Crp.1or6 Kparxa XxapakTepHcTHKa Ha IpoxyKTa Josemks an6ymus 5% Octapharma

Kpatka xapakTeprcTaka Ha IPOAYKTa
MURICTEPCTBO HA SEPABEONAZRAHETC
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EXOTESEAN- B QZZ

1.Mme Ha nexapcTBEeHHS IPORYKT

2. KagecTreH ¥ KONHYIECTBEH CHCTAB
JlexapcTeHO BerecTBo: Human albumin

PastBOp®T chABpXKa 50 mg/ml IpoTenH OT Ko#TO He MO-MaKo oT 96% human albumin. 100
ml cpappxar 5 g human atbumin,

Human albumin 5% e yMepeHO XMHOOHKOTHYEH PasTBOP.
3a mOMOINHE BENISCTEA BIDK TOUKa 6.1

3. Jexapcreera Gopma
Hrdyzn0oBeH pa3TBOp

4. KomawIan Jagay

4.1 TepaneBRTHIHE HHIAKAITHR

BrscrasosgpaHe H HoAAbpkaHe Ha ofeMa Ha IHpKYIXpAmaTa KPEB OpH H3IBeH obEMeH
Je(hHEIAT B HeOOXOAMMOCT OT HPRIIAraHeTo Ha KOIOHIHH PasTBODH.

N3GopsT Ha albumin mpeA H3KycTBSHHTE KOJOHAY 3aBHCH OT KIMHWYHATA CHTyanHs Ha
HEAABHYAITHA IAUEeHT K ce 6a3upa Ha OpHIHaTHUTE IPEITOPBKYL.

4.2 Jlosupare U HA9WH Ha IPHIOKESHIES
KonnerTpanuara Ha anGyMHHOBRSA IPOXYKT, X032Ta H CKOPOCTTA Ha HH(]Y3HETe Tpabpa Ja ce
Ch00pasaT ¢ HHAEBHAYaNHATE HOTPeOHOCTH HA TAI[HEHTA.

o3@pane
Heobxomemara J03a 3aBHCH OT PECTa Ha NAHEHTa, TEXKECTa HA TPaBMaTa MM 3a00IIBaHETO
H OT IpPOIEIDKHICIIHOCTTIA Ha 3arybata Ha TeYHOCTH B 6enTsk. OmeHKaTa 32 alieKBaTHOCTTA
Ha IEpKyn@pamys obeM B HHBaTa Ha HemilasMeHus albumin tpsabea na ce W3momsea 3a
oIIpefielITHe Ha U3HCKBaHATA 1034,

Axo ce mpwrara human albumin pe,ILOBHO TpabBa fa CASHST XEMOMHMHAMEIHATE HOKAZATENH,
KOETO BKJFOTRA;

v’ ApTepHanHO KPBHBHO HaNAraHE H IyJicoBa TeCTOTa;
HenTpanso BeHO3HO HalATaHe;
Hansaraue B Genonpobaata apTepus;
OrtxensHEe Ha ypHUH2;
Enexrpomry;
XeMaToxpHaT/xeMOTIOOHH,

ANENENENEN

HPO.B,)’KTBT € DOOXONAIN 34 HECAOHOCCHH H NMAITHCHTH Ha qHATH3

HauwH Ha npunoxenwe
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Crp.20or6  Kpartka xapaKTEepHCTHKA Ha IpoRykra YoBemky andyMun 5% Octapharma

Human albumin mMoxxe fa ce IprIara AEpeKTHO HHTPaBEHO3HO.

Cxopocrra Ha BImBaHeTO TPAOEa Aa ce cro0pasy ¢ HEAUBUAYAHATE YCHOBHI ¥ HEAUKaIIH.
IIpz obMeH Ha Ila3MaTa cKOpOCTTa Ha Hady3mHTe MoKe Aa Obae TO-ToJiiMa X TpsiOBa #a ce
c500pa3’ cBe CKOPOCTTA HA OTACHIHE.

4.3 IIpoTEBOTIOKA3aHHAS
CeprayscTBuTeTHOCT KBbM Human albumin umi Bskoe 0T IIOMOITHITE BEMECTRA.
4.4 Coenuanay OpeRyIpex/IeHES | CTIeIaIHY IPeopBKY 3a yitoTpeba

AXO HACTBIIAT aNePIHIHY MNH aHa(QHUIAKTAYHE PEaKnyH, HH{y3uATa TpiadBa Aa ce HpeKpara
He3abaBHO W Jia ce 3anovHe MOAXONAMO JedcHue. B ciyuail Ha mok TpaOsa Aa ce ciefBaT
CHEBPEMEHHHTES MEJHIIUHCKH CTaHAAPTH 3a JIEYSHAE Ha DIOK.

Human albumin Tpsabea a2 ce mW3mON3Ba ¢ BHEMAaHWe [P CHCTOSHES, IPH KOHTO
XUIIEPBOIEMAITa H IIpHApPYXKaBaaTa XeMOAWIYIMS MOXe Ja IpefcTaBiasdBaT PHCK 3a
nanenTa. [IpuMepr 3a TakHBa CHCTOSHES Ca:

HexoMmnieHcHpaHa CHEPACIHA HEIOCTATHIHOCT;

XunepToHU;

Ezodareanss BaprIa;

benoapoben oToK;

XeMoparmgaa qAaTe3a;

Texxxa ageMuAs;

Penanna ¥ MOCTpeHANHA aHY s,

ANENENENENENEN

20-25% pastBopy Ha Human albumin ca ¢ peNaTHBHO HO-HWCKO CHABDKAHHE HA
eJICKTpONHTH B cpaBHeRre ¢ 4-5% pasteopu Ha Human albumin. Ilpy npenarade Ha Human
albumin enxexTPOIMTHEAT CTATYC Ha WramueHTa TpAOBa Ja ce ciema (Bwx 4.2) m ma ce
OpeAUpHEMaT IOAXOAMNE CTHIKH 33 BBH3CTAHOBABAHE M IOANBPKAHE HA EISKTPONATHHSI
Damasc.

Pastopure Ha Human albumin He Tpabra fa ce paspexiaT ¢ Boga 3a MEDKEKIUH, THil KaTo
TORA MOXE Ja HOBEHE IO XEMOMN34 B PeLMIIHEHTA,

Axo cpaBHHMTENHO TojeMH OOeMy TpaOma Aa OBmaT 3aMecTeHH € HeoOXoAUM KOETpPON Ha
KoarylamusTa B XeMaroxpuTa. TpsOBa fa ce HoNoxaT TPHXXH 32 OCUTyPABaHE Ha afeKBaTHO
3aMCCTBAaHE H4 JpPYIHTe KPHBHH KOMIIOHETH (KoaryJlauuoHHH (akTopH, eNeKTPONHTH,
TpoMOOIUTH K epm'pouam)

Mosxe 1a HACTBITH XRIIEPBOJIEMHA ako X03aTa H CKOPOCTTa Ha HH(Y3HHTe He e chobpaseHa ¢
OHPKYIATOPHUA CTATYC YCIOBHA Ha manmeHTa. IIpE DBEpBATE KIMHAYHE JAaHHA 32 00eMHO
TIpeTOBapBaHe Ha MEpPKYyJNamuATa (rnaBoboiwe, JECHEEd, 3aCTOM B IOTYNAPHHUTE. BEHH), M
TOBHIICHO KPLEBHO HallTraHe, HOBUIIEHO BCHO3HO HAIMTaHe H OellofipobeH oToK, HH(py3HATa
TpsA0Ba Aa ce mpeKpaTH HezadaBHO. -
Ilpy mpHnaraseTo Ha JEKapCTBEHH TPONYKTH, NONYYeHH OT JOBEINTKA KPHB WA Ia3Ma, He
MOXe Aa ¢e H3KM0YAT HalbJIHO HH(EKIHO3HM 3a00JIiBaHMs NPHIAHCHH OT IpPEHAcTHe Ha
HEQEKLHO3HH ATeHTH. ToBA Ce OTHAcH H 33 IPHIHHMTEIH ¢ HOH3BECTHA IPUPOAA. PECKET OT
TIpefaBane Ha HH(EKNHOSHY areHTA Ce HaMalliBa dpes: S '
v" Cenekmps Ha ZOHOPHTE Ipe3 MENUITAHCKO HATEPBIO U ¢ n:gm:ar SHa WMYMTC
&1Ie 1IVau HCV;




Cip.30or6 Kparka xapakreprcTrka Ha npoxykra Yopemky anbymus 5% Octapharma

v' TIpomecH Ha HMHAKTHBANAS/OTCTpaHsBaHe, BKIKOYBALNK IPOH3BONCTBEHH NPOLECH
BANENHPAHA dYpe3 H3NON3BaHe Ha BUPYCHH MOAeIH. Te3n IponefypH ca onpefeiieHA
kato edextasrn 3a HIV, HCV, HAV u HBV;

v TIpoueaypure 3a BUPYCHO MHAKTHBHpaHe/OTCTpaHsABaHe MOKe OH MMaT OTpaHAdeHO
JeiicTBre cpemry BeoOBHTH BEpPYCH, KaTo napsoeupyc B19.

Human albumin, mpou3peAeH ChIIacHO cnech(uKanuara Ha European Pharmacopeia apes
IOKa3aH npolec, AMa 33TOBONMTENHM IoKa3aTeNy 3a BHpycHa Oe30MacHOCT.

B mHTEpec Ha malMeHTa ce MPEeNopEIBa, KOTaTo € BE3MOKHO, IPH NpHIIoKeHAe Ha UoBemkn
anbymun 5% Octapharma fa ce perHCTpHpa HMETO W IAPTHAHHESI HOMEP Ha HPOAYKTA.

4.5 BzauMoneicTBEE ¢ APYTH JIEKapCTBa H APyr# GOpMH Ha B3aBEMOJeHCTBHE
He ca m3pecTHE coenu¢mIand B3armonelicTers Ha Human albumin ¢ gpyre mexapcrtpa.
4.6 bpeMeHHOCT B KbpPMEHE

BeszonacHocTTa Ha Yoemkn anfymuH 5% Octapharma npu ymotpeba npu OpeMeHHH XEHA
He € NpoydBaHa gpe3 KOHTPONHPAHH KIMEWIHK [poydRaHyA. Bee NaK KIMHAYHHWA OIHT
TIOKa3Ba, 9e HOpH JedeHme ¢ Hosemk: anbymuH 5% Octapharma He MOXe Aa ce O4akBa
HebnaronpaaTeH edekT BEPXy INPOoTHYIAHeTO Ha GpeMeHHOCTTA, TI0AA H HOBOPOAEHOTO.

He ca npoBexaany uciae[BaHAs Ha BIMSIHACTO Ha JoremkH anGymun 5% Octapharma BEpxy
PeIpyAyKIEATa OpH )KHBOTHH, Bee mak Humean albumin ¢ HopMaiiHa chcTaBKa Ha J0OBEMIKATa

KPEB.

4.7 Ebext RBpXY clloco0HOCTT2 32 Modnpane H paboTa ¢ MammHA
He ca pabmonararu edexT BEpXY cHoco0HOCTTA 32 modupane # paboTa ¢ MarnmHH.

4.8 Hesxenanu IEKAPCTBEHHA PCAKITHH |

Panko MoXe fa HACTBILIT JNEKH PeakiliH KaTo XHIOTEH3HS, OODHE, YPTHKApHd, Tpecka Wy
rajene. Te3sH peakmuu OOMKHOBEHHO H39e3RaT OBp30 clicH HaMaidBaHe 9UecTOTaTa FIIH
CIHpAaHeTO Ha AHGY3EATE. MEOTO PAAKO MOXe Ja HaCTHIAT TEXKKH PEaKIHH Kato moK. IIpm
TE3H CIIy9ar HHGY3HATA TpSOBa A ce IpeKpaTH | Aa ce 3all0YHe IOAXOAMIO JIeIeHHAE.

3a uHdopManma OTHOCHO BUpycHaTa Oe30macHoCT Bk 4.4.

4.9 Tlpenosnpane

AXO 7FosaTa WM CKOpPOCTTa Ha HH(QY3uWTe ca TBEDAE BHCOKH, MOXE Ja HACTHIH
xumeproieMusd. IIpE IspBHTC KIMHWYHE NaHHA 32 KapAWOBAacKyNapHO of0peMeHsBane
(tmaobomme, IMCIHEA, 3acTod B IOryNapHHTE BEHHM) WAH IIOBHINEHO KPBBHO HajATaHe,
TIOBHIICHO LEHTPAJIHO BEHO3HO HayaraHe WM OenoppobeR oTok, HH{y3HsTa Tpabea Aa ce
mpexpaTd He3abGaBHO H Aa ce HMPOCHEAAT BHEMATCHHO XEMONWHAMAYHHATE HapaMeTpy Ha
HarHedTa.

5. ®apMaKOIOIrAYHE JAHHA

5.1 ®apMaxonuHAMUYHA JaHHA
@®apMaKOTepaleBTHIHA TpyTia: I1ma3sMeEn 3aMecTATeIH 1 THIa3Me
ATC xom: BOSAAOQ1




Crp.40r6  Kparka xapaktepHcTuka Ha npoaykTa Josemkn anbymua 5% Octapharma

Human albumin xonmgecTBeHHO e IOBede OT HONOBHHATa OT OOHIAS IIIaSMEH NPOTEHH M
npencrasigea 10% ot NpOTEHHOBaTa CHHTE3Ha aKTHBHOCT Ha YepHHS Jpob.

DOHSHOXUMAYHE JAHHA:
Human albumin 50 mg/ml ¢ yMepeHO XHIOOHKOTHIEH B CPABHEHHE ¢ HOPMaTHATa MIa3Ma.

Haii-axxHara ¢pusmnonornada Gysxies ya Human albumin e pesynrar Ha KoMOMHAIEATA OT
HErOBHS NPHHOC 334 OHKOTHYHOTO HalsraHe Ha KPBBTa H TPAHCHOPTHATZ My (YHKUMA.
Human albumin crabmmmsppa UEpKyNHpallus KpEBeH o0eM B € HOCHTEN Ha XOPMOHH,
SH3HMH, JIEKapCTBa ¥ TOKCHHH,

5.2 ®apMaKOKHHETHINN JaHAH

IIpw mopmanad yenoBas obmmst obmersm ce albumin e 4-5 g/kg TenecHO Teryo, or koo 40-
45% e pasnmonokeH HHTpaBacKyinapEo H 55-60% B ekcTpaBacKyNapHOTO IpPOCTPAHCTEO.
IJOBHINEHHSAT KaMISpeH IIepMeabIATeT IPOMEHI KHHETHKATA Ha albumin ¥ opHE CECTOIHASL
Xaro OOIMpHH W3rapsHEs WIM CeNTHY9eH IOOK MOXe fAa HacTeoR abHOpMaiHo
pasIpenencHAe.

ITpr HOpMAaNHHA YCIOBHS TPHONH3ATENHOTO BpeMe Ha TIOMYKHBOT € okoio 19 mum. Bamanca
MEXIy CHHTE3a H pasrpaKHaHeTO HOPMAIHO C€ ITOCTHTa Ype3 peryialus 0 Mexadd3Ma Ha
ofpaTEaTa BpE3KA. EIWMAEANWSTa Cc€ OCHINECTBSBA IPEAMMHO HETpaUelylapHO OF
JH3030MHHTE IIPOTEA3H.

IIpu 3npasm  cybextw, mnmo-manmko oT 10% or uwEy3mpanmms albumin Hamycka
HMHTPaBacKyMapHOTO IPOCTPAHCTBO Ope3 IEPBHTE 2 dHaca cied uedysmara. Hanmue ca
SHAUATENHH HHAWBHAYAIHH BapHanuu Ha cdekTa BBpXy ImasMmeHms obem. IIpm maxom
HDamueHTH IasMeHHs ofeM MoXe Jla OocTaHe IIOBHIIEH 3a HAKONKO daca. Obage mpm
KpHTHYHO OONHyE nmanmeHTH, albumin Mo)e fja HanycHe RHTPABACKYIAPHOTO HPOCTPAHCTBO B
CHINECTBEHH KONHYECTBA ¥ ¢ HEIPEACKazyeMa CKOpPOCT.

5.3 Ipexmaamyay fasay 3a Oe30acHocT

Human albumin sopManHa chCTaBKa Ha GOBENIKaTa IUTasMa ¥ feficTBa KaTo QH3HONOrHIHIs
albumin. '

HPH KUBOTHH, H3CICHBAHCTO Ha CAHHHYHA 0338 TOKCHYHOCT € C MaJIKO IPAaKTHYCCKO
3HAYCHHUE H HC TI0Ka3Ba HallH9HE Ha TOKCHYHOKCT, JICTAIHH AO3H HIH J0303aBHCHM eti)eKT.
HOBTOPHO B3CNCHBAHE 32 TOKCHTHOCT © HCIIPAIOXHMO HOpadH PA3BHTHCTO Ha aHTUTESHA KM
XETEPOIIOKHI MPOTCHH B H3CHCABAHOTO XXHBOTHO.

