MMCTOBKA: HHQOPMANMS 34 NOTRERBARIFELAR 10 REKAPLT:

Nugmotxa - Mpusoxenua 2

Anbynopm 5% 50 g/l nadysHoneH pasTBOp YOBEUIKH anﬁymkxw Psa. Ne .. 02 Wr? 6 —

Albunorm 5% 350 g/l solution for infusion human albumin | paspewenue N ‘BG/}‘M/ ﬂ? ; 15% 6;“1
DZT

Onofinarue N .. rrerverernsvernsransnsnidasneraes

IIpoyereTe BHHMATE/IHO OAJIATA JIHCTOBKA, NPEAH A2 3an0YHETe A2 NPANATATE TOBA JIEKAPCTBO,
Thii KaTo TH CHALPKA BaXHa 3a Bac nndopmauusn.

- 3anaseTe Ta3W HCTOBKA. MosKe Na ce HaNOXKM 12 A TPOUeTeTe OTHOBO.
- AKO MMaTe HAKAaKBH JOIMTLIHMTENHH RBIPOCH, NONKTalTe Bamms nekap unu gapmalienT.

- Tosa nexapcTeo € npeanucaHo nHuHo Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To moxe aa
MM HaBPEIH, HE3ABUCHMO e NPH3HALMTE HA TAXHOTO 3afonssaHe ca chluuTe karo Bamure.

- AKO moJMy4HTe HAKAKBH HEsKeJIaHH JICKapCTBEHU PeaKLMK, yBeaoMete Batuna nexap WiH, hapMaLeeT.

Tora BKIIOMBA H BCHYKH BB3MOKHH HEXKEJIAHH PCaKLUHH, HEOMKUCAHH B Ta3H THCTOBKA. Buskte Touka
4,

B razn_nucroska:
Kaxso npencrasnaea AnBynopM 5% U 32 KakBo ce w3MOM3Eea
Kakeo Tpsa0Ba fa 3HaeTe, Npeau Ja u3noassate AnGyHopm 5%

Kak aa uznonssare AnbyHopm 5%

t

2

3

4. BB3MOXKHK HEKeNaHH PeakinH

5. Kak aa cexpanssate AnGyHopm 5%
6

CuanpikaHUe HA ONAKOBKATA U JOMBANKWTENHE HHbOPMALNS
1. KaxkBo npeactasiaasa AnGyHopM 5% n 3a KaKBO ¢e H3MOA3BA

Anbynopm 5% npuHaanexu xbeM (papMaxkorepaneBTHYHATa Ipyfla: KPbBHH MNJA3MEHH 3AMECTHTENH M
(pakLKH Ha TUTA3MEHHTE NPOTEHHH,

[TpoayKTHT ce Npuiara 3a Bb3CTaHOBABAHE M MOALbPKaHe HA ofema Ha LMPKy/IMpallaTa KPbB MpH akHeHTH
¢ obeMmer Aeduuar,

2. Kakso Tps®Ba 1a 3HaeTe, npean aa usnoassare Anbynopm 5%

He n3nonzsaiite Aabynopm 5%

- 8KO CTE aJePrHvYHH KbM YOBELIKH anOyMHH HIH KBM HAKOA OT OCTAHANMTE ChCTABKM Ha TOBA NIEKAPCTEO
(1abpoeHu B TOUKa 6).

IIpeaynpexaeHUs H OpeiNa3zHH MepKH

I'oeopeTe ¢ Bamng nekap Ny dapMaugeeT, npeau na usnonssare Anbyvopm 5%.
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O0LpHeTe cienAAMNO BAHMAHNE npH YnoTpebaTa ua Andynopm 5%:

- aKo npu Bac nMa ocoOeH pHCK OT yBeaHUaBaHe Ha 00cMa Ha KPBETA, HAP. B C/Ty4al Ha HAKOH CbpAeYHH
3a6ossBaHKg, BHCOKO KPbBHO HansraHe, Haluuue Ha TeyHocT B Genwte apoboBe, HapylieHus B
KPBLBOChCHPBAHETO, HamMasleH OPOH YEPBEHH KPbBHU KISTKH HJIH JIHMCA HA YPHHHPAHE.

- Koraro ca Hanvue Oenesd Ha ysenWueH KpbieH obem (rnasobonue, NMXaTeHO HApYlWEHHWE, 3aCTOH Ha
1OrynapHy BeHH) WIu Ha NOBHWeHO KpbBHO HansraHe. Mudysuarta Tpabea na Owae mpekpaTeHa
He3a0aBHO.

