Crp. 1or7  KpaTka xapakTepicTyKa Ha nipofykta Yosewku anGymun 20% Octapbarma

KpaTka XapaKTepHCTHKA HA MPOAYKTA

1.ViMe Ha TexapcTBEHHS IPOLYKT WUHHCTEPCTRBO HA 3OPABEONASBARETS
fpuacxente ki
Yosemkn anbymun 20% Octapharma Paspeweiine s ynovpeda Ne

WA D688 t.06.4 ¢

AT 16 % ,
/ DULEBT-5 ﬁz
P

Human albumin 20% Octapharma

C\

2. KagecTBen u KOIMYEeCTBEH CHCTAB
Jlexaperseno BemecTro: Human albumin

PastBOpBT cBABPKa 200 mg/ml IpoTerH OT KOHTO He MO-Manko oT 96% human
albumin. 100 ml csaepkaT 20 g human albumin.

Human albumin 20% e xunepoHKOTHYEH Pa3TBOD.
3a HOMOHTHM BENIECTBa BIK TOuKa 6.1

3. JlexapcTeeHa dopma
Mudy3nonen pasTeop

4, Knunuyuy faHnau

4.1 TepalleBTHYHN WHAWKAITHH

Bs3cTaHoBaBaHe H DOANBPIKAHE Ha o6eMa Ha HUPKYMHPaIlaTa KpbE IpH H3ABEH
obemen AeQUIUT B HeOOXONUMOCT OT PIIIAraHeTo Ha KOMOMIHHU Pa3TBOpPH.
Hs6opsr Ha albumin mpex M3KyCTBEHMTE KOJOMAM 3aBMCH OT KIMHEMYHATA
CUTyalldd Ha WHIMBHAYa&IHUA MalMeHT H ce Oaswpa Ha OQUIMAIHUTE
IPEHOPBKHA.

4.2 Jlosupane 1 HauyH Ha IIPUIOKCSHUE
Konuenrpauyara Ha anbyMHHOBYS MPOAYKT, 403aTa ¥ CKOPOCTTA HA HHDY3UHUTE
Tps6Ba Ja ce cpo0pa3sT ¢ MHIUBHAYATHHTE TOTPEOHOCTH Ha TTAIIMEHTA.

EOBHQELHC

Heobxonumarta 7032 3aBHCH OT PHCTa Ha MAIMEHTa, TEXeCcTa Ha TpaBMara MM
3a00BaHETO B OT NPONBIDKATETHOCTTA Ha 3ary0ara Ha TEUHOCTH U GelrThK.
OueHKaTa 3a aieKBaTHOCTTA HA IUPKYIApamys 00eM ¥ HiBaTa Ha HelIa3MeHHA
albumin TpsaGBa Aa ce U3NOM3RA 32 ONMPEACIIAHE HA H3MCKBAHATA 034,

Axo ce npuiara human albumin pexoBHO TpsiGBa Ja CHEOAT XeMOAUHAMUYHHTE
MOKa3aTelH, KOETO BKIIOUYBA:
v’ ApTepuanso KpHBHO HAJAIAHE H IyJICOBa YeCTOTA;
v' L{eHTpaIHO BEHO3HO HANATAHE;
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v" Hanarare B OenogpoGHarta aprepus;
v OtTaensHe Ha YpUHA;

v’ EnexTponnTy;

v XeMaTOKpHT/XeMOTTIO0uUH,

HPO,HYKTLT € IOAXONAIN 3a HCOOHOCCHM U MANWEHTH Ha JHaTH3a.

HBa4dus Ha DIpUIoXeHue
Human albumin Moxxe Ja ce npunara AUPeKTHO HHTPABEHOZHO,

CxopoctTa Ha BiMBade TpsAOBa fa ce ChOOpasK ¢ WHAMBUAYAIHHTE YCIOBUA K
HHAVKAIUH.

ITpn oObMer Ha MIa3sMaTa CKOPOCTTa Ha MHQY3UUTE MOXKe A2 OBJe Mo-rojaMa 1
TpA0Ba Ha ce chobpasy ChC CKOPOCTTa Ha OTAECMIIHE.

4.3 IlpoTuBoNoKa3aHusi

CepruyscrButenHocT KoM Human albumin mom Hikoe 0T IOMOINHWTE
BEILIECTBA.

