JIMCTOBKA



JIucroBka: HHPOPMAlIHA 32 NALHEHTA

AJIBYMHH 20 % Bb, 200 g/l ungyiHoHeHn pa3Tsop
ALBUMIN 20 % BB, 200 g/ 1 solution for infusion

[IpouyeTeTe BHHMATEIHO HANATS JHCTOBKA MPEAH Aa 3aN0YHETE Ja NPHIAraTe ToBa JeKapcTBo,
Thif KATO ChALPKA BAXKHA 33 Bac HHOOPMALIHAL.
- 3ana3eTe Ta3d JMCTOBKAa. MoXe Z1a ce HalOXH Aa A POYETETE OTHORO.
- AKO UMaTe HAKaKBH ACMBAHHUTEHHM BBIpOCH, MonuTaiTe Balnsa nekap unu gapMalesrT.
- Tosa nekapcTBO € NpeANNcaHo JUUHO Ha Bac. He ro npeorcTenBaiiTe Ha Apyr# xopa. To Moxe
1ia UM HaBpeH, He3aBUCHMO OT TOBa, Y€ TEeXHHUTEe CHMIITOMH Ca ChILKTE KaTo Bawure.
- AKO HAKOA OT HEXENaHHUTE JIEKapCTBEHH peakLii CTAHE CEPHO3HA, WX 3abeNexXuTe Apyri,
HEOMMCAHU B Ta3M JIMCTOBKA HEXXENAHM peakUNK, YBeAoMeTe Ballug nekap UK (papMalleBT.

N3NLIAHUTENHA AFEHUMSA NO NEKAPCTBATA
fyowobxa
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KakBo ¢CLALPKA Ta3H JUCTOBKA:
. Kakpo npeacrasnsea AJIBYMHWH 20 % Bb u 3a kakBo ce ning

Kakeo TpsabBa na 3saete npeau aa usnonspare AJIbYMMH 20
. Kak ga usnonspare AJIBYMHWH 20% BB

BB3MOXHN HeXeNlaHH peaklUuu

Kak ga ¢pxpansasare AJIbYMUH 20% bb

KakBo ¢babpKa ONaKOBKATa H AONBJIHUTENIHA HHPOPMaLIUA
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1. Kakeo npeacrasasea AJIBYMHWH 20 % bb # 3a KakBo ce H3TI0J3EA

AJIBYMHH 20 % Bb e xoHueHTpupaH cTepunen pa3TBop Ha anbfyMHHOBaTa ¢pakuus Ha HOBELIKATA
KPbhBHA Nna3sMa H € ¢ 4 11bTH 110-BUCOK OHKOTHYEH e(eKT OT Hex.
[TpoaykTsT ce mpuinara 3a Bb3CTaHOBABAHE U MOAXbPXKEHE HA 00eMa Ha LMPKYINPaLIATA KPbB.

2. Kakso Tpabsa na 3naere npeau aa Hsnoassate AJIbYMHH 20 % Bb

He n3nonspaiite AJIBYMHUWH 20 % Bb, ako cTe anepruyiu (CBPbXUYBCTBUTEIHHN) KM Pa3TBOPH Ha
YOBEWKY wIOYMHH UK KbM ApyruTe cbeTasku Ha AJIBYMHKH 20 % bb (u36poenu B Touka 6).

IIpeaynpexaeHHs U NpeANa3sHY MEpPKH

O6xpHeTe cieLHa/THO BHHMAaHUe NpH ynoTpebdaTa Ha AJIBYMHH 20 % bb
- axo npH Bac uma ocobeH puck oT ypennyasaHe Ha o0eMa Ha KpBBTa B Clly4ad Ha HAKOM
ChpAeyHH 3a00nABaHKA (IEKOMIICHCHPaHa ChpASYHA HEAOCTATHYHOCT), BUCOKO KPBBHO Hansraue,
OenoapobeH 0TOK, HapylUEHHUA B KPBBOCHCHPBAHETO, TEXKKaA aHEMHUS, JTIATICA HA YPUHHUPAHeE.
- Korato ca Hanuile Oene3n Ha yBelMueH KpbBeH 0o6eM ( rnapobonue, 3aTpyaHeHO JUILIAHE,
3aCTON Ha IOTYJJApHUTE BEHH) WIH ITOBHLUEHO KPBBHO HansraHe, HHPys3usTa Tpabea ga ce ¢cnpe
He3abaBHO.
- aK0 UMa JaHHM 34 anepruyHa peakuua HHoy3uaTa TpadBa 1a ce cripe HezabaBHO.
- KOraTo Ce W3M0Ji3Ba NMpU MaLUEHTH ¢ TeXKKH TPaBMATHYHU MO3BYHY YBPEXKAAHHA,

