KPATKA XAPAKTEPUCTUKA HA ITPOJAYKTA

W3NMBJIHUTENHA ATEHUWA NO NEKAPCTBATA

Kpamxa xapaxmepucmuxa Ha npogyxma - [lpusoxerue 1

1. HME HA JEKAPCTBEHHS NIPOAYKT

An6yteun 200 g/l, ungpy3uoHeH pa3TBOP.
4OBEIIKH aJI0yMUH

Albutein 200 g/1, solution for infusion
human albumin

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AnGytenn 200 g/l npencraenssa pasreop, cbabpkai 200 g/l (20%) o0 npoTerH, OT KOUTO MOHE
95% e 4yoBeKH aJIOyMHH.

®dnakon ot 10 ml chabpKa 2 g YOBELIKH allOyMHH.

ByTtuika or 50 ml ceabpika 10 g yoBelkH anOyMHH.

Bytunka ot 100 ml ceabspaxka 20 g 4oBEIIKH aI0yMHUH.

Cak ot 50 ml ceabppxka 10 g 4oBeurku andyMuH.

Caxk ot 100 ml ceabpxka 20 g yoBewmku anOyMHUH.

An6yrenn 200 g/l iMa XMNEPOHKOTHYEH €(PEKT CIPSIMO HOPMAJTHATA IJl1a3Ma.
[TomoiHo(H) BelecTBo(a) ¢ U3BECTHO JIEHCTBHE

Pa3tBopsT chabpxka Mexay 130 — 160 mmol/l narpuii u mo-manko ot 2 mmol/l kamui.

[Ipou3BeaeH OT riasMaTa Ha YOBELIKH JOHOPH.

3a IBbJIHUA CITMCHK HA NOMOIIHUTE BElIeCTBAa BHOKTE To4Ka 6.1.
3. JJEKAPCTBEHA ®OPMA

HUHdy3uOHEH pa3TBOP

Buctpa, cn1abo BUCKO3HA TEYHOCT, MOYTH O€3LBETHA, XK bJITa, KEXJIMOAPEHOXKBJITA HITH 3€JICHA.

4. KJIMHAYHU JAHHU

4.1 TepaneBTHYHH NOKA3AHHA

Be3cTaHOBSABAHE M MOUTbP)KaHE Ha oOeMa Ha LIMPKYJ/IMpaliaTa KpbB, KOraro € yCTaHOBEH 00€MeH
NeOUILMT U € YMECTHO J1a CE U3I0JI3Ba KOJIOH/L.

AnOyTeuH MOXe J1a Ce U3I10JI3Ba IPH BCHYKH Bb3PaCTOBH I'PYIIH. 3a neauaTpU4Ha IOIyJIalks, BHXKTE
Touka 4.4.

4.2 Jlo3HpOBKA H HAYHH HA NPHJIOKEHHE

KoHueHTpanuaTa Ha alOYMHUHOBHSA Pa3TBOp, AO3UPOBKATa M CKOPOCTTA HA MH
a/lalTHPaHX KbM WHIMBUIYAJHUTE HY)KIH Ha NallMEeHTA.



J1o3HpoBKa

Heo6xoaumara A03a 3aBHCH OT TEIJIOTO HA MALHEHTA, TEXECTTa Ha TpaBMaTa MM 3a00IABaHETO H OT
[IPOAB/DKABAIIMTE 3ary0H Ha TeuHOCT M GenThK. 33 Aa ce onpeleny Heobxoqumara ao3a, TpsadBa Aa ce
M3MOM3BAT H3MEPBAHNA Ha aZIcKBATHOCTTA Ha LIMPKYJIMpalius o6eM, & He Ha HHBATA Ha IUIa3MEHHA
anbyMuH.

AKO IIie ce MpuIara 4oBelkd anbyMHH, XeMOAHHAMUYHUTE Noka3aTesu Tpa6sa na ce Habmoaasat
pEIOBHO; TOBA MOXE J1a BKIIIOYBA:

- apTepHaTHO KPbBHO HaJIAraHe M 4€CTOTA Ha ITyJica
- LIEHTPAIHO BEHO3HO HAJIATaHe

- HenoapobHO apTepyanHO HaNAraHe

- Arype3a

- eJIEKTPOIIUTH

- XeMaTOKPHT/XeMornobuH

ITeouampuuna nonyaayus

BesonacHocTTa M edprkacHocTTa Ha AN6yrenH 200 g/l npu neua He ca ycTaHOBEHH B KOHTPOJTMPaHH
KIMHMYHH W3NMMTBaHUA. Bipkre ¢bino Touka 4.4,

HauuH Ha NpHIOXKECHUE

YosemkuaT aiOyMUH MOXe Ja C€ TIpUara JUPEKTHO [0 WHTPABEHO3€EH IMET WIH MOXKE CBILO Ja C€
pa3peqH B M30TOHHYEH pa3TBop (Hanp. 5% rmoxo3za uiu 0,9% HaTpues Xnopua).