4.4 CienpalHy PEAYNPeAACHNs 1 CIEINaHI IPENOPHKH 3a ynoTpeba

AXO HACTBIIAT aNeprudHy WM anaduIaKTHYHA peakiuy, HHdysusaTa TpaoBa Ja
ce IpeKpaTH He3abaBHO M Jia ce 3allouHe MMOAXONILIO JedeHue. B ciydail Ha
IIOK TpsAOBa Ja ce cleiBaT ChBPEMEHHUTE MEIUIMHCKY CTAHAApTH 32 JICUeHue
Ha IIOK.
Human albumin 1psA0Ra fja ce M3H0N3BA ¢ BHUMAHYE [IPH CHCTOAHES, IPH KOHTO
XHIEPBOJIEMHUATA ¥ TIPUJAPYKABAINATa XEMOIMIYLIHI MOXE Ha MpPEeNCTABIABAT
pHCK 3a nanuenTa. IIpuMepu 3a TakuBa CHLCTOAHMSA Ca:

v' JlekoMIEHCHPaHa ChpAeYHA HEROCTATHUHOCT;

v' Xuneproumus,

v' EsodareanHyu Bapuiy;

v BenoapoGeH 0TOK;

v’ Xemoparuusa guaresa;

v TexKa aHeMus;

v' PeHanHa ¥ TOCTpEHaHA aHYPH.

Kononpno-ocMoTHyHus. edexT Ha Human albumin 200 mg/ml e
upubiusutenso 4 wpTH edekIa Ha KpbBHATa TwiasMa. Ilopanu Tosa KOrato ce
npuiara KoHmeHTpupan Human albumin Tpabea aa ce B3emar Mepku 3a
OCHIypABaHC Ha aJieKBaTHA XuApaTalysd Ha nanuenTa. [anuentsT TpadBa ja ce
CIICIH BHUMATE/HO 3a IPeANa3Bane 0T 00eMHO IPETOBApBAHE HA IMPKYJIausTa
H XUrepxugpaTanusl.
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20-25% pasteopu na Human albumin ca ¢ penaTHBHO IIO-HHCKO CHABPIKAHIE HA
CIEKTPONUTH B cpapHeHue ¢ 5% pasteopd Ha Human albumin. Ipu npunarane
Ha Human albumin elreKTPONUTHUAT CTaTyC Ha MalMEHTa TpaOBa XA ce clelu
(Bx 4.2) u pa ce npelnpreMar HOAXOASIIM CTHEIKH 32 BB3CTAHOBIBAHE U
HOZNBPIKaHE Ha ENSKTPOIUTHIA GanaHc.

PasrBopure #a Human albumin He 1psbpa fda ce paspexnar ¢ BoJga 3a
HHDKEKIUM, ThH KaTO TOBA MOXKE Ja JOBEZE 110 XEMOJIH3a B PEIHIINEHTA.

AKO CpaBHUTENHO rojeMHu obeMH TpsaOBa Ja OBIAT 3aMECTEHM € HeoOXO0muM
KOHTPOJI Ha Koarynanuara ¥ XeMarokputa. TpgOBa Ha ce IONoxaT TPHKH 3a
OCUTYpsiBaHE Ha aJeKBaTHO 3aMECTBaHE Ha JAPYTHTE KPBBHH KOMIIOHETH
(koaryJanuoHH GaKTOpH, SASKTPONUTH, TPOMOOLWTY ¥ €PUTPOIUTH).

Moxe ia HACTBIIH XMUEPBOIEMHA aK0 X03aTa i CKOPOCTTa Ha HHDY3UUTE HE ©
cbo0paseHa ¢ NUPKYNATOPHHS CTaTyc Ha mauuenta. [Ipu MEPBHTE KIMHWYHH
naeHy 3a 00EMHO IpeToBapBaHe Ha IMpPKyJanuara (rnaBobonpe, IHCHOHES,
3aCTO#l B IOTYJIADHATE BEHM), WIM IOBHINEHO KPBBHO HAJMrape, NOBHIIEHO
BEHO3HO HamsaraHe m OenompoGeH oTox, WH(Y3HATa TpAOBa Ha ce HpeKkpard
He3abaBHO.

