KPATKA XAPAKTEPUCTWUKA HA MPOOYKTA

1. THLProRCKo MMe Ha NeKapcTBeHWs NPoRyKT

MUHUCTEPCTRO HA 3HPABECTIASBAHETO

Aminaoven 15%
AmuHoBeH 15%

fIpHAGKEHKE KM
naspeweHue 32 ynorpeta N2 (~o 083 (11-10- 02

Cos] 0. 09, 20p2| A7

2. KonmdecTBeH U KaUECTBEH ChCTEEB

1000 ml pasteop 3a WHDY3uA cﬁ.qbpma:

¢ Isoleucine 520 g

e Leucine 8.90 g

+ Lysine acetate 15.66 g

=lysine 11,19

» Methionine 3.80 g

¢ Phenylalanine 550 g

s Threonine 860 g

* Tryptophan 160 g

e Valine 550 ¢

+ Arginine 2000 g

» Histidine 730 g

* Alanine 25.00 g

¢ Glycine 18.50 g

e Proline 17.00 g

+ Serine 960 g

s Tyrosine 040 g

e Taurine 200 g
06110 aMUHOKNCENVHIA 150.0 g/l
O6uuo asoT: 25.7 gll
OBLo KanopwK: 2520 kJ/l (= 600 kcalfl)
pH: 5.56.5
TUTPaUWOHHa KUCESTUHHOCT 44 mmol NaOH/I
TEOpPETUHEH OCMONTapuTeT 1505 mosm/!

3. llekapciBeHa dopma
Paatsop 3a uHdyans
4. KruHnuhiM gaHamn
4.1 lNokaszaHua
M3TOYHVK Ha aMUHOKMCENWHU NPpK NapeHTepaneH XpaHUTEseH PexXum.

Aminoven 15% e nokaszaH NpeguMHO 33 MalMeHTh, npy KouTo € Heobxopuma
PECTPUKLIMS Ha BAKBAHUSA 0GeM TEUHOCTN NpY NapeHTepasHo XpaHeHe. .~ ¢

AMNHOKMGENMHRUTE PASTBOPY CS MPWUIAaraT OCHOBHO B KOMBUHALMS C MOAXOAALM
KONMYEeCTBa eHepruiiiv gobasku. :
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4.2. lo3npoBKa ¥ HAYNUH Ha NPYUNOXeHHe

3a IPUNOXeHMe npe3 LieHTpaneH BEHO3eH LT Nog gopmaTta Ha NpoAbMXUTENHA
VHMDY3us.

[L03MpOoBKaTa 3aBUGH OT TEXECTTa Ha KaTabonMTHOTO CLCTOAHUE U OT Hyxpaara oT
amuHokmcenvHn. [pn napeHTepanHo xpaHeHe He TpsbsBa pga ce npesuwasa
MaKCUMaITHATA gHEBHA 1033 OT 2 0 aMIHOKMCENIMHI Ha KMNOrpam TENECHO Terno.

HdeBHa go3a:

6.7 — 13.3 mi Aminoven 15% Ha «r TernecHo Terno (ekeueaneHtHa Ha 1.0 -2.0 g
AMUHOKVCENMHN HA KI TernecHO Terrno), koeTo cvoreetcTea Ha 470 - 930 mil
Aminoven 15% npu 70 kr TENecHo Terno.

MaxcuMarnHa cKopocT Ha uHy3na:
0.67 ml Aminoven 15% Ha Kr TefiecHo Terno Ha Yac (ekemsasieHTHa Ha 0.1 g
AMUHOKMCENWHY Ha K TEJNIECHO Terrno Ha Yac).

Makcumanna greBHa fo3a:

13.3 ml Aminoveni5% Ha Kr TeNecHo Terfo (ekeuBaneHTHa Ha 2.0 g aMUHOKUCEMHA
Ha K& TerlecHo Terno), koeto cworeetcTsa Ha 140 g amuHokucenuHy ripu 70 k-
TENecHo Terno.

PasTBOpLT ce npuhara 3a uenus UHTepBan OT Bpeme, Nnpes KONTO € hoKasaHo
MPOBEXAGHETO Ha NapeHTeparnHo XpaHeHe.

