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I3TBARUTENHA AT EHLUS N0 TEKARGTBATA

Kparmica xspaxmepucmuxa Ha npodyxma - [punotserus 1
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2/ 3040 .
KPATKA XAPAKTEPUCTUKA HA N @EW'A / 2.9.49..9 7
MME HA NEKAPCTBEHWA NPOOYKT
Aminoven 5% solution for infusion
AmMmnHoBeH 5% urdysncoHeH pasTeop
KONMYECTBEH W KAYECTBEH C'bCTAB
1000 ml nHpysnoHeH pasTeop cbabpXxa’
Isoleucin 250 g
Leucine 370 ¢
Lysine acetate 4655 g
= Lysine 330 ¢
Methionine 215 ¢
Phenylalanine 2565 ¢
Threonine 220 g
Tryptophan 1.00 g
Valine 310 g
Arginine 6.00 g
Histidine 150 ¢
Alanine 700 g
Glycine 550 ¢
Proline 560 g
Serne 325 g
Tyrosine 020 ¢
Taurine 050 g
OBLLo aMUHOKKCERHN' 50.0 g/l
Obuwo asot 81g/
OBwe kanopuw: 840 kJ/ (= 200 kcal/l)
pH: 5.5-6.5
TUTPAUMOHHA KNCENWHHOCT 12 mmol NaGH/|
TEOPETUHEH OCMONapuTET 495 mosmil
3a NMoMOLHN BelLecTBa BIDK TouKa 6.1,
NNEKAPCTBEHA ®OPMA
WHy3noHeH pasTteop.
Buctbp, HesuseTer A0 GNeao XbNT pasTBOp. T
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4. KRWHUNYHU QAHHA
4.1. MNokasaHuna
V3TOUHUK Ha aMUHOKUCENUHW NPY NMapedTepaneH XpaHTeNeH pexuM.

AMUHOKUCENMKHIATE PasTBOPK CE MPUNarat OCHOBHO B KOMBMHaUMs € nogxogswm
KONM4ECTRA eHepruiHn gobaeku.

4.2. Jo3npoBKa 1 HAYUH HA NMPUITOXKEHKe

3a npunoxerue npes nepudepeH Unv_UeHTpanes BeHO3eH MbT noa dopmata Ha
NpoagbIBKUTENHA NHMY3NA

Mpw napeHTepanHo xpaHeHe He TpAGBa Aa ce NpeBulaBa Makcumarndarta gHesBHa
£03a OT 2 § aMUHOKUCESIMHIA Ha KAMOrpam TenecHo Terno.

LHesHa dosa.

16 - 20 ml Aminoven 5% Ha kr TenecHo Terno (ekeusBangHtHa Ha 08 -1.0 g
aMUHOKNCENMHN Ha KM TENecHO TEerno), KoeTo choTeeTcTBa Ha 1120 - 1400 ml
Aminoven 5% npwu 70 Kkr TenecHo Terno.

MaxcumarHa cxopocm Ha UHpy3us.
2.0 mi Aminoven 5% Ha Kr TenecHo Terno Ha 4ac (exkBmBaneHTHa Ha 0.1 g
AMUHOKUCENUHK HA KI TENECHO Ters1o Ha vac)

Makcumanda GuesHa do3za.

20 ml Aminoven 5% Ha kr TenecHo Terno (ekeveaneHTHa Ha 1.0 g aMUHOKUCENKUHN
Ha Kr TENecHO Terno), KOeTo ChLOoTBETCTBa Ha 70 g amMuHokvcenuHu npwu 70 «kr
TEnecHo Terno

PasTBOpPLT ce npwiara sa Lenus WHTepsBan OT Bpeme, Npes KOWTO € MOoKa3aHo
MPOBEK[AAHETO Ha MAPEHTEPaSHO XpaHeHe

4.3. MpoTUBONOKa3aHNs

KaxTto 3a BCUYKM aMUHOKWCENUHHU Pa3TBOPW, MPUNOXEHUETo Ha Aminoven 5 % e
NPOTABONOKa3aHO NPKY CregHUTE ChCTOSIHUA!

