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Peccrpaniiine mocBiaaenus
Nuf 118128 f01/Bf
THCTPYKIUSA
JJISE METATHOTO 3aCTOCYBAHHS JiKAPCHLKOIo 3a¢00y
OJEKCBYMIH

Cknao:

ditoua peuosuna: human albumin;

1 1t posauHy MicTHTh anpOyMiny mroaumd 200 r (sMicT anE0yMiHy IIOBHHEH CTAHOBHTH HE MEHINS
95 % BmMicTy OiNKiB);

donomincui pevosuni: HATPiO Kanpuiar, N-alleTHITpHITo(aH, HATpix0 XIOpHJI, BOAA UIA iH’ eKIIil.,
Baransna KUIGKICTE i0HIB HaTpiro Kopiemioe 130-160 Mmons/n (3,33 1).

Jlikapebka ¢opma. Pozana s indy3id.
Ocrogri pizuxo-ximiuni eracmueocmi: NPO3OPHH, 3/1erka B’SI3KHH po3unH; Maike GesbapBHui, Bl
MOBTOT'O JI0 KOPHIHEBOTO 200 3€JICHOr0 KOJIBOPY.

dapmaxkoTepaneBTHIHA IPyDa.
Kpos Ta cropizHeni npenapard. KpoBo3aMiHHAKH Ta GimkoBi dpaxiii mwasMu KpoBi. ATs6yMiH.
Kox ATX BOSA AO1.

Imynonoziuni i Gionoziuni enacmusocmi.

DapmakoouHamixa.

Ab6yMiH TOSHHY KUTHKICHO CTaHOBHTH GiNBINE MONOBMHH YCHOO NPOTEIHY IIa3sMK i 6mu3sKo
10 % 3ararsHOT KUIBKOCTE IPOTEIHY, CHHTE30BaHOTO NETiHKOO.

Anp6ymie momaem 200 1/ BHABIAC TiNEPOHKOTHIHHH eexr. HaiiBaxcmusinia dizionoriyna
dynxiis ansOyMiHy — Le y4acTb B OHKOTHIHOMY THCKY KpPOBi Ta il TPaHCHOPTHEX (YHKIIIX.
Aus6ymin crabinizye NEPKyMOOUHi 06’ €M KPOBI 1 € IEPEHOCHAKOM T'OPMOHIB, €H34MIB, TiKAPCHKUK
3aco0iB Ta TOKCHHIB.

Dapmaroxinemuxa.

3a HOpMaMLHAX YMOB 3arajisHuil 06°eM oOMiHy allbOyMiHY CTAHOBHTH 4-3 t/kr MacH Tina, 3 Akux 40-
45 % — B iHTpaBacKy/sipEOMY i 55-60 % — B €KCTpaBaCKYIAPHOMY npocropi. IlixBmnena
IPOHHKHICTh KaMinspiB 3MiHIOE KiHeTHKy ambOyminy. IIpH Takmx cramax, SK TOKKL Omik| abo
CEIITHIHMIA MOK, MOKE BHHHKHYTH HOTO aHOMAIBHHI PO3MOALL

3a HOPMATEHAX YMOB CepelHiil nepion HamiBBHBCACHHA anpbyMiHy CTaHOBHTH OMH3bKO 19 fHIB.
BallaHC MiX CHHTE30M i PO3LIAIOM 3a3BHYai AOCATACTRCA 38 JOTIOMOTOK peryJiuil 31 3B0OPOTHEM
38’ s3xoM. EniMinanis BiAGyBacThCs EPEBaXKHO BHY TPINHEOKIITHHHO 32 YIaCTIO POTEasH JH30CoM.
V 3mopoeux go6poeoiblie mMenme 10 % BBeACHOTO anE6yMiHy 3alHINaE BHYTPIIIHBOCY IMHHMH
IpOCTip MPOTArOM NMepHaX 2 TOXMH MiCisS BBCICHHA. CrocTepiracteCsf 3Ha4Aa iH/WBifyalbHa
pBapialis y BILHBI Ha 06’eM miasMu. Y AEAKWX [All€HTIB 00’eM TIa3sMa MOXe OYTH MyIBHINCHAR
TIIPOTATOM JIEKUTEKOX FofH. O/IHAK y MAL€HTIB Y KPUTHIHOMY cTaHi aTbOyMiH MOYKE BHBOJHTHCH i3
CY/IEHEOTO NPOCTOPY B 3HaTHiH KiTBKOCTI 3 HENPOrHO30BAHOKO IOBHIKICTIO.

