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An6ysopm 20 % 200 g/l aady3HOHEH pa3TBOP HOBSMKH ANOYMRH

Albunorm 20% 200 g/1 solution for infusion human albumin

JRRARSERFFRAAFER AT EEF

IIpoverere BEAMATENHO HAJATA JHCTOBKA NPEAH Aa 3aH09HETE NIt
ThH KaTo TH ChABbPKA BAXKHA 3a Bac nndopManus.

- 3amazere Ta3W MMCTOBKA. MOXe J1a ce HANOXMU J1a 1 NPOYETETE OTHORO.
- AKO ¥MaTe HAKAaKBM JOITbJIHUTENHH BRIIPOCH, monuTalite Bamnsa nekap wiH GapMalesT.

- ToBa nexapcTso € npeAnucaHo MM4HO Ha Bac. He ro npeoTcThnsalite Ha Apyru xopa. To moxe aa
MM HaBpEH, HE3ABUCHMO Y€ TIPH3HALIMTE HA TAXHOTO 3a00/ABaHE ca ChluMTe KaTo Bamwre.

- AKO NIOJIYYHTe HAKAaKBH HeXellaHH JIeKapCTBEHU peakuuu, yseaoMere Bawus nekap Wi gpapmalesT.
ToBa BK/TIOYBA ¥ BCHYKH BBL3IMOXKHH HEXENaHH PeaKiliHi, HeOolHCaHU B Ta3H JIHCTOBKA. BHXKTe TOYka

4.

B Ta3H_NTHCTORKA:

1. Kakeo npencrasnsea AnbyropM 20% H 3a KakBO C€ H3NMON3BA
2. Kakso Tpabsa na 3HaeTe, npeau na uanonssare AnbGyHopM 20%
3. Kak na usnonasare AnOynopM 20%

4. Bb3MOXHH HeXellaHH peaKLHH

5. Kak na cexpanasare AnGynopm 20%

6. ChbABpXKaHHE Ha ONAKOBKATA H JOMTBIHHATENHA HHPOPMALIHS

1. Kakgro npeacraBaasa AnGynopm 20% n 3a KaKBO € H3M0J3BA

AnbyHopMm 20% npHHAAIEKH KbM papMaKoTepaneBTHYHATa IPyNa: KPbBHH IUIa3MEHH 3aMECTUTENH H GpaKIvH
HA TUIA3MEHUTE NPOTEHHH.

ITpoAYKTET Ce IpHIIara 3a Bb3CTAHOBABAHE M NOAABLPXKaHE HA 0OeMa Ha LIHPKYTHpALIATA KPBB NPH NMalHEHTH C
obeMeH AedHIUT.

2. Kaxso Tpu0pa aa 3naere, npean xa manonssare Anbynopm 20%

He nm3non3paiiTe Aabynopm 20%

- aKo CTe aleprH4H{ KbM HOBEINKM anOyMMH HIM KbM HSKOS OT OCTAHAIMTE ChCTABKH Ha TOBa JIEKAPCTBO
(n36poenn B TOUKA 6).

IlpenynpeXaeHHs B NIPEANAIHA MEPKH

["oBopeTe ¢ Bamua nekap wiH ¢gapMauesT, npeau a Hinonisare AndyHopm 20%.
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O6LpHETe CNSHHAIHO BHHMAHHAE NIPH YHoTpebaTa Ha AnGynopm 20%:

- aKo npH Bac uMa 0co0eH PHCK OT yBEIHYaBaHE HA ofeMa Ha KpbBTa, Hanp. B CIyYad Ha HAKOH CBPACYHH
1a60/SBAHMA, BUCOKO KPBBHO HalfTaHe, HAIMYHE HA TEYHOCT B Oenure npoboBe, HapylUICHHA B
KPbBOCHCHPBAHETO, HaMaJleH Opoli YePBEHH KPbBHH KIETKH WM JIWIICA Ha yPHHHPAHE.

- KOraTo ca Hamdue 6enesd Ha yBelMueH KpbBeH obeM (TaBoOoiide, AMXATENHO HapyLICHHE, 3aCTOU Ha
FOTYJApHK BEHM ) WIH Ha TIOBHILEHO KPBBHO HANATAHE. Hudyausra tpabsa Aa 6hae NpexpaTeHa HezabasHoO.

- aKkO MMa JAHHH 32 alepru4Ha peakuusd. Muoysusta Tpabsa fa Obe npekpaTeHa He3abaBHO.

- KOTaTo ce H3MOoN3Ba MPpH NAUCHTH C TEXKH TpaBMaTHYHH MO3BYHH YBPCKIIAHHA.

