IHCTPYKIOIA
JJISI MEAUYHOT0 32CTOCYBAHHA JiKapChKOro 3aco0y

BIOBEH
(BIOVEN)

Cknao:

ditoua peuosuna: Human normal immunoglobulin for intravenous administration;
1 M1 mpenapary MiCTUTh IMyHOTJI00YJIiH JI0AUHU HOpManbHuii 0,1 T;
00NOMIdCHI peyosuny: TIIUH (KUCJIOTa aMiHOOLITOBA); BOJIA T 1H €KIIH.

Jlikapcbka ¢gopma. Pozuun 1 iHQy3iil.
OcHnogHi hizuxo-ximiuni 6r1acmusocmi: Ipo3opa ado 3 HE3HAYHOIO OMAIeCIEHITier0, 6e30apBHa ab0 37eTKa
’KOBTYBATOTO KOJILOPY PiANHA.

@®apmakoTepaneBTHYHAa rpyna. IMyHOrnoOysiH JIIOAUHM HOPMAIbHUN JIi BHYTPIIIHBOBEHHOT'O

BBEJICHHS.
Kox ATX JO6B AO02.

Dapmakonoziuni eracmusocmi.

Dapmaxoounamixa.

[Ipenapar € iMyHOJIOT1YHO aKTUBHOIO OLIKOBOIO (pakii€ero (po3moAil miakiaaciB iMmyHornooyniny G y
npenapari: [gG1: 65,6 %, 1gG2: 22,1 %, I1gG3: 10,8 %, 1gG4: 1,5 %), rpaHMYHUI BMICT iIMyHOTJI00YTiHY
A y mpemnapati CTaHOBUTb 50 MKI/MJI.

JlirounM KOMIIOHEHTOM IIperapary € aHTUTLIA, 1110 BOJIOAIIOTH CHEIM(PIYHOIO0 aKTUBHICTIO MPOTHU PI3HUX
30y THHKIB 3aXBOPIOBAaHb — BipyCiB 1 0aKTepil, y T. 4. renatuty A i B, nutomeranosipycy, Bipycy reprnecy
moaunu 1 tumy, 2 Tumy Ta 6 Tumy, Bipycy Enmeiina — bapp, BiTpsAHOi Bicniu, rpumy, Kopy, HapoTUTY,
MOJIIOMIENITY, KPaCHyXH, KOKIIONIY, CTapIOKOKY, KUIIKOBOI MaJlM4YKd, THEBMOKOKA, MPABLEBOrO Ta
mudrepiiiHOro TokcuHy. Mae TakoX HecnenugpiuHy aKTHBHICTb, IO TMPOSBISETHCA Yy MiJBUIIECHHI
PE3UCTEHTHOCTI OpraHi3my.

[Ipenapat BoJ0/Ii€ HU3bKOIO CIIOHTAHHOIO aHTUKOMIUIEMEHTAPHOIO aKTUBHICTIO.

[Ipemapar € HaTUBHMM iMyHOr;io0ymiHOM G, 30epirae Bci OiOJIOTiYHI BJIACTUBOCTI: AKTUBALIIO
KOMILJIEMEHTY, e()eKTOPHY Ta ONICOHO-(paronuTapHy (QyHKIi.

[Ipenapat € iMyHOJIOT'1YHO aKTUBHOIO OLJIKOBOIO (hpaKIIi€lo, 110 BUAIJICHA 3 CHPOBATKU a00 IJIa3MHU KPOBi
JIIOIMHY, IepeBipeHnX Ha BiacyTHiCTh aHTUTLN A0 BIJI-1, BIJI-2, 1o Bipycy renatuty C Ta moBEpXHEBOTO
aHTUTeHy BIpyCy rematuty B, oOYMIEHOI0O Ta KOHIIEHTPOBAHOIO METOJOM (PpakLiOHyBaHHS
CIMPTOBOJHUMH OCAaJHHKAMHM, sIKa MPOMIIIA CTalil0 BIpyCHOI 1HAKTHUBALlli COJBBEHT-IETEPreHTHUM
METOJIOM.

JlaHi npo e(heKTUBHICTh IHAKTUBALIT MOAEIBHUX BipyCiB HaBeJIeH1 y TaOIUIIl HUXKYE.

EdexTuBHICTh iHaKTHBALlli/BUIAJIEHHS BIpYyCiB

PesynbTat BUnpoOyBaHHS

Bipyc daxTop najaiHHA TUTPY setozom TUIP

Bipyc imyHonediuuty noaunu 1 5,0 g TCIDsg/cM> .

Bipyc renatury C 5,5 1g TCIDsg/cM> -




Bipyc npocrtoro reprnecy 2-ro Tumy 6,0 g TCIDsq/cM? -
Bipyc BipycHoi aiapei Benukoi 5,5 1g10 TCID5q/cM? -
poraroi xy100u
Bipyc nceBnockazy 6,3 1g10 TCID5q/cM?
EnrepoBipyc cBunelt 1-ro tumy 4,6 1g1¢ TCIDSO/CM3
AJIeHOBIpYC IOIUHU 4-TO TUITY 1,2 1g19 TCID50/0M3
Bipyc renatury kaueHsT 1-ro tumy 3,3 1g19 ELDsg/cM? H/L
Bipyc Be3uKyJIIpHOTr0 CTOMAaTUTY 7,0 1g10 TCID5q/cM? H/J1

H/J — HEMA€E JaHUX

Kniniuni oocniooscenns
VY BiakpUTOMY MiXKHapoaHOMY OaraToueHTpoBomy gociiakeHHi Il ¢asu, Bignosinno 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), BuBuanucs eeKTUBHICTb, O€3MeKa Ta 1Kl napameTpu GpapaMakoKiHETUKH IpenapaTy bioBeH
y naiieHTiB 3 nepBuHHUMU iMyHOoAediuTamu (I1I1). [amientn otpumyBanu bioBen mpotsarom 1 poxy

1 pa3 Ha 4 THKHI y cepeaHiit 1031 0,5 r/kr MacH Tijia. Y Naii€eHTiB OLIHIOBAJIN PIBEHb IMYHOTJI00YJIIHY,
KUIBKICTh BHUMAJKIB 1H(EKIH, TOKAa3HWKW KIIHIYHOTO Ta OI0XIMIYHOTO aHajizy KpoBi. Takox
OIIHIOBAJINCHh HAWBAXJIMBIII TIOKAa3HUKK POOOTH ceplisd, TUXaHHS, BH3HAUajIacs TEMIlepaTypa Tija,
¢bikcyBaJIMCh yC1 BUMIQJAKU MOMXIJIMBUX NOOIYHUX PEaKIIii.
[Ipotsrom 1 poky nikyBaHHs 3apikcoBaHo 1 BUMaok cepilo3HUX 1HPEKIIHHUX 3aXBOpIoBaHb (2,3 %, abo
0,023 Bunanky Ha 1 marmieHta Ha pik). Meaiana MiHIMaJabHOI KOHIEHTpaLli IMyHOIJIOOY/IiHY B IUIa3mi
KpoBi OyJia 3HaYHO BUIIA 32 MiHIMAJIbHUI UILOBUNA PIBEHBb S I/ 1 Iicid 6 MICALIB JIKyBaHHS CTaHOBUJIA
8,6 /11, a micyst 1 poky — 8,8 1/11.
B rpymi 3 49 nanienTis, mo orpumyBaiiu bioseH, 0yio 3adikcoBano 20 BUNakiB NOOIYHUX SBUIL] JIETKOTO
(2 %) Ta cepennporo crynens TspkkocTi (0,5 %), mo 3aranom ckiagano 2,5 % emnizoxniB BBeaeHHA. He
3a(hiKCOBAHO BUMAIKIB KJIIHIYHO 3HAYYIIOTO BIIXWJICHHS MOKA3HUKIB JAOOPATOPHUX TOCIHIIKEHb, IO
Oynau MOB’s3aHI 3 BBEACHHSM Ipenapary abo BUMAarajiud NPUIIMHEHHS JIKyBaHHsS. 18 maiieHTam
(mopocnum Ta nmitaM) bioBen BBomwiIM 31 3pocTarouoro MmBHUAKICTIO 1HGY31i. Ha mnepmomy erami
JOCITIJKEHHS MBUAKICTh BBeAEHHS 3pocTtana 10 5,0 mu/kr/rox (0,08 Mi/Kr/xB); Ha npyromy erari — 110
7,0 mu/kr/ron (0,11 mur/kr/xB). MakcumanbHa TIBUIKICTH BBEJCHHS Ha TPETHOMY €Talll CTaHOBHWIIA
8,5 mu/kr/rox (0,14 mn/kr/xB). Yacrora po3BUTKY MOOIYHHMX sBHIL Oyja HU3bKOIO (2 BUMaAkH Ha 35
OKpEMHUX BBEJIEHb), BOHM MaJM JIETKUN XapakTep, HEe KOpelroBalu 31 MBUAKICTIO 1HOY31i. Ha ocHOBI
MOMIMPEHOCTI TOOIYHUX SIBUI] Ta OIHKK JWHAMIKA OCHOBHHMX TITOKa3HHUKIB JKUTTEIISIIBHOCTI
MePEHOCUMICTH Tpernapaty bioBeH 3a MakCUMabHOT MBUAKOCTI BBeAeHHS 8,5 Mi/kr/rox (0,14 Mi/kr/xB)
y 94,0 % narienTiB Oyna oriHeHa sk xoporina, y 6,0 % — sk 3a/10BiJIbHA.
KniniyHa eekTUBHICTh 3aCTOCYBaHHS JIKapchbKoro 3acoOy bBioBeH y ckiail KOMIUIEKCHOI Teparii
MAII€HTIB 3 TSHKKOK MTHEBMOHIEI0, CIPUYMHEHOI0 KOopoHaBipycHoro iH(ekmiero COVID-19 / SARS-
CoV-2, 3a0e3neuyeTbcs HOro BIACTUBICTIO YMHUTH IMyHOMOZYJIIOIOUY Ait0. B pe3ynbraTi 3HUXKYEThCS
BHUPAXXEHICTh TOCTPOr0 PECHIPATOPHOTO AMCTPEC-CUHAPOMY 1, SK HACHIJOK, 3HM)KYEThCS CTYIIHb
IUXAIBHOI HETOCTATHOCTI.
HasiBHicTh KITIHIYHOT e(peKTUBHOCTI OYJI0 MIATBEPIKEHO B paMKax KIIHIYHOTO AociikeHHs «Biakpure
0araToleHTPOBE PaHIOMI30BaHEe JOCIIIXKEHHS 3 OLIHKY €(peKTUBHOCTI IIpenapaTy bioBeH, BUpoOHUIITBA
TOB «biopapma Ilnazma», B KOMIUIEKCHIM Tepamii MAali€HTIB 3 IHEBMOHIEID, CIPUYMHEHOIO
kopoHaBipycHoto iHpekuiero COVID-19 / SARS-CoV-2» (kox nocnimxenns — 2020-BV-BP).



