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MHCTPYKUMSA

Nno MeAULMHCKOMY NMPUMEHEHMUIO fleKapCTBeHHOro cpeacTea
PesonatnB® (Rhesonativ®)

ToproBoe Ha3BaHue: Pe3oHatue® (Rhesonativ®)

NekapcTBeHHas ¢opma: PacTBop Anst UHbeKUMA

-7 ?f
Cocras:

1 Mn coaepxur:

Yenoseyveckuli aHmu-D ummyHoznobynud 625 ME (125 mkr)

CodepxaHue npomeuHa Jyesioeeka 165 Mr, U3 HUX UMMyHornobynuHa G, He meHee 95%
BcriomozamernbHble eewecmea:. rnUUMH — 20 Mr, HaTpuA XnNopua W HaTpus auerar,
COOTBETCTBYOLWMIA HaTpuio — 1,6 Mr, nonucopbat 80 - 30 Mkr, Boga AN UHBEKUMA — Ao 1 Mn.

CopnepxaHue nmmyHorno6ynuHa A He npesbiwaeT 0,05% oT oblwero cogepxaHna 6enka.

OnucaHue: [po3pauHblil UNK crnerka onanecumpyownii, 6ecuseTHbIn U 6negHO-XenToro
WM CBETNO-KOPUYHEBOro LBeTa pacTBOp, BO BpeMA XpaHeHWA MoxeT obpa3osbliBaTbCA
nerkoe NOMyTHEHME Unu Manoe KONM4ecTBO TBEPAbIX YacTul.

dapmakonoruyeckue CBOUCTBa

PapmMmakoauHaMuKa

dapmakoTepaneBTUHECKas rpynna: UMMYyHHbIE CbIBOPOTKM U UMMyHOrNoBynuHbl: aHTu-D (Rh)
UMMYHOrnobynuH Yenoseka

Kog ATC: JO6B BO1

AHTU-D nmmyHornoBynuH cogepXuT cneunduyeckue aHtutena (MmmyHornobynu+d G) npotus
D(Rh)-aHTUreHa apuTpoumnToB YenoBeka.

Bo Bpems 6epeMeHHOCTH, N 0COBEHHO BO BpeMs AETOPOXAEHUA, 3pUTPOLMTLI NNoaa MoryT
nonactb B KpOBOTOK MaTepu. Korga xeHwwmna Rh(D)-otpuuatenobHa, a nnog Rh(D)-
NOMOXWTENEH, J>KEHLWMHA MOXET CTaTb WMMyHM3npoBaHHoW Rh(D)-aHTureHom wu
BblpabatbiBaTe aHTU-Rh(D) aHTUTENa, KOTOpbIE NPOXOAAT Yepes nNnaueHTy U MOryT Bbi3BaTb
remMonuTu4eckyto 60ne3Hb HOBOPOXKAEHHbIX.

MaccusHas UMMyHU3auma aHTu-D nmmyHorno6ynuHom npegoTepauwtaeTt Rh(D) ummyHusauuio
B Gonee 99% cny4aeB npu ycnoeuu, YTo AoctatodHas gosa aHtu-D ummyHornobynuHa
BBEAEHa A0CTaTO4YHO BbIiCTPO nocne nonagaHua Rh(D) nonoxuTensHbIX 3pUTPOLUTOB nnoaa.
MexaHusm, KOTOpbiIM aHTU-D uMMMyHornoGynuH nopaenser wumMmyHusauuio Rh(D)
NOMOXWTENbHBIMU  3pUTpouUTamn, He wussecTeH. [opaBneHue MoxeT ObiTb CBA3aAHO C
OYMLLIEHMEM KPOBOTOKA OT 3pUTPOLIMTOB A0 UX NOnagaHus B UMMYHOKOMMETEHTHbIE OpraHbl
Wnn 3TO0 MOXET ObiTb K3-3a Gonee CNOXHbIX MexaHU3MOB, BKMOYaA pacnosHaBaHue
YYXXEPOAHbLIX aHTUrEHOB W NPEeACTaBfeHWe aHTUreHa COOTBETCTBYIOLMMWU KNeTkamu B
COOTBETCTBYIOLLUX OpraHax B NPUCYTCTBUU U OTCYTCTBUM aHTUTENA.

HccnedoeaHus y nayuenmoe c nocmpodosol npoghunakmukoli (Mccnedosarue 1-6) u
y nayueHmoe ¢ aHmeHamarsnbHolU npogunakmukol (MccnedoeaHrue 7)

KnuHuuuyeckve uccneposaHnsa ¢ PesoHatne® Obinu MHWLMMPOBaHbI C UENbI0  OLIEHKU
acdhhekTuBHOCTU 1 BGesonacHocTU npenaparta. Cneaywwas Tabnuua npegocraenset 063op
Hanbonee BaXHbiX CBEAEHUA C TOUKU 3peHUs ah(EKTUBHOCTY:

