ITPHJIOXKEHHUE I

KPATKA XAPAKTEPHCTHUKA HA ITPOAYKTA



“3NBIHUTENHA ATEHLVSA 110 NEKAPCTBATA

1. HME HA JEKAPCTBEHHMS ITPOIYKT
Kpamxa xapaxmepucmuxa Ha npogyxma - lipusoxesue 1

DpusuoCon 4,25% Cmiokosa, 1,75 mmol/l Kanumii Kon Poz. Ne L/ 537%}5} /5‘ _______________ arorssomares
Pa3Teop 3a nepuToHeanna muannza —————

PIRTEp 26385 16 -0-10
FrisioSol 4.25% GIUCOSE, 1.75 mmol/l Calcium PaspeiusHus Ne & ririenee pevsnenontarasas/ nasnaneervensaranranerioeranee
Solution for peritoneal dialysis N e
2. KAYECTBEH H KOJIMYECTBEH ChCTAB
] maTEp CLaBpKA:

Harpues xnopun (Sodium chloride) 5,786 ¢
Hatpues-(S)-nakrar, pasreop (Sodium-(S)-lactate solution) 785 ¢
CKBUBANCHTEH Ha 3,925 g HatpHes-(S)-nakTar (sodium-(S)-lactate) -
Kannwies xnopug auxuapat (Calcium chloride dihydrate) 0,2573 g
Marnesues xnopun xexcaxuapat (Magnesium chloride hexahydrate) 0,1017 g
I'moxosa monoxuapar (Glucose monohydrate) 46,75 g

CKBUBANEHTHA Ha 42,5 g/l rmoko3a GessoaHa (anhydrous glucose)
H zo 2,1 g/l ppykrosa (fructose)

Hatpuwii 134 mmol/l
Kanmuii 1,75 mmol/i
Maruesuii 0,5 mmol/l
XNopuam 103,5 mmol/l
(S)-nakrat 35 mmol/]
I'nrokosa 235,8 mmol/l

3a ITBJIHHA CITHCBK HA MOMOLIHHTE BEelEeCTBA BHOKTE TOYKa 6.1,

3. JEKAPCTBEHA ®0QOPMA

Pa3Teop 3a nepHTOHeaNHa JHanm3a
buctep, 6e3useTen no GnenoKwAT pasTROp.

Teoperuuen ocMonapurer 511 mOsm/]

pH= 35,5

4. KIMHHYHHU NAHHH

4.1 TepanesTHYHN NoOKazaHH

3a ynorpeba Npy NalHeHTH ¢ TepPMHHAIHA (mekoMneHcHpana) XpoHu4Ha 6EOpeuHa HeOCTATHYHOCT
OT PasyIHeH MPOH3XO0[, KOATO MOXe Ja Obje eKyBaHa ¢ MEpATOHeATHA AHAJIH3A.

4.2  {03MpoBKa H HAYNH M2 NPAJIOKEHHE

gDBH POBKA

OpusuoCon 4,25% 'moxkosa, 1,75 mmol/l Kanuwii e NpEeTHA3HAYEH CaMO 34 HHTP
npunoxeHue. [a He ce npuiara HHTPaBEeHO3HO!

MeToxsT Ha fneueHHe, YeCTOTaTa HA IPWIOKEHHE M HEOBXOTMMOTO BpEME 3a Ipe
[IPHTOHEYMa Lie ObAAT OMpeAeseHH OT JIEKyBaLLus JeKap.




IIponp/pkurenta aMGynaropha neputoneansa auamusa (IATT)

AKO He € IPSANHCAHO APYTo, NAlMEHTHTE nosydasar 2 000 ml Pa3sTBOP Ha OOMEH YEeTHPH MBTH
JHEBHO (KOETO ChOTBETCTRA Ha AHEBHA A03a § 000 ml). Cren BpeMe 3a npecToH mexay 2 1 10 yaca,
PasTBOPBT C€ APEHHpa.

OnpenensHeTo Ha no3ara, obema H Opos Ha LMKIHTE Ha 06MeH Tpa6Ba aa Gnae HHIHBMIYaIHC 34
BCEKH MALMEHT.

AKO MNP 3aM0YBaHE Ha JIEYSHHETO C MEPHTOHEATHA JHANH3A e NOSBH GoIKa Nopanx pasxyBaHe Ha
KOpeMa, 00eMbT Ha pa3TBOpa 3a elMH O6MEH TpaGBa BpeMeHHO a ce HaMaH 2o 500-1 500 ml.

I1pn nena obemsT Ha pasTBOpa 3a eMH 06MeH Tp:6Ba fla ce HAMANH B 32BHCHUMOCT OT BRB3pacTTa,
PBCTa B TenecHOTO Terno (30-40 ml/kg TenecHo Tero).

HaMa crieliyalHH NpenopEKH 3a J03aTa NPH NALMEHTH B CTAp4ecKa Bh3pact.

I1p# no-enpH BE3PaCTHI W/MIH MALMEHTH, KOUTO NIOHACAT [0-TONEMH OGEMH H TpH 3aryba Ha
ocTaTbuHa OpOpeuHa QyHkims, 06eMbT, KoiiTo ce mpwiara, ce yBeanuasa 10 2 500 — 3 000 ml.

ABTOMATHYHA IEpHTOHEAIHA aHanH3a (A1)
AKO €€ H3MI0/13Ba anapar (cmuiin celd caiiktbp - sleep safe cycler) 3a HHTEPMHTEHTHA MJTH
MPOAB/DKUTENIHA IHKITHYHA IEPATOHEANIHA JHANTN3A, CE M3TIO3BAT CAKOBE ¢ NO-TOAM 06eM (Harp.
5 000 ml), kouTo ocurypssar noseve or exus oSmMen Ha pasTBOpa. AnapaThT H3BbPIIBA 0OMEH Ha
PasTBOpA COpel MIPENMHCAHHETO Ha JIeKapA, CbXpaHeHO B CIIHHI ceiid caiiknbpa.

[TepuToHeanHata ananHsa e NPOAL/DKUTENHA TEPAITHS, BKIKOYBALIA MHOT'OKPATHO MPHIaraHe Ha
pa3sTBOPH 34 € THOKPATHO NPHIIOKEHHE.

