IHCTPYKIOIA

IJIs1 METUIHOT 0 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aC00y

BIOBEH

(BIOVEN)

Cknao:
Oitoua pevosuHa: Human normal immunoglobulin for intravenous administration;

1 M mpemapaTy MiCcTUTh iMyHOT 100y TiH MoguHY HOpManbHui 0,1 T (B TOMy 4yucii iMmyHorno6ymniny G
(IgG) e men1Ie 95%);

0onomidicHi peyo8uHU: TTIIMH (KUCIIOTA aMiHOOIITOBA); BOAa AJIsd iH €KIIiH.

JIikapcbka ¢opma. Po3uun mis indysin.

OcHoeHi (pi3uko-ximiuHi 8 1acmueocmi: ipo3opa ado 3
HEe3HaYHOI0 OmajieclieHuicio, 0e3dapBHa ado 3/1erka
2KOBTYBaATOr'0 KOJIbOPY piguHa.

dapMakoTepaneBTHYHA rpymna. IMyHOTI00yIiH TIOOMHY HOPMaIbHUH 71 BHYTPIiLIHEOBEHHOTO
BBEJEHHS.

Kom ATX JO6B A02.

dPapmakono02iuHi e1acmueocmi.
dapmakoOuHamika.

[TpemapaT € iMyHOJIOTiYHO aKTHBHOIO 0iTKOBOIO (pakilieto (po3momin migkiaciB imyHornooymniny G y
npemnaparti: IgGl: 65,6 %, IgG2: 22,1 %, IgG3: 10,8 %, IgG4: 1,5 %), rpaHuYHUN BMICT
iMmyHOrnOOYyIiHY A y npenapati CTaHOBUTDL 50 MKT/MII.

[ir04mM KOMIIOHEHTOM IIpenapaTy € aHTHUTija, 1110 BOJIOMIIOTh CIelu(pigyHOI0 aKTUBHICTIO IPOTH
pi3HuX 30yOHUKIB 3aXBOPIOBAHb - BipycCiB i OakTepiii, y T.4. renaTuty A i B, uTomeranosipycy, Bipycy
reprecy moguHu 1 Tuny, 2 Tumy ta 6 TNy, Bipycy Enmreiina-bapp, BiTpsHOI Bicniu, rpuily, Kopy,
IIApOTUTY, TTOTIOMI€NiTY, KpACHYXH, KOKJIIOITY, CTa(iIOKOKY, KMIIKOBOI ITaJIMYKU, THEBMOKOKA,



IIPABIIEBOTO Ta AUQPTEPIHHOTO TOKCUHY. Ma€e TaKoX HecmelupiuHy aKTUBHICTb, 110 IPOSBISIETHCS Y
MigBUIIEHH] Pe3UCTEHTHOCTI OpraHi3My.

HpenapaT BOJIOTIi€ HM3BbKOI0 CIIOHTAHHOIO AHTHKOMIIJTIEMEHTAPHOIO AKTHBHICTIO.

[TpemapaT € HaTUBHUM iMyHOTI00yTiHOM G, 306epirae Bci 6i0I0TiYHI BIaCTUBOCTI: aKTHBAIIiI0
KOMIIJIEMEHTY, e(heKTOPHY Ta OIICOHO-(parouuTapHy (PyHKIII.

[TpemapaT € iMyHOJIOTiYHO aKTHBHOIO 6i/IKOBOIO (hpakiii€lo, 10 BAAieHa 3 CHPOBaTKM abo IIa3Mu
KPOBI JIIONVHY, IlepeBipeHux Ha BiCcyTHiCTh aHTUTiN 0o BIJI-1, BIJI-2, go Bipycy renatuty C Ta
IIOBEPXHEBOT0 aHTUTEHY BiPyCy remnaTUTy B, OUMIEHOI0 Ta KOHIEHTPOBAHOK METOAOM
(dbpakiioHyBaHHS CIMPTOBOJHUMY OCafHUKAMH, sIKa IIPOUIIIIa CTafil0 BipyCHOI iHaKTHBallil COJTbBEHT-
OeTepreHTHUM MEeTOHNOM Ta METOMOM HaHODiNbTpaIrlii.

KniniyHi 0ocaioceHHsA

Y BigkpuToMy MixkHapogHOMY GaraToreHTpoBoMy pocnimkenHi II1 ¢a3u, BignosinHo go 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), BuBuanucs epekTUBHICTh, Oe3meKa Ta AesKi mapaMmeTpu ¢hapaMakOKiHETHKY IIpernapaTy
BioBeH y nartienTiB 3 nepsuHHUMY iMyHOmedinuTamu (I1110). [TarienTy oTpuMyBanu bioBeH IpOTATOM
1 poky 1 pa3 Ha 4 TUXKHIi ¥ cepenHiu 1o3i 0,5 r/Kr Macu Tina. Y nali€HTiB OL[iHIOBa/IN PiBEHb
iMmyHOTr100YMiHY, KiNMbKiCTh BUTIAAKiB iH(DEKil, ToKa3HUKY KIIiHiuHOTO Ta 6ioxiMiuHOrO aHamisy
KpoBi. TaK0X OITiHIOBAIMCh HAWBAXKIUBIIII ITOKA3HUKYU POOOTHU CEPIls, IUXaHHS, BU3HAYAIaCs
TeMIiepartypa Tina, GikcyBamuch yci BUIagKu MOXKIMBUX MOOIYHUX peakilil.

[TpoTsarom 1 poky mnikyBaHHS 3aikcoBaHO 1 BUMIafOK CEPHO3HUX iHPEKLIIMHUX 3aXBOpIOBaHb (2,3%,
abo 0,023 Bunagky Ha 1 maifieHTa Ha pik). MefmiaHa MiHiMabHOI KOHIIEHTPAIlil iMyHOT 100y /IiHY B
11a3Mi KpoBi OyJia 3HaYHO BUINa 3a MiHiMaJIbHUM IiTOBUY piBeHb 5 I/7 i micisa 6 MicsLiB JTiKyBaHHS
cTtaHoBua 8,6 r/m, a micnsa 1 poky - 8,8 r/m.

B rpymi 3 49 nanienTis, mo otpuMyBanu bioBeH, 6yio 3adikcoBaro 20 BuMaaKiB MOOIYHUX SBUIIL]
71erKoro (2%) Ta cepemHbOTO CTymneHs TIXKKOCTi (0,5%), 1m0 3aramoM ckiagano 2,5% emnizonis
BBefleHHsI. He 3aikcoBaHO BUIAMKiB KITiHIYHO 3HAUYIIOTO BiIXUJIEHHS IIOKA3HUKIB Tab0pPaTOPHUX
IOCTimKeHb, 110 OyJK OB sI3aHi 3 BBeIeHHAM IIpemnapaTy abo BUMaraiau IpUNUHeHHS JTiKyBaHHS. 18
nalienTaM (IopociuM Ta fAiTsiM) BioBeH BBOOMIIH 3i 3p0CTal040i0 MIBUAKICTIO iHGY3ii. Ha nmepiomy
eTalll JOCIiAKeHHs IBUAKICTh BBeeHHs 3pocTasa no 5,0 mi/kr/ron (0,08 MiI/Kr/XB); Ha APyroMy
etami - go 7,0 mn/kr/rog (0,11 mm/kr/xB). MakcuMasbHa MIBUAKICTh BBEJEHHS Ha TPETHOMY eTalli
craroBuia 8,5 my/kr/rox (0,14 mn/kr/xB). YacToTa po3BUTKY MOOIUHUX SBUIL 0yJ1a HU3BKOIO

(2 Bumagku Ha 35 OKpeMUX BBeJIeHb), BOHH MaJjld JIETKUM XapakKTep, He KOPeIoBalu 3i IMBUIKICTIO
ingys3ii. Ha ocHOBI nomupeHocCTi MoGiYHUX SBUIL Ta OI[iHKYM AMHAMiKi OCHOBHUX IIOKa3HUKIB
JKUTTEMISTTBHOCTI TIEPEHOCUMICTh IpemnapaTy bioBeH 3a MaKCHMMalbHOI IBUAKOCTI BBEJEeHHS 8,5
mi/kr/rop (0,14 mn/kr/xB) y 94,0 % martrieHTiB Oyna oliHeHa sIK Xxopoia, y 6,0 % — sK 3a/ioBiNbHA.

