
3EI4PEH I43BEIIITAJ 3A OCOEI{HIITE HA JIEKOT

1. TIME HAJIBKOT

EXTRANEAL/EKCTPAHI4JI (Icodextrin 7 .5o/o)
Pacrnop 3a rrepr{ToHerurHa gujatuza

2, KBAJII4TATI4BEH I4 KBAHTI4TATI4BEH COCTAB

Crepurua reqHocr 3a replrroHeaJlHa aujatmza xoja co4pxpr Icodextrin Bo KoHrIeHTp auuja ol 7.5Yo
w/v no eJreKTonr.rreH pacrBop.

Icodextrin 75
HarprEyrra xJropr{A 5.4
Harpul"ra S-lalcrar 4.5
Kanquylr xJropHA 0.257
Maru*uyuxrropr.{A 0.051

Teopercxa ocMoJrapHocr: 284 (uvluocuolu ua nl.rrap)
Teopercxa ocMoJraJrHocr: 301 (lruluocuolu ua xr)

Co,4pxuua Ha erreKTpolrurHaor pacrBop so 1000 ml:
Harpuyu 133 mmol/L
Kanqr.ryrr,r I.75 mrnol/L
Marueszyrr.r 0.25 mmol/L
Xropu4rz 96 mmol/L
Jlaxraru 40 mmol/L

pH=54o6

3a qelocnara rvcra Ha eKcIILrrrHeHcr4, rrofJle.AHere fo ,4enor 6,1.

3. OAPMATIEBTCKA OOPMA

Pacrnop 3a nepr4ToHemua gujmusa.

EXTRANEAL e crepuleu, 6zcrap a 6es6oeu pacrBop.

KJII{HI{TIKI4 CB OJC TBA

Tepan enrcKn rrHAr.rKarIH rr

EXTRANEAL ce nperopaqyBa 3a ynorpe6a e4uaru AHeBHo HeqHaTa rJIyKo3Ha
pa3MeHa KoJa e ner vru oA KoH,rrrHyvpana au6ylaropua (KA[D r.rrrr.{ oA
aBroMarr{3apaHara rrepaToHeaJrHa gujasmza (AIID npr4 Ha 6y6pexlla
tzncySuqnenqaja, a oco6eso 3a narllreHTr{ KoH prMaar 3a
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4.

4.1

rJryKo3Hrr pacrBopu, 6u4ejku npr4MeHara ua EXT
rIpoAoJDKlr BpeMero Ha KAIII repanuja.

ynorpe6a na
MON(e Aa rO

4.2 {osuparre rr MeroA Ha aAMrrHrrcrpaquja

/u/ '



nosupar*,e:

EXTRANEAL ce rperopaqyBa 3a yrlorpe6a so reK Ha roAoJrfu neplroAu Ha 3aAprrKa Ha pacrBopor
Bo nepHToHetulHara rpa3Hr{Ha, T,e. [pI4 KAIA npeKy uort, a npu AlI.{ Bo reK Ha rroAoJrfa Ar{eBHa
3aAprrrKa Ha pacTBopoT BO nepHTOHeZUrHaTa npa3HHHa.

o TepaleBTcKuor MoAuulltrer, r{ecrorara Ha lperMaH, BoJIyMeHIzre Ha LI3MeHa, BpeMerpaerbero
Ha 3aAplrrKa Ha pacrBopor Bo rlepr,rroHeaJrHara rrpa3Hr{Ha rz BpeMerpaerbero na 4r.rjalu:lu.ror
rperMaH rpe6a la 6uaar npe[urxaHr.r H KoHrpoJrr.rpaHr4 oA crpaHa Ha JreKap.

Bospacuu

Ilpexy I{HTpanepHToHe€uIHa aAMl{Hucrpaqlrja orpauuqeHa Ha cAr4HeqHa pa3MeHa no cexoj 24-
qacoBeH nepr{oA, KaKo .qeJr oa KAIIA ralu AfI[ TperMaHor.

Bolyueuor noj rpe6a Aa ce aAMllHucrpvpa ce AaBa Bo rrepr{oA og npu6nuxuo 10 lo 20 vuwyru co
6p:uua xoja rr.ry oAfoBapa Ha caMaor naur4eHT, Kaj nospacHu narrr{eHTz co HopM€rJrHa reJrecHa
Te)I(HHa a4MnHvrcrpkrpaHzor BoJIyMeH He rpe6a Aa HaAMr{Hysa 2.0 L. 3a norpyflHr{ rraqr{eHrra (na4
70-75 kg) Mo)Ke Aa ce ynorpe6u BorryMeH Ha roJrHerbe o12.5 L.

{orolr<y aAMHHI{crpI4paH}ror BoJIyMeH npeAa3Br{Kyna 4acxovr$opr KaKo p$yJrrar ua a64onanHarHa
reHsuja, rpe6a Aa ce HaM€uIH a.qMI{HItcrpHpaHHor BoJryMeH. IlpenopauaHoro BpeMe 3a 3aAprxKa Ha
pacrBopor Bo nepl{ToHeaJlHara npa3Hr4Ha e nouefy 6 u 12 qaca npu KAIA u 14-16 vaca npu AfI[.
.{peuaNara Ha rer{Hocra e no rrar Ha rpanuraqraja co 6psuna roja rte 6a4e noro4Ha 3a caMr{or
IIaUHeHT.

Ifocmapu naqueHmu

Kaxo xaj Bo3pacHr.rre.

II e duj ampuc rc a n onyn aquj a

Ee6e4uocra u e$vlrcacHocra ua ynorpe6ara Ha EXTRANEAL xaj 4eua noa 18 roAr{Hpr He e
AoKDKaHa. He ce 4ocranHz noAarour{.

Mff oA Ha aArauHracrpauaja:

Meprcu Ha npemnasJtusocm wmo mpe6a da ce npeseuam nped da ce sanovHe co paKynatbe uJru
adruuuucmpupatue Ha JteKom

EXTRANEAL e HaMeHer caMo 3a LlHTpanepr4ToHe€urHa ynorpe6a. He e nanleHer 3a
HHrpaBeHcKa ynorpe6a.

,{ogexa ce uaofaar Bo 3a[ITI4THT{Te KecI{rIKr{, pacrBopl4Te 3a r-r3a MolKe na
6uaar 3arpeaHu Ha reMneparypa lo 37"C 3a Aa ce no4o6pu ro . Karo u
Aa e, npenopar{ruBo e Aa ce Kopr4cTu caMo v3Bop Ha cyBa
nJroqa 3a 3arpeBarre, rpeau), Pacrnopure 3a [epHToHeaJrHa
Bo rorrJra BoAa urrr ro uuxpo6paHoBa neqKa nopaAlr
rrarlr{eHTor ulu 4acrorraQopr.