Naenr. Moka3aHme, Rh craryc matepu | Bo3HukHOBeHUe Bpems ansa
HOMep KONNYyecTBo | pebeHka aHTu-D aHTuTen cbopa
uccneno cy6bekToB AONONHUTENLHON
BaHMA nHhopMauum
1 PPP,n=1,937 | orpuyatenbHbin / 0.4 % 6 mecsaues
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NONOXUTENbHBIN
2 PPP, n=2,117 oTpuyaTenbHbIA / 01% 4 - 6 mecsLes;
NONOXUTENbHBLINA
PPP, n=723 nocneayoLwuniA 0.7% npu cneayoLien
NONOXUTENbHbIIA 6epeMeHHOCTU
pebeHoK unu poaax
3 PPP, n=917 oTpuuaTenbHbin / 0.3% 6 mecsLeB
NONOXUTENbHbIN
4 PPP, n = 665 oTpuuatenbHbIn / 0.2% 6 mecsLeB
NOSIOXUTENbHbINA
5 PPP, n =608 oTpuuaTtenbHbli / 0.3% 6 - 8 mecsueB
ANP* n =103 NONOXUTENbHBIN 0% 8 mecsaues
6 PPP, n =475 oTpuuatenbHbIn / 0% He yKka3aHo
NONOXUTESNbHbIN
7 ANP* n PPP, oTpuuaTtensHbin / 04 % 8 mecsaues
N =529 NONOXUTENbHbINA

PPP: nocmpodoeas npogunakmuka; ANP: aHmeHamarnbHas npogunakmuka
*6 - 8 Hedenb Ao oxudaemol dambi podoe

Ha ocHoBaHWK 3TUX NCCNEeA0BaHUA MOXHO CAenaTb 4OCTOBEPHbLIN BbIBOA O TOM, YTO NeYeHne
npenapaTtom Pe3oHaTtne® obecneyvnBaeT ahdekTuBHYO aHTU-D npodunakTuky.

HUccnedoesaHue npu nepenueaHuu Rh-HecoeMecmuMbIX KOMIIOHE@HMOE Kpoeu
Uccnepnosanme 8 ouenusano addektmBHocTb PesoHatus® y 21 Rh-oTpuuatenbHoro
Aobposonbua, KoTopbiM GbinK BBeaeHb! Ph-nonoxuTensHole, ABO-cCOBMECTUMbIE eTanbHble
3pUTPOLMTLI B KONM4YecTeax, coorseTcTaytolmx 10 mn nynoBuHHOMN Kposu (1 cnyyawn), 25 mn
(10 cnyyaes) n 50 mn (10 cnyyaes). Yepes 2 — 3 aHs 6bino sBegeHo 260 mkr PesoHaTus®
BHyTpuMbIWweyHo. Cnycta wectb Mecaues (B 1 cnydyae 9 MecsueB) nocre Havana
aKcnepumeHTa He 6bino 06HapyXeHO CeponornyYeckux AokasarencTe Rh-uMmyHM3aumm Hu y
oAHoro ucnbityemoro. Cnycts ot 8 Mecsaues A0 2.5 net 8 cybbekToB u3 25 mn rpynnsl U BCe
10 cybbekroB u3 50 mn rpynnbl nonyuunu 5 mn Rh-nonoxutensHoi, ABO-coBMeCTUMOW
NynoBUHHON KpoBu. Yepes 2 — 3 gHA ObiNo BBEOAEHO COOTBETCTBEHHO 260 m 333 mkr
PesoHnatus®. Cnycta nocneayowme 6 mecsiues (B 1 cnyvae cnycrs 8 MecsiLieB) HA Y OQHOro
cybbekTa He 6binm o6HopyXeHbl Rh-aHTuTeNa.

OcHOBbIBasICb Ha 3TUX AKCNEPUMEHTArbHbLIX cBeaeHUsAX, bbin caenaH BbiBoA 0 TOM, 4To Rh-
npodunakTuka obecneunsaetca 10 Mkr aHTU-D umMmyHornobynuHa Ha Mn eTanbHOW KPOBK.
Bbin cpenaH BbiBOA, 4YTO BBUAY BO3SMOXHOCTM Rh-UMMyHM3auuMM no  npuynHe
(heTOMaTEpPMHCKOrO KPOBOTEYEHUS HA MO3AHMX CPpokax GepemeHHOCTW, fos3a B 260 Mkr
PesoHaTns® npepoTtBpallaeT ceporiorMyecku BuisBnsieMyilo Rh-uMmyHU3aLmio y No MeHbLuei
Mepe 998 Rh-oTpuuaTensHbIX MaTepei 3 ThicauM.

PapmaKokuHemuyeckoe uccnedoeaHue ¢ PesoHamue®

basosble papmakokuHeTka n MeTabonuam PesoHaTne® Gbinu nayyenbl y naTHaguati Rh-
oTpuuaTenbHbIX 6epeMeHHbIX XeHLWH, KoTopblie nonyyany Pe3oHaTuB® BHYTPUMbILLEYHO Ha
28 Hepene GepemeHHocTU. [l03bl cocTaBnAnM 125 MKr y 8 U 250 MKr y 7 >KEHLUWH.
AononHutensHo Tpu HeGepemeHHble Rh-oTpuuaTenbHble XEHLUMHbI NOMAYYUAN MEHbLLYIO
Ro3y.

Buonoruuyeckuit cpok nonysbiBeaeHUs aHTU-D uMmyHornobynuHa G nocne BHYTPUMbILLEYHO
MHBbEKUMM 125 MKr y 3TUX XKEHWMH COOTBETCTBOBaN C OXWAAEMbIMA AaHHBIMU U3
nUTEepaTypHbIX UCTOMHUKOB (noXanyicra, cMoTpute pasgen «dapmakokKuHeTuyeckue
CBOWUCTBA»).

