IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOIo 3aco0y

PEKOPMOH"

(RECORMON®)

Cknao:

ditoua pe4osuHa: emnoeTuH 0eTa;

1 monepenubo HamoBHeHuH mnpuil (0,3 M po3unny) MicTuTh enoetuny 6era 2000 MO (16,6 MKT);

1 monepenubo HamoBHeHuH mpuil (0,6 M po3unHy) MicTuTh enoetury 6era 30 000 MO (250 MKr);
0onoMidCHI pe4osuHU: CeYOBMHA; HATPir0 xyopum; mojicopbat 20; HaTpiro murinpodocdat, gurigpart;

HaTpito rinpodocdat, momekarigpat; Kajbllilo XJIOPUI, AUTiApaT; rIiuuH; L-meinuH; L-i3onennuy; L-
TPEOHiH; KUCJIoTa L-rnyTtaminoBa; L-deHinanaHin; Bofda A iH' €KITiH.

JlikapcbKa ¢popma. Po3uuH [mns iH' eKIIii.

OcHogHi (i3uko-ximiuHi 81acmusocmi: 6e30apBHUM, Bifl MPO30POT0 [0 37IeTKa ONAJIeCIIEHTHOI'0
PO3YHH.

®apMakKoTepaneBTUYHA I'pyna. AHTUAHEMIYHI Ipernapary.

Kom ATX BO3X A01.

dPapmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

EpUTPOIOETHH - Iie TIIKONPOTelN, SKui € GakKTOPOM CTUMYJIALI MiTO3y i TOpPMOHOM
nuQepeHIiiioBaHHS, CIPUSE YTBOPEHHIO €PUTPOLUTIB i3 KIITHH-TIOTIEPEIHUKIB.

Enoetus GeTa, fil04a pe4oBHHa IpenapaTy PeKopMoH®, OTpEMaHKi METO[OM TeHHOI iHXeHepii, 3a
CBOIM aMiHOKMCJIOTHUM i ByTJIEBOIHUM CKJIa[IOM iIeHTUYHUY €PUTPONIOETUHY, BULIIEHOMY i3 cedi
XBOPUX Ha aHeMIlo.

Bionoriuna eekTruBHICTb enoeTuHy OeTa Oyila TPOIeMOHCTPOBaHA ITiC/Is BHYTPIITHBOBEHHOTO i
HiAIIKiPHOTO BBEOEHHS Ha Pi3HUX TBAPUHHUX MOfeNsX in vivo. EmoeTun 6eTa micis BBeOeHHS
30ibIIye KimbKiCTh €PUTPOLIUTIB, PETUKYJIOUTIB i piBeHb reMoro0iHy, a TaKOXK IIBUIKICTh
BKITIOUeHHS Fe y KJIITUHY, CIEeUU(IiYHO CTUMYJIIOE €PUTPOIIOE3, HE BIIMBAIOYM Ha JIEUKOII0E3.



LIuTOTOKCHYHOI [iii emoeTuHy 0eTa Ha KiCTKOBMI MO30K a00 Ha K/IITHHY IIKipH JTIOOUHYU HE BUSBIICHO.

Eputponoetus - 1e ¢pakTOp POCTy, IKUM B OCHOBHOMY CTUMYJIIOE€ IPOAYKI[II0 €PUTPOLIUTIB.
Penentopu 0 epUTPONIOETUHY MOXKYTh OYTH €KCIIPECOBaHi TaK0XK Ha ITOBEPXHi Pi3HUX MyXIUHHUX
KJIITHH.

Hyxe pigko mipm gac Tepamii 3aco6amu, 110 CTUMYJIIOIOTh €PUTPOIIOE3, CIIOCTEPiramucs
HeUTpasi3yydi aHTUTIa 10 epUTPONoeTUHY 3 ab0 6e3 iCTUHHOI epUTPOLUTAPHOI aTlIa3ii.

dapmakoKiHemuka.
BcmoxkmyeaHHA

[Tpu mipIKipHOMY BBEJEHHI IIpenapaTy XBOPUM Ha ypeMilo TpHBajie BCMOKTYBaHHS 3abe3meuye
IIJIaTO KOHI[EHTpallill IpenapaTy y CUPOBAaTI KPOBi, a MaKCUMa/lbHa KOHLIEHTpAllisl JOCATa€EThCI y
cepegHboMy yepe3 12-28 ropuH. BiogocTynHicTh emoeTuny 6eTa mpy MigIIKipHOMY BBEe[IeHH
CTaHOBUTH 23-42 % TIOPiBHAHO 3 BHYTPIIIHEOBEHHUM BBE[EHHSM.

Po3nodin
O6’eM po3mnoginy qopiBHIOE 00'€MY IUPKYJIIIOI0YOI ITa3Mu ab0 BABiUi mepeBHUIIy€E HOTO.
BueedeHnHs

Y 3mopoBux m06GPOBOJIBILB i ¥ XBOPUX 3 ypeMi€lo epiofl HalliBBUBeleHHS BBEEHOT0
BHYTPIIIHEOBEHHO eMoeTUHY 6eTa cTaHOBUTL 4-12 roguH. [lepion HamiBBUBEeNeHHS TePMiHAIbHOI
da3u npu migmKipHOMY BBeNeHHi OiNbIIui, HiXK Mic/Isi BHYTPIIIHLOBEHHOT'O BBENEHHS, i CTAHOBUTH B
cepegHboMy 13-28 roguH.

dapmakoKiHemuka 8 ocobausux spynax.

dapmakokiHeTHKa enoeTUHYy 6eTa y IaI[iEHTIB 3 Te4iHKOBOI HENOCTATHICTIO HEe BUBYAJIACS.

Kniniuni xapaKTepuCTHKH.
Iloka3zaHHA.

- JIiKyBaHHSI CUMIITOMATHUYHOI aHeMil, aco11iii0BaHOi 3 XpOHIYHOI0 HUPKOBOIO HEJIOCTATHICTIO, V
OOPOCHUX i miTeu.

- [TpodinakTka aHeMil y HeIOHOIIEHUX HOBOHAPOAXKEHUX, sIKi HAPOAUIIUCS 3 Maco Tila
750-1500 r o 34-ro THXKHS BariTHOCTI.

- JIikyBaHHSI CUMIITOMATHYHOI aHeMil y IallieHTiB i3 HEMi€TOITHUMHU 3JI0SAKICHUMU NyXJIMHAMH,
sIKl OTPUMYIOTH XIMiOTepalrio.

- 30inbiIeHHs 00'eMy ayTOJIOTi4HOI KPOBi, TpH3HaY€HOI A1 IOJaIbIIol ayToreMoTpaHcdya3il.
Heo0ximHO B35ITH IO yBaru 3apeeCTPOBAHUN PU3UK BUHUKHEHHS TPOMOOEMOOTIUHUX STBUIIL.
3aCcTOCYBaHHS 3TigHO 3 MM IMOKA3aHHSIM II0Ka3aHe JIKIIe MallieHTaM 3 aHEeMi€l0 CePegHbOr0 CTYIeHs
TSIKKOCTi (piBHEM remorobiny 100-130 r/m (6,21-8,07 Mmmons/n) 6e3 gedinuty 3amiza), AKII0
IIpollelypy KOHCEPBYBaHHS KPOBI BificyTHi abo HemoCTaTHi, a IIJITaHOBe KPYIIHE eJIeKTUBHE XipypriuHe
BTPY4YaHHS Moxke 1moTpedyBaTu 6inbioro 06’eMy KpoBi (= 4 omuHULD 15 XKiHOK ab0 = 5 OgUHULb



IJIST YOJIOBIKiB).

IIpomunoka3aHHA.
[TigBuIleHa YYTIUBICTL N0 enoeTUHY OeTa abo mo Oyob-IKOTO KOMIIOHEHTA IIpemapary.
[Torano KOHTPOJILOBaHA apTepiajibHa rinepTeHsid.

[HdapkT Miokapaa abo iHCYNIbT IPOTATOM IOTIEPETHBOTO MICSIIS M0 MTOYaTKY JTiKyBaHHS, HecTa0inbHa
CTeHOKapHis, MigBUIIeHNH pU3uK TpoMO03y rmuboKuX BeH (IIpy BeHO3Hi TpomboeMOoriii B aHaMHe3i)
- TIpU IpU3Ha4YeHH] [A7g 30imbIIeHHS 00'€My ayTOIOTiYHOI KPOBI [JId MOJAIbII0I ayToreMoTpaHcys3il.

B3aemodisa 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

OTpuMaHi Ha 11e#i YacC JaHi He BUSBUIIM OyIb-SIKUX B3aEMOZiM emoeTUHY O6eTa 3 iHIIUMU
IpernapaTaMu.

