KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

W3MbJIHATENIHA ATEHUWA NO NEKAPCTBATA

Kpamxa xapaxmepucmuxa Ha npogyxma - [pusoxerue 1
Kbm Pez. Ne ..

1. MME HA JJEKAPCTBEHUS MPOAYKT

Anbyreun 50 g/l, uudy3uoHeH pa3TBOpP.
YOBELIKH aJIOYMUH

lllllllllllllllllllllllllllllllllllllll

Albutein 50 g/1, solution for infusion
human albumin

2. KAYECTBEH 4 KOJIMYECTBEH CbCTAB

An6ytenn 50 g/l npencrasnssa pasteop, chabpkai 50 g/l (5%) obur npoTerH, oT KOWTO MoHe 95% e
YOBELIKH aJIOYMHUH.

Byrunka ot 100 ml cbabpxka 5 g 4OBEWIKH aJIOyMHH.
bytunka ot 250 ml chabpxa 12,5 g yoBemky ajiOyMHUH.
byruika ot 500 ml ceabpika 25 g yoBelIKH alOyMHH.
Cak ot 100 ml chabpka 5 g 4OBELIKH aI0yMUH.

Cak ot 250 ml ceabpxa 12,5 g yoBewku anbymuH.

Cak ot 500 ml cpabpxka 25 g YOBEIIKH aJIOyMHMH.

Anbyreun 50 g/l uma cnab XUNOOHKOTHYEH €(EeKT CIpIMO HOpMaJIHaTa IUIa3mMa.

[TomomHo(H) BeniecTBO(a) C U3BECTHO JIEUCTBHE

PastBopsT chaspxka Mexay 130 — 160 mmol/l natpuii u no-manko ot 2 mmol/l kanuii.
[IponsBeneH oT mja3mMara Ha YOBELIKH JIOHOPH

3a IMBbJIHUSA CIIUCHK Ha TTOMOILIHHUTE BelleCTBa BHKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA
Undy3noHeH pa3TBop.

bucrtpa, cnabo BUCKO3HA TEYHOCT, NMOYTH Oe31LBETHA, XKbJITa, KEXJIMOAPEHOXKBJITA HIIH 3€JICHa.

4. KJIMHNUYHHU IAHHH

4.1 TepaneBTHYHH NOKA3ZAHHS

Bb3craHoBsiBaHe M MOUIbpKaHe Ha o0ema Ha LMPKYJIMpallara KpbB, KOrato € ycraHoBeH 00eMeH
NnedULAT U € YMECTHO Jia C€ U3I0JI3Ba KOJIOU/L.

ANOyTEeHH MOXKe J1a C€ HU3MOJI3Ba NMPU BCUYKU Bb3PAaCTOBU IPyIu. 3a NneJMaTpyuyHa IoITyJialus, BHKTeE
TOukKa 4.4.

4.2 J0o3MpoBKAa H HAYHH HA NPHJIOKEHHE

KDHHBHTPBH,HHT& Ha aﬂﬁyMHHGBHH pa3TBOpP, N1O3UpPOBKATa U CKOPOCTTA Ha HHCI)YBHH
ajJarTHpaHd KbM HHIAWBHAYAJTHUTE HYXK/IH HA INallUCHTA.




Ho3upoBka

HeoOxoauMara g03a 3aBUCH OT TEITIOTO Ha MAIlHEHTa, TEXECTTa Ha TpaBMaTa WiH 3a00/saBaHeTO H OT
MpoABDKaBalHTe 3ary6H Ha TeaHoCT U GeATHK. 3a a ce onpejenH HeoOXoHMaTa 11034, TpaOBa a ce
H3NOM3BaT M3MEPBAHUA Ha aACKBATHOCTTA Ha HUPKYHpalua obeM, a He Ha HMBATa Ha IU1a3sMEeHHA

andyMHuH.

