KPATKA XAPAKTEPUCTUKA HA NPOLJYKTA

1. THLProBCKO UME Ha NeKapCTEeHUA NPOAYKT

INTRALIPID 10% MRENeTE N e
Warpanunug 10% ACTEPCTRO HA 35%550“%5%&!\;:

i
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2. KonwuecTseH ¥ KaueCTBEH ChLCTaB paspewente saynoTpeball bt \ 10w soe
1000 ml emynicua 3a uHY3us ChAbPXa: bA1[AY. 2. 200 W
» Purified soybean oil 100 g
OcMonanuTeT: 300 mosm/kg Hz0
pH : npubn. 8
Eneprus: 4.6 MJ (1100 keal) / 1000 mi
OpratunyeH docdat: 15 mmoV/ 1000 ml

TomowyHn sellecTsa, BUXK 6.1.
3. Hekapcrrena dopma

Emyncus 3a nHgysus
bsna xomoreHHa emyricusa

4, Knnunukrmn ganHy
4.1 foxazanus

INTRALIPID e nokaszaH sa napeHTepanHo XpaheHe Ha Oonhwm, mpu Kkouto €
HeoBxo4vm BHOC Ha €Hepivsl ¥ eceHumanHy MacTHU KWCeninHW, Kakro WU npu
NALMEHT! C HEAOCTATEYHOCT HA eceHLWanHy MacTHu kucenvnn (EFAD), npu konto
He € Bb3MOKHO A3 Ce NOAABPNa UMM BL3CTAHOBABA HOPMarHaTa UM KOHCTenauus
ypes opaneH fPUeEM.

4.2, floaupoBKa U HaYMH Ha NPURoXeHUe

Doszata 1 cxopocTTa Ha uHY3usa ce ONpPeaensT oT nHauBuayanHara cnocoBHOCT Ha
naupenTa 3a envimvHnpane Ha INTRALIPID. Bk EnvmuHupase Ha MacTuTe.

JO3NPAHE
1 g Tpurnmuepnam choteeTctea Ha 10 ml INTRALIPID 10%.

Bo3pactui. Maxcumaniara nperopweuntenta gosa € 3 g TPUrnnuepuaw, kg: T.7.

Axesho. bes Aa ce HapBuILABa Tasy ropHa rpaHnua, INTRALIPID moxe -né;oévifyp_ia,;‘

0o 70% OT eHeprMiHMTE HYXKAW, BKIL. U Mpy nauMeHTy cbe cwnHofy:-ip‘aagﬁ ,l;s.e;:yfjc:rnrig-:;}§
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Hosopoaexsn v Manki feua. Tipenopvuntenture J03 NPy HOBOPOREHW U Manki
neua Bapupat ot 0.5 g go 4 g Tpurnuuepnan kg T.T. gHeBHo. CkopocTTa Ha
utipy3usa He TpsiGea pa npesuwasa 0.17 g Tourmuuepnawn kg T.7./ vac (4 g 3a 24 v.)
fip HepoHoceHW W JEHAa, POAEGHM G MHOTO HUCKO TETNOo, BNUBAHETO Tpsidbea fa
npoabiiM A0 24 u. [TepsoHayanHara 4o3a Tpsbea Aa ovae 0.5-1 of kg T.T. AHEBHO,
KaTO nocTeneHHo ce ysennyasa ¢ 0.5 — 1 g/ kg 7.7. AHEBHO A0 2 g/ kg T.T. RHEBHO.
Camo B YCMOBMSTA Ha CTPMKTHO MOHUTOPVPEHE Ha CepyMHaTa KOHLESHTpauwa Ha
TPUIMALLEPUEAX, Ha YEPHOAPODHUTE NoKasaTeny 1 KUCHOPoAHaTa caTypaLwsl, AosaTa
moxe aa Guae yeenwuena o 4 g/ kg T.T. gHesHo. [locoveruTe cTofiHocTin ca
MaKCUMENHN M He € XenaTenso fa 6bAaT HagsviaeaHy ¢ Len KomneHcauws Ha
NPONYCHaTI NPpUeMu.