Bupycua GezonacHOCT
KoraTto ce npunarat JeKapCTBEHH NMPOAYKTH, OAYUYEHH OT HOBELIKA KpPbB WK [J1a3Ma He MOXe Ja
0bae H3IKIOUECHO U3LAIO NPEIaBAHETO HA TPAHCMUCUBHH HH(pEKUNHN, TOBA e OTHACA CBHILO 3a
MaTOreHu ¢ HEU3BECTHA J10 cera Npupoja.

3a Aa ce HaMaJIH PUCKDBT OT NPeHOoC Ha HHGESKHHO3IHY ar¢HTH JapHTEHTe Ha KPBB H NNy Gt n
noadupar ceriacHO CTPOTH KPTEPUM, AapEeHUTE KpbB ¥ COOpHa I1a3Ma ce K3CIeaB 9% @ﬁ‘ PhCTRY )
HBsAg, antu HCV anturtena, antu HIV,; anturena u cupunuc, PHK sa HCV n £ Y
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NMpoLUec Ca BKIKOHEHH NTPOUCAYPH, BOACLIN JO EHHMHHHPHHH/HH&KTHBHP&HI? Ha CI




BUPYCHH areHTH.
Hsama cbo61ieH s 3a NpeHacsHe Ha BUPYCHH MH(EKLHH [TpY U3N0I3BaHe HA aN0yYMUH, NPOM3BEAEH NO

YCTAHOBEHU NPOLEAYPH ChritacHo cnenmbukanuuTe Ha EBponefickata apmakories.
Ipenopwsuuteno e Beeku muT, korato AJIBYMHWH 20 % bb ce npunara npy nauMenHT, Aa ce
3aMUCBAT UMETO M NMApTHAHUA HOMED Ha NpOoAyKTa ¢ Orfell IOAABPKaHE Ha CNpaBKa 3a W3IMOJI3BaHUTe

NapTUIM.

Hpyru aexaperea u AJIBYMHH 20 % Bb

Monsa ungpopmupatime Bawua nexap wiu papmayesm, axo npuemame Uiy HACKOpo Cme npuemanu
Opyat Rexapcmaaq, BKIIOYUMENHO U MAKUEa, omnyckanu bes peyjenma.

Tlo cera He ¢a U3BECTHH KOHKPETHH B3aWMOAEHCTBHA MEXAY YOBEWIKH anOyMHH U APYTH
NeKapcTBeHH NMPOAYKTH. Burpeku Toea pasteopsT Ha AJIBYMHWH 20 % BB He TpsbBa na ce cmecBa ¢
APYTH NIEKapCTBa, LANA KPbB, EPUTPOLMTEH KOHLEHTPAT WM PaITBOPH, KOUTO MOTAT Aa NPHYHHAT
MpeLunyuTalHug Ha OeNThYHATA MOJIeKY A,

OepTrauTeT, 6peMeHHOCT H KEpPMEHE

YoeewmkuaT anbyMHH e HopMaliHa ChCTaBKa Ha YoBeLIKaTa KpbB. HaMa AaHHM 3a BpeHH €QeKTH Ha
TO3U NPOAYKT B IeproAa Ha OpeMEHHOCT H KEPMEHE.

Ocofeno BHHMATENHO TPAOBA /1a Cé KOPUTHPa KPBBHUAT 00eM NpH OPEMEHHH XKEHH.

