IHCTPYKIIA
AJIS1 MEIUYHOT0 32CTOCYBAHHS JIKAPCHKOI0 30C00y

PE3OHATUB

Cknao:

MidcHapoOHa Henamenmogana Hazea: Human anti-D immunoglobulin;

diroya peyosuna: 1 M po3duHy MicTUTb 625 MO (125 Mkr) anTtu-D iMyHOTI100Y 1iHY THOAUHU. (BMICT
OuKy moauan 165 Mr, 3 BMICTOM iIMyHOTOJ100YMiHY Jtoauau G He meHtie 95 %);

O00NOMIdHCHI peuosuHy: TIIIHWH, HATPIIO XJIOPHUI, HATPIIO areTar, noxicopoar 80, Boxa Jyisl 1H €KITIH.
Bwmict imyHorno6yminy A (IgA) ne nepesuitye 0,05% 3araqbHoro BMIicTy OIKa.

Opna 1 mi amnyna mictutb 625 MO (125 Mkr) anTH-pe3ycHoro (anti-D) imyHornoOyiiiHy JI0IUHU.
Opna 2 mu amnyna Mictuth 1250 MO (250 Mkr) anTu-pesycHoro (anti-D) iMyHOT100y 1iHY JIFOAUHU.
AKTHBHICTh BH3HAYA€THCS 3a JOTIOMOTOI0 KiJIbKICHOTO aHanizy €Bp. @apM.. ExBiBaJeHTHICTH y
Mixnaponanx OIUHHISIX MIKHApOIHOTO E€TaJOHHOTO Tperapary 3a3HadaeThCcsi BCEecBITHBOIO
Opranizaiiero Oxoponu 310poB’sl.

Posnonain migknacie [gG-tuny (mpubnusni 3navenns): 1gG1 - 70,5%, IgG2 - 26,0 %, 1gG3 - 2,8 %,
I1gG4 - 0,8%. Makcumanbauii BMicT [gA: 82,5 MKr/mit. BUTOTOBIISIETHCS 3 TIa3MH KPOBI1 JIFOAMHH.

Jlikapcbka ¢opma. PosunH yist 10’ €KITii.
OcHosHi  ¢hi3uxo-ximiyni enracmusocmi: TIpo3opuii ab0 3JIeTKa OMAaJECIIIOI0YUN PO3YMH  BiJl
6e30apBHOTO /10 €1a0K0-)KOBTOTO a00 CBITIO-KOPUYHEBOT0 KOsIbopy. [IpoTsirom 306epirantst Moxe
YTBOPIOBATHCH HE3HAYHA KAIaMyTHICTh a00 HEBENMKA KUIbKICTh MEXaHIYHUX BKJIIOYEHbD.
dapmakoTepaneBTHYHA Ipyma.
ImynHi cupoBatku Ta imyHornoOymiau. AHTH-D (Rh) imyHorno6ynin. Kox ATX JO6B BO1.
dapmakonoziuni eracmusocmi.
Dapmaroounamika.
AHTHU-D imyHOrnoOymin wmictuth crnenudiuni anrutiia (IgG) mo D pesyc (Rh)-antureny
€PUTPOLIUTIB JFOJUHH.
VY mnepion BariTHOCTI Ta OCOOIUBO MOJIOTIB €PUTPOLUTH IUIOAA MOXKYTh MOTPANUTH B KPOB MaTepl.
Sxmo xinka € Rh(D)-weratusnoro, a miaig Rh(D)-mo3utuBHMM, XiHKAa MOXE IMyHI3yBaTHCS
antureHoMm Rh(D) 1 BupoOnstu antu-Rh(D) anTuTina, K1 IpoXoAsTh TPAHCIUIALIEHTAPHO 1 MOXKYTh
COPUYMHUTH TEMOJITHYHY XBOpoOy HOBOHapojxkeHoro. IlacuBHa imyHi3auwis aHtu-D
iMmyHorno0ymniHoM 3anobirae Rh(D) imyHizauii y 6inbmie Hixk 99 % BumazakiB 3a yMoBH, 110 Oyia
BBEJIEHA JIOCTaTHA J03a aHTU-D iMyHOrnoOymniHy HeBaoB3i micis BumMBy Rh(D)-nmo3utuBHHX
€pUTPOLIUTIB IUIOJA.
Mexani3m npurHideHHs imyHizamii Rh(D)-nmo3utuBHuX eputponutiB aHTU-D iMyHOIII00y1iHOM
HeBiioMuid. Take MpUTHIYEHHST MOKe OyTH TIOB’si3aHE 3 KIIPEHCOM €PUTPOITUTIB 3 KPOBOOOITY 10
TOTO, SIK BOHHU JIOCATHYTH IMYHOKOMIIETEHTHHUX MICIlb a00, MOJKJIMBO, BHACIIJOK CKJIQIHIIINX
MEXaHI3MIB, JOJIY4YEHMX Y pO3MI3HAHHS 4YY>KOPIJHOTO AaHTUTEeHYy Ta Mpe3eHTallli aHTUTEeHY
BIIMOBITHUMHY KJTITHHAMH y BIATOBIHUX MICIISIX 32 HASBHOCTI 00 BIJICYTHOCTI aHTHUTIJIA.
Jocnioscenus nicasapooosoi npoginakmuxu (0ocuioxcenns 1-6) ma anmenamanvHoi (00CaiONCeHHS
7) npoghinakmuxu y nayicHmis.
Kniniyni BunpoOyBanHs PezonatuBy Oynu po3mnodari 3 METOIO OLIHKU €(EeKTUBHOCTI Ta Oe3neKu
npernapaTty. Y HWKUEHaBE[EHIM TaOnuil HaJaHUW OIS HaWBAXIMBIIMX JAHUX 100
€(eKTUBHOCTI:



Howmep ITokazanns, | Pesyc (Rh) craryc HasBHicTb I[Tepion cocTepexeHHs
JOCIIJIKEHHS | KUIBKICTh MaTepi / TuTHHUA | aHTH-D aHTHTIN
ocio
1 ITPII, n=1937 |neraTuBHuii/ 0,4% 6 micsIiB
IMO3UTHUBHHI
2 ITPII, HETaTUBHUH/ 0,1% 4-6 Mics1iB
n=2117 MMO3UTUBHHI
[TPI1, n=723 |HacTynHa 0,7% 1] Yac HaCTyIHOL
Rh mo3utnBHA BariTHOCTI a00 IT0JIOTIB
JATHHA
3 ITPII, n=917 |HeraTuBHUIi/ 0,3% 6 MicsIiB
MO3UTHUBHUI
4 ITPII, n=665 |HeraTuBHUIi/ 0,2% 6 MicsIiB
MO3UTHBHUI
5 ITPII, n=608 |HeraTuBHMi1/ 0,3% 6-8 MicsriB
MMO3UTHUBHUI
BVII*, 0% 8 mics1iB
n=103
6 ITPI1, n=475 |ueraTuBHUii/ 0% H.II.
MMO3UTHUBHUI
7 BVYII*& HEraTUBHUI/ 0,4% 8 mics1iB
ITPII, n=529 |mo3uTuBHUI

ITPIT — micasiponosa mpodinaktuka; BYII — BHyTpimHb0yTpOOHA MpPOQITAKTHKA; H.II. — HE

MMOB1OMIISLIOCS.

* 6-8 THOKHIB 710 OYIKYBaHOI JaTH TIOJIOT1B.

3a gaHUMU IUX JOCTIHKeHh MOYKHA 3pOOWTH BHCHOBOK, IO JIIKyBaHHS Pe3oHaTuBOM 3a0e3neuye

HafdliHy aHTH-D nmpodinakTuky.

Jocnioscenus mpancghysii pe3yc-HecyMiCHUX KOMHNOHEHMIB KPOSi.

VY nocmimxenni Ne 8 BuBuanacs epextuBHicTh Pe3onatuBy y 21 Rh-HeratuBHOTO 10OpOBOIIBIIS, SIKUM
BBOWIM Rh-no3utuBH1, ABO-cyMiCHI €pUTPOLIUTH IJ10/1a B KITBKOCTSX, 1110 BIATIOBIIAI0Th 10 Mt
(1 Bunanox), 25 mu (10 Bunazaxis) ta 50 mi (10 BunmaakiB) mynoBUHHOI KpoBi. Yepes 2-3
100U BHYTpIIIHHOM 5130B0 BBenH 260 Mkr PezonaruBy. Uepe3 6 MicduiB (B OAHOMY BUMAAKy 9
MICSLIIB) MICTIS TOYATKY EKCIIEPUMEHTY He 0YJ10 BUSBICHO KOJIHUX CEPOJIOTTYHUX O3HAK Rbh-
iMyHi3arii y )KoHO0i 0oco0u. Y mepiof Bix 6 micsiiB 10 2,5 pokiB 8 oci6d 3 rpynu 25 miutaBci 10 ocid
3 rpynu 50 mut otpumanu 5 Ma Rh-nosutusnoi, ABO-cymicHO1 nynoBuHHOI KpoBi. Yepe3 2-3 nHi
Oyno BBeneHo BiAnoBinHO 260 Ta 333 mkr Pe3onatuBy. Uepes 6 MmicsliB (B OAHOMY BUIIAAKY yepe3
8 Mmics1iB) He OyJi0 BUSABJIEHO koaHNX Rh-aHTHTLN Yy %K0HOT 0cO0H.

Pesynbratu mporo mociimpKeHHs JOBOIATH, 1m0 Rh-mpodimakTuka mocsraeThecsi Mpu 3aCTOCYBaHHI
anTu-D imyHOTTIO0YMiHY B 1031 10 MKT Ha 1 M1 KpoBi 11012, Byso 3po0iaeHo BUCHOBOK, 1110, OCKLUTBKA
yepe3 (eToruialieHTapHy KpoBOTedYy HampuKiHIl BaritHocTi Rh-imyHi3amist € HeOe3nedHoro,
Pe3zonatuB y 1031 260 MKr 3ano0irae ceposoriyHo BuzHadeHi Rh-imyHizanii monaiiMenmie y 998
Rh-neratuBaux matepis 13 1000.

Dapmarxokinemuune oocnioxcenns Pezonamusy.

OcHoBHI (apMaKkoKiHETHYHI NapameTpu Ta oOMiH Pe3onatuBy BuBuanmu y 15 Rh-nHeratuBHux
BariTHUX IHOK, SKUM Pe30HaTWB BBOIMIM BHYTPIIIHBOM SI30BO Ha 28-My THXKHI BariTHOCTi. Y



8 *IHOK J103a ctaHoBMIa 125 MKkr, y 7 xkiHOK — 250 Mkr. Kpim Toro, 3 neBaritHi Rh-
HETaTUBHI KIHKM OTPUMYBAJIU MEHIII JIO3H.
bionoriunmii nepiox HaniBBuBeAeHHs aHTU-D IgG micns BHYTpilIHBOM 5130B0i 1H ekl Pe3onaTuBy
B 1031 125 MKT' y IUX XKIHOK 30iraBcs i3 TaKUM IepioJIOM, SIKUIM OMHUCYEThCS Y ITEPaTypHUX JTaHUX.
(muB. po3nin «PapMaKOKIHETHKAY).
Dapmaxoxinemuxa.
AnTH-pe3ycHuil (anti-D) iMyHOTr100YIIiH JTIOAWHU 711 BHYTPILIHHOM SI30BOI0 BBEACHHS MOBUIBHO
abcopOyeThCs B KPOBOTOLI PELMITI€HTA Ta IOCATAaE MAKCUMYMYy yepes3 2 — 3 JHi.
Ilepion HamiBBUBEAEHHSA 3 KpoBOOOIry y oci0 3 HopMmanbHUM piBHeM IgG craHOBUTH 3-4 THXKHI.
[lepion HamiBBUBEIEHHS MOXKE BIAPIZHATHUCS Y PI3HUX MAIIEHTIB.
IgG Ta IgG xommekcu pyHHYIOTbCS Y KIITHHAX PETUKYJIOCHI0TENaIbHOI CHCTEMH.
Kuiniuni XapakTepucTHKH.
Ilokazannsa.
Ipogpinakmuxa pesyc-imynizayii (Rh(D)) y stciHok 0imopoOoHo2o GiKY 3 He2amueHuUM pe3ycom
e  AHTeHaTaJbHA MPOQITAKTHKA.

- IInanoBa aHTeHaTaspHa MPOQiTaKTHKA.

- AHTeHaTaibHa PO UTAKTHKA TICsA YCKIQJHEHb MOMEPEAHBOI BariTHOCTI, BKIIOYAKOYH
BUKHUJICHL/3arpO3y  BHKHIHS,  I103aMaTKOBY  BariTHiCTb  a00  XOPIOHAJICHOMY,
BHYTPIIIHEOYTPOOHY CMEpPTH IUIOJA, TPAHCILIAEHTApHY KPOBOTEUYY BHACIIIOK JOPOJOBOL
KpOBOTEYi, aMHIOIIEHTEe3, OIOMCit0 XOpioHy ab0 aKymiepchKi MaHIMYJAIINHI MPOIEAYPH,
HAINpHKJIaJ, 30BHIMIHIN aKyIIepChKUil MOBOPOT, iHBa3MBHI BTPy4YaHHsS, KOPJIOLEHTE3, TyMa
TpaBMa XHBOTa a00 TepareBTUYHE BTPYYaHHA y IUIOJA.

e [loctHaranbHa npodisakTUKa.

- Hapomxennst Rh(D)-no3utusHoi (D, DS10KOT [YHEMOBHON) 1ypyppryyy,
Jixysanms sacinox 0imopooHo2o 6ixy 3 Hecamusnum pe3ycom Rh(D) nicis nepenusanus necymicHoi
pe3yc-no3umuHol Kposi abo IHWUX npenapamis, wo MiCmames epumpoyumu, Hanpuxiao,
MpOMOOKOHYEHMPAm/mpomooyumapHa macca.
Ilpomunoka3zanns.
[linBuIIeHa Yy TIUBICTH 10 AKTUBHUX KOMIIOHEHTIB IIpenapary abo 10 Oyab-sSKOoi 1HIIO01 JOTOMIKHOL
PEUYOBUHU.
[linBuIeHa Yy TIUBICTH A0 JIOJCHKOTO IMYHOIJIOOYIIIHY, OCOOIHMBO Y TMAII€HTIB 13 aHTUTIJIAMHU JI0
IgA.
Ocoo6nugi 3axo00u 6e3nexu.
[Ipenapat Pe3onaTuB He BBOJAUTH BHYTPIIIHBOBEHHO (pW3MK IIOKY). [Ipemapar ciiag BBOAMTH
BHYTPIIIHBOM S30BO Ta Tepe] BBEACHHSIM OOEPEeKHO BIATATHYTH TMOPILIEHb MINpuia, abu
MEPEKOHATHUCS, 1110 TOJIKA HE MOTpaniiia y KpOBOHOCHY Cy/AHHY.
[Ipn moctHaTanbHOMY 3acTocyBaHHI Pe3oHaTuB mpusHaueHuid Juis BBeAeHHs martepi. He cmin
MpU3HAYaTH IpernapaT HOBOHAPOKEHOMY .
[Ipenapar He nmpuszHaueHuid ajs BBeAeHHS Rh(D)-mo3utnBHUM ocobaM, a Takok ocoOam, paHilie
imyHi3oBaHuM Rh(D) aHTHreHOM.
[Ticns BBeAeHHS MpenapaTy 3a HallieHTOM CIIiJ] criocTepiraTy oHaiMenIie 20 XBHINH Ta IPOTATOM
1 ronuHY Miclisg BUMAJKOBOTO BHYTPIIIHBOBEHHOTO BBE/ICHHS.
BunstkoBo aHTH-D iMyHOTOOYJIiH JIIOAWHU MOKE CHPUYMHUTH 3HM)KEHHS KpPOB’STHOTO THUCKY 3
aHa(UTaKTUYHOIO PEaKIli€lo, HaBiTh Yy TMAIEHTIB, sKi paHime Oylau TOJCPAaHTHHUMH TpHU
MOTNIEPETHHOMY JIIKYBaHHI IMYHOTJIOOYJIIHOM JIFOAMHH.
VY pa3i BUHUKHEHHS CUMIITOMIB aJIepriyHOi a00 aHa(iIaKTHYHOI peakilii, BBEJICHHS CJIiJ] HEeraifHO
MPUIUHUTH.
L'inepuymnusicmo



CropapxHi peakuii TiMepyyTIMBOCTI € PIAKICHUM SBUINEM, aie ajepriiHi peaxuii Ha aHTH-D
IMyHOTJI00YJIH MOXYTh BUHUKATH. [lamieHTiB ciifg moiHGOpMYyBaTH MPO paHHI O3HAKU pPeaKii
rinepuyTiIuBOCTI, TaKi IK KPOMMB’IHKA, T€HEpaIi30BaHa KPOIUB’ IHKA, CTUCHEHHS Y TPYIsX, AAyXa,
rinoTensist ta aHadinakcig. JlikyBaHHS 3aJIeKHUTh BiJ MPUPOAM 1 TSHKKOCTI MOOiuHOI peakii. Y
BUIIAJIKY IIOKY CJIiJl 32CTOCOBYBATH Cy4YacHI MEAUYHI NPUIOMHU JIIKYBaHHS IIOKY.

PezonatuB MicTUTh HeBeNMKY KulbKicTh IgA. Hes3Bakarounm Ha Te, mo aHTH-D iMyHOrnoOysiH
YCIIIIHO 3aCTOCOBYBABCS VIS JIIKyBaHHS OKpeMHUX oci0 13 nedinmurom IgA, mamientu 3 nepinurom
IgA MaroTh BIpOTiHICTE PO3BUTKY aHTUTLI 70 IgA 1 MOXYyTh MaTH aHa(UIAKTUYHI peakiiii micis
BBEJICHHS JIIKAPCHKHX 3aC001B, 1110 MIiCTATH [gA, BUTOTOBICHHX 13 TJIA3MHU KPOBI IUIa3MHU KPOBI, JIIKap
MOBMHEH 3BAXUTHU HOT0 KOPUCTh MOPIBHIHO 3 PU3UKOM MMOBIPHUX PEAKIIii TinepuyTIuBOCTI.

Pinko antu- D iMyHOr/IOOyIiH JIOAMHU MOX€ BHUKJIMKATH 3HMKEHHS apTepiaibHOIO THUCKY 3
aHa(ITaKTUYHOIO PpEeaKIi€l0 HaBiTh Yy TMAI€HTIB, SKI NPOHILIM TONEepeJHE JIKYBaHHS
IMYHOTJI00YJIIHOM JIFOAMHHU.

