balance 4.25% Glucose, 1.25 mmol/l Calcium
stayesafe

2000 m I/M" Balance 4.25% glukoze,

1.25 mmol/I kalcijuma

C 2+ 1 25 mmol/l/ Rastvor za peritonealnu dijalizu
d . MMOJIb/TI
N . 134 mmol/l/ 1 litar rastvora pripremljenog za upotrebu sadrzi:
d MMOJIB/N Kalcijum-hlorid, dihidrat 0,1838 g
24 mmol/l/  Natrijum-hlorid 56409
Mg 0.5 MMONb/ 1 Natrijum (S)-laktat rastvor 7,859
I/1/
—_ mmo i R
Cl 100.5 yyonyy  Netrium (8)-laktal , (3925 9)
mmoll/ Magnezijum-hlorid, heksahidrat 0,1017 g
Gluc. 235.8 \monn/n  Glukoza, monohidrat 46,75 ¢
pH ~7.0 (Glukoza, bezvodna) 42,509

Voda za injekcije, hlorovodoni¢na kiselina,
natrijum-hidroksid, natrijum-hidrogenkarbonat

(S)-Laktat/(S)-laktat /(C)-JNaktat / (S)-Jlaktat /
(S)-Lactate: 35 mmol/l/Mmonb/n

2+, . . . 2+, .
Teorijska osmolarnost/Teor. osmolar./ Teop. Ca_l 11,25 mmoI/Ll, Na+..134 mmol/L; Mg™*: 0,5 mmol/L;
ocmonap. /Teop. ocmonsip. /Teoper. ocmon./ <l 100.5 mmO/L; Gluk.: 2358 mmol/L. pH ~ 7.0

Theor. osmolar.; 509 mosm(mOsm)/l/mOcm/n Kesa sa dva odeljka
Sterilno i bez prisustva bakterijskih endotoksina. Ne koristiti ako
A\ 4

FRESENIUS rastvor nije bistar i ako je pakovanje o3teceno. Lek je namenjen

za intraperitonealnu upotrebu. Rastvor ne sme da se koristi za
v MEDICAL CARE intravensku infuziju. Koristiti po uputstvu lekara. Za jednokratnu

JlaTa npouasoacTea/ upotrebu. Sav neupotrebljeni ostatak rastvora se mora baciti. Ne
[laTa BUpoGHMLTEA / Cuvati na temperaturi ispod 4 °C. Ne koristiti pre me$anja oba
date of manufacturing: rastvora. Rok upotrebe nakon otvaranja i meSanja: upotrebiti

odmah. Hemijska i fizicka stabilnost tokom upotrebe pokazana je

Vazi do/Pok Ha

Tpaetbe /Cpok za 24 sata na temperaturi na 20 °C. Pre primene leka procitati
ropHocTv /Mpupathuin - Prilozeno Uputstvo za lek. Cuvati van vidokruga i domaSaja dece.
no/EXP: Nosilac dozvole:

Broj serije/Cepuja/  FRESENIUS MEDICAL CARE SRBIJA D.0.0. VRSAC,
Cepusi/Cepisi/Lot: Beogradski put bb, Vrsac.

0791517/03

Ref F00008378

balance 4,25% glukoze
1,25 mmol/l kalcija
otopina za peritonealnu dijalizu

1 | otopine pripremljene za upotrebu sadrzi:

@O

banasc 4,25% rnykosa,
1,25 mmol/l kanumym
PacTBop 3a nepuToHeanHa Avjannsa

1 Jlutap pacTBop NOAroTBEH 3a ynoTpeda Coapxi:

Kalcijev hlorid dihidrat 0,1838 g Kanuuym xnopua amxuapar 0,1838 g
Natrijev hlorid 5,640 g Harpuym xnopug 5,640 9
Otopina natrijevog (S)-laktata 7,859 PacTBop Ha HaTpuym (C)-nakrar 7,859
(natrijev (S)-laktat) (3,925 @) (Hatpuym (C)-nakrar) (3,925 g)
Magnezijev hlorid MarHesnym xnopug,

heksahidrat 0,1017 g xekcaxugpar 0,1017 g
Glukoza monohidrat 46,759 [nyko3a MoHoxuapar 46,759
(bezvodna glukoza) (42,59) (rnyko3a 6e3B0aHa) (42,59