- 4KO HMA JIaHHH 3a anepruqHa peakuun. Mudysuara rpabea na 6vae npekpateHa He3abaBHO.

- KOrarto ¢ H3M10JI12Ba MpH NaUHeHTH ¢ TCHKKH TpaBMaTHHHH MOIBbYHH YBpEAKAAHHA.

Bupycha 6e3onacHoct
Tlpy OpUroTERHE HA NCKAPCTEAa OT YorenlKa KPbE WAM Mnasma ce Npunarar onpeieicHHd MepKH 3a
MpedOoTBPaTABaHE HA lpeaaBaHeTo Ha WHpEeKUHH Ha nauuerTuTe. Te BKNIOYBAT:
¢ BHMMaTesIeH noadop Ha NOHOPHTE HA KPBB H TJIA3Ma, 3a Ja ce TapaHTHpa M3KJIIOUBAHE Ha Te3H, IIpH
KOHTO € HAITHLIE PHCK OT NPEHAcdHe Ha HH(EKLIHK;
* p3ciefBaHe Ha BCAKA JapeHa Kpbe H cOopHa niasMa 3a Oeie3H 3a HatuKe Ha BHPYCH/HHEKLHY;
¢ BKJIFOMEHH OT NPOUIBOJMTENINTE CTHOKK B 00paboTBaHeTo HAa KPEBTA UM [17143MATa, KOMTO MOTAT /13
MHAKTHBHPAT MIIH OTCTPAHAT BHPYCHTE.

BeOpekH Te3n MepkH, MpH [pHIaraHe Ha JIEKapcTBa, MOJYYEHH OT YOBEIUKA KPBB WM IlazMma, HC MOxe
HaNLIHO Ja Ce M3KIIOYH BL3MOMKHOCTTa 3a NpeHacsHe Ha uHdekuna. Toea ce oTHaca W 3a BCAKAaKBH
HETIO3HATH WK HOBOMIOABABAILH CC¢ BHPYCH WIH APYTH BHIOBE HHOCKLHH.

Hama cBo0lueHHA 3a BB3IHUKHAAH BHPYCHM HHG$EKUMH NpH W3N0on3BaHe Ha anOyMHH, MPOH3BENEH MO
YCTAHOBEHA Npoueypa, chriacHo cneuudurkanmute na Epponeitckara ¢gapmarxornes.

TTpenopbLYHTENHO € BCEKH BT, KOTATO ce IeKyBaTe ¢ 103a AnOyHOpM 5%, A1a ce 3anHCBaT HMETO H NApTHAHKS
HOMED Ha NpOAYKTa C 0e] NONAbPKAHE Ha CIIPABKa 34 U3NOJN3BaHHTE HapTHIH.

JApyru gekapersa 0 Anbynopm 5%

Jlocera He ca M3BECTHH B3aWMOJACHCTBHA MEKAY 4YOBEIIKHA anbyMHH M APYrH JekapcTea. Bpnpeku Tosa
pa3TROpbT AnGyHopm 5% He Tpabea na ce cMecBa B €AHAa HH(Y3MsA ¢ APYTH JIeKapeTsa, UANa KPbB MIH
epuTpoUHTEH KoHueHTpaT. Mudopmupaiite Bawns nekap unw QapmaueBT, ako M3NOM3BATE, HACKOPO CTE
H3NON3BAH WM € BB3MOXKHO 1a H3NON3BATe APYTH JIEKapCcTEa.

BpeMeHHOCT B KhpPMEeHe

Yosewkuar anbyMHMH € HOpMa/lHa CHCTaBKA Ha YOBeWKAaTa KpbB. He ¢a W3BecTHW BPEIHH €(EKTH IpH
M3M0JI3BAHE HA TO3H MPOAYKT 0 BpeMe Ha GpemeHHocT wid khpMeHe. OcobeHo BHumaTenHo Tpadea na ce
KOPHIHpa KpbBHHA 00eM 1pH GPEMEHHH XEHH.

[locueeTraiiTe ce ¢ Baumsa nekap npenu ynorpefara Ha KOeTO M [1a e JIEKapcTBO.

Hladnpane u paora ¢ Mamuuyu

Hsama naHny 4OBELUKUAT anGyMHH 13 BMHAC OTPHLIATENHO BBPXY CIOCOOHOCTTA 3a wohH
MaUIHHH.

