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FVCTOBKA HA JIEKAPCTBEHMS [PORYKT - NPOYETETE BHAMA {ENHO!

FRESENIUS KAEI AB
SE - 751 74 Uppsala

INTRALIPID 10%
Ernulsion for infusion

URTPARMRWA 10%
Emyricus 33 uHdy3us

KomnuuyecTBEH U Ka4ecTBEH ChCTaR

1000 ml emyrnicus 3a nHy3na ChabpXa:

peuncTeHo COEBO MacHo 100 g, siiuHnM docdonunray, mMuepon Ges3soaeH,
BOAE 33 MHKEKLWN.

OcmonanureT: 300 mosm/kg H20

pH: npuon. 8

Eneprus: 4,6 MJ (1100kcal) / 1000 mi
Opraxuden pocgar 15 mmol/ 1000 mi

JiekapcTBeHa chopma
Emyricnst 3a uHdyaus. bsina xomorerha emMyncus

MpuTexaTen Ka paspelieHneTo 3a yrnorpeba
Fresenius Kabi AB
SE - 751 74 Uppsala, Sweden

MpouzBoguTen
Fresenius Kabi AB, SE — 751 74 Uppsala, Sweden
Sino-Swed Pharmaceutical, Corp. Ltd, Wuxi - China

MokazaHus

INTRALIPID e nokasaH 3a napeHTepanHo XpaHene ha GoriHy, hpu Kouto €
HeoBXOAUM BHOC Ha eHeprusi 1 eCeHLManty M2CTHW KWCEmNWHW, KakTo v 1npu
MauUeHT ¢ HEAOCTaTLYHOCT Ha eceHUMantn macThy kucennimn (HEMK), npn KoUTO
He e Bh3MOXHO A3 Ce NOAALPXKE Wi Bb3CTaHOBABA HopMmarHaTa M KoHcTenauus
ypes opaneH npruem.

[loznpoBka ¥ HaYMH Ha npusioxenne
[io3aTa 1 CKOPOCTTa Ha WHEY3UA G ONpeaernaT ot uHAMBMAYarnHaTa crnocoBHOCT Ha
flauMeHTa 3a enuMnHnpane Ha INTRALIPID. Bk EnuMuHnpase Ha MacTuTe.

NO3HWPAHE
1 g TPUrMMLEPVAY CLOTBETCTER Ha 10 mi Wnrpanvnug 10%.




Boapacthu. MakcumanHata npenopbuutenda gosa e 3 g tpurnuuepuov/ kg T.T.
fAHesHo. bes Aa ce Hapgeuwiaea Tasu ropHa rpanuua, | WMHTpanunvg Moxe ga
ocurypn 5o 70% OT eHepraiiHuTe HYKEW, BKIT. M [pK NaUWMEHTW CbC CUIHO M3PaseH
HegocTur oT eHeprus. CkopoctTa Ha uHdyans Ha UHTpanumivg 10% He Tpsabea ga
npesuiuaesa 500 ml sa 5 v,

Hosopogern v Manky neua. [peropbuynTenHWTe AO3M NPV HOBOPOAEHW W Manky
geua sapupar ot 0.5 g go 4 g Tpurnuuepuaw kg T.T. AHeBHO. CxopocTTa Ha
nHpY3us He Tpsabea Aa npepwivaea 0.17 g Tpurnuuepnaw Kg T.7. fuac (4 g 3a 24 1))
lMpyu HepoHocEHWM WM Jelig, POASHU ¢ MHOTO HUCKO Terro, BNMBaHeTo Tp#Abea na
npoRbmKM £o 24 4. INbpeoHavanHata fosa Tpsbea ga 6bae 0.5-1 g/ kg 7.7. AHEBHD,
KaTo nocteneHHo ce ysenvyasa ¢ 0.5 — 1 gf kg T.7. mHesHo [o 2 gf kg T.7. AHEBHO.
Camo B YCrOBUATA HA CTPUKTHO MOHUTOPUPaHE Ha CepyMHaTa KOHUSHTPauusa Ha
TPUrnMUEepuan, Ha YepHoppobHuTe NMoKasaTenu 1 KUCRopogHaTa caTypauus, [03aTa
Moxe na 6nAe yeenndeHa A0 4 ¢/ Kg T.T. AHesHo. lMocodeHnTe CToOMHOCTW ca
MaxcumanHW v He € XenaTtenHo fa ObaaT HagBMwaBaHu C LN KoMieHCauvs Ha
MPONYCHAaTA NpUeMM,