4.3. MTpoTUBONOKa3aHKA

KaxTo 33 BCVMKK aMUHOKUCESMHHY pa3TBOpH, NpuioxeHneTo Ha Aminoven 15 % e
NPOTUBONOKA3AHO NPY GHEAHNTE CbCTOAHMSA

Hapylienns B aMyuHoKUCEnMHHUS MeTabormsbM, meTabonuTHa aumaosa, 6LOpeyHa
HeAOCTaTbUHOCT Be3 XeMoavanusa “ny XeMounTpaumoHHo neveHne, HanpegHana
yepHoapoBHa HeZOCTaTbYHOCT, XWUMEepXuhparTauums, XUMOKCUS, ASKOMneHcUpaHa
CbhpeUHa HEQOCTaTBYHOCT, tHOK.

MpunoxeHuero Ha Aminoven 15% e npoTuBonokasaHo Npit HOBOPOAEHU.

3a napeHTepanHo XpaHeHe npu Gebera, manku pgeua v peda ce usnonssar
feawaTpUUHK  AMUHOKMCESMHHA NPOAyKTH, cboGpasenn CbC  cneuuduuHuTe
MEeTAOONNTHI HYKOW Ha [EeTCKUS OPFraHn3bM.

Knusnusu npoyusanns ¢ Aminoven 15 % we ca nposexpgaHn npu HoBopoAehw,
Bebera unn peua.

4.4. CrieLManHy NnpOTMEONOKA3aHMs: W CHELMaNHN npeynpexaeHms 3a ynotpeba

HeoBxoaumo e fAa ce CrefaT CepyMHUTe enekTponuTy, BogHus OGanaxc M
6uOpevHaTa hyHKUWS.

Mpu xunoxkanuemus wniunu XVNOHaTPUEMMS, Tprbsa ceoesBpemeHHo aa Gvbpar

ol s

NPUNOXKEHM CLOTBETHU KOJTIMUYECTBa Kanuin 1/ unv HaTpui. ,,‘;«:«g i,
r. «-f-'"““'-w-..,\_ .,

AMUHOKMCENUHHWTE PasTBOpY MoOraT Ga NpeAusBvKkaTt ocTpa HEAo 9 };Thtmocr -o‘l:

cony Ha honneBata KMCEAnHa, Nopaal Koeto e HecOxoauM exenHe

donveea KcenuHa. fl ii
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Heobxogumo € noBULUEHO BHUMaHWE MpyM npuniaraHeTo Ha ronemy KonudecTsa
P‘[Hbe.’:\MOHHVI pasTBOPYK Npy NaLKUEHTU CHC ChpieyHa HEQOCTaTbHYHOCT.

Ms6opbT Ha nepucepHa unK LieHTpanda BeHa 3aBUCh OT KPaHWS OCMOJIapUTET Ha
cmecTa. ObilonpyeraTta rpaivua 3a nepugepHa nHdgysus e okono 800 mosm/l , Ho
Bapupa 3HauUMTEsHO B 3aBUCMMOCT OT Bb3pactTa u 0BLL0TO ChCToAHME Ha RaLueHTa,
KaKTo ¥ oT 0coBeHOCTMTE Ha nepudepHaTa BEHO3Ha MpeXxa.

3apgwmxvTenHo ce cubnogasa aGeornoTHa acenTuuHoCcT, ocobeHo npy BbEEXAaHE
Ha KaTeTbp B LiEHTpanHa BeHa.

Aminoven 15% ce npunara B paMkuTe Ha ToTaneH napeHTepaneH XpaHuTerneH
peXuM B KOMBMHALMS CbC CbOTBETHO KONWMECTBO eHeprviinn  HoGasku
(BbINEexuapaTHY  pasTBOPKM, MacTHM eMyncuu), enexTporiMTh, BUTamuHu U
MUKpOEeMEeHTH.

4.5, JlekapcTBEHW U APYFY B3aUMOAEHCTBISA
He ca n3BecTHU 40 MOMEHTA.

Bwx paspert 6.2, “Ousnko-XMMUYHN HECHBMECTUMOCTI',
4.6. BpemMeHHOCT U KbpMeEHe

He ca npoeexganu cneumbuyHM NpoyusaHvs 3a oleHka Ha OeaonacHOCTTa npu
narionzsaHeTto Ha Aminoven 15% no BpemMe Ha O6peMeHHOCT W KbpMeHe.
HesapucruMo OT TOBa, KIMHMYHWA ONUTU C NOAJOOHNM aMUHOKACENNHHW Pa3sTBOpY 33
napeHTepanHo XpaHeHe He MoKa3sat AaHHW 3a PUCK OT M3MN0MA3BaHeTo Ha NpoaykTa
npes Teaw nepuogw. lMpesn pa 6bae npunioxer Aminoven 15% no Bpeme Ha
BpeMeHHOCT ¥ KbpMeHe TpAGBa BHWMATENHO [Ja Ce NpeLieHn CLOTHOLIEHNETO puck/
fonaa.