3a qelo BpeMe Ha [ocraflKara Ha rrepriroHeaJrua 1ujatmsa
TeXHLIKa.

eKTpaqHa

qHa



]

Hervrojre Aa ro aAMl{Ht4crpl4pare pacrBopor AoKoJrKy vMa [poMeHa no 6ojara, AoKoJrKy e
3aMaTeH, LIMa qecTI4r{KII I{III4 nOKD(yBa 3HaIIr4 Ha HaABOpeIXHO HCTeKyBAtbe, vILt AoKoJIKy
3aTBopaqr4Te He ce HHTaKTHH.

{penupaHara rerrHocr rpe6a aa
KOrl MO)Ke Aa )'KalKyBaaT Ha
(noue4lrere ro 4enor 4.4).

Cailao sa eAHoKparHa ynorpe6a

KourpaungrrKarlrlrl

orrrreryBall a vrv cv'p't .{onolHureJlHo, JIax(Ho noKaqeHare
Bo KpBTa nopaAu uHrep$epeuquja co Mzurro3ara, Moxre
xnnorJruKeMrJa vr lacra"ta Aa He 6uge cooqnerHo Ko
nocJreAHrIH. Jlaxno noKaqeHu BpeAHocrr4 Ha Hr)'Ko3ara Bo K

6u4e ucrturaHa 3a npucycrBo ua Qu6puu r4Jrr,r 3aMareHocr,
npucycrBo na uH$exquja ut*t acenrr4r{eH rrepHToHr4THc

4.3

EXTRANEAL se rpe6a Aa ce Kopr4cua naj naqpreHTr{ co:

. XunepceH3I,ITI,IBHocr KoH aKTlIBHara cyncranquja(u) utm rou uenoj oA eKcrlunueHcure
HaBeAeHrl eo Aeror 6.1

o llosHara alepruja KoH cxpo6nn [oJrr.rMepa (na nprarraep, nqeHKapeH (Maize) cxpo6) ululu
icodextrin

r I4uronepauquja KoH M€rJrro3a r{JrH rl3oMaJrro3a
o Eolecr Ha cKJraAr,rparbe Ha rJryKoreH
. flpsrxoAHo [ocroetrKa rerxKa JraKTarHa arrr{Ao3a
o Hpenepsll6urHu MexaHIrqKH oureryBarLa Kor{ fo nonpeqyBaar HopM€urHoro oABHBa}Le Ha

nocralKara ua lI[ HJ]r{ ro 3roJreMyBaar pr43t4Kor o4 uH$exquja
o [oxylreHTzpaH ry6uror Ha rlepuToHe€urHara $yuKrrr,rja uJrr4 eKcreH3HBHr4 arxe3rru xou ruro ja

HapyrxyBaar nepuroHeanHara $yHxqraja

4,4 rroce6su rpeAyrrpeAyBarba r{ MepKH Ha rrperrr:BJrrrBocr npu ynorpe6a

Ha naqaeurvre co gaja6vrec MeJII{Tyc qecro HM e norpe6no 4ororur{TeJrHo HaAoMeoryearbe
Ha I{HoyJII4H 3a Aa BocnocraBar KoHTpoJra ua uuneuujara 3a BpeMe Ha [epr4ToHeJrHara
gujanuza @!). llpeullHor oA ll.{-pacrropu ua 6aza Ha ruryKo3a na EXTRANEAL uoxe 4a
HaJIOIKI'I npl4JlaroAyBalbe Ha soo6uqaeHoro Ao3r.rparbe Ha HHcyJrHHcKara repanrEja. Ilucylnuor
Mo)Ke Aa 6une a1*rusr{crpupaH r4HTpanepr{ToHeaJrHo.

Meperrero Ha rJlyKo3ara Bo KpBTa Mopa Aa ce r,BBeAyBa co rJryKo3a-cneqrasuuuu MsroAH 3a
Aa ce us6erue anrep$epeHqzjara co M€rJrro3ara. McroAu 6azupauu Ha rflyKo3a
AexI'IAporeHa3a TILIpoJIoKI4HoJIHHKHHoH (GDH-PQQ) nnn fJryKo3a-Ar4-oKcr,rAopeAyKra3a
(GDO) ne rpe6a Aa ce Kopl{crar. llcro raKa, }morpe6arana HeKor4 fJryKo3Hr.r MoHprropr4 r4JrH

recr-JIeHTI,I KoI4 Kopl{crar rJIyKo3a Aexr{AporeHaea $lanuu-aAeHr{H Ar{rryKJreorr{a (GDH-FAD)
- MeroAororuja Aone4yBa Ao p*yJITarI{ Ha Jra}r(Ho noKaqeHa BpeAHocr Ha fJTyKo3a nopaAu
rlpl4cycrBoro Ha M€uITosa. ilpousnognTeJll,ITe Ha MoHr,rropr4Te 14 Tecr-JreHTr,rre rpe6a la 6ular
KoHcyJITI{paHH 3a Aa [orBpAar AoKoJrKy icodextrin r4r7vr M€urro3ara AoBeAyBaar Ao
zHrep$epen[ujautmJIilKHo noKaqeHu p$yJrrarr4 3a BpeAHocra Ha fJryKo3a Bo KpBTa.

.{orconr<y ce Kopr.rcrar MeroAH 6azupauu na GDH-PQQ, GDo nnu GDH-FAD, ylorpe6ara;g1a
EXTRANEAL troxte Aa AoBeAe Ao Jraxmo rroKaqeHu BpeAHocrH Ha rJryKo3a Bo KpBTa, rrrro
Mo)Ke Aa AoBeAe Ao aAMuHrrcrpaquja Ha noroJreMa KoJrr4qr{Ha Ha OTKOJIKV IIITO E

norpe6Ho. Aguuuucrpaquja Ha HHcyJrlrH Bo KoJrxrrr4Ha a.la
npeAr{3Br,rKaJra xurrofJruK e*ruja, rcoja pe:ynrr 4puru co ry6urox OIXKH

fJryKo3a

HCKATA

t4qHt4

I4BH AO

lE4*,9'
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.4Be HeAeJrpr no ilpeKr4Hor Ha ynorpe6a ua repanuja co KOfa ce



Kopacrar fiIyKo3HH MoHI.{Topr4 aJrH recr-JreH"rv 
'asvpaHH 

Ha GDH-PQQ, GDO anu GDH-
FAD.