VY nocnipkeHH1 B3sIM y4acTh 76 Malli€HTIB 3 MiATBEPIUKEHUM 3a BCIMA KPHUTEPISIMHU J1arHO30M. 66
MAII€HTIB, 10 MPOMIUIM CKPUHIHT T4 HE MaJIM KPUTEPiiB BUKIIOYEHHS, OYJIM paHI0MIi30BaHl y 2 TPyIu
(mocmimxyBana rpyna — bioBeH + 6a3oBa Tepariisi Ta KOHTPOJIbHA IpyTa — JHIe 0a30Ba Tepartis).

B marieHTiB BuU3HAYadgKMCS MOKa3HUKH POOOTH AMXAIbHOI CHUCTEMH, 3arajbHOTO CTaHy, TPUBAIICTh
noTpeOu y iHTEHCHBHIM Tepamii, moTpebu y mtyuHiil BeHTussanii serenis (LLIBJI), 3aransuuit Tepmin
JiKyBaHHSA. TakoXX OIlIHIOBaJlaCh BW)KMBAHICTh MPOTATOM 28-I€HHOTO MEpioJy CIOCTEPEkKEHHS,
na0opaTOpHi MOKA3HUKU KPOBI (3arajibHUM aHaii3 Ta 010XiMIYHMIN), a TAKOK PiBHI IIUTOKIHIB, (aKTOPiB
3arajieHHs Ta 1HII TOKa3HUKH CTaHy IMyHHOI CUCTEMHU.

3a pe3yabTaTaMu JOCTIKEHHS OyJI0 T0BeIeHO NepeBaxkaouy e()eKTUBHICTD 32 TOJIOBHOIO 3MIHHOIO.

JIOCTOBIpPHO IIBH/IIIIE HACTAE MMOKPALIEHHS CTaHy: IOCIIIKyBaHa Irpyna — Ha 5 1eHb (MIKKBapTUIbHUN
iHTepBast — 3,50—7,25 nHs), KOHTPOJIbHA Ipyna — Ha 9 aeHb (MDKKBapTWIbHUHN 1HTEepBaT — 6,00—14,75
auast), p = 0,0073. IMOBIpHICTh JOCATHEHHs CTa0uli3alii CTaHy y MAI€HTIB JOCHIHKYBaHOI TPYIHU
J0CTOBIpHO BuIa y 2,27 pasa (95 % nosipunii intepsain () — 1,26—4,11, p = 0,000), Hixk y nauieHTiB
KOHTPOJILHOI TPYIIH.

[TepeBaxaroua e(eKTUBHICTD MiITBEP/DKYETHCA TAKOXK 3a BTOPUHHUMH 3MiHHMUMHM. [Ipu 3actocyBaHHi
bioeny y cxemi nikyBaHHA jeTanbHIcTh Bil COVID-19 € 10cTOBipHO MEHILIOO: Yy TOCTIIXKYBaHIN rpyIi
— 6,25 % (2 Bunaaku Ha 32 y4acHUKH), Y KOHTPOJbHIiM rpymi — 23,63 % (8 BumaakiB Ha 34 y4yacHHUKH),
p=0,039.

Takox JOCTOBIPHO 3MEHIIYETHCS TPUBAIICTH JiMdoneHii. MeiaHa AOCITHEHHS pPiBHS JTIM(OIMTIB
1000 x1/MM3 i BHIIE y TOCITIKYBaHii TpyTii — Ha 4 1eHb (MDKKBApTHIBHUI iHTepBan — 3,00—5,00 1H5),
y KOHTPOJIbHIH rpyni — Ha 7 neHb (MbKKBapTWiIbHUH iHTepBan — 3,00-7,50 gus), p = 0,0097.
Dapmakokinemuxa.

Bucoxka edekTuBHICTh Npenapaty 3a0e3meuy€eTbes IBUAKUM 1 CTOBIICOTKOBHM HAIXOKEHHSIM aHTHUTLI
710 KPOBOTOKY 1 HOpMaJIbHUM I1€Pi0J0M HaIliBBUBEICHHS 3 OPraHi3My.

[licns BHYTPIIIHBOBEHHOTO BBEACHHS O10JOCTYIHICTh HOPMAJIBHOTO IMYHOIJIOOYNIHY JIIOJUHH Y
KpOBOOOITY pELHITI€EHTa € HEraifHOI Ta MOBHOKW. BiH MIBHIKO PO3MOAUISETHCS MK IUIA3MOKO Ta
€KCTPABACKYJISIPHOIO PIAMHOI0, MPHOIM3HO yepe3 3—5 IHIB JOCATAEThCsS piBHOBara MiX I1HTpa- Ta
EKCTPaBaCKYJISIPHUM IPOCTOPAMH.

Hopmaneuuii iMmyHOrnoOyJsiiH JIOAMHA Mae nepioa HamiBBUBeAeHHs mnpubmmsno 40 nuis. Leit mepion
HAIIBBUBEACHHS MOXE BIAPI3HATUCA Y KOXKHOTO OKPEMOTO MAaIlieHTa, OCOOJIMBO IPH MEPBHHHOMY
imynonedinuti. IgG ta IgG-KoMIIIeKCH pO3NagaOThes y KITHHAX PETUKYIOSHI0TETiabHOI CHCTEMH.
Kniniune nocnmipkeHHs OKpeMHUX MapaMeTpiB (papMakoKiHETHKM mpenapaTy bioBeH MpoBOIMIOCH 3a
y4acTio 22 mnamieHTiB. Cyguge cranoBuna 19,94 + 473 /1, Tyaee — 0,63 rommnm, AUC(op) —

8309,60 £ 2631,49 r/rox/n. BMmict iMmyHOr;noOymiHYy B IUIa3Mi KpOBi CTaOIbHO yTPHUMYBABCS BHIIIE
MIHIMQJIBHOTO IIJILOBOTO PIiBHSA 5 T/ mpoTsAroM mpuHaiMHI 28 mi0 micias OJHOPa30BOrO BBEIACHHS
npenapaty biosen.

KuiniuHi xapakrepucTukm.

Ilokazanns.

