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KPATKA XAPAKTEPUCTHUKA HA HIPOAYKTA

Kpamxa xapaxmepucmuxa Ha npodysma - Npunoxenwus 1

1. HME HA JEKAPCTBEHMS ITPOJYKT
\\—SQ:S_ JOG"‘O'G{

Kum

Aminoplasmal — 10 % E Solution for Infusion eoscasaresses | -

Amunornasmai — 10% E Undyzuonen pasrsop

2. KAUYECTBEH H KOJIMYECTBEH CbhCTAB

1000 mi om pazmeopa cvOvpascam:

H3zonesuuH ([soleucine) 510 g
JIesnuH (Leucine) 8,90 g
JInaun xuapoxnopup (Lysine hydrochloride) 7,00 g
(exBUBaJIeHTEH Ha nn3uH (lysine) 5,60 g
Metuonun (Methionine) 3,80 g
Dennnanannd (Phenylalanine) 3,10 g
TpeonuH (Threonine) 4,10 g
Tpumrrodan (Tryptophan) 1,80 g
BanwH (Valine) 4,80 g
AprunviH (Arginine) 0,20 g
Xuctuaud (Histidine) 5,20 g
I'muups (Glycine) 790 g
Anaunn (Alanine) 13,70 g
ITponus (Proling) 8,90 g
Acnapramosa kucenuHa (Aspartic acid) 1,30 g
AcnaparuH MoHOxugpar (Asparagine monohydrate) 3,72 g
(eKBMBaJIEHTEH Ha acmaparvH (asparagine) 3,27 g
AnerrwiumcTenH (Acetylcysteine) 0,68 g
(eKBHBAJIEHTEH Ha LKCTEUH (Cysteine) 0,50 g
'myramona kucenuna (Glutamic acid) 4,60 g
Opuutul xuapoxsiopug (Ornithine hydrochloride) 3,20 g
(eKBUBAJICHTEH Ha OPHHTHH (ornithine) 251 g
CepuH (Serine) 240 g
Tuposun (Tyrosine) 0,30 g
Anetumrtupo3udH (Acetyltyrosineg) 1,23 ¢
(eXKBHBJICHTEH HAa THPO3UH (tyrosing) 1,00 g
HaTpres auerar Tpuxuapatr (Sodium acetate trihydrate) 3,95 g
Kanwmen anerat (Potassium acetate) 245 g
Marue3mnes auerat TeTpaxuapart (Magnesium acetate 0,56 ¢
tetrahydrate)
Hatpuer nuxugpores ¢ocdar auxuapart (Sodium dihydrogen

phosphate-dihydrate)
Hatpuer xugpokcua (Sodium hydroxide)
A6wmaHa xucendHa (Malic acid)

Enexmponumnu xonyenmpayuy:
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Hatpmii 43  mmol/l
Kannii 25  mmol/l
Marnezuii 2,6 mmol/l
Anerar 59  mmol/l
XIopuaH 57 mmol/l
IlxuaporeH ¢gocdar 9,0 mmol/]
L-Manar 7,5 mmol/]
O01no CHABPKAHHUE HA aMUHOKHCEIHHH 100 g/l

OO01no cpaBpKAHKUE HA a30T 16,0 g/

3a weJIEH CIUCHK HAa MIOMOLLHHUTE BellleCTBa, BxK. pasaen 6.1,

3 JEKAPCTBEHA ®OPMA

Pa3TBOp 332 HHTPABEHO3HA HHPY3HSL.
bucTep, 6e3uBeTEH MITH OJIEN0 CTAaMEHO OLBETEH BOJAEH Pa3TBOP.

Kanopuiina cTONHOCT: 1675  kJ/I £ 400 kcal/l
TeoperndeH ocMONapUTeT 1030 mOsm/l
Kucemundoct (turpupane no pH 7.4) ripudbi. 22 mmol/l

rH 5,0-7,5

4 KJIHHH'YTHA JAHHHA
4.1 TepaneBTHYHH NOKAIAHHAA

JocTaBka Ha aMHHOKHMCEJIMHH KaTo cyOCTpaT 3a CHHTE34 HAa OSNTHIM IIPH NPOBEK/AHES Ha IapeHTe-

pAJIHO XpaHeHe, KOTaTo IepOPaTHOTO UJIH €HTEpPaJTHOTO XpaHEHe ¢a HEBB3MOIKHH, HEAOCTATEYHH HITH
NPOTHUBOIIOKA3AHH.