¢ HapylweHna B aMUHOKMCENMHHKSA MeTabonusbM;

o MeTabonuTHa aumuaosa;

+ bBulpedra HepocTaTbuHOCT 6€3 xemopmanusa WM XemoUunTPaLnoHHO
reveHme;
HanpegHarna YepHoapobHa HEAOCTaTBUHOCT;
Xnnepxugparauus;
Hlok,
XUnokeus:;
HexomneHcupaHa cbpgeyHa HefoCTaTbYHOCT,

Mpunoxerneto Ha Aminoven 5% & NPOTMBOMNOKA3aHO NPy HOBO




3a napedTepanHo XpaHeHe npu OebeTa, mMankv feua W Aeda ce Wanonssar
neanaTpuyHt  aMUHOKMCENMHHU  NPOoAYKTW, CbobpaseHn Cbe  cneunduyHuTe
MeTabONMTHK HYXIW Ha NeTCKNS OpraHnabM.

KnuHuuHm npoyysaHus ¢ Aminoven 5% He ca nposexaaHun npu HosopogeHu, Gebera
wrv fdeua

4.4. CneymanHu NPOTUBONOKa3aHUA M CHELUantu npegynpexaeHus 3a ynorpeba

Heolxoaumo e fna ce crnegaT CepymMHUTE ENexTponuTK, BOAHWS 6GanaHc u
O6vOpevHaTa yHKUMS

Mpy xunokanvemMus w/wnm xunoHatpuemus, Tpabea ceoeBpeMeHHo Aa Gwbgat
MPWUIoMXeHU CbOTBETHU KONWYECTBa Kanuii W Unv HaTpuia.

AMWHOKUCENUHHUTE PasTBOPW MOrat [a MpPegu3BuKaT OCTpa HEeHoCTaThLYHOCT OT
conu Ha conuesaTta KucenuHa, Nopagu KoeTo e HeoBXoanM exXeaHeBeH Npuem 1 Ha
donvesa KUcenuHa.

HGOGXOAVIMO € TMOBUUIeHO BHMMaHWe npu npunaraHeTo Ha ronemn konudectsa
WHMDY3INOHHN pa3TBCPU NPt NALNEHTH CkC ChpAgYHa HeEQOCTaTBYHOCT

N36op®uT Ha nepudepHa umm LeHTpanHa BeHa 3aBncH aT KpaliHua oCMonapuTeT Ha
cmecta. Obujonpurerarta rpaHvLa 3a nepudepHa UHpyaus e okoro 800 mosm/! , Ho
Bapupa 3Ha4UTENHO B 3aBMCUMOCT OT Bb3pacTTa W oOLWOTO CLCTORHME Ha NauveHTa,
KaKTO 1 OT 0COBEHOCTUTE Ha nepudepHaTa BEHO3HA Mpexa.

3agwmrutenHo ce cobniogasa abconoTHa acenTUYHOCT, 0COBEHO Npu BLBEXKAaHE
Ha KaTeTkp B LIeHTparnia BeHa.

Aminoven 5% ce npunara B pamkuTe Ha ToTaneH napeHTepaneH XpaHuTeneH pexum

B KOMOWHALMA CbC CbOTBETHO KOMMYECTBO EHEPruiHW [oBaBKA (BbLIrMexXvapaTHu
PA3TBOPK, MACTHV EMYFICUM), ENEKTPORUTYA, BUTAMUHN U MUKPOSNEMEHTU

4.5. llekapcTBEHN U Opyry B3aUMOAeicTBUA
He ca n3BecTHU 00 MOMeHTa

Bu Touka 6 2 “OUINKO-XUMNYHN HECHLBMECTMOCTY”.

4.6. bpeMmeHHOCT U KbpMeHe

He ca npoeexpaHn cneuucuyHW NpoydBaHWs 3a oOlUeHKa Ha BesonacHocTTa npu
usnonseaHeTo Ha Aminoven 5% no Bpeme Ha BpemMeHHOCT 1 KbpMeHe. Hesasucumo
OT TOB&, KIMMHUYHA OFMTU C NOZAOBHN aMVHOKVUCETIMHHK Pa3TBOPW 3a nape Te|

KbpMeHe TpsbBa BHUMATENHO 4a CE MPeLeH ChbOTHOLLEHUETO PUCK/ i



4.7. Edhextv Bbpxy cnocoOHOCTTa 3a wocupaHe u pabora ¢ MaltuHU

He e npunoxmumo

4.8. HexxenaHu nekapcTBeHU peakuumn
MY npaBunNHe NPUNOXKeHNe He ca N3BECTHW.

HexenaHnte nekapcreern peakumun, Bb3HMKHaNK Npw npefosvpaHe (Bik no-gony)
0OMKHOBEHO ca ofpaTMN W U34esBaT crief npeycTaHoBsABaHe Ha TepanvsaTta. Hai -
obLWo wHpyanaTa npes nepudepHn BEHW MOXE Aa NpeausBuka Bb3naneHne Ha
BeHosHaTa cteHa M TpombBodinebur.

