil MOIEeNbHUX BipyCiB HaBeOeHi y Tab. 1.
Tabmnuisa 1

EdekTuBHICTh iHaKTHBallil/BUOaI€HHS BipyCiB

. Pesynerat
i ®akKTOp HagiHHS
Bipyc BUIIPOOYBaHHA

TUT
Py MetonoM I1JIP

Bipyc imyHOpedinuTy
moguHu 1

Bipyc renatuty C 5,5 1g TCID50/cm3 -
Bipyc nipocTtoro
repuecy II-ro tumy

5,0 Ig TCID50/cm3 -

6,0 1g TCID50/cm3 -

Bipyc BipycHoi giapei
BEJIMKOl poraTol 5,51g10 TCID50/cm3 |-
Xymoou
Bipyc nceBmocka3y (6,3 1g10 TCID50/cm3 |+

EHTepoBipyC CBUHEN
4,6 1g10 TCID50/cMm3 |+
[-ro Tuny

A .
NEeHOBIPYC JIIOOUHI 1,2 1g10 TCID50/cM3 |+
IV-ro tuny

Bipyc remna
ipyc remartury 3,3 1g10 ELD50/cM3 |H/m
KadyeHAT [-ro Tuny

Bipyc Be3 oro
1PYC BESHERYIPHOTO 1 1410 TCID50/cM3 |1/n
CTOMATHUTY

H/O - HEMa€E JaHUuX.

KniHiuHi 0oCcaiOHceHH A

Y BigkpuTOMy MixkHapomHoMy OaraToleHTpoBoMy AociimxeHHi I ¢pa3u, BinmoBimHO
mo 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,
Oe3rneka Ta gesKi mapaMeTpu apaMaKOKiHETUKHM IIpenapaTry



bioBeH y mailieHTiB 3 nepBuHHUME iMyHOozmedinuTamu (I1111). [TamieHTH oTpuMyBaIu
BioseHn npotsaromMm 1 poky 1 pa3s Ha 4 TuxkHIi y cepenHiu go3i 0,5 r/kKr macu Tina. ¥
MallieHTIB OLIiHIOBAJIX PiBEeHb iMyHOTJI00YJIiHY, KiIbKICTh BUIIQAKiB iH(MEKIIiH,
MMOKa3HUKY KIIiHIiYHOTOo Ta 6i0XiMiyHOT0 aHasi3dy KpoBi. TaK0OX OIliHIOBAaIUCH
HaVBaXJIUBIIIi TOKa3HUKY POOOTU Ceplisd, OUXaHHs, BU3Hadajlacs TeMiueparypa Tina,
dbikcyBanmuch yci BUnagkyu MOXKJIMBUX ITOOIYHUX peakilii.

[Tpotsirom 1 poKy nmiKyBaHHS 3adikcoBaHO 1 BUIIagOK CEPUO3HUX iHPEKITINHUX
3axBopioBaHb (2,3%, a6o 0,023 Bunanky Ha 1 mailieHTa Ha pik). Megiana MiHiManbHOI
KOHIIeHTpallil iMyHOTr100y/IiHy B IIJ1a3Mi KpoBi Oya 3Ha4YHO BUIla 3a MiHiMalbHUN
LIiIJTbOBUM PiBEeHB D I/ 1 micasa 6 MicsALiB JIiKyBaHHS CTaHOBUIIA 8,6 1/, a micnsa 1 poky -
8,8 r/m.

B rpyni 3 49 narmienTis, 1o orpuMyBanu bioBeH, 6yno 3adikcoBaro 20 BUMagKis
MoOGiYHMX SIBUII JT1eTKOT0 (2%) Ta cepemHbOro CTyneHs TSIXKKOCTi (0,5%), 1110 3arazom
ckiapano 2,5% eni3onis BBegeHHs. He 3adikcoBaHO BUMNAOKiB KIIIHIYHO 3HAYYIIOTO
BiIXuIIeHHS MTOKa3HUKIB Tab0paTOPHUX OOCHIMXKeHb, 1110 OyJiu OB 'si3aHi 3 BBEIEHHAM
nmpemnapaTty abo BUMarasu IpUNUHEHHS TiKyBaHHs. 18 mailieHTaM (mopociaum Ta
nitssMm) bioBeH BBOAMIU 3i 3pOCTai0do0i0 MIBUAKICTIO iHPy3il. Ha nepiiomy erarri
OOCIiaIKeHHS MIBUOKICTh BBeOEeHHs 3pocTaia Ao 5,0 miu/kr/roxn (0,08 mi/Kr/xB); Ha
opyromy etami - go 7,0 mmn/kr/rog (0,11 ma/kr/xB). MakcuMasbHa IIBAAKICTh BBEIEHHS
Ha TpeThOMY eTami ctaHoBuna 8,5 mi/kr/rop (0,14 mn/kr/xB). HacToTa PO3BUTKY
moOiuyHMX SABUII OyJjia HU3bKOIO (2 BUIIaAKM Ha 35 OKpPeMUX BBeOEeHb), BOHU MaJjlu
JIETKUU XapakKTep, He KopeoBanu 3i mBUAKicTio iHdy3ii. Ha ocHOBI mommpeHocCTi
HOOIYHMX ABUII Ta OI[HKYA MUHAMIKK OCHOBHUX IIOKA3HUKIB XKUTTEHOISIIBHOCTI
[IepeHOCUMICTh npenapaTty bioBeH 3a MakCUMasbHOIL IIBUOKOCTI BBeOeHHSA 8,5
mi/kr/ron (0,14 min/kr/xB) v 94,0 % natiieHTiB Oyia olliHeHa sK xopoina, ¥ 6,0 % — 5K
3a[0Bi/IbHA.

KrniniuHa epeKTHUBHICTh 3aCTOCYBaHHS JIiKapChbKOro 3aco0y bioBeH y ckmami
KOMIIJIEKCHOI Teparlil IMalfiEeHTiB 3 TSIXKKO0I0 MTHEBMOHI€EIO, 1110 BUKJTUKAaHa
KopoHasipycHoio iHpekiietro COVID-19 / SARS-CoV-2, 3a6e3medyeThCs HOT0
BJIACTUBICTIO YUHUTU iIMyHOMOLYJIIOI0YY [it0. B pe3ynbTaTi 3HUKYETHCS BUPAXKEHICTh
TOCTPOTr0 PECHipaTOPHOI 0 OJUCTPEC-CUHOPOMY i, IK HaCJIiHOK, 3HUXKYETHCS CTYIIiHb
OUXaJIbHOI HeJOCTaTHOCTI.

HasiBHiCTh K/TiHIiYHOI €(peKTUBHOCTI OyJIO IiATBEPAKEHO B paMKax KIIiHiYHOTO
OocHigKeHHs «BigkpuTe 6araToieHTPOBE PaHAOMi30BaHe OOCIiIXKEeHHS 3 OIiHKH!
edbekTuBHOCTI MpenapaTty bioBeH, BupobuunTBa TOB «biodapma [1ma3ma», B
KOMIIJIEKCHIU Teparlil mallieHTiB 3 THEBMOHI€IO0, 10 BUKJINKaHa KOPOHaBipyCHOIO
iHpekiIiero COVID-19 / SARS-CoV-2» (kom mocnigxkenus — 2020-BV-BP).

Y pocnigKeHH] B34/IU y4acTh 76 IAli€HTIB 3 MiATBEPAXKEHUM 3a BCiMa KpuUTepiaMu



OiarHO30M. 66 MaIli€eHTiB, III0 TPOMNIIA CKPUHIHT Ta HE MaJld KPUTEPIilB BUKITIOUEHHSI,
Oynu paHOoMi3oBaHi y 2 rpynu (mociigKyBaHa rpyna — bioBeH + 6a3oBa Teparlis Ta
KOHTPOJIbHA I'pyIia - nullle 6a30Ba Teparis).

B marieHTiB BU3HaUaauCs MOKa3HUKY POOOTHU OUXalbHOI CUCTEMHU, 3arajlbHOTO CTaHy,
TPUBAJIICTh NOTPEOU Y iIHTEHCUBHIN Tepamii, 1oTpedu y IITy4YHil BEeHTUJIALII] JTeTeHiB
(IIBJI), 3aranpHuM TEPMiH JTiKyBaHHS. TaKOXK OIiHIOBajiaCh BUXKMBAHICTD IIPOTATOM
28-meHHOr 0 Iepioy crocTepexkeHHs, 1TabopaTOPHi MOKa3HUKU KPOBi (3arajibHUMN
aHaJIi3 Ta 6ioxXiMiyHMIT), @ TAKOXK PiBHI IIMTOKIiHiB, (h)aKTOPiB 3arasieHHs Ta iHIIi
IMOKa3HUKYU CTaHy iMyHHOI CUCTEMH.