Tlpy UpuiIaraHeTo Ha IEKApCTBEHH NPOIYKTH, HONYYEHH OT YOBEINKA KPHB MIIH
nnasMa, He MOXKE Ja Ce H3KIoYaT HanbAHO HHOEKNUWO3HM 3a00/IBaHug
NPUYMHEHH OT IIPCHACAHC HA HHQEKLHO3HH areHTH. ToBa ce OTHacd W 3a
IPYYMHATENY C HEM3BECTHa NMpUpoAa. PUCKET OT NpefaBaHe Ha HH(EKUHO3HH
are’Ty ce HaMaJaBa upes:

v' Cenexius Ha JJOHOPHTE UYpe3 MEAWLMHCKO WHTEPBIO M CKPUHHMHT Ha
MHAUBULYAIHUTE KPHBOAAPABAHMA M HiasMeHuTe mynoBe 3a HBsAg u
antutena cpenry HIV u HCV;

v Vizcnenpase InasMenure ynose 3a HCV remoMen matepuar;

v" Tlponecu Ha MHAKTABALNA/OTCTpaHARaHe, BKIIOYBAINN IIPOU3BOJCTBEHK
OpouecH BaTHAAPaHH Ype3 W3073BaHe HA BHPYCHH Mogenn. Teszu
npoueaypy ca onpeieneny xaro edexrmsue 3a HIV, HCV, HAV u
HBYV;

v’ Tlpouemypure 3a BUPYCHO HHAKTHBHpaHE/OTCTpaHABAHE MOXE O MMAT
OTpaHMYEHO ACHCTBHE Cpelly HEOOBMTH BHPYCH, KaTo MapBoBHpyc B19.

Human albumin, npowsBejeH curiacHo cmecuukaiyaTa Ha European
Pharmacopeia ypez nokxazanm mpouec, HMa 3aJOBOJNUTENHM IOKA3aTend 34
BUpYCHa 6e30MacHOCT.

B nuTepec Ha NalMeHTa Ce NPeNophyBa, KOraTo € Bb3MOXKHO, P  NIPMIOKEHHE
na Yosemku anGymun 20% Octapharma fia ce perucTpupa BMETO ¥ NAPTHIHAA
HOMED Ha NpOAYKTA.
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4.5 BauMoneicTBIe C APYrH IEKapeTBa i Apyrd GOpMHM Ha B3aUMoJieiicTBHE

He ca mspecTHH cnemupuasn B3auMomedictBii wa Human albumin ¢ Apyru
JekapciBa.

4.6 bpeMEHHOCT ¥ KEPMEHE

Besomacroctra ma Yopemku anbymmn 20% Octapharma npu ynorpe6a mpu
OpeMCHHH JXEHY HE € NpOoy4BaHa 4pe3 KOHTPOMMPAHH KIHHUYHHE NpPOYYBaHHA.
Bee nak KIMHUYHHS OTHT IOKa3Ra, ue IpH nedenue ¢ Yosemku anbymus 20%
Octapharma ne Moxe Ja ce ouaxsa HeONaronpusTes eekT BEPXY NPOTHYAHETO
Ha OpeMEHHOCTTA, II0Ja ¥ HOBOPOJEHOTO.

He ca mpoBexmany HClIesanysd Ha BIMSHHETO Ha Yopelnku andymun 20%
Octapharma pBpxy penpynmykuusta npu xusoTHH. Bee nax Human albumin e
HOpMaJiHa ChCTaBKa Ha YOBCIIKATa KPEB.

4.7 Edexru BrpXy criocofHOCTTa 32 Modupane i paboTa ¢ ManluHK
He ca nabmonasanu eexTH BBPXY CIOCOOHOCTTA 3a modupaHe u paboTa c
MAaIHMHH.

4.8 Hesxenany nexkapcTBEHM peakiun

Psjixo MOXe Jia HACTBIAT JTEKM PeaklUy KaTo XMIOTeH3us, 0OpUB, YpTUKapHs,
TpecKa WM TrajeHe. Te3n peakimua OOHKHOBEHHO M34e3BaT Obp3o Clex
HaMaBaHEe YECTOTATA MM CIIMpaHeTo Ha uHby3unte. MHOIO pagko MoKe Aa
HACTHIAT TEXKM peakiyy karo mok. Ipu resy cnygan undysusara tpsaépa fa ce
IPEKpaTH ¥ Ja Ce 3aIl0¥He IOAXO0/SINO JICUEHHeE.

3a mHQOpMalUs OTHOCHO BUpycHATA 6€300acHOCT BIK 4.4.