EugejftH rJIyKo3HItre MoHuropt4 6asupauu Ha GDH-PQQ, GDO ella GDH-FAD lroxe 4a ce
Kopl4crar no 6olHuqnu ycJIoBpI, B€DKHo e 3ApaBcrBeuure pa6orHVrIH KoH ce oAroBopHn sa
IraqI4eHrI{Te Ha neplaroHeaJrHa gujasmza Kora Koprrcrar EXTRANEAL (icodextrin)
BHI'MaTeJIHO Aa n4 pa3rJleAaar ynarcrBara 3a Kopacrerbe Ha recroBHTe 3a Meperbe Ha rJryKo3a
Bo KpBTa, nx'rynajftr'r rH 14 Tecr-JIeHTI{Te, 3a Aa }'rBpAar 1aJwr rkre reorr{parba ce cooABerHpr 3a
ynorpe6a co EXTRANEAL (icodextrin).

3a 4e ce u:6erse HecooABerHa aAMl4Hr{crpaquja Ha :a:ncyrtul" norpe6Ho e Aa ce e1y\vpaur 14

naI{HeHTI{Te 3a Aa n4 IauQopnalrpaar 3ApaBcrBeHr.rre pa6ornzqa 3a oBaa aHrepaxqlrja ceKorarx
Kora JreKor fte ce 4ana eo 6orHLrqKH ycJroBr.r.

flepurouea-nuara gujartuza rpe6a Aa ce rrBeAyBa nperna3Jrr,rBo xaj [aur{eHTs co: 1)
a64ouIaHalHu cocroj6z, nnrry,uynajrtI{ xapyprrrKvt HacraHara gr.rcpyrquja Ha nepr4roHeuurHara
uenr6paua Ia 4rEja$parMa, o.q KoHreHl,rr€urHu aHoM€uurkr vurt TpayMarcKu noBpeAlr ce AoAeKa
3a3ApaByBaFbero He e KoMnJIerHo, a64ouIaHaJIHI.I Tlr{opu, unserqua Ha a64ovl4HrurHr4or s}rA,
xepHalr, QexanHu SIacrylu, KoJIocroMI{ I4Jrr{ rrJreocroMu, qecrr4 enr43oAn Ha AI,IBeprr.rKyJrr4Tr4c,
uHSlanaaropHo HJII4 rrcxeMuqHo IIpeBHo sa6olyname, roJreMH norurlt4cruqnu 6y6pezu uttu
ApyrH cocroj6r'r KoI{ ro HapyulyBaar HHTerprrreror ua a64ovrr4Ha;rHaor sug, a64oulzHzurHara
noBprrrHHa urv uHrpaa64ouvHaJTHara [pa3Hr,rHa; u 2) Apyfr,r cocroj6a nxnyvynajftu
HeoAaMHerrrHa 3aMeHa co aopraJreH rpa$r r.r rerxKlr 6elo4po6uu :a6olynana.

EHxancylIEpar{Ka nepuroHeaJlHa cKJrepca (EPS) ce cMera 3a rro3Hara, perKa KoMrr turcaryuja
xoja ce janyra npu repanuja co repr.rroHerurHa aujatruza. EPS 6zna upujaeeHa lcaj naquenru
KoI{ KopHcreJle pacrBopu 3a nepuToHeaJrHa gujastuza, rxnyrynajrfui H HeKoa naqueHTn Ko}r
Kopl{crerle EXTRANEAL xaxo AerI oA ll{-repanujara. Pvrxo, npujaeynaHr4 ce rerrKu
nocrreAuqu no ynorpe6 ara Ha EXTRANEAL.

Iaqueura co cocroj6u KoI,I ro 3roJreMyBaar plr3zKor o4 nojana Ha JraKTarHa aqz4osa [ua
npI'IMep, TetuKa xunoreusuja, cerca, aKyrHa peHaJrHa uucy$uqueuquja, BpoAeHr{
HapyrryBarba Ha uvra6olusvrot, TperMaH co JreKoBt4 KaKo rrrro ce uer$opnluu vl
uyrneosu4/HyKJreoraA uHxrl6uropu Ha peBBpHa .rpaHcKprlnrasa (NRTIs)], rpe6a ga 6u4ar
MoHHTopHpaHH 3a nojana Ha JIaKTarHa aIIHAo3a npeA Aa 3anoqHar ao rperMaHor KaKo r4 3a
BpeMe Ha rperMaHor co JraKTar - 6asapauu pacrBopr{ 3a nepvroHeu:Jta gujastwza.

Kora ce rrpenl4llryBa ynorpe6ara Ha pacrBopor 3a nepr.rroHeaJrua gujatmza 3a oApeAeH
raIIVeHr, rpe6a Aa ce 3eMe npeABI4A noreuqujalHara raHreparulujara nonaefy rperMaHor co
aujwmsa H op[krHr4paHara repanuja za Aplroro sa6olyrame oA Koe 6one4y.na rarlueHTor.
Cepynacxrare BpeAHocrI{ Ha KaJIhyM rpe6a BHr4MareJrHo Aa ce KoHrpoJrupaar rej naqzeuru nou
ce TpeTHpaaT co JTeKOBL KaKO IIITO Ce Cpr{eBr{Te rJrr{Ko3HAr4.

flepuroHealHnTe peaKIrlII4, BKJD/qyBajrfui a6qouuHrurHa 6orna, 3aMareHa reqHocr co aru 6es
npl4cycrBo Ha 6axrepaja (acenruveH nepr{roHuruc) 6ute acoqupaHz co ynorpe6a Ha
EXTRANEAL (lorne4Here ro AeJIor 4.8). Bo cnyraj Ha nephroHeilrHr{ peaKr-Ir4rr, narlueHTor
rpe6a lajauyaa Kecara co I{3ApeHapan icodextrin:aeguo oo cepvcKuor 6poj H BeAHarx Aa fo
KOHTaKTT{pa COOABSTHHOT MeAVIII,THCKI4 Tr,IM 3A AHaJrV3a Ha KecaTa co TeqHocT,

I4s4peuupauara reqHocr rpe6a ga 6uae aHaJrv3upaHa 3a np
3aMaTeHOCT, KOr{ MOXe .4a yKa}r€T Ha llpucycTBo Ha r4

[epr{ToHprrac. llorpe6Ho e Aa ce flpatuaar nar{HeHTVTe AuurH
Toa H Aa ce 3eMar cooABerHn npaMepoqu sa uzrpo6uoJrorrrKa
anru6uorcrcara repanuja rte sasucr{ oA KJrprHr.rr{Kara o.qJryKa