Kniniyna eheKTHBHICTh 3aCTOCYBaHHS JTiKapchKOro 3aco0y bioBeH y cKyafi KOMIIJIEKCHOI Tepatil
MAIliEHTIB 3 TAKKOIO THEBMOHI€I0, CIPUYUHEHOI0 KOPOHaBipycHo1o iHdekiiiero COVID-19 / SARS-
CoV-2, 3a6e3meuy€eThCsl HOTO BIAaCTUBICTIO YAHUTH iIMyHOMOZYIIOIOYY [Iit0. B pe3ynmbTaTi 3HUKYEThHCS
BUPaXkKEeHICTh TOCTPOr'0 PECIIPaTOPHOI0 AUCTPEC-CUHAPOMY 1, K HACJIigOK, 3HUKYETHCS CTYIiHb
OUXaJIbHOI HEMOCTATHOCTI.

HasiBHiCTS KiTiHiuHOI e()eKTUBHOCTI OYJI0 MiATBEPAXKEHO B PaMKax KJTiHiYHOTO HOCTimKeHHS
«BigkpuTe 6araToleHTPOBE PaHOOMi30BaHe NOCTiIKEeHHS 3 OI[iHKM eheKTUBHOCTI npenapaty biosex,



BupoOHuITBa TOB «biodapma I[Tnasma», B KOMIIJIEKCHINM Teparlii mallieHTiB 3 THEBMOHIEIO,
CIIPUYMHEHOI0 KOpoHaBipycHot iHdpekuiero COVID-19 / SARS-CoV-2» (kox mocnimxkenHs — 2020-BV-
BP).

Y mocmigXeHHi B35/IM y4acTh 76 MallieHTiB 3 MiATBEPAKEHUM 3a BCiMa KPUTEPIsIMU OiarHO30M. 66
TAIiE€HTIB, 110 MTPOMIIIM CKPHUHIHT Ta HE MaJii KPUTEPiiB BUKITIOUEeHHS, Oy/TM paHIoMi30BaHi y 2
rpymnu (mociimkyBaHa rpyna — bioBeH 6a30Ba Teparisi Ta KOHTPOJIbHA I'pyIma - jauiile 6a3oBa
Teparis).

B mariieHTiB BU3HaYaNuCs MOKa3HUKK POOOTH [AUXaIbHOI CUCTEMHU, 3aTajlbHOTO CTaHy, TPUBAJIICTh
noTpebu y iHTEHCUBHIN Tepartil, moTpedu y MTy4YHii BeHTUA11 tereHis (IIBJI), 3aranbHuit TepMiH
JIiKyBaHHS. TaK0X OIL[iHIOBaJIaCh BUXKUBAHICTh IPOTATOM 28-0€HHOTO IIePiofy CIIOCTEPEXKEHHS,
nmabopaTopHi MOKA3HUKHU KPOBi (3arajbHuiM aHasi3 Ta 6ioxiMiuyHuiT), a TAKOXK PiBHI IIUTOKIHIB,
(baxTopiB 3anajeHHd Ta iHIII IOKa3HUKYU CTAHY IMyHHOL CUCTEMH.

3a pe3ynabTaTaMu JOCTiMXKeHHs 0y7I0 T0BeIeHO MepeBaxanydy eeKTUBHICTh 3a TOJIOBHOI 3MiHHOIO.

[TocToBipHO LIBUAIIE HACTA€E MOKPaIlleHHS CTaHy: JOCTiIXKyBaHa rpylna — Ha 5 IeHb
(MixkBapTuUnbHUM iHTepBan — 3,50-7,25 gHA), KOHTPOJIbHA rpyla — Ha 9 OeHb (MIXXKBApTUIbHUU
inTepan — 6,00-14,75 gust), p = 0,0073. IMoBipHicTh mOoCcsiTHeHHs cTabimi3allil cTaHy y mamieHTiB
MOCIiXKyBaHOl I'PYIIH HOCTOBipHO Builla ¥ 2,27 pa3a (95 % mosipuuii inTepsan (OI) — 1,26-4,11, p =
0,006), HiXK y malieHTiB KOHTPOJILHOI I'PYIIH.

[TepeBakatoua e(peKTUBHICTh MiATBEPAKYETHCSA TAKOXK 3a BTOPUHHUMHU 3MiHHUMHU. [Ipy 3acTOCyBaHHI
BioBeHy y cxeMi nikyBaHHd netanbHiCTh Biff COVID-19 € H0CTOBIpHO MEHIIOK0: Y AOCIiAXKYBaHill TpyIi
- 6,25 % (2 Bunmaaxu 3 32 y4aCHUKIB), y KOHTPOJIbHIN rpymi — 23,63 % (8 Bunaakis Ha 34 y4aCHUKH),
p=0,039.

TakoK OOCTOBIpHO 3MEHIIYEThCS TPUBAIICTE NiMdorneHil. MefiaHa fOCATHEHHS PiBHS JTIiMMOIUTIB
1000 xn/MM° i BUIIE Y DOCTIAKyBaHill rpymi — Ha 4 IeHb (MiKKBapTUIbHUN iHTEepBan — 3,00-5,00
OHS), V KOHTPOJbHIM I'PyIi — Ha 7 geHb (MiKKBapTunbHul intepsan — 3,00-7,50 gus), p = 0,0097.

dapmakokiHemuxka.

Bucoka epeKTUBHICTE IpemapaTy 3abe3nedyeThCs MBUAKUM i CTOBIICOTKOBUM HaOXOMIXKEHHIM
QHTUTINI 0 KPOBOTOKY 1 HOPMaJIbHUM [1€Pi0IOM HalliBBUBENEHHS 3 OpraHi3my.

[Ticnsa BHYTPIIIHROBEHHOT'O BBeeHHS 6i000CTYIHICTE HOPMaIbHOTO iMyHOTTIOOYIiHY TIOOUHA
y KpoBOOOITy peluIieHTa € HeraHowo Ta ITOBHOIO. BiH MIBUOKO PO3MOMiNsIeThCs MixK
T171a3MOI0 Ta €KCTPaBaCKYJISIPHOIO PiguHOI0, MpubIN3HO Yepe3 3-5 [HIB JOCATAETHCS
piBHOBara MiX iHTpa- Ta eKCTPaBaCKyJIIPHUM IIPOCTOPaAMHU.

HopMmanbHuit iMyHOTI00yTiH TIOOUHU Ma€e Tepio HamiBBUBeaeHHsT npubnu3Ho 40 nHiB. Llei
nepion HamiBBUBEOEHHS MOXKe BiIPi3HATHUCS Y KOKHOT'0 OKPEMOTO0 TallieHTa, 0COOIMBO IIPH
nepBuHHOMY iMyHOmedinuTi. IgG Ta IgG-KoMIIIeKcHu po3nafalThCsa Y KIIiTHHAX
PETUKYJIOEH0TENialIbHOI CUCTEMH.

KriniuHe gocnifKeHHsS OKpeMUX mapaMeTpiB (hapMaKOKiHeTHKY IpenapaTy bioBeH MpOBOAMIOCH 3a
ydacTio 22 nauienTis. C,,, craHosuna 19,94+4,73 r/n, T,...- 0,63 rogunu, AUC , -
8309,60+2631,49 r/ron/n. BmicT iMmyHOr106yNiHYy B 1y1a3Mi KPoBi CTabiIbHO yTPUMYyBaBCS BUILE
MiHiMaJIbHOT'O IiJTbOBOT'O PiBHS 5 T'/JI IPOTSATOM IpWHAWMHI 28 mib micis ogHOPa30BOI0 BBEIECHHS
npernapaty bioseH.



KitiHiuHi XapaKTepHUCTHKH.
Iloka3anus.

