N3NbAHUTENHA ATEHLUWA NO NEKAPCTBATA
JJUCTOBKA: UH®OPMALIUSA 3A IOTPEBUTEJIS
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KakBo ¢cbabpika Ta3H JIHCTOBKA:

Kakso npeacrasnssa Anduomun 20% (200 g/1) u 3a kakBo ce u3noa3ea
KakBo TpsibBa j1a 3Haere, npeau na usnonssare Anduomun 20% (200 g/1)
Kak na usnonssare Anbuomun 20% (200 g/1)

BBb3MOKHM HEXKeJlaHU peaKiiuU

Kak na cexpanssare Anbuomun 20% (200 g/1)

CbabpikaHHe Ha OMaKOBKaTa M AOMbJIHUTENIHA HHOpMAaLIHS

2 e (o e et

Anbromut 20% (200 g/1) e undy3noHeH pa3reop (3a uHTpaBeHo3Ha UHOY3Hs). Equn nuThp ot
pasTBOpa chaAbpKaT 200 g 4OBEWIKHM M1a3MEHH NPOTEHHH, OT KOUTO NoHe 96% e anbGyMuH.

Anbuomun 20% (200 g/1) ce u3nonssa 3a BL3CTaAHOBABaHE M NOJAbPKAHE HA LIMPKYIHUPALLKS KPbBEH
00eM, Korato MMa HamaJIsiBaHe Ha TO3M 00EM M € HEOOXOIMMO MOJI3BAHETO HA KOJIOMIHM Pa3TBOPH,
KaTo andyMHH.

He u3noassaiite Anonomun 20% (200 g/l):

° aKO CTe aJlePruyHu KbM aJlOyMHH WM KbM HAKOS OT OCTAHAJIMTE ChCTABKH HA TOBA JIEKAPCTBO
(M30poeHH B TOUKa 6).

Ilpeaynpexaenus u npeanasHu MepKH

CbMHEHHe 3a ajiepruyeH Wi aHadUIakTHYeH THI peaki|s U3MCKBa He3abaBHO criMpaHe Ha
BJIMBaHeTo. B ciiyyait Ha ok TpsaOBa aa ce NpuiiokKK CTaH1apTHO JIeueHHe.

BiuBaHeTo cbl10 Taka e Obae crnpsHo, ako ce HabuIIoAaBa HAKOM OT C/IEAHUTE CUMITTOMM Ha
NpeToBapBaHe ¢ TEYHOCTH (XUNEPBOIEMHUS ):

rnaBodo/Iue

JIMCTTHEs (3aTpyAHEHHS TP JHIIaHE)

IOryJlape€H BEHO3€H 3aCTOH (IMOBHIIIABAHE HA HAJIATAHETO B IIMHHUTE BEHH)
MOBULIEHO KPbBHO HalsAraHe

NOBHMIIEHO BEHO3HO HasAraHe (MOBMILEHO HA/IiraHe BbB BEHO3HHUTE Ch0BE)
Oestopoben oTok (HaMuue Ha Boja B Genure apobose) |

I'oBopere ¢ Bamus jiekap, ako crpajgare oT HAKOE OT ¢JieIHHTE 3200/ IIBAHHUS: .



Cbp/I€YHA HEAOCTAaTbYHOCT (JIEKOMIIEHCHpPaHa Chp/ieYHa HEIOCTATHYHOCT)

MOBHLIEHO KPBbBHO HAJIAraHe (XUIEPTOHMA)

PaslIMPEHH BEHO3HHU CH/I0BE HA XpaHOMNPOBOAA (BapHLIM Ha XPaHOIPOBO/a)

HasiMuKe Ha Boja B Oenute apoboge (6enoapoben oTok)

TEHJCHLIHUA KbM aDHOPMAJIHO MJIM CIIOHTAHHO KbpBEHE (XeMOparuyHa auaresa)

HamaJsieH Opoi Ha YEPBEHUTE KPbBHU KJIETKH (TEKKA aHEMMUS )

HaMaJIsiBaHe WJIH CMIHPAHE Ha OTACJISHETO Ha ypHHA (peHaIHa WM NOCTPEeHaIHA aHypHs)

Bawmsr nekap we npeanpueme HeoOGxoanmure Mepku. Llle Bu 6baaT HanpaBeHH A0MbIHUTETHH
M3CJIC/IBAHMS 34 NPOC/IC/IIBaHE HA HAITBJIHEHOCTTA HA KPBBHOTO PYCIIO, €JIEKTPOJIMTHUSA OaaHC U
o0eMa Ha KpbBTa.

