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Blood warmer connection (blue)
Connexion réchauffeur sang (bleue)
Blutwdrmeranschluss (blau)
Conexion del calentador de sangre (azul)
Collegamento del riscaldatore ematico (blu)
Anslutning fér blodvarmare (bla)
Aansluiting bloedverwarmer (blauw)
Conexao para aquecedor de sangue (azul)
Blodvarmerkobling (bla)
Blodvarmertilslutning (bl3)
Verenlammittimen liitdnta (sininen)
Zlacze podgrzewacza krwi (niebieskie)
Kan isiticisi baglantisi (mavi)
Zuvdeon Oeppavripa aiparog (UAe)
CoepfmHeHne gnAa HarpesaTens Kposu (cuHee)
Priklju¢ak grijaéa za krv (plavo)
Asins silditaja savienojums (zils)
Spojka ohfivace krve (modra)
Priklju¢ek za grelnik krvi (moder)
Konekcija grejac¢a krvi (plava)
Pripojenie ohrievac¢a krvi (modré)
Vérmelegit6 csatlakozasa (kék)
Veresoojendaja iihendus (sinine)
Kraujo Sildytuvo jungtis (mélyna)
Bpb3kKa 3a HarpeBaTen Ha KpbB (cuHA)
Conexiune incalzitor sange (albastru)
K&t néi mau am hon (mau xanh)
3'eqHaHHA HarpiBava KpoBi (cuHin Konip)
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DEFINITION OF SYMBOLS
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for use” is “Consult operating
instructions”

pour synonyme «Cansulter |2 notice
d'utilisation.

ENGLISH FRANCAIS DEUTSCH
SYMBOL GRAPHIC IILE A
& REF NUM / SYmBoLEs | NUMBER OF
GRAPHIQUES ET N° REE| STANDARD / TITRE SYMBOL TITLE SYMBOL DESCRIPTION TITRE DU DESCRIPTION DU SYMBOLE SYMBOLNAME SYMBOLBESCHREIBUNG
*| ET NUMERO DE LA (EXPLANATORY TEXT) SYMBOLE (TEXTE EXPLICATIF) (ERKLARENDER TEXT)
/ SYMBOLGRAFIKUND TITES
REFERENZNUMMER PORME ¢ ]
NUMMER DER NORM
-
Indique le fabricant du dispositif Gibt den Hersteller des
Indicates the medical device médical, ¢'est-a-dire la personne Medizinprodukts an, d. h. die
manufaclurer, i.e. the natural or legal physique ou morale responsable natirliche oder juristische Person,
1 Manufacturer person with respansibility for the N da la conception, de la fabrication, die flir das Konzept, die Herstellung,
EDues design, menufacture, packaging and | Febreant du conditionnament el de Hossiatar i Verpackorg varid dié Efiatiering
|abeiling of a device befare it is placed I'étiquetage d'un dispositif avant sa eines Produkts verantwortlich ist,
on the markat under his own name. commercialisation sous son nom bevor es unter ihrem Namen auf den
propre. Markt kommt.
« e Indicates the date when th al " — v
5.1.3 ;EJ;ZE;“ ?nei;av:tu:;d i;‘:f: Indique la date de fabrication du Gibt das Datum an, an dem das
IS0 15223-1' Date of manufacture ) Date de fabrication dispositif médical. Elle doil respecter Herstellungsdatum Medizinprodukt hergestelit wurde. Das.
e Ie format AAAA-MM-J1 Formal soilte JUL-MMATT sein
be YYYY-MM-DD. =Y g g
5.1.4 Indicates the date after which the Indique la date aprés laquelle le Gibt das Datum an, ab dem das
1S0 15223-1" Use-by tate medical device is not to be used. Date limite dlutilisation dl.spo.sitif médical ne-doit plus étre Verfallsdatum Wedizinprodukt nicht mehr verwendet
Format should utilisg. Elle doit respecter le format werden soll. Das Format solite
be YYYY-MM-DD AAAAMM-JJ. JUU-MMITT sein,
Indicates the manufacturer's batch Il Ig code dui ot du fabiicant. Gibt den Batchcode des Herstellers
180 15223-1" Batch code code. Synonyms are “lot number*and | Numéro de lot q 3 Chargencode an, Synonyme sind ,Losnummer* und
: Synonyme : « numero du lot ». i
‘baich number® «Chargennummer",
FCal S ARG Eaalog Indul:ua le numéro de catalogue du Gilbt die Katalognummer des
3 i 2o fabricant, Synonymes : « numéro Herstellers an. Synonyme
I80 152231 Catalogue number number. Synanyms are “reference Référence catalogue Katalognummer 2
i : de référence » et « numéro de sind ,Relerenznummer® und
number” and “reorder number” b
commande », Machbestelinummer”,
Indicates the presence of a sterile Indique la présence d'un circuit de Zeigt das Varhandensein einer
fluid path within the medical device fluide stérile dans le dispositif médical slerienl F::Eswkel;lsaahn innernalt
: s, " emes Medizinprodukies an, in
5.2.3 ::‘case; warlire lomer p?ﬂ; of o :ar:: le ca:}fou %gut:es pame§ dMen Fallen wo andare Te"|e dﬂﬂm
¥ i e medic: evice, Including the i i - lu disposiiit medical, y compris i T 0 edizmpr{)dukles. einschlieBlich
1801 d th A PR
IS0 15223-1 Starile fluid patl exterior, might not be supplied sterlie. Circuit de fluide stérile Vextérieur, ne seraient pas stériles, Sterile Flussigkeitsbahn ﬂ‘er fuﬁfnigglegergen .{e“e. nicht
& it steril geliel ‘werden konnen.
The m.EIhod .uf sterilization shall La memMg de sterilisation doit Sofem geeignet, muss das
be indicated in the empty bax, as #étre indiquée dans la case vide, si Sterilisationsverfahren in dem leeren
appropriate, necessaire. Kastchen angegeben sein.
5.2.8 iat ein Medizi i
i Indicates a medical device that should | Ne pas utiliser si Indigue un dispositif médical qui ne Bei beschadigter 2eigt ein Medizinprodukt an, dals nicht
, Do not use if package . & B verwendet werden sollte, falls die
IS0 15223-1 i not be used if the package has been I'emballage est doit pas étre ulilisé si l'emballage a Verpackung nicht P
is damaged H i Verpackung beschadigt oder geaffnat
damaged or opened. endommagé été endommagé ou auvert. verwenden. sein sollte.
o hendlE Indicates a medical device that can T — Indique un dispositif meédical pouvant Gibt an, dass ein Medizinprodukt
IS0 15223-1" : e be broken or damaged if not handled 9 b P étre brisé ou endommagé s'il n'est Vorsicht, zerbrechlich! bei unvorsichtiger Handhabung
with care avec précaution - = :
carefully. pas manipulé avec précaution. beschadigt warden kann.
Indicates a medical device that needs T — InSque i disposar médioal Gibt an, dass ein Medizinprodukt vor
Keep dry to be protected from maisture. & pratéger de I'humidité, Vor Nésse schiitzen! Feuchtigkeit geschiitzt werden muss,
150152281 on oR 2 ou ODER ODER
W " Ne pas exposer a L. L
Keep away from rain Indicates a medical device thal needs Japluie Indigue un dispositif médical Vor Regen schitzen! Gibt an, dass ein Medizinprodukt vor
to be kept away from rain. 4 protéger de la pluis. Regen geschitzt werden muss.
Indicates the temperature limits to Indigue les limites de température Gibt die Temperaturgrenzwerte an,
IS0 15223-1' Temperature Limit which the medical device can be Limite de température auxquelles le dispositil médical peut Temperaturgrenzwert denen das Medizinprodukt gefahrios
safely exposed. etre exposé en toute sécurité. ausgesetzt werden kann.
Gibt an, dass ein Medizinprodukt
Indicates a medical device that is : e fiir einen Gebrauch oder fir einen
Indique un dispositit médical congu : T
Intended for ane use, or for use L . Gebrauch an einem einzigen
on a single patient during a single pour e Wleetion Unigis ol ung Patientan wahrend eines einzigen
180 15223-1' Do not re-use 5 Ne pas réutiliser utilisation sur un seul patient pendant | Nicht wiederverwenden
procedure. Synonyms for "Do no uneseulprocs dms Sypormeme s s Verfahrens vorgesehen ist. Synonyme
re-use” are “single use” and “use S B e fiir Nicht wiederverwenden” sind Flr
anly once'. ramgye=: dan Einmalgebrauch und Nur einmal
verwenden”,
i K % Gibt an, dass der Anwender die
Indique qu'l est nécessaire que 5 3
) S ¥ wichtigen Sicherheitsinformationen
Indicates the need for the user ta I'utilisateur consulte le mode d'emploi i der Gebianchsarmssin
5.4.4 consult the instructions for use for pour ableni des informations i il
important cautionary information such importantes telles que des e Vi hioeies
i80 15223-1" Caution s e Attention i & Vorsicht VorsichtsmaBnahmen, beachten
as warnings and precautions that avertissements el mises en garde :
< : solite, die aus unterschiedlichen
cannot, for a variely of reasons, be ne pauvant pas, pour des ralsons P
. e 2 ek Grunden nicht auf dem
presented on the medical device itself. diverses, étre mentionnées sur e 2
5 o i Medizinprodukt selbst angegeben
dispositif proprement dit.
werden konnen.
NA, European countries oaly / To indicate the manufacturer of the Indique que le fabricant du produit Gibt an, dass sich der Hersteller
NA, pays européens seulement | Green Dot Symbol praduct contributes to the cost of Symbole du point vert contribue aux frais de récupération et | Der Grune Punkt des Produkts an den Kosten der
I'NA, nur européische Lander recovery and recycling de recyclage Verwertung und Entsorgung beteiligt.
0623
Indicates the correct, upright position Indique la position correcte, & la . Gibt die korrekte aufrechte Position
= i
T T 150 7000 This way up i Haut R e Diso Seitonachoven [ AEREE S
5.4.3 Indicates the need for the user to Indigue que I'utilisateur a besain Weist darauf hin, dass der Anwender
5 x consult the instructions for use. de se reporter au mode d'emploi 9 die Gebrauchsanweisung beachten
IS0 15223-1" Eansulinstuations Synanym for “Consult instructions CIDHSU\(EI lahace « Consulter le mode d'emploi » a Sebiguchsamyelaung muss. Gebrauchsanweisung
for use d'emploi beachten