Anbynopm 5% chAbpixa HATpRHil
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Tosa nexapcrso chabpska 331 - 368 mg HaTpuiil (0OCHOBHA CHETABKA HA rOTBAPCKATA/TpaNe3HATa cON) BbB
Beaka 100 ml. Toea konmuuecTBo ¢ exBHBAaNeHTHO Ha 18.4 % OT NpenophLUYUTERHMA MaKCHManeH AHEBEH
XpaHHTe/ICH TIPHEM Ha HATPHUH 32 BE3PACTEH.

3. Kak aa m3noazsate Andynopm 5%

AnbynopM 5% e rotoe 3a ynorpeda 3a HHTpaBeHo3Ha (“kankoea”) HHPY3Hs. Jo3MpoBKaTa W CKOPOCTTA Ha
nudysuara (konko Obp30 ce BNMBa an0yMHHBLT WHTPABEHO3HO) IUE 3aBHUCAT OT DBateTo KOHKPETHO
3abongeane. BawMaT nexap 1ie peiuy Koe JiedeHHe € Hali-no6po 3a Bac.

YxazaHws
e [lpenu ynmorpeOa npoaykTsT TpAGBa fa ce NpHBE/E KbM CTAHHA MM TENECHA TEMIIEpaTypa.
¢ PasrsopeT Tpa6Ba aa Obae npo3paueH M 1a HAMa yTaHKa.
¢ BCAKO HEM3ION3BAHO KOAHYECTBO TPADBA 12 CE M3XBBPIIM.

* AKO HMaTé HAKAKBH JAONTELJIHHTEIHHA BBIOPOCH, CBLpP3aHK © ynmpeﬁa’ra Ha TO3HW NPOAYKT, MO/A
nonuTaifte Bawus nexap.

Axo ca BH npuioxuiii noseve 0T HeoOxoanmaTa A03a Andynopm 5%

AKO IO3MPOBKATA H CKOPOCTTAa Ha BJIHBAaHE €A TBbPHE BHCOKW, MOXKC Ja NOJY4MTe raaBobofiue, BUCOKO
KPBBHO HanAraHe u 3aTpyaHesue npH aumane. Hudysuara tpabsa na ce npexpaty He3aGasHO W Bawuat
NIeKap e PEUIH JaNnH ¢€ HYKAAeTe OT HAKAKBO JPYTo JIeYeHHe.

4., Bb3MO:KRHH HEKEJIAHH PEaAKUHE

KakTo BCHUKH JlekapcTBa, TOBA JIEKAPCTRO MOKE Ja NPETH3RHKA HEXKENAHH PeaKkUWH, BLIIPEKH Y€ HE BCEKH
rH MOMYy4aBa.

HexenanuTe peakuMy rpy BIUBaHE Ha HOBEIKM anGyMHH ca peAkH ¥ oOMKHOBEHO W3vessat Mpu 3ababsHe
Ha CKOPOCTTA Ha HHQY3HATA WITH NPH NPEKPaTABAHETO H.

Penku: npn 1 no 10 Ha 10 000 nauneHTa.

3avepBapaHe, YPTHKapHA, NOBHILEHA TEMIIEPATYPa U raJeHe.

Muoro pesikH: npu no-manko ot 1 Ha 10 600 nmauuenTa,

Ulok Bcne/ICTBHE anepruvHa peaxius,

Hen3ssecTHa YyecTOTa: HE MOKE Aa e ONpPeaciiH OT HAJTHUYHHTES JaHHH.

CobeToanme Ha 00bpkeaHe, rapoboHe, yCKopeHa wiH 3abaBeHa chpJeyHa 4ecToTa, BUCOKO Kp’BBHO HaJIaraHe
WM HHCKO KPBBHO HaJIAraHe, YCEILAaHe 3a 3aTOIUIAHE, HE/IOCTHI HA BB3IYX, rajeHe, y
OYHTE, HOCA, yCTaTa, 0OPHB, YCUIIEHO NOTEHE, TEMIEPATYpa, BTPHUCAHE.

ChobmaBaHe Ha HeKeNAHN PEAKIHH
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AKo NonyunTe HAKAKBH HEXKENaHH TeKapCTBEHH peakuuH, yBeaoMere Baluus aekap wid, gapManest
HJTH MEIHIMHCKa cecTpa. ToBa BKIIOUBA BCHYKH Eb3MOXKHH HEOIMMCAHH B Ta3M JIMCTOBKA HEXKENaHH
peakimu. MoxeTe cbulo a CHOOLIMTE HEeXeJaHH peakLiii IHPEKTHO Ype3 HALMOHAIHATA CHCTEMA 32
chobuiaBate, B HanbiaHuTeNnHa areHLMA Mo nekapeTpata, yil. ,Jlaman I'pyes” Ne 8, 1303 Codua, Ten.:
+35 928903417, yeocaiit: www.bda.bg. Kato ceobmarare HeskenanM peakuyi, MOXKeTe Ja JaaeTe
CBOA MIPHHOC 3a NOJIyyaBaHe Ha NoBeue MHGOPMALHA OTHOCHO 6e30MaCHOCTTa HA TOBA JICKAPCTRO.

