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DEFINITION OF SYMBOLS 

ENGLISH FRANl;AIS DEUTSCH 

SYMBOL GRAPHIC 
MLEAND 

& REF NUM I SYMBOLES 
NUMBER OF 

GRAPHIOUES ET N' REF. 
STANDARD l mRE 

SYMBOL mLE 
SYMBOL DESCRIPTION MRE DU DESCRIPTION DU SYMBOLE 

SYMBOLNAME 
SYMBOLBESCHREIBUNG 

ET NUMERO DE LA (EXPLANATORY TEXT) SYMBOLE (TEXTE EXPUCATIF) (ERKLARENDERTEXT) 
I SYMBOLGRAFIKUND NORME I TITEL UNO 
REFERENZNUMMER 

NUMMER DER NORM 

lndique le fabric ant du dispositif Gibt den Herste5er des 
Indicates the medical device medical, e'est·8·dire la perSOOl'l& Medizi~rodukts an, d. h. die 

5.1.1 manufacturer. i.e. lhe natural or legal physique oo morale responsable natDriiche oder juristische Person, 

.I ISO 15223·11 Manufactul'er person with responsibility for the 
Fabric:ant 

de la conception. de la labric:atloo, 
Hecsteller 

die till das Konzept die Herstellung, 
design, manufacture, packaging and du conditionnement el de die Verpackung und die Etikettierung 
labeHiog of a device before it is placed l'etiquetage d'un dispositif avant sa elnes Produkts verantwortlich isl, 
on lhe mari(,et under his own name. commercialisation sous son nom bevor es unler itvem Namen auf den 

°'°""'· Marktkommt. 

5.1.3 Indicates the date ...men the medical 
lndique la date de fabfieation du Gibt das Datum 31\ an dem das 

d device was manufactured. Format 
ISO 15223·11 Dale of manufacture 

should 
Dale de fabrication dispositil medical. Elle doit respecter Herste~ngsdatum Medizinprodukl hergesteQI wurde, Oas 

be YYYV-MM-00. 
le format AAA.A-MM-JJ_ Format soUte JJJJ-MM-TT sein. 

5.1 .4 Indicates the date alter which the 1ndique la date apres laquelle le Gibt das Datum an, ab dem das 

~ ISO 15223-1' Use-by da1e 
mOOical device is not to be used. 

Date li~te dutilisation 
d1spositil medk:al ne doit plus etre 

Verfallsdatum 
Medizinprodukt nicht mehr verwendet 

Format shOuld ulilise. Etledoft respecter le format werden sol . Das Format sollte 
beYYYY.MM·DD AAAA·MM·JJ. JJJJ-MM·TI sein. 

5.1.5 Indicates the manufacturer's batch 
lndique le oode du lol du labricant. 

Gibt den Batcilcode des Herstellers 

I Lori ISO 15223·1 1 Batch code code. Synonyms are "1ot numbef' and Numt?rode lot Chatgencode an. Synonyme sind .Losnummer" und 
"batch oomber" 

Synonyme : .. numero du lot"· 
.Chargennummer". 

5 .1.6 Indicates the manufacturer's catalog 
lndique I& f'MJm&fo de catalogue du Gibt die Katalogoommer des 

IREFI ISO 15223-11 Catalogue number number. Synonyms are "reference Aelhence catalogue 
fabricant Synonymes : " nlKMro 

Katalognummer 
Herste!lers an. Synonyme 

de reference ,. et .. num&ro de siod ..Aeferenznurrwner"' und 
oomber" and "reorder number" 

commande '" .Nachbestellnummer". 

Indicates the presence of a sterile lndique la presence d'un cirwit de Ze~ das Vorhandenstin eioer 
fluid path within the medical devlce fluide sterile dans le dispositif ml?<i1cal sterileri A.issigkeitsbahn mnefhalb 

5.2.3 in cases where other parts of dans le cas oU d'autres parties eines Medizinproduktes an, in 
den Fallen wo andere Teile des 

I STERILa
1 

ISO 15223·11 Sterile fluid palh 
the medical device, including rhe 

Circuit de lluide st&rile 
du dispositit medica~ y compris 

s1erile FlUssigkeitsbatvi Medizi'l>roduktes. einschlieBhch 
exterior, miltlt not be supplied sterile. !'ext8rieur. ne seraient pas steriles. der aul3en gelegenen Teile, nich1 
The methOd of steriization shall La methode de sterilisation do~ steril geliefert werden k6nnen. 

