KPATKA XAPAKTEPUCTHKA HA NMPOAYKTA



1. HWME HA JIEKAPCTBEHUA ITPOAYKT

Amunorasman b. bpayn 10% E uHGY3UOHEH pa3TBOpP |

_/9/‘7'%2/3

Aminoplasmal B. Braun 10% E Solution for Infusion

ArE537 3001 106 |
p KAYECTBEH U KOJJMYECTBEH CBHCTAB S

WH}y3MOHHUAT pasTBOP ChABPIKA:

s1ml  B250ml  B500ml 81000 ml

M30oneBLMH 5,00 mg 1,25 g 2,50 g 5,00 g
JleBUMH 8,90 mg 2,23 g 445 ¢ 8,90 g
JIM3MHOB XUAPOXJIOPH /L 8,56 mg 2,14 ¢ 4,28 g 8,56 ¢

(eKBMBAJIEHT Ha JIU3UH) (6,85 mg) (1,71 g) (3.43 g) (6,85 g)
MeTHOHUH 4,40 mg 1,10 g 2,20 g 4,40 g
(henunajaHuH 4,70 mg 1,18 ¢ 2.35¢ 4,70 g
TpeoHuH 4,20 mg 1,05 ¢ 2,10 g 4,20 g
TpunrodaH 1,60 mg 0,40 g 0,80 g 1,60 g
Banun 6,20 mg 1,55 ¢ 3,10 g 6,20 g
APpPruHHUH 11,50 mg 2,88 g 575 ¢ 11,50 g
XUCTUUH 3,00 mg 0,75 g 1,50 g 3,00 g
AJIaHUH 10.50 mg 2,63 ¢ 5,25 ¢ 10,50 g
[muuuH 12,00 mg 3,00 g 6,00 g 12,00 g
AcnaparvHoBa KMCE/IMHa 5,60 mg 1,40 g 2,80 g 5,60 g
[lyTaMMHOBA KMCEJTMHA 7,20 mg 1,80 g 3,60 g 7,20 g
[TponuH 5,50 mg 1,38 ¢ 2,758 550 g
CepuH 2,30 mg 0,58 ¢ 1,15 ¢ 2,30 g
Tupo3uH 0.40 mg 0,10 g 0,20 g 040 g
Harpues auerar TpUXUApar 2,858 mg 0.715¢ 1,429 g 2,858 ¢
Kanues auerar 2,453 mg 0,613 g 1,227 g 2,453 g
HarpueB XHAPOKCH 0,360 mg 0,090 g 0,180 g 0,360 g
MartHe3ues XJ0pU XeKcaxuapar 0,508 mg 0,127 g 0,254 ¢ 0,508 g
Jlunarpues docgar 3,581 mg 0,895 g 1,791 g 3,581 g
l0JieKaxuapar
Konyenmpayuu Ha e1ekmpoiumu
Hatpui 50 | mmol/I
Kanu# 25 | mmol/Il
Marse3um 2.5 | mmol/l
Auerar 46 | mmol/l
XJ10pH A 52 | mmol/
docdar 10 | mmol/
[ luTpaTr 1,0 - 2,0 | mmol/
0061110 aMUHOKHCEJIMHH 100 | g/l
OO0u1o a30T 15.8 | g/l

3a IbJIHUA CIIMCBK HAa MOMOLIHHUTE BellleCTBA BUKTE TOHKA 6.1.




3. JIEKAPCTBEHA ®OPMA

Uudy3noHeH pasTBOpP.
Buctbp, 6e31BETEH 10 EKO CIAMCHOXHAT pa3sTBOP, MPAKTHYCCKH 6e3 BHAMMH YaCTHLIH.

Eneprus [kJ/1 (keal/l)] 1 675 (400)
TeopeTHUEH OCMOIAPHTET [mOsm/1] 1030
KucenuuHocT (Tatpupaue a0 pH 7.4) [mmol npubi. 26
NaOH/1]

pH 5,7-6,3

4. KJINHAYHHA JAHHH
4.1 TepanepTHYHH NOKAIAHHH

Ha6apsiHe Ha AMMHOKHCIIMHY M OrPaHU4EHO KONNIECTRO eJICKTPOJIUTH 32 MapCHTEPATHO
XpaHeHe, Koraro nepopajiHo Wil eHTepaHo XpaHeHe HE € BbIMOXHO, HEJOCTATHYHO HIIH
NPOTHBOMOKA3AHO.