®dapMaKkoKuHeTu4YeCkue CBOMCTBA
N3meprMbie ypoBHW aHTUTEN AOCTUraloTCA nNpubnuanTensHo 4Yepes 20 MUHYT nocne -
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BHYTPUMbILLEYHOM UHBEKUMW. [TnKoBbIE YPOBHWU B CbIBOPOTKE OGbNHO ,qocmralorca qepes
2 vnn 3 gHA nocne 3Toro.

BpeMsa nonyBbiBEeHVWA U3 KPOBEHOCHOro pycna nauveHToB ¢ HOpManbHbIMU YPOBHAMU
uMmyHornobynuHa G coctasnsetT oT 3 Ao 4 Heaenb. MimmyHornofynuH G 1 kKoMnnexcol
ummyHornobynuHa G pacnagaloTcs B KneTkax peTvKyno3HA0TENNanNbHoON CUCTEMBL.

DoknuHuyeckune gaHHble No 6e3onacHOCTU
JloknuHKuYeckux faHHbIx no GesonacHocTy Ans aHTU-D uMmyHornobynuHa He UMeeTcs.

MokasaHusA K NPUMEHEHUIO
Mpeporepawenue Rh(D)-umMyHusauuu y Rh(D)-oTpuuarenbHbiX XeHWNH
o AHmeHamarnbHas npogunakmuka
o [MnaHoBas aHTeHaTanbHas NpodunakTuka
o AHTeHaTanbHas npoguNaKkTUKa, CONPOBOXAAOWAA OCNOXHEeHUs GepeMeHHOCTH
Takue Kak
Bbikuabiw/yrposa Bbikuapilia, BHEMaTouHas 6epeMeHHOCTb Wnu Ny3bipHbliA 3aHOC,
BHYTPUYTPOOHaA cMepTb Mnoaa, TpaHChnaueHTapHan remopparus, BO3HMKLLUAA B
pe3ynbTaTe [AOPOAOBOA  remMopparum, aMHUMOLEHTe3, XopuanbHas  Guoncus,
aKyLepCcKue MarunynaumMm, HanpuMep HapyXXHblid akyLUepCKMA NOBOPOT, UHBA3UBHbIE
BMellaTenbCTBa, KOPAOLUEHTes, Tynas TpaBma XXWBOTA WNU  BHYTPUYTpoGHOE
TepaneBTUYECKOE BMELLATENbCTBO
o [locmHamarnbHas npogunakmuka
o BepemenHocTb/popopaspelueHne Rh(D) nonoxutensHoro (D, [Denadei  pnenonksid
pebeHka
JleueHue Rh(D)-oTpuuarenbHbIX NauueHToB nocne_ HECOBMECTUMBbBIX
nepenuBaHun ___ Rh(D)-nonoxutensHoM KPOBU UNW APYrUuX NPOoAYKTOB, coAepXaliux
KPacHble KPOBSIHbIE KNEeTKW, Hanpumep TPOMOGOUUTHbLIA KOHLUEHTPpaT

[Do3npoBka u cnocob BBegeHus

Oosa aHTU-D uMMyHornoBynuHa onpeaenseTcs cornmacHo ypoBHI 3kcnosvuuu Rh(D)
NONOXUTENbHbIX 3PUTPOLMUTOB U OCHOBbIBaeTcA Ha Tom dakte, 4to 0,5 mn Rh(D)
NonoOXWUTeNbHbIX 3puTpouuToB v 1 Mn  Rh(D) nonoxutenbHOW KpOBW HeATpanusyeTcs
npubnusutensHo 10 Mukporpammamm (50 ME) aHTu-D ummyHornobynuna.

Cnepyiowme [O3MPOBKA PEKOMEHAYIOTCS, OCHOBbLIBAsACb Ha KIMHUYECKUX UCCnefoBaHUsAX,
npoBeAeHHbIX ¢ Pe3oHaTve®.

MpenorBpaueHne Rh(D)-ummyHusauum y Rh(D)-oTpuuarenbHbiX XKeHWWH

e AHmMeHamanbHasi nNPoguakKmukKa: CornacHo obwux pekoMmeHAauuin AO3MPOBKU AnA

BBeAeHus1 BapbupyloT o1 50 — 330 mukporpamm mnv 250 - 1650 ME. lNoxanyicTa,

CMOTpUTE AeTanu uccrenosaHuin 8 pasgene «dapmakonornyeckme cBoucTea.

e [InaHoBasi aHTeHaTanbHas npodunakTuka:

OpHokpaTtHoe BBegeHue (Hanpumep, 250 mkr unu 1250 ME) Ha 28-30 Hepene
GepeMeHHOCT NN ABYXKpaTHOE BBeAeHUE Ha 28 n 34 Heaenax 6epeMeHHOCTU
COOTBETCTBEHHO. _

e AHTeHaTanbHas npodunakTnka, ConpoBOXAAOLAA OCNOXHEHUR GepeMeHHOCTU:
OpHokpaTHoe BBepeHwe (Hanpumep, 125 mkr wnn 625 ME po 12 Hepenu
6epemeHHocTH) (Hanpumep, 250 mkr unu 1250 ME nocne 12 Hepenu
OepemMeHHOCTU) Kak MOXHO ObicTpee u B TedeHum 72 4dacoe. [lpu
HeobOXO[MMOCTU MOBTOPATb Kaxable 6-12 Hegenb Ha BCEM NPOTAXEHWUM
6epemeHHOCTH.