4.7. Echext BBPXY cnocobHocTTa 32 Wwodupake u paboTa ¢ MalnHu

He e npunoxmmo.

4.8. HexenaHy NeKkapcTBEeHU peakLny

[Mpu NpaBUrHO NPUITOXEHUE HE Ca UBBECTHM.

HexxenaHuTe NEKapcTBEHN peaklmy, BL3HUKHaM npu npefosvpane (BuX no-gosy)
0BUKHOBEHO Ca 0bpaTUMM 1 M3UesBaT crie NpeycTaHoBsBaKe Ha TepanusTa. Hail -
ofio yHMbY3uATa npe3 nepudepHn BeHW MOXe fa npeiwssuka Bb3naneHne Ha
BEHO3HaTa ¢cTeHa u TpombodnedbuT.

4.9. NMpenosupane

Kakto ¥ npv Apyrv aMWHOKWCENUHHW pasTBOPW, MoraT Aa Ce MosBsAT .CTYHSHM

. . MLy

TPENKK, rageHe u noepbuiane, ako Aminoven 15% ce npefosupa unu ce; NpeBniA:,
cxopocTTa Ha BnuBave. B Toawm crnyvait mH(ysusta Tpsibea Heaaf;ié_iéﬁo ‘ga ce |
By - “ lnl“ }t;‘

npexpaTi. Bb3MOXHO € [a ce NPOSBLIKM ¢ HamaneHa fosa. felfes v, oL

MpekasieHo Obpsata WHRY3MR MOXe A[a MPEeAUsBUKA XUnepxXhdpaTalms. . 1

eneKkTponuTeH gucbanaxc. ‘g’ e RLTRI
“;}’3‘\ ol
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Hama cneumduyeH adWTWOOT npu npeposvpase. CrewHoctra ofxeawia obiyo
yKpenBal MeponpusTUA, CbC CHELManHo BHWMSHVE BBDXY AuXarenHara u
CbpAEYHO - CLA0BATAa CUCTEMA.

5, ®apMakonornuHy fiaHHU
5.1. ®apmakoguHaMUyHy CBONCTBA
BO5B AO1 — aMmrHOKNCENMHEH Pa3TBOP 3a fMapeHTepanHo XPaHeHe.

AMUHOKUCENMHUTE, KOUTO ChAbPXKa Aminoven 15%, ca ecTecTBeHO ChIECTBYBaL,
hM3NONOrMYHK CheTaBkk. Kakto aMWHOKMCENWHWTE, NONyYeHW cief, cMunaHe u
YCBOSIBAHE Ha XpaHWTENHUTE MPOTEuHW, Taka ¥ napeHTepanHo TpUnoXeHuTe
aMUHOKMCENMHN HABMX3aT B ienaTa CcBoboAHM aMUHOKUCENMHN Ha opraniama, creg
KOETO CE BKIMIOUBAT ¥ B CHOTBETHATE METaGoNMMTHI MBTEKN.

5.2. ®apMakokuHeTMYHYU CBOKCTBA

AnmnHokucenuHuTe ot Aminoven 15% HaenusaT B NNasMeHoTo Aeno Ha ChOTBETHUTE
ceobopHy ammHokuceniniKn. OT BbTPECHA0BOTO NMPOCTPAHCTBO amMUHOKUCeSiuHUuTe
NpPeMWHaBaT KbM MHTEpCTALMAaNHaTa TeYHoCT W oTTaM, WHAMBMEYanHo 3a BCAKa
efHa OTAenHa aMUHOKMCENuHA, B MHTPaLEnynapHoTo MPOCTPaHCTBO Ha pasnuyHun
ThKaHW, B 32BUCHMOCT OT Hy»XJaTa.

