Ckian

Oitoua peuosuHa: Anti-D (rh) immunoglobulin;

1 amnymna ( 2 M) MmictTuth crienugivdi aututiia go aatu-Rh0(D) - 1500 MO (300 Mkr
iMyHOTTTO0YJTiHY);

OONOMINCHI peuoB8UHU: TIIMUH (TJIiIKOKOJI, KMCJIOTa aMiHOOLITOBA), HAaTPilo XJIOPUM.

JIikapcbKa ¢opMma

Po3uuH nng ig’exIriu.

OcHoBHI (pi3uko-ximiuHi 81acmu8ocmi: mpo3opa abo 3 He3HAYHOIO OIlajIeCHeHIIi€lo,
O0e30apBHa abo KOBTyBaTa pinuHa. [Ipu 30epiranHi MoxKIMBa IOsIBa HE3HAYHOTO
ocapy, IKWU 3HUKAE IpU CTpyllyBaHHi. [IpenapaT € iMyHOJIOTIYHO aKTUBHOIO
6inkKoBoOIO (ppakiriero mnasMu KpPOBi iMyHi30BaHUX ODOHOPIB (a00 peiMyHi30BaHUX
OOHOPIB), ITepeBipeHol Ha BigcyTHicTh auTUTin go BIJI-1, BIJI-2, go Bipycy renatuty C
Ta IIOBEPXHEBOTO aHTUTEHY BipyCy remaTUuTy B, ounieHol Ta KOHIIEHTPOBaHOI
MeTOOOM (ppakKI[iOHyBaHHS €TUJIOBUM COUPTOM, KA IIPOUIIIa CTafilo BipyCHOIL
iHaKTHBAllil COIbBEHT-IEeTEPTeHTHUM METOO0M, 3 BUCOKMM BMiCTOM aHTHUTiNT aHTH-RhO
(D). Bmict 6inka B 1,0 My nipenaparty- Big 0,09 r go 0,11 r. [IpemapaT He MiCTUTh
KOHCEPBAHTIB Ta aHTUOIOTHUKIB.

dapMmakoTepaneBTHYHA I'pyna

Cnenudiuni imyHornob6ymniau. IMmyHornoOymin moguau aHTupesyc Rh0 (D). Kog ATX:
JO6B BO1.

dapMaKoauMHaMiKa

[1ifo400 OCHOBOIO IIpernapary € iMyHorno0yiiH, cnenudiyauit go antureny Rho (D).
[Ipemapat 3anobirae pe3yc-ceHcubinizallii pe3yc-HeraTuBHUX XKiHOK, MOXKJIUBIil B
pe3ynbTraTi norpanasaasa Rh0 (D)-mo3uTUBHOI KPOBI IJIofja Y KPOBOTIK MaTepi npu
HapomxkeHi RhO (D)-mo3uTuBHUX OiTel, IpU IMepepuBalHi BariTHOCTI (9K
CaMOBiJIbLHOMY, TakK i HITY4YHOMY), IIPU IIPOBEOEHHI aMHiOIleHTe3y, IPU TpaBMax
4YepeBHOl MOPOXKHUHMY ITif] Yac BariTHOCTI.

dapMaKOKiHEeTHKA



Crnemnudiuni anTtuTina go autu-Rh0 (D) - 1500 MO (300 MKT iMyHOT /100y IiHY).
ITloka3aHHsA

[IpemmapaT 3aCTOCOBYIOTE:

e MJIS1 MIPOBeAEHHS MPOPiTaKTUKM B IIEPENAIIOJIOTOBUY Iepiof] y pe3yCc-HeraTuBHUX
XKIiHOK, s1Ki He ceHcubinmizoBaHi mo anTureny Rho (D);

e U1 MPOBeAEHHS MPOQMIIaKTUKY B ITiCISIIONIOTOBUY IEPiOn y pe3yCc-HeraTuBHUX
XKiHOK, He ceHcubinizoBanux go antureny RhO (D), To0To Takux, 1110 He BUPOOUIN
pe3yc-aHTUTIN (3a YMOBHU IIE€PIIIOl BariTHOCTI i HapOOXKeHHs Pe3yC-TI03UTHUBHOI
OUTHUHY, KPOB KOl CyMiCHa 3 KPOB'I0 MaTepi 3a rpynaMu KpoBi cuctemu ABO);