5. KAK JA CbXPAHABATE AJIBYHOPM 5%

Ja ce chbxpaHABa Ha MACTO, HEOCTBLITHO 32 Jela.

He uznonspaiite Toa JIGKApCTBO CNE CPOKA HA FOMHOCT, OTOENIA3aH BPXY KapTOHEHATa ONAKOBKA M €THKETA
Ha uHpy3HoHHaTa GyTHiKa, cned [oaen o, CpokbT Ha FONHOCT OTPORAPA HaZ MOCNERHMA ACH OT
OCOYEHHS Mecell,

Ja ce cpxpanaea no 25°C. Jla ce cbXpansBa B OPHIHHAMIHATA ONIZKOBKA, 34 Ja ce NPelnasH oT ceeTnuHa. Ja
HE CE 3aMpa3aBa.

Crien oreapane Ha uHQy3uoHHaTa OYTHIIKA, CHABPKAHKMETO #f TpAGBa Aa ce M3Non3Ba He3abarHo.
PaztopwT Tpabsa aa 6bae Npo3paveH HAH IEKO OMANCCLEHTEH.
He n3noassaiite Tosa nekapcTso, ako 3abeneknTe, Ye pasTEOPLT € MBTEH MM UMa yTakKa.

He usxsnpnaiire nexapcTeaTa B KaHanw3aLMsTa MIH B KOHTelHepa 3a JioMallHu oTnaaeud. [lonuraiite
Bawms dapmaiiesT kak 1a M3XBBLPIATE eKapcTBaTa, KOHTO BEHe He M3ron3pare. Te3n MEPKH Lie CIOMOTHAT
3a OMa3BaHE HA OKOJIHATA cpeaa.

6. Cbabp:kaHHe HA ONAKOBKATA U AONLAHHTE/IHA HHEPOPMaUMA

Kakso chabspika AndyHopm 5%:

- AxThBHOTO BewectBo € 50 g/l uosewky andymud (human albumin), monmyueH oT WoBEWIKAa NnNa3Ma
(wndyaronna Oyrunka or 100, 250 1 500 ml).

- Hpyrurte CbCTaBKy ca HATpHER Xnopwji, N-auetnia-DL-tpunrtodaH, xanpunoBa KMcesiMHa M Boja 3a
UHIKCKUHH.

Kax usriesxkna AnSynopm 5% H KakBo ¢bABPHKa OIIAKOBKATA:

AnbyHopm 5% ¢ HHY3HOHEH pa3TBOD M CE Npe/iara KaTo:

100 m| pazTBOp B MH(]Y3HOHHA GyTHIIKA — OMaKOBKH T 1 1 10 GyTHIKH
250 m] pazTBop B MHGDY3HOHHA 6yTHIIKa — onakosku oT | K 10 6yTHaKH
500 mi pasTeop B HH(Y3HOHHA OyTH/IKA — ONakoeka ot | 6yTHIka

PasteopbT € npo3pateH, KbAT, KeXNHGapeH Wi 3elieH.

IlpuTeskares] Ha pa3pelIeHHeTo 32 ynoTpeba:
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Octapharma (1P) SPRL
Allée de la Recherche 65
1070 Anderlecht

Benrus

IIponzpoanTenn;

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

Octapharma Produktionsgesellschaft Deutschland mbH, Wolfgang-Marguerre-Allee 1, 31832 Springe,
lepmanns

To3n texapersen NpogykT e paspellien 3a ynorpeta 8 ibp:kasHTe-wiedku Aa EWII nox
CJICAHHTE HMeHA!

Albunorm: Yemxa peny6nuxa, Janns, Utanus

Albunorm 5%: benrus, bearapus, Kunsp, l'epmanun, Mpnanaua, Henannus, JiokcemOypr, Manta,
Xonanaus, [Nonwa, [MNopryranua, Cnoeawka penyGnuka, Henanva, BenukoGpurauus

Albunorm 50 g/l: Asctpua, EcToHnsa, @uHnanaua, Opanuns, Yurapus, Jllateus, Jiutea, Hopeerus,
Pymenna, Usenns, Ciosenus

Jara Ha noc/exHo Npepasriexaane Ha Jucroskara: 10/2020
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