B ekcneprMeHTaIbHUX [OCTIIXKEHHSIX Ha TBAPUHAX eMoeTHH 6eTa He MiIBUINYBaB Mi€JIOTOKCUYHICTh
ITUTOCTAaTUYHMX JTIKapChKUX 3aC00iB, TAKMUX K €TOMO3U, IHUCIUIATUH, IUKI0dochamia, GTopyparur.

Oco6 1ueocmi 3acmocyeaHHsi.

Heo6xigHO HOTpUMYyBaTHCh 00€pPEXHOCTI IpK NpU3HadYeHHi IpenapaTy PeKopMoH® XBOpuM i3
pedpakTepHOIO aHEMi€I0 TPY HasgBHOCTI 6/1acTTpaHCPOPMOBAHUX KITiITUH, XBOPUM i3 TPOMOOIIUTO30M,
eIliNencielo i XpoHIUHOIO TeYiHKOBOI HEJOCTAaTHICTIO. [[0 MOYATKY JIiKyBaHHS eNoeTUHOM 6eTa CIif
BUK/IIOUUTH AedinuT BiTaMiny B,, i homieBoi KuCI0TH, OCKINbKY iX HEIOCTATHICTh 3HUKYE
eeKTUBHICTh IpenapaTty PekopMor”.

3 MeTo10 3abe3nedeHHs e(heKTUBHOTO €PUTPOIIOE3Y CIIifl BUKITIOYUTH OediluT 3aii3a A0 mo4aTKy
JNiKyBaHHS IpernapaToM PeKopMoH®, a TaK0X IPOTArOM YCHOT0 IEPiofly Tepamii B yCiX mamieHTis. Y
pa3i HeoOxigHOCTI MoxKe OyTH IpU3HaY€eHa Tepalis npernapaTaMy 3ajli3a BifITIOBIAHO [0 KITiHIYHUX
PEKOMEHAIlin.

TaxKe nepeHaBaHTaXKEHHS aJllOMiHIEM y Pe3yJIbTaTi TiKyBaHHS HUPKOBOL HEJOCTATHOCTI MOXKe
3MeHIIyBaTy epeKTUBHICTEL mpenapaTy PekopMon®.

PimeHHs Ipo 3aCTOCyBaHHA IpenapaTy PekopMoH® XBOpHM 3 HehPOCKIIEPO30M, sKi He OTPUMYIOTh
miamni3, HeoOXigHO MpUMaTH iIHOUBIAYalIbHO, TOMY III0 HE MOXKHA I[i/TKOM BUKIIOYHUTH MOXKJIUBICTh
IPULIBUALIEHHS IPOTPeCyBaHHA HUPKOBOI HEJOCTATHOCTI.

IcTvHHA epUTPOLIUTAPHA anna3is

IcTuHHA epuUTpOLMTAPHA allla3isl, CIpUYMHEeHa HEUTPalIi3yl0YUMHU aHTUTIJIaMU 10 €ePUTPOIIOETUHY,
Moxe OyTH acoliiioBaHa i3 Tepaliclo epuTPOIOeTHHAMH, BKIII0OYal04yy npenapaT Pexopmon®. 1i
aHTHTIiNIa IepexXpPecHo pearyioTh 3 yciMa epuTponoeTuyHuMH Oinkamu. He peKoMeHOyeThCs
IepeBONUTH HAli€HTIB Ha Tepalmiio IpenapatoM PekopMor® mpu mimo3pi Ha HasgBHICTE a60 IpH
IigTBEpAKEHiM HasBHOCTI HEUTPaIi3yl0UUX aHTUTIN 10 EPUTPOIIOETUHY (IUB. po3min «I[Tobiuni



peaxirii»).

IcTMHHA epUTPOLMTAPHA alljia3isd y HallieHTiB 3 renaTuToM C

[Tpu napafiokcaabHOMY 3HUKEHHI piBHS reMornobiHy i pO3BUTKY TSXKKOI aHeMil, acollifioBaHoi 3
HU3bKUM YHCJIOM PETUKYJIOLUTIB, TiKyBaHHS €TI0eTUHOM 0eTa CIIifl MIPUIUHUTH i TPOBECTH
BU3HAUYEHHS aHTUTINI 10 ePUTPONOeTUHY. Taki BUNIafKU MOBIfOMJIEH] Y XBOpUX 3 rernaTtutoM C, sKi
OTPUMYBa/IX OfHOYACHE JIiKyBaHHS iHTeppepoHoM, pubaBipuHOM Ta enoeTuHaMu. EnoeTuHu He
3aTBEpAXKEHI 715 3aCTOCYBaHHA 3 METOI0 JTIKyBaHHS aHEeMil, acoIlilioBaHol 3 renatutoM C.

MOHITOPUHT apTepiaabHOTO TUCKY

Y mallieHTiB 3 XpOHIYHOI0 HUPKOBOIO HEJOCTATHICTI0O MOXKYTh BUHUKATH €Mi300u MiABUIIEHHT
aprepianpHOro TUCKY abo MmoTipIieHHs mepebiry icHyo4oi apTepianbHoi rinepTeH3ii, 0co611BO IpU
3pOoCTaHHi reMaTOKpUTY. IligBUINEHHS apTepiaTbHOTO TUCKY MOXKe OyTH BiIKOpPUTOBaHE
MearuKaMeHTO3Ho. [Ipu BincyTHOCTI epeKTy Big MeguKaMeHTO3HOI Teparlil HeoOxXigHa TUMYacoBa
TnepepBa y JiKyBaHHI IpenapatoM PekopMoH®. PeKOMEHYEThCS PETYIIPHO KOHTPOIIOBATH
apTepianbHuM TUCK (0COOIMBO Ha MOYATKY JIiKyBaHHS), B TOMY YMCJIi MiX ceaHCaMHU [iai3y.

Mozke BUHUKATH TiePTOHIYHUY KPU3 3 SIBUIIAaMU eHIledasomnarii, 1o BUMarae HeraiHoi J0ImoMOTH
JiKaps Ta iHTEHCUBHOI Memu4HOI monomoru. HeobximHa oco6muBa yBara mpyu BUHUKHEHHI paliTOBOTO
TOCTPOT0 MirpeHenofioHoro rojIoBHOTo 60JIio.

[ToBimoMisinocs mpo TsKKi mKipHi mobiuni peakwii (TIIIIP), 30kpeMa CHHAPOM

CriBenca - [I:koHcoHa (CCJI) Ta TOKCUYHMY emifepManbHuit HeKpomni3 (TEH), 1o
MOXKYTh OyTH HeOe3neUHUMU IS KUTTS a0 cMepTenbHUMY, Ha (POHi TiKyBaHHS €II0OeTUHOM (IUB.
po3min «ITob6iuni peakirii»). BinbIn TSXKKi BUTIAOKKM CIIOCTEPIraaucs Iif 4ac 3aCTOCYBAHHS €II0ETUHIB
TpuBasoi fii. [1ig yac mpr3HaYeHHS Mpenapary CIIifl MOBifOMIISATH MallieHTaM [P0 CUMIITOMH TaKUX
peakliiii, a TaKOX CJIi[ yBaXKHO Har/lIsAgaTy 3a NallieHTaMU L[0[I0 PO3BUTKY WIKIPHUX peakIiil. Y pasi
MIOSIBU O3HAaK, SKi MOXKYTh CBITUUTH PO PO3BUTOK TAKUX pPeakliii, CIifl HeraiHO MPUIUHUATHI
3aCTOCYyBaHHS Ipenapary PekopMoH® Ta PO3TIHYTH MOXIIMBICTh albTepHaTHBHOIO TiKyBaHHSA. Y
pasi po3BUTKY Y MallieHTa TSAXKKOI MKipHOI peakitii, Takoi sk CCII abo TEH, cpuynHeHoi
3aCTOCYBaHHSM IpenapaTy PeKopMoH®, iKyBaHHS i3 3aCTOCYBaHHSAM JIIKapChKHUX 3aC00iB, 1[0
ctumynoTh eputponoes ([ICE), Hamami He i MOBTOPHO NIpU3HAYaTU TaKOMY MALli€HTY.

XpoHiYHa HUPKOBA HEIOCTATHICTh

V NallieHTiB 3 XPOHIUHOK HUPKOBOW HeAOCMAamHicmio Tif| Yac JiKyBaHHS IperapaToM Pekopmon®,
0C00JIMBO IIpY BHYTPIIIHEOBEHHOMY BBE[IeHHI ITpemapaTy, MOXKe CIIOCTePiraTucs 10303aiexXHe
noMipHe 30iNTbIIIEeHHS YKCciia TPOMOOIIUTIB Y Me3KaX HOPMHU 3 TTOHAJIbIINM CAaMOCTiMHUM IIOBEePHEHHSIM
1o HOpMH. ToMy IOTPiOHO MTPOBOAUTH PETYNSPHUM MOHITOPUHT TPOMOOIIUTIB IMIPOTSATOM IIEPIUINX 8
TUXKHIB JIIKyBaHHS.

