JJUCTOBKA



JIucroBka: audopmanns 3a norpeduTens

AvunocTepni N-Xena 8% nndysnonen pasTsop
Aminosteril N-Hepa 8% solution for infusion

IIpodyerere BHEHMATENHO UAJIATAa JHCTOBKA, NPEIH A 3aM0YHETE A NPHEMATE TOBA JIEKAPCTBO.

- 3anaseTe Ta3M JIUCTOBKA. Moxke Ja ce HaJIOXKH Ja s MPOYETETE OTHORBO,

- AKO HMaTe HIKaKBH JOITBIIHATENTHH BHIIPOCH, NONMKUTaliTe Ballka nekap HiIH (papMaLesT.

- ToBa nekapcTre e npeanucaHo JM4HO Ha Bac. He ro npeorcrengaiite Ha apyry xopa. To Moxe a HM
HaBpeIH, He3aBUCHMO OT TOBA, Ue TEXHUTE CHMITTOMH ca ChIIMTE KaTo Bamure.

- AKO HSIKOS OT HEXEJIAHUTE JIEKapCTBEHH PEaKLMH CTaHE Cepuo3Ha WK 3abefexuTe Apyri,
HEOITMCAHH B TA3M JIUCTOBKA HEXXEJIaHW PeakunH, MOJIA yBeaomeTe Batis iekap Wiy (papMaLeBT.

Kakso cpabpiKka Ta3d JHCTOBKA:
Kakso npeacrasnssa AMuHOcTepHT N-Xena §% M 3a KakBoO ce U3NoN3Ba
Kaxgo Tpabsa ma 3HaeTe npeay na Bu ce nmpunoxu Amnﬂoc"re oun N-Xena 8%
Kak me Bu ce npunara Amusocrepun N-Xena 8% G
B1B3MOXXHH HEXXENaHH PEaKkIHK

Kak na cpxpaussate AMuHocTepuin N-Xena 8%
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1. Kakso npegcrasiasa Amunocteput N-Xena 8% u 3a ka
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AmuHoctepun N-Xena 8% e:
pa3TBOp 3a MHTpaBeHO3Ha HHGY3u4. ToH npuHaAIe’)KH KbM Irpyna NeKapCcTBa, H3BECTHH KATO
AMHUHOKMCEIMHHH Pa3TBROPH 34 MAPEHTEPAITHO XPaHEHE.

AmuHocTepuia N-Xena 8% ce H3non3ea 3a:

AOCTABKA HA aMHHOKHCEIHHH KaTo YacT OT CXEMa 3a MapeHTePaNHO XpaHeHe MPH TEXKKH (QOPMH Ha
yepHOAPOOHO 3ab0NaBane (YepHOAPOOHA HEAOCTATHYHOCT CBC H He3 yepHoIpoOHa eHledanonaTus), KOraro
MEPOPATHOTO WIH CHTEPAJIHO XPaHEHE € HERB3MOKHO HIM HEAOCTATEYHO WIH € MPOTHBONOKA3aHO.

2.  Kaxso TpaOBa ga 3naere npean aa Bu ce npanoxu Amuaoctepn N-Xena 8%

He TpabBa npa Bua ce npuiara AMuaaoctepni N-Xena 8%, axo:

- BH e Kka3aHo, 4e UMaTe HapyllleHHe HA AMUHOKHCETHHHHA MeTaboNH3bM

- By e kazaHo, ue cTpaaate oT MeTaboNMUTHA alluao03a

- HMate TBBp/ie MHOT'O TEUHOCT B TANOTO CH H BH € Ka3aHo, ye HMaTe ChCTOSHHE, U3BECTHO KATO
[IPETOBAPBAHE C TEYHOCTH (XHNEPXUApaTHpaHe)

- Imate HamarneHs HABA HA HATPUH B KPBBTA {XHIIOHATPUCMHS )

- Umare HamaneHd HUBaA Ha KaJlMi B KPbBTA (XUITOKAJIHEMHN )

- Mmarte nipobnemu ¢ 6u6pente (6n0peunHa HegOCTaATHYHOCT)