KoHueHTpauyuute Ha cBobogHWTE  amMUHOKMCENWHW B MHTpauenynapHoTo
MPOCTPaHCTBO U MfiasMaTa ce PerynMpaT eHAOTEHHO B TECHU MPaHNLIM, B 3aBUCMMOCT
OT Bb3PACTTa, XPAHUTESHMUS CTATYC M NATONOMMYHOTO CBCTOSTHUE Ha naLyeHTa.
BanaHcMpaHuTe aMWHOKUCENMHHK pasteopy kato Aminoven 15% He npomensT
3HaUNTENHO U3NONOTNYHKS amMUHOKMCENUHeH CLCTaB, KOraTto Ce npunarat noj
thopmata Ha npodbspkuTenHa v 6aeHa UHbyans.

XapakTepHu NpoMeHn BLB (hMSMOMNOMMYKHMS aMUHOKUCENUHEH CbCTaB Ha rnasmata
ce OuaKBaT Toraea, KOraTo perynaTopHuTe yHKUWKM Ha KMSHEHO BaXXHW Oprali Kato
yepeH AOpof w Gbbpeuw ca cepuosHo Hapytedn. B TakmBa cnyvam 32
Bb3CTAHOBABAHE HA XOMEOoCTasaTa € [pefopbuyvdTenHo npurnaraHeTo Ha
crieuMann3npadn aMUHOKNCENNHHN pasTBOpU.

CaMo Malka 4act OT BreTMTe aMMHOKMCENMHN ¢e enummHupa npe3 6u6peLure. 3a
NOBEYETO aMUHOKMCENKNHK € [IOKNa/IBaHo Bpeme Ha nonyxueoT ot 10 40 30 MuHyTy.

5.3, MpegknMHKXYHK HaHHM 3a Oe30MacHoCT

ChlLecTBYBaT NPEAKTUHNYHA TOKCUKONONMYHM AaHHW 38 OTAENHW aMMHOKKCErMHY,
KouTo 0Daye He ce OTHacAT 4O CMeCH OT aMWHOKMCENMHM B PasTBOPWU KaTo
Aminoven 15%. He ca nposexaaHy NpegxnuHUYHY TOKCKUKONOrMYHK Npoy4BaHuns C

Aminoven 15%, HO npoyyYBaHWA BBLPXY pasTBOpM ¢ NOAO0GEeH amMuHOKMCENMHEH
CBbCTAB HE Ga FOKa3asn TOKCUMEH edekT.

6. dapmaleBTMYHU HaHHKU et

6.1. CnuchK Ha ROMOLUHUTE BelecTBa ¥ TEXHUTE KonuuecTBa

Glacial acetic acid 4.45g PN
Waiter for injections 884 g TR
Malic acid 49-6.1g _ W e
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6.2, DUIMKO-XMMHUUHWN HECHBMECTHMOCTH

Mopagn NoBULIEH PUCK OT MUKpoBuOrorMuyHO 3aMbpcABaHe v HECHLBMECTUMOCT,
aMUHOKUCETTMHHMTE Pa3TBOpM He TpsADBa Aa ce cmecsaTr ¢ ApYrn reKkapcreehv
cpefcTea. Ako e HeoDxoauMo Aa ce AobaBaT Apyrv XpahuTenHW CbCTaBKW, BMK
pazgen 6.3. B), 6.4., 6.6.

6.3. CpoK Ha rogHocTt

a) npeau oTBapsiHe Ha cTLKneHaTta 6axka:
2 rognHn

6) crniep oTBapsiHe Ha CTbKIeHaTa baHka:

Aminoven 15% ce annuuupa cbC CTEPUHY UHMY3NMOHHK CUCTEMWU HENOCPEACTBEHO
criesy oTBapsHeto. OCTaHaNoTo HeW3nonsBaHo Konudecteo Tpsibsa pa Obae
W3XBBPIeHO.

B) CrIef, CMECBaHe G APYI KOMMOHEHTH:

Mo npuHUMN pasTBOPWTE 33 TOTaNHO NapeHTepanHo XpaHeHe morat fa ce
ChXpaHsiBaT MakcumariHo Ao 24 vaca npy Temnepatypa 2°- 8°C, ocBeH aKo He €
[OKa3aH No-gbiblr NePUog Ha cbxpaHeHve. Bk 6.4.

6.4 CrielMany\y ycnoBusl 3a cCbXpaHeHue

CrxpaHsiBaiite DaHKMTE B TPAHCNOPTHUTE KalLIOHW.
[a He ce sampassBea.

