IHCTPYKIIA

IJIsI MEJUYHOT 0 3aCTOCYBaHHS JIiKapChKOIo 30C00Yy

PE3OHATHUB

Cknao:
MIJ}CHAPOOHa HenameHmosaHa Ha3ea: Human anti-D immunoglobulin;

Oitoua pevosuHa: 1 My po34yuHy MicTuTh 625 MO (125 MKT) aHTH-D iMyHOrn100yIiHY TIOOUHH. (BMIiCT
6inky moguHU 165 Mr, 3 BMicToM iMmyHorosno6yniny mopuau G He MeHIe 95 %);

0ONnoMmidcHi peyosuHU: TIIIIMH, HATPIil0 XJIOPK, HATPilo aretaTt, moixicopbaT 80, Boma mIs iH'€KITiH.

Bwmict imyHOrno6yniny A (IgA) He nepesutye 0,05% 3aranbHOT0 BMicTy 6inKa.
Ogna 1 Mt amnyna mMictuts 625 MO (125 MKr) aHTU-pe3ycHoro (anti-D) imyHOr100y1iHY MI0OOUHMY.
Opna 2 Mt ammyna Mictuts 1250 MO (250 MKT) aHTH-pe3ycHoro (anti-D) iMmyHorno6yniny noguHM.

AKTUBHICTh BU3HQYAETHCA 3a JOIIOMOTO0 KiNTbKICHOT0 aHanidy €8p. ®apM.. EKBiBaneHTHICTS ¥
Mix#aapogaux OOQUHUIEX MiXKHapPOJHOTO €TaJIOHHOI0 IIperapaTy 3a3Ha4aeThCsl BCeCBITHLOIO
OpraHnizariero OXOpoHU 3IOPOB .

Posmnopin migknaciB IgG-tuny (mpubnu3sni 3HauenHs): IgG1 - 70,5%, IgG2 - 26,0 %, IgG3 - 2,8 %,
IgG4 - 0,8%. Makcumanbauy BMICT IgA: 82,5 MKIr/mM1. BUTOTOBNISIETHCSA 3 IIJTa3MU KPOBI JIIOOUHU.

JlikapcbKa ¢popma. Po3uuH mns iH’exmii.

OcHo8HI (i3uko-ximMiuHi 81acmusocmi: mpo30pui abo 37erkKa OnaaecIiloyYri PO3YNH Bif
6e36apBHOTO 10 C1abKO-3KOBTOTO ab0 CBIiT/IO-KOPHYHEBOTO KOILOPY. [IpoTAroM 36epiraHus Moxe
YTBOPIOBATUCH HE3HAYHA KAJTAMYTHICTh a60 HeBEeIMKA KiJTbKiCTh MEXaHIYHUX BKITIOYEHE.

QapMaKOTepaneBanHa rpyma.

ImyHHi cupoBaTKu Ta imyHornoOymiau. Autu-D (Rh) imyrorno6ynia. Kog ATX JO6B BO1.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

Autu-D imyHOrno6ymin mictuth crenudiyni antutina (IgG) mo D pesyc (Rh)-aHTUTeHY epUTPOIUTIB
JIIONUHHA.



Y mnepiop BariTHOCTI Ta 0COGJIMBO II0JIOTiB €PUTPOLUTH IIJIOAA MOXKYTh IOTPANIUTH B KPOB MaTepi.
dxuro xinka € Rh(D)-weratusHow, a miig Rh(D)-mo3uTuBHUM, XKiHKa MOXKe iMyHi3yBaTHCS
anturesoMm Rh(D) i BupoOnsitu autu-Rh(D) anTHTING, SIKi TPOXOASTh TPAHCIIALIEHTAPHO i MOXKYTh
CIIPUYMHUTH TEeMOJIITUYHY XBOPOOy HOBOHapomKeHoro. [TacuBHa iMyHi3a1is anTu-D
imyHorno0Oymninom 3anobirae Rh(D) imynizanii y Ginbie HikK 99 % Bunaakis 3a yMoBH, 1110 6yia
BBeJleHa JOCTaTHS 0o3a aHTH-D iMyHornoOyniny HeBRoBai micng BBy Rh(D)-no3utuBHuX
E€PUTPOLUTIB IIJI0JA.

MexaHi3M npurHideHHsa imyHi3anii Rh(D)-mo3uTUBHUX €epUTPOLUTIB aHTU-D iMyHOTr 100y TiHOM
HeBimomui. Take MpUTHIYeHHS MoXke OyTH ITOB’sI3aHe 3 KIIipeHCOM ePUTPOIUTIB 3 KPOBOOOITy 0
TOT'0, TK BOHU IOCSATHYTb IMyHOKOMIIETEHTHUX MiCI[b @60, MOXKJIMBO, BHACIIiOOK CKJIagHIIINAX
MeXaHi3MiB, JONy4YeHUX y PO3Mi3HaHHS YyKOPiAHOTO aHTUTEHY Ta IIpe3eHTallil aHTUTeHY
BiTIOBigHMMMU KJTiITHHAMU Y BiITIOBIIHUX MiCIISIX 3a HAsIBHOCTI ab0 BiICYyTHOCTi aHTHUTIfa.

IocaidocenHs nicaapodosoi npogirakmuku (0ocaidxnceHHsa 1-6) ma aHmeHamanvHoi (00CAIOHCEHHA
7) npoginrakmuku y nayieHmis.