AKO LE Ce Ipuiara YoBemKky anbyMHH, XeMOAHHAMHYHHTE NIOKa3aTenu Tpabpa ja ce Habmonasar
PEAOBHO; TOBA MOXKE [1a BKIIIOYBA:

- apTEPHANIHO KPBBHO HAJIATAHE H YECTOTA Ha ITyJica
- LIEHTPAIHO BEHO3HO HAJIATAHE

- GenoapodHO apTEpUANTHO HANAraHE

- Avype3a

- CNIeKTPOJIUTH

- XEMaTOKPHT/XeMOTNIOOHH

Heouampuvna nonyarayus

besonacroctra ¥ eprkacHocTTa Ha AnGyTerH 50 g/l npu Aena He ca YCTAHOBEHHW B KOHTPOJIHpaHH
KJIMHWYHHY H3NMUTBaHMUA. BioxTe chino To4ka 4.4,

HauuH Ha MPHUIOKEHHE

YopeukuaT aldyMHH MOXE J1a Ce NpUiara JUPEKTHO 110 HHTPABEHO3€EH BT,

CkopoctTa Ha HH(Y3uaTa TpAOBa Aa ce KOpUrupa B 3aBHCHMOCT OT HHAHBHIYAJIHHTE 00CTOATENICTBA
W NOKA3aHHA.

ITpm rurazmMen 0OMeH CKOpOCTTa Ha HHPY3HATA TpAOBa A4 CC KOPUTHpaA CIIPAMO CKOPOCTTA Ha
OTCTPAHABAHE HA Na3Mara.

3a noeve nogpoOROCTH BIOKTE TOYKA 6.6.

4.3 IHporaBonokazannsg

CBPBXYYBCTBHTETHOCT KbM AJIOYMHHOBH Pa3TBOPH MM KbM HAKOE OT NMOMOUIHUTE BELICCTRA.
4.4 ChnenualHu NpeqynpexaeHHn ¥ NPeANAIHA MEPKH npu ynorpela

[IpocnegumocTt
3a na ce noaoOpu mpocneAUMocTTa Ha OHONIOTMYHHUTE JIEKAPCTBERH MPOAYKTH, HMETO U HAPTHIHHAT
HOMEp Ha NIpWIaraHusa NpoAyKT TpaOea Ja 6bAAT ACHO 3aImCaHH.

[Ipn chMHEHHE 33 peaKUMH OT AJIePrydeH HIIW aHaAQWIAKTHYEH THI ¢e Hanara He3abaBHO

npekparaBaHe Ha HHOY3uATa. B cmydail Ha mok TpaAOea Aa ce MPUITOKM CTAHAAPTHO MEAMIUMHCKO
JICUCHME 32 IIOK,

AnGymuH TpaOBa 1a ce npuiiara BHUMATEIHO IIPH CHCTOAHHS, ITPH KOUTO XUIIEPBOJIEMHUA M HEHHHATE

[IOCJIEACTBHA HIH XEMOIHUITYIHAA MOXKE a NPpEACTAB/IABAT ocobeH PHCK 3a INallUCHTA. HPHMEPH 34
TAaKUBa CHCTOAHHA Ca.

- JIeKkoMIIeHCHpaHa Chp/ACUHA HEAOCTATHYHOCT
-  XHIIEPTOHWA

- Esodareannyu sapuim

-  benoxzpobenenem

- XeMoparuyda auatesa




-  Texka aneMus
-  PenanHa ¥ NOCTPEHATHA aHYPHA.

B nocT-X0K aHaIW3 Ha MOJArpyrna Ha NalHeHTH ¢ TpaBMaTHYHO MO3BYHO YBpPEXKIAHE, B
PaHAOMHM3HPAHO KOHTPOJMPAHO MPOYy4YBaHEe HA GH3HONOTHYEH Pa3TBOP cpeuly andyMuH 3a
Bb3CTAHOBABAHE HA TCYHOCTH MPH KPUTHYHO OOHY NMauyeHTH, aiSYMHHET € CBBP3aH C MOBHIIEHO
BBTPEYEPENHO HAJIATAHe M MOBHIIEHA CMBPTHOCT B CpaBHEHHE ¢ (pH3nonoruded pastsop. [lopanu
TORA ANOYMHHBT TPAORA Ja ce MpHiiara ¢ INOBHIICHO BHUMAHKE MPH NMALUHEHTH ¢ Y¢penHO-MO3bYHA
TpaBMa.