^*n*ro "d;tka::^:9

qeH



npHcycTBo Ha HH{leKqHja. AoKoIKy ce prcKJr) {aT oaTaHaTr.rTe MoxHtl npvrrvHvr 3a 3aMaTeHocT
Ha r43ApeHr..rpaHara rer{Hocr, TperMaHor co EXTRANEAL rpe6a Aa ce npeKr{He v ra ce
eBaJlyHpaar pByJITarI4Te oA rlpe3eMeHrrre r{eKopr4. ,{oxonxy ce npeKHHe rperMaHor co
EXTRANEAL pl reqnocra ce uz6uwpu, He e nperopar{rr,rBo noBTopHo Aa ce 3anoqHe co
TperMaH co EXTRANEAL ocseH noA MHory crpofa KoHTpoJra. ,{oxonny ro rroBropHoro
3anorlHyBalbe Ha rperMas co EXTRANEAL, noeropno ce uojau4 3aMaryBarbe Ha rer{Hoera,
na roj raIII4eHT eefte He rpe6a Aa My ce npenr4rrryna EXTRANEAL. Moxe Aa ce 3aroqHe co
irJITepHarI{Bna repanuja co [epl{ToHeanHa lvianusa rroA crpofa KoHTpoJra Ha naqueHTor.

,{ononry ce jann nepI4ToHHTHc, u:6opor r,r Ao3r4parbero Ha aHrur6uoruqnre rpe6a Aa ce
3acHoBa Ha pByJITarHTe oA a4eHruSuxaqujara a krcrrrTyBarbara 3a ceH3nTrrBHocra Ha
I43oJIVpaHHor Ml,IKpoopraHzsau(u) ceKorarr Kofa e roa Mo)KHo. Ce AoAexa He ce )'rBpAH
npl4cyrHaor MuKpoopraHusalt(H), ce npenoparryBa Kopucrerbe Ha anru6uorzqu co rxr4poK
cneKrap Ha 4ejcrayname,

Psrxo 6l'ue npujanyBaHr cepHo3HI4 peaKuurz Ha xr{[epceH3vrrrBHocr xon EXTRANEAL narco
Ilrro ce roKcrrqHa elI,IAepMruIHa HeKpoJrH3a, aHrHoeAeM, uynru$opMeH epr4TeM H BacKyJrr{Tr{c.
Moxsa e nojana na aua$vraxruq*ulaLraSuraxrougHa peaKqr{rE. Be4ualr npexrauere ja
uH$y:ujara H H3ApeHupajre ro pacrBopor oA repr4roHe€urHara rpa3Hr4Ha AoKoJrKy ce janar
6uro xalcsu 3HaIIH I4JIH cHMIrroMH 3a cycneKrHu xr{flepceH3r.rruBHr.r peaKrlr.{r4. Mopa 4a ce
npeeMar cooABerHH TepaneBTcKI{ MepKu Bo 3aBr4cHor oA KJrzHr{qKara uu4raxaqaja.

EXTRANEAL se ce rpenopauyna xaj ilaIIHeHTr.r co aKyrHa 6y6pexHa rEucy$auueuqraja.

Ilocrou Mo)ItHocr og ry6nrox Ha nporel4Hr{, aMVHoKHcelrkrHvr, xra4pocony6vrlrHvr Bvrravrvlar4 kl

Apyrz JIeKoBH 3a BpeMe Ha npoqecor Ha nepr4ToHe€urHa wtjatmza r,r Mo)KHa e norpe6a o4
cylcruryuuja Ha HcrHTe,

flaqueHrure norpe6no e Aa 6u4ar BHr4MareJrHo cJreAeHr.r 3a Aa ce ug6erne Aexr{Apararluja utm
xznepxl4Aparauuja. 3rolenaesara ynrpa$unrpa1uja, uoce6no naj uocrapu rarlueHrr4, Mo)Ke
Aa AoBeAe Ao Aexl4Apararywja, pesynrzpajftra co xunorensuja u Mo)KHH HeBpoJrorrrKr4
cHMnroMI{. Tpe6a [a ae oAp)KyBa npeur,BeH 6alanc Ha reqHocra v Aa ce KoHTpoJrvpa
TEJIECHATA TE)KI,IHA HA IAIIVEHTOT.

IlpexyrvrepHara aH$y:uja ua EXTRANEAL so nepr{roHeaJrHara npa3HrrHa Moxe Aa AoBeAe
Ao a6AouuHtulHa Al4creHsIaja, uyncrno Ha rrpenoJrHerocr uluttu He.qocrr,rr Ha 3AuB.

Tpernanor npl4 npeKyMepHa uu$yslrja na EXTRANEAL nxnyryna oclo6oAyBalbe Ha
EXTRANEAL oA nepuToHe{rJlHara npa3Hr4Ha npeKy ApeHa)Ka Ha BoJryMeHor Ha
EXTRANEAL oa nepuroHeaJrHara npa3Hr4Ha.

Karo u ApyrHTe pacrBopr4 3a rrepr4ToHe€urHa gujaluza, icodextrin
Koplraru, rro BHHMareJrHa [porleHKa Ha noreHqujalHrare pu3trrltr
narlr4eHTr,r co cocroj6u Kor4 ja [onperryBaar HopMiurHara
pecnprparopna Syuxqrljavrw ca 4e$r,rqur Ha KaJrr4yM.

Tpeoa BHHMaTeJTHO .4a Ce

H KOpl4CTa O4 lercOr, rcaj

vcxpaHa, co HapyrrreHa

Ea"nancor Ha reqHoerl4, xeMaroJlorxKaor crarvc. xeMI,Ic
KoHrleHTpaqvJara Ha eireKTpoJrr{Tu rpe6a [epr4oAr4qHo Aa ce
MarH$r4yMor r.r 6raxap6oHarr,rre.,{oxonxy Houqeurpaqujara
HHcKa, norpe6ua e AonoJrHareJrHa c)mcrrrryqprja Ha Ma
ynorpe6a Ha pacrBopu 3a nepuToHewma gujattu3a Kor{ coAp)Kar
MarHe3ayM.
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Hanaalyname Ha cepyMcKara KoHueurpaquja Ha HarpHyM Lt xJropr4Au e ga6erexaua raj HeKor,r
raI{ueHTH. ZaHo osue HaM{uIyBaILa ce npoqeHsfla KaKo KJruHr{qK}r uesHauajHu, ceflaK ce
npenopaqyBa peAoBHo Aa ce cJIeAar aepyMcKHTe KOHrIeHTparluvlts.a eJreKrpoJrr4Tr4.