Sole'!'l g~iglet, muss das 
be indicated in the empty box. as etre indiquee dans la case vide. si Sterihsabonsverlahren in dem lee< en 
appropriate necessaire. KSstchen angegeben seil. 

5.2.8 
Indicates a medical device that should Ne pas uti!iser si lndique un disposilit medical qui ne Beibeschadigler Zeigt ein Medizif'lprodukt an, das richt 

(@ ISO 15223-1' 
Do not use if package 

not be used ~the package has been l'embalage est doit pas @tre uti~se si remballage a Verpackung nicht 
verwende1 werden sollte, faUs die 

is damaged Verpackung beschadigl oder geOffnet 
damaged or opened endommage e1e endommage OU OUYert. verwenden. seinsollte, 

5.3.1 Indicates a medical device that can lndique un disposilif medical powant Gib! an, dass ein Medizinprodukt 

! Fragile, handle Fragile, il manipuler 
ISO 15223·1' 

with care 
be broken or damaged if nol handled 

avec precaution 
etre brise ou endoovnage s'll n'est Vorsicht, zerbrechlich! bei unvorsichtiger Handhabung 

carefvlty. pas manipule avec pr&caulioo. bes.chadigt werden kam. 

Indicates a medical device thal needs 
lndique un dispositit medical 

Gibt an. dass ein Medizioprodukt vor 
5 .3.4 Keep dry lo be protected from moisture. 

Cooserver au sec 
a pro~ger de l'humidit&. VOf Nasse schUtzenl Feuchtigkeit geschUtzt wer"deo muss. 

+ ISO 15223·1 1 OR OR 
OU 

OU OOEA OOEA 

Keep away from rain lndica1es a medical device thal needs 
Ne pas exposer a 

1ndique un dispositi1 medical Vof Regen schlitz.enl Gib! an. dass ein Medizinprodukt vor 
la pk.lie 

to be kepi away from rain. 
a prot&ger de la pluie. Regen geschUtzt werden muss 

5.3.7 

% 
Indicates the temperature ~rrits to lndique les limit es de temperature Gib! die TE!"n1>eraturgrenzwerte an. 

ISO 15223-1' Temperature limit which the medical device can be Limrte de temperature auxquelles le dispositit medical peut Temperaturgrenzwert denen das Medizinprodukt gelahrlos 
safety exposed. be expose en toute seturite. ausgesetZl werden kam. 

Gibt an. dass tin Medizioprodukt 
Indicates a medical device that is 

lndique un disposi111 medical coni;u 
!Ur einen Gebf'aucti oder !Ur einen 

5 .4.2 fntended for one use, Of for use Gebfauch an einem einDgeo 

® 
on a single patient during a single 

pour IX!e uti~sation unique ou une 
Patienten wahrend eines einzigen 

ISO 15223·1 1 Do not re-use 
procedure. Synonyms for ·co oo 

Ne pas raJtiliser utilisation sur un seut patient pendant Nicht wiederverwendeo 
Vtrfahrens vorgesehen isl. Synonyme 

re-use· are "single u$e· and "use 
une seule procedure. Synonyme : " a 

fUr .Nicht wiederverwenden" sind .Fur 
only once". 

usage urnque " · 
den EWlmalgebrauchM und .Nur einmal 
verwenden~. 

lndique qu'il est n9cessaife que 
Gib! an, dass der Anwende. die 

Indicates the need for the user to !'utiisatevr coo suite le mode d'emploi 
wichtigen Sicherheitsinformationen 

5.4.4 consult the S'lsttuctions for use for pour obtenir des informations 
in der GebfauchsarMteisung, 
wie Warnhinweise und 

& ISO 15223-11 Caution 
Important cautionary information such 

Attetllion 
importantes telles que des 

Vofsicht Vorsichtsmaf3nahmen. beachten 
as warnings and precautions thal averiissemenis et mises en garde 

sollte, die aus unlerschiedlichen 
cannot. for a variety of reasons, be ne pouvar4 pas. pour des raisons 

GrOnden nichl auf dem 
presented oo the medical device itself. diverses, ilre mentionn8es sur le 

Medizi~odukt selbst angegeben 
dispositil proprement dit. 

werden kOnnen 

t) NA. Ei.wopean countries ortf I To mdicate the marufacturer of the lndK1ue qoe le labricant du produit Gibt an, dass sich der Herstelter 
NA, pays europeens seulement Green Dot Symbol product contributes to the oosl of Symbole du poinl vert contribue aux trais de recuperation et Der Grune Punk! