IHCTPYKIOIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JiKapCHKOIo 3ac00y

BIOBEH
(BIOVEN)

Cknao:

oitoua peyosuna: Human normal immunoglobulin for intravenous administration;
1 M1 mpenapaty MiCTUTh IMyHOTJIO0YJIiH JI0AUHU HOpMaibHui 0,1 T;
O00ONOMIdHCHI pevosuHy: TIIIHUH (KUCIIOTa aMiHOOITOBA); BOJA JJIS 1H €KITI.

Jlikapcbka gopma. Pozunn mis iHDy31i.
Ocnogni izuxo-ximiuni eracmugocmi: po3opa adbo 3 HE3HAYHOIO OTalIeCIeHITier0, Oe30apBHa a00 31erka
’KOBTYBATOT'O KOJIbOPY PiJHHA.

dapmakoTepaneBTHYHA rpyna. IMyHOTJIOOYNiH JIOMMHH HOPMAlbHHUHA JJS BHYTPIINIHBOBEHHOTO
BBEJICHHS.
Kox ATX JO6B A02.

Dapmakonoziuni eracmueocmi.

Dapmakoounamika.

[TpemapaT € iMyHOJIOTIYHO aKTUBHOIO OUTKOBOIO (hpakIliero (po3moiaii MmiAKJIaciB iMyHOrI0OyIiHy G y
npenapari: IgG1: 65,6 %, 1gG2: 22,1 %, 1gG3: 10,8 %, 1gG4: 1,5 %), rpaHnuHuil BMiCT iMyHOTJ100YTiHY
Ay pemnapati cTaHOBHTB 50 MKT/MII.

JlitouMM KOMIIOHEHTOM MpernapaTy € aHTUTLIA, 10 BOJIOAIIOTH Creln(IYHOI aKTHUBHICTIO MPOTH PI3HUX
30y THUKIB 3aXBOPIOBAHb — BipyCiB 1 OaKTepiii, y T. 4. rematuty A i B, mutomeranosipycy, BipycCy reprnecy
moaunu 1 tumy, 2 tuny Ta 6 Ty, Bipycy Emmreiina — bapp, BiTpsHOI Bichu, rpumy, KOpy, HapoTUTY,
MOJIIOMIENTITY, KpPacHyXH, KOKIIONIY, CTaiIOKOKY, KWIIKOBOI ITajJHM4YK{, ITHEBMOKOKA, MPAaBIEBOTO Ta
mudTepifHOro TOKCHMHY. Mae TakoX Hecmenu]iuHy aKTUBHICTh, IO MPOSBISETHCS Y MiJBUIICHHI
PE3UCTEHTHOCTI OPTaHI3My.

[Tpenapat BoJ0/Ii€ HU3bKOIO CIIOHTAHHOIO aHTUKOMILIEMEHTAPHOO AaKTUBHICTIO.

[Ipemapat € HaTuBHUM iMyHOTNIOOymiHOM G, 30epirae Bci 0I0JIOTIYHI BJIACTHBOCTI: AKTHBAIIIO
KOMIUIEMEHTY, €(eKTOpHY Ta ONCOHO-(harouuTapHy QyHKIIii.

[Tpemapat € iMyHOJIOTIYHO aKTHBHOIO OUTKOBOIO (ppakiliero, 1Mo BUAUICHA 3 CHPOBATKU a00 TUTa3MH KPOBI
JIFOIMHY, TIepeBipeHuX Ha BiAcyTHIcTh aHTuTL1 10 BIJI-1, BIJI-2, no Bipycy rematuty C Ta moBepXHEBOIro
aHTUTEHY BIpyCy Trematuty B, OYHMINEHOI0O Ta KOHIICHTPOBAHOI METOIOM  (paKIiOHyBaHHSI
CIMPTOBOJHUMH OCaJHUKAMH, fKa NpOHILIa CTalil0 BIpyCHOI 1HAKTHBALIi COJbBEHT-AECTEPreHTHUM
METOOM.

Jani npo epeKTUBHICTH IHAKTUBAIIIT MOJICTHHHUX BIPYCIB HaBeJEH1 Y TaOMUII HIDKYE.

EdekTuBHICTh iHAKTHBAIlIi/BUAATICHHS BipyCiB

Bipyc ®dakTop naaiHHA TUTPY PeByn;ziz;ZI;pr?g}I;BaHHﬂ
Bipyc imynoxedinuty moauan 1 5,0 Ig TCIDso/cm? -
Bipyc remarury C 5,5 Ig TCIDso/cm® -
Bipyc npoctoro repnecy 2-ro Tumy 6,0 Ig TCIDso/cm’ -
Bipyc BipycHoi miapei Benmukoi 5,5 Igio TCIDso/cm? -
poratoi xynobu

Bipyc nceBmockasy 6,3 1gi0 TCIDso/cm? +
EnrtepoBipyc cBuHel 1-ro tumy 4,6 1g10 TCIDso/cm? +
AJICHOBIPYC JIIOJUHU 4-TO THITY 1,2 1gi0 TCIDso/cm? +

Bipyc renatuty kauensT 1-ro tumy 3,3 Igio ELDso/cm® H/A




| Bipyc Be3HKY/ISPHOTO CTOMATHTY | 7,0 Igio TCIDso/cm? H/A

H/Il — HEMA€E TaHUX

Kniniuni 0ocnioocenms

VY BigKkpuTOMY MikKHapogHOMY OaratorieHTpoBoMy gociimkerHi I1I ¢a3u, BiamosigHo g0 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 eheKTHUBHICTb, O€31eKa Ta JAesKi mapameTpu (papaMakoKiHETUKH mpemnapaTy bioBeH y
naiieHTiB 3 nepBuHHUMHU iMyHoAedinutamu (I1L11). ITamientn orpumyBanu biosen npotarom 1 poky 1
pa3 Ha 4 TWwKHI y cepenHid m031 0,5 r/kr macu Tijia. Y TaIli€HTIB OLIHIOBAIU PIBEHb IMyHOTJIOOYIIiHY,
KUTbKICTh BUNIA/IKIB iH(EKITiH, TOKa3HUKH KITIHIYHOTO Ta 610XIMIYHOTO aHami3y KpoBi. Takox OIiHIOBAIHCH
HaWBKJIMBIII TMOKa3HUKU POOOTH CepIls, AUXAaHHsS, BU3HAUAJacs TeMIlepaTypa Tijga, (iKCyBaJIUCh YCi
BUIAIKU MOKJIMBUX MOOIYHUX PEaKIIii.

[Tpotsrom 1 poky mikyBaHHS 3adikcoBaHo 1 Bunagok cepilo3HuX iH(EKIiitHNX 3axBoproBaHb (2,3 %, abo
0,023 Bunaaxy Ha 1 nmarienTa Ha pik). Meniana MiHIMaJIbHOI KOHIIEHTpalii iMyHOTTI00y iHY B IJ1a3Mi KPOBI
OyJia 3HaYHO BWIIA 32 MiHIMAJIBHUH IUTHOBHI PIBEHB S5 T/11 1 micis 6 MiCAIIB JIIKYBaHHS CTaHOBMIIA 8,6 T/11,
a miciast 1 poky — 8,8 r/m.

B rpymi 3 49 nartienTis, mo orpumyBanu bioBen, 0yno 3adikcoBano 20 BUTIaIKiB TOOIYHUX SIBUII] JIETKOTO
(2 %) Ta cepemuboro crymnens TskkocTi (0,5 %), mo 3aranom ckiagano 2,5 % emizoniB BBeneHHs. He
3ahiKCOBaHO BUMAAKIB KJIIHIYHO 3HAYYIIIOTO BIIXMJICHHS TTOKA3HHKIB JIAOOPATOPHUX JOCIIHKEHB, 1110 OYyJIH
NOB’s13aH1 3 BBEACHHAM IpernapaTry ado BUMarajid NpUIIMHEHHS JiKyBaHHS. 18 mamieHTaM (IOpociuM Ta
nitTssM) bioBeH BBOMIIM 31 3pOCTar0u0l0 MBUAKICTIO 1H(DY3ii. Ha mepmomMy eTami gociKeHHS IBUIKICTh
BBeJIeHHs 3pocTana 110 5,0 mur/kr/rox (0,08 mi/kr/xB); Ha gpyromy erari — 10 7,0 mi/kr/rox (0,11 mi/Kr/xB).
MakcumanbHa MIBHAKICTH BBEJACHHS Ha TpeTboMy eTami ctaHoBwia 8,5 mu/kr/rox (0,14 mi/kr/xB).
YacroTa po3BUTKY MOOIUHUX SBUI OyJia HU3HKOIO (2 BUMTAIKU HA 35 OKpEMUX BBEICHD), BOHU MaJIH JISTKUI
XapakTep, He KOPEeTIoBaIH 31 MBHUAKICTIO 1H(Y31i. Ha OCHOBI MOMMpEeHOCTI MOOIYHUX SBHII Ta OI[IHKH
JUHAMIKH OCHOBHUX IMOKAa3HUKIB KHUTTEAISIBHOCTI MEPEHOCHMICTh mpenapary bioBeH 3a MakcUManbHOI
mBuAKocTI BBeaeHHs 8,5 mu/kr/rox (0,14 mu/kr/xB) y 94,0 % narientis Oyia owiHeHa sik xopoia, y 6,0 %
— SIK 3aJI0B1JIbHA.

Kiiniuna eQekTUBHICTh 3aCTOCYBaHHS JIIKApChKOTO 3aco0y bioBeH y ckiaal KOMIUIEKCHOI Tepartii
MAI[IEHTIB 3 TSHKKOIO ITHEBMOHIEI0, CIIPHUMHEHOI0 KopoHaBipycHoto iHpekiiero COVID-19 / SARS-CoV-
2, 3a0e3medyeThCs MOro BIACTUBICTIO YMHUTH IMYHOMOMYJIIOIOYY if0. B pe3ynbTaTi 3HMKYEThCA
BUPAXEHICTh TOCTPOTO PECHIPaTOPHOTO TUCTPEC-CHHAPOMY 1, SK HACHIZOK, 3HU)KYETbCA CTYIIHb
TUXaIbHOI HEQJOCTATHOCTI.

HasiBHicTh KITiHIYHOT e()eKTHUBHOCTI OyJI0 MIATBEPHKCHO B paMKaX KIIIHIYHOTO MOCIHiIKEeHHs «Bigkpure
0araToreHTpPOBE paHAOMI30BaHEe JOCIIKEHHS 3 OLIHKK e¢(eKTHBHOCTI npemnapaTty bioBeH, BUpOOHHUIITBA
TOB «biodgapma I[lnasma», B KOMIUIEKCHIM Tepamii NaI[ieHTIB 3 THEBMOHI€I0, CIPHYUHEHOIO
koponagipycHoto iHdpekiiero COVID-19 / SARS-CoV-2» (kox nocnimkenns — 2020-BV-BP).

VY pochimkeHHI B3sJIM y4acTh 76 TAIli€HTIB 3 MIATBEP/DKCHUM 3a BCIMa KPUTEPISIMH J[1arHO30M. 66
TMAIIE€HTIB, 110 TPOUIUTM CKPUHIHT Ta HE MM KPUTEPIiB BUKIIOYCHHS, OyJIM paHAOMI30BaHl y 2 TPYIH
(mocmimxyBana rpyna — bioBeH + 6a30Ba Teparisi Ta KOHTPOJIbHA TpyTia — JIHie 0a30Ba Teparis).

B nartienTiB BU3HaAYAIUCS TTOKA3HUKHA pOOOTH IMXaTbHOT CHCTEMH, 3araIbHOTO CTaHy, TPHUBATICTh MOTPEOH
y IHTEHCHUBHIH Teparii, noTpedu y mryuHiit BeHTwsuii nereHis (ILIBJI), 3aranbHuii TepMiH JIiKyBaHHS.
TakoX OIlIHIOBaJaCh BWIKHUBAHICTh MPOTATOM 28-I€HHOTO TEPioy CIOCTEPEKEHHs, J1abopaTopHi
MOKAa3HUKH KPOBI (3arajbHUi aHami3 Ta 010XIMIUHUIT), a TAKOXK PiBHI HUTOKIHIB, (PAKTOPIB 3allaJeHHs Ta
1HIITl TTOKa3HUKU CTaHy IMyHHOI CHCTEMH.

3a pe3yabpTaTaMu JOCITIKEHHS OyJI0 T0BEeIeHO NepeBaxaoyy e(heKTUBHICTD 32 TOJIOBHOIO 3MIHHOIO.
JIloCTOBIpHO MIBU/IIIE HACTA€ TIOKPAIICHHS CTaHY: JOCIHIDKyBaHA Tpyla — Ha 5 NeHb (MDKKBAPTHIIHBHHUI
iHTepBast — 3,50—7,25 nHA), KOHTpOJIbHA Ipyna — Ha 9 JeHb (MDKKBApTUILHUN iHTepBaT — 6,00-14,75
nus), p = 0,0073. IMOBipHICTh JOCSITHEHHsSI CTallmi3armii CTaHy Yy TMAalli€HTIB IOCHIKYBaHOI TPy
noctoBipHO BHIa y 2,27 pasa (95 % nosipumii intepsan ([AI) — 1,26-4,11, p = 0,006), HiX y namieHTiB
KOHTPOJBHOI TPYIIH.

[TepeBakaroua ePEeKTUBHICTh MIATBEPIKYETHCS TAKOXK 32 BTOPUHHUMH 3MiHHMMHU. [Ipm 3actocyBaHHi
bioeny y cxewmi nikyBanHs setanbHiCTh Bit COVID-19 € 1ocTOBIpHO MEHIIIOO: Y TOCTiKYBaHIN TPyTI —



6,25 % (2 Bumaaku Ha 32 y4acHUKH), Y KOHTpOJbHIH rpymi — 23,63 % (8 BumaakiB Ha 34 yyacHHKH),
p=10,039.

TakoX IOCTOBIPHO 3MEHIIYETHCS TPHUBAIICTH JiMQorneHii. MeniaHa IOCATHEHHS piBHSA JiMQOLUTIB
1000 x1/MM? 1 BHIIE Y TOCTiIKyBaHiil rpymi — Ha 4 feHb (MIKKBAPTHIBHUI iHTepBan — 3,00-5,00 aus), y
KOHTPOJIbHIN Ipymi — Ha 7 AeHb (MDKKBAapTWIbHUHN iHTEepBas — 3,00—7,50 nus), p = 0,0097.
Dapmakoxinemuxa.

Bucoka edekTuBHICTh mpenapary 3a0e3neqyeTbes MIBUIKAM 1 CTOBIICOTKOBUM HAJXOKEHHSIM aHTHTLI
JI0 KPOBOTOKY 1 HOPMAJIbHUM TI€P10JI0OM HAIIBBUBEACHHS 3 OpTaHi3My.

[Ticns BHYTpINIHHOBEHHOTO BBEACHHA O10J0CTYNHICTh HOPMAJIBHOTO IMYHOIJIOOYJIIHY JIIOJUHH Y
KpOBOOOITy PpEIMITIEHTa € HEraifHOI Ta TOBHOKI. BiH MIBUAKO PO3MOAUIAETHCS MK IDIA3MOIO Ta
eKCTPABaCKyJSIPHOIO PIAMHOI0, NPUOIU3HO dYepe3 3—5 IHIB JOcATaeThCs piBHOBAara MK IHTpa- Ta
eKCTPaBaCKYJISIPHUM IIPOCTOPAMHU.

Hopmanehuil iMyHOTTIOOYJIiH JIIOIMHU Mae€ Tiepios HamiBBHBeIeHHs mnpubausHo 40 auis. Lleit nepion
HaITIBBUBEJICHHS MOJK€ BIJIPIZHATUCSA y KOXXHOTO OKPEMOTO TMaIli€HTa, OCOOJMBO TPH TEPBUHHOMY
imynoneginuti. IgG Ta [gG-KoMITIeKCH pO3NaAalOThCs y KITHHAX PETUKYIOSHIOTETialbHOI CHCTEMH.
KiiniuHe MOCHIDKEHHS OKpeMHX IMapaMeTpiB (apMaKOKIHETHKH MpemnapaTy bioBeH mpoBoauiioch 3a
yuacTio 22 nari€eHTiB. Cyaxe cTaHoBUIA 19,94 + 4,73 1/71, Tyake— 0,63 ronuau, AUC©o-1 — 8309,60 + 2631,49
r/ron/n. BMicT iMyHOT100y:1iHY B TUIa3Mi KPOBi CTa0UIBHO YTPUMYBABCS BHIIE MiHIMAJIBLHOTO IIJIEOBOTO
piBHS 5 I/71 IpOTATOM MpUHAMMHI 28 110 micis 0JHOPa30BOTO BBEACHHS Mpemnapary bioseH.

Kainiuni xapakTepucTHKH.

Ilokasanna.