KoHnneHTpatig reMornobiny

Y nmarieHTiB i3 XpOHIYHOI0 HUPKOBOIO HEOCTATHICTIO MiATPUMYyIOYa KOHIIEHTpallisl reMorio0iHy He
Mae TepeBUIllyBaTA BEPXHIO MeXY IiIb0oBOro piBHS reMornobiny - 120 r/n (7,5 MMomb/m).

B xTiHIYHUX OOCTIAXKEHHSAX CIIOCTepPiraBcs MifBUIIEHUN PU3UK CMEPTi i BUHUKHEHHS CePHO3HUX
CepleBO-CYAMHHUX YCKIIafiHEHb Ta 11epeOpoBaCKYISIPHUX YCKIaAHEHb, BKII0YAOUX iHCYIbT, IIPH
3aCTOCyBaHHi 3aco0iB, 110 CTUMYIIIOIOTh €PUTPOII0E3, 3 METOI0 NOCITHEHHS PiBHS reMorno0iny, 1o
nepesuinye 120 r/n (7,5 MMonb/m).

Y KOHTPOJIbOBAHUX KJTIHIYHUX [OCTIIXKEHHSIX He Oy/I1 OTPpUMaHi IOCTOBIpHI mepeBaru 3aCTOCyBaHHS



€M0eTUHIB, KOIU PiBeHb reMOrI00iHy ITepeBUIllyBaB pPiBeHb, HEOOXIIHUM 71 KOHTPOJII0O CUMIITOMIB
aHeMil i yHUKHEHHSI TeMOTpaHCQy3iid.

Y HegoHOIIEHUX HOBOHAPOIXKEHUX MOXKE CIIOCTepiraTucs He3HayHe IMigBUIIEHHS YKUCIIa
TpoMOOLIUTIB, 0C06IHBO Ha 12-14 meHb XKUTTS, TOMY CJIiJ IPOBOOUTHU PETYISIPHUN MOHITOPUHT YKCIIa
TPOMOOLIUTIB.

BIiIvB Ha PICT NYXJINH

EmoeTrHu € (hpaKTOpPaAMU POCTY, IKi B OCHOBHOMY
CTUMYVIIIOIOTH IIPOOYKIII0 EPUTPOIIUTIB. Perieritopu
10 EPUTPOIIOETUHIB MOXKYTh OYTH €KCIIPECOBaHI Ha
[IOBEPXHI KIIITUH PI3HUX OYXJIUH. TOMY, 4K 1 1HIII
(haKTOpU POCTY, EIIOETUHU MOXKYTh CTUMYJIIOBATU
PICT MyXJIXH. B KIZIbKOX KOHTPOJIbOBAHUX
IOCITiMXKeHHIX He OYJI0 IPOIEeMOHCTPOBAHO, 110
eMOeTHHHU MMOKPAIIYIOTh 3arajibHe BUKMBAHHS a00
3MEHIUVIOTh PU3UK IIPOTrPECYBAHHA IYXIIUHU Y
IalllEHTIB 3 aHEMIEI, aCOIINOBAHO 3 MYXJINHOIO.

B KOHTPONIbOBaHYX KIiHIYHKX AOCIIAXKEHHAX [IPH 3aCTOCYBaHHi npenapaTty PexopMor® Ta iHImMX
3aco0iB, 110 CTUMYJIIOTh EPUTPOIIOE3, 6yII0 IT0Ka3aHO:

- 3MEHILIEeHHS 4acy [0 IPOorpecyBaHHs NYXJIMHY y NAIliEHTIB 3 PO3MOBCIOXKEHUM PakKOM T'OJIOBH i
mui, sIKi OTpHMYyBasK TPOMEHEeBY Tepallilo, IIPU NOCSITHEHHI piBHS reMornio0iHy, 10 IepeBUITyBaB
140 r/n (8,7 MMOIIB/1);

- 3MEHIIIEeHHS 3arajlbHOTO BUKUBAHHS i 30iTbIIIEHHS CMEPTHOCTI y pe3yJIbTaTi MporpecyBaHHs
3aXBOPIOBaHHA Yepe3 4 Micslli y Ialli€HTiB 3 MeTaCTaTUYHMUM PaKOM MOJIOYHOI 3aJI03H, SKi
OTPUMYBaJIM XiMioTeparniio, Ipy HOCATHEHHI piBHS remornobiny 120-140 r/x (7,5-

8,7 MMOJIB/T);

- 3POCTaHHS PU3UKY CMEPTi pu JoCsATHEeHHi piBHSA remorobiny 120 r/n (7,5 MMomb/m) y
TIAIliEHTiB 3 aKTUBHUM 3JI0SIKiCHUM 3aXBOPIOBAaHHSM, SIKi HE OTPUMYyBaJu XimMioTepariio abo
IIPOMEHEBY Teparriio. 3acolu, 110 CTUMYJIIOI0Th €PUTPOII0Ee3, He TT0Ka3aHi /71 3aCTOCYyBaHHS IIil
MOMYJISI MaIlieHTiB.

ToMy B mesKUX KITiHIYHUX CUTyalidX [AJs JIiIKyBaHHS aHeMil y MallieHTiB 3i 3110KiCHUMU
HOBOYTBOPEHHSIMH CIIiJl BiigaBaTH IepeBary reMoTpaHcdysisiM. PilleHHs Mpo mpu3HavYeHHS
PeKOMOiHAHTHUX ePUTPOIIOETHHIB Ma€ 0a3yBaTHCS Ha OIIHII CIiBBiTHOIIEHHS KOPUCTh-PU3UK IS



KOJKHOTO TalfieHTa. [Ipu uboMy CJIifi Bpax0BYBaTH K/IiHIUHY CHTYallif0, TUII MyXJINHM i 11 cTafito,
CTYIiHb aHEMil, CepeqHI0 UMOBIPHY TPUBAJIICTh KUTTS, CEPENOBUIIE, B IKOMY MAI[iEHT OTPUMYE
JIIKYBaHHS, Ta YOMY Bifila€ IlepeBary nalieHT.

MoxkvBe HiABUILEHHS apTepPiaTbHOT0 TUCKY, 110 MOXKHA CKOPUT'YBaTH MeOUKaMeHTO3HO. ToMy
PEKOMEHIYEThCSI MOHITOPUHT apTepiallbHOI'0 TUCKY, 0COBJIMBO ¥ ITOYATKOBIM ¢a3i JiKyBaHHS
Ial[l€HTIB 31 3JI0IKICHUMU IyXJIMHAMU.

[TarieHTaM 3 OHKOJIOTIYHUMHU 3aXBOPIOBAHHIMU TaKOXK CIIil IPOBOAUTU PETYIIPHUN MOHITOPUHT
yucya TpPoMOOIUTIB Ta PiBHS reMorao0iHy yepe3 OJHaKOBi IPOMIXKKY dacy.

Y xeopux, ki 2omyrombcs 0o 30ayi kposi 014 nodanvwoi aymomparcyaii, Moxke OyTH migBUIEeHE
YHUCJI0 TPOMOOIIUTIB, ITePeBaxKHO B MexKaxX HOPMU. TOMy TaKuUM IallieHTaM CJIiJ IPOBOOUTHU
IIOHAMMeHIIe MOTHXKHEBUM MOHITOPUHT 4ucyia TpoMOonuTiB. [1pu ix 36inbinenHi 6inbi Hixk Ha 150 X
10°/71 moOpiBHAHO 3 HOYATKOBUAM 3HAUYEHHSAM ab0 BUINe NOKA3HUKIB HOPMH JIIKyBaHHS IIpenapaToM
PekopMoH® CIif IPUNIAHUTH.

Y HedoHoweHuX HOBOHAPOOJCEeHUX TIOTEHLIMHNYM PU3UK CIIPUUYMHEHHS PETUHOIATIl BHACITITOK
3aCTOCYBaHHS €PUTPOIOETHHY HE MOXKHA BUKJIIOUUTH, TOMY CJIifl BUSIBIATH 00€peXKHiCTh. PimeHHsS
IIOM0 JTiKyBaHHS HENOHOIIEHNX HOBOHaPOOKEHUX CJIifl MPUUMaTH, KePyIOUHUCh CIiBBifHOIIEHHSIM
MIOTEHIIINHO]I KOPUCTI Ta pU3UKY 3aCTOCYBaHHA IIpenaparTy i HasSsBHUMHU albTePHATUBHUMU
BapiaHTaMM Teparil.