[Tpu napeHTepanuo xpanexne, HHPY3HUTE Ha AMUHOKHCEIIWHN BUHArH TpabBa 1a ce koMOHHHpaT C
pa3TBOPH, AOCTABAIM HEOOXOAUMHUTE KANOPUH, HAIp. 1o (opMaTa Ha BEITIEXHAPATHH Pa3TBOPH.

4.2 J103MpPOBK2 H HAYHMH HA NPH.I0KECHHAE

Ho3upoBKaTa ce onpeacin Cro0pasHO HHANBUAYATHHTE HY)KIAH OT aMHHOKHCEIHHH, CICKTPOJINTH H
TEYHOCTH, B 3aBUCHMOCT OT KJIHHHYHOTO CHCTOSHHE HA MAalHeHTa (XpaHUTENICH CTATyC H/WIIH CTENeH
Ha a30THHKS KaTaboJIH3IbM BCAESACTBHE MOAACKaIuo 3aboipaHe).

Bvapacmuu u noopacmsawu om 15 do 17 2oounu.

CpenHa qHEBHa 034!
10 — 20 mV/kg Tenecno rerno (TT) £ 1,0 — 2,0 g amuHokucenmuan/kg TT

MakcuManHa IHeBHA K034a:
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4.3

20 mlkg TT 2,0 g amuHokucenauw/kg TT,
140 g aMHHOKHCENMHH 3a nauMenT ¢uc 70 kg TT

1400 ml 3a maxment cbe 70 kg TT

> 1> >

MakcHMaIHH CKOPOCTH ChOTBETHO Ha HH(QY3HA H Ha KamnKaTa:
1,0 ml/kg TT/4ac, 2 0.1 g amunokucenunu /kg TT/4ac,
£ 25 xanky/min 3a naumpeHT ¢se 70 kg TT
2 70 ml/h 1.17 ml/min 3a naguenT Texan 70 kg

Heya v nofpacTBallld Ha BB3pacT A0 14 roguHn:

Hanenure 1o-10ry JO3SHPOBKH 3a Ta3H BB3pacTOBA IpyHna ca CpeIHH OPUCHTHPOBBYHH CTOMHOCTH.
Tounata no3a TpsAOBa 1a ce onpenens HHAWBAOYAIHO ¢hOOPa3HO BB3PAcTTa, CTAMA HA Pa3BUTHE H
npeocdaapasaioro 3abonasane.

JHEBHY NO3H 34
3" go 5™ rogmna ot xupota: 15 ml/kg TT, otrosapa Ha 1,5 g amaHokucenunu’kg TT
6™ 1o 14™ roguna ot xusota: 10 ml/kg TT, orrosapaum Ha 1,0 g amunokucenvnun /kg TT

Makcumanta HHQY3HOHHA CKOPOCT:

1 ml/kg TT/uac, otroBapsawu Ha 0,1 g amuaokucemmau /kg TT/uac,

Hauun na npunoosicenue u npodvicumennocm na ynompeba
3a HHTPaBEHO3HO NPUIOKEHHE (MHQY3HA B ICHTPaJIHa BEHA)
Pa3TBOPBT MOXKE a Ce Npuiara JOKAaTO ¢a HATHLE MOKa3aHUA 34 MAPEHTEPATHO XpaHeHe.

Aminoplasmal — 10 % E e camM0 eIuH OT KOMIIOHEHTHTE Ha N2pEeHTEPATHOTO XpaHeHe. I1Ipu mapeHTe-
panHO XpaHEeHe, BHOCHT Ha aMHHOKHCEIHHH TpaOBa J1a c€ ChYeTae ¢ BHOC Ha KAJIOPUHHNA U3TOYHHULH,
€CCHLHATHY MACTHHY KMCEJTHHH, BUTAMWHH H MUKPOCIEMEHTH.