PastBopM Ha YoBemKkH anGymuH ¢ KoHUeHTpauumsa 200-250 g/l UMaT OTHOCHTETHO HHCKO ChIBbp)KaHHe
Ha eJIEKTPOJIHTH B CpaBHEHME ¢ Pa3TBOPH Ha HYOBeIIKH anbymuH ¢ koHUeHTpaums 40-50 g/l. Ilpu
npuiaraHe Ha an6ymMuH TpaOBa a ce HabMoaBa eJICKTPOIMTHHAT CTATYC Ha NALMEHTa (BXK.

TOuKa 4.2) M a2 ¢ce npeanpyueMar NoAXOo/AALH MEPKH 3a BE3CTAHOBABAHE WIIH NOJTABPIKAHE HA
eNeKTPONIATHHA OanaHc.

AKO II€ ce 3aMeCTBaT CPABHHTETHO TOJIEMH 00eMH, € HeOOXOAUMO Ja C€ KOHTPOIMPAT KoaryJlalMaTa
U XeMaToKpHTa. TpabBa fga ce npeAnpueMaT MEpPKH, 34 08 € OCUIYpH MOIXOAAIIO 3aMECTBAHE Ha
APYTHTE KPBBHH CHCTABKH (aKTOpH Ha KPBBOCBCHPBAHETO, ENIEKTPONIUTH, TPOMOOLIMTH H
ePUTPOLIMTH).

Mooxe /1a Bb3HMKHE XHIIEPBOJIEMHA, AKO AO3MPOBKATA M CKOpPOCTTa Ha UHGY3HA He Obaat
MPHUCTIOCOOEHH KbM LIMPKYJIATOPHOTO CHCTOAHHE Ha nateHTa. IIpH MbpBHTE KIIMHHYHHK NMPU3HALM HA
KapAHOBaCKyJIapHO NnpeToBapBaHe (rnaBoborne, JHCIHEN, KOHMECTHA Ha ¥0ryJlapHaTa BeHa), WiIH
NOBHINEHO KPHBHO HAIATAHE, TOBHIIEHO BEHO3HO HayIsraHe u 6enoapoden eaem, uadysuara Tpadea
He3abaBHO Ja ce MPeKpaTH.

TpaHCMHCHBHH areHTH

CraHaapTHHTE MEPKH 3a TIPEIOTBPaTABaHE Ha MHGEKIMM BCIICACTBHE Ha yrioTpebaTa Ha JICKapCTBEHH
MPOAYKTH, NOTYYEHH OT YOBELIKa KPbB WIH IUTA3Ma, BKIIIOYRAT NOAOOp Ha JOHOPHTE, CKPHHUHT Ha
OTAC/THHTE KphBOAApABaHWA B cOopHaTa rutasMa 3a cnelMpUIHM MapKepH 3a HHQEKIMS U BKIOYBaHe
Ha e(DEKTHBHH IIPOM3BOICTBCHH €TANM 34 HHAKTUBHPAHE/OTCTPaHaBaHE Ha BUPYCH. BBIpeKH ToBa npH
[IPWIAraHeToO Ha JJeKapCTBEHH NPOAYKTH, NOIY4EHH OT YOBEllKa KPbB HIIH IUTa3Ma, HE MOXE HAITBJIHO
Jia ce H3KIIOYH Bh3MOXKHOCTTA 3a NpeJaBaHe Ha HHPEKUMO3HU IPUIHHUTENU. TOoRa ce OTHACA ChINO H
33 HEH3BECTHH MJTM HOBOTIOABABAIIH C€ BUPYCH M APYTH NMAaTOI'CHH.

Hsama cr00imeHMa 3a npeiaBaHe Ha BUPYCH ¢ aJIOYMHH, NPOH3BEACH B CEOTBETCTBHE ChC
cnenuduxanuure Ha EBponefickara papMakornes 4pe3 YTBBPACHH MPOLIECH.

Ocobeno nNpenopbYMTESTHO € BCEKM IThT, KOTaTO Ha nauuedT ce nmpwiara Anoyreud 50 g/l, na ce

3aIUCcBaT UMETO ¥ MAPTHAHHUST HOMEp Ha NPOAYKTa, 3a Ja ce MOAALPKA 3aIHC Ha MPUIOKEHHTE Ha
naLHeHTa ATOYMHHOBH MPOXYKTH.