Ho mMoMenrTa, He e poxianeano Human albumin na ¢ cBsp3ad ¢ eMOpro-deTanda TOKCHIHOCT,
OHKOIeHeH WIIH MyTareHEeH IOTCHIHAN.

6. ®apManeRTHIHY JTaHHH
6.1 CrHCBEK Ha IOMOIIHHATE BEMIECTHA




Cip.50r6 Kparka xapakTepucTrka Ha npofykra Yopemkuy andymuma 5% Octapharma

1 000 ml crxepxaT:

Sodium - 142,5 - 157,5 mmol/l
Potassium max. 1,0 mmol/]
N-acetyl-DL-tryptophan max. 4,2 mmol/ (1,03 g)
Caprylic acid max. 4,2 mmol/l (0,61g)
Water for injections ad 1000 m!

- CpOspikaHneTo Ha aryMuHmi ¢ Makcamynm 200 pg/l
6.2 HecsBMecTHMOCTH

Human albumin pasTBOp He TpsOBa Ja ce cMeCEa ¢ npym JIeKapcTBa, MBIHONEHHA KPEB H
€PHTPONHTHH KOHICHTPATH.

6.3 Cpox Ha TOEHOCT

3 ronmER
6.4 CriengaiiHH YCJIOBHS 323 ChXpaHeHde

Jla ca cexpatsBa IpH TeMIepatypa mmox 25 °C.
Ja ce cpxpansiBa B OHTHHAIHATA ON2KOBKA C IEN HPE/NA3BAHE OT CBETIHHA.
Jla He ce 3aMpasgsa.

0.5 Bun i chAspIKaHEEe Ha ONaKOBKATA
v" 100 ml pasteop B muH(y3moHma Oyrwika (cThKIO THO II) ¢ TyMeHa 3amylmanka .
Omnaxoska ot 1 wmz 10 diaxona;

v' 250 ml pastBop B muby3wonHa Gyruika (cTekiao Tuo II) ¢ ryMeHa 3amymaika.
Omaxoexy or 1 umm 10 draxona.

6.6 MHcTpyKiEs 3a ynoTpeba U yHROIOXKABaHe
PasTROpBT MOXKE Ja ce MpHiara JUPEKTHO Ipe3 HHTPaBeHOo3€eH IET.

PastROpET He TpabBa ja ce paspekha ¢ BOAA 33 HIDKEKIHH — TOBa MOXKe Jia TIpeAH3BHKA
XEMOJIHA3a Y PeHIHCHTA.

A¥Xo ce mpanaraT rogeMn obeMu, IpOXYKTHT TpabBa Ha ce 3aTOILIA O CTaifHa Wi TejlecHa
TeMIeparypa npeas ynorpeba.

PaztBopsT TpsabBa Aa 6Bme OmcThp MiE neko onanecnupam. He m3monspaiiTe pa3TBOpH ako
Ca MBTHH WJIH MMAT yTaiika. ToBa Moxe Aa 3Ha9H, 9e IIPOTENHET € IPOMEHEH HilH Pa3TBOpa &
3aMBPCEH.

Cnen orBapsige Ha GRAKOH2 CHABPKAHHETO Tpaﬁna Jia ce H3MON3Ba He3abagHO.
Henzmom3panoTo KOIAIECTRBO OT MPOAYKTA TpAORa Ja C¢ YHHIIMKH CHITIACHO H3HCKBAHHITA.

7. IlpaTexaten Ha paspelmeHueTo 3a yrmorpeda
Octapharma (IP) Limited

6 Elm Court

Copse Drive, Meriden Green Coventry CV5 9RG

BemmkoOpHaTaHASL

8. PermcTpanEoHeH HOMEP




Crp.60r6 Kparxa xapakrepucrnxa Ha npogykra Yosemxw anbymus 5% Octapharma

9. lara Ha IBPBO paspemaBane Ha yrorpeba

10. TaTa Ha nocieaHa peakIysl Ha TeKCTa
01.2006 '