Kainivyai xapaKTepuCcTHKH. . _
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Bubip ansGyminy, a He MITY9HHX KONOIMIB, 3aN€XHTH Bin iHmEBiMyaneHOI KNiHIUHOT CHTYaNil /Ui
KOIXKHOTO MAIIIEHTA Ha OCHOBI O(ilifHAX peKOMEH AN,

Hpomunoxa3anna.
TTifpHIIeRa Yy TIHBIcTE 10 anbbyMiHy abo 110 Oy aB-Koi 3 IOMOMIKHHX PEYOBHH IIpeTapary.

Ocobnuei 3ax00u be3nexi.

Po3yuH ams0yMiHy He MOMKHA PO3BOJUTH BOMOKO AJA i’ eKmii, OCKUIBKH IIe MOXE CIPAIIHHTH
1'eMOJIi3 Y LaLieHTa.

[lpm BBejeHHi BeNuKAX 06’eMiB Cifi HarpiT# Ipemapar A0 KIMHATHOI TEMICPaTypH abo Hmo
TEMIIEPaTYPH Tilla IIEpesl 3aCTOCYBAHHAM.

He BUKOpHCTOBYBATH, fAKIIO DPO3YHH MyTHHil 260 MicTaTh, ocaa. [le Moxe BKasyBaTH Ha
HecTaGLIBHICTD IpoTeinie 260 3a0pyAHCHHS PO3THHY.

He BEKOPHCTOBYBATH IIPH IOIIKOUKEHHI TaKyBaHH. 3HUIATH [IpH BUABICHH] BHTIKAHHSL.

Tlicns BiAKDHTTA MilKa Tpemapar Ciiifl BEKOPHCTATH HETakHO. Bci HEBHKOPHCTAHI 3aIMIIKH
PO3UHHY HEOOXiIHO SHHIMUTH BIADOBIIHO JIO MICIIEBUX IPaBHJL.

B3aemodin 3 inwumu nikapcbKumu 3acobamu ma inui 6uon e3acmooii.

Crenudigni B3aemopii aMpOyMiHy JHOAMHHA 3 IHOMMHA niKapCHKIMHE 3ac00aMe HeBiToMi. ATE0yMiH
MONMEM He CNif 3MIIyBaTH 3 iHIIMME JiKapCHKMMH 3acobame (KpiM pEKOMEHIOBaHHX
PO3UAHHMKIB), ILTBHOI KPOB'J0 Ta SPHTPONHUTAPHOI0 MacoI0. AnsOyMiH JHOIMEE TAKOX HE CJM
3MiLTyBaTH 3 MPOTEIHOBUMHE TifponizaTamy (HAIPHKIAL, i3 IapeATepalbHEM XapayBaHHAM) abo 3
PO3UAHAMH, IO MIiCTATH CITHPT, OCKIIBKE 11i KOMOIHAI{T MOXYTB IIPH3BECTH 0 BHIANY IPOTEiHIB y
ocaz.