[TamieHTaM 3 XpPOHIUHOK HUPKOBOIO HeOOCMAMHICMI0 YacTo MOTPiOHe MigBUIIIEHHS NO3U rellapuHy
IIiJ] 4aC CeaHCy reMofiani3y BHACIIIOK 3pOCTaHHA [TI0Ka3HUKA reMaTOKPUTY. MOXKIIMBa OKJIH03id
miasmi3Hol CUCTEMU IIPY HeafleKBaTHIN remapuHizaiiii.

PekoMeHyeThCSI paHHS PeBi3is mIyHTa i cBoeyacHa mpodinakTka TPoMO03iB (HaIpUKIIaM, MpUiioM
alleTUIICAIIIMIIOBOl KMCIOTH) ¥ MallieHTiB 3 XPOHIUHOI0 HUPKOBOIO HEJJOCTATHICTIO 3 PU3UKOM
TPOMOO3Y IIyHTA.

ITig yac nikyBaHHS HpemnapaTtoM PekopMoH® CIIif HepiogudyHO KOHTPOIOBATH PiBeHb Kaliio Ta
docdariB y cupoaTili KpoBi. [Ipo migBuIlleHHS PiBHSA Kasliio MOBigOMIISIOCS Y AeKiTbKOX MaIli€HTIiB 3
ypeMi€lo, SIKi OTpUMyBaJIi IpemnapaT PekopMoH®, X04a IPUYMHHKI 3B'I30K He OYB BCTAHOBJICHHUIL.
AKio piBeHb KaJlito migBuineHui abo 3pocTae, Cif PO3TNISSHYTHA MUTAHHS PO TUMYACOBY BiIMiHY
npenapaTy Pekopmor® [0 HOpMani3alil KOHIIEHTpaIlil KaJio.

fIxmo mpenapaTt PekopMoH® Ipu3HadaoTh epef 3a60poM ayToJIOTi4HOI JOHOPCHKOI KPOBi, BapTO
OOTPUMYBATUCh PEKOMEHIalli LI0A0 MPOLeaypy JOHOPCTBA:

- KPOB MOXXHa OpaTH TiIbKY y MALi€HTIB 3 BEIMYNHOI0 reMaToKpuTy = 33 % (piBeHb reMoriobiny
He MeH1e 110 /1 (6,83 MMOJIB/T));

- 0c00/MBOi 00ePEeKHOCTI BAPTO JOTPUMYBATHUCS IIIOMI0 XBOPUX 3 MACOI0 Tijla MeHIe 50 KT;

- 00’eM KpOBI, 1110 3a0upaeThCcsi OMHOMOMEHTHO, He Ma€ IepeBulyBaTi 12 % Bif po3paxyHKOBOTO
00’eMy KpOBi Ialfi€eHTa.

JlikyBaHHS nIpenapaToM PekopMoH® IOKa3aHe JIMIIe THM NalieHTaM, SKMM HaiGiIbll BasKIuBO
YHUKaTH FOMOJIOTiYHOI reMoTpaHc(y3ii, BpaXOByIOYH CIIiBBiTHOIIEHHS PU3UK-KOPUCTD NIPU
3aCTOCyBaHHI TOMOJIOTiYHOL TpaHCPy3il.

HeraBI/IHBHe 3aCTOCYBaHHS IIPElapaTy MeJUYHUMU CHeHiaHiCTaMI/I MOXKe IIPU3BECTHU OO HaI[MipHOI"O



30i7IbIIEHHS TEMATOKPHUTY, III0, V CBOIO YEPI'y, MOXKe MPHU3BECTH [0 BUHUKHEHHS YCK/IaJHEeHb 3 00Ky
CEepPOLEeBO-CyTUHHOI CHCTEMH, IO 3aTPOKYIOTh XKUTTIO.

[TOMIIIKHA

Y K0XKHOMY IIOIIepefHbO HallOBHEHOMY Immputli MictTuthes fo 0,3 Mr deHinanaxiny. Lle BapTo
BPaxOBYBaTH [JI5 MAI[iEHTIB i3 TAXKKUMU PopMamMu (eHITKEeTOHYPil.

Y K0XKHOMY IIOIIepefHbO HAallIOBHEHOMY IIIIPUIL MiCTUThCSA A0 1 MMOJb HaTpito (23 Mr), ToOTO
IpernapaT BBaXKa€eThCAd TaKUM, 1110 HE MICTUTh HATPIlo.

3 MeToI0 MOKpAIIeHHS BiICTEXKEHHS 3ac00iB, 1110 CTUMYJIIOIOTh EPUTPOII0E3, B METUYHIN
MOKyMEeHTallii IaIfieHTa CJIif YiTKO BKa3yBaTH Ha3BYy 3ac00y, 1[0 CTUMYJIIOE EPUTPOIIOE3.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

DepTUNLHICTDL

PesynbraTu gocmigKeHb Ha TBaprHaX ITOKa3ajy BiCYyTHICTh IPSAMOI Ta HEMPSIMOI IIKiAIKABOL Iil Ha
mepeOir BariTHOCTi, PO3BUTOK eMOpPioHa/MIona, MOJIOTH, IOCTHATAIBHUN PO3BUTOK.

BariTHicTBb

KniHiyHUX DaHUX OO 3aCTOCYBaHHS enoeTUHY OeTa BariTHUM HeMae. [1il yac BariTHOCTI nmpemapaT
CIIig mpH3HavYaTH 3 00ePexkKHiCTIO.

T'ogyBaHHS TPYAOIO0

HeBimomo, 41 CEeKpPeTYEThCS emoeTHH 6eTa y rpyaHe MOJIOKO TIoguHu. Bubip mMix
IIPOOBXKEHHSM/IPUINHEHHSIM TONYBaHHS TPYAAI0 a00 MPOIOBXKEHHSIM/IPUIIMHEHHSIM Teparril
npenapaToM PekopMoH® po6IATh 3 ypaXxyBaHHAM KOPUCTI Tepailil enmoeTuHOM 6eTa [Jis MaTepi i
KOPUCTI I'PYOHOI0 TOAYBaHHS [JId AUTHUHU.

30amuicmb 8niusamu Ha weudKicme peakyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHi3mamu.

[TpemapaT He BIUIMBA€E Ha 3[aTHICTh KepyBaTHA TPAHCIOPTHUMU 3acobaMu a0 MpalfioBaTi 3 iHIIUMHU
MeXaHi3MaMHu.

Cnocib 3acmocyeaHHsi ma do3u.

Teparmiio npenapaToM PexopMoH® mpu3Havae JTikap, SKUil Ma€ MOCBif JIIKyBaHHA 3a BKA3aHUM
noka3aHHSIM. OCKiJIbKM B OKpeMUX BUIIafIKax CIocTepiranucs aHadinakToigHi peakii, mepiury go3y
npernapaTy HeoOXigHO BBOOUTH ITif MEOUYHUM HATISIOOM.

JIiKyBaHHA cuMnmoMamuyHoi aHemii y dopocaux i dimetl i3 XpOHIUHOW HUPKOBOIO HedocmamHicmio.

CuMnTOMU Ta YCKJIafHEHHS aHeMil Bapilol0Th 3aJ1eKHO Bif] BiKy, CTaTi malieHTa Ta HO30JIO0ril.



Heo06xigHa oIfiHKa JikapeM KJIiHiYHOTO nepebiry 3aXBopioBaHHS Ta 3arajbHOTO CTaHY MallieHTa.

[TpemapaT BBOAUTHCS MIAMIKIpHO a00 BHYTPIIIHLOBEHHO 3 METOI0 NOCATHEHHS PiBHS reMorio0iny, 1o
He Mae nepesutyBat 120 r/n (7,5 MMOIb/T).

Y xBOpuUX, IKUM He NOTpiOeH reMopiaii3, BiigaeThCs epeBara MifAMIKipHOMY BBEEHHIO 3 METOI0
YHUKHEHHS IYHKIl nepu@epnyHux BeH. [Ipy BHYTPIITHEOBEHHOMY 3aCTOCYBaHHi, HallpUKIIaZ,
XBOPUM, sKi mepeOyBalOTh Ha TeMOfiai3i, mpenapar CjIifi BBOGUTU IIPOTSITOM 2 XB 4epe3
apTepioOBEHO3HUU IIYHT Y KiHIII CeaHCy Hiai3y.

Y 3B’43Ky i3 iHOUBiAYyaIbHOO MIHJIMBICTIO MOXKJIMBI OKpeMi emi30aWy4Hi 3MIHU IOKa3HUKa PiBHSA
reMorno0iHy Bulle i HuXK4e o4iKyBaHOTO piBHS. [Tpu MiHIMBOCTI piBHS reMornao0iHy CIlif KOPUTYBaTH
mo3y mpenapary, IaMm’siTalo4yu Ipo LiaboBuM Aiana3oH remornobiny 100-120 r/x (6,2-7,5 MMob/m).
Cnip yHMKATH CTIMKOTO TifiBUIEeHHS PiBHS remorno0iny Buie 120 r/n (7,5 Mmons/n). PekoMeHpartii
00 KOPEKIil ;o3u mpu piBHI remornobiny, 1mo nepepuiye 120 r/n (7,5 MMoInb/n), HaBeleHi HUXKYeE.