Jlikapchkuit 3aci® 3aCTOCOBYBATH JAOPOCIMM MAallieHTaM JIJIsl 3aMiCHOT IMyHOTeparii y IpoIieci JiKyBaHHs
NEPBUHHUX 1 BTOPUHHUX IMYHO/IE(IIUTHUX CTAHIB 1 OB’ SI3aHUX 3 HUIMHU 3aXBOPIOBAHbB:

- CHHJIIPOMIB MIEPBUHHOTO IMyHOZEDIUTY: BpOJIKEHA araMMarioOyJiHemis abo
rirmoraMMariaoOyJIiHeMis, TSOKKH KOMOIHOBaHMIA iMyHOAE(DinnT, HeKacu(ikoBaHUi BapiaOeTbHIHA
iMyHOoaediuT, cuHapoM Bickorta — Onapuya;

- BTOPMHHOTO CHHIAPOMY Ae(IIUTy aHTUTUI: IMTONEHIi Pi3HOTO TeHe3y (FOCTpUi Ta XPOHIYHHUMA
JeiiKo3, arulacTUYHa aHeMisl, CTaH MICis Teparii HUTOCTaTUKaMM), TSHKKI (opMu OakTepianbHO-
TOKCHYHHMX Ta BIpyCHHUX iH(EKUil (BKIIOYAIOUN XipYPTiyHi YCKIAJHEHHS, IO CYHPOBOIKYIOTHCS
OaKTepieMI€I0 1 CENMTHKO-MIEMIYHUMH CTaHAMM, Ta YCKIAQAHEHHS MPU MiATOTOBII XipypriyHUX
XBOpUX JI0 onepaiiii);

- ayTOIMyHHHUX 3aXBOpIOBaHb: iJiomaTMYHa TPOMOOLMUTOIEHIYHA MypIypa 3 BUCOKUM PH3UKOM
KpOBOTEUi a0 mepes XipyprivHUM BTPYyYaHHSIM — JIJIs1 KOPEKIliT KUTbKOCTI TPOMOOIIMTIB; CHHIPOM
Iena — Dbappe, xpoHiuHa 3amanbHa HeHpomaTis (U0 AEMieNiHI3ye), 3amaibHa MIOMATis,
rpanyiemMaro3 Berenepa, aepMaTOMiO3WUT, CHCTEMHI 3aXBOPIOBAaHHS CIIOJIYYHOI TKAaHWHH
(peBMaroinnuii apTpuT), cunapom Kasacaxi;

- TpaHCIUIaHTamii KiICTKOBOTO MO3KY.

3amicHa Teparis y aited Ta niitkis (0—18 pokis) nmpu:

- cunapomax nepuHHOTrO iMyHOAedinuTy (ITI1) 3 mopyrmeHHsIM BUPOOICHHS aHTUTLIT;

- BrOopuHHHX iMyHoaedinuTax (BIJl) y mamieHTiB, sSKi CTpaXXAar0Th Bl TSHKKHX a00 PEIUIUBYIOUNX
iH}eKiil, HeeeKTUBHOTO MPOTHUMIKPOOHOTO JTIKYBaHHS, a00 y pasi, IKIIO JOBEJeHa HEJOCTaTHICTh
crienudiuanx antutia (JJHCA*) a6o pisens IgG y cuposatii < 4 /1.

*ITHCA — HECnpOMOXHICTh JOCATHEHHS MpPHHAWMHI JBOKpATHOrO miaBuIeHHS TUTpy IgG mportu
ITHEBMOKOKOBOTI'O TIOJTicaxapuay Ta BaKLUH MIPOTH MOJINENTHIHUX aHTUT€HIB.

3acTOCOBYBATH y CKJIaJl KOMIUIEKCHOI Tepallii JOPOCIHMX MAIIEHTIB 3 TSHKKOIO MTHEBMOHI€I0, CIPUYUHEHOIO
KopoHaBipycHoto iH(pekuiero COVID-19 / SARS-CoV-2.

Ilpomunoxazanns.

[NnepuyTnuBicTe 10 OyAb-SIKOTO 3 KOMIIOHEHTIB TMpenapary. [inepdyTiauBiCTh 10 TOMOJIOTIYHHX
IMyHOTJI00Y1iHIB, OCOOIUBO Y JyXe PIAKICHUX BHMaakax Aedinuty IgA, Koiau mamieHT Mae aHTHUTINA 10
IgA. BBenenHs iMyHOTIIOOYJIiHY TPOTUIIOKa3aHe 0co0aM, SIK1 MalOTh B aHAMHE31 TSDKKI alepridHi peaxiii
Ha BBEJICHHA OUTKOBHX IperapariB KPOBi JIIOJUHHU. XBOPUM, K1 CTPaXIal0Th Ha aJepriuHi XBOpOOH
a00 MaloTh CXWJIBHICTh JI0 aJepriyHUX peakilii, Ipu BBEACHHI IMyHOTJIOOYJiHy Ta B HacTymHi 8 mi0



PEKOMEHAYIOThCSI aHTHTricTaMiHHI 3aco0u. Oco0am, sKi CTpa)XIaloTh HAa IMYHONATOJIOTIYHI CHUCTEMHI
3aXBOpIOBaHHS (IMyHHI XBOpOOM KpOBI, KoJjlareHO3, He(pwuT), mpemapaT CiiJ TpU3HAYATH IMICIA
KOHCYJbTAIlil 3 BIAMOBIAHUM CHEUiaJicTOM. Y TepioJl 3arOoCTPEHHs ajJepriyHoro MpoIecy BBEACHHS
npenapary MpOBOAMTH ITiCJIs BUCHOBKY aJIeproJiora 3a )KUTTEBUMH MOKa3aHHIMU.

Ocobnuei 3axo00u de3nexu.

Jesiki cepito3Hi mob6iuHi peakiii MOKyTb OyTH NOB’si3aHi 31 IIBUAKICTIO BBeleHHs mpenapaty. [lamienTu,
SIK1 OTPUMYIOTh IMyHOTJIOOYIIiH BIEpIIIe, 3a3BUYail BIIUyBalOTh CIA0Ky MOOIYHY JIit0 3 O1IBIIOI0 YaCTOTOIO
HDK Ti, XTO 3HaXOIATbCA Ha pEryJsIpHid Teparii iMyHoryoOyniHOM. BkazaHux HmK4e mnapamerpiB
IIBUKOCTI BBEJICHHS CJIiJ] TOTPUMYBATHCS, 1 32 TIAIlIEHTAMH HEOOX1THO PETEIHHO CITOCTEPIraTH SK IIiJ] 4ac
1H}Yy3ii, Tak 1 mpoTaroM | TOAMHMU Micis 3aBepLICHHA Nepiioi iHpyY3il. Y pasi mosiBu MoOIYHUX peakiiii
MBUAKICTH 1H(QY311 TOTPIOHO 3HU3UTH a0O0 MPUITMHUTH BBEIICHHS MpErapaTry A0 3HUKHEHHsS HeOakaHMX
CUMMTOMIB. SIKIIIO MicTsi MPUNTUHEHHS BBEJICHHSI CHMIITOMU 30€piraroThCsi, TO AOIIIbHA CHUMITOMATHIHA
Teparmisa. Y pasil MIOKYy CIiJ JOTPUMYBATHCS BKa3IBOK IIOAO MPOTHIIOKOBOI Tepamii. Jjis marieHTiB 3
I[yKpOBHUM Jia0eTOM Ta pU3MKOM HHUPKOBOT HEJOCTATHOCTI, & TAKOXK JUISI XBOPUX HA CUCTEMHUN YePBOHUI
BOBYAK 3 YPAKECHHSIM HUPOK MPOTATOM 3 JHIB ICIs BBEACHHS Ipemapary Ciiji BUMIpIOBaTH PiBEHb
kpeatuHiny. [Ipu HacTynHHX 1H(Y315X 32 CTAHOM MallieHTa HEOOXIAHO PETEIbHO CIIOCTEPIraTH MPOTATOM
20 XBUJIMH 3 MOMEHTY 3aKiHUCHHSI BBEIEHHS Mpenapary.

[Tpemapat bioBeH 3acTocOByBaTH JHIlIe B YMOBAaX CTallioHapy MpH AOTPUMaHHI paBui acentuku. [lepen
BBEJICHHSIM IIpernapaT BUTpuMyBaTH 1ipu temrepartypi (20 + 2) °C He MeH1Ie 2 TOAMH.

Po3umnn Mae OyTu po3opuM abo 351erka onaiecleHTHUM, 6e30apBHUM abo 3J1eTKa )KOBTYBATOI'0 KOJILOPY.
He BukopucTtoByBaTH MyTH1 pO34MHH 200 TaKi, 110 MAIOTh OCA/I.

Jlnst BBeieHHs mipenapaTy HeoOX1IHO 3aCTOCOBYBAaTH OKpeMy iH(Dy3iiHy cucTeMy.

B3aemooia 3 inwumu nikapcekumu 3acodamu ma inuwii 6uou 63acmodii. JlikyBaHHs penapaTtoM MOXKHA
MOEIHYBATH 3 3aCTOCYBaHHAM OYIb-IKHX JIKapChKHUX 3aCO0iB.