Ocobraueocmi 3acCmoCcysaiHA.
[imozpa Ha arepriuai abo asadinaxrimysi peakiii BUMarae HETAHHOTO IPHIFHEHHS BBEACHHA
npenapary. Y pasi po3sBHTKy IMOKY CIIiJX IPOBOIATH CTAHAAPTHE JIKyBaHHS.
AnpOyMiH CIIii BAKOPHCTOBYBATH 3 oBGepexHICTIO y BHIAJKy rinepsoieMii Ta i Hacliakie abo
FeMOIETOLNIT, T4 YV iHIIHX BHIIAAKAX, IO MOXYTh CTAHOBHTH OcOONHBHI pH3MK IA IAIicHTA,
HAIPHIUIAJ;
- JEKOMIIEHCOBAHA CEpIEBa HEJOCTATHICTD;

apTepialbHA TiepTeH3is;
- BapHEKO3He PO3INMPEHES BEH CTPABOXOAY;
- HaOpsK JIECreHb;
= reMoparivadit miares;
- TOKKA aHEM1d,;
- peHANLHA T OCTPEHATbHA aBYPIif.
KomoinHo-ocMoTHIHHAi edexT anms6ymiry Jromuas 200 r/n npuOImsHo JIOPIBHIOE YOTHPHUPA30BOMY
edpexTy mnasmu kposi. ToMy pa BBeZieHHI KOHIIEHTPOBAHOTO anEOyMiHy HeoOXiHO ZOTPAMYBATHCh
0GEpeHOCTI ITPH 3a6e3MEUCH ] HATSKHOL rigparanii magienTa. HeoGxinno petensHo KORTPOMOBATA
CTaH [amicHTa, o6 3aX|UCTHTH HOro Bi/l (UPKYIHTOPHOTO NCPEBAHTAKCHHA Ta rineprigparanii.
Posunn ansOyminy mommam 200 I/1 Mae BiJHOCHO HH3bKHH BMICT €JIEKTPOJITIB IOPIBHAHO 3
posumHOM aneOyminy momuma 40-50 r/n. Tlpa BBe/icHNl anbOYMiHy CIifl PEryJIpHO MEpEBipATH
eNIEXTPONMITHHHN CTaH MAl[i€HTa i BXCHBATH HEOOXiTHHMX 3aXOMiB IS BiJHOBICHHA Ta IIATPAMAHHT
€JIEKTPOJITHOTO OanmaHcy.
®nexcOymin Mictuts 130-160 Mmonw/n Hatpito. Ile HeOOXiZHO BpaXOBYBATH NpPH JIKYBaHHI
AICHTIB, SKi JOTPHMYIOTHCS Ai€TH 3 KOHTPOITLOBAHEM BMICTOM HaTpio.
Ilpr Heo6XiaHOCTi 3aMiHA TOPIBHSHO BEJHKHX 06’eMiB KPOBi C/Iifi KOHTPOIOBATH KOATYJISIIO i
remarokput. CIifi JOTpHMYyBAaTHCH OOEPEKHOCTI IpH 3abe3nederHHl BiMOBIAHOI 3aMiHM iHIIHX
KOMIIOHEHTIB KpoBi (haxTopis Koary:nsmii, eneKTpoiTiB, TpoMBONHUTIB Ta EPHTPOLHTIB).
SIKmo [O3yBaHHA TAa INBHAKICTE iHQY3ii HE BiMOBIAAIOTE CTaHYy KPOBOOOIry Hami€
PO3BHHYTHCS TimeproneMis. [Ipn meprmx KIIHIYHAX IPOsSBaX CEPHEBO-CYIH epeB
(ronosHHM Oilb, 33AHIIKA, 3aKyIOPKa APEMIHX BeH) abo mpd mi Hi bE
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CraEmapTHi 3aXOAM IOAO MNONEpeKEHHs Nepefadi iHgekmili IpH 3acTOCYBaHHI JKApCHKHX
Tpenaparis JHOACHKO! KpoBi a0 MIasMH BKIIOYAIOTh BiAGip AOHOPIB, MepeBipKy OKpeMHUX MOpIiA
AOHOPCHKOT IUIa3MH Ta IyNiB IUIa3MH 3a coenudivEuMu Mapkepamu indieknili Ta 3acTOCYBAHHS
e(peKTHBHHEX 3aXOZiB I IHAKTHBAILI/BAANICHHES BipyciB mif dac BupoOuuirea. Hespaxkarouu Ha 1ie,
IpH BBEJEHHI TKAPCHKHUX 3aC00iB, BUTOTOBICHHX 13 KpoBi ab0 IUIa3MH MIOJHHHE, HE MOXHA IUIKOM
BUKJIIOMMTH MOXUIABICTE Nepefadi inpeknifinux arentie. Ile Takox cTocyeThcs HeBimomux abo
HOBHX BipyciB Ta iHIIMX MaTOTEHiB.