Hudopmanus 3a npeaaBane Ha HHPEKIHO3HN ATEHTH

Koraro ce npoussesxaat npoyKTH OT YOBELIKa KPbB HIIH M1a3Ma, Ce B3eMaT MEPKH 3a npeana3BaHe

OT npeaaBaHe Ha UHGeKUMKU. Te3u npeanasHu MEpKU BKIIIOYBAT;

® BHHMMATE/ICH NMOA0OP Ha AAPHUTEJIUTE 3a H3KJIIOYBAHE HA HOCHTEIN Ha MH(DEKLIMH,

® U3C/IEABAHE HA OTACIHUTE AapsABaHUA M COOpHHTE MJ1a3MH (MyJIOBE) 3a HAJIMYKE HA MApKEPH Ha
BUPYCH/MHPEKLIUH

® BKJIIOYBaHE Ha €(PCKTHBHW POM3BOJCTBEHH €TaIH 32 MHAKTUBUPAHE/OTCTPaHABAHE HA BUPYCH.

Brripeku TOBa, KOrato ce npuiarar JIeKapcTBEHH MPOYKTH, MOJTYyYEHH OT YOBELIKA KPbB WK I1a3Ma

HE MOraT HaITbJIHO /1a C€ M3KJIIOYAT HHMEKUHO3HH 3a00/19BaHUsA, NOPAJH Mpe/laBaHe Ha UHMEKLIMOZHHU

NpUYMHUTENH. ToBa ce OTHaCs CBLIO M 38 HEM3BECTHH WIIH HOBOTOSIBH/IM CE€ BUPYCH MJIM JIPYTH
MaTOreH!.

Hsma cbobLuenus 3a BUpYCHH HH(EKLMHU Clie/l IPUIIOKEHHE Ha albyMHUH, MPOM3BELCH B
CbOTBETCTBHE C H3MCKBaHHUATA Ha EBponelicka hapmakones.

[penopbuBa ce Bcekn mbT, Korato nosyyasare 103a AnGuomun 20% (200 g/1) aa 3anuceate UMETO U
MapTHAHUA HOMEp Ha MPOAYKTA, 3a Jja MMaTe HH(OPMaLUs 3a U3TOI3BAHUTE MAPTH/IM.

Apyrn aexkapersa u Aaonomun 20% (200 g/l)
Unpopmupaiite Baiuus nekap, ako U3nos3sare, HACKOPO CTE U3MOJI3BAJIH WIH € Bb3MOXKHO /12
H3I10J13BaTe APYIrH JIEKapCTBa.

bpemennocrt, kbpmene H pepruianTer

AKO cTe OpeMeHHa MM KbPMHTE, CMATAaTE, Ye MOXKe /1a CTe GpeMeHHa WM NlaHupaTe GpeMEeHHOCT,
nockLBeTBaHTe ce ¢ Bawus nekap npeau ynorpebarta Ha ToBa JiekapcTBo. Baluust nekap wie peiuu
panu Anduomut 20% (200 g/l) moxe na ce u3nossea o BpemMe Ha GPEMEHHOCT M KbpPMEHe.

lllopupane n pabora ¢ MamuHH

Hama uzBectHu epektn Ha AnbGuomun 20% (200 g/1) Bbpxy criocobHocTTa 3a modupaHe U pabora ¢
MAallHHH.

Asnonomun 20% (200 g/l) cbabpxa HATPHIH

Toea nekapcTBo cbabpka npubausurTento 140 mg HaTpuii (OCHOBHA CbCTABKA Ha
roTBapckara/rpanesHara cos) BbB Bcekd S0 ml ¢akon. Toa koaMuecTBO e ekBUBaIeHTHO Ha 7.0%
OT NPENOPBYMTEIHUSA MAKCUMAJICH IHEBEH XPAHUTENICH NMPUEM Ha HATPUM 33 Bb3pacTeH.

loBa nexaperBo chabpika npubauzurento 280 mg Harpuii Ha 100 ml dnaxon. Toea KOJIMYECTBO €
€KBUBAJICHTHO Ha 14,0% OT nNpenopb4yUTEIHUS MAKCHMAJIEH JHEBEH XPAHUTE/EeH npnem Ha HaTpWii 3a

Bb3PACTEH.