Mocne amHWoOLEHTE3a ¥ XxopuanbHOW Ouoncunm nekapcTBEHHOE CPEeACTBO
BBOAUTCA OQHOKpaTHO (Hanpumep, 250 mkr unun 1250 ME).
e [locmHamanbHas npoghunakmuka: cornacHo obLWMX pekomeHaaumii A03MPOBKN ANA

BBEAeHUs BapbupyloT oT 100 — 300 mukporpamm unu 500 — 1500 ME. lMoxanyicTa,
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CMOTpUTE AeTanu uccrneaosaHun B pasgene «dapmakonorndeckue csoncrsa». Ecnm

BBOAMTCA MeHbliaa gosa (100 mxr unu 500 ME), To cnepyeT npoBecTu onpeaenexue

KOnu4ecTBa 3pUTPOLMTOB NNoAa, NONaBLINX B KPOBOTOK MaTepu.

CranpaptHas gosa: 1250 ME (250 mkr).

[Ans nocTHaTanbHbIX Leneln NnekapcTBeHHoe CPeacTso crneayeT BBOAUTL KakK MOXHO

GbicTpee B TeueHue 72 yacoB nocne pogoe Rh nonoxwvrensHoro (D, Donabuii - QHenonkbii)

pebeHka. Ecnu npowno 6onee 72 4acos, OT BBEAEHUA He cnefyeT OTKasbiBaTbCH, a

BBECTM KaK MOXHO CKopee.

MocTHaTanbHas fo3a AomkHa ObiTb BBEAEHA, AaXe eCNu aHTeHaTanbHas npounakTuka

fbina npoBegeHa WM OaXe €CnM  OCTaTOdHas aKTUBHOCTb OT  aHTeHaTasnbHOW

npocuNakTUKK MoXeT ObiTb 0BHapyeHa B CbIBOPOTKE KPOBU MaTEPW.
Ecnu umeloTca nogo3peHus Ha obunbHoe eTo-maTepunHekoe kposoTedenune (> 4 mn (0,7% -
0,8% >XEHLUMH)), HaNnpUMep B Criy4ae aHeMuu Noga/HOBOPOXKAEHHOrO UM BHYTPUMAaTOYHON
CMepTW rnnoaa, ero creneHb HeobxoAnMMO onpeaenuTb NOAXOAALMM METOAOM, Hanpumep,
METOAOM KUCNOTHOro BbiMbiBaHUA Mo Knanxayspy-betke ans obHapyxeHua deTtansHoro
remornobmHa unv METOAOM NPOTOYHOI LIMTOMETPUM, KOTOPaR ACHO uaeHTuduumpyet Rh (D)
NonoXuTenbHble KNeTku. [ononHutenbHble 403bl aHTU-D nMMyHorno6ynuHa AomkHbI ObiTb
BBEefeHbl cOOTBETCTBEHHO (10 Mukporpamm unu 50 ME) Ha 0,5 mn apuTpouuTos nnoaa).

HecoBMecTuMble NnepenuBaHuUa KpacHbIX KPOBAHbIX KNETOK
Pekomenayemas gosnposka — 20 mukporpamm (100 ME) aHTu-D ummyHornobynvHa Ha 2 mn

nepenuton Rh(D) nNONOXUTENbHOW KPOBM WM Ha 1 M KOHUEHTpaTa 3puTPOLUTOB.
CooTeeTcTByIOLlAsA [[03MPOBKa [AOMMKHA ONpPeaenATbCA NpU  KOHCyMbTauuu Bpaya-
TpaHcdysuonora. Kaxapie 48 yacos cnegyet npoBoAWTb aHanu3 Ha onpepeneHue Rh (D)
NONOXUTENbHbLIX 3PUTPOLIMTOB U nocneaywLwiee eBeaeHne aHT-D 4OMKHO OCYLLECTBNATLCA
A0 nonHoro BbiBeaeHuA scex Rh (D) nonoxuTenbHbIx aputpouutoB. MakcumanbHaa no3a B
3000 mwukporpamm (15000 ME) pocratouHa B cnyvyae o0OGbEMHbIX HECOBMECTUMbIX
nepenuBaHnin HECMOTPA Ha To, 4YTO o6bem nepennTbix Rh(D) nonoxuTenbHbIX 3pUTPOLUTOB
mor 6biTe Gonbe 300 mn.

Wcnonb3oBaHne anbTepHaTUBHOIO BHYTPUBEHHOMO NPOAYKTa PEKOMeHAYeTCA, NOCKOIbKY 3TO
no3BoNUT A[O0CTUYb aAeKBaTHOrO ypoBHA B NnNasme HemeaneHHo. Ecnu npoaykKr AnA
BHYTPUBEHHOIO BBeAEHNA He [OCTYNeH, 6onbLlune [o3bl cnepyet BBOAUTb BHYTPUMbILLEYHO B
TeyeHne HECKOSbKUX OHEN.

MpumeHeHue v neTten
BesonacHocTb 1 adpheKTUBHOCTL NpenaparTa y AeTen ele He yCcTaHoBneHa.

Cnocob6 BBegeHun

PesoHaTue® cnepyeTt BBOAUTL BHYTPUMbILLEYHO.

Ecnu Tpebyetcas BBeaeHue Gonbwux obwmx o3 (> 2 Mn ansa geren wnum > 5 mn gnA
B3pOChbIX), TO pEKOMEHAYETCA pasAenuTb A03Y HA YacTK U BBOAWUTbL UX B pasHble MecTa.
Mepen ucnonb3oBaHueM NPOAYKT AONKEH OblTb JOBEAEH [0 KOMHATHOW TeMnepaTypbi Wnu
Temneparypbl Tena.