JKuei ocnabneni 8ipyci eakyunu

BBenenns iMyHOrnoOOyJiHIB MOXe 3MEHIIYBAaTH TPOTATOM Mepiony Bix 6 TWKHIB Ta 710 3 MicAliB
e(eKTUBHICTh JKUBHX OCHa0JeHHX (aTeHyWMOBaHWX) BIPYCHHUX BaKIMH TMPOTH KOPYy, KpacHyXH,
€MiJEMIYHOTO TAPOTUTY Ta BITpsAHOI Bicmu. Ilicis BBeJAEHHS NaHOTO MperapaTy Hepea BaKIMHAIEIO
KUBUMHM OCJIA0JICHUMHM BIpyCHUMH BaKLIMHAMM Ma€ MPONTH 3 Micswi. Y pa3i BaKIMHALIT IPOTH KOPY 1€
ocnabieHHs: eeKTHBHOCTI BaKIIMHU MOJKe TPUBATH 10 1 poky. ToMy y MaIi€HTiB, SIKUM BBOASTH BaKIIUHY
MIPOTH KOPY, CIiJ MEePEeBIpSITH CTATyC aHTHUTLIL.

[Ticna BakmuHanii mpoTy KX iH(EKHid mpenapaT BapTo BBOAWTH HE paHilIe HiXX uepe3 2 THXKHI; Y pasi
notpebu 3actocyBaHHsi bioBeHy paHilie IbOro TepMiHY BaKIMHALIIO MPOTH KOpYy abo emiieMidyHOro
NapoTUTy BapTo moBTOpuTH. llleruienHs mpotu iHmMX iHQEKIiiH MoXKyTh OyTH TpoBeneHi y Oynb-sKi
TEepMiHM 10 a0 Mmicisl BBEJCHHS Mpemnapary.

Bnnue na pezynemamu ceponociunux mecmie

[Ticns 16’ ekuii iIMyHOTTI00YIiIHY TUMYACOBE IMiIBUIIIEHHS Y KPOBi PiBHS Pi3HUX aHTHUTLI, K1 IEPEAAIOThCS
MACHBHO, MOKE€ TIPU3BECTH 10 IOMUJIKOBUX MMO3UTHBHUX PE3yJIbTATIB CEPOJIOTIYHUX aHAI3iB.

[TacuBHa nepenaya aHTUTLI A0 €PUTPOLMTAPHUX aHTUTEHIB, Hanpukiaaa A, B abo D, Mmoxxe BiiMBaTu Ha
JIesIKi CEpOJIOTIYHI TECTH BU3HAYCHHS AJIOAHTUTLI 10 epUTPOLUTIB (Harmpukiag Ha TecT KymOca), KibKicTh
PETHKYJIOIMTIB Ta TanTOTI001H.

Ocobueocmi 3acmocy8anHs.

3acmepeoicenns w000 66e0eHHs npenapamy

Jesiki TskKi Mo614H1 peakiii MoKy Th OyTH OB’ s13aH1 31 BUAKICTIO iHQY31i. Cii CyBOpO JOTPUMYBAaTHUCS
pexoMeHoBaHOi mBUAKOCTI iH(DY3ii. [loTpiOHO yBakHO KOHTPOJIOBATH CTAaH TAIi€HTa 1 PETEIHHO
CTEXXUTH 32 MOSIBOIO Oy Ab-IKHX CUMITOMIB IIPOTATOM yChOTO Mepioay iHDy3ii.

Jlesiki mo6iuHi peakiiii MOXKYyTh BHHUKATH YaCTiIlE:

-y pa3i BUCOKOI MBHUIKOCTI 1HY3Ii;

- Yy TMAalli€HTIB, Kl OTPUMYIOTh IMYHOIJIOOYJIH JIIOJMHM HOPMajbHHUI BHEpIIE, Ta PIIAKO — KOJIH
BiI0OYBa€ThCS Mepexi/ Ha IMyHOTJIOOYITIH JIOAMHA HOPMATbHUI 200 KOJTM MUHYB TPUBAIHA 4ac 3 MOMEHTY
norepeaHboi iHDy3ii.

[ToTeH1iHUX yCKITaJHEHb MOKHA YHUKHYTH, SIKILO IEPEKOHATUCS, 110:



- MALI€HTH HEYYTIUBI A0 IMYHOIJIOOYIIHY JIFOAUHU HOPMAJIBHOTO IPH MEPIIOMY TOBIILHOMY BBEJCHHI
npenapary nusixom iH}ys3ii;

- MAIIEHTH 3HAXOAATHCS i PETEIBHUM KOHTPOJIEM ILOJIO MOSIBH OY/Ib-SIKMX CUMIITOMIB POTATOM YChOTO
nepioay iHGy3ii. 3okpema, o0 BUSBUTH O3HAKW MOTEHIIIHHOTO HEOa)KaHOTO BILUIMBY, ITiJI Yac MEPIIoi
iHQY3ii 1 B mepury roauHy micis meprioi iHQy3ii moTpiOHO KOHTPOJIOBATH CTaH MALI€HTIB, SKI HE
OTPUMYBAJIM paHIIlIe Tpemapatd IMyHOTJIOOYyiHY, SIKI OTPUMYBajdd JIKYBaHHS ajJbTEPHATUBHUM
npenapaToM Ta THX, y Koro OyJjia TpuBaia repepna IMiciisi OCTaHHBOT'O BBEJCHHS IMyHOIJI00yiHy. Takum
MalieHTaM MOoTpiOeH KOHTPOJIb MPOTATOM YChOTo Tiepioay mepinoi iHdy3ii, a Takox mpoTsiroM 1 roauHu
MICJsl 3aBEPIICHHS BBEJCHHSA. YCIM IHIINM TAaIlli€HTaM CIiJ 3HAaXOAWTUCS IIiJi MEAUYHUM HATJISI0M
npoTtsarom nepimx 20 XBUJIUH TTICIIs BBEICHHS.

VY pasi nosiBu no6iuHOi peakuii moTpiOHO a0 3MEHIINTH IIBUAKICTh BBEACHHS, a00 3ynNUHUTH 1H(DY3iI0.
HeoOxinHe mikyBaHHS 3aJIe)KUTh BiJl XapakTepy 1 TSHKKOCTI TOOIYHOI peakinii. Y pas3i po3BUTKY IIOKY CIIiJT
MIPOBOIUTH JIIKYBaJIbHI 3aX0/11 BiAMIOBIIHO J0 3aTBEPIKEHUX PEKOMEHALlI 3 POBEACHHS MPOTHILIOKOBOT
Teparii.

Jnis Beix marieHTiB npu BBeAeHHi IgG nmoTpibHo:

- MPOBECTH aJCKBATHY TiAparalliro nepea nmoyarkom iHpys3ii [gG;

- KOHTPOJIFOBATH JIiype3;

- KOHTPOJIIOBATH PiBHI KpEaTHHIHY Y CHPOBATIIl KPOBI;

- YHMKATH CYIIyTHBOTO BUKOPUCTaHHS NETIbOBUX JI1yPETHKIB.

Tinepuymausicms

MoXyTh BUHUKHYTH CEpHO3HI alepriyi peakuii. Y 3B’SA3Ky 3 MM OCOOM, sIKI OJEpKaJld Ipernapar,
MOBHHHI TIepeOyBaTH il MEAMYHUM HArsaoM npoTsroM 30 XBWINMH. Y pa3i BUHUKHEHHS TaKUX PeakIlii
BBeJleHHsI mpemnapary bioBeH muisxom iHGY31i clif HeTallHO MPUIMHUTH Ta 3aCTOCYBaTH BiAINOBiIHE
JKyBaHHA. Y TAMi€HTIB 3 IeQiUTOM iIMyHOTTIO0YJIiHY A Ta HASBHUMH aHTUTUIAMH JI0 IMyHOTJIOOYIIiHY A
ICHye 3HAYHMN PU3HMK PO3BUTKY CEPHO3HUX alepriuHux Ta aHa(IIaKTOIMHUX pEaKIliil, SKi MOXKYTb
BUHUKHYTH Y 3B 3Ky 3 BBEJCHHSIM Ipenapary bioseH.

V piIKiCHUX BUIAAKaX IMyHOIJIO0YJIiH JIFOAUHY HOPMaIbHUN MOKE CIPUYMHATH 3HH)KEHHS apTepiajbHOr0
TUCKY 3 aHa(iJaKTHYHOIO PEaKIli€lo, HaBiTh Yy MAI€HTIB, SIKi OTPUMYBAJIM TOIMEPETHE JIKYBaHHS
IMyHOTJIOOYJIIHOM JIFOJMHA HOPMAaTbHUM.