9ecro e sa6erextaHo LI HaMalryBarbe Ha KoHr{eHTpar{ujata ua cepyMcKara arrtunasa xaj
naIII{eHrI'I Ha AoJlrorpaeH ll{-rperrraaH, He e ga6elexaso AeKa oBaa nojana 6nta
rlpl4Apyx(yBaHa co Apyrpl HecaxaHr4 4ejcrna, Cenax, He e no3Haro AaJrH cy6uopualuara
KoHqeHTpaquia ua aM,uJraga Mo)Ke Aa ro npr4Kpue rroKarryBarLero Ha cepyMcKara aMHJra3a,
nojaea roja e uecra naj aK)'THHor naHKpearr4Tr.rc. lloxa.rynarbe Ha cepyMcKara aJrKrurHa

$oc$arasa o4 npla6nzxlro 20 IIJIL e ga6elexaHo 3a BpeMe Ha Krrr4Hr{qKHTe cryAur,r. En.ne
ga6elextaHz uHnvm;a[yurHl4 cJI) {aH Ha [oKar{eHa cepyMcKa €urKuurHa $oc$ara:a acoqapaHa co
rroxaqeHr,r BpeAHocrr{ Ha SGOT,

II e d uj amp uc rca n onyn a4uj a

He ce npenopaqyBa ynorpe6a sa EXTRANEAL xaj aeua.

4.5 HHrepanqur co Apyrn JrenoBrr r{Jrrr Apyru eopuu Ha unrepaxquja

He ce cnponeAeHu cryrvkr 3a HHTepaKqujaaaApyru JreKoBr{ co EXTRANEAL. KonqeHTparrur{re Ha
gujaluazalwtHl4 JIeKoBI{ Bo KpBTa Mo)Ke Aa 6ra4e Haua.neHa co yujanuzata. Tpe6a Aa ce 3arror{He co
KopeKrr4BHa repanuja AoKoJrKy e norpe6no.

Mepemero Ha rJIyKo3a Bo KpBra Mopa Aa ce HanpaBH co ruryKo3a-crequsuueu MeroA 3a Aa ce
ns6erHe nurep$epenqujara co M€uITo3a. Mvro4are 6azupauu Ha fJryKo3a Aexr4ApofeHa3a
nI'IpoJIoKI4HoJIaHKI{HoH (GDH-PQQ anu ua rJryKo3a-Ar.r-oKcr{AopeAyKTa3a He rpe6a Aa ce Kopacrar.
Hcro talca, ynorpe6ara Ha HeKoI{ Hr}'Ko3Hr{ MoHr{Topr{ r{ Tecr-JreHTr4, rcon ja Kopr4crar rJryKo3a-
Aexl4ApofeHasa QlanzH-aAeHI{H-AI4HyKJIeorr{A (GDH-FAD) - nasroaolorujara p$ylrr4paJro co
JI&)KHO noKaqeHa BpeAHocrI{ Ha rJryKo3a rropaAr{ npflcycrBoro Ha M€urro:a. (noue4Here ro AeJror
4.4).

4.6 Epeuenocr n laxraquja

EpeueHocr
He nocrojar alu nocrojar orpaHllr{eH 6poj ua noAaroqu Bo BpcKa co ynorpe6ara na EXTRANEAL
Kaj 6pentenu )I(eHH. Cryglaure Ha I(HBorHr.r ce HeAoBoJTHH Bo oAHoc Ha penpoAyKTr{BHara
ToKcr.r{Hocr (norle4uvre ro 4enor 5,3).
EXTRANEAL ne ce nperopaqyBa rIpI4 6pelreuocr u raj xenu co perpoAyKTHBeH norenqujal xou
He ynorpe6yBaar KoHTpaqenquj a.

.IIoerl'e
He e nosnaro AaJII{ tusra6orurare Ha EXTRANEAL ce H3raq}tsaar no uajuuHoro MJreKo.
Pnguxor 3a HoBopoAeuuuwar.alaoeHr{HFbara He Mo)Ke Aa 6ul.e r{cKrjrireH.
ognynara 3a roa Aarv Aa ce [peKr{He co Aoerre vrrrv Aa ce rpercuHe/a[cr]rnv oA TepanHJara co
EXTRANEAL Mopa Aa 6u4e uanpaneua selrajri:u n4 npeABlrA Kop 3A ,IIETETO HJ]}I
Kopr4cra o4 reparujata co EXTRANEAL sa uajxara,

Oeprurarsr
He nocrojar KJrHHnr{KH rroAaroqu:a uzjanuvro rp: Sepral

4,7 Blujauue npr cnoco6Hocra 3a Bo3erbe sJru panyBarbe



Kaj naqueHTu Bo KpaeH craALIyM Ha 6y6pexua 6olecr (ESRD) Kor4 ce Ha rperMaH oo nepr4roHeaJrHa
guiwusa Mo)Ke Aa ce uojarar HeKoH HecaKaHH 4ejcrna, Korl Mo)Ke 4a ja orpaHr{trar Mo)r(Hocra 3a
Bo3erbe HJrr{ paKyBa}be co Ma[r4Hrr.

4.8 Hecarcaun gejcrna

Hecaxasu 4ejcrna KoH ce nojana:re Bo KJTHHHqK:aTI cay1uvr u noorMaprervHrrKaor nepr4oA
narIHeHTH JreKyBaHH co EXTRANEAL ce HaBeAeHH rroAoJry.

Koxuure peaKIIt4H noBp3yBaHH co ynorpe6ara Ha EXTRANEAL, aruryryaajrtu ocnn 14 npypr{Tya
feHepaJlHo ce 6laru vJII,I yMepeHu, flonpeueuo, oBr,re ocurrr4 ce rroBp3aHr4 u co exc$onajaquja. Bo
clylaj Ha HVBHa uojana rr Bo 3aBzcHocr oA re)Kr.rHara, yrrorpe6ara na EXTRANEAL rpe6a 4a ce
npeKr,rHe 6apeu [pr,rBpeMeHo.

@perc$eHqujara e 6aswpaHa Bp3 ocHoBa Ha cJreAHaBa c:rtaJra'. MHory trecrn (>1/10), qecrlr (>1/100-
<l/10), Heeoo6uqaenu (>l/1,000-<l/100), perKu (>1/10,000-<1/1,000), MHory perKu (<1/10,000),
Heilo3Haro (He Mon€T Aa ce flpoqeHar oA AocranHuTe nogaroqu).

