IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 30c06y

PE3OHATVB

Cknap:

Mi>KHapo/[Ha HenaTeHTOBaHa Ha3ga: Human anti-D immunoglobulin;

Aitoya pevyosmHa: 1 M po3umHy MicTUTb 625 MO (125 MKr) aHTU-D iMyHOrno6yniHy noguHu. (BMIcT 6inKy ntoanHK 165 Mr, 3 BMICTOM iMyHOr0n06yniHy N0ANHN
G He meHLwe 95 %);

AONOMI>KHI PEYOBUHU: FNILMH, HATPIKO X/I0puA, HATpIto aueTaT, nonicopbat 80, Boga ANns iH’eKUiN.

BmicTt imyHorno6yniHy A (IgA) He nepesuiye 0,05% 3arasibHOro BMIcTy 6ifka.

OpHa 1 mn amnyna Mictutb 625 MO (125 MKr) aHTU-pe3ycHoro (anti-D) iMyHOrno6yniHy nognHu.

OpfHa 2 mn amnyna mictutb 1250 MO (250 MKr) aHTu-pesycHoro (anti-D) iMyHOr106yniHy oguHu.

AKTUBHICTb BM3HAYaETLCA 3a LOMOMOrOH KifIbKICHOro aHanisy €sp. ®apm.. EkBiBaieHTHICTb Y MidkHapoaHUX OAMHULUAX MiXHapOLHOro eTa/IoOHHOro npenapary
3a3Ha4vaeTbcs BececBiTHbO OpraHisayieto OXopoHu 340poB’S.

Posnogin nigknacis 1gG-tuny (NpubnunsHi 3HaveHHs): 1gGl - 70,5%, 1gG2 - 26,0 %, 1gG3 - 2,8 %, 1gG4 - 0,8%. MakcumanbHuii BMIicT IgA: 82,5 MKr/ma.
BurotoBnseTbCA 3 N1asMu KPoBi NIIOANHN.

NikapcbKa thopma. Po34nH ans iH’eKuiit.
OCHOBHI (Di3nKO-XiMiYHI BNACTUBOCTI: MPO30puUiA abo 3nerka onanecuitorounini po3ynH Big 6e36apBHOMO A0 CNabKo-)KOBTOrO abo CBITNI0-KOPUYHEBOIO KO/MbOPY.
MpoTsarom 36epiraHHA MOXe YTBOPIOBATVCL HE3HAYHA KanaMyTHICTb ab0 HeBeIMKa KifIbKICTb MeXaHi4YHMX BK/HOUEHD.

dapmakoTepaneBTUYHA rpyna.
IMyHHI cpoBaTku Ta iMyHornobyniHu. AHTK-D (Rh) imyHorno6yniH.Kog ATXJO6B BOL.

dapmMakosoriyHi BnacTmnBoCTI.

dapmakogrHamika.

AHTY-D imyHOrnobyniv mictute crnieundiyni aHtuTina (1gG) go D pesyc (Rh)-aHTUreHy eputpouuTiB NOSUHN.

Y nepiog BariTHOCTI Ta 0c06/MBO MOJOTNiB EPUTPOLMTI NI0Aa MOXYTb NOTPaNUTK B KPpoB MaTepi. AKLLO XiHka € Rh(D)-HeraTueHoto, a nnig Rh(D)-no3nTueHMM,
XIiHKa MoxKe iMyHi3yBaTucsa aHTureHom Rh(D) i Bupo6nstu aHTu-Rh(D) aHTUTING, AKI MPOXOAATH TPAHCMIALEHTAPHO | MOXYTb CIPUYMHUTY TEMOMITUYHY XBOPOOY
HOBOHapOAKeHOro. MacuBHa imyHizauis aHT1-D iMmyHornobyniHom 3anobirae Rh(D) imyHizauii y 6inblie HiXX 99 % BunagKiB 3a yMOBWU, WO Oyna BBeAeHa A0CTaTHSA
[03a aHTN-D imyHorno6yniHy HeBoB3i nicns BnamBy Rh(D)-N03UTUBHUX epUTPOLMTIB NIoAa.

MexaHi3M npurHivyeHHs iMmyHisauii Rh(D)-no3uTUBHMUX epUTPOLUTIB aHTU-D iMyHOrn106yniHOM HeBIZOMMIA. Take NPUrHiYeHHs MoXe 6yTn NoB’A3aHe 3 K/TipeHCOM
epuUTPOLNTIB 3 KPOBOOBIrYy 0 TOr0, K BOHW JOCATHYTb iIMYHOKOMMETEHTHUX MiCLb ab0, MOX/NBO, BHACIAOK CKNAAHILLMX MeXaHi3MiB, A0/TyYEHNX Y PO3Mi3HaHHS
4y)KOPiJHOr0 aHTUreHy Ta Npe3eHTaLii aHTUreHy BiAMOBIAHUMM KNITUHAMW Y BigNOBIAHMX MiCLAX 3a HAassBHOCTI abo BiACYTHOCTI aHTUTINa.

Jlocnig>KeHHsa nicnapogosol Npodhinak Tuky (ocnig>keHHs 1-6) Ta aHTeHaTanbHOT (AoCNig>KeHHA 7) Npoghifak TUKN Y nayieHTiB.