IHocwveemsaiime ce ¢ Bawwus nexap unu hapmayesm npeou ynompebama na xoemo u 0a € AaKapcmao.

Hlopupane u paGoTa ¢ MalIHHMU
Hsama aauun, 1e AJIBYMHWH 20 % BB nosanasa cnocoGHOCTTa 3a wodpHpaHe ¥ padoTta ¢ MalluHM.

Baxxua uH(popMauusa OTHOCHO HAKOH OT cueTaBkuTe Ha AJIBYMUKH 20 % bb
To3u npoayKT cbAbKka < oT 160 mmol/L HaTpni.
Tosa TpabBa Aa ce KMa NpeABUA NpH NMALKUEHTH HA IHETa C KOHTPOJIUPaH NIPHEM Ha HAaTPHH.

3. Kax na usnoassate AJJGYMHH 20 % BB

AJIBYMHH 20 % BB e cTepuneH pa3TBOp 32 BEHO3HA HHPY3HA.
Jlo3upoBKaTa ¥ CKOPOCTTa Ha BIUBaHe e onpejen Bawuart nekysaiy nekap cbodpasno Bawero
3a0ongpaHe.
- mpeAH ynotpeba npoAyKTHT TpsAORa Aa Ce 3aTONNH IO TelecHa TEMIIEPATYpa,
- pa3sTeopsT TpabBRa J1a 6bae GHUCTBp, NPO3paUeH WM JIEKO OnanecueHTeH 0e3 yTalky;
- OCTaHa/M HeM3NON3BAHH KOJHYECTBA ¢€ U3XBBPJIAT MO MOAXOAALL HAUNH,
- aKO MMaTe HAKAKBH JOTBIAHUTENIHH BBIIPOCH, CBBP3aHHi ¢ ynoTpedara Ha TO3M NPOAYKT, MONA
nonuraiTe Bauns nekap.

AKko0 ca Bu npujoxunu noBede ot Heobxoaumata noza AJIBYMUH 20 % bb

AKO AO3UPOBKATa& M CKOPOCTTA Ha BIMBAHE ca MHOT'O BUCOKH, MOXKE J1a ITOJIy4HTe I1aBo0one, BHCOKO
KpPBbBHO HaNAraHe M 3aTpyAHEHUE NpH Avwane. Hudysuara Tpadsa Aa ce npekpaTi He3abaBHO H
MEKapAT lie pelUy OanH ¢€ HYXAaeTe OT HAKAKBO XPYro JeUeHHe.

4. Bb3MOXHH HEXKeJAHH PeaKLHH

Kaxmo ecuuxu nexapemea, moea aexapcmeo Mosice 0a npeoussuKa Hexcenan peakyuy, 6bnpexu, e
He 8cexu 2u NOAyuasa.

HexenanuTe peakiuy NPH BlIHBaHe Ha YOBEIUKH anbyMHUH ca peikM H OONKHOBEHO U3
3a0aBsiHE HA CKOPOCTTa Ha HH(QY3MATa UK IIPH NPEKpaTABAHETO A,




Peoku: npu 1 0o 10 na 10 000 nayuenmu
3auepsaABaHe, YPTUKApHR, NIOBULIEHA TeMNepaTypa 1 raacHe.

Mnozo pedxku: npu no-manko om 1 na 10 000 nayuenma
11Iox BCIenCTBHE aJIeprHyHa peakiud.

C neussecmua ¥ecmoma. He Modice 0a ce Onpedenu oM HanuyHume OaHHU
CheTosiHHe Ha oObpKBaHe, rnaBobonne, yCKopeHa Wiy 3abapeHa chpAeyHa 4ecTOTa, BHCOKO KPBBHO
Hansrade, yceulaHe 3a 3aTOIUIAHE, HeJIOCTHT Ha BB3AYX, FacHe, ypTUKapHi, TeMIepaTypa, BTpHUcaHe,

Axo HAKOA Om Hedicenanume AeKapcmeeHyu peaKyul cmane cepuosna, wau 3abenesicume opyau,
HEeONnUCanyu 8 Mas3u NUCMOBKA HEJICEAAHU DEAKYUU, MOAA ygedomeme Bawwus nexap unu hapmayesm.

