IHCTPYKIIA
AJIS1 MEUYHOI'0 32CTOCYBAHHS JIKAPCHKOIo 3ac00y

OJEKCBYMIH

Cknao:

oiroua peuosuna: human albumin;

1 1 pozunHy MicTuTh abOyMiHY JroguHu 200 T (BMICT albOYMiHY TOBHHEH CTAHOBUTH HE MEHIIIE
95 % BMmicTy OIKIB);

OONOMIDICHI peqosuHu. HATpir0 Kampuiar, N-aneTuntpuntodaH, HATpIIO XJIOPWJ, BOJAA JUIA
1H’ €KIIIH.

3aranbHa KUIBKICTh 10HIB HaTpito qopiBHIOE 130-160 Mmmomw/n (3,33 1).

Jlikapcbka ¢opma. Po3uun mist iHDy3iid.
OcHosHi izuko-XimiuHi eracmusocmi: IPO30PHUH, 3JIeTKa B’ SI3KUNM PO3UMH; Maike O0e30apBHMUIA,
B1Jl )KOBTOTO /10 KOPUYHEBOTO 200 3€JIEHOT0 KOJIBOPY.

dapMmakoTepaneBTHYHA rpyna.
Kpos Ta cniopigneni npenapatu. KpoBo3amiHHUKH Ta OUTKOBI (hpakiii mia3Mu KpoBi. AbOyMiH.
Kon ATX BO5SA AO1.

Imynonociuni i 6ionoziuni enacmueocmi.

Dapmaroounamixa.

AnBOYMIH JIIOJUHU KUTHKICHO CTAHOBUTH OUIBINE MOJOBUHHU YChOTO MPOTEIHY IJIa3MU 1 OJIM3BKO
10 % 3aranbHOT KUIBKOCT1 MPOTEiHY, CHHTE30BAHOTO MEYIHKOIO.

AnpOymin monuau 200 1/ BUsABIAE TinmepoHKOTHYHUN edekr. HalBakmusima ¢izionoriyaa
byHKIIS aTbOyMiHY — 1€ Y9acTh B OHKOTHYHOMY THCKY KPOBI Ta ii TpaHCIOPTHUX (YHKITISX.
AnpOyMIH CTabUTI3ye HUPKYITIOIOYUA 00’€M KpOBI 1 € MEPEHOCHWKOM TOPMOHIB, €H3HMIB,
JIIKapChKUX 3aC001B Ta TOKCUHIB.

DapmakoKiHemuka.

3a HOpMaJILHUX YMOB 3araJiIbHU 00°’€eM 0OMIHY aJIbOYMiHY CTAHOBUTH 4-5 I/KI MacH Tila, 3 SIKUX
40-45 % — B HTpaBackymsspHoMy 1 55-60 % — B ekcTpaBackyisipHOMY mpoctopi. [linBumiena
MIPOHUKHICTh KalUIAPiB 3MIHIOE KIHETHKY anbOyMmiHy. [Ipu Takux craHax, sIK TSDKKI OTIKHA abo
CeNTUYHUH 10K, MOK€ BUHUKHYTH HOTO aHOMAaJIbHUI PO3MOILIL.

3a HOpMaJIbHUX YMOB CEepe/IHiii mepio/i HalliBBUBEACHHS ajJbOyMiHY CTAHOBUTH ONMU3bKO 19 mHIB.
bananc MK CHHTE30M 1 pO3MaI0M 3a3BUYAl JOCATAETHCS 332 JOTIOMOTOIO PETYIISIii 31 3BOPOTHUM
3B’s3kOM. EnimiHailis BiiOyBaeTbcs MEpPEeBaXXHO BHYTPIUIHBOKIITMHHO 32 YYacTIO MpOTeasu
J130COM.

VY 3p0poBux 100poBosbiiB MeHIne 10 % BBeneHOro anbOyMiHy 3aiuIlIa€ BHYTPIIIHbOCYIUHHUN
MPOCTIp MPOTATOM MEpIINX 2 TOAWH Micas BBeleHHs. CrocTepiraeThcs 3HA4YHA 1HAMBiAyallbHA
Bapiallis y BIUTUBI Ha 00’ €M TU1a3Mu. Y AKX MAIiEHTIB 00’ €M T1a3MHu MOXke OyTH MiABUIICHHIA
MPOTATOM AEKUIbKOX rouH. OHaK y MAIli€EHTIB Y KpUTUYHOMY CTaH1 aIbOYMIH MO3K€ BUBOAUTHCS
13 CYJJMHHOTO NMPOCTOPY B 3HAUHIM KUTBKOCT1 3 HEMPOTHO30BAHOIO IIBUJIKICTIO.