Kniniyni BunpobyBauHs Pe3oHaTuBy OyiIu po3moyaTi 3 METO0 OIiHKM e(heKTUBHOCTI Ta 6e3nexku
npernapary. Y HuXK4eHaBeeHii Tabnulli HaflaHU OTJISA HalBaXKJIMBILINX DAaHUX 1[0M0 e(heKTUBHOCTI:

Howmep [ToxazauHsg, Pesyc (Rh) cratyc  HasasricTh anTu- [lepion cmocTepexeHHS
OOCIIIXKEeHHS KiIbKiCTh MaTepi / IUTUHU D aHnTUTIiN
ocib
1 ITPII, n=1937 HeraTuBHUI/ 0,4% 6 Micsa1riB
TIO3UTUBHUN
2 [TPII, n=2117HeraTuBHu/ 0,1% 4-6 Mics11iB
MIO3UTUBHUN
ITPII, n=723
HaCTyIHa 0,7% IIif 9ac HaCTYyMIHOL
Rh nosuTtuBHA BariTHOCTI ab0 IOJIOTiB
OUTHHA
3 [TPII, n=917 HeraTuBHUH/ 0,3% 6 Micsa1riB
TIO3UTUBHUN
4 [TPII, n=665 HeraTuBHUH/ 0,2% 6 Micsa1riB
TIO3UTUBHUN
5 [TPII, n=608 HeraTuBHU/ 0,3% 6-8 Mmicanis
TIO3UTUBHUN
BYIT*, n=103 0% 8 micairiB
6 ITPII, n=475 HeraTuBHUIN/ 0% H.I.
TIO3UTUBHUN
7 BYIT*& ITPIT, HeraTuBHUIMI/ 0,4% 8 micairiB
n=529 TIO3UTUBHUN

[TPIT - micnspopoBa nmpodinaktuka; BYII - BHyTpitHEOyTPOOHA NpodinakTUKa; H.I. - He
IIOBIIOMIIAJIOCS.

* 6-8 TUKHIB M0 OYiKyBaHOI JaTH IOJIOTIB.

3a maHUMMU LIUX JOCIigKeHb MOXKHa 3p00UTH BIUCHOBOK, 1110 TiKyBaHHS Pe3oHaTuBOM 3a0e3mnedye
HafiiHy aHTU-D npodinakTuky.

IlocaidaceHHs mpaHcpysii pe3yc-HecymMiCHUX KOMNOHEeHMI8 Kposi.



Y mocnipxenHi Ne 8 BuBuanacs epekTuBHiCTh Pe3oHaTuBy v 21 Rh-HeraTuBHOTr0 JOOPOBOIBIS, IKUM
BBoaunu Rh-nmo3utusHi, ABO-CyMiCHI epUTPOIUTH IJIOHA B KiIbKOCTSX, 110 BiATIOBiAAIOTH 10 mn
(1 Bumapmok), 25 mn (10 Bunapakis) Ta 50 mi (10 Bunagkis) mynmoBuHHOI KpoBi. Yepe3 2-3
no6u BHYTpPIITHEOM s130B0 BBenu 260 MKT Pe3oHatuBy. Yepes 6 MicsliB (B oqHOMY BUNIAAKy 9
MICSIIIiB) MiCJIsT TOYATKYy eKCIIEPUMEHTY He OYyII0 BUSBIEHO XKOIHUX CEPOJIOTiYHUX 03HAK

Rh-imyHi3ariii y xkomHoi ocobu. YV mepiop Bix 6 micsuiB go 2,5 pokiB 8 ocib 3 rpynu 25 M
ta Bci 10 oci6 3 rpynu 50 mn orpuManu 5 M Rh-mo3uTtuBHOi, ABO-CyMicHOI ITyTIOBUHHOI KPOBI.
Yepes 2-3 gui 6yno BBemeHO BianoBigHo 260 Ta 333 MKr Pe3oHaTuBy. Yepes 6 micsiliB (B omHOMY
BUIIQ[IKy yepe3 8 micsiiB) He OyJio BUSABIEHO XKOOHUX Rh-aHTHTIN y KogHOI 0CO0H.

PesynbraTy 0bOro HOCTIAXKEHHS JOBOAATH, [0 Rh-ipodinakTuka OCATaEThCS IPU 3aCTOCYBaHHI
anTu-D iMmyHOrno0ymminy B 7o3i 10 MKr Ha 1 M KpoBi mioga. Bymo 3po6yieHo BUCHOBOK, 110, OCKiJIbKH
yepe3 eTomnaleHTapHy KPOBOTeUy HalpuKiHLi BariTHOCTI Rh-iMyHi3alisa € HeOe3medHo1o,
Pe3onaTuB y no3i 260 MKr 3amobirae ceposnoriyno BusHaueHill Rh-imyHizanii monamenue y 998 Rh-
HeraTuBHUX MaTepiB i3 1000.

d®apmakoKiHemuyHe 0ocaidxceHHA Pezonamuasy.

OcHoBHi papmMakoKiHeTHYHI mapaMeTpu Ta 06MiH Pe3oHaTuBy BuBYanu y 15 Rh-HeraTuBHUX BariTHUX
XKIHOK, IKUM Pe30HaTHB BBOOUJIU BHYTPIIIHBEOM 130B0O Ha 28-My TUXKHI BariTHOCTI. ¥ 8
JKIHOK f03a cTaHoBuIa 125 MKr, y 7 xkiHOK - 250 MKr. Kpim Toro, 3 HeBariTHi Rh-HeraTtusHi XiHKu
OTPUMYBAJIM MEHIII NO3H.

Bionoriunuii nepion HamiBBUBeneHHs aHTH-D IgG micna BHYTPIIIHEOM S130B01 iH' €Kil Pe30HaTUBY B
mo3i 125 MKT y 1IuX XKiHOK 306iraBcs i3 TaKuM IepiofioM, SIKHAU OIUCYETHCSA V JTiTEPATYPHUX HaHUX.
(muB. po3mgin «®apMakOKiHETHKA»).

dapmaxoKiHemuxka.

AnuTu-pe3ycHuii (anti-D) iMyHOr100yIiH TIONUHY 7S BHYTPILIHEOM SI30BOTO BBE[IEHHS ITOBIJIbHO
abcopOyeThCsl B KPOBOTOII pelUITiEHTa Ta AOCITa€ MaKCUMyMy 4depe3 2 - 3 [Hi.

[Tepion HamiBBHBeeHHS 3 KPOB0OOiry y oci6 3 HopManbHUM piBHEM IgG cTaHOBUTH 3-4 TuXHi. [Tepion
HalliBBUBEEHHS MOXKE BiIpI3HATUCS Y Pi3HUX ITAIll€HTIB.

IgG Ta IgG KoMIyIeKcu pyHHYIOTHCS Y KITiTHHAX PETHUKYIOEHOOTeNiaaTbHOI CUCTEMH.

KrinigHi xapaKTepUCTHKH.

Iloka3aHnHs.

ITpoginakmuka pesyc-imyHizauii (Rh(D)) y ociHOK 0imopodHO20 8iKYy 3 He2amu8HUM pe3ycom
AHTeHaTanbHa IpodinakTUKa.