KAJ

K.naca Ha opraHcnr{ crrcreMrr IlpeQepupauu MedDRA OpenQeuquja
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Jleynoqnrosa
Eosuuo$nluja
Tponr6oquroneuaja
Jleynonenzja

Heeoo6aqaeHz
Heeoo6u.raeHra
Heeoo6uqaeHr4
HenosHaro
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FIAPYIIIYBAI5A HA
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CI4CTEM

Bacxylarnc
Xanepceuenrasuocr**

Henognaro
Henosuaro

}IAPYIIIYBAISA HA
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14CXPAHATA

Aexaaparaquja
Xunonoleuuja
Xanoruuxenuja
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Xunepaoneuuja
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XunouuxeMur{eH rIIoK
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Klaca Ha opraHcKr{ cHcreMrr IlpeQepupanu MedDRA OpenQeuqnja

HAPYIIIYBAISA HA
FMPBHI4OT CHCTEM

Bprornanuqa
fraso6orxa
XunepxzH*nja
Ilapecresnja
Areysraja
XIEuouuneuuqHa KoMa
rlyncrno Ha neqeme

9ecru
9ecru
Hesoo6uqaeHu
Hesoo6uqaeHa
Hesoo6uqaeuu
HenoeHaro
Hero:naro

HAPYIIIYBAI}A HA OI{I4TE

FIAPYIIIYBAISA HA YBOTO
14 C JIYIIIHI4OT JIAEI4PI4HT

cPrIEBr4 FrAPytXyBArsA Kap.ArzonacxyJrapHV

HapylryBarLa
Taxnxap4uja

Henoo6uqaesrl

Hesoo6uqaeHpr

BACKYJIAPHI4
I{APYIIIYBAIsA

Xanoreusuja
Xlrnepreusuja
Oprocrarcrca xunoreusuj a

r{ecru
I{ecru

Hesoo6zqaeHra

PECI]}IPATOPHI,I,
TOPAKAJIHI4 PI

MEru4JACTI4HANHI4
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.{ucnuea
Kaurrluqa
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[ujapeja
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,{racnencaja
fa4eme
Cyna ycra
HaAyeHocr
Acqpm
I4nrer4HarHa xepuuja
A64ovruuzureu 4uclcouSopr
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Henoo6prqaenu
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Hesoo6r4qaeHra
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Kraca Ha opraHcnu cucrelru flpeQepupann MedDRA @pexQenquja

HAPYIIIYBAIbA HA
KOXATA I,l IIOTKOXHOTO
TKHBO

Ocun (nxnyrynajfts
MaKyJrapeH, nanyJrapeH r4

epvreMaro3eu ocul)
llpypuryc
Koxclra exc$orujaquja
Vpruxapuja
Eyroseu AepMarr.rrr{c
llcopzja:a
Koxen yrrqep
ErseMa
Hapyruynarra Ha HoKTVTe

Cyna roxa
{ucxolopaquja ua Koxara
Torccaqsa enr.tAepMiurHa
HeKpoJrH3a

Mynrz$optreH epnreM
Anrproelena
leuepa-nu:upana yprrExapuja
Torccuqna epylquja Ha Ko)r(ara
flepzop6ar€ureH eAeM

.{epuarzruc (n ruyvyn aj rtu
aJrepfHcKrr H KOHTaKTSH

4epuararuc)
Epzrerr,r

fhycxanqn

rlecrpr

r{ecru
r{ecru

Henoo6ra.{aenu
Hesoo6uqaeuu
Henoo6uqaena
Hesoo6r.rqaeHr.r

Henoo6uqaeuu
Heeoo6aqaeHz
Hesoo6zqaeHr.r
Hesoo6r4qaeHra

HenosHaro

HenosHaro
HerosHaro
HenosHaro
Henosuaro
Henosuaro
HenosHaro

Henogsaro
Henogsaro

HAPYIXYBAIbA HA
MYCKYJIOCKEJIETHI4OT
CHCTEM 14 CBP3HOTO
TKI4BO

Eorrur Bo KocKr4Te

MycxylHll crra3Mu
Mujanrzja
Eorxa Bo Bparor
Aprpa-rrrlrja
Bolxu no rp6or
MycxylocxererHa 6onrca

Heeoo6zqaeHra
Heeoo6uqaeHra
Hesoo6zqaeHz

PEHANH}I I4 YPI,II{APHI4
HAPYIIIYBAITA

Wv:



Kraca Ha oprancrr{ c[creMrr
(soc)

IlpeSepupauu MedDRA
TepMITHI{

Operc0eHqnja

OIIIIITI4 HAPYIIIYBAIIA 14

COCTOJEI4 HA MECTOTO
HA AA4I4HI4CTPAIII4JA

flepuSepeH e4erra

AcreHraja
fpagua 6o:rna
E4eu no npeAen Ha Jrr.trlero
Eaeu
Eomra
llrapexczja
Mopuuqu
Cna6ocr
Eplt'rerr,r oKoJIy r{3JIe3HOTO

MecTo Ha KaTCrepoT
I4n$nanraqzja oKoJry
pr3Jre3HoTo MecTo Ha KaTeTepoT

Pearqraja noBp3aHa co
uu$y:raj ara (rxnyryrajftra
6orxa Ha Mecroro na lru$ysaja,
6orxa Ha Mecroro Ha

a4vrrauacrpaquja)

r{ecra
rlecru

Hesoo6zqaeHra
Heeoo6uqaeHn
Hesoo6uqaeHu
Hesoo6uqaeuz
HenosHaro
Herognaro
HerosHaro
Heno:Har:o

HenosHaro

Henosnaro

14CII'{TYBAIf,A floxaqeua BpeAHocr Ha ara*uH
aMuHorpaHc$epasa
lloxaqena BpeAHocr Ha

acraprar aMHHorpaHcSepasa
florcaqeua BpeAHocr Ha
aJrK€rJrHa $oc$ara:a Bo KpBTa
A6nopuanru{ BpeAHocrH Ha

SynxqzoualHr{Te recroBr{ Ha

upuzor 4po6
Hanaalena reJI ecHa re)KuHa
3roreuega reJrecHa re)r$rHa

Henoo6uqaenu

Hesoo6aqaeHu

Hesoo6uqaeHra

Hesoo6u.raeHra

Hesoo6uqaeHra
Hesoo6uqaeHz

|IOBPEALI, TPyElbE 14

KOM|TJMKNMT4
IIOBP3AHI4 CO
IIPOIIEAYPATA

llHrepar<quja co MeAr4rlr,rHcKoro
cpe4crno*

Henognaro

**Pearquu Ha xIznepceH3I{THBHocr 6une npajaneuu xaj naq}reHrr{ KoH Kopr,icrene EXTRANEAL,
nnrryryn aj rfu 6pouxocn ar aM, xltrroreHruj a, ocun, npypr,rryc ra ypruxapuj a.

