KPATKA XAPAKTEPHCTHKA HA IIPOUAYKTA

. VIME HA JEKAPCTBEHWS [IPOTYKT U3INLAHUTERHA ATEHUWRA 110 REKAPCTBATA

Kpamxaxapamepucmumnanpogynm-ﬁbmmms!

20090435.

Antonomun 20% (200 g/M), uudy3uoneH pasTrop Kom Pee. Ne

Albiomin 20% (200 g/1), solution for infusion
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2. KAMECTBEH M KOJIMMECTBEH ChCTARB | Ogospstue A

Yoeewky anbymun

AnSuomun 20% (200 g/l) e pasteop, ceabpikauy 200 g/l npoTentn o610, OT KOUTO NOHe 96% e
YOBEIIKH anbyMuH.

Beeku dnaxon ot 50 mi ewabpka 10 g HoBewmIkK MIA3MeHH POTEHHH, OT KOMTO NoHe 96% e Yoseniku
anbymun (human albumin),

Beekn duaxon ot 100 ml ceabpixa 20 g YORELWIKK NNa3MEHK NpOTEHHH, OT KOWTO noHe 96% ¢
uyosewkH andymMuH (human albumin).

[TpoAYKTBT HMa XHNEPOHKOTHYEH eeKT.

[MoMowWHY BEMECTBA ¢ H3BECTHO JICHCTBHE:!

Enun dnaxon 50 ml Anéuomun 20% (200 g/I) chabpxa npudausurenno 140 mg (6,1 mmol) natpuii.
Eaud dnaxod 100 ml AnSuomun 20% (200 g/1) coabpika npuGnusurenno 280 mg (12,2 mmol)
HaTpuid,

3a MbAHWA COKCBK HA TIOMOLHHHTE REHICCTBA BHOKTE ToUka 6.1,

3. JEKAPCTBEHA ®OPMA
HMndysuonen pastBop

bucrpa, cnabo BUCKO3HA TEUHOCT; NOUTH GE3UBETHA, JKBITA, KEXIHOAPEHOMNBIITA UK 3ENEHA.

4. KJIWMHHUYHHA TAHHHU

4.1 TepaneBTHYHH NOKA3aANUA

ByacTaHoBsBaHe W NOAALPKAHE Ha €PEKTHBHHS LIMPKYIATOPEH 0GeM NpU XMNOBOIEMHYHH
ChCTOAHHA, NOKA3AHH 38 HINOJ3BAHE HA KONOWHHA Pa3TROPH.

4.2  Jdo3npoBKa H HAMMII HA NPHJIOKENHE

KoHuenrpauuata Ha anGyMHHOBMS PasTBOP, A02ATA U CKOPOCTTA HA HH(Y3IHATA CE ONPEACHAT OT
WHAHBHAYAHHTE HYKAH Ha MallHEHTA.

HozapoBka

Heobxonnmara f03a 3aB¥cKH OT TETTIOTO HA NALMEHTA, TEKECTTA HA TPABMAaTa MITH
KAKTO H MPOJhDKABALIMTE 3ary0H Ha TEUHOCT MAH NPOTEHH. 3a onpeneasHe Ha H




TpﬂGBﬂ J1a ce NOJI3BAT NOKA3ATENH 3a ANEKBATHOCT HA o0eMa Ha LHPKYAMpPpALIATA KPBB, 4 HE
TUTA3MEHHTC aﬂﬁyMHHOBH HHEBEA.

IIpH HeoGXOAUMOCT OT NPpUICHKEHHE HA YOBELIKH andyMHUH, TpAOBa peloBHO 4 Ce CIEAAT
XEMOAHHAMHYHHTE NIOKA3aTENH, KaTo HANpHMeEp:

. ApTepHanHo HanAraHe u MyJicoBa YECTOTA
. LlenTpasiHo BEHO3HO HaNAraHe

. Hansrane B 6enogpobHara aprepms

. Jlypeaa

¢ Enextponuri

.