Jlikapchkuii 3aci0 3aCTOCOBYBATH JOPOCIHM MMaIliEHTaM ISl 3aMiCHOT IMYHOTEparii y mpoIieci JJiKyBaHHS
MePBUHHUX 1 BTOPUHHUX IMYHOACGIIUTHUX CTaHIB 1 ITOB’sA3aHUX 3 HUMHU 3aXBOPIOBAHb:

- CUHIPOMIB TIEPBUHHOTO IMYHOACOINUTY: BpOKEHA arammariooysiaiHeMis abo
rimoraMMmarjaoOyiiHeMis,  TSOKKMA ~ KOMOIHOBaHMM  iMyHOACQINUT,  HEKIacu(piKOBaHUU
BapiabenpHul iMyHOAEePIUT, cuHAPOM BickoTTa — Onupuya;

- BTOPUHHOTO CHHAPOMY JAE(IIUTY aHTUTUI: IUTOICHII pi3HOTO TeHe3y (rOCTpUi Ta XpOHIYHUN
JIeHKO3, alulacCTUYHA aHeMisl, CTaH IMCIIs Tepallii IUTOCTaTHKaMHU), TSHKKI (opMHu OakTepiaabHO-
TOKCHYHHUX Ta BIPYCHHUX 1H(EKIH (BKIIOYAIOYH XipypriuHi YCKJIaIHCHHS, 10 CYITPOBOIKYIOTHCS



OaKTepieMi€l0 1 CENTHKO-MIEMIYHUMM CTaHAMM, Ta YCKJIAJHEHHS HpPU MIATOTOBLI XipypridyHHX
XBOPHX JI0 Omepartii);

- ayTOIMyHHMX 3aXBOPIOBaHb: 1110MaTHYHA TPOMOOIMTONEHIYHA IypITypa 3 BUCOKUM PUZUKOM
KpOBOTeui ab0 nepes XipypriyH|UM BTPYUYaHHIM — 7151 KOPEKILii KUIbKOCTI TPOMOOLIUTIB; CHHAPOM
Ilena — bappe, XpoHiuHa 3amajgbHa HeipomaTis (IO JeMieNiHI3ye), 3amajbHa Miomarisd,
rpaHysiemaro3 Berenepa, 1epMaTOMiO3UT, CHCTEMHI 3aXBOPIOBaHHS CIOJYYHOI TKaHHHU
(peBmaroinHuit apTpuT), cuHIpoM Kasacaxi,

- TpaHCIUIaHTAIlii KICTKOBOTO MO3KY.

3amicHa Teparis y aited Ta nititkis (0—18 pokiB) mpu:

- cunapomax nepsuHHOrO iMyHoaedinuty (ITI/1) 3 mopyieHHsM BUPOOICHHS aHTUTLIT,

- BropuHHHUX IMyHOAediuuTax (BIJ[) y naiienTis, ki cTpakJar0Th BiJ] TXKKUX a00 pElUIUBYIOUUX
iH(ekuiid, Hee()eKTHUBHOIO MPOTUMIKPOOHOrO JIIKyBaHHS, abo y pasi, SKIIO JOBeJeHa
HenocTatHIiCTh cnenudiunux antuTin (JJHCA*) abo pisens 1gG y cuposariii < 4 1/i1.

*IHCA — HecnpOMOXHICTh JOCSITHEHHsS NMPUHAWMHI JBOKPATHOTO MiABUIIECHHS TUTPY IgG mpoTtu
ITHEBMOKOKOBOT'O TOJIicaxapyly Ta BaKIIMH IPOTHU MOJINENTHIHUX AaHTUT€HIB.

3acTOCOBYBAaTH y CKJIAJl KOMIUIEKCHOI Tepamii JOpOCIMX TAalll€eHTIB 3 TSHKKOIO ITHEBMOHIEIO,
CHPUYMHEHOI0 KopoHaBipycHoIo iHpekiiero COVID-19 / SARS-CoV-2.

Ilpomunokazanns.

lNnepuyTnuBicTh A0 OyJb-SKOr0 3 KOMIIOHEHTIB Ipenapary. [inepuyTiauBIiCTh OO TOMOJOTIYHHX
IMYHOTJIOOYITiHIB, OCOOJIMBO Y AyKe PIAKICHUX BHUMaaKkax nediuuty [gA, Koiu namieHT Mae aHTUTLIA 10
IgA. Beenenns imyHornoOyiiHy IpOTUIIOKa3aHe 0co0am, siKi MaloTh B aHaMHE31 TSKK1 aJlepriuHi peakuii
Ha BBEJICHHS OUIKOBHX IpernapaTiB KpOB1 JTIIOJUHHU. XBOPUM, SIK1 CTPaK/1al0Th HA aJieprivHi XBOpoOu
ab0 MaloTh CXWJIBHICTH JI0 aJIEpPTiYHMX PEaKIliil, Mpy BBEACHHI IMyHOIJIOOYIIHY Ta B HAcTyIHI 8 110
PEKOMEHIYIOThCSL aHTHUricTaMiHHI 3acobu. Ocolam, sIKl CTpa)KAat0Th HA IMYHOIIATOJIOT1YHI CHUCTEMHI
3axXBOpIOBaHHS (IMYHHI XBOpPOOM KpOBI, KOJIar€HO3, HE(QpUT), Hpernapar ciliJ [pU3HA4YaTH Micis
KOHCYJIbTAIlll 3 BIANOBIIHUM CHEIaicTOM. Y MeploJl 3aroCTPeHHs aJepriyHOro MpoIleCcy BBEIEHHS
npenapaTy MpOBOAMTH ITICIs BACHOBKY ajeprojora 3a >KUTTEBUMU IOKa3aHHSAMHU.

Ocoonuei 3ax00u 6e3nexu.

Jlesiki cepiio3H1 0014H1 peakiiii MOKyTh OyTH ITOB’s13aH1 31 IUBUKICTIO BBEJCHHs npenapary. [lamienrtu,
Kl OTPUMYIOTh IMYHOTIJIOOYJIIH BHeplle, 3a3BUuYail BIAUYBAalOTh CJIaOKy MHOOIYHY Ji0 3 OUIBIIOO
4acTOTOI0 HIXK Ti, XTO 3HAXOAATHCA Ha PEryJsipHId Tepamii iMyHOrjaoOyiiHOM. BkazaHux Huxue
napaMeTpiB MIBHAKOCTI BBEJIEHHS CIiJI JAOTPUMYBAaTUCS, 1 3a HAallleHTaMHd HEOOXI1JHO pEeTelIbHO
criocTepiratu sK miJ yac iHQy3ii, Tak 1 mpoTaroM 1 roauHU micis 3aBeplieHHs nepoi iHpy31i. Y pasi
MOSIBU MOOIYHUX peakliil MBUAKICTh 1H(PY31T NOTPIOHO 3HU3UTU a00 MPUIIMHUTH BBEACHHA IpernapaTy
710 3HUKHEHHS HeOa)KaHUX CUMIITOMIB. SIKIIO Miciis NPUITMHEHHS BBEJACHHS CUMIITOMU 30€piratoTbes, TO
JOLJIbHA CUMIITOMATUYHA Teparist. Y pasl MIOKY CJIiJl JOTPUMYBATUCS BKa31BOK LIOJ0 MPOTUIIOKOBOI
Teparii. s maiieHTiB 3 LyKPOBUM J1a0€TOM Ta pU3UKOM HUPKOBOI HEZOCTATHOCTI, @ TAKOXK JIJIsl XBOPUX
Ha CUCTEMHUH YepBOHUI BOBYAK 3 YPAKEHHSAM HUPOK MPOTIroM 3 JAHIB Micis BBEACHHS IIpernapaTy CJijl
BHUMIPIOBATU piBeHb KpeaTuHIHY. [Ipy HacTynmHux iHQY3iSX 3a CTAaHOM Malll€eHTa HEOOX1IHO PETEIbHO
crocrepiratu npoTsarom 20 XBUJIMH 3 MOMEHTY 3aKIHYEHHSI BBEJICHHS IIpernapary.

[Ipenapat bioBeH 3acTocOBYBaTH JIMILIE B yMOBaxX CTal[lOHApY IPU TOTPUMaHHI1 paBui acenTuku. [lepen
BBEJICHHSM IIpenapaT BUTpuMyBaTH rpu temrepartypi (20 + 2) °C He MeH1Ie 2 TOAMH.

Po3unn mae Oytu mpo3opum abo 37erka omajecleHTHUM, O0e30apBHHUM a0o0 3JierKa >KOBTYBAaTOTO
KOJIBODY.

He BukopucToByBaTH MyTH1 po34MHH a00 Taki, 10 MAIOTh OCA/l.

Jly1st BBeZIeHHS TIpenapaTy HeoOXiTHO 3aCTOCOBYBATH OKpeMy 1H(Y3iHHY CHCTEMY.

B3aemooia 3 inwumu nikapcokumu 3acodoamu ma inuii 6uou 63a€mooiil. JIikyBaHHs penapaToM MOKHa
MOETHYBATH 3 3aCTOCYBaHHIM Oy/Ib-IKHX JIIKAPChKHUX 3aCO0IB.