Jlikapcekui 3acib 3aCTOCOBYBAaTH HOPOCIIUM, TiTSIM Ta MifjIiTKaM IJIs 3aMiCcHOI iMyHOTeparii y
IIPOIIEeCi NTiIKyBaHHS II€PBUHHUX | BTOPUHHUX iIMyHO#Ee(DILIUTHUX CTaHIB 1 IOB'sI3aHUX 3 HUMU
3aXBOPIOBaHb:

- CUHAPOMIB ITIEPBUHHOTO iMyHO#e(DIllUTy: BpogKeHa araMMariiobynineMis abo
rinoramMmarao0yiHeMisi, TIXKKUM KOMOiHOBaHUM iMyHO#eiluT, HeKacudikoBaHul BapiabenbHUN
iMmyHomedinut, cuagpoM Bickorta — Onapuya;

- BTOPUHHOTO CUHAPOMY Ae(illuTy aHTUTi/: IUTOIEHi]l pi3HOTro reHe3y (TOCTpuil Ta
XPOHIYHMY JTEeWKO3, allJlaCTUYHA aHEeMisl, CTaH MicJs Tepallil HIMTOCTaTUKaMHu), TIXKKi hopMu
OakTepiaTbHO-TOKCUYHUX Ta BipycHUX iH(deKLil (BK/II04Ual0YX XipypriuHi yCKIafHEHHS, 110
CYIIPOBOIXKYIOThCSI OAaKTEPIEMIEIO i CENTUKO-TIIEMIYHUMY CTaHAMU, Ta YCKJIaJHEHHS IIPY IiATOTOBIIi
XipyprigyHUX XBOPUX O OIepatii);

- ayTOIMyHHUX 3aXBOPIOBaHb: ifiomaTuyHa TPOMOOIMTONIEHIYHA IypITypa 3 BUCOKUM PU3UKOM
KpOBOTeUi abo mepeq XipyprigHuM BTpPy4aHHSIM — IJI51 KOPEKIIil KiTbKOCTi TPOMOOIIUTIB, CHHAPOM
liena — bappe, XpoHiuHa 3anasbHa HEXPOMAaTis (110 JeMiesiHi3ye), 3ananbHa MionaTis,
rpaHyieMaTo3 Beresepa, epMaTOMiO3UT, CUCTEMHi 3aXBOPIOBAHHS CIIOTyYHOI TKAHUHU
(peBMaTOIimHUY apTPUT), CHHAPOM KaBacaxki;

- TpaHCIIaHTalil KiCTKOBOT'O0 MO3KY.

3aMiCHa Teparisi y 4opocnux, mite Ta migmiTkiB (0 - 18 pokiB) mpu:

- CUHApPOMaX NepBUHHOTO iMyHO#edinuTy (T111]) 3 mopymeHHSIM BUPOOIEHHS aHTUTII;
- BTOPUHHUX iMyHOmedinuTax (BIII) y marmieHTiB, sSKi CTpaXKmaoTh Bif TAXKUX a00

penuauByounx iHdekui, HeeeKTUBHOT0 MPOTUMIKPOOHOTO JTiKyBaHHS, a00 y pasi, SKII0 foBedeHa
HefocTaTHICTh cnenudivaux antutin (JHCA*) a6o piBens IgG y cupoBarii <4 r/m.

*[THCA - HecnpomodcHicmb 00Csi2HeHHA NpuHauMHi 080KpamHo20 nidguweHHsA mumpy IgG npomu
NHEeB8MOK0K08020 noiicaxapudy ma 8aKkuuH Nnpomu nojainenmuoHUX dHMU2eHis.

3acTOCOBYBATH y CKJIafli KOMIIJIEKCHOI Tepallil JOPOC/INX NallieHTiB 3 TSIXKKOI ITHEBMOHIEH0,
CIPUYMHEHOI0 KOPOHaBipycHOW0 iHpekIieo COVID-19 / SARS-CoV-2.

IIpomunoka3aHHs.

linepuyTnuBicTh H0 OYAB-KOTO 3 KOMIIOHEHTIB Ipemnapary. [inepuyTauBiCTh 0 TOMOJIOTIUHUX
iMyHOT 100y iHiB, 0COONIMBO y OyXKe pifKicCHUX BUNamgkax gediuuty IgA, Koy nalieHT Ma€ aHTUTiNa
no IgA. BeegenHs iMyHOTrI00yIiHy MpoTUIIOKa3aHe ocobaM, siKi MalOTh B aHaMHe3i TSXKKi anepriuxi



peaxtiil Ha BBe[leHHS 0iTKOBUX IperapaTiB KPOBi TIOAWHU. XBOPUM, SIKi CTpaXKmaloTh Ha alepriuyfi
XBOpo6¥ ab0 MalTh CXUJILHICTH [0 alepriYHuX peakilii, mpu BBeJeHHi iMyHOTI00y/IiHy Ta B HACTYIHI
8 mib peKOMeHyI0ThCSI aHTUTiCTaMiHHi 3acobu. OcobaMm, sIKi CTpaXKmaloTh Ha iMyHOMIATOJIOTiuHI
CHCTeMHi 3aXBOpIOBaHHS (iMyHHi XBopoOu KpOBi, KonareHo3, Heput), Ipemnapar CJIif mpu3HadyaTi
IicyIs KOHCYJbTallil 3 BiIIOBIIHUM cIlellialicToM. Y 1epiof] 3aroCTPeHHS aJieprivHoro mpoecy
BBeIeHHS IIpelnapaTy IPOBOAUTH IIiC/Is BUCHOBKY ajIeprojora 3a XKUTTEBUMU ITOKa3aHHSIMU.

0Oco00 1uei 3axodu 6e3nekxu.

Hesiki cepiio3ni moOiuHi peaxiiii MOXyTh OyTH IIOB’sI3aHi 3i IIBUAKICTIO BBENEHHS Iperapary.
[MamieHTH, sIKi OTPUMYIOTE iMYHOTT00YIiH BIeplle, 3a3BU4ail BiT4yBaloTh CJ1a0Ky MOGiuHy [io 3
Oi7TbIII0I0 YACTOTOIO HiXK Ti, XTO 3HAXOASATHCS Ha PEryisapHil Teparii iMyHormo0yniHoM. BKazaHUX
HUXK4Ye ITapaMeTpiB IIBUAKOCTI BBeleHHS CJIil JOTPUMYBATHCS, i 3a MallieHTaMu HeoOXiTHO PeTenbHO
cIocTepiratu Sk mif dac iHgys3ii, Tak i mpoTaroM 1 roguHy micisa 3aBeplIeHHS Nepiuol iHdy3il. ¥ pasi
10siBM NOOIYHMX peakUiy MBUAKICTH iHDY3ii moTpiOHO 3HU3UTH ab0 MPUNMHUTY BBEIeHHS IIpenaparTy
[0 3HUKHEHHST HeOaXKaHUX CUMIITOMIB. FKIIO MicIIs MPUIIMHEHHS BBEeHHSI CUMITOMU 30epiraroThCs,
TO [OLIbHA CUMIITOMaTUYHa Tepalid. Y pasi oKy CiIif AOTPUMYBATUCS BKa3iBOK II0A0
IIPOTUILIOKOBOI Teparii. [[71s mamieHTiB 3 HyKpOBKUM AiabeToM Ta pU3UKOM HUPKOBOI HEJOCTATHOCTI, a
TaAKOXK [IJIs1 XBOPUX Ha CUCTEMHUU YePBOHUY BOBUYAK 3 YpaKeHHSIM HUPOK NIPOTAroM 3 AHIB MiCNIA
BBe[IeHHS IIpemnapary CJIifi BUMIpIOBaTU PiBeHb KpeaTuHiHy. [Ipy HacTynHUX iHPY3iax 3a CTaHOM
nalieHTa HeoOXigHO PETENbHO CIIOCTEPIraTH NPOTAroM 20 XBUIMH 3 MOMEHTY 3aKiHYeHHS BBEeIEeHHS
npernapary.

[Ipenapat bioBeH 3aCTOCOBYBaTH JIUIlle B YMOBaxX CTalllOHAPY IIPU AOTPUMAaHHI IIPaBUJI aCENITUKMU.
[lepen BBemeHHSIM IpenapaT BUTPUMYBaTu Ipu TeMmmeparypi (20+2) °C He MeHIIe 2 TOOUH.

Po3uuH Mae 6yTu nmpo3opumM abo 371erka omnanaecueHTHUM, 0e30apBHUM ab0 371erkKa KOBTYBAaTOTO
KOJIBOPY.
He BUKOPHUCTOBYBaTH MYTHi po34MHU ab0 Taki, 1[0 MalOTh OCaf.

II7s BBe[IeHHS ITpenapaTy HeoOXiIHO 3aCTOCOBYBaTH OKpeMy iH(DY3ilHY cucTeMY.

B3aemodisn 3 iHwumu nikapcbKkumu 3acobamu ma iHwi eudu 63aemoditi. JIikyBaHHS
IIpenapaToM MOXKHa IOEOHYBATH 3 3aCTOCYBAHHSIM OyIb-IKUX JIiKapChKUX 3aco0biB.