HenocraTeyHocT Ha ecenumvandi Mactiu kucenun (HEMK). C uen ga ce usberte
unk Kopurupa ToBa ckerosnke, 4 go 8% oT HenpoTenHoBata eHeprvs Tpsidsa ga
6vfie ocurypsisala nop dopmata Ha Untpanunig, 3a Aa ce OCUTYPAT JOCTaTbhYHU
KONM4ecTBa NMHOMOBa 1 NMHoneHoBa kucervHa. Ako HEMK e Bcrnegcmeue cipec,
konuuecTeoTO MHTpanunvg, HeobxogvmMo 3a NpeofonapaHe Ha ChbCTOSHUETO, MOXe
A4 £e NoBMIN 3HaMUTESHO.

ENMMUHWUPAHE HA MACTH

Bu3pacTtiu. CriocobHOCTTa 3a ennMiHnpaHe Ha macTuTe Tpabsa fa ce MoHuTopupa
C FIOBYILEHO BHUMaHWE NpW NMauvenT, cTpagatliy OT ChCTOAHWUA, nabpoeHn B 4.4
“Crnieumantn npoTUBONOKA3AHWS W ChieUvariin npeaynpexaeHns sa ynotpeda”, Kakro
n npy GonHu, KouTo nonyyasat WHTpanunug noBeve oT egHa cepmuua. Tosa ce
OChLIeCTBABa NOCPEACTBOM KpbBHA npoba crieps KnupbHE - nepuog 5 - 6 yaca, npes
KOWUTO fiaUMeHTHT He fonyvaBa HUKaKBM MasHuHY, KpbBHUTE KNMETKW Ce OTAENSAT oT
nfasvara vpes ueHTpodyrupaHe. Ako nflasmara onanecuupa, uHtysusita Tpabea
Aa 6bae otnioxeHa. YyBCTBUTENHOGTTA HA TO3W METOZ MO3BOIsABa HepasrnosHaBaHe
Ha xunepTpurnuuepynemus. Flopaan Tasu pUYuHa Npu NaLMeHTy ¢ npeanonaraem
HapyuieH MacTeH TONepaHC ce MpenopbuBa M3cnefABaHe Ha KoHUeHTpauuiTe Ha
TPUFNVLEPUANTE.

HosopoaeHn U Manku feva. CnocobHoCTTa 3a envMYHVpaHe Ha MacTuTe Tpsbea fa
ce KOHTpOriMpa NepuoauiHo. EAVHCTBEH HageKaeH METOf € visMepBaHe HuBaTa Ha
CepyMHUTE TpUrIMLepuan.

MpoTtneonoOKasanns
INTRALIPID e npoTuBonokasaH npu:

e [laumneHT B OCTHP LWOK;
MauveHTH ¢ TexxKa XUNepnunuacsMns;
Texka vepHofpobHa HeQOCTaTEYHOCT;
XemodparouutapeH CMHAPOM;
CBpbX4YYBCTBUTENHOCT KbM sAfiMeH, coeB unn ik
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Crieluanyyn NMPOTUEOROKa3aHNs U creluantu MpepynpeXnesns 3a yrioTpeta
WhiTpanunup ce npunara ¢ [OBMIUEHO BHUMaHUE TNPU CbCTOSHWS, CBbp3aHn ¢
HapyweH nunvaeH MetabonuabM — Harnp. 6b6pevHa HefOCTaTLYHOCT, MaHKPeaTyT,
[EeKoMMeHenpaH 3axapeH gvaber, HapywleHa depHoapoBHa hyHKUMA, Gencuc,
XMMOTUPEONAN3bM (PN XunepTpurnvuepvaemus). TpunoxerneTto Ha URTpanunug
MPY MauweHTW B MOAOGHO CBCTOSHUE 38ObIDKMTENHO W3UCKBA MOHUTOPUpPAHE Ha
KOHLISHTPaLSTa Ha CepyMHUTE TpUMuLIepuan.