Kuiniuni XapakTepucTHKH.
Ilokaszannsa.



BigHoBneHHS 1 MiATpUMaHHSA 00 €My LUPKYISLii KPOBI HpU MpPOsiBaX HEIOCTATHOCTI 00’eMy i
HEOOXIJJTHOCTI 3aCTOCYBaHHS KOJIOI/IB.

Bubip ansOymiHy, a He IITYYHUX KOJIOINIB, 3AJI€KUTh Bijl IHAUBIIYaTbHOT KINIHIYHOT cCUTYyawii A7s
KOJKHOTO TMAIi€EHTa Ha OCHOBI OQIIIHHIX pEKOMEHIAITIM.

IIpomunoxazannsa.
[TinBuieHa 9yTIUBICTH 10 anbOyMiHy a00 0 OyIb-KOi 3 TOTIOMDKHUX PEYOBHH Ipenapary.

Ocoonuei 3axo0u de3nexu.
Po3unH anpOyMiHy HE MOKHA PO3BOJIUTH BOJIOIO IS 1H €KIIIH, OCKIJIBKH IIe MOXKE CIIPUYNHHUTH TeMOJTi3 y TallieHTa.

IIpn BBeneHH1 BeaMKUX OO0’€MIB CIIiJI HArpiTH Mpenapar 10 KIMHATHOI TeMiieparypu abo o
TEeMIIEpaTypH TLIa MepeJl 3aCTOCYBAHHSIM.

He BukopucTtoByBaTH, SKIIO PO3YMH MYTHUN ab0 MicTuTh ocaja. lle Moke BkasyBatu Ha
HECTaOUIbHICTh IPOTEIHIB 200 3a0pyIHEHHS PO3UHHY.

He BukopucToBYBaTH NpU MOUIKOIKEHHI MaKyBaHHS. 3HUILUTH NPU BUSBICHH] BUTIKaHHS.
[Ticnst BIAKpUTTS MillIKa Ipenapar CiiJi BUKOPUCTATU HeraiiHo. Bcl HEBUKOpHUCTaH1 3alMILIKU
pPO3UMHY HEOOX1THO 3HUIIUTH BIIMOBIIHO O MICIIEBUX MPABHIL.

B3aemooia 3 inwmumu nikapcoKumu 3acodvamu ma inuwii 6uou 3acmooiil.

Creuundiyni B3aemonii anbOyMiHy JIOAMHM 3 IHIIMMH JIKapChbKUMH 3aco0aMy  HEBLIOMI.
AnbOyMiH JIOAWHU HE CI1 3MIITYBAaTH 3 IHIIUMH JIIKAPCHKUMHU 3ac00aMu (KpiM peKOMEHJOBaHUX
PO3YMHHUKIB), IIUTBHOIO KPOB IO Ta €PUTPOIUTAPHOIO MACOI0. AJTLOYMIH JIFOJMHH TaKOX HE CIIIT
3MIIIYBAaTH 3 TPOTETHOBUMH Tiposri3aTaMu (HaNpUKIIAL, 13 MapeHTepaTbHUM XapuyBaHHIM) a00
3 pO3YMHAMH, IO MICTATh CHOUPT, OCKUIBKK IIi KOMOIHAIli MOXYTh TPH3BECTH 10 BHUIAILY
MPOTETHIB y Oca.

Ocoonueocmi 3acmocy8anns.

[Timo3pa Ha anepriudi abo aHa(UIAKTUYHI peakilii BUMarae HEralHOTO NPUITMHEHHS BBEICHHS
npenapaty. Y pa3i po3BUTKY IIOKY CJIiJ] IPOBOJAUTHU CTaHIAPTHE JIKYBaHHS.