Cxopocrra Ha HH}y3uaTa Tpa6Ba a ce KOPHIHpa B 3aBHCHMOCT OT HHHBHIYATHHTE 00CTOATENCTBA
H [TOKa3aHH4.

ITpu mnasmen obmeH ckopocTTa Ha HHy3usTa TpsAOBa 1a ce KOpUrupa CIpsMo CKOpPOCTTa Ha
OTCTpaHABAHE HA IUIA3MaTA.

3a nosede noApo6HOCTH BIDKTE TOYKa 6.6.
4.3 IIpoTRBONOKA3ANKSA
CBpBXYYBCTBHTE/THOCT KbM &TOYMHHOBH Pa3TBOPK WIH KbM HIKOE OT MOMOIIHHTE BELNECTBRA.

4.4 ChnenHaJlHE NpeaynpexieHasd A NpeANa3ZHE MEPKH nNpH ynorpeda

[TpocaegumocTt

3a 513 ce noAcOpH MpOCNeTUMOCTTa Ha OHONOTHYHHTE JIEKAPCTBEHH IPOAYKTH, HMETC H MAPTHAHHUAT
HOMEP Ha NMpUJIaraHus MPOAYKT TpAOBa 1a 6baaT SCHO 3aITHCAHM.

Ilpy cEMHEHME 33 peaKiiM OT aJIeprutieH WM aHaQUIAKTHYEH THII ce Hanara HezabaBHO

nmpekparaBaHe Ha MHQY3HATA. B ciy4ali Ha mok TpadBa aa ce MPHIIOKH CTAHAAPTHO MEIHULIMHCKO
JICYSHHE 38 LIOK.

Aﬂﬁ}’MH}I TpﬂﬁBa Ada CE€ ITpHJiara BHUMarTeIlHO ITPpH CBCTOSAHHA, ITPH KOHTO XHIIEPBOJICMHAA H HEHHHTE

NOCIEACTBHA HIM XeMOIWITYLIMS MOKe [1a MPEACTABIABAT 0coOeH pHCK 3a naipeHTa. [1p
TAKHBA CHCTOSHMA Ca:

- JexoMreHcHpaHa Cbpc4Ha HEAOCTATBYHOCT
- XunepToHHA

- Ezodareannu Bapuim

- benoapobenenem

- XemoparvuHa aHaresa



- Texka aneMHs
- PeHanna ¥ NOCTpeHAIHA aHYpUA.

B nocT-X0K aHaIM3 Ha NOATPYNa Ha NalHEHTH ¢ TPABMATHYHO MO3BbYHO YBpEKAAHE, B
paHOMH3HPAaHO KOHTPOJIMPAHO MpoyuBaHe Ha GH3HOIOTHYEH Pa3TBOp cpelly anbyMHH 3a
BB3CTAHOBABAHE HA TEYHOCTH MPH KPHTHYHO OOJTHH MALMEHTH, aANOYMHHET € CBLP3aH ¢ MOBHINEHO
BBTPEUEPENTHO HASTARE U MOBHIIIEHA CMBPTHOCT B CpaBHeHME ¢ ¢pu3nonorugeH pasteop. [lopanu
ToBa anOyMHMHBT TPAOBA J1a ce MpiUiara ¢ NOBHINICHO BHUMAHHUE NPH NAalMEHTH ¢ YePENMHO-MO3bYHA
TpaBMa.

KonouaHo-ocMOTHYHHMAT edekT Ha YoBemkua andymun 200 g/l e npubau3NTENHO YeTHPH MBTH TO3H
Ha KpbBHATA IasMa. ETo 3ammo e Heof6xoauMo NpH npuiarase Ha KOHLEHTpHpaH al0yMHH 1a ce
OCHrypsBa aJeKBaTHA XMApaTalLMs Ha NauueHTa. [TaimenTrre Tpabaa na 6bpaaT HabmoaasaHH
CTPHKTHO, 3a 1a C€ NMPEJOTBPATH LIMPKYJIATOPHO NPETOBAPBAKE H XHIIEPXHApATaLIHs.