e IIPHY HMITYYHOMY IIepPepPHUBaHHI BariTHOCTI Y pe3yC-HeraTuBHUX XKIHOK, TaKOXK He
cencubinizoBanux o Rh0 (D) auTureny, y Bunagky pe3yc-lTo3uTUBHOL
HaJIe3KHOCTI KPOBi YOJIOBIKA;

e IIPU BUKUIHI i 3arpo3i BUKUOHSA Ha OyOb-sIKill cTafil BariTHOCTI;

e IIPU IPOBEJEHHI aMHIOLIEHTE3Y;

e IIPM TPaBMaXxX OPraHiB YepeBHOI ITOPOKHUHU IIif Yac BariTHOCTI.

HpOTHHOKaSaHHH

[IpenapaTt npoTunoKalaHul IpU CeIeKTUBHOMY AediuuTi Ig A 3a yMOBU HassBHOCTI
aHTUTIN 00 Ig A; Tpu HAABHOCTI TSIKKUX aJepridyHuX peakliiii Ha BBeJeHHS OiTKOBUX
ImpelapaTiB KPOBi TIOOWHU B aHaMHe3i, a TaK0XK peakllil rinepyyTanBOCTi A0
OOHOPCHKUX iMYHOTJIOOYITiHIB JTIOQUHU.

BBepmeHHs npenapaTy IPOTUIIOKa3aHO PE3yC-HO3UTUBHUM IIOPOOIJIIAM, @ TaKOXK
pe3yc-HeraTUBHUM MOPOAIISAM, ceHcubinizoBanum po antureny Rh0 (D), y cupoBarTiii
SIKUX BUSIBJIEHI pe3yc-aHTUTLIA.

[IpemapaT He CIif BBOOUTHU Y pa3i TSAKKOI TPOMOOIIMTOIEHII Ta iHIIUX MTOPYILIEHb
remMocTaasy.

B3aemofisi 3 iHINIMMH JTiKapChbKHMH 3aC00aMH4 Ta iHIIII BHOH B3a€EMOIin

MoxnrBa KoMOiHallis 3 iHUMY criennpivyHUMU JTiKapChbKUMHU 3aco0aMu.

ImyHi3a1io XKiHOK KMBUMM BaKILIMHAMU CJIi IPOBOOUTHU He paHillle HixK depes 3
Micsii micns BBegeHHs ImyHorno06ynid antupe3yc Rh0 (D) mogunu.

Oco006/IMBOCTi 3aCTOCYBaHHS

3a00pPOHSAETHCS BBOOUTH IIpenapaT BHYTPIIlIHLOBEHHO!



[TamieHTH, IKi ofepKanu Ipenapar, ITIOBUHHI nepebyBaTH ITif MEOUYHUM HaATJIAOOM
npotsiromMm 30 XBUJIUH.

IMamierTaM, 10 CTPaXXaalTh Ha aJIepriuyHi 3aXBoploBaHHsI a00 MaloTh X B aHaMHe3i, B
OeHb BBeOEeHHS iMyHOTJIOOYJIiHy Ta B HAaCTyHnHi 3 100U PEKOMEHIOYIOThCS
aHTUTiCTaMiHHI IpenapaTu. Y pa3i BUHUKHEHHS aHa(ilaKTUYHOTO IIOKY ITPOBOOUTHCS
CTaHJapTHa NPOTUIIOKOBA Teparlrid.

3acToCOByBaTH IIif] HArIsAOoM Jiikaps. [1o mo4aTKy BBeOeHHS aMIyJIu 3 IpelapaToM
BUTPUMYIOTH IPOTSTOM 2 TOOMH IIPU KiMHaTHIiN TeMnepatypi (20 = 2) °C. V BioKpuriut
aMIyJii npernapatT 30epiralHHio He mignsarae. [Ticns 3akKiH4eHHS TePMiHy MPUOATHOCTI
BHKOPHUCTAHHSA IIpelapaTy HegOIIyCTUME.

3maTHiCTh BIUIMBATH HaA IIBHIKICTH peakilili mpu KepyBaHHIi aBTOTPAaHCIIOPTOM
a00 iHImuMHU MexaHizMaMHu

He mocrnipxyBanacs.
3acTocyBaHHSA y nepiog BariTHocCTi ad0 rogyBaHHSA Ipyaaio

JIikapcbKu# 3acib ciii 3acCTOCOBYBATH IIif] YaCc BAariTHOCTi Ta TOOYBaHHS IPyOOIO 3a
HasBHOCTI IIOKa3aHb.