XeMornoOUH/XeMaTOKpHT

Hauun na npuiokenue

HMuTpaBeHo3HO NpHNOKEHHE
YHosewkuaT anbymun Moxe Aa OblIe NPUIAraH QUPEKTHO MHTPABEHOIHO MK 1a Obe pa3pesieH ¢
H30TOHHYEH PA3TBOP (HANp. (PHIHONIOTHYEH PasTROP).

Cxopocrra Ha HH(]y3uaTa TpaGea na 6bae chobpasena ¢ MHAWBKHAYAJIHUTE 0COOEHOCTH HA MALMEHTA H
NoKa3aHHgTa.

[1pu nnasmen o6men, ckopoctTa Ha HHhy3MaTa TPAGBA 1a ce afanTHpa KbM CKOPOCTTA HA OTAEAHE
Ha MAa3mMara.

4.3 TIlpornBonokazanud

CBpBX4YBCTBHUTENHOCT KM aGYMHHOBH PA3TBOPH WIH KbM HAKOE OT MOMOLLHHTE BeLiecTRa,
nibpoenu B Touka 6.1,

44 CneuuanHu npeaynpesaAcHHs H LPeANasni MEpKy 1PU ynorpeda

IIpocredumocm
3a na ce nonobpH NpoCNEAMMOCTTa Ha GHONOrHUHUTE ACKAPCTBEHH NPOIYKTH, HMETO W NaPTHAHKSAT
HOMEP Ha NIPHIIOKEHHA MPOAYKT TpAbBa na GbuaT ACHO 3anUcaHu.

Tpancyucusnu azenmy

CTannapTHUTE MCPKH 3a NIPEaNa3BaHe oT UHQPEKLMH THIM U3NON3RAHETO HA NPOAYKTH, [IONYHCHW OT
HOBEWKA KPBR HITH T1a3Ma, BKAIOUBAT noaGupaHe Ha NapHTeNH, CKPMHHHT Ha MHAWBHAYAIHHTE
HapseaHusg W cOOpHaTa NAa3Ma 38 MAPKEPH 33 MHMEKUHOZHH NPUHHHUTEIH, KAKTO W BKJIIOUBAHE HA
e(heKTHBHY IPOH3BOACTBEHH €TarlH 33 BUPYCHA HHAKTHBALIHA MJTH OTCTpaHABaHe. He3aBHeUMO oT
TOBA, [IPH NPHNAraneTo Ha MPCOYKTA, NMOTYYEHH OT YOBEILIKA KPBB H IJIa3mMa, HE MOKE HAMLJIHO Aa ce
W3KITIOUH MPEABAHETO HA HHMEKIIKO3HH NIPHUMHUTENH. TOBA C& OTHACH CBHILO M 33 HEMO3HATH MIIH
HOBONOABWIIH CE BUPYCH ¥ APYTH NaTOTEHH.,

He ChIIECTBYRBAT AaHHH 3a npeaasane Ha BHpyCH C EIJ'IGyMHH, NPOH3BLCACH ChINACHO U3HCKBAHKATA Ha
Esponeiickara ®apmakones.

Hpednazuu mepxu npu ynompeta
ConMHEHHE 32 anepruueH WK aHaGUIAKTHYEH THIT peakLMs M3HCKBA He3alarpHo chiMpane Ha
BIMBaHeTo. B cnyyai Ha wok Tpabea 1a ce npuioxu CTaHAapTHO NEUEHHE.

B CIYUauTE, KOTATO XHMEPRONEMHATA U NOCNEACTBHATA OT HEA WITH XCMOAKTYLHATA Ca

PHCKOBH 3a naumenTa, anbymun Tpabea na ce npunara BuuMartesto. [lpumepn 3a 1a
ca:

» JleKOMIECHCHPaHA Chp/IEYHA HENOCTATBYHOCT
o XHNeproHus

* Bapuuu Ha xpaHonpoeosa



benoapobeH otTok

XeMoparuuHa avaTesa

Texka aHeMHA

AHypHs C peHAICH WK MOCTPEHANeH NPON3Xoa

Kononno-ocmornunnat edext na 200 g/l wosenmku anbymuH € npubIM3UTENHO YETHPK MBTH NO-
BHCOK OT TO3Y Ha rnasmara. CneoRaTe/THO, NPy NPUNAraHe Ha KOHUCHTpUpaH albyMUHOB pasTeop €
HeoGxomuMo J1a 6bjie OCHIypeHa afeKsaTHa Xuaparauus Ha Sonnus. 3aenHo ¢ Tosa, Sonuute Tpabsa
12 ObJaT MOHHTOPYPAHH 32 MPEANA3BAHE OT BL3HUKBAHE HA LMPKYNATOPHO NMPETOBAPRAHE H
XHMepxuaparanus.