3a BB3PACTHH, IOHOLIM ¥ JICUa Ha Bb3pacT Hal 2 TOAMHM.

42  Jl03MpOBKA H HAYMH HA NPHIOKCHKE

03U pPOBKa

JlosupoBkaTa TpAOBa Jia ce KOpHUTr1pa WHAMBHIYATHO B 3aBUCHMOCT OT MHAKBHIYaTHHTC
HYIKIH OT aMHHOKHCE/IMHH, ENSKTPOINTH W TEYHOCTH B 3aBUCHMOCT OT KAIHHAYHOTO
chCTOSHME Ha natHenTa (HyTPHTHBEH CTaTyC W/WNH CTEMeH Ha a30THHS Karaboan3bM B
pe3yJITaT Ha HAMM4YHOTO 3a00/5BaHE).

Bn3pacTHH

[uepHa 103a.
1,0-2,0¢g aMUHOKHCeNMHW/Kg TenecHo Tero = 10 - 20 ml/kg TenecHo Terno

2 700 — 1 400 m! 3a 70-xkniorpaMoB NaLMCHT

MaxcUMAIHA CKOPOCT Ha HHQY3HSA:
0,1 g amunokucenunn/kg TENECHO Terno/yac 2 1.0 ml/kg TenecHo Terao/4yac

2 1,17 ml/min 3a 70-kunorpaMoB NatueHT

ITeduampuura nonyaayus

Hosopodenu, Kepmavema U Maiku deya Ha 6v3pacm noo ose 200UHU

Ammnomiazman b. bpays 10% E e npoTHBONOKa3aH [pH HOBOPOAEHH, KbpMaveTa i MaJIKH
nela Ha BB3pacT MoJ 2 ToAHHH (BX. TOuKa 4.3).

Tlela ¥ IOHOIIH HA BBL3PACT OT 2 no 18 ronnHA

J{o3uTe 3a Bb3PACTOBHUTE IPYMH, IOCOHEHH Mo-A0Jy, Ca CPEAHH OPHEHTUPO,
TouHaTa [O3a CJe/Ba fia CE ONPEHETl HHAMBHAYAHO B 3aBUCHM OCT OT B

3



Pa3BHUTHE ¥ BOACIIOTO 3a00JIABaHe,

JlseBHa 103a 3a Jela Ha Bb3PACT 2 JI0 T0-MaJIKQ OT 3 TOAHHH.
1.0-2.5 g amuHokucenuHu'kg TenecHo Termg £ 10-25 ml/kg tenecHo terno

JIHeBHa 2032 33 Jela Ha Be3pacT 3 710 18 rojunu:
1.0-2.0 g amuHokuceaunaw/kg TenecHo Termmo £ 10-20 ml/kg TenecHo Terno

Kputnyno 6omany gena: 3a KpUTHYHO OOJHU NALMEHTH NPENOPBUYHUTEIHHAT IIPHEM Ha
AMUHOKHCE/IMHH MoXe f1a Obae mo-Bucok (10 3,0 g aMHHOKHCETHHI/KE TEeTECHO TEMIO Ha

ICH).

MakcHuMaNHa CKOpPOCT Ha HHGY3us:
0,1 g amunokucennun/kg Tenecno tero/yac £ 1 ml/kg Tenecno terno/4ac

B cnyuaii Ha HyXzaa oT aMHHOKHCceNMuHH 1,0 g/kg TenecHo Terno/aen win noseve, Tpadsa na
ce 00bpHe 0c00eHO BHUMaHKE Ha OrPaHHYCHHATA 3a BbBEXAAHE Ha TEYHOCTH. 3a Ja ce
n3berse NpeToBapBaHe ¢ TEUHOCTH, MOXKE Ja ¢€ HAJIOXKH 1A ce H3I0N3BAT aMUHOKUCEIMHHH
pa3TBOPH C II0-BHCOKO CBABPKAHUEC HA aMHHOKHCEIIHHH B TAKMBa CHTYALIUH,

ITayuenmu ¢ 6vbpeuno/weprodpobro yepesicoare

Ho3ure TpsabBa Ja ce KOPpUrupaT HHAWBHIYAIHO NPH NAMEHTH C JIEKa 0 YMEpPEeHa CTEIEH Ha
yepHOoApoOHa uin 660peyHa HenOCTATHYHOCT. (BX. ChbIIoO TOYKA 4.4) KoraTo ce nmpumnara 1o
BpeMe Ha IHalu3a, Tpsadra aa ce obMucnar 3aryOuTe Ha aMUHOKHCETHHM BCICACTBHE Ha
IPEMHHABAHETO UM B AHANH3ATA.