Cnip yHMKATH MigBUIEHHS PiBHA reMoriiobiny Ginbin Hixk Ha 20 r/1 (1,25 MMonb/n) 3a 4 TuxHI. K10
TaKe SIBUIIE CIIOCTEPIra€ThCs, CIIi MPOBECTH KOPEKIIit0 J03U Ipemnaparty. AKIo MBUOKICTh IPUPOCTY
piBHSs remornobiny nepesutnye 20 r/n (1,25 mMonb/n) 3a 1 micsiupb abo gKIo0 piBeHb TeMornobiny
36inmbInyeThes i mocsrae 120 r/n (7,45 MMob/m), HO3Y IpenapaTy CiIif 3MEeHIIUTH TPUOIU3HO Ha 25
%. AK110 piBeHb TeMOTI00iHY TPOOOBXKYE 3POCTATH, JIIKYBaHHS CJIifl IPUMNUHUTY NOTH, HOKU PiBEHb
reMorio0iHy He IMOYHe 3MEHIIyBaTUC. Y 11eif MOMEHT JIiKyBaHHS CJIifi TOHOBUTH y [103i, MEHIIIi}
npubau3Ho Ha 25 % Bif MonepeaHboi OO3M.

CraH maIfieHTiB HeoOXiHO pPeTeIbHO MOHITOPYBATHU [IJIsl TOTO, 1100 YIIEeBHUTHUCS, 110 AJIS
3a0e3nedyeHHsT afeKBaTHOI'0 KOHTPOJII0 CUMIITOMIB aHeMil 3aCTOCOBYEThCS HalHUKYa 3aTBEPOXKEHA
mo3a mpemnaparty PekopMon®.

Y nalieHTiB 3 apTepianbHOIO TiepTeH3i€0, CepleBO-CyOUHHUMHU, IepeOpOoBacCKyIIPHUMU
3axXBOPIOBAHHAMM i XxBopoOaMu epu@epuyHUX CyAUH MIOTUKHEBUY IIPUPICT PiBHA reMornobiny Ta
IiIbOBUH piBeHb reMOTJIO0IHY CIil BU3HAYATH iHOUBIAyanbHO, 3a71€3KHO Bifl KJTiHIYHOI KAPTUHMU.

HiKYBaHHFI IIPOBOOUTHCA Y OBd €TallH.

Crapmisi Kopekiiii.

ITpu nidwkipHoMy 88e0eHHI TT09aTKOBa f03a cTaHOBUTH 20 MO/KTr Macu Tina 3 pa3u Ha TUXK[IEHb.
[Tpu HegoCTaTHHOMY MigBHUINEHHI PiBHS reMornobiny (< 2,5 r/n Ha TUXKOEHb) N03y MOXKHA
30inmbIyBaTH KOxKHi 4 TrxkHiI Ha 20 MO/KT Macu Tina 3 pa3u Ha TUXOeHb. CyMapHy THXKHEBY HO3y
IperniapaTy MOXKHa PO3MIOLIIUTYA TAaKOXK Ha IL[OJeHHI BBeJeHHS Y MEHIIUX J03ax.

ITpu eHymMpiwHb08eHHOMY 88e0eHHI ToUaTKOBa fo3a cTaHOBUTE 40 MO/KT Macu Tina 3 pa3u Ha
TUXIeHb. Yepes 4 TuxKHI 103y MoxkHa 30inbmuTu 1o 80 MO/Kr Macu Tina 3 pa3u Ha TUXK[AeHb. [1pu
HeoOXiIHOCTI OoaNbLIoOTo MiBUILIEHHS M03M 1i ciif 36inmbiryBaT Ha 20 MO/Kr Macu Tina 3 pa3u Ha
TUXOEHDb 3 MICAYHUM iHTEPBaJIOM.

He3zanexHo Bif MeTOy BBEIeHHS MaKCUMaJlbHa [03a He [T0BUHHA nepesuinysatu 720 MO/Kr macu
Tijla Ha TUXKEHb.

Crapig minTpuMyio4oi Teparrii.

I nigTpuMKY MoKa3aHuKa remorno0iny Ha piBai 100-120 r/1 mo3y CIIo4aTKy CIlif 3MEHIIUTH BABivi
Bifl momepeHboi. 3rONOM MigTPUMYIOUY H03y KOPUTYIOTh iHAUBIyaIbHO, 3 iIHTEPBAIOM B OOUH ab0



IBa THXKHI (miaTpuMyo4a [03a).

[Tpu mipKipHOMY BBEHEHHI TMKHEBY 403y MOXKHA BBOOUTH Y BUTJIAML OfHIi€l iH €Kil Ha TUKOEHDb abo
PO3MOMiNUTH ITI0 N03y Ha 3 abo 7 BBeOeHb Ha TUXaeHb. [Ipu cTabimizarii ctany Ha GoHi
OHOPA30BOT0 BBEJIEHHS Ha THXKEHb MOXKHAa ITEPEerTH Ha OMHOPa30Be BBEEHHS 3 HBOTUKHEBUM
iHTEpBasIOM, y IbOMY BUIIAIKy MOXKe OyTH MOTPiOHe MigBUIIEHHS NO3MU.

4K moKa3anu pe3yJsbTaTU KITIHIYHUX JOCHIIAKEHb, IK IIPaBUjI0, YUM MEHIIUY BiK QUTUHYU, TUM BUII
MO3H IIpernapary NoTpibHi. Aye, OCKinbKM iHAWBiMyanbHY BigIOBiOb Ha IpelaparT mependaduuTH
HEMOXKJIMBO, LOLIIBPHO JOTPUMYBaTUCS PEKOMEHIOBAHOT0 PEXUMY NO3yBaHHS.

JlikyBaHHS npenapaToM PekopMoH® 3a3BHYail JOBroTpHuBae. I1py HeoOXifHOCTI 10ro MoXHa
nepepBaTy y Oyab-aKui 4yac. [laHi Iogo cxeMu 0o3yBaHHS 1 pa3 Ha THUXKOeHb 0a3yl0ThCs Ha
pe3ynbTaTax KIiHIYHUX HOCTIgXKEeHb 3 TPUBAIICTIO JTiKyBaHHA 24 TUXKHI.

ITpoginakmuka aHemil y HEOOHOWEHUX HOBOHAPOOHCEHUX.

[IpemapaT BBOAATH HigMIKIpHO y 1031 250 MO/Kr Macu Tina 3 pa3u Ha TUXAEHb. Y HEJOHOIIEHUX
HOBOHAPOIXXEHMX, SKMM IIPOBOAUINCH TpaHCy3ii 0 MOYaTKy NiKyBaHHSA IpernapaToM Pekopmon®,
edekT niKyBaHHS MOXkKe OyTU MEHII BUPaXKeHUM, HiXK y HeJJOHOIIIEHUX HOBOHAPOMXKEHUX, TKUM
TpaHCPy3il He MpoBoAUKCSI. PeKOMeHJ0BaHa TPUBAJIICTh JIiIKyBaHHS CTAHOBUTDH 6 THIKHIB.

JIiKyBaHHA cuMnmoMamuyHoi aHeMmii, iHOyKoeaHoi ximiomepanieto, y nauieHmis 3 OHK0102i4YHUMU
3aXB0PIOBAHHAMU.

[TpemapaT BBOASATH MigIIKipHO MallieHTaM 3 aHeMi€lo (piBeHb reMorniobiny < 100 r/n (6,2 MMomb/m)).
CumMmToMu Ta yCKJIafHEHHS aHeMil BapiloloTh 3a/Ie’KHO Bifl BiKy, CTaTi IalfieHTa Ta HO30JIOTil.
Heo06xigHa oIfiHKa JikapeM KJIiHiYHOTO nepebiry 3aXBOpiOBaHHS Ta 3arajbHOT0 CTaHy MallieHTa.

PekxoMeHnmoBaHa moyaTkoBa go3a cTaHOBUTH 30 000 MO Ha TuXOeHb (110 TpuOIu3HO BiAmoBinae
450 MO/Kr MacH Tina Ha THX[EHb Ha IifCcTaBi po3paxyHKiB, 3p06IeHUX OJIs1 Malli€HTIB i3
CepegHbOI0 Macolo Tijla) OHHOPa30BO a00 TUXKHEBY 03y MOXKHa PO3NONinuTH Ha 3 abo 7 BBEOEHE.

