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Odobpeno: jp{({;"waj
JINCTOBKA 3a mMalldeHTa

HpoqueTe BHAMATCJIHO Ta3H JUCTOBKA JIPCAH A 3allIOYHCTC A IIpUCMaTe TOBa JICKApCTBO.

e [lazere nuctoBkara. Moxe Ja ce HaJ0XKH Ja S [IPOUYETETE OTHORO.
AKO MMaTe APYrH BEIPOCH, MOJIA nonutaite Baius nexap unu ¢gapMallerT.

e ToBa nekapcTBO € MpeANMCAHO NEPCOHANHO Ha Bac n He TpsAGBa Aa ro npeaarare Ha APyry.
To Moxe fa UM HaBpeIH, HE3ABHCHMO Y€ TEXHHTE CHMOTOMH ca MogoOHM Ha BammuTe.

B Tasu 1MCTOBKA:

1. Kakpo ¢ Yopemkn anbymun 20% Octapharma u 3a xkaxBo ce H3M013B3a;
2. IIpeau na 3anouHere Aa npuemate Yosemku andymun 20% Octapharma;
3. Kak ce npunara Yosemkn andymun 20% Octapharma;

4. Bp3MOKHH HEXKEIAHH PEAKIHH; )

5. Coxpanenne Ha Yopemkn anGymun 20% Octapharma,

6. JonbaHHTEIHA HHPOPMAITHA.

Human albumin 20% Octapharma
Yoeemxku an6ymun 20% Octapharma
(Human albumin)

Yopemky anbyMuH, NMojy4yeH OT YOBELIKa [1a3ma

JlexapcTBero BemecTo: Human albumin 200 g/l
[Tomomuu Bemecta: N-auetun-DL-tpunrodaH, kanprioBa KMCeJIHHA U BOIA 3a HHKEKLIMH.

IIpuTexaTes HA pa3spelIeHHETO 32 yoTpeda:
Octapharma (IP) Ltd.

The Zenith Building 26 Spring Gardens
Manchester M2 1AB,
BenuxoOpHuTaHu4

IIpousBoguTen:
Octapharma Pharmazeutika Productionsges m.b.H.
Oberlaaer Strasse 235, A -1100 Vienna

ABCTpHA

1. Kakpo ¢ Hopeumixu anbymun 20% Octapharma u 3a KakBo ce H3M0J1

Yopemku andbyMuH 20% Octapharma e pa3TBop 3a MHTpaBeHO3Ha HH
¢rakonu ot 50 © 100 ml.

¢pakuny.
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JlekapcTBOTO C¢ MpHiara 3a BE3CTAHOBABAHE M MOAAbPKAHE HA LMPKY/IHpallug KpeBeH 00eM npH
NpOABH Ha HeJOCTaThueH 00EM Ha LMPKY/IUpaIlaTa KPEB.

2. Ilpenn na npuemere Yosemku anbymun 20% Octapharma

AKO pa3BHETe QIeprHYHH peakuuMd KbM JICYCHHETO ¢ anGymMuH, MH(Qy3uaTa TpabBa na ce
npeycTaHOBH M Bawuat nekap me Bu npenopreya alTepHaTHBHO JIEYCHHUE.

JlekapcTBOTO CBABpPKA HATPHH M Ka/lkii H MOXK€ Aa HABpEAU HAa Xopa, KOUTO ¢a Ha OrpaHdYaBamila
Kanua ¥ HaTpud aueta. UHGopMmupaiite Bamuga nekap, ako Npuiarate Takapa JyeTa.

JlekapcTBOTO MOXe ja C€ npuiara fpd HEAOHOCEHH HOBOPOACHHM M MALUCHTH, MPOBEXKAAMU
XeMOHaIn3a.

He usnonspaiire Yosewnkn anbymun 20% Octapharma:

v' AKO cTe anepruyeH KoM aJOYMHHOBH NPOAYKTH HIH KBM HAKOS OT ApYTruTe ChCTaBKH Ha
TOBA JIEKapCTBO.

O6ppHeTe cnenHaHO BHUMaHKe NTpd JedeHue ¢ Hoseluku anGymun 20% Octapharma:

v' AKO CT€ CKJIOHEH KbM KBM BHCOKO KPBLBHO HajsiraHe, KakTo M B CJIy4al Ha CHPACHHH
HapyHmeHHs, BHCOKO KpPBBHO HaNAraHe, H3JMBH B TIPbAHMA KOLI, pa3TpoiicrBa Ha
KPbBOCHCHPBAHETO, HaMalleH OpOH Ha YEPBEHHUTE KPHLBHH KIETKH B KPHBTA MM 33/IPBbXKKa
Ha YpHHa,

v AKO MMaTe NMPHU3HALM HA NMOBHIUEH KpbBeH o6eM (rnaBobonue, 3aTpyAHEHO JUILAHE, 3aCTOMH

B IOryNapHHUTE BEHH) U MOBHILIEHO KPBBHO HajnArane. B Te3n cnydyad MHPy3usaTa TpsOBa Aa
ce NpeKpaTy He3abaBHoO;

bpeMeHHOCT

YopemrkuaTr anOyMHH € HOpMaJlHa ChCTaBKa HAa 4YOBCILUKara KphB. HAMa H3BecTeH BpelieH edexT
NpH NpHIAraHe Ha JIEKapCTBOTO Mo BpeMe Ha OpeMeHHocT, TpabBa xa ce mojoxar creldaiHH
rPHKH 3a peryjiupaHe Ha KPBBHOTO HATATaHE NMpH OpeMEHHHM XKEeHH.