Hemae gasmx, Mo NijarBep/Kyiors $axT mepegadi BipyciB 3 anb6yMiHOM, BHPOOICHAM HaleKHAM
uMHOM BiZnoBimHO fo cnenudikxaniii €sponelicekol Vapmaxomne.

PeKOMeHTycThCS HaTaTbHO 3a0MCYBATH Ha3By i HOMep cepii mpemapaTy mopa3sy IpH BBEJCHHI
nauieHTy npemapary ®iekcOyMiH 3 METOIO BCTAHOBICHHS 3B’S3KYy MiXK I4NI€HTOM i Cepiero
mpemapary.

3acmocyeanns y nepiod eazimuocmi abo 200ysanus 2pyooio.

Besneka 3acTocyBaHHs Ipemapary y BATiTHHX XXIHOK ¥ KOHTPOILOBAHMX KIiHiYHHX TOCTIKEHHIX
He BCTAHOBJIEHA. AJle KTiHi9HHit JOCBix 3aCTOCYBaHHA aI0yMiHy HE BHSIBHB IIKITHBOTO BINIHBY HA
niepeGir BariTHOCTI, WA Ta HOBoHapokeHoro. [Ipore, MeAMYHI MpalliBHEKY MOBHHHI 3BAXKYBATH
HOTeHMNiH] pr3uKky i npasHauars OrexcOyMiH JIHINe 3a HAarankHOI HOTPedH.

Edextn anp6yminy Ha GepTHIBHICTE He HOCTIHKYBATHCS.

JlocmixeHsd BIJIMBY [pelapary Ha PENpOAYKTHBHY (YHKIIIO y TBapHH HE HPOBOJHUIHCE.
EXCIepHMEHTANBHI TOCT{DKCHES Ha TBAPHHAX HEJOCTATHI UL OIHKA GesNekH penpomyKTHBHOY
dy=knii, possuTKy eM6pioHa abo wiona, mepebiry BariTHOCTI, IEPEA- Ta MICAANOIOrOBOr0 PO3BHTKY.
TuM He MEHIT, aTE0YMiH JIFOMHE — ¢ 3BHYaifHa CKIIaJoBa KPOBi JIFOHHH.

30amuicmv ennueamu HQ WEUOKICMb Peaxyii nMpu KepyeawHi asmompancnopmom abo iHwumu

MEXAHIZMAML.
He cnioctepirapcd BIUIMB Ha MOXJIEBICTE KEPYBaTH aBTOTPAHCIIOPTOM abo MeEXaHi3MaMH.

Cnocib 3acmocysania ma 003u.

KoRneHTpanixo amsbyMiy, D03yBaHHA Ta MIBHAKICTE iHgysil HeoOXixmo miabmpaTa 3aNeXHO Bif
iHAMBiAyanbHUX OTped namieHTa.

Mimok 06’emom 100 M MicTeTs 20 T anmbOyMiHy JOXMHH.

Mimoxk 06’ emom 50 ma micTaTe 10 T aNEGYMiHY JIIOMHA.

Hosyeanns

HeobximHa mo3a 3aaexwuTh Bif MACH Tila alli€HTa, CTYIEHsS TAXKOCTI TpaBMH abo xBopoOH, Bil
TpEBanocTi Brpar piamHE Ta npoteiny. Illo6 BE3HawMTH HeOoOXinHy n03y, TpeGa BCTAHOBUTH
Bi/INOBiAHICTE 06’ €My MHPKYIIOIO40] KPOBI i piBEeHb HEIIA3MOBOTO aMEOYMiHy.