JKugi ocnabneni 8ipycui 6akyunu

BBenenns iMyHOroOyJliHIB MOXKE 3MEHIIYBAaTH HPOTIroM Iepiofy Bix 6 THXKHIB Ta 1O 3 MICALIB

e(pEeKTHBHICTh JKUBUX OCJIa0NeHNX (aTeHyHOBaHMX) BIPYCHHX BAaKIMH IPOTH KOpPY, KPAaCHYXH,

eMiIEMIYHOT0 MapoTUTY Ta BiTpsHOI Bicnu. Ilicnsa BBemeHHS JaHOTO IpenapaTy Mepell BaKIMHAIE

KUBUMHU OCJa0JCHUMHU BipyCHMMHU BaKLIMHAMM Ma€ MPOUTH 3 Micswi. Y pasi BakIMHALIl IPOTH KOPY
e ocnabiaeHHs e(peKTUBHOCTI BaKIIMHU MOXKe TpuBaTH A0 1 poky. ToMmy y maii€HTiB, SIKUM BBOJSTH

BaKLMHY IPOTH KOPY, CIiJl IEPEBIPIATU CTaTyC aHTUTLI.

[Ticna BakuMHAaIil IpoTH IUX 1H(EKLIN npenapaT BapTO BBOAUTH HE paHillle HiX yepe3 2 THXKHI; Y pasi

notpedu 3acTocyBaHHs bioBeHy paHille I[bOr0 TEPMiHY BaKLMHAIIO MPOTH KOpy abo emieMiyHOro

NapoTUTy BapTO NMOBTOpUTH. lllerieHHs npoTu HIUX iH(pEKIiH MOXyTh OyTH MpoBeAeH! y OyIb-aKi

TEepMiHM J10 a0 Mmicisl BBEJCHHS Mpemnapary.

Bnaue na pesynomamu ceponoziunux mecmis

[Ticns 10’ ex1ii iIMyHOTI00YIIHY TUMYacOBE MiABUIIICHHS Y KPOBI PiBHS PI3HUX aHTUTLI, K1 Iepe1aloThCs

MACHBHO, MOKE€ MPU3BECTH 10 TOMUJIKOBUX MMO3UTHBHUX PE3YJIbTATIB CEPOJIOTIYHUX aHATI31B.

[TacuBHa mepenaya aHTHUTII O €PUTPOLMTAPHUX aHTHUIeHiB, Hanpukiaax A, B abo D, moxe BrumBatu

Ha JIeSKl CepoJIOTIYHI TeCTH BU3HAYEHHS AJOAHTUTLI 10 epUTPOLMTIB (Hampukiax Ha Ttect KymOca),

KUTBKICTh PETHKYJIOLUTIB Ta TalTOrNIO01H.

Ocobueocmi 3acmocyeanns.

3acmepedicenns w000 66edenHs npenapamy

Jleski TsKKi moO14HI peakiii MoKy Th OyTH OB’ s13aHi 31 IBUAKICTIO 1HQY3ii. Ci1ig cyBOpPO AOTPUMYBATUCS

pexoMeH0BaHOi IBUAKOCTI 1HQY3ii. [ToTpiOHO YBa)KHO KOHTpPOJIIOBATU CTaH MAlli€HTa 1 PeTeIbHO

CTEXHUTH 32 TOSBOIO Oy/Ib-SKUX CUMITOMIB IPOTATOM YChOTO Nepiony iHPy3ii.

Jlesiki moOiyHi peakiiii MOXKyTh BUHUKATH YacTille:

-y pa3i BUCOKOI IIBUAKOCTI 1HDY3ii;

- y Tali€HTIB, SIKI OTPUMYIOTh IMYHOIJIOOYJiH JIOAMHU HOpPMaJIbHUM BIeplIe, Ta PIAKO — KOJH

BiIOYBa€TbCs Mepexis Ha IMyHOIJIOOYJiH JIOAMHUM HOPMalbHUN a00 KOJM MHUHYB TPUBAJIMHA dYac 3

MOMEHTY HOIepeHbOI 1HPY3II.

[ToTeHIiHUX yCKIaJHEHb MOKHA YHUKHYTH, SKILO IEPEKOHATUCS, 1110:

- MaLi€HTH HEYYTJIMBI 10 IMyHOIJIOOYIIIHY JIFOJUHU HOPMAJIBHOTO NP MEPIIOMY MMOBUILHOMY BBEJICHHI

npernapary nuisixom iH}ys3ii;

- MAIIEHTH 3HAXOAATHCS i/l peTeIbHUM KOHTPOJIEM LII0/I0 MOSIBU OY/Ib-SIKUX CUMIITOMIB IIPOTATOM YChOTO

nepiony iHdy3ii. 30kpema, o0 BUABUTH O3HAKU MOTEHLIWNHOTO HEOAXaHOTO BIUIUBY, MiJ Yac MepIIoi

iHQY3il 1 B mepury rofuHy micis nepuoi iHQy3ii moTpiOHO KOHTPONIOBATH CTaH MALI€HTIB, SKI He

OTPUMYBAJIM paHIIIEe Mpernapatd IMyHOIJIOOYINiHYy, $KI OTPUMYBAJIM JIKyBaHHA aJlbT€PHATUBHUM

IpernapaToM Ta THX, y KOTro Oyia TpuBaa nepepsa Micisi OCTaHHBOT'O BBEIEHHS IMyHOTTI00Y IiHy. Takum

nalieHTam MoTpioeH KOHTPOJIb MPOTATOM YChOTO MepioAy nepiuoi iHdy3ii, a Takoxk MpoTsArom 1 roauHu

IiCJIA 3aBEpIICHHS BBEJCHHA. YCIM IHIIUM Nali€HTaM CIiJ 3HaXOIUTHCA MiJ MEAUYHUM HarsaoM

npoTsrom nepuunx 20 XBUIKH Micis BBEICHHS.

V pasi nosiBM nMo6ivHOI peakuii moTpioHO a00 3MEHIIUTH MIBUKICTh BBEACHHS, a00 3yMUHUTHU 1HY3iI0.

HeoOxigHe nikyBaHHS 3aJIe)KUTh BiJl XapakTepy 1 TSXKKOCTI MOOIYHOI peakiii. Y pa3i po3BUTKY IIOKY

CIIiJ| TIPOBOJAMTH JIIKYyBaJIbHI 3aXOAM BIANOBIAHO JI0 3aTBEP/UKEHUX PEKOMEHAALINd 3 MpOBEICHHS

MPOTHUILIOKOBOI Teparii.

Jln Beix marieHTiB ripu BBeAeHHI [gG moTpiGHO:

- IPOBECTH a/IeKBATHY TijipaTallito nepeja noyarkoM iHdysii IgG;

- KOHTPOJIIOBATH Jiypes;

- KOHTPOJIIOBATH PiBHI KpEaTHHIHY Y CUPOBATII KPOBI;

- YHUKATH CYIyTHOTO BUKOPUCTAHHS NETIBOBUX JI1yPETHKIB.

T'inepuymausicmo



MoXyTh BUHUKHYTH CEpHO3HI alepriufi peakuii. Y 3B’SA3Ky 3 LUM OCOOH, SIKi OZep:Kajii Ipernapar,
MOBMHHI 1epe0yBaTu MiJy MEANYHUM HariIsa oM npoTsroM 30 XBWIMH. Y pa3i BAHUKHEHHS TaKUX peakiii
BBEJICHHA npernapaTy bioBeH nuisixom iHys3ii i HEraifHO MPUIMHUTU Ta 3aCTOCYBATH BiJIOBIIHE
JKyBaHHA. Y MaII€HTIB 3 AeIMTOM IMyHOTTIOOYIiHY A Ta HaSBHUMH aHTUTUIAMH 10 IMyHOTJIO0YIiHY
A icHy€ 3HaYHHMI PU3UK PO3BUTKY CEPHO3HUX aJepriyHUX Ta aHa(iIaKTOITHUX PeaKiii, Ki MOXYTh
BUHUKHYTH Y 3B 513Ky 3 BBEICHHM Ipenapary bioseH.

VY  piaKiCHHX BHIAJAKaX IMyHOTJIOOYJiH JIIOAMHU HOPMAJbHUN MOXKE CIPHYUHATH 3HMKEHHS
apTepialbHOTO THCKY 3 aHA(UIAaKTHYHOIO PEaKLi€lo, HaBiTh Yy MAI€HTIB, KI OTPUMYBAJIU MONEPETHE
JKYBaHHS IMyHOTJI00YJIIHOM JIFOAMHU HOPMAaJIbHUM.