- [InaHOBa aHTEHATalbHA IPOGiTaKTHKa.

- AuTeHaTasbHa MpodiNaKTHKa Iicg yCKIagHeHb IoepefHbol BariTHOCTI, BKII0Yal0un
BUKUIEHb/3aTP0O3y BUKKIHS, I103aMaTKOBY BariTHICTh ab0 XOpioHaleHOMY, BHYTPIITHEOYTPOOHY
CMepTh IJIOAA, TPaHCIJIalleHTapHy KPOBOTEUY BHACIIIOOK NOPOLOBOI KPOBOTEUi, aMHIOIIEHTE3,
6iomcito xopiony abo akyuIepchbKi MaHIMyIALifHI MpoIeaypH, HAIPUKIIa, 30BHIIIHIM aKyIIepChKUN



IIOBOPOT, iHBa3MBHI BTPY4YaHHA, KOPOOLIEHTES, TyIla TPAaBMa XKHBOTa abo TepalleBTUYHE BTPYYaHHA Yy
Injaofga.

TTocTHaTaNIbHA IPOdiNTaKTHKA.
- Hapomxenns Rh(D)-nosutusHoi (D, D™, D) nuTuHu.

JIixysaHHA oHCiHOK 0iMmOpoO0H020 BiKYy 3 HeezamusHuM pe3ycom Rh(D) nicaa nepeausaHHA HeCYyMiCHOL
pe3yc-no3umueHoi Kposi abo iHWwux npenapamis, w0 Micmsams epumpouumu, Hanpukaao,
mpom6oKoHU,eHmpam/mpomboy,umapHa maccd.

IIpomunoka3aHHs.

[TigBuIeHa YyTNUBICTh MO aKTHBHUX KOMITOHEHTIB IpenapaTy abo {0 Oyab-sgKoi iHIoi JomoMiKHOI
PEYOBUHHU.

[TinBuIIeHa YyTNIUBICTD [0 JTIOACHKOTO iMyHOr100YIiHY, 0COOMMBO y MAIliEHTiB i3 aHTUTINaMu 0o IgA.

0Oco00 1uei 3axodu 6e3nexu.

[IpenapaT Pe3oHaTuB He BBOOUTHU BHYTPILIHbOBEHHO (PU3UK IIOKY). [Ipemapat ciiig BBOOUTH
BHYTPIIIHEOM SI30BO Ta IIepefi BBeAeHHSIM 00epeXHO BiTATHYTY IOPIIEeHb LIIPuUIla, abu
IIepeKOHATHCS, 1110 F0JIKa He IoTpanuia y KPOBOHOCHY Cy[UHY.

[Ipu mocTHaTaIbHOMY 3aCTOCYBaHHI Pe30HaTUB pu3HaueHu A1 BBeJeHHd MaTepi. He crifg
IIpU3Ha4vaTHy IpelapaT HOBOHAPOAXKEHOMY.

[Tpenapat He npu3HayeHui as BBefgeHHsT Rh(D)-mo3uTuBHUM 0cobaM, a TakKoK ocobaM, paHiIne
imynizoBanuM Rh(D) anTuUreHOM.

[Ticrsg BBeeHHS IpenapaTy 3a MallieHTOM CIIif CIoCcTepiraTy moHaiMeHIIe 20 XBUIKUH Ta IPOTITOM
1 ropuHM micns BUNAAKOBOTO BHYTPIITHEOBEHHOTO BBEIEHHS.

BunHATKOBO aHTH-D iMyHOTI00Y/TiH TIOOUHN MOXKe CIPUYMHUTH 3HUXKEHHS KPOB'STHOTO THUCKY 3
aHa¢inakTAYHOIO Peakllieo, HaBiTh ¥ Malli€eHTiB, SKi paHille OyIu TOIePaHTHUMU IIPH II0TIePETHEOMY
JiKyBaHHi iMyHOTTT00y/TiHOM TIONWHHU.

Y pa3i BUHUKHEHHSI CUMIITOMIB ajeprigyHol abo aHadinakTHYHOI peakliii, BBeleHHs CIIifl HeTalHo
IPUIUHUATHU.

I'inepyymausicmo

CnpaBxHi peakliii rinepyyTIUBOCTI € PigKiCHUM SBUILEM, ajie alepriiiHi peakiii Ha aHTH-D
iMyHOr100Y/IiH MOXKYTh BUHUKATH. [1allieHTiB Cif moiH(popMyBaTu PO PaHHi 03HAKU peaklin
rinepyyTIUBOCTI, Taki K KPOIUB'sIHKA, TeHepasli3oBaHa KPOIIUB SHKA, CTUCHEHHS y TPYAAX, AOyXa,
rinorensia Ta aHadinakcig. JIikyBaHHS 3a/eXXUTh Biff IPUPOAY i TAKKOCTI mobiyHoI peakiil. Y
BUTIA[IKY IIOKY CJIi[l 3aCTOCOBYBaTH Cy4aCHI MeAU4Hi IPUNOMHU JIiIKyBaHHS IIOKY.

Pe3oHaTUB MiCTHUTh HEBENUKY KinbKicTh IgA. He3Baxkawouu Ha Te, 110 aHTU-D iMyHOT 100y TiH yCHilTHO
3aCTOCOBYBABCS MJIS JIiKyBaHHS OKpeMux ocib i3 medinutom IgA, nauientu 3 gedinurom IgA MaloTh



BipOTigHICTH PO3BUTKY @HTUTIN 10 IgA i MOXKYyTh MaTy aHa(ilaKTUYHI peakiiil micis BBeOeHHS
nmikapchKkux 3aco06iB, 110 MicTSTh IgA, BUTOTOBIEHUX i3 MJIa3Mu KPOBi IJIa3MU KPOBI, JIikap MOBUHEH
3BaXKUTU MOT0 KOPUCTH IIOPIBHSAHO 3 PU3UKOM MMOBIPDHUX peakliil TinepuyyTAUuBOCTI.

Pinko anTu- D iMmyHOTr100y/MiH JTIONUHY MOXKe BUKJIMKATU 3HUXKEHHS apTepialbHOTO TUCKY 3
aHa(inaKTUYHOIO PeakKliclo HaBiTh ¥ Malli€HTIB, SKi IPOUIIIN IOIePeNHE JTiKyBaHHS
iMyHOr 10Oy IiHOM TTIOOUHHU.