[Tino3pa Ha anepriuyHi abo aHaiTAKTUYHOIMOMIOHI peakiii BUMAara€ HETalHOTO NPUIHHEHHS
BBEJICHHHS 1H’ €K1ii. Y pasi MoKy, CIIiJ MPOBECTH CTaHJAPTHE MEIMYHE JIIKyBaHHS.

T'emonimuuni peaxyii

[TamienTy, siKi mepeHecan TpaHC(yY3il0 HECYMICHOI KpOBI Ta OJepXkajlid BENHKY 103y aHTH-D
IMyHOTJI00YITIHY, MiJUIAraloTh MOCTIHHOMY Ta O€3MepepBHOMY CIIOCTEPEXKEHHIO 3a KIIHIYHUMHU Ta
010JIOTTYHUMHU TTapaMeTpaMH Yepe3 PU3UK FeMOTITUYHUX peaKIiil.

Tpomboembonisn

AptepianbHi Ta BEHO3HI TpoMOOEMOOiuHI YCKJIaJHEHHs, Taki fK 1H(apKT MioKapja, 1HCYJbT,
TpoM003 TIIMOOKMX BeH 1 eMOoulis JIereHiB MOB’A3aHI 3 BUKOPUCTAHHSAM IHMYHOTJIOOYIIHIB.
Hes3Baxaroun Ha Te, 10 TPOMOOEMOOIIYHI YCKIIaJHEHHs He CIIOCTepiraiucs MpH 3acTOCYBaHHI
npemnapaty Pe3oHaTuB, maiieHTH MOBUHHI MaTH JOCTaTHIN BMICT PiIMHU B OpraHi3Mi (HaJeKHUM
YMHOM T1JIpaToBaHi) Mepel BHUKOPHCTAaHHIM iMyHOrnoOymiHiB. HeoOximHo poTpumyBartucs
00epeXHOCTI MpH JIIKyBaHHI TMAIll€HTIB 13 TONEPEAHbO ICHYIOUMMH (HaKTOpaMH PHU3UKY
TPOMOOTHYHUX SBUIL (TaKUX SIK TiIEpTEH31s, LYKPOBUH J11a0eT 1 HasgBHICTh B aHaMHE31 CYAMHHUX
3aXBOpIOBaHb a00 TPOMOOTHMYHHUX YCKJIaJHEHb, MALlEHTH 3 NPUAOAHMMHU ab0 YCIaJKOBAHUMHU
TpOMOODUTIYHUMH MOPYIIECHHSAMH, MAlli€EHTH 3 TPUBAJIUMH IEpioJlaMU HEPYXOMOCTI, MAaIl€HTH 3
TSOKKOIO TIMOBOJIEMIi€l0, MALIEHTH, SIKI MAIOTh 3aXBOPIOBAHHS, 110 301bIIYIOTH B’SI3KICTh KPOBI),
0CO0JIMBO KOJIM MPU3HAYAIOTHCS OLTBII BUCOKI 103U IpenapaTy Pe3oHaTus.

[TamienTiB HEOOX1HO 1HGOPMYBATH MPO PAHHI CUMIITOMH TPOMOOEMOOIIIYHUX YCKIIaJHEHb, TaKl SIK
yTIpYIOHEHE IUXaHHs (3aJuIlKa), OlIb 1 HAOPSAK KiHIIBKH, OCEPEIKOBI HEBPOJOTiUHI CUMIITOMH Ta
OUTb y TpyAsiX; IPU BUHUKHEHHI TAKMX CUMITOMIB iM CIIiJl HETraifHO 3BEpPHYTHUCS 332 KOHCYJIbTALIIE0
70 JTIKapsl.

Bnnue na ceponoziune docnioscenns
[Ticnsa BBeieHHSI iMyHOTJIOO0YITiHY, TPaH3UTOPHE 301IbIIEHHS Pa3HOMAaHITHUX TACUBHO MOCTYTMAIOYNX

B KPOB Malli€HTa aHTUTLI MOXE MPU3BECTH B PE3yNbTaTi O OTPUMAHHS MOMUIKOBO MO3HUTUBHHUX
PE3YNBTATIB MPHU CEPOIOTIIHOMY JTOCIIIKESHHI.



[TacuBHEe HAAXOJKEHHS AHTUTLI 10 €PUTPOLUTAPHUX AHTHUIeHIB, Hampukiaa, A, B, D, moxe
BIUTMBATH HA JIESIKI CEPOJIOTIYHI JOCHIHKEHHS aHTHEPUTPOLIMTAPHUX AHTHUTLI, HAPUKIA, IPIMUN
anturnoOyninosuit tect (ITAT, mpsima npoba Kymb6ca), 0co0a1Bo y pe3yc-O3UTUBHUX HEMOBIIAT,
yui MaTepi OTPUMYBAJIM aHTEHATAIbHY NMPODITAKTHKY.

Tayienmu 3 HAOMIPHOIO 8a20H0/0AHCUPIHHAM

[TamienTam 13 HaJMIpHOIO Barok/0KUPIHHAM PEKOMEHIY€EThCS BHYTPIIIHHOBEHHE BBEJICHHS AHTH-
Pe3yCHOro mpemnapary 4epe3 MOXKJIMBY HeJIOCTaTHIO €()eKTUBHICTh BHYTPIIIHBOM S30BOT'O BBEICHHS
npemnapary.

CrangapTHUMHU 3ax0AaMH 3 MPOQPUIAKTHKU 1H(EKIiH, 1[0 BUHUKAIOTH BHACHIIOK 3aCTOCYBaHHS
JIKapChbKUX 3ac00iB, BUTOTOBJIEHUX 13 KpoBi a00 TMJIa3MU KpOBI JIIOAMHHU, € BiaOip OHOPIB,
JOCIIJKEHHST OKpeMUX 300piB KpOBi Ta MyJIiB IUIA3MU KPOBI HAa HAsBHICTh CHEUU(IYHUX MapKepiB
iHQeKIil, a TakoX BIPOBA/PKEHHS €()EKTHBHUX TEXHOJOTIYHUX MpOIECciB Ui iHaKTHBaLii abo
BUJaNIeHHA BipyciB. He3Baxarouu Ha 11e, y pa3i 3aCTOCYBaHHS JIIKAPCHKUX 3aC001B, BUTOTOBJICHUX 3
KpoBi a00 TMJIa3MU KpOBI JIIOJUHM HE MOXKHA IIOBHICTIO BHUKIIOUYUTH MOXJIMBICTH Hepeaadi
iHpekuiiiaux areHTiB. Lle Takok cTocyeTbcs 1 HEBIJOMUX a00 BHSBIEHHX BIPYCIB Ta IHIIHUX
NaTOTeHiB.