B cnyyaax remopparMyeckux HapylleHwWi, Korga BHYTPUMbILLEYHbIE  UHBbEKLUM
nNpoTUBOMNOKa3aHbl, Pe3oHaTMB® MOXeT BBOAWTLCA MNOARKOXHO B ChyyYae OTCYTCTBUSA
BHYTPMBEHHOro npenapara. [ocne nHbekuMn MECTO yKOSia HYXXHO akKypaTHO NoMaccupoBaTh
N NMOSNOXUTbL KOMNpPECC.

MpoTuBonokasaHmu
MosbilweHHasa YyBCTBUTENbHOCTb K aKTUBHOMY BeLeCTBY unuv nobomMy U3 BCnoMoraTenbHbiX
BELeCTB.

Mepbi NPeAo0CTOPOXHOCTH
He BBOAMTL 3TO NEKapCTBEHHOE CPEACTBO BHYTPMBEHHO (PUCK BO3HWKHOBEHWS LLOKA).
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UHbekuMn  [OMKHbI  NPOM3BOAWUTBCS  BHYTPUMBILWIEYHO, U: B KavyecTtBe  Mepbl
npeaoCTOPOXHOCTM cnegyeT nepej BBEAEHWEM NEKapCTBEHHOr0 CpeAcTBa HEeMHOro
OTTAHYTb MOPLUEHb LWNpUUa Hasag, uTobbl yGeanTbes, YTO Urna He nonana B KPOBEHOCHbIN
cocyAa.

Mpn nocnepoaocBom npumeHeHwun, PesoHaTue® npegHasHaved Ana sBefeHws matepu. Ero
He criefyeT BBOAWUTb HOBOPOXAEHHOMY pebeHky.

3T0 nekapcTBeHHOE CPEeACTBO He nNpeaHasHaveHo Ana Rh (D)-nonoxurenbHbiX naUUeHToB v
ANSA Ny, YXXe UMMYHU3upoBaHHbIX kK Rh (D) aHTureHy.

3a nauveHTamu cnepyet HabniogaTtb B TedeHue, no MeHbwein mepe, 20 MUHYT nocne
BBEAEHWUS Npenapara, U B TeYeHMe, Kak MUHUMYM, 1 Yaca nocne crny4anHoro BHyTPMBEHHOIO
BBEAEHMA. Ecnu nosiBNAOTCS CUMNTOMBI peakuumn annepruyeckoro unu aHapunakTu4eckoro
TMNa, Heo6Xo0AUMO HEMEANNIEHHO NPEeKPaTUTb BBEAEHWE NeKapCTBEHHOro CpeacTBa.

Penko yenoseveckuin aHTU-D ummyHornobynuH moxeT Bbi3BaTb MajeHWe apTepuanbHoro
AaBneHua ¢ aHadUNakTUYeCKOW peakuven, Aaxe y nauueHToB, KOTopble nepeHocunv
npeawecTayiowlee feYeHne UMMyHOrnobynMHom venoseka.

B cnyyae nofospeHuin Ha peakumn annepru4eckoro unu aHadunakTmyeckoro Tuna cneayet
HEMEeANeHHO npeKkpaTUTh MWHbLEKUWI. B cnyyae BO3HWKHOBEHMs! LUOKA A[OMKHa OblTb
npoBeAeHa CTaHAapTHAsA NPOTMBOLIOKOBAsA Tepanus.

Cnyyan apTtepuanbHbiX U BEHO3HbIX TPOMOO3IMGONMYECKUX ABNEHUIA, BKNOYaA WHGapKT
MUuoKapAa, UHCYSbT, TPOMO03 rnyGoKux BeH U nerovHbIi am6onusm, Geinn accounmposaHbl €
ncnonb3oBaHWeM UMMyHornobynuHos. TpomboamGonuyeckue ocnoxHeHus He Habnoganuch
Ans PesoHatus®, 4TO MOXeT ObiTb CBA3AHO C OObIMHBIM WCMNONb3OBAHMEM ManbiX A03.
Heobxoaumo NposBnsaTb OCTOPOXHOCTb NMPU UCnonb3oBaHun PesoHaTtmB®, ocobeHHO npwu
HasHa4eHuu 6onee BbICOKMX [03, Y NALMEHTOB C YXXe CYLLEeCTBYIOWUMUN (hakTopamMu pucka Ans
TPOMBOTUYECKUX OCNOXHEHUIA (MOXWAOW BO3PacT, rMNEpPTEH3WsA, caxapHblih auabet wu
cocyauctas 6GonesHb wnu TpPoMOGOTUYECKME 3NU30AbI B aHamHese, Yy NauMeHToB C
NPUOBPETEHHBLIMA UNN BPOXAEHHBIMWA TPOMBOMUNNYECKUMN pacCTPOUCTBaMK, Y NALMEHTOB
C MNPONIOHTUPOBAHHbIMKA nepuogamM  UMMOGUNU3auuKW, Yy MAUWMEHTOB C  TAXENOW
rMNoBoNIEMUEN, Y NALMEHTOB ¢ 3ab0neBannAMK, YBENNUMBAIOLMMU BASKOCTb KPOBM).
UCTUHHbIE peakummn CBEPXYYBCTBUTENBHOCTU CNy4alOTCA pEeAKo, OAHAKO MOryT UMEeTb MECTO
anneprudeckme  peakuum Ha aHtu-D  vmmyHornoGynuH.  lMauveHToB  cnepyet
NPOUH(OpMMPOBaTL O PaHHMX NPU3HAKaX peakuuii CBEpX4yBCTBUTENbHOCTW, BKIOYaA
KpanuBHULYY, CTECHEHWe B Ipyau, CBUCTAWLEE [AblXxaHWe, MMNOTEH3MI0 W aHadunakcuio.
JleyeHune 3aBUCUT OT TUNA U TSDKECTU peakuuu.