Apyru HecaKaHH 4ejcrna npu rrepr{ToHea;rHa gujatmsa

* Icodextrin unrep$ep'pa co MeAr.rqr.rHcK're cpeAcrBa 3a Meperbe
(roue4uere ro aenor 4.4).

rreplrroHlrrr{c, oaKTepr.rcKz rrepnToHlrrrlc, uuQexqraja o
unQerquja [oBp3aHa co Karerepor H KoMnrtr{Karlrzn noBp3fl

3aculenara ynrpa$anrparyuja, oco6eso Kaj

Aexr{Apararrzj a, pesynrnpE itpr co xr{rroreHsr,rj a, npror
(nome4uere ro aenor 4,4).

Ha fJryKo3a Bo KpBTa

Aa

: Syuranen
KaTerepoT,

AoBeAe Ao
CI{MNTOMII

,"t)
9= 9.'"5

,*w
Xunomr..melrr{qHu erra3o4ra lcaj [arIveHTHTe co 4uja6erec (n 4.4).

KH



floxaqenz BpeAHocra Ha cepyMcKl4re ilrKuurHlr $oc$arasu (norue4nvre ro AeJror 4.4) H
eJIeKTpOJII4THH HapylrryBama (Ha IrpI,IMep, xltnoxaleuuja, xurroKuurqevuja u xr4rrepKaJrqeur,rja).

llepzroHealHa peaKIIHlr, BKllyqyBajrfu a6aonraH€urHa 6oma, 3aMareHa e$nyeurra co urz 6es
IlpucycrBo ua 6axrepuu, acenrr,rqeH nepHToHr.rrr{c (noue{nore ro 4enor 4.4).

3auopor 6pll qecro npujaaynau crloHraHo r4 Bo Jrr4reparypara KaKo HecaKaHo 4ejcrno noBp3aHo co
npor{eAypaTa.

flpujaeysarle Ha il{oxua HecaxaHr.r peaxupru
flpujanynamero Ha Mo)KHH HecaKaHpI peaKrlr{u ro 4o6unarre ua o4o6penue 3a craBarr,e Ha JreKor Bo
npoMer e BaxHo. Toa oeogN{o)I(yBa KoHTI4HyHpaHo cJreAerbe Ha oAHocor xopucr/plrsux Ha JreKor.
34pancrreuare pa6oruuqu rpe6a Aa n4 npr.rjanynaar HecaKaHHTe peaKr{r4H 

"p.ny 
HaquoHaluuor

qeHrap :a $apvraxoBzrvJlaHlla lpz Arenqujara sa JreKoBH v MeAHr-IHHcKr4 cpeAcrBa (yl. Cn. Kupun
u Mvroauj 6p, 54, xar 1) uttu no eJIeKrpoHcKH rrar npeKy ne6 crpanara na AreHgujara
http :i/mAlnred. gov..mki.

4,9 llpe4o:upame

Heua gocranHlr IroAaroqla sa e$er<rare oA rrpeAcr{parbe. Cenax, KoHTt4r{yr4paH ara a1MprHlcrpaquja
Ha nose(e oA eAHa Keca co EXTRANEAL ga 24-\acoseH [epr4oA fte ru rroKaqu nJra3MarcKure
BpeAHocrI'I Ha jamexu4parHuTe Ir.rsra6orufl.r r,r M€urro3ara. E$errure oA BaKBoro rroKaqyBarbe ce
Herlo3Harv, Ho Mox(e 4a ce jaara noKaqyBalbe Ha ocMoJr€uHocra Ha nJra3Mara. Tpvruauor BKr) {yBa
repnroHeaJrua prjasuza 6es icodextr in ulu xeuo4ajalusa.

5. OAPMAKOJIOIIIKI4 CBOJCTBA

ATI{ ro4: B05DA

5.1 OapnranoquHaMcKrr cnoj crna

Icodextrin e fJIyKo3eH noJII{Mep Ao6uen o4 crpo6 rcoj $yuxqraoHupa KaKo ocMorcKr,r areHc Kora ce
a[JII4IIHpa I'IHTpanepHToHeaJIHo npH KoHTaHyupaHa arra6ynaropna nepHToHeatma ptjatuza. 7.50/o
pacrBop e npn6luxuo I,I3oocMoJIapeH co cepyMor, Ho oBo3Mo)KyBa oAp)KyBarre Ha
yrrpa$ulrpaqujara 3a nepl4oA lo 12 qaaa npr4 KAIA. llocrou peayxqaja Bo Karropr{cKoro
onroBapyB alb e Bo cnop e46a ao xr4[epocMoJlapHuTe rJryKO3Hr,r pacrBopr{.

Bo:ryueuor Ha co3AaAeHIaor ynrpa$LlTpar e rounapa6vJreH Ha onoj rcoj ce 4o6rEna co Kopucrerbe Ha
3.86% fJryKo:a npn KA[I,{. Kouqeurapaqr.rr{re Ha rrryKo:a vvHcyrrvlBo KpBTa He ce MeHyBaar.

vnrpa$rEnrparyujara ce oApx(yBa H 3a BpeMe Ha enrr3oAr4 Ha [epr4ToHr{Tuc.

flpenopauauara.qo3a e JII4MHTLTpaHa Ha eAHHe\rHa pa3MeHa no cer<oj 24-"acoseH r4HTepBaJr KaKo AeJr
oa KAII,{ rzlu AfI{ rperMaHor.

5.2 Oapuanonr.rHercKrr cnojcrna

KoHqenrpaqvrvrre Ha jarnexu4parHlror rroJu4Mep Bo KpBTa Aocru OCT IIO
oKoJry 7-I0 AeHa Kofa ce Kopucrar cexoj4nenuo trpa Ber{
xHApoJrr,r3r.{pa co aMHJra3a Ha rroMaJrra Sparuenr}r KoH ce eJruMr{H
Cra6ntmu KoHrleHrparrprr Bo nJra3Mara oA 1.8 me/ml 6r.rre
ruryKo3HuTe eAHHHut4 rroforreMu oa 9 (G9) u nocrou [oKar{yBaH,e
1.1 mg/ml, Ho He nocrou :uauajHa npoMeHa Bo cepyMcKara ocM

ce
janu:a.
ATC HA

(G2) na
yBa Bo

oBt'1 _h ,1ai

TeK Ha noAoJrra AHeBHa 3aAprxKa Ha paoTBopoT BO nepr4ToHeaJl 6ute



I4MepeHH BpeAHocrI,I Ha MuIJITo3a oI 7.4 m{ml, so 6eg suauajuu npoMeHr.r Bo cepyMcKara
OCMOJI€UIHOCT.