To3n neKkapcTBeH MPOSYKT ChAbPKa COSBO MACNO ¥ situeHn dochonmnuan, KouTo
PSIAKO, HO € BBb3MOXHO A3 MpUUMHAT aneprmunn peaxuww. HuaGriopasada e
KPBCTOCAHAa anepryiHa peakums MEXEY Cos 1 PLCTbUK.

WndysmaTa Ha WHTpanunup wsucksa FMOBMILEHO BHUMaHWE MpU HOBOPOAEHW U
HEZIOHOCEHN C XunepbunupybuHemusi, KakTo M Npy nipegnonaraema GenogpobHa
xunieptensvs. Mpn HoBOpoJeHUTE Y Hali-Beye MpU HEAOHOCEHW Ha NPOALIDKUTENHO
napeHTeparHo xpaHeHe, TpsbBa Ba ce MonuTopupaTr Oposat Ha TpombouuTuTe,
yepHOJpPOGHWUTE NOKasaTery U KOHLISHTpaLUMATa Ha CepyMHUTE TPUrNULIepuan.

WkTpanunvia MoXe [a FIOBNusEe onpefesieHn nadopartopHy nokasateni (bunmpybun,
fiaKTaT gexwaporeHasa, KUCMopopHa catypauus, XeMornobuH v gp.) ako KpbBHATa
npoba € B3eTa [pPeAY MasHMHWUTE Ja ¢a apeKksaTHO OTCTpaHeHu oT
kpbBooBpblleHneTo. Tpy noOBeMeTO MauMeHTW ToBa ce noctura crieg 56 u.
WHTEpBar, NPes KOWTO He roryvyasat MasHnHN.

flekapcTBeHU B3aMMOSBEACTBUS 11 BPYri iopMM Ha B3auMobencTBIe
OnpegeneHn nNekapcTBeHK MPOAYKTY, Hanp. WHCYNuH, Morart pa MNoBusAT
AWrnasHaTa CUCTEMAa Ha OpraHysMa, KOETO HAMA ChLUECTBEHO KIMHWYHO 3Ha4eHne.
XenapuH B KIMHWYHM [03N NPpUYMHABE NPEXOQHO HapacTBaHe Ha nunonusara B
nnasmata. B pesyntat ce Habriogasa NPEexXofHO CHIDKEHWE Ha KnMpbHCa Ha
TPUMULIEpUAKTE NMOpaay nsyepnsaHe Ha NUNonpoTenH nunasara.

COeROTO MAcno € NPUPOSEH W3TOMHUK Ha BuTamuH K1. ToBa uma 3HaueHue camo
ApY NauMeHTH, SIeKyBaHW C KyMapuHOBM MPOU3BOAHY, KOWTO B3auMOAEicTBaT C
BUTaMUH K1.

BpemMeHHOCT VI KbpMeHe
He ca [OKN2gBaHW HUKaKBKM HEXEnaHy FexapcTBeHW peakuuu [o Bpeme Ha
OpeMeHHOCT U KbpMEHe.

Edekrit ELPXY CROCOGHOCTTA 3a Wodupake ¥ paboTa ¢ Malnhn
He ce ovakear.

lNMpegosupane
Bwx 4.8.Hexerany nekapcTeeHn peakuwn, “CuHAPOM Ha MacTHO npeToBapBaHe”.

aungosa.




Hexenanu nekapcTeeH peakuuy

WMhdyana ¢ MuTpannnvg MoXe A3 ROBULIK TenecHara TeMnepartypa u, no-pagko, 5a
NpyYMHY TPenepexe, CTYASHN TPBRIKK U rapneHe/ noepblyane (Yecrtora < 1%).
WaknioumTenHo pagko (no-manke ot 1 Ha eAuH MUNVOH WHMDY3UY) ca JoknagBaHn
Opyrn HeXxenaHn IeKapcTBEHW peakuuy, KouTe morat pga 6waat cebp3aHu ©
wHbyausita Ha MHTpannnug,.