3a pe3yJbTaTaMU OOCHIIXKEeHHS OyJI0 MOBeOeHOo IiepeBaxkandy ePeKTUBHICTD 3a
TOJIOBHOIO 3MiHHOIO.

ITocTOBipHO IMIBUAINIE HACTA€E MOKPAIIleHHSI CTaHy: JOCIiAXKyBaHa Ipyla — Ha D eHb
(MmikkBapTunbHUM iHTEpBan — 3,50-7,25 OHS), KOHTPOJ/IbHA I'Pylla — Ha 9 OeHb
(mixkkBapTunbHUM iHTEpPBann — 6,00-14,75 gus), p = 0,0073. IMOBIpHICTL HOCSATHEHHS
ctabisizallil cTaHy y IallieHTiB MOCIigXKyBaHOl I'PYIIM JOCTOBIpHO BHUIlla y 2,27 pa3a
(95 % posipuuu inTepBan (OI) — 1,26-4,11, p = 0,006), HixK y mDallieHTiB i3
KOHTPOJILHOI I'PYIIH.

[TepeBaxkaioya e(peKTUBHICTD MiATBEPAXKYETHCSA TAKOXK 3a BTOPUHHUMHU 3MiHHUMHU.
ITpu 3actocyBaHHi BioBeHy y cxeMi JlikyBaHHS JieTalbHICTh Big COVID-19 €
OOCTOBIPHO MEHIIIOK: Y OOCHiAXKYyBaHiu rpymi - 6,25 % (2 Bunagku 3 32 y4aCHUKIB), ¥
KOHTPOJBbHIY rpymi — 23,63 % (8 Bunapkis 3 34 yyacHuKIiB), p=0,039.

TakoK JOCTOBIPpHO 3MEHIIYETHCS TPUBAIICTh JiMponeHil. MeniaHa HOCATHEHHS PiBHS
miMdornuTiB 1000 ki1/mMm 3 i BUIlle y OOCHIAXKYyBaHil Irpyli — Ha 4 OeHb
(mikgBapTunbHUU iHTEpBan — 3,00-5,00 gHS), Y KOHTPOJIBHINA Ipymi — Ha 7 OeHb
(mixkkBapTunbHuu iHTepsan — 3,00-7,50 gus), p = 0,0097.

®dapMaKOKiHeTHKa

Bucoka epeKTUBHICTh ITpenapaTy 3a0e3MMedYyeThCs MIBUAKUM i CTOBiICOTKOBUM
HaOXOIOXKEeHHSM aHTUTIJI IO KPOBOTOKY i HOpMa/JIbHUM I1ePiogoM HalliBBUBEOEHHS 3
opraHismy.

[Ticns BHYTPIIIHBOBEHHOT'O BBeNEeHHS 0i0MOCTYIIHICTh HOPMAaJIbHOTO iMyHOTJIOOYIiHY
JIIOOWHY Y KPOBOOOITy peliuIlieHTa € HerallHOIO Ta ITOBHOIO. BiH IIBUOKO
PO3MOOINSIETHCS MiXK IIJITa3MOI0 Ta €KCTPaBAaCKYJISIPHOIO PiAWHOIO, IMicias NpubanusHo 3-
5 OHIB JOCATa€eThCS piBHOBaAra MiX iHTpa- Ta eKCTpaBacCKyJIIPHUM IIPOCTOPaMU.

HopwmanbHuit iMyHOrm00y1iH TIOOUHY Ma€ Iepion HalliBBUBeAeHHS npubnu3Ho 40
nHiB. Lley nepion HaniBBUBEOEeHHSA MOXKeE BiAPI3HATHUCS Y KOXKHOTO OKPEMOTO IalliEHTa,



0Cco0IMBO MpH IepBUHHOMY iMyHOomedinuTi. IgG Ta IgG-KoMITIeKCH pPo3mafaloThCSa y
KJIITUHaX PETUKYJIOEHAOTEe/liaIbHOl CUCTEMU.

KriniuyHe mocmigKeHHS OKpeMuX ITapaMeTpiB papMaKOKiHEeTHKHY npenapaTty bioBeH
MPOBOOUJIOCH 3a y4acTio 22 manieHTiB. CMakc ctaHoBuna 19,94+4,73 r/n, TMakc -
0,63 rogunu, AUC (0-t) - 8309,60+2631,49 r/ron/n. BmicT iMmyHOrn100yIiHy B ITa3Mmi
KPOBi cTabiTbHO YTPUMYBABCS BHIIE MiHiMaJIbHOTO IiTbOBOTO PiBHS 5 I'/JI IPOTSATOM
mpuHaiMHi 28 mib micast omHOpPa30BOT0 BBeOeHHS npernapaTty bioBeH.

IToxka3aHHA

JlikapcbKu# 3acib 3aCTOCOByBaTH OJOPOCIIMM IalliEHTaM AJiS 3aMiCHOl iMyHOTeparlil y
IIPOIIEeCi JIiIKyBaHHS IIEPBUHHUX 1 BTOPUHHUX iIMyHOAe(IIIUTHUX CTaHIB i MOB'sI3aHUX 3
HUMU 3aXBOPIOBaHb:

e CUHOPOMIB IIEPBUHHOIO iMyHOmedimuTy: BpoaKeHa araMmmarjooysinemMiss abo
rimorammarsoOyiiHeMmisi, TIXKKUM KOMOiHOBaHUM iMyHOOedilIuT,
HeknacudikoBaHUl BapiabenbHUM iMmyHOmediuT, cuHapoM BickoTrTta — Onpgpuda;

e BTOPMHHOTO CUHAPOMY Ae(illuTy aHTUTIJ: IIUTOIEHil pi3HOTO reHe3y (TOCTpPUM Ta
XPOHIYHUY JIEUKO3, allJlaCTU4YHa aHeMisl, CTaH ITiCJI Tepallil HUTOCTaTUuKaMu),
TSAXKKi popMu 6aKTepiaTbHOTOKCUYHUX Ta BipyCcHUX iHdeK1il (BKIIo4aouu
XipypriuHi yCKIagHEeHHS, 110 CYIPOBOOXKYIOThCS OaKTepieMielo i
CENTUKOIIIEMIYHUMU CTaHaMHU, Ta YCKJIaJHEHHS IIPU HiAr0TOBLI XipypriyHux
XBOPHUX [0 oIlepalii);

e ayTOIMyHHHX 3aXBOPIOBaHb: ifjiomaTuyHa TPOMOOIIUMTOINIEHiIYHa TyprIypa 3
BHCOKHMM PU3UKOM KPOBOTeYi abo mepen XipypriyHuM BTPyUYaHHSIM — IS
KOpeK1ii KinbKocTi TpoMOo1uTiB; cuHgpoM ['iena — Bappe, XpoHiyHa 3arajibHa
HeupomnarTis (110 geMieniHilye), 3amnajabHa MionarTis, rpaHyneMaTo3 Berenepa,
OEepPMaTOMiO3UT, CUCTEMHI 3aXBOPIOBAHHS CIIOJIyYHOl TKAHUHU (PEBMATOIMHUU
aptpurt), cuHapom KaBacaki;

e TpaHCIIJIaHTAallil KiCTKOBOTO MO3KY.

3amicHa Tepamnis y giteu Ta migmiTkis (0 - 18 poxkiB) npu:

e CHHOpPOMax NepBUHHOTO iMyHOomediuuty (I111) 3 mopyiIeHHIM BUPOOIeHHS
AHTUTII;

e BTOPUMHHUX iMyHOmedinuTax (BII) y mailieHTiB, IKi CTpaXKOaioTh Bifl TIXKKUX abo
peluanuBy0YnX iHpeKIlii, Hee(peKTUBHOTO MPOTUMIKPOOHOTO JIiKyBaHHS, abo y
pasi, SIKII0 moBemeHa HemocTaTHICTDL cunernudiunaux anTuTin (JHCA*) abo piBeHb
IgG y cupoBatui <4 r/71.