KniHiuHi BMNpo6yBaHHA Pe3oHaTuBy Oynm po3nodati 3 MeTOH OLHKM e(heKTMBHOCTI Ta 6e3neku npenapaty. Y HWXKYeHaBeAeHi Tabnuui HagaHui ornsag



HaMBaXKMBILUMX AaHMX W00 ePEKTUBHOCTI:

Howmep MokasaHHs, Pesyc (Rh) ctatyc HasBHICTb Mepiog cnocTepexeHHs
AOCNIKEHHS |KINbKICTb 0Ci6 |  matepi / AUTUHK aHTU-D aHTUTIN
1 MPM, n=1937 [HeraTuBHWiA/ 0,4% 6 Mmicauis
MO3UTUBHUIA
2 MNP, n=2117 |HeraTuBHwWiA/ 0,1% 4-6 micauis
MO3UTUBHUIA
MPM, n=723
HacTyrnHa 0,7% nif Yac HaCTynHoil
Rh no3utueHa gnTnHa BariTHOCTi abo nosnoris
3 MPM, n=917 |HeraTuBHWIA/ 0,3% 6 micAuis
NO3UTUBHWIA
4 MPM, n=665 [HeraTuBHWiA/ 0,2% 6 micauis
MO3UTUBHUIA
5 MPI, n=608 |HeraTuBHwWiA/ 0,3% 6-8 micauis
MO3UTUBHUIA
BYT*, n=103 0% 8 micauis
6 MPM, n=475 |HeraTuBHWiA/ 0% H.M.
MO3UTUBHUIA
7 BYT*& MPI1, |HeratusHwuia/ 0,4% 8 micsAuis
n=529 NO3UTUBHWIA

MPIM — nicnapogosa npoinakTuka; BY T — BHYTPILWHbOYTPOOHA MPOgiNAaKTUKA; H.M. — HE NMOBIAOM/ANOCS.

* 6-8 TWXKHIB [J0 OYiKyBaHOI AaTu nosori..

3a faHnMK UMxX gocnigpkeHb MOXKHa 3p00UTY BUCHOBOK, LU0 /liKyBaHHS Pe30HaT1BOM 3abe3neyye HafiliHy aHTU-D npoginakTuky.

JocnifxkeHHa TpaHcdysii pe3yc-HeCyMiCHUX KOMMOHEHT B KPOBI.

Y pocnifkeHHi Ne 8 BnBYanacst epeKTMBHICTb Pe3oHaTuBy Yy 21 Rh-HeraTtuBHOro fo6poBonbus, skum BBognmavM Rh-nosutumeHi, ABO-CyMmicHI epuTpoumTy nnoja B
KifIbKOCTAX, WO BigNOBIfAl0TH 10 mn (1 Bunagok), 25 mn (10 sunaakis) Ta 50 ma (10 Bunaakis) nynoBUHHOT KPoBi. Yepes 2-3 fobu
BHYTPILLUHbOM’A30B0 BBeNM 260 MKr Pe3oHatmsy. Uepe3 6 micsAuis (B 04HOMY BuMagky 9 MICALIB) MICNA MOYATKY €KCNEPUMEHTY He OY/i0 BUSBNEHO YXOLHUX
CeposoriyHmx o3Hak Rh-imyHizauii y xogHoi ocobu. Y nepiof Bifg 6 micAuis go 2,5 pokis 8 oci6 3 rpynu 25 mn Ta Bci 10 oci6 3 rpynu 50 mn oTpumani
5 mn Rh-nosutusHoi, ABO-CyMiCHOT MynoBUHHOI KpoBi. Yepes 2-3 AHi 6y0 BBeLeHO BignoBigHo 260 Ta 333 MKr Pe3oHaTuBy. Uepes 6 MicALiB (B 04HOMY BUNALKY
yepe3 8 micALiB) He 6Y10 BUABMEHO XOAHUX Rh-aHTUTIN Y XOAHOT 0CcO6MW.

Pe3ynbTaTy LibOro AOCMIIKEHHA A0BOASATh, WO Rh-npodinakTnka 4ocAraeTbCs NpK 3aCTocyBaHHI aHTU-D imyHornobyniHy B o3i 10 MKr Ha 1 mn Kposi nnoga. byno
3p06/1EHO BMCHOBOK, LLIO, OCKI/IbKN Yepe3 (heTonnaueHTapHy KpoBOTeYvy HanpukiHLi BariTHOCTi Rh-iMyHi3auis € HebesneyHoto, Pe3oHaTuB y f03i 260 MKr 3anobirae
CeposoriyHo BM3HayeHii Rh-imyHisauii WwoHaimeHLwe y 998 Rh-HeratneHmx matepis i3 1000.

dapmakoKiHe TUYHe JOoCNiA>KeHHs Pe3oHaTuBy.

OCHOBHI (hapMaKOKIHETUYHI napaMeTpu Ta 06MiH Pe3oHaTuBy BBYaM Y 15 Rh-HEraTyBHMX BariTHUX XIHOK, AKUM Pe30HaTUB BBOAW/IM BHYTPILLHLOM A30B0 Ha 28-
MY TUXKHI BariTHoOCTI. Y 8 XIHOK f103a cTaHoBMNa 125 MKr, y 7 XiHOK — 250 MKr. Kpim Toro, 3 HeBariTHi Rh-HeratusHi XiHKN OTPUMYBaIN MeHLL [03MW.



BionoriyHwnin nepiog HanieBuBeAeHHs aHTU-D 1gG nicns BHYTPILLHLOM’A30BOI iH’eKLiT Pe3oHaTnBY B f03i 125 MKI y X XIiHOK 36iraBca i3 Takum nepiofom, Kuii
ONUCYETLCA Y NiTEPaTypPHUX AaHUX. (4UB. Po3ain «PapMakoKiHETNKAE).

dapmakoKiHe TVKa.

AHTU-pe3ycHuiA (anti-D) iMyHOrnobyniH NlognHKM ANa BHYTPILUHBOM’S30BOr0 BBEAEHHS MOBINbHO abcopbyeThbCs B KPOBOTOL|I peumnieHTa Ta Aocsirae MakcuMyMy
yepes 2 — 3 AHi.

Mepiog HaniBBUBELEHHSA 3 KPOBOOOITY Yy 0Ci6 3 HOpMaibHUM piBHeM QG cTaHOBUTL 3-4 TWXKHI. [Mepiog HaniBBMBEAEHHS MOXE BIAPI3HATUCA Y PI3HUX NaLieHTIB.

IgG Ta 1gG KoMnneKcy pyiHYTLCA Y KNITUHAaX PeTUKYNOeHAOTENiaIbHOT CUCTEMM.

KniHiYHI XapaKTepUCTUKN.
Noka3aHHA.
MpodinakTuka pesyc-imyHisauii (Rh(D)) y >KIHOK 4iTOPOAHOrO BiKYy 3 HEraTVBHUM Pe3ycoM

AHTeHaTa/IbHa NpogifakTnKa.