PesoHatuB® coaepxuT Hebonbluoe KONMWYECTBO WMMyHornobynuHa A. XoTs aHTu-D
UMMYHOrNobynuH C yCrnexoM WCnonb3oBanca ANs feYeHWA HEKOTOPbIX MNauueHTOB C
aedvuuutom UMMyHornobynuHa A, Takue nauuMeHTbl MMEeKT NpeapacnofioXeHHOCTb K
obpasoBaHMIO aHTUTEN K WUMMYyHOrnmoBynuHy A, NO3TOMYy MOXET  BO3HUKHYTb
aHadunakTM4eckas peakuus nocrne BBEAEHWS KOMMOHEHTOB KPOBW, COAepXauiux
ummyHornobynue A. Jledawun Bpad AOMKEH CONOCTaBUTb NOMb3Y C BO3MOXHBLIM PUCKOM
BO3HUKHOBEHUSA peaKkLnil CBEPXHYBCTBUTENBHOCTU.

MauneHTbl ¢ HECOBMECTUMON TpaHCHYy3ven, nonydawuwue oyeHb Gonbwume [o3bl aHTu-D
UMMyHornobynuHa, Q[OMXKHbI HaXOAWTCA MOA  KIMHUYECKMM HabniogeHvem u ux
Ouonornyeckne napameTpbl AOIDKHbI KOHTPONMUPOBATbCA BBUAY PUCKA TEMOSTUTUHECKON
peakumu.

B uucne ctaHpapTHbIX Mep, HanpaBneHHbIX Ha nNpeaoTBpalleHe UHgeKuuin B pesynbraTe
UCcnonb3oBaHNUsA NeKapCTBEHHbIX CPEACTB, NPUTrOTOBMEHHbIX U3 KPOBM UMW NNasMbl YenoBeka,
MOXHO Ha3BaTb OTGOpP AOHOPOB, CKPUHWHI WHAWBUAYaANbHbLIX AOHOPCKMX MOpPUAA WU
06beAVHEHHON NNa3Mbl Ha NPeAMET HaNUYKA cneunMdUYHbBIX MapKepoB MHMEKLUK, a Takke
BKMIOYEHME B MNPOU3BOACTBEHHLIA nNpouecc 3EKTUBHBIX CTagui ANA MHakTusauuu/
yAaneHus BupycoB. HecMoTps Ha 3TO, KOraa BBOAATCA neKapCTBEHHble CPeacTea,
NPUroTOBMEHHbIE U3 KPOBU MNU NNasMbl Yenoseka, BO3SMOXHOCTb nepeaavn MHMEKUNOHHbIX
areHToB He MOXeT ObITb NOMHOCTb UCKMIOYEHa. 3TO OTHOCUTCA TakKe U K HEM3BECTHbIM UNu
HOBbIM BUpYCaM 1 NPOYMM NaToreHam.

MpuHUMaeMble Mepbl cuMTalTCA 3hPEKTUBHBIMU NPOTUB 060NOYEYHbIX BMPYCOB, TaKUX Kak
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BWY, eupyc renatuta B un Bupyc renatuta C, a Tawke npotus 6e3o6osioueyHOro Bupyca
renatuta A. [lpuHMMaemble Mepbl MOryT WMETb OrpaHWYeHHOe [encTBuMe npoTvB
6e3060n04eYHbIX BUPYCOB, Takux kak napsosupyc B19.

NmeeTca obHaaexusaowmnn KNMHUYECKUA ONbIT B OTHOLLEHUW OTCYTCTBUA Cnyvyaes nepeaaqu
BUPYCOB renatuta A wnu napeosupyca B19 ¢ wummyHornobynuHamu, a Take ecCtb
NPeAnonoXeHue, 4TO BaXKHbIN BkNag B 6e3onacHOCTb OT BUPYCOB BHOCUT COAEpXaHue
aHTuTen. HactoatenbHo pekomeHgyeTcs, YTobbl Kawgbldi pas, Korga nauueHTy BOAUTCA
PesoHaTve®, npousBogunace perucrpauvMs HauMMeHOBaHWA U HOMepa  napTuu
NekapcTBEHHOro CPeAcTBa, C TeM YTOObI COXpaHWUNach CBA3b MeXAy NauMeHTOM U napTuen
npoaykra.

UHTepdepeHumns ¢ ceponorniecknM TecTmpoBaHnem

Mocne wHbekuun ummyHornobynuHa, npexoasilee NOBbILLEHWE COAEPXaHUA pPasnUYHbIX
NacCcuBHO NepefaBaeMblX aHTUTEN B KPOBM NauueHTa MOXET MNPUBECTU K JOXHO
NOMOXUTENBHbLIM pe3yrnbTaTam Npu CeponorM4eckom TeCTUpoBaHUN.