Ipoowaocumennocm na ynompeba

To3u pa3TBOp MOXKE Ja Ce NpHiara TOJKOBa IBJr0, KOJIKOTO IapeHTEPATHOTO XPAHEHE €
I10KAa3aHo.

HauuH Ha TpUIIOXKEHHE

HaTpaBeHo3HO MPUIIOKEHHUE.
Camo 3a meHTpaiHa BeHO3Ha HHDY3HA.

4.3 IIporuBonmoxazaHHusA

CBPBXUYBCTBHTETHOCT KbM AaKTHBHHUTE BEIECTBA HIIM KM HAKOE OT MOMOIIHHUTE
BeliecTBa, H30poeHH B Touka 6.1.

BpoaeHu AedeKTH B aMUHOKHACEITNHHAA METa0O0IN3EM

Texxxu LHPKYTATOPHH HapYIICHUS C PUCK 34 KUBOTA (HATID. IIIOK)

XHUIMOKCHSA

MetabonuTHa auugo3a

Texxa yepHOAPOOHA HEAOCTATHYHOCT HIIH IEKOMIICHCHpaHa YepHOAPOOHA IIHpOo3a ¢
yepHoapoOHa cHuedanonarud (crenenu Il u [V)

Texxxa 6b0peyHa HeJOCTATHFYHOCT NPH JHIca Ha OBOpeYHa 3aMeCTHTE THA-PEPANLs
Bucoka 1 HEKOPHIHpaHa [Ia3MEeHa KOHLECHTPALKS Ha HAKOH OT encifPoaMid0
ChbIBbpXKalIH C€ B MPOAYKTa effo
® JlekoMII€HCHpaHA ChPACYHA HEAOCTATHYHOCT
e  Octep Genoapoben oTok




e  HapylueHus BbB BOAHO-EICKTPOINTHHA DanaHc

JiekapCTBEHHAT MPOXYKT HE TpsaGBa da ce npunara npu HOBOPO/IEHH, KbpMaYcTa U MAJIKK
nela Ha Bb3pacT MoA ABE FOAWHH, Thil KATO AMHHOKHCEJIMHHHUAT ChCTaB HE OTroBapi

NpaBUIIHO Ha chelHanHuTe H3HCKBAaHNA Ha Ta3u neavarpuyHa Bb3pacToBa rpyiia.

44 Cuenpainyu npeaynpexIeHHs H NPeANa3HH MepKH npH ynorpeda

[Tpu HanuuKe HA HApyUICHHA Ha MeTaBonM3Ma Ha AMUHOKUCEIMHKTE 10 ApYyra MNprUtnHa,
ocBer u3GpoeHuTe B TOUKA 4.3, NEKAPCTBCHUAT NpOAYKT TPsGBa a ce npunara caMo Cich
RHUMATE/HA OIIEHKA HA CHOTHOLICHHETO 110J13a-PHCK

TIpHOXKEHHETO HA MOJICMH oBemu uHby3MOHHH TEHHOCTH NPH NALHEHTH CbC chpAcHHa
HeJOCTaTPYHOCT TPAOBa Aa CC M3BBPUIBA © MOBUILEHO BHHMAHHE.

HeoBXONMMO € MOBHLIEHO BHUMAHHE TIPU NalueHT ¢ [IOBHLIEH CEPYMEH OCMONApPHTET.

HapyleH|sTa Ha BOXHHSA H €1IeKTPOJIUTHAS GanaHc (Hanp. XHIOTOHHYHA JEXHApaTallus,
XUTIOHATPHEMHS ¥ XHIIOKAIMEMHS) TpsGBa a ce KOPUrHpar Mpe NPHUICKEHHETO Ha
[apeHTEPATHOTO XpaHEHE.

PenosHo TpaAOBa fia ce MPOCIeABaT CEPYMHHTE eNeKTPOJIMTH, KpbBHATA 33Xap, OanaHnca Ha
TeUHOCTUTE, KUCENUHHO-AJIKAIHOTO PaBHOBECHE H 6nOpetnara GyHKUHA.