PasTtBOpY Ha YoBeKH anOyMuH ¢ koHUeHTpaLusa 200-250 g/l MMaT OTHOCHTEAHO HUCKO ChABDKAHHE
Ha €/IEKTPOJIHTH B CPaBHEHHE C Pa3TBOPH Ha YOBEINKH al6yMHH ¢ korleHTpauma 40-50 g/l. [1pw
npHiarade Ha anbyMuH TpsaGBa Aa ce HabI0O(aBa €IEKTPONUTHHAT CTATYC Ha MALMEHTA (BXK.

ToYyKa 4.2) ¥ J1a ce nMpeITpHeMaT MOAXOQAIIH MEPKH 3a BB3CTaHOBABAHE WIH NOATBPXKAHE Ha
eJIEKTPONTHTHHA OasaHc.

PasTBopure Ha anbyMuH He TpAbBa 11a Ce paspexaar ¢ BOJa 3a MIDKCKIMH, Thi KaTO TOBa MOXE Ja
MPHYMHHA XEMOJIU3a NMPH PELUITUEHTHTE.

AKO IIle ce 3aMeCTBAaT CPaBHUTEIHO rojeMH o0eMH, € HeOOXOAHMO f1a C€ KOHTPOJIMPAT KoaryaaiusaTa
H xeMaToKpHTa. TpabBa na ce mpeanpHeMaT MEPKH, 3a J1a C& OCUTYPH IIOAXOALIO 3aMECTBAHE Ha
ApYTrATe KPHBHH CHCTABKH ((haKTOpPH Ha KPbBOCBECUPBAHETO, €AEKTPOJIMTH, TPOMOOLIMTH H

CPHUTPOLIMTH).

Moxe a BR3HHKHE XHITePBOJIEMHA, aKO JO3HPOBKATA H CKOPOCTTa Ha HHY3Ms He OBaaT
NPHUCIOCOOEHH KEM LIMPKYJIATOPHOTO ChCTOSHME Ha nauyeHTa. [Ipy mepeuTe KIHHHYIHH MPH3HALH Ha
KapHOBacKyJIapHO npetoBapeaHe (rnaBobonue, JUCIIHEs, KOHINeCTHA Ha IOTyJIapHaTa BEHa), WiH
NOBHILIEHO KPBBHO HaJlATaHe, MIOBUINEHO BEHO3HO HansATrane ¥ 6enonpoben eneM, uHgy3uara TpsaOBa
He3a0aBHO Ja ¢e [PEKpaTH.

TpaHCMUCUBHM areHTH

CraHaapTHHUTE MEPKHM 33 NPeIOTBPATABaHE HA MHGEKIMH B CIeACTBHE HA ynoTpedaTa Ha 1eKapCTBCHH
NPOLYKTH, MOTy4€HH OT YOBCIIKA KPbB WIH IU1a3Ma, BKIIOYBAT NoAOOp Ha JOHOPHTE, CKPHMHHHI Ha
OTIEJHHTE KPLBOAAPABaHNA 1 cOOpHATA IUTa3Ma 3a CeHMUIHA MapKEPH 38 HHPECKIMA ¥ BKIFOYBaHE
Ha edeKTHBHH IMPOU3BOJACTBEHH €TAIH 32 HHAKTHBHPAaHe/OTCTPAHABAHE Ha BUPYCH. BrIipeku ToBa npu
NIPAIAraHETO Ha JIEKAPCTBEHH MPOAYKTH, MNOIYYEHH OT YOBEIIKA KPbB WIH ILIa3Ma, He MOXKEe HaITRIHO
Jla ce M3KIIIOYH BB3MOKHOCTTA 32 ITpeJaBaHe Ha HRPEKIMO3ZHM MPHIMHUTEIU. TOBA ¢€ OTHACH CHIIC H
33 HEH3BECTHH MJIH HOBOTIOABABAILY CE€ BUPYCH M APYTH NATOreHH.