IIporaBonoKazanns

IIpomusonokazanus cevp3anu ¢ RPOOYKMAa Wik RAPEHMEPAAHOMO XPAHEHE

—  CBpBXYYBCTBUTENHOCT KbM KOATO H JIa € OT CBCTABKHTE BKJIIOYCHHU B pa3TROpa

— BpoaeHu HapylueHWs HAa aMHHOKHCETHHHHA MeTaboIH3BM

—  TexXKu HPKYIATOPHH HAPYIIEHHA ¢ OMAcHOCT 3a JKHBOTA, (HaMp. HIOK)

—  XHIIOKCHA,

—  MerabommTHa auHa03a,

—  Hanpegnano yepnoapobHo 3ab60aBaHe,

—  Texka 6b0peuHa HemOCTATHYHOCT O€3 rOTOBHOCT 3a XEMO(QHIITpauHa WIH XeMOIHAITH3A

—  Bucoka WIH MaToNnoru4yHa riia3mMeHa KOHLISGHTPALHa Ha HAKOH OT €JIEKTPONINTHTE ChABPKaIlM Ce

B TIPOAYKTA.

HYXAH.

IIpomusonoxaszanun, cevp3anu 0bugo ¢ UHPYIUOHHAMA MEPANUA
— HexomneHcupaHa ¢hpaeyHa HENOCTATHEYHOCT
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—  Ocrbp benogpoben O0TOK
—  Xurepxuapararms.

44 ChengaJIHH NpegynpeKIeHHs H CHCHHAJIHE NpeANA3HHA MEPKH IpH YHoTpeda

To3u pasTBOp TpAOBa Aa ce MpUIara caMo clie] BHUMAaTE/IHA OLCHKA Ha CBOTHOLIIEHHETO M0J13a-PHCK
NPH HAJIAYHE HA HApyIIeHWd Ha aMUHOKWCETHHHA MeTaboNuabEM ¢ IPOU3X0A Pa3iHUeH OT CIIOMEHa-
THA B pa3fen 4.3.

[Ipu namyeHTH ¢ uepHoapoOHa unu GHEpeuna HeROCTATHUHOCT, AO3aTa TPAOBA A8 ce ananTHpa chob-
Pa3HO UHAUBHAYAJIHATE HYCAH.

[Ipn nanMeHTH ¢ MOBHILECH CEPYMEH OCMOJIAPUTET TPAGBA 13 C& MOAXO0XKa ¢ BHHMAHHE.

EnexTpoJIMTHATE H BOAHUTE AMCOATAHCH KaTo XMITOTOHWYHA ACXWAPATALHA H XHIIOHATPHEMHS TPsb-
Ba Ja ce KOPUIHpaT upe3 aJleKBaTeH BHOC Ha TEYHOCTH Y EJICKTPOMHUTH NPEAH NapeHTEPANHOTO Xpa-
HEHE.

Penosno Tpabea na ce ceaT CEpyMHHTE €NEKTPOINTH, KpbBHaTa 3axap, BOAHNA HanaHC, ATKAITHO-
KHCETMHHOTO paBHOBecHe H Ob0OpeuHaTa QyHKIHA (ypes, KpeaTHHHH).

[IpocnensiBaHeTo TpAOBa Ja BKIIOUBA CHIIC CEPYMHH NPOTEUHH H (PYyHKLIMOHAIHH YepHOAPOOHH H3c-
JieABaAHAA.

Aminoplasmal — 10 % E e npunosxudm kaTo 4acT 0T cxeMara Ha IUIOCTHO NApeHTCPATHO XpaHeHe B
KOMOHHALMA ¢ aAeKBATHH KONHYeCTBA eHEPIrHiiHK noOaBKH (pa3TEOPH Ha BBIJTIEXHPATH, MaCTHH
EeMYJICHH ), BATAMHHH M MHKPOEJIEMEHTH.

MsicToTo Ha BIIMBaHe TpAOBa a ce MpoBepARa SKEAHEBHO 3a MPUHALM HA BB3NANICHHE HITH WHEK-
M.

