HUMAN ALBUMIN 50g/l BAXTER Solution forInfusion _  §pC
Y3NLAHUTENHA ATEHLUA n_g_{lE_KAPCTBATA

KpamKa X8paKmepuciuKa Ha MpooykMa - Mpunowesue 1

1. HAUMEHOBAHME HA JIEKAPCTBEHHS ITPO]

HUMAN ALBUMIN 50 g/l BAXTER Solution for infusion |
HOBENIKH AJIbYMHH 50 g/l BAKCTEP pastsop 3a nndy3us

2. KAYECTBEH H KOJIMUYECTBEH CBCTAB
Pa3TBopbT chabpxa S0 g/l nporenn, oT koHTO Hai-Manko 95% € YoBeInkH anbyMHH.

BB ¢pnaxon ot 250 ml ce chabpxar 12,5 g uosemku anbyMuH.
BB ¢axoH ot 500 ml ce cvabpxkar 25 g 4oBEIIKH andyMUH.

Human Albumin 50 g/l BAXTER e cnabo xunooHkoTHded u cwanpxa 130 — 160
mmol/l HaTpuii.

3a OBJIHKS CIUCHK Ha NOMOIIHUTE BELECTBA, BXK. pasgen 6.1.

3. ITEKAPCTBEHA ®OPMA

PasTBop 3a uH]y3us.
IIpo3payna, 1€KO BUCKO3HA TEYHOCT, NOYTH OE3LBETHA, XBITA, OXPa WIH 3EJIEHA.

4. KINHUYHUA JAHHA

4.1 TepaneBTHYHH NIOKAZAHUSA

Br3craHOBsABaHE U NOAABPKAHE HA LIUPKYJIATOPHHA KpbBEH 00eM B Ciydait Ha o6eMeH
gedHLHUT H KOrato NPHIIOXKEHHETO Ha KOJIOH € MOAXO0AIIO.

H360pbT Ha anbOyMuUH BMECTO CHHTETHYEH KOJIOH] L€ 3aBUCH OT KIMHHYHOTO ChCTOAHHE
HA KOHKPEeTHUS NaLHEeHT M ce Da3upa Ha O0LIONpPHETHTE NPENOPHKH.

4.2 /103MpPOBKA ¥ HAYMH HA NPWIOKEHHE

KoHueHnTpauusTa Ha anCyMHHOBHS NpEnapar, JO3HPAHETO U CKOPOCTTa Ha HHOY3uATa
TpAbBa na ca cbOOpaseHH ¢ MHAMBHAYAJIHHTE KIWHWUYHM HYXAH Ha KOHKPETHUSA
NalMCHT.

J03MpPOBKa

Jo3ata 3aBHCHU OT TEJIECHOTO TErj0 Ha MNaIUeHTa, TEXECTTa Ha TPaBMHUTE WIH
3a00MABAHETO U OT KOJUYECTBOTO 3aryOeHH Te4HOCTH M mpoterHu. Heobxoaumara
n03a TPAOBA Ja Ce ONpeAeH CIpSIMO aAeKBATHOCTTA HA LMPKYJATOPHHS 00eM, a He
COIPAMO TLTA3MEHHTE HHBA HA ajiOyMHHA.

[Ipu nDpPUNIOKEHUETO HA 4YOBEIWKH andyMuH, DPEAOBHO TpsiOBa Ha Ce CIEAAT
XEMOJMHAMHYHUTE TTApPAMETPH, 3 HMEHHO: S
- aPTEPHAIIHO KPBBHO HAJIFAHE U MYJICOBA 4€ o
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HUMAN ALBUMIN 50g/l BAXTER Solution for Infusion SPC

- OTAEIAHETO HA YPHHA
- KOHLIEHTPALMSA HA €JIEKTPOJIHTHTE
- XEMaTOKPHT/XeMOrnoOuH

HayuH HA DPWIOKEHHE

Human Albumin 50 g/l BAXTER Moxe aa ce nmpunara J1UpeKTHO HHTPABEHO3HO.

