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INSTRUCTION FOR USE
Calcium Line for Prismaflex® - CA 250

Prismatlex® & a trademark of Gambro Lundia A8

Caution!

Read the instructions carefully before using this product.

INTENDED USE
The Calcium Line for Prismaflex is a medical device to be used only with the Prismaflex Control Unit software version 5.0 or later for performing
the “Citrate-calcium via Prismafiex syringe pump” anticoagulation method. Carefully read the Prismafiex Operator's Manual and online screen
instructions. All treatments administered via the Calcium Line for Prismaflex must be prescribed by a physician.

CONTRAINDICATIONS AND ADVERSE REACTIONS
There are no known contraindications or adverse reactions to the use of the Calcium Line for Prismafiex if used as indicated in the intended use
section above.

CAUTIONS AND WARNINGS

1. 30T The lines must be stored in a dry
s place, between 5°C (41°F) and 30°C (86°F).

2.

< p 1
=15~ Do not store in direct sunlight.
AN g

Expiration date of the product is shown on
the packaging.

Do not use an individual unit if package is
damaged.

In order to reduce the risk of disease transmission, the use of
protective clothing (gloves, glasses, masks, etc.) by nurses,
doctors, and other medical staff is recommended when handling
the Calcium Line for Prismafiex.

Before using the Calcium Line for Prismaflex check that all caps
are in place.

The Calcium Line for Prismafiex must be used as soon as the
packaging and the protective caps have been removed.

Before starting, and also during the treatment using Calcium
Line for Prismafiex, ensure that the check valve is in place and
all connections are secure,

The minimum temperature for use is 20°C (68°F).

The Calcium Line for Prismafiex is sterile and non-pyrogenic.
Use an aseptic technique when installing the line and throughout
the treatment.

Make sure the Calcium Line for Prismaflex and the patient's
vascular access are not kinked.

20.

2.

Verify safe operation of the system comprising the Prismaflex
machine, any accessories and the Calcium Line for Prismafiex
during set up.

The safe connection of the Calcium Line for Prismafiex shall be
performed by skilled personnel only or under the supervision of
the medical officer in charge.

Watch carefully for leaks during priming and use.

Al connections must be checked carefully throughout the
treatment to prevent any misconnection, leakage or
disconnection issues that could result in potential patient injuries
such as blood loss, air embolism or fluid imbalance.

During the treatment, it should be regularly checked that the line
is not kinked or obstructed in order to prevent any risk of .
electrolytic imbalance for the patient.

Presence of DEHP in the PVC tube should be taken into special
consideration in the treatment of children who have not yet
reached puberty, pregnant women and nursing mothers because
these patient groups exhibit an increased sensitivity.
Use only drugs compatible with PVC.

The Calcium Line for Prismafiex is

® intended for single use only. Discard it

after use, following local laws and regulations for

potentially contaminated equipment.

The Calcium Line for Prismaflex must not be reused in order to
avoid bacteriological contamination and possible performance
decrease.

Sterility and performance of this device is guaranteed by the
manufacturer only if it is intact and prepared as recommended
for single use only.



OTHER SYMBOLS USED ON THE PRODUCT LABELING

E@ Consult Instructions For Use Manufacturer

The Calcium Line for Prismaflex is sterilized by
irradiation

ﬂ Date of Manufacture Catalogue number
sTenLER|

LOT Bafch code

The material used for the manufacture of this

@nsup specific medical device contains Di-Z-ethyl hexyl CTl | e product dossnt contein lefoxrits
phthalate (DEHP) :
T Keep dry ! Fragile, handle with care

INSTRUCTIONS FOR USE AND RECOMMENDATIONS

Use the Calcium Line for Prismaflex by following the detailed on-line instructions provided by the Prismaflex Control Unit.
Additional information is available in the Prismafiex Operator's Manual.

a) Unpack and remove the protective caps

b) Follow online-instructions on the Prismaflex screen for the following steps:
+ Connection of the line to the Prismaflex syringe
» Automatic priming of the line by the Prismafiex system
+ Connection of the line to the patient

c) Remove eventual air bubbles before use

Please refer to Prismaflex Operator's Manual for more information on the “Citrate-calcium via Prismafiex syringe pump”
anticoagulation method and calcium infusion.

SPECIFICATIONS
{1} Line: The Calcium Line for Prismaflex is compliant with the (3) Check valve is compliant with the applicable parts of the
applicable parts of the DIN EN ISO 8536 standard, DIN EN SO 8536 standard.
. Pump line 1O 8536-9-SPL- P (4) Slide clamp
« Length: 2500 mm (5) *Calcium” tags
* Inner diameter: 0.5 mm .
« Storage volume at 40°C (104°F): 0.7 mL The materials in direct or indirect contact with blood are: Acrylonitrile
(2) Luer-fock connectors: Both male Luer and female Luer-lock Butadiene Styrene (ABS). high and low density polyethylene (HDPE,
connectors comply with the following standards: EN 20594-1 LDPE), plasticized Polyvinyichloride (PVC), Styrene Acrylonitrile
and EN 1707, {SAN), silicone.