Hayne ¥ npoaL GKHTETHOCT HA NPHIOKEeHHE

[anpenture TpaGea aa 6b0aT NOAXOAAO OGYYEHH A NPAKTHKYBAT TEXHUKATA H JId C4 ONHTHM B
MPOBEMIAHETO HA NEPUTOHEANIHA NHAJIN3A, TIPEH Ja 3aN0OYHAT AA 7 [IPOBESHAAT B KbIIH. OGYyueHHETO
TpA0Ba fa ObNie NPOBeNeHo OT KBaIMGULHPaH nepcora. JIeKyBalmaT Jexap TpsAOBa A € CUI'YPEH, Ue
MALUHCHTLT BNAACE TEXHHKHTE 3a paboTa aoctaThyHo N06pe, peAr Aa 3all04He Ja MPoBexXaa
NEPUTOHEANHA NHanK3a B KbIM. [1pK HAKAKBU NpobneMn 1K chMHEHUA, TpAGBa Aa ce NOThPCH
JIEKyBALIUs JIeKap.

Jlnanusara B npeanucaHnTe 03K TPAOBA A3 Ce MPOBEKIA EHETHERHO,
IlepuroHeannara guamusa Tpsa6sa ga NPOXBIKH AOTOraBa, I0KATO € HeoBX0oMMuMa Tepanus 3a
3aMecTBaHe Ha ObOpeunaTa QyHkuuA.

[Iponboxurenta amMbynaTopHa nepuToHeansda auanuza (ITAITT)

Pa3Tsop®T MBpBO Ce 3aToMNs n0 TesiecHa Temneparypa. 3a cakose ¢ o6em 10 3 000 ml Toea TpabBa aa

CC HAMpdBH C W3NIOA3BANE Ha MOAXOMAIa HarpeBaTenHa Tabna. BpemeTo 3a 3aToruisHe Ha cak oT

2 000 ml ¢ Hauanra TeMnepatypa 22°C e npubnusmrenno 120 MuH. TemnepaTypHusT kosTpON Ce

H3BLPLIBA aBTOMAaTHYHO H € HarnaceH 0o 39°C + 1°C. TNo-nonpofHa MudopManus Moxe Ja ce

NOJTy4H OT HHCTPYKIHHTE 3a paloTa Ha HarpeBaTeNHHs ypea. He ce mpenopbysa H3MON3BaHETO Ha

MHKPOBBJIHH NIOPAJH PHUCK OT JIOKAJTHO MPETOIVIAHE.,

HNonxonasiara 103a ce BiivBa B NEPHTOHEANHATA KyXHH2 C TOMOLITA Ha NEPHTOHEANIEH KaTeThp 3a 5 —

20 MuHYTH. B 3aBucHMoOCT OT yKa3saHUATa Ha JIekaps, A03aTa TpAOBa [ia PECTOH B MEPHTOHEAIHATA

kyxuHa 2 — 10 uaca (cpeqHo Bpeme) W clies TOBa Aa ce ApeHKpa. B 3aBHCHMOCT OT HeobX MOE?“\
SRR UL Y .

OCMOTHYHO Hanarane, @pusHoCon 4,25% Tmoko3sa, 1,75 mmol/l1 Kammuii moxke aa ce X5B
LIOCICAOBATENHO ¢ APYTH PAa3TBOPH 33 MEPHTOHEATHA JHANH3A C IIO-HHCKO CHIbPXKaHY G2

-

(T.e. ¢ NO-HHCHK OCMOJIApHTET). &




ABTOMATUYHA NepUTOHeanHa auanusa (AT
KoHekropure Ha cakoBere ¢ npeanucanus cauin Cel() pa3TBOp Ce BMBKBAT B CBOGOHHUTE MOPTOBE
Ha TabJaTa M MOCJIe ABTOMATHYHO Ce CBBP3BAT KbM CIHH celith TpBEOHMUs KOMILIEKT Yupes calirspa.
CalikirbpbT npoBepsABa 6ap KOZOBETE HA CAKOBETE C pasTBOpa M CHrHAJIHM3Hpa, KOraTo CAKOBETE He
CBOTBUTCTBAT Ha NPE/IMHCAHNETO, ChXPaHeHO B anapaTa. Cliell TasH NPOBepKa, TPBOHHAT KOMIIEKT
MOZKC /1a CC CBBPAKE C PasiUMPEHHETO Ha KaTeThpa Ha MALMEHTa ¥ ICYEHUETO Na 3arouHe.

Cnwiin ceiic pasTBOPET ce 3aTOMNS ABTOMATHYHO [O TeeCHa TeMIIEpaTypa OT CJIMiN cefid caliknbpa
MO BpEMC HA BAHBAHCTO B KOPEMHATa KyXHHA. BpeMeTo 3a nipectoii M noxGopsT Ha KOHLIEHTpaLHA Ha
FJII0kO3aTa C€ M3BBPUIBAT CIIOPE JIEKAPCKOTO NPeANHCAHHE, ChXPaHeHO B arapata (32 noseye
NoAPOOHOCTH ce 0OBPHETE KbM MHCTPYKLMUTE 3a paboTa Ha CIuiin cerg calkbpa).

B 3aBHCHMOCT OT HEOOXOMUMOTO OCMOTHYHG Hanmarane, @pusnoCon 4,25% IN'miokosa, 1,75 mmol/I
Kanuuit Moske /1a ce M3M0m3Ba MOCAEIOBATETHO ¢ APYTH Pa3TBOPH 32 NepHTOHEAIHA AHATH3A C NO-
HHCKO CBABPIKAHME HA rAIOKO34 (T.€. C MO-HHCHK OCMOJAPHTET).

4.3 [IporuBonokazanus

CrieunbHYHM 32 TO3M PA3TBOP 33 MEPHTOHEATHA AHATH3A

OpusroCon 4,25% Imokosa, 1,75 mmol/l Kanuuii He TpA0OBa Ja ce U3MO/3Ba [IPH NAIHEHTH ¢
JIAKTATHA AUMA03a, TEHKA XHITOKATHEMHA, TEKKA XHIEPKATLHEMH, XUIIOBOJIEMHS H ApTepHANHA
XHIIOTOHHA.

