IHCTPYKUIA
AN1S MEIMYHOT0 3aCTOCYBaHHS NiKapCbKOro 3acoby

ANTbBYMIH-BIOD®APMA
ALBUMINUM-BIOPHARMA

Cknag:

Aitoya peyosuHa: abumin;

1 mn npenaparty MIiCTUTb anbbymiHy nognHn 200 mr;
[ONOMI>KHI PeYOBVHU: HaTPItO KanpunaT, Boga Ans iH’ekuii.

NikapcbKa thopma. Po3umH ans iHdys3iil.

OcCHOBHI (i3VKO-XiMiYHI BNaCcTMBOCTI: MPo30pa B’A3Ka pignHa Bif XOBTYBATOr0 0 CBIT/10-KOPUYHEBOIO KOMLOPY,
[0MYCKAETbCA 3e/leHyBaTUIA BiATIHOK.

dapmakoTepaneBTUYHa rpyna.
Kpos i cnopigHeHi npenapaTtu. KpoBo3amiHHMKM Ta 6i71KOBI (ppakLui’ nna3Mu KpoBi. AnbOyMiH.
Kog ATX BO5A AO01.

dapmakosoriyHi B1acTmBOCTI.

dapmakogHamika.

AnbOYMiH NOAUHN KiNbKICHO CTaHOBUTL OiNbLUE NOMOBUHM YCbOro MPOTETHY niasMu KpoBi i npnbnmsHo 20 %
3arasibHoI KiJIbKOCTi MPOTEIHY, CMHTE30BaHOM0 MEYiHKOH0.

AnbOYMiH Ma€ BiNOBIAHWIA FiNEPOHKOTUYHNIA e(IEKT.

HaliBaxxnueiwwa isionoriyHa QyHKUis anbOymiHy — Lie y4acTb B OHKOTMYHOMY TUCKY KPOBI Ta Ti TPAHCMOPTHUX
(yHKLiSX. AnNbOYyMiH cTabiniye LUpKyNHOKYMin 06’€M KpPOBI | € HOCIEM FOPMOHIB, EH3MMIB, NiKaPCbKMX 3ac06iB
Ta TOKCUHIB.

PapmakoKiHe TuKa.

3a HopMasIbHMX YMOB 3arasibHuin 06°eM 06MiHY anbbyMiHy CTaHOBUTb 4 — 5 r/Kr Macu Tina, 3 akux 40 — 45 % —
IHTpaBacKynapHo i 55 — 60 % — B ekCTpaBacKy/nsgpHOMY npocTopi. MigsuuieHa NPOHMUKHICTL Kaninsapis 3MiHIE
KIHETUKY anbObyMiHy. Ipn TakMx cTtaHax, K TSHXKKi Orfikyu abo CENTUYHUI LLIOK, MOXE BUHUKHYTN aHOMasIbHWUIA
PO3MOAiN.

B HOpmanbHMX yMOBaxX CepefHiii yac HaniBBUBEAEHHS albOyMiHY CTaHOBUTb NPUGAM3HO 19 AHiB. BanaHc MiX
CUHTE30M i po3nafoM 3a3Buyail [OCAraeTbCs 3a [JOMOMOroK perynsuii 3i 3BOPOTHUM 3B’A3KOM. EnimiHauis
Bi10YBaETHCA NEPEBAXKHO BHYTPILLUHLOKITUHHO 3 Y4acTo MpoTeasu /1i30COM.

Y 300poBuKX 0Ci6 MeHLe 20 % BBefeHOro a/ibOyMiHy 3a/MLIae BHYTPILLIHbOCYAMHHWUIA NPOCTIP NPOTArOM NepLumx
2 rofvH nicnsa BeegeHHA. CnocTepiraeTbCA 3HayHa iHAMBIAYabHA Bapialisa y BNAMBI HA 06°€M Mnasmm KpoBi. Y
[eAKMX nauieHTiB 06°eM niasMy KpoBi MOXe 3anuwaTuca MigBULLEHUM NPOTArOM KifbKOX roauH. OfHak y
NauieHTIB Y KPUTUYHOMY CTaHi anbOymiH MOXe BWUTIKaTM 3 CYAMHHOro MPOCTOPY B 3HAYHIN KiNbKOCTI 3
HernporHo30BaHOK LUBMAKICTIO.

[aHi JOKNIHIYHMX focnif>KeHb 6e3neku.

AnbOYMiH NHOANHY € 3BUYaiHMM KOMMOHEHTOM M1a3MW1 KPOBi NIIOAVHN Ta fie K (i3ioNorivyHmin anboyMmiH.