200-250 g/l yorewxy anbyMHHOB pa3TeOp € NO-GeleH na enekTpoauTH B cpasHenne ¢ 40-50 gfl
uoBeLIkH anbymuHoB pazTrop. [lpH npunoxkenne Ha anGyMHHK € HeOOX0AMMO NIPOCTEAABAHETO Ha
SJIEKTPOIIMTHTE B cepyMa Ha Gomumna (Bx. Touka 4.2.) v 8B3CTAHOBABAHE H NOJLILPKAHE HA
eNeKTPOaHTHHs GanaHc,

AnGyMUHOBKTE pasTBOpH He OMBa na GBAAT pazpexNaHu C BOA 38 HIDKEKUHH, ThH KaTo TOBA MOME
Na J0BENe 10 XEMOJH3a MPH NAHEHTHTE,

[1pu npenvBane Ha NMo-rojieMH obemu e HeoOX0AUMO MPOCIIEAABAHE HA KOATYIAMMATA U XEMATOKPHTA.
Tpabpa aa ce OCHINECTEH A/IEKBATHO 3aMECTBAHE M HA OCTAHAIUTE KPLBHH KOMNOHEHTH ((pakToph Ha
KPBBOCHCHPBAHETO, ENCKTPONIHTH, TPOMOOUNTH H EPHTPOLIMTH).

XHIepBoaeMUs MOSKE /12 HACTBIK AKO [03aTa U CKOPOCTTA Ha HH(Y3HA HE Ca alanTHPaHH KkM
LIMPKYAIKATA HA KOHKPETHYWS naurenT. [Tpy nhpBHTE CHMITOMK HA XUnepsoneMua (rnasobonue,
ZHCIIHEA, IIHEH BEHO3CH 3aCTOH ), KAKTO ¥ NPH NOBHILEHC aAPTepUANHO HANAraHe, NOBHLIEHD BEHO3HO
naaarase Win Genoapober oTok, HHY3HATa Tpabea Hesabasro fa GbAe cripAua.

CoAbpskaHne Ha HaTpHi

Toau NexapcTsen NpoAyKT chALpiKa NpuGausuresnno 140 mg vatpnii (6,1 mmol) Ha 50 ml gnakon,
KOUTO Cd eKBHBANEHTHH Ha 7,0% OT IPenopbUMTEIHHA MAKCUMATICH IHEBEH NPHEM OT 2 g HATPHH Ha
C30 3a Bp3pacreH..

To3n nexapcTBeH NPOAYKT ChAbpa Nprban3utento 280 mg watpui (12,2 mmol) va [00 ml dnakon,
KOWTO Ca eKBHBANCHTHH Ha [4,0% oT npenopbuuTeNH1s MAKCHMAIEH JIHEBEH MPHEM OT 2 & HATPHI
Ha C30 3a pb3pacTeH.

4.5  BaaumoaeiicTBHe ¢ APYrH JIEKAPCTBEHH NPOAYKTH M ApYru (JOPME HA BIANMOJIeHCTRIE

He ca nosnaTH cneunduutH B3aMMOREHCTBHA HA HOBCUIKHUA an0yMUH ¢ JIPYTH IeKApPCTBEHY
NPOJYKTH.