MaccuBHbLIN NEPEHOC aHTUTEN K aHTUreHam apuTpounToB, Hanpumep A, B, D, MoxeT BnnATb
Ha pesynbTaTbi HEKOTOPbIX CEPONOrM4yeckux TeCcToB, Hanpumep, aHTUrnobynuHOBbLIA TecT
(peakuma Kymbca), ocobeHHo y Rh (D) nonoxuTenbHbiX HOBOPOXAEHHbLIX, YbW MaTepu
nony4yanu aHTeHaTanbHy NPOMUNaKTUKY.

PepTUNBLHOCTD, 6epemeHHoc'rb WU nakrauusn

BepemeHHOCTb
PesoHaTne® npumeHsieTcs npyu 6epeMeHHOCTW.

PepTUNbHOCTL

UccneposaHusa epTunbHocTU ¢ Pe3oHaTnB® Ha XUBOTHBIX HE NPOBOAUNUCE. TeM He MeHee,
KNMUHUYECKUIA ONbIT NPUMEHEHUS YenoBeYeckoro aHTu-D nMmyHornobynuHa ykasbiBaeT, YTo
Kaknx-nmbo HebnaronpuATHLIX NOCNEACTBUA 4NA PEepPTUbHOCTA HE OXMUAAETCS.

pyaHoe BCkapMnuBaHue
3T0 NekapcTBEHHOE CPEeACTBO MOXET UCMONb30BaTLCA BO BPEMS IPyAHOIO BCKapMITMBAHUS.

UMMyHOrnobynuHbl BbIAENAIOTCA B rpyaHOE MOnoko. Hu B ogHOM uccneposaHum He Gbinu
3aperncTpupoBaHbl CBR3aHHbIE C NEKAPCTBEHHbIM CPEACTBOM HeONaronpuATHbIE ABMEHUA Y
AeTen, poxaeHHblx y 6Gonee 450 eHWMWH, KOTOpble nonyyYanu CraHAapTHble [JO3bl
Pe3soHaTue® B nocrnepogoBom nepuoge.

BnuaHue Ha cnocobHoCTL ynpaenAaTb TPAHCNOPTHLIMU CpeacTBaMu 4 MNONMb30BaTbLCA
MeéXxaHu3IMamum

Hvikakoro BNnsiHnA Ha cnocoBHOCTb ynpasnAaTe TPAHCNOPTHLIMU CpeacTBaMu N NONb30BaTLCA
MexaHusmMamm He Habnwopanocob.

Nob6ouyHoe aencTBUe

B MecTe BBeaeHMA MOXET BO3HUKHYTb MecTHas Gonb M 60MesHeHHOCTb, 3TO MOXHO
NpeaoTBpaTUTL NOCPEACTBOM pasfeneHun 6onblunx 403 Ha HECKONbKO MECT BBEAEHUA.

HeT HapexHbIX AaHHbIX 0 YacToTe NOGOYHbIX 3HEKTOB U3 KIMHUYECKUX UCTIbITAHUA. Bbinn
onucaHbl cnegywme HexenartenbHble 3hdeKTh!:

Cucrtema opraHos HexenarenbHbin ekt

HapyLieHna co CTopoHbl kpose- 1 | FemonuTuyeckan peakums

numaocucTeMb!

Hapywenus co CTOPOHbI | AHadunakTuyeckuin LLIOK, aHadpunakTudeckas/
UMMYHHOW CUCTEMDI aHadunakTongHas peakuus, runepvyyBcTBUTENbHOCTb
HapyweHusa co cTopoHbl HepaHolt | FonoBHas 6onb

CUCTEMBI
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HapyweHusa co CTOPOHbI | Taxukapaus
cepAe4HON cUCTEMBbI

HapyweHus co CTOpPOHBbI | F'MnoTeH3unA
COCYAUCTOK CUCTEMBI

HapyweHusa co CTOpOHbI | Opbiwka

ObIXaTeNbHOW, TopaKajsibHON W
MeANacTUHaNbHOW CUCTEMBbI

HapyuweHnus co CTOpOHbI | TOowHOTa, pBOTA
Xenyao4YHO-KULLEYHON CUCTEMDI

HapyweHusa co CTOPOHbI koXu U | KoxHas peakuus, aputemMa, 3y4, NpypuT, KpanusHuua
NOAKOXHOMK OCHOBbI

HapylweHus co CTOpOHbl KOCTHO- | ApTpanrus
MbILLEYHOW CUCTEMDI

O6wwme HapyweHus u peakuuu B | Jluxopagka, 4yBCTBO Auckomdopra B  rpyawm,
MecTe BBeAeHUs HeaoMoraHue, O3HOO, peakuva B MecTe BBEeAEeHUA
(Hanpumep, onyxaHue, 6onb, apuTema, vHAYpaLUs,
YYBCTBO TENNOThI, 3yA, CbiMb)

CoobieHve Noao3peBaeMblx HeXenaTenbHbIX peakLuin

CooblueHne nopospeBaeMblX HexenaTernbHbIX peakuuii BaXKHO Mocne peructpauum
nekapcTBeHHoro cpeactea. OHO NO3BOMAET BECTU HEMPEPbIBHbLIA MOHUTOPUHT COOTHOLLEHMS
nonb3a/puck neKkapcTBEHHOro cpeacTtea. pocum npod)eccuoHanos 34paBOOXPAHEHUN
coobwate nobble NoAo3peEBaAEMbIE HEXENaTeNbHbLIE peaKLvu.