4.9. MNpeposupaHe

Kakto n npu gpyrv amWHOKUCENWHHU pPasTBOPW, MOraT [a ce MOSBAT CTYAEHW
TPBMKK, FageHe v rnospbLiade, ako Aminoven 5% ce npegosnpa nnu ce npeBurLIn
CKOpOCTTa Ha BhvBaHe. B Toanm cnydail uHdysnata Tpsbesa HesabaBHo pa ce
npekpath. BeamoxHo e ga ce NpoabikK ¢ HaMmaneHa fo3a

MpekaneHo ©Obp3ata WHRY3INA MOXE Aa TnNPeAU3BMKa XuUnepxuapaTtauvs  u
enekTponnTeHd gucbanaHc.

Hama cneuudmuer aHtmMgoT npu npegosupare, CnewHoctra obxsawa o6ujo
YKpenBatly MeporipusiTis, CbC CheunanHo BHUMAaHWE BbpXYy AuxXaTtenHata u
CbpAEYHO - ChAoBaTa CUCTEMA.

Heofxopumo e CTpUKTHO npocnefiseaHe Ha BUOXMMWYHWTE MOoKasaTenu KaTo
crneynhuyHnTE OTKNOHEHWA TpRbBa Aa ce NEKYBAT CbOTBETHO

5. PAPMAKONOINM4YHM JAHHHN
5.1. ®apmakoguHaMWYHWU CBOWCTBEA
BOS5B AQ1 ~ amMHOKMCENWHW - pasTBOP 3a NapeHTeparnHo XpaHeHe.

AMUHOKMCENUHUTE, KOUTO Chabpka Aminoven 5% ca eCTecTBEHO CblUecTBYBaLLW,
manonorniHm cbeTaBki. KakTo aMWHOKWCENUHUTE, MOmNy4eHW cnej cMmunaHe u
YyCBOABAHE Ha XpaHWUTENHUTE TPOTEWHW, Taka W NAPEHTEParnHO NPUIoXKeHUTe
aMWHOKNCENWHK HaBMm3aT B Aenata cBo0OoAH aMWHOKMCENVHIN Ha OpraHu3ma, Cneg
KOETO Ce BKMIOYBAT ¥ B CLOTBETHUTE METABONMUTHN NBbTEKW.
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5.2. PapMakoKMHeTUUHI cBOUCTBA



AMUHOKCENUHKTE 0T Aminoven 5% Hasnusar B NnasmMeHoTo Oeno Ha CbOTBETHUTE
cBobogHn amMuHokucenuHW. OT BBLTPECBHAOBOTO MNPOCTPAHCTBC AMWHOKUCENUHUTE
NnpeMuHaBaT KbM WHTEPCTALMANHATa TEYHOCT U OTTaM, WHAMBMAYANHO 3a BCAKa
efHa oTAenHa aMWHOKNCErWHA, B UHTPAUEeNynapHOTO NPOCTPaHCTBO Ha PasivyHK
TBKaHW, B 3aBUCMMOCT OT Hy»)aarTa.

KoHueHTpauunte Ha  cRODOAHUTE  AMWHOKMCENWHM B WHTpaWenynapHoTo
MPOCTPaHCTBO W MNasmaTa ce perynupaTt eHACTEHHO B TECHW TPaHULIW, B 3aBUCUMOCT
OT Bb3PacTTa, XPaHUTENHUS CTATYC U NaTOMOrMYHOTO CLCTOAHUE Ha NauneHTa
BanaHcupaHnTe amWHOKWCENWHHM pa3Teopy kaTo Aminoven 5% He npomeHsT
3HaYUTENHO USNONOMMHHUA aMUHOKUCENWHEH CbCTaB, KOrato ¢e npunaraTt nog
chopmara Ha npoAbmKUTENHA 1 BaBHa UHY3NA.