- [naHoBa aHTeHaTasibHa NPOMINAKTMKA.

- AHTeHaTa/lbHa NpodifakTMka nicnd ycknagHeHb MonepefHbOl BariTHOCTI, BK/IHOYAKOUM BUKMAEHb/3arpo3y BUKWAHSA, M03aMaTKOBY BariTHICTb abo
XOpioHaAeHOMY, BHYTPILLUHbOYTPOOHY CMepTb NI04a, TpaHCMIaLeHTapHy KpoBOTevy BHAC/iA0K AOPOLOBOT KPOBOTEYI, aMHIOLEHTE3, 6IiOMNCit0 XOpioHY abo
aKyLUepcbKi MaHinynsuiHi npouesypu, Hanpukiag, 30BHILIHIN akyLlepCbKMii NOBOPOT, iHBa3WBHI BTPYYaHHS, KOPAOLEHTe3, Tyna TpaBma >XuBoTa abo
TepaneBTUYHe BTPYYaHHSA Yy Mioja.

MocTHaTabHa NpoiNakTuKa.

- HapompkeHHs Rh(D)-no3uTtusHOT (D, DCabKoi DHENoBHoT) nyutuHum.

NiKyBaHHS >KiHOK AiTOPOAHOro BiKy 3 HeraTwBHUM pe3ycoM Rh(D) nicns nepenvMBaHHA HECYMICHOT pe3yc-no3MTUMBHOT KPOBi abo iHWMX npenapaTis, WO MICTATb
epuTpoLMTK, HaNpuKnag, TPOMOOKOHLEHTpaT/TpoMbouMTapHa Macca.

IMpoTnnoKasaHHA.
MigBuLLEHA YYTAMBICTb 10 aKTUBHMX KOMMOHEHTIB Npenapaty abo 40 6yAb-AaKOi IHWOT A0NOMIXXHOT Pe4OBUHMN.
MigBuLLEHa YYTAMBICTb A0 MHOACLKOI0 iMyHOr 106y iHY, 0CO6/IMBO Y NaLiEHTIB i3 aHTUTINamu Ao 1gA.

Oco6s11Bi 3axou 6e3rneKkun.

MpenapaT Pe3oHaTVB He BBOAMTW BHYTPILUHLOBEHHO (PW3WK LIOKY). lMpenapaT cnij BBOAWUTU BHYTPILUHLOM’S30BO Ta Mepes, BBEAEHHSM 00epexHO BigTArHyTU
MOpPLLUEHb LWINPULA, by NepeKoHaTnCA, LLIO ro/Ka He noTpanwuiay KPOBOHOCHY CYAVHY.

Mpy nocTHaTaIbHOMY 3aCTOCYBaHHI Pe30HaTVB Npu3HayYeHWin Ans BBeAeHHS MaTepi. He cnifg npusHayaty npenapar HOBOHAPOXKEHOMY .

MpenapaT He Npu3HaveHui ans BeefeHHS Rh(D)-no3uTtnBHUM ocobam, a TakoXX ocobam, paHile iMmyHizoaHM Rh(D) aHTureHom.

Micns BBeAeHHSA Npenaparty 3a nalieHToM cAif cnocTepirati WoHaiMeHwe 20 XBUINH Ta NPOTAroM 1 roguHm nicnis BUNagKoBOro BHYTPILUHLOBEHHOT O BBEAEHHS.
BUHATKOBO aHTW-D iMyHOrno6yniH NIOAMHN MOXE CMIPUYUHUTI 3HUXKEHHSI KPOB’SIHOrO TUCKY 3 aHad)iNakTUUYHOK peakUieto, HaBiTb Y NaLUieHTIB, AKi paHille 6ynm
TONEepPaHTHUMM MPK NonepeLHLOMY NiKyBaHHI iIMyHOT 100Y/TIHOM NFOAVHMN.

Y pa3i BUHVKHEHHSI CUMMTOMIB afiepriyHoT abo aHadiNakTUUHOT peakLil, BBeleHHs CNif HeranHo NPUNUHUTA.

[inepuyT/MBICTH

CnpaBXHi peakLii rinepyyTanBOCTI € PIAKICHUM SBULLLEM, a/le anepriliHi peakyii Ha aHTWU-D iMyHOrno6yniH MOXyTb BUHUKATU. MauieHTiB cnig noiHpopmyBaTtu npo
paHHI 03HaKW peakLil rinepyyTIMBOCTI, TakKi K KPONUB’sHKa, reHepanizoBaHa KPONUB’sAHKaA, CTUCHEHHSA Y TPyAsX, aayxa, rinoTeH3isa Ta aHadinakcis. JlikyBaHHA



3a/1eXUTb Bif NPUPOAM | THKKOCTI NOGIYHOT peakLii. Y B1NagKy LLOKY C/lif 3aCTOCOBYBATY CyyacHi MeAUUHI MPUAOMU NliKYBaHHS LLOKY.

Pe3oHaTUB MIiCTUTb HEBENMKY KiNbKicTb IgA. He3saxkatoum Ha Te, Lo aHTU-D iMyHOrno6yniH ycnilwHO 3acTOCOBYBaBCA A4/1 NiKyBaHHA OKPeMUX 0Cib i3 gediyntom
IgA, nauieHTn 3 gediuntom IgA MarOTb BIPOrigHICTb PO3BUTKY aHTUTIN 40 IgA | MOXYTb MaTu aHaginakTUyHI peakuil nicns BBeAeHHA NiKapCbKMX 3ac006iB, Lo
MiCTATb IgA, BUrOTOBMIEHMX i3 M1a3MM KPOBI NAa3MU KPOBI, /likap MOBUHEH 3BaXKUTUW AOM0 KOPUCTb NMOPIBHSHO 3 PU3MKOM MMOBIPHMX peakLii FinepyuyTaAMBOCTI.

PifiKo aHTU- D iMyHOrno6yniH NH0ANHN MOXE BUKMKATU 3HUXKEHHS apTepiasibHOro TUCKY 3 aHa(iNakTUUHOK peakLieto HaBiTb Y MaLieHTIB, SKi NPOMLLM nonepeHe
NiKyBaHHSA IMyHOT 100y 1iHOM JTOANHN.