Hama cpo01IeHHs 3a MpeJaBaHe Ha BHPYCH ¢ andyMHH, MPON3BelieH B CHOTBETCTBHE ChC
cnelmduxaunuTe Ha EBponelickara hapMakores 4pe3 YTBbPACHH IPOUECH.,

OcobeHo NpenophYHTEIHO € BCEKH ITHT, KOraTo Ha NALHEHT ce npwiara AnOyreud 200 g/l, na ce
3aIIMCBaT MMETO H MapTHAHKHAT HOMEp Ha TIPOAYKTA, 33 Ja ce NOXBPKA 3aIIHC Ha NMPHIOKEHHUTE Ha
nanMeHTa andyMHHBOBH NPOIYKTH.

[legyaTpyyHa DOIMyJIANWS

Be3zonacHocTTa M edukacHocTTa Ha AnOyrenn 200 g/l npu aena He ca ycTaHOBEHH
KITHWHHYHHE H3IMTBAHHA.




KnvHMYHMAT ONUT ¢ anOyMHH NpH fella obave npeanonara, ye He ¢€ OYaKBaT BpEAHH ¢PEeKTH, NpH
yCNoBHE 9e ¢e 00phia CreHAIHO BHUMaHHE Ha 03aTa, 3a Aa ce H30erne kapaAHOBacKyJIapHO
NPETOBAPBAHE,

Crelmaniy [peaynpexaeHna 3a IOMOIHWUTE BEIIeCTBA

To3u nekapcTBeH NPOAYKT ChAbPkKA 33,4 mg HaTpuii HA daaxoH ot 10 ml, 166,8 mg HaTpuii Ha
6yTunxa/cak ot 50 ml u 333,5 mg HaTpuit Ha 6yTunka/cak ot 100 ml, ekBUBaJIeHTEH CHOTBETHO Ha
1,7%, 8,3% u 16,7% or npenoppuadus ot C30 MakcUMasIeH JHEBEH IIPHEM OT 2 g HATpHH 3a
Bb3PAacTeH.

To3u nexapcTBeH NPOAYKT ChAbPXKA Kanuid, mo-Manko ot 1 mmol (39 mg) Ha ¢nakon/OyTrika/cak,
T.€. ITIPAKTUIECKH HE CHABPIKA KATHH.

4.5 BiaaMoaelcTBHE ¢ APYIH JeKAPCTBEHH HPOAYKTH H APYrH QOpMH Ha B3auUMoaelicTBHe

He ca u3BecTHH crnieun¢pHIHH B3aHMOACHCTBHA Ha YOBCIIKHA AIOYMMUH C APYTH JICKApCTBEHU
NPOAYKTH.

4.6 DepranHTeT, OpeMEEHOCT H KbpMEHE

bpeMeHHOCT

beszonacHocTra Ha AndOyrenn 200 g/l 3a ynorpeba npH xkeHu 1o Bpeme Ha OPpEMEHHOCT He €
YCTAHOBEHA B KOHTPOJIHPaHH KIHHHYHHY M3MHTBAHUSA. KnuHHyHugaT ormur ¢ anbymun obaue
NpeAnosiara, 4e He € OYaKBaT BpelHM e(ekTH BbpXYy X012 Ha OpeMEeHHOCTTa WM BBPXY IUI0ZA H
HOBOPOJIEHOTO.

Knpmene

He e u3BectHOo namt Anbyrend 200 g/l ce exckperupa B xspmata. EKkCKpelMsaTa Ha 9OBEIKH aANOyMHH
B MJISKOTO HE € MPOYYEHA ITPH XXUBOTHH. 3a PEICHUETO AAJIH Ja C€ NMPOABJDKH/TIPEYCTAaHOBH
KBPMEHETO WIH a8 C€ IMMPOABIDKH/IIPEYCTAHOBH TepanuaTa ¢ AnGyTedH TpaOBa 1a ce B3eMaT NpeaBHI
110J13aTa OT KbPMEHETO 3a ISTETO M 110J13aTa OT TepanHaTa ¢ AjnOyTeHH 3a Malikara.

QepTHaHTET

He ca nposexxaady Mpoy4BaHUs Ha perpoOIyKUUATA IMPH KNUBOTHH ¢ Anbyrenn 200 g/l.

Tpabea na ce MMa NMpeABHIL, Y€ YOBEIIKUAT aN0YMHH € €CTECTBEHA ChCTABKA Ha YOBEIIIKATA KPbB.
4.7 KEdexrn BbpXY cnoco0HOCTTA 38 ModHpane H padoTa ¢ MAINHHA

He ca nabmoaasann edextd BBpXY cnocodHOCTTa 3a modupanHe 1 paboTa ¢ MALITHMHH.