Hupkosa neoocmamuicmeo

VY mamieHTiB, gki npoxoawnu Tepamito IgG, Oynu BHUIAAKU roCTpoi HUPKOBOI HEINOCTATHOCTI, IO
BKJIIOYAJIM TOCTPY HMPKOBY HEIOCTATHICTb, TOCTPHM TyOyIApHHIA HEKpPO3, MPOKCHUMAJbHY TYOYJSpHY
Hedponario i OCMOTHUHUI Hehpo3. Y OLIBIIOCTI BUMAAKIB Oysin BU3HAUEH] (aKTOpU PU3UKY, TaKi K
MOTepeIHhO ICHYIOUYa HUPKOBA HEIOCTATHICTH, IyKPOBU AiabeT, rimoBoiieMis, HaJAMIpHa Maca Tinia,
CyIyTHI He(ppOTOKCHUHI JIIKapChKi Mpenaparty, BiK MalieHTa Bix 65 pokis, cerncuc abo napanporeinemis.
[ToBinomiIeHHST MPO HUPKOBY TUCQYHKLIIO 1 TOCTPY HUPKOBY HENOCTAaTHICTH Oynu MOB’s3aHi 13
BUKOPUCTaHHAM 0araThoX JII[eH30BaHUX npenapatiB IgG, 1m0 MIicTATh pi3Hi TOMOMIKHI PEUOBHHHU, TaKi
SK caxapos3a, IVII0OKO3a Ta MayibTo3a. OCOONMBO BeJIMKa YacTKa BiJ 3arajbHOi KUIBKOCTI CTOCY€ETHCS
Ipernaparis, MO MICTATh caxapo3y sK crabimizarop. s mamieHTiB 3 MiABUILIEHUM PH3MKOM MOXKHA
PO3IIISIHYTH MO>KJIMBICTh BUKOPUCTaHHS npenapatiB IgG, ki He MICTATh BHILE3a3HAYEHUX JOMOMIKXHHUX
PEUOBHH.

Ilepen mouaTkoM BBeZeHHs NpenapaTy bioBeH muisixom iH(ys3ii ciif MepeKoHATHUCs, L0 Y Halli€eHTa
BIJICYTHI O3HAaKH Jerijpararii.

JlJig maimieHTiB 3 MOTEHIIIHHIM PU3UKOM PO3BUTKY TOCTPOi HUPKOBOI HEAOCTATHOCTI CIif 31HCHIOBATH
NEepiOANYHUNA MOHITOPUHT (YHKII{ HUPOK Ta Aiype3y. [lokazHuku (QyHKIT HUPOK, BKJIIOYAIOUYH PIBEHb
a3oty cedoBuHM KpoBi (ACK)/kpeaTuHiHy CHpOBATKM KpPOBI, CNiJl OL[IHIOBAaTH 10 MEPIIOr0 BBEICHHS
npemnapaty bioBeH Ta micis 1boro yepes3 neBHi NpoMixkKku vacy. [Ipu noripiieHHi GyHKIIOHYBaHHS HUPOK
CJIiJ] IPUIMHUTH 3aCTOCYBaHHS Mperapary.

JUis ari€exHTiB 3 MOTEHIIHHUM PU3UKOM PO3BUTKY MOPYILIEHHS (PYHKLIOHYBAaHHS HUPOK Ta/a00 PO3BUTKY
TPOMOOTHYHHUX YCKIJIAJHEHb CJil 00€peKHO 3MEHIIYBAaTH KUIbKICTh npenapaTy bioBeH, BBeaeHOro 3a
OJIMHHULIIO Yacy.

TI'inepnpomeinemis

I'inepnporeinemisi, MiABUIIEHHS B’SI3KOCTI CUPOBATKM KPOBI Ta TiMOHATPIEMis MOXXYTh BUHUKHYTH Yy
NAIl€HTIB, fAKI OTPUMYIOTh JIKyBaHHA 1MyHOIJIOOyniHOM. [imoHaTpiemMiss MoOK€ BHSBHUTHUCS
TMICEB/IOTIMIOHATPIEMIEIO, IO MPOSBISAETHCA 3MEHIICHOI0 OOYUCIEHOI0 OCMOJISUIBHICTIO IIasMHu abo
30UTBIIEHHAM OCMOJIAPHOTO iHTepBaly. KiliHIYHO Ba)XXKJIMBO BiJIPI3HUTU CHPABXKHIO TIIIOHATPIEMIIO BiJ
TMICEB/IOTIMOHATPIEMIT, OCKUIBKM MPHU 3MEHIIEHH! BUIBHOI BOJM Yy CHPOBATII KPOBI IIbOBE JIIKYBaHHS
MAIIEHTIB 13 MCEBOTIMOHATPIEMIEI0 MOXKE MPU3BECTH [0 JAETifparallii, y 3B’ 43Ky 3 UMM IiJBHUILY€ETHCSI
B’SI3KICTh CUPOBATKH KPOBI Ta MOXK€ BUHUKHYTH TPOMOOEMOOIIIYHE YCKIIaJHEHHSI.

Tpomboemboniuni ycKiaoHeHHs.

BHacnijiok JiKyBaHHS IpernapataMu iMyHOTJIOOYJiHY MO)Ke BUHUKHYTH TpomO003. DakTopu pU3HKY:
OXKUPIHHS, aTepOCKIepo3 B aHAMHE3l, MOPYLIEHHS CEpLEBOr0 BUKUIY, apTepiaibHa TilepTeHsid,
IyKpOBH Aia0eT 3 HasABHICTIO B aHAMHE31 3aXBOPIOBAHHs CyJIWH 1 BUMAJAKIB TpoMOO3y, HabyTa abo
CragKkoBa TPOMOO(LTisl, TSKKa TIOBOJIEMIs, 3aXBOPIOBAHHS, SIKI MiJBUIIYIOTh B’SI3KICTh KPOBI, JIITHIH
BiK, TpHBaJjia iIMMOO1ITI3a1lisl, CTAaHU TilepKoaryJssiii, BEHO3HUH abo apTepiaabHUN TpoMOO3 B aHaMHe3l,
3aCTOCYBaHHS €CTPOI€HIB, BUKOPUCTaHHS MOCTIMHUX HEHTpaJbHUX KaTeTepiB y CyAMHAX, IMiJBHUILEHA
B’SI3KICTh KPOBI Ta PU3UK CEPLEBO-CYJUHHUX 3aXBOPIOBaHb. TpoM0O03 TaK0K MOXKE BUHUKHYTH HaBITh y
pasi BiICYTHOCTI BiTOMUX (DaKTOPiB PU3HKY.



Cain 371MCHUTH 3arajibHy OIIHKY B’SI3KOCTI KPOBI y MAIi€EHTIB 3 PU3MKOM IIiJIBUIIEHOI B’S3KOCTI,
BKJIIOYAIOUH TIOB’S3aHy 3 KPI1OTJI00YIiHAMH, X1JIOMIKPOHEMIEIO TOJI0yBaHHS/ TOMITHO BUCOKUM PiIBHEM
TPUIIIILEPONiB (TPUTIILEPUAIB) ad0 MOHOKJIOHAJIBHOIO Tramomnariero. J[ias mauieHTiB 3 pPUBHKOM
BUHUKHEHHS TPOMOO3y NMPaKTHKY€ETHCS BBEIEHHS MpenapariB iMyHOIJI00yiHy y MiHIMaJIbHUX J103aX Ta
3 MiHIMaJIbHOIO MIBUKICTIO 1H(DY3ii. [Tepes 3acTocyBaHHAM Mpenapary cilifi IEpeKOHATUCS Y HAJIEKHOMY
piBHI rigparaiiii mamieHTa. ¥ mamie€HTiB 3 pU3UKOM BUHUKHEHHS T ABUIIIEHOT B’ I3KOCTI CJIiJl 311 CHIOBATH
KOHTPOJIb CUMIITOMIB TPOMOO3Y Ta OIIIHKY B’SI3KOCTi KpPOBI.