WARRANTY AND LIMITATION OF LIABILITY
a) The manufacturer, Medizintechnik Promedt GmbH, warrants that d) The manufacturer shall not be liable for any misuse, improper

the lines have been manufactured in accordance with their handling, non compliance with warnings and instructions, damage
specifications and in compliance with DIN EN IS0 13485, and other arising from events after the manufacturer's release of the lines,
regulatory requirements. failure or omission to inspect the lines before use in order to insure
b) Medizintechnik Promect GmbH Quality system is working in that they are in proper condition, or any warranty given by
accordance with DIN EN 1SO 13485 as it is assessed by the independent distributors or dealers.
Notified Body MEDCERT. ) The manufacturer is Medizintechnik Promedt GmbH, Kleiner
¢) The manufacturer shall not be held responsible for failure to use Moorweq 4, 25436 Tornesch, Germany.
the lines with the dialysis machines they have been specifically
designed for, c €°“"

Sponsor for Australia: Gambro Pty Ltd, Suite 2, Level 4, 62 Norwest Blvd, Baulkham Hills NSW 2153, Australia,
DRAWING OF THE LINE

{2} Luerdock connectors
{1) Line
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E‘,\@J Slide clamp

(5) “Calcium” tags

(3) Check valve
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Kalcio linija Prismaflex™ — CA 250

Prismaflex” yra ..Gambro Lundia AB™ priklausantis prekés Zenklas.

Naudojimo instrukcijos 3
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Naudojimo instrukcijos
Kalcio linija Prismaflex”-CA 250
Prismaflex” yra ..Gambro Lundia AB™ priklausantis prekes zenklas.

Perspéjimas!
Pries naudodami produkta atidziai perskaitykite $ias instrukcijas.

NAUDOJIMO PASKIRTIS

Prismaflex kalcio linija yra medicininis prietaisas, kuris gali btiti naudojamas tik su Prismaflex 5.0
ar vélesne kontrolinio bloko kompiuterinés programos versija darbui citrato Kalcio per Prismaflex
SvirkSto siurblj antikoaguliacijos metodu. AtidZiai perskaitykite Prismaflex naudotojo vadovg ir
nuorodas, pateikiamas ekrane vykstant procesui. Prismaflex kalcio linija teikiama gydyma turi
iSrasyti gydytojas.

KONTRAINDIKACHOS IR NEPAGEIDAUJAMOS REAKCIJOS
Jokiy zinomy Prismaflex kalcio linijos naudojimo kontraindikacijy ar nepageidaujamy reakcijy
nera, jei prietaisas naudojimas pagal paskirtj.

ATSARGUMO PIEMONES IR PERSPEJIIMA]

s L

Linija turi bati laikoma sausoje vietoje. nuo 5 °C (41 °F) iki 30 °C (86 °F) temperatiiroje.
NelaikyKkite tiesiogingje saules $viesoje.

Produkto galiojimo laikas nurodytas ant pakuotés.

Nenaudokite prietaiso, jei pazeista pakuoté.

Norint sumazinti ligos perdavimo rizika, slaugytojams, gydytojams ir kitam medicinos
personalui dirbant su Prismaflex kalcio linija retkomenduojama naudoti apsaugines
priemones (pirstines, akinius, kaukes ir kt.).

Pries naudodami Prismaflex Kalcio linija patikrinkite, ar savo vietose visi dangteliai.
Prismaflex kalcio linija turi bati naudojama iskart, kai tik atidaroma pakuoté ir nuimami
dangteliai.

Prie§ pradédami naudoti ir gydydami uztikrinkite, kad visi apsauginiai voZtuvai biity savo
vietose, 0 jungtys patikimai sujungtos.

Minimali prietaiso naudojimo temperatira yra 20 °C (68 °F).

Prismaflex Kalcio linija yra sterili ir nepirogeniska (nesukelia kars¢iavimo). [rengdami linija

ir evdydami laikyKites aseptikos taisvkliu.

- Patikrinkite, ar Prismaflex kalcio linija ir paciento kraujagyslés nesulinkusios.
. Irengdami pasirtipinkite, kad sistema, susidedanti i$ Prismaflex aparato, priedy ir Prismaflex

kalcio linijos, veikty saugiai.

. Prismaflex kalcio linijg gali saugiai prijungti tik jgudes personalas arba personalas,

priziirimas atsakingo medicinos darbuotojo.

. Pripildydami ir naudodami atidziai stebékite. ar néra nuotékio.
. Per visg gydymo procesa turi bati atidziai stebimos visos jungtys, siekiant i§vengti

netinkamo sujungimo, nuotékiy ar atsijungimo, galin¢iy sukelti zalg pacientui, pavyzdziui,
kraujo netekima, oro embolijg ar skys¢iy pusiausvyros sutrikimus.

. Siekiant iSvengti paciento elektrolity pusiausvyros sutrikimy rizikos, gydant turi biti

reguliariai tikrinama, ar linija nesulinkusi ar neuzsikimsusi.

AJei PVC vamzdelyje vra DEHP. tokie vamzdeliai turi biiti vpa¢ atsargiai naudojami vaikams

iki brendimo laikotarpio. nés¢ioms ir zindanc¢ioms moterims. nes $iy grupiy pacientai yra

Jautresni.
. Naudokite tik tuos vaistus. Kurie gali bati naudojami su PVC.