IIpz BBemeHHi ansOyMiHy JEOZMHE HEOOXiZHO pPETYIApHO MEpEeBipATH TeMOJMHAMIYHI
XapaKTePHUCTHKH, [0 BKIFOYAIOTh:

- apTepiayIbHHUI THCK KPOBi 1 9aCTOTY IIyJbCY;

- [NEHTpaTLHAH BEHO3HHH THCK;

: THCK 3aK/IMHIOBAHHS JIETeHEBO1 apTepii;

- miypes;

- KOHIICHTPAIIIIO €IeKTPOIITIB;

- reMaTOKpHT/TeMOrIo0iH;

- KNiHIgHI ITPOSBH KapIi0Iori1Hoi/pecipaTopHOi HeIOCTATHOCTI (HAIIPHKNaN, JUCIIHOE);

: KITH{Ygl TPOABH DiABAMICHHS BHYTPIITHEOUEPENTHOTO THCKY (HAPHKIIAJ, TONOBHUH GLIb).
Cnocib esedenns

DnexcOyMiH MOXKHA BBOMTH BHYTPIIIHB0BEHHO Oe3mocepeRHb0 abo Mic/d po3BeIcHHS 30 TOHIYHEM
po3uMHOM (HaUPHKIAL, 5 % po3THHOM Imoko3H abo 0,9 % po3umBoM HATpiKO XIIOPHAY).
IeuakicTs indysil HeobXinHo miAGUpaTH 3TiHO 3 IHAMBITYATPHUMH 0OCTABHHAMH 1 TOKA3aIHAMHY.
Ipu mnasmacdepesi mBrAKICTE iHGY3iT HeoOXiMHO miIGUPaTH BiAMOBIHO JO INBHAKOCTI BEBEICHHS.

Y3romkeHo 3 Matepianami
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Himu.
Kriniani gocmizxxenHs 6e3meku Ta epeKTHBHOCTI 3acTocyBaHHEA nperntapary PrexcOyMin y manicHTis
JIHTS90TO BiKy He mpoBommmHcek. ToMy mpenapar He IOKa3aHMH 0 3aCTOCYBAHHS y NMefiaTpHanii

MOy AT,

Ilepeodosysannn.

SIkino 703yBAaHHA T4 MBHAKICT BBENEHHS HAITO BHCOKI, MOXKE BHHHKHYTH rinepsosemii. [lpa
IEpIIMX KTHIYEAX MpOSBAX CEPLEBO-CYAMHHOTO HEpEBaHTAXEHHs (rojopHuil Gifs, 3aamimnka,
3aKymopKa SpeMHMX BeH), IPH INJBHINEHHI aprepiambHOrO THCKY, MIZBHIICHHI LEHTPANBHOTO
BEHO3HOTO THCKY Ta HaGpAKY JIeTeHb CIIiji HeTaiHO IPUIIMAATH BBEJICHHS i pETEIbHO KOHTPOIOBATH
reMO@HAaMIYHI IOKA3HUKH OAli€HTa.

ITobiuni peaxyii.

Kputepii ominkm wactoTw po3BHTKY MOGITHMX peakiiii mpemapary. Ayxe dacto (>1/10); wacro
(=1/100 mo <1/10); mewacto (>1/1000 mo <1/100); piaxo (=1/10000 mo <1/1000); myxe pinxo
(<1/10000); gacToTa HeBimoMa (JacTOTa He MOXKe OyTH BCTAHOBIECHA 3 HAABHHX JAHHX).

Knac cuctemu | Jyxe Yacto Heuacro |Pigko Hyxe pirko
OpraHiB HaCTO '

3 Ooxy imyHHOI anadimaK TAIHMH
CHCTEMH IIOK

3 60Ky IUTYHKOBO- ‘ HYyZI0Ta

KHIIKOBOTO TPAaKTy

3 Ooky IIKipH Ta rinmepemMis,

EEh 1021704 HIKipHi

TKAHUH BHCHIIAHH]

3arambHl  po3NamH raps4xa

TA CTaH  MicHd

BBEICHHS

YV BHIagKy PO3BHTKY TSKKEX peakuiil imgysilo cHii NpuOMEWTE Ta po3nodard BiANOBiNHE
JKyBaHHS.