4.6 Depruauter, HpeMEHHOCT H KEPMEHE

bpemennoct
bezonachHocTTa Ha npHnokeHue Ha AnGuomun 20% (200 g/I) npn 6pemeHHn He € n3ciieaBaHa B

KOHTPONBPaHH KINHHWYHH H3nUTBaHMe. OT Apyra cTpaHa ofaye, KIHHWYHUAT ONKHT C NPWIOKEHHE Ha
YOBEIUIKH ANI0YMHH HE NPEANONAra HANMYKETO HA YBPexkaluy edeKTH BbpXy GpeMeHHOCTTa, n1oAa 1
HOBOPOACHOTO.

EKCI’!GPKMCHTMHHTG NPOYYBAHHA C ONKMTHH KUBOTHH C€a HEAOCTATbHYHM 34 OLICHKA Ha Be3onacHOCTTA

MO OTHOWEHHE PENIPOAYKTHBHOCTTA, PA3BHTUETO HA (1044, NPOTHYAHETO HA 6pemeﬂﬂoc1wyl
NOCTHATANHOTO pasBuTHE. OT Npyra crpaHa anbyMHHBT € HOPMAIHA CHCTABKA HA YOBE REpLAT

4.7 EdexTs Brpxy cnocofHOCTTa 32 modnpane n pabora ¢ MAIIHIH

He ca Habntoiagann edextu BLPXY CnocobHOCTTA 3a wodupare 1 paGoTa ¢ Mamml‘. &



4.8 Hewxeaann nexaperseni peakiun

Psako HaCTENBAT JIEKO M3pa3eH! HEXENaHW PeaklMu KaTo 3auepBABaie, YPTHKAPHA, TPECKA H rafeue.
Tesu peakunn 0BKRKHOBEHO OBP30 M3YE3BAT NPY HAMANARAHE HA CKOPOCTTA Ha HH(Y3UATA WK NpU
cnupaneTto . B usknounTenHo peaky ciyvad ce HabniofapaT TexK peakuMM kato wok. B takvea
ciyuan HHQY3uATA He3abaBHO TPaGBa fa GbAe cnpsHa 1 J1a Ce HA3HAYW MOAXOARULO ICUEHHKE.

3a undopmalins 3a 6e30MacHOCTTA N0 OTHOIUEHUE HA TPAHCMHCHBHUTE 3a601ABaHHA, MO IPOHETETC
TOoMKa 4.4.

Cwobmarane Ha IONO3MPAHK HEXKENaHH PeakLu

C0ofIaBaHeTo Ha NNOAO3UPAHH HEMEIAHN PEaKLMH CleA paspeluaBaHe 3a ynorpeba Ha 1cKapCeTReHUs
MPOAYKT € BaxcH0. ToBa No3BONARA A NPONBIKH HAONIOIEHHETO HA CHOTHOLIEHHETO MON3a/PHCK 38
NEKAPCTBCHUA TIPOAYKT, Or MCIHUHHCKHTE CIICHHATMCTH CC H3HCKRBA Na C'bOﬁl.U.aBaT BCAKA
n10J103paHa HEXKENlana peaxius ypes HsnbianuTensara ar¢HiMAa No aexapeTrara, yia. ,.AlamsH

I'pyer” Ne 8, 1303 Codpus, Ten.: +359 2 8903417, yebGeaitt: www.bda.bg.

4.9 TIlpenozmpane

[py BHcOKa no3a UK CKOPOCT Ha MH(Y3MA MOXKE Aa ce npeaun3skika xunepeonemus. [lpu nepeuTe
CHMNTOMH Ha 00EMHO HaTOBAapBaHE HA LMpPKYJauuata (rnapobonue, AMCTHes, LHEH BEHO3EH 3aCToH),
KAKTO # [IPH MOBHIEHO aPTEPHAIHO HATAraHe, MOBULIEHO UCHTPATHO BEHO3HO HAMATAHE MK
Benonpoben oTok, HH(Y3HATa TpaORa Hezabaero na Obae cnpsHa u TpaGBa fa ObAAT MOHUTOPHPAHH
XEMOJIMHAMHUHMTE MI0KAATENH Ha TalHeHTa.

5.  ®APMAKOJIOIHYHH CBOHCTBA
5.1 PapmakonnHaMHBYHH CEOACTRA

(DapmMakoTepaneETHYHA IPYNa: 3aMECTHTENM Ha NIasMa 1 n1asMeny nporednosH dpaxkunn, ATC kou
BO5SAAOL.