XapakTepHy NpomeHu BLE (hM3NONOTMYHUA aMUHOKUCENAHEH ChCTAB Ha nnasmara
C& OYaKeaT Toraea, KoraTo PeryraTopHUTE OYHKLMKW HA XKUBHEHO BaXKHW OpraHu KaTo
YepeH Apo6 1 GwBpeun ca CepUO3HO HapylweHW. B Takuea crydan 3a
Bb3CTAHOBSABAHE Ha XOMeocTasaTta € TNpPenopbyuMTenHo MpunaraHeTo  Ha
Creumann3npadin aMUHOKUCENTMHHIA Pa3TBOPU.

Camo manka 4acT oT BNneTuTe aMUHOKUCENWHWU ce enuMmuHupa npes 6s6peumnre. 3a
NOBEYSTO aMWHOKUCENVHN & AoKNaARAHO BpemMe Ha nonyxueoT oT 10 no 30 MuHyTK.

5.3. MpeaknMHUYHY gaHHKW 3a 6e30NacHOCT

ChluecTsyBaT NPEAKTUHAYHA TOKCUKONOMUYHY AaHHV 33 OTAEMHW aMUHOKUCEMWHN,
KouTo obaye He ce OTHACAT A0 CMEecH OT AaMWHOKACENMHW B Pas3TBOPWU KaTo
Aminoven 5% He ca nposexgaHn npegKiMHUYHU TOKCUKOMOMMYHW NPOYYBaHUS ¢
Aminoven 5%, HO MpoyqBaHUA BbLPXY pastBopy ¢ nogobeH amuHOKUCEITMHEH
CbCTas He ca NoKasani TOKCUHeH edekT

WHTpaBeHo3Ha uHdysnua Ha fosn Aminoven 5% e 6una aoBpe noHeceHa oT 3aiuu.
[orpeliHo npunoxeHne Ha Aminoven 5% KaTo WHTpa-apTepuanHa WHy3us,
NnapaBeHO3Ha, NOAKOKHA UMW NHTPAMYCKYNHA VHXEKLUMA Npu 3ailyn e npuYrHuno
XUCTONATONMOrMyHK  MPOMeHW (Hanmp. oToK, Xxemoparus, NUMMOXUCTOUNTHA
UHUNTPALWA) cpaBHUMI C Tesu HabrnofaBaHn Npyu KOHTPONHA rpyna KUBOTHW, HO
Dette nobpe roHeceHo.

6. PAPMALEEBTUYHW NAHHA
6.1. CnucbLK Ha NOMOWHUTE BellecTBa U TEXHUTE KoNuuyecTBa

Glacial acetic acid
Water for injections

6.2. ®UIMKO-XUMUYHU HECBEBMECTUMOCTH ﬁ,«..w.,
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cpegctea. Ako € HeoOxogumo Aa ce Ao0aBAT APYrM XPaHUTENHW CbCTaBKX, BUX
TOMKa 6 3 B), TOMKM B 4 1M G 6

6.3. CpoK Ha rogHoCT

a} npedu omeapsHe Ha orakosKama:
CTeKneHn BYTUIKK: 2 FofMHK

6) cried omeapsaHe Ha ornaxKoskama

Aminoven 5% ce npwnara cbC CTEPUNHU WHYIUOHHU CUCTEMWU HENOCPEACTBEHO
cnen oteapsiHeTe OcTaHanoTo HewsnonssaHo KonudecTeo Tpabea Aa Obae
N3XBBPNEHO

&) cried cmecsaHe ¢ Opyau KOMITOHEHMU:

Mo npuHUMN pas3TeBOpWTE 3a TOTAaMHO NapeHTepanHo XpaHeHe MoraT ja ce
ChXpaHsBaT MakcumanHo Ao 24 vaca npu Temneparypa 2°-8°C, ocBeH ako He €
AOKasaH No-auNtr Nepuog Ha cexpaHeHne. Bux Touka 6.4,

6.4 CreLtnanHun ycnoBus 3a CbXpaHeHue

CoxpaHsasaiTe SYTUMKUTE B TPAHCNOPTHUTE KaLLOHU.
[a ce ckxpaHsBsa npn Temnepatypa nog 25°C. Ja He ce 3ampasnBa

[penopnbru 3a CbxpaHerue cred cMmecsare ¢ Opyat KOMITOHeHMLL:

Aminoven 5% moxe ga 6bge acenTWYHO CMECBaH C ApyrM XpaHuTEenHW DoGaBku
KaTo MacTHW eMyricuW, Bbriexugpati U enekTporuTi. XumniHu nu dusndiHn faHH!
3a cTabunHocTTa Ha HAKOW TakMBa CMECH, CbXpPaHsABaHN Npu TemnepTtypa 4°C 3a He
noseye oT 9 gHW, moraT ga ObAaT NPEAOoCTaBEHMN OT NPON3BOAWTENS NPY NOUCKBAHE.