HenocTaTEYHOCT Ha eceHumanty mactHu kucemmin (EFAD). C uen pa ce nsberHe
UnYM KopurMpa ToBa ChCTosHYE, 4 H0 8% OT HenpoTeuHOoBaTa EHEpIus TpsiOBa na
Gbae ocurypsieasa nop dopmata Ha INTRALIPID, sa ga ce ocurypsAT AOCTaTbUHN
KONMYECTBa NMHOSIOBa Y NWHONEHoBa kmcenuba. Ako EFAD e Bcnefcteve cipec,
konnuecTsoTo INTRALIPID, HeoGxogumo 3a npeofonaBaHe Ha CbCTORHUETO, MOXE
[a Ge ToBMIUN 3HaYUTENHO.

ENMMUHNPAHE HA MACTH

Bapactau. CrnocofHocTTa 3a enMMUHnpane Ha macture TPAdBa [ia ce MOHUTOpUpa
C MOBULLEHO BHMMAHME TPW HAUMEHTK, cTpagalia OT CbCTOAHWS, u3bpoexn B 4.4.
“Crielinantn NPOTMBOMNOKa3aHus 1 celmanyy npeaynpexneHns sa yrniotpeba”, Kakro
Y npn JonHW, KOUTO fonyvasat INTRALIPID noeeue oT egHa cegMuua. Topa ce
OCHLLIECTBARA MOCPSACTEOM KpLEHA Mpoda GRel KIMPBHC - NEpUoR S - 6 vaca, npes
KOWTO MAaUMEHTHT HE NOSiyYaBa HYIKakey MasHuHv. KpbBHUTE KNeTku ce oTAenaT o7
nnasmara upes ueHTpodyrupane. Axo nnasmara onanecuupa, nHpysunaTa TpsbBa
fa Gbae oTnoxeHa. UyBCTBUTENHOCTTA HA TO3W METOA MO3BONsABa HEPaSNosHaBaHe
Ha XwunepTpurnisuepwaemus. lMopagu Tasyk NpuavHa npy NaLmMeHTn ¢ npegnonaraem
HapylieH MacTeH TONEpaHC Cce npenophbuBa uscnefsane Ha KoHLUleHTpauunTe Ha
TpUrAMUepuanTe.

Hosopogenun u manie feua. CrocoBhociTa 3a enMMuHupaHe Ha mactute Tpsbea Aa
ce KOHTpOTMpa nephoamuHo. EAvHCTBEH HapexaeH METOA € U3MEpBaHE HuBaTa Ha
CEepYMHWTE TPUrmmLepuan.

4.3. lipoTMBONOXa3aHNA

INTRALIPID e npoTtvBonokasaH rpu:
- nauMeHTH B 10K
- pauMeHTn C TeXKa Xurepnnuaemms
- TeXKa yepHofpoOHa HefoCTaTLYHOCT
- xemodyaroumTapeH CUHAPOM.

4.4. Crneuuaiiy NPOTMEONOKA3aHUS Y Crielnanin RPpeAynpexaeHns 3a ynotpeba

INTRALIPID ce nmpunara ¢ noBulIEHO BHUMaHWe NpW CbCTOSHWA, CBLP3an C
HapylleH nMnvaeH meTabonusbm — Hafnp. OLOpeuHa HEAOCTaTBUHOCT, NaxKpeaTuT;- .
AexompeHcupan 3axapsH pauabet, HapyweHa yepHoapobHa yHKUMA, cemncuc, [
XUrIOTUPSONEMSLM (NPY XvinepTpursinuepupenus). Tlpunoxennero Ha INTRALIPID -
fipM naumeHTM B NOFODHO CuCTOSHUE 32fbiKUTESIHO W3UCKEA MOHWTOPUPaHE -HE - .
KOHLISHTPaLMATa Ha CEPYMHUTE TpUImuLepuan. . CT

o
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[Py RAUMEHTV C M3BECTHA aneprusi KbM COEB AU AftueH NpoTeunH INTRALIPID ce
W3MOSI3Ba M3KMHOUMTENHO BHUMATENHO W TO Cfied Kato ¢a HanpaeeHn TecToBe 3a
CBpPBLXMYBCTBATENHOCT.

