IHCTPYKUIA
AN MEIMYHOI0 3aCTOCYBaHHS NiKapCcbKOro 3acoby

Pe3ornobix
Rhesoglobin

Cknag:
Aitoya peyosumHa: Anti-D (rh) immunoglobulin;
1 amnyna (1 mn abo 2 M) MiCTUTL cnieyudivHi aHTUTINa A0 aHTU-Rhg(D) — 1500 MO (300 MKr iMyHOr106yNiHY);

[ONOMI>KHI PeYOBUHU: TILMH (TNIKOKO, KACN0Ta aMiHOOLTOBA), HAaTPito X/1I0punA,.

NikapcbKa thopma. Po3urH anst iH’eKUil.

OCHOBHI (Di3nKO-XiMiYHI BNacTMBOCTI: Npo3opa abo 3 He3Ha4YHOK onanecLeHuieto, 6e3bapBHa abo »XOBTyBaTa pignHa. Mpu 36epiraHHi MOX/1Ba NosiBa HE3HAYHOI O
ocafly, SIKAA 3HWKae Mpy CTpyLyBaHHI. [penapat € iMyHONOriYHO aKTUMBHOK GifIKOBOKO (DpaKLUietd Mnasmu KpoBi iMyHi30BaHMX AOHOPIB (260 peimyHi30BaHUX
[OHOPIB), MepeBipeHOi Ha BIACYTHICTb aHTUTIN o BIJ1-1, BIJ1-2, go Bipycy renatuty C Ta MOBEPXHEBOrO aHTUreHy Bipycy rematuty B, ouwuuleHoi Ta
KOHLIEHTPOBaHOI MeToAO0M (PpakLUiOHYBaHHS eTWU/I0BUM CNMPTOM, fika MPOMLLIAa CTajito BIPYCHOI iHaKTMBaLil CONbBEHT-AETEPreHTHUM MeTO4OM Ta MeTOLOM
HaHogiNbTpaLil, 3 BUCOKMM BMICTOM aHTUTIN aHTU-Rhg (D). Bmict 6inka B 1,0 mn npenapaty- Big 0,09 r go 0,11 r. lNMpenapaT He MICTUTb KOHCEPBaHTIB Ta

aHTUOIOTUKIB.

dapmakoTepaneBTUYHa rpyna. CneyugivHi imyHornobynitu. IMyHorno6ynid nioanHn aHtupesyc Rhg (D). Kog ATX: JO6B BO1.

IMyHONOriyHi i 6ionorivyHi BNacTUBOCTI.
dapmakogyHamika.
[itoyoto O0CHOBOK MpenapaTy € iMyHOrno6yniH, cneyudivHnin ao aHturedy Rhg (D). Mpenapat 3ano6irac pesyc-ceHcmbinizauii pesyc-HeraTMBHUX XKiHOK,

MOX/MBIN B pe3ynbTarti notTpannsHHa Rhg (D)-no3nTWBHOT KPOBI N1oja y KPOBOTIK MaTepi npu HapopkeHi Rhq (D)-No3MTUBHMX AiTeid, Npy nepepuBaHHi BariTHOCTI
(7K camOoBIfIbHOMY, TakK i LUTY4YHOMY), NPW NPOBEAEHHI aMHIOLIEHTEe3Y, NPX TPaBMax YepeBHOI MOPOXXHUHM Mif, Yac BariTHOCTI.

PapmakoKiHe TuKa.
CneuudiuHi aHTUTINA A0 aHTU-Rhg (D) — 1500 MO (300 MK iMyHOTr 106y iHY).

KniHiYHI XapaKTepUCTUKN.

lNoka3aHHA.