Mo crieLHaTHO, IPY NEANATPHHUHH MALHEHTH U NAlMEHTH ¢ 6uOpeuHa HEIOCTaTBHHOCT
HHBOTO Ha Mg++ TpabBa fa ce npocacisisa BHHMATESHO.

MounuTopupaHeTo TpaOBa 13 BKJIIOUBa cepyMeH NPOTEHH W NMOKA3aTe/n Ha yepHOapodHaTa
byHKIIHMA.

B1OpeuHO YBPEXIAHE
[pu naupeHTH ¢ OBOpEHHA HeIOCTATHYHOCT /103aTa TPAOBA BHUMATEITHO /14 €L KOpUrupa

criope] MHAMBHAYQTHHTE HYXIH, TEXECTTA Ha OpraHHaTa HEIOCTaThYHOCT H BUAA Ha
HatnaueHara ObOpedHa 3aMeCTHTEIHA TEpanii (xeMOAMAIK3a, XeMOQUITPaLHs H T.H.). I1pH
KOpHrupaHe Ha 103aTa Tpa6Ba na 6baaT B3CTH 0] BHUMAHHC 3aryGuTe Ha aMHHOKHCEITHHH,
BJDKAULH C€ Ha AMAIH3HATA MpOLeaypa.

UepHoapofHO YBPEKAAHE
T1pyu malMeHTH C JieKa K0 yMepeHa CTETCH Ha yepHoApoOHa HeJOCTaTLHHOCT HilH

AEKOMIIEHCHpaHa yepHoApoOHa HpO3a C yepHoapoOHa eHuedanonaTus (ctenenu I 1 1)
no3ata TpaOBa BHUMATENHO [ Ce KOpUripa crnopes HHAMBALAYUTHHTE HYXKH H TEXECTTa Ha
OpraHHAaTa HEAOCTATbYHOCT

AMHHOKHCETHHHHUTE pa3TBOPH Ca CaM0 €INH KOMITOHEHT Ha MapeHTEpalHOTO XpaHCHC. 3a
ITBJIHO NApeHTEPAIHO XpaHeHE 3aCHO ¢ aMuHOKACceNMHHTE TpAOBa Aa ce npriarar cybcTpaTH
3a HE-NIPOTEMHHO HabaBsHE Ha CHEPTUA, eCEeHLMATHN MaCTHA KHCENHHH, EJICKTPOJIMTH,
BUTAMUWHHU, TEYHOCTH H MUKPOCICMCHTH.

45 BiauMojeHcTBHA ¢ APYTH JEKAPCTBEH
a3aHMoacHCTBHE

He ca u3BeCTHH




4.6 @epTuauTeT, GpeMEHHOCT H KHPMEHC

Bpemennocm
TIunceaT AAHHK OT ynorpebara Ha AMHHOMIasMal b. Bpayu 10% E npu OpeMERHH XKCHH.

He ca npoBexaaHu Npoy4BaHHA HA penpoAyKTHBHATA (YHKLHS NpH KHBOTHH C

Amyinonaasman B, Bpayn 10% E.
Vnorpebara Ha AMHHOMIa3Mal B. Bpayn 10% E Moxe fia ce 0OMMCIIH 110 BpEME HA

6peMEHHOCT, 8KO € He00X0AUMO.
Anvunorasman b. BpayH 10% E tpaOsa aa ce naBa Ha GpeMEHHH KEHH CaMO CJIIC/L

BHHMATEIHA MTPELCHKA.

Kvpmene

AMUHOKUCETMHHTE/METaBOMHTUTE CE eKCKPETHPAT B KbpMaTa, HO NIpH TepanesTHYHH 1031 Ha
Amunomnasman b. bpayn 10% E He ce ouaksar edexTh NpH KbPMEHH
HOBOPOAEHH/KbPMAUETA.

BnnpekH TOBa, KbPMEHETO HE CC npenopbYBa 3a MaikK{ Ha N1apeHTEPATHO XpaHEHe.

Depmunumem
JlunceaTt JaHHH.

4.7 EdexkTh BbPXY cnocoBGHOCTTa 3a IodupaHe U paboTa ¢ MALTHAA

HenpuioXxuMo

4.8 Hexenant JeKapcTBeHH PEakKllHH

BL3MOXKHO ce I3 C€ MPOSBAT HEXKENaHH JIEKApCTREHH peaKLMK, KOMTO 00aue HE Ca CBBP3atH
ChC CaMMs NPOAYKT, @ ¢ MapeHTEPaTHOTO XPAHCHE KATO usiio, 0coO0eHO B HA4anoTo Ha

MapeHTEPANHOTO XPAHEHE.