Voda za injekcije, hloridna kiselina, natrijev hidroksid,
natrijev hidrogenkarbonat

Bozna 3a MHJEKLM, XTI0POBOAOPOAHA KNCENMHA,
HaTPIYM XMZPOKCHA, HATPUYM XMAPOreH KapeoHaT

Ca®*: 1,25 mmol/; Na*: 134 mmol/l; Mg®*: 0,5 mmol/i;
CI=:100,5 mmol/l; gluk.: 235,8 mmol/l. pH = 7,0

Ca®*: 1,25 mmol/; Na*: 134 mmol/l; Mg?*: 0,5 mmol/l:
Cl=:100,5 mmol/l; Myk.: 235,8 mmol/l. pH = 7,0

vreéa sa dvije komore

[lBokOoMOpHa Keca

Sterilno i slobodno od bakterijskih endotoksina. Nemojte
koristiti ukoliko otopina nije bistra, a spremnik oStecen.
Samo za upotrebu u trbusnu Supljinu. Otopinu
nemojte koristiti za intravenoznu infuziju. Koristiti prema
uputama Vaseg ljekara. Samo za jednokratnu upotrebu.
Sav neupotrebljeni ostatak otopine treba baciti. Nemojte
Cuvati na temperaturi ispod 4 °C. Nemojte koristiti prije
nego su obje otopine izmjeSane. Otopina pripremljena
za upotrebu mora se upotrijebiti unutar 24 h nakon
mjeSanja. ProCitajte uputu o lijeku prije upotrebe. Drzati
izvan pogleda i dohvata djece.

Nositelj odobrenja u BiH:

Fresenius Medical Care BH d.0.0. Sarajevo, Zmaja od
Bosne 7-7A, Sarajevo, BiH. Lijek se primjenjuje u
zdravstvenoj ustanovi sekundarnog ili tercijarnog nivoa.
Broj rieSenja: 04-07.3-2-5343/20 od 22.12.2020.

CTepunHo 1 6e3 6aKTepuUCKM eHAOTOKCUHW. [la ce
ynoTpeby camo ako pacTBOPOT e 61CTap U NaKyBakbeTo €
HeoLUTeTeHo. Camo 3a MHTpanepuToHeasHa ynotpeoa.
PacTBopoT He Tpeba Ja ce ynotpedysa 3a WHTPaBEHCKA
MHAy3uja. YnotpebysajTe crnopes UHCTPYKLNMTE Ha
nekapot. Camo 3a eHoKpaTHa ynoTpeoba.
HeynoTpebeHnTe KoNnymHM pacTBop Tpeba fAa ce
oTcTpaHar. [la He ce vysa Ha Temnepartypa nog 4 °C. He
ynoTpe6yBajTe npep ABara pacTeopa a ce
n3meLuaar. [ToAroTBeHKOT pacTBOp Tpeba fa ce
ynoTpedu BO POk 0f, 24 yaca no MeLLareTo. MpoynTtajte
ro BHATPELUHOTO YnaTcTBO Npef ynotpeba. [la ce YyBa Ha
MecTa HeBI/IMBM M HELOCTAMHM 33 fela.

HocuTen Ha 0f106peHe 3a CTaBarbe Ha NeK BO MPOMET:
NHTepkom 00 yBo3 13803 Ckonije, yn. Posa Jlykcembypr
6p. 6/1-21M0, 1000 Ckonije, P. CeepHa MakegoHuja.
JlexoT ce npymeHyBa camo BO 3[paBCTBEHA YCTAHOBA.
bpoj Ha 0j06peHme 3a CTaBarbe Ha NieK BO MPOMET:
11-3428/1. ATC: B05DB




0791517/03  balance 4.25% Glucose 1.25 mmol/I Calcium 2000 ml stay.safe SRB/BiH/MK/BY/UA/GB(AP) (Ref FO0008378)

bananc 4,25% rnoko3bl,

1,25 MMOb/N Kanbuys

PaCTBOp ONa NepUTOHEANbHOro0 Anann3a

1 JINTP rOTOBOro K NCNONb30BaHWIO pacTeopa

banarc 4,25% rnoKo3un

1,25 MMONb/N KanbLijo

Po3uunH anst neputoHeansHoro fianiay

1 NiTp roTOBOrO 10 BUKOPUCTAHHS PO3UMHY

COAEPKNT: MIiCTWTb:

Kanbuus xnopupg aurugpar 0,1838 r KanbLuito xnopugy aurigpary 0,1838 g (r)
Hatpus xnopug, 5,640 r Harpito xnopuay 5,640 (1)
Hatpusg (S)-nakrata pacTteop 7,851 Hartpito (S)-nakraty po3inHy 7859
(HaTpus (S)-naxrar) (3,9251) (Hatpito (S)-naxrary) (3,925 g ()
MarHus xnopuz, rekcarmapar 0,1017 r Marito xnopuay rexcarigparty 0,1017g ()
[MtoKo3a MoHormapat 46,75 [NHOKO3K MOHoriapaty 46,759 ()
(rnoko3a 6e3B0/Has) (42,5T1) (rnoKo3n 6e3B0AHOI) 42,59 ()

Bona ans MHbEKLMIA, XNOPMCTOBOAOPOAHAS KUCNOTA,
HaTpUs TMAPOKCIA, HATPNS TMaPOKapOoHaT

Bona ans iH'eKLi, K1CNOTa XNOPUCTOBOAHERA,
HaTpito riapoKeua, HaTpito rigpokapboHar

Ca2*: 1,25 mmonb/n; Na*: 134 mmons/n;
l\/IgZ+: 0,5 mmonb/n; CI™: 100,5 Mmons/n;
Miokosa: 235,8 mmons/n. pH =~ 7,0

Ca%*: 1,25 mmol/l (Mmonb/n); Na*: 134 mmol/l (Mmons/n);

Mg 20,5 mmol/! (Mmons/n); CI™: 100,5 mmol/l (Mmonb/n);

Gluc.: 235,8 mmol/l (vmonb/n). pH =~ 7,0

[IByxKamepHbIin MELLIOK

[J1BOKamepHMit MiLLIOK cTevecelih

CTepunbHO. He conepxut bakTepuanbHble
3H[OTOKCMHBI. VICnonb30BaTh TONMBKO ECAN PacTBOP
YMCTbIA 11 KOHTEIHEP He MoBpeX/eH. ns
MHTPanepuTOHeaNbHOro UCNONb30BaHUS.
PacTBop He JOMKEH NPUMEHATLCS BHYTPUBEHHO.
/Acnonb3oBaTh B COOTBETCTBIW C MPeANMCaHNSMM
neyalLero Bpaya. s 0HOKPATHOro NPUMEHEHNS.
Bce Hencnonb3oBaHHble KOMMYECTBa pacTBopa
TIOMKHbI BbITb YHUYTOXEHBI. XpaHUTb Npi
Temnepatype He HUXe 4 °C. He ucnonb3oBatb
pacTBOpbl U3 ABYX Kamep 663 CMeLIUBaHuS.
[OTOBBIN K MCMONb30BaHNIO PACTBOP [OMKEH OblTh
1CMONB30BAH B TeYeHWe 24 4acos nocne
CMeLLMBaHWS. [poynTaiTe NHCTPYKLMIO Neper
11CMONb30BaHNEM PAcTBOPa. XpaHuUThb B
HeNOCTYMHOM Ans AeTel MecTe.

Bnazieney| perucTpaumoHHoro YA0CTOBEPEHMS:
®pe3eHnyc Meaukan Kea [oiunang mox,
Inb3e-Kpenep-LLTpacce 1,