- Bu e ka3aHo, ye HMaTe Chp/IcuHO 3a60naBaHe (AEKOMIICHCHpPaHa ChpAcYHa HEAOCTATRYHOCT)

- B e xa3aHo, 4e cTe cTpajan OT CECTOSHKE, OITMCBAHO KaTo IIOK

- Bu ¢ xazaHo, Ye MMaTe HEZOCTHI Ha KMCIIOPOA B OpraHH3Ma (XHITOKCHA)
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AmuHocrepun N-Xena 8%, Hanpumep:
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- JIa OCUTYPH IIPOCIICAABAHETO Ha CEPYMHHTE €NEKTPONHTH, BOGHOTO PABHOBECHE B KHCEITHHHO-
aNKAITHOTO paBHOBECHE, KaTo 1abopaTopHOTO NpocnesasaHe TpAOBa f1a BK/IOYBa CBIIO KPbBHA
IIOKO34, CEpYMHH NPOTEHHH, KPEaTHHHH ¥ YepHOAPOOHH (PYHKLIHOHATHH TECTOBE.

- Jla NOCHBETBA CNICKTPOJIMTUTE B BBIVIEXHAPATHTE JIa C€ NpuiaraT B DanaHCHpaHU 103H H 112 CE
BJIMBAT, aKO € HeoOXoAKuMO, upes baiinac WK Ja ce cMecBaT B €HH Cak.

- Jla ocHrypH, ue AMuHocTepua N-Xena 8%, nopany crieuqnajiHisa CbCTAB Ha TO2H Mpenapar, HaMa Aa
C€ M3MOI3BA NPH MOKA3AHUA, PA3IMYHH OT NPENOPbUBAHUTE, KOETO MOXKE Aa AOBEAE A0
AMHUHOKUCENTMHEH AHCOANaHe ¥ TeXKH MeTabOoMMTHH HApYIIECHMA.

- Jla B3eMe npeasus, e u3bopsT Ha nepudepHa HIN LEHTpajlHa BEHa 3aBHCH OT KpailHHA
OCMOJIAPUTET Ha cMecTa. OOLIONpHeTaTa rpadulla 3a nepugepuau HHPY3HH e okono 800 mosny/l, Ho
TA Bapypa 3HAYMTEIHO C BE3pacTTa H 00LIOTO CHCTOAHHE Ha MalMeHTa H 0CO0E€HOCTHTE Ha
nepU(epHUTE BEHH,

- J1a IPOBEPABA YECTO MACTOTO Ha HH(Y3K, 3a a CE CBEAE 0 MHHHMYM PHCKa OT TpoMOoicduT
NpH ApUIOKeHUe B riepudepHa BeHa.

IIpuemM ma qpyrs JieKapcraa
Mons undopmmpaiite Battua nekap wid papMaleBT, aKoO IPHEMATE HIM HACKOPO CTe MPHEMAIH JPYTH
JIEKApPCTBA, BKIIOMHTEIHO U TAKMBA, OTITYCKaHH Oe3 pelernTa.

IIpaem na Amunocrepnia N-Xena 8% c xpaHna, HAMHTKH H AJIKOX0.JI
He e n3sectHo AMuHocTepun N-Xena 8% na oka3ea HAKaKbB OTPHIATENEH €(EKT, KOTaro ce [pHiara
EAHOBPEMEHHO € XpaHa HIH HAMUTKH.

bpeMenHocT, KbpMene | (hepTHAHTET
He ca npoeexaann cnendHYHA H3CASABaHHS 32 OlleHKA HA OezomacHocTTa HA AMuHOCTepUn N-Xena 8%
npyu OpeMeHHOCT WIH KbpMeHe. KIIMHHMYHHAT OMHT ChC CPABHMMH NMapeHTEPaiHd aMHHOKHCETHHHH

pasTBOpM o0aye He MOKAa3Ba JaHHH 33 PHCK 34 OpeMEHHH WIH KbPMEIIU XKCHH.
[IpeanucBampAT Jexap TpaOsa Na UMa MPEABHL ChOTHOLIEHHUETO NON3a/PHCK TIPEIH Ja e MPHICKH
AmuHocrepun N-Xena 8% Ha 6GpeMeHHH M KLpMEITH XKEeHH.