[Topanw cbaAbpxkaHHeTO Ha BpyKTO3a, TO3H NEKapcTBeH NPORYKT HE € NOAXOAAN 33 TALMEHTH
HETIOHOCHMOCT KBbM (PpYKTO3a (HaciencTBeHA (BPYKTO3HA HernoHoCHMOCT). TpabBa na ce uskmouu
HEPA3II03HaTa HACIEICTBCHA (PPYKTO3HA HETIOHOCHMOCT, NPeM Pa3TBOPHT A Ce IPHIOKH Ha
KbpMa4veTa 1 MaJIKH Jella.

3a JieYeHHe C MEPUTOHEATHA ANANTH3A 10 IPHHLHI

Jleuenne ¢ nepuToHeanna quaniza He TPAGBA 12 Ce 3aM0YBA MpH CIICAHHTE OOCTOATEIICTRA:

- CKOpOLIHA KOpeMHA ONiepalud WM TPABMa, AHAMHE3A 33 KOPEMHH Olepalnu ¢ PHOPO3HH
aAXE3UH, TEKKH H3rapsHHUA B kopeMHaTa o0acT, nepdopauus Ha KOPEMHH OPraHu;

- OOLIMPHO BB3NANIEHHE HA KOXKATA B 06J1aCTTa Ha KopeMa (acpMaTHT),

- BB3NATHTENHH 3200)15BaHKA Ha yepBaTa (Gonect Ha Crohn, ynneposen komwr, AHBEPTHUKYJIHT);

- JIOKAJIM3HPAH NEPHTOHMT,

- BBTPEIIHA WIH BRHIIHA KOpeMHa GUCTY/Ia;

- IbITHA, HHTBUHAJIHA HJIH ApYTa KOPEMHA XEPHMA;

- HHTPaabJOMHHAIHH TYMODH;

- WIEYC;

- benoapobHo 3abonssaHe (ocobeHo NHeBMOHUS);

- CEemNCHC;

- H3pa3’eHa XWNEPIHUIMAEMUS,

= PCIKH CIryMaH Ha ypeMHS, KOATO He MOxke Aa Ob/ie OBNafAHa ¢ IEPHTOHEAITHA THAJIN3A;

- KaxXCKCHs W M3paseHa 3aryba Ha Ter1o, 0cobeHO B CITyHauTe, KOTATO HE € OCHTYpPeH I0CTAThYEH
BHOC Ha TIPOTEHHH;

- TAUHCHTH, KOHTO Ca QU3MYECKH WIM YMCTBEHO HECIIOCOOHH a TIPOBEKAAT NePHTOHEAHA
AWANN3a CNIOPER YKa3aHHATA Ha JieKaps.

AKO TIO BpEMe Ha JISUEHHETO C TIEPUTOHCATHA TUAH3A CE NOABH HAKOE OT H30pOEHHTE MO-TOpe
HapyICHNA, ICKYBRUIHAT neKap TpabBa a B3eMe pellicHHe KaK Aa ITOCTEIIH.

44  Coenmaanu npeaynpexacHaus H npeanasHu MEPKH PH YnoTpeda
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®puznoCon 4,25% I'moxosa, 1,75 mmol/l Kanuit tpaea aa ce npHiara ¢caMmo CJ'IF;K BHpMa: SITHE .
NIPELICHKA Ha CHOTHOIICHUETO MO/13a-PHCK NPH: = (iAo
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Pabora

- 3ary0a Ha eNeXTPOIMTH IIOPAaH MOBPELIAHE WHIIH AHapua (ToraBa MoXe Ja Ce HATOKH BPEeMEeHHA
CM#Ha C pa3TBOP 32 NePUTOHEANHA HANH3a, ChABPYKALL KATHIA),

" HPH XHNCPKATUKEMUA, HANp. B PE3YJITAT HA BHCOKH I03H KaJILWii-ChABLDKAIITH CPEACTRA,
CBBP3BAUIH (hochaTTe H/WTH BUTAMHH JI, MOXe 1a C& HATOKH BPEMEHHA HJIH TpakHa ¢MsHa ¢
PasTBOP € NO-HHCKO CHABPKAHHE HAa KATLHMH.

- AWIMTanvcoRa Tepanus: peAOBHOTO NPOCHCAABAHE HA HUBOTO HA CEPYMHUS KM e
3aJILIDKHTENHO. TexKaTa XHIIOKATTMEMHS MOXKe fa M3MCKBaA yroTpebara Ha KaJTHH-CB s poKalll
AHATH3CH PasTBOP, KAKTO U [PEMOPBKH OTHOCHO XPAHHTETHUS PEKHM.

PasteopuTe 3a nepuToneanta aHANH3a ¢ BUCOKA KOHUEHTpauus Ha rmokosa (2,3% wm 4,25%) tpadea
Aa €€ H3LION3BAT MPEANA3/IMBO, 33 [ia Ce NPEAOTBPATH AEXHAPATALMATA U 1a Ce HAMAJIH
0OpeMEHABAHETO ¢ TTIHOKO3A.

3aryGaTa Ha IpOTeHHH, AaMHHOKHCE/THEH Y BUTAMUHH (0co0eHO BOIHO-PA3TROPHME BUTAMIHW) €
HEW30EIKHO O BpeMe Ha NIEPUTOHEANTHA HATN3A. 3a 13 ce u3berHar 3aryoure, Tpalbea ga ce oCHrypH
AOCTATBYEH IIPUEM C XpaHaTa WIH ¢ JOOaBKH.

TpancrnopTHHTe XapaKTepUCTHKU HA IePUTOHEA IHATA MeMOpaHa MOraT Jja ce NPOMEHST pH
NPOABIKUTENHA IEPHTOHCANHA IMaH3a, KOSTO Ce MpOABSIBA TIIABHO ChC 3ary6Ga Ha yaTpatdwITparms.
B TexxH ciryyan nepuToHeanHaTa auanusa tpabea aa ce NMPEKpaTH H 1A Ce 3aM04He XEMOIUAIN3A.

HPEHOP'B‘-IBE CC pEAOBHO MIPOCACAABAHE HA CISIHHUTE NOKA3ATEITH!

