IHCTPYKIIA

IJIs1 MeIUYHOI 0 3aCTOCYBAaHHSA JIIKapPChKOI 0
3aco0y

Pe30rnodin

Rhesoglobin

Cxnanm:
Oitoua peuosuHa: Anti-D (rh) immunoglobulin;

1 ammyna (1 mm a6o 2 M) MicTUTB crienudiuni anTuTina Ko anTu-Rho(D) - 1500 MO (300 MKT
iMmyHOr 100V TiHY);

00ONOMIdCHI peyosuUHU: TIIUH (TTiKOKOJI, KMCJIOTa aMiHOOIITOBA), HATPil0 XJIOPHUL.

JIikapcbka ¢opma. Po3uuH ad iH' €Ki,

OcHo8HI (pi3uko-ximiuHi 81acmusocmi: mpo3opa abo 3 He3HAYHOIO OlajecIieHIlielo, 6e30apBHa abo
JKOBTyBaTa pifrHa. [Ipu 30epiraHHi MoK/IMBa MT0siBa HE3HAYHOT0 OCay, SKUil 3HUKAE NpU
cTpyuryBaHHi. [Tpemapar € iMyHOJIOTiYHO aKTHBHOIO OiTKOBOIO (PAKIIIEIO MIa3MK KPOBi iMyHi30BaHUX
moHOPiB (a60 peiMyHi30BaHMX OHOPIB), IepeBipeHol Ha BiACYTHICTh aHTUTIN Ko BIJI-1, BIJI-2, mo
Bipycy renatuty C Ta IOBEPXHEBOTO aHTUTEHY BipyCy remnaTuTy B, 04uIneHol Ta KOHIIEHTPOBaHO1
MeTonoM (ppakiioHyBaHHS €TUJIOBUM CIIMPTOM, SKa IIPOMIIIIA CTaflilo BipyCHOI iHaKTUBAIlil COJIbBEHT-
OeTepreHTHUM MEeTONOM Ta METOIOM HaHO(DINbTpallii, 3 BUCOKMM BMiCTOM aHTUTiN aHTH-Rh, (D).
Bwuicrt 6inka B 1,0 mn mpenapaty- Big 0,09 T mo 0,11 r. [IpemapaT He MiCTHTh KOHCEPBAHTIB Ta
aHTUOIOTHKIB.

dapmakoTepaneBTHYHA rpymna. Cnenudiyni imyHornoOyminu. IMyHOr100y/1iH TIOAUHY aHTUPE3YC
Rh, (D). Kog ATX: J06B BO1.

ImyHo02iuHi i Oion02iuni 8 1acMueocmi.
®apmakoduHamika.

[i104010 OCHOBOIO IIpenapaTy € iMyHorno0OymiH, cneurdiuauit [o auTureny Rho (D). [Tpenapam
3anobizae pe3yc-ceHcubinizayii pe3yc-He2amusHUX HCIHOK, MOXCAUBIT 8 pe3yabmami nompanassHHA



Rh, (D)-nosumusHoi kposi n10da y kposomik mamepi npu Hapodceri Rho (D)-nosumusHux dimeti,
npu nepepusaHHi sazimHocmi (K camosiibHOMY, MaAkK i WMyYyHOMY), NPU NPOBeOeHHI
aMHioueHmesy, Npu mMpasmax YepesHol NOPOHCHUHU Ni0 yac 8azimHocmi.

dapmakoKiHemuxka.

Cnenudiuni antutina mo autu-Rhy (D) - 1500 MO (300 MKT iMmyHOT 100y IiHY).