3axo/u, IKi BUKOPUCTOBYIOThCS, BBAKAIOTHCS €(DEKTUBHUMH IIPOTH TAKMX 0OO0JIOHKOBHX BIpYyCIB SIK
BIJL, Bipycu renmatuty B Ta C, a Takox mpoTu 6€3000JI0HKOBOTO BIpyCy rernatuTy A.

[Ipotn nesikux 6e3000JOHKOBUX BIpYCIB, TakuX SK mapBoBipyc B19, BxuBaHI 3aX0AM MaioTh
oOMeXeHy Hifo.

IcHye oOHamiiMBUM KIIIHIYHUI JOCBIA WIOJO BIACYTHOCTI mepenadi Bipycy rematury A abo
napBoBipycy B19 3 imyHornoOyniHamu, a TakoX NPUIYLIEHHS, 110 HasIBHICTh aHTUTLI € BaXJIMBUM
(aKTOPOM aHTHUBIPYCHOTO 3aXHCTY.

HanonernuBo pekoMeHAyeThCs 1opa3y, KO Hali€HTy BBOJAATh Pe30HaTUB, 3aMucyBaTu Ha3By Ta
HOMep MapTii npenapary.

Baoicnusa inghopmayis npo oesxi inepedicnmu npenapamy Pezonamue

[eit mikapcbkuit 3acid MicTUTh MeHIe 1 Mmmons HaTpiro (23 mr) Ha 1 mit (625 MO), ToOTO 1HIIUMU
CJIOBaMH, BiH € «Oe3HATPIEBHID».

VY BUNAJKy IIOKY, TOBUHHE OyTH MIPOBEIECHE CTAaHAAPTHE MEINYHE JTIKYBaHHS.

B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uOU 63a€mMo0iil.

JKuei ocnabneni 6ipycHi 6akyuHu.

AKTHBHY IMyHI3aIli10 )KUBUMH BIpyCHUMHU BaKLIMHAMH (HAIIPUKJIAJ, Kip, €MiIeMIYHUN ApOTUT a0
KpacHyXa) CJIiJI BIIKJIACTH Ha 3 MicsALll Bil OCTAHHBOT'O BBEJICHHS aHTU-D iMyHOTr100YI1iHY, OCKIJIBKU
e(eKTHBHICTb )KUBOT BIpYCHOT BaKIIMHU MOYKE 3HU3UTHUCS.

Sxmmo anTu-D iMyHOTIOOY11H HEOOXITHO BBECTH BIIPOJOBK 2-4 THIXKHIB MICHIS BaKI[MHAIII] )KHBUMU
BIPYCHUMHM BaKLIMHAMH, €(PEKTUBHICTh BIPYCHOI BAaKLIMHH MOKE€ 3HU3UTHCA.

B3aemo36’s30k 3 cepono2iunumu ananizamu.

I[Ticna iH’ekuii iIMyHOTI00YTiHY, THMYACOBE MiABUILEHHS PIBHS PI3HOMAHITHUX aHTUTLI, sIKi Oyiu
MaCHBHO MEPEHECEeH] B KPOB MAI[iEHTa, MOKE MPUBECTH JI0 MOMIIKOBUX MO3UTHUBHUX PE3yJbTaTiB
CEpPOJIOTIUHUX TECTIB.



[TacuBHa mepeaaya aHTUTLI 10 €PUTPOLIUTAPHUX aHTUTEHIB, HanpuKiag, A, B, D, Moxxe HeraTUBHO
BIUIMBATHU Ha JIEsIKi CEPOJIOTIUHI TECTH HA €PUTPOLIUTAPHI aHTHUTLIA, HAPUKJIIA, aHTUTTIO0YIIHOBUI
tecT (mpoba KymbOca), ocobnmuBo y Rh(D)-mo3uTHBHHX HOBOHApOIKEHHMX, MaTepsM SKUX Oyna
[IPOBE/IeHA aHTEeHATaJbHA MPOQIAKTHKA.

Ocobueocmi 3acmocyeanns.

Ilepen 3acTocyBaHHSM Ipenapar Cliifi JOBECTH 10 KIMHATHOI TemIiepaTtypu abo TemnepaTypH Tijia.
Po3unH noBuHEH OyTH MPO30pUM ab0 37IeTKa OMAJIECLII0I0UNM Bijl 0€30apBHOrO 10 c1abKO-)KOBTOTO
a00 CBITJIO-KOPUYHEBOTO KOJLOPY.

He 3actocoByBaTy po34mH, SIKIIO BiH Ma€ 3HAUHY KaJaMyTHICTh a00 Ma€ 3HAYHUNA OCal.
HeBukopucranuii npenapar abo BiAXOIH CIi yTUII3yBaTH 3T1IHO 3 MiCIIEBUMU MOJIOKEHHIMHU.

3acmocysanns y nepiod eazimuocmi ado 200y8anus 2pyoon.

Pe3onaTuB npu3HaueHu A7 3aCTOCYBAHHS i Yac BariTHOCTI.

DepmunvHicmbp.

Komnux mocnikeHb BIUIMBY Pe3oHaTHBY Ha epTUIBHICTh TBAPUH HE MpoBOAMIOC. He3Baxkaroun
Ha 1le, Ha MiJCTaBl KJIIHIYHOTO JIOCBiJly 3aCTOCYBAaHHS aHTHUPE3YCHOTO IMYHOIJIOOYJiHY JIFOJUHH,
nependavaeThes, MO BiH HE BITUBAE HA (DEPTUIILHICTS.

Tooysanns epydoio.

Pe3onaTuB MoKHA BUKOPUCTOBYBATH I1iJ] 4aC TOAYBAHHS TPYIJIIO.

