P S R ¢ VPP 3,0
{ihsarn 300 PIL Buly

JUCTOBKA: HH®POPMANUSA 3A TIOTPEBUTEJIA

o N3MbLIHUTENHA ATEHLA NO NEKAPCTBATA
AJIBYHOPM 5% JlucmoBxa - Mpuaoxenue 2

50 g/l, undpy3noneH paspgpPoz, Ne RS AINON

Yopeluky anbymuH PaspeuwieHue Ne NLARD s 1802 200

OgobpeHus Ne .. A

HpoqueTe BHUMATEJIHO LifljaTa JIMCTOBKA NpeaH Aa 3allovHeTe Naa npujarare TOBa
JEKapCTBO.

- 3amazere Ta3u JUCTOBKA. MoOe 1a ce HaJIOXKH 1a A NpOoYeTETe OTHOBO.
- AKO mMaTe¢ HAKaKBY AONBIHHUTECIHU BbIIPOCH, nonuraiite Bawusa JIeKap Uinu (bapmaueBT.

- ToBa nexapcTBO € MPEANUCAaHO JTUHHO HA Bac. He ro npeotcrbnBaiiTe Ha Apyru Xopa. To
MOXE Ja WM HaBpelM, HE3aBHCUMO OT TOBA, Y€ TEXHWTE CHMMTOMM Ca CHLUMTE KATO
Bawwure.

- AKO HAIKOS OT HeXKeJaHUTe JeKAPCTBEHH PeaKLi CTaHe CEPUO3HA, UM 3a0€IeKUTE JPYTH,
HEOMUCAHW B Tasu JIMCTOBKA HEXKENaHW peaklliu, MoJs yBeaomeTe Baluws Jjekap WiH
dbapmaueBT.

B Ta3u aucroBKa:

1. Kaxso npeacrasnsia AnbyHopm 5% M 3a KaKBO €€ H3M0/3Ba
[pean na nsnonspare AndyHopm 5%
Kax na usnonssare AndyHopm 5%

2
3
4. Bb3MOMXHU HEXENaHU PEaKLuu
5. Cwbxpanenue Ha AndyHopm 5%
6

JonbaHuTenHa nHdopmanms

1. KAKBO IIPEJICTABJISIBA AJIBYHOPM 5% 1 3A KAKBO CE U3IIOJI3BA

AnGyHopM 5% npuHANEKHM KbM (apMaKoTepaneBTHUHATA rpyna: KpbBHU MJIa3MCHH 3aMECTHTENH 1
(bpakuMy Ha M1a3MEHUTE IIPOTEUHH.

IMpoayKTHT ce mpuiara 3a Bb3CTAHOBABaHE M MOJABPXKAHE Ha obema Ha umpﬁjhupgiglféﬁzah KpbB TNpH

nayueHTy ¢ obeMeH AeuUMT.
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2. TIPEJIU JA U3IIOJ3BATE AJIBYHOPM 5%

He n3noaspaiite AnGyHopm 5%

- aKo cTe ajeprudHu (CBPbXUyBCTBUTENHU) KbM PA3TBOPH HA YOBCLUKH anOyMyH UM KbM HAKOS OT
JPYruTE ChCTaBKU Ha AnGyHopm 5%

OGbpHeTe ClelMaIHO BHHMAaHHKe NP ynorpebaTa Ha Andynopm 5%

- axo npu Bac uma ocobeH pUCK OT yBeiuuaBaHe Ha ofema Ha KpbBTa, Hamp. B C/lyyad Ha HSKOM
cbhpieuHn 3a0OoNABaHMs, BUCOKO KPHBHO HAJAraHE, Hajv4ne Ha TEHHOCT B Gennre apobose,
HapylIeHHs B KPBBOCHCMPBAHETO, HAMANCH Opol uepBEHM KDPBBHM KIETKM WIH JIMICA Ha
ypUHHUpaHE.

- KOraTo ca Hajuue Geje3n Ha yBeNnUueH KpbBeH 06em (rnasobosne, AMXaTeHo HapyLICHUE, 3acToil
Ha 1OTyJNapHU BEHH) WM Ha MOBUILEHO KPbBHO HaNAraHe. Undysusra TpsOBa na Obe NMpekpaTeHa
He3abaBHO.