CrofmaBaHe Ha HEXKEJAHH PEaKIHH

AKO NOJy4MTe HAKAKBY HEXKEJIAaHW JIEKapCTBEHH peakuny, yBeaoMmere Bauds nekap uiM gapMalest.
Topa BKAKYBA BCHYKH BB3MOKHKY HEOMHUCAHU B Ta3y JUCTOBKA HEXKENAHM peakuyd. Moxkere ¢bIllo Aa
cHODIMKUTE HEXKENAHU PEaKLMM JUPEKTHO Upes:

HManbiaHUTENHA areHHHA No JIEKapCTBATA:

vi. Jdamsar ['pyes® Ne 8

1303 Codus

Ten.: + 359 2 8903417

YebcaliT: www.bda.bg

Karo cwobiiapate HeXeNaHW peakLHH, MOXKETE Aa AaleTe CBOA NPHHOC 3a MOJYYaBaHE Ha INoBeye
HHQoOpMalusa OTHOCHO O€30MacHOCTTa Ha TOBA JIEKAPCTRO.

5. Kak aa cxxpansaBate AJIBYMHH 20 % bb

C'hxpaﬂﬂsﬁﬁ're Ha MRCTO, HEAOCTBIHO 3a Acla.

He usnonasatite Anbymun 20% - bBb ciel cpoka Ha rOJHOCT, YKa3aH Ha €THUKeTa M Ha KapTOHeHaTa
onakoBka. CpokbT Ha FOOHOCT U3THYA Ha NOCHESAHMA JEH Ha YKa3aHUsa Mecell,

Ja ce cvxpanssa oT +2°C no +8°C. Jla ce chXpaHsaBa B OpUIrHHANIHaTa ONTAKOBKA, 34 Aa C¢ Npeanasy
OT ¢BeTAHHA, [{a He ce 3aMpa3sBa.

Cnen oTeapsHe Ha ¢axoHa ChABPXKAHHETO TPAORA fa e H3NO03Ba He3abasHo.

Ja He ce u3non3sat QJIakOHY ¢ HapYLIeHa UANOCT, UITPUT/HEACEH HA/INIUC, aKO Pa3TBOPHT € MBTEH
HIIH ChABPXKa YTaHKH.

OcTaranu HeynoTpeOeHH pa3TBOPH B OTBOPEHU OMAKOBKU He Ce ChXPaHABAT U HE C€ U3II0JI3BaT.
JlekapcreaTta He TpAOBa [1a c€ U3XBBPAAT B KaHANH3ALMATA UK B KOHTeHHepa 3a JOMAIIIHY OTNadbLH.
[TonuralitTe Bawusa nekap UaK gapmaLesT Kak Aa YHHUIOKHTE HEHYKHUTE By nekapcTsa. Tein Mepky
11l€ CTIOMOTHAT 3a Oona3BaHe Ha OKOJIHATa Cpefa.

6. CraLpxaHHe HA OTIAKOBKATA U JONBAHHTENHA HHPOpMALIMA

Kakeo cuaspxa AJIBYMHKH 20 % bBb

Envd daakon or 100 ml ceabpxa:

- AKTUBHO BEILECTRO;

Yosemkn anbymuH (human albumin), nonydeH ot yosewika iasma 20 g (200 g /1)
- IpyruTte ¢beTaBKM €a: HATPHER KanpUAAT M BOJA 38 HHXXEKLINMN,

Kax msraexaa AJIBYMHH 20 % bb H KakBo ¢cbABPAKa ONAKOBKATA
AnbymuH 20 % bb e pa3tBop 32 undy3ma U ce npennara B onakoska ot 100 ml.
Pa3TBOpBT € GHCTBP, NPO3paUEH € XKBJT A0 CBETNO KaAB LIBAT.

fMpuTexaTen HA paspellieHHeTo 32 ynoTpeGa ¥ NPOU3IBOANTE
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Nata Ha NocJIEAHO NMpepa3riaexxaHe Ha JHcToBKaTa: Deppyapu 2025 r.