IMmyHOTTIOOYIIHU BUIAISIOTECA 3 MATEPUHCHKOTO MoOJoka. [Ipo >kOoAHI MOCHITKEHHS MOOIYHHX
peaxuiil y mitelt, siki Hapoaunucs y moHaa 450 KiHOK, 110 OTPUMYBAIH CTaHIAPTHI 103U Pe3oHaTHBY
y MICHANONIOTOBHIA NEPioJl, MOBIIOMIIEHO He OyJI0.

30amuicms 00 3anaionens

Hisikux mociipkeHb penpogyKTHBHOI TOKCHYHOCTI Y TBapHH 13 mpemnaparoM Pe3oHaTUB He
npoBouitocs. KiiHi4HNN HOCBiA 3aCTOCYBAaHHS aHTU-PE3YCHOTO IMyHOTJIOOYIIIHY CBITYUTH MPO TE,
1110 TP HOTO BBE/IEHHI He Nepe0adaeThes MIKIITMBOIO BIUIMBY Ha 3JJaTHICTH JI0 3aIlIiIHEHHS.

30amuicms enaueamu Ha WEUOKICMb PeaKkyii npu KepysanHi agmompancnopmom ado inumumu
Mexanizmamu.

[Ipenapar Pe3oHaTMB HE YHMHUTH BIUIMBY Ha 3JaTHICTh KEpyBaTH TPAaHCHOPTHUM 3aco00M i
BUKOPHCTOBYBATH Pi3HI MEXaHI3MH.

Cnoci6 3acmocysannsa ma 0o3u.

Pe3onatuB ciiJy BBOOUTH BHYTPIIIHBOM SI30BO.

SIkmo moTpiOHO BBENEHHS BEJIMKUX 3arajibHUX 7103 (> 5 M JUIs JAOPOCIUX), PEKOMEHAYEThCS
PO3AUIUTH IX HA MEHIII O3 Ta BBOAUTH B Pi3HI MICIIS.

VY BuUNajKax reMopariyHuX po3iajiB, KOJIM BHYTPIIIHEOM S30B1 1H €K1 MPOTUIIOKA3aHi, Pe3oHaTuB
MO’KHa BBOJUTH MIALIKIPHO, SIKIIO HEMAae IpenapariB Jjisl BHYTPIIIHbOBEHHOro BBeneHHs. [licis
BBEJICHHS IIperapaTy Ha Miclie 1H €Ki CIlif] 00epeKHO HAKIACTH M SIKY CTUCKYIOUY OB’ SI3KY.
Jo3y anTu-D imyHOrnoOymiHy ciii BU3HA4aTH 3rigHO 3 piBHeM BIuuMBY Rh(D)-nmo3utuBHHX
epUTPOLIMTIB, Ta BPAaXxOBYyIOUH, 110 A Hewrpamizamii 0,5 ma Rh(D)-no3utuBHO1 eputponurapHoi
macu a6o 1 mi Rh (D)-no3utusHOi kpoBi noTpioHo npubdnusno 10 Mxr (50 MixkHapouux OuHHILIb,
MO) antu-D imyHOrnoOyiny.

Ha mixcraBi pe3ysnbTaTiB KIIHIYHUX JOCHIPKEHb Pe30HATHBY, PEKOMEHIYETbCS HACTYITHE
JI03yBaHHS.

IIpoghinakmuxa Rh(D) imynizayii' y Rh(D)-necamusnux H#iHox.

e  AHTeHaTaJbHA MPOQITAKTHKA!



BIAMOBITHO [JI0 3arajlbHUX peKOMEeHAalid, 3apa3 mnpu3HauvatoThest ao03u  50-330 mkr abo
250-1650 MO (a6o 0,4-2,64 mu).

e [InaHoBa aHTeHaTaJgbHA MPOQIIAKTHUKA:

MPU3HAYAETHCS OJHOpa3oBa no3a (Hampukmaa, 250 mxr abo 1250 MO (a6o 2 mi) y 28-30 THXHIB

BariTHOCTI a00 1Bi 1031 Ha 28-My Ta 34-My THXKHI BariTHOCTI.

e  AHTeHarajgbHa NPoQUIAKTHKA MICIIs YCKIaIHEHb NONEPeIHbOT BariTHOCTI:

OJIHOPa30By 103y (Hampukia, 125 mkr abo 625 MO (a6o 1 mit) 10 12-ro THXHS BariTHOCTI, Ta
250 Mkr a60 1250 MO (abo 2 mi) miciast 12-ro THKHS BariTHOCTI) CJIiJT BBOJWTH SIKOMOTA IIIBHIIIE
BIIPOJIOBX 72 TOJIMH Ta, Y pa3i HEOOX1JHOCTI, IOBTOPUTH BBEJIEHHS 3 6-12 THKHEBUMU IHTEpBaJIaMU

BIIPOJIOBX BAariTHOCTI.

[Ticns amuioueHTe3y Ta OlomCii XOpiOHY CJIiJi BBOAUTU OJHOPA30BY 103y (Hampukian, 250 Mkr

abo 1250 MO (a6o 2 mn).

e [locTHaranbHa MpodiTaKTHKA: 3TiTHO 3 3araJIbHIMH PEKOMEHIAIISIMH, 3apa3 MPU3HAYAIOTHCS

no3u 100-300 mxr a6o 500-1500 MO (a6o 0,8-2,4 mi). SKiio npu3HavYa€eTHCS MEHIIA 7032
(100 mMxr a60 500 MO), ciix BU3HA4YaTH KUTBKICTh eMOPIOHANIBHOT MATEPUHCHKOT KPOBOTEHI.

Crangaptaa mo3a: 1250 MO (250 mxr a6o 2 mu).

[Ipu mocTHaTanbHOMY 3aCTOCYBAaHHI TpenapaT CiiJl NpPU3HAYAaTH Marepi SKOMOra MIBHIIIE,

BIIPOIOBXK 72 TOMMH MCIs HapomkeHHs Rh-mosuruBHoi (D, DOa0K0T  [YHENOBHOY) nprrpryy Hagits
SKIIIO MUHYJIO 72 TOAWHM, IIpernapaT BCe OJHO CJIiJl BBOAUTU SKOMOTa paHille.