IIlopupane n paGora ¢ MAIIHHH
Cnen nomyvaBane Ha AMMHocTepun N-Xena 8% Bainata cnocoGHOCT 3a ogHpane wiH paboTa ¢ MalllHHH
HAMA Ja ce 3aCEeTHE.

3. Kak me Bu ce npannara AMunocrepun N-Xena 8%

Amunoctepit N-Xena 8% me ce npunara ot Bamus nekap Wis o HeroBOTO/HEHRHOTO NPAKO

Ha0MoOAeHHE, KATO BHHUMATEJIHO iile C& KOHTPOJIUpa MPHIOKESHOTO KOJIHYECTBO Ha AMHHOCTEpHI N-Xena
8%.

Hayun na npunoscenue

Bue me nomy4asare T0Ba JekapcTBO Ype3 HHY3UA BBB BeHAa (HHTpaBeHO3HO Kankopo). CKOpoOCcTTa Ha
HH(]Y3UATA, KAKTO ¥ KOJIHYECTBOTO Ha BIIETHH pa3TBOpP, 1ue 3aBHcAT oT Bammure crieippuyHm Hy X aH, OT
3a00/14BaHeTO, 32 KOETO C€ U3IION3BA MPOAYKTHT, M OT MAKCHMAJTHATA AHEBHA J103a.

Ho3uporka

Bamuar nekap 111e onpeaeau NpaBHIHATA 1033, KOATO Aa NOMYyYHTE. u,
[penopbuBaaTa MAKCHManHa JHEBHA 11034 € 10 18,75 ml Amunoctepun N-Xena 8% Ha kg, péjles
CbOTBETCTBaINA Ha 1,5 g amuHokucenuuw/kg TenecHo terno u Ha 1300 ml npu 70 kg Tene

AKO CT¢ mpHE/H noBede OT HeoOXoAnMAaTa fo3a AMHHocTepun N-Xemna 8% i 3
BaisT jiekap 1€ OCHTYPH IpHEMa Ha MPaBHJIHOTO KONH4eCcTBO AMHHOCTEpHI N-Xena 8§75
Xopa ofave ce HyKIaAT OT pas3HYHY JO3H M, aKO J03aTa Ce OKaKe TBbp/e MHOTO 3a Bac, B2
MOX<e BeiHara Ja 3abaBM WM Aa crpe NPWIoKeHneTo Ha AMUHocTepun N-Xema 8%.




AKO WMaTe HAKAaKBH JOITBIHHTEIHH BHIIPOCH, CBBhp3aHH ¢ ynotpebara Ha TO3M MPOLYKT, MOJIA MOMUTANTE
Bamus nekap wnn dapMaueBT.

4. Bb3MokHEN HeKeJAHH peaKIHH

KakTo BcuukH aekapcTBa, AMMHOCTepHI N-Xena 8% MosKe J1a MpeAn3BAKA HEXENaHH PEaKIHH, BHIIPEKH Y€
HE BCEKH ' TI0JyYapa. AKO HAKOS OT HeXeJlaHUTe JIeKAPCTBEHH PeakKLHH CTaHe CEepHUO3HA WIH 3a0enexXHTe
APYTH, HEOIMCAHH B Ta3W JIMCTOBKA HEXXeNaHH PeaKiliy, MOJd YBeaoMeTe He3abapHo Bailing jiekap HiH
MEAMIMHCKUTE CECTPH.

KakTo npy BCHYKH XHAEPTOHHYHH HH(Y3HOHHH Pa3TBOPH, MOKe J1a Bb3HUKHE TpoMOoGueGHT npH
M3TMION3BAHE HAa NEpHQEPHU BEHH.
He ca n3BecTHH ApyrH HexKenaHH eeKTH NpH MPAaBUIHO MPHIOKEHHE HA Pa3TBROpa.