MpenapaT 3aCTOCOBYHOTb:

- [N MPOBE/IeHHA NPOMINaKTUKM B NePesnonoroBuii nepios, y pesyc-HeraTuBHUX XIHOK, fKi He CeHcKbini3oBaHi fo aHTureHy Rhy (D);

- 4018 NpoBefeHHA NPoMiNakTUKY B NICNAMNON0rOBMIA Nepiof Y pe3yc-HeraTBHMX XIHOK, He ceHcnbinizoBaHnxX fo aHTureHy Rhg (D), TO6TO Takux, L0 He BUPOGUK



pe3yc-aHTUTIN (33 YMOBW NepLLOT BariTHOCTI | HAPOLYKEHHS Pe3yC-MO3UTMBHOI AUTUHK, KPOB AIKOT CYMiCHa 3 KPOB’H0 MaTepi 3a rpynamu Kposi cuctemu ABO);
- NpW WTYYHOMY NepeprBaHHi BariTHOCTI Y pe3yc-HeraTMBHUX XIiHOK, TaKOX He CeHCMbinizoBaHnx go Rhg (D) aHTUreHy, y BUNaLKy pe3yc-no3nTUBHOT HaNeXHOCTI

KPOBI Y0/10BIKa;

- NPV BUKWUAHI | 3arpo3i BUKMAHA Ha 6y/b-aKiil cTafil BariTHOCTI;
- NPY NPOBELEHHI aMHIOLEHTE3Y;

- NPV TpaBMax opraHiB YepeBHOI MNOPOXHMHM Mif Yac BariTHOCTI.

lMpoTnnoKasaHHS.

MpenapaT NPOTUMNOKa3aHWI NPU CeNeKTUBHOMY AediumnTi 1g A 3a YMOBW HasBHOCTI aHTUTIN 40 1g A; Npy HasBHOCTI TSXKKUX aflepriyHmMX peakuiil Ha BBeAEeHHS
6iNKOBMX MpenapaTiB KPOBi /IOAMHN B aHaMHE3i, a TaKoX peakLii rinepyyTaIMBOCTI 40 LOHOPCHKUX iIMYHOTN00YNiHIB MOANHN.

BBefeHHA npenaparty MpoTUNOKa3aHO Pe3yc-Mo3UTUBHUM MOPOAINAAM, & TakoX pe3yc-HeraTMBHUM MOPOAINAAM, ceHcubinisoBaHum Ao aHTureHy Rhg (D), y

CUPOBATL AKNX BUSAB/MEHI pe3yC-aHTUTINA.
Mpenapart He c/if BBOAUTW Y pasi TAXKKOI TPOMOOLMTOMEHIT Ta iHLWKX NOpYLUEeHb reMocTasy.

B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.
MoxknmBa KOM6iHaLis 3 iHWMK cneyngivyHUMKM NiKapcbKUMm 3acobamm.
IMyHi3aLito XXIHOK XV1BMMU BakKLMHaMK CNif MPOBOAUTY HE paHiLle HiXX yepe3 3 MiCALL NiCs BBeLEHHSA Mpenapary.

Oc06/1MBOC T 3aCTOCYBaHHS.

3ab0poHSAETLCA BBOAMTHM MpenapaT BHYTPILLIHbOBEHHO!

MauieHTn, AKi 0fepXXanu npenapar, NOBUHHI Nepebysaty Nif MegnYHUM HarnsL4oM npoTarom 30 XBUNKH.

MayieHTaM, L0 CTpaX4arTb Ha afepriyHi 3aXBOprOBaHHA abo MaroThb TX B aHaMHe3i, B [leHb BBEAEeHHS iIMYHOrno6yniHy Ta B HacTYnHi 3 4061 PEKOMEHAYHTLCA
aHTUrICTaMiHHI npenapaTy. Y pasi BUHUKHEHHS aHagifIaKTUYHOr O LLOKY NPOBOAUTLCA CTaH4APTHA NPOTULLIOKOBA TEpanis.