[Ipenapat cii BBOAUTHU MOCTAaHAJILHO HABITh Y BUIMAJKY IPOBEICHHS aHTEHATAIbHOI TPO(DITaKTUKH,
a TakoX 1 TOJl, KOJM B CHpPOBATIl MaTepl NPUCYTHI 3aJUIIKH AKTUBHOCTI aHTEHATaJIbHOI
PO ITaKTUKH.

k110 migo3pIo0Th CHIIBHY (eToruianenTapuy kposoteuay (>4 mi (0,7 % - 0,8 % K1HOK), HalIPUKJIIA],
y BUMNAJKY aHeMii I1J10JJa/HOBOHAPOKEHOr0 ab0 BHYTPIIIHBOYTPOOHOI CMEPTI IUI0Aa, ii TAKKICTh
CIIiJl BU3HAUYUTHU BIAMOBIIHUM METOJOM, HANpHUKJIaA, TecT KuciaoTHOI emtonii Knsiinxayepa-betke
(Kleithauer-Betke) mns BusHauenns remorno0iny mioga (HbF) aGo mpotouny muTomeTpiro ajs
cnernudiunoro Bu3zHadeHHss Rh D-nmo3utuBHUX KimiThH. BiAMoBiAHO Ciif BBOAUTH JOJATKOBI 103U
anTu-D imyHOrno6ymniny (10 mxr abo 50 MO Ha 0,5 M1 epUTPOLUTIB TUI0AA).

Tpancgysii necymicuux epumpoyumis (RBCs)

PexomennoBana noza ckiagae 20 Mkr (100 MO) antu-D imyHOrnoOyniHy Ha 2 M1 HepenuTol
Rh (D)-no3utuBHOi kpoBi 260 1 MJI KOHIIEHTpATy €pPUTPOLIUTIB.

PexkoMeHy€eThCsl KOHCYTIBTAIIIS 31 CHEIIaNiCTOM O reMOTpaHc(y310J0rii A TOro, 00 OLIHUTH
JOIUTBHICTh TPOIEAYPH OOMIHHOTO TIEPEIMBAHHS E€PUTPOIMTIB JJIsi 3MEHINEHHS HABaHTA)KCHHS
pE3yC-MIO3UTUBHUX EPUTPOLUTIB B KPOBOTOL Ta BU3HAYEHHsS 03U aHTU-D iMyHOrioOymiHy,
HEOOXITHO1 Ui TpuTHIYeHHs iMmyHi3amii. Koxui 48 romun ciig poOMTH JOJATKOBI TECTH IS
Bu3HaueHHs Rh D-no3uTuBHUX epUTPOLMTIB 1 MIATPUMYBATH BBEACHHS aHTU-D IMyHOrJIOOYiHY,
noku Bci Rh D-no3utuBHI epuTponntu He Oy Ay Th BUIyUYEH1 3 KpOBOOOITy. ¥ Oyab-sKoMy pasi, uepes
MOKJIUBUH PU3HK IeMOJII3Y, IPONOHYEThCS HE TIEPEBUIYBAaTH MAaKCUMaJIbHY 7103y, SIKa CTAHOBUTH
3000 mkr (15000 MO). PexomeHny€eTbCcsl BUKOPUCTAHHS albTEPHATUBHOIO BHYTPIIIHHOBEHHOTO
npenapary, OCKUIbKA BIH HETailHO JOCSTHE HAJIEKHOTO DPIBHA B Tula3Mi KpoBl. Skmio Hemae
BHYTPILIHLOBEHHOTI'O IIpENapary, cJiiJi BBOJUTH JyKe BEIUKHUIl 00’ €M BHYTPIITHHOM S30BO IIPOTATOM
NEKIIBKOX IHIB.

Mimu.

besneka Ta epekTUBHICTH Mpenapary Mpu 3aCTOCYBaHHI y JITeil He BU3HAUanacs.



Tayienmu 3 HAOMIpHOMO 8a2010

JUnist matiexTiB 13 HAMIPHOIO Baroo, Ciijl pO3IIISIHYTH BUKOPUCTAHHS BHYTPILIHHOBEHHOTO aHTH-D
IMyHOTJI00YITIHY .

Ilepedosyeanns.

JaHni npo nepeno3yBaHHs BiacyTHi. IlamienTtu, siki mepeHecnu TpaHc(y3il0 HECYMICHOT KpOBi Ta
oJiepXKalld BENUKY 103y aHTu-D IMyHOrnoOyiiHy, MiJUIAraroTh MOCTIHHOMY Ta Oe3lnepepBHOMY
CTMIOCTEPEKEHHIO 32 KIIIHIYHUMHU Ta 010JIOTTYHUMU ITapaMeTpaMu 4epe3 PU3HK FeMOJTITUYHHUX PEeaKLii.
VY inmmx Rh(D)-HeratuBHUX 0cCi0 nepeno3yBaHHS HE NPU3BOAMTH A0 OUIBII YACTHX Ta TSHKUMX
no0iYHUX e(eKTiB, HI’K 3aCTOCYBAaHHS 3BUYAMHUX J103.

Ho6iuni peaxuii.

Kopomxkuii onuc npoghinio be3nexu

[HO1 MOKYTHh BUHHKATH TaKi MOO14HI peakilii sk 03HO0, TOJIOBHU 0171, 3alIaMOPOUYEHHS, TUXOMaHKa,
aJIleprivHi peakuii, HyJoTa, apTpairis (611b y cyriiodax), HU3bKUI KpOB’SHUM TUCK 1 TOMIpHUIN O171b
y HUOKHIA 4aCTUHI CIIMHM.

Pinxo iMyHOr7I00YJIiHY JIFOAMHU MOXYTh BUKJIMKATH PAaNTOBE 3HUKEHHS apTepialbHOTO TUCKY Ta, B
OKpeMHX BHIIaJKaX, aHa(ITAaKTUUHUH 110K, HABITh KOJH Malli€HT HE MPOJEMOHCTPYBAB Ii/IBUILICHY
YyTJINBICTh NPH MONEPEIHBOMY iX BBEICHHI.