4.5 BzauMofcHCTBHYA ¢ APYIH ACKAPCTBENY DPOAYRTH | APYTY HOPMHE HA BIABRMOJEHCTBEE

He ca v3BecTHH apMakOIOTHYHH B3auMoacicTBHA. OTHOCHC (papMaLieBTHYHH B3aMMOACHCTBHA (He-
CBBMECTAMOCTH) BXK. pasfen 6.2.

4.6 bpeMeHHOCT H KbpMeHE

C TO3M NEKApCTBEH MPOIYKT HE Ca M3BBPLIBAHHU POYUBAHHA BBpPXY OpeMEHHH KEHH U KBPMaYKH,
Hsma npeakTHHAYHM JaHHH N0 OTHOLICHHE NpunoxeHreTo Ha Aminoplasmal — 10 % E no Bpeme Ha
OpeMeHHOCT.

[Mopanu Tosa, Aminoplasmal — 10 % E tps0ea fia ce npunara ¢ BHMMAaHWE 110 Bpeme Ha OPEMEHHOCT 1
KbEPMEHE ¥ CaMO aKO Ce NPELCHH, Y€ € KATerOpUYHO MOKa3aH ciel pelieHKa Ha MOJI3UTE OT HETO H
BB3MOKHUATE PHCKOBE.

4.7 Edexrn BbpXy cnocobHOCTTA 32 modHpane u padora ¢ MAIIHA

To3u neKapcTREH MPOAYKT HAMA BIHAHUE BBPXY cTocoOHOCTTA 3
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4.8 Hexe1ann JekaApcTBeHA PEAKIHH

B13MOMXKHO € /12 BE3HHKHAT HEXEIaHH peaKi{dd, KoUTo 00ade He ca CrieH(HUIHO CREP3aHH C MPOOyK-
T4, 8 ¢ MAPEHTEPATHOTO XPAHEeHE KaTo LA10, 0COOEHO B HA4YaJIOTO Ha IApCHTEPATHOTO XpaHeHe.

He vectH (< 1:100, > 1:1000 nexyRaHH NaLMEHTH):
CtoMalHoO-YpeBHH pascTpoiicTBa: rajacHe, MOBpPLIIaHE
O011u pascTpoiicTsa: rnaBodoJTHe, BTpHCane, GeOpuiIHTeT

4.9 Ilpegozmpane

Cumnmonmu

[TpenosupaneTo WIHA NPEKOMEPHO BHCOKATA HH(PY3IHOHHA CKOPOCT MOTAaT Aa NOBEJAT 10 PeaKUHH Ha
HETMOHOCUMOCT, MPOsIBABAIIM ce Noj popMara Ha BTPHUCAHE, TaieHe, NoBpbIlaHe i OBOpeunn 3aryou
Ha aMUHOKHCEJTHHH.

/leuenue
AKO BB3HMKHAT PeakLUH HA HENMOHOCUMOCT, aMMHOKHCETHHHATa HHDY3HA TpAOBa fa ¢ IPEyCTaHORH
H 1a Ce NPOABJIKH IIO-KBCHO [PH M0-AUCKA HHQY3HOHHA CKOPOCT.

5 @®APMAKOJOIHYHHA CBOHCTBA
5.1 dapmakoaEHAMAYHH CBOHCTBA

MdapmakorepaneBTuuHa rpyna: PazTeopu 3a nmapeHTepajiHO XpaHeHe.
ATC xon: BO5SB A10

[fesrTa Ha MAPEeHTEPATHOTO XPaHEHE € AOCTABKA Ha BCHYKH XPaHHTEIHH BEIIECTBA, HEOOXOAHMH 34
pacTexka, MOJIbPKAHETO H PETEHEpaLHATA HA TEKAHHTE B OPraHN3Ma H T.H,

AMHHOKHCEJIHHHTE ¢a OT 0co6eHa BaXKHOCT, ThH KaTO YacT OT TAX ¢4 He3aMEeHHMH 3a OeNThYHHA CHH-
Te3. [IpHNoKEeHUTE HHTPAREHO3HO aMHHOKHCETHHH C€ BKJIIOYBAT B ChOTBCTHHTE BETPECHIAOBH H BET-
PEXNIETEYHH aMHHOKMCEITUHHY 3anmac. Kaxro eHAOreHHHTE, Taka M €K30reHHHTe aMWHOKHCENHHA
CJTyKAT KaTo cyOcTpar 3a CHHTe2a Ha (PYHKIIHOHATHH H CTPYKTYPHH NPOTEHHH.