- aKo WMa JaHHM 3a anepruuna peakuus. MHysuara Tpabsa na Obae MpekpaTeHa He3a0aBHO.

- KOraro ce v3MnoJji3Ba Npy nauyueHTH ¢ TCIKKH TpaBMaTU4YHH MO3BYHHA YBPEKAAHHUS.

BupycHa 6e30macHoCT

[Tpy TMpUroTBsiHE Ha JeKapcTBa OT YOBELIKA KPbB WIM Ma3Ma Ce npuiarat OnpeiesncHi MepKu 3a
NpefoTBPATABAHE HA NPEABaHeTo Ha MHdeKIMM Ha nauueHTHTe. Te BKiouBaT:
e BHMMATENeH MoAGOp Ha JOHOPUTE Ha KPBB M MIa3Ma, 3a [a Ce rapaHTHpa U3K/Io1BaHe Ha TE3H,
MpH KOMTO € HAIKLE PUCK OT NpeHacsHe Ha MHPEeKLUMH
e uscnelBaHE Ha BCAKA JapeHa KpbB W cOopHa muasma 3a Oenesn 3a Hanuuue Ha
BUpYCH/MH(pEKLHUH
e BKJIOUEHW OT MPOU3BOAMTENUTE CTBHIKM B 00pabOTBaHETO HAa KPbBTA WIHM TIasMara, KOWTO
MOTaT Aa MHAKTUBUPAT WK OTCTPAHAT BUPYCHUTE.

B’bﬂpeKl/l TE€3U MEpKH, NpPU NpujaraHe Ha Jlekapcersa, nojiydeHu OT YyOBellKa KpbB WM MJ1a3Ma, HC
MOJKE Hal'b/IHO J1a CE€ W3KJIIUM BB3MOXHOCTTA 3a [PEHACSsHE Ha MH(I)CKU,I/IS. Tora ce oTHacd U 3a
BCAKAKBY HETO3HATH UJIM HOBOMOsIBABALIK C€ BUPDYCH WM IpYTr'H BUAOBC I/IH(I)GK]_U/II/I.

HsiMa ChOGLIEHUS 32 BB3HUKHANM BUPYCHW MHQEKUMH TP M3M0JI3BaHe Ha anbyMuH, NPOM3BEAEH NO
YCTAHOBEHA MpOLIEAYpH ChracHo cneundrkauunte Ha Esponerickara dbapmaxones.

TpenopbUKTENHO € BCEKH MBT, KOraTo Ce jieKysate ¢ 1o3a AnOyHopMm 5%, na ce 3amucBaT UMETO U
MapTUAHUS HOMEP Ha IPOAYKTA C LEN NOAABbPXKAHE HA CNIPABKa 33 U3MOI3BAHUTE [apTUAH.

Ynorpe6a Ha APYrH JeKapCTBEHH NPOAYKTH

Jlocera He ca W3BECTHU B3aMMOACHCTBUSA MEKAY UHOBELIKHA anbymuH u ;z(gy/,u-'n 3\
ToBa pazTBOpbT AnGyHOpM 5% He TpsabBa ja ce CMeCBa B €1HA HHPYIHS T PR
KPbB MITM €PUTPOLIUTEH KOHLeHTpaT. Mons nHdopmupakite Bawus nexap, ako ¥
CcTe NpHeMau APYrH JeKapcTBa, BKIOUUTETHO U TaKUBA, OTMYCKaHH oe3 peﬂ,e ;
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BpeMeHHOCT H KbpMEHE

YoBelKMAT an0yMHH € HOPMaJIHA ChCTABKA HA YOBEILKATA KPbB. He ca 13BecTHH BpeJHHU eheKTy npu
W3MI0N3BaHe Ha TO3M MPOAYKT 110 BpeMe Ha GPEMEHHOCT WX KBPMEHE. OcobeHo BHUMATEIHO TpsibBa
Jla ce KopUrupa KpbBHUsA 06eM npu GpeMeHHHU XKEHH.

MocbeeTBaiiTe ce ¢ Bawys nexap npeay ynorpedara Ha KOCTO 1 a € JICKapCTBO.

Illopupane u pabora ¢ MALIHHH

HsMa AaHHM 4YOBELIKMAT anOyMHUH Ja BilMs€ OTPUHATEJTHO BbDPXY ¢rocoOHOCTTa 3a odupaHe Wi
paboTa ¢ MallWHH.