Cunopom acenmuyHo20 MeHiH2imy

Sx moBimomisiiocs, cuHApoM acentuyHoro MeHiHTITy (CAM) Moxke piAKO BHHHMKATH y 3B SI3KY 3
JIKyBaHHSAM IpenapaTaMy iMyHornoOyininy. IIpunuHeHHs JiKyBaHHS TaKMMH IIpernapaTtaMH CIpHUse
pemicii CAM 6e3 yckiaiHeHb IPOTIroM KUTbKOX AHIB. el cunapoM 3a3Buyail 3’ABISETHCS MPOTATOM
nepioay Bi KUIBKOX FOJUH 10 IBOX JHIB MicCHIs JIIKYBaHHS IpenapaTaMy iIMyHOTJIO0YJIiHY Ta IX HIBHIKOTO
BBeJIeHHA. Lle XapakTepusyeTbcs CUMITOMAaMHM, 10 BKJIIOYAIOTh CHJIBHUN TOJOBHUM O1/1b, PUTIAHICTH
M’s131B TIOTHJIMII, COHJIUBICTb, TapsuKy, (oTooOito, O0IBOBI BIIUYTTS MiJ] Yac pyxy o4el, HyJOTy Ta
omoBaHHs. Pesynbraté nmocnimkens nepedpocninanbHoi piaunau (LICP) wyacto € mo3uTHMBHMMHU Ha

TICOLHTO3 3 KiIKOMA THCSYaMHU KIIITHH Ha | MM, epEeBa)HO PaHy IOMUTAPHOTO PSLY, Ta [T ABHIICHHS

piBHIB OIJIKIB 10 KUTBKOX COTE€Hb MI/[. llamieHTH, y SKuX HasBHI Taki CUMIITOMH, TIOBUHHI MPOUTH
HEBPOJIOTIYHE 00CTEXKEHHS, BKITIouatoun fociimkerns LCP, 11 BUKITIOUeHHS iHIIWX TPUYXH MEHIHTITY.
[MTamienTH, sKi MalOTh B aHAMHE31 MITPEHb, € OUIBII CXWIBHUMH 10 HHOro. CHHIPOM MEHIHTITHOTO
CeTICHUCY MOKE TPAIUIATHCS YacTille P JIiIKyBaHHI BUCOKUMU J1o3amu 1gG.

T'emoniz

[Ipenapatu iMmyHOTI00YyJIiHY MOXYTh MICTUTH @HTUTLIA TPYI KPOBi, IO MOXYTh JISITH SK T€MOJI3UHU
Ta CHPUATH in Vivo TIOKPUTTIO €PUTPOLUTIB OOOJOHKOIO 3 IMyHOIJIOOYIiHY, IO CHPUYHHSE MPIMY
MO3UTHUBHY PEAKLil0 IMyHOrJIOoOyiHy Ta 3pifka remoii3. ['eMomiThyHa aHemis MOXK€ BUHUKHYTH Yy
3B’S3KY 3 JIIKyBaHHAM IMyHOTJI00YJIiHAMH, BHACTITOK 301IbIIICHHS CEKBECTpallii epuTponuTis. [laiieHTis,
SK1 OTPUMYIOTB JIIKyBaHHS IMyHOTJIOOYJIiHAMH, CJIiJ{ KOHTPOJIFOBATH HA HASBHICTh KIIIHIYHUX CUMIITOMIB
remoutizy. [Ipu nosiBi TAKMX CUMITTOMIB MiCJIsI BBEIGHHS IMYHOTIIOO0YMiHY HUISIXOM 1H(Y3ii cimijl 3aiiCHUTH
nabopaTOpHi aHAITI3H AJIS TATBEPKCHHS TEMOIII3Y.

Cunopom 2ocmpoz2o nocmmpanc@y3itino2o YuKOONCeHHs 1e2etb

[ToBimoMmsIocsT TIPO HEKAPAIOTEHHWH HAOpSK JereHb (CHHAPOM TOCTPOTO NOCTTpaHc]y3iiHOTrO
yikokeHss serens (CITIY D)) y namienTis, sskum BBoawu imyHornoOyiid. CITIY JI xapaktepu3syerscs
TSOKKUM YCKJIATHEHHSIM JIUXaHHs, HAOPSKOM JIETeHb, TIMOKCEMI€0, HOPMaIbHOIW (DYHKIIIEIO JIBOTO
[ITYHOUYKA Ta TapsuKolo, 10 3a3BUYail BUHUKAE MPOTsIrom 1—6 roaun micis tpancgysii. [lamientam 3i
CI'TIVJI mo>xHa 3aCTOCOBYBATH KUCHEBY TEPAITIIO 3 HAJIEKHOIO JTOIATKOBOIO BEHTHIIALIIEIO JICTCHb.
[TamienTiB, sKi NpUAMAarOTh IMYHOTJIOOYJiH, CNiJ KOHTPOJIIOBATH IIOAO MOOIYHMX peakuiid 3 OOKy
nuxanpHOl cuctemu. Skino migo3proerbest HasBHICTh CITIYJI, HeoOXiqHO MTPOBECTH BiMIOBIIHI aHATI3N
Ha HAsBHICTh AHTUHEUTPO(DIIBPHUX aHTHUTLI SIK Y TpenapaTi, Tak 1 B CHPOBATIIl KPOBi MaLli€HTA.
Jlabopamopni docniosxcenns

3a MOSIBM CHMIITOMIB TE€MOJI3y Iicis BBEACHHS IMYHOTJIOOYJIHY HUIAXOM iH(QY3ii ciif mpoBecTH
BiJIMOBIAHI TAOOPATOPHI aHATI3M AJIS iX IMiITBEPIKEHHS.

SAxmo € migo3pu crocoBHo CITIYJI, TO ciigx BUKOHATH BIAMNOBIIHI aHaJi3dM Ha HAasSBHICTh
aHTUHEHTPO(UTPHUX aHTUTLUI SIK y Mpenapari, Tak i B CHPOBATILI KPOBI MaIli€HTA.

VY 3B’A3Ky 3 MOTEHIIHUM ITiIBUIIEHHSAM PH3UKY TPOMOO3Y CIIiJi OLIHUTH B SI3KICTh KPOBI1 y MAaIlI€HTIB
3 PU3HMKOM MiJBUIIEHO B’ SI3KOCTI, BKIIOUAIOYH KPioTrI00yiHH, XiTOMIKPOHEMIIO rOJI0{yBaHHs/ TIOMITHO
BUCOKHI PiBEHb TPUTIIILEPOIIIB (TPUTITiLEpHIiB) 200 MOHOKJIOHAIBHY FraMOMNATIIo.

3aeanvha inghopmayis

[Ipemapat BHpOOASIOTH 3 MJIa3MHU JIIOAWHU. [0 CTaHIAPTHHUX 3aXOMIB JUIsS 3armoOiraHHs iHQIKYBaHHIO
Yyepe3 BUKOPUCTAHHS JIIKAPCHKUX IMPenapariB, NPUTOTOBAHUX 3 KPOBI JIIOJUHH a00 IUIa3MH, HAJIEKATh



Bi0Ip JOHOpIB, MEpeBipKa 3pa3KiB JOHOPCHKOI KPOBI 1 MyNIB IUIa3MHM Ha HasBHICTH CHEUU(pIYHUX

MapkepiB 1H}EKIi, a TaKoK BKIIOUEHHS €()EeKTUBHUX BUPOOHHUYUX CTAJil AJsl iHAKTUBAIlli/3HUIIEHHS

BipyciB. He3Baxkarouu Ha 1ie, IpH BBEJICHHI JTIKApChKUX MPENapariB, MPUTOTOBAHUX 3 KPOBI JIFOJUHH 200

IUIa3MH, HEMOXKJIMBO MOBHICTIO BUKJIIOUUTH PU3UK nepeaadi iHdekmii. Lle x crocyeTbes HEBIIOMHX 1

HOBHX BIpYyCIB Ta 1HIIUX MaTOT€HIB.

ITpoBeneHi 3axoaM BBaXarOThcs €(PEKTUBHUMHU 11100 OOOJOHKOBHMX BipyciB, Takux sk BIJIL, Bipyc

renatuty B 1 Bipyc remaruty C. BigHocHO 0€30005I0HKOBHX BIpYCiB, TaKMX SK Bipyc TremaTuty A i

napBoBipyc B19, ui 3axoau MoxyTh MaTu oOMexeHy edeKTuBHICTb. KIiHIYHUN JAOCBiA MEPEKOHINBO

CBIIYUTH IPO BIJICYTHICTh BUIAJIKIB Iepeiayi Bipycy renatuty A Ta napBoipycy B19 npu 3actocyBanHi

mpemapaTiB  iMyHOrNIoOymniHy mmoauHu. KpiM Toro, mepeabadaerbes, MO0 BETUKE 3HAYEHHS IS

MiBUIICHHS BipyCHOI O€3MEKH Ma€ BMICT aHTHUTLIL.

[Ipenapar He MICTUTh KOHCEPBAHTIB Ta AHTUO10THKIB.

Ilayienmu nimHb020 6iKy

VY nauieHTIB BIKOM Bif 65 POKIB MOXJIMBHH PU3UK PO3BUTKY AEAKMX MOOIUHUX peakilii, Takux sK

TpoMO0eMOOITIYHI YCKJIAHEHHS Ta TOCTPa HUPKOBA HEAOCTATHICTb.