*IIHCA - HeCIIpOMOXKHICTh JOCATHEHHS IIPUHAUMHI ABOKPATHOIO IIiABUIIEHHS TUTPY
IgG npoTu MHEBMOKOKOBOTI'O II0JIiCaxapuay Ta BaKLUH IIPOTU MOJIIIIENTUOHUX



AHTHUTEHIB.

3acToCcoByBaTHU y CKJlaJi KOMIIJIEKCHOI Tepallil JOPOCJIKX MaIli€EHTIB 3 TIXKKOIO
IIHEBMOHI€I0, sIKa BUKJIMKaHa KOpOoHaBipyCcHOI0 iHpeKiiero COVID-19 / SARS-CoV-2.

IIporunoka3aHHs

lnmepuyTnusicTh A0 OyObL-IKOTO 3 KOMIIOHEHTIB IIpemnapary. ['inepuyTnuBicTs [0
TOMOJIOTiYHUX iMyHOTJI00yJ1iHiB, 0COOG/IMBO y OyKe pimKicHUX BUIagkax medinuty IgA,
KOJIM TIAIliEHT Ma€ aHTUTiNa 1o IgA. BBemeHHs iMyHOr1oOyIiHy ITPOTUIIOKAa3aHe
ocobaM, sIKi MalOTh B aHaMHe3i BaxXKi ajepriuHi peakilil Ha BBeleHHs OiTKOBUX
IIperaparTiB KpoBi JIIoOuHYN. XBOPUM, SIKi CTPaXKOaloTh Ha aJepriyHi xsopodu abo
MalOTh CXMJILHICTH 10 aJIEPrivHUX Peakilili, Ipu BBeeHHi iMyHOrno0yJiHy Ta B
HacTymnHi 8 gi6 peKoMeHOyI0ThCS aHTUTricTaMiHHi 3acobu. OcobaM, siKi cTpaXKaalTh Ha
iMyHOIIaTOJIOTiYHi CUCTEMHi 3aXBOPIOBaHHSA (iIMyHHI XBOpoOU KpPOBi, KOIareHos,
HedpUT) Ipenapar CJIif Ipu3HavaTH ITiCIs KOHCYIbTAallil 3 BiITTOBIOHUM cCIiellialicCToM.
Y nepiop 3arocTpeHHSA ajepriyHoro npoiecy BBeeHHd IpernapaTy IPOBOOUTH IIiCJIg
BHCHOBKY aJIeprojiora 3a XUTTEBUMU ITIOKa3aHHSIMU.

Oco061uBi 3axonu 0e3mneKu

Iesiki cepiio3Hi no0iYHiI peakilil MOXKyTh OyTH OB’ sI3aHi 3i IMIBUAKICTIO BBEIEHHS
npenapaty. [1allieHTH, SKi OTPUMYIOTh iMyHOTIO0YJIiH BIlepliie, 3a3BUYall BiTuyyBalOTh
cnabKky mob6iuHy [ito 3 OiNBIIIOI0 YaCTOTOIO HiXK Ti, XTO 3HAXOOSITHCSA Ha PETYJIAPHIU
Teparil iMmyHornoOyniHoM. BKa3aHUX HHUK4Ye ITapaMeTPiB MIBUAKOCTI BBEJEHHS CIIif
OOTPUMYBaTUCH i 3a IMallieHTaMu HeoOXiTHO peTeNbHO CIOCTEepiraTH SK IIif 9ac
iH(Qy3il, Tak i npoTaroM 1 rogUHU Micig 3aBepPIIeHHS nepIiiol iHpy3il. Y Bunagky
MMOsIBU MOOIYHUX peakiliii MBUAKICTh iH(Y3ii moBUHHA OyTH 3HUKeHa abo camMa iHDy3is
NIpUNIMHEeHa 00 3HUKHEeHHs HeOaKaHUX CUMIITOMIB. SKIIO0 micisa NpUnrHeHHS
BBEIEHHS CUMIITOMM 30epiraioThbCs, TO OOIiIbHA CUMIITOMaTU4YHa Tepamnis. Y BUMaOKy
IIIOKY CJIil JOTPUMYBaTHCS BKa3iBOK IIOMOO ITPOTUIIOKOBOI Teparrii. [I/1s malieHTiB 3
IIYKPOBUM HiaGeTOM Ta PU3UKOM HUPKOBOI HEJOCTATHOCTI, a TAKOXK AJIT XBOPUX Ha
CUCTEMHUU YePBOHUM BOBYAK 3 YpaxKeHHSAM HUPOK IIPOTATOM 3 OHIB IiCJIsI BBEIEeHHS
npenaparTy CiIif BUMipIOBaTH piBeHb KpeaTHHiHy. [Ipu HacTynHUX iHQy3isax 3a
ralieHTaMu HeOoOXiTHO peTesIbHO CIocTepiratu npoTsiroM 20 XBUIUH 3 MOMEHTY
3aKiHYEeHHs BBEOEHHJ IIperapary.

IIpenapaTt bBioBeH 3aCTOCOBYBATHU JIMIIIE B YyMOBaX CTAlliOHAPY IIPU OJOTPUMAaHHI IpaBuil
acentuku. Ilepen BBeOeHHAM IIpelnapaT BUTPUMyBaTu npu temiepartypi (20+2) °C He
MeHIlle 2 roauH. Po3unH Ma€e OyTH mpo30opuit abo 371erka oIajaecIilolouni,
0e30apBHUM ab0 371eTKa XKOBTYBATOT'0 KOJILOPY. He BUKOPUCTOBYBaTH MYTHI PO3YMHU
abo Taki, 110 MalTh ocaf. [ BBeIeHHS ITpenapaTy HeoOXifHO 3aCTOCOByBaTU



OKpeMy iH(]y3iliHy cuCTeMY.
B3aemogisi 3 iHINIMMH JTiKapChbKHMH 3aC00aMH4 Ta iHIIIi BHOH B3a€EMoOIin

JIiKkyBaHHS ITpenapaToM MOXKHa MOEOHYBATH 3 3aCTOCYBaHHSIM OyOb-sIKUX TiKapChKUX
3aco0iB.

2KuBi ocnabiieHi BipyCHi BakKIIMHHA

BBemeHHs iMyHOT 100y /TiHIB MOXKe 3MEHIIYBaTU ITPOTSITOM IepioAy Big 6 TUXKHIB Ta OO
3 Mica1iB epeKTUBHICTh JKUBUX OCJIabeHUX (aTEeHYMOBaHUX) BipyCHUX BaKIUH IIPOTHU
KOPY, KpaCHYXH, emifjleMiYHOT0 MapOTUTY Ta BiTpsAHOI Bicriu. ITiciss BBeieHHS JaHOTO
penaparty Iepep BaKIIUHAIl€l0 XKUBUMU 0CIa0jIeHMMU BipyCHUMU BaKLIIMHaMU Mae€
nmpoutu 3 Micsii. Y pasi BakiuHallii mpotu Kopy lie ocnabieHHs: epeKTUBHOCTI
BaKIMHU MOXKe TpuBaTu 00 1 poky. ToMy y nalfieHTiB, SKUM BBOOATH BaKIIUHY IPOTU
KOpY, CJIif epeBipsATU CTaTyC aHTUTII.

[Ticns BakUMHALII TPOTH 1IUX iHMEKIIiM npernapaT BapTO BBOAUTHY He paHillle, HixK
yepe3 2 TUXKHI; y pa3i morpedbu 3acTocyBaHHS bioBeH paHilie IIbOT0 TEPMiHY
BaKIIMHAIIil0 IPOTH KOPY abo emigeMidHOTro

MMapPOTUTY BapTO MOBTOPUTH. [llenneHHss NpoTH iHIMKX iHeKIIi#t MOXKyTh OyTH
MIpoBeneHi y Oynob-sKi TepMiHu A0 abo Iiciss BBeOeHHs IIpernapary.

Bnaue Ha pe3ysibmamu cepoa0o2iYHUX mecmis

[Ticnga iv’exkuil iMyHOTI00OYIIiHYy TUMYacoBe IiABUIIIEHHS Y KPOBi PiBHS Pi3HUX aHTHUTII,
SIKi IIepenarThCs ITIaCUBHO, MOXKE IPU3BECTU OO0 IOMUIKOBUX IO3UTUBHUX PE3yJIbTaTiB
cepoJsioriyHuX aHasi3iB. I[lacvBHa mmepefaya aHTUTLI 00 €ePUTPOLIMTaPHUX aHTUTEHIB,
Hamnpukiag A, B a6o D, Moxke BOJIMBaTH Ha AEsIKi CEPOJIOTiYHI TECTH BU3HAYEHHS
aJIOQHTHUTIN IO €ePUTPOIUTIB (Hanpukiang Ha TecT Kym0Oca), KibKiCTh PETUKYJIOIIUTIB
Ta ranTorjaobiH.