KrinigHi xapaKTepHCTHKH.
IToka3zanHus.
[IpemapaT 3aCTOCOBYIOTh:

- )1 IPOBEEHHS NPo(dilakKTUKY B IEPENOIOTOBUM IIePiof y pe3yc-HeTaTUBHUX XKIiHOK, SKi He
ceHcuOinizoBani g0 antureny Rh, (D);

- OIS TPOBeOeHHSA ITPOQiIaKTUKY B IiCIISNIOIOTOBUM IIePiof Yy pe3yCc-HeraTUBHUX XKiHOK, HE
ceHcubinmizoBanux M0 aHTUTeHY Rho (D), ToOTO TaKMX, 1110 He BUPOOUIIM pe3yCc-aHTUTIN (3a YMOBHU
IIePILOol BaTriTHOCTI i HAPOIXKEHHS Pe3yC-MTO3UTUBHOI IUTUHU, KPOB SKOI CyMiCHa 3 KpPOB'I0 MaTepi 3a
rpynamu Kposi cuctemu ABO);

- TIpU MTYYHOMY IlepepUBaHHi BariTHOCTI Y pe3yc-HeraTUBHUX XKiHOK, TAKOXK He ceHcubimizoBaHUX
no Rhy (D) anTUreny, y BUllafiKy pe3yC-MO3UTUBHOI HaJleXKHOCTi KPOBi YOJIOBIKa;

- IIpY BUKUAHI i 3arpo3i BUKUAHS Ha Oyab-sKii cTaflii BariTHOCTI;
- IIpY IIPOBEEeHHI aMHIOLIEHTE3Y;

- [IpYU TPaBMax OpraHiB YepeBHOI MOPOKHUHY ITif] YaC BariTHOCTI.

IIpomunokasaHHA.

[TpemapaT IpOTUIIOKa3aHUY NIPY CeleKTUBHOMY fedinnTi Ig A 3a yMOBY HasIBHOCTI aHTUTIN 00 Ig A;
IIPY HASIBHOCTI TSIXKKUX aJIePTivHUX Peakilii Ha BBeeHHs OiTKOBUX IIpellapaTiB KPOBi IIOIUHYU B
aHaMHe3i, a TaKOXK peakllii rinepyyTINBOCTi 0 JOHOPCHKUX iMyHOT 100y IiHIB TIONUHH.

BBepmenHs mpenapaTy IPOTUIIOKAa3aHO PE3YC-MO3UTUBHUM IIOPOLIIISAM, @ TaKOXK pe3yC-HeraTUBHUM
IIOPOAiNIIM, ceHcubinmizoBanuM g0 aHTUTeHY Rho (D), y cHpoBaTili SKUX BUSBIEHI pe3yc-aHTHUTiNa.

[Tpemapart He CJIifi BBOOUTH Y pa3i TSKKOI TPOMOOIMTOMEHII Ta iHIIKUX MOPYIIEHb T€MOCTA3Y.

B3aemodis 3 iHwumMu nikapcobkumu 3acodamu ma iHwi eudu e3aemodil.

MoxnmrBa KoMOiHaIlig 3 iHMUMHY celuivHIME JTiKapChbKUMHU 3aco0aMu.



IMyHi3a1iio XiHOK XKUBMMM BaKI[MHAMU CJIiJ] IPOBOSUTH He paHille HiX 4yepe3 3 MicALl micis
BBE[IEHHS IIpernapary.

Oco6.1ueocmi 3acmocy8aHHs1.
3a00pOoHSIETHCSI BBOJUTH NpenapaT BHYTPIillIHbOBEHHO!

[MTauieHTH, sIKi ofmepzKaju mpernapar, MOBUHHI TepeOyBaTH il MEIUYHUM HarjsmoM mpoTsiroM 30
XBUJIUH.

[TarmienTam, 10 CTPaXKmalOTh Ha aJepriyHi 3aXBOpIOBaHHS a00 MalOTh iX B aHAMHE3i, B IeHb BBEeIEHHS
iMyHOr10OYIiHY Ta B HACTynHi 3 06U peKOMEHYIOThCS aHTUTiCTaMiHHi TpemapaTy. Y pasi
BUHUKHEHHS aHa(PiTaKTUYHOT 0 IIOKY IIPOBOAUTHCS CTaHOApPTHA IIPOTUILIOKOBA Tepallis.

3aCTOCOBYBATH IIiff HATNIAAOM JliKaps. [1o T0YaTKy BBeOEeHHS aMIIyJid 3 IperapaToM BUTPUMYOTh
IIPOTATOM 2 TOAMH IIpU KiMHATHIN Temnepatypi (20 = 2) °C. YV BigkpuTiu ammnysi npemnapat

30epiranHio He migmsarae. [Ticnsa 3akiHYeHHS TepPMiHY IPUOATHOCTI BUKOPUCTAHHS ITperapary
HE[IOMyCTHUME.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00H0.