[Timo3pa Ha anepriuni abo aHadinakTUyHONOAIOHI peakilii BUMarae HeraHOT0 MPUITUHEHHS
BBeIeHHHS iH €KIIil. Y pa3i IIOKy, CJIif TPOBECTH CTaHAAPTHE MeAUYHe JTiKyBaHHS.

IemoaimuyHi peakuii

[TamienTy, sIKi mepeHecny TpaHCQy3it0 HECYMiCHOI KPOBi Ta ofepKaiu BEeJIUKY A03y aHTu-D
iMmyHOTr7100YMiHY, MiANATaI0Th IOCTIMHOMY Ta Oe31epePBHOMY CIIOCTEPEXKEHHIO 3a KIIiHIYHUMU Ta
OioyoTiYHMMM ITapaMeTpaMH Yepe3 PU3UK TeMOJIITUYHUX PeaKIii.

Tpomboembois

AprepianbHi Ta BeHO3HI TpoMO0eMOOTiuHi yCKIafHeHH, TaKi K iH)apKT MioKapAa, iHCybT,
TPoM0O03 TTTOOKUX BeH i eMO0JTis IereHiB MoB’g3aHi 3 BUKOPUCTaHHSIM iHMYHOTJIOOYTiHiB.
He3Baxalouu Ha Te, 1110 TpoMOoeMOOIiuHi YCKIagHEeHHS He CIIOCTepiraaucs Ipyu 3aCTOCyBaHHi
npenapaTy Pe3oHaTuB, nallieHTH TOBUHHI MaTy AOCTATHIN BMICT PiIVHU B OpraHi3Mi (HaleXHUM
YUHOM Ti[paToBaHi) epen BUKOPUCTaHHAM iMyHOrn0o0yniHiB. HeoOxigHO JOTPUMYBaTUCS
00epexkKHOCTI IIPH JTiKyBaHHI MAIi€HTIB i3 monepegHbO0 iCHYI0UYNMU (paKTOpaMyu PU3UKY TPOMOOTUYHUX
SIBUII (TAaKMX SIK TilepTeH3is, HyKpoBui miabeT i HasBHICTh B aHAMHE3i CyTHHHUX 3aXBOPIOBAaHb ab0
TPOMOOTUYHUX YCKIIa[IHEHb, allieHTH 3 npuadaHuMu ab0 ycrafKoBaHUME TpoMOodiniynuMu
MIOPYIIEHHAMH, NAlleHTU 3 TPUBAJIUMU NIepiogaMy HEPYXOMOCTI, IalliEHTH 3 TSIXKKOI0 TiII0BOJIEMIE0,
NallieHTH, SIKi Mal0Th 3aXBOPIOBaHHS, 1110 30iMbINYIOTh B'I3KiCTh KPOBi), 0COOIMBO KOIK
IPU3HA4aloThCs OiNbIN BUCOKi NO3U IpenapaTty Pe3oHaTus.

[TauieHTiB HEOOXigHO iHPOPMYyBaTH PO PaHHI CUMIITOMU TPOMOOEeMOOIIiYHUX YCKIagHEeHb, TaKi K
yTpyAHeHe OuxaHHA (3apuiKka), 6inb i HaOPSK KiHIIBKY, 0CepefKOBi HEBPOJIOTiYHi CHMIITOMY Ta 6ib
y TPYASX; TP BUHUKHEHHI TaKUX CUMIITOMIB IM CJIifi HETallHO 3BePHYTHUCS 3a KOHCY/IbTAIIi€I0 10
JiKaps.

Bnaue Ha cepooziyHe 00CAi0HCeHHA

[Ticns BBeOeHHS iMyHOTI00YTIiHYy, TpaH3UTOPHE 30iNbIIIeHHS PAa3HOMaHITHUX ITAaCUBHO IOCTYTIA0YKX B
KPOB TallicHTa aHTUTLI MOXKe IIPU3BECTU B PE3y/IbTaTi 1O OTPUMAaHHS TIOMUJIKOBO TIO3UTHUBHUX
pe3yibTaTiB IPU CEPOJIOTIYHOMY OOCIiAKeHH].

[TacuBHe HaOXOMXKEHHS aHTUTIN IO ePUTPOIUTAPHUX aHTUTEHiB, Hanmpukiap, A, B, D, moxe
BIIMBATU Ha [ESKi CEPOJIOTIYHI JAOCIiAXKEeHHS aHTUEePUTPOLUTaPHUX aHTUTIN, HAIIPUKIIAL, MPAMUN
anturnobyninosuii Tect (ITAT, npsima npo6a Kym6ca), 0co0I1BO Y pe3yC-IIO3UTUBHUX HEMOBIIAT, YH1
MaTepi OTpUMYyBaIu aHTeHaTaJbHy IPOQiTaKTUKY.



ITauieHmu 3 HAOMIPHO 8A2010/OHCUPIHHAM

[TarienTaM i3 HAAMIPHOIO Baro/0XKUPIHHAM PEKOMEHIYEThCSA BHYTPIIIHEOBEHHE BBEJ€HHS aHTU-
PEe3yCHOTO IpelnapaTy Yepe3 MOXKJIMBY HEJOCTATHIO e(eKTUBHICTh BHYTPIIIHHOM S30BOT0 BBEIEHHS
mpemnapary.

CTaHgapTHUMU 3aX0faMu 3 IPOQinakTUKY iH(PEKLiH, 110 BUHUKAIOTh BHACIIIOK 3aCTOCYBaHHSA
JiKapChKUX 3aco0iB, BUTOTOBJIEHUX i3 KPOBi ab0 mja3Mu KPOBi JIIOOUHY, € Binbip OHOPIB,
MOCTiXKeHHST OKpeMUX 300piB KPOBi Ta MyJliB Imjaa3Mu KPOBi Ha HagBHICTH ClielndiuHUX MapKepiB
iHdekIii, a TaK0XkK BIPOBaKeHHS e(EeKTUBHUX TEXHOJIOTIYHUX IIPOIECIB g iHaKTUBaIlil abo
BUIaJIeHHS BipyciB. He3BaxKarouu Ha Iie, y pa3i 3aCTOCyBaHHS JiKapChKUX 3aC00iB, BUTOTOBIEHUX 3
KPOBi a00 Mm1a3Mu KPOBi MIOOUHY He MOXKHA ITOBHICTIO BUK/TIOUHUTH MOXKJIUBICTE Iepenayi
iHpexuiHux areHTiB. Lle TaK0XK CTOCYETHCS i HEBimoMUX ab0 BUSIBIIEHUX BipyCiB Ta iHIINX IaTOTEHIB.