- TCJIECHO TErJ1o 3a paHHO pa3sTio3HaBaHe HA XMIEPXWAPATALMA M JeXHAPATALIHA,

- CEpYMCH HATpHH, Kanii, KajLuk, MarHesuii, pocdaTy, ankalHO-KHCETHHHO paBHOBECHE H
MJIa3MEHH NPOTEHHM,

- COpYMEH KPEaTHHHH U yped,

- KpbBHa 3axap,

- TApaTHPOUNICH XOPMOH H IPYTH MOKA3aTeNH Ha KOCTHHS METabONH3LM,

- OcTaTh4Ha 6B0peyHa QYHKIMS, C LEN AA Ce aNANTHDA JISYCHHETO ¢ NEPUTOHEAITHA AHATHA3A.

3aqBIKHTENHO € fa Ce Clleqy 3a TOMBTHIBAHE Ha ZHanu3ata, HamajleH obeM Ha AHanTH3aTa U KOpeMHa
Oonka, Thii KaTo TOBA MOKe Ja ca MPH3HAUK HA ITEPHTOHHT.

@pusuoCon 4,25% I'moxosa, 1,75 mmol/] Kamumii CeABpAKa 42,5 g rmokosa B 1 000 ml pastsop. B
SAMHCHMOCT OT YKa3aHHATA 32 JO3UPAHE W H3MION3BAHHA Pa3MEp Ha OMIAKOBKATA, C BCEKH CaK B
OpranxsMa ce noctasat ao 106 g rmrokosa (ITATIJT: 2 500 mi creii cedid cax) win no 255 g MmoKo3a
(AITL: 6 000 ml camiin ceitd cax).

Tosa Tps6Ba 1a ce uMa NpeBHA MPH MALKMEHTH ChC 3axapeH auader.

[TaunenTty B crapyecka By3pact
[1py BB3pacTHH naunenTy Tpa6Ba Na ce HMa TIPSXBH MOBHIICHATA YECTOTA Ha XEPHUH, Mpeax
3aMOYBAHETO Ha NEepHTOHEaIHA JIHANN3A.

HobGassaue Ha JCKapCTBA KBM PA3TBOPA 32 EPUTOHEATHA AHATH3a

HlobaBaHeTo Ha iekapcTBa KbM pa3TBOpa 3a MEPUTOHEATHA THAU3A 11O [IPHHLIATI HE C€ MPenopL4Ba
'OPaQiH PUCK OT 3aMbPCABAHE H HECBBMECTHMOCT MENLY Pa3TBOPA 33 MIEPHTOHEATHA JHATH3A H
JIeKapcTBOTO. ToBa TpAGBa Aa ce H3BBPLUBA PH ACEIITHUHE YCIoRUS. ClIEN IhbiTHO CMECBaHE
[IPOBCPKA 32 TMNICA HA NOMBTHABAHE, Pa3TBOPHT 3a IEPUTOHEANTHA AWATH3A TPAOBA Ja Ce H3M0J3Ba
Be[iHara (Jia He ce ChXpaHsBa).
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NEpHTOHeaNHa AHanK3a. [lopaau onacHOCT Ot 3amMbpesiBade, TpaGBa aa 6uae YCTaHOBEHA H Haii-
Mallkata noBpEAA Ha KOHEKTOPHTE NIPH 3aTBAPAHETO, CHOMKUTE HA KOHTEHHEpa 1 bIyIHTe.

Huxkora He TpadBa J1a ce H3noa3Bar NMOBPEICHH CAKOBE HJIH CAKOBE ¢ MBTHO ChIbpIKaHHE.

Pa3TBOpBT 3a nepuTOHEanna auanwza TpaGea Aa ce HMON3BA CaMO, aKO KOHTEHHEPBT H
YILTBTHEHHETO HE Ca NOBpPEIECHH.

Io Bpeme Ha oO6MeH Ha quanH3aTa TpsA0Ba Aa ce Cna3BaT aceNTHYHM YCITOBHA, 34 1a Ce HaMaTH PUCKET
OT HH(EKIIHH.

Pa3TBOPLT 3a NepHTOHEaNHA QHANH3a He TPAOBA [1a Ce M3MON3BA 33 WHTPABEHO3HA HHY3HA.
4.5 Bsammoaeiicreue ¢ apyru JICKAPCTBEHH NPOAYKTH H APYTrH ¢OpPMH HA B3auMoaelicTBHe

YnoTpebaTa Ha TO3H pasTBOP 33 MEPUTOHEANHA AHAIM3a MOYKE A JIOBE/IE 10 3aryba Ha e(pHKaCHOCT
Ha APYTH JICKapCTBa, KOWTO C& AWATHW3UPAT Npe3 NepuToHeanHaTa MembpaHa. Moxe na e Heo6XOIUMO
KOpPHrHpaHe Ha 103aTa.

HM3pa3eHOTo NOHMHXaBaHe HAa HUBOTO HA CEPYMHHA KATHH MOXe 1a NOBHIIH Y€CTOTATA HA HEXKENaHHTe
Peakliky, CBBbP3aRU C ynorpebaTa Ha AUMMTAITHCOBH FHKO3WAW. HUBaTa Ha kaius TpAOBa 1a ce
IPOCAEAIBAT OCOOEHO BHUMATEIHO IPH CHITETCTBAIINO NEUSHHE C AUTHTAIHC,

IIpu eaHOBpeMeHHO npHIOKEHHE Ha KATILMEBH CHEIMHEHHS Wi BUTAMHH 1 Tpa6ea ga ce uma
NPCABHA BBE3IMOMHOCTTA 32 XUNEPKATLASMHA.

Ynorpebara Ha AMypeTHUH MOXe [a MOMOTHE 3a NOJALPKAHETO Ha OCTaThYHa OBOpeuna PyHKLMS,
HO MOE CBIIO 1a AOBEE A0 BOJAHO-ENEKTPOJNMTEH AHcOanaHc,

[Ipu nanmeHTH ¢ auaGer, nHeBHATA 1033 Ha MHCYJTMHA HITH [ICPOPATHHTE AHTUIMA0ETHH JIEKAPCTBEHH
MPOAYKTH TPAOBA 14 ce KOPHIHpa 3@ CMETKa HA MOBHIIEHOTO 00peMeHsBaHe ¢ MII0KO3a.