Hexenanure peakluHH ¢ #30pOABAT CHINIACHO TAXHATA HECTOTA KAaKTO Cle[Ba.
Muoro 4ecTH (> 1/10)

YectH (> 1/100 go < 1/10)
HeuectH (> 1/1 000 ao < 1/100)
Penxu (> 1/10 000 xo < 1/1 000)
Muoro peakH (< 1/10 000)

C Heu3BECTHA YECTOTa (OT HAJHYHATE IaHHH HE MOXC Ja 6bie HanpaBeHa OLEHKa)

Hapywienus na uMyHHama cucmema
C Heu3BeCTHA YecToTa: AJIepruuHy peaklii

CmoMaiHo-4peeHu Hapyienua
HeuectH: rajeHe, NoBphillaHe

CrobuiaBaHe Ha NOAO3UPaHH HeXeliaHy peakLivu
Cpo61IaBaHeTO Ha NOA03HPAHH HEXEIaHH peakiLUy caes paspeniapane 3a yrnoTpeda Ha

JleXapcTBEHUs IPOIYKT € BaxKHO. ToBa M03B0/4BA f1a IPOALIKY HaOMOACHH ;-,a-. T
CLOTHOLIEHHETO MOJI3a/PHCK 32 NIEKapCTBEHUS NPONYKT. OT METULUHCKUTCA
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HaUCKBA 1a ChOOIABAT BCAKA MOA03HpaHa HeXenaHa peaKlus upe3 VI3mbIHHTENHA arCHLHA
1o JieKapCTBaTa

yi1. ,Jlamsau [pyes” Ne 8
1303 Codus
Ten: +35 928903417

yeGcaiiT: www.bda.bg

4.9 TlIpepo3npase

CuMnmoMu Ha npeoo3upane Ha MeyHocmu U eaexmpoiumu
[Ipeso3upaHe WM TIPEKANEHO BUCOKH CKOpOCTH Ha HH(y31sd MOraT Jla 10BeaT A0
XHUIIEPXM/PATALHS, HAPYILEH SJIEKTPOJIMTCH Ganarc 1 6enopodeH OTOK.

Cumnmomy Ha npedo3UPaHe Ha AMUHOKUCENUHU

[lpeno3upaHe Wik NPEKANICHO BUCOKH CKOpOCTH Ha MHGY3Hs MOraT Aa 10BEAAT 10 peaKki{u
Ha HeMOHOCUMOCT, NpOoABABALIH CC NOA ¢opmara Ha rajieHe, TOBPBILAHE, rnaBobone,
XMepaMOHHEMHs 1 3ary0H Ha aMHHOKUCEITHHH npe3 6uOpeurTe.

Jleuenue
Tpu nposiBa Ha PEAKIUK HA HETIOHOCKMOCT UHY3NATA C AMHHOKHCEAHHA TpaOBa BPEMEHHO
na ce cpe U Ja Ce Bb30OHOBH MO-KBCHO € NO-HUCKA CKOPOCT Ha UHPY3M1.

5 @OAPMAKOJOI'MYHH CBONCTBA
5.1 dapMAKOAHHAMHYHH cBOHCTBA

(bapMaKoTepaneBTHYHa rpyra: KpnBHM 3aMECTUTENH U nepdy3HOHHH Pa3TBOPH,
MHTPABEHO3HH Pa3TBOPH 34 napeHTepalHO XPaHCHE, KOMOHHALIKMH.
ATC xoa BOSBAI10

MexanuzbMm HQ Oetcmeue

I{eTa Ha NAapeHTEPAIHO XPaHEHE € 10CTaBkata Ha BCHYKH XPaHUTE/THH BELLECTBA,
HeoGXONMMH 32 pacTexa, MOIbPXKaHE ¥ Bb3CTAHOBABAHCTO Ha TLKAHUTE Ha TAJIOTO U T.H.