Baxna uHdopMalus 332 HAKOH CbCTABKH HA AnbyHopm 5%

To3u npoAYKT ChAbpXkKA HATPUI W Kanuil U MOXKE Aa HaBpeiM Ha Xopa, MOJJI0KEHW Ha JaueTa ¢
HaMmaJleH npHeM Ha HaTpuit uin xanui. Cpoduere Ha Bawsi siekap, ako ToBa ce oTHacs 3a Bac.

3. KAK JIA H3IIOJ3BATE AJIBYHOPM 5%

Anbysopm 5% e roToB 3a ynorpeba 3a MHTpaBeHO3Ha (“kankosa”) uHGY3us. Jo3upoBKaTa H
cKOpoCTTa Ha WH(Y3HuaATa (KoaKo ObP30 ce BIMBA an6yMHHBT HHTPABEHO3HO) LIE 3aBUCAT OT Bauiero
KOHKpETHO 3a0osisiBaHe. BaluusT jiekap 1ie peluu Koe IEHeHUT © Haii-no6po 3a Bac.

YkazaHus
e [Ipenu ynorpeba NpoOAyKTHT TpsibBa 1a ce NpUBeae KbM craiiHa Mjid TeJjlecHa TeMIieparypa.
e PasrteOpbT TpA6Ba Aa Obje MPO3payeH M 1a HAMA yTafKa.
e BCsiKO HEU3MOJI3BAHO KOIMYECTBO TPAOBA a e U3XBBPIIM.

e AKO ¥MaTe HAKAKBHU [OT'bJIHUTENHU BBIPOCH, CBBP3AHU C ynorpedara Ha TO3U MPOAYKT, MOJIA
nonuraiite Baiius siekap.

Ako ca Bu npniokuin nopeve orT HeoOxoanmaTa Jo03a AaGyHopm 5%

AKO O3UPOBKATAa M CKOPOCTTa HA BJMBAHE Ca TBbHPAC BHCOKHM, MOXKE 1a nojayuure riaaBobonue,
BMCOKO KPBBHO HansiraHe ¥ JMCKOM(GOpT Npy AuLLIAHE. Wudysnsta TpabBa 1a ce NpeKpaTn He3abaBHO
W NeKapsT Lie Pely JajlH ce Hy)KJaeTe OT HAKAKBO ApYro JeUeHue.
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4. Bb3MOXXHHU HEXEJAHU PEAKITUH

Kakto BCUUKHU JekapcTsa, AOyHOpM 5% Moe a MpeAn3BUKa HEXEJaHW peaKli, BBIPCKH H4C HE
BCEKH ' [10J1y4aBa.

HeskenlanuTe peakLWH NpH BIWBAHE Ha YOBELKM aOYMMH ca PelKd M OOMKHOBEHO M3Ye€3BaT MpH
3a6aBsiHe Ha CKOPOCTTA Ha MH(Y3USITA MM TIPK NPEKPATIBAHETO K.

Peaxu: npu 1 go 10 Ha 10 000 nauueHTa:
3auepBsiBaHe, yPTUKapHs, NOBULICHA TEMIEPATYpa 1 rajcHe.
Muoro peaku: npu no-maiko oT 1 wa 10 000 nanuenTa

Hlok Bcaeacraue ajicpruuHa peaKkums.
HeusBecTHa YyecToTa: HE MOXKE a Ce ONpeacau OT HAJINYHUTC JAaHHU!

CbeTOosIHUE HA 06’prBaHe, rinasoboJue; YCKOpeHa HUJIn 3abaBeHa CbpAeYHa 4eCcToTa; BUCOKO KPBBHO
HajsAraHe; ycellaHe 3a 3aTOonJIAHe; HEAOCTAT Ha Bb31YyX, FAiCHE; ypTUKApHi, OTOK OKOJIO OUUTE, HOCA,
ycTara, O6pl/lB; YCHJICHO NMOTCHE, TeMMeparypa, BTpucaHe.

AKO HIKOS OT HEXEJaHUTE JIeKapCTBCHW peakuuu CTaHe CEpUO3HA, HIH 3a0eneKnTe Apyry,
HEOMUCAHU B Ta3H JIMCTOBKA HEXKETAHU pPeaKknu, MOJIA YBEAOMETE Bamius JICKap Uiu (I)apMaU,eBT.