4.6 @eprnauTeT, GpeMeHHOCT H KbEpMeHe
Hsama nocrarsuno nannu ot ynotpe6ata Ha ®pusuoCon 4,25% ['moxo3sa, 1,75 mmol/l Kanuwii npu
OpemeHHH HiH KbpMewy xern. He ca nposesxaanu MpOYy4YBaHHs TPH KHBOTHH 33 PENPOJYKTHRHA

TOKCHYHOCT. [lepuToneanta nnanuza ¢ GpusmnoCon 4,25% mokosa, 1,75 mmol/l Kanwuii Moxe Aa
CC Hpunara camo Clien npeneHKa Ha Bp3MOXCHHTE PUCKOBE M ITOJI3H 3a MalKaTa ¥ eTyca/KbpMadeTo.

4.7 EdexTn Bbpxy cnocoGHocTTAa 34 modnpane 1 padora ¢ MAIHHH

Koraro ce usnonzea xakto e npeanucad, PpusuoCon 4,25% mwokosa, 1,75 mmol/l Kannuii ue
[OBJIHABA CIOCOOHOCTTA 3a wodHpane U paboTa ¢ MaIIMHH,

4.8 Hexenanu JexapcrBeHH peakuum

B®3MOxHUTE HesXeNaHH peakLMH MOXKe Ja Ce ABJIKAT HA CaMaTa TeXHHKA Ha MEpPUTOHEANHA JHATH3A,
HIIM 1a Ca IPUYVHEHH OT AHAJI3HUA PasTBOP.

Heskenanute nekapeTeenu peakumy ca NOAPEACHH 10 YECTOTA HA ChOOINABaHE, KaTo € H3MO3BaHa
C/IEAHATAa KOHBEHLIMY:




MHOTI'0 YeCTH 21/10

YeCTH =1/100 go <1/10

HEYeCTH >1/1,000 ao <1/100

peaKH =21/10 000 no <1/1 000

MHOI'O peaKH <1/10 000

C HEH3BECTHA OT HAJHYHHTEC MAaHHU HEe MoXe na Obie
YeCcTOoTa HaIIpaBeHa OlleHKa

BB3MOKHH HEKENAHU PEAKIIHH, OBLJEKALIH C€ Ha Pa3TBOPA 3a MEPUTOHEANHA OHAIM3A

Hapywenua na endoxpunnama cucmema
C HEH3BECTHA YECTOTA: BTOPHYEH XHIICPNAPaTHPEOHAN3IbM ¢ Bb3MOYKHH HApYIIIEHUA HA KOCTHHA
MeTabonUu3BM

Hapywenus na memabonusma u xpanenemo

Hecru: moBuIIeny HUBA HA KPBBHATA 3aXap, XHIEPIRITHAESMHAS HTH BIOLIABAHE HA npemecTBala
RMICPIHITHACMHES, NOBUIIIABAHE HA TEJIECHOTO TELNIO NMOPAIH NPOLBIKHTETHOTO MOEMAHE Ha MIF0Ko3a
OT Pa3TBOpa 3a NEPHTOHEAIHA HAJTH3A.

Covpoeunu u cvoosu napyuenus
HevecTn: xunortonus, Taxuxapmus, XHUIISPTOHHA

Pecnupamopru, 2pednu u meduacmunarnu HAPYIEeHUA
Hewectn: aucrines

Hapywenun na 6vbpeyume u nuxounume nomuya

MHOro YecTH: eNeKTPONHTHH HapyIleHHA, HAIIP. XMIIOKATHEMHS,

Yectn: Mosxke 1a Bb3HHKHE XUNCPKANLUHEMHA, aKO € NOBHIISH PHEMA Ha KalLKii, HanpuMep opH
€AHOBPEMEHHa yriorpeba Ha KaNUHH-CBAbPKAILH CPEACTRA, CBBD3BALIH (docharuTe.

Obwgu napywenua u epexmu na macmomo na RPUROICEHUE

HeuectH: 3amaitBane, OTOK, HAPYLIEHHS HA BOXHHSA banaHc, MposBABaLUM ce ¢ GBP30 HAMATISIBAHE
(Rexuaparauus) KITH MOBUIIABAHE (XUMepXUAPATaLHsA) HA TENECHOTO Tery10. MOkKe a4 BB3HHKHE
TeAKa NEXUAPATALUA NPH U3NON3BAHE HA PA3TBOPH C M10-BHCOKA KOHLIEHTpALMS Ha IIIIOKO3a.

BB3MOXHHK HCHCCNIAHH PeAKIIHH, OTBJOKALIH ¢e HA MCTOZa HAa ICHCHHE

Hupervyuu u unchecmayuu

MHoOro 4ecTi: NEPHTOHMT, NPOABABALL Ce ¢ MbTEH THANH3AT. [T0-KBCHO MOMKe Ja ce MOABAT KOPEMHA
0OJIKa, MOBHIICHa TEMIIEPATYPA U OBIIO HEpa3IOJOXKEHHE, MITH B MHOTO PEAKH CITy4aH 0010
OTpaBAHe Ha KpbBTa (cencuc). IlauuenTeT Tpa6Ba HezabaBHO oa NOTBHPCH JIEKapCKa MOMOIIL,

CaxsT ¢ MBTHHS AHAIH3AT TPAOBa 14 ce 3aTBOPH CHC CTCPHIIHA Kallayuka U Ja Ob1e H3ceaBaH 3a
MHKPOOHONOTHYHO 3aMBpCABaHe M 6poii Ha GenuTe KPBBHM KJIETKH.

HHthexunn Ha KoxKaTa Ha M3XOAHOTO MACTO H 1O X0/ Ha KaTeThPa, MPOABABALIH Ce ChC 3a4epBaBaHe,
OTOK, EKCYaLms, KpyCTH 1 DONKa Ha H3XOJHOTO MACTO HA KATETHPA.

B cimy4ait Ha nHEKLHH HA KOXkaTa Ha M3XOMHOTO MACTO H MO XO/a Ha KaTeTbpa € Heobxonquma
KOHCYITaLlHs € IEKYBALUHA JEKaAP, KOIKOTO € Bh3MOKHO NO-CKOPO.