19. Prismaflex kalcio linija yra vienkartine. Po naudojimo ja iSmeskite. remdamiesi Salyje
galiojanc¢iomis taisyklemis ir teises aktais. kuriais reguliuojamas galin€iy bati uztersty
prietaisy iSmetimas.

20. Siekiant idvengti bakterinés tar3os ir nepakankamo efektyvumo, Prismaflex kalcio linijos
negalima naudoti pakartotinai.

21. Sio prietaiso sterilumg ir tinkamg darba gali garantuoti tik gamintojas ir tik tuomet, jei
prietaisas nepazeistas ir pagal rekomendacijas paruostas naudoti vieng kartg.



KITI ZENKLINANT PRODUKTA NAUDOJAMI SIMBOLIAI

Skaitykite naudojimo instrukcijas

Pagaminimo data

Serijos numeris

Gaminant §j specifinj medicinos prietaisa naudotas di-2-etilo heksilo ftalatas (DEHP)
Laikykite sausoje vietoje

Gamintojas

Katalogo numeris

Prismaflex kalcio linija sterilizuota radiacijos bidu
Produktas neturi latekso ar jo dariniy

Trapus, naudokite atsargiai

NAUDOJIMO INSTRUKCIJOS IR REKOMENDACIHOS

Prismaflex Kalcio linija naudokite pagal vykstant procesui Prismaflex kontroliniame bloke
pateikiamas issamias instrukcijas. Papildomos informacijos galima rasti Prismaflex naudotojo
vadove,

a) ISpakuokite ir nuimkite apsauginius dangtelius.

b) Laikykités per Prismaflex procesa Siais etapais pateikiamy instrukcijy:
linijos prijungimas prie Prismaflex Svirksto;

automatinis linijos pripildymas, atlickamas Prismaflex sistemos;

linijos prijungimas prie paciento.

¢) Pries naudodami pasalinkite susidariusius oro burbuliukus.

Norédami gauti daugiau informacijos apie citrato kalcio per Prismaflex 3virksto siurblj
antikoaguliacijos metoda ir kalcio infuzija, skaitykite Prismaflex naudotojo vadova.

SPECIFIKACHIOS
1) Linija: Prismaflex kalcio linija atitinka taikytinas DIN EN ISO 8536 standarto dalis.
Siurblio linija 1ISO 8536-9-SPL-P
llgis: 2500 mm
Vidinis skersmuo: 0.59 mm
Laikymo taris. kai temperattira 40 °C (104 °F): 0.7 ml
2) Luer-Lock jungtys: ir lizding. ir Kistukine Luer-Lock jungtys atitinka EN 20594-1 ir
EN 1701 standartus.

3) Patikrinkite, ar voztuvas atitinka taikytinas DIN EN [SO 8536 standarto dalis.

4) Slankioji verzle.

5) Kalcio antgaliai.

Tiesiogiai ar netiesiogiai su krauju kontaktuojan¢ios medziagos: akrilo nitrilo butadieno stirenas
(ABS), mazo ir didelio tankio polietilenas (HDPE, LDPE). plastifikuotas polivinilchloridas

(PVC). stireno akrilo nitrilas (SAN). silikonas.

GARANTIJA IR ATSAKOMYBES APRIBOJIMALI



a)

¢)
d)

¢)

Gamintojas. ..Medizintechnik Promedt GmbH", garantuoja, kad pagamintos linijos atitinka
specifikacijas ir DIN EN ISO 13485 bei kitus reguliuojan¢ius teisés aktus.

.Medizintechnik Promedt GmbH™ kokybés uztikrinimo sistema atitinka DIN EN [SO
13485, tai jvertino atsakingoji institucija MEDCERT.

Gamintojas neatsako uz linijos naudojima su $iai linijai neskirtais dializes aparatais.
Gamintojas neatsako uz netinkama naudojima ar netinkama elgesj su prietaisu, perspéjimy ir
atsargumo priemoniy nesilaikyma. zala, kuri padaroma linijoms po pagaminimo ir i$leidimo,
uz linijy netikrinimg ar netinkama tikrinima prie$ naudojima, siekiant uztikrinti tinkama
biiklg, arba atsakomybe, kurig prisiima nepriklausomi platintojai ar prekiautojai.

Gamintojas yra ..Medizintechnik Promedt GmbH*, Kleiner Moorweg 4, 25436 Tornesch,
Vokietija.

Reémejas Australijoje: ..Gambro Pty Ltd™, Suite 2, Level 4, 62 Norwest Blvd, Baulkham Hills NSW
2153, Australija.

LINIJOS BREZINYS

3 Apsauginis voztuvas 2 Luer-Lock jungtys
| Linija

4 Slankioji verzle

5 Kalcio antgaliai

AS, vertéjas (-a) (;#{4/%74“’4

eSU susipaZings (-us) su LR BK 235 straipenits. ke
psniu, kuriame

nustatyta baudZiamo tsakomybé u neteisinga vertima,