3axo0[H, IKi BUKOPUCTOBYIOTHCS, BBaKalOThCsA e(heKTUBHIUMU IIPOTU TaKUX 000JIOHKOBUX BipyCiB SK
BIJI, Bipycu rematuty B Ta C, a TakoXk mpoTu 6€30007I0HKOBOTO BipyCy remaTuty A.

[Tpotu mesikux 6€3000I0HKOBUX BipyCiB, TaKUX SIK mapBoBipyc B19, BxKuBaHi 3axoqu MaiTh
o0MexkeHY [iio.

IcHye oOHapmilinUBUM KITiIHIYHUE [OCBIf 1IOMI0 BiCYyTHOCTI epefadyi Bipycy remnatuty A abo
napBoBipycy B19 3 imyHorno0ymiHaMu, a Tak0XkK IPUIYIIEHHS, 1[0 HasSBHICTh aHTUTIN € BaKJIMBUM

(bakTOpOM aHTUBIPYCHOT'O 3aXUCTY.

HamonernmBo peKOMeHAYETLCA II0pa3y, KoMK MallieHTy BBOAATL Pe30HaTUB, 3allCyBaTh Ha3By Ta
HOMED TapTil mpemapary.

Baowcauea iH(popmauisa npo Oeski iHepedieHmu npenapamy Pe3oHamua

e nmikapchkuit 3aci6 MicTuTh MeHIe 1 MmMosb HaTpito (23 Mr) Ha 1 mi (625 MO), To6To iHIITIMU
CJIOBaMH, BiH € «0e3HATPiEBUL».

Y BUMDAKY IOKY, TOBUHHE OyTH IIPOBefieHe CTaHAapTHe MeOuyHe JIiKyBaHHS.

B3aemodisn 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu é3aemoditi.
2Kuei ocaabaeHi 8ipycHi 8aKUUHU.

AKTUBHY iMyHi3allifo JKMBUMH BipyCHUMU BaKLIMHaMU (HallpXKiag, Kip, emifeMigyHul 1apoTUT abo
KpaCHYyXa) CJIif BimKmacTy Ha 3 MiCsIIi Bil OCTaHHBOT'O BBEJIEHHS aHTU-D iMyHOTI00YTiHYy, OCKiNTbKA
e(eKTHUBHICTh XKUBOI BipyCHOI BaKIIMHU MOXKE 3HU3UTHUCS.

Axuro aHTH-D iMyHOr100y iH HEOOXimHO BBECTH BIIPOOOBXK 2-4 THXKHIB IiCJII BaKIMHAIll XKUBUMU
BipyCHMMM BaKIMHaM¥, e(EeKTUBHICTh BipyCHOI BaKIIMHUA MOXKe 3HU3UTUCH.



B3aemo38’5130K 3 cepo02iyHuUMU dHaAI3aMU.

[Ticnsa iH’exuii iMyHOr100YIiHY, TUMYaCOBe MiABUIIEHHS PiBHSA Pi3HOMaHITHUX aHTUTIN, SKi Oynu
[TaCHBHO IIEPEHECEH] B KPOB MallieHTa, MOXKe IIPUBECTH [0 IOMUJIKOBUX MO3UTHUBHUX PE3yJIbTaTiB
CEepPONIOTiYHUX TECTIB.

[TacvBHa mepenada aHTUTLI 0O ePUTPOLIUTAPHUX @aHTUTEHIB, Hanpukiaz, A, B, D, Moxe HeraTusHO
BIIJIUBATH Ha [esIKi CepOJIOTiYHi TeCTH Ha epUTPOLUTAPHI aHTUTINA, HAIPUKJIIa[, aHTUTI00YIiHOBUM
tecT (mpoba Kym6ca), ocobnuso y Rh(D)-mo3uTuBHUX HOBOHAPOAXKEHUX, MaTepIM sKuX Oyia
IIPOBefieHa aHTeHaTa/lbHa IPOQiTaKTHKa.

Oco06.1ueocmi 3acmocyeaHHs1.
[Tepen 3acTOCYBaHHSIM IIpemnapaT Cifl JOBeCTH 0o KiMHATHOI TeMIepaTypu abo TeMIepaTypH Tifa.

Po3uyuH moBuHeH 6yTu mpo3opuM abo 371eTKa omnasiectiiioloyuM Bif 6e36apBHOTO 10 C/1abK0-KOBTOT'O
a60 CBIiT/IO-KOPUYHEBOT'O KOJIHODY.

He 3acToCcOByBaTH PO3YMH, SKIIO BiH Ma€ 3HAYHY KaJaMyTHICTh a60 Ma€ 3HAYHWH 0Caf.

HeBukopucranuil mpemnapaT abo BiIX0oou Cifl yTUIi3yBaTH 3TifHO 3 MiCLIEBUMMU MTOI0XKEHHSIMHU.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.
Pe3onaTuB npru3HadyeHU A1 3aCTOCYBaHHS IIiff YaC BariTHOCTI.
depmuabHiCMb.

Kopuux mocmigxKeHb BIUIUBY Pe30HaTUBY Ha (GepTUNIbHICTh TBAPUH He IpoBopuiocs. He3paxkawoun
Ha Ile, Ha MifCTaBi KJIiHIYHOT0 OOCBiAY 3aCTOCYBAHHS aHTHPE3YCHOT0 iMyHOTIO0YIiHY TI0OOUHY,
nmepen0avaEeThCs, 110 BiH He BIIJIMBAE Ha (PEPTUIIBHICTS.

I'ooysaHHA 2pydoro.
Pe3oHaTHB MOXKHa BUKOPUCTOBYBATH IIifl 4aC rOgyBaHHS I'PYALIO.

IMyHOT 106y MiHK BUOINSIOTHCS 3 MATEPUHCHKOTO MOJIOKA. [1po XKonHi mocmimKeHHs Mo0iYHUX peakiin
y miTen, gKi Hapogunucs y noHan 450 XKiHOK, 110 OTPUMYBaIM CTaHOApPTHI A03U Pe3oHaTuBy y
IiCTIATIONIOTOBUY TIepiof, MoBigoMIieHo He GyI1o.