beachten” ist gleichbedeutend mit
Bedienungsanweisungen beachten®.

IS0 15223-1:2016 Medical Devices - Symbols to be used with medical device labels, labelling and information to be supplied Part 1: General Requirements / Dispositifs médicaux : Symboles a utiliser avec les étiuettes,
I'étiquetage et les informations a fournir relatifs aux dispositits médicaux - Partie 1 : Exigences générales / Medizinprodukte — Bei Aufschriften von Medizinprodukten zu verwendende Symbole, Kennzeichnung und zu liefernde
Informationen - Teil 1: Allgemeine Anforderungen®

?|SO 7000 Graphical symbols for use on equipment - Registered symbols / Symboles graphiques ulilisables sur le matériel - Symboles enregistrés / ,Grafische Symbole auf Einrichtungen - Index und Ubersicht*
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The Prismaflex HF20 set is manufactured by GAMBRO Industries,
7 Avenue Lionel Terray, BP 126, 69883 MEYZIEU CEDEX, FRANCGE.

A\ Caution: Federal law (USA) restricts this device to sale by or on the order of
a physician.

DEFINITION OF EXPRESSIONS
USED IN THIS MANUAL

In this document :
/N “Warning” indicates a hazardous situation which, if not aveided, could result
in death or serious injury.

A\ “Caution” indicates a hazardous situation which, if not avoided, could result
in minor or moderate injury.

“Note” to give additional information.

SCUF: Slow Continuous UltraFiltration.

CVVH: Continuous Veno-Venous Hemofiltration,

CVVHD: Continuous Veno-Venous HemoDialysis.

CVVHDF: Continuous Veno-Venous HemoDiaFiltration.

Predilution: addition of replacement fluid to the blood stream upstream to the filter.
Postdilution: addition of replacement fluid to the blood stream downstream to the filter.

"Control unit" refers to the PrismaFlex control unit, or to the PrisMax control unit
(in countries where PrisMax is cleared or registered).