Ha ueli yac He HagxoAmno NnoBigoMAeHb NP0 3B’S30K MiXK anbOyMiHOM NOANHM Ta TOKCUYHICTIO AN eMOpioHa |
nao4a, OHKOreHHUM abo MyTareHHUM MOTeHLia/IoM.

Hisiknx 03HaK rocTpoi TOKCMYHOCTI He CNOCTEPIraiocs Ha eKCnepuMeHTa/IbHUX MOLENSAX TBapyH.

KniHiYHI XapaKTepUCTUKN.

Noka3aHHA.

BigHOBNEHHA | NiATPUMaHHA 06°eMYy LMPKYNAUil KPOBi Mpu nposiBax HeAoCTaTHOCTI 06’eMy i HeobXigHOCTI
3aCTOCYBaHHS KO/OIiB.

3acTocyBaHHA anbbyMiHy ab0 LUTYYHOr0 KONOoia4y, 3aNeXuTb Bif iHAMBIAYaNbHOT KNIHIYHOT CUTYaUil A1 KOXHOro
nauieHTa 3rigHo 3 oiLiiHUMMN peKoMeHAaLlisMK.



IMpoTnnNoKasaHHA.
MigsuLLeHa YyTAMBICTb A0 6INKOBMX NpenapaTiB KpoBi abo 6y ab-AK013 A0NOMIXKHUX PEYOBUH.

B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLWi BUAW B3AEMOSIA.
Mpn oAHOYaCHOMY 3acCTOCyBaHHI anbOyMiHy 3 iHri6iTopammn Al (aHrioTeH3UH-NEPeTBOPHUNIA (EPMEHT)
MigBULLYETLCA PU3NK PO3BUTKY apTepiasibHOI FinoTeHsIl.

Ocob6nMBOCTI 3aCTOCYBaHHS.
Migo3pa Ha anepriyHi abo aHaginakTUYHI peakLii BMMarae HeraliHOro NpUMNVHeHHA BBeAEHHA npenapaty. Y pasi
PO3BUTKY LLOKY C/ifi NMPOBOAUTY CTaHAAPTHY MPOTULLOKOBY Tepanito.
AnbObYyMiH Ccnif, 3aCTOCOBYBATM 3 06EPEXHICTIO Yy BMNafKy rinepBonemii Ta ii Hacnigkis abo remoguntouil, Wwo
MOXXYTb CTAHOBUTW 0COGMBUIA PUSMK AN NaLieHTa, HanpuKnag:

- [eKOMMeHCoBaHa cepLeBa HeJOCTaTHICTb;

- apTepiasibHa rinepTeHsis;

- BapWKO3He PO3LUMPEHHS BEH CTPaBOXOAY;

- HabpsK nereHis;

- remoparivyHuin giares;

- TSKKA aHeMis;

- peHanbHa Ta NocTpeHasibHa aHypis.
KonoigHo-0cMOTUYHUIA edpeKT anbbyMiHy 20 % nNpuban3HO LOPIBHIOE ABOKPATHOMY eqeKTy naasmmn Kposi. ToMy
nif 4ac BBefEHHI KOHLEHTPOBAaHOro anbOyMiHy HeoOXiAHO AOTPUMYBATUCA OOGEPEXHOCTI MpPU 3abe3neyeHHi
HaleXXHOT rigpatauii nayieHta. HeobxifgHO peTesibHO KOHTPO/IOBATM CTaH MaljieHTa, Wo6 3axMcTuTh 1oro Bifg
LIMPKYNATOPHOrO NepeBaHTaXXeHHS Ta rineprigparadii.
P0O34mnH anbbymiHy nognHmn 100 — 125 r/n mae BiAHOCHO HU3bKWUIA BMICT €NeKTPOoniTiB. [py BBeAEHHI aflbOyMiHy
CNifi perynspHo nepeBipsTL eNeKTPONITHUIA CTaH NauieHTa i BXMBATWU HEOOXIAHMX 3aXO04iB AN BIAHOBMEHHS Ta
NiATPMMaHHA eNeKTPONITHOro 6anaHcy.
PO34uHN anbbyMiHy He Cnij pO3BOAWUTM BOLOK A/ IH’EKLi, TOMY LIO Le MOXe CMPUYMHUTK TFeMONI3 Yy
peLunieHTIB.
Mpn HeobXiAHOCTI 3aMiHWM MOPIBHAHO BENMKUX 06’€MIB KPOBI CNifl KOHTPONKOBATW Koarynsuito i reMaToKpuT.
Cnip, [oTpumyBaTUCH 06epEXHOCTI Mpy 3abe3neyeHHi BiANOBIAHOT 3aMiHW IHLLUMX KOMMOHEHTIB KPOBi ((hakTopis
Koarynauii, eNeKTponiTis, TPOMOOLMTIB Ta EPUTPOLMUTIB).
AKWO [03yBaHHA | LUBMAKICTb iHQY3iT He BiAnoBifae CTaHy KPOBOOOIry naujieHTa, MOXEe PO3BUHYTUCA
rinepsonemisi. Mpun nepLumx KNiHiIYHUX NPosiBax CepLeBO-CYAMHHOMO NepeBaHTaXXeHHS (FOMI0BHUIA 6ifb, 3aMLLKa,
3aKyrnopKa ApeMHUX BeH) abo npu NiABULLEHOMY apTepia/ibHOMY TUCKY, MigBULLEHOMY LeHTPa/IbHOMY BEHO3HOMY
TUCKY i HaBPSKY NereHiB cnif HeraHO NPUNUHUTY BBEAEHHS.
ICHYIOTb [l0Ka3u TOro, WO anbbyMiH 36i/blIyE PU3NK NETaSIbHOTO HaCcNiAKy Y NauieHTIB i3 YepernHo-MO3KOBOH
TPaBMOK Ta Y NaUieHTIB 3 OoniKaMun. Y XBOPUX i3 TSHKKOK YepenHO-MO3KOBOK TPaBMOK Ta OMiKamu JliKyBaHHSA
aIbbyMIHOM MO>KHa 3aCTOCOBYBATH Ti/IbKW MICNA PETE/IbHOI OLIHKN PUSMKIB Ta KOPWUCTI.
CTaHAapTHI 3ax0Au LLoAO0 3anobiraHHs nepefadi iHEKLiA Npy 3acTOCyBaHHI NiKapCbKMX npenapaTiB NHOACLKOI
KpOBI ab0 nnia3Mu KpPoBi BK/KOYatOTb Bifgbip AOHOPIB, MEPEBIPKY OKPEMUX MOPLiA AOHOPCLKOT nnasMu i nynis
nnasmy 3a crneundiyHIMM Mapkepamy iHGEKLiA Ta 3acTOCYBaHHS eEKTMBHUX 3axOfiB ANA iHaKTMBaLil
/BnpaneHHs BipyciB nif 4yac BMPOOGHWMLUTBA. HesBaawoum Ha Le, Npyv BBEAEHHI NiKapCbKUX nNpernaparis,
BUIOTOBNEHMX 3 KPOBi ab0 Mnasmu MOAMHKU, He MOXHA LiIKOM BUK/TKOUUTW MOX/IMBICTb Nepefadi iHeKLiHnX
areHTiB. Lle TakoX CTOCYETbCA HEBIJOMMUX 260 HOBUX BipYCIB Ta IHLUNX MaTOreHiB.
Hemae paHmx, WO NiATBEPMKYHOTH (hakT nepedadi BipyciB 3 afbOyMiHOM, BUPOGMEHUM HANEXHUM YUHOM
BiZANOBIAHO 40 cneyudikayini €BponencbKoi hapmakonei.
PeKOMeHAYETLCA 3anmcyBaT Ha3By | HOMep cepii npenapary Liopasy npu BBeAeHHI NauieHTy anboymiHy 20 %,
L,06 NPOCTEXMTN 3B’A30K MiXK CTAHOM NaLlieHTa i 3aCTOCYBaHHAM KOHKPETHOI Cepii.

3acTocyBaHHs y nepiof BariTHOCTI abo rofyBaHHSA rpyasto.

Besneka 3actocysaHHa npenapaty AJIbBYMIH-BIO®APMA 20 % BariTHAM >XIHKaM Yy KOHTPO/IbOBaHUX
KMIHIYHMX [LOCNIMKEHHAX He BCTaHOBNeHa. OfHaK KiHIYHWIA [O0CBif 3acTOCyBaHHs anbOymiHy He BUSBUB
LLKIA/IMBOrO BM/IMBY Ha Nepebir BariTHOCTI, MAif Ta HOBOHAPOMKEHOT 0.

EexkTn anbbymiHy Ha (hepTUIbHICTb Y KOHTPO/IbOBaHMX KNIHIYHWUX SOCNIIKEHHSAX HE BUBYAIN.
EkcnepvMeHTa/IbHUX [OCMIAXEeHb Ha TBapuHaxX HeAOCTaTHbO 1A OUiHKMA 6e3neku LWOAO0 PenpoayKTUBHOI



(DYHKLLIT, po3BMTKY eMbpioHa abo nnoja, nepebiry BaritHOCTI, Mepu- Ta MiCNAM0S0roBoro PO3BUTKY.
MpoTe, anbbyMiH NHOANHM — Lie 3BMYaiiHa CKNaaoBa KPoBi NOANHN.