2Kuei ocnabaeHi 8ipycHi 8aKyuHu

BBegeHHs iMyHOT 100y TiHIB MOXKe 3MEHIIIyBaTH IIPOTATOM IEPioAy Bif 6 TUXKHIB Ta [0 3
MicA1iB eheKTUBHICTE KUBUX 0CIa0leHUX (aTeHyOBaHNX) BipyCHUX BaKIIMH IIPOTU KOPY,
KPaCHYXH, eMifeMigYHOT0 TapOTUTY Ta BiTpsHOIL Bicnu. [licia BBeIeHHS OJaHOTO IIpenapaTy
nepeq BaKLIMHALI€0 XKUBUMHU 0CIa0JIeHUMY BipyCHUMU BaKIIMHAMU Ma€ MPOUTH 3 Micsti. Y
pasi BakIKHaIlii MPOTU KOpY I1e ocabieHHs e(eKTUBHOCTI BAKIIMHU MOXKe TpuBaTu 1o 1
POKy. ToMy y malieHTiB, SKUM BBOOATH BaKLUHY IIPOTU KOPY, CJIiM IIePEeBipATU CTATYC
QHTUTIIL.

[Ticna BaKUMHALIl IPOTH LKX iH(QEKIil ITpemnapaT BapToO BBOOUTU He paHillle, HiX depe3 2
THXKHi; y pa3i moTpebu 3acTocyBaHHS bioBeHY paHillle 1IbOT0 TePMiHy BaKIMHALIil0 TPOTH
KOopy abo emigeMiyHOro mapoTUTY BapTO MoBTOpUTH. lllenmeHHs TpoTH iHImmMX iHdeKIii



MOXKYTb OyTH NIPOBefieHi y Oymb-sKi TepMiHU 10 a00 Ticisg BBeIeHHS Ipenapary.
Bnaue Ha pe3dysabmamu cepoao2iyHux mecmis

[Ticns in’ekiil iMyHOTIOOYMiHY TUMYacoBe MiBUILIEHHS V KPOBi PiBHS Pi3HUX aHTHUTIN, AKi
IIepenaThCs IaCUBHO, MOXKe IIPU3BECTU [0 IIOMUJIKOBUX ITO3UTUBHUX Pe3yJIbTaTiB
CEpOJIOTIYHUX aHalli3iB.

[TacuBHa mepenadya aHTUTIN 0 ePUTPOIMTAPHUX aHTUTEHIB, Hampukian A, B abo D, moxe
BIUIMBATH Ha [IesSKi CePOJIOTiYHI TeCTH BU3HAYEHHS aJI0aHTUTIJI 10 ePUTPOIUTIB (HallpUKIIa,
Ha TecT Kym0Oca), KinbKiCTh PETUKYIOIUTIB Ta TalTOrI00iH.

Oco6.1ueocmi 3acmocyeaHHsi.
3acmepediceHHA W,000 88e0eHHA npenapamy

Hesiki TsKKi mo6iuHi peaktii MoxyThs OyTH IOB’s13aHi 3i mBKUAKicTIO iHGY3ii. Crim cyBopo
IOTPUMYBATUCS PEKOMEH0BaHOI MBUAKOCTI iHPy3ii. [ToTpiOHO yBazkKHO KOHTPOIIOBATU CTaH
nalieHTa i peTenbHO CTEXKHUTH 3a IOSIBOIO OyIb-IKMUX CHMIITOMIB IIPOTSATOM YChOTO Iiepiony iHdys3ii.

Hesiki mo6iuHi peakilii MOXyTh BUHHKATH YacCTillle:
-y pa3i BUCOKOI MBUAKOCTI iHPY3ii;

- Y Talli€HTiB, AKi OTPUMYIOTh iMyHOTJIO0YJIiH JIIOAWHY HOpPMaIbHUM BIIepIle, Ta PiKO - KOJIU
BimOyBa€eThCS Mepexif Ha iMyHOT 100y IiH TIONUHN HOpMaIbHUM a00 KON MUHYB TPHBa/IUM 4ac 3
MOMEHTY TIOIlepefHbOol iHDy3il.

HOTeHLIifIHI/IX YCKIIagHEHDb MO2XKHA YHUKHYTH, SAKIIO IIEPEKOHATUCA, II0:

- IALliEHTH HEYYTINBi 0 iMyHOTI00Y/IiHY TIONUMHY HOPMaJIbHOTO IIPU NEePIIOMY ITOBiTbHOMY BBEHEeHHI
npenapary UinsaxoM iHQya3i;

- IALiEHTH 3HAXOASATHCS i PETEIbHUM KOHTPOJIEM IIIOM0 MOSIBU OyOb-IKUX CUMIITOMIB IIPOTSATOM
ychoro mnepiony iHGy3il. 30KkpeMa, 11100 BUSBUTH 03HAKM IOTEHIIHHOTO HebaxkaHOT0 BIJIUBY, IIif Yac
nepioi indya3ii i B mepiy roguHy micns nepimoi iHndy3ii moTpiOHO KOHTPOIIOBATH CTAH IMAIli€HTIB, SAKi
He OTPHMMYBaJ/IM paHillle mpenapaT iMyHOr o0y iy, SKi OTpUMyBay JIiKyBaHHS albTepHATUBHUM
IIperapaToM Ta THUX, V Koro Oyja TprBaa IiepepBa Iicisi OCTaHHbOTO BBeIeHHS iMyHOT 100y IiHY.
Takum naiieHTaM I0TpibeH KOHTPOJIb IIPOTSITOM YChOTO Iepiofy mepIioi indys3ii, a TakKoXK IPOTIroM
1 roguHM micns 3aBepIleHHS BBEOeHH. YCiM iHIIKUM MallieHTaM CITifi 3HaXOAUTUCS il MEOUYHUAM
HaragAao0M IPOTAroM nepiuux 20 XBUIKUH IiC/IA BBEOEHHS.

Y pasi nosiBu mo6ivHOI peakirii moTpPiOHO a60 3MEHIINTH MIBUAKICTh BBeIEHHS, a00 3yITUHUTH
iHdy3ito. HeobxigHe miKyBaHHS 3a7I€3KUTh Bifl XapaKTepy i TSKKO0CTi mobiyHoi peakitii. ¥ pasi
PO3BUTKY IIOKY CJIif IPOBOAUTH JIIKyBa/IbHI 3aXO[U BiAIIOBIIHO [0 3aTBEPIXKEHUX PEKOMEHalli 3
IIPOBENEHHS ITPOTUIIIOKOBOI Tepartil.

Ins Bcix marfieHTiB mpu BBemeHHi IgG moTpibHO:

- IIPOBECTH afieKBaTHY TifipaTalliio nepen nodatkoM iudyaii IgG;



- KOHTPOJIIOBATH Aiypes;

- KOHTPOJIIOBATY PiBHI KpeaTUHIHY Y CUPOBATIII KPOBL;

- YHUKATU CYIIyTHHOT'O BUKOPUCTAHHS NETILOBUX AIyPETUKIB.
I'inepuymausicmo

MoxXyTh BUHUKHYTU CEPHO3Hi anepriyni peakiiii. ¥ 3B’s13Ky 3 UM 0c00H, 5Ki ofiepzKaiu Ipenapar,
IIOBUHHI epeOyBaTH Mig MeJUYHUM HarIsgoM npotaroM 30 XBUNKH. Y pa3i BUHUKHEHHS TaKUX
peaxtiiii BBeeHHS Iipenapaty bioBeH miaxoM iHQy3il il HeraiHO IPUINHUTH Ta 3aCTOCYyBaTH
BifiMoBifHe NliKyBaHHS. Y MallieHTiB 3 fedinuToM iMyHOr100yniHy A Ta HaBHUMU aHTUTIIaM# [0
iMyHOr1OOYIiHY A iCHY€E 3HAUHUI PU3UK PO3BUTKY CEPUO3HUX allepPriyHuX Ta aHadilaKToOigHUX
peakliii, SKi MOXYTb BUHUKHYTH Yy 3B'I3Ky 3 BBEJeHHAM IIpenapaTty bioBeH.

Y pigkicHuX BUMlafgKax iMyHOT100YJIiH TIONUHY HOPMalbHUM MOXKe CIIPUUUHSATH 3HUKEHHS
apTepiasbHOTO TUCKY 3 aHa(iIaKTUYHOI peaklli€lo, HaBiTh y MallieHTiB, SKi OTPUMYBaJIY ONEPEIHE
JIIKyBaHHS iMyHOTJI00YTiHOM JTIONUHU HOPMaIbHUM.