Wndyauata Ha INTRALIPID wsmckea nosuitieHo BHuMahwe npu HOBOpoASHW W
HEOOoHOCEHN C XWUnepOunMpYSHUHEeMNS, KakTo W TpM Apeanonaracma G6enoppobHa
xuneprensus. Mpy HoBopoAeHUTE W Hal-BeYe Npy HELOHOCSHU Ha NPOABIDRUTENHO
napeHTepanHo xpaHexe, TpsabBa pa ce MoHuTOpupat GposaT Ha TpomboumTUTE,
yepHOAPOBHUTE TIOKa3aTENM 1 KOHLEHTPaLMATa Ha CepyMHUTE TpUranLepuan.

INTRALIPID moxe fia noBnusie onpefesneHi nabopaTopHy nokasaTenu (Gunmpyoun,
nakTaT fexuaporeHasa, KMCHOpPoaHa caTypalwsi, XeMorioGuH v Ap.) ako KpbBHaTa
npoGa € B3eTa NpeAM MasHUHUTE [fa Ca aAeksatHo OoTcTpaHeHn ot

xpLBo0GpBLieHyeTo. [lpy noBeueTo nauMeHTH TOBa C& nocTura chieq 56 u.
WHTEpPBarn, NPes KOWTo He NonyvasaT MasHuHM.

4.5, NexapcTBeRM B3aumocHcTBHA 1 Gpym dopmu Ha B3auMopgccTBNe

Onpefenienn nekapcTBEHN MPOSYKTY, Hanp. WHCYNMH, MoraT [ha noBIMAsT
NUNa3HaTa CUCTEME Ha OPraHnsMa, KOETO HAMA ChLIECTBEHO KIMHUYHO SHa4eHue.

XenapuH B KNuHWYHM JO3M NPUYMHABA NPEXOSHO HapacTBaHe Ha nunonnsara B
nnasmata. B pesynTat ce Habrniogapa MpPexopHo CHWKEHME Ha KIMPEHGE Ha
TpUriMUepuanTE Nopagy usueprisate Ha NUNoNpoTenH rvnasara.

CoSBOTO Macro © NpUPOoHASH W3TOMHMK Ha BuTamuu Ki. ToBa nMa 3naueHne camo
NPy MalMeHTH, JeKyBaHW C KyMapuHOBW MPOUSBORHY, KOWTO B3aMMOAEHCTBaT C
suTaMuH Ki.

4.6. EpeMeHHOCT ¥ KbpMeHe

He ca poxnafeahy HeEXenahy SiekapcTBeHy peakuyn.

4.7. EdbekTv BLPXY CNOCOGHOCTTA 3a wodmpane u paboTa ¢ malmKEm

He ce ouaxsar.

4.8. HexenaMu AEKapcTBEHU PeaKUUK

Mindbyama ¢ INTRALIPID moxe Aa nosnlin TefecHaTa Temneparypa v, no-psgxo, Aa
NPMYMHY TPENEPEHE, CTYASHN TPBIKU U rapeHe/ noepuiliaHe (uectora < 1%).

W3kriouuTenHo pagko (no-marnko oT 1 Ha eawH MUnnoH nHGy3MK) ca goknaasahi
APYMM HEKenaHW nexapcTeeHu peakuuy, KOuTo morat fa fpgaT csbpIaHv C
wHdysnaTa Ha INTRALIPID.

Oprauxua cucrenma no C30 Yectota Cumntom
Oprasmasm KaTo Lano — Hetunynm Fnasobonue ..
o0y HapyLweHnA (>1/1000, < 1/100) | MoBuiuaBaHe Ha TerecHaTa

Temneparypa, Tpenepens,
CTYAEHN TOBIKY, YMOpa

MHOro psako Anadunakriibmu peakuuw' .
(< 1/10 000) oL .
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CuDASYHO-CHAOBW HapyLUEeHUR Muoro pagxro LiupkynaropeH edekr
(<1/10 000) {(Hanp. XMnep/XunoTeHcna)

[acTpo-UHTECTUHANHK HapyLUeHNs HeTyruuHN Borikn B CroMaxa
(>1/1000, < 1/100) | Fapene, nospbluane

MrnpyHo-YepHOAPOOHY HapylLeHus MHoro psako fpexogho yeenudenwe Ha
(< 1/10 000) YepHOAPODHUTE EH3UMM

Hapywenusi B MYCKyno-ckenetHata MHOrO PALKO Hetunuuxa Gonka

cucTeMa, CbeMHWTenHaTa TbKaHd M (< 1/10 000)