34aTHICTb BNAMBATY Ha LWWBMAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.
He cnocTepirascsa BNAMB Ha 34aTHICTb KepyBaTV aBTOTPAHCMOPTOM YU iHLLUMMMW MeXaHi3Mamu.

Cnocib 3acTocyBaHHA Ta [03Mu.
KoHueHTpauito npenapaTy anbbyMmiHy, [03yBaHHSI Ta LUBMAKICTb iHQY3iT HEOOXiAHO NiabupaTn 3anexxHo Bif
IHAMBIAYalbHUX NOTPe6 NavieHTa.
HeobxifHa [03a 3a1eXnTb Bif Macy Tifia nawjieHTa, CTyneHs TSHXKKOCTI TpaBMM abo XBOpoOW, Bif, CTyMNeHs BTpaTu
PIAVIHW Ta MPOTETHY.
Mpn BBeAeHHI anbOyMiHy MOAUHU HEO6XigHO PerynspHoO MepeBipATU reMOoAMHaMIYHI XapaKTepUCTUKK, LLLO
BK/IHOYaIOTb:

- apTepiasibHWI TUCK KPOBI | YaCcTOTY Ny/ibCy;

- LUEHTpa/IbHUIA BEHO3HMWI TUCK;

- TWUCK 3aK/NHIOBaHHSA NlereHeBol apTepii;

- Alypes;

- KOHUEHTpaLito eNeKTponiTiB;

- reMaTtoKpuT/reMorno6iH;

- KNiHIYHI NposBY KapAionorivyHoi/pecnipaTopHOi HeAOCTATHOCTI (HanpuKnag, 3aauLKa);

- KJiHIYHI NPOsiBX MiABULLEHHA BHYTPILUHbOYEPENHOro TUCKY (Hanpuknag, roNoBHWIA 6inb).
AnbbymiH nognHn 20 % MoXHa BBOAMTU 6e3MmocepefHb0 BHYTPILHLOBEHHO ab0 PO3BOAMTW i30TOHIYHUM
PO34MHOM (Hanpuknag, 5 % po34mMHOM rnoKo3n abo 0,9 % po3unMHOM HaTpIto Xnopuay).
PO34nH anbbyMiHy He MOXXHa PO3BOAWUTU BOAOK AN iH’EKLIA, TOMY LIO LEe MOXE CMPUYMHUTK Temoni3 y
nauieHTa.
LLIBnakicTb iHY3ii Heo6XiAHO Niabmpaty Bi4NOBIAHO A0 IHAMBIAYA/IbHUX 0O6CTaBUH i MOKa3aHb.
Mpy nnasmadepesi WBUAKICTb IHPY3iT HEO6XiAHO Nig6MPaTKX BiANOBIAHO A0 WBUAKOCTI BUBEAEHHS.
Mpy BBeLeHHI BenMKMX 06°eMiB Cnif HarpiTv npenapar 4O KiIMHATHOT Temnepatypu abo fO Temnepatypu Tina
rnepeg 3aCTOCyBaHHSAM.
He BMKOPUCTOBYBATU, AIKLLLO PO3YMH MYTHWIA ab0 MiCTUTb ocag. Lle Moxe BKa3yBaTu Ha HeCTabiNIbHICTb MPOTEIHIB
ab0 3abpyHEHHS PO3UNHY .
He B1KOpMCTOBYBATW NPU NOLIKOKEHHI NaKyBaHHSA. SHULLMTN NPW BUABNEHHI BUTIKAHHS.
Micns BigKPUTTA (pnakoHa npenapaT C/if BUKOPUCTATU HeramHo! YCi HEBUKOPUCTaHI 3a/INLIKMA PO3YUHY CHif
YTUNIi3yBaTh 3rigHO 3 MiCLIEBMMMN BUMOramMu.

aiTn.
[aHi BiACYTHI.

Nepeno3yBaHHSA.

AKWOo [go3a abo LWBMAKICTb iHQY3IT 3aHaATO BMCOKI, MOX/IMBMIA PO3BMTOK rinepsonemii. Mpu nepwmx xe
K/MIHIYHMX NposiBaX CUMMMTOMIB MepeBaHTaXEHHS CepLEeBO-CYAMHHOT cucTeMu (ronoBHWUIA 6inb, 3aauLLIKa,
HabyxaHHS ApeMHMX BeH) abo npw MigBULLEHHI apTepianbHOro i/abo LeHTpasIbHOro BEHO3HOI0 TUCKY i PO3BUTKY
HabpsAKy fereHis cnif HeraHO MPUNWHUTW BBELEHHS NpenapaTy i PeTeNbHO KOHTPOMBATW reMOAMHaMiYHI
MOKa3HWKY NavLieHTa.