Oc006/1MBOCTi 3aCTOCYyBaHHSA

3acmepeodiceHHs w000 88e0eHHs npenapamy

Heski TskKi mo6iuHi peakIlil MOXKyTb OyTH IOB'si3aHi 3i mBUAKicTIO iHYy3ii. Crif
CYBOPO OOTPUMYBATHUCS PEKOMEHOOBAHOI IBUOKOCTI iHPYy3ii. [ToTpiOHO yBaxKHO
KOHTPOJIIOBATU CTaH IIAIliEHTA i peTeIbHO CTEXKUTH 3a MOSBOIO0 OyAb-IKUX CUMIITOMIB
IIPOTSATOM yChOTO Iiepiony iHDy3ii.

Iesiki mo6GiuHi peakirii MOXKYTb TPAIISITUCS YaCTillIe:

e Y BUNIAKy BUCOKOI IBUOKOCTI iHpY3iii;



e y MAlli€HTiB, IKi OTPUMYIOTh iMyHOTT00OYJIiH TIOOWHU HOPMaJlbHUM BIepile, abo, y
pimKicHMX BUITagKaX, KOJIM BigOyBa€ThCS Mepexin Ha iMyHOTJIOOYITiH TIOOUHU
HOpMaJibHUM, a00 KOJIM MUHYB TPUBAJIMK Yac 3 MOMEHTY IomnepenHbol iHdys3il.

[ToTeHIiMHUX YCKJIaAHEHb MOXKHAa YHUKHYTHU, SIKIIO ITIEPEKOHATHUCSH, II10:

e MAIIEHTH HEYYTJIMBI 0O iMyHOT1I00YJIiHY JTIOONHA HOPMAaJIbHOTO IIPU IEePIIOMY
MOBITbHOMY BBEAE€HHI IIpenapaTty HIIsaxoM iHpy3il;

e TTAIIIEHTH 3HAXOIATHCA Ml PETEJIbHUM KOHTPOJIEM Ha ITPEAMET MOSIBU OyOb-IKUX
CUMIITOMIB IIPOTSATOM yChOTO Iiepiofny iHdY3il. 30KpeMa, 1100 BUSBUTU O3HAKU
MOTEHLiNHOTr0 He0aKaHOoT 0 BIJIMBY, IIif Yac Iepiuol iHdy3il i B epiry roguay
Imicsisg mepinol iHdy3il moTpiOHO KOHTPOJIIOBATH CTaH MAIliEHTIB, SKi He
OTpPUMYBaJIU paHille npenapaTy iMyHOTI00yIiHY, SKi OTPUMYyBaIu JIIKyBaHHS
arbTEPHATUBHUM IIperapaToM, abo Iicist TpuBaol IIepepBU MicJIA OCTaHHbBOT'O
BBe[IeHHS iMyHOr100yJsiHy. TakuM mnaiieHTaM MoTpibeH KOHTPOJIb IIPOTSATOM
YCBOTO IIepioay mepiIol iHdy3il, a TaKOXK IIPOTATroM 1 TOOUHU ITiCIIsI 3aBEPIIEHHS
BBEIEHHS. YCIM IHIIUM ITalliEHTaM CJIi 3HAaXOOUTUCH IIiO MeJUYHUM HaTrJIsiooM
npoTsarom nepmwux 20 XBUIUH ITiCIIS BBEOEHHS.

Y pa3si mosiBu mo6iyHOI peaxirii moTpidHO abo 3MEHIIINTH MIBUOKICTh BBeIeHHs, abo
3ynuHuTHU iHQYy3it0. HeobOximHe miKyBaHHS 3aJIe’KUTh Bifl XapaKTepy i TSIKKOCTi
mobGiyHOI peakilil. ¥ pasi po3BUTKY IIOKY CJIill ITPOBOAUTH JIIKYBa/IbHi 3aX0ou
BIAMIIOBITHO OO 3aTBEPOIXKEHUX PEKOMEHallili 3 MPOBedeHHS IIPOTUIIOKOBOI Teparril.

IInsa Bcix matieHTiB pu BBenmeHHi IgG moTpibHO:

e IPOBECTH afleKBaTHY TifgpaTalliio Iepepn mo4yaTkoM iHpy3il IgG;
e KOHTPOJIIOBATH HOiypes;

e KOHTPOJIIOBATU PiBHI KpeaTUHIHY y CUPOBATIIi KPOBi

e YHUKATU CYIIyTHBOI'O BUKOPUCTAHHS I1€TJILOBUX OiypPEeTUKIB.

I'inepuymausicmb

MoXyTbh BUHUKHYTHU CEPUO3HIi ajlepriuti peakilii. ¥ 3B's13Ky 3 UM 0Cc00H1, KOTPi
omepKanu IIpenapaT, HIOBUHHI mepeOyBaTH IIig MeOUYHUM HarasgoMm npotsarom 30
XBUJIMH. Y pa3i BUHUKHEHHS TaKUX peakllil - BBeeHHs IIpenapaTy bioBeH LIJIIXOM
iH(QYy3il cig HeraHO MPUINHUTY Ta 3aCTOCOBYBATH BiANOBiAHE JIIKyBaHHS. Y
namieHTiB 3 gedinuTom iMyHOT100YIiHY A Ta HasSBHUMM aHTUTiJIaMU IO
iMyHOT100YJTiHYy A iCHY€ 3HAQUHUM PU3UK PO3BUTKY CEPUO3HUX aJIepriuyHuX Ta
aHa(}inaKTOIOHUX peakllili, sIKi MOXKYyTh BUHUKHYTHU y 3B'3Ky 3 BBEIEHHSAM IIpenapary
BioseH.

Y pigkicHUX BUNIagKaX iMyHOTJIOOYIIiH TIOOUHY HOPMaJIbHUM MOKEe CIIPUYUHSATH
3HUIKEHHS apTepiaJIbHOTO THCKY 3 aHa(iTaKTUYHOIO PeakKIli€lo, HaBiTh y MaIli€HTIB, AKi



OTPUMYBAJIX MONEPEIHE IiKyBaHHS iMyHOTI00YIiHOM JIIOOUHY HOPMaJIbHUM.
Hupkosa HeOdocmamHicmb

[ToBigoMIsAIOCS PO BUIAAKX IOCTPO1 HUPKOBOI HEOCTATHOCTI y MAIli€HTIiB, AKi
npoxonunu teparito IgG. 1o HUX BIiZHOCATHCS: TOCTPa HUPKOBA HEOCTATHICTS,
roCcTpuy TyOyJIIpHUM HEKPO3, IPOKCUMalbHa TyOyJigpHa HedponaTis i OCMOTUYHUN
Hedpo3. ¥V GinbuiocTi BunankiB O0ysiu BU3HadeHi (aKTOpPU PU3UKY, TaKi SIK IIOIIEPEIHbO
iCHyi0o4a HUPKOBa HEJOCTATHICTh, I[yKPOBUM fiabeT, rinmoBojeMisi, HagMipHa Maca Tina,
CymnyTHiI He(ppOTOKCHUYHI JTiKapChKi ITpemapaTH, BiK Bif 65 pokiB, cemcuc abo
naparnpoTteineMisi. OCKinbKY 11i TOBiHOMIIEHHS IIPO HUPKOBY OMCQYHKIIIIO i TOCTPY
HUPKOBY HEIOCTATHICTh aCOIlif0BaJIMCS 3 BUKOPUCTAHHSAM OaraThboX JIilleH30BaHUX
npenapartiB IgG, Ti, ki MicTunu B IKOCTi cTabinizaTopa, BignmoBiganu 3a
HENPOMIOPIIiHY YaCTKYy 3 3arajibHol IIiJIbHOCTI TAaKKWX BUIIAJKiB. Y MaIli€EHTIB 3
HigBUILIEHUM PU3UKOM MOZKHA PO3TJISHYTU MOZKJIUBICTh BUKOPHUCTAaHHSAM IIpelaparTiB
IgG, sKi He MICTATH LIyKpO3u/caxapo3u/MaibTO3MU.