BupycHa 6e3onacHoCT
[Ipy npHroTBAHE Ha JEKapCTBa OT 4YOBEIUKa KpbB HIH [U1a3Ma ce MpHiarar OnpeAesIeHH MEpKH 3a
peAOTBpaTARAHE Ha NPECAABAHETO HA uHbEKLNHN Ha MAUHEHTHTE. Te BIJIIOYBAT:

e BHUMaTeNeH 1oAbop Ha JOHOPHTE Ha KPHB M I171a3Ma, 3a /1a CC rapanTHpa H3KJHOUBaHE Ha TC3H, TIPH
KOWTO € HAIKIE PHCK OT NpeHacaHe Ha HHEKINHY;

HacJIeABaHe Ha BCAKA JjapeHa KpuB ¥ cOopHa nnasMa 3a Oenesy 3a HAIHYHE Ha BHPYCH/MHDCKLIHH;

BIJTIOYEHH OT MPOH3BOJHTENHUTE CTHIKH B 00pabOTBAKETO HAa KPHBTA HJIH IJIA3MATa, KOHTO MOraT Aa
HHAKXTHBHPAT WA OTCTPAHSAT BUPYCHTE.

BhIpexy T€3W MEpKH, NpH NpHIaraHe Ha JeKapcTsa, MOJNYYEHH OT WOBEWIKA KPBB HIH ILIA3Ma, HE MOXC
HAITBJIHO 43 C& H3KMOYH Bb3MOXKHOCTTA 33 NpeHacAHe Ha HHeKiHs. ToBa ce 0THACA ¥ 32 BCAKAKBH HCTIO3HATH
HJIA HOBOTIOSBSABAIIY CE BUPYCH WM IPYTH BHIOBE HHMEKLHH.

Hama CHOOHICHMS 3a Bh3HMKHAJIM BHPYCHM HHGEKLHHM TpH H3N0M3BaHe Ha anOyMHH, NMPOH3BEACH MO
yCTaHOBEHA MpoLleypa, ChITacHo crienuguKalknTe Ha EBponelickara dapmMakones.

[IpenophYMTENHO € BCEKH ITBT, KOTATO CE IEKYBaTe C 1032 An6ynopm 20%, Aa ce 3aMHCBAT HMETO H NIAPTHARNA
HOMED Ha NIPOAYKTa C LS NORABPKAaHE Ha CNpaBKa 3a HINMOJI3BAHATE MAPTH/H.

Jpyrn aexapcTea H AnGynopm 20%

Jlocera He ca M3BECTHH B3aHMOACHCTBHA MEXAY HOBCIIKHA anOyMHH W ApPYrH JekapcTsa. BeIpekd TOBa
pasTROpT AnGynopm 20% He TpsabBa ja ce cMecBa B efHa HHQY3us ¢ JpYrH JEKapCTsa, UAna KPBB HIH
epuTpolMTeH koHUEeHTpaT. Mudopmupaiite Bamina nexap Wi ¢apMaLeBT, aK0 H3MOA3BATE, HACKOPO CTE
H3N0N3BANMH HWIH € BL3MOXHO 12 H3NOA3BATE APYIH JeKapcTsa.

BpeMeHHOCT H KbpMeHE

YopemikusT anbyMMH € HOpMAllHAa CbCTaBka Ha 4oBellkaTa KpbB. He ca M3BECTHM BPCIHK epeKTH npH
H3M0/3BaHE HA TO3H MPOAYKT 110 BpeMe Ha OpeMeHHOCT Wi KbpMeHe. OcobeHo BHUMATENHO TpsiOBa na ce
KOpHrapa KpsBHAA 00eM TIpH OpeMEHHH XKEHH.

[TochBeTBaiiTe ce ¢ Bamms ekap npeau ynorpedara Ha KOETO H A4 € JICKapCTBO.
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[llopmpase B paboTa ¢ MALUIHHH

HsMa JaHHH YOBEIUKHAT aGYMHH Ja BIHAS OTPHUATENHO BHPXY CIOCOGHOCTTA 32 IIOQHPAHE HIIH pabora ¢
MAallIMHH.

Anbynopm 20% cnabpxa naTpai

Tosa nexapcTeo cbaAbpka 331 - 368 mg HaTpHil (OCHOBHA ChCTaBKa Ha roTBapCcKaTa/Tpane3Hara Cofl) BbB BCAKA
100 ml. ToBa KONMHYECTBO € ekBHBANCHTHO Ha 18,4 % OT npenophrUHTEHHA MakCHMAIEH AHEBEH XpAaHHTCIICH
TIpHEM Ha HaTpuil 32 BE3pacTeH.