Hupkoea neoocmammnicmo

V nauieHTiB, sKi poxoanau Tepamnito IgG, Oyau Bunaaku rocTpoi HUPKOBOI HEJOCTATHOCTI, L0 BKITIOYATU
rOCTPY HUPKOBY HEAOCTaTHICTh, TOCTPUIN TyOYJISIpHUN HEKPO3, IPOKCUMAJIbHY TyOyJIsipHY HeppomnaTiio 1
OCMOTHYHHMIA Hedpo3. Y OLIbIIOCTI BUNAAKIB OyJM BU3HA4EHI (PAaKTOPU PU3HKY, TaKl SIK HONEPETHBO
iCHyroYa HHUpPKOBa HEIOCTaTHICTh, IyKPOBWH 1iabeT, TimoBoiieMis, HaJMipHa Maca Tiia, CYIyTHi
He(POTOKCUYHI JIIKAPCHKI MpemnapaTH, BiK MallieHTa BiJ 65 poKiB, cENcUC a0o mapanpoTeiHeMisl.
[ToBimoMIIEHHS TIPO HUPKOBY IUCQPYHKIIIO 1 TOCTPY HHUPKOBY HENOCTATHICTH OyiHM TIOB’si3aHi i3
BUKOPUCTAHHSAM 0aratbox JileH30BaHuX npenapatiB IgG, 1110 MIiCTATh pi3HI JONOMIXKHI PEYOBUHH, TaKi K
caxaposa, IJIIOKO3a Ta MaibTo3a. OcoOIMBO BeJIMKAa YacTKa BiJ 3arajbHOl KUIBKOCTI CTOCYETHCS
mpemaparTiB, 10 MICTATh caxaposy SK cTabimizarop. s maiieHTiB 3 MiABUIICHUM PHU3UKOM MOXHA
PO3TJISSHYTH MOJKJIMBICTh BUKOPUCTaHHS mpemnapariB 1gG, sk1 He MICTATH BUIE3a3HAYEHUX JOMOMIKHUX
PEUOBHH.

[Tepen mouyatkoM BBeneHHs mpemnapary bioBeH mumsixom iHQY3ii citij mepekoHaTwcs, M0 y Malli€eHTa
BIJICYTHI O3HAKHU JeTiapaTarii.

JUis marienTiB 3 MOTEHIIMHAM PHU3UKOM PO3BHUTKY TOCTPOi HUPKOBOI HETOCTATHOCTI CIiJ 3iHCHIOBATH
NepioJUYHUNA MOHITOPUHT (YHKIIT HUPOK Ta Alype3y. IlokazHuku (QyHKIIT HUPOK, BKIIOYAIOUYHU PiBEHb
azoty ceuoBuHH KpoBi (ACK)/kpeaTuHiHy CHpOBAaTKM KpOBI, CIij OIIHIOBATH JO IEPIIOTO BBEIACHHS
npenapaTy bioBeH Ta micis 1[bOro yepe3 MeBHI NPoMixKKH yacy. [1pu moripiieHHi (yHKIIOHYBaHHS HUPOK
CJIiJT TPUTIMHUTH 3aCTOCYBaHHSI IIpeTapary.

Jl1st matieHTiB 3 MOTEHIIIHUM PU3UKOM PO3BUTKY MOPYIICHHS (YHKIIOHYBaHHS HUPOK Ta/abo PO3BUTKY
TPOMOOTHYHHMX YCKJIAIHEHb CIiJ 00EpeKHO 3MEHIIyBaTH KUIBKICTH mperapary bioBeH, BBEIEHOTO 3a
OJIMHMIIIO Hacy.

T'inepnpomeinemis

[NinmeprpoTeinemisi, MiIBUIIEHHS B’SI3KOCTI CHPOBATKH KPOBI Ta TIMOHATPiEMis MOXYTh BUHHUKHYTH Y
NAIIEHTIB, SIKI OTPUMYIOTh JIIKYBaHHA IMyHOIJIOOyiiHOM. ['imoHaTpieMis MOXX€ BUSBHUTHUCA
IICEB/IOTINIOHATPIEMIEIO, IO MPOSABISETHCA 3MEHIIEHOI0 OOYMCICHOK OCMOJBUIBHICTIO IUIa3MH abo



30UIBIICHHAM OCMOJIAPHOTO iHTepBay. KIIiHIYHO Ba)XJIMBO BiAPI3HUTH CHPABXKHIO TIMOHATPIEMIIO Bif
TICEeBMIOTINOHATPIEMIT, OCKIJIBKA TPH 3MEHIICHHI BUJIHOI BOJW Yy CHPOBATIIl KPOBI IJIbOBE JIIKYBaHHS
NAIli€HTIB 13 TCEBIOTINOHATPIEMIEI0 MOXE MPU3BECTH 0 JAETiApaTaiii, y 3B 3Ky 3 UMM IiJBHUILY€ETHCS
B’SI3KICTh CHPOBAaTKH KPOB1 Ta MOYKE€ BUHHKHYTH TPOMOOEMOOIIYHE YCKIIaTHCHHS.

Tpomboemboniuni yckiaoHeHHs

Bracniok nikyBaHHS TpenapaTaMd IMYHOTJIOOYJIIHY MOXK€ BHHUKHYTH TpoM003. DaKkTOpH PH3UKY:
O’KUPIHHS, aTEPOCKIIEPO3 B aHAMHE31, TOPYIICHHS CEPLIEBOI0 BUKHLY, apTepiajibHa TIepTeH3is, IIyKpOBUi
nia0eT 3 HasSBHICTIO B aHAMHE31 3aXBOPIOBAHHS CYJIWH 1 BUNAAKIB TpomMOo3y, HaOyTa abo crmajakoBa
TpoMOOdiTis, TSXKKA T1IOBOJIEMisl, 3aXBOPIOBAHHS, SIKI MMiABUIIYIOTh B’ SI3KICTh KPOBI, JITHIN BiK, TpUBasa
IMMOO1Ti3aI1is, CTaHU TINEepKOoaryJsiii, BEHO3HUN abo apTepiaabHUl TpoMOO03 B aHAMHE31, 3aCTOCYBaHHS
€CTPOTeHiB, BUKOPUCTAHHS MOCTIHHUX [EHTPAIbHUX KaTeTepiB y CyIMHAaX, IiJIBUIIECHA B’ SI3KICTh KPOBI Ta
PHU3HK CEpIIEBO-CyAMHHUX 3aXBOPIOBaHb. TPoMO03 TaKOXK MOXK€ BUHUKHYTH HaBITh y pa3i BiJICYyTHOCTI
BIJOMUX (DaKTOPIB PU3HKY.

Crning 3aiACHUTH 3arajbHy OIIIHKY B’S3KOCTI KPOBI Yy TAIlIEHTIB 3 PU3UKOM MIABUIICHOI B’SI3KOCTI,
BKJIIOYAIOYH TIOB’S3aHY 3 KpIOTJI00YIiHAMHU, XIJIOMIKPOHEMIEIO TOJI0IyBaHHS/ MMOMITHO BUCOKHM piBHEM
TPUTIIIEPOTIB  (TPUTIILEPUAIB) a00 MOHOKJIOHAJIBHOIO TaMornariero. J[Jig mamieHTiB 3 PU3HKOM
BUHUKHEHHS TPOMOO3y MPAKTUKY€ETHCS BBEACHHS MpeEnapaTiB iMyHOTJI00YIiHY Y MiHIMAJIbHUX J103aX Ta 3
MiHIMaJBHOI MBUAKICTIO 1HDY31i. [lepen 3acTocyBaHHSIM Tpenapary CliiJi IEPeKOHATUCS Y HAJIC)KHOMY
piBHI TiApaTalii namieHTa. ¥ mamieHTiB 3 pU3UKOM BUHUKHEHHS MiABHUILIEHOT B’SI3KOCTI CIi 3A1MCHIOBATH
KOHTPOJIb CUMIITOMIB TPOMOO3Y Ta OILIIHKY B’SI3KOCT1 KPOBI.