[Tepen moyaTKOM BBeOeHHS npelapaTy bioBeH nuisixoM iHQY3il cilifg mepeKoHaTuCH,
110 y allieHTa
BiICyTHIi O3HaKM Aerigparartiil.

[71g TallieHTiB 3 TOTEHIIMHUM PU3UKOM PO3BUTKY I'OCTPOl HUPKOBOI HEJOCTATHOCTI
CJIif 3OiMCHIOBATH II€PiOOUYHUN MOHITOPUHT QYHKIIII HUPOK Ta Aiype3y. [loka3HuKuU
(yHKIIIl HUPOK, BKII0OYAlO4UX PiBeHb a30Ty ce4oBUHHU KpoBi (ACK)/KpeaTuHiny
CHPOBaATKU KPOBI, CJIif OLIIHIOBATHU OO IEPIIOTro BBEeOeHH IIpenapaTty bioBeH Ta micisa
IIbOTO Yepe3s IIeBHi NpoMixKKM 4Yacy. [Ipu noripiieHHi GyHKIIIOHYBaHHS HUPOK CJIif
IIPUIIMHUTY 3aCTOCYyBaHHA IIpenapary.

[71g TaIlieHTiB 3 HOTEHIIMHUM PU3UKOM PO3BUTKY HNOPYLIEHHS (QDYHKIIIOHYBaHHS
HUPOK Ta/ab0 PO3BUTKY TPOMOOTUYHUX YCKIIaOHEHb CJIig 00epekHO 3MEeHITyBaTH
KiNIBKICTh IpenapaTy bioBeH, BBeJeHOI 0 3a OOQUHUIIIO Yacy.

I'inepnpomeinemis

lNneprnpoTeineMis, MigBUIIEHHS B’I3KOCTi CUPOBAaTKM KPOBi Ta TimOHATPiEMist MOXKYTh
BUHUKHYTH y MAlli€HTIB, IKi OTPUMYIOTD TiKyBaHHS iMyHOTrJI00ymiHOM. ['imoHaTpieMisa
MOZK€e BUSIBUTUCS IICEBOOTINIOHATPiEMIEIO, 110 IPOSIBIIAETHCSA 3MEHIIIEHOI0 009U CIEHOIO0
OCMOJISIJIbHICTIO II1a3Mu ab0 30iTbIIIeHHSIM 0CMOJIIPHOTO iHTepBany. KimiHiuHo
BaXKJIMBO BiPi3HUTHU CIIPABXKHIO TiMOHATPIEMIiIO Bifl IICEBOOTIMIOHATPiEMII, OCKiNTbKHU
IIpY 3MEHIIIEeHHi BiIbHOI BOOU Y CUPOBATIII KPOBi LiJIbOBE ITiKyBaHHS ITAIliEHTIB i3
IICEeBIOOTIMOHATPIEMiE€I0 MOXKe IIPU3BECTH 0 Aerigpartaliil, y 3B’I3Ky 3 YUM
MiOBUIIYETHCS B’ SI3KiCTh CUPOBATKU KPOBi Ta MOXKe BUHUKHYTHU TpoMOoeMOotiuHe
YCKJIagHEHHS.



TpomboemboaiuHi YyCKAAOHEHH S

BHacnifok nikyBaHHS IIpelriapaTaMy iMyHOTJIOOyJIiHY MOKe BUHUKHYTU TPOMOO3.
dakTOpU PU3UKY: OXKUPIHHS, aTEPOCKJIEP03 B aHaMHe31, IIOPYIIEeHHSA CePLeBOTr0
BUKUIY, apTepiayibHa TrinepTeH3is, IIyKPOoBUM AiabeT 3 HasgBHICTIO B aHaMHe3i
3aXBOPIOBaHHS CY[OUH i BUNaAKiB TpoM0OO3y, MalieHTH 3 HabyTo abo CIIagKoBOIO
TpomOoQiniero, maIieHTH 3 TSIXKKOIO TiIIOBOJIEMI€IO, MAIiEHTH i3 3aXBOPIOBAHHSIMU, SKi
MiOBUIIYIOTH B'sI3KiCTh KPOBI, JIITHIM BiK, TpUBasa iMMo0ini3aillisi, cranu
rinmepkoaryssilili, BeHO3HUM ab0 apTepianbHUM TPoMOO3 B aHaMHe3i, 3aCTOCYBaHHS
€CTPOT€eHiB, BUKOPUCTaHHS IIOCTIMHUX LIeHTPaJIbHUX KaTeTepPiB y CyAuHaX, HiABUILleHa
B’SI3KiCTh KPOBi Ta PU3UK CEPIIEBO-CYANHHUX 3aXBOPIOBaHb. TPoM0O0O3 TaKOXK MOXKeE
BUHUKHYTHU HaBiTh y pa3i BiACYTHOCTI BifoMux (paKTOPiB PU3HUKY.

Crnipg 3giliCHUTHM 3arajibHY OLIIHKY B’I3KOCTi KPOBI Yy IAIli€EHTIB 3 PU3UKOM ITiABUILEHO1
B’SI3KOCTi, BK/II0YalO4YU MOB’siI3aHy 3 KpiornoOyJsiiHaMu, XiTOMiKpOHEMIi€0
roJIOAYBaHHS/TIOMITHO BUCOKHUM PiBHEM

TPUTJIiLEPOJIiB (TpUriinepuniB) abo MOHOKJIIOHAILHOIO raMomnaTiero. [IJ1s malfieHTiB 3
PU3KUKOM BUHUKHEHHS TPOMOO3y IPaKTUKYETHCS BBEOEHHS IIpelapariB
iMyHOT100yTiHY V MiHiManbHUX A03aX Ta 3

MiHiMa/JIbHOIO IIBUAKICTIO iHDY3il. [Iepeq 3acToCcyBaHHSAM mpemnapary Cif
IIepeKOHaTHUCs Y HaJIe2KHOMY PiBHI rimparaliil mmaijieHTa. Y MalliEHTiB 3 PU3UKOM
BUHUKHEHHS ITiABUINEHO] B'I3KOCTi CJIiJl 3MiliCHIOBAaTH KOHTPOJIb CUMIITOMIB TPOMOO3y
Ta OLIIHKY B’A3KOCTI KPOBI.

CuHOpomM acenmu4yHO20 MeHiH2imy

fK MOBIZOMIISAIOCS, CUHOPOM acenTU4YHOro MeHiHrity (CAM) MoxKe pigKoO BUHUKATU Y
3B’sI3KY 3 IiKyBaHHSM IIpeliapaTaMy iMyHOr100yiny. [IpunuHeHHs TiKyBaHHS
TAaKUMU NperapaTtaMu cipusie peMmicii CAM 6e3 ycKagHeHb ITPOTATOM KilTbKOX [HIB.
Lleir cuHOpPOM 3a3BUYan 3 SBISAETHCA NPOTATOM IEePIOAYy Bif KiIbKOX TOOUH OO0 ABOX
OHIB Iicns JIiIKyBaHHS IIpellapaTaMu iMyHOTTOOYIiHY Ta iX IMIBUAKOTO BBedeHHs. Lle
XapaKTepPU3YETHCS CUMIITOMaMH, 1[0 BKJIIOYAIOTh CUJIbHUW TOJIOBHUU Oifib, PUTiOHICTH
M’s13iB TOTHUJINIl, COHIUBICTh, rapssuky, poTodobito, 60IHOBI BimUyTTS Iifg Yac pyxy
ouel, Hy[oTy Ta OioBaHHS. Pe3ynbTaTu OOCIigXKeHb llepeOpocIiHanbHOl PiguHN
(LICP) yacTo € IMO3UTHUBHUMH Ha MIJIEOIIUTO3 3 KiJIbKOMa THCAYaMHU KJIITUH Ha MMJ3 ,
IepeBaxkKHO I'PaHyJIOIMTAPHOTO PSAMY, Ta MiIBUIIEHHS PiBHIB OilIKiB MO KiTbKOX COTEHb
mr/on. [NamienTy, y SKUX HassBHI TaKi CHMIITOMM, IOBUHHI IPOUTHU HEBPOJIOTiUHE
o0cTexXeHHS, BKIo4Yaoyu gociigxkeHHsa LICP, oia BUKIIOYEeHHS IHIIUX IPUYUH
MeHiHTiTy. [TallieHTH, sIKi MaloTh B aHaMHe3i MirpeHb, € OiIbII CXUIBHUMHU OO0 HBHOTO.
CUHOPOM MEHIHTITHOTO CEIICUCY MOXKe TPAIMJIATUCS YacCTillle IIPU JIIKyBaHHI BUCOKUMU
mosamu IgG.