Y 3B’43Ky i3 iHOUBiAYyaIbHOI0 MIHJIUBICTIO MOXYTh €Ii300UYHO CIIOCTePiraTUCs OKpeMi 3HaueHHS
piBHS reMorio6iny, BuIi i HUxK4i 6axkaHoro piBHs. [Ipu MiHTUBOCTI PiBHS reMOTrI06iHY CIif
KOPHUTYBATHU O3y IIpemnapary, laM’siTalo4yy IIpo HiTboBUH Aiama3oH remornodiny 100-120 r/n (6,2-7,5
MMOJIb/11). Crifi yHUKaTH CTiMKOTO MifBUILeHHS piBHSA remorno0iny Buie 120 r/m1 (7,5 MMOmb/m).
PexomeHpamii oo Kopekii 4o3u 1pu piBHI remorno0iny, mo nepesutye 120 r/n (7,5 MMonb/n),
HaBelleHO HUXKYe.

[Tpu nipBuIleHHi piBHSA remMoro0iny yepe3 4 TuxHi moHaMenie Ha 10 r/n (0,62 MMonb/) Tepatiio
CJIi[l IPOMOBXKUTH B Till Ke [03i. [Ipu migBuiileHH] piBHA reMorno0iny dyepe3 4 TUXKHI MeHII HiX Ha

10 r/n (0,62 MMonb/m) H03y HeoOXimHO momBoiTH. [Ipy BifCyTHOCTI NifBUIllEHHS PiBHS
remorno0iny yepe3 8 TuxHiB moHaliMeHne Ha 10 r/m (0,62 MMOIIB/NT) MiKYBAHHS CITif TPUIUHUTH,
OCKiJIbKY BifIIOBiOb Ha Tepaliio IpenapatoM PeKopMoH® MasloiMOBipHa.

JIiKyBaHHS CIIifl MPOOOBKUTH IIPOTATOM 4 THXKHIB IIiC/Is 3aKiHYEeHHS XiMioTeparril.
MakcuMarnbHa f03a IpenapaTy He noBuHHa nepesulyBaty 60 000 MO Ha TUXKOEHbD.

[Tpu mocsATHEHHI HeOOXigHOTO PiBHS reMoTrno0iHy, iIHIUBIAYaIbHOTO OIS KOXKHOTO IallieHTa, H03Y
Ipemnapary ciif 3MeHIUTH Ha 25-50 %, migTpumyouu remornobid Ha uboMy piBHi. Crifg maMm’aTaTu
IIPO BifIOBiAHE TUTPYBaHHS [O3M.



fAxkmo piBeHb remorno0iny nepesuius 120 r/n (7,5 MMoIB/N), BO3y NIpenapaTy CIifi 3MEHIITNTI
npubnu3Ho Ha 25-50 %. Akimo piBeHb remornobiny mepesuirye 130 r/m (8,1 MMomb/n), TiKyBaHHS
npenapaToM PekopMoH” HeoOXiTHO THMYACOBO IPUIMHUTH. [IpH 3HUXKEHHI PiBHS reMorno6idy 10
120 r/n (7,5 Mmomb/n) abo HUKYe TiKyBaHHS CJIif IOHOBUTH Yy 031, MeHIIi# mpubau3no Ha 25 % Bif
IIOIIePeIHbO1 HO3M.

[Tpu nipBuieHHi piBHSA remoro0iny O6inbir Hixk Ha 20 r/1 (1,3 MMoIB/N) Yepe3 4 TUXKHI 003y
Ipernapary ciif 3MeHIWu Ty Ha 25-50 %.

CraH maIfieHTiB HeoOXiHO PeTeIbHO MOHITOPYBATH [JIst TOTO, 1100 YIIEeBHUTHUCS, 110 AJIS
3a0e3neyeHHs aieKBaTHOTO KOHTPOJII0 CUMIITOMIB aHeMil 3aCTOCOBYEThCS HallHMK4Ya 3aTBepKeHa
mo3a npenapaty Pekopmon®.

ITioeomoeka xeopux 0o 3a60py aymo.n02iuHoi Kpoei 0151 noda1bwoi aymozemompaHcysii.

[TpemapaT BBOASATH BHYTPIIIHOBEHHO (IIPOTSITOM NMPUOIN3HO 2 XB) a0 MigMIKipHO 2 pa3u Ha TUXKAEHb
IIPOTATOM 4 TUXKHIB. Y TUX BUMafKaX, KOJIY MOKa3HUK reMaTOKPUTY Y XBOPOro (= 33 %) mo3Bose
3mificHuTH 3a0ip KpOBi, mpenapaT PeKopMOH® BBOASAThL HANIPUKIHIN IPOLEAypH. IIpOTAroM yChoro
KYpCy JIiKyBaHHS reMaTOKPUT He IIOBUHEH IepeBullyBatu 48 %.

ITo3a mpemapaTy BU3HAYAEThCS XipyprivHo0 OpUTafoi0 iHAUBiTyaIbHO /I KOKHOTO MallieHTa,
3aJ1eXKHO Bifl TOTO, sTKM# 00’€M KpOoBi Oyjie B3STO Y XBOPOTO i IKUM € HOr0 ePUTPOILUTAPHUN PE3€ePB:

1. O6’eM KpoBi, 1110 Oyme B3ITUN Y XBOPOTO, 3aJIeKUTh Bifl mepenbayyBaHOi KPOBOBTPATH, Bil HASBHUX
MEeTOOMK KOHCEepBallil KpoBi i 3arajbHOT0 CTAHy MallieHTa; BiH Ma€ OyTH HOCTATHIM AJIS TOTO, 11100
YHUKHYTH ITepeuBaHHS KPOBi Bifl inmIoro qornopa. O6’eM KpoBgi, 1110 Oyae B3sITHI Y XBOPOTO,
BUPaXKa€EeThCA B OOUHUIIAX (OOHA OOUHULSA eKBiBaneHTHa 180 M1 epUTPOIUTIB).

2. MOXKNUBICTL TOHOPCTBA 3aJIE3KUTh TOJIOBHUM YMHOM Biff 00’€My KPOBI y IallieHTa i 104aTKOBOTO
IIOKa3HUKa reMaToKpuTy. OO6uBa IOKa3HMKY BU3HAYAIOTh EHOTEHHUY ePUTPOIUTapHUM PE3€epB,
SIKUY MOXKHa pPO3paxyBaTH 3a TaKoi (GOpPMYyIIOIo:

EHporeHHuit epuTpOLUTapHUY pe3epB 00’eM KpoBi [Mi] X (remaTokput - 33) : 100
2Kinku: 06’em KpoBi [my1] = 41 [my/kr] X macy Tina [kr] 1200 [m]
Yonosiku: 06’eM KpoBi [Mn] = 44 [mn/kr] X macy Tina [kr] 1600 [mn] (mpu Maci Tina = 45 Kr)

I[Toka3aHHA [0 3aCTOCYBaHHA ImpemnapaTy Pekopmor® i #0ro pa3osa f03a BU3HAYAOTLCA 3
HOMOTpaMaMu Ha IificTaBi He00XiTHOTO 00’eMy OHOPCHKOI KPOBi Ta €HIOTEHHOT'0 EPUTPOLIUTAPHOTO

pe3epBy.

Pa3oBa f03a, BU3HaUYeHa TaKUM YMHOM, BBOOUTHCS 2 Pa3u Ha TUKAEHb IPOTATOM 4 TUXKHIB.
MakcuMarsnbHa f03a He IoBUHHA IepeBuinyBaty 1600 MO/Kr Macu Tina Ha TUXKOEHb IIpU
BHYTPilIHbOBeHHOMY BBefeHHi 1 1200 MO/Kr Macu Tina Ha TUXKAEHD IIPU HigIIKIDHOMY BBEEHHI.

IHcmpyKuis wo00 BUKOPUCMAHHA NonepedHbO HANOBHEHO20 WNPULA

[TonepenHbO HAIOBHEHHUH ILITIPHI] 3 IperapaToM PekopMoH® rOTOBHIA [0 BUKOPUCTAHHS.
3acTocoByBaTH Citif nuie 6e36apBHUMN, TPO30PHH a00 371eTKa ONAeCIeHTHUM PO3YUH, SKUH
NPAKTUYHO HEe MiCTUThL BUAMMHUX BKIIIOUeHb. IIpenapar PekopMoH® y ONEpeHL0 HAIIOBHEHOMY
IIIIPHUII € CTEPUIIBHUM, OJJHAK He MIiCTUTh KOHCEpPBaHTiB. Hi 3a sskux 00CcTaBUH HE MOXXHA BBOTUTH



Oinblle OgHi€l 03K 3 MOMEPEIHbO HAaIIOBHEHOTO IIIIPHUIIa.
[Tepeq in’eKIriero HeOOXiMHO TOMUTH PYKH.

