BiCart™ 720g cartridge

Essential component of a system designed for ultrapure
dialysis fluid to avoid treatment-related inflammation
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The BiCart cartridge is central to the dialysis fluid delivery system:

« A hygienic method of bicarbonate supply from a dry-concentrate cartridge

« Eliminating the risk of contamination and bacterial growth

« Lighter and smaller container, removing strain associated with lifting heavy canisters
Cap closure for cleaner post-treatment environment
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.




BiCart” 720g—specifications

General description

The BiCart cartridge is a polypropylene column containing
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.

Product code: 109 183 [EU-pallet)
109 733 [container-pallet]
Units per box: 10

Specifications
Contents: Each BiCart cartridge contains

720 g of sodium bicarbonate
powder (USP and Eur. Ph. grade)

Capacity: Together with a suitable acid
concentrate each BiCart
cartridge will yield enough
sodium bicarbonate solution to
produce 200 | of dialysis fluid
with a bicarbonate concentration
of 34 mmol/l

Duration: Dialysis fluid flow rate:
500 ml/min 6 h 45 min
700 mU/min 4 h 50 min

Storing: Store below +40°C
Shelf life: Please refer to product label
and box

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

The information herein may be subject to change without further naotice
For more infermation and operating instructions, please refer to the operator's manual.

c € 0086 The products meet the applicable provisions of Annex | [Essential
Requirements) and Annex |l [Full guality assurance system] of the Council Directive
93/42/EEC of 14 June 1993 concerning medical devices

Gambro® is a registered trademark of Gambro Lundia AB.

BiCart® is a trademark of Gambro, registered in the United States and in other countries.

Gambro Lundia AB

PO Box 10101
SE-22010 Lund
Sweden

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

Requirements on acid concentrate

The acid concentrate must be designed for use with pure
bicarbonate concentrate and have a dilution ratio of 1:35
[1+34) or 1:45 [1+44). As an example, Gambro concentrate
204 can be used. When mixed 1:35 (1+34]) the result is
[mmol/U:

Sodium 103.00
Potassium 2.00
Calcium 1.75
Magnesium 0.50
Chloride 109.50
Acetate 3.00

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

Water purity

Water for diluting concentrated hemodialysis solutions
should comply with local regulations and if no such
regulations are available follow ISO 13959.
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BiCart™ 720 g kaseté

Pagrindinis sistemos komponentas. padedantis gauti itin Svary dializés skystj ir iSvengti su gydymu
susijusio uzdegimo

BiCart kaseté yra pagrindinis dializes skys¢iy tiekimo sistemos komponentas:

Higieniskas bikarbonato tiekimas i3 sauso koncentrato kasetés

Jokios uzterStumo ir bakterijy dauginimosi rizikos

Lengvesné ir mazesné kaseté. padedanti iSvengti su sunkiy talpykliy kélimu susijusios
fizines jtampos

Dangtelis, padedantis palaikyti $varesng aplinka po gydymo

Uzima maziau vietos

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

[Logotipas: GAMBRO"/



BiCart® 720 g specifikacijos

Bendrasis aprasas

BiCart yra natrio bikarbonato pripildyta polipropileno kasete. suteikianti galimybe atliekant dialize
gaminti skystg bikarbonato koncentratg.

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

Sis koncentruotas tirpalas véliau atitinkamais kiekiais naudojamas dializés

aparate.
Produkto kodas 109 183 (ES padeklas)
109 733 (kasetes padéklas)
Vienety skaicius dezéje 10
Specifikacija
Sudetis: Kiekvienoje BiCart kaseteje yra 720 g natrio bikarbonato milteliy (atitinkan¢iy JAV

farmakopejos (USP) ir Europos farmakopgjos reikalavimus).
Talpa: kartu su tinkama Kkoncentruota rtgstimi i kiekvienos BiCart Kkasetés gaunamas natrio
bikarbonato kiekis, kurio pakanka 200 litry 34 mmol/l bikarbonato koncentracijos dializés skys¢io

pagaminti.
Trukme: dializes skys¢io tekéjimo greitis:
500 ml/min 6 val. 45 min.
700 ml/min. 4 val. 50 min.
Laikymas: laikykite ne aukstesnéje kaip +40 °C temperatiiroje.

Tinkamumo laikas:  tinkamumo laikas nurodytas ant produkto etiketés ir dézutés.

Kokybes kontrolé

BiCart Kokybés kontrole ir gamybos procediiros atitinka $iuo metu galiojan¢ias vaistiniy preparaty
gerosios gamybos praktikos (GMP) taisykles ir Europos bei JAV teisés akty, reglamentuojanciy
medicinos prietaisus, reikalavimus.

Komponentai, procesai ir galutiniai produktai yra grieztai tikrinami, kontroliuojami ir tiriami. Visi
bandymy ir patikrinimy dokumentai bei rezultatai patikrinami ir perzitirimi.

Cia pateikta informacija gali buti keic¢iama be perspéjimo. Noredami gauti daugiau informacijos ir
naudojimo instrukcijy. skaitykite vartotojo vadova.

CE 0086 produktai atitinka 1993 m. birzelio 14 d. Europos Tarybos direktyvos 93/42/EEB dél
medicinos prietaisy | priede (Esminiai reikalavimai) ir Il priede (Visi$kas kokybeés uztikrinimas)
nurodytas sglygas.

GAMB;_‘?OE yra registruotasis .,Gambro Lundia AB* prekés Zenklas.
BiCart® yra ..Gambro™ prekés zenklas, registruotas Jungtinése Valstijose ir kitose salyse.

/Logotipas: GAMBRO® Renal products/
..Gambro Lundia AB™

PO Box 10101
SE-22010 Lund



Svedija

Tel. +46 46 16 90 00
partneria gambro.com
www.cambro.com

Ragsties koncentrato reikalavimai

Koncentruota riigdtis turi biiti skirta naudoti su grynu bikarbonato koncentratu, skiedimo santykis
1:35 (1+34) arba 1:45 [1+44]. Pavyzdziui, gali biiti naudojamas Gambro koncentratas 204. Sumaise
santykiu 1:35 (1434) gausite (mmol/l):

Natrio 103,00
Kalio 2.00
Kalcio 1,75
Magnio 0,50
Chlorido 109,50
Acelato 3.00

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

Vandens $vara
Koncentruotiems hemodializés tirpalams skiesti naudojamas vanduo turi atitikti 3alyje taikomus
reikalavimus, o jei tokiy reikalavimy néra, reikéty laikytis ISO 13959.
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