AMHHOKUCETHHHUTE Ca OCOOEHO BXKHH, TIOHEXKE TC YaCTHAHO ca He3aMECHHUMH 32 CHHTE3a Ha
npoTenHy. YHTPaBeHO3HO NPHIOKEHUTE aMWHOKHCETMHH Ce BKJIIOUBAT B ChOTBCTHHTE
BBTPECHAOBH H BETPEKIIETHIHH aMUHOKUCEIHHEN Aena. Kakro eHAOTEHHUTE, Taka H
eK30TeHHHTE aMHHOKHCEJIMHU CITYXKaT Karo cyGeTpar 3a CHHTE3a Ha (PYHKIHOHATHM H

CTPYKTYPHH NPOTEHHH.

[TpunaraHATE KATO TAPEHTEPANHO XPAHTHC eNIEKTPOJIMTH OMarar fia ce Mo[UIbpXKar CEpYMHHTC
HMBA, HEOGXOAMMH 33 (PH3HONOTHIHHTE MPOLECH Ha KJIETKATA.

3a j1a ce n3berne MeTaGoONMU3UPAHETO Ha AMHHOKHCETUHH 34 eHepruiiHy HYXXIHY U ¢ 1en
3axpaHBaHe Ha JpYyry UINCKBAIH CHEPrUd APOLIECH B OpraHu3mMa € HeoOXOAUMO
eAHOBpEMEHHO Ha0aBsHE Ha CHEPIrys (noa ¢opmaTa Ha BEITIEXHAPATH HH Ma3HUHMU).




§2 (@DapMAKOKHHCTHYHH cBOHCTBA

Abcopbyus

Tei KaTO TO3M JEKAPCTBEH MPORYKT CC BIHBA MHTPAaBEHO3HO OMOHANMMHOCTTA Ha
ChAbPIKAILINTE CE B pa3sTBOpA amuHokacenuuu e 100%.

Paznpedenenue

AMHUHOKUCEIUHHATE C€ BKJIIOYBAT B MHOTO NPOTCHHH B pa3MYHH ThKaHH Ha TAJIOTO. B
KOITBIIHEHHE, BCAKA aMMHOKHCEIIHHA [MPUCHCTBA KATO cBOOOIHA AMHHOKHUCENIHHA B KPbBTa H

BbTPE B KIETKHUTE.

CoeTaPbT HA AMHHOKUCEIMHHUA PasTBOp €€ Gazupa Ha pe3y/TaruTe OT KIHHHIHH
npoyuBaHUs Ha MeTabonn3Ma Ha npunarani MHTPaBEHO3HO AMHHOKHCEHHH. KonuuecTpata
AMHHOKHMCETHHM, KOUTO Ce ChAbpXKar B pasTsopa, ca Takd u3bpaHu, 4e J1a ce Nony4u
XOMOTEHHO MOBUIIIABAHE HA KOHLIEHTPALIMHUTE HA BCHAKH nasMeHy aMiHokucenrnHu. [1o To3u
HauMH ce 3ara3BaT GU3HONOTHYHHTE CHOTHOIICHHS Ha [1a3MeHUTe aMHHOKHCEJIMHH, T.C.
XOMEOCTA3aTa Ha AMHHOKYICEJTMHUTE, TIO BPEME Hd uHby3UATA C 1eKAPCTBEHUS MPOAYKT.

HopMadHHAT pacTexX v pasBUTHE Ha [UI0Ja 3aBHCAT OT HENPEKbCHATOTO HabaBAHE Ha
aMEHOKHCEINHHA OT Mal#Kara KbM I1JIOAA. [MnaueHTara OTroBaps 3a NpeMUHABAHETO Ha
AMEHOKUCETHHY MEXIY ABETE KPHBOOOPAILCHHA.

Buompancgopmayus

AMHHOKHCEIMHHUTE, KOHTO HE CE BKIIIOUBAT B CHHTE3A Ha POTEHHH ce METaDONM3MUPAT KAKTO
cneaBa: AMMHO-TPYNaTa ¢e OTAENS OT BBIJIEPOJHNA CKeJeT Yype3 TpaHCaMHHHMPAHE.
BrriiepoqHara BEPUra Wik ¢€ OKHCIABA aupexTHO A0 CO:2, WM Ce U3M0/13Ba KaTO cybcTpar 3a
FTIOKOHEOreHe3aTa B uepHus Apob. AMHHO-TpYNara cblio ¢e MeTaboIu3Mpa B YepHHUA Apod

0o yped.
Enumunupane
CaMo MaJIKH KOJTHYECTBa aMUHOKHCEINHH CC eKCKpPETHPAT HEMPOMEHCHH B ypHHATa.