AnbOYMIH CIIiT BAKOPUCTOBYBATH 3 00EPEXKHICTIO Y BHIMAJKY TinepBojeMii Ta ii HacaiaKiB abo
TeMOJIMIIIONI], Ta y IHIIMX BUIIAJKaxX, 10 MOXKYTh CTAHOBUTH OCOOJIMBUN PU3MK JIJISl MAIIEHTA,
HaIPUKIAL;

- JIEKOMIICHCOBAHa CeplieBa HEJOCTATHICTD;

- apTepianbHa TIIEPTCH31A;

- BAapUKO3HE PO3LIMPEHHS BEH CTPABOXOY;

- HaOpsIK JICTCHb;

- reMOparidYHui jaiares;

- TSDKKA aHEMIS;

- peHallbHA Ta IOCTPEeHANIbHA aHYypis.

KonoinHo-ocmotnunmii  edext anpOyminy moauau 200 1/n  mpubnu3HO  TOPIBHIOE
YOTUPUPA30BOMY €(EeKTy IUla3MH KpoBi. TOMy INpH BBEAE€HHI KOHLIEHTPOBAHOTO AIbOYMIHY
HEOOXITHO NTOTPUMYBATUCh OOEPEKHOCTI MpU 3a0e3MeueHHi HaJIeKHOI TifpaTallii maiieHTa.
HeoOxiHO peTenbHO KOHTPOJIIOBATH CTaH MallieHTa, 00 3aXUCTUTH HOTO BiJl HUPKYISATOPHOTO
NepeBaHTaKEHHsI Ta rineprigpararii.

Po3unn ansOyminy moauau 200 r/1 Mae BIZHOCHO HM3BKHM BMICT €JIEKTPOJITIB MOPIBHSIHO 3
po3unHOM anbOyMiny mroaunu 40-50 r/1. [Ipu BBeneHH1 anbOyMiHY CIil peryisipHO NepeBipsATH



€JICKTPOJIITHUH CTaH Malli€HTa 1 BYKUBAaTH HEOOX1THUX 3aX0/IiB JUIsl BTHOBIICHHS Ta MATPUMAaHHS
€JIEKTPOJIITHOTO OaaHcy.

@nexcoymin mictuth 130-160 mmons/n Hatpito. Lle HEoOXigHO BpaxoBYBaTH NpHU JIKYBaHHI
MAIIEHTIB, SIKi JOTPUMYIOTBCS TIETH 3 KOHTPOJIBOBAHUM BMICTOM HATPIIO.

[Tpu HE0oOXiTHOCTI 3aMiHM TOPIBHSAHO BEIMKHUX 00’€MIB KPOBI CITiJi KOHTPOJIIOBATH KOATYJIAIIIO 1
reMatokpuT. CIig TOTpUMYBATUCS 00CPEKHOCTI IpH 3a0e3TeUCHHI BiMOBIAHOT 3aMiHH THIIIHX
KOMIIOHEHTIB KpOBi ((haKTOpiB KOATYIAILii, €IEKTPOJIITIB, TPOMOOIHTIB Ta EPUTPOIIHTIB).

SIkmo nmo3yBaHHS Ta IIBUAKICTH iH(Y31l HE BIAMOBINAIOTH CTaHYy KPOBOOOIrY Mali€HTa, MOXKeE
po3BuHyTHCS rinepBosieMis. [lpum mepmmx KIHIYHHX TOpOsSBaX  CEPIEBO-CYJHHHOTO
MepeBaHTAKEHHS (TOJOBHUM OUIb, 3aUIIKa, 3aKylNOpKa SpPEeMHHX BeH) a0o MpH MiJBHMILEHHI
apTepiaibHOTO THUCKY, IMIJBUIIEHHI LEHTPaJbHOTO BEHO3HOTO THUCKY 1 HaOpSKy JEreHIB Clij
HEeTaifHO MPUITMHUTH BBEICHHS Tpenapary.