JlikapchKuit 3acib Cy1ifg 3aCTOCOBYBATH IIi Yac BariTHOCTI Ta TOMYBaHHS IPYAOIO 3a
HasIBHOCTIi IIOKa3aHb.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepysaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

He pocnipgxyBamnacs.

Cnocib 3acmocyeaHHs ma do3u.
JlikapchKuit 3acib Cy1ig BBOOUTH BHYTPIIITHEOM S30BO.
[Tpu 3acTocyBaHHI HEOOXigHO BPaXxOBYBaTH TaKi KPUTEPI:

- MarTu [MoBHMHHA OyTH pe3yc-HeraTHBHA i He MOBMHHA OyTH BXKe CeHCHOini30BaHa mo antureny Rh
(D);

- OUTHHA MTOBMHHA OYTU pe3yc-mo3uTHBHA Ta MAaTH HETAaTUBHUU PE3yNIbTaT MIPSIMOT0
aHTUTI00YIIiHOBOTO TECTy. SKIIO IpemapaT BBOGUTLCS [0 IOJIOTiB, TyKe BazKJIUBO, 11100 MaTu
OTpUMaJa e OgHY 03y Ipernapary micias HaPOIXKEeHHS Pe3yC-TIO3UTUBHOI AUTHHHU MPOTATOM 72
TOMIMH TIiCJIA mMoJIoriB. SIKII0 BCTAHOBIIEHO, 110 6ATHKO PE3YC-HEeTaTUBHUMN, TO BBOOWTH IIpelapaT
HEeMa€ MoTpelu.

[Tpenapat BBOgATh 10 1500 MO (300 Mkr) (1 ammyna) BHYTPIIIHEOM 30BO OGHOPa30BO:



- 711 IIPOBEeAeHHs mTPoGdinaKTUKY B IEPEIIONIOTOBUH epion mpuOnu3Ho Ha 28 TUXKHI BAriTHOCTI.
[Ticms mporo 060B’sI3K0BO Ci1if BBeCTH Ie omHy 703y 1500 MO (300 MKr), 6akaHO MPOTSIToM 72
TOIOWH MiCJIS IOJIOTIB, SKIIO HapogKeHa AUTHHA BUIBUTHCS Pe3yC-MO3UTHUBHOI);

- Ui IpOBemeHHS MPOMITAKTUKY B ITiCIIAMNONIOTOBUIA [IEPiof MPOTSroM 72 TOOUH IIiCJIS IOJIOTIB;

- [Ip¥ IITYYHOMY a0opTi, IepeprBaHHi I103aMaTKOBOI BariTHOCTI 0€3M0CEePEeqHbO IMic/s 3aKiHYeHHS
omepatil. B mepiox BariTHOCTI micnsa 13 THXKHIB peKOMEHAYETHCS BBeeHHS OMNHIEL JO3K;

SIKIIIO BaTiTHICTh ITIepepBaHa B mepiox mo 13 TuXKHIB, MOXKIIMBEe OOMHOKPATHE BBEOEeHHS MiHi-
no3u iMmyHornoOymniny mpubnausuo 250 MO (50 MKr);

- IpY BUKUMOHI Ta 3arpo3i BUKUAHS Ha Oy[b-sKil cTafil BariTHOCTI;

- IpY IPOBENEeHHi aMHioIleHTe3y ab0 Ipu TpaBMax OpraHiB YepeBHOI IOPOXHUHY IIPOTITOM APYTOTo
Ta/ab0 TPETHOT0 TPUMECTPY BariTHOCTI Ge3mocepenHbo mics 3aKiHYeHHs omeparril
PEKOMEHIVETHCS BBECTU ONHY J03Y IIpemapaty. Ko npoBeeHHS aMHIOLIEHTe3y abo TpaBMa
opraHiB 4epeBHOI MOPOXKHUHY TOTPEOY€E BBEeIEHHS IIpenapary B mepion 13-18 TuxkHIB BariTHOCTI,
ciig BBectu 11e 1500 MO (300 mxr) (1 ammyny) B mepion 26-28 THXKHIB.