Ckopocrra Ha uHQy3us TpsaOBa na ce moadepe crnopen ChCTOAHHUETO HA MAalMEHTa H
HHAWBHAYAITHUATE NMOKAa3aHMA.

ITpn nnazmen obMeH ckopocTTra Ha uH(y3us TpsadOBa Ja ce ananTHpa KbM CTENEHTA Ha
OTHEJIAHE Ha IJIa3Ma.

4.3 IIpoTHBONOKA3ZAHHSA

CBpBX4yBCTBUTENTHOCT KbM aNOyMHUH WIH KbM HAKOE OT IIOMOIIHUTE BELIECTBA.

4.4 CneunaHH NPeAVNIPEKACHHSA U CNEUHAJHH NPEANAZHE MEDKH NpH YNoTpeba

[Ipu cbMHEHME 32 MOsABA HA ANEPrMYHUA WIH aHAHIAKTHYHH peakuMH HHQPY3HATA
TpsaOBa ga ce cnpe He3abaBHO. B ciydait Ha mOK, JedeHHETO TPsOBa Aa Obae
Cb00Opa3CHO CbC ChbBPEMEHHHUTE NPCHOPHKH 3a JIeUEHIE Ha LIIOK.

AnbymunbT TpaAOBa da ce¢ npuiara O0cOOEHO BHHUMATENHO, KOraTO BB3MOXKHATA
XUMEPBOJIEMUA M HEHHHUTE MOCIEAHUIM WIM XEMOAMIYLIHATA MOTAT Ja NIPEACTABIABAT
O0COOEH PHCK 32 MAlMEeHTA.
[IpuMepu 3a TakHBa CHCTOAHHA Ca:

- JEKOMIIEHCHPaHa ChpAeYHa HEAOCTATHYHOCT

- XUIEPTOHUSA

- BApULIK Ha XpaHONpoOBOAa

- 6enoapobeH oTOK

- XeMOparu4Ha aMares3a

- TEXKKA aHEMHA

- 660peuna unn nocrOLEOpeyYHa aHypus

[Ipu npunoxesuero Ha ajJOyYMUH, TPAOBa Zla c€ CIEAU EIICKTPOJUTHHUAT CTAaTyC Ha
NALMEHTA M Ja Ce B3EMAT NOAXOAALIH MEPKH 33 BbB3CTAHOBSBAHE U MOAABPXKAHE Ha
eNeKTpONMTHHA DanaHe (BXK. T. 4.2).

AKo0 ce Hajara 3aMecTBaHeTO Ha CPaBHHUTENHO rojieMu obemu, TpadBa 3aAbIKUTEIHO
A3 C€ KOHTPOJIHpPa KOaryJaLUMaTa U XeMaToKkpuTa. TpsadBa aa ce B3eMaT CbLIO Taka U
aZIcKBATHH MEPKH 3a MOAXOASLIO 3aMECTBAHE HA IPYTMTE KPBBHH KOMIIOHEHTU
(dakropH Ha KPBEBOCHCHPBAHETO, ENIEKTPOJIUTH, Tpomﬁoumu @ﬁpﬁﬁﬁmgg).




HUMAN ALBUMIN 50g/1 BAXTER Solution for Infusion SPC

TpAdBa na 6bae npexpareHa He3a0aBHO NPH MOABA HA MBbPBOHAYAIHH KIHHHUYHH
CUMIITOMM Ha  IPETOBApPBaHé HA CBHPACUHO-CHAOBATA CHUCTEMa (riaBoboiue,
3aTPYAHECHO AHLIAHE, KOHIECTUSA Ha KOryJiapHATa BeHA) WJIH NMOBUMIEHO ApTEPHATHO
HAJIATAHE, MOBUILIEHO LIEHTPATHO BEHO3HO HaJsiraHe v 0enoapobeH oTok.