3actocoByBatu nif HarnsagoM nikaps. Jo noyaTky BBeLEHHS aMmynin 3 NpenapaTtom BUTPUMYHOTb NPOTArOM 2 FOAMH NpU KiMHaTHIK Temnepatypi (20 £ 2) °C. Y
BIAKPUTIN aMnyni npenapart 36epiraHHio He nignarae. Micnsa 3akiH4eHHa TepMiHy NPUAATHOCTI BUKOPUCTaHHSA Npenaparty HefonycTUMe.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHs rpyagto.
JlikapcbKuii 3aci6 cnif 3acTocoBYBaTW Mif Yac BariTHOCTI Ta rofyBaHHA rpyA/ro 3a HassBHOCTI NMOKa3aHb.

34aTHICTb BNAMBATY Ha WWBMAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMU MexaHiamamu.
He pocnimkyBanachb.

Cnoci6 3acTocyBaHHS Ta [03U.

NikapcbKunii 3aci6 cnif BBOAUTM BHYTPILLUHLOM S130BO0.

Mpu 3acToCcyBaHHI HEOOXiAHO BpaxoBYyBaTyW TaKi KpuTepii:

- MaTu NoBUHHA By TN pe3yc-HeraTueHa i He NOBMHHa 6YTY BXXe ceHcmbinisoaHa o aHTUreHy Rhg (D);

- OUTVHA NOBMHHA 6YTU Pe3yc-NMo3UTVBHA Ta MaTW HEraTMBHWIA pe3ynbTaT NPSAMOro aHTMINO6Y/iHOBOrO TecTy. SIKILO MpenapaTt BBOAWTLCS A0 MOMOFiB, [AyXe



BaXK/IMBO, W06 MaTV OTpuMana e OAHY 403y npenapaty Micns HapogKeHHS pe3yc-no3UTUBHOI AUTUHM MPOTArOM 72 roAuH Nicns nonoris. AKLO BCTaHOB/EHO, WO
6aTbKO pe3yc-HeraTMBHWUIA, TO BBOAWUTW Npenapart HeMae noTpedu.

Mpenapat BBoAATL N0 1500 MO (300 mkr) (1 amnyna) BHYTPILLHLOM’30BO O4HOPA30BO:

- ANs NpoBefeHHs NpoinakTMKK B NepeanonoroBuii nepiog npubamsHo Ha 28 TWxKHI BariTHOCTI. icns LUboro 060B’A3K0BO CAif BBECTM e oAHY Ao3y 1500 MO
(300 mKr), 6axkaHO NPOTAroM 72 roAuH Nicns Mosoris, SAKLLO HAPOLKEHA AUTUHA BUSBUTLCA Pe3yC-NO3UTUBHOLO;

- [N NpoBefeHHA NPoiNakTUKX B NiCNAMNON0roBMIA Nepios NPOTAroM 72 rofiMH nicnis nonoris;

- MPW WTYYHOMY abopTi, NepepuBaHHi N03amMaTKOBOT BariTHOCTI 6e3nocepeHbLO Micns 3akiHYeHHs onepauiil. B nepiog BariTHOCTI nicns 13 TMXKHIB peKOMEHAYETbCA
BBEAEHHA OAHIEI 103U,

AIKLLIO BariTHICTb NepepsaHa B Mepiof 40 13 TUXKHIB, MOXK/IMBE OLHOKPATHe BBELEHHS MiHI-L03¥ IMyHOr106yniHy npubnusHo 250 MO (50 MKr);

- NPV BUKWUAHI Ta 3arpo3i BUKNAHS Ha Oy ab-siKi cTagii BaritHOCTI;

- NP NPOBeAEHHI amHioLeHTe3y abo Mpy TpaBMax OpraHiB YepeBHOT MOPOXXHMHW NPOTAroM ApYroro Ta/abo TpeTboro TPUMECTPY BariTHOCTI 6e3rnocepefHbO Nicns
3aKiHYEHHsA onepauil peKOMeHAYeTbCA BBECTM OLHY [03Yy npenaparty. HAKWO MpoBefeHHs aMHioueHTe3y abo TpaBMa OpraHiB YepeBHOI MOPOXHWHM MOTpedye
BBEAeHHA npenapaty B nepiog 13-18 TvxkHIB BariTHOCTI, cnif Beecty e 1500 MO (300 Mkr) (1 amnyny) B nepiof 26—-28 TUXHIB.