PRODUCT DESCRIPTION

.

The Prismaflex HF20 set is a disposable, extracorporeal circuit for use with the
PrismaFlex system or with the PrisMax system (in countries where PrisMax is
cleared or registered).

The Prismaflex HF20 set consists of a PAES hollow fiber hemofilter/dialyzer*
and tubing lines; refer to the control unit operator manual drawings for details.

The Prismaflex HF20 set is compatible with the sleeve blood warmers, which
should be installed on the return line. Refer to the specific instructions for use.

All line connectors are compatible with the 1S0594-1 and 1S0594-2
international standards concerning conical fittings.

The fluid pathways of the Prismaflex set are guaranteed sterile and non pyro-
genic.

The Prismaflex HF20 set is sterilized by ethylene oxide (EtO). Deaeration is
such that EtO residuals comply with the standards in ISO 10993.

Expiration date: please refer to product label.

L]

" In this document the hemofilter/dialyzer will be referred to as "filter".

INTENDED USE / INDICATIONS

The Prismaflex set is indicated for use only with the PrismaFlex control unit or
with the PrisMax control unit (in countries where PrisMax is cleared or registered)
in providing continuous fluid management and renal replacement therapies. The
system is intended for patients who have acute renal failure, fluid overload, or
both.

This set is intended for use in the following veno-venous therapies: SCUF; CVVH;
CVVHD; CVWHDF.

All treatments administered with the Prismaflex set must be prescribed by a
physician. The size, weight, metabolic and fluid balance, cardiac status, and
general clinical condition of the patient must be carefully evaluated by the
prescribing physician before each treatment.

CONTRAINDICATIONS

There are no known absolute contraindications to continuous renal replacement
therapies.

For the following conditions a careful assessment of the individual risk/benefit
ratio has to be made by the treating physician (relative contraindications):

» inability to establish vascular access,

* severe hemodynamic instability,

= known hypersensitivity to any component of the Prismaflex set.

14

CAUTIONS AND WARNINGS

Note: refer to the control unit user interface and operator's manual for additional
cautions and warnings.

A\ Cautions

1. Particular attention must be paid to extra corporeal blood volume with respect
to patient size. Consider the sum of the Prismaflex set blood volume (refer
to “Specifications”) plus the blood volume of any accessory or device if used.
The Prismaflex HF20 set should be restricted to patients with a body weight
greater than 8kg (18Ib).

2. When not using the pre blood pump infusion line, it is recommended to
clamp this line close to its connection to the access blood tubing line; this will
prevent the sedimentation of bleod into the pre-bloed pump infusion line.

3. If citrated blood is used for the priming of the extracorporeal circuit before
patient connection, it is recommended that the pH of this blood be verified
and buffered at a value between 7.3 and 7.5. The ionized calcium should be
adjusted at a value > or = 1.0.

4. |f the patient is not immediately connected to the Prismaflex set after priming
is complete, flush the set with at least 500 mL priming solution [saline or
alkaline solution (pH = 7.3), with or without heparin added according to usual
institutional practice] prior to connecting the patient. This requires use of a
new bag of priming solution.

5. Using the Prismaflex set with blood flow rates lower than the recommended
minimum values (see “Operating Parameters” section) may impair filter
performance due to hemoconcentration, or to increased risk of coagulation.

6. Since drugs can be removed by the membrane of the filter, the dosage
of associated drug treatments may need to be adjusted for patients on
continuous renal replacement therapy. Monitoring of blood drug levels of
relevant compounds should be performed. The removal of other water
soluble compounds (e.g. vitamins, trace elements) during therapy also
requires clinical consideration.

A Warnings

1. Carefully read these instructions for use and the control unit operator's
manual before using this product.

2. The use of operating procedures other than those published by the
manufacturer or the use of accessory devices not recommended by the
manufacturer can result in patient injury or death.

3. Store the Prismaflex set in a dry place, between 0° C (32° F) and 30° C (86° F).

4. Do not use this set if the packaging is damaged, if the sterilization caps are
missing or loose, or if any of the lines in the set are kinked.

5. To prevent contamination, this Prismaflex set must be used as soon as its
packaging and sterilization caps are removed.

6. Do not try to remove the filter from the cartridge plate.
7. Use aseptic techniques when handling all blood and fluid lines in the set.

Prismaflex sets are compatible with the usual disinfection agents used for
aseptic setup; however solvents and other chemicals, if used in contact with
the product, could damage the set.

9. During priming and operation, observe closely for leakage at joints within the
set, and connections to other approved accessories and bags. Leakage can
cause blood loss, fluid imbalance or air embolism. If a leakage is detected at
a Luer connection and cannot be stopped by tightening the connections, or
if leakage occurs at any other location, replace the set.

10. Tightening Luer connections with an excessive force can damage the connectors.

11. In the case of patients with a high risk of hemorrhage it is recommended not
te add heparin to the priming solution.

12. Do not allow air to enter the blood compartment of the filter after priming is
started. If a large amount of air enters, the set must be replaced.

13. Should acute allergic reactions (first-use syndrome) occur in patients
receiving treatment, immediately stop the treatment and administer
appropriate intervention.

14, Use a 21-gauge or smaller needle to obtain blood/fluid samples or remove
trapped air from the Prismaflex set. Use of larger needles can cause holes in
the sample sites, resulting in external leak or air intake.

15. External blood leakage may not be immediately identified by monitoring
equipment and could result in significant blood loss. Check the filter and all
connections of the disposable tubings during treatment to minimize the risk
of leakage.

16. To assure adequate filter performance, it is recommended that the set be
changed every 24 hours of use. However, the set must be changed after 3
days (72 hours). Continued use beyond this limit could result in rupture of the
pump segments, with risk of patient injury or death.



17. Destroy this set after single use, using aseptic technique for potentially
contaminated equipment and following local regulation for disposal.
Do not re-sterilize. The Prismaflex set is intended for single use only.
Re-using the Prismaflex set may cause setious damage to the product
resulting in patient injury or death.

18. Use only drugs compatible with plastics listed in the specifications section.
Some plastics can be incompatible with drugs when in contact with solutions
with pH > 10.

SPECIFICATIONS

See Tables at the end of the document.