Jlewenuero ¢ Anduomun 20% (200 g/1) o6uuaiiHo ce npunara B GOJIHMYHH YCIOBHS OT JeKap WIH
cecTpa.

HoeewkusaT anbymun moxe 1a Ob/1e NpuiaraH AMPEKTHO HHTPABEHO3HO MIIH Pa3pelieH ¢
(u3noIoruyeH pa3TBop.

Jl03HpoBKa H YecTOTa HA NPHJIOKEHHE

Konuyecrsoro Anbromun 20% (200 g/l), koeTo 1ue nonyuure 3aBucH ot Bawus pueT U Tero,
3a00/19BaHETO M 3arydara Ha TEYHOCTH U OeTbLM.

Baiuusr nekap e u3uncau go3ara Ha Anbuomun 20% (200 g/1) ¥ ToBa KOJIKO YecTo 1iie Obje
[puJiaraH, 3a JOCTMraHe Ha HeoOXOIUMHTE HUBA B KPbBTa BH.

AKO cTe H31I0/I3BAJIH NIOBeYe OT HeoOXxoaumaTa 103a Auonomun 20% (200 g/l)
ToBa e MHOrO psijiko kaTo chOMTHE, HO BalusT nekap e HadCHO KakBoO Ja ce HaNpaBH B TaKapa

CHTYAaLIMS.

AKO MMaTe HAKAKBH JIOMMBbJIHUTEIHH BbIIPOCH, CBBP3aHH ¢ ynoTpedara Ha TOBa JIEKAPCTBO, MOMUTANTE
Bawus nexap uiu MeMLIMHCKA cecTpa.

KakTo BcHukH JiekapcTBa, TOBa JIEKAPCTBO MOJKE J1a MPE/IM3BUKA HEKEIaHH PEaKLMH, BBIIPEKH Ye He
BCEKH ' M0Jy4aBa.

CrienuTe HEKEIAHH PeaKIHH ca chobumaBann 3a Anonomun 20% (200 g/1) iH ca H3IBECTHH OT
APYTIH NPOAYKTH € YOBEIIKH aJIOYMHH:

C Hen3BecTHA yecTOTa (OT HAIMYHUTE JAHHH HE MOJKe J1a Ob/Ie HANPaBEeHAa OLIEHKA):

e (CBpbX4YBCTBUTEIHOCT, aHaDUIAKTHYHA peakis, aHaQUIAKTUYEH 10K

Cna3sbm Ha Oenus 1pod (OpoHxocnazbm)

YckopeH cbpaedeH pUTbM (TaxuKapaus)

Lok

["anene

KoxHu peakuuu (3auepBsiBaHe, ypTHKApHs, IPYPHTYC, epUTEMa, 0OPUB) _
CTyaeHH TpBITKH / P
IloBuiluena remneparypa / o e N
Hucko kpbBHO Hansrane (XMNoToHuUs) / S/ oSl
[ToHm:keHa KMCIOpOAHA caTypalus k W

M3THuaHe Ha JieKapCcTBO OT MACTOTO Ha MHXKEKTUpaHe (€KCTpaBasalys)

Cro0maBane HA HEKEJIAHH PeaKIHH L



AKO MOJTy4nTe HAKAKBH HEXKEJIaHM JIEKAPCTBEHH peaklinu, yBeaomere Baiuus nekap win MeauuMHCKa
cecTpa. |oBa BK/IIOYBA BCHUKH Bb3MOXKHH HEOITMCAHH B Ta3H JIMCTOBKA HEXEJIaHU peakLMu. Moxkere
CbLIO J1a CbOOLIMTE HEKETAaHW PEaKLIMM JIMPEKTHO Ype3 M3mbJIHUTeIHA areHUMs 110 JIeKapeTBaTa, yil.
~/4amsiH I'pyes” Ne 8, 1303 Cocus, Ten.: +359 2 8903417 yeGeaiit: www.bda.bg. Karo chobiiasare

HEXEJIaHW peaKUMH, MOXKETE /1a 1aJIETe CBOS MPHHOC 3a M0JIy4aBaHe Ha roBeye MHGOPMaLMs OTHOCHO
0€30MacHOCTTa Ha TOBA JIEKapCTBO.

Ja ce chbxpansiBa HA MACTO, HEIOCTHITHO 32 Jena.