[iTn. be3neka Ta ePeKTUBHICTb 3aCTOCYBaHHA Npenapary AiTAM He BUBY/INCh.

3ab0opoHSAETLCA BBOAMTM MpenapaT HOBOHaPOpKeEHMM!

Y piteil, maTepi SIKMX OTpMManu npenapaTr A0 MOMAOTIB, MNPV HapPOMKEHHI MOX/MBI OTPUMaHHA Cnabo MO3UTWBHI Pe3ynbTaTh NPsAMUX TECTiB Ha HasBHICTb
aHTUrN06YNiHY. Y c1MpoBaTLi KPOBI MaTepi MOX/IMBE BUABMEHHSA aHTUTIN 10 Rhg (D), 0TpUMaH/X NacUBHUM LUNSAXOM, AKLLO CKPUHIHM-TECT Ha aHTWTIfIa MPOBOAMTLCA

nicns 40no10roBoro Yy Nic/isnonoroBoro BBeieHHs npenapary.

Nepeno3yBaHHS.
He B1BYanocs.

Mo6iuHI peakuii.

PeakLiT Ha BBeIeHHS iIMyHOr 106y /iHY, K NpaBuso, BIACYTHI.

MoxxnuBi:

peakuii B MicLi iH eKUIT — HABPSK, 6iNb, epUTEMA, YLLINIBHEHHS, MOYEPBOHIHHSA, BUCUMAHHSA, CBEPOIX;
3arasbHi po3nagmn Ta peakuil — MxomaHKa, cnabkicTb, 03HOO;

po3naam 3 60Ky iMyHHOT cUCTeMW — peakLil rinepyyT/IMBOCTI, & Y BUHATKOBO PiAKICHNX BUNaaKax aHathiNaKTUUYHWUIA LLIOK;
po3naau 3 60Ky HEPBOBOI CUCTEMU — FOMIOBHWUIA Giflb;

po3naau 3 60Ky cepLEeBO-CYANHHOT CUCTeMU — TaxiKapAis, rinoToHis;

po3nagu 3 60ky LUKT — HyfoTa, 61t0BaHHS;

po3naau 3 60Ky LWKipy i MIAWKIPHAX TKaHWH — epuTema, CBepoiX;

po3nagm 3 60Ky KiCTKOBO-M 530BOT Ta CMNoNy4YHOT TKaHUHW — apTpanris.

TepMiH NpUAATHOCTI.
2 POKMW.



YM0BM 36epiraHHs.

36epirati y cyxomy, 3axvLLieHOMy Bif, CBiTNa MicLi npy TemnepaTypi Big 2 ao 8 °C.
36epirat B HeAOCTYNMHOMY AN1st AiTel micLi.

HecyMicCHiCTb.

HeponycTume 3millyBaHHS npenaparty B 04HOMY LUNPUL 3 IHLIMMW NTIKAPCbKMMK 3ac06amu Npy BBEAEHHI.

YnakoBKa

Mo 1 mn abo 2 mn (cneundiyHi aHTUTINA B0 aHTU-Rhp(D) — 1500 MO (300 MKr iMmyHornobynity)) B amnyni. Mo 1 aéo 3, a6o 5 amnyn B navu.

KaTeropisBignycky.3a peLenTom.

BupobHuK.
TOB «BIOPAPMA TJTA3SMA», YKpaiHa.

Micue3HaxomkeHHS BUPOOHMKaA Ta afgpeca Micusa NPOBafKEHHS MOro AisiNIbHOCTI.
KOpuamyHa agpeca: YkpaiHa, 09100, Kuiscbka 0611., M. bina Liepksa, Byn. Kuiscbka, 37-B.
Agjpeca micusa NpoBafKeHHs AiANbHOCTI:

YKpaiHa, 03680, m. Kuis, Byn. M. AMocosa, 9;

YKpaiHa, 09100, Kuiscbka 0611., M. bina Liepksa, Byn. Kuiscbka, 37-B.