Hupkoea HedocmamHicmb

Y natuieHTiB, SKi mpoxomunu teparniio IgG, 6ynu BUIAgKM TOCTPOI HUPKOBOI HEIOCTATHOCTI, 110
BKJII0YaJI TOCTPY HUPKOBY HEOCTATHICTh, TOCTPUi TyOyISpPHUM HEKPO3, IPOKCUMAJIbHY TYOyISpHY
HedpomarTiio i ocMOTUYHUY Heppo3. Y OinbIIocTi BUMlafKiB OyIu BU3Ha4YeHi (aKTOPU PU3UKY, TaKi K
TI0TIepeIHbO iCHYI0Ya HUPKOBa HEOCTATHICTh, IIYKPOBUH fiabeT, rimoBoieMisi, HagMipHa Maca Tina,
cynyTHi HepPOTOKCUYHI JTiKapChKi ITpemnapaTH, BiK mallieHTa Big 65 pokis, cemncuc abo
IapanpoTeiHeMis.

[ToBimoMneHHs PO HUPKOBY AUC(HYHKIIIIO i TOCTPYy HUPKOBY HeIOCTaTHICThL Oy/u mOB’s13aHi i3
BUKOPUCTaHHSIM OaraThbox JilleH30BaHUX mpenapatiB IgG, 110 MiCTATh Pi3Hi JOMOMIiXKHI pe40OBUHH,
TaKi SIK caxaposa, I'/II0K03a Ta MaibTo3a. Oco0IMBO BeIMKa YaCTKa Bif] 3arajabHOI KiTbKOCTi
CTOCYETBCS TIperapariB, 10 MiCTSATh caxapo3y SK cTrabimizaTop. [IJ1s malieHTiB 3 migBUIIeHUM
PU3UKOM MOXKHA PO3TJITHYTU MOXKJIMBICTh BUKOPUCTAHHA IpemnapariB IgG, gKi He MiCTITh
BUIlle3a3HAUYEHUX JOIIOMIXKHUX PEYOBUH.

[Tepen moyaTKOM BBe[eHHS NpenapaTy bioBeH msaxom iHQy3il ciif mepeKoHaTUC, IO Y MallieHTa
BiICYTHI O3HAKU AerifgpaTatil.

[71g nanieHTiB 3 TOTEHIIMHUM PU3UKOM PO3BUTKY IOCTPOL HUPKOBOI HEJOCTATHOCTI CJIif 3[iliCHIOBAaTH
epPioOgUYHUN MOHITOPUHT (PYHKIIiI HUPOK Ta Aiype3y. [Toka3HUKM (YHKIil HUPOK, BKIIIOUAIOUU PiBEHb
a3otry ce4oBuHHU KpoBi (ACK)/kpeaTuHiHy CHPOBATKYU KPOBI, CIif OLIiHIOBATH [0 IIEPIIOr0 BBEJEHHS
npenapaTy BioBeH Ta micis I[bOTO Yepes MeBHI IPOMiKKHY dacy. [1pu moripieHHi PyHKLIiOHyBaHHS
HUPOK CJIi IPUIIMHUTY 3aCTOCYBaHHA IIpernapary.

I nalieHTiB 3 MOTEeHIIMHNM PU3UKOM PO3BUTKY MOPYIIEHHS (QYHKIIOHYBaHHS HUPOK Ta/abo
PO3BUTKY TPOMOOTUYHUX YCKIIafHEHb CIifl 00epeXKHO 3MEHIITyBaTH KilTbKiCTh NpenapaTy bioses,
BBEIEHOI0 3a ONUHULIIO Yacy.

I'inepnpomeiHemis

lineprpoTeineMisi, MigBUIIIEHHS B’ I3KOCTi CUPOBATKU KPOBI Ta TiMOHATPIEMis MOXKYTb BUHUKHYTH Y
NallieHTiB, IKi OTPUMYIOTh JIiKyBaHHS iMyHOTI00yTiHOM. [inoHATpiEMis MOXKe BUSIBUTHUCS
TIICEBMIOTIMIOHATPIEMI€EIO, 1110 TPOABIIIETHCS 3MEHIIEHOI0 00YKCIEHOI0 OCMOMIABHICTIO I1a3Mu abo



30i7IbIIIEHHSIM OCMOJIIPHOTO iHTepBaty. KniHigYHO BaXkJIMBO BiAPi3HUTH CIIPaBXKHIO TilIOHATPIEMIIO Bif
IICEeBIOTIMOHATPiEMI], OCKITbKY IPU 3MEHIIEHH] BiIbHOI BOOY Y CUPOBATIIL KPOBI LiNTb0OBE JIIKyBaHHS
IIAlli€HTIB i3 ICEBOOTIMOHATPIEMIEI0 MOXKe IPU3BECTH [0 JerifpaTaliil, y 3B’I3Ky 3 YUM HiABUIIYETHCI
B’I3KiCTh CUPOBATKM KPOBi Ta MOXKe BUHUKHYTU TpoMOoeMOOIliuHe YCKIagHeHHS.

Tpomboemb01i4HI YCKAAOHEHH

Bracnigok nikyBaHHS NpemapaTaMy iMyHOTJIOOYJIiHY MOXKe BUHUKHYTH TPoM003. ®PaKTOpU PU3UKY:
O0XKUPIHHS, aTePOCKIIEP03 B aHaMHEe3i, IIOPYILIEHHS CepPLEeBOro BUKUY, apTepiaibHa rinepTeHsis,
IIyKpoBUii fiabeT 3 HagBHICTIO B aHaMHe3i 3aXBOPIOBAHHS CYIMH i BUIAgKiB TpoMOo3y, HaOyTa abo
crajikoBa TPoMOOQimisi, TSKKa TilloBoJieMisl, 3aXBOPIOBaHHS, SKi MigBUIIYIOTh B’ I3KiCTh KPOBI, MiTHiH
BiK, TpuBasa iMMo0ini3alisi, cTaHu rinepKoarysilii, BeHO3HUM a00 apTepianbHu TpOoMO03 B
aHaMHe3i, 3aCTOCyBaHHs eCTPOreHiB, BUKOPUCTAHHS IIOCTIMHUX [IEeHTPaIbHUX KaTeTepiB y CyAUHAX,
nifBUIeHa B'I3KiCTh KPOBi Ta PU3UK CEPLEBO-CYAUHHUX 3aXBOPIOBaHb. TPpoM0O03 TaKOXK MOXKe
BUHUKHYTH HaBiTh y pa3i BifCYTHOCTI BifOMUX (paKTOPiB PU3UKY.

Crip 3miiCHUTH 3arajbHy OLIHKY B’I3KOCTI KPOBi y IAIi€HTIB 3 pU3UKOM IIiABUIIEHOI B’ I3KOCTI,
BKJ/TIOHAIOYH IT0B’sI3aHy 3 Kpioro0yniHaMu, XinoMiKpoOHEMi€l0 T0JI0yBaHHS/ TIOMITHO BUCOKUM
piBHEM TPUTITiNEPOiB (TPUTIinepuaiB) abo MOHOKIIOHAIBHOIO TaMoraTieto. [I71s HalieHTiB 3 pU3NKOM
BUHUKHEHHS TPOMOO3y NIPaKTUKYETHCS BBeleHHS IIpelapaTiB iMyHOTr 100y IiHy y MiHIManbHUAX J03aX
Ta 3 MiHiMaIbHOIO IIBUAKICTIO iHPY3il. [lepen 3acTocyBaHHSM NpenapaTy CJIifi IePeKOHATUCS Y
HaJIe?KHOMY PiBHi TifipaTariil nauieHTa. Y Malli€eHTiB 3 pU3MKOM BUHUKHEHHS IIigBUIIEHOI B I3KOCTi
Cyif 3ifiCHIOBATH KOHTPOJIb CUMIITOMIB TPOMOO3Y Ta OIiHKY B'SI3KOCTi KPOBI.