Cunopom acenmuuno2o MeHiHeimy

Sk moBimomusmocs, cUHApPOM acenTHyHOro MeHiHrity (CAM) MoOXke pigKko BUHHKATH Y 3B’SI3KY 3
JIKyBaHHSAM IpenapaTaMy IMYyHOT00ymiHy. [IpunuHeHHs JiKyBaHHS TakUMM IIperapataMu CIpHse
pemicii CAM 6e3 yckiiagHeHb MPOTATOM KITbKOX AHIB. Lle¥ cuuapoM 3a3Bu4ail 3’sSBISAE€THCS TMPOTATOM
nepioy BiJl KIIbKOX TOAMH 0 JBOX JHIB MicCIs JIIKYBaHHS IIpenapaTaMu iIMyHOTJI00YIIiHY Ta X IIBUAKOTO
BBeJICHHA. Lle XapakTepm3yeTbcsi CUMITOMAMHM, IO BKIIOYAIOTh CHJIBHHI TOJIOBHUU OiNlb, PHUTIAHICTH
M’5I31B TTOTUJIUII, COHJIUBICTB, rapsiuky, GporodoOito, 00NbOBI BIAUYTTS MiJ Yac pyxy ouei, HyJOTy Ta
omoBanHs. Pesynmpraten nmociimkeHb mepedpocmiHanbHol pinuau (IICP) wacro € mo3uTwBHMME Ha
TJICOIUTO3 3 KiTbKOMA THCAYaMHU KIITHH Ha 1 MM>, TlepeBaskHO TPaHyJIOLUTAPHOTO PSIY, T MiBHIIEHHS
piBHIB OIJKIB IO KiTbKOX COTeHBb MI/mi. [lamieHTH, y SIKHX HasBHI Taki CHMIITOMH, ITOBHHHI TIPOHUTH
HEBPOJIOTIYHE 00CTeKeHHS, BKItoYaroun nociimpkennsa L{CP, nns BUKITIOUEHHS 1HIIUX MPUYUH MEHIHTITY.
[TarienTH, sSIKi MaIOTh B aHAMHE31 MITPEHb, € OLTBII CXUILHUME 70 Hh0r0. CHHIPOM MEHIHTITHOTO CEIICUCY
MOJKe TparIsTHCS YacTille IpH JIIKyBaHHI BUCOKUMU 1o3amu IgG.

T'emoniz

[TpemapaTt iMyHOTTIOOYTIHY MOXKYTh MICTUTH aHTHUTLJIA TPYI KPOBI, 110 MOXKYTh JiSITH SIK T€MOIII3UHH Ta
CHPUSTH in ViVo TIOKPUTTIO EPUTPOIUTIB 00OJIOHKOIO 3 IMyHOTJIO0YITiHY, IO CHPUYHHSE MPSIMY TO3UTHBHY
peaxiio IMyHOTJIOOYJiHy Ta 3pigka remoni3. ['eMonmiTH4Ha aHemis MOXe BHHHMKHYTH Y 3B’S3Ky 3
JIKYyBaHHSAM IMYHOTJIOOYJIiHaMH, BHACHIJOK 30UThIIEHHS cekBecTpamii epurporutiB. [larmieHTiB, sKxi
OTPUMYIOTh JIIKyBaHHS IMYHOTJIOOYJTiHAMM, CIiJi KOHTPOJIOBATH HAa HASBHICTh KIIHIYHUX CUMITOMIB
remoutizy. [Ipy mosiBi TaKMX CUMIITOMIB TICIIsl BBEACHHS IMYHOTIIOOYITiHY IUIAXOM 1HQY311 ciix 3aiiicHuTH
nabopaTopHi aHaTI3U AJIS MIATBEPHKEHHS TeMOJIi3Y.

Cunopom 2ocmpo2o nocmmpancghy3itino2o YUKOONCEH S Tle2etb

[ToBigoMisocss MPO HEKapAIOTeHHUH HaOpsK JereHb (CHHAPOM TOCTPOTO MOCTTpaHChy3iiHHOTO
ymkomkeHHs nerens (CI'TIVJI)) y manienTis, skuM BBogwiu imyHornooymin. CITIVJI xapakrepusyerbes
TSOKKAM YCKJIATHEHHSIM JIMXaHHs, HAOpPSKOM JIeT€Hb, TIMOKCEMI€0, HOPMAaIbHOI (DYHKII€IO0 JiBOTO
IUTYHOUYKA Ta Taps9IKoro, IO 3a3BUYall BHHUKAE MPOTIroMm 1—6 romus micns Tpancdysii. [lamienTam 3i
CI'TIVJI Mo>kHa 3aCTOCOBYBATH KUCHEBY TEparliio 3 HaJEKHOIO JOJAaTKOBOK BEHTUIISALIEIO JIET€Hb.
[TamienTiB, SKi NPHIMAKOTh IMyHOTJIOOYIiH, CiJl KOHTPOJIOBATH INOMO MOOIYHHMX peakiii 3 OOKy
nuxanbHOi cucteMH. Skio migo3proerses HagBHICTh CITIY I, HeoOX1JHO MPOBECTH BIAMOBIIHI aHAI3H Ha
HasBHICTh aHTHHEHUTPO(UTHHUX aHTUTLI SIK y TPerapari, Tak i B CHPOBATIII KPOBI MAIli€HTA.

Jlabopamophi 0ocnioxicenHs

3a MOSBH CHMIITOMIB TE€MOJI3y TICJIS BBEACHHS IMYyHOTJIOOYJiHY NUISIXOM iHQY3ii ¢ mpoBecTH
BIJIMOBIAHI TaOOPATOPHI aHATI3U AJIS 1X MiATBEPIKEHHS.

SAxmo € migo3pu crocoBHo CITIYJI, To ciiji BHKOHATH BIANOBIJHI aHAJI3W HA HASIBHICTH
aHTHUHEUTPO(DINBHUX aHTUTLI AK Yy TIpenapari, Tak 1 B CUPOBaTIli KPOBI Malli€HTA.



VY 3B’S3Ky 3 MOTCHUIHHUM MiABUIICHHAM PU3UKY TPOMOO3y CIiJl OL[IHUTH B’A3KICTh KPOBI Y IMAIlI€HTIB 3
PU3HKOM TIABUIIEHOI B’SI3KOCTI, BKJIFOYAIOYU KPIOTIOOYIIIHU, XUJTOMIKPOHEMIIO TOJIOAYBaHHS/ TTOMITHO
BUCOKHI PIBEHb TPUTIILEPOIIiB (TPUTITiLepH1iB) 400 MOHOKJIOHAIBHY FaMOMNATIIO.

3acanvua ingpopmayis

[Tpenapat BUpOOIAIOTH 3 MJIa3MH JIOAWHU. J[0 cTaHIapTHUX 3aX0A1B IS 3an00iraHHs iH(piKyBaHHIO Yepe3
BUKOPUCTAHHSI JIIKAPCHKUX TpernapariB, MPUTOTOBAHUX 3 KPOBI JIIOAWHU a00 TUIa3Mu, HaJlekKaTh BIIOIp
JIOHOpIB, TIepeBipKa 3pa3KiB JOHOPCHKOI KPOBI 1 MyJiB IUIa3MH Ha HAsBHICTh cHenM(iYHUX MapKepiB
iHpekii, a TakoX BKIIOYCHHS €(EKTHBHUX BUPOOHWYHMX CTaAiil NI 1HAKTHUBAIlil/3HUIICHHS BIpYCIB.
HesBaxarouu Ha 11e, IpU BBECHHI JIIKaPCHKHUX IMPEnapariB, MPUTOTOBAHUX 3 KPOBI1 JIIOJWHH ab0 IUIa3MHu,
HEMOXJIMBO TIOBHICTIO BUKIIFOUUTH pU3HUK niepenadi iHdekiii. [le x cTocyeTbest HEBIIOMUX 1 HOBUX BIpyCiB
Ta 1HIIUX TATOTEHIB.

[TpoBeneHi 3ax0u BBAXKAIOTHCS €(heKTUBHUMU 1110710 000JIOHKOBHX BipyciB, Takux sik BIJI, Bipyc rematuty
B i Bipyc renaruty C. BigHocHO 6€300070HKOBUX BipyCiB, TAaKHX sIK Bipyc rematuty A i mapBosipyc B19,
Il 3aX0JM MOXYTb MaTH oOMexeHy edexTuBHICTh. KIliHIUHMI JOCBiA TNEPEKOHIMBO CBIAYUTH PO
BIJICYTHICTh BHIJIKIB Tepeaadi Bipycy rematury A Tta mapBoBipycy B19 mpu 3acTocyBaHHiI npenapaTiB
IMyHOTJIOOYTiHY JtonuHu. KpiM Toro, mependadaeTbes, 10 BEJMKE 3HAYCHHS JJIs TIABUIIICHHS BipyCHOT
Oe3MeKr Ma€ BMICT aHTHUTIIL.

[TpemapaT HE MiCTUTh KOHCEPBAHTIB Ta aHTHOIOTHKIB.

Hayienmu nimnvo2o 8iKy

VY mamieHTiB BIKOM Bif 65 pOKiB MOXIUBUI PH3UK PO3BUTKY ACAKHX IMOOIYHUX pEakIid, TaKuxX SK
TpoMO0eMOOITiYH1 YCKIQAHEHHSI Ta TOCTPa HUPKOBA HEJJOCTATHICTb.