Pecnupamopnu, epvonu u meduacmunanmu HADYVULEHUS
C HeM3BeCTHA YecTOTa: JHCNHEN, IPHYHHEHA OT IIOBJMIHATATA nradparma

Cmomawno-ypesnu napyuwenus

MHOro YecTH: XepHus;

Hectu: pasmysaHe Ha KOpeMa H YyBCTBO 33 TBJIHOTA;
Heuectu: nuapuy, sanek




Hapanaseanus, ompasanua u YCI10JCHERUA, GLIHUKHANY € Pe3YAMAM HA UHMEDSeHYUY
YecTn: HapyLIeHus TIpH BIMBAHE W U3THYAHE HA AHATM3HUS Pa3TBOp, GOJIKA B paMoTo.

4.9 Ilpexozmpane
Hsima cbo0IIEHMA 32 CNEIHU CUTYALMH BBB BPB3Ka C Npego3HpaHe.

IIpexoMEpHOTO BIMBaHE Ha OHANU3EH PasTBOP JIECHO Ce JPEHHpPA B NPA3Hus cak. Ako o6ade CMAHATA
Ha CaKOBETE C€ [IPABH TRBPAE YECTO HIH TBBpAe OBP30, MOXKe A4 BE3HHKHAT ChCTOAHHA HA
A€XHIPATalns H/HIIH eJeKTPOIMTEH Archanasc, KOeTo Hanara CrielliHa Jekapeka Hameca. AKO
CMAHaTa Ha CaKOBETe ¢ 3abpaseHa, TPAGBA fa ce NOTHPCH NeKyBaLIUs JIEKap WiH OTrOBOPHHA
AMATTA3CH LEHTHP.

Henpaeunuoro 6anancupane Moxe Aa A0Bele 10 XUIIEP- WIH AEXHAPATALMA H CIEKTPOTHTHH
HAPYLICHUS.

Haii-BeposTHaTa nocieauua or npenosupase ¢ OpusnoCon 4,25% Tirokosa, 1,75 mmol/1 Kanmwii e
AexyapaTanus.

HamaneHOTO npuioskeHHe HIH NpeKbCBaHE Ha JICYEHUETO MOXKE Aa A0BE/E [0 SKHBOTO3acTpalaBama
XHANePXHAApaATALHs C MepU(EepHH OTOLH H ChpAeYHa AeKOMIEHCAIIWA H/HIH APYI'H CHMITOMH Ha
YPEMHA, KOUTO MOKE Jja ca )KMBOTO3aCTPaIllaBaLLH.

T'psidea na ce npwioxat oGLUIONPHETHTE MPaBHAA 3a ClIeUHA NOMOLL M HHTSH3HBHA TEpaIuA.
[laupeHTHT MOZKe Aa ce Hy»aae ot He3aGaBHa XeMOTHAIH3A.

5.  ®APMAKOJIOI'HMYHH CBOHUCTBA
3.1 PapmMakoIHHAMHYHH CROHCTBA

(apMakOTepaneBTHYHA IPyIa: Pa3TBop 3a nepuToHeansa quanu3a
ATC xon: BO5DB

OpranoCon 4,25% Imrokosa, 1,75 mmol/l Kanuii npeacrarassa naxrat Oydephpan, NNOKO30-
CHABPIKALL CJIEKTPOJIHTEH Pa3TBOP, MOKA3aH 3a UHTPANICPHTOHESAITHO IIPHIOKEHHE 34 JIEUEHHE Ha
TepMHUHANTHA 6b0peyHa HEAOCTATEYHOCT OT pas/IHyeH MPOM3X0J Ype3 NPOABPKHTENHA aMOyIaToOpHa
nepuroHeanta auanusa (ITATT]).

XapakTtepHa 0COOEHOCT Ha IPOIb/KUTENHATA aMOylaTOpHa NepUTOHeasHa auamuza (TTATIN) e
MOBEYE HIIM MO-MAJIKO NOCTOAHHOTO HAMHYHE OOUKHOBEHO Ha 2 TUTPa AUATH3EH PasTBOD B
IICPHTOHEAIHATA KYXHHA, KOMTO C€ 3aMeCTBa C MPECEH pPa3TBOp TPH A0 NET ITETH AHEBHO.

OCHOBHHAT NIPHHLKI NpH BCAKA TCXHHKA 34 NICPUTOHEATHA AHATH3A € U3ITOJI3BAHETO Ha IEPUTOHEYMa
KaToO NoAynpoyckinea MemOpana, N03BoNABaIa 0OMsIHA Ha pa3TBOPEHH BELIECTBA M BOAA MEXIY
KPBBTa M AHAJIU3HHA Pa3TBOP 4pe3 AU(PY3HA U KOHBEKLHS CIOpe] TEXHHTE GUBHKO-XHMHYHH
CBOHCTRA.

EnexTpolMTHUAT MpO(HA Ha pa3TBOpA ITO CHINECTEO € CHIUUAT KATO TO3M Ha GH3HOMOrHYHHA CepyM,
BBIIPCKH Y€ € NMPHToeH (Hamp. ChAbpPYKaHHe HA KaJIHif) 3a ynoTpe6a IpM ypeMHYHH MAauHeHTH 34
Tepanua 3a 3amMecTBaHe Ha 6b0peynata GyHKUHA Ype3 UHTPANEPHTOHEAIHO BEIECTRO H OOMAHA HA
TeYHOCTH. BerecTrara, kouto 0GHKHOBEHO Ce €JIHMHHMPAT C yPHHATA, KATO Ypesi, KPeaTHHHH,
Heoprann4yHH ¢ocdaTy, MMKOYHA KHCEIMHA, IPYTH Pa3TBOPEHH BELIECTBA M BOJA, C& OUMCTBAT OT

OpraHM3Ma B JHaNHA3HHA pa3TBOp. ['pabBa Na ce uMa npeaBua, ue JIEKapCTBA CHUIO MOTaT Ja:ce —~ ...
CITHMUHHDAT [IPH AHANTH3a, KOSTO MOXE [a Hajara KOpUrMpaHe Ha Jo3ara. N L

Tpsabra [a ce U3NOI3BAT HHAMBHIAYAIHH NOKA3aTENH (KATO PHCT HA TALIHEHTA, TENE
naboparopHH NoKasaTe/H, ocrarbyHa 6u0peyHa yHkiws, ynrpadwrTpamH), 3a Aa
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203aTa H KOMOHHALIMATA OT HEOOXOMHMUTE Pa3TBOPH C pa3saNYCH OCMOIAPUTET (CBABPKAHUE HA
MIIOKO3a) H KOHLIEHTPALIHH HA KaJIMii, HATprH U kanuuit. EQukacHocTTa Ha TepanusTa TpPAOBa
PCAOBHO N4 C€ TIPOC/IEABA B3 OCHOBA HA Te3H NOKA3aTeM.