[TeauaTpUdHa Oy JIaL¥s

besonacnoctTa H edpukacHocTTa Ha AndyrenH 50 g/l mpy gena He ca yCTAHOBEHH B KOHTPOIHPAaHH
KJIMHHYHH H3NTHTBAHHA.

KIMHHYIHUAT ONMT ¢ anOyMHH NpH Aelia obage mpeanonara, 9¢ He ce 04aKBaT BpeaHH eheKTH, MpH
yclioBHe 49e ¢¢ o0ppiia crieliMaiHO BHHMAHHE Ha J03aTa, 3a Ja ce n30erHe KapAHOBacCKyJIapHO

NpeToBapBaHe.

CrelMaTHH NpeAYNPEXKASHHA 33 NOMOLIHWTE BELIECTBA
s/

To3n nekapcTBeH MPOAYKT chabpka 333,5 mg HaTpuii Ha 6yTiiaka/cak ot 100 ml, 83 ,&m\f;fa i '




Ha 16,7%, 41,7% u 83,4% ot npenopruanua oT C30 MakCHMAaCH AHEBEH NPHEM OT 2 g HATPHH 34
BL3PAcTEH.

To3H JeKapcTBeH NPOAYKT ChABPKa Kanuii, mo-Manko ot 1 mmol (39 mg) Ha 6yTHika/cax, T.e.
TIPAKTUYECKH HE ChIBPIKA KATHH.

4.5 B3ammone#cTBHE ¢ APYTH JEKAPCTBEHH NPOAYKTH H APYIH GOPMH HA B3aHMOAEHCTBHE

He ca H3BeCTHH cneuwaHy B3aMOEHCTBHA HA YOBEW KNS aI0YMHH C IPYTH JIEKAPCTBEHY
NPOXYKTH.

4.6 DeprHIAATET, OpeMEeHHOCT H KbpPMERe

bpeMeHHOCT

Besonacuocrra Ha AnbyTrenr 50 g/l 3a ynorpeba npH xeHH no BpeMe Ha OPEMEHHOCT He €
YCTAHOBEHA B KOHTPOJIHPAHH KIHHHYHH H3rmTBanusd. KIIHHUIHMAT ONHUT ¢ anbymuH obaue
Npearnociara, 4e He ce 09aKBaT BpeHU e(PeKTH BHPXY X012 Ha OPEMEHHOCTTA WM BBPXY IUIONA U
HOBOPOACHOTO.

KBpMeHe

He e n3ectho ganu Anbyrenn 50 g/l ce exckpernpa B kbpMaTa. EkCkpelMaTa Ha YoBeIIKH aAN0yMUH
B MJISIKOTO HE € IPOYy4€eHa IPH )KHBOTHH. 3a PELICHHETO JAIH A8 CE MPOIb/DKH/TIPEY CTAHOBH
KBPMEHETO HIIH J1a C& MPOXs/DKH/ IIPeyCTaHOBH TepanuaTa ¢ AnGyrenH TpsaOBa aa ce B3eMaT NpeaBra
MoJi3aTa OT KBPMEHETO 3a ACTETO M 10JI3aTa OT TepanuiaTra ¢ AnGyTenH 3a MaikarTa.

De HTET

He ca npoBexxaaHH Opoy4BaHHA Ha penpoOLYKUNATA MPH XHBOTHHU ¢ Anbyrenn 50 g/l.

Tpabsa na ce UMa rpeaBu, Y€ YOBSIIKHUAT AIOYMHH € €CTECTBCHA ChCTABKA HA YOBEIIKATa KPbB.
4.7 EdexTn Bbpxy cnocobuocrTa 3a modprupane 1 pabora c MAMBEAR

He ca HabmoparaHHu edextu BBpXY cnocobHOCTTa 33 InodpupaHe U paboTa ¢ MaLUMHM.