Migo3pa Ha aneprivyHi abo aHadhiNaKTUYHONOAIOHI peakLii BUMarae HeraiHOro NPUNMHEHHS BBEAEHHHA iH’EKLT. Y pasi LWOKyY, Cnif NpoBeCcTU CTaHAapTHe MeAnyHe
NiKYBaHHS.

"emMoniTWYHI peakuit
MauieHTn, SKi nepeHecnn TpaHCMY3it0 HeCyMiCHOI KPOBI Ta OAepXXain Benuky fo3y aHTU-D iMyHOrnobyniHy, nignaratoTb NOCTiMHOMY Ta 6Ge3nepepBHOMY
CMOCTEPEXEHHIO 32 KMIHIYHMMY Ta 6i0N0riYHMMIM NapameTpamm Yepes pUsmK reMofiTMHHNUX peakLiii.

Tpomb6oembonis

ApTepiasibHi Ta BEHO3HI TPOM60eMO0NIYHI YCKNAAHEHHS, TaKi AK iHPapKT Miokapaa, iHCY/bT, TPOMO03 rIMO0KMX BEH | eM60NIS lereHiB NoB’s3aHi 3 BUKOPUCTAHHAM
IHMYHOrno6yniHiB. He3Baxatoum Ha Te, WO TPOMO0eMOO/IUHI YCKNaAHEHHS He CrocTepirannca nNpu 3acTocyBaHHI npenapaty Pe3oHaTuB, NaLjieHTU NOBUHHI MaTu
[OCTaTHIN BMICT pigUHM B OpraHi3Mi (HaneXHWM YMHOM rigpaToBaHi) nepes BUKOPUCTaHHAM iMyHOrnobyniHis. Heo6xigHO [OTpUMyBaTUCS 0OEPEXHOCTI npu
NiKyBaHHI NalieHTIB i3 MonepeAHbO ICHYUYUMN haKTopaMu pU3MKY TPOMOOTUYHUX ABULL, (TAKKX AK TiNepTeH3is, LLyKPOBWUiA AiabeT i HasBHICTb B aHaMHE3i CYANHHUX
3aXBOPIOBaHb ab0 TPOMOOTUYHMX YCKNaAHEHb, NauieHTV 3 npugdaHMMmn abo ycnagkoBaHUMU TPOMOOMINIYHUMI NOPYLLUEHHAMW, NALIEHTH 3 TPUBAIMMU Nepiojamu
HEPYXOMOCTI, NaUieHTV 3 TAXKKOIO TiMOBOMIEMIEID, MaLiEHTU, AKi MatOTb 3aXBOPHOBAHHS, WO 36i/bLUYHOTh B’A3KICTb KPOBI), 0COB/MBO KOM NPU3HAYAOTLCA BifbLL
BMCOKI 03V npenapaty Pe3oHaTuB.

MauieHTiB HeoOXigHO IH(OPMYBATK NPO PaHHI CUMMTOMW TPOMOOEMOONIYHUX YCKMNaAHEHb, TaKi AK YTpyAHeHe AuXaHHA (3a4ulika), 6ifb 1 HabpsaK KiHLIBKM,
0CepeKOBi HEBPO/OTiYHI CUMMNTOMM Ta 6iNb y rpyasx; NPy BUHUKHEHHI TaKMX CUMMATOMIB TM CNiJ HErainHo 3BepHYTUCS 3a KOHCYMbTaLier A0 NiKapsi.

Bnnve Ha ceponoriyHe A0OCNI4>KEHHS

Micnsa BBeAEHHS IMYHOrNo6yniHy, TpaH3UTOPHE 30iNbLUEHHS Pa3HOMaHITHMX MacMBHO MOCTYMNatOYMX B KPOB MalieHTa aHTUTINI MOXe MPU3BECTU B pe3ynbTarti 4o
OTPVYMaHHSA MOMW/IKOBO MO3UTUBHUX Pe3yNbTaTiB Npu CePONOriYHOMY LOCNIAXKEHHI.

MacuBHe HAAXOMKEHHS aHTUTIN 10 ePUTPOLUTAPHUX aHTWUreHiB, Hanpuknad, A, B, D, MOXe BNAMBATW Ha [esKi CeponoriuHi JOCNIKEHHS aHTUEPUTPOLIUTAPHIX
aHTWTIN, Hanpuknag, npsaMuii aHTMrno6yniHoswii Tect (MAT, npsma npoba Kym6ca), 0co6nMBO Y pe3yc-MO3UTUBHUX HEMOBAST, uui MaTepi OTpUMYyBaun



aHTeHaTasIbHy NpPoMiNaKkTuKy.

MauieHTV 3 HagMIPHOK Barok/0>XKUPIHHAM

MayieHTaM i3 HaAMIpHOKO Baroto/0OXXMPIHHAM PeKOMEHAYETbCA BHYTPILLHbOBEHHE BBEAEHHSA aHTU-PE3YCHOro npenapaty Yepe3 MOX/MBY HeOCTATHIO e(eKTUBHICTb
BHYTPIiLUHLOM’S30BOr0 BBEAA€HHS Npenapary.

CTaHAapTHMMK 3axodamy 3 MPOGNaKTUKN iH(EKLiN, WO BMHMKaOTb BHACMIAOK 3aCTOCYBaHHS NiKapCbKUX 3ac06iB, BUrOTOBNEHMX i3 KpOBi abo Mna3mu KpoBi
NKOAVHK, € BiA6Ip AOHOPIB, AOCMIIKEHHS OKpeMmx 360piB KPOBi Ta My/niB Mna3mMmy KPOBI Ha HasiBHICTb CeumMivYHNX MapKepiB iH(EKLT, a TaKoX BNpPOBadXXeHHS
eheKTMBHUX TEXHOOMYHUX MPOLECIB A/19 iHAKTMBALLIT ab0 BMAaeHHS BipyciB. He3gaxaroun Ha Le, Y pasi 3aCTOCYBaHHSA NiKapCbKKX 3ac06iB, BUTOTOB/IEHNX 3 KPOBI
ab0o nnasMu KpPoBi NHOAMHM HE MOXKHA MOBHICTIO BUK/TIOUNTY MOXK/IMBICTb NepefaYi IHeKLinHUX areHTiB. Lie TakoX CTOCYETbCS | HeBIAOMMUX abo BUABEHUX BipyCiB
Ta IHLWNX NaTOreHis.