MperiopkKU 3a CbxpaHeHue cied cMecsaHe ¢ 0pyau KOMIIOHeHMU!

Aminoven 15% Moxe ga Gbjle acenTM4HO CMECBaH C APYIM XpaHuTenHu fobaeky
KaTO MaCTHX EMYFiCUM, BLINEXUAPaTH W enexkTpormTi. XuMU4HM 1 Gr3NYHU AaHhn
33 cTabUNHOCTTa Ha HAKOW TaKviBa CMeCH, CbhxpaHsiBaHu npy Temneptypa 4°C 3a He
noeede o7 9 AHu, Morat Aa 6baar npeAccTaBeHN OT NMPOM3IBOANTENSA NPY NOUCKBaHE.

Ot MukpoBronomyHa refHa To4Ka, CMecUTe 3a TOTamnHo rnapeHTepanHo XpaHeHe,
MPUIOTBEHM FPK HEKOHTPOAWPaH! WNK HEeBanIMAMPaHU YCroBuS Tpabsa pa ce
uaronaeaT BegHara. AKO He Ce M3NON3BaAT BeAHara, CPOKbLT Ha rogHOCT U ycnosusita
3a cbxpaHenue npeav ynotpeba ca OTFOBOPHOCT Ha RON3BallyA CMecTa, Kato
npuHUMNHO He Tpsabsa Aa ce npeHeBpersa NPaBUIioTo 3a He noeeye oT 24 yaca npy
TemnepaTtypa ot 2° po 8°C, ocBeH aKo CMEeCBaHeTo He e OCHLUECTBEHO Mipw
KOHTPOSMPaHy ¥ Banuaupahy acenTniHN YCrnoBus.

6.5. JlaHHM 34 onaKoBKaTa

CroekneHn Ganxky 250 ml, 500 ml v 1000 ml.

KornuuecTso B onakoskata: 10 x 250 ml cTekneHa banka
10 x 500 ml crbknexHa HaHka
6 x 1000 ml crexneHa 6anka
1 x 250 ml cTekneHa GaHka (MocTpa) %’
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6.6. lMpenoptKK nipn ynotpeba

[a ce nanonssa HenocpPeACTBEHO crnef oTeapsHe Ha DaHxarta.
Camo 3a egHokpartHa ynotpeba.
[a He ce U3Nossea cneg naTnyaHe Cpoka Ha roiHoCT.

Jla ce wsnonssa camo Npu ycrioeue, 4e pa3TBopsT € GucTbp, Oes uvactuum n
LUenocTia Ha ofakoBKkaTa He e HapylueHa.

HensnonssaHusT pa3tBop Aa ce u3xebpnu. KonwuecTsoTo, ocTaHano cnep
nHdysuaTa, TPsiIbBa fa ce WSXBbPIMt.

fopagy NOBMLLIEH PUCK OT MUWKPOOMONIOrMYHO 3aMbpCABAHE W HECBBMECTUMOCTY,
aMUHOKMCENVHHIWTE pasTBopu He TpsbBa ga ce CMecBar ¢ APy NeKapCTBeHu
getllecTBa. Ako e Heobxooumo fia ce npubaBAT ApymM XpaHuTenHun Aobaeku kaTo
BBIEXUAPaTH, MaCTHI EMYNICUN, ENEKTPOIIATY, BUTaMWHA MM MUKPOENEMEHTU KbM
Aminoven 15% 3a TOTanHO riapeHTeEpanHo XpaHeHe, TpAbsa na ce cnegu 3a
acenTWYHOCT, LUANOCTHO CMecBaHe 1 Halk-Beve - 3a TAXHaTa CbBMECTUMOCT.

3a HAKOU CMEeCK NPOU3BOAUTENAT pasfosiara ¢ AaHHy 38 CbBMECTMMOCT.
7. Vime v azipec Ha npuTeXaTens Ha paspelleHneTo 3a ynotpeba
Fresenius Kabi Deutchland GmbH

D-61346 Bad Homburg v.d.H.

Germany

8. PeructpaumoneH Ne B peructipa no us. 28 3JIAXM

9. [ata Ha NbPBO pazpellaBaHe 3a ynoTpeba Ha NeKapcTBeHUs! NPOAYKT
(nogHoOBSsiBaHe Ha paspeleHneTo)

10. lata Ha (yacTHuHa) aKTyanusaumna Ha TeKeTa
OkTomepw 20017
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