3a ma ce mpeaoTBpaTH METADOMM3HPAHETO HA AMHHOKHCEIMHUTE B IIPOM3BO/ICTBO HA €HEPIHd, a ChINO
H 34 J1a ce OCHIYPAT JPYTHTe KOHCYMMpAlllH €Heprus MpOoLecH B OpraHu3Ma, € HeoOX0AMMO eHOBpe-
MEHHO BHACSHE Ha eHeprus (moxa ¢opMara Ha BBIIEXUAPATH WK MACTH).

5.2 PapmMaKOKHHETHYHH CBOHCTBA

Twii kaTo Aminoplasmal — 10 % E ce nady3upa HHTpaBeHO3HO, DHOHATMYHOCTTA HA AMHHOKMCEH-
HHTE H eJIEKTPOJIMTHTE ChABpPKAIIH ce B pastBopa € 100%.

CuerasnsT Ha Aminoplasmal — 10 % E ce 6a3upa BBpXy pe3yaTaTHTE OT KITHHHYHHA ITPOYYBAHUA Ha
MeTabonu3Ma IpH HETPABEHO3HO IPHUIAraHe Ha aMHHOKMCETHHH. T

KonwuecTBara Ha aMHHOKMCETHHHTE ChABPKamM ce B Aminoplasmal —
la Ce MOCTHTHE XOMOT€HHO NOBMILABaHEe KOHUEHTPALWATE Ha BCHIKA
Taka, npu uadysupase Ha Aminoplasmal — 10 % E ce noanspsxar ¢u3
[UIa3MEHUTE AMMHOKUCE/IMHH, T.€, aMHHOKHCEIHHHA XOME0CTasa.
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3.3.

6.1

6.2

6.3

6.4

AMHMHOKHCEITHHMTE, KOMTO HE Ce BIUTIOYBAT B CHHTE3a Ha NTPOTCHHH ¢¢ MeTalONM3UpaT 110 CIIeaHH
HaYHH: AMMHOIpyfnara ce OTAeNs OT BBIJIEPONHHS CKEJIeT Ype3 TpaHCaMHHHpaHe. BeriepoaHara se-
pHIa U ce okucnaBa Hanpaeo A0 CO;, HIIH ce YCBOSBA KaTo cyOCTpaT 3a IIIOKOHEOreHe3a B HepHHA
apo0. AMHHOIpynara ChIUO ceé MeTabonnu3upa B 4epHUs Apod 10 ypes.

IlpeaxnAAAYHHE JAHHH 32 0e30MaCHOCT
IIpH TO3H IeKapCTBEH MPOAYKT HE ¢a H3BBPLIBAHH NpeAKNHHHYHH NIPOYYBaHHA.

Aminoplasmal — 10 % E cbhaspska caMo aMHHOKHCENHHH H eNEKTPOIUTH, KOUTO ca cyDCTpaTH Ha 490~
BeLIkuA Metabonu3sM. ITopaan ToBa, He Ce O4aKBa Aa Bb3HHKHAT TOKCHUMHH PEaKI[HH, KOTaTO HA/-
JIEXCHO Ce CTa3BaT [OKa3aHMATA, IPOTHBONOKA3aHHATA H NPENOPHKHTE 32 JO3HpaHE,

PAPMAINLEBTHYHHN JAHHH

CnEchbK HA NOMONMIHATE BEIECTRA

JluHaTpHueB enerat AMXHAPAT,
BOJIA 38 HHIKEKITHMH

HecnLBMecTHMOCTH

To3n nexapcTBeH NPOAYKT He TPAOBaA [la C€ CMECBa ¢ JIPYTH JIEKapCTBEHH ITPOAYKTH, OCBEH H30poe-
HHUTE B pa3aen 6.6.