CrangapTHi 3ax0AM WIIOJ0 TOINEpeKeHHsS mepenadl 1HQEeKIi mpu 3acTOCYBaHHI JIIKAPCHKUX
IIpenapaTiB JIFOJICBKOT KpOB1 200 M1a3MH BKIIIOYAIOTh B110Ip JOHOPIB, EPEBIPKY OKPEMUX MOPLII
JOHOPCHKOT MJIa3MH Ta MYJIB IJIa3MU 33 CHEHU(PIUHUMU MapKepaMu 1H(EeKIiil Ta 3aCTOCYBaHHS
e(eKTUBHHUX 3aXO0/1B JUIs IHAKTUBALlli/BUJAJIEHHS BipyciB Mia yac BUpoOHULITBA. He3paxkaroun Ha
11e, IpH BBEJCHHI JIIKAPCHKUX 3aCO01B, BUTOTOBJIEHUX 13 KPOBI 200 TJIa3MM JIIOJMHU, HE MOXKHA
LIUIKOM BHUKIIOYUTH MOXKJIUBICTh IMepenaui iH¢ekuidHux areHrtiB. lle Takox cTocyerbes
HEeBIJOMHX a00 HOBHX BIPYCIB Ta IHILIKX MaTOTEHIB.

Hemae nanux, mjo miarBepaKyioTh (akT nepeaadi BipyciB 3 aTbOyMIHOM, BUPOOJIEHUM HaJIEKHUM
YUHOM BIAMOBLIHO 110 cnienudikaiii €Bpomneiicbkoi @apmakorer.

PekoMeHIyeThCsl HarajJbHO 3allMCYBAaTH Ha3By 1 HOMEp cepii mpemnapary Iopa3y Mpu BBEIEHHI
namieHTy npenapary DiekcOyMiH 3 METOI0 BCTAHOBJICHHS 3B’S3Ky MDK MaIllEHTOM 1 Cepiero
npemnapary.

3acmocysarnns y nepioo éazimumocmi abo 200y8arHs 2pyooro.

besneka 3acTtocyBaHHS Tpemapary Yy BariTHUX JKIHOK Y KOHTPOJBOBAHUX KIIHIYHUX
JOCIIIDKEHHSX HE BCTAHOBJEHA. AJie KJIIHIYHHHI JTOCBIJ 3aCTOCYBaHHs ajdbOyMiHY HE BHSIBUB
IIKIUTMBOTO BIUIMBY Ha Tepelir BariTHOCTI, IUTII Ta HOBOHapo pkeHoro. IIpore, memwuHi
MpaIiBHUKKA TOBWHHI 3Ba)XyBaTH TOTCHIIMHI pHU3WKH 1 Npu3Hadatu DiaekcOyMmiH nuie 3a
HarajabHOI MOTPEeOH.

EdexTn anpObyminy Ha GEpTHIBHICTD HE TOCTIKYBaTUC.

JlocmipkeHHsT BIUIMBY Tperapary Ha pPEnpoAYKTUBHY (YHKIIO y TBapHH HE IPOBOIMIIUCH.
ExcniepumeHTasbHi JOCTIPKEHHS Ha TBApUHAX HEOCTATHI JJIsl OLIHKK OE3MEeKH PEnpOyKTUBHOT
¢byHKIil, po3BUTKYy eMOpioHa abo0 Iuioja, mepediry BariTHOCTi, HEpea- Ta MICHIAMNOJIOTrOBOrO
pO3BUTKY. TUM He MeHIII, albOyMiH JIFOJJMHU — 116 3BHYAHA CKJIaI0Ba KPOBI JIFOIUHH.

30amuicms eénaugamu Ha wWUOKICMb peakyii npu Kepy8awHi asmompaHcnopmom abo iHWUMU
MEXaAHIZMAMU.
He cnioctepiraBcs BILTUB HA MOXKJIMBICTh KEPYBAaTH aBTOTPAHCIIOPTOM a00 MEXaHI3MaMH.

Cnoci6 3acmocysanna ma 0o3u.

Konnentpauiro ans0ymiHy, 103yBaHHS Ta MBUIKICTH 1H(Y31T HEOOX1IHO MIAOUPATH 3aJI€KHO BiJ
IHAMBiAyaIbHUX MOTPeO MaIieHTa.

Mimok 06’emom 100 Mt mictuts 20 T ansOyMiHY JTFOAWHI.

Mimok 06’emom 50 mit mictuTh 10 T anpOyMiHY JIFOTUHH.

Jo3yearnns



HeoOxigHa 103a 3a1eXUTh BiJl MacH Tijla alli€HTa, CTYNEHs TSHKKOCTI TpaBMU abo XBOpoOH, Bi
TPUBAJIOCTI BTpaT piauHu Ta npoteiny. 11lo6 Bu3HaumTH HEOOXimHY 03y, Tpeba BCTAHOBUTH
BIJMOBIHICTE 00’ €My UPKYITIOI0YO0T KPOBI 1 pIBEHb HEIUIA3MOBOTO AIbOYMIHY.