I'emonis



[TpenapaTu iMyHOTTOOYITiHY MOXKYTh MIiCTUTH aHTUTiNIa TPYI KPOBI, 110 MOXKYTh HisITH
SIK TEeMOJII3WHU Ta CIIPUSITH in Vivo MOKPUTTIO EPUTPOIUTIB 0O0JIOHKOIO 3
iMyHOT100yJTiHY, III0 COPUYUHSE IPSAMY IIO3UTHUBHY peakliilo iMyHOTr1o0yJiHy Ta
3pigka remosii3. ['eMosliTUYHaA aHEMisI MOXKe BUHUKHYTHU Y 3B’A3KY 3 JIIKyBaHHAM
iMmyHOTr OOy TiHaMu, BHACJIiHOK 30i/IbIII€eHHSI CeKBECTpPallil epUTPOIUTIB. [Talli€HTiB,
SIKi OTPUMYIOTH JTiKyBaHHS iMyHOTI00yIiHaMHU, CJIif KOHTPOIIOBATH Ha HasIBHICTD
KJIIHIYHUX CUMIITOMIB remMosIidy. IIpu 1osiBi TakKux CUMIITOMIB IIiCJIsA BBEOEeHHA
iMyHOT/100Y iKY IIIsTXoM iH(DY3il ciim 3miicHuTY mabopaTopHi aHali3u A
HiATBEPOXKEHHS I'eMOJIi3y.

CuHOpOM 20CcmMmp0o020 NOCMMPAHCPY3iIUHO20 YWKOOHCEHH A 1€2€Hb

[ToBigoMIIsIsIOCS PO HEKaAPAioTeHHUM HAaOPSK 1ereHb (CHMHOAPOM T'OCTPOTO
nocTtrpaHcdysitiHoro ymkoaxkeHHs nerensb (CI'TIVJI)) y maiieHTiB, SKUM BBOOUIIU
imyHorno6ymin. CI'TIYJI xapakKTepu3y€eThCs

TSKKUM YCKIQHEHHSIM OUXaHHS, HAOPSIKOM JIereHb, TiMOKCeMi€0, HOpMalbHOIO
(pyHKIIi€I0 TiBOT0O HIJTYHOUYKA Ta Tapsi4yKoIo, 1[0 3a3BUYal BUHUKAE NPOTATOM 1-6 roguH
micrsa TpaHcdyaii. ITamienTam 3i CI'TIVJI MoxkHa 3aCTOCOBYBaTH KUCHEBY Tepalliio 3
HaJIeXKHOI0 JOOaTKOBOK BEHTUJIALIEIO JIETE€Hb.

[TamieHTiB, sIKi TpUMalOTh iIMyHOTTOOYIIiH, CJIif KOHTPOIIOBATH OO0 IMOGIiYHMX
peaxiriit 3 60Ky OuxajibHOI CUCTeMHU. SAKIIO Imimo3proeThes HasaBHiCTE CI'TIV]I,
HeoOXigHO MPOBECTH BiANOBiAHI aHali3u Ha HasIBHICTh aHTUHEUTPOQIMTbHUX aHTUTIN
sK y IIpernapari, Tak i B CUpOBaTIli KPOBI ITalli€eHTa.

JlabopamopHi 0ocai0HCeHH s

3a MosiBU CUMIITOMIB TeMOJIi3y ITiCcJIsi BBEIeHHS iMyHOTrT00yTiHy miisaxoM iHgy3il ciig
ITPOBECTU BiTIOBiAHI TabopaTOPHi aHasi3u OIS IX MiATBEepOKEHHS.

Axio € migo3pu ctocoBHo CI'TIVJI, To cimig BUKOHATH BIANOBIOHI aHalIi3u Ha HASABHICTh
AQHTUHEUTPO(DiIbPHUX aHTUTIN SK Y IIpelaparti, Tak i B CHpOBaTILi KPOBI IallieHTa.

Y 3B’3Ky 3 IOTEHIINHUM IIigBUILEHHSAM PHU3UKY TPOMOO3Y CJIif OLiHNUTH B’ A3KiCTh
KPOBi y MaIli€HTIB 3 PU3UKOM ITiABUIIEHOI B’I3KOCTi, BK/II0UYal04Yu KPiorio0yIiHy,
X1JIOMIKPOHEMIiI0 I'OJIONYBAaHHS/TIOMITHO BUCOKUU PiBEHb TPUTJIILIEPOJIiB
(Tpurninepunis) abo MOHOKJIOHAIBHY I'aMOIIaTilo.

3azanvHa iHpopmauin

[IpenapaTt BupPOOISAIOTH 3 MJIa3MU TIOOUHU. [[0 CTAaHOAPTHUX 3aX0MOiB AJIs 3arobiraHHs
iH(piIKyBaHHIO Yepe3 BUKOPUCTAHHA JIIKapChKUX IIpernaparTiB, IPUTOTOBaHUX 3 KPOBI
JIIOOUHY a0o0 ITa3MU, BiTHOCATHCS Big0ip MOHOPIB, IIepeBipKa 3pa3KiB HJOHOPCHKOIL
KPOBI i yJIiB Iy1Ta3MM Ha HasBHICTh clielu(pivHUX MapKepiB iH(EKIIil, a TaK0XK



BKJIIOYEeHHS e(eKTUBHUX BUPOOHUYUX CTaNill A1 iHaKTUBAlIlil/3HUIIEHHST BipyCiB.
He3Baxkawuu Ha Iie, IPpU BBEOEHHI JIIKapChKUX IIpelapaTiB, IIPUTOTOBAHUX 3 KPOBI
JIIOOWHY a00 IJIa3MU, HEMOXKJIMBO ITOBHICTIO BUKJIIOUHUTH MOXKJIMBICTE Ilepemadi
iHpeknin. Lle K CTOCY€EThCSI HEBIDOMUX 1 HOBUX BipYyCiB Ta iHIINX MaTOTE€HiB.

[TpoBepeHi 3axou BBaxKalOThCA e(PeKTUBHUMMU III0J0 0O0JIOHKOBUX BipyCiB, TAKUX SIK
BIJI, Bipyc renatuty B i Bipyc rematuty C. BimHOoCHO 6€3000/10HKOBHUX BipyCiB, TaKHX
sIK BipycC remnaturty A i

nmapBoBipyc B19, 11i 3axonu MoxKyTh MaTu oOMexkeHy epeKTuBHICTDL. KimiHiuHUM DOCBIfn
IIEPEKOHIINBO CBIAYUTH IIPO BiACYTHICTH BUNIQOKIB lepenadyi Bipycy renatuty A ta
napBoBipyca B19 nipu 3acTocyBaHHi npemnapartiB iMyHOT 100y IiHy moguHu. Kpim Toro,
nepenbava€eThCs, 110 BEIUKEe 3HAYEHHS [ IMiABUIIEHHS BipyCHOI 0e3MeKu Ma€ BMIiCT
QHTUTIJ.

[IpemapaT He MiCTUTh KOHCEPBAHTIB Ta aHTHUOIOTUKIB.

3maTHICTH BIUITMBATH Ha IMBUHIKICTH peakiIlii NIpH KepyBaHHI aBTOTPaHCIIOPTOM
a0o0 iHmMMHu MexaHi3ZMaMHu

He cmocTepiranocs BIIWBY Ha 30aTHICTh KEPYBaTH aBTOMOOiIEM Ta ITpaIlfoBaTH 3
IHIIMMU MeXaHi3MaMu.

3acTocyBaHHSA y nepioa BariTHoOCTi a00 romyBaHHs IPpyaaio

Bes3neyHicTh 3aCTOCYBaHHS LILOT'0 IIperapaTy BariTHUM KiHKaM He BCTaHOBJIEHA
KOHTPOJILOBAHUMM KJTIHIYHUMHU OOCIIiIXXKEHHSIMHU, TOMY HOTO CJIii 00epexHOo
IIpU3HavaTU BariTHUM XKIiHKaM i MaTepsM y IIepiof rogyBaHHs rpyanto. HocaigKeHHs
BBeeHH4 npenaparty IgG MmaTepsaM 1mokasajio, 110 BiH IPOHUKAE KPi3b MJIalleHTy,
ocobnuBo B III TpumMecTpi. KimiHiyHMM OOCBig BUKOPUCTAHHS iMyHOT100YIiHIB CBIIUUTH
PO Te, III0 He CJIi O4YiKyBaTH MIKiIJIUBOTO BIIJIMBY Ha mepebir BariTHOCTI, Ha mirig abo
HEMOBJIA.