KocTuTE

Hapywexus B TpomGoumTuTe, MHOrO PsfIKO TpombouuToneHus

KBPBESHETO M KPBbBOCHCUPBAHETO (< 1/10 000)

HapyweHun B YepBEHWTE KPBBHU MHOFO PsAKO Xemonuaa, peTUKynouuTo3a

KneTiu (< 1/10 000)

Hapywenusi B8 penpoiyKiisHata TNpuanusbm

TLKE Muoro psigko
cherema, (< 1/10 000)

A Ha a
HapywieHnn Ha Koxara M KOXHWTE MHOrO PSAKO CuplOex, ypTvKapna

APAAATELN (< 1/10 000)

Bus Bpt3ka ¢ fnpopbroxutenHa Tepamwsi ¢ INTRALIPID npu HoeopopeHn e
poxnaaeaHa TpoMOoLMTONEHUS.

Criel TPOALIPKMTENHO NapeHTeparnkHo xpaHewe cbe wnun Ges INTRALIPID e
oTOensA3aH0 TPEXOAHO YBENWYeHuWe Ha JepHoApobHuTe noxasaTenu. Ipwn
HOBOpOXEHY & HabmofasaHo MoBMIIEHWE HA XOMecTepona Crep NPoAbIXUTESHE
Tepanus ¢ INTRALIPID 10%. [Jo momeHTa fipuiMHITE 32 TOBA HE Ca U3ACHEHN.

CuBApPOM HA MacTHO NPETOBapBaHe

HapywennsiT kanaumreT 3a enumunnpare na INTRALIPID moxe na posepe Ao
cuHApoMa H& MACTHO npeToBapsBaHe. TOA MOXE [a Bb3HUKHE B pesynrar oT
npegoaMpate, HO Cblio M APW NpernopsuuTeniHara CKOpoCT Ha vH(py3ua niopagn
BHE3aMHA NPOMSHA B IGIMHUMHOTO ChCTOSHME Ha NauvenTa, Hanp. yepexpaHe kHa
OuOpeyHara GyHKUMA W nHDEKUMS. CuHApOMbBT Ha MacTHO npeTosBapsaHe ce
XapaKTepusupa ¢ XMNeprnmMaemus, TPECKa, MacTHa MHPUNTPaLIS, HApYLLEHNA BLB
chyHimMTE HA PasnutHY oprank Y Koma. OOMKHOBEHO Teau CumiToMI ca oSpatimn
rpy npeksCcBaHe Ha ndysusata ¢ INTRALIPID.

4.9. MNpeposnpane
Bk 4.8.HexxenaHn nexapcrBeHu peakuwy, “‘CMHAPOM Ha MacTHO npeToBapsake’”.
CepuosHOTO NPSA03VPEHE Ha MACTHU emMyncuy, KOWTO ChABDXET TPUrmuepnav,
0CcOBEeHO KOraTo ©AHOBPEMEHHO C TAX He ce fpwnarat sbiexuapati, BoAu A0
auuposa. —
5. ©apMaKOAOTMYHN JaHHu

5.1. bapmaKoguHaMU4HN CBOWCTRA

ATC xon: BO5B AO2
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INTRALIPID ocurypsisa eceHUuanH 1 HeeceHUuashy AufroBepuxHA MacTHU
KMUCENHN, HEOBXoaUMY 32 eHepruiiHnsg MeTabonuabm ¥ CTPYKTYPHUA UHTEIPUTET Ha
KIeTbYHUTE MemOpaHn.

Mpunaran B npenopvuuTenHute  gosw, INTRALIPID He npegvssuxea
xemopvHammuny npomenu. He ca onucBaHnM KIMHWYHO 3HaUYWMK TPOMEHU B
6enonpobHaTa dhyHkuws, korato INTRALIPID ce npunara ¢bC CbOTBETHATA CKOPOCT
Ha uHyaus. TPpexofHOTo NOBUILERUE Ha YepHOAPOGHUTE eH3uMM, HabmogasaHo
npM HSKOW MALMEHTA Ha NapeHTepanHo XxpaHeHe e obpatimo u usyessa npu
npeycraHossgaHeTo my. [opobHy npomeHu ce Habnilogasar ¥ Npy NapeHTepanto
XpaHehe 0e3 MacTHa emyrncus.