4.8 Hexenann JIeKapCTBECHH PeaAKIAH

Q6obienue Ha npoduna Ha He30mMacHOCT

Cnabu peakiM KaTo 3a4epBaBaHe, YPTHKApHA, IOBUILIEHA TEMNepaTypa H rajeHe Bb3HHUKBAT pALIKO.

HHQY3UATA Ce IPEKPATH.

MHOro paKo MOXe & Bb3HMKHAT TEXKH PeaKiUMy KaTo aHaQwiakTH4eH mokK. B
HHGYy3MATa TPAOBA Aa CE NMpEKPaTH H Ja ce 3a09He MOJXOAAIIO JIedeHHeE.

3a 6ezonacHOCTTA 110 OTHOLIEHHE HAa TPAHCMHCHBHH areHTH BIDKTE TOYKaE 4.4,




TabaudeH CIHCHK HA HEXKEIAHUTE PEAKLIMH

JlageHaTa no-aoiy Tabnuiia e B CbOTBETCTBHE ChC CHCTeMO-opraHHaTa kiacuukauus (COK u HuBO
Ha rpeAnodnTaH TepMHH) o MedDRA M BmouBa Hexenanu cs0MTHA NTpH ynotpebaTa Ha pa3TBOPH
C YOBEIIKH AJIOYMHH.

Hama cHcTeMHH JaHHM 34 YeCTOTATA HA HeXXKEJTaHUTE Peaki[UH OT KIUHUYHH U3ITUTBaAHUI.

CneaHuTe JaHHY CROTBETCTBAT Ha Npodwia Ha Oe3omacHOCT 3a pa3TBopa ¢ woBewky abymun Grifols
H ca NOTBBLPJAEHH OT NOCTMAPKETHHIOBHA ONMMT. Thil KaTO CHOOIABAHETO HA HEXKEJIaHH PeaKiVH B
IIOCTMAPKETHHTOBH VCIIOBHSA € JOOPOBOIIHO H HAABA OT MONYJIAalMA ¢ HEU3BECTHH Pa3MeEpH, He €
BB3MOXKHO Jla c€ HallpaBH HaZXe)XKAHA OlLIEHKA HA YECTOTaTa HAa TE3H peaKUMHU:

;:;:];:IG pragen krac (COK) mo | Hexenana peaknas Yecrora
AHadbunaKkTHYCH mOK
HapyineHus Ha UMyHHATa CHCTEMA AHabunakTHgHa peakius | C Hen3BeCTHA 9€CTOTA
CBPBXYYBCTBHTETHOCT
Cp0BH HapyIICHHS 3auepBaBaHe C Heu3BeCTHaA YeCTOTa
CTOMAIIHO-YPEBHH HApYLICHHUS [aneHe C Hen3BecTHa YecTOTa
Hapyiuenns Ha KO>kaTa ¥ NOAKOMKHATA v C HeH3BeCcTHA 4eCTOTA
PTHKapHUs
ThKaH
O0104 HapylIeHHA H ¢(peKTH Ha MACTOTO Ha Mapexcus C HeH3BeCTHA YE€CTOTA
IPMIOKEHHE
[leapaTpruyHa nonynanus

JIincsart KOHKPCTHH JaHHH 3a OLCHKA Ha Bb3IMOXHOCTTA 34 OTKPHBAHC HA PA3/IHYHH HOXCIIaHH
pEakiliH B Ta3H IOITYJIAIIHA.

Crofarane Ha NONO3INPAHN HEXKENAHH PeakLUU

Cro01aBaHeTo Ha NOJO3HPaHH HEXKETaHH PeaKl[HH Clle]] pa3pellaBaHe 3a ynorpeda Ha JeKapCTBeHHA
NMPOAYKT € BaXKHO. TOBa MO3BOJIABA Aa MPOAB/DKH HaOMOeHHETO HA CHOTHOHIEHHETO MOJI3a/PUCK 34
JIeKapCTBEHMA NPOAYKT. OT MEAMIIMHCKHMTE CIELIMAIMCTH CE H3HCKBA J1a ChOOIIaBaT BCAKA
NoJO3HpaHA HexXKeNaHa peaKlMA Ype3 HallMOHA/THA CHCcTeMa 3a chobinaBane, B M3ambaHUTEIHA
areHLMA No Aekapcreara yi. ,.JlamsaH ['pyee” Ne 8, 1303 Codusn, Ten.: +35928903417, yeGceaitr:
www.bda.bg

4.9 Ilpenozapane

AKO NO3HpPOBKATA H CKOPOCTTa Ha MH(PY3HATA Ca [IPEKANEHO BUCOKH, MOXe Ja Bb3HHKHE
XHIIEPBOJIEMHUA.