3axoau, fiKi BUKOPUCTOBYHOTLCS, BBAXXAIOTLCA e(DEKTUBHMMU MPOTH TakKUX 000/I0HKOBKMX BIpYCiB K BIJ1, Bipycy renatuty B T1a C, a Takox npoTv 6e3060/10HKOBOI0
Bipycy renatuty A.

MpoTun feskmx 6e306010HKOBUX BipyCiB, TaKNX K NapBOBipyC B19, BXMBaHI 3aX041 MatoTb 0OMeXXeHY fito.

ICHye 06HafiiNMBMIA KNiHIYHWIA AOCBIA LOAO BiACYTHOCTI Mepepadi Bipycy renatuty A abo napsosipycy B19 3 iMyHOrno6yniHamu, a TakoX NPUMYLLEHHS, L0
HasABHICTb aHTUTIN € BXKMBUM (PaKTOPOM aHTMBIPYCHOI O 3aXUCTY.

Hanonernmeo peKoMeHAY€ETLCA LL0pa3y, KoM NauieHTy BBOAATL Pe30HaTMB, 3anucyBaTu Ha3By Ta HOMep napTil npenapary.

Ba>k/uea iHhopmaLlis npo Aeski IHrpefieHTy npenapaTy Pe3oHaTvB

Llei nikapcbkui 3aci6 MicTUTL MeHLwe 1 MMonb HaTpito (23 Mr) Ha 1 mn (625 MO), TO6TO iHLWMMY CNOBaMK, BiH € «Ge3HaTPIEBUN».

Y BMNaAKY LLIOKY, NOBUHHE BYTV NPOBEAEHE CTaHAAPTHE MeAUYHE NiKyBaHHS.

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amMm Ta iHLi BUAM B3aEMOLIN.

YKuBi ocnabneHi BipyCHi BaKLMHW.

AKTVBHY IMYHi3aL|it0 XXVBUMMW BipyCHUMW BakKUMHaMKW (Hanpuknag, Kip, enigemiyHuii napotuT abo KpacHyxa) cnif Bigknactu Ha 3 MicsLi Bif 0CTaHHbOro BBEJEHHS
aHTU-D iMyHOrn00yiHy, OCKifIbKN ePEKTUBHICTb YXKMBOT BIpYCHOT BAKLMHN MOXXE 3HU3UTUCS.

AKLOo aHTK-D iMyHornobysniH Heo6XigHO BBECTU BNPOLOBX 2-4 TUXKHIB NICMSA BAKUMHALIT XXMBUMU BipYCHUMM BaKLMHaMW, eDEKTUBHICTb BIPYCHOT BaKLMHN MOXe
3HU3UTUCS.

B3aeM03B 130K 3 CEPO/IOTiYHUMI aHanizamu.



[icng iH’ekuii iMyHOr06yniHy, TMMYacoBe MiABWLLEHHA PIBHA PI3HOMAHITHWUX aHTUTIN, AKI 6y/M NAcMBHO MEpPeHeceHi B KPOB MaljieHTa, MOXe MpuBECTU [0
MOMWUNKOBMX MO3UTUBHUX Pe3y/ibTaTiB CEPOsIOriYHNX TECTIB.

MMacuBHa nepefayva aHTUTIN A0 epUTPOLUTAPHUX aHTUreHiB, Hanpuknad, A, B, D, MOXe HeraTMBHO BM/MBATU Ha AesfKi CEpOsSIOriyHi TECTU Ha epUTpoLMTapHI
aHTUTiNa, Hanpuknag, aHTUrnobyniHosuii Tect (Npoba Kymbea), oco6imeo y Rh(D)-no3MTUBHUX HOBOHAPOKEHNX, MaTePsIM AKX Oyna NpoBefeHa aHTeHaTa/lbHa
npodinakTunka.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

Mepen 3acTocyBaHHAM Mpenapat c/if 4OBECTM [0 KiMHATHOT TeMnepaTypu abo TemnepaTypu Tina.

PO34MH NOBMHEH BYTK NPO30puM abo 3/1erka onanecwitorounm Bif 6e36apBHOr0 A0 CNabKo-XOBTOroabo CBiT/10-KOPUYHEBOTO KO/TLOPY.
He 3acTocoByBaTV PO34KH, SKLLO BiH Ma€ 3Ha4YHY KaslaMyTHICTb ab0 Mae 3HauYHWin ocaf,.

HesukopucTaHuin npenapat abo BiAX0oAW CNig yTUNi3yBaTu 3rigHO 3 MiCLIEBUMU NOMOXEHHAMM.

3acTocyBaHHSA y nepiof BariTHOCTI abo roflyBaHHA rpyAato.

Pe30HaTVB NpU3HAYeHWA 48 3aCTOCYBaHHSA Mij, Yac BariTHOCTI.

PepTUNbHICT.

XKogHux focnifpkeHb BNAMBY Pe30HaTUBY Ha (EPTW/IbHICTb TBApMH He MPOBOAM/IOCA. He3Baxaiuu Ha Ue, Ha MiAcTaBi KNiHIYHOro [OCBifY 3aCTOCYBaHHA
aHTMPE3YCHOI0 iMyHOr 100y iHY NIOANHW, NepefdayacTbCs, WO BiH He BNIMBAE Ha (DepTUIBHICTD.

"ofyBaHHA rpyaato.

Pe3oHaTMB MOXHa BUKOPWCTOBYBATU Mif, Yac roAyBaHHSA rpyALto.