CuHOpoMm acenmu4H020 MeHiH2imy

4K TOBIHOMIISIOCS, CUHAPOM acenTuYHOoro MeHiHrity (CAM) MoXke pigKo BUHUKATHU V 3B’SI3KY 3
JiKyBaHHSAM IIpeliapaTaMu iMyHOrno6ymniny. [IpunuHeHHs TiKyBaHHS TAKUMU IIperapaTaMy CIIPUSIE
pemicii CAM 6e3 yCcKIagHEHb MIPOTATOM KilbKOX [HIB. Llei cuHOPOM 3a3BUYail 3’ IBIISIETHCS MIPOTSATOM
nepiony Bif KimbKOX FOJWH OO OBOX [HIB ITiCI/I JIiIKyBaHHS IIperapaTaMy iMyHOTJIO0yTiHY Ta iX
IIBUIKOTO BBeMleHHS. le XxapaKTepu3yeThCsi CUMIITOMaMH, II0 BK/II0YalOTh CUJIbHUIM T'OJIOBHUM Oifb,
PUTIAHICTE M’S131B IOTUJIKIII, COHIUBICTE, TapAUKy, PoT0od006if0, 60IHOBI BITUYTTS Mif 9ac pyxy O4ew,
HYOOTYy Ta OiroBaHHS. Pe3ynbTatu mocmimxkeHs mepebpocminanbaoi pigunu (LICP) yacTo €
TMO3UTUBHUMY Ha IIJIEOIUTO3 3 KiTbKOMa THCSYaMy KTiTHH Ha 1 MM’, IepeBakKHO TPaHyIONUTapHOTO
psmy, Ta migBUIEHHS PiBHIB 6iNKiB M0 KinbKOoX coTeHb Mr/mit. [TallieHTH, ¥ SKuX HasBHI Taki
CHMIITOMH, ITIOBUHHI IPOUTH HEBPOJIOTiUHE 00CTEXKEHHSI, BKI04Yauu gociimxenns LICP, mns
BUKJIIOYEHHS iHIIMX IPUYUH MeHiHTriTy. [lanieHTy, gKi MaioTh B aHaMHe3i MirpeHs, € 6inbi
CXUIbHUMHU 10 HOTO0. CUHOPOM MEHIHTITHOTO CENCUCY MOXKe TPaIIaTUCS YacTillle MpH JTiKyBaHHI
BUCOKUMHU fo3amu IgG.

I'emonis

[TpemapaTy iMyHOTI00y TiHYy MOXKYTh MIiCTUTU @HTHUTIJIa TPYTI KPOBI, 1110 MOXKYTh AisITU SIK T€MOJIi3UHU
Ta CIIPUSTHU iN Vivo IOKPUTTIO €PUTPOIUTIB 000I0HKOIO 3 iMyHOTI00YJIiHY, 1[0 CIPUYUHSIE IPAMY
MIO3UTHUBHY peakiliio iMyHOr1o0ymiHy Ta 3pigka reMosis. ['eMosiTHYHA aHEeMis MOKe BUHUKHYTH Y
3B’3KY 3 JTIKyBaHHSIM iMyHOTJ100y/TiHaM¥, BHACTIOK 30i/IbIIeHHST CEKBECTPAllil epUTPOLIUTIB.
[TamieHTiB, sIKi OTPUMYIOTH JTiKyBaHHS iMyHOT100y TiHaMU, CITifi KOHTPOIIOBATA Ha HASIBHICTh
KJIIHIYHUX CUMIITOMIB reMoi3y. [Ipu osiBi TaKUX CUMIITOMIB IiCig BBEIEHHS iMyHOIJI00yTiHY
IIXoM iHQYy3ii ciif 3niicHuTH 1abopaTopHi aHami3u A MiATBEPAXKEHHS TeMOJIi3y.

CuHOpOM 20€MpP020 NOCMMPAHCPY3IUHO20 YUWKOOHCEHHA 1€2eHb



[ToBimoMIsinocs Mpo HeKapAioreHHUM HAOPSK lereHsb (CHHOPOM T'OCTPOTr0 IOCTTPpaHCPy3ikHOTO0
ymkomkeHHs nereddb (CI'TIVJI)) y marienTiB, skuM BBogunu iMmyHormoOymin. CITIVII
XapaKTepPU3YETHCS TAKKUM YCKIaTHEHHSIM OIUXaHHS, HAOPSKOM JIereHb, TiloKceMien, HOpMaIbHO0
(GYHKITIEIO JTIBOTO LITyHOUYKa Ta Tapsa4Koo, 110 3a3BUYall BUHUKAE IPOTATOM 1-6 TOOUH micis
TpaHcdyail. [Tauientam 3i CI'TIYJI MoXkKHa 3aCTOCOBYBaTH KMCHEBY Tepalliio 3 HaJeKHOI0 NOOaTKOBOIO
BEHTHUIISIIIEIO JIETEHb.

[TamieHTiB, sIKi TpUAMalOTh iMyHOTI00YITiH, CITif KOHTPOJIIOBATH IIOA0 MOGIYHUX peakiliii 3 60Ky
OUXanbHOI cucTeMu. AKINO migo3pioeThest HasgBHICTE CI'TIYJI, HeoOXigHO IPOBECTH BigMOBiAHI aHami3u
Ha HasABHICTh aHTUHEUTPOGIIbHUX aHTUTIN K y IIpemnaparTi, Tak i B CHPOBaTIIi KPOBi HallieHTa.

JlabopamopHi 0ocaidxHceHHs

3a MOsIBY CUMIITOMIB T'eMOJIi3y Iic/is BBeJeHHS iMyHOr00yIiHy WnsxoM iHQy3il ciif npoBecTu
BigmoBigHi mabopaTOpHi aHai3u [AJIS iX MiATBEPIXKEHHS.

dxmio € nigo3pu crocoBHo CITIVII, To ciig BUKOHATH BifiMOBiAHI aHami3X Ha HAsBHICTh
AHTUHEUTPOGITbHNX aHTUTIN SIK Y IIpenapari, Tak i B CUpPOBaTIli KPOBi Malli€HTa.

Y 3B’S13Ky 3 IOTEHIIMHUM IiABUIIEHHAM PU3UKY TPOMOO3Y CIIifl OIIHUTH B’A3KiCTh KPOBIi y IIAIli€HTIB
3 PU3UKOM IigBUINEHO] B I3KOCTI, BKJII0Ual04Yy KPiorno0yaiHy, XiToOMiKpOHEMiI0 TOJI0OfyBaHHsI/
TIOMiTHO BUCOKUH PiBeHb TPUTIIiLIEPOIiB (TpUrIiepuniB) abo MOHOKIOHABHY raMOIIaTilo.

3azanvHa iHpopmauis

[TpemapaT BUpPOOIAIOTE 3 IIa3MH JIIOAUHY. [0 CTaHJapTHUX 3aX0fiB g 3anobiranis iHpiKyBaHHIO
yepe3 BUKOPUCTAHHS TiKapChKUX IIperaparTiB, IPUrOTOBAaHUX 3 KPOBi TI0AuHYU a00 Ia3Mu, HalnexaTh
BinOip nOHOPIB, mepeBipKa 3pa3KiB JOHOPCHKOI KPOBI i MyIiB My1a3Mu Ha HasBHICTH crienudivHux
MapKepiB iHQeKIIii, a TAK0XK BKIIIOYEHHST e(DeKTUBHUX BUPOOHUYMX CTaMiM [JIs iHaKTHBAIlil/3HUITIEHHS
BipyciB. He3BaxXawuyu Ha Lie, IpU BBE[EeHHI JIiIKapChKUX IIperaparis, IPUroTOBaHUX 3 KPOBI JIIOAUHU
abo ma3mMu, HEMOXKJIMBO ITOBHICTIO BUK/IIOUUTH PU3UK Nepenadi iHekil. Lle K cTocyeThcs
HEeBiIOMUX 1 HOBUX BIPYCiB Ta IHIIKX IATOTEHIB.

[TpoBepeHi 3ax0au BBaXKaThCS e(peKTUBHUMMU 111010 000JIOHKOBUX BipyciB, Takux gK BIJI, Bipyc
renaTtuty B i Bipyc renatuty C. BigHocHO 6€3000/10HKOBUX BipyCiB, TaKUX SIK BipyC remaTtury A i
napBoBipyc B19, 1i 3axogu MoxkyTh MaTH 00MexXeHy ebeKTUBHICTh. KiniyHuM 10CBiI mepeKOHIUBO
CBIIUUTH IIPO BICYTHICTh BUNALKIB Ilepefadi Bipycy renatuty A ta mapsosipycy B19 npu
3aCTOCyBaHHI IpenapariB iMmyHornobyminy mopuau. KpiMm Toro, mepen6ada€eThcs, 10 BEJIUKE
3HAYeHHd [JIS MiABUINEHHS BipyCHOI 6e3eKu Ma€ BMIiCT aHTUTIII.

[IpemapaT He MiCTUTh KOHCEPBAHTIB Ta aHTUOIOTHUKIB.
IlauieHmu AIMHBO20 BIKY

Y nmaiieHTiB BiKOM Bifi 65 POKiB MOXKJIMBUI PU3UK PO3BUTKY AEIKUX IMOOIYHUX peakKilil, TaKuX K
TpoMO0eMOOJTiYHi yCKIagHeHHS Ta TOCTpa HUPKOBa HEOCTATHICTS.

3acmocysaHHA y nepiod sazimHocmi a6o 200y8aHHsA 2py00to.