CraspaprHUTe MEPKH 33 NPEeIOTBpPaTABaHE Ha HMHQEKIMH OT H3MNOJI3BAHETO HA
YOBEIIKaZ KpPBB WM IUIa3Ma BKJIKOYBAT NOoAOHMpaHe HAa HJOHOPHTE, CKPHMHHHI Ha
UHAUBUAYAJIHUTE AapsSBaHUA M INIA3MEHUTE NOyjioBe 3a creuudHYHM MapKepH Ha
MHPEKIUA, KAKTO M MpuiaraHe Ha e(peKTHBHM IIPOM3BOACTBEHM MEPKHA 32
AC3aKTHBHPAHC/OTCTPAHABAHE HAa BHPYCH. Bbnpeku TOBa, KOraro ce IIpHJarart
MCOULIMHCKH MPOIYKTH, MPUTOTBEHU OT YOBELIKA KPBB MJIH IM71a3Ma, BB3MOXKHOCTTA 33
npenasaHe Ha MH(PEKIHO3HH MPUINHHTEIH HE MOXKE ha Oble M3KIO4YeHa HAIThJIHO.
ToBa BaXky H 33 HEU3BECTHH HJIH HOBH BUPYCU MIIM JPYTH NPHYHHUTEIIH.

Hsama noTBbpaeHM CbOOLIEHHS OTHOCHO IIPEJaBaHE Ha BHPYCH ¢ anOyMHH,
NPOU3BEAEH CbINIACHO cneuupukanuuTe Ha EBponetickara papMakornesi 1o yCTAHOBEH
NPOU3BOJICTREH MPOLIEC.

Hacrosrenno ce mpenopbuBa mpH BCAKO mpunarane Ha Human Albumin 50 g/l
BAXTER Ha nauueHTt, Aa €€ 3anMCBa HMETO M NAPTUAHHAT HOMEP, 3a Ja Ce
MOAABPIKA BPB3Ka MEXAY MALMEHTA M IAPTHAATA Ha NPOAYKTA.

4.5 JlekapcTBeHu M ADYrH GOpMH HA B3aUMOACHCTBHE

He ca ussectHu cnenmdMyYHH B3aUMOOECHCTBHA HAa YOBELIKMA alOyMHH C JIpyrd
JIEKAPCTBEHH NMPOOYKTH.

4.6 bpeMeHHOCT H KbhpMeEHe

BesonacHocrra Ha Human Albumin 50 g/l BAXTER no BpeMe Ha OpeMEHHOCT He €
YCTAHOBEHA B KOHTPOJMPAaHU KIMHWYHHM H3CICABaHMA. KIHMHWYHHAT ONHUT OT
MPUJIOKEHHETO Ha ANOYMUH NokaszBa obaue, ye He Ou TpAOBANO fa ce OYaKBaT BPEAHU
BB3ICHCTBHA BBPXY IMPOTHYAHETO Ha OpEMEHHOCTTa WM BBPXYy Pa3BUTHETO HA
3apOAUIIA U TLIOJA.

He ca npoeexnanu usciaeapanuia ¢ Human Albumin 50 g/l BAXTER BBpXy KHBOTHH
33 OLIEHKA HAa BIIMAHUETO BBPXY PEHIPOAYKLIMATA.

EXCHEpUMEHTATTHUTE H3CIEIBAHHUA BBPXY XMBOTHH HE €4 JAOCTATHYHH 34 NOCTHUTaHE
Ha CHMIYPHOCT IO OTHOUIEHHE Ha BJIHAHHETO BBPXY PEMPONYKLUHUATA, BBPXY
PasBHTHETO HA 3apPOAMIIA WIH IUIOAA, BbPXY NPOTHYAHETO Ha OPEMEHHOCTTa W Ha
nepu- ¥ MOCTHATAIHOTO Pa3BHUTHE.