Cho0maBane HA HEXKEJIAHH PEAKIHH

AKO NOTyuynTe HAKAKBH HEXKENAHH IEKApPCTBEHH peaKliuH, YeegoMere Bamua nekap, ¢apManeBT HiIH
MEIMIAHCKA CecTpa. TOBa BKAIOYBA BCHYKH BB3MOXKHH HEOMNMCAHU B TA3H JIMCTOBKA HEXKCJIAHH PeaKLUH.
Moxere chilo Aa cHOOIIUTE HeXkKeJIaHH peakIlMM AMPEKTHO Ype3 HAIMOHAIHATA CHCTEMA 3a choOmiaBaHe
(nocoyeHa no-gony). Karo croduaBare RexxenaHyu peakiiy, MOXeTe /1a JaAE€Te CBOS IIPYUHOC 34 NOJTYYaBaHe
Ha noseyve MH(POPMaILNA OTHOCHO 0€30MacHOCTTa Ha TOBA NIEKAPCTEO.

H3menHWTEIHA areHUKA 110 JIeKapcTBaTa
yi. ,,JJamaH 'pyer” Ne §
1303 Codmn

Ten.: +359 2 8903417
yebcaiiT: www.bda.bg

5.  Kak ga cexpanspare AMuaocTepun N-Xena 8%

Ja He ce cuxpaHasa Haj 25°C.
Ha He ce 3ampa3sba.
Jla ce cbxpaHsBa B OPUIHHANIHATA ONAKOBKA, 32 A2 Ce NMPEeAna3H oT CBET/IMHA.

I[a CC CbXPdHABA HAa MACTO, HCOAOCTDBIIHO 34 ACIA.

He uznonseaiire Amunoctepun N-Xena 8% ciiex cpoka Ha rogqHOCT, o10e193aH BbpXyY eTHkeTa. CpOKBT Ha
rOAHOCT OTrOBaps Ha MOCHAEAHUA ASH OT MOCOYSHHA MeCell.

HPEI.[H yrlcrrpeﬁa, Baimusar JICKAp HJIH MCIHIHHCKATA CECTpa IIC CC YBCPAT, Y€ PA3TBOPDHT € GHCTLp, Oe3
BHAHNMH HaCTHLIHA H Y€ OIIAKOBKaTa HE € TNOBPEACHA.

PasTrOpBT TpsabBa ha ce n3noirsBa He3abaBHO caen OTBapsHE, a BCEKU Pa3TBOP, OCTaAHAI CJIE] JICUCHHETO,
TpsAOBa 1 ce H3XBLPAK. OT MUKPOOKONIOTHYHA IMIeAHa TOYKA NPOAYKTHT TpAOBa Aa ¢ M3MN0JI3Ba He3aDaBHO.
AKO He ce M3N0JI3Ba He3a0aBHO, BPEMEeTO 33 ChXpaHeHHEe H ChCTOSHUETO NpeaH ynoTpeda ca oTroBopHOCT
Ha roTpedbuTenss. OGHKHOBEHO, CMeCTa He TpAOBa Jia ce ChXpaHABa Mo-Ibiro oT 24 Jaca Ha 2 go 8°C, oceed
aKO CMECBAHETO € H3BBPLICHO NPH KOHTPOJIMPAHU M BATHAUPAHH aCCIITHYHM YCIOBHAL.
Camo 3a elHOKpaTHa ymoTpeba.

3d OIIA3BAHC HAa OKOJIHATaA Cpeia.