1. BuviasATy 1 nonepenHbO HAIOBHEHUH IINIPUI] 3 YIIAKOBKY i IePEKOHATHUCS B TOMY, 110 PO34YUH
npo3opuii, 6e36apBHUY | TPAKTUYHO HE MiCTUTh BUAUMUX AOMIIIOK. 3HATHU KOBIAYOK 3i IIIPHUIA.

2. BUMHSTH 3 yIaKOBKY OHY TOJIKY, HAMiTH ii Ha UIMPUI] i 3HATH 3 TOJKU 3aXUCHUM KOBIAYOK.

3. Bupanuty moBiTPA 3i WIMPHUIIA i TOJIKK, TPUMAaIO4M IIMPUIl BePTUKAILHO i 06epekHO IIPOCyBa0un
IIOpLIeHb JoTopyu. HaTHCcKaTy Ha MOPIIeHb, IOKY Y MIIPHIl He 3aUIINThCS HeoOxXifHa 03a
npenapaty Pekopmon®.

4. TIpoTepTH WIKIpy Y Miclli il €KIlil 3MOYeHO0 CIIUPTOM BaTOol0. BETMKUM i BKa3iBHUM MaJIbIEM Y3SATH
MIKipy B CKIafgKy. TpuMaioyu KOpIyc Mnpuiia 61uxKde [0 TOJIKY, BBECTH 11 i MKipy. BBecTu po3uuH
npenapaty Pekopmon®. IIIBUIKO BUMHSATH TOJIKY i IPUTHCHYTH MiCIle YKOJIY CTEPHUIILHOK CYXO0H0
BaTOIO.

[TomepenHLO HAITOBHEHUY LITIPUI] TPU3HAYEHUN JIMIIIE A1 OMHOPAa30BOr0 BUKOPUCTaHHA. Byab-aKui
HEeBUKOPHUCTAHUY IperapaT abo BiIXOM¥ CIIif YTHIi3yBaTH 3TigHO 3 MiCIIeBUMU BUMOTAMH.

Himu.
JIikyBaHHST CUMIITOMATHYHOI aHeMil, acolli0BaHOl 3 XPOHIYHOI0 HUPKOBOIO HEIOCTATHICTIO, ¥ OiTeH.

[TpodinakTrka aHeMil y HeJOHOIIIEHUX HOBOHAPOMXKEHUX, SIKi HAPOAUINUCS 3 Maco Tina 750-1500
00 34-ro TUXKHS BariTHOCTI.

Ilepedo3yeanHsi.

TepaneBTUYHMI iHIEKC IpenapaTy PeKopMoH® [yxe IMpoKuil. HaBiTh Ipy AyXKe BUCOKKUX
KOHIIEHTPALlisIX ITpemapaTy y CUPOBATIli KPOBi O3HAK Mepefio3yBaHHs He CIIOCTePiraaocs.

ITo6iuni peakuii.

Ha ocHOBIi pe3ymbTaTiB KITiHIYHUX [OCifIZKEeHb, 1110 BKII04aau 1725 mallieHTiB, BUHUKHEeHHS 00i4HUX
peaklliil IpH JiKyBaHHi IpenapaTtoM PekopMoH® 0uiKyeThCst IpUGNN3HO y 8 % Mal[i€HTiB.

[ToBimomIsimiocs mpo TsIKKi mKipHi mobiuni peakmii (TIIIIP), 30kpeMa CHHIPOM
CriBeHca - [IxkoHcoHa (CC]I) Ta ToKCcuuHUM emigepmanbauil Hekpomni3d (TEH), 1o
MOXYTb OyTH HEOE3TMEUHUMH [IJIS XKUTTS a0 CMepTeNbHUMHU, Ha (DOHI JTiKyBaHHS €IT0ETUHOM.

Omnuc moOiyHMX peaklliit 3a3HavyeHo 3TiIHO 3 TEPMiHOJIOTi€l0 MeauyHOro CII0BHUKA HOPMAaTHUBHO-
npaBoBoi #isnbHOCTI MedDRA 3a KnacaMu CHCTEM OpraHiB Ta KaTeropisiMu 4acTOTH. 3@ YaCTOTOI0
no6iuHi peakmii MominsgOTLCS Ha gyXKe momupeHi (=1/10), momupesi (=1/100 go <1/10), HemomupeHi
(= 1/1000 mo <1/100), pimko nomupeHi (=1/10000 o < 1/1000), myxe pigko mommupesi (<1/10000),
YyacToTa HeBigoMa (He Moxe OyTH po3paxoBaHa 3a HasBHUMU HaHUMHU).



IlauieHmu 3 aHeMi€, acouillo8aHO0 3 XPOHIYHOIO HUPKOBOK He0ocmamHicmio

Haiiuacrirmoio mo6iuyHOI0 peakili€lo mif yac JTiKyBaHHS IIpernapaToM PeKopMOH® € HimBUIIeHHS
apTepianbHOr0 TUCKY a0o MoripieHHs nepediry icHyoo4ol rineprensii, 0coO0IMBO MPU LIBUOKOMY
36inbIIeHH] reMaTOKpUTy (OuB. po3ain «OcobauBOCTI 3acTocyBaHHs»). [inepToHIuHI Kpu3u 3
nposiBaMu eHiedasnonarii (rojoBHuUM 6inb, CITyTaHICTh CBiJOMOCTi, CEBHCOMOTOPHI po3/i1anu, Taki K
IIOPYIIEHHS MOBJIEHHS, XOO¥, aX [0 TOHIKO-KJIOHIYHUX CyIOM) MOXYTh BUHUKATH ¥ OKPEMUX
TAllieHTiB 3 HOPMaJIbHUM Y HU3BKUM PiBHEM apTepiaibHOTO THCKY (OUB. po3min «OcobnuBoCTi
3aCTOCYBAHHS»).

MoxuBuii TpoM003 IIyHTa, 0COOIMBO V NAlliEHTIB 3 TEHAEHIIIEI0 N0 TinoTeH3il abo y MallieHTiB, y
SKUX BUHUKIIY YCKJIafeHHs 3 00Ky apTepioBeH03HOI (icTynu (CTeHO03, aHeBpuU3Ma) (OUB. PO3Min
«Oco6mMBOCTI 3aCTOCYBaHHS»). Y OiNIBIIIOCTI BUMTAAKIB OMHOYACHO 3 MigBUIIEHHSIM reMaTOKPUTY
3HUKYETHCS KOHIIEHTpalis pepuTuHy B CUPOBATI KPOBi (IuB. po3xain «Oco6IMBOCTI 3aCTOCYBAHHS»).
B okpemux BuIafikax CIOCTEpIranocs KOpoTKo4YacHe MiABUINEHHS PiBHA KaJliio i docdaTiB y
CHpOBaTIi KPoBi (IuB. po3ain «OcobIUBOCTI 3aCTOCYBAHHS»).

3apeecTpoBaHO OKPEMi BUIIaAKK iCTUHHOI €PUTPOLMTAPHOI allfla3il 3 BUSBIIEHHSIM HEUTPAJIi3yI0uux
AHTHTIN 0O EPUTPONOETHHY, acollilioBaHi i3 Tepamieio npemapaToM PekopMor®. He peKOMeHIyeThCs
TIepPeBOUTH HAlli€HTiB Ha Tepallilo IpenapaToM PekopMoR® Ipu BCTaHOBIEHHI fiarHO3y iCTUHHOI
E€pUTPOLMTAPHOI aljiasii, orlocepeKoBaHOl HasBHICTIO HEUTPATi3yI0YnX aHTUTIN 10 EPUTPOIIOETUHY
(muB. po3min «OcoOMMBOCTI 3aCTOCYBaHHS»).

TTo6iuHi peaxiiil, IOB’s13aHi 3 TiKyBaHHAM IIpenapaToM PekopMoH®, sIKi cocTepiranucs B
KOHTPOIbOBAHUX KITIHIYHUX JOCTIIXKEHHAX:

CyOuHHI nOpyweHHA: HETIOLUINPEH] - TINePTOHIYHUYI KPU3; MOMINPEH] - apTepiaibHa rinepTeHsid.
ITopyweHHs 3 60KY Hep8osoi cucmemu: TOMUPEHi - TOJIOBHUM Gifb.

ITopyweHHs 3 60Ky cucmemu Kposi ma AiMpamuyHoi cucmemu: pigKo MOMKPeHi - TpoM003 IIYHTa;
IyKe PifKo MOIKUpeHi - TpPOMOOIUTO3.

IlauieHmu 3i 3/10AKICHUMU HOB0YMBODPEHHAMU

TonmoBHuit 6inb i apTepianbHa rinepTeH3sis, MOB’s13aHi i3 TiKyBaHHSAM €IIOeTUHOM 6eTa, sIKi MOXKYTh
OyTu nMiKOBaHi MEOMKAMEHTO3HO, € TIOUIMPEHUMH.