[IpH ITepBHTE KNHHAYHH MPH3HALIM Ha KApAHOBACKYApHO IMpeToBapBaHe (rjaasobonue, 1HCITHE,

KOHIeCTHA Ha KOTyJIapHaTa BeHa) WIH MOBHIIEHO KPBBHO HANATaHe, MOBUINEHO LIEHTPAIHO BEHO3HO

HAJIAraHe U IYJIMOHAIECH eneM, HHPy3usaTa TpsOBa He3a0aBHO Ja ce NMpeKpaTH U BHHMATENIHO Ja C¢
Ha0moJaBaT XeMOJAMHAMHYHATE NMapaMeTpH Ha MallUeHTA.

5. @®APMAKOJIOIrHYHHU CBOMCTBA

S.1 <apMakolHHAMHYHH CBOHCTBA

(DapMakoTEepaneBTHYHA IPymna: IUIA3MEHH 3aMECTHUTEIIH H NMPOTEHHOBH (pakiMH B
kon: BOSAAOQI




YopelnkuAT anGyMHH NPEACTARISBA KOMHYECTBEHO MOBEYE OT MOJIOBHHATA OT ODIIHA NTPOTEHH B
ruiazmara ¥ okoJ10 10% ot CHHTE3a Ha MPOTeHHM B YepHHA Apob.

OU3HKO-XUMHYHH JAHHHK: 9oBelnky andoymuH 200 g / | iMa choTBeTEH XHIIEPOHKOTHYCH €deKT.

Haii-saxkHaTa ¢pu3vonormdHa GyHKIMIHA anfyMuHa IpoU3TUYA OT HErOBHUSA NMPHHOC 33 OHKOTHYHOTO
HansraHe Ha KPHBTA U TPAHCTIOPTHAaTA My GyHkuMa, AnGyMHUHBT cTabwiusupa obemMa Ha
LHPKYJIHPAIIIATa KPbB U € HOCUTE] HA XOPMOHH, €H3KMH, JICKaPCTBCHH MPOAYKTH H TOKCHHH.

5.2 PapMaKOKHHETHYHH CBOHCTBA

[Ipy HOpManHH ycnoBHs oOmMAT oOMeHdseM myn Ha anbymuHa e 4-5 g/kg TenecHo Termo, ot kourto 40-
45% NPUCHLCTBAT BETPECHIAOBO, a 55-60% B M3BBHCBAOBOTO MPOCTPAHCTBO. ITOBHIIEHATA KATTHNAPHA
MPONYCKJIMBOCT 11le TPOMEHHM KMHETHKATa Ha alnfyMHHa H B yC/IOBHA KATO TEXKKH H3rapAHHS HWIH
CEITFMUYEH HIOK MOXKE Ja C€ CTHUIHE J0 OTKIOHEHHMA B pa3lpEaeICHHETO.

[Tpu HOpPMANTHH YCAOBHS CPEIHHUAT NOTYKUBOT Ha andyMHHa e okoio 19 nau. bananceT Mexny

CHHTE3a H pasrpaxaaHeTo 0OHKHOBEHO e MOCTHra Ype3 peryiaiua NocpeacTBoM obpaTHa Bpb3Ka.
ETHMHHApAHETO € NpeAMMHO BHTPEKIETHYHO ¥ C€ IB/KHM Ha TH3030MHHUTE TIpOTeasH.

ITpu 3gpasu uua no-Manko ot 10% or undysupanus anbyMuH Hanmycka HHTPaBacKyJIAPHOTO
NPOCTPAHCTBO Npe3 ITbPBUTE 2 Yaca ciell KHPy3usaTa. FiMa 3HaYHTe/IHa HHAHBHAYANIHA BapHalug B
edexra BEPXY muasMeHus o0em. B HAKOH CiTydad ra3MeHHAT 00eM MOXKE Ja OCTaHE MOBHILECH 34
HAKOJIKO 9aca. [Ipu kmuHuaHO 60mHN mauuenTu ofade anbyMHUHBT MOXE Aa U3TEYE OT CBAOBOTO
NPOCTPAHCTBO B 3HAYHUTE/IHM KOJTHYECTBA ¢ HENPEABHANMA CKOPOCT.