SET MATERIALS

PAES hollow fiber : PolyarylEtherSulfone

Housing and headers : Polycarbonate
Potting compound : Polyurethane
Tubing material

Cartridge

: Plasticized polyvinyl chloride (PVC)
: Polyethyleneterephtalate Glycol

Note: the following information is available from the manufacturer upon request:

* information about test methods used to obtain performance characteristics,

* the number and range of particles in the effluent from the dialyzer prepared as
recommended for clinical use,

* the types and amounts of residue from the sterilization process.

Note: the Prismaflex set is not made with natural rubber latex.

Note: all fluid pathways in direct or indirect blood contact are DEHP-free.

INSTRUCTIONS FOR USE

Adverse reactions may occur due to the complex interaction between blood
and the artificial surfaces of the entire extracorporeal circuit. These reactions
may also be precipitated and/or exacerbated by other external factors involved
with the individual patient’s specific disease process and the treatment of renal
insufficiency. Certain types of adverse reaction may occur due to operational
factors associated with the treatment. Therefore, proper management of the
fluid removal, electrolyte balance, anticoagulation and blood flow rate as well as
monitoring of the overall treatment parameters are essential to avoid side-effects
which may be associated with hemodialysis/hemofiltration therapies.

Hypersensitivity reactions have been observed during dialysis. Symptoms of a
hypersensitivity reaction may be gastrointestinal, mucocutaneous, respiratory,
cardiovascular or systemic in nature and range from very mild to severe. Such
symptoms have been described as anaphylactic-like reactions within the first
few minutes. Manifestations include nausea, malaise, weakness, a sensation of
burning or heat throughout the body, profuse perspiration, respiratory distress and
in some instances hypotension and cardiopulmonary arrest. Should a combination
of such symptoms appear, particularly at the start of the treatment session, it is
important to react immediately by discontinuing the session and administering
appropriate treatment. Blood in the extracorporeal circuit must not be returned
to the patient.

Extra care must be taken when treating patients who have exhibited possible
hypersensitivity symptoms during previous treatments, or patients who have a
history of being highly sensitive and allergic to a variety of substances. A physician
must be consulted to evaluate the risk and prescribe the appropriate precautions
if a possible sensitivity is suspected.

The following factors are considered essential to minimize the risk of hypersensitivity

reaction and other side effects:

* Strict adherence to the set-up, priming and rinsing procedures detailed in the
manufacturer’s instructions for use.

= Setting up and monitoring the treatment operating parameters according to the
manufacturer’s recommendations specified for each type of Prismaflex set and
to the patient’s needs and tolerance.

* Strict adherence to all WARNINGS and CAUTIONS given by the manufacturer in
the instructions for use.

Note: use the set by following the detailed on-line instructions provided by the
control unit. Additional information is available in the control unit operator’s
manual.

Load Set

Install the set onto the control unit using the photographs on the inside cover as
a guide - the same procedure applies for both PrismaFlex and PrisMax control
units (in countries where PrisMax is cleared or registered).

Prepare and Connect Solutions

Hang bag of priming solution saline or alkaline solution (pH = 7.3) with or without
heparin added (50001U heparin/liter) according to usual institutional practice, on
priming hook. Connect access (red)/effluent (yellow) Y-line to priming solution bag.

Anticoagulation considerations

According to the literature* continuous heparinization at a rate of 10 to 20.1U/kg/h
ensures proper operation of the extracorporeal circuit when performing treatment
with patients having normal coagulation status.

Depending on the patient’s condition, however, heparinization can be lowered to
less than 5 1U/kg/h.

Heparinization can be controlled, for instance, by partial thromboplastin time (PTT)
measurements: in this case, PTT could be maintained at 20 to 30 seconds over baseline.

* “Continuous renal replacement therapy in critically ill neonates”, G.Z0BEL & Al., Kidney Infernational, Vol.53,
Suppl. 66 (1998).

SPECIAL PROCEDURES
IN CASE OF COMPLICATION

External Blood Leaks

Note: see Warning no. 15.

If an external blood leakage is observed, immediately stop the blood pump. Initiate
corrective action by securing connections or replacing the Prismaflex set.

If necessary, administer adequate replacement solution to the patient to
compensate for blood loss.

Hypersensitivity Reactions

Note: see Warning no. 13.

Should acute allergic reactions (first use syndrome) occur within the first few
minutes of the treatment, it is important to react immediately by discontinuing the
session and administering appropriate treatment.
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WARRANTY AND LIMITATION OF LIABILITY

a) The manufacturer warrants that the Prismaflex set has been manufactured in
accordance with its specifications and in compliance with good manufacturing
practices, other applicable industry standards and regulatory requirements.

If provided with the lot/serial number of the defective product, the manufacturer
will, by replacement or credit, remedy manufacturing defects in the Prismaflex
set becoming apparent before the expiration date.

b) The warranty under paragraph a) above is in lieu of, and to the exclusion of,
any other warranty, whether written or oral, express or implied, statutory or
otherwise, and there are no warranties of merchantability or other warranties,
which extend beyond those described in paragraph a) above. The remedy
set out above for manufacturing defects is the sole remedy available to any
person due to defects in the Prismaflex set and the manufacturer shall not
be liable for any consequential or incidental loss, damage, injury or expense
arising directly or indirectly from the use of the Prismaflex set, whether as a
result of any defect therein or otherwise.

c) The manufacturer shall not be liable for any misuse, improper handling,
non-compliance with warnings and instructions, damage arising from events
after the manufacturer’s release of the Prismaflex set, failure or omission to
inspect the Prismaflex set before use in order to ensure that the Prismaflex
set is in proper condition, or any warranty given by independent distributors
or dealers.

d) The manufacturer is GAMBRO Industries, 7 avenue Lionel Terray, BP 126,
69883 MEYZIEU CEDEX, FRANCE.

MALAYSIA:

Authorized Representative: Baxter Healthcare (Malaysia) Sdn. Bhd.
B-21-3A, Level 21, The Ascent,

Paradigm, No. 1, Jalan SS7/26A,

Kelana Jaya, 47301 Petaling Jaya,

Selangor Darul Ehsan,

Malaysia Registration number: GC25696881418

INDONESIA:

Distributor : PT. Tawada Healthcare

Rukan Permata Senayan Blok A No. 18-19, JI. Tentara
Pelajar No. 5 Grogol Utara, Jakarta Selatan - Indonesia
KEMENKES Rl AKL 20805714921

PHILIPPINES:

Imported and distributed by Baxter Healthcare Philippines, Inc.