Y okpeMux malli€HTiB CIIOCTepPiraaocsa 3MeHIIeHHS MOKa3HUKIB 3a/Ii3a B CUPOBATII KPOBI (IUB. pO3Min
«Oc06IUBOCTI 3aCTOCYBaHHS»).

B kninivHuUX mocmimxkeHHsX Oyna 3apeecTpoBaHa 6ibIlla YacTOTa BUHUKHEHHS TpoMboeMOortift y
TaLi€HTIB 3i 3JI0IKiICHUMY HOBOYTBOPEHHAMH, $IKi OTPHMYBAaJIH JTiKyBaHHs IpernapaToM Pekopmon”

(7 %), mopiBHSAHO 3 KOHTPOJIHHOIO I'PYIIOI0, 110 HE OTPUMYyBasa JiKyBaHHS (4 %) abo
oTpuMyBaa mnane6o. IIpu 1poMy y IpyIi ITiKyBaHHS IpenapaToM PekopMor® He crocTepiranocs
3pPOCTaHHS CMEPTHOCTI Bif TpoMO0eMO0Iili TOPiBHSAHO 3 KOHTPOJILHOIO I'PYIIOI0.

ITo6iuHi peaxiiil, IOB’3aHi 3 TiKyBaHHAM IIpenapaToM PekopMoH®, sIKi cocTepiranucs B
KOHTPOIbOBAaHUX KIIIHIYHUX JOCTIIXKEHHAX:

CyOuHHI nopyweHHA: TIOMKPEHi - apTepiaiibHa rinepTeH3is.

ITopyweHHs 3 60Ky cucmemu Kpoei ma AiMpamuyHoi cucmemu: omupeHi - Tpom6oeMOomiuHi mofii.



ITopyweHHs 3 60Ky Hepe8osoi cucmemu: TOMIHUPEHi - TOJIOBHUH Bifb.

IauieHmu, AKUM Npu3sHA4yeHo 3abip aymo.102iyHoi 00OHOPCLKOI Kposi

Y matieHTiB, SKUM IIpu3HadYeHo 3a0ip ayTonoriyHol MOHOPCHKOI KPOBI, CIIocTepiranacs Aello BUIa
yacToTa TpoMbGoeMboniuHKX mofii. OfHAK YiTKOro IPUYMHHOTO 3B’A3Ky 3 IpenapaToM PekopMoHn”®
He BCTAHOBJIEHO.

Y nnare60 KOHTPOILOBAHUX JOCTIIKEeHHIX AediluT 3aiza 6yB GisbIl BUpPaKeHUM Y MAIli€HTIB, gKi
OTPUMYBAIH JiKyBaHHSA IpenapaToM PexopMor®, HiX y rpymi miane6o (Aus. po3ain «Oco6IuBOCTi
3aCTOCYBaHHS»).

TTo6iuHi peaxiiil, IOB’3aHi 3 TiKyBaHHAM IIpenapaToM PekopMoH®, sIKi clocTepiranucs B
KOHTPOJIbOBaHUX KJTIHIYHUX JOCIIAKEHHIX:

ITopyweHHs 3 6OKY HepPB8os8oi cucmemu: MOIIUPEH] - TOJTIOBHUM Oillb.

HeOdoHoweHi HOBOHAPOOHCEHI

Coocrepiranocs ayxKe MOIMMUPeHe 3HUKEHHS PiBHSA (PEepUTHHY B CHPOBATII KPOBi (OUB. PO3AiN
«Oc00IMBOCTI 3aCTOCYBaHHS»).

Onuc okpeMux nobivHUX peakuitl

3miHu 3 60Ky wKipu ma ii noxiOHuX: PigKO MOIIUPEHi - BUCHUII, CBepOikK, KPOIIMB'IHKA, Peakilil y Micii
iH’eKiil.
Iye pigKo MOBigOMIIANIOCS PO aHadinakToigHi peakiil. OMHaK B KOHTPOJILOBAHUX KITIHIYHUX

IOCTiMKEHHSIX He CIIocTepiranocs 30inblleHHs YaCTOTH Peaklliil TimepuyTIuBOCTI.

Iyxe pigko, 0co0NMMBO Ha IIOYATKY Teparlil, IOBiqOMIISIIIOCS PO I'PUIIONIOAIOHI CHMIITOMH, OB’ A3aHi
3 MiKyBaHHSIM elloeTHHOM 6eTa, Taki IK rapsiuka, 03H00, royioBHUM 0inb, OiNb y KiHIliBKaX,
He3ayXKaHHA i/abo 6inb y KicTkax. Li peakil Oynu BupaxeHi c1abko abo IOMIpHO i 3HUKaNU yepes
KiJTbKa roauH abo KijbKa OHiB.

3rigHo 3 JAaHUMH, OTPHMaHUMHU B KOHTPOJIbOBAHUX KJTiHIYHUX OOCIIIXKEHHIX el0eTUHY aibda ado
nap0OernoeTuHy anbda, Mpo iHCYIbT MOBIHOMIISAIOCS 3 4aCcTOTOIO0 momupeHi (= 1/100 mo < 1/10).

Tepmin npudamHocmi.

2 POKH.

YMoBu 30epiranHsi.

30epiratu y HeJOCTYIIHOMY IJIsl miTei Micii. 30epiraTy B OpuriHanbHIN YIIaKOBII AJIST 3aXUCTY Bif
cBiTIa mpu Temmepatypi 2-8 °C (y XomogunbHUKY). Y pa3i HeoOXigHOCTI TpaHCIIOPTYBaHHS
IIPUITYCKA€ETLCA 3MiHa TeMIlepaTypHOro pexumy (mo 25 °C), ane He Oinbll HixK Ha 3 [HI.



HecywmicHicTsb.

IIpu BifCyTHOCTI JOCTiAXKEeHb CyMiCHOCTI IIperapaT PeKopMoH® He MOXKHa 3MillyBaTH 3 iHIIMME
JIiIKapChKUMH 3aC00aMH.

YnakoBka.

[To 3 monepenubo HamoBHeHuX mmpunu mo 2000 MO/0,3 M1 pa3oM 3 3 ronkaMmu Aid iu’exiiu 27G1/2
(ronka mmoMilieHa y IJIaCTUKOBY YIIaKOBKY) B KOHTYPHIN YapyHKOBIY YIIAKOBI, 1[0 CKJIaJAETHCS 3

3 OKpeMUX IJIaCTUKOBUX KOHTeWHePIB (1 monepenHbO HAIOBHEHUY MINPUI] Ta 1 TonKa B OGHOMY
IIJIaCTUKOBOMY KOHTeMHeDi); 0 2 KOHTYPHI YapyHKOBI yITaKOBKH (6 MMONepegHb0 HallOBHEHUX
IITIPUILIIB Ta 6 TOJOK) Y KaPTOHHi#M KOPOOIIi.

[To 1 monepensbo HanoBHeHoMy wmnpuli mo 30 000 MO/0,6 M pa3oM 3 roJKo 4 iH'ekuiu 27G1/2
(ronka moMileHa y IJIaCTUKOBY YIIAKOBKY); B KOHTYPHIM YapyHKOBIiH YIIaKOBII, 1110 CKIaga€eThCs 3 4
IIJTAaCTUKOBUX KOHTelNHepiB (1 monepefHb0 HAIIOBHEHU WINPUI] Ta 1 rojka B OGHOMY

IIJTAaCTUKOBOMY KOHTeHHeDi); 0 1 KOHTYpHiN YapyHKOBIY yIakoBli (4 monepegHbo HallOBHEHUX
IITPUIY Ta 4 TOJIKW) Y KAPTOHHIM KOpoOIli 3 MapKyBaHHSIM YKPaiHChbKOI MOBOIO;

o 1 monepengubo HamoBHeHoMY mmpui mo 30 000 MO/0,6 M pa3oM 3 ronKo0 Oid iH'ekiiu 27G1/2
(ronka mmoMilieHa y IIaCTUKOBY YIIaKOBKY); B KOHTYPHIM YapyHKOBIiY yIIaKOBLI, 10 CKIaga€EThC

3 1 mmacTuKoOBOTO KOHTeMHepa (1 momnepeHbO HATOBHEHUH MINPUI] Ta 1 rolKa B OGHOMY
IIJTaCTUKOBOMY KOHTeMHepi); Mo 1 KOHTYPHiM 4apyHKOBiY ynakoBli (1 monepenHb0 HallOBHEHUU
mrpull Ta 1 ronKa) y KapTOHHIM KOpoO1li 3 MapKyBaHHSM YKPalHChKOI0 MOBOIO.

Kareropis Bigmycky.

3a pelemnToM.

BupOOHHK.

Pow JiarHoctukc I'Mm6X

Micue3HaxoIKeHHsI BUPOOHHKA Ta MOr0 ajJpeca MicCIsi IPOBaKeHHsI Tis/IbHOCTI.
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