Hosewkuat anbymuH NpencTap/sea NOBEUS OT NONOBUHATA OT 00LMA DENTHK B MJ1a3MaTa U ChCTaBs
oxono 10 % ot nporentosata cuHTE2a Ha uepHUs Apob.

Duznkoxnmudny gannu: 200 g/l voselku anByMHH MMa CHOTBETEH XUNEPOHKOTHYCH edeKT.
Haii-gasktiute guavonoruunn grynkiny Ha anBymuna ce o6ycanaT o eeKTHTE My BbPXY
OHKOTH4HOTO HAAraHE HA KPBETA M TPAHCNOPTHATA My GyYHKUUA. AnOYMHUHBT cTabunuzupa obema
Ha UMPKYAXPANaTa KPbB W € HOCHTEN Ha XOPMOHH, EH3HMH, TEKAPCTBEHH NPOAYKTH H TOKCHHH,

52 @dapmMakoXHHETHYHE CBOHCTBA

B Hopmanuy yemosna ofuioTo konuuecTso Ha obmeHawKs ce anbyMuH B opraHdama e 4-5 g/kg
TEIeCHO TerNo, OF KOWTO 40-45% € paznonoked BLTPeCLIAORO 1 55-60% € B HIBLHCHLAOBOTO
npocTpaHeTro. [ToBninaBaHeTo Ha KaNKHAAPHHA NepMeabHIMTET IPOMEHS KAHETHKATA Ha anGyMrHa H
NP CCTOAHWA KATO TEHKKHM HITAPSIHHS MK CENTTHYEH LHOK Moske Aa ce Habmonasa abHOPMATHO
pasnpeneficHKe,

I1pu HOpManHu yCNIOBHA CPEAHHAT NOMYKMBOTHLT Ha anbymuHa € okono 19 nuu. BananckT Mexay
CHHTE3a H pa3srPpaKAaHETO HOPMATHO CE NOCTHIa OCPEICTBOM MEXaHW3bM Ha 00paTHa Bpb3Ka.
EnuMEHHPaReTO € NpeqMMHO HHTPALIETYIAPHO H €& OCBILECTBABA OT JIH3030MHHK NPOTEA3H.

B znpasy nupmusian no-manko or 10% or unyzupanus anGymun HalycKa MHTPABACKY)
MPOCTPAHCTBO B MBPBHUTE 2 waca cned undysuaTta. Mma sHauurenny iHIHBHAYANHM B f
e(lexTa BLpXY niasMeHHs obem. [py Haxow naunenTy, nnazmenusT obem octaga y I}i&
uaca, OT ipyra cTpaHa, NpH KPUTHYHO GOTHN NauWeHTy, anbyMHUHLT MOXKE 1a Han
HHTPABACKYJIAPHOTO NPOCTPAHCTBO B 3HAUMTENIHH KOMHYECTBA U B HENIPEABHANUMA




5.3 Ilpenkanununu janus 3a Gezonacnoct

YoBeKMAT aNGYMHH & HOpPMaJTHA ChCTaBKA Ha 4YOBELIKATA MJIA3Ma M Hrpae POJIATa Ha (PU3HONOrHeH
anbyMHH.

Ipu oNUTH ¢ HKUBOTHH, HACNIEARAHETO Ha EAHOKPATHATA TOKCHYHA 1034 € cnalo noKasareSiHo U He
IO3BONKRA OLIEHKATA HA TOKCHYHATA W JIETA/HA 1034, KAKTO M BPHL3KATa MeXy J103aTa U edekTa.
HzcnenpaneTo Ha TOKCHYHOCTTA NPH MOBTAPALULM CE JI03M HAMA NPAaKTHUYECKA CTOHROCT NOpaan

PA3BHTHETO HA AHTUTE/1A KbM XCTCPOJTOXKHHUTE NPOTEUHK NPH KHMBOTHHCKH MOACIH.