61352 bag Xombypr B.4.X., lepmanus

CTepunbHWiA Ta BiNbHWIA Bif, 6aKTepianbHUX eHAOTOKCUHIB.
BukopucToByBaTy, MMLLE SKLLO PO3YMH MPO30pUiA, a
KOHTEIHEP He NoLKomKeHuiA. Tinbku ans
iHTpanepuTOHeanbHOro BBEAEHHS. PO34mH He cnif
3aCTOCOBYBATM BHYTPILLHBOBEHHO. BUKOPMCTOBYBATM Y
BiANOBIAHOCTI 40 NPWU3HAYEHH: Nikaps. Tinbku ans
0[1HOPa30BOr0 BUKOPUCTAHHS. HEBMKOPUCTAHI 3aNNLUKK
pO34mMHy chin, yTunisyBaty. 36epirati Npu TemnepaTypi He
Hk4e 4 °C. He BUKOPUCTOBYBATM PO34MHUN 3 ABOX
Kamep 6e3 3miLuyBaHHs. [0TOBIIA PO34IH MOBWHEH GyTH
BUKOPUCTaHWA NPOTArOM 24 roayH nicas 3MilLyBaHHs.
lepes 3acToCyBaHHSM NiKapCbKOro 3acoby YBaXXHO

03HANOMTECS 3 IHCTPYKLIEK ANt MEAUYHOMO 3aCTOCYBAHHS.

36epirati B HELOCTYMHOMY AN AiTelt MiCLi.

BnacHwK TopriBesibHOi MapKu:

®peseHiyc Meavkan Kep Joiunang mox,
Enb3e-KpboHep-wTp. 1, 61352 bag Xombypr B.4.X.,
HimeuyunHa. Anpeca npefcTasHuLTBa: TOB «DpeseHiyc
Menukan Kep Ykpaina», Byn. bopucninscbka, 9,

M. Kuig, 02099, YkpaiHa. Kateropis Bignycky: 3a
peuenTom. P Ne: UA/18020/01/01.

HOWMAD RSP
balance 4.25% glucose,
1.25 mmol/l calcium

Solution for peritoneal dialysis

"B ER/UHR " I RS REENTR
4.25% EENE,
1.25 mmol/L §5

1 litre of ready-to-use solution contains:

Calcium chloride dihydrate 0.1838 g
Sodium chloride 5.640 g
Sodium (§)-lactate solution 7.85¢
(sodium (S)-lactate) (3.925 g
Magnesium chloride hexahydrate 01017 ¢
Glucose monohydrate 46.75¢
(anhydrous glucose) (4259

Water for injections, hydrochloric acid, sodium hydroxide,
sodium hydrogen carbonate

Ca®*:1.25 mmol/l; Na*: 134 mmol/l; Mg2*+: 0.5 mmol/!;
CI™:100.5 mmol/l; Gluc.: 235.8 mmol/l. pH = 7.0
Double chamber bag

Sterile and free from bacterial endotoxins. Do not use unless solution is clear and container undamaged. For
intraperitoneal use only. Solution is not to be used for intravenous infusion. Use as directed by your doctor.
For single use only. Any unused portion of the solution is to be discarded. Do not store below 4 °C. Do not
use before the two solutions have been mixed. The ready-to-use solution must be used within 24 hours
after mixing. Read the package leaflet before use. Keep out of the sight and reach of children.

HK: Prescription Drug Ji& /7 44 G708 i st r A7 IR BB R4 LR o HK-51726.

MAL: Fresenius Medical Care Malaysia Sdn Bhd, Second Floor, Axis Technology Centre, Lot 13,

Jalan 51A/225 46100 Petaling Jaya Malaysia. Jauhkan dari kanak-kanak!

Controlled Medicine /Ubat Terkawal. MAL09011451AZ.

RC: AZE[R e BEATAIA. 0. SEARTLTIRERMARA .

ke b R IS8R T, IRTS RS 0800-288258.

T B 2l 7 28024921 9%

SGP: Fresenius Medical Care Singapore Pte Ltd. SIN13264P.

Proizvodac/ lMNpouasoauTen/ Mpouasoautens/ Buupo6Huk/ Manufacturer:

Fresenius Medical Care Deutschland GmbH, Frankfurter Str. 6-8, 66606 St. Wendel,
Nemacka/Njemacka/Germany.

®pesennyc Meaukan Kea Jloinunang voX, ®pankdyprep LTp. 6-8, 66606 CaHKT-BeHaenb, lfepmanus.
®peseniyc Meaunkan Kep Jonunang Im6X, dpaxkdyprep wrp. 6-8, 66606 Ct. BeHpenb, HimeyunHa.
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