5.3. IIpeaxnAHEYHH AaHHH 3a 6ezonacHoCT

YoBelonkuraT anOyMHH € HOpMallHa CECTaBKa Ha YOBEIIKATA IUTa3Ma H AeHCTBA KAaTO PH3HOIOrHYEH
anbyMuH.

HPH AHHUBOTHH, TECTBAHCTO 34 TOKCHYHOCT Ha €AHHNYHA /1034 € OT MAJ/IKO 3Ha4YCHHC H HC IIO3BOJIABa
OLICHABAHE HA TOKCHYHHTEC HIH JIETAJIHH NO3H HWIH Ha CHhbOTHOILICHHUETO IlOB&-B(bGKT.

TecTBaHETO 338 TOKCHUYHOCT HA MHOTOKPATHH HO3H € HEOCHUIECTBUMO NOPAIH pa3BUTHETO Ha aHTHUTENA
Cpelry XeTEPOIOXEH MPOTEHH NPH XKUBOTHHCKHTE MOJEIH.

o TO31 MOMEHT HAMa CLOOIICHHA YOBEHIKMAT aAN0YMHH A2 € CBbP3aH C eMOpHO-(peTATHA TOKCHIHOCT
WJIH OHKOTE€HEH HJIM MYTarcHeH MOoTeHLHAI.

B sxxuBOTHHCKHUTE MOICIH HE C€ OITHCBAT IMPH3HAUH Ha OCTpa TOKCHYHOCT.

6. GAPMAIEBTHYHH JAHHHU

6.1 CoHebK Ha NOMOIMHHTE BeUlecTBa

Bcekn ml chappxa:

Harpues xnopua (q.s. HatpueB fioH) 0,145 mmol
Hatpues kampunar 0,016 mmol
Harpues N-anerunrpuntogaHar 0,016 mmol
Bona 3a proxkeKumu q.S.

PazTBOopBT chabpka Mexny 130 — 160 mmol/l HaTpuit 1 no-manko or 2 mmol/l k




6.2 HecLbBMECTEMOCTH

An6yreun 200 g/l He Tpa6Ba Oa ce cMecBa C APYIH JICKAPCTBEHH POMYKTH (OCBEH CIOMCHATHTC B
Touka 6.6), 11418 KPbB WIN €PHTPOLIMTEH KOHLIEHTPAT.

6.3 Cpox Ha roanocr

PdnakoH/OyTHKa: 3 TOAUHH
Cak: 2 rogusu
Crien ImupBO OTBapAHE NPOAYKTHT TPAGBa Ja ce u3non3sa HeszabaBHo.

6.4 Chnenralnd ycJI0BHA HA ChXPAHEHHE

Ha He ce cuxpanasa Hax 30°C.

Jla He ce 3aMpa3qBa.

Cexpaussaiite ¢piakoHa/OyTHIIKAaTa/CaKa BBB BLHINHATA KAPTOHEHA ONAKOBKA, 34 a Ce NpeAnasy ot
CBET/IMHA.

6.S Bua B cHALPKAHHE HA ONAKOBKATA
Anbyreun 200 g/l Moxe aa ce mocTaps B!

- draxosm/6yTiikH ot cTeKI0 THN 11, ¢ X10pOyTIIOBa ryMeHa 3amyanika, ATyMHHHeBa oOKaTka,
[IACTMACOBO Kanaye B rOpHAaTa JacT M MJ1aCTMacOBa TEPMOCBHBAEMA 3allMTHA JICHTa, KOMTO
rapaKTHpaT HENOKBTHATOCTTA Ha onakoBkaTa. PnakoHHTe chabpkat 10 ml yopelnkH anbymus,
a 6yTiwikure cpappxar 50 ml win 100 ml woBemxku andymuH.

He uznonaeaiire npoaykra, KO JIMIICBA 3alMTHA JICHTA HIM HMa HAKAKBB NMPH3HAK Ha
HapylIaBaHe Ha LEAOCTTA.