3acmocysanns y nepioo eacimmocmi abo 200y8anus 2pyooio.

be3neunicTe 3acTocyBaHHs IIOrO Mpenapary BariTHUM JKIHKaM HE BCTaHOBJIEHAa KOHTPOJbOBAHUMH

KIHIYHUMH JOCIIDKEHHSIMH, TOMY HOro ciifi 00epeXHO NMpU3HAYaTH BariTHUM JXKiHKaM 1 MaTepsiM y

nepioa roayBaHHs Tpynmro. JlocmijpkeHHs BBedeHHs mnpemnapary IgG BariTHUM MOKasajo, IO BiH

MIPOHMKAE KPi3b IU1aLeHTy, oco0nuBo B 11 pumectpi. KniniuHuit 10CB11 BUKOPUCTaHHS IMyHOTTIOO0YJTiHIB

CBIAYUTH MPO TE, 1110 HE CJIIJ OYiKyBaTH LIKIIJTMBOTO BIUTUBY Ha IIepedir BariTHOCTI, Ha IJ1i1 800 HEMOBJIS.

IMyHOTr100YI1iHM IPOHUKAIOTH Y TPY/THE MOJIOKO 1 MOXKYTh CIIPUATH MEPEHECEHHIO 3aXUCHUX aHTUTLI 10

HOBOHAPOJKEHOTO.

Kniniunuii 10ocBiJ 3aCTOCYBaHHS IMyHOIJIOOYJIiHIB TIOKa3aB, 10 HEMA€E BIUTUBY Ha (PePTHIIBHICTb.

30amuicms  enaueamu Ha WEUOKICMb peakyii npu Kepy8amHi aA8MOMpPAHCNOpmom ado iHUUMU

Mexauizmamu.

He cnocTepiranocs BIUIMBY Ha 3/1aTHICTh KepyBaTH aBTOMOO1JIEM Ta MPALfOBAaTH 3 IHIIMMU MEXaHi3MaMH.

Cnoci6 3acmocysannsa ma 0o3u.

BioBeH ciiJl BBOZUTH BHYTPILIHBOBEHHO KPAIJIMHHO 3 TOYaTKOBOO HIBHJIKICTIO 0,5-
1,0 ma/kr macu Tina/ron npotsaroM 30 xB. 3a yMOBM BiJCYTHOCTI Oynb-sKUX HeOaXaHUX MOOIYHHX
peaKIiif MBUIKICTh BBEJCHHS MOXHA IOCTYNOBO 301IbIIyBaTH (PEKOMEHI0BaHe 301IbIICHHS Ha
0,5—1,5 mn/xr macu Tina/roa koxHi 10 XB). 3a JaHUMU KITHIYHUX AOCIIHKEHb, MAKCHMAaJIbHA IIBUIKICTh
BBEJIEHHSI CTAHOBUTH 8,5 MJI/KT MacH Tiia/TOL.

IIpu BpomkeHil arammarnoOyiiHemii a0o rimorammarioOyniHeMii, TSDKKOMY KOMOIHOBaHOMY

iMmyHozediuTi, cunapoMi Bickorra — Onapuua, Hekiacu(ikoBaHOMY BapiabenTbHOMY IMyHOAEPIIUTI —

o 4-5 mn (0,4-0,5 r)/kr (MiniMansHa g03a — 2 mi (0,2 r)/kr, MakcumansHa — 8 M (0,8 T)/kr) KoxkHI  3—

4 TwKHI, Ma0ip 103U 3A1MCHIOETHCS 1HIMBITyallbHO, 3AJIEKHO BiJ] BUPAKEHOCTI1 1HPEKLIHHOTO CHHAPOMY

(onTHMaIbHUM BBAXKA€ETHCS TOCATHEHHS PiBHA cupoBaTkoBoro IgG 5 /i, ane He MeHIIe 3—4 1/n).

ITpu 3amicHii Teparii mpy BTOPUHHOMY iMyHOAE(IuUTI, K npaBuiio, — o 2—4 wmi (0,2—0,4 r)/Kr KOXKHUX
3—4 TrxKHI.

[Tpu nuTONEHISX PI3HOMAHITHOTO TeHe3Y (TOCTPHii Ta XpOHIYHHM JIeK03, arIacTU4YHA aHEeMisl, CTaH Micis

tepamii nuroctarukamu) — 1o 2—4 mi (0,2-0,4 r)/kr/mo0y npotsrom 4-5 ni6 ado 10 mi (1 r)/kr/mo0y

IpOTIroM 2-x 0.

ITIpu T1sKKHX (dopMmax OakTepiadbHO-TOKCHUHUX Ta BIpyCHHMX iH(EKUiN (BKIOYaOYd XipypriuHi

YCKJIQJHEHHSI, 1110 CYTIPOBOIKYIOTHCS OAKTEPIEMIEIO 1 CENITUKO-TIIEMIYHUMH CTaHAMH Ta MPH MiATOTOBII

XipypriyHux xBopux 1o onepauii) — o 4 mi (0,4 r)/kr/noby 1-4 nobwu.

[Tpu imionatuyHiii TpoMOoLMTONEHIUHIN mypnypi — o 2—4 mi (0,2-0,4 r)/kr/no0y npotsarom 2—5 ni6

a60 8—10 mu (0,81 r)/kr/no0y y mepiry 100y Ta y pa3i HEOOXiTHOCTI — Ha TPETIO 100y .



ITpu cunapowmi I'iena — bappe, xpoHiuHiil 3ananbHil Heliponatii (110 AeMieni3ye), 3anaibHiil Mionarii,
rpanyiemarosi Berenepa — no 2—4 mn (0,2—-0,4 r)/xr/noGy npotsirom 3—7 1ib, y pasi HeoOXixHOCTI — 5-
JICHHI KypCH JIIKyBaHHsI [IOBTOPIOBATHU 3 iHTEpBaJIaMu Y 4 THKHI.

[Tpu nepmaromiosuti — o 10 mi (1 r) kr/mody npoTtsirom 3—5 aib.

ITpu cucTeMHUX 3aXBOPIOBAHHSX CIIOJIY4YHOI TKAHUHU (peBMATOIAHUN apTpHUT Ta iH.) —o 2-5S M (0,2—
0,5 r)/xr/go0y mpotsarom 5 mib.

ITpu cungpomi Kasacaki — mo 10-20 mn (1-2 r)/kr y piBHHX mo3ax 3a 2-5 ni6 a6o 20 mu (2 r)/kr
OJTHOPa30BO (JOMOBHEHHS /10 Tepallii alleTUICATIIHUIOBOIO KUCIIOTOIO).

[Tpu TparcmnanTamii kictkoBoro Mo3ky — 5 mi (0,5 r)/kr ogHOpa3oBo 3a 7 Ai6 A0 TpaHCIUTaHTAaIlii, TOTIM
— 1 pa3 Ha THXKJIEHb POTATOM 3 MICSILIIB MICHs TPAHCIUIAHTALI.

JInst 3aCTOCYBaHHS y CKJIQ[l KOMIUIEKCHOI Tepamii JOpOCIMX MAalli€HTIB 3 TSXKKOI IHEBMOHIEIO,
cnpuynHeHow kopoHaBipycHoto iHpekiiero COVID-19 / SARS-CoV-2 (nuB. po3ain «llokazanHsy),
pexomenaoBaHa y103a 0,8—1,0 r/kr macu Tija Ha 100y npotsrom 2 n1i6 (kypcosa goza 1,6-2,0 r/kr macu
Tina).

KparHicTb iH}Y31ii Ta IBUIKICTH BBEACHHS BU3HAYAIOTHCS JTIKApEM 3aJIeXKHO BiJ] cTaHy naiienra. JJooosa
7032 Moke OyTH CKOpUTOBaHa 3 MipKyBaHb HEMEPEBUILEHHS MAaKCHUMAJIBHOTO JIOMyCTUMOTO JOOOBOTO
00’eMy iH(}Yy3iiHOI Tepanii. OOOB’SI3KOBUM € KOHTPOJIb CTaHy CHCTEMH 3rOpTaHHS KpOBI Ta Jiypesy,
0c00JIMBO B MAaLI€HTIB 3 HAJIMIIKOBOIO MACOIO Tija.

THayienmu oumsauoeo eixy. Jlozu misa niteit (Bikom Big 0 1o 18 pokiB) He BiAPI3HAIOTHCS BiA 103 IS
JOPOCIINX, OCKUIBKM 7032 A KOXKHOIO MOKa3aHHS BU3HAYAETHCS BIIMOBIIHO 1O MacH Tila Ta
KOPUTYETbCS 3aJI€KHO BiJl KIIIHIYHOTO pe3yJIbTaTy.

