BiCart® 1190g cartridge

Essential component of a system designed for ultrapure
dialysis fluid to avoid treatment-related inflammation

1e is central to

is fluid delivery system:

A hygienic method of bicarbonate supply
from a dry-concentrate cartridge
Minimizing the risk of contamination and
bacterial growth

Lighter and smaller container, removing
strain associated with lifting heavy canisters
Cleaner, safer disposal after treatment
with cap closure

Less storage space required

Tougher hygienic and ergonomic demands
required an upgraded bicarbonate supply.
With its introduction, the BiCart cartridge set
a new global standard in bicarbonate dialysis.
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/BiEart® 1150g—specifications

General description

The BiCart cartridge is a polypropylene container sodium
bicarbonate which enables on-line production of liquid
bicarbonate concentrate.

When attached to a special holder, water passes through
the BiCart cartridge, thus producing a saturated bicarbonate
solution, ready for use.

This concentrated solution is then proportioned in the dialysis
machine.

113 779 [EU-Pallet]
113 882 (container-pallet]

Product code:

Units per box: b

Specifications
Contents: Each BiCart cartridge contains min.
1150 g of sodium bicarbonate

powder.

Together with a suitable acid
concentrate each BiCart cartridge
will yield enough sedium bicarbonate
solution to produce 300 | of dialysis
fluid with a bicarbonate
concentratian of 34 mmol/L.

Capacity:

Dialysis fluid flow rate

500 ml/min 10h

600 ml/min 8 h 20 min
700 ml/min 7 h 10 min

Duration:

Storing: Store below +40°C.

Shelf life: 24 months from date of

manufacture

Quality control

Quality control as well as manufacturing procedures for

the BiCart cartridge follow the current Good Manufacturing
Practice [GMP] for pharmaceuticals. As well as European and
US legislation for medical devices.

The information may be subject to change without further notice, For further information
and operating instructions, please refer to the operator's manual

( € 00 86 The products meet the applicasle provisions of Annex | [Essential
Requirements] and Annex || [Full quality assurance system) of the Council Directive 93/42/EEC

of 14 June 1993 concerning medical devices.

Gambro and BiCart are trademarks belonging to the Gambro Group.

Gambro Lundia AB

PO Box 10101

SE-220 10 Lund
Sweden

Phone: +46 46 16 90 00
partner@gambro.com

The inspection of components, the process control and finished
product testing are rigorous. All documentation and results
from tests and inspections are checked and reviewed.

Requirements on acid concentrate

The acid concentrate must be designed for use with pure
sodium bicarbonate concentrate and have a dilution ratio

of 1:35 [1+34) or 1:45 (1+44). As an example, Gambro
SoftPac™ can be used. When mixed 1:45 (1+44] this will yield
(mmol/L):

Sodium 103.00
Potassium 2.00
Calcium 1.75
Magnesium 0.50
Chloride 109.50
Acetic acid 3.00

Together with the sodium bicarbonate concentrate from the
BiCart cartridge the final dialysis fluid will have a sodium
concentration of 140 mmol/l and a bicarbonate concentration
of 34 mmol/|, at a normal machine setting.

Water purity

Water for diluting concentrated hemadialysis solutions should
comply with local regulations and if no such regulations are
available follow I1SO 13959.

Top filter (A) { -
A filter, placed in the top of the
BiCart 1150g cartridge, prevents
powder from going backwards up
into the dialysis machine.

Parking lot for cap (B)

Two caps come with the BiCart

1150g cartridge. The caps protect
the connectars during transportation
and by putting them back on the
connectors after a treatment
session, spillage and dripping can

be minimized. During the treatment
session the caps can be placed in the
two parking lots.
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BiCart™ 1150 g kaseté

Pagrindinis sistemos komponentas, padedantis gauti itin $vary dializés skystj ir idvengti su gydymu
susijusio uzdegimo

BiCart sauso koncentrato kaseté yra pagrindinis dializés skyséiy tiekimo sistemos komponentas:

Higieniskas bikarbonato tiekimas i$ sauso koncentrato kasetés

Minimali tarSos ir bakterijy dauginimosi rizika

Lengvesne ir maZesné kaseté, padedanti i$vengti su sunkiy talpykliy kélimu susijusios
fizinés jtampos

Svaresnis ir saugesnis pasalinimas po gydymo. uzdengus dangteliu

UZzima maziau vietos

Grieztesni higieniniai ir ergonominiai reikalavimai leme poreikj tobulinti bikarbonato tiekima.
BiCart tapo pasauliniu bikarbonatinés dializés standartu.