Silangan Industrial Estate, Brgy. Canlubang, Calamba City, Laguna, Philippines
MDR-01243



Prismaflex

HF20 SET
PHYSICAL CHARACTERISTICS
Membrane effective surface area 0.2 m?
Fiber internal diameter (wet) 215 pm
Fiber wall thickness 50 pm
Blood volume in set 58 mL
Overall dimensions
* Length 27 cm
e Width 22cm
= Height 9cm
Weight 6779
OPERATING PARAMETERS
: 500 mm Hg
Maximum TMP
66.6 kPa
) 500 mm Hg
Maximum blood pressure
66.6 kPa
Minimum blood flow rate 20 mL/min
Maximum blood flow rate 100 mL/min
PERFORMANCE SPECIFICATIONS @
Maximum ultrafiltration rate (mL/min) ©
(bovine blood, Het 32%, Cp 60 g/L, 37°C)
QB (mL/min) 20 50 100
Max.QUF (= 20%) 9 17 24
Sieving ceefficient
(bovine plasma, Cp 60 g/L, 37°C)
QB = 50 mL/min, QUF = 10 mL/min
e Urea 1.00
« Vitamin B12 H
® Inulin 0.92
« Albumin e
Clearance (mL/min) (saline solution; 37°C)
Parameters:
QB/QS 20 mL/min 50 mL/min 100 mL/min
QUF 0 mL/min 0 mL/min 0 mL/min
QD (/h) 05| 1|15 2 |25 |05 1 (152 [25]05] 1 |15] 2 |25
QD (mL/min) 8 17 | 25 | 33 | 42 8 17 | 25 | 33 | 42 8 17| 25 | 33 | 42
Urea (+ 10%) 8 [125(145|157|165 | 8.3 | 155(20.9 [25.1 [28.7 | 8.3 | 16.4] 23.6 | 30.1 [36.3
Creatinin (+ 10%) 7.8 |11.7] 136|147 |156 | 8.3 | 15.0(19.7 |23.1 [26.0 | 8.3 | 16.2] 22.9 |28.5 |33.5
Vitamin B12 (+ 20%) 65| 86| 9.5 (100|103 | 7.6 | 11.7(13.9 |15.4 [16.5 | 8.1 | 13.9] 17.6 | 20.3 | 22.5
Inulin (£ 20%) 56|70|75|78 |79 | 6998112121 (127] 7.9 |126] 152|169 |18.1

M Nominal values - given for indication

@ Typical mean values obtained from laboratory testing of post-sterilization sample lots.
Results may vary depending on patient and clinical conditions.

@ Ultrafiltration is controlled by the control unit and is independent of the ultrafiltration ceefficient (KUF).
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> EXTRA CORPOREAL CIRCUIT WITH FILTER / Blood access line (reckstriped)
/ Blood return line (blue-striped) / Dialysate line (green-striped] / Effluent line
{yellowsstriped) / Replacement solution line (purple-striped) / Pre-blood pump
line (white-striped) / 5iter effluent collection bag. Sterile and non-pyrogenic
fluid pathways. Caution: Do not use if protective caps are notin place or if pack-
aging is damaged. Caution: Federal law (USA) restricts this device to sale by or
onthe order of a physician.
Indonesia - Distributor : PT. Tawada Healthcare, Rukan Permata Senayan Blok A
No. 1819, JI. Tentara Pelajar No. 5 Grogol Utara, Jakarta Selatan - Indonesia. KE-
IMENKES RIAKL 20805711114 (Prismaflex M sets] / 20805714919 (Prismaflex HF 1000/
HF1400sets) / 20805714921 (Prismaflex HF20 set)/ 20805713569 (Prismaflex STsets),
Philippines - Imported and distributed by Baxter Healthcare Philippines, inc.
Silangan Industrial Estate, Brgy. Canlubang, Calamba City, Laguna, Philippines.
MDR-01243 (Prismaflex HF20 set} / MDR-07338 (Prismaflex M sets).
Malaysia - Authorised Representative Baxter Healthcare (Malaysia) Sdn. Bhd.
B-21-3A, Level 21, The Ascent, Paradigm, No. 1, Jalan 557/26A, Kelana Jaya,
47301 Petaling Jaya, Selangor Darul Ehsan, Malaysia. Registration number:
GC59624912318 (Prismaflex M sets) GC25696881418 (Prismaflex HF20 set),

@ CIRCUIT EXTRACORPOREL AVEC FILTRE / Ligne d'entrée sang (liseré rouge}
/ Ligne retour sang (liseré bleu) / Ligne dialysat (liseré vert) / Ligne de liquide
effluent (liseré jaune) / Ligne de solution de réinjection liseré violet) / Ligne pré-
pompe sang (liseré blanc) / Poache de recueil effluent 5 litres. Compartiments
sang et dialysot stériles et apyrogenes. Attention : ne pas utiliser si les protec-
taurs de stérilité ne sont pas en place ou silemballage est endommagé.

«®» EXTRAKORPORALES EINWEG-SET MIT FILTER / Zugangsleitung (rot ge-
streift) / RickfluBleitung (blau gestreift} / Dialysatleitung {grin gestreift) /
Ablaufleitung (gelb gestreift) / Substitutionsldsungsleitung (violett gestreift)
/ Substitutionsleitung pra-Blutpumpe (weill gestreift) / 5 Liter Auffangbeutel.
Flissigkeitskreislaufe sind steril und pyrogenfrei. Achtung: nicht verwenden,
wenn die Sterilschutzkappen nicht an ihrem Platz sind oder die Packung bes-
chidigt ist.