[Ipu BBenmeHHi anpOyMiHy JIOAMHUM HEOOXITHO PETYISIPHO TMEPEBIpSITH TI'eMOJMHAMIYHI
XapaKTEPUCTHUKH, IO BKIIOYAIOTh:

- apTepialbHUN THCK KPOBI 1 9aCTOTY MYJIbCY;

- LIEHTPAJIIbHUN BEHO3HUI THUCK;

- THUCK 3aKJIMHIOBAHHS JIET€HEBOI apTepii;

- niypes;

- KOHIICHTPAIIIIO €JIEKTPOJIITIB;

- reMaTOKPHUT/TEMOTIIO0IH;

- KJIIHIYH1 IPOSIBU Kap/10JIOTTYHOT/pecnipaTOpHOi HEIOCTATHOCTI (HAIIPUKIIA, IUCITHOE);

- KJIiHI9Hi TposiBy M1IBUILIEHHS! BHYTPIIIHBOYEPETTHOTO TUCKY (HAIpPUKJIIAL, TOJIOBHUM OLIb).
Cnocib egedenns

@nekcOyMiH MOXHa BBOJUTH BHYTPIIIHBOBEHHO Oe3mocepeHbo abo Micias pO3BEIEHHS
130TOHIYHUM PO3YMHOM (Hampukiam, S5 % po3unHOM ritoko3u ado 0,9 % po3dnHOM HATpIrO
XJIOpUAY).

HIBuakicte 1HQY31T HEOOXITHO MiAOMpaTH 3TAHO 3 IHAUBIAYyaJbHUMHU OOCTaBUHAMH 1
nokazanHsMu. [lpu mnazmadepesi mBUAKICTh 1H(QY31i HEOOXIAHO MiAOMpPATH BIANOBIIHO IO
IIBUIKOCT] BUBEJICHHSI.

Himu.

Kiiniuni gocmipkeHHst Oe3neku Ta €PEeKTUBHOCTI 3acTocyBaHHs mpemnapary dDiaekcOymiH y
MAIIEHTIB AUTSYOTO BIKY HE NMPOBOAMUINCH. TOMy mpenapar He MOKa3aHWM J0 3aCTOCYBaHHS Y
TeIaTpUYHIA OIS,

Ilepeoo3ysanns.

SIKmo n03yBaHHS Ta MIBUAKICTH BBEACHHS HAJATO BUCOKI, MOXKE€ BUHUKHYTHU rinepBosemis. [Ipu
MepIIMX KIHIYHUX TPOsSBaxX CEPIEBO-CYIMHHOTO NMEPEBAHTAXEHHS (TOJIOBHUN OUTb, 3a/MIIKa,
3aKyMmopKa SPeMHHMX BEH), NPH MiJABUIIECHHI apTepiaIbHOTO TUCKY, MIABUIIEHHI IIEHTPAJIBHOTO
BEHO3HOTO THUCKY Ta HaOpsAKy JIEreHb CIIiJi HEeraiHo MPUIMHUTA BBEACHHA 1 PETeIbHO
KOHTPOJIIOBATH T'€MOIMHAMIYHI MOKA3HUKY TAIli€HTA.

Io6iuni peakuii.

KpuTepii omiHkM 4acTOTH PO3BUTKY MOOIUHUX peakiliid mpemapary: ayxke dacto (>1/10); gacto
(>1/100 mo <1/10); mewacro (=1/1000 mo <1/100); pimko (=1/10000 no <1/1000); myxxe pigko
(<1/10000); gactoTa HeBiTOMa (YacTOTa HE MOKe OyTH BCTAHOBJICHA 3 HASIBHUX JIAHUX).