/Logotipas: GAMBRO"/



BiCart® 1150 g specifikacijos

Bendrasis aprasas

BiCart yra natrio bikarbonato pripildyta polipropileno kaseté, suteikianti galimybe atliekant dialize
gaminti skysta bikarbonato koncentrata.

Per BiCart, prijungta prie specialaus laikiklio, teka vanduo ir susidaro paruo$tas naudoti jsotintas
bikarbonato tirpalas.

Sis koncentruotas tirpalas véliau atitinkamais kiekiais naudojamas dializes aparate.

Produkto kodas 113 779 (ES padéklas)
113 882 (kasetes padeklas)
Vienety skaicius dezeje 6
Specifikacijos
Sudetis: kiekvienoje BiCart kasetéje yra maziausiai 1150 g natrio bikarbonato milteliy.

Talpa: kartu su tinkamu ragsties koncentratu i8 Kickvienos BiCarr Kasetés gaunamas natrio
bikarbonato kiekis, kurio pakanka 300 litry 34 mmol/l bikarbonato koncentracijos dializes skys¢io

pagaminti.
Trukme: dializés skyscio tekejimo greitis:
500 ml/min 10 val.
600 ml/min. 8 val. 20 min.
700 ml/min. 7 val. 10 min.
Laikymas: laikykite ne aukstesnéje kaip +40 °C temperatiiroje.

Tinkamumo laikas: 24 ménesiai nuo pagaminimo datos.

Kokybeés kontrolé

BiCart kasetés kokybes kontrolé ir gamybos procediiros atitinka $iuo metu galiojancias vaistiniy
preparaty gerosios gamybos praktikos (GMP) taisykles ir Europos bei JAV teisés akuy.
reglamentuojanciy medicinos prietaisus, reikalavimus.

Cia pateikta informacija gali biiti kei¢iama be perspejimo. Norédami gauti daugiau informacijos ir
naudojimo instrukeijuy. skaitykite vartotojo vadova.

CE 0086 produktai atitinka 1993 m. birzelio 14 d. Europos Tarybos direktyvos 93/42/EEB del
medicinos prietaisy | priede (Esminiai reikalavimai) ir Il priede (VisiSkas kokybes uztikrinimas)
nurodytas salygas.

GAMBRO" ir BiCart® yra .Gambro™ grupei priklausantys prekiy Zenklai.

..Gambro Lundia AB*
PO Box 10101
SE-22010 Lund
Svedija

Tel. +46 46 16 90 00

Komponentai. procesai ir galutiniai produktai yra grieztai tikrinami. Kontroliuojami ir tiriami. Visi
bandvmu ir patikrinimy dokumentai bei rezultatai patikrinami ir perziarimi,



Ragsties koncentrato reikalavimai

Koncentruota rigstis turi bati skirta naudoti su grynu bikarbonato koncentratu, skiedimo santykis
1:35 (1+34) arba 1:45 [1+44]. Pavyzdziui. gali bati naudojamas Gambro SofiPac™. Sumaise
santykiu 1:45 (1+44) gausite (mmol/l):

Natrio 103,00
Kalio 2,00
Kalcio 1,75
Magnio 0,50
Chlorido 109.50
Acetato 3.00

Kartu su koncentruotu natrio bikarbonatu i§ BiCart kasetés galutiniame dializés skystyje natrio
Koncentracija. dirbant jprastu dializés aparato rezimu, bus 140 mmol/l. o bikarbonato koncentracija
- 34 mmol/l.

Vandens Svara
Koncentruotam hemodializés tirpalui skiesti naudojamas vanduo turi atitikti Salyje taikomus
reikalavimus, o jei tokiy reikalavimy néra, reikéty laikytis 1SO 13959,

Virdutinis filtras (A)
Ant BiCart 1150 kasetés viraus uzdétas filtras neleidzia milteliams patekti atgal | dializés aparata.

Dangteliy transportavimo pakuoté (B)

Su BiCart 1150 kasete pateikiami du dangteliai. Dangteliai apsaugo Jjungtis transportuojant, o juos
uzdéjus ant jungCiy po gydymo seanso galima sumazinti kasetés turinio iSsipylimo ir i§laséjimo
tikimybe. Per gydymo seansg dangtelius galima padeti j dvi transportavimo pakuotes.
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