IMmyHOTIOOYIiHY MPOHUKAIOTh Y TPyAHE MOJIOKO i MOXKYTh COPUATH II€epEeHECEHHIO
3aXUCHUX aHTUTIJI 10 HOBOHAPOOXKEHOIO.

KniniuHu# gocBig 3acTOoCyBaHHS iMyHOTJI00YJIiHiB MTOKa3as, 1110 HEMA€E BIJIUBY Ha
bepTUnLHICTE.

Cmocib 3acTocyBaHHS Ta IO3H

BioBeH ciifg BBOOUTU BHYTPIMIHEOBEHHO KPAIJIMHHO, 3 II0OYATKOBOIO MIBUAKICTIO 0,5 -
1,0 mn/kr macu tina/rogn npotsaromMm 30 xB. 3a YMOBU BiCyTHOCTi Oyab-IKUX HeOaxKaHUX
MoOiYHMX peakllii, MIBUAKICTh BBEOEeHHS MOXKHAa IOCTYIIOBO 30iIbIlIlyBaTH



(pekoMmeHmoBaHe 30inbiienHs Ha 0,5 - 1,5 My/Kr macu Tina/roxm KoxHi 10 xB). 3a
OAHUMH KIIIHIYHUX JOCJIiI2XXKeHb, MaKCHUMaJIbHa IIBUIOKICTh BBeOEHHS CKylaga€ 8,5
MJI/KI' MaCH Tina/Tof.

[Tpu BpomkeHilt araMmMariio0yiHemil abo rimoramMmmarsioOyniHeMil, TIXKKOMY
KoMOiHOBaHOMY iMmyHOmOedinmuTi, cuHapomi BickoTT-Onppuda, HeKlacudikoBaHOMY
BapiabenpHOMYy iMmyHOOedinuTi - mo 4 - 5 mn (0,4 - 0,5 r)/kr (MiHiManbHa m03a - 2 M1
(0,2 r)/kr, makcuMasnbHa - 8 mi (0,8 r)/Kr) KoxkHi 3 - 4 TuxHi, migbip go3u
3OiMCHIOETHCS IHAWBIOYyaIbHO, 3aJI€2KHO Bifl BUPaXKEHOCTI iHPEeKIiNHOTO CUHOPOMY
(ommTMManbHUM BBaXKa€THCSA JOCATHEHHS PiBHS CHUPOBaATKOBOro IgG 5 r/m, ane He
MmeHuie 3 - 4 r/mn).

[Tpu 3aMicHil Teparlil 1pu BTOPUHHOMY iMyHOmAedinuTi, K npaBuso, - mo 2 - 4 miu (0,2
- 0,4 r)/KT KOXHUX 3 - 4 TUXKHI.

[Tpu MTONEHIAX PI3HOMAHITHOTO I'eHe3y (FOCTPUU Ta XPOHIYHUU JIEUKO3, allJlTaCTUYHa
aHeMisi, cTaH micis Tepamil HuTocTaTukamMu) - mo 2 - 4 mn (0,2 - 0,4 r)/Kr/moby
npoTsroM 4 - 5 1i6 a6o 10 M (1 r)/kKr/moby npoTsAarom 2-x mio.

[MTpu TsxkKUX popMax OaKTepiaTbHO-TOKCUYHUX Ta BipyCHUX iHPEKIIi (BKII04Yayn
Xipypriufi ycKiagHeHHs, III0 CYIIPOBOAXKYIOThCS OaKTepiEMi€lo i CeNTUKOITiEMiYHUMU
CTaHaMU Ta IIPU MiATOTOBII XipypridyHUX XBOPUX IO omepaitiii) - mo 4 M (0,4 r)/kr/moby
1 -4 goOu.

[Tpu imionaTuyHi# TpoMOOLIMTONEHIUHIN Typnypi - o 2 - 4 M (0,2-0,4 r)/kr/moby
npoTsroM 2 - 5 1i6 a6o 8 - 10 mn (0,8 - 1 r)/kr/mo0y y nepiny gody Ta, B pas3i
HeoOXigHOCTi, Ha TpeTio mo0y.

[Tpu curappowmi 'iena-Bappe, XpoHiYHiN 3ananbHili HelpoIaTil (110 AeMi€eni3ye),
3amaabHiM Miomnartii, rpaHyneMaTo3i Berenepa - mo 2 - 4 mi (0,2 - 0,4 r)/kr/moby
npoTsiroM 3 - 7 mi6, mpu HeoOXimHOCTI - 5-IeHHi KypcH JTiKyBaHHS OBTOPIOBATH 3
iHTepBanamMu y 4 TUXKHI.

[Tpu pepmaTtomio3uTti - mo 10 M (1 ) kr/goby npoTsiroM 3 - 5 mib.

[Tpu CUCTEeMHUX 3aXBOPIOBAHHSIX CIOJIYYHOI TKAHWUHY (PeBMATOIOHUM apTPUT Ta iH.) -
mo 2 - 5 M (0,2 - 0,5 r)/kr/moby npoTtsarom 5 mio.

[Tpu cunppomi KaBacaki - mo 10 - 20 mn (1 - 2 r)/KT y piBHUX mo3ax 3a 2 - 5 #0i6 a6o 20
MJI (2 T')/KT OOHOPa30BO (HOIIOBHEHHS OO0 Teparlil alle TUJICAIillMI0BOI0 KUCIIOTOIO0).

[Tpu TpaHcIUTaHTalil KictkoBoro Mo3Ky 5 mi (0,5 r)/Kr ogHOpa30Bo 3a 7 mid mo
TPAHCIIJIaHTallil, IToTiM - 1 pa3 Ha TUXOEHb IIPOTATOM 3 MiCSIIB Hicas
TpaHCIJIaHTallill.



[I71g 3acTOCyBaHHA y CKJlaZi KOMIIJIEKCHO] Tepallil JOPOCNX MAalliEHTIB 3 TSIKKOIO0
IMTHEBMOHI€IO, siKa BUKJIMKaHa KOpoHaBipycHoOI0 iHdpeKIiiero COVID-19 / SARS-CoV-2
(muB. po3min «IToka3aHHs»), peKoMeHOoBaHa no3a 0,8-1,0 r/kr macu Tina Ha go0y
npoTsiroM 2 #i6 (KypcoBa go3a 1,6-2,0 r/kr macu Tina). KpatHicTs iHdy3ii Ta
IIBUOKICTh BBEJEHHS BU3HA4YalOThCA JIiIKapeM 3ajIeKHO Bifl cTaHy mnanieHTa. [JoboBa
mo3a Moxke OyTH CKOpPUTIOBaHA 3 MipKyBaHb HelIePEeBUIIIeHHSI MaKCHUMAaIbHOIO
OOMyCTUMOr0 mo6oBoro 06’emy iHgy3iiHOI Teparii. O60B’I3KOBUM € KOHTPOJIbL CTaHy
CHUCTEeMHU 3rOopTaHHS KPOBi Ta Aiype3y, 0CoOJIMBO B IAIiEHTIB 3 HAAJIUIITKOBOIO MacOI0
Tisa.

ITauienmu dumasuoeo eiky. [1o3u onda giten (Bikom Bixm 0 mo 18 pokiB) He
BIOPI3HAIOTHCA Bifl HO3yBaHHS OJIA JOPOCIINX, OCKIJIBKY [03a OJIA KOXKHOI'O IT0Ka3aHHA
BU3HAYa€ETHCS BIiAMNOBIAHO OO MacCH Tijla Ta KOPUTYETHCS 3aJI€KHO Bifl KIIHIYHOT O
pe3ynbTarTy.

itk

JlikapcbKu# 3acib MOXKHa 3aCTOCOBYBATH y MeAiaTPUYHIN IIPaKTHUIll (OUB. PO3Mia
«IToKka3aHHSI»).

Ilepeno3yBaHHA

[Tepengo3yBaHHS MOKe ITPU3BECTH [0 TilepBoJieMil Ta MigABUILEHHS B'sI3KOCTi KPOBI,
0COOJIMBO y TMAIlIEHTIB 3 PU3UKOM, BKJIIOYAIO4YM MAIliEHTIB TiTHHOTO BiKy ab0 Malli€HTIB
3 IOPYIIEeHHSIM (PyHKITil HUPOK.