Knac cucremu|lyxe Yacto Heuacto |Pigko Hyxe pinko
OpraiB 4acTo

3 0Ooky IMyHHOI aHaQUIaKTHYHUN
CHCTEMH 10K

3 OOKy HLTYHKOBO- HYyJ0Ta

KHIIKOBOTO TPAKTy




3 Ooky mKipu Ta rimepemis,
MIAMKIPHAX HIKIpHI
TKaHUH BUCHITAHHSI
3aranpHi  po3MaaH rapsiaka
Ta CTaH  MIiCIsd

BBEJICHHS

VY BHUNAnKy pPO3BHUTKY TSDKKHX peakiii iHQY31I0 CIii OPUIUHUTH Ta PO3MOYATH BiIMOBiIHE
JIKyBaHHS.

ITig wac micngpeectpalliiiHoro HarjasAy Oyau OTpUMaHI MOBIJOMJIEHHS MPO Taki MOOIYHI SBUIIA,
aK1 3rinHo knacudikanii MedDRA posnoauieHi 3a QyHKIIOHATBHUMU CHUCTEMAaMU OpraHi3My,
ITICJISL YOTO — 3a MEPEBAKAIOUUM TEPMIHOM Y MOPSAKY TSHKKOCTI:
- 3 60Ky imynnoi cucmemu: aHA(PUIAKTUYHI peakiii, MiABUILEHA YyTIUBICTh/aJepriyHi peaKiii;
3 00Ky HEPBOBO1 CHCTEMU: TOJIOBHUN OUTb, TUCTEB3IS;
3 00Ky cepys. indapkr miokapa, GiGpuiALs nepencepb, TAXIKAPIis;
3 OOKy cyOuH: apTepiajabHa TIIOTeH3Is;
3 00Ky OUXANbHOI cucmemu, Opeanie 2pyoOHOI KIImKu ma cepe0OCMiHHA: HaOpsK JereHb,
3aJIUIIIKA;
-3 601<y ULNIYHKOB0-KUUKOB020 MPAKMY . 6J‘IIOBaHH${;
- 3 60Ky wKipu ma niowkipnux mxanun: KPOTIUB sTHKA, CBEPOIK;

- 3aeanvhi po3naou ma CMman MiCysi 66¢0CHHSL. 03H00.
Jlani moa0 MOOIMHUX pEaKIliii Mpy MPOBEICHHI KIIHIYHUX JOCIiDKeHb npenapaTty diekcoymin
(JTFOnMHM) BIACYTHI.

Tepmin npuoamnocmi.
2 pOKH.

YMoBH 30epiraHus.
306epiraTu npu Temneparypi e Buie 25 °C. 306epiratu y HEIOCTYITHOMY JJIsl JiT€H MicIti!

Hecymicnicme.

JIropcbkuil anpOyMiH HEe MOXKHA 3MILIYBaTH 3 IHIIMMH JIKAPCHKUMHU 3aco0amu (32 BHHITKOM
3a3HaueHUX y po3aiii «Crnocid 3acTOCyBaHHS Ta J03W»), HUIBHOIO KPOB'I0 Ta €PUTPOLIUTAPHOIO
Macoto. Kpim Toro, moacekuit anbOymiH He i 3MINTyBaTH 3 TipoiizaTaMu Oiika (HarpHuKia,
MapeHTepaIbHUM XapuyBaHHSAM) ab0 pOo3YMHAMH, IO MICTSITh CIHUPT, OCKUIBKU TakKi KOMOIHaIii
MOXKYTb CIIPUYMHSITH MPELHUITITAIlif0 OlKa.

YnakoBka.

ITo 50 mn y nomieTmneHoBoMy mnakeTi; mo 1 abo mo 24 makeTd pa3oM 3 IHCTPYKI€ s
MEIUYHOI0 3aCTOCYBAHHsI Mpenapary B KapTOHHIM KOpoOIIi.

ITo 100 mu y mosieTuneHoBoMy makeTi; mo 1 a6o mo 12 makeTiB pa3oM 3 IHCTPYKILI€IO JUis
MEIUYHOI0 3aCTOCYBaHHsI Mpenapary B KapTOHHIM KOpoOIIi.

Kareropis Bigmycky.



3a pelenTom.

Bupo6nuxk.
bakcrep A, ABctpis / Baxter AG, Austria.

Micue3HaxoakeHHs1 BHPOOHHKA Ta a/ipeca Micls NPOBaIKeHHs HOro AiAIbHOCTI.
Innycrpimrpacce 67, 1221 Binens, ABctpis / Industriestrasse 67, 1221 Vienna, Austria.