4.9 Tipenosupane

AKo HosaTa MM CKOPOCTTa Ha MH(QY3UMTE Ca TBBPJE BHCOKM, MOXE [a
HACTBIN XuIlepBonemud. 11py NEpBUTE KIMHUYHM JaHHM 32 KapAHOBACKYIapHO
oGpemensBane (rmaBo0ojue, OHCIHEA, 3aCTOH B IOTYIAPHUTE BeHH) N
NOBUMICHO KPBBHO HANATAHE, NOBHINEHO NEHTPATHO BEHO3HO HalaraHe HIH
Genogpoben otox, mHdY3uATa TPAOBa Xa ce NpeKpaTH He3a0aBHO ¥ Ja ce
IpocHeNsST BHAMATENHO XEMOAMHAMIYHATE TapaMeTpy Ha HalHenTa.

5. ®apMaKOJIOTHYHE JAaHHH

5.1 ®apMakoguHaMITYHE JaHHY

®apmakoTepaneBTHUHa TIpyna: [lnasvens 3aMeCTHTENM M IUTAa3MEHH
NPOTEHHOBY (DPaKIMK. -
ATC xon: BOSAAO1 , Coe
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Human albumin XoxuuecTBEHHO € I0BEYE OT MOJOBHHATA OT OOIMS IIIa3MEH
npotens u mpexacraBisiBa 10% OT HpoTeHHOBATA CHHTE3HA AKTHBHOCT HA
9epHEA Opod.

OUNOXIMUIHY JAHHU:
Human albumin 20% 1Ma XunepoBKOTHYEH edeKT.

Haii-paxnata ¢usnonoruyna ¢ysxmua Ha Human albumin e pesynrar Ha
KOMOWHAIlMATa OT HETOBHA NPHHOC 34 OHKOTHYHOTO HajisraHe Ha KphBIa U
TpaHcnopTHata My (yHkuma. Human albumin crabmnusupa uupxyimpamms
KpbBeH 00eM H € HocuTe  Ha XOPMOHY, CH3UMH, JIEKApCTBA K TOKCHHL.

5.2 @PapMaKOKMHETIIHN JAHHH

ITpu HopManuu yenosus oGmus obmensy ce albumin e 4-5 g/kg Tenecno Terio,
or xoiro 40-45% e pasmonoxeH WHTpaBackyiapHo u 55-60% B
€KCTPaBaCcKyJapHOTO MPOCTPaHCTBO. IIOBMIIEHUAT KaMMIApeH NnepMeaGuIInTeT
NpOMeHsT KuHeTHKara Ha albumin 1 npH CbCTOAHMA KaTO OOLIMPHY M3TApSHMAS
HITH CENTHYCH IIOK MOXKE [la HaCTBIIH aDHOPMAJIHO pasnpefcicHye.

Ilpu HOpMAanH¥ YCIOBHSA NPHOIH3UTETHOTO BPEME Ha MONYKHBOT € OKoJo 19
Zun. banamca Mexgiy CHHTe3a M PasTpakJaHETO HOPMAIHO Ce IOCTHra upe3
perynanus no MexaHu3Ma Ha oOpaTHaTa Bpb3Ka, EamMusanusgra ce
OCBIECTBABA NPEAUMHO HHTPALENyIapHO OT JM3030MHHTE MPOTEA3H.

Ilpu 3apaBu cyGekru, mo-mamko ot 10% or wabysupanus albumin pamycka
MHTPABacKyJNIapHOTO NPOCTPAaHCTBO IIpe3 NMBpBUTE 2 wHaca chex uH(y3uaTa.
Hamvne ca 3HaYHTEIHN MHIUBUAYANHY Bapualuy Ha e(exTa BEpXY IIa3MeHys
06eM. IIpn HAKOM MalEHTH IUA3MEHMsA 00eM MOXKE [a OCTAHE IOBHMINCH 32
HAkonko yaca. OGaue mpu kputhuno Gonmn namuentd, albumin Moxe aa
HanyCcHe HHTPaBacKyJIapHOTO NPOCTPAHCTBO B CHUIECTBEHH KOJIMYECTBA M C
HeNpeAcKazyeMa CKOpOCT.

5.3 IlpexnuHUYHE JaHHY 32 6e30MacHOCT

Human albumin HopManHa ChCTaBKA HAa YOBEINKATa IUIasMa W JeffcTBa KaTo
dusnonormanus albumin.