MepenosupoBka

B oTHoLEHMN Nepeno3nMpoBKM faHHbIX HE umeeTcs. 3a naunMeHTamu, KoTopbiM Bbino caenaHo
nepenueaHMe HECOBMECTUMOW KpPOBW U KOTOpble nNONyYyvunu cBepxaosy aHTtu-D
UMmmyHornobynvHa, crieayet BecTW HabniogeHwe - KNWHUYECKM W NYyTEM KOHTPOrMSA
6uonornyeckux napameTpoB - U3-3a PUCKa reMOSIUTUYECKON peakuuu.

Y apyrux Rh (D)-oTpuuarenbHbiX MHAUBUAYYMOB Nepefo3vpoBKa HE [OMDKHA NpUBOAUTL K
Bonee yacTbiM unu Gonee TAXENbIM HeXenaTenbHbIM 3 ekTam, YEM HOpManbHas fos3a.

HecoBMecTUMOCTbL
Bsuay oTcyTCcTBMS MCCneaoBaHUA COBMECTMMOCTM, AaHHOE NEKapCTBEHHOE CPEACTBO He
CTOUT CMeLLMBaTh C APYrMMU NeKapCTBEHHbIMU CPeACTBaMM.

B3aumopeicTtBue ¢ ApyrMMuM neKkapcTBeHHbIMM cCpeaAcCTBaMM M aApyrue ¢opMbi
B3auMoOAenCTBUA

AKTUBHaR UMMYHMU3aLMA XMBbIMA BUPYCHbIMW BaKLMHaMWU (HanpuMmep, KOpW, CBUHKA WNK
KpacHyxu) formkHa ObITb OTNOXEeHa A0 UCTeYeHUs 3 MecsueB nocne NocrnegHero BBeAEHUN
aHTU-D ummyHornobynuHa, nockonbkKy 3heKTMBHOCTb XWBOW BUPYCHOW BaKuUWHbI MOXET
ObITb HapyLueHa.

Ecnu aHtu-D mmmyHornobynuH pomkeH ObiTb BBedeH B npeaenax 2-4 Hefdenb nocne
BakuUMHauUMN XKUBbIM BWPYCOM, TO 3TO MOXET OKasaTb OTpuLaTenbHoe BNUSAHME Ha
3pPEeKTUBHOCTb TAKON BaKLMHALMN.

Ocobble npeaoCTOPOXHOCTH NO YTUNM3ALUU U MHOMY OBpalleHUIo

JlekapcTBeHHOe cpeAcTBO AOMKHO ObiTb AOBEAEHO [0 KOMHATHOW TemnepaTypbl nepea
NCNONb30BaHUEM.

LiseT moxeT BapbupoBaTb OT 6ecuseTHOro Ao 6neaHo-XenToro u ceeTno-kopuyHesoro. He
NCNoNb3ynTe MyTHbIE PacTBOPLI UMW PacTBOPbLI, MEIoLWne 0CafokK.

Jhoboe Heucnonb3oBaHHOE KONMWYECTBO JIEKAPCTBEHHOrO CpPeacTBa WNW  OTXOAHbIE
mMaTepuanbl OMKHbI GbiTb YTUNU3MPOBAHbLI B COOTBETCTBUM C MECTHBIMU TPeBoBaHNAMM.
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dopma Bbinycka T

Amnynbl (cTekno Tvn |) no 1 Mn pacTeopa aHTU-D ummyHornobynuHa yenoseka 625 ME/mn
AN BHYTPUMBILLEYHOTO BBEAEHWS B KapTOHHOW Kopobke BMeCTe C MWHCTpykuueih no
npumeHennio (ynakoeka Ne1) u amnynbl (ctekno Tun 1) no 2 mn pacteopa aHtu-D
UMMyHornobynuHa yenoseka 625 ME/mMn ana BHYTPUMbILIEYHOro BBEAEHWUA B KapTOHHOW
KopoBKe BMECTe C MHCTPYyKUMen no npumexeHuto (ynakoska Ne1 u Ne10).

CpOK rogHoOCTH
30 mecsues.
Coaepxumoe OTKPbITOW aMnynbl AOMKHO BbiTb NCNOMb30BAHO HEMEANEHHO.

YcnoBus xpaHeHus

XpaHuTe B xonoaunbHuke (2° - 8°C). He 3aMopaxuBaTtb. XpaHuTb amnyny B KapTOHHOM
kopobGke AnsA 3awuTbl OT cBeTa. B TeueHne cpoka rogHocT PesoHaTnB® MOXET XpaHUTbLCS
A0 OQHOro MecsiLa Npu KOMHaTHOW TemnepaTtype (s 25°C) 6e3 nocneayoLEero NOMewWeHus B
XONOAUSIbHUK B TE€YEeHWe 3Toro nepuoga; npenapart forkeH ObiTb yTUNU3NPOBaH B cny4vae
HEeMCNoNb30BaHUsA MO OKOHYAHWUM CPOKA XPaHEHUs NP KOMHATHOW TemnepaType.

YcnoBus otnycka U3 anrtek
Mo peuenTty Bpava.

Mpoussogutenn
Oxracdapma Ab
SE-11275 CToKronbm
Liseyuns

Mpeacrasutenscteo AO “Octapharma AG” B Pecnybnuke benapych

e-mail: belarusoffice@octapharma.com
Ten.: +375 44 733 16 93
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