IToOiuni peakmii

3 60Ky cucmemu Kposi ma aimgpamuyuHoi cucmemu: aHeMmist, miMmdangeHonaTiss, reMoJIi3,
JIEUKOIIEeHisI, TeMOJIiITUYHa aHeMis.

3 60Ky iMyHHOI cucmemu: 2inepuyTIuBiCTh, aHadimakKTUYHUH 110K, aHadimaKTHYHA
peaxiiis, aHadimakToIfHA peakllis, aHTiIOHEBPOTUYHUY HAOPSAK, HAOPSAK 0OIuYYs.

3 60Ky eHOOKpUHHOI cucmemu: po3nanu QyHKIIil MMM TOBUAHOL 3aI03H.

3 60Ky Hepsosoi cucmemu: TOOBHUY 0iJlb, TOPYIIIEHHS MO3KOBOT'O KPOBOOOIry,
ACeIITUYHUU MEHIHTIT, MirpeHs, 3allaMOPOY€EeHHs, ITapecTe3is, rimocTesisa, aMHe3isd,
BIOQUYTTA II€YiHHS, OU3apTpis, OUCTeB3isd, IIOPYIIEHHS PiBHOBaru, TpaH3UTOPHA
ilmeMiyHa aTaka, TPeMOD.

ITcuxiuHi nopyweHH:A: 30yOKeHHSsI, TPUBOXKHICTb, 0€3COHHSI;

3 60Ky cepusi: iHpapKT MioKapaa, TaXikapmis, cepueOuTTs, 1iaHOo3.



3 60Ky cyOuH: HEOOCTATHICTh NepudepUYHUX CYyONH, apTepiaabHa TilloTeH3is,
apTepianbHa rinepreHsis, nepudepudHa X0JI0gHICTE, P1ebiT, TpoM0O03 rITMOOKUX BEH.

3 60Ky cucmemu OuxaHHs, MOPAKA/AbHI ma MediacCmuHAa/AbHi NOPYWeEeHHs: fuXalabHa
HeJIOCTaTHICTh, TereHeBa eM00JTisi, TereHeBuM HaOpsK, OpOHXOCIIa3M, 3aUIIKa,
KaIlmesb, 30ibIlIeHa YacToTa AUXaHHsI, PUHOPEes, acTMa, 3aKJIafgeHiCcTh HOCa,
opodapuHTranbHUM HaAOPSAK, papuHTOTaPUHTATEHUN Oiflb.

3 60Ky KUuWKo80o-W/AYyHKOB8020 mMpakmy: HyOooTa, O/1ioBaHHs, miapest, 0ilb y JKUBOTI.

3 60Ky wKipu ma niOWKIpHOI KAIMKOBUHU: eK3eMa, KPOIIUB'SHKa, BUCHII,
epuTEMaTO3HUM BUCHII,
oepMaTHuT, cBepOiXK, ajlomellisi, XOJIOOHUM TiT, peakiil OTOUyTIUBOCTi, HiYHE ITOTiHHS.

3 60Ky ckesiemHoO-M’A3080i cucmemu ma cnoaAy4YHoi mkaHuHu: 6inb y cnuHi, 6inb y
KiHIIBKaX, apTpairis, cna3Mu M's3iB, IOCMUKYBaHHS M's131B, Miasris.

3 60Ky HUPOK ma ce4yosuldisibHOI cucmeMu: TOCTPa HUPKOBA HEOOCTATHICTh,
IPOTEIHypis.

3 60Ky opeaaHie 30py: KOH'IOKTUBIT, 0iJib B 049axX, HaOpPSIKaHHS O4Yel.
3 60Ky opaaHie cayxy: BEPTUTO, PiA¥HaA Y BHYTPIlITHROMY BYCi.

3azanvHi nopyweHHA ma po3aadu y Micui eBe0eHHs1: TapsidKa, TPUIIONIOmiOHI
CUMIITOMH, CIabKiCcTh, AUCKOM@OPT y rpynasx, Oinb, BiTUyTTsI CTUCHEHHS y TPYIOsX,
acCTeHis, He3OyKaHHs, mepudepuydHi HaOPSKY, BiOUyTTs XKapy, HimBUIIleHa
BTOMJIIOBAHICTh, 03HOO, MPUIIIUBY, TillepeMis, Trireprigpo3; peakilil y MicIli BBeIeHHs,
BKJTIOUatouu 0inb, MigBUIIIEHHS YyTIUBOCTI, TinepeMmiio, HaOpskK, ¢pniebiT, cBepOixK.

JlabopamopHi 00CAiOHCEeHHS: TTiABUIIIeHHS ITeYiHKOBUX (epMEHTIiB, TOMUIKOBUH
IIO3UTHUBHUU PiBEHB I'JIFIOKO3U B KPOBI, MiABUIlIEHHS KPeaTUHIHY KPOBI, HigBUIIIeHUNU
PiBEHB XOJIECTEPUHY B KPOBI, IMiIBUIIIEHUY PIBEHb CEYOBUHY, 3HUXKEHUU PiBEHb
reMaTOKPHUTY, 3HUKEHUN pPiBeHb epUTPOIUTIB, MO3UTHUBHA IIpsiMa npoba Kymo6ca,
3MeHIIIeHe HAaCU4YEeHHs KUCHEM.

IHgeKuii ma iHeasii: OPOHXIT, Ha30(papPUHTIT, XPOHIYHUN CUHYCHUT, MiK03, iHpEKIIis,
iH(iKyBaHHS HUPOK, CUHYCUT, iHQiKyBaHHS BEPXHiX OUXaIbHUX IISIXiB, iHpiKyBaHHS
CEeYOBUX IINAXiB, OaKTepianbHe iHGIKyBaHHS CEYOBUX IIISIXIB.

Tpasmu, ompyeHHA Ma 3a2aibHi npouedypHi YyckaaOHeHHA: 3abili, ToCTpe ypaxKeHHs
JIeT€eHiB, IIOB'sA3aHe 3 epeJjIiBaHHIM KPOBI.

imu. B KIiHIYHUX OOCITigXKeHHAX npenapaTty bioBeH OinblricTh MOOIYHUX peakiliil y
miTed Oynu OLliHEeHi K JIerkKi, 110 MIBUAKO yCyBaJlMCs CaMOCTiMHO ab0 y BigmoBigb Ha



MIPOCTi 3aX0aM (3HUKEHHS IIBUAKOCTI BHYTPIIIIHBOBEHHOT O BBEIEHHS Y1 MOT0
TUMYaCOBe MPUINHEHHS).

TepMiH NpHIAaTHOCTI

3 POKH.

TepMin pupgaTHOCTI 3a YyMOB 30epiranus npu Temieparypi He Buiie 25 oC - 6
MICAIIB.

VYMmoBHu 30epiranHs

30epiraTty B OpUTiHAIbHINA YIAKOBIIi OJIsT 3aXUCTY Bif Oil CBiTJia Mpu TeMIlepaTypi Bifg 2
oC mo 8 oC. He 3amopozxkyBaTHu. 3a yMOB 30epiranHs pu teMreparypi He Buiie 25 oC
TEPMiH OPUOATHOCTI - 6 MiCSAIIiB.

[Ticns 3aKiHYEeHHS OO TEPMIHY IIpelapaT He MOXXHa IIOMIIllaTU B XOJIOAUIbHUK,
oro HeoOXigHO YTUJITI3yBaTH.

YnakoBka

ITo 100 mn y nsi ado ¢prakowi. [To 1 nmsmi abo ¢rakoHy B KOpPOoOIIi.
KaTeropis Bignycky

3a penemnTomM.

BupooHuk

TOB «BIO®APMA TIJIA3MA», YKpaiHa.

Miciie3Haxo/dKeHHsI BHPOOHHMKA Ta HOro aJgpeca MiCIisi IPpoOBaJAXKeHHSI
IisTIHLHOCTI

Yxkpaina, 03680, m. Kuis, Bys1. M. AMocoBa, 9;

YVkpaina, 09100, KuiBceka 065., M. Bina IlepkBa, Bysn. KuiBcbka, 37-B
[Ixepeso iHCTPYyKIIil

[HCTPYKIIito TiKapChKOro 3aco0y B3sTO 3 oQilliiiHOTOo mkepesia — [lepKaBHOTO PEECTPY

JIIKapChbKUX 3ac00iB YKpaiHu.
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