4.8 Hexenann JeKapCTBEHH PEAKIBH

O6061menue Ha npoduna Ha He30MaCHOCT

Cnabu peakiMM KaTo 3a4€pBABaHE, YPTHKAPHA, IOBUINIEHA TEMIIEPATYPa U rajieHe BL3HHUKBAT PAJIKO.
Te3u peakiuu 0OMKHOBEHO H34€3BAT OBP30, KOraTO CKOPOCTTa HA MH(Y3UATa ce 3a0aBH HITH

HH]Y3HATA CE MPEeKpaTH.

MHOro psaKo MOXE A3 BE3HMKHAT TEKKH peaklMH kaTo aHapuiakTHIeH oK. B Takuea cirygau
nH(Yy3uaTa TpAOBA 1a Ce npeKpaTH U Aa Ce 3aN0YHe NOAXOAAII0 JICYEHHE.

3a fe30macHOCTTa O OTHOLIEHHE HA TPAHCMHMCHBHH areHTH BIDKTe TOUKa 4.4.

TabnwveH COMCHK Ha HEXKENAHUTE PeaKIIUY

Hanenara no-no0iry Tabinua € B CbOTBETCTBHE ChC CHCTEMO-OPraHHaTa KIaCH(pHK:
Ha npeanoduTaH TepMuH) o MedDRA u Bxnousa Hexenanu cuburisa npu ynoTpe
C YOBEIIKH a10yMHH.
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CrnenHuTe NaHHH CHOTBETCTBAT Ha NMpodiia Ha H€30TacHOCT 3a pasTBopa ¢ YoBellkH andoymun Grifols
U Ca MOTBBPACHH OT NMNOCTMAPKETHHIOBUA ONMUT. 1l KaTo CHOOIIABAHETO HA HEXEJIAHH PEaKLHH B
NOCTMapKETHHTOBY YCIIOBHA € NOOPOROIHO M HABA OT NOITY/IAUMA ¢ HEM3BECTHH Pa3MEPH, HE €
BBH3MOXKHO [1a C€ HanpaBH HaJIeX/IHa OLICHKA Ha YeCTOTATa Ha T3 peaKlHH:

E;;T;:Inpmﬂm krac (COK) mo Hexenana peaxkius YecToTa
AHapUIAKTHYEH 1OK

Hapywenns Ha HMyHHaTa CHCTEMA Anabpunakrignda peakuus | C HEH3BECTHA 4ECTOTA
CBpEXYYBCTBHTEIHOCT

CBA0BH HapyINCHHA 3adepBaBaHe C HensBecTHa yecToTa

CToMallIHO-YpeBHH HapyLIEHHS ll'agene C HeH3BEeCTHA 9eCTOTA

Hapywmenyns Ha KOXaTa H NOAKOXHATA C HeusBecTHA 4eCTOTA
YpTuxkapus

TbKaH

O61n HapyieHHA U epeKTH Ha MACTOTO Ha Mipexchs C HeH3BecTHA YeCcTOTa

IIPHIOKEHHE

[leauaTpudHa moNynalMs

JIMnCcBaT KOHKPETHH JaHHH 32 OLIEHKA Ha Bb3MOXHOCTTA 338 OTKPHBAHE HA PasliIHUHH HEXKEIaHH
peaKIMH B Ta3H MOMyIalHA.

CrobinaBane Ha MOAO3UPAHH HEXKEJIAHH PEAKLIHH

Cb00maBaHeTo Ha NONO3MPAHH HEXEIAHH PeakLMy Clie] paspeliaBaHe 3a ynorpeda Ha J1eKapCTBEHHS
MPOAYKT € BaXKHO. ToBa no3posnsABa na NPOTBIDKH HaOMOAEHHETO Ha ChOTHOUWIEHHETO NOJT3a/PUCK 32
JIeKApCTBEHHA NPOAYKT. OT MEAULIMHCKHTE CNIEIHAIMCTH C€ H3HCKBa Ja chobInaBar Bcaka
NOI03HpaHa HEXElaHa peakliia 9pe3 HaUMOHAIHA cucTeMa 3a chobinasane, B U3mpaHMTENHA areHIs
110 nexapcTeaTa yiu. ,,Jlaman I'pyes™ Ne 8, 1303 Codua, Ten.: +35928903417, ye6eaiir: www.bda.bg

4.9 Ilpeno3zmpane

AKO XO3HPOBKATA H CKOpOCTTa Ha HHPY3HATa Ca NMPEKANCHO BUCOKH, MOXE /12 Bb3HUKHE
XHITEPBOJIEMHA.