AnOyMHMHBT € HOPMAJIHA ChCTaBHA YAaCcT Ha YOBELIKATA KPBB.




HUMAN ALBUMIN 50g/l BAXTER Solution for Infusion

SPC

4.7 Bp3jeiicTBHE BHPXY CHOCOOGHOCTTA 34 odHpaHe H HINOJA3BAHE HA MALUIMHH

He ca nHabmonasaHy BB3ACHCTBUA BBPXY crnocoOHOCcTTa 3a modupane u padora ¢

MAIIIHHHA.

4.8 Hexes1aHU peakiun

YecroTara € OLUEHABaHA IIPH U3MI0JI3BaHE HA CIIEIHUTE KPUTEPHH: MHOT0 yecTH (>1/10), yecTH
(>1/100, <1/10), mewectu (>1/1 000, <1/100), penxu (>1/10 000, <1/1 000) u MHOrO penku

(<1/10 000).

Mmuoro
YeCcTH

YecTH

Heuectt

Penxu

Mmuoro penku

HapyieHus Ha
MMYHHaTa
CHUCTEMA

aHaQHIIAKTHYEH
LIIOK

CToMalItHO
4YpPEBHU
HApYLUEHUS

raacHC

KOXHU U
NOAKOXHHA
HapylIEeHHS

3a4epBABaHE,
KOXHH OOpHBH

O6uu
HapyIIEHAA U
edeKTH Ha
MACTOTO Ha
MPUIIOXKEHHE

TpecKa

OtHOCHO 0€30MacHOCTTA MO OTHOIIIEHHWE HA MPUYUHUTENM Ha 3apa3a BXK. T. 4.4.

4.9 Hpeaojupane

AKO 103aTa H CKOPOCTTA Ha MH(Y3US Ca TBBPAC BUCOKY, Bb3MOXHO € Aa BB3HUKHE
xunepsonemus. Mudysusrta 1padbBa aa ce mpekpaTH BeHara IpH MbPBUTE KIHHHYHH
CUMIITOMH 3a IIPETOBapBaHE Ha CBHPAEYHO-CBAOBATa cCHCTeMa (rnasofonwe,
3aTPYAHEHO OMIIaHe, KOHMeCTHs Ha IOryJIapHATA BEHA) WIHM MOBHINEHO apTEPHAIHO
HaJIAraHe, MOBHINEHO LEHTPAJHO BEHO3HO HansAraH€e uinu Oexompoden oTok. B res3u
cJlydad BHMMATeIHO TpaOBa 1a Ce ClHeddaT XEeMOAUHAMHUYHUTE MapaMeTpu Ha

MaluCHTA.

5. DPAPMAKOJOIHYHHU CBOUCTBA

5.1 PapmMakoJHHAMHYHH CBOHCTBA

PapmMaKOTEpaneBTHYHA I'pyia; INIa3MEHH 3aMECTUTEIIH

npoteunn, ATC koa: BOSAAQ].
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HUMAN ALBUMIN 30g/l BAXTER Solution for Infusion SPC

YosewkusaT anOyMHUH B KOJMUYECTBEHO OTHOINEHHE TMPEACTABJIABA IIOBEYE OT
MNOJOBUHATA OT OOIMA NPOTEHH B I1azMaTa H 0koyo 10 % OT CHHTE3a Ha NMPOTEHH B
4YepHHA Apo0O.

PusukoxumMuyay aaHHu: Human Albumin 50 g/l BAXTER e cnabo XMnooHKOTHUYEH
CIPSIMO HOpMaJIHATa Iuia3Ma.

ExHa ot Hail-Baxxuure Gpu3HONOru4Hu QyHKIIHH Ha anbyMHHa NPOU3THYA OT IIPUHOCA
My KbM MOIIbPXKaHE HA OHKOTUYHOTO HAJraHe Ha KPbBTA U HETOBAaTa TPAHCIIOPTHA
byHkuusA. AnOyMUHBT CTaOMNIM3Hpa HUPKyIUpamus obeM KpbB M € HOCHTEN Ha
XOPMOHH, €H3UMH, JIEKAPCTBEHH MPOAYKTH U TOKCHHH.