5.2. PapMaXoKMHETUYHM CEOUCTEA

INTRALIPID uma Ouonornusl CBOWCTEE, NOJOOHM HA Te3M Ha eHOoreHHuTe
xunomvikpohn. 3a pasnmxka or xunomukpouute, INTRALIPID ne cbabpxa
XOMECTEPONIOBY €CTEPM WM anonunonpovenHy, a ochonnuaHoTo My
ChALPKaHKE € 3HaUUTENHO Mo-BIUCOKO.

INTRALIPID ce enumutipa 0T KpbBEoOBpalLeHneTo no metabonuteH nuT, nogobeH
Ha TO3M Ha EHOOTEHHWTE XWNOMUMKpOHW. EK3orenHHata wmactHa 4aciula
TLPBOHAYANTHO CE& XVAPOAN3UPa B LMpKynaimsTa u ce noema ot LDL - peuentopu
KaKTo nepudepHo, Taka u B yepHus Apob. CkopocTTa Ha enviMuHupaHe ce onpeaens
OT CLCTARa HA MACTHATE YACTALY, XPAHUTENHMS ¥ KNUHWYEH CTaTyC Ha nauueHTa ¥
ckopocTTa Ha wHdyaus. TMpw sapasu foGposonuy, mMakcumarnHata CKOpocT Ha
kinpbHca Ha INTRALIPID cries kaTo He ca noemanu xpaha npes hHoiiTa, €
eksuBaneHTHa Ha 3.8 + 1.5 g TpurAvLiepuamn Ha Kunorpam TenecHo Ternoe aa 24 yaca.

Kakro cKOpOCTT2 Ha enMMUHMpaHe, Taka 1 CKOPOCTTa Ha OKUCKEeHWe 3aBuUcAT oT
KMUHUYHOTO CHCTOSHME Ha MaLMEHTa - EfIMMUHUPEHETO € No-0Lp30, @ YCBOABAHETO
€ YBEenMueHO §ipYM MOCTONSPaTUBHUA ChLCTOSIHMA WU CTief TpaBMy; npyu naumentd ¢
6bOpeyHa HeJOCTaTLEYHOCT WMV XUNEpTpUrNUUEpUaeMus ce HaBmogasa no-cnabo
YCBOSIBEHE Ha €K30reHHN MacTHN eMysicuu.

5.3. NpegknuHMYHYN faHHK 32 6E30NacHOCT

INTRALIPID 10% ce M3non3ea B KNUHWYHATA NPaKTHKa OT MHOTO ropusn. OueHkara
Ha Des30nacHOCTTa HA FNISKapCTBEHMA MPOAYKT € Bb3 OCHOBAa Ha 6orar KAnHUieH
ONKT 1 JOKYMEHTALIMAS.

6. QapMaueBTUYHN JaHHW

6.1. CNUCHK HA HOMOWMNTE BEHIECTEA M TEXHUTE KonuiecTBa

(B 1000 mb)

Purified egg phospholipids 120g

Glycerol (anhydrous) 22049

Sodium hydroxide to pH approx. 8
Water for injections to 1000 ml

6.2. DUINKO-XIMUYEN HECHEMECTUMOCTH R

a.

AR
i

INTRALIPID moxe fa ¢c& CMecBa Gamo C feKapCTBEHWU npo,qylmq,r‘ﬁa KQUTO: VM
[ .‘\"

TR
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LOKyMeHTIpasy fanHi 3a CHBMECTUMOCT. O
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6.3. Cpox Ha rogHoCT

a) B opuIMHanHaTa orakoBka: 24 meceua

6) crmen nNbLPBOHAYANHO OTBapSHE HAa KOHTEWHEpa: emyncusaTa ce usnonssa
HEMOCPSACTEEHO Gl OTBAPSIHETO Mopaay PUCK OT MMKPODKONOTUMHO 3aMBPCABAHE.
OcTaHarnoTo HeM3NonN3BaHo KornyecTse TpabBa fa 6bAe USXBLPIIEHO.

B) cnel CMecsaHe C APY KOMIOHEHTA ChINACHO YKa3aHusTa 3a yroTpeba
Vndysusta co oCblUecTBABa JC 24 u. cnep fofassiHe Ha Apyin fiekapciBeln
APOAYKTY KbM DA3TBOPUTE 3a NHGY3NS.