IMyHOr 106y NiHN BULINAIOTLCA 3 MATEPUHCLKOMO MOJIOKA. [P0 XOAHI SOCNiKeHHS NOBIYHUX peaKLiil y AiTeld, AKi Hapogmunmcsa y noHag 450 XiHOK, Lo 0TpuMyBaIu
CTaHAapTHI [03K Pe3oHaTMBY Y NICNAMNON0roBWiA Nepios, NoBifOMIEHO He 6YO.

34aTHICTb 40 3anifHeHHs

Hisikux fgocnifkeHb penpomsyKTUBHOI TOKCMYHOCTI y TBapuH i3 mpemapaToM Pe3oHaTVB He NpoBoamnocs. KniHiYHWIA [OCBif 3acTOCYBaHHS aHTM-Pe3yCHOro
iMyHOr106YNiHY CBiAUMTL NPO Te, L0 NPW AOro BBEEHHI He Nepea6ayacTbCs LLKIAMBOTO BMUBY Ha 3AaTHICTb 0 3an/ifHEHHS.

30aTHICTb BNIMBATW Ha LUBUAKICTb peakLii Npy KepyBaHHI aBTOTPAHCNOPTOM ab0 iHLLIMMK MexaHi3Mamu.
Mpenapat Pe3oHaTUB He YNHWTb BMNINBY Ha 3A4aTHICTb KepyBaTh TPAHCMOPTHUM 3aC000M i BUKOPUCTOBYBATU Pi3HI MeXaHIi3MU.

Cnocib 3acTocyBaHHA Ta A03Mu.

Pe30HaTuB CNij BBOAWUTUN BHYTPILLHLOM’A30BO.

AKL0 NOTPIOHO BBEAEHHSA BENIMKUX 3arasibHUX 403 (> 5 M 419 Aopoc/inX), PEKOMEHLYETHCA PO3AINTY TX HA MeHLUI 403U Ta BBOAUTU B PI3HI MicuA.

Y BUNagKax remopariyHmx posnafiB, KoM BHYTPILLIHbOM’A30Bi iH’EKLiT NPOTMMNOKa3aHi, Pe3oHaTMB MOXKHa BBOAMUTM MiALIKIPHO, AKLO HeMae npenapaTtis Ans
BHYTPILLUHbOBEHHOIO BBEAEHHS. [Micns BBEAEHHA Npenaparty Ha MicLe iH’eKUii cnif 06epeXxHO HaKIacT M’siKy CTUCKYHOUY MOB’A3KY.

[o3y aHTK-D iMyHOrnobyniHy cnif Bu3Hayatv 3rigHo 3 piBHem Bramey Rh(D)-no3vTMBHUX epuTPOLUTIB, Ta BPaxoByrOuu, WO ANA HeWTpanisauii 0,5 mn
Rh(D)-no3ntneHoi epuTpoumtapHoi mMacu a6o 1 mn Rh (D)-no3uTmBHOT KpoBi noTpi6HO npubnmsHo 10 mkr (50 MixHapogHux OpuHuus, MO) aHTn-D
IMYHOr /106y NiHY.

Ha nigctasi pe3ynbTaTis KAIHIYHUX LOCNIIKEHb Pe30HaTUBY, PEKOMEHAYETHCA HACTYMHE 403YBaHHS.



MpoinakTuka Rh(D) imyHisauii y Rh(D)-HeraTueHNX >KiHOK.
AHTeHaTa/IbHa NpoginakTuKa:
BIZANOBIAHO [0 3ara/lbHMX PeKOMeHAaL i, 3apa3 npmsHavaroTbes Ao3n 50-330 MKr abo 250-1650 MO (a6o 0,4-2,64 mn).
MnaHoBa aHTeHaTaslbHa NPOMINaKTMKa:
NMpU3Ha4aeTbCA 0gHOpa3oBa go3a (Hanpuknag, 250 Mkr abo 1250 MO (a6o 2 mn) y 28-30 TUKHIB BariTHOCTI a0 ABi f031 Ha 28-My Ta 34-My TUXKHI BariTHOCTI.
AHTeHaTa/IbHa NpoinakT1Ka nicnsa ycknagHeHs nonepeaHbLOT BariTHOCTI:
0fHopa3oBy fo3y (Hanpuknag, 125 mkr abo 625 MO (a6o 1 mn) Ao 12-ro TMXHA BariTHOCTI; Ta 250 MKr a6o 1250 MO (a6o 2 mn) nicnsa 12-ro TMxXHA
BariTHOCTI) Cnif BBOAUTM SIKOMOra LUBMALLE BMPOAOBX 72 rogvH Ta, Y pasi HeobXiAHOCTI, MOBTOPUTU BBEAEHHS 3 6-12 TWXKHEBUMMW iHTepBasiamy BMPOAOBX
BariTHOCTI.

[icna amHioLeHTe3y Ta 6iorncii XopioHy cnif BBOAWUTU 04HOPa30BY A03Y (Hanpuknag, 250 MKr abo 1250 MO (a6o 2 mn).
MocTHaTa/IbHa NPOMiNaKTUKa: 3rigHo 3 3aralbHUMK peKoMeHAaL MK, 3apa3 Npr3HavatoTheA
Ao3n 100-300 mkr a6o 500-1500 MO (a6o 0,8-2,4 mn). AKWO NpU3Ha4YaETbCA MeHLWa Ao3a (100 mkr a6o 500 MO), cnig BM3HAYaTW KiNbKICTb

eMOpioHaIbHOT MaTepPUHCHLKOT KPOBOTEU.

CraHpapTHa fo3a: 1250 MO (250 mkr abo 2 mn).

Mpn nocTHaTanbHOMY 3aCTOCYBaHHI Npenapart Cif Npu3HadyaTi MaTepi sIKOMora LUBUALLIE, BNPOAOBXK 72 roAuH nicns HapomkeHHs Rh-nos3utmeHoi (D, Dcnadkoi
DHeNOoBHOI) nUTUHK. HaBiTb SKLLO MUHYNO 72 rOAVHK, NPenapat BCe OfHO C/if, BBOAUTU SKOMOTa pPaHille.