Oprasna cucrema no C30 HectoTa CumMmniToM
OpraHnsbM Kato Lisino — Hetunuann FnasocBonue
obLuy HapyiueHns (>1/1000, < 1/100) | lNosBMuaeaHe Ha TenecHata

TeMnepaTypa, TpenepeHe,
CTYLEHU TPBLIMKY, YMOpa

MHoro psifiko AHathWnakTuyHy peakumm
(< 1/10 000)
CbpAeuHO-CbA0BY HapYLUeHNs MHoro psigxo LinpryrnartopeH edekr
{(<1/10 0Q00) (Hanp. xvnep/xunoTeHcns)
[acTpo-MHTECTUHAMNHN HapyLUEHUA Hetunuunm HeTtunmuxa Gornika

(>1/1000, < 1/100) | Magene, nospbwaHe

JKribuHo-YepHoapoOHY HapyLleHus MHoro psigko lpexopHo yBsefiMveHwe Ha
(< 1/10 000) yepHoapobHUTe eH3uMK

HapylueHns B MycKyno-CKENeTHaTa MHoro psagko Borkv B cTomaxa

cucTEME, CEeAVHUTENHATA ThKaH W (< 1/10 000)

KocTuTe

Hapywenun B TpombGoLmTute, Muoro psagko TpombouuTorneHns

KbPBEHETO U KPbBOCHCUPBAHETG (< 1/10 000)

HapyweHua B uepBeHWTe KpBBHW | MHOTO psgko Xemorninaa, peTUKyIoumTosa

KNETKH (< 1/10 000)

HapyiieHuss B  penpogykiviBHata Muoro pagko Mprannssm

cucTema, Mbxe (< 1/10 000)

Hapywwersus Ha koxata # koxHute | MHoro pagko Cupbex, ypTukapust

npugaTbLn (< 1/10 000}

Bus Bpb3ka ¢ npogbmiutenHa Teparms ¢ INTRALIPID npw HoeBopogenu e
JoknapsaHa TpomBoLMToneRns.

Crieq, NpONLIDKUTENHO fapeHTepanHe XxpaHeHe cbc wnm Ges INTRALIPID e
oternnzaHo npexofHO YBEnuWYeHue Ha uepropgpobHute nokasarenu. Crep
NpoALSBKUTENHO napeHTepasnHo XpaHete ¢ INTRALIPID e nabniogapaHo nokaqsaHe
Ha Xonecreposa npy HosopoaeHn. [lo MoMeHTa NPUYNHITE 3a TOBa He Ca V3ACHEHW.




CvnHpOM Ha MacTHO peToBapBane

HapyleHnaT xanaumTeT 3a enuMuHupade Ha WHTpanunuz moxe fa fosefe A0
CMHOPOMa Ha MacTHC MpeToBapBaHe. TOW MoOXe Ha Bb3HWKHE B pesynrat oT
npeposupane, HO CbLUO W TpY MPEnopLYvTenHaTa CkopocT Ha MHYans nopagy
BHE3anHa NpomMsHa B KIWHUYHOTO CLCTOAHUE Ha nalveHTa, Hanp. yBpexpaHe Ha
6wbpedHaTa dyHrUMA wim uHgexuus. CnRApOMBT Ha MacTHO NpeToBapeaHe ce
XapaxKrepmaupa ¢ XVNnepnunuaemins, Tpecka, MactHa UHhunTpauns, HapyiieHun BbB
chyHKLUMUTE Ha pasnikuHn opraxn 1 koma. OBUKHOBEHO TesW CUMNTOMU ca obpaTiMn
npu NpexbcBaHe Ha wHdysusita ¢ Untpanunug,.

@DapMaKonoruuHy SaHusm

dapMakoguHaMUYEN CEONCTEA

Whtpanunug ocwrypsea eceHUManHy ¥ HeeCceHUMalHy LbNrOBEepuiHA  MacTHu
KUCENUHN, HeoBX0ANMN 33 eHepruiiHnsg MeTabonuasM N CTPYKTYPHNS UHTEMMUTET Ha
KneTb4HnTe memBpani.