Cnocid 3acTocyBaHHs Ta I03H

JlikapchKu# 3aci6 cii BBOOUTU BHYTPIIHHEOM sI30BO.
[Tpu 3acTocyBaHHI HEOOXiAHO BpaXOByBaTH TaKi KpUTepil:

e MaTU IIOBUHHA OyTU pe3yc-HeraTHWBHA i He ITOBUHHA OyTH BXKe ceHcHuOii3oBaHa
no agtureny RhO (D);

e NUTHHA MTOBUHHA OyTU pe3yC-TIO3UTHBHA Ta MaTU HETaTUBHUU pe3ysbTaT
MIPSIMOT'O aHTHUTJIOOYTIHOBOTO TECTY. fAKIIO IpenapaT BBOOUTHCS MO ITOJIOTIB,
oy2Ke BaXKJIMBO, 100 MaTH OTpUMaJia IIle OOHY A03y IIpenaparTy Iiciis
HapOOXKEeHHS Pe3yC-MIO3UTUBHOL JUTUHU IIPOTATOM 72 TOOWUH MHiC/IS MOJIOTIB.
SIKI1I0 BCTAHOBIIEHO, 1110 0AaTHKO Pe3yC-HeraTUBHUM, TO BBOOUTHU IpelapaT HeMae€
noTpeodu.

ImyHornmo6ymix BBoAsiTh mo 1500 MO (300 Mkr) (1 amIrysa) BHYTPIIITHBOM sI30BO
OJHOPAa30BO:

e IJISI TPOBEOEHHS MTPODiTaKTUKKM B IIEPENIIoIOroBUM nepion npubau3Ho Ha 28
TU2KHi BariTHOCTI. ITicist iboro 060B’sI3KOBO CJIiZl BBECTH Iile omHy mo3y 1500 MO



(300 MKr), 6akaHO IPOTSITOM 72 TOOUH ITiCJIS MOJIOTIB, IKIIIO HapodKeHa OUTUHA
BUSIBUTHCS PE3YC-IIO3UTUBHOIO;

e IJISI IPOBEOeHHS NMPOQiIaKTUKY B IiCJISIIONIOTOBUHM MePiod MPoTIroM 72 roguH
MiCJIS TIOJIOTiB;

e IIpHU IITYYHOMY abOpTi, IepepuBaHHiI M03aMaTKOBOI BariTHOCTI 6e3nmocepenHbo
Imicnst 3aKiH4YeHHS omepaiiil. B nmepion BariTHOCTI micns 13 TUXKHIB
PEKOMEHOYETLCSA BBEEHHS ONHI€El J03U;

e SKIIIO BariTHICTH IIepepBaHa B mepiofn A0 13 TUXKHIB, MOXKJIMBE OJHOKpPaTHE
BBeeHHs MiHi-go3u iMyHoOrnooyniny npubnu3no 250 MO (50 MKr);

e IPY BUKUIHI Ta 3arpo3i BUKUOHS Ha OyOb-sKill cTafil BariTHOCTI;

e IIpU ITPOBEAEHHI aMHiOIleHTe3y ab0 IIpu TpaBMax OpraHiB YepeBHOI MOPOXKHUHUA
IIPOTSATOM OPYroro Ta/abo TPeThOro TPUMECTPY BariTHOCTI 6e3mocepeaHbo IIics
3aKiHYeHHS omepallil peKOMEeHAYEThCS BBECTH OOHY O03y IIpemapary. AKIo
ITPOBedeHHsI aMHioIleHTe3y ab0 TpaBMa OpraHiB YepeBHOI IIOPOKHUHU NOTPedyE
BBe[EeHHJ IIpenaparty B nepiox 13-18 TuXKHIB BariTHOCTI, ciifg BBecTH 11e 1500
MO (300 mkr) (1 amoymny) B nepion 26-28 THXKHIB.

it
Be3neka Ta e)eKTUBHICTh 3aCTOCYBaHHSA IpelapaTy OiTSIM He BUBYAJINUCh.

3a00pPOHSAETHCS BBOOUTH IIpenapaT HOBOHAPOIXKEeHUM!