Mpenapat cnig BBOAUTM MOCTaHa/IbHO HaBiTb Y BUMAAKY NPOBEAEHHS aHTeHaTa/IbHOT NPOgiNaKTUKK, a TakoX i TOAI, KON B CUpoBaTLi MaTepi MPUCYTHI 3a/INLLKK
aKTVMBHOCTI aHTeHaTa/IbHOI NPOgiNAKTUKMN.

AKLO Nigo3PIO0TL CUMbHY (eTonsaueHTapHy Kposotewy (> 4 mn (0,7 % - 0,8 % >iHOK), Hanpuknag, y BUMagkKy aHemii riofa/HOBOHApOLKEHOro abo
BHYTPILLHLOYTPOOHOT CMepTi NnoAa, i TAKKICTb CNif BU3HAUMTM BiAMNOBIAHMM METOAOM, Harnpuknag, Tect KucnotHoil entouil KnaitHxayepa-beTtke (Kleihauer-Betke)
A9 BU3HayeHHs remornobiHy nnoga (HbF) abo npoTouHy umMToMeTpito Ana cneumdgiyHoro susHadeHHsi Rh D-no3vTuBHMX KNiTWH. BignosigHo cnif BBOAWTW
[04aTKOBI 4031 aHTK-D imyHorno6yniny (10 mkr a6o 50 MO Ha 0,5 mn eputpoumTiB NI04a).

TpaHcaysii HecymicHux epuTpounTis (RBCS)

PekomeHfoBaHa fi03a cknagae 20 mkr (100 MO) aHTU-D iMyHOrnobyniHy Ha 2 M nepenuTol Rh (D)-no3ntrBHOT KPoBi ab0 1 M/1 KOHUEHTpaTy
epUTPOLIUTIB.

PeKOMeHAYETLCA KOHCYNbTaLisi 31 CrewianicCToM no reMoTpaHCcdy3ionorii 45 Toro, Wob OUiHATK AOUINbHICTb Npoueaypy 06MIHHOIO NepennBaHHsA epuTPOLNTIB ANA
3MEHLLEHHS HaBaHTAXXEHHS Pe3yC-MO3UTUBHUX ePUTPOLMTIB B KPOBOTOL Ta BU3HAYEHHS 403K aHTU-D iMyHOrno6yniny, HeobxigHOT ANnd NPUrHIYeHHS iMyHi3auii.
KoxHi 48 roguH cnig pobutn foaaTkosi TecTu Ans Bu3HavyeHHs Rh D-nNo3MTUBHMX epuUTPouMTIB i NiATPUMYBaTK BBEAEHHS aHTU-D iMyHOrnobyniHy, noku sci Rh
D-M03UTUBHI epUTPOLLMTI He ByayTb BUMYYeHi 3 KPOBOOGIry. Y Oyab-AKOMy pasi, Yepe3 MOX/IMBUIA PU3UK TeMONi3y, MPONOHYETLCA He MepeBuLLYBaTU MaKCUMa/bHY
Ao3y, ska ctaHoBuTb 3000 MKr (15000 MO). PekomMeHAYETLCA BUKOPUCTaHHS albTEPHATUBHOIO BHYTPILLHLOBEHHOIO NpenapaTty, OCKifIbKW BiH HeraHoO A0CArHe
Ha/IEXXHOr 0 PiBHA B Na3mi KPoBi. AKL0 HeMaE BHYTPILLHLOBEHHOI0 NpenapaTy, CNif BBOAUTM Ay>Ke BEIMKUIA 06’€M BHYTPILLIHbOM’S30B0 NPOTATOM [eKi/IbKOX AHIB.

aiTn.



Be3neka Ta e()eKTUBHICTb Npenapaty Npu 3acTOCyBaHHI y AiTei He BU3HaYaacs.

MauieHTV 3 HagMIPHOKO BaroK

[N nauieHTIB i3 HagMIPHOO Baroto, C/if PO3rnsaHy TV BUKOPUCTAHHA BHYTPILLHBOBEHHOTO aHTU-D iMyHOr 106y niHy.

Nepeno3yBaHHS.

[aHi npo nepefosyBaHHA BIACYTHI. MauieHTK, AKi nepeHecn M TpaHCHy3it0 HeCYMICHOT KPOBi Ta OfepXXann Bennky Ao3y aHTu-D iMyHOrnobyniHy, nignsrarTtb
NOCTiNHOMY Ta 6e3rnepepBHOMY CMOCTEPEXEHHIO 3a K/TIHIYHUMM Ta 6i010rIYHUMK NapaMeTpamuy Yepes PUsMK reMoNiTUYHUX peakLii.

Y iHwmnx Rh(D)-HeratmBHMX 0Ci6 Nepeao3yBaHHs He NPMU3BOAMTb A0 BiflbLL YACTUX Ta THKUMX NOBGIYHUX e(DEKTIB, HIXK 3aCTOCYBaHHS 3BMYaNHMX A03.

Mo6iyHI peakuii.
KopoTkuii onuc npodinto 6e3neku

IHOAI MOXYTb BMHMKATW Taki NOGIYHI peakuii K 03HO6, rOM0BHUI BiNb, 3aNamMoOpPOYEHHSs, MXOMaHKa, anepriydi peakuii, HygoTa, aptpanria (6inb y cyrno6ax),
HU3bKWUIA KPOB’AHWI TUCK | MOMIPHUIA Biflb Y HUXKHIW YaCTUHI CMIUHW.

Pifko iMyHOr o6y niHW NOAMHN MOXYTb BUKIMKATW PanTOBe 3HWKEHHS apTepialbHOro TUCKY Ta, B OKPEMUX BUNaAKax, aHadinakKTUUYHWUIA LLOK, HaBiTb KOMW NaL[ieHT
He NPOJEMOHCTPYBaB MiABULLIEHY YyTNMBICTb MPU NMOMEPeAHLOMY X BBEEHHI.

MicueBi peakuii B Micuax BBefeHHs npenapaty: Habpsik, 60MiCHe Big4yTTs, NMOYEPBOHIHHSA, YL iNIbHEHHS (3aTBepAiHHSA), BiAUyTTA Tenna, cBepbiX, remaroma,
NOKabHWUIA 6inb, 60MKOYICTL | BUCKN, AESKI 3 UMX peakuii MOXXHa nonepeanTn (YHUKHYTW), PO34IANBLUM GinbLUi 03V Ha 4031 AN BBEAEHHS B AeKi/IbKa MiCLb.