He u3nosn3akite ToBa 1eKapCTBO cilell CPOKA HA FOAHOCT, OTOE/IsI3aH BbPXY €THKETa M KAapPTOHEHATa
OMaKoBKa.

CobxpansBaiite (p1akoHa B KapTOHEHaTa ONaKoOBKa, 3a /1a Ce Npe/inasy OT CBET/IMHA.

Jla ce cbxpansiBa noja 25°C.
/la He ce 3ampa3nBa.
[IponykTsT TpsOBa Aa ce U3MoJ3Ba BeHAra cjie/l OTBAPSHETO MY.

Henocpencreeno npeau ynorpeba, nposepere aainu pasTBOPLT € OUCTHP. [la He ce nosi3BaT MbTHH
pa3TBOPH WJIH TAKHBA C HAJIMYUE HA BUIUMH YaCTHLIH.

He n3xpbpasiiTe ekapcTBara B KaHAIM3aLMATA WK B KOHTEMHEPA 3a IOMAIlIHU OTNAbLA.
[Tonuraiite Bawius dapmalieBT Kak 1a M3XBBPIIATE JIEKapcTBATa, KOUTO Beye He u3nosspare. Tesu
MEPKH L€ CIIOMOTHAT 3a Ona3BaHe Ha OKOJIHATa Cpejia.

Kakso cbabpxa Anbuomun 20% (200 g/l):
Beeku duiakon ot 50 ml ceabpika 10 g 4OBELLKH M1a3MEHH NIPOTEUHH, OT KOUTO NMOHE 96% € YOBElIKH
aNOyMHH.

Beeku ¢aakon ot 100 ml cbabpaka 20 g 4OBELIKH TUIa3MEHHM NPOTEHMHH, OT KOMTO MoHe 96% e
YOBELUKH aJIOYMHUH.

Ipyrure cheraBku ca: Hatpue kanpuaar (16 mmol/l), narpues xsnopua (63 mmol/l),
N-auerunrpunropanar (16 mmol/l), Bona 3a HHKEKLMK.

Kak m3raexaa Anonomun 20% (200 g/l) u KakBo ¢hbABPKA ONAKOBKATA
buctpa, c1abo BUCKO3HA TEYHOCT; NOYTH O€3LBETHA, X bATA, KEXJTUOAPEHONKBIITA HIIH 3EJIeHa.

CrbkieH ¢aakoH ot 50 ml
Crbknen ¢nakon ot 100 ml

IlpaTexaren na paspemensero 3a ynorpeéa 1 npoH3BOJXHTE.]
Biotest Pharma GmbH

Landsteinerstralie 5

63303 Dreieich
[‘epmanus /
Tel.: +49 6103 801-0
Fax: +49 6103 801-150

Enextponna nowa: mail@biotest.com



3a J0Mb/IHMTEIHA MH(POPMALIS OTHOCHO TOBA JIEKAPCTBO, MOJIS CBBPIKETE CE C JIOKATHHS
NpeACTaBUTEI HA TIPUTEXKATE/IS HA pa3pelleHUeTo 3a ynorpeoda:

MEJIUC ©DAPMA BBJII'APUSI EOOJ]

1700 Codus
Ya. I1pog. Aranac Mumpkos 31, oduc 6
T: 43592 427 49 58

[laTa Ha mocJ1eiHO npepasrJexaane Ha Jucroskara 11/2024.

[NOCOYEHATA ITO-A0J1Y HH®OPMAILIUS E NIPEJHA3ZHAUYEHA CAMO 3A
ME/IUMIIUHCKH CIIEHUAJIUCTH:

Cneunannn npeaynpexieHns H NpeINna3sHu MEPKH NpH ynoTpeda

Konongo-ocmoruunusat edekr Ha 200 g/l yoBewku anGymMuH e NpUGITU3UTETHO YETUPH ITBTH [10-
BUCOK OT TO3M Ha riasmara. Ciie10BaTe/IHO, MPH NpuiaraHe Ha KOHUEHTPUPaH al0yMHHOB pPa3TBOP €
HE0OX0IMMO /1a Obae OCHrypeHa afeKBaTHa XuapaTaums Ha GosHus. 3aeHo ¢ Toa, 6onHuTe TPOBa
fa Ob/1aT MOHHTOPHPAHH 3a MPE/INa3BaHe OT Bb3HMKBAHE HA XUIIEPBOJIEMHUS M XUTIEPXU/IPATALIUS.