MicueBi peakiiii B MicLsX BBEIEHHS Mpemnapary: HaOpsk, OoJlicHE BiIUyTTs, MOYEPBOHIHHA,
YIIITGHEHHS (3aTBEPIiHHS), BIAUYTTS TeIla, CBEpOiX, reMaroMma, JIOKadbHHUHU Oifb, OONIOUICTH 1
BUCHII, I€SKI 3 IIUX peakliii MO>KHA MOoNepeAnTH (YHUKHYTH), PO3IUIMBIIY OUTBIII JO3U Ha JI03U AJIS
BBEJICHHSA B JICKUJIbKA MICIIb.

Jns orpumanHs iHGopManii nmpo OGe3neky monao nepenadi iHgekuii, aus. po3ain OcobIMBOCTI
3aCTOCYBaHH.

He Oyno oTpumMaHo HaAiHHUX JaHUX MPO YACTOTY MOOIUYHUX peakiii 13 KIIHIYHUX BUIPOOYBaHb.
[ToBigomMmsiocs mpo Taki HebaXkaHi peakIii:

Tabnuus, npencraBiaeHa HUXk4e, BiANOBiAae kinacudikaimii cucremu opradiB (SOC i mepeBaxkHi
TepMiHn) MeanYHOro CIOBHUKA HOPMAaTUBHO-TIPaBoBoi JisiibHOCTI/MedDRA.

YacroTa oriHIOBanacs BiAMOBIIHO 10 TAKMX YMOBHHUX MO3HAYEHb: Ayxke yacTi (> 1/10); gacTi (Big >
1/100 o < 1/10); meuacti (Big > 1/1,000 o < 1/100); piaki (Big > 1/10,000 no < 1/1,000); gyxe piaki
(< 1/10,000); HeBimoMi (He MOKITUBO OI[IHUTH, BUXOSYH 3 ICHYIOUUX JTaHUX).

Kuaac cucremu opranis 3a Ilo0iuna peakuis Yacrora
MedDRA
[Topymenns 3 Ooky KpoBi Ta | ['eMosmiTHuHa peaxiis HE BiloMa

TiM(paTUIHOT CUCTEMH

[Topymiennss 3 00Ky iMyHHOI | AHaQUIAKTHYHUHN IIOK, aHA(pIaKTHYHA/ HE BlJOMa
CUCTEMH




aHaQIaKTOITHA peaKIIis,

MiBUIICHA Y TIUBICTh

[Topymenns 3 60Ky HepBoBOi | ['onoBHMIA 617b HE BiloMa
CHCTEMU
[TopymieHHs 3 60Ky cepus Taxikapmuis HE BiloMa
[TopymienHs 3 60Ky cyIuH TpomboniTruHi noxii HE BlJOMa
I'inorensis
[Topymienns 3 60Ky auxanbHOi | XpumHHS HE BiJloMa
CHUCTEMH, OpraHiB TPyAaHOL
KJIITUHU Ta CEPEAOCTIHHS
[Topymenns 3 60ky nutyHkoBo- | biroBora, HE BiJIoMa
KHIIKOBOT'O TPAKTy
HyJl0Ta
[MopyuieHsst 3 GOKy MIKipy Ta | AJEPTiYHMN JEPMATHT, HE BiJIoMa
MiIIKIPHOT KIITKOBUHU
[IxipHa peakuis,
eputema,
HIKipHUH cBepOIK,
3y,
KpOIIUB SHKA,
[Topymenns 3 0oky M’s130Bo- | Aprpanris (0i1b y cyriaobax) HE BiIoMa
KICTKOBOI ~ Ta  CIIOJIy4YHOI
TKaHUHH
3aranpHi opyuieHHs Ta ctanu | JIuxomanka, HE BizloMa

y MICIIi BBEJCHHS

TUCKOMDOPT y TPYIHIA KITITHHI,

He3/1yKaHHs (TIoraHe CaMOTIOYyTTs)

03HO00,

VY wMicui BBeneHHsS: HaOpsiK, Oiulb, epuTeMa
(TouepBOHIHHS), 3aTBEPAIHHS (YUIIIEHEHHS),
BIUYTTS TeIUIa, IIKIpHUH CBepOiXk, BHCHII,

3y4




Ilogioomnenns npo nioo3proeari nobiuni peaxyii

[ToBimomiieHHsS MPO Mif0O3prOBaHi MOOIYHI peakiii Michas peecTpallii JiKapchbKOro mpenapary €
BaxIuBUMH. Lle 1o3BoIIsie 3iicHIOBaTH Oe3nepepBHUI/IOCTIHUNA MOHITOPHHT OalaHCy KOPUCTI Ta
PHU3UKY JKapchbKoro 3aco0y. MenuuHuX MpauiBHUKIB MPOCATh MOBIAOMIIATH MHpo Oyab-sKi
103pI0BaHi MoOIYHI peaxiii.

Tepmin npuoammuocmi.

2,5 poxu.

Binkpurty amiyny BUKOPUCTaTH HETaiHO.

YMoBHu 30epiranus.

30epiratu npu Temrneparypi Big 2 10 8 °C (B XOJIOAUIBHUKY).

30epiraTv aMIyJIM B OpUTiHANBHIN YIIAKOBII JUI 3aXUCTy Bix cBiTiIa. He 3amopoxyBatu.
30epiraTi B HEIOCTYITHOMY AJIS ITEH MicIii.

Hecymicnicme.

Pe3onaTuB He MOXHA 3MIITyBaTH 3 IHIIMMH 3aCO0aMH.
YnakoBka.
Po3uun s iv’exmiin mo 1 M abo 2 mur B ammyi 31 ckiia tuny I, €8p. @apm. 3 TOUKOIO HALIOMY

YEPBOHOT'O KOJIbOPY, 1O 1 aMITyI1i B TUTACTHKOBIN OJIICTEPHIN YIIaKOBIII.
ITo 1 mmacTukoBi# GJicTepHIN yIakoBIll B KAPTOHIM KOPOOIIi.

Kareropis Bixmycky. 3a perientom.

Bupoonuk.

Oxkrtadapma ABb, llIBenis/Octapharma AB, Sweden.

Micue3Haxo:KeHHs1 BAPOOHUKA Ta HOro ajpeca Micusi NPOBAJIKEHHS AislJIbHOCTI.
Jlapc ®opccemnc rata 23, Crokronsm, 11275, IBeris/

Lars Forssells gata 23, Stockholm, 11275, Sweden.