30amHicmb 0o 3anaiOHeHHA

Hisgskux mocnimkeHb PEIPOOYKTUBHOI TOKCUYHOCTI Y TBAapHH i3 IpemapaToM Pe3oHaTuB He
npoBoaunocs. KniHiyHuM DoCBig 3acTOCyBaHHS aHTU-PE3YCHOTO iMYHOTIO0YIiHY CBiqYUTE PO T€, IO
IIpU M0T0 BBEJIeHHI He mependadya€eThCs MIKiOIMBOTO BIUIMBY Ha 3[ATHICTh N0 3aIlIifHEeHHS.

3damuicmsb eniueamu Ha weudKicmob peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu.



[TpenapaT Pe30oHaTUB He YMHUTH BIJIUBY Ha 3MATHICTh KePyBaTU TPAHCIOPTHUM 3ac000M i
BUKOPUCTOBYBATH Pi3HI MeXaHi3MU.

Cnoci6 3acmocyeaHHss ma do3u.
Pe3oHaTHB CIil BBOOUTH BHYTPILIHEOM I30BO.

AK110 moTpiOHO BBENEHHS BEIMKUX 3arajbHUX 03 (> 5 MII [T JOPOCIUX), PEKOMEHIYETHCS
PO3MiNUTH iX Ha MEHII 1031 Ta BBOOUTHU B Pi3Hi MicIs.

Y Bunagkax reMopariuHux po3jafiB, KOJIU BHYTPIIIHBOM S30Bi iH €Kil TPOTUIIOKa3aHi, Pe3oHaTHB
MOXKHA BBOOUTHU HIAIIKIPHO, SKILIO HeMae IIpenapaTiB A1 BHYTPIIIHLOBEHHOI0 BBedeHH. [licns
BBe[IeHHS ITPemapaTy Ha Miclie i’ ekiril ¢ 06epeXHO HAKJIaCTH M'SIKy CTUCKYIOUY TIOB’SI3KY.

o3y arTu-D iMyHOTT00Y TiHY CTil BU3HAYATH 3TigHO 3 piBHeM BmauBy Rh(D)-mo3uTHUBHUX
€PUTPOLUTIB, Ta BPaxoByIOuH, 1m0 i HerdTpamidamii 0,5 ma Rh(D)-mo3uTuBHOI €pUTPOLUTAPHOL Mach
a6o 1 mn Rh (D)-mo3utuBHOI KpoBi moTpioHO mpubdnu3no 10 Mxr (50 Mixuapoguux Ogunauis, MO)
aHtu-D iMyHOr 100y TiHY.

Ha migcTaBi pe3ysbTaTiB KIIIHIYHUX AOCIIAXKEHb Pe30HaTUBY, pEKOMEHYETHCSA HACTYIIHE NO3yBaHHS.
ITpoginakmuxka Rh(D) imyHizauii y Rh(D)-He2zamuBHuX JHCIHOK.

AHTeHaTanbHa nMpodinakTUKa:

BiATIOBigHO 10 3arajJbHUX PeKOMEHallil, 3apa3 mpu3HavawThcs go3u 50-330 MKT abo
250-1650 MO (abo 0,4-2,64 mn).

[InaHOBa aHTeHaTalbHa IPOdinaKTUKa:

IIPHU3HAYaEThCS OOHOPa30Ba fo3a (Hampukiag, 250 Mkr a6o 1250 MO (abo 2 mn) y 28-30 TuXHIB
BaritTHocTi abo ABi m03u Ha 28-My Ta 34-My TUXKHi BariTHOCTI.

AnTeHaTanbHa MpodinakTUKa Mics YCKIafHEeHb TOTIePeNHbO] BariTHOCTI:

OJHOPa30By mo3y (Hampukiaf, 125 Mxr abo 625 MO (a6o 1 mi) mo 12-ro TUKHS BaTriTHOCTI; Ta
250 MKT a60 1250 MO (ab6o 2 mi) micas 12-ro TUXKHS BariTHOCTI) CJIif BBOOUTH SIKOMOTA IIBHIIIIE
BIIPOOBXK 72 TONMH Ta, Y pa3i HeoOXigHOCTI, TOBTOPUTH BBEeIeHHS 3 6-12 TUKHEBUMMU iHTEepBallaMu
BOPOOOBX BariTHOCTI.

[Ticns amuionenTe3y Ta Oiorcii XopioHy CIil BBOOUTH 0OHOPA30BY 03y (Hampukiam, 250 MKT
abo 1250 MO (abo 2 mi).

[TocTHaTanbHa NpodinakTUKa: 3rifHO 3 3araJbHUMU PEKOMEHalliIMU, 3apa3 IpKU3Ha4aoThCs

no3u 100-300 mxr a6o 500-1500 MO (a6o 0,8-2,4 mm). AKI10 MPU3HAYAETHCSI MEHIIA 103a
(100 Mxr a6o 500 MO), cnipg BU3HAYATH KiTbKiCTh eMOpPiOHANIBHOI MAaTEPHHCHKOI KPOBOTEYI.

CranpaptHa go3a: 1250 MO (250 mkr a6o 2 mi1).

[Ipu nocTHaTaNIbHOMY 3aCTOCYBaHHI IIpenapar CJIif Ipu3HadyaTh MaTepi AKoMora LIBUALIE, BIIPOAOBK
72 ronuH micns HapomxeHHS Rh-mosutusHoi (D, D™, D) nutunau. HaBiTh 9KII0 MUHYTIO 72



TOOWHH, IIpeIlapaT BCE OJHO CIIiD BBOOUTH IKOMOTaA paHiH.Ie.

[TpemapaT cJyIif BBOOUTH ITOCTAHAILHO HaBiTh Y BUMIAOKY IIPOBEIEHHS aHTeHaTaIbHOI MPOoQinakTHUKHY,
a TaKOX i TOMi, KOJIX B CUPOBATIIi MaTepi NIPUCYTHi 3a/IUIIKK aKTUBHOCTI aHTeHaTalbHOl
IPO(]ITaKTUKH.