,{onrorpajnure e$erru oA rIoKaqeHI4Te HHBoa Ha MaJrro3ara }r fJu4Ko3HHor noJrr{Mep Bo nJra3Mara ce
HefIo3HaTIt, HO He IIOCTOI{ npI4rMHa 3a npeTnocTaBKa AeKa Ce ilITeTHI4.

5.3 IlperxlnunqKu roAarorln sa 6es6eAHocr

Arcymua moKcuqHocm

Cry4uure 3a aKyrHa HHTpaBeHcKa u u*Tpanepr{ToHeaJrHa antuxatluja
rroKa)KaJre eQerru rpr{ Ao3r{ ao 2000 mdkg.

Cy 6xp o nuuu a moKc uttH o cm

fJryBut4 t4 cTaopqrr He

I4urpanepuroHeulnHa aulanaquja ABa narr4 AHeBHo Bo reK ua28 geuasa2}o/o pacrBop na icodextrin
raj craopult I,I KfIIlIba He rIoKa)I(€uIa roKcuqHocr Bp3 rleJrHr.rre opraHu r4Jrr{ TKHBara. flasHraor eQexr
6rar np: AuHaMIaKara ua 6a.naHcor Ha reqHocrnTe.

Ilomeuqujat Ha MymqeeHocm u KaHLlepozeHocm

Cry4uure I,IH BI{Tpo I{ aH BI{Bo 3a npoueHKa Ha wrareHocra .qzure HerarHBHu pe3yJrrarr,r.
KauqeporeHocra He e npoIIeHyBaHa Bo aryrvl'zt, Ho MaJra e eepojaruocra Aa vMa KaHrreporeHu
e$ercu, :erraajfut ja npe4nra4 xeMl{cKara nplrpoAa Ha MoJreKyJrara, HeAocraroKor Ha SapmaxoJrorrrKr4
eQexr, orcycrBoro Ha roKcliqHocra Bp3 rreJrHHTe opraHz I{ HeraTnBHr4Te p*yJrrarr{ oA cryAr{r{Te 3a
MyrareHocT.

P enpodyrcmuzHa moKcuvHo cm

Cry4uure 3a perpoAyKTr{BHa roKcuqHocr
Qeprulureror HJrpr eru6puo$ eraJrHuor pa:n oj.

craopqu rroKor€rJre AeKa HeMa erpexr Bp3

OAPMAIIEBTCKII CBOJCTBA

Jlncra Ha encunrrrleHcr{

BoAa sa unjexqura
Harpuyla xr,rApoKcr4A HJrr4

XroponogopoAHa KrrceJrrzHa q.s Ao norpe6uara pH.

6,2 l{nrcoularn6nlnocr

He e nosHara.

Kaj

KAJ

6.

6.1

Kolrnara6ulHocra Ha JreKor uopa 4a 6uge
6ulat 3eMeHu npeABr.rA BpeAHocrHTe na pH

npoBepeHa [peA Merrranero. louolHprreJrHo, rpe6a 4a
a coJrvTe Bo pacTBopoT.

6.3 Pon Ha ynorpe6a

/, loauHrl

Kora fte ce orcrpaHu HaABoperxHoro naKyBarbe, nporr3BoAor

^u4ra 
u , *

o*{-q1rL
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6,4 lloce6nn Mepnrr Ha rrperrra3Jrr{Bocr 3a rryBan,e

,{a ne ce qyBa Ha reMneparypa no4 4oC.

,{a He ce ynorpe6yBa AoKoJIKy pacrBopor ne e 6acrap pr naKyBarbero e orrrereHo.

6.5 Ilpupo4a rr coAp)KrrHa Ha rraKyBarbero

(Drencpr6urna PVC xeca noja coAplnn 2.0 L uw 2.5 L.

2.0 L 5 e4uuraqu no xyrraja E4uue.tra xeca Sy II (luer xouexrop)
2.0 L 5 e4uuuqu no xyruja E4r.rueuua xeca Sy III (spike rouercrop)
2.0 L 5 egzuaqu no rcyrr,rja [nojna xeca Sy II (luer r<ouerrop)
2.0 L 5 e4unuqu no ry"ruja [nojua reca Sy III (spike KoHeKrop)
2.5 L 4 eauuutlu no nyrxja EAuueqsa reca Sy II (luer noHenrop)
2.5 L 4 enuuuqu eo xyrzja E4uueuua xeca Sy III (spike ronexrop)
2.5 L 4 egwnwlu no nyruja {eojna reca Sy II (luer rouercrop)
2.5 L 4 eguuurlu ao ry'ruja [nojua reca Sy III (spike ronexrop)

6.6 iloce6nu Meprrr Ha rrperrra3JrrrBocr 3a orcrpaHyBarbe

3a noserte 1eruwr nonreAHsre ro .qelor 4.2

Cnenrapor sa asru6uorlalra BKJly.rynajxra rH vancomycin, cephazolin, ampicillin/flucloxacillin,
ceftazidime, gentamycin, amphotericin H HHcyJrr4H He noKa)KyBaar r,rulcounara6r{JrHocr co
EXTRANEAL. Celax, aMI4HofJIt4Ko3I,IAI4Te se 6u rpe6aro Aa ce Merrraar co neHr4rrr4Jrr4HcKnTe
anrn6uoruq u iloparv xeMl,IcKara HHKoMnara6ulHocr.

flpousno4or rpe6a BeAHaur Aa ce ynorpe6u no AoAaBarbe Ha
Heytorpe6eHxor pacrBop.

7, HOCI4TEJI HA ONOEPEHIMTO 3A CTABAIbE

@apua Tpeja IOOEJI
Vr. AuroH flonos 6p.Ill-3
1000 Crorje
Peny6nzxa Cenepna Mane4onuj a

JreK Bo pacrBopor. fla ce orcrpaHa

HA JMKOT BO TIPOMBT

8. EPOJ HA OAOEPEHI4ETO 3A CTABAIbE HA JIEKOT BO IIPOMET

9.

,{aryv
Iaryrur

AATYM HA IIPBOTO OAOEPEHIM 3A CTABAIbE KOT BO
IIPOMET/OEHOBA HA ONOEPBHIMTO

Ha npBoro o4o6penue 3a craBarbe Ha JreKor Bo rr
na o6uosa na ogo6peHuero 3a craBarbe Ha JreKor

10. AATyM HA ITOCJTEAHA PEBI43r4JA HA T
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