KspMmene

YopekHAT alOYMHH € HOpMajlHA ChCTaBKa Ha 4YOBCLIKATa KphB. HiAMa u3BecTeH BpeAeH e(ekT
NpH NPUIAraHe Ha JEKapcTBOTO MO BpeMe Ha KbPMEHE. S

[Llo¢upane n paGoTta ¢ MalIMHU SRS
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Hsama ganxn yoBernkuaT anbyMHuH Aa NoBNHABA crocobHocTaTa 3a mod ajie H paboTa ¢ Maliny.
\ | i_ .1___._& - | - ,'"-.-r r *::.:T f /‘,/ ,
Hznoni3paTe Apyry nekapcrsa N e

Jlo MOMEHTA He Ca M3BECTHH B3aMMOJCHCTBHS HA YOBEIIKMA AIOYMMH ¢ APYrH JeKapcTsa. Bee mak
Yoserkn anbymu 20% Octapharma He TpsfBa aa ce cMecBa ¢ ApYrd NeKapcTBa, MBIHOLIEHHA
KPBB HJIH €PUTPOLIMTHU KOHLICHTPATH.
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3. Kak ce npunara Yosemxku andymut 20% Octapharma

Yopemxkn anbymuH 20% Octapharma e roToe 3a nmpujiaraHe KaTo HHTPABE€HO3HA KaNkopa HHPY3HUs.
Ho3ara U ckopocTTa Ha HHpY3HpaHe (KONKO OBbP30 IE C€ BIKBA JIEKapCTBOTO BbB BEHATA) 3aBHCH
ot Bawnte norpebHocTH. BamuaT nexap mie pelud KakBo JieueHye € Hal-roAxoa41o 3a Bac.

AKko cte nonyuyun HYoeemku andoymuH 20% Octapharma noeseue ot HeO6X0AUMOTO

AKO gozara M CKOpocTTa Ha HH(y3HpaHe ca mnpekaneHo rojieMd, Bue Moxe Ja noaydyure
riapofone, BUCOKO KPBBHO Ha/lsiraHe U 3aTpyiaHeHo Anmade. M y3usaTa TpaOBa Aa ce npekpary
He3a0aBHO U BamuaT nekap e pemu aand Bu e HeoOX0AUMO IpYro JieYeHue.

4. BE3MOXHHN HeKEJAHU NEKAPCTBEHU peaKLUH

Kaxkto Beaxo apyro nexkapctso Uopemxu anbymun 20% Octapharma Moxe Ja npeJu3BHKA
HEXEJIaHH PEaKIIuu,

Hexenanute peakiuu ciel HHQY3HA Ha YOBEIUKH anbyMHMH ca penkd. Bue MoxkeTe ma nmonyuure
3a4yeppiBaHe, OOpHB, TPECKa HJIH I[OBpPbINAHE — TE3H MNPOABH OOMKHOBEHHO HM34€3BaT, KOrarto
HHpy3uATa ce 3a0aBH MM [npeKpaTH. AKo 3abenekuTe HEXeJaHH JICKapCTBCHHH pPaKLMH,
HEONHMCaHH B Ta3H JIMCTOBKA, Moad HHpopMuUpaiiTe Baiuus nexkap uiu ¢papMalesT.

Korato ce npumaraT JleKapcrBa, MPOM3BEAEHA OT YOBEIIKA KPBB MIH IJIasMa, HE MOXE [a C€
M3K/IIOYaT HAMbAHO HHGPEKUHO3HH 3a00/19BaHMA, ABJDKAIU C€ Ha TPAaHCMHCHA HA HHQEKUHO3HU
MPHYMHUTEH. TOBa ¢€ OTHACH 3a IATOT€HH, C H3BECTHA MIIM HEU3BECTHA 0 MOMEHTA IIPUPOJA.

3a HamangBaHe HAa PHUCKa OT TPAHCMHCHA Ha MHQEKIMO3HH areHTH JOHOPUTE ce NOACHpaT upes

NOJXOAAUIA METOAH, H3CNCABAT C€ IMNAa3MEHUTE MNYyJOBE H B INpolieca Ha MNpPOU3BOACTBO €A
BKJTIOYEHH NPOLECH 3a OTASNAHE W/HIH HHAKTHBRALMA.

5. Crxpanenne Ha Yopemkn andymun 20% Octapharma

Jla He ce CBXpaHsABa WM TpaHcnopTvpa npu Temneparypa Haa 25 °C. la ce cbxpaHABa B
OpHIHHAJIHATA OIMAKOBKA € LieN 3aliuTa OT cBemiIMHa. [la He ce 3ampa3qBa. [la ce CbXpaHABAa HA
MACTO HEAOCTHNHO 3a feua. la He ce U3noa3Ba Cilell CPpOKa Ha roJHOCT, 03HA4YCH Ha E€THKETa.
[Ipeau ynotpeba 3aTorieTe AEKapCTBOTO N0 CTaHA UM TElIECHA TeMIIEpaTypa.
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PasTBOpBT TpsaOBa Aa ¢ GUCTHP HIH Aeko onmanecuupaul. He usnonssaif R&Bf;ﬁgpn; aKo:-ca MbTHH
uIM UMar yralika. Cneq oTBapsiHe, ChABPXKAHETO Ha (ulakoHa Tps6Ba/iate uamon3sa He3abasHo.

Heu3ron3BaHOTO KOIMYECTBO OT JIeKapcTBOTO TPAGBA J1a Ce YHHIIOXKH/OBT ampnzncmiﬁu}q a.
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6. lonbanuTenHa HEGOpManud

[Tocneana penakids Ha TEKCTA N L
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