<@ CIRCUITOEXTRACORPOREO CON FILTRO / Linea de entrada de sangre {ban-
da de color rojo) / Linea de retorno de sangre (banda de color azul) / Linea de
entrada del dializado {banda de color verde} / Linea de salida de efluente (banda
de color amarillo) / Linea para la solucién de reinyeccion (bancla de color violeta)
{ Linea de la pre-bomba de sangre (banda de color blanco} / Bolsa colectora de
efluente de 5litros, Compartimentos sanguineos y bafios estériles y apiragenas.
Atencidn : No utilizar si se han quitado los protectores de esterilidad o si el
embalaje no estd integro. Mo se garantiza la esterilidad del producto en caso de
que el empaque primario tenga senales de haber sufrido ruptura previa,
Argentina - Importado y Distribuido en Argentina por Baxter Argentina 5.4, Av.
Olivos 4140, (B1667AUT) Tortuguitas, Prov. de Buenos Aires, Argentina. VENTA
EXCLUSIVA A PROFESIONALES E INSTITUCIOMES SANITARIAS. Direccion Técnica:
Farmacéutica Carla Di Verniero, M.R. 18.570. Autorizado por la ANMAT PM 770-
51 (Prismaflex HF20 set).
Colombia - Importado y distribuido par: Laboratorios Baxter S.A, Calle 36
N2C-22, Cal-Colombia. Registros Sanitarios: INVIMA 2010DM-0006415 /
INVIMA 2010DM-0006460 (Prismaflex M/HF/ST sets] / INVIMA 2017DM-0017272
{Prismaflex HF20 set).
Guatemala - PMQ-12214 (Prismaflex HF20 set) / PMQ-12111 {Prismaflex ST sets).
Mexico - Importado y Distribuido en Mexico por: Baxter, S.A, de CV, Av.de los 50
Metros No. 2, Colonia CIVAC, C.P. 62578, Jiutepec, Morelos, Mexico.
yfa Distribuida por: Baxter, 5.A. de CV. Boulevard Benito Juarez No. 10 Nave F,
Ejido de San Mateo Cuautepec, Tultitlan, C.P. 54948, Estado de Mexico, Mexico.
Reg. No. 2634C2011 (Prismaflex ST sets) / 1607E2008 SSA (Prismaflex HF sets)
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«@» CIRCUITO EXTRACORPOREO CON FILTRO / Linea di accesso ematico {con
bordo rosso) / Linea di rientro ematico (con bordo blu) / Linea dialisato (con bor-
do verde) / Linea di scarico (con bordo giallo) / Linea per linfusione di soluzioni
(con bordo porpora) / Linea per Iinfusione pre pompa sangue (con bordo bian-
<o} / Sacca di raccolta delfeffiuente da 5 litri. Comartimenti sangue e dialisato
sterili e apirogeni. Avvertimento : non utilizzare se | mezzi di protezione della
sterilith sone stati rimossi o se lTmballaggio & danneggiato.

<@ EXTRAKORPOREAL KRETS MED FILTER / Blod accesslang (rodrandig) / Blod
returflddesslang (blarandig) / Dialysatslang (grénrandig) / Avfladesslang (gul-
randig) / Ersattningslasningsslang (lilarandig} / Pre-blodpumpsslang {vitrandig)
/Uppsamlingspase 5 liter. Sterilt och pyrogenfritt slangset. Vaming: Anvand ej
om skyddskapslar inte ar p3 plats eller om frpackningen ar skadad.

<@ UITWENDIG CIRCUIT MET FILTER / Bloed aanvoerljn (rocd gestreept) / Bloed
teruggavelijn (blauw gestreept) / Dialysaatlijn (groen gestreept) / Effluentlijn
(geel gestreept) / Lijn voor de substitutievioeistof (paars gestreept) / Pre-bloed-
pomplijn {wit gestreept) / 5 liter effluent opvangzak. Steriele en niet-pyrogene
vioelstoflijnen. Waarschuwing: niet gebruiken als de beschermingskapjes niet
op de juiste plaats zitten of als de verpakking is beschadligd.

<@ CIRCUITO EXTRACORPORAL COM FILTRO / Linha de entrada de sanque
[faixa vermelha) / Linha de retormo de sangue (faixa azul) / Linha para dialise
(fabxa verde) / Linha de liquido efluente (faixa amarela) / Linha de reposicao
(faixa roxa) / Linha de sangue anterior a bomba {faixa branca) / Bolsa de colheita
de efluente de 5 litros. Compartimentos de passagem do fluido estéreis e api-
rogénicos. Atencao: Nao utilizar se os protectores de esterilidade tenham sido
retirados ou se a embalagem estiver danificada,

<> EKSTRAKORPOREAL SIRKULASJON MED FILTER / Blodaksess slange (rede
stiper) / Blodreturslange (bl striper) / Dialysatslange (gronne striper] / Avfalls
(effluent) slange (gule striper) / Slange for erstatningslasning (¢olette striper) /
Slange for pre-blodpumpe (hvite striper) / 5 liters avfalls (effluent) pose. Sterile
og ikke-pyrogene vaeskebaner, OBS: Ma ikke brukes hvis beskyttelseshetter er
fiernet eller hvis emballasjen er skadet.

< EKSTRAKDRFDHALT KREDSL@B MED FILTER / Blodindlabsslange (rede
striber) / Bl lange (bld striber) / Di fgrenne striber)
/ Vaeskeudlmbsslange (gule striber) / Erstatnings vaeskeslange (lilla striber)/
Pre-blodpumpeslange Ehuldesmbell *5|!lerudlﬂbs opsamlingspose. Sterile og
ikke-pyrogene vaskebaner. i hwis beskyttelsest
teme er fiernet; eller hvis emballagen er beskadiget.

<@ KEHON ULKOPUOLINEN VERILETKUSTO JA SUODATIN / Veren ottoletku
(punaraitainen) / Veren paluuletku (siniraitainen) / Ulkonesteletku (vihredrait
ainen) / Poistoletku (keltaraitainen) / Korvausnesteletku {violettiraitainen) / Veri-
pumppua edeltava latku (valkoraitainen) / Viiden litran poi v kerays-
pusst. Steriill ja pyrageenitén nesteletkusto. Varoitus: A13 kiyt3, jos suojakorkit
elvit ole paikoillaan tai jos pakkaus on vioittunut.