Cpox na rogHocT

Cpok na 200HOCI HA IEKAPCMEEHUA NPOOYKM € MBPZO6CKAMA MYy ORAKOGKA
3 rOJHHM.

Cpok na 2o0nocm cneo nspeomo pasneuameane Ha onaxKoexama
JlekapcTBeHUAT NpOAYKT TPAOBa Ja ce M3MON3Ba BEIHAra.

CpoK Ha 200H0CM CNEO CMeCBaHe € 0Pyl KOMROHEHMI

Ot MEKpoOHONIOTHYIHA [I€HA TOYKA, CMECHTE TPAORA f1a C€ NMPHIICKAT HENOCPEACTBEHO ClIeH NpH-
rOTBSHETO UM. AKO HE C¢ M3MO0JI3BAT BEJHAra, BpeMEeHaTa M YCNOBHATA HA CbXPAHEHHE HAa CMECHTE
npead yrnotpeda ca OTrOBOPHOCT Ha nOTpeOuTens ¥ HopManHo He 61 TpsOeano a Haaeuinasat 24
gaca npH 2 °C — 8 °C, ocBeH ako CMeCBaHETO HE € H3BBPINEHO [P KOHTPOIMPAHH H O(HIHAITHO Y3a-
KOHEHM aCeNTHYHY YCJIOBHS.

CoenuajHe yC/I0BHfl HA ChXpAHEHHE

Ja He ce zaMpassea.
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6.5

6.6

10

JlanHM 32 ONNAKOBKATA

Aminoplasmal — 10 % E ce npegnara s GesnpeTHH ¢ThkieHn 6yrwiku (cThiuio THI LI EBpomneiicka
Mdapmaxoneq) 3ane4aTaH! C TYMEHH 3aITyWAJIKH.
ChIppxaHue: 500 ml, maxerupanu B onakoeka oT 10 OYTHIKH

He BcHuKH BHOOBE OMNAKOBKHA MOIaT Ja Ca HAMHYHH HA Ma3apa.

CoenuaJHH yKa3aHnd 32 ynorpeda o H3XBbpasne

OnaxkoBKHTE ca caMo 3a eJHOKpaTHa ynoTpeda. Besako KOMHYECTBO, OCTAHAIO HEH3Pa3X0ABaHO CIEx
kpad Ha nH$Yy3uaTa TpAOBa 1a Ce H3XBHPIIN.

PastropsT TpabOBa Aa ce U3MON3BA CAMO aKO 3aMe4YaTBAHETO HAa ONAKOBKATa HE € MOBPENCHO H PasTBO-
PBT € OUCTHP.

3a npuUIIaraHeTo K3NON3BANTE CTepHITHA HH(Y3HOHHA CHCTEMA.

AKO B YC/IOBHATA HA IBUIOCTHO MapeHTEPAITHO XpaHeHe € He0OX0auMO KBM TO3H JIEKAPCTBEH NMPOYKT
Aa ce IpubaBaAT APYrH XPAHHTETHH BELISCTBA KAaTO BBIVIEXHUAPATH, THIIHAH, BHTAMHHMA H MHKpOeJIe-
MEHTH, CMECBaHeTO TPAOBA fa ce MIBBPUIM IIPH CTPOro aceNTHYHH yctosua. PasmeceTe aobpe cnen
npubassaHe Ha kakBUTO # Aa Ouno aobapku. O6bpHETE 0c00EHO BHUMAHKHE HA CHBMECTHMOCTTA.

TIPUTEXATEJI HA PASPEINIEHUETO 3A YIIOTPEDBA

B. Braun Melsungen AG
Carl-Braun-Strafie 1

34212 Melsungen, 'epmanus

HOMEP HA PAZPEIIIEHHUETO 3A YIIOTPEDBA

9700097

NATA HA ITBPBOTO PASPENIEHUENIOTHOBABAHE HA PAPEIIEHHUETO 3A
YIIOTPEEBA

27.03.1997

TATA HA AKTYAJIA3UPAHE HA TEKCTA

Anpun 2008