- cakose (FlexBag) ot monveTHneH ¢ Mmpeana3na BHHIIHA 0OBHBKA OT nonunpomwieH. Cakosere
chabpkar S0 ml win 100 m! yopewnku andbymun.

PasMepH Ha OMAKOBKATA:

- 1 ¢naxoH ¢ 10 ml B kyTHa

- 1 6yrunka ¢ 50 ml win 100 ml B kyTHs
- 1 cax ¢ 50 ml wiu 100 ml B xyTus

6.6 CroenmajHHE NpeANa3HE MepKHE NPH HIXBLPJISHE H paboTa

PasTBOpBT MOXE 114 ce npwiara JHPEKTHO 10 HHTPAaBEHO3EH ITBT WIH MOXKeE CHIIIO J1a CE pa3spenH B
M30TOHHYEH pa3TBop (Hanp. S% rmoxosa nau 0,9% Hatpuer xsopun).

AnGYMHHOBHTE pa3TBOpPH He TPAORa Aa CE pa3pexaT C BOJA 3a HHXKEKLIMH, Thil KaTO TOBAa MOXE J1a
NMPUYHHH XEMOJIN3a ¥ PELMITHEHTHTE,

AKoO ce mpunarat roneMu obemmu, nMpeau NMpHICKeHHe NPOAYKTHT TpAOBa Ja ce 3aTOIUIH 1O cTaliHa
WIH TENeCHa TeEMIIEpaTypa.

Cnen oTsapsHe Ha KOHTCHHepa ¥ crinobasaHe Ha WHOY3IHOHHHA Habop ChABPKAHHETO/IPROAY
H3M0J13Ba HezabaBHo.
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Heu3non3BaHHAT NEKAPCTBEH MPOAYKT WM OTNAXALYHUTE MATEPHAIH OT HErO TPAOBa XX og 13X
B CBOTBETCTBHE C MECTHHTE M3UCKBAHMSI. ’?%



Cax:
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He cangiiTe BHHIIHATA 0OBHBKA, NOKATO HE CTE FOTOBH 3a ynorpeba. B nmpeanasHaTa BbHINHA
oOBMBKA MOXe J1a ce 3abeJIe)kH JieKa Bjiara HiiH KoHZeH3alusa. ToBa € HOpMAJIHO H He TIOBJIHABA
KaYeCTBOTO WM 0e30IacHOCTTa Ha anOyMHHOBHS Pa3TBOP.

[IposepeTe caka 3a eBEHTYANHH TEHOBE Npeau ynoTpeda, KaTo ro CTHCHETe CHITHO. AKO €€ OTKPHAT
TE4YOBE, H3XBHLPJIETE PA3TBOPA.

3a na chAppKeTe HHDY3UOHHMA Habop, cHyNeTe Kialara Ipe3 yCyKBaHe.
He u3non3saiite cakoBe, CBbp3aHH cepuiio. [logodna ynorpeba Moxe na AoBeje 10 Bb3AYHIHA

eMBonHs TIOpagy U3TETIIAHE HAa OCTAThYEH BBL3AYX OT ITEPBHUHHA CAK, MPeAM Aa € MPHIITIOYHIIO
NMPUIOKEHHUETO HA TEYHOCTTAa OT BTOPHYHHA CaK.

7. TPHATEXATEJ HA PASPEINEHHETO 3A YIIOTPEBA

Instituto Grifols, S.A.
Can Guasch, 2 - Parets del Vallés
08150 Barcelona — UCITAHHUA

8. HOMEP HA PAZPEHNIEHHMETO 3A YIIOTPEBA

20220143

9. JATA HA IBPBO PAZPEHIABAHE/MIOJHOBSIBAHE HA PASPEILIEHHETO 3A
YINOTPELBA

JlaTa Ha mepBO paspeiraBaHe: 17.05.2022
HaTta Ha NOCAeAHO NOAHOBABAHE:

10. JXATA HA AKTYAJIN3UPAHE HA TEKCTA

12/2025

[TogpoOHa wHGpoOpMalHs 3a TO3M JIEKapCTBEH MPOAYKT € NpefiocraBeHa Ha yebcalita Ha

M3nnaHuTeHa arcHuHMsA no jgekapcreara yi. ,Jlamsan I'pyes” Ne 8, 1303 Co¢us, Ten.:
+35928903417, yebeaiit:www.bda.bg