5.3 IlpeakJHHHYHH JAHHH 33 6e301MacHOCT

He ca NpoBeXIaHH HEKIMHAYHH NPOYBAHAA C Amunonnasman b. Bpayx 10% E.
AMUHOKHCENMHATE H €AEKTPOIUTUTE, ChABPHAIIH CC B Amunonnasman b. Bpayn 10% E ca
BellleCTRa, KOUTO C€ CpeliaT €CTECTBCHO B Oprasmu3Ma.

[To Ta3u NpUYMHA HE Ce O4aKBa A2 HaCThIAT TOKCHYHHU PEaKLMK, JIOKATO CTPHKTHO CE Clia3bar
HOKA3aHMATA, POTHBOMNOKA3aHUATA M NPENOPBKUTE 3a N03HPOBKA.

6. GOAPMAINEBTHYHH NAHHH
6.1 CHnscbk Ha TOMOUIHHTE BelleCTBA
ALETHILIACTEHH,

TIuMoHEHa KMCETMHAa MOHOXHJIPAT (38 KOpeKLMs Ha pH)
Boga 3a MHXEKLIUH




6.2 HecbBMECTHMOCTH

Tosu neKapcTseH NPOAYKT HE TpsaGBa Ja ce CMeCBa C APYTH JIeKapCTBCHH NPOAYKTH, 33 KOMTO
cHBMECTHMOCTTA HE € JoKa3aHa. Buxre Touxa 6.6.

6.3 Cpox Ha rogHocCT

HeoTBOpeHa ONAKOBKA
3 ronuHH

Cnen oTBapsHe HA ONAKOBKATA
To3u neKapcTBEH NPOAYKT TpsOBa a e U3Non3sa He3a0aBHO.

Crnex cMecBaHe ¢ 100aBKH
Jla He ce cbXpaHABa B XNaNITHHK.
JlokazaHa € XUMHUHA ¥ ¢hu3MyHa CTADWIIHOCT B NEpHO/A Hd W3noN3BaHe 3a 24 uaca npH

25 ofC.
Ot MUKpOOHOJIOTHYHA TTICAHA TOYKA, OCBEH aKO HAWHHBT Ha OTBAPAHC U cMecBaHe HE

M3K/OUBa PHCKA OT MHKPOOHO 3aMbpCABAHE, MpOXYKTHT TpAGBa /ia ce U3MON3Ba BeHara.
AKO HE Ce W3M03Ba BeaHara, BpeMeTo Ha ChbXpaHCHHC B Mepuoaa Ha U3MNoJ3BaHEe 1
yC/IOBMATA Ha CHXPAHEHHE Ca OTTOBOPHOCT Ha noTpedurens.

6.4 CnenHalaHK YCJ0BHA HA CHXPAHCHHE

Jla ce chXpaHsABa MpH Temneparypa noa 25 °C.

I1a He ce 3aMpasssa.

ChXpaHEeHHETO Ha pa3TBOpa Ha XNalHO noz 15 °C Moxe Aa A0BEAE 0 oOpa3yBaHe Ha
KpHCTay, KOWTO 00a4e MOoraT JIECHO 1a 6baT pa3TBOPEHH YpPE3 JICKO 3aTOMIAHE MPK 25°C

110 ITBJTHOTO KM pa3TBapAHeE. Jlexo pa3KiareTe OllaKOBKaTa, 3a Jia C€ [OCTHIHE XOMOTEHHOCT.

3a ycIOBHATA Ha CbXPaHEHHE CIIENL cMecBaHe ¢ J0GABKH, BHKTE Touka 6.3.
CobxpansipaiiTe Oy TUIKUTE B KapTOHEHATA OTIaKOBKa, 32 /1a Ce MpeAnassaT oT CBCTIHHA.

6.5 Bujn chAbpkaHHe HA ONAKOBKATA

ByTuak# ot 6e31UBETHO CTHKIIO (tun II), 3aneqaraHy cbC 3aMyLialky OT xajioreHupaH OyTHIIOB
Kay4yK, ChAbpKawm 250 ml, 500 m! uau 1 000 ml pa3TBOPp.