6.4 Cneupnantsm ycnoBus 3a CbhXpaHeHue
[a ce cuxpansea nop 25°C. [la He ce 3ampassea.

Crnieg pobaBsHe Ha APYIM XPAHWTENHN KOMOOHEHT:
CmecBane B nnactiuHM  kouTelnepu (Bes dranamo nokputve). Mukctypw,

NPUIOTBEHY ACENTYUHO B KOHTPONMpaHa u BanupgMpala acenTitia cpefa Tpsabea paa
ce M3NOJI3BaT B paMKUTE Ha 7 AHM OT JaTaTta Ha npuroTesHe. Mukctypata moxe fa
ce chxpaHsBa A0 6 AHu B xnagunHuk (2° - 8°C), crief koeTo vHpysuaTa Aa Gvoe
ocbLlecTEeHa Ao 24 u.

6.5. [lanHN 2a OrakoBKaTa

Croinenn 6adiy Tun I, 6esuBeTHO cThKIo, rymeHa byTunosa Tana.

Konuuectso B onakoskata: 100 mi (12 x 100 mi)
500 mil (12 x 500 ml)

Excel bag Tosw xOHTEiHEP Ce CbCTOM OT BbIPElieH CaK (LpBruiHa ORN3KOBKa) 1
nokpusawy cak {overpouch). Mesay ABaTa caka ca pPasSnoyIoXEHN KMCHOPOAEH
aGcopbep w uHAamkatop 3a ukTerputeT (Oxaler). Tlpu Hapywewa UANOCT Ha
KoHTeliHepa WHAMKaTOpbT 3a uHTerpwteT (Oxalert™) pearwpa CbC ceobopHua
KUCHOPOA W MPOMEHS LiBETA CU.

BLTpElUHUST cak € usrpages ot  noawu{nponunet/ eTurneH) KonosimMep,
TepMonnacTAien enactomep ¥ ko-nonmectep. NokpyealiusT CaK, KUCHOPOAHUMSAT
abcopBep M WHAMKATOPLT 32 WHTETPUTET Ce UIXBLPNAT Crie[, OoFBapsHe Ha
NOKpUBALUMS CaK.

Konuuectso B onakoskara: 100 mi (10 x 100 mi)
500 mi (12 x 500 mi)

6.6. MpenopbLky% npyY ynoTpeda

Oa ce nanos3ssa caMmo NPy YCrioBve, Ye LIENocTTa Ha OnakoBKkaTa € 3anascHa. Excel
bag: Cnep npoRepka Ha MHAVKATOpE 32 WHTErpUTET MNOKPUBALMAT CaKk ce
OTCTpaHaARA.

[oGasaHeTo Ha JIEKapcTBEHU MPOAYKTM Aa €& OCHLWECTBABa acerTuuHo. He ce
[OnycKa camocTosTenHo npubassiHe Ha ENEKTPONUTHM pasTBOPY KkM INTRALIPID.
NupekTHo criefea Aa ce npubasaT eAUHCTBEHO NEKapCTBEHY, XpanuTenHn wunk
EeneKTPoNMTHIY  pasTEopM G JOKYMEHTMpaHa CbBMECTUMOCT. bupmara -
Npou3BOGUTES pasnonara ¢ faHHW 32 CbBMeCTUMOCT Ha pasnuttn MUWKCTYPY.
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OCTaHanoTO HEM3NON3BaHo KONMUECTRO B 0TBOpeHHM GaHku/ cakoBe ce nsxsbpris Oes
LA ce 3ana3Ba 3a No-KbCHO NPUAOXEHUE.

7. ime » aapec Ha npuTeXaTens Ha paspelleHueTo 3a ynotpeba
Fresenius Kabi AB
SE —~ 751 74 Uppsala

Sweden

8. Peructpanmonen Ne B perucTpa 110 un. 28 3JTAXM

%700376/ 13.08.97

9. Hata Ha WHPBO paspelasaHe 3a ynoTtpeba Ha NeKapcTBeHMs NPOAYKT
{nopHOBREaHE Ha paspellieHUETO)

12.08.1997 r.
10. BaTta Ha (vacTHuHAa) aKTyanusauusi Ha TeKcTa
Mat 2002r.
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