PasTeopure 3a nepuroHeanya guanyza ¢ BHcoka KOHLCHTpaUMA Ha rimokosa (2,3% wmi 4,25%) ce
H3MOI3BAT, KOTATO TEJIECHOTO TETJIO € HaJl XKENAHOTO CYXO Terflo. OTHEMAHETO HA TEUHOCT OT
OpPraHH3Ma Ce MOBHIIIABA B 3aBHCHMOCT OT IIIOKO3HATS KOHLCHTPaLHA Ha Pa3TBOpPA 324 NNEPHTOHEATHA
JHANTHA3A.

5.2 (PapMAKOKHHETMYHM CBOHCTBA

[IponyktHTe, KOHTO Ce 3aaLpsKaT B ypHHarTa, KaTo Ypes, KpeaTHHHH ¥ MKOYHA KHCEJIMHa,
HEOpPraHU4HH GOCHaTH H €NEKTPONHTH, KATO HATPHH, KanHH, KaTUHH ¥ MarHesuil, ce OTCTPAHABAT OT
OpraHh3Ma B AHANIM3HHSA pa3TBOp upe3 AHGY3HA H/MITH KOHBEKIHA.

'moko3ara B AWaMH3aTa, H3NOA3BAHA KATO OCMOTHYEH AreHT BB OpuznoCon 4,25% Nmokosa, 1,75
mmol/l Kanuuii ce aGeopbupa Garno, Hamanssaiiky TPaaHeHTa Ha JUPY3HA MEKAY AHATHIHHA
PA3TBOP H €KCTPAUCNTyIapHATA TEUHOCT. Y NTpaduiITpaliiaTa € MAKCHMANIHA B HAYAIOTO Ha BPEMETO
32 NMPECTOH, NOCTHIrAHKKM MaKCHUMallHa CTOHHOCT cien 2 1o 3 yaca, [Ipu no-kecHaTa abcopbums ce
HaOJr0iaBa porpecuBHa 3ary6a ua yarpagunrpar. 60 1o 80% oT rroko3aTa B AHAIH3aTA ce
abcopbupa.

S-nakTaTsT, M3MON3BAH KATO Oydepupail arent, ce abcopbupa MOYTH HATBAHO CJiel] BpeMe Ha
NpecToH 6 vaca. [Ipu natuyenTv ¢ Hopmanua Y€PHOAPOOHA QyHKUMA, S-nakTaTsT ce MeTaboH3Kpa
OBP30, KOETO C€ MPOSBABA C HOPMANHH CTOMHOCTH Ha MEXIUHHHUTE METaOOITUTH.

TpancdepsT Ha KanuHesa Maca 3aBHCH OT KOHUCHTPAUMATA Ha FIIOKO3aTa B IMAM3HHS PA3TBOP,
obema Ha Juanuzara, CEPYMHMA HOHM3UPAH KAl u KOHLICHTpaUMATa Ha KATLHI B JHAJIM3HHL
pa3TBop. KonkoTo no-sucoxa e KOHICHTPAaLHATA Ha TIIOKO3aTa, 00eMBT Ha AHATTH3ATa H CEPYMHATa
KOHUCHTpALUMA Ha HOHH3APaHUS KAILUH B KOJIKOTO € MO-HUCKa KOHLUCHTPAUHATA HA KAJILIHI B
AUAITH3HHA pa3TEOD, TONKOBA NMO-TONAM € TpaH(ePT Ha KaLHIl OT MALMEHTa KbM IHAJIHIATA.

3.3 Ilpexxkauuuune naHuu 3a 6e3zonacHocT
He ca npoBexxpanu npeminHnyuny [IpOy4BaHHA 32 TOKCHYHOCT ¢ @pu3uoCon 4,25% I'mokoza, 1,75

mmol/l Kanmuwii, Ho kHHHYHE npoyuBanma ¢ NogoGHHM Pa3TBOPH 32 MEPHTOHEAIHA THATTH3A HE
MOKa3BaT 3HAYHTENICH PUCK OT TOKCHYHOCT.

6. @®APMAIEBTHYHHU NAHHHU

6.1 CnHcbK Ha HOMOIMHHATE BElECTEA
XJIOpPOBOIOPOAHA KHCETHHA, 25% KOopekuus Ha pH
Hatpres xupapokcua Kopexuus Ha pH
Bona 3a mkekuuu

6.2 HecoBMmecTuMOCTH

[Topanu pucka oT HECBBMECTHMOCT H 3aMbpCABaHe, NCKAPCTBEHU NPOIYKTH MOraT a 66aaT
N00aBAHM CaMo aKo ca TIpeNHCaHy OT nekaps (BX. LU0 Touxa 4.4 B ,, JIobapsue Ha JIEKAPCTRA KBM
Pa3TBOpa 32 epUTOHEATHA JUamH3a™),

0.3 Cpox na rogHocT

2 TOOHHH




6.4 Crneunajnm ycnosus Ha ChXpaHenHe
Ma He ce crxpanssa Han 25°C. J1a He ce ChXpaHsiBa B XJaqHINHHK HIH 3aMpa3sea.
6.5 BuaH chAbpAanHe HA OMAKOBKATA

CHcTema creii celid (stay safe):

CucreMmara creii ceiih ce qocTass karo cHcTeMa ¢ ABOeH CaK, CBCTOALIA C€ OT CaK 3a PasTBopa OT
He-PVC, nanpasen or MHoroniacroro rostHoneduHoBo GoaHo, TprbHa cHeTeMa, HanpapeHa ChIno OT
nonuoneduH, kOHeKTOp 3a crcTeMa (DISC, nonuonedun), ApeHaieH cak ¥ BHLHINEH cak, HarpaseH
CBLIO OT HOJIHONES(PHHOB MHOTOILIACTOB (IIM.