Coeaspxanue: 230 ml, HaIHUHH B OTIAKOBKH OT 10 OyTHIKH

500 ml, Hasyuy B onakoBkk ot 10 Oy THJIKH

1 600 ml, HaJIM4HH B OMAKOBKHM OT 6 OYTHIIKH
He BCHUKH BHJAOBE OMAKOBKU MOrart /ia &BbaT YCHATH B Mpojaxo0a.
6.6 Crneumaauu npeAna3Hy MepkH NpH H3XBBpJisiHe H padoTa

Hsama crelidanHy H3HCKBaHHUA 32 H3XBBPIIAHE.

OnakoOBKHMTE Ca CaMo 3a eIHOKparHa ynorpe6a. M3xsbprere onakoBKara ¥
9




pa3TBOP Clel ynorTpeoa.

Pa3TBOopHT Tp=6Ba a C€ M3MOJ3Ba CAMO aKO 3allylIaKaTa Ha ONaKOBKATa HE € IIOBPCACHA U
aKo pasTBOPBT € GHCTHP, Ge3LBETEH 0 JIEKO CTAMEHOXBIIT, IPAKTHYECKH 0€3 BUAUMK

4YaCTHLH.
N3nonssadiTe CTEpUIIHA CHCTEMA 38 IIPHIIOKCHHUETO.

AKO TIPH YCJIOBHATA HA TOTAJIHO M&PEHTEPANHO XpaHeHe ce Halara 100aBAHE KbM TO3H
IEKapCTBEH NPOAYKT Ha APYTH XpaHUTEIHH BEIIECTBA KaTO BBITICXHUPATH, JTHIIHIH,
BUTAMHHH, SJIEKTPOJIHTH H MHUKPOEJIEMEHTH, CMECBaHeTO TpAOBa 1a CTaBa IIpU CTPOro
acemrTHUHH ycnoBHs. Pasmecere noGpe cnen npubasaHeTo Ha Besika nobaska. OobpHeTe
Crel{HaJIHO BHUMAHHE HAa CbBMECTHMOCTTA.

- DI'moxo3a: Dokazana e pU3HKOXHMHYHA cTabHIHOCT 3a 24 yaca npH cTalHa
TeMIeparypa Ao o0imo konuuecTBo 158 g/l rmoko3a B cMecTa.

- EJeKTpoJMTH: A0Ka3aHa € (U3UKOXMMHYHA CTa0UIHOCT 3a 24 yaca IIpH CTalnHa
TeMneparypa 10 o6mo xonmuectso 32 mmol/l Harpuit, 16 mmol/l xanuii u 2 mmol/l
MAarHe3uHd B CMECTa.,

- JIummapu: DokasaHa e GU3HKOXHMHYHA CTabMIHOCT 3a 24 yaca IIPH CTaiHa
TeMneparypa xo obwo koauuecTo 50 g/l munuaHa eMynacus B CMeCTa.

- MHKpOENEMEHTH M BUTAMHUHU: JoKa3aHa € PU3AKOXHMHYHA CTaOUTHOCT 3a 24 4aca
NpH cTaifHa TEMIIEparypa, ¢ H3M0J3BaHe Ha HAJIMUHY B ThProBCKaTa MpeXa
MHKpPOEAEMEHTH ¥ MyATHBATaMuHHM (Hanp. Tracutil, Cernevit), A0 cTaHzapTHaTa 1034,
[pernopbyaHa OT CbOTBETHUS IIPOM3BOANUTEN HA MUKPOHYTPHEHTA.

7.  TIpuTexares Ha pa3peIlEHHETO 3a YoTpeda

B. Braun Melsungen AG
Carl-Braun-Stralle 1,
34212 Melsungen
['epMmaHud

ITowencru adpec
B. Braun Melsungen AG

34209 Melsungen
[epmaHud

Tenedpon: +49-5661-71-0

Pakc: +49-5661-71-4567

8. HOMEP(A) HA PAJPEILIEHHUETO 3A YIIOTPEDBA

20140210

9. IATA HA ITBPBO PA3BPEIIABAHE/TIOJHOBSsBAHE HA PAZED ¥ :i"'ﬂ] 5 \(!
3A YIIOTPEBA i S

Jlata Ha nbpBO paspewmasane: 04.07.2014 r.
Iata Ha nocienHo noaHorsBane: 08.10.2019 .
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10. JATA HA AKTYAJM3UPAHE HA TEKCTA

[MocieHO BLTPEUIHO AKTyaTH3UPAHL. 08/2025
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