[Ipn mbpBUTE KITMHHUYHHE NPH3HALK HA KapAWOBACKYJIapHO NpeTopapaane (rnapoboike, AUCITHEA,
KOHFeCTHA Ha IOTyJlapHaTa B€Ha) MK NOBHLIEHO KPhBHO HAAraHE, MMOBHIICHO LIEHTPAIHO BEHO3HO

Hansrane u fenonpoben enem, uaGy3uATa TpAOBa He3abABHO Na CE IPEKPATH U BHUMATENHO Aa Ce
Ha0MI01aBaT XEMOIUHAMHYHHTE NTAPAMETPH Ha NAalUeHTa.

5. ®APMAKOJIOTHYHM CBOHCTBA
5.1 ®@apMakoJHHAMAYHHA CBOHCTBA
QapmakoTepaneBTHYHA rpyna: IUIa3MEHH 3aMECTHTENH K IPOTEHHOBH (pakiun B asmata, ATC
xox: BOSAAOQI

Iu1a3Mata M okoso 10% ot chHTe3a Ha NPOTEeHHH B YepHMS Apob.

OH3UKO-XUMHYHH NaHHH: YoBeKUAT anGymuH 50 g/l uMa cnab xunooHKoTHUECH ede
HOpMAaJIHaTa Iuta3Ma.




Haii-BaykHara $pH3Honoruasa GpyHKIHA Ha anGyMHH2 NPOM3THYA OT HETOBUA NPHHOC 32 OHKOTHYHOTO
HaJIATaHe HAa KPBBTA U TPAHCIIOpTHATa MYy GyHKLMA. ANGyMHHBT cTabunuinpa obema Ha
UMpPKYJIMpAlllaTa KPbB H € HOCHTE/1 Ha XOPMORH, €H3HMH, JIEKAPCTBEHH NMPOAYKTH H TOKCHHH.

5.2 dapMakoOKEHETHYHH CBOHCTBA

[Tpu HOPMAJTHH yCNoBHs OBusT oGMeHseM My Ha anbymuHa e 4-5 g/kg TenecHo Terno, ot KOUTo 40-
45% MPUCHCTBAT BHTPECHAOBO, a 55-60% B H3BBHCHOBOTO NPOCTPAHCTBO. [loBHINIeHATa KaMIIPHA
NPOMYCKIHBOCT 11€ MPOMEHH KMHETHKATA H2 AI0yMHHA H B YCIIOBHA KaTO TEXKH H3rapsiHHA WIH
CEITTHYECH IOK MOXe JIa CE CTHTHE 0 OTKJIOHEHUA B PasmpeaeICHHETO.

[1pH HOpMaJIHM YCJIOBHA CPEHHUAT MOMYKHBOT Ha anbyMHHa e oxo/10 19 nuu. banaHcsT Mexmy

CHHTE3a M pasrpaxaaHeTo OOMKHOBEHO ce MOCTHTa dpe3 perynalus nocpeacTsoM obpaTHa BpB3Ka.
EMMMHHMPAHETO € MPeAHMHO BBTPEKJIETBYHO H C€ JB/DKH HA JIM3030MHHTE IPOTCA3H.

Tpu 3apasu ninua no-mManko ot 10% ot nndysupaHud anbyMHH HaITyCKa HHTPaBacKyJIapHOTO
NpOCTPRHCTBO Npe3 mppBUTe 2 yaca cnen vHpy3usaTa. MiMa sHauuTeHa HHAHBHIyalHA Bapyalisi B
edexra BHPXY IiazMeHus o6eM. B HAKOH ClTydaH Ita3sMeHHAT 06e€M MOXe Ja OCTaHe MOBHIICH 32
HAKOJIKO uaca. [Tpu ximHudHO 60nHM naimenTy o6ave anbyMHMHBT MOXKE g H3Te4e OT ChAOBOTO
MPOCTPAHCTBO B 3HAYMTENHH KOJIHYECTBA C HENMpEeABHANMA CKOPOCT.