Cuctema cauiin ceiid (sleep safe):

CHcTemata crmiin cefigh ce JocTaBs KaTo CHCTEMA ¢ eTUHMYeH CaK, CbCTOAMIA Ce OT CaK 32 pasTBopa
OT He-PVC, HanpaBeH oT MHOTOIIACTOBO NOJHONeHHHOBO (PONHO, TPEOHA CHCTEMa, KOHEKTOp 3a
CaKa, RANPaBeHH CBIIO OT NONHONEGHH W HHKEKLHOHEH NOPT, HANPABEH OT NoJnONeUH/CHHTETHYHA

TyMa (Kayqyk).

OnaKkoBKH:
CTel ceid (stay safe)
6 caka ot 1500 ml Bcexku
4 caka ot 2000 ml Bcexy
4 caxa ot 2500 ml Bcexnu

CoIHHN ceid (sleep safe)
2 caka ot 5000 ml Bcexu
2 caka ot 6000 m! ecexu

He Bcuuky BrnoBe onakoBku Morar aa GbaaT mycHaTH B nponaxba.
6.6 Chnenuanpnm npegnaznu MEPKM IIPH U3XBLPJIsiHe U paboTa

Hama cneumansu usucksanng 3a H3XBBPJSHE.
Bwxre cblio Touka 4.2 u 4.4,

Crcrema crefi cefidy (stay safe):

§. Hozuums - npomueanre “((” — npunus Ha
MPEeCeH THannM3aT KbM JPeHAXKHUA Cak

(mpuGa. 5 cexynan).
9. [o3uums — pnuBane “*)(” — cBLp3BaHe Ha

I. Ilpoeepere caka Ha pasTeOpa (eTHEKeT,
CPOK Ha FOIHOCT H Ce YBEpeTe, 4e
Pa3TBOPLT € OHCTBP) — OTBOpPETE BHLHIIHATA
OOBMBKA M ONMAKOBKATA HA KANAYKATA 33

Je3UHGEKUMS.

2. TlouncreTe pblueTe cH ¢ aHTHCENTHYEH
PasTROpP.

3. IlocTaBere KOHEKTOpA 33 CHCTEMAaTa
(DISC) B opranaiizepa (oTkaueTe caka 2a
pa3TBOpa OT FOPHHA OTBOP Ha MpoLEna 3a
HHQY3HA — pa3BUItTE IMHEATA “CaK 3a
pa3Teopa-DISC” — nocrasere konekTopa 32
cucremara (DISC) s opraHaizepa — cnen
TOBA MOCTABETE APEHAXKHHA CAK B NOTHNAS
ABbpXa4 Ha npoLena 3a UHPY3Hs).

4. IlocraeTe pasumpenueTo Ha K4aTeTHPa B
opraHaizepa.

5. Hesnngeximpaiite prliere cu 1 crajete
3alMTHATA Kanma4yka oT koHekTopa (DISC).

6.CBBbpaKeTe PA3LIMPEHHETO HA KATETHPA C
koHekTopa (DISC).

7. OTBOpeTe KieMaTa Ha pasiuHpeHHeTO —
MO3HLHA
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[3. IIpoBepete nperupanus

CaKa Ha pa3TBOpa ¢ KareThpa.

10. Mspka 3a 6esonacuocT ~nosuups “((((”

— aBTOMaTH4YHO 3aTBAPAHE HA
PasIHpeHHeTo Ha kateThpa ¢ ITHH.

11. Hskmoypane (oTcTpanere

Pa3lMPEHHETO HA KATETHPA OT
KOHEeKTOpa 3a cucremara DISC) —
38BHHTETE Pa3IIMPEHHETO Ha KATeThpa
KM HOBATa Karlayka 3a Ae3HH(pEKHA.

12. 3arBapane Ha konexTopa (DISC)

3aTBOpeTE KOHEKTOPa C OTBOPEHH Kpaii
Ha 3alHTHATA Kanayka (KosSTo e
MOCTABEHA B JIECHUA OTBOP Ha
oprauaiizepa).

B

U3XBBpIIETE.




“(” — mponexypara Ha U3TUUHAHE 3aN0YBa,
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Cucrema camitn ceii (sleep safe) (3a Harmnacsapane Ha cHeTemaTa CJIHAN Cer(, MO OOBPHETE Ce KBM
MHCTPYKUMHTE H 32 ynoTpeba):

1. Iloaroroska Ha pazTBOpAa

* Ilpoeepere caka na pasreopa (eTHxer, CPOK Ha rOQHOCT, OHCTPOTa Ha pa3TBOPA,
HEHapYIICHA LIA70CT Ha CaKa M BBHINIHATa OGBUBKa).
[locraBere caka BBPXY TBBpPIA MOBBPXHOCT.
OtBopere obBuBKaTa Ha caxa.
HM3MuiiTe pblieTe cH ¢ aHTHCENTHYEH pasTBOp.
IpoBepere mamu pasTBOPBT € GHCTHD H AATH CAKBT HE Teve,
Paseuiite TpnOHata cucTema Ha caka.
Ceanere 3aiuMTHaTa Kanayka.
INocraeere KoHekTOpa B cBOBOHUS OPT Ha CHCTeMAaTa CIUAN ceidd.
Cera cakbT € roToB 3a ynotpe6a che cHeTeMaTa cuiin ceit.

D
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KoraTto nobapsare JACKApPCTBR, H3MON3BANHTE aCeNITHYHA TEXHHUKA, CMeCBaiiTe HATb/IHO H ClTe[l [poBepKa
34 JIATICA HA NOMEBTHABAHE, KOETO MOXE 18 Bb3HHUKHE nopaaH HeCEBMECTHMOCTH, PA3TBOPET 34
NEPHTOHEaNHa AHATTH3a TpAOBa a ¢e M3NON3Ba BeaHAara.

7. IIPETEXATEJI HA PA3PEINIEHHETO 3A YIIOTPEBA

Fresenius Medical Care Deutschland GmbH, 61346 Bad Homburg v.d.H., Germany

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEEA

20130286

9. JATA HA ITBPBOQ PASPENTABAHEMTIONHOBSIBAHE HA PA3PEIIEHHETO 2A
YNIIOTPEBA

01.10.2013

10. JAATA HA AKTYAJIM3UPAHE HA TEKCTA

04.03.2014
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