S.2 DApMAKOKMHETHYHH CBOHCTBA

[Ipn HOpMaJTHHM CBCTOSHHA KOHLICHTPALMATA Ha aOyMHuHa € 4 - 5 g/Kg TENIECHO TErNO,
or Kouto 40 mo 45 % npHCBCTBAT B HHTPABACKYMapHOTO U S5 mo 60 % B
€KCTPABACKyJapHOTO MPOCTPaHCTBO. [ToBHIIEHaTa NMPONYCKIMBOCT HA KANMWIAPHATA
meMOpaHa MOX€ Ja MPOMEHH KMHETHKATa Ha aJ0yMHHA M 11a AOBEAE A0 HEHOPMAJIHO
paznpeaeicHUe, HATIpUMEP NPH TEKKH U3rapsHus WIH CENTHUYEH HIOK.

IIpy HOpMaNHH YCJIOBHS BPEMETO Ha NOJYXUBOT Ha anOymMuHa ¢ OKojao 19 nHu.
BanauchbT MexXOy CHHTE3a M PasrpaxxaaHeTo OOUKHOBEHO C€ OCBLIIECTBABA HA
MPUHLIMINA Ha oOpaTHAaTa Bpb3ka. EMMMHHHPAHETO € MPEANMHO BBETPEKJICTHYHO U CE
OCBIIECTBABA OT JTU3030MHMTE MPOTEA3H.

IMpu 3apaBu MHAMBHAM NO-MaNkKo OT 10 % ot uHy3upanus anOyMHH HaryCKa
HHTPABACKYJAPHOTO MPOCTPAHCTBO MPe3 NBLPBHTE ABA 4daca ciaen uMHPysusara. Mma
3HAYUTEIHH HHAHBHAYAJIHM Pa3iHYHUsA MPH BBL3ACHCTBHETO BBPXY IUIA3MEHUsi 00eM.
[Ipu HAKOM NALMEHTH IUIA3MEHUAT O0EM MOXKE Ja OCTaHE YBEJIUUYCH B IIPOABIDKEHHE
Ha HAKOJKO dYaca, HO TpH MAUHEHTH B KPUTUYHO CBCTOAHHE € BB3MOXHO
npeMuHaBaHe Ha ajOyMHHA H3BBH BACKYJAPHOTO IPOCTPAHCTBO B 3HAYUTEIHU
KOJIHYECTBA H C HETIpeACKa3yeMa CKOpPOCT.

5.3 IipeakTHHHYHH JAHHH 32 0€30MACHOCT

YopeluKuAT anfOYMHH € HOpPMaJlHa ChCTABHA 4aCT HAa YOBEUIKATA IIA3Ma M JEeHCTBA
KaTo (pHU3HOJOrHYEeH aNOYMUH.

[Ipy >XHMBOTHUTE H3NMTBAHUATA 32 TOKCHYHOCT Ha OTHEJNHA 20334 HMAaT MAaJKo
3HA4YEHHE M HE IO3BOJIABAT YCTAHOBSABAHE HA TOKCHYHOCTTA, JEeTajHaTa JA03a HIIH
3aBHCHMOCTTA J103a-€(EeKT.

H3cnensaHeTo0 Ha TOKCHYHOCTTa MPH MNOBTOPHU JO3U € HENMPWIOKHMO IIOpagH

00pa3yBaHeTO HA AHTHTENA KbM XETEPOJIOKEH IMPOTEHH IIPH JKHBOTHHCKUTE MOZIENM.
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HUMAN ALBUMIN 50g/1 BAXTER Solution for Infusion SPC

He ca U3BeCTHH NPH3HALK HAa OCTPa TOKCHYHOCT IIPH XKHBOTHHCKUTE MOJAEJIM.