5.3. TlpeaknHHAYHH JaHHH 3a §e30MaCHOCT

YopewkuaT anOyMHH € HOpMaTHa CECTABKA Ha MOBEIIKATA IUTa3Ma H AeHCTBa KaTo PHIHONOIHYCH
anbyMuH.

H]JH JKHBOTHH, TECTBAHETO 34 TOKCHYHOCT Ha €HHHUYHA 1032 € OT MAJIKO 3HaA4Y€HHC H HC [103BOJ14BA
OlLICHABAHE HA TOKCHYHHWTE MIH JICTAITHH JO3H WIH Ha ChOTHOIICHHETO ,uo3a-ecbelcr.

TecTBaHeTO 32 TOKCHYHOCT HAa MHOIMOKPAaTHH AO3H € HEOCBIUIECTBHMO IOpaaM pa3BUTHETO HA
AHTUTEJIA Cpelly XETEPOJIOKEH NPOTEHH ITPH KUBOTHHCKHTE MOIENM.,

o T03¥ MOMEHT HIMa ChOOINEHHNA YOBSIIKHUAT AI0YMKH J1a € CBbp3aH ¢ eMOpHO-(eTanHa TOKCHYHOCT
WIH OHKOT€HEH WIIH MyTareHeH IOTEHIIHAal.

B XMBOTUHCKHTE MOAEIIH HE C€ ONHMCBAT MPH3HALM HAa OCTPa TOKCHYHOCT.

6. GAPMAIEBTHYHH JAHHH

6.1 ChnHchbK HA NOMOIMHHATE BelllecTBa

Bcexu ml cuabppixka:
Hatpuer xnopun (q.s. Harpues vioH) 0,145 mmol

Harpuer kanpuiar 0,004 mmol
Harpuer N-auerwnirpunrodaHar 0,004 mmol
Boaa 3a uiDxekiuu q.S.

PasTropsT chabpixka Mexay 130 — 160 mmol/l natpuit 1 no-manko ot 2 mmol/l kanui.

6.2 HecprBMeCTEHMOCTH

Anbyrenn 50 g/l ne TpabBa aa ce cMecBa ¢ APYrH JIEKapCTBEHM MPOAYKTH, LA KPbHB
ePUTPOLIMTEH KOHILIEHTpAT.,




6.3 Cpox BHa roanocr

bytunka: 3 roauHu

Caxk: 2 roq¥HH

Crieqn IrbpBO OTBapAHE NPORYKTHT TPAOBa a ce H3MNon3Ba He3abasHo.

6.4 ChnenmajnHHd yC/IOBRY HA CbXPAaHCHHE

Ha He ce cexpanaBa Hang 30°C.

Jla He ce 3aMpa3sBpa.

CaxpansBaiite OyTHikara/caka BbB BEHIIHATA KAPTOHEHA OIMAKOBKA, 3a [a CC NMpPEAMNa3H OT CBET/IMHA.

6.5 Baa R ch ALpAXKAEHEE HA ONAKOBKATA

AnGytenH 50 g/l Moxe na ce A0CTaBA B!

- 6yTimke ot crekino Tun I, ¢ x10pOyTHIIOBa ryMeHa 3amyLianika, aTyMHHHEBa o0KaTka ,
IUTACTMACOBO Karlade B rOPHaTa 4acT M IUIaCTMAcOBa TEPMOCBHBACMA 3AlIMTHA JICHTA, KOUTO
rapaHTHpaT HeMOKETHATOCTTA Ha onakoBkara. Byrwikure ceaspxkar 100 mi, 250 ml uwmm

500 ml yoBemku anGyMHuH.

He u3non3paiite NpoAykTa, aKO JIMIICBA 3alUTHA JICHTA WIA UMA HAKAKbB [TPH3HAK HA
HapylIaBaHe Ha LIeJIOCTTa.

- cakose (FlexBag) oT monnerwieH ¢ mpeAnasHa BhHUIHA 00BHBKA OT NOJUNpPONHiIeH, CakoBeTe
cpappxat 100 ml, 250 ml wnu 500 ml goBemiku anbyMuH.

Pa3zmepH Ha ONaKOBKAaTA!