Iimu. Be3mneka Ta eeKTUBHICTh 3aCTOCYBaHHS IIpernapaTy OiTSM He BUBYAIKCh.
3a00pOHSAETHCS BBOJAUTH NIpPenapaT HOBOHAPOIKEHUM !

Y miTeii, MaTepi IKUX OTPUMAJIH IIpenapar [0 MOJIOTiB, TP HapoAKeHHI MOXKJIMBI OTpHMaHHS c1ado
TIO3UTHBHI PE3yJIbTaTH MPSMUX TECTiB Ha HaIBHICTh aHTUTIOOYIiHY. Y cUpOBaTIi KPOBi MaTepi
MoxkuBe BusiBneHHs aHTuTin 1o Rh, (D), oTpuMaHuX NaCUBHUM LIJISIXOM, SIKIIIO CKPUHIHT-TECT
Ha aHTUTi/Ia TPOBOOUTLCS MICIIS AOIOJI0TOBOTO YH MICIISAIIOIOr0BOr0 BBEIEHH IIpenapary.

Ilepedo3yeanHs.

He BuBUYanocs.

ITobiuHi peakuii.
Peakiiii Ha BBefieHHS iMyHOTI00YITiHY, SIK ITPABUIIO, BiACYTHI.
MoxuBi:

peakuii 8 micui iH ekuii - HaOpSK, Oinb, epuTeMa, YIIiIbHEHHS, IOYEPBOHIHHS, BUCUIIAHHS,
cBepOixK;

3ae2a/nvHi po3aadu ma peakuyii - THXOMaHKa, CJ1a0KicTh, 03HOO;

po3saadu 3 60Ky iMyHHOI cucmemMu - peakiil TinepYyTIUBOCTi, @ y BUHATKOBO PiAKICHUX
BUTMafKaX aHa(piTaKTHUYHUN MIOK;



po3aadu 3 60Ky Hepeosoi cucmemu - TOJIOBHUM Oinb;

po3saadu 3 60Ky cepu,eso-CyOuHHOI cucmemu - Taxikapmis, TiMOTOHis;
po3aadu 3 6oky IIKT - HymoTa, 6/1I0BaHHS;

po3.aadu 3 60Ky wKipu i NiOWKIPHUX MKAHUH - epuTeMa, CBepOix;

po3aadu 3 60Ky KicmkKoso-M s13080i ma cno/yyHOi MKAHUHU - apTPaJITis.

Tepmin mpumgaTHOCTI.

2 POKH.

YMoBu 30epiranHsi.
30epiraTu y cyxoMmy, 3aXuIlleHOMY Bifl CBiT/la Micli ipu Temmepatypi Big 2 mo 8 °C.

30epiraTv B HEJOCTYIITHOMY [JIsS OiTEM MicCIIi.

HecymicHicTb.

HepomnycTrMe 3MilllyBaHHS MperapaTy B OMHOMY IIIPHIN 3 iHIIUMHU JTiIKApCHbKUMHU 3aco0aMu IIpH
BBEEHHi.

YnaxoBka.

ITo 1 M a6o 2 M1 (cmenudiuni aHTUTiMA 70 aHTH-Rho(D) - 1500 MO (300 MKT iMyHOTI00YTiHY)) B
ammyi. [To 1 a6o 3, a6o 5 amMmy B mayiri.

Kareropis Bignmycky. 3a peremnrtom.

Bupo6HUK.

TOB «BIO®APMA T1JIABMA», YkpaiHa.

Micue3HaxoaKeHHs1 BHPOOHHKA Ta ajjpeca MicIisi MIPOBaIKeHHsI HOT0 Tis/IbHOCTI.

FOpunuyna agpeca: Ykpaina, 09100, KuiBcbka 00:m., M. bina LlepkBa, Byn. KuiBcekka, 37-B.



Anpeca Micus IpoBaIXKeHHS OisIbHOCTI:

Yxkpaina, 09100, KuiBceka 06:1., M. Bina Ilepksa, Byn. KuiBceka, 37-B.