6. PAPMALHEBTHYHHU TAHHH

6.1 lloMoOIIIHH BeleCTBA

Sodium Caprylate 4 mmol/1 (0.7 g/l)

Sodium N-Acetyltryptophanate 4 mmol/1 (1.1 g/l)

Sodium Chloride 7.5 g/l

Water for Injection ad 11

6.2 HecLbBMECTHMOCTH

YopewkuAaT atOyMHUH He TpAOBa #a ce cMecBa C APYrH JEKapCTBEHH HNPOAYKTH, LA
KPbB WM ePUTPOLIUTHH MACH.

6.3 Cpox HA roAHOCT

3 rogMHU.

Cnen oTBapsAHE Ha ONMAKOBKATA JICKAPCTBEHHUAT NMPOIOYKT TPpAOBa ma Obae u3mon3BaH
He3a0aBHO.

4 CnennaiHH YCJAOBHS HA ChXDAHECHHE

Ja ce cexpansBa npH Temaeparypa moa 25°C.
Ha He ce 3amMpa3ssBa.

Jla ce cbXpaHsBa B OpPHUTHHAJIHATA OMAKOBKA, 334 Za CE€ Mpeanasd OT ACHCTBHETO Ha

CBCTJIMHATA.

6.5 lannm 32 oNaKOBKATA

250 ml pazTeop BBB (paaxkoH (cTeKio THH II) € Gpomoﬁymnona rymeﬂa sanymamca o 1
MM 24 B OTAKOBKA. -

uny 10 B onakoBKa.
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HUMAN ALBUMIN 50g/1 BAXTER Solution for Infusion SPC

He BCcHUYKH BHAOBE ONAKOBKH MOTAaT Aa OBJAT IyCHAaTH B npoaaxoda.

6.6 Yxazanus 3a 0opaBeHe M H3XBHPJISHE

Pa3TBOpPBT € 33 AUPEKTHO HHTPABEHO3HO IIPUIIOXKEHHE.

PasTBOopuTe Ha anOyMHUH He TpAOBa Aa C€ pa3pexnaar ¢ BOAA 33 WHXKEKUHH, TbH KaTo
MMa OMACHOCT OT XE€MOJIN3a IIPM PEUUNHEHTA.

[Tpu npunoxenue Ha roneMu obemu, npoaykTsT TPpaOBa f1a ObAe 3aTOILIEH OO CTakiHa
WIH TEJIECHA TEMIIEPATypa npenu ynorpeda.

Ja He ce U3MOA3BaT pa3TBOPH, KOUTO Ca MBTHU MM MUMAT yTahKa. ToBa MOXe Aa ¢
NPU3HAK, Y€ MPOTEHHBT € HeCTAOHIIEH WM Ye Pa3TBOPHT € KOHTAMHHHPaH.

Cnen kKaTo ce OTBOPH ChABLPKAHUETO Ha paakoHa, TO TpAOBa Aa ce ynorpedu BeaHara.

Hen3non3BaHOTO KOJHYECTBO TPAOBA A2 C€ YHUILOXHU B ChOTBETCTBHE C MECTHUTE
paznopeadH.

7. OPHTEXATEJ HA PASPEIIIEHHETO 3A YIIOTPEBA

BAXTER AG

Industriestrasse 67

A-1221, Vienna, AscTpu4

8. HOMEP HA PAZPEHIEHHETO 3A YIIOTPEBA
20010842/10.08.2007

9. TATA HA HOBPBO PA3PEUIABAHE/ HNOJHOBABAHE HA HA
PASPEINIEHHUETO 3A YIHHOTPEBA HA JIEKAPCTBEHHA NPOAYKT
10.Aeryct 2007

10. TATA HA IOCJIEJHATA AKTYAJIM3ALIASA HA TEKCTA

OxtomBpu 2007 .
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