AK110 Mimo3p00Th CUNIBbHY (GeTomnaleHTapHy KpoBoTeuy (> 4 M (0,7 % - 0,8 % XiHOK), HallpuKIIag,
y BUIIAOKY aHeMil I1710[ja/HOBOHAPOIXKEHOTr0 ab0 BHYTPIITHEOYTPOOHOI CMepPTi miofda, il TAXKKICTh CIif
BM3HAYMUTH BiJIIOBIiDHUM METOOOM, HAllPUKIIal, TeCT KUCIIOTHOI enowil Knsitaxayepa-beTke
(Kleihauer-Betke) nnst Bu3HaueHHs remorno0iny mmopa (HbF) abo nmpoTouHy 1uTOMETpit0 A7
crnenudiyaoro Bu3HadueHHs Rh D-mo3uTuBHUX KIiTHH. BiAmoBigHO CITif BBOOUTH HOOATKOBI M03U
autu-D imyHorno0Oyminy (10 Mxr abo 50 MO Ha 0,5 MJI epUTPOLXTIB IIJIOAA).

TpaHcysii HecymicHux epumpoyumia (RBCs)

PexomeHmoBaHa fio3a cknagae 20 Mkr (100 MO) antu-D iMmyHOrno0yminy Ha 2 MJI IepeuTol
Rh (D)-mo3uTuBHOI KpoBi ab0 1 MJT KOHIIEHTPATy €PUTPOLIUTIB.

PekoMeHIy€eThCSI KOHCYTbTAlIlis 3i CIlelfianicToM 1Mo reMoTpaHcdy3ionorii ajs Toro, uo0 OUiHUTH
MOIIIBHICTE IpoLleypy 0OMIHHOTO TIepeNMBaHHS €PUTPOLUTIB /71 3MEHIIIeHHSI HaBaHTaXKeHH S
Pe3yC-O3UTUBHUX €PUTPOLIMTIB B KPOBOTOIII Ta BU3HaYEHHS 003U aHTHU-D iMyHOT1I00YTiHY,
HeoOXigHOI s MpurHideHHs iMmyHizanii. KoxkHi 48 roguH ciig pobuTy 0OgaTKOBI TECTH AJIS
BHU3Ha4YeHHS Rh D-Mo3uTHBHUX €PUTPOLMTIB i MATpUMYyBaTH BBeOEeHHS aHTU-D iMyHOTr 100y TiHY, ITOKH
Bci Rh D-mo3uTuBHi eputponutu He OyOyTh BUIy4YeHi 3 KpoBooOiry. Y 6yop-aKoMy pasi, uepes
MOXKJIUBUY PU3UK T'€MOJIi3y, IPONOHYETLCS HE IIePeBUIyBaTH MaKCHMaJIbHY 03y, IKa CTaHOBUTH
3000 mxr (15000 MO). PekomeHyeTHCS BUKOPUCTAHHS aJIbTEPHATUBHOTO BHYTPIITHEOBEHHOT O
npernaparty, OCKIJIbKY BiH HerallHO AOCSATHE HaJleXKHOTO PiBHSA B IJIa3Mi KPOBi. fKIO HeMae
BHYTPIIIHEOBEHHOTI'O ITpeIapary, C/Iil BBOOUTH AyKe BeJTUKUN 00'€M BHYTPIIIHbOM S30BO IIPOTITOM
OEeKiTbKOX OHIB.

Himu.

Besnexka Ta e(eKTUBHICTH NIpemnapaTy IpY 3aCTOCYBaHHI y OiTell He BU3HaYanacs.

ITauienmu 3 HAOMipPHOIO B8a2010

[1s marieHTiB i3 HAAMIPHOIO BArolo, CIIifl PO3IJIAHYTY BUKOPUCTAHHS BHYTPIIIHEOBEHHOI'0 aHTU-D
iMyHOTTI00YTiHY.

Ilepedo3yeanHns.

[laHi mpo mepego3yBaHHS BifCcyTHI. [lallieHTH, AKi mepeHecnn TpaHCchy3ilo HeCyMiCHOI KPOBi Ta
oflepKajid BeJIUKY 103y aHTHU-D iMyHOT100yIiHY, MigIaraoTh IOCTiiHOMY Ta 0e31epepBHOMY
CIIOCTEPEXKEHHIO 3a KITIHIYHUMY Ta 0i0NOTiYHUME ITapaMeTpaMu Yepe3 PU3UK IeMOJTITHYHUX
peaxiii.



Y inmux Rh(D)-HeraTuBHuX 0Cib epeno3yBaHHS He IPU3BOOUTE A0 OiNIBII YACTUX Ta TIKUUX
no0iuHux edeKTiB, HiXK 3aCTOCYBaHHS 3BUYANHUX [103.

ITo6iuni peakuii.
Kopomxkuti onuc npogiato 6e3neku

[HOmi MOXKyTh BUHUKATH TakKi mo0iyHi peakuil 9K 03HOO, T0JIOBHUY 0iflb, 3allaMOPOYEHHS, TUXOMaHKa,
anepriuni peaxuii, HymoTa, apTpanris (6inb y cyrinobax), HU3bKUY KPOB'SITHUM TUCK i TOMipHU#H 6inb y
HUXKHIV YaCTUHI CIIVHMU.

Pigko imyHOrnoOymiHYM MIOOWHYA MOXKYTh BUKIMKATH palTOBe 3HMUKEHHS apTepialbHOTO TUCKY Ta, B
OKpeMUX BUIafKax, aHa(PiTaKTUYHUY 0K, HaBiTh KOJIX MAIi€HT He IPOAEMOHCTPYBaB HiIBUIIEHY
YYTNIMBICTh IPU IONIEPENHBOMY 1X BBEIECHHI.

Micresi peakiiii B MiCIiIX BBEIE€HHS MpenapaTy: HaOpsk, 60JicHe BiTYyTTs, TOYEPBOHIHHS,
yiIiTbHEHHS (3aTBePHiHHS), BiMUyTTs Temsa, cBepOixk, reMaToMa, JIOKaabHuM 0iftb, 00TI0YiCTS i
BHCHII, JesIKi 3 ITUX Peakilii MOXKHa IonepeauTy (YHUKHYTH), PO3MiMUBIIY GibIlli 4031 Ha MO3U OJIS
BBeeHHS B OeKijibKa Miclb.

s orpuMaHHs iHdopMalril mpo 6e3meky om0 nepenayi iHdexki, nus. po3mini Oco6IUBOCTI
3aCTOCyBaHHS.