Be3neyHiCcTh 3aCTOCYBaHHA LIbOT'0 IIpelapaTy BariTHUM XiHKaM He BCTaHOBJIEHa KOHTPOJIbOBaHUMU
KJTIHIYHUMU [OCTiAKEeHHSIMU, TOMY HOT0 Cllifg 00epexkHO0 Mpu3HayaTy BariTHUM XKiHKaM i MaTepsM y



mepiod rogyBaHHS rpPynonio. [locmigKeHHsS BBeeHHS npenapaTy IgG BariTHUM MMoKa3aio, 1110 BiH
IIPOHUKAE KPi3b MaleHTy, 0cobmuBo B 111 TpumecTpi. Kniniunuit qocBig BUKOPUCTaHHS
iMyHOr100YIiHIB CBiqYUTE IIPO Te, 110 HE CJIif 0YiKyBaTH IIKiAJIMBOTO BIIMBY Ha mepedir BariTHOCTI,
Ha 11 a6o HeMOBIId.

IMyHOT 106y /TiHY TPOHUKAIOTh ¥ TPYIHE MOJIOKO i MOXKYTh CIIPUSTHU IIEPEHECEHHIO 3aXUCHUX aHTUTIN
[0 HOBOHAPOIKEHOI 0.

Kniniynuit gocBig 3acTocyBaHHS iMyHOT 100y TiHiB ITOKAa3aB, 1110 HEMAE BIIMBY Ha (GEPTUITBHICTD.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizMmamu.

He cnocTepiranocs BIJIMBY Ha 30aTHICTh KePyBaTH aBTOMOOiIeM Ta IIpalfoBaTH 3 iHIIUMU
MeXaHi3MaMH.

Cnocib 3acmocyeaHHsi ma do3u.

bioBeH ciify BBOOUTY BHYTPIIIHBOBEHHO KPAIJIMHHO 3 II0YAaTKOBOIO LIBUIKICTIO

0,5-1,0 mn/kr macu Tina/rog npotsaroM 30 xB. 3a YMOBH BilCyTHOCTi Oyab-IKUX HebaKaHUX
mo0iYHMX peakIliil MBUAKICTh BBEIEHHS MOXKHa IIOCTYIIOBO 30i/bIIyBaTH (pPEKOMEHIOBAHE
30inbIIeHHS Ha

0,5-1,5 mn/kr macu Tina/rom KoxHi 10 xB). 3a JaHUMU KIIIHIYHUX [OCIIiIXKeHb, MaKCUMaJbHa
IIIBUOKICTh BBEIEHHS CTAHOBUTH 8,5 MJI/KI MacHu Tina/rof.

[Tpu BpomxkeHilt arammarnoOyniHemii abo rimorammarnobysnineMii, TSKKOMY KOMOiHOBaHOMY
imyHopmeinuTi, cuagpoMi BickoTTa - Onpupuya, HeknacudikoBaHoMy BapiabenbHOMY iMyHOOedinuTi -
mo 4-5 M (0,4-0,5 r)/kr (migiManbHa mo3a - 2 mi (0,2 r)/kr, MmakcuMaibHa - 8 M (0,8 1)/Kr) KoxkHi
3-4 TuxHi, migbip go3u 37iNCHIOETHCS IHOUBIAYaNIbHO, 3aJIe2KHO Bifl BUpPaXKeHOCTi iHPeKIiHOTO
CHHIPOMY (OITUMAaJIbHUM BBazKa€ThCS NOCSTHEHHS PiBHS cUpPOBaTKOBOrO IgG 5 r/m, ane He MeHIIe
3-4 1/m).

[Tpu 3aMicHili Teparii Ipyd BTOPpUHHOMY iMyHO#ediuuTi, 9K mpasumo, - mo 2-4 wmn (0,2-0,4 r)/Kr
KOXHUX 3-4 TUXKHI.

[Ipu uuTONEHIIX PI3HOMAHITHOTO I'eHe3y (TOCTPUY Ta XPOHIYHUY JIeUKO03, anjlacCTUYHa aHeMisl, CTaH
micys Teparmii nuToctaTukamu) - mo 2-4 min (0,2-0,4 r)/kr/mo0y mpotsirom 4-5 mi6 a6o 10 M (1
T)/Kr/0o0y mpoTsAroM 2-X mib.

[Tpu TsxKuX hopMax OaKTepianbHO-TOKCHYHUX Ta BipyCHUX iHGEKIIH (BK/II0OYa0un Xipypriu#i
YCKJTaIHEHHS, 1110 CYIIPOBOIKYIOTHCS GaKTepieMIE0 i CeNTUKO-TIiEMiYHUMY CTaHAMU Ta IIPU
MiATOTOBIII XipypriuHUX XBOpUX [0 omnepaiiil) - mo 4 mn (0,4 r)/kr/goby 1-4 mobwu.

[Tpu imionatuyHik TpoMOOUKTONEHIUHIM ypmypi - o 2-4 M (0,2-0,4 r)/kr/moby npoTtsrom 2-5 ni6
a6o 8-10 mn (0,8-1 r)/kr/moby y mepiry no0y Ta y pa3i HeoOXimHOCTi - Ha TpeTio f006y.

[Tpu cunppowmi I'iena - bappe, XpoHiyHil 3ananbHil Helpomnaril (1o AeMienidye), 3ananbHii Mionarii,
rpaHyneMaTto3i Berenepa - nmo 2-4 mn (0,2-0,4 r)/kr/mo0y npotsarom 3-7 mib, y pa3i Heo6XigHOCTI -
5-IeHHI KypCH JIiKyBaHHS IIOBTOPIOBATHU 3 iHTEpBajaMu y 4 THXKHI.



[Tpu mepmartomio3duTi - mo 10 mn (1 r) Kkr/mo0y npoTsirom 3-5 mi6.

[Tpu cucTeMHUX 3aXBOPIOBAaHHAX CIIOIYYHOI TKaHMHU (PEBMaTOIDHUN apTPUT Ta iH.) - 10 2-5 M
(0,2-0,5 r)/kr/moby nmpoTsiroM 5 mib.

[Tpu cuunpoMi KaBacaki - mo 10-20 M (1-2 r)/kr y piBHEX Ho03ax 3a 2-5 {i6 abo 20 mi (2 r)/Kr
OJIHOPA30BO (HOMOBHEHHS [0 Tepallii alleTUIICAIUIIOBOI0 KUCIIOTOIO).

[Tpu TpaHcmIaHTanii KicTKoBOro Mo3kKy - 5 M (0,5 r)/Kr ogHOPa30Bo 3a 7 Oib mo TpaHCIIaHTaIlil,
noTiM - 1 pa3 Ha TUKAEHb IPOTATOM 3 MICAILIB MiC/Is TpaHCIIaHTallil.

[7s1 3acTOCyBaHHS y CKJIani KOMILIEKCHOI Tepallil JOPOC/IUX MallieHTiB 3 TAKKOI ITHEBMOHIEIO,
CIIPUYMHEHOI0 KOpOoHaBipycHoI0 iHpekIiero COVID-19 / SARS-CoV-2 (guB. po3min «Iloka3aHHI»),
pekomeHgoBaHa mo3a 0,8-1,0 r/kr macu Tina Ha o6y mpoTsrom 2 mi6 (Kypcosa mo3a 1,6-2,0 r/kr
MacH Tifna).

KpatHicTs iH(Yy3ii Ta MBUOKICTL BBeJEHHS BU3HAYAIOTHCSA JIIKapeM 3aJ1eXKHO Bifl CTaHy Malli€HTa.
IoboBa 03a Moxe OyTU CKOpUTOBaHa 3 MipKyBaHb HellePEBUIIIEHHSI MaKCUMaJIbHOTO IOIIyCTUMOTO
no6oBoro 06’eMy iHQYy3iitHOI Teparii. O60B’I3KOBUM € KOHTPOJIb CTAHY CUCTEMU 3TOPTaHHS KPOBi Ta
niype3y, 0co0IMBO B NAIiEHTIB 3 HAAJIUIIKOBOI Macoo Tina.

ITauienmu dumasayoeo 6iKy. [Jo3u g pite (BikoM Big 0 mo 18 pokiB) He Bigpi3HAIOTHCSA Bif [03 AJIS
DOPOCTIHX, OCKITbKY M03a I KOXKHOTO ITOKa3aHHS BU3HAYAETHCS BigIIOBIAHO 10 MacH TiNla Ta
KOPUTYETHCS 3aJIeXKHO Biff KITiHIYHOT'0 Pe3ybTarty.

Iimu. JIikapchKuit 3aci6 MOKHa 3aCTOCOBYBATH Y NeiaTPUYHIN IpaKkTHUIli (IHUB. PO3Min
«[TokazaHH»).