[ns oTpumaHHsA iHopmaLii npo 6e3neky LLoA0 nepesadi iIHeKLii, AnB. po3ain OcobnnBOCTI 3aCTOCYBaHHS.

He 6yno 0TpMMaHO HafintHUX AaHUX NPO YacTOTY MNOBIYHMX peakLiil i3 KNiHIYHNX BUNpobyBaHb. MoBiAoOMISN0CS NPO Taki HebaxXaHi peakLit:

Tabnuua, npeacras/ieHa HUXKYe, Bignosigae Knacudikayii cuctemmn opradis (SOC i nepesaxkHi TepmiHu) MeLUUYHOrO CMIOBHMKA HOPMATWMBHO-MPaBOBOI AiNIbHOCTI
/MedDRA.



YacToTa ouiHoBasaca BifNoBigHO [0 TaKMX YMOBHUX MO3HayeHb: AyxXe yacTi (= 1/10); vacTi (Big = 1/100 o < 1/10); HeyacTi (Big = 1/1,000 fo < 1/100); piaki (8ig
> 1/10,000 go < 1/1,000); gy»xe pigki (< 1/10,000); HeBigOMI (HE MOX/IMBO OLIHUTW, BUXOAAUN 3 ICHYHOUUX AaHKX).

Knac cuctemu opraHis 3a Mob6iuHa peakuis YacTtoTa
MedDRA
MopyweHHs 3 60Ky KpoBi Ta | FemoniTMyHa peakuis He Bifoma

nimgaTnyHOT cUcTemm

MopylueHHs 3 6OKYy IMyHHOI | AHaghiNnakTUUYHWIA LWOK, aHadhinakTuyHa/ He Bigoma

cucTemm
aHadinakToigHa peakuis,

nifBuLLEHA YYT/IUBICTb

MopylueHHs 3 6OKYy HepBOBOI | F0NOBHWMI 6iflb He Bigoma

cucTeMu

MopyLueHHs 3 60Ky cepus Taxikapgis He Bifoma

MopyLuUeHHs 3 6OKY CyanH Tpom6oniTUYHI Noait He BigomMa
linoTeHsis

MopyLweHHs 3 BOKy AuXanbHOi | XpUniHHS He Bigoma

cucTtemu, opraHis rpyAHoi
KNiTUHK Ta cepefoCTiHHSA




lMopyLUeHHs 3 60Ky | bntoBoTa, He Bigoma
LLI/TYHKOBO-KMLLKOBOIO TPaKTy

HyaoTa
MopyleHHs 3 60Ky LKipy Ta | AnepriyHnin gepmarwr, He BigomMa
MiALWKIPHOT KNITKOBUHY _ )

LLIKipHa peakuis,

epuTemMa,

LUKIPHWIA CBEPOIXK,

3y4,

KPOMWB’AHKa;
MopyLueHHs 3 60Ky | ApTpasnria (6inb y cyrnobax) He Bigoma
M’A30BO-KICTKOBOT Ta CMOMYyYHOI
TKaHUHU
3ara/ibHi NOpYLLUEHHS Ta CTaHu Y | JINXOMaHKa, He Bifoma

MicL|i BBEAEHHS

ANCKOMOPT Y FPYAHIN KNITUHI,
He3ay»aHHs (rnoraHe camonoyyTTs)

03HO00,

Y wmicui BBefeHHA: Habpak, 6inb, eputema
(MOYepBOHIHHSA), 3aTBEpPAiHHA (YLLiINIbHEHHS),
BIAUYTTS TENNa, WKIpHWUIA cBep6IX, BUCUM, 3Yy[




[MoBifOMNEHHS NPO Mifgo3ptoBaHi NoGIYHI peakwi

MoBifOMMEHHA NPO Migo3ptoBaHi MOGIYHI peakuii Micna peecTpauii NiKapcbKoOro npenaparty € BaXnmeBumMu. Lle fo3Bonse 3aiicHioBaTY 6e3nepepBHUIA/MOCTINHNIA
MOHITOPUHT 6a/1aHCy KOPUCTI Ta PU3NKY NiKapcbKoro 3acoby. MeanyHux npauiBHUKIB NPOCATL NOBIAOMASATI NPO By Ab-AKi Nif03ptoBaHi NOGIYHI peakuii.

TepMiH NpUAATHOCTI.
2,5 poku.
BigkpuTy amnyny BUKOPUCTaTU HEramHo.

YMoBW 36epiraHHs.

36epirat npu Temnepatypi Big 2 4o 8 °C (B X0NOANNbHUKY).

36epiraT amnynun B OpUriHabHii YNakoBLi AN 3aXMCTY Big CBiTNa. He 3aMopoXXyBaTu.
36epiraTv B HeAOCTYMHOMY ANs AiTel MicLi.

HecyMmiCHICTb.
Pe30HaTVB He MOXKHa 3MiLLYBaTV 3 IHLUMMM 3aco6amu.

YnakoBKa.

Po3unH ansa iH’ekuii no 1 mn abo 2 mn B amnyni 3i ckna tuny |, €p. ®apm. 3 TOUKOK HAL/IOMY YePBOHOIO KO/bOPY, MO 1 aMny/i B MAaCTUKOBIN 6MiCTepHil
ynaKoBL,.

Mo 1 nnacTUKOBI 6niCTepPHIl yNakoBLi B KAPTOHi KOPOOLLi.

KaTteropis Bignycky. 3a peyentom.

Bupo6HUK.
OkTtadapma ABb, LLBeuis/Octapharma AB, Sweden.

Micue3HaxomkeHHS BUPOOHMKaA Ta M0ro agpeca Micus NPOBagpKeHHS 4isiNIbHOCTI.
Napc ®opccennc rata 23, CTokronbm, 11275, LLiseuis/
Lars Forssells gata 23, Stockholm, 11275, Sweden.