flpunarad 8 npenopwyuTEnHUTE  A03uW, VHTpanunng He  npejussuKea
XEeMOAMHaMUYHY npoMernn. He ca onuceaHM KAMHWYHO 3HauyuMu MpoMeHW B
tenogpobHata yHKUMS, Korato WHTpanunup ce npunara CbC ChOTBETHaTa
CKOpOCT Ha WuH(Y3ns. [IpexofHOTO NOBMIUEHME Ha 4YepHOBPODHMTE  eH3NMMMU,
HabmogaraHo npY HEKOM MAUMEeHTW Ha TOTANHO MapeHTeparHo XpaHeHe €
oBpaTimMo W u34Ye3Ba npu npeycTaHoBsBaHETO My. [logoGHu mnpoMern ce
HabrioaaBarT 1 rpy NapeHTepasiHo xpaHeHe 6e3 MacTHa emyrcus.

®apMaKOKMHETUUHI CBOWCTEA

Whtpanunua vma Buonoryusy ceoiicTeBa, nofobHM Ha Tesn Ha eHBOoreHHuTe
XurioMukporn. 3a pasnuka OT  XunomukpoHute, Wdtpanunup He CbabpXa
XONECTEpOnoBN  €CTepU MMM anonunonpotensy, a GocomnuaHoTo My
ChAbPXaHNE € 3Ha4YUTENHO No-BUGOKO.

WHTpanunng ce envmmuumnpa oT Kpbeoabpaiienuero no metabonuter nbT, nogobeH
Ha& TO03M Ha E€eHJOOreHHWTEe XUnNoMukpoHw. EKsoreHHaTa MacTHa uJacTuua
fTbPBOHAYArHO C& XMAPONM3Mpa B LMpKynauusTa ¥ ce noema ot LDL - peuentopu
KaKTo nepudepHo, Taka 1 B Yephus gpob. CropocTTa Ha enumMuHupare ce onpepens
OT ChCTaBa Ha MacTHUTE YacTULY, XpaHuTENHUA U KAMHKYeH CTaTyc Ha nauverTa
ckopocTta Ha wHoysua. [pu 3ppasu [OOPOBONUM, MakCUMarnHata CKOpocT Ha
KnupbHca Ha WHTpamunug cried Kato He ca foemany XpaHa ripes Howra, €
ekenBarieHTHa Ha 3.8 & 1.5 g TPUrnMLIEpWIIY Ha KUITorpam TenecHo Terno 3a 24 yaca.
Kakto cxopocTTa Ha enumuHupaHe, Taka 1 CKOpOCTTa Ha OKUCTIEHWE 3aBUCAT OT
KNUHWYHOTO CBCTOSHNE Ha NaUNeHTa - eNMMHUPpaHETo € 1M0-6bp3ao, a YCBOABaHETO
€ YBENnuUEHO MpPW TNMOCTOMEPaTUBHN CHCTORHUA W CNen TPaBMu, Mpu NaUMeHTU C
6u6peUHa HEROCTATLYHOCT UMK XunepTpurmMLUepunemns ce Habniofasa no-criabo
YCBOSIBEHE Ha EK30reHHI MacTHY eMyIcuu.

AUINKO-XUMHUUHI HECTHBEMECTUMOCTH
WMnTpanunua Moxe ga ce CMecBa CaMmO C riexapCTBeHW npogdyKiu, 3a KOuTo hma
JAOKYMEeHTUpaHyt AaHHU 32 CEBMECTUMOCT.

Cpox Ha FoEHOCT
a) B opuIuHanHaTa onakoeka: 24 meceua




6) crep nbPBOHAYaNHO OTBApAHE H& KOHTelHepa: emyncusTa Ge Wsnonsea
HenocpeaCTBEHO Crief, OTBapAHETO NOPaay PUCK OT MUKPOBKONOTVYHO 3aMbPCABAHE.
OcTaHanoTo HEUSFION3BaHO KONMHECTBO TpsibBa Aa ObME USXBBPIEHO.

B) cnes cMecBaHe C [DYrid KOMMOHEHTV CLIMAcHO VYKasaHwsaTa 3a ynoTpeba:
WMHdbysusaTa ce ocbluecTBsBa A0 24 4. crieq fobapsHe Ha fpymv neKapcTBeHN
MPORYKTY KbM pasTeopuTe 3a NHpY3us.