<@ 3KCTPAKOPIMOPAJ/IbHbIA KOHTYP C ®WNbTPOM / Kposonposagauaa
MAMVCTPANS AOCTYNE (C KpacHOA nanocod) / Mamcrpant Bo3spaTa (CavHeR nonocoi)
,’Marvrrpanb,qnarmam(csenemwnomcw] / Marm'parba&hmoeﬂ'la (cwrrm

/ Mamicpane 3avecTenbHOMO pacTeopa {C MyprypHOM nonocod /

Mavu'parbuacoca nepe,u,uacocwnuom{cﬁerw nonocoid) / Mewok ana cGopa
SGMIOEHTa, 5 NATPoE. CTepunbHO 1 Anwporeﬂuo / TOBTOPHO HE CTEpeMI0EaTh.
Mpepocrepexenmna: He MCNOL3yITe YCTDONCTEA, S0 CTEMBHBIE KONMAUKA
OTCYTCTBYIOT Ha CE0MX MECTAX WM 270 YTIaK0BKA NOBPEMKEHE.
Oprannaauya, yNonHOMGUEHHER HA MPUHATME NMPETEHINIM Ha TePPUTOPHN PO —
AQ Komnanin «bakcreps, 125171, Mocksa, flennHrpanckoe wocce, 4,164, crp.1.
+7(495)647-68-07
3INeKTPeHHaR novTa: Russia@baxtercom
Per. ynocrosepanne Ne P3H 2016/4169

GAMBRO Industries
7,avenue Lionel Terray, BP126,
69883 MEYZIEU CEDEX, FRANCE
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<@ EKSTRAKORPOREALNI KRUG S FILTROM / linija za pristup kel (s crvenom
prugom) / linija za povrat krvi (s plavom prugom) / linija za dijalizat (sa zeleriom
prugom)/ linija za otpadnu tekucinu (sa zutom prugem) / linija za nadomjesnu
tekucinu (s ljubicastom prugom) / linija prije krvne pumpe (s bijelom prugom) /
S-litarska vrecica za prikupljanje otpadne tekucine, Srerilnii nepirogeni prostori
za tekudine. Oprez: Nemoijte koristiti ako zastitne kapice nisu na svojim mjesti-
maili ako je pakiranje odteena,

<® EKSTRAKORPORALA KEDE AR FILTRU / asins plevades linija {ar sarkanam
sitram) / asins atdo3anas Iinija (ar zllam svitram) / dializes Skiduma linija (ar zalam
svitram) / izpludes linija (ar dzeltenam svitram) / aizvietotanas skiduma linjja {ar
violetam switram} / [fnija pirms asins sikna (ar baltém svitram) / izvadita Skidruma
savakianas maiss (5 litril. Sterila un nepirogena skidruma plusmas ceji. Uzmanibu:
neizmantot, ja aizsarguzmava neatrodas vieta vai iesainojums ir bojats.

«Q» EKSTRAKORPORALINE GRANDINE SU FILTRU / kraujo paémimo linija
(pazymeéta raudona juostele) / kraujo grazinimo linjja (pazyméta mélyna ju-
ostele) / dializato linija {pazymeta Zalia juostele) / nuateky linija (pazyméta
geltona juostele) / pakaltinio tirpalo linjja {pazyméta vicletine juostele} / linfja
pries kraujo pompg [pazyméta balta juostele) / 5 litny talpos nuoteky surinki-
mao maisas. Sterilaus ir nepirogeninio skyscio tekéjimo trajektorijos. Jspéjimas:

nenaudokite, jei nera io dangtelio arba jei dinta pakuoté.

<@ MIMOTELNI OKRUH S FILTREM / Krevni pfistupové vedeni (s éervenym
pruhem) / Krevni navratové vedeni (s medrym pruhem) /Vedeni pro dialyzét (se
zelenym pruhem) / Odpadni vedeni (se #utym pruhem) / Vedeni pro ndhradni
roztok (s fialovym pruhem) / Vedeni pred krevni pumpou (s bilym pruhem) /
Odpadn sbérny vak o objemu 5 litrd, Sterilni a apyrogenni dialyzétové cesty.
Upozornéni: NepouZzivejte, pokud ochranna krytka neni na misté nebo pokud
Jjeobal pozkozeny.

@ KEHAVALINE RINGLUS KOOS FILTRIGA / Vere juurdevooluliin [punasetrilbu-

lmeJ I\v'aretagaslvoolulun tsnmsehnbullne! / Dialisaadi liin (rohelisetriibuline /

il wse liin (illatriibuline) / Verepum-

baeelne liin (valgetnlbullne} f S-Intrme valjavoolu kogumiskott. Steriilsed ja

Arge kasutage, kui kaitsekork ei
ole omal kohal voi kui pakend on kahjustatud.

<@ ZUNAJTELESNI OBTOK S FILTROM / cevka za dovod krvi (z rdegimi értami)
/ cevka za odvod krvi (z modrimi értami) / cevka za dializat (z zelenimi értami)
/ odvajalna cevka (z rumenimi ¢rtami) / cevka za nadomestno raztopino (z vi-
joliénimi értami) / dovodna cevka érpalke za kr (z belimi értami) / zbirna vrecka
2a odvajanje (5 I). Sterllni in apirogeni obtoki tekotin, Opazorilo: izdelka ne
uporabljajte, ¢e vamostni pokroviek ni pravilno nameséen ali €e je embalaza
poikodovana.

<> MIMOTELOVY OBEH S FILTROM / Linka privodu krvi (s fervenym pasikom)
/ Linka pre navrat krvi (s modrym pasikom] / Linka pre dialyzat (so zelenym
pasikom) / Odtokova linka (so Zltym pasikom) / Linka pre nahradny roztok (s
flalowym pdsikom) / Linka predkivného cerpadia (s bielym pasikom) / 54i-
trovy odtokovy zberny vak. Sterilné a nepyrogénne cesty na vedenie tekutin.
Upozornenie: Ak ochranny uzéver nie je na svojom mieste alebo ak je balenie
poskodené, zariadenie nepouZivajte.

<> OBWOD KRAZENIA POZAUSTROJOWEGO Z FILTREM / Linia dostepu
kewi (pasek czerwony) / Linia zwrotu krwi (pasek niebieski) / Linia dializatu
(pasek zielony) / Linia odplywu (pasek zotty} / Linia wymiany roztworu (pasek
purpurowy) / Linia do podtaczenia przed pompa krwi (pasek bialy) / S-litrowy
worek zbierajacy na plyn odphywowy. S(e:ylne i niepyrogenne sciezki przeply-
wiu plynow. P uzywiad, jedl jest uszkodzone lub jeslh
nasadka ochronna nie znajduje sie na swoim miejscu.