5. CbXPAHEHHUE HA AJTBYHOPM 5%

I[a ce CbhXxpaHABa Ha MsICTO, HEAOCTBIIHO 3a acua.

He wusnonspaiite AnbyHopm 5% cnel M3THYaHE Ha CPOKa Ha rOJHOCT, yKasaH Ha CTHUKETa M Ha
KapToHeHaTa onakoBka. CpOKBT Ha FOJHOCT U3TUYA HA NOCAEAHMS ACH HA yKa3aHHs MECCLL.

Ila ce cpxpanspa noa 25°C. Jla ce cbXpaHsBa B OpUTMHAHAaTa OMakoBKa, 3a Ja Ce Npelnasn ot
ceeTiMHA. Jla He ce 3aMpa3ssiBa.

Cnep oTBapsiHe Ha HHQY3MOHHATa OYTHIIKA, ChABPIKAHUETO TpabBa Ja ce U3MoN3Ba He3a0aBHO.

PasreopbT TpsiGBa fa ObAe Npo3paveH WK JIEKO OMaaeCUeHTCH. He u3non3saiiTe pa3TBOpH, KOUTO ca
MBTHH WK UMaT yTalkKu.,

JlekapcrBaTa He TpsAOBa /1a Ce U3XBBPJIAT B KaHanu3auusTa nin B KOHTe}Hepa 3a 1OMALIHU OTMalbLH.
[Monuraiite Bawmus ¢apmaleBT Kak ja YHULLOXKHTE HCHYXKHUTC Bu nekapcrsa. Te3n Mepku wie
CIIOMOTrHAT 3a Ola3BaHe Ha OKOJIHATa Cpeia.

6. JONMBJIHATEIHA HHOOPMALHUS

Kakso cbabpska AnGynopm 5% . ?K-\
ha / é; ,ffl ‘&\

AN o Y
_ AxTuBHOTO BelnecTso ¢ 50 g/l yosewku anGymun (human albumin), nejyucs.oT TwQeeL

(urdy3nonna 6ytuinxa or 100, 250 n 500 ml). :




- Jlpyrure chCcTaBKkM ca HaTpuil, kanuii, N-auetun-DL-tpunrodan, kanpuiaosa KMCEIMHA U BOJA 3a
HHXXEKLMU.

Kak usraemxaa AaGyHopMm 5% u KaKBO CbABbPKA ONAKOBKATA:

AnbyHopm 5% e nHGY3HMOHEH pa3TBOP U Ce Npeajara Karo:

100 ml pastBop B uH(y3uoHHa OyTHIKA — 0nakoBkH OT 1 1 10 OyTuku
250 ml pa3teop B MHGY3uOHHA GyTHKA — onakoBku oT 1 1 10 OyTunku
500 ml pastBop B uHpy3roHHa GyTHIIKA — onakoBka oT | OyTunka
Pa3TBOpBT € npo3paueH, XbJT, KEXTUOAPEH UM 3EJIEH.

He BcuuKH BMIOBE OMMAKOBKMW MOTAT Aa C¢ npeanarar Ha rasapa BbB BCUYKH CTpaHH.

IpurexaTea Ha pa3pelIeHHETO 3a ynorpeda:

Octapharma (IP) Ltd.
The Zenith Building 26 Spring Gardens
Manchester M2 1 AB, Beaukobpurtanus

IIpousBoaurtenu:
Octapharma Pharmazeutika, Produktionsges.m.b.H., Oberlaaerstrasse 235, A-1100 Vienna, ABcTpus
Octapharma S.A.S., 70-72 rue du Maréchal Foch, BP33, F-67380 Lingolsheim, ®panuus

Octapharma AB, SE-112 75 Stockholm, Iseuust

Octapharma Produktionsgesellschaft Deutschland mbH, Elisabeth-Selbert-Str. 11, D-40764
Langenfeld, ['epmanus
Subsidary: Wolfgang-Marguerre-Allee 1, D-31832 Springe, ['epmanus

Octapharma GmbH, Elisabeth-Selbert-Str. 11, D-40764 Langenfeld, I'epmanus
Subsidary: Otto-Reuter-Str. 3, D-06847 Dessau, ['epmanus

JlaTa Ha mocJjieIHO 0A00peHHe Ha JIMCTOBKATA:

02.2011.
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