6. ChAbp:XaHHE HA ONAKOBKATA H JOHB/IAHHTEIHA HHpopManus



Kakpo chabpxa AMHHocTepuJ N-Xena 8%
AKTHBHH CBLCTABKH

1000 ml vHdY3HOHEH Pa3TBOp CHALPXKAT:

L-n3oneBLHH 1040 ¢
L-neBumH 13,09 g
L-nu3MH MOHOALIeTAT, 971 g
CBOTBETCTBANI Ha L-1H3uH 6,88 ¢

L-M&THOHHH 1,10 g
N-ailleTWwi-L-1macTeny, 0,70 g
cbOTBeTCTBaLl Ha L-1tncrenH (0,52 g

L-penunananun 0,88 g
L-Tpeonun 4,40 g
L-rpurrodan 0,70 g
L-panuH 10,08 g
L-apruHuu 10,72 g
L-xucTHAMH 2,80 g
'muupmH 582 g
L-ananun 464 g
L-niponuu 573 g
L-cepun 224 g
JleneHa olleTHa KUCETHHa 442 g

Q06110 aMHHOKHCENUHH X 80 g/1
O61 azor . 12,9 g/
Obmo eHeprus ; 1340 kJ/1 = 320 kcal/l
TeopeTHyeH ocMoOnapuTeT , 770 mosm/]
TuTpyeMma KHCETMHHOCT : 12-25 mmol NaOH/I
pH : 5,7-6,3

JApyru cbeTaBKH
Bona 3a HHKeKLIHHA

Kak m3riexna AMaHoctepni N-Xena 8% H KakBo ¢BbALPKA OHAKOBKRATS

Amutocteprn N-Xena 8% e crepuieH, 6ucThp U Oe3uBeTeH pa3TBop. 10k ce chabpiKa B CTHKICHH Oy THIIKK
ot 500 ml.

IIpuTexaren Ha pa3pemIcHAETO 32 YHOTPeda M NpOH3BOAHTEN

IIpuTexkaTen Ha pa3pelleHHETO 34 ynoTpeda
Fresenius Kabi Deutschland GmbH

D-61346 Bad Homburg v.d.H.,
I'epmanus

IlponzBoauTen

Fresenius Kabi Austria GmbH
Hafnerstrasse 36, A-8055 Graz,
ABCTpuL

Jdara na nociieAHO Hpepa3rexaaHe HA JHCTOBKATA
11/2015 r,
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[TocoueHara no-n0ny MHGOPMaLHA € IPSAHAZHAYEHA CaMO 32 MEIHLMHCKH HITH 3/IpaBHH CIICLIHANHCTH:

HecnBMecTHEMOCTH

C H3KTI04YeHHEe Ha NPOAYKTHTE 3a NapeHTepaIHO XpaHeHe, aMHHOKHCETTHHHHTE Pa3TBOPH He TpADBa Ja ce
CMECBAT C APYTH JIEKapCTBECHH MPOAYKTH MOPaJd PHCKa OT MUKPOOHONOrHYHO 3aMBPCABAHE H
HECHLBMECTHUMOCTH.

CMecBaHe ¢ APYTH NPOAYKTH 3a NIapeHTEPaIHO XpaHeHe MOXKE /1a C€ MPaBH CaMO KOraro CbBMECTHMOCTTA €
AOKyMeHTHpaHa. Bk ““YkazaHHs 3a ynotpeba » pabora”.

J03upoBKA, HAYHH H HPOABLKHTETHOCT HA IPHIIOKEHHAETO
CaMo 32 KHTPABCHO3HA HHY3H4.

3a npunoXkeHHe npe3 nepudpepHa WIH LHEHTPaTHA BEHA.

OcBeH aKko He e NpeANHCcaHo APYTo, NPenopbYBaHATA JO3HPORKA €:
1,0 zo 1,25 ml/kg renecno Terno/yac = 0,08 — 0,1 g amuHOKMcenuHN 3a Kg TenecHoO TerIo U yac.

Maxcumanna cxopocm nHa unyysun
1,25 ml/kg TenecHo Terno/4ac, ceorBeTcTBaIH Ha 0,1 g aMmuHOKHMcensHW/KE TenecHo Terno/vac.