Y giTeu, MaTepi AKUX OTPUMAaIM IIpenapar A0 IIOJIOTIB, IPU HapOOaKeHHI MOXKIINBI
OTpUMaHHA €J1ab0 MO3UTHUBHI pe3yIbTaTHU INPSIMHUX TECTIB Ha HAsIBHICTb aHTUTJIOOYJIiHY.
Y cupoBarTiii KpoBi MaTepi MOXKIIKUBE BUSABJIEHHS aHTUTIN 10 RhO (D), oTpuMaHux
MaCUBHUM IIJIIXOM, SIKIIIO CKPUHIHT-TECT Ha aHTUTIi/Ia IPOBOOUTHCS ITiCIIs
OOII0JIOTOBOTO UM MiCJISAIOJIOTOBOTO BBeAeHHs IMyHornoOyin antupe3yc RhO (D)
JIIOOUHMA.

Ilepego3yBaHHA
He BuB4Yanocs.
IToG6iuni peakii

Peakiril Ha BBeleHHS iMyHOTJI00YIIiHY, SIK IIPaBUJIO, BiICYyTHi.
Moocausi:

peakuii 8 micui iH eKuii - HaOpsK, 6iib, epuTeMa, yIIiIbHEHHS, IIOYEPBOHIHHS,
BHCHUIIAHHS, CBEePOixXK;



3aeasnvHi po3nadu ma peakuyii - TMxoMaHKa, cj1abKicTh, 03HOO;

po3aadu 3 60Ky iMyHHOI cucmeMu - peakllil rirnepyYyTINBOCTI, a Y BUHSATKOBO
PiOKiCHMX BUIIagKaX aHa(QiITaKTUYHUM IIOK;

po3siadu 3 60Ky Hepeosoi cucmemu - TOIOBHUM Oifb;

po3siadu 3 60Ky cepueso-Cy0UHHOI cucmeMu - TaxikKap[is, TimoTOoHis;
po3nadu 3 6oky IIIKT - wHymoTa, OJII0BaHHS;

po3aadu 3 60Ky WKipu i niOWKIpHUX MKAHUH - epuTeMa, CBepOixK;

po3siadu 3 60Ky KicmKogo-M 30801 ma cnoAy4HOi MKAHUHU - apTPaTris.
TepMmin npuagaTHOCTI

2 POKH.

VYMoBH 30epiranas

30epiratu y cyxomy, 3aXuIIIeHOMY Bif CBiTJia MicIli mpu TemnepaTypi Bixg 2 go 8 oC.
30epiraty B HeOOCTYIHOMY [OJIS OiTE€W MiCIIi.
HecymicHicmb

HeponyctrumMme 3MilllyBaHHA IpenapaTy B OQHOMY IIIIPUILL 3 IHINMUMU JIIKAPCbKUMU
3acobaMu Ipu BBEOEHHi.

YoakoBka

ITo 2 mn (crieuudivni anTuTina mo autu-Rh0O(D) - 1500 MO (300 MKT iMmyHOT100YITiHY))
B amnyi. [To 1 a6o 3, abo 5 amnysn B mayiii.

KaTeropis Bignycky

3a penemnTomM.

BupooHHK

TOB «BIO®APMA T1JIA3BMA>», YkpalHa.

Miciie3Haxo/dKeHHsI BHPOOHHMKA Ta HOro aJgpeca MiCIisi IPpoOBaaKeHHSI
IisITBHOCTI



Opupguuyna agpeca: Ykpaida, 09100, KuiBcbka 06751., M. Bina LlepkBa, Byn. KuiBchbKa,
37-B.

Appeca Micug IpoBagXeHH OisiJIbHOCTI:

Ykpaina, 03680, m. KuiB, Byn. M. AMocoBa, 9;

Ykpaina, 09100, Kuisceka 0675., M. Bina LlepkBa, Byn. KuiBcbka, 37-B.
IlaTa OCTaHHBLOI'O IIEPETTIAOY

[Ixepeso iHCTPpYyKIil

[HCTpYKIIito TiKapChKOro 3aco0y B3sTO 3 oQilliiiHOTO mKepesia — [lepKaBHOTO PEECTPY

JIiIKapChbKUX 3aCc00iB YKpalHH.



http://www.drlz.com.ua/
http://www.drlz.com.ua/