HPH JKUBOTHH, H3CIEIBAHETO HA CAHHMYHA J033a TOKCHYHOCT € ¢ MAalKo
NPaKTHYICCKO 3HAYCHUC H HE MOKasBd HAMMYHE Ha TOKCHYHOKCT, JNETAIHH JO3U
HIN J0303aBHCHM C(I)CKT. HOBTOPHO H3CIeABaHE 34 TOKCHUYHOCT €

g
g\\}"q"a‘” 23
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HCIIPMITOXKUMO IIOpagi PasBUTHETO Ha aHTHTENa KBM XCTCPOJIOKHUA IIPOTEHH B
H3CHEABAHOTO KHBOTHO.

Ho momenra, He € noxknagpaHo Human albumin na e cebpsad ¢ eMOpHO-
deTranna TOKCHYHOCT, OHKOTEHEH KT MyTarcHeH MOTSHIAT.

Hama Genesn Ha 0CTpa TOKCHYHOCT, OIMCAHH NPY M3CICABAHNTE YKUBOTHI.

6. @apMaueBTHYHY TaHHEN
6.1 Crxchk Ha HOMOIIHHATE BEINECTHA

1 000 ml cpappxar:

Sodium 142,5 - 157,5 mmol/1
Potassium max. 2,0 mmol/l
N-acetyl-DL-tryptophan max. 16,8 mmol/l (4,14 g)
Caprylic acid max. 16,8 mmol/l (2,42 g)
Water for injections ad 1 000 ml

CoappixaHieTo Ha anyMuHMi € MakcumyM 200 pg/l
6.2 HechrBMECTHMOCTH

Human albumin pastBop He TpsOBa Ja ce cMecBa ¢ JpPYI¥ JeKapcTsa,
IBIHONEHHEAR KPBB ¥ €PUTPOLUTHE KOHLEHTPATH.

6.3 Cpok Ha rogHOCT
3 roguHn
6.4 CrienmallHy YCIOBHA 34 ChXpaHeHHE
Ha ca cpxpandsa Ipu TeMitepaTypa mox 25 °C.
Ja ce cpxXpaudBa B OpUrdHalIHATA ONIAKOBKA C L)l Ipe/Ia3Bate 0T CBETINHA.
Jla He ce 3amMpassBa.
6.5 Bux u chappiKanune Ha omakoBKaTa
v 50 ml pastsop B undysuonna Gyrmika (cTekno Tun II) ¢ rymena

sarmymanka. OnakoBk# oT 1 wnm 10 dinaxoma;

v 100 ml pasteop B umdysuonna 6yrtmika (crexio Tum II) ¢ rymeHa
sanymanka. Onakoska ot 1 wim 10 ¢naxona.

6.6 MucTpyxims 3a ynotpeda 1 YHHRIN0XKABAHE
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PasTBOpBT MOXE Ja Ce NpHiara AUPEKTHO Ype3 HHTPABEHO3CH IBT.

PastBopsT He TpaAOBa Ha ce paspexaa ¢ BONA 33 HHIKEKIHH — TOBA MOXKE Ia
UpeIM3BHKA XEMONN3a Y peUHIHEHTA.

AKo ce IpuIarat roneMu o0eMu, DpoyKTHT TpabBa Jia ce 3aTOINIH JO CTaiiHa
MM TeNECHa TeMIepaTypa peay ynorpeoa. :

PastBOp®T TpsiOea Aa O6bJe OMCTHD WM JEKo omaneciupainr, He m3nonzsaiite
Pa3TBOPH aKO ¢a MbTHH MM HMaT yraiika. ToBa Moxce Ja 3HaYH, Y€ NPOTCHHET
€ IIPOMCHEH MM pa3TBOpa € 3aMBPCEH.

Cnen oTBapsHe Ha GlaxoHa ChABPIKAHUETO TPSIOBA A2 ce U3II0N3Ea He3abaBHo.
HeusnoisBaHoTO XKOYMYECTBO OT NPOAYKTA TpAOBa Ja Ce YHHMIIOKH CBHIIIACHO
H3HCKBaHUATA.

7. Ilpmtexarern Ha pa3pelIeHUETO 3a yroTpeba
Octapharma AG

Seidenstarsse2

Ch-8853 Lachen

Switzerland
8. Peructpanuonen Homep
9. llaTa Ha IEPBO pa3pelnaBase Ha ynoTpeda

10. JlaTa Ha ocneHa pefaKIys Ha TEKCTA
01.2006