3. Kak na manonsare Aaxbynopm 20%

An6GyHopM 20% e rotos 3a ynorpefa 3a HHTpaBeHO3Ha (“KankoBa”) HHOYy3us. JIo3upOBKaTa U CKOPOCTTa Ha
uHdy3usTa (KONKO 6BP30 Ce BKBa AIGYMHHLT HHTPABEHO3HO) LIE 3aBHCAT OT BallieTo KOHKPETHO 3abonspaHe.
Bamuar ekap Lie pems Koe nedeHue ¢ Haii-no6po 3a Bac.

YKa3aHuyq

e Ilpenu ynorpefa npoayKTET TpAOBa A2 ce MPHBEAS KbM CTaHHA HIIH TEIECHA TEMIEpaTypa.
e PasTRopsT TpaOBa Na Oba¢ Mpo3padeH M Aa HIMA yTakKa.
¢ Bcako HeH3NON3BaAHO KOAHMECTBO TPA0BA Aa ce H3XBbPIH.

o AKO HMaTe HAKAKBH JOMBJIHHATENHH BBLNPOCH, CBBP3aHH c ynorpebata Ha TO3H MPOXYKT, MO
nonuTakTe Balus nexap.

Ako ca Ba npanokaIn mopede oT HeoGxoxamaTa Jo3a ArbyHopm 20%

AKO JO3MpOBKAaTa ¥ CKOPOCTTa Ha BHBAHE Ca TBbPJAC BHCOKH, MOXE a TIOMYIHTE rinasobonue, BUCOKO KPhBHO
HATSTAHE W 3aTpyJHEHHE TpH quwane. Undyauara Tpsabea na ce npekpatd He3abasHO M BawmAar jexkap e
PELIN JANH CE HYKRaeTe OT HAKAKBO ApYro JICUeHHe.

4. Bn3MOXKHH HEXE/TAHH PeaKInHH

KaxTo BCHUKH JIEKApCTBa, TOBA NIEKAPCTBO MOXE Aa NPEAH3BHKA HEXEJIAHH PeaKUMy, BBIIPEKH Y€ HE BCEKH M
NOJIy4aBa.

HesxenauuTe peakuyH NPy BIHBaHE HA YOBELIKY anGyMUH ca pe/ikH H 0GHKHOBEHO H34e3BaT MpH 3a0aBgHe Ha
CKOPOCTTA Ha HHQY3HATA WIM NIPH MPEKPATABAHETO W.

Penxu: npu 1 go 10 va 10 000 nauuenra.

3aueppsBaHe, YPTHKApHA, ITOBULICHA TEMIIEPATYpa U rajeHe.

Msuoro peaxu: npd no-Manxo ot 1 Ha 10 000 nauueHTa.

[Tlox BcnencTBUE aleprHyHa peakiyA.
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Hel3BecTHA YECTOTA, HE MOXE Ja Ce ONMpPEAeH OT HATHYHUTE AaHHH. CBCTOAHHE HA o0BpKBaHe, ranaBodonue,
yCKOpeHa HiH 3a6aBeHa ChpIeYHa YEeCToTa, BHCOKO KPBBHO HAIATAHE WK HACKO KPbhBHO HaJATaHeE, YCCIIAHe 3a
3aTOIUISHE, HEXOCTHT Ha Bh3AYX, raicHe, YPTHKapHs, OTOK OKOJIO OUHTE, HOCA, yCTATa, oOpHB; YCHIICHO NNOTEHE,
TCMIIEPATypa, BTPHUCAHE.

CoofmaBaHe HA HOKEIAHH PeaKUHH

AKO NONYYHTE HAKAKBH HEXEJIAHH JIEKAPCTBCHH PCaKIlHH, yBEAOMETC Bamusa jiekap Win $apmaiieBT HIH
MeIUIMHCKA cecTpa. ToBa BKMIOYBA BCHUKM BBH3MOXHH HEONUCAHH B Ta3H JIMCTOBKA HEMKEIAHH PCAKIUH.
MoxkeTe ChiLio Ja CHOGIIHTE HeXeNaHH PEAKIH JUPEKTHO Ypes HAIMOHATHATA CHCTEMA 32 CHOOIARAHE:

HMambiuuTelIRa areHLUHs 1o ICKapCTBaTa

yi. ,Jaman ['pyes” Ne 8

1303 Codus

Teun.: +35 928903417, yebeaiiT: www.bda.bg.

Kato choOLIaBATE HEXENIAHH peakiivi, MOoXeTe Ja AaJieTe CBOs IPHHOC 33 MOJIy4aBaHE Ha NOBEYC HHpOpMaL U
OTHOCHO 6€30ITacHOCTTA Ha TOBA JIEKAPCTRO.