- 1 6yrunka cse 100 ml, 250 ml wam 500 ml B xyTHS

- 1 cak cxe 100 ml, 250 ml s 500 ml B xKyTHS

6.6 CuoenaaTHH ODpeANa3HH MEPKH NPH H3IXBbLPJANEE H pabora

PasTBOpBT MOXKeE Ja ce TIPHIOKH JUPEKTHO MO HHTPABEHO3EH ITHT.

AnGyYMHHOBHTE pa3TBOPH He TpabBa Aa ce pa3pexaar ¢ BOAa 3a HIXKEKIHH, Thil KaTo TOBA MOXeE Ja
NPHYMHH XEMOJH3a Y PELIMITHEHTHTE.

AKO ce TIpHIarar rojieMu obeMun, mped NPUIOKECHUE NPOAYKTHT TpsOBa Jia ¢ 3aTOIUIH A0 CTalHa
WIH TeJIeCHA TeMIIepaTypa.

He uanon3Baite pa3TBOPH, KOHTO ca MBTHH WIH HMaT oTjlaraHisA. ToBsa MoXe Ja NoKa3Ba, 4e
NPOTEHHBT € HECTAOWIEH WIH Y€ PasTBOPBT € 3aMBbpPCEH.

Cnen oTBapsAHe Ha KOHTeiHepa M crinobsBaHe Ha HHQY3HOHHUA Habop ceabpKaHUETO TpaOEa Ma ce
W3MO3Ba He3abaBHO.

Hensmon3saHUAT JIeKapCTBEH MPOAYKT WIM OTHATBYHHTE MaTepHAllH OT HEro TpsabBa fa ce U3XBLPIAT
B CbOTBETCTBHE C MECTHHUTE H3HCKBAHMSII.

Cak:

He cBansifre BEHIDHaTa OOBMBKA, JOKATO HE CTE F'OTOBH 3a ynorpeda. B npeanaznar
oOBHBKa MOXeE J1a ce 3a0eNexH eKa Bara Wi KoHAeH3a1 1. Tosa € HOpMATHO H
Ka4yecTBOTO WK 6e30macHoCTTa Ha alyMHHOBHS pa3TBOP.



[TpoBepeTe caka 3a eBEHTYATHH Te4OBe Npeau ynorpeda, KaTO ro CTHCHETS CHITHO. AKO €€ OTKPHAT
TE€4OBE, H3XBBLPJIETE pa3TBOpA.

3a na ceBpKeTe HHDY3UOHHMA HAOOp, CHYIETE Kamnara 9pe3 yCyKBaHe.
He u3nonaeaiite cakoBe, CBbp3aHu cepuiiHo. Ilopo6Ha ynotpeba Moxe a foBeAe 40 Bb3AyLIHA

eMO0/1Ms TIOPAAH U3TErNIAHE HA OCTATBYEH BB3yX OT ITPBHYHMS CakK, [TPEH Ja € MPHKIIOYHIO
MPHIOKEHHETO HA TEIHOCTTa OT BTOPHYHHS CaK.

7. NPATEXATEJ HA PASPEIIEHHUETO 3A YIIOTPEBA
Instituto Grifols, S.A.

Can Guasch, 2 - Parets del Vallés
08150 Barcelona - HCITAHHUA

8. HOMEP HA PA3PEIIEHHUETO 3A YIIOTPEBA

20220142
9, JATA HA TBbPBO PA3ZPEINABAHE/MTIOJHOBABAHE HA PAPEHNIEHHETO 3A
YIIOTPEBA

JlaTa Ha mepBO pa3pemapane: 17.05.2022
JlaTa Ha NocAeqHO NOJHOBABAHE:
10. HJATA HA AKTYAJNH3IAPAHE HA TEKCTA

12/2025

[MoapoOHa HHpOPMALIMSA 3a TO3H JIEKAPCTBEH MPOAYKT € MpefocTaBeHa Ha yebcaiira
Ha M3neIHHTENHA areHIHA Mo JiekapeTeara yi. . Jlaman Fpyes® Ne 8, 1303 Cogust, Ten.:
+35928903417, yeOcaiir: www.bda.bg