OT mukpobuonorudHa rregHa TouKa, CMECUTE 3a TOTaNHO NapeHTepanHo XpaHeHe,
NPUroTBEHM TpKU HEKOHTpONUpaHu Wnu HeBanuaupaHu ycnosus Tpsabea ga ce
N3NON3BaT BeaHara. AKO He Ce U3MNON3BaT BeAHara, CPOKbT Ha rogHOCT U YCnoBuATa
3a cbxpaHeHwe npegu ynoTpeba ca OTrOBOPHOCT Ha MOM3BalUMs CMEecTa, KaTo
MPUHLIMNHO He Tpsbea fa ce npeHebperea nNpaBuNoTo 3a He NoBeYe OT 24 yaca npu
TeMnepaTtypa ot 2° [o 8°C, OCBEH aKO CMECBAHETO He € OCLLUIECTBEeHO Mpu
KOHTpOMMpaHu 1 BanugmpaHit acenTuHHU YCNoBUs.

6.5. JanHu 2a onakoBKaTa

Crexnenn 6ytunkm ot 500 mi n 1000 ml. T
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Tun Il, 6e3uBEeTHO CTBKNO, T'yMeHa Tana/anymMmuH1eBa Kanavka v TpaHe p,fé KaLLIOH \
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KonuyecTso B onakoskata' CTbKNEHW ByTinkn ot 500 mix 1; x 10
CTBKNeHn Byt oT 1000 mix 1: x 6

6.6. Npenopbku npu ynotpebda

fla ce wv3nonsea HenocpegcTBEHO cnep OTBapsiHe Ha OyTtunkaTta, Camo 3a
eAHokpaTHa ynotpeba.

[a He ce n3nonasa creg U3TWYaHe cpoka Ha rogHoCT.

Ha ce nanonssa camo NpW ycnosue, Ye PasTBOpbLT e BucTbp, Bes vactuun u
LiesiocTTa Ha onakoBKaTa He e HapylueHa

HeusnonseaHnat pastBop fAa ce W3XBbpnM Koru4ecTsoTo, oOCTaHano cneg
WHtby3uaTa, TpAGBA fa ce U3XBbPIIN.

Mopagn NOBULLEH PUCK OT MWUKPODMOSOMMYHO 3aMbpPCsABaHE M HECHBMECTUMOCTH,
aMWHOKNCEIMHHUTE pasTBopu He TpAbsa ga ce cMecBaT ¢ APYIU NEeKapCTBeHW
BELLeCTBa, Ako e Heobxoammo Aa ce npubaBsiT Apyrn XpaHuTerHu gobasku KaTo
BBIMEXWAPaTY, MacTHU eMynchi, eNeKTPONUTH, BUTEMUHI NN MUKPOSINIEMEHTU KM
Aminoven 5% 3a ToTanHo napeHTepanHo xpaHeHe, TpaGsa da ce cneau 3a
acenTYHOCT, LANOCTHO CMecBaHe U Hail-BeYe - 3a TAXHaTa CbBMECTUMOCT.

3a HAKOU CMeck NpousBoAUTENAT Pasnonara ¢ JaHHW 33 CbBMECTUMOCT.

7. AME N AOPEC HA NMPUTEXATERNA HA PA3PEILEHWETO 3A YNOTPEBA
Fresenius Kabi Deutchland GmbH

D-61346 Bad Homburgvd H

Germany

8. PETUCTPAUMOHEH HOMEP B PETUCTBPA MO Y1 28 OT 3JTAXM
20020805

9. HOATA HA MbPBO PA3PELLABAHE 3A YINOTPEBA HA NEKAPCTBEHWSA
APOAYKT (MOQHOBABAHE HA PA3PELUEHUETO)

11.10.2002 r
10. DATA HA (HACTUYHA) AKTYANTU3ALINA HA TEKCTA

13.08.2004