CrieliManHy YCIIOBKUS 3a ChXpaHeHue

[a ce cbxpansea nog, 25°C. [a He ce sampassBa.

Cnen nofaBaHe Ha [DVIM XPaHUTENHU KOMNOHEHTI:

CmecBaHe B TnacTuuHy KoHTeliHepn (6e3 ranatHo nokputue). Mukctypm,
NPUFOTBEHN ACENTYHO B KOHTPONMpaHa U BanuampaHa acenTnyHa cpesja Tpabsa fa
ce M3NoN3BaT B paMKUTe Ha 7 AHW OT gatara Ha npuroTesHe. Mukctyparta MoXe Aa
ce cbxpaHsisa 40 6 AHM B xraguiiHuk (2° - 8°C), crnep koeTo uHdysnsATa fa Ovae
OCHLIECTBEHA A0 24 U,

Janun 3a orakoBKaTa
Ciibknenm oyTunku: Tun |I, GeaLBeTHO cThKNo, rymeHa byTunosa Tana.
Konuuectso B onakoexkata: 100 m! (12 x 100 ml)

500 ml (12 x 500 ml)

Excel bag Tosn KOHTEMHEp ce ChCTOM OT BLTPELIeH cak (MbpekYHa OfaKoBKa) n
nokpusally cak {(overpouch). Mexgy fAsata caka Ca PasnorioxeHn KWCHopoAeH
afcopbep v WHAukatop 3a wunTerputeT (Oxalert). lpu HapyweHa UANoCT Ha
KoHTEliHepa uHAMKATOpbT 3a uhterputeT (Oxaleri™) pearupa CbC ceobopHuA
KMUCNOpOoZA W NPOMEHs LBETa Ci.
BuTpellHAT CaK € warpafeH oT noru  (npormrew/eTuren)  KornonmMep,
TepMONnacTUMEH enactoMep W ko-nosmectep. [lokpuBalMAT CaK, KMCTOPORHUST
abcopBep ¥ WHEWKATOPLT 3@ WHTEIPUTET Ce USXBBPNAT CASA OTBapAHe Ha
AOKpUBALLMSA CakK.
KonuuecTtso B onakoskara: 100 mi (10 x 100 mi)

500 mi (12 x 500 ml});

MNpenop:ku npu yrnorpeda
[a ce nsronaea camo Npu YCroeue, Ye LernocTTa Ha onakoekara € sanaseHa. Excel
bag: Criefi mpoBepka Ha WHAWKATOpa 32 WHTETPUTET MOKpUBAWMAT CaK ce
oTCTPaHsABa.

[obaBaHeTO Ha feKapcTBeHW NPOAYKTM Aa ce OChILecTBsABa acenTn4Ho. He ce
NONYCKa CaMOCTOATENHO NpnbaBsHe Ha enexTPONnTHIA PasTBOPN KbM WHTpanunng.
JupextHo criefiga fAa ce npubaBAT eOWHCTBEHO FeKapCTBEHW, XpaHWTenHu Uin
ENEKTPONMTHI  PasTBOPW G AOKYMEeHTMpaHa ChBMECTUMOCT. dupmara —
RpousBO[MTEST pasnionara ¢ AaHHW 32 CbBMEGTUMOCT Ha Pasiu4Hu MUK
OcTaHanoTe HeUanonssaHo KOMMUECTBO B OTBOPEHN Ganku/ cakoBe C
[a ce 3anasBa 33 No-KbCHO MPUNOXKEHKE.




Aata Ha (wacTMyHa) akTyanusaums Ha TeKCcTa

OB 2006 T.

Ha BHMMaHMeTO Ha nauventute: Mutpanunug 10% e nekapcTseH NMpoAyKT, NpefHasHayeH
33 WHTPABEHOSHO XpaHeHe Ha NauveHTy, fpU KoUTo e HeoBXoguM BHOC Ha eHeprus 1
HEeSaMeHUMM MacTHW Kucernuanm Ynotpebapa Cce npegumMHo B GOMHWYHA YCAOBUS MOA
nieKkapckn KOHTpOR. 3a noseve WHbopmauns MoXeTe fa ce oObpHeTe KbM fexysaluvs
nekap.