3acmocysanns y nepioo eacimnocmi abo 200y8anus 2pyoorw.

besneunicTe 3acTocyBaHHS IIHOTO MpENapaTry BariTHUM >KIHKaM HE BCTaHOBJEHAa KOHTPOJIHOBAHUMHU
KIITHIYHUMH JTOCJ1DKEHHSIMH, TOMY HOTO0 CJ1i1 00epeXHO MpU3HaYaTH BariTHUM KIHKaM 1 MaTepsiM y iepioa
rogyBaHHs rpyanio. JlocmimkeHHs BBeaeHHs npenapaTy [gG BariTHUM 1MoKasao, 0 BiH MPOHUKAE KPi3b
ianenty, ocoonuso B I1I tpumectpi. KiiHiuHMIA 10CB1 BUKOPUCTaHHS IMyHOTTIO0YITiHIB CBITYUTH MPO TE,
110 HE CJIiJ{ OYiKYBaTH IIIKIUTMBOTO BIUTUBY Ha repedir BariTHOCTI, Ha IJTi1 a00 HEMOBIISL.
IMyHOT100yJIIHU TPOHUKAIOTH Y TPYJIHE MOJIOKO 1 MOXKYTh CIIPHUSTH IEPEHECEHHIO 3aXHCHUX aHTUTLI A0
HOBOHAPOJIKEHOTO.

Kniniyauii 1ocBia 3acTocyBaHHs iMyHOTJI00Y iHIB MTOKa3aB, 10 HEMA€E BILTUBY Ha (DepTHIIBHICTb.

30amuicmy  eniusamu Ha WEUOKICMb peaxyii npu Kepy8awHi A8MOMPAHCNOpmMoOM abo iHWUMU

MEXAHIZMAMU.
He cnocrepiranocs BIUIMBY Ha 3JaTHICTh KEpyBaTH aBTOMOOLIIEM Ta MPAIfOBATH 3 iHIIMMH MEXaHi3MaMHu.

Cnoci6 3acmocysannsa ma 0o3u.

bioBeH cnii BBOAUTH BHYTPIITHBOBEHHO KPAIIMHHO 3 TOYATKOBOIO IIBUJIKICTIO 0,5-
1,0 m/kr macu Tina/ron npotsirom 30 XB. 3a yMOBH BiICYyTHOCTI Oy 1b-sIKUX HeOakaHMX MOOIYHUX peaKiii
MIBUJIKICTh BBEICHHS MO)KHA TIOCTYIIOBO 30UTBIIyBaTH (PEKOMEHOBAaHE 301JBIICHHS Ha 0,5-

1,5 mn/kr macu Tina/roq koxkai 10 xB). 3a JaHMMM KIIHIYHHX JOCTIDKEHb, MaKCHMallbHA IIBUIKICTh
BBEJICHHS CTAHOBMThH 8,5 MJI/KT MacH T1J1a/TO/I.

[Ipu BpomkeHilt arammarnoOymiHemii a0o rimorammarnoOyiiHeMii, TSKKOMY KOMOIHOBaHOMY
imyHozedinuTi, cuHapomi BickoTrTa — Onapuda, HeknacudikoBaHoMy BapiabenbHOMY iMyHOAE(DIIUTI — 1O
4-5 mi (0,4-0,5 T)/kr (MirimManbHa g03a — 2 M (0,2 r)/kr, MakcumanabHa — 8 Mt (0,8 T)/Kr) KOXHI 3-
4 TwxkHI, miAOIp M03M 3MIHCHIOETHCS 1HAMBITyalTbHO, 3AJIEKHO BiJl BAPAXKEHOCTI iHPEKIIIHHOTO CHHIPOMY
(onTHMaNIbHUM BBAXKA€THCS JOCATHEHHS piBHA cupoBaTkoBoro IgG 5 1/, ane He MeHIe 3—4 r/n).
[Tpu 3amicHiit Teparii mpu BTOpUHHOMY iMyHOAE(DIIuUTI, K npasmio, — mo 2—4 mi (0,2—0,4 r)/Kr KOXKHHX
3—4 TxHi.

[Tpy mUTONEHISIX PI3HOMAHITHOTO TeHe3y (TOCTPHIA Ta XPOHIYHUH JICHKO03, aluTacTUYHA aHEMisl, CTaH ITiCIIs
Tepamii nuToctatukamu) — no 2—4 v (0,2-0,4 r)/kr/noly npotsrom 4-5 116 abo 10 mu (1 r)/kr/mo0y
poTAroM 2-x 1ib.



[Ipu T1sKKUX ¢dopMax OakTepialbHO-TOKCHUHUX Ta BIpyCHHMX I1H(EKIIH (BKIIOYAOYM Xipypriui
YCKIJIQTHEHHS, [0 CYMPOBOIKYIOTHCS OAKTEPIEMIEI0 1 CENTHKO-MEMIYHIMHU CTaHAMU Ta TPH IMiATOTOBII
XipypriyHux XxBopux 1o omnepauii) — 1o 4 mi (0,4 r)/kr/noby 1-4 nobwu.

[Tpu igiomatuuHii TpomMOoIIUTONIEHIYHIN Ty pIrypi — 1o 2—4 M (0,2—-0,4 1)/xr/go0y npoTsirom 2—5 116 abo
8—10 mi (0,8—1 r)/kr/noby y nepiry 100y Ta y pa3i He0OXiTHOCTI — Ha TPETIO 100y .

[Ipu cunnpowmi [Niena — bappe, XpoHIuHIM 3amanbHIi HeWpomnarii (1o aeMienizye), 3anaibHId MiomaTii,
rpanyiemarosi Berenepa — no 2—4 mi (0,2-0,4 r)/kr/no0y npotarom 3—7 ni0, y pa3i HeoOXigHOCTI — 5-
JIEHHI KypCH JIIKyBaHHS IIOBTOPIOBATH 3 IHTEpBAJIAMH Y 4 THIKHI.

[Tpu nepmaromio3uti — o 10 M (1 r) kr/mody npoTtsirom 3—5 7ib.

[Ipu cucTeMHUX 3aXBOPIOBAHHSX CTIOJYYHOI TKAHUHH (PEeBMATOIIHUHN apTpuT Ta iH.) — 1o 2-5 M1 (0,2—
0,5 r)/xr/go0y mpotsrom 5 mi0.

ITIpu cunmpomi Kapacaki — mo 10-20 mur (1-2 r)/kr y piBHEHX mo3ax 3a 2—5 mi6 a6o 20 mu (2 T)/kr
0JTHOPa30BO (JIOTIOBHEHHS J0 Teparii aleTHICATIIIIOBOIO KUCIOTOIO).

[Tpu TpancmanTanii KictkoBoro Mo3ky — 5 mu (0,5 T)/kr ogHOpa3oBo 3a 7 1i0 A0 TpaHCIUTAHTAIl1, ITOTIM —
1 pa3 Ha TIKACHD NPOTATOM 3 MICSIIB MicCIs TpaHCIIAHTAII].

Jlns 3acTocyBaHHS y CKJIaJl KOMIUIEKCHOI Teparii JOpOCiIMX TAalli€HTIB 3 TSHKKOK ITHEBMOHIEIO,
cnpuunHEeHO KoponaBipycHow iHpekmieto COVID-19 / SARS-CoV-2 (muB. posnin «[lokazanus),
pexomenaoBana no3a 0,8—1,0 r/kr macu Tina Ha no0y mpoTtsrom 2 ai6 (kypcosa no3za 1,6-2,0 r/kr macu
Tija).

KpartnicTs iH(]Yy3iii Ta IIBUIKICTH BBEACHHS BU3HAYAIOTHCS JIIKapeM 3aJIeKHO Bif cTaHy namieHTa. Jloboa
032 MOXe OyTH CKOpUTOBaHa 3 MipKyBaHb HETEPEBUIICHHS MaKCHMAaJbHOTO JIOMYCTUMOTO T000BOTO
00’emy iH(]Yy3iitHOI Tepamii. OOOB’SI3KOBUM € KOHTPOJIb CTAaHy CHCTEMH 3TOPTaHHS KPOBI Ta Jiypesy,
0COOJIMBO B MAII€HTIB 3 HAIUINKOBOK MAacok0 Tija.

THayieumu oumsyozco sixy. J1o3m mist maiteit (BikoM Big 0 mo 18 pokiB) He BIAPI3HAIOTHCS Bill 03 IS
JIOPOCIUX, OCKUIBKH 1032 I7Is1 KOXKHOTO TIOKa3aHHs BU3HAYAETHCS BiIMOBIAHO IO MACH TiJla Ta KOPUTYETHCS
3aJIeKHO BiJ| KIIIHIYHOTO pe3yJIbTaTy.

Jimu. Jlikapchkwii 3aci06 MOKHA 3aCTOCOBYBATH Y TISAIATPUIHIN MPaKTUIl (IUB. po3in «[TokazaHH»).