IIix 9ac micaApeecTpamiiHOro HarisLy OyyM OTpPHMaHi IOBIIOMIIEHHS PO TaKi o0iTHi sBuina, JKi
sriggo xnacudixamii MedDRA posnozineni 3a (yHKIiOHAIGHHAMH CHCTEMaMH OpradisMy, IiCII
9OT0 — 33 IEPEBAKAIOYNM TEPMIHOM Y TIOPAIKY TAKKOCTI:

- 3 Goxy iMynHoi cucmemy; anabinaxTHYH] peakuil, MiJBAINEHA Ty TIABICT/ATEPTiTHI peaKuil;
3 GOKy HEpBOBOI CHCTEMH: TONOBHHI OLIb, IECTEB3is;
3 6oxy cepya: indapkr Miokapza, GiCprmanis nepeacepas, Taxikapiis;
3 60Ky cyOun: apTepialbHa riIOTeH3is,;
3 Goky OuxanvHOl cucmemy, opeamie zpyOnol xaimxu ma cepedocminna. HabpsK JICTCH,

3aJIUIIKa;

3 6OKY UWALYHKOBO-KUUIK08020 mpakmy: GIXOBAHHA,
3 Boxy wiKipu ma nidwKipHux mKanun: KPOIHMB’ IHKA, CBEpOiK;

- 302anvHi po3RAOU MA CMAH MICYA 86e0eHHA. 03HOD.
Jlani momo mOGIYHMX peakmili IpH MpoBEJEHH! KIiHIYHAX JOCIKEHs mpenapary PnexcOymin
(mrosuHu) BiICYTHI.

i

Tepmin npudamnocmi.
2. POKH.

YmoBH 30epiranHs.
36epiraTa npu Temneparypi He Brie 25 °C. 30epiraTa y HeOCTYIIHOMY JJIA JUTE
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Hecymicnicmp.

Jloncekuit ansOGyMid He MOXHA 3MiUIyBaTd 3 iHIIEMH NikapchLKAME 3acobamp (32 BHHATKOM
3aspadeHnx y poszaini «Cmoci6 3acrocyBaHHS Ta JIO3EY), HUJGHOIO KPOB'I0 Ta €PUTPOLUTAPHOI0
Macoro. KpiM Toro, moAchKHii amb0yMiH He clifi 3MINTyBaTH 3 rigponizaTamMe 6inka (Hampuknasg,
IApeHTepaNbHAM XapdyBaHHsM) abo pO3UMHAMM, IO MIiCTSTE CIMPT, OCKLNGKH Taki xoMOimamii
MOXYTh CIIPHUMHSATH NPEeLATIiTANi0 6imka.

YnakoBKa.

Tlo 50 MJ1 y NONMiETHIEHOBOMY HakeTi; o 1 abo no 24 makeTn pasoM 3 iHCTPYKIi€ s METHIHOTO
3aCTOCYBaHHS [IpeHapary B KapTOHHIH KOpoOIi.

TIo 100 M y monieTamenoBOMY IakeTi; o 1 a6o no 12 nakeTis pasom 3 iHCTPYKI€IO A1 MEAHIHOTO
3aCTOCYBAHHs HpellapaTy B KapTOHHIA Kopobii.

KaTeropis Bigmycky.
3a penernToM.

BupotaHK.
Baxctep AT, ABcTpin / Baxter AG, Austria.

Micue3HaxoqKeHEs BHPOGHHKA T agpeca Micusi NPOBa/KeHHA Horo HigasHOCTL
Iemycrpimrrpacee 67, 1221 Bigens, Actpist / Industriestrasse 67, 1221 Vienna, Austria.

JaTa ocTaHHLOTO DEpPerasay.

e I

g4 7. LT 7

Yaro4xeHo 3 matepianamm
POECTPALIMMOro AOCKE

T e S T TR T