Makcumanua oneena oo3a

1,5 g amuHOKHCeTUHKW/KE TENeCHO Terno,
choTBEeTCTBAIUU Ha 18,75 ml/kg TenecHo Terno,
cvoreercTBalld Ha 1300 ml npu 70 kg TenecHo Terno

AmMunoctepuin N-Xena 8% ce npunara KaTo 9acT oT o0LIara ¢xeMa Ha NapeHTepalHO XPaHeHe B
KOMOHHaUHA € AOCTAThYHH KOJIMMECTBA EHEPrHitHY A00aBKH (BhITIEXHAPAaTHH PAa3TBOPH, MaCTHH €MYJICHH),
€JICKTPOJIMTH, BUTAMHHM ¥ MHKPOCIEMEHTH.

3a onrruManHa ynorpe6a TpAOBa ga ce NaBAT €HOBPEMEHHO BHITIEXHIPATHH Pa3TBOPH H/HIIH MACTHH
E€MYJICHH.

IlpenapaThT MOXE Aa c€ M3MOM3RA KOJKOTO M3HCKBA KTMHUYHOTO ChCTOAHHE HA NAllKEHTa MM JIOKATO
AMHHOKHWCE/TMHHHUAT MeTa00/IH3bM Ha MALHUEHTA C& HOPMATU3HPA.

IIpeno3upane
AMunoctepun N-Xera 8% e aMHHOKHCE/THHEH pa3TBOp 3a NapeHTepatHo XpaHeHe. OCTpa HHTOKCHKALIMY €
MAJIKO BEPOATHA, aKO pPa3TBOPBT CE MpHWIara cnopei NpenopbKuTe.

MHoro 6Bp3a nHGY3ug Ope3 nepudepH BEHA MOXKE Aa Npeau3BHKa TpoMOogiebuT (oCMOapUTeT Ha
pasTBoOpa).

B 3aBUCHMOCT OT CTEnEHTa Ha EREHTYAJIHO MPEAIIEeCTRAILO, TATOJIOTHYHO-TIPEeIH3BHKAHO HApYIIIEHHE HAa

peryiaupaTa H OT YBPEKJAHETO Ha YePHOAPODHHA KaNalMTeT, TP HAKOH MalHEHTH CIIEA npeJo3upane

MOJKe JIa BE3HHKHAT rajeHe, oBphllaHe, CTYJICHH TPHIKH U 3aryba Ha aMHMHOKHCETHHH gpﬁsﬁh 3%‘\
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Camo 32 eaHoKpaTHa yrnoTpeda.

AnvunocTepi N-Xena 8% He TpabBa na ce M3MON3Ba clle/l 1aTaTa Ha CpOKa Ha FOJHOCT.

Ha ce uanonseat camo 6ucTpu pa3TBopu 6e3 BUAMMH YaCTHULM M HENMOBPEIEHH ONAKOBKH.
HewzmonzpaHHWTE pa3TBOPH Ja ce UBXBBPAAT. EBeHTYaNHa cMec, ocTaHaNa cnell MHQY3UATa, TpAOBa fa ce
H2XBBPIIH.

C u3k0veHHe Ha MPOAYKTHTE 33 APSHTEPATHO XpaHEHS, aMHHOKUCEIMHUTE Pa3TBOpH He Tpabea Aa ce
CMECBAT ¢ APYTH JICKAPCTBEHHU MPOIYKTH MOPAIH NOBHIISHUA PHCK OT MHKPOOHOJIOTHYHO 3aMbpCsABaHe H
HecbBMecTUMOCTU. Korato AMuHocTepun N-Xena 8% ce cMecsa ¢ Apyryd XpaHWTETHH BELIECTBA KaTo
BBIIICXHIAPATH, MACTHH EMYJICHH, €JIEKTPOIMTH, BUTAMMHH HJIH MHKDPOCJIEMEHTH 32 ITBJIHO NAPCHTEPAIHO
XpaHeHe, Tpa0Ba ia ce BHUMaBa 3a aCEITHYHUTE TEXHHKH, LATETHOTO CMECBAHE H 0CO0EHO 32
CbBMECTHMOCTTA.

He ca u3pecTHM B3aUMOACHCTRHA ¢ APYTH HPOLYKTH.

JlaHHH 332 CHBBMECTHMOCT C€ NPEOCTABAT OT NMPOH3BOAWTENA TIPH NOMCKBAHE.