Ilepeoo3ysanns.
[Tepeno3yBaHHS MOXe MIPU3BECTH JI0 TIMIEPBOJIEMIT Ta MiABUIIECHHS B’ I3KOCTI KPOBi, 0COOJIMBO Y MAIlIEHTIB
3 PU3MKOM, BKJTFOUAIOYH MAIIEHTIB JITHHOTO BiKy a00 MaIli€HTIB 3 MOPYIICHHAM (YHKIIIi HUPOK.

Ilo6iuni peakuii.

3 60Ky cucmemu Kpogi ma nimpamuunoi cucmemu: aHeMis, JiMdaaeHONaTis, reMoi3, JeHKONeHis,
reMOJTITUYHA aHEMIs.

3 6oky imynnoi cucmemu: TINEPUyTJIMBICTh, aHA(DUIAKTUUHUI IIOK, aHa(IaKTUYHA peaKis,
aHaimakToiqHa peaKilis, aHTIOHEBPOTUIHUN HAOPSIK, HAOPSK OOTHYYSL.

3 60Ky enOoKpunHoi cucmemu: po3iagu pyHKIIT IUTOBUIHOI 3aJ103U.

3 6oxy Hepeosoi cucmemu: TOIOBHUHN Oib, MOPYIICHHS MO3KOBOTO KPOBOOOIry, acCeNTHYHUI MEHIHTIT,
MITpEHb, 3allaMOPOYEHHS, MapecTesis, TimocTe3iss, aMHe3is, BIAUYTTA MEYiHHS, OU3apTpis, IUCTEeB3if,
MOPYUICHHS PIBHOBAry, TPAaH3UTOPHA iIIEMiYHa aTaka, TPEMOp.

Icuxiuni nopywenns. 30yIKeHHs, TPUBOKHICTb, O€3COHHS.

3 6oky cepys. iHbapKT MIOKap/a, Taxikapaisi, CeprueOUTTs, I1aHO3.

3 60Ky cyOoun: HEAOCTATHICTh MNepuepUyHUX CyaUH, apTepiajbHa rinoTeH31s, apTepiajbHa TinepTeH3is,
nepuepuyHa X0IO0AHICTh, (PediT, TPOMOO03 TTHOOKUX BEH.

3 60Ky cucmemu OuxawHs, MOpPAKANbHI MA MeOiACMUHANbHI NOPYUIEHHs: TUXalbHa HEJIOCTATHICTD,
JIeTeHeBa eMOOJTisl, JISTCHeBUI HAOpsK, OpOHXOCHAa3M, 3aJWINKa, Kallelb, 30UIbIICHa YaCTOTa JUXAHHS,
pHUHOpesi, acTMa, 3aKJIaICHICTh HOca, opodapuHrealbHUi HAOpSK, (hapruHTrOIapUHT eATbHHUMA O171b.

3 60Ky KUWK0B80-WIYHKO8020 mpakmy: Hy10Ta, OJIFOBaHHS, Jiapesi, OiTb Y KHUBOTI.

3 60Ky wKipu ma RniOWKIpHOI KIIMKOGUHU. €K3€Ma, KPONHB SHKA, BUCHII, €pPUTEMATO3HUHA BHUCHII,
JepMaTHT, CBEpOIXK, aJoMelis, XOJIOAHUN TiT, peakiii (JOTOIyTIUBOCTI, HIYHE MTOTIHHSI.



3 boky ckenemmno-m ’a3060i cucmemu ma cnoayyHoi mxanunu.: Ok y CIIUHI, Oib y KiHIIBKAX, apTparisi,
CIa3Mu M’5131B, IOCMHUKYBaHHS M’ s31B, MiajTisl.

3 6oky Hupok ma ce108udinbHOI cucmemuy. TOCTpa HUPKOBA HEJTOCTATHICTD, IPOTETHYPIs.

3 boky opeanie 30py. KOH IOHKTHUBIT, OUTb B 04aX, HAOPSIKAaHHS OYCH.

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

3azanvHi nopywenns ma posnaou y micyi 66edeHHs: Tapsidka, TPUNONOAIOHI CHMITOMH, CIIA0KIiCTh,
TUCKOM(DOPT y TPYIsiX, OliIb, BIAUYTTS CTUCHEHHS y TPY/ISX, aCTEHIs, HE3/y KaHH:, HepupeprudHi HAOPKH,
BIIUYTTS JKapy, MiJABUIICHA BTOMJIFOBAHICTh, 03HOO, MPUILTMBH, TillEpeMis, TINepriapo3; peakiii y micii
BBEJICHHSI, BKIIIOYAIOYH O1J1b, MiBUIIICHHS Yy TIUBOCTI, TiepeMito, HaOpsK, GprediT, cBepOik.
Jlabopamopui Oocnioxcenusn: MIABUIICHHS TEYIHKOBUX (DEPMEHTIB, NMMOMUJIKOBUMA TO3UTHBHUN PIBEHBb
TJIIOKO3U B KPOBI, IMiJIBUIIIEHHS KPEAaTHHIHY KPOBI, IMiIBUIIEHUI PiIBEHb X0JIECTEPUHY B KPOBI, ITiIBUIICHUI
pPIBEHb CCUYOBHUHHM, 3HIKCHHH pPIBEHb T€MATOKPHUTY, 3HI)KCHHH PIBEHb EPHUTPOIUTIB, MO3UTHBHA TpsMa
npoba Kym0Oca, 3MeHIIIeHe HACUYEHHS KUCHEM.

Inghexyii ma ineasii: OpoHXIT, HA30(APUHTIT, XPOHIYHUN CUHYCHUT, MiK03, iH(DEKIis, 1HPIKYBaHHSI HUPOK,
CHUHYCHUT, 1H(IKYBaHHS BEpXHIX AMXAJbHUX MNUIAXIB, 1H(QIKYBaHHS CEUYOBHX MLUIAXIB, OakTepiaibHe
1H(IKyBaHHS CEUOBUX ILIAXIB.

Tpaemu, ompyenns ma 3a2anvbHi npoyedypHi ycKiaoHeHHs: 3a01i, TOCTpEe ypaskeHHs JIETCHIB, MTOB’ A3aHE 3
NepeuBaHHsIM KpOBI.

Jimu. B KIiHIYHUX TOCTIHKEHHAX npenapaty bioBeH OUIbIIICTh TOOIYHUX peakiiil y aiTeit Oyiu oriHeH1
SIK JIETKI, IO IIBHUJKO yCYBAJIKCS CaMOCTIHHO ab0 y BiJNOBib HA MPOCTI 3aX0AW (3HMKCHHS IIBHUIKOCTI
BHYTPIITHLOBEHHOT'O BBEJICHHS Y HOTO TUMYACOBE MPUITHHEHHS).

Tepmin npuoamnocmi. 3 poxu.
Tepmin npumaTHOCTI 32 yMOB 30epiranHs npu teMieparypi He Bute 25 °C — 6 mMicsiiB.

YmoBu 30epiranns.

30epiraTi B OpMriHaJbHIM yHakoBLI JAJs 3aXUCTy Bix Aii cBiTia mpu Temnepatypi Big 2 no 8 °C. He
3aMOpO’KyBaTH. 3a yMOB 30epirants npu temmepatypi He Bumie 25 °C TepMiH npUIaTHOCTI — 6 MiCSIIiB.
[Ticns 3akiHYeHHS LOTO TEPMiHY Mpernapar HE MOXHA MOMIIIATH B XOJNOAWUJIBHUK, MOro HEOOXiTHO
YTHIII3YBAaTH.

YnakoBka. [To 10 v, 25 M, 50 M a6o 100 mu y mumsimmmi abo daaxoni. ITo 1 musmi abo ¢nakony B
KOpOOIIi.

Kareropis Binmycky. 3a penenrom.
Bupoonuk. TOB «BIODAPMA IIJTA3SMA», YkpaiHa.

Micue3HaxoaxeHHs] BUPOOHUKA TA ajpeca Micusi NPOBaJ;KeHHsI HOro AislJIbHOCTI.
KOpunuuna agpeca: Ykpaina, 09100, Kuiscbka 0611., M. bina Llepksa, Byn. Kuiscbka, 37-B.
Anpeca MicIis TIpOBaPKeHHS JTisSUTbHOCTI:

VYkpaina, 03680, m. Kuis, By;i. M. AMocoBa, 9;

Yxpaina, 09100, Kuicbka 0611., M. bina IlepkBa, Byn. Kuisceka, 37-B.



	І Н С Т Р У К Ц І Я
	Лікарська форма. Розчин для інфузій.

	Основні фізико-хімічні властивості: прозора або з незначною опалесценцією, безбарвна або злегка жовтуватого кольору рідина.
	Упаковка. По 10 мл, 25 мл, 50 мл або 100 мл у пляшці або флаконі. По 1 пляшці або флакону в коробці.