Ho cera, nama naHHy YoBeILKMAT anGyMHUH aa e cebpsBar ¢ eMOpuo-deTanta TOKCHUHOCT, OHKOTeHeN
WY MYTAr¢HeH NOTeHLWA.

Hama naHuaM 3a onucana 0CTpa TOKCHYHOCT MNMPH XXHBOTHHCKHUTE MOICIIH,

6. @®APMAIEBTHYHU JAHHHA

6.1 CouHenk HA MOMOIMERTE BelleCTRA

Harpuee kanpunat (16 mmol/l), Harpuer xnopua (63 mmol), N-auetnarpuntodanar (16 mmol/l),
BOJIA 32 WHIKEKLIMH.

6.2 HecosmecTHMOCTH

Hopewxuiat anOymuH He Tpabpa fa 6nae cMecran ¢ Apyru NEKapCTBEHH NPOAYKTH (OCBEH
NOCOYSHHTE B TOYKA 6.6), TENHOLEHHA KPBB W epPUTPOLHTEH KOHLSHTPAT,

6.3 Cpoxk ua roguocr

3 roauHH

6.4 CrnenHajiHH YCJOBHA HA ChXpalienne

Ha ce cexpanana rox 25°C. a He ce 3ampazdea.
Crxpausgaiite pnakoHa B KapTOHEHaTa ONAaKOBKa, 3a Jla CE NPEANa3H OT CRETIINHA.

6.5 Jlannaw 3a onaxosxkara

30 ml unu 100ml or pasTeopa ce TbAHAT BLB (naxoH (cThkno tun 1) che cHBa ryMena 3anyuianka
{6pomobyTHI) M anyMuHueRa Kanavuka. Beska onakoska cuAbPKa €4MH (BRakon,

6.6 ChennanHn npeAuA3INH MEPKH HPH HIXBLPANHE U paboTa

Pa3Teop®T MOXKE na 6bAE AUPEKTHO NPHAGIKEH KHTPAREHOIHO, MK MOXe Jla 6ble paspeseH ¢
H30TOHHYEH pasTeop (Hanp, 0,9% pasTeop Ha narpHes xnopua).

PaszTeopbT Ha anbyMuH He Tpabpa aa 6bae pPaspekaan ¢ BOJAA 38 MEDKEKLIHH, 3aL0TO TOBA MOKE 14
[PEAH3IBHKA XEMONH3A NPH NalHedTa.

AKO C€ HHPYIUPAT roJicMH KONIHYECTBA Npefiu yrotpela NpoAyKTsT TpAga Aa Obae 3avoriaH a0
CTAHHA WITH TeJIeCHA TeMIIepaTypa.

PasTsop®T TpaGea ga 6pae Guerhp MK neko onanecuente. Jla ve ce ynorpebasar
Ca MBTHH HJIH UMAT yTailka, Tosa roka3Ba, ue POTEHHHTE ca HECTAOUIHK U Y
KOHTAMHHHpAH. /

[3,,




PasteopbT TpaGBa Aa ce [pHiara BEAHAra Clie/l OTBaPAHETo Ha rakoHa. Benuku ocTaTLyHH
KOQJIHMCCTRa OT TpOAYKTa, TPHGBa Aa 6'b)laT H3XRBPIAHHY HA ONMpEASNeHATES 3a TOBA MECTA Chrl1aCHO
MECTHHTE H3UCKBAHMS,

7. NNPHTEXKATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

RBiotest Pharma GmbH
Landsteinerstralle 5
63303 Dreieich
FepManus

Ten.: +49 6103 801 0
@akc: +49 6103 801 150
Mmeiin: mail@biotest.com

8. HOMEP(A) HA PAZPEINEHHETO 3A YIIOTPEBA
20090135

9. JATA HA IIBPBO PA3SPEHIABAHE/TIOJAHOBABAHE HA PASPENIEHUETO 3A
YIIOTPEBA

Hara va nepeo pazpewasane: 02.04.2009

Hara na nochepHo noaHosaeane: 10.07.2012

10. JXATA HA AKTYAJIMIUPAHE HA TEKCTA

02/2020