5. Kak aa coxpanasate AnGyropm 20%
Jla ce cpXpaHsaBa Ha MACTO, HEOCTBITHO 32 ACLa.

He u3moa3saiiTe TOBa JEKAPCTBO CNIE CPOKA Ha TOAHOCT, 0TOena3aH BbPXY KapTOHEHaTa ONaKOoBKa U €THKETa
Ha udyInoHHaTa GyTHiKa, cell ,,Jonen n0:“. CpoKbT Ha FOAHOCT OTrOBAPA Ha NOCIEAHNA ICH OT IIOCOYCHHA
MeCell.

Ia ce chxpassBa noj 25°C. Jla ce chxpaHsBa B OPHTHHANHATA ONAKOBKa, 32 J1a C€ NpeAnasu o1 cBeTnHHa. /Ja
He CE 3aMpa3sBa.

Cnejl oTBapsiHe Ha WHy3HOHHaTa GyTIwIKa, ChAbPXaHHETO i TpsOBa Aa ce H3No/3Ba He3abaBHO.
PasteophT Tpa6Ba a 6bae Mpo3padeH HIIH JIEKO ONAJECUCHTEH.
He u3non3paiiTe TOBa JeKapCTBO, aKo 3a0enexuTe, Ye Pa3TBOPBT € MBTEH WM HMa yTaliKa.

He u3xsbpisiiTe J1€XApCTBATA B KAHATHIAMATA WM B KOHTEAHEPA 33 ROMALIHH OTHIATBLH. ITonuTaliTe Baumsd
(apManeBT KaK Ja M3XBBLPIIATE JIEKApCTBaTa, KOMTO BE4E HE M3MOJ3BATE. Te3n MepkH ILe CIIOMOTHAT 3a
ona3zBaHe Ha OKOJIHATA cpeJa.

6. Cnabpaanne HA ONAKOBKATA M JONLJIHHTENHA HHGOpMANUA
Kakso chabpxka Anfynopm 20%

- AxtuBHOTO memecto ¢ 200 g/l uosemkd anGymun (human albumin), nomy4eH OT HOBElLika MIa3Ma
(uHdy3uoHHa OyTrnka ot 50 1 100 mi).

- JIpyruTe CBCTaBKH Ca HATpHEB XJIOpH], N-anetun-DL-TpuntodaH, xanpwiosa KHCENHHA H BOAa 34
HHKESKIHH,

Kak m3raexaa Anbynopm 20% 1 KaKBo CbAbPKA ONAKOBKATS:

AnGynopm 20% e HHOY3NOHEH pa3TBOP H Ce Npejyiara karo:
50 ml pasTBop B HH}Y3MOHHA GyTHIIKa — onakoBkH ot 1 ¥ 10 OyTHAKH
100 ml pastBop B MH}Y3HOHHA GyTHIKA — OnakoBkH oT 1 A 10 Oy THIIKH
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PasTBOPET € Npo3payeH, XKBIT, KEXIHOAPEH HIH 3ETIEH.

He BCHUKH BHIOBE ONAKOBKM MOTAT Jia Ce NpeJIaraT Ha nasapa BbB BCHYKH CTPaHH.

[IpETexaTe] HR paspeeHHeTo 3a ynoTpeba:

Octapharma (IP) SPRL
Route de Lennik 451
1070 Anderlecht
benrns

IIpOR3BOAHUTEIR:

Octapharma Pharmazeutika, Produktionsges.m.b.H., Oberlaaerstrasse 235, 1100 Vienna, ABCTpHS
Octapharma S.A.S., 72 rue du Maréchal Foch, 67380 Lingolsheim, ®paHums
Octapharma AB, Lars Forssells gata 23, 112 75 Stockholm, Illsenus

Octapharma Produktionsgesellschaft Deutschland mbH, Wolfgang-Marguerre-Allee 1, 31832 Springe,
['epManus

To3H JIeKAPCTBER NPOAYKT € paspemeH 3a ynoTpeda B AbPKapHTE-4/1€HKH HA EMII noa crenHHTE
AMEHA

Albunorm: Yemka peny6nuka, Jlanus, Mranus

Albunorm 20%: Benrus, Bearapus, Kunnsp, Fepmanus, Hpnanaus, Ucnannus, JiokcemOypr, Manra,
Xonasnus, TTomua, [Topryranus, Cnosalka penyonnka, Menanus, BennkoOpaTanus

Albunorm 200 mg/ml: Asctpus, Ecronus, Gunnanaus, OpaHuus, Yarapus, Jlareus, Jlutsa, Hopperus,
Pymuuus, HBenus, Crosenns

aTa HA HOCHEAHO NpepaIrIckAaHe Ha JHcTOBKATA: 07/20235
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