Himu. Jlikapcbkuit 3aci® MOYKHA 3aCTOCOBYBATH Y NeNiaTpUYHINM MpakTULll (IuB. po3ain «IlokasanHsm»).
Ilepedosyeanns.

[lepeno3yBaHHs MOXe MPU3BECTH A0 TiMepBOJeMil Ta MiABMUIIEHHS B A3KOCTI KpPOBi, OCOOIMBO Yy
MAIIEHTIB 3 PU3UKOM, BKIIFOYAIOUYH MALIE€HTIB JIITHHOTO BiKy 200 MaIli€HTIB 3 MOPYIIEHHAM (QYHKLIT HUPOK.
Ho6iuni peaxuii.

3 6oky cucmemu xkposi ma nimgpamuunoi cucmemu: aHeMid, TiMdaaeHONATIs, TEMOII3, JEHKOMEeHis,
reMOJIITUYHA aHEeMIs.

3 6oky imynnoi cucmemu: TINEpUyTJIUBICTh, aHAa(IIAKTUYHUM IIOK, aHaiIaKTHYHA peakiis,
aHa(imakToiqHA peaKilis, aHTrIOHEBPOTUYHUN HAOPSIK, HAOPSAK 00IMYYSL.

3 60Ky enOokpunHoi cucmemu: po3iagu GyHKIIT IIUTOBUIHOI 3aJ103H.

3 6oy nepso6oi cucmemu: TOJOBHUHN O1JIb, MOPYIIEHHS] MO3KOBOT'O KPOBOOOITY, aceNTHYHUI MEHIHTIT,
MITpeHb, 3allaMOPOYCHHS, MapecTe3is, TIMOCTe3isd, aMHe3isd, BIAUYTTS MEUiHHS, AU3APTPis, TUCTEB3is,
MOpYLIEHHS PIBHOBAru, TPaH3UTOPHA illIEeMiYHA aTaka, TpeMop.

Icuxiuni nopyuienns: 30y1KeHHs, TPUBOKHICTb, OE3COHHS.

3 60Ky cepysa: iHbapKT MioKap/a, Taxikapis, cepleOuTTs, [iaHo3.

3 60Ky cyOun: HelOCTaTHICTh NepudepuyHUX CyAHH, apTepiajibHa rinoTeHsis, apTepiajabHa TinepTeH3is,
nepugepuyHa X0I0AHICTh, (PrediT, TPOMO03 ITUOOKUX BEH.

3 6oky cucmemu OuxamHs, MOpPAKAIbHI MaA MeOiacMUHAIbHI NOpYyulenHsa: AUXallbHa HEeIOCTaTHICTD,
JiereHeBa eMOoITis, JereHeBUi HaOpsaK, OpOHXOCMAa3M, 3aMIIKA, Kalllelb, 301IbIIIeHa YacTOTa IUXaHHS,
pHHOpEs, acTMa, 3aKJIaZICHICTh HOca, OpodaprHreanbHII HAOPSK, (apuHTOJIApUHT€aTbHUNA O1JTb.

3 60Ky KUWK0B0-WLIYHKO8020 mpakmy: HyA0Ta, OJIIOBaHHS, Aiapesi, OUIb y *KHUBOTI.

3 6oky wxipu ma nioOwKipHOi KIiMKOSUHU:X €K3eMa, KPOMUB’SHKA, BUCHUII, €pUTEMATO3HHHA BUCHII,
JIepMaTUT, CBepOXK, AIOMeIis, XOJIOAHUN TIT, peakiii (OTOUyTIUBOCTI, HIYHE MOTIHHS.

3 60Ky ckenemHo-m 'A3080i cucmemu ma cnoLyYHOi mKkanunu: OUTb y CIIMHI, OUTh y KIHIIBKAX, apTpajrisd,
cria3Mu M’si3iB, TOCMUKYBAaHHS M 5I31B, MiamTisl.

3 60Ky HUpOK ma ceuosuUdinbHOI cucmemu: TOCTpa HUPKOBA HEIOCTATHICTb, IPOTEIHYPis.

3 boxky opeanie 30py: KOH IOHKTHUBIT, O171b B 04aX, HAOpsSKaHHS OUYeH.



3 60Ky opeanis ciyxy: BEpTUTO, piAMHA Y BHYTPILIHBOMY BYCI.

3acanvui nopywenus ma posiaou y micyi 88edeHHs. Tapsiuka, TPUMONOAIOHI CHMITOMH, CIaOKICTh,
IUCKOMGOPT y TPYIsX, Oiub, BITUYTTS CTUCHEHHS Yy TpYJIsAX, acTeHis, He3ayKaHHs, nepudepuyHi
HaOpsIKH, BIAYYTTS Kapy, MiABUIIIEHAa BTOMJIIOBAHICTb, 03HOO, IPUILIIMBH, TilepeMis, TiIepriipos; peaxiii
y MiCIIi BBEICHHS, BKIIIOUAI04YH OiJ1b, MiIBUIIICHHS YyTIUBOCTI, TiepeMit0, HaOpsK, GrediT, cBepOik.
Jlabopamopni 0ocnioxcenns: MABUILEHHS NEYIHKOBUX (PEPMEHTIB, IOMHJIKOBUI MO3UTUBHUHN PIBEHb
IJIIOKO3W B KPOBi, TMIJBUIICHHS KpPEaTHHIHY KpOBi, MiJBUIIEHUN piBEHb XOJECTEPUHY B KpOBI,
MiABUIIEHUNA DPIBEHb CEUYOBHHM, 3HIDKEHUH pIBEHb TIe€MAaTOKPUTY, 3HW)KEHUH pIBEHb EPUTPOLUTIB,
NO3UTHBHA Npsima npoda KymOca, 3MeHIIeHe HACHUEHHS KCHEM.

Ingpexyii ma ineaszii: OpOHXIT, HA30(PAPUHTIT, XPOHIYHUN CHHYCHUT, MiKO3, iIHQEKIIis, iHpIKyBaHHS HUPOK,
CHUHYCHT, 1H(IKYBaHHS BEpXHIX AMXANbHUX LUIAXIB, 1H(IKyBaHHA CEYOBHMX UUIAXIB, OakTepiajbHe
1H}IKyBaHHS CEUOBUX IIJISAXIB.

Tpaemu, ompyeHnnsa ma 3a2anvHi npoyedypHi yckaaoHenHs: 3a01i, TOCTpe ypakeHHs JIETeHIB, [TOB’A3aHe
3 epEeTMBAHHAM KpPOBI.

Himu. B KITHIYHUX TOCTKEHHIX Mpenapary bioBeH OUIbIIICTh NOOIYHUX peakiiil y niTeit Oynu omiHeH1
SIK JIETKI, 10 IIBUAKO YCYBAIIUCS CAMOCTIHHO ab0 y BIAMOBIIL HA MPOCTI 3aX01 (3HMKEHHS MIBUIKOCTI
BHYTPIIIHFOBEHHOT'0 BBEJICHHS Y1 HOTO TUMYACOBE MIPUITMHEHHS).

Tepmin npuoamunocmi. 3 poxu.

Tepmin npunaTHoOCTI 32 yMOB 30epiranHs rnpu Temmneparypi He Buie 25 °C — 6 micsiiiB.

YmoBu 30epiranus.

30epiraTti B OpUTiHAIBHIN YIAKOBIN JUI 3aXMCTY Bia Iil cBiTia mpu Temmnepatypi Big 2 mgo 8 °C. He
3aMOpOXKyBaTH. 3a yMOB 30epiranHs npu temiepaTypi He Buiie 25 °C TepMiH NPUIATHOCTI — 6 MiCAIIIB.
[Ticns 3akiHYEHHS IOTO TEPMIHY IpernapaT He MOKHA MOMIIIATH B XOJIOAMJIBHUK, HOTO HEOOX1THO
YTHIII3YBaTH.

Ynaxoska. [To 10 mi, 25 M, 50 M a6o 100 M y ruranii a6o ¢uakoni. [lo 1 muammi abo ¢uakony B
KopoOii.

Kareropis Bixmycky. 3a perientom.

Bupoouuk. TOB «BIODAPMA ITJIA3SMAY», Ykpaina.

Micue3Haxo/:KeHHs1 BUPOOHHMKA Ta aJpeca Micls NPOBA/I’KEHHs HOro AisIbHOCTI.
IOpunnuna agpeca: Ykpaina, 09100, KuiBceka 0611., M. bina Llepksa, Byn. Kuicbka, 37-B.
AJpeca MicCIis TPOBAKEHHSI TISUTBHOCTI

VYkpaina, 03680, m. Kuis, Byn. M. AMocoga, 9;

VYkpaina, 09100, Kuiscbka 06:1., M. bina Ilepksa, Byn. Kuiscbka, 37-B.