P> FILTRELI EKSTRAKORPOREAL DEVRE / Kan giris hattr (kirmizi glzgill / Kan
donts hatt (mavi cizgili) / Diyalizat hatt {yesil cizgili) / Atk hatti {san gizgili) /
Replasman soliisyonu hatt {mor cizgilil / On kan pompast hatti (beyaz cizgili} /
5 litrelik atik toplama torbast. Steril ve apirojen s akis yollan, Dikkat: Koruyucu
kapak yerinde degilse veya ambalaj hasar gormiigse kullanmayin.
ITHALATCIFIRMA: BAXTER Turkey, Renal Hizmetler A S, Saryer, Isbanbul FTURKI-
YE Telefon: +90 212 365 53 00. E-posta: tr_bilgi@baxter.com

<> EZQIOMATIKO KYKAQMA ME OIATPO / Tpapur npoonéhacnc aiatog
(kGKKIvES pivec) / Tpappr emaTpogng aipatos (mhe plyed) / Fpapp Siahopato
apokdBapons (mpaowes pivec) / Mpappr uypod oywyiic (Kitpivee pived) /
Tpajpr Sahdpatos unoxaraaaons (uwd pived) / Thappr aviNiag mpa aipatog
(heukEg piyee) / ZaKocciuMcync wpou t{uwwn; 5 Mptov. ATooTEPWHEVT Kot
N TTUPETGYOVE uypu, I T Min e 10 npowv
av Ta mpoaTaTeuTIKG ropiata Sev Bploxovtal ot BEon Toug ) av n susksuacia
tpepe ivn gBopac.

<@ VANTELESNA CIRKULACLA SA FILTEROM / linija za krvni pristup (oznacena
crwenom prugom) / linija za vracanje krvi {oznadena plavom prugom) / linjja
2a dijalzat (oznacena zelenom prugom) / linjja za efluent (oznaéena Zutom
prugom}/ linija za supstitucioni rastvor (oznacena ljubicastom prugom) / linija
pred-krvne pumpe (oznacena belom prugom) / kesa za prikupljanje efluenta
zapremine 5 litara, Sterilne i apirogene putanje teénosti. Oprez: Nemajte koris-
titi ako je zaétitna kapica uklonjena ili je pakovanje osteceno.

«f» EXTRAKORPORALIS VERKOR SZURGVEL / artérids szar (vbros csikos)/vénds
szar (kek csikos)/dializdl6 folyadék csove (zold esikos)/kifolyocsa (sarga csikos)/
potidoldat-bevitell 6 (lila csikos)/ vérpumpa elotti szar (fehér csikos)/5 literes
kifolydgyijtozsak. Steril és nem pirogén folyadékaramlsi utvonalak, Figyelem:
Ne hasznalja fel a termeékeket, ha a véddkupakok nincsenek a helyiikén, illetve
ha a csomagolasuk sérdlt.

<@ EKCTPAKOPIOPAJTHA BEPUTA C OUNTHP / DAITHP/Munia 3a focTsn 3a
KpbE (C depBeHa VBHL)/BPBUALLA MMHWA 33 KPbE [ChC CHHA VBMLY NMHMA
33 ManM3aT (CbC 3eneHa MBMLAYMMHUA 33 ednyeHT (C ¥bATa MBMLA)NKHUA
3a 3aMECTBALY PA3TEOP (C /MNABa MBWLA) MMHVA Ha NPeBapVTENHaTa NoMNa
3a Kpee (¢ GAna wenual/S-nuTposa Topba 3a cubupane Ha ednyeHT. CrepuniM
W aNMpOreHHI MBTHIE H3 TeuHOCTTa. BHMMaHWe: He W3NON3BalTe, aKo
IAUPATHATE KANAUKH HE €3 Ha MECTATA CW NK aKD ONAKOBKATA & NOBPE/JeHa.

<@ CIRCUIT EXTRACORPORAL CU FILTRU / Linie de acces sanguin (cu dungi rosii)
/Linie de retur sange {cu dungi albastre) / Linie de dializat (cu dungi verzi)/ Linie
de efluent (cu dungi galbene) / Linie de solutie de substitutie (cu dungi violet)
/ Linie pompa pre-sange {cu dungi albe) / Punga de colectare efluent de 5 litri.
Trasee sterile si nepirogenice pentru lichide. Precautie: Nu utilizati in cazul in
care capacele de protectie nu sunt in locul lor sau daca ambalajul este dete-
riorat.

P K - Dawi i B11poBy V. Ha eTAKeTL,
Ae: Prismafiex STSG;STJDWST?SO Setma Pf.'smaﬂat HF1000/HF1400/HF20
set BignoBigaoTh HazBam BMPOGIB YKPalHCBKOI0 MOBOIK: KoMnrexm
Prismaflex ST6Q/ST100/5T150 ma fctmnnem ana aemﬁnbmpmm
meaﬂex HF1000/HF1400/HF20
3 ¢inbTpom / MaricTpans HaOXOKeHHA KpoBi (3 YepEoHOK
:wmko»o)ﬂ‘m.aric'rpanb noBepHerHA KpoBi (i3 CAHBOI CMyHKol)/MaricTpant
hianizaty (i3 3eneHoi0  cMykkom)/MaricTpans  egnioenTy (i3 oBTOIO
CMyXKDI)/MArcTpank  3amicHOTD  po3uvHy (3 iONeToBOI0  CMyMKKOID)/
nepeKkpoBAHA HanipHa MaricTpant (3 GinoK CMyxKoio)/5-NiTPOBMA nakeT
nna 36opy edmoeHty. CTepynbHi T2 aniporeHHi KaHanK NPOXOIKEHHA PIGH.
MonepemweHHA. He BIIKOPCTOBYBATY, RKLUD 3aXMCHI KOBNAYKM He
Ha MKLlI,EsDRKLl[IJ YNakosky "OLURNUKBHO @

Bmoﬁmnx. Tambpo IugacTpi

7 Agerio NioHen Teppai, BP 1 26 69883 Mevase Llegexc, Dpanuis
UAThALS
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