Mo6iyHI peakuii.

KpuTepii oLiHKM YacTOTK PO3BMTKY NMOBIYHMX peaKLiin nikapcbKoro 3acoby: ayxe yacTi (=1/10); yacTo (=1/100 go
<1/10); HeuacTi (=1/1000 fo <1/100); noogunHoki (=1/10000 go <1/1000); pigkicHi (<1/10000).

Y pasi BUHUKHEHHS CEepINO3HMX peakLiil cnif NPUNUHATIL BBEAEHHS Ta po3roYaTy BignoBigHe NiKyBaHHS.
PifKiCHi:

3 60Ky IMYHHOI cucTemu: aHadiNakTUYHI peakuii, rinepyyTIMBICTb, anepriyHi peakuii BKIHOYAKUM LUKIPHI
peakL,ii, aHriOHEBPOTUYHUIA HAOPAK, aHa(iNaKTUYHWIA LLOK, NPOMAaCHULLIO.

3 60Ky AuxanbHOI CMCTeMU, OpraHis rpyaHol KNiTKU Ta cepefOCTIiHHA: HabPSAK flereHis, 3aAuLLIKa, MifgBULLEHHS
4aCTOTN AUXAHHS.

MooANHOKiI:



3 60Ky HepBOBOI CUCTEMMU: FONIOBHWIA GiNb.

3 60Ky cepus: Taxikapgis, bpagukapais.

3 6OKy cyfiuH: apTepiasibHa rinoTeHsis, apTepia/ibHa rinepTeHsis.

3 60Ky TpaBHOI cUCTeMU: HyAO0Ta, 6/110BaHHS.

3 60Ky LWKipy i NigWKIPHOT KNiTKOBUHW: KPOMWB’SHKA, peakuil y Micli BBEAEHHS, BK/OYatouM Habpsk, 6inb,
BMCUMNAHHA Ha LLKIPI, rinepemito, BIAYYTTA NMeYiHHA, CBEPOIX.

3arafbHi po3nagn Ta MNOpyLeHHA Yy Micui BBeAEHHS: 03HOO, rapsyka, BiguyTTd >Xapy, X0NoAy, OHIMIHHSA,
TPEMTIHHSA KIHLIBOK, rinepTepMmisi, Habpsiku, cnabkicTb, 6inb Yy nonepeky, M’d3aX, XXWBOTI, FPyAHIA KniTui,
XONOAHWI NIT .

TepMiH NpuAaTHOCTI. 3 POKM.

YMOoBW 36epiraHHs.
36epirati B opuriHa/ibHiM yNakoBLi 415 3aXMCTY Bif AT CBITNa Npu TemnepaTypi He BuLe 25 °C.

36epirati B HeAOCTYNHOMY NS AiTeR Micuj.

HecyMmiCHICTb.

Mpn ofHOYaCHOMY 3aCTOCYBaHHI anbOyMmiHy 3 iHridiTopammn AN NigBULLYETLCS PUNK PO3BUTKY apTepiasibHOT
rinoTeHsii.

AnNbOYMIH TIOAVHN He CNij 3MiLlyBaTy 3 IHLWMMU NiKapCbK1MMK 3acobamm (OKpIM PeKOMeHA0BaHWX PO3YNMHHUKIB —
5 % po3unHy rnoKosm abo 0,9 % po3unHy HaTpito Xnopuay), LilbHOK KPOB’HO | EPUTPOLMTAPHOK MAacoHo.

YnakoBKa
Mo 50 mn, 100 mn npenapaty y grakoHax. Mo 1 qhnakoHy y nadui 3 KapToHY.

KaTteropisi Bignycky. 3a peuenTom.

Bupo6HUK.
TOB «BIOPAPMA TJTASMAY», YKpaiHa.

Micue3HaxomkeHHS BUPOOHMKaA Ta A0ro agpeca Micua NPOBagKeHHS AisiNIbHOCTI.
KOpuanyHa agpeca: YkpaiHa, 09100, Kuiscbka 06:1., M. bina LiepkBa, Byn. Kuiscbka, 37-B
Ajpeca Micusa NpoBafKeHHS AifANbHOCTI:

YKpaiHa, 03680, m. Kuis, Byn. M. AM0CO0Ba, 9;

YKpaiHa, 09100, Kuiscbka 0611., M. bina LiepkBa, Byn. Kuiscbka, 37-B