ITepedo3yeaHHs.

[Tepeno3yBaHHs MOXKe IIPHU3BECTH [0 TilepBoieMii Ta MigBUIIIEHHS B'A3KOCTi KPOBi, 0COOIMUBO y
NAIiE€HTIB 3 PU3UKOM, BKIIIOYAlOUH ITallieHTiB JITHHOTO BiKy a00 MaI[ieHTiB 3 MOPYIIeHHAM (YHKIII
HUPOK.

ITo6iuni peakuii.

3 60Ky cucmemu kposi ma aimgpamuuHoi cucmemu: aHeMis, TiMbageHoIaTiss, TeMOJIi3,
JIEMKOIIEeHisI, TeMOJIiITUYHA aHeMis.

3 6oky iMyHHOI cucmemu: TinepuyTIUBiCTh, aHAPITAaKTUYHUY IIOK, aHA(iTaKTUYHA peakiris,
a"a(imakToimHa peakilis, aHTIOHEeBPOTUYHHUYN HaOpPSIK, HaOpSAK 00mmMaYs.

3 60Ky eHOoKpuHHOI cucmemu: PO3NMaau (PyHKIIi1 MUTOBHUIHOI 3aI03M.

3 6oky Hepeoeoi cucmemu: TOJIOBHUM 0ib, IOPYLIEHHS MO3KOBOTO KPOBOOOITy, aCcenTUYHUN
MEHIHTIT, MirpeHb, 3allaMOPOYEHHSI, IapecTedisd, rinocTesis, aMHe3is, BiguyTTs [IeYiHHA,
OU3apTpis, QUCTeB3id, IOPYIIEeHH PiBHOBAru, TPAaH3UTOPHA illleMiYHa aTaka, TPEMOp.



ITcuxiyHi nopyweHHA: 30yOKEHHS, TPUBOXKHICTh, 6€3COHHS.
3 boky cepus: indapKT MioKapaa, Taxikapmis, cepuebuTTs, 1iaHO3.

3 60Ky cyOuH: HEMOCTATHICTh TMEPUPEPUIHUX CYOWH, apTepialbHa Til0TeH3is, apTepianbHa
rinepTeHsis, nepudepuiHa X0NOAHICTE, GrediT, TPoMO03 rIMOOKUX BEH.

3 boky cucmemu OuxaHHs, MOPAKAAbHI Ma MediacmuHAa/AbHi NOPYWeHHs: TuXalbHa HeJOCTATHICTB,
yereHeBa eM0OITisl, TereHeBuit HAOPSK, OpPOHXOCIIa3M, 3afuIllKa, Kalllelb, 30ibIllIeHa YacTOTa
OVXaHHS, pUHOPESs, aCTMa, 3aKJIafleHiCTh Hoca, opodapuHTreanbHUi HAOPSAK, hapuHTOIapUHTeaTbHUN
Oib.

3 60Ky KuwKko8o-w.AyHK08020 mpakmy: HymoTa, O/10BaHHS, miapes, Oiflb y XKUBOTI.

3 60Ky wkipu ma nidwkKipHOi KAiMmKoBUHU: eK3eMa, KPOIIUB THKA, BUCHUII, ePUTEMATO3HUM BUCHII,
nepMaTuT, cBepOixK, ajomnellis, X0JIOAHUM IIiT, peakilil GOoTOYYTIUBOCTI, HiYHe MOTiHHS.

3 60Ky cKesnemHo-M’ 30801 cucmemu ma cnoay4yHoi mkaHuHu: Oinb y CIIKHI, OiNb y KiHIiBKaX,
apTpaniris, cria3Mu M’'g3iB, IOCMUAKYBaHHSA M’g31B, Miarif.

3 60Ky HUPOK ma ce4o8udinbHOI cucmeMu: TOCTPa HUPKOBA HENOCTATHICTh, TPOTEIHYPis.
3 60Ky opaaHis 30py: KOH'IOHKTUBIT, 0iNb B 04ax, HAOPSIKAHHS 04el.
3 60Ky op2aHis cayxy: BEPTUTO, PiiMHA Y BHYTPILITHEOMY BYCi.

3azanvHi nopyweHHA ma po3aadu y Micui 88e0eHHA: TapsdKa, TPUMOINOAiI0OHI CHMITOMH, CIa0KiCTh,
mucKoMMOPT y IPyOsix, Oinb, BiTUyTTS CTUCHEHHS Y TPYOSIX, aCTeHis, He3nyKaHHS, epudepuyHi
HaOPSIKY, BiTUyTTS XkKapy, MiABUIleHa BTOMIIOBAHICTh, 03HOO, IPUIIINBY, TillepeMis, Tineprigpos;
peaxtii y micIii BBeeHHs, BKIo4atouu Oifb, MgBUIIIEHHS YyTIUBOCTI, TimepeMito, HaOpPsK, ¢hieliT,
cBepOixK.

JlabopamopHi 0ocai0HceHHs: TiABUINEHHS IeYiHKOBUX (hePMEHTIB, TIOMUJIKOBHY IO3UTHUBHUY PiBeHDb
TJIIOKO3M B KPOBI, MiABUINEHHS KPeaTUHIHY KPOBi, MiABUIIEHNUN PiBEHb XOJIECTEPUHY B KPOBI,
MigBUIIEHUY PiBEHb CEYOBMHHU, 3HUXKEHUY PiBEeHb reMaTOKPUTY, 3HUXKEHUY PiBeHb €PUTPOLIUTIB,
O3UTHBHA NpsiMa rmpoba KymOca, 3MeHIlIeHe HAaCUYeHHS KUCHEM.

IHpexkuii ma iHeasii: OPOHXIT, Ha30(paPUHTIT, XPOHIYHUY CUHYCHUT, MiK03, iH(pEKIIid,
iH(iKyBaHHS HAPOK, CUHYCHUT, iHQIKyBaHHS BEPXHIX AUXaIbHUX IIISAXiB, iHPIKyBaHHS
CEYOBUX IIAXiB, OaKTepianbHe iHGIKyBaHHS CEYOBUX IIISXIB.

TpasMmu, ompyeHHA Ma 3a2anbHi npou,edypHi yckaa0HeHHA: 3abiii, rocTpe ypaXKeHHs JIeTeHiB,
IIOB'A3aHE 3 IepeIrBaHHSAM KPOBI.

[imu. B kniHiuHUX mocigKeHHAX npenapaTy bioBeH 6inbIinicTs moOiYHUX peakiiiil y miTel 6ynu
OLIiHEeHi SIK JIeTKi, 110 IMBUAKO YCYBaIMCs CaMOCTiHO abo0 y BigmoBiib Ha IIPOCTi 3aX0fu (3HUKEHHS
IIBAJKOCTI BHYTPIIIHLOBEHHOT'0 BBEAEHHS UM MOr0 TUMYacOBe IPUIIMHEHHS).

Tepmin npudamHocmi. 3 POKHU.

TepMmin mpupaTHOCTI 3a yMOB 30epiranHs npu teMnepaTypi He Buie 25 °C - 6 MiCSIIiB.



YMoBu 30epiranHsi.

30epiraTu B OpUTiHANBHIN YITAaKOBIN OIS 3aXKUCTY Bif mii cBiTia mpu Temmepatypi Big 2 °C mo 8 °C. He
3aMOpPOXKYBaTH. 3a YMOB 30epiraHHs Ipu TeMrepaTtypi He Buire 25 °C TepMiH MpuOaTHOCTI - 6
MicsuiB. ITicns 3akiHUeHHS LHOT0 TEPMiHY IIpenapaT He MOXKHA IIOMII[aTH B XOJIOAUIBHUK, 10TO
HeoOXiIHO yTUITi3yBaTH.

YnaxkoBka. ITo 10 mi, 25 M1, 50 M1 ado 100 M y s ado ¢irakoni. ITo 1 masmii ado
¢1akony B KopooOmi.

KaTeropis Bigmycky. 3a perentom.

Bupoonuk. TOB «BIOPAPMA TIJTA3MA», YkpaiHa.

Micue3HaxoaKeHHsI BUPOOHHKA Ta MOr0 aJpeca MicCIisi IPOBaAKeHHsI Tis/TbHOCTI.

FOpupuuna appeca: Ykpaina, 09100, Kuiscbka 061., M. bina Llepksa, Byn. KuiBceka, 37-B.

Anpeca Micig mpoBagXKeHHS OisgIbHOCTI:

Ykpaina, 09100, KuiBcrka 0611., M. bina Llepksa, Byn. KuiBckka, 37-B.