AnbymMHHOBMTE pa3TBOpH He OuBa qa ObaT paspexk/1aHy ¢ BOJA 32 MHXKEKLIMH, Thi KATO TOBA MOKE
J1a JOBE/E /10 XeMOJIU3a NPH TNMalUEHTHTE.

[Ipu npenuBane Ha no-ronemu ob6emu e HeOOXOAMMO MpOC/IeAsBaHE HA KOAryJIaLMsITa U XE€MAaTOKpPHUTA.
TpsabBa 1a ce ochblEeCTBY aIEKBATHO 3aMECTBAHE M HA OCTAHAIIMTE KPHBHU KOMIIOHEHTH (akTOpH Ha
KPbBOCHCHPBAHETO, €JIEKTPOJIMTH, TPOMOOLIUTH M €PHTPOLIMTH).

Moxxke 1a ce Habmo1aBa XHIEPBOJIEMUs B CIIy4aH, KOraTo 7103aTa M CKOpocTTa Ha MHy3usTa He ca
cboOpaseHu ¢ obemMa Ha LIMPKYJIMpallaTa KpbB NPH NMaLHeHTa.

BzaumopaeiicTBae ¢ Apyru JieKapcTBeHH NPOAYKTH H APYrH JOPMH HA B3aHMO/IelicTBHE

He ca ycTaHOBeHH CrielM(UUHH B3aUMO/ICHCTBHUS Ha YOBEILKHS alOyMHUH C PYTH NPOAYKTH.
JI03HpOBKA H HAYHH HA NPHJIOKEHHE

Jdo3upoBka

3a ornpenesisaHe Ha HeoOXoaMMAaTa 03a TPSOBa A ce MOJI3BaT NOKa3aTeny 3a eheKTHBHOCTTA Ha
LMPKYJ/IaTOpHUs 00eM, a He Mu1a3MeHuTe an0yMHHOBH HUBA.

[Tp1 HEOOXOAMMOCT OT NpUIOKEHHEe HA YOBELIKH andyMHUH, TPAOBa PEOBHO Aa Ce CAEAT
XEMOJAMHAMHUYHHUTE MapamMeTpu, KaTo HaripuMmep:

& APTEPHAITHO HAJIATaHe U MYJICOBA Y€CTOTA
@ LleHTpasiHO BEHO3HO HansraHe

® Hansrane B 6enoapobHara aprepus

2 Juypesa

o EnexkTpoauTu

L

XeMOorjloOMH/XeMaTOKPHUT

Hauyunn Ha nprjioxeHne

MHTpaBeHO3HO npunoxeHue |

HoBewkusT anOyMuH Moke 1a Ob/1e IMPEKTHO NMPHIIOKEH HHTPABEHO3HO WM MOXKe Jia ObJe pa3pesie
C U30TOHHYEH pa3TBop (Hanp. 0,9% pa3TBop Ha HaTpHEB XJIOPHUN).

[1pu niasmen obmeH, ckopocTTa Ha HHY3UsATa TPIOBA /1a Ce aaanTUpa KbM CKOPOCTTA Ha OT/E/ISHE
Ha rJjla3mara.




Uudopmauus 3a u3noisBane

Pa3TBOpbT Ha anGyMHH He TpsOBa na Obae paspexaaH ¢ BOJA 3a MHKEKLMH, 3a110TO TOBA MOXKE /14
MpeAr3BUKA XEMOJIU3a MPH MNMaLMEHTA.

AKO ce npuiaraT rojieMy KOJM4eCTBa, pa3TBOPHT TPAOBa 1a CE 3aTOMJIM 10 CTaiHA WM TeJlecHa
TeMIieparypa.
PazrBopbT TpsiOBa 1a Obe OMCTBLP MK JleKko onasecueHTeH. Jla He ce ynoTpebaBaT pa3TBOpH, KOUTO

Ca MBTHH WM UMaT yTaika. ToBa nokasa, ye npoTeMHUTE ca HeCTaOWIHU WM Y€ Pa3TBOPBT €
KOHTAMHWHUPAH.

Pa3zTtBopbT TpsabBa 1a ce npuaara BeHara clie/l OTBapsHeTo Ha diakoHa. BcHukM ocTaTh4HM

KOJIMYECTBA OT NPOAYKTa, TPAOBa 1a ObAaT U3XBBPJIAHHU HA OMNPEIE/IEHUTE 3a TOBA MECTa ChITIACHO
MECTHUTE U3UCKBAHHUS.