He 6yno oTpuMaHO HafliiHUX DAaHUX IIPO YaCTOTY IMOOIYHUX peakuil i3 KITiHiYHMX BUIPOOyBaHE.
[ToBimomusinocst po Taki HeGaxaHi peakiril:

Tabmuus, mpefcTaBieHa HUXKYe, Bignosigae Kinacudikanii cuctemu opranis (SOC i nepeBaxHi
TepMiHK) Meou4YHOro CII0BHMKA HOPMaTHBHO-IIPaBoBOl HisgnbHOCTI/MedDRA.

YacToTa OLiHI0OBaIacsd BiMOBIAHO A0 TaKUX YMOBHUX MTO3HAa4YeHb: OyxkKe 4dacTi (= 1/10); gyacrTi (Big =
1/100 mo < 1/10); mewacri (Big = 1/1,000 mo < 1/100); pipki (Big = 1/10,000 go < 1/1,000); nyxe
pigki (< 1/10,000); HEBimOMi (He MOXKJIMBO OIIIHUTH, BUXOASUM 3 iICHYIOUUX JaHUX).

Knac cucrtemu opraniB 3a  [[IoOiuna peakuis UacToTa
MedDRA
[TopyueHHs 3 60Ky KpPOBi Ta ['eMOIiTHYHA PeakKIlis He BigoMa

miMbaTHYHOI CUCTEMU




[TopyireHHS 3 00Ky iMyHHOI AHa(iTaKTUYHUM 110K, aHadinakTU4YHA/ He BijoMa
CHICTEMHU aHa(dinmakToImHA peakilis,
[MiIBUIlEHA YYTJIUBICTD

[TopyiieHHs 3 60Ky HepBoBoi  [[oymoBHUM 6inb He BimoMa

CUCTEMU

[TopymenHs 3 60Ky cepist Taxikapmis He BioMa

[TopyuieHHS 3 00Ky CyIUH TpomboniTiyHi momil He BioMa
[inoTeHsiqa

[TopyuieHHs 3 00Ky quxXanbHOI [XpUMiHHS He BimoMa

CHCTEMH, OpTaHiB I'PyAHOI
KJIITUHY Ta CePemOCTIHHSI

[TopyiuieHHs 3 60Ky HIIYHKOBO- |BioBOTa, He BimoMa
KHUIIIKOBOT'O TPAKTY HyZoTa
[TopymenHs 3 60Ky IIKipyu Ta |ANEepriyHuN OepMaTuT, He BioMa
MigIIKiPHOL KITiTKOBUHU [MIkipHa peakuis,

epuTeMa,

MKipHUH CBePOiK,

SYL,

KPOIIUB' THKA;

[TopyuieHHs 3 00Ky M's130B0-  [ApTpanris (6inb y cyrinobax) He BioMa
KiCTKOBOI Ta CIIOJTy4YHOI
TKAHUHHI
3arasbHi IOPYIIEHHS Ta CTaHUu |[JIuxoMaHKa, He BigoMa
y MiCIli BBeeHHS n1CKOMGOPT Y TPYOHIN KITiTHHI,

He3[yXKaHHS (IoraHe caMOIIO4yTTs)

03HO00,

Y Mmicii BBemeHHS: HaOpsK, Oinb, epureMa
(moYepBOHIHHSA), 3aTBEPHIHHA (YIIiITBHEHHS),
BiI4yTTS Tellsla, INKipHUM cBepOiXkK, BUCHII,
3yQ

ITogidomaeHHs npo ni0o3prosaHi nobiyHi peakuii
[ToBimoMIeHHS IIPO Migo3pioBaHi MOGiYHI peakil Mmicyig peecTpaliil 1ikapChbKOT0 IIpernapary €
BaxknuBUMU. Lle m03BoJIg€ 3MilicHIOBaTH O€3MePEePBHUN/IOCTIMHIN MOHITOPUHT 6anaHCy KOPUCTI Ta

PU3UKY JIiKapChKOro 3aco0y. MequyHuX IPaIliBHUKIB IPOCSATh IOBIOMIATH NP0 Oy Ab-sIKi
nimo3proBaHi moOiuHi peaxirii.

Tepmin npudamHocmi.

2,5 POKH.



BigkpuTy aMmyny BUKOPUCTATH HETAWHO.

YMoBu 30epiranHsi.

36epiratu nmpu Temmepartypi Big 2 {0 8 °C (B XOJIOTUIIBHUKY).

30epiraTé aMIIy/iu B OPUTiHANBHIN YIIAKOBII /15T 3aXKCTY Bif cBiT/Ia. He 3aMOpoXKyBaTH.
30epiraTv B HEJOCTYIITHOMY [JIS OiT€M MicCIIi.

B Mezkax TepMiHy IPUAATHOCTI TiKapchKui 3acibd MoxkHa 30epiratu npu Temnepatypi go 25 °C (#e B
XOJIOOUIBHUKY) m0 1 Micsins. AKimo giKapchkui 3aci0 He Oy10 BUKOPUCTAHO IPOTSATOM 1 Micsiis,
1oro HeoOXimHO YTHITi3yBaTH.

HecymicHicmo.

Pe3oHaTuB He MOXKHa 3MilllyBaTH 3 iHIIUMHU 3aco0aMu.

YnakoBkKa.

Po3uuH s in’eknin mo 1 M abo 2 M B ammyi 3i ckna tuny I, €sp. ®apM. 3 TOYKOI HAIJIOMY
YEepPBOHOTO KOJILOPY, 10 1 aMmysIi B IJIaCTUKOBIH GJTiCTepHiM yIaKoBILi.

ITo 1 mmacTUKOBIi# GIiCcTEPHi yIaKOBIli B KapTOHiM KOPOOIIi.

Kareropis Bignmycky. 3a penentom.

BupoOHHUK.

OxkTadapma AB, [lIseniss/Octapharma AB, Sweden.

Micue3HaxoIKeHHsI BUPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaAKeHHsI Tisl/IbHOCTI.
JIapc ®opccennc rata 23, CtokroneM, 11275, HIBerris/

Lars Forssells gata 23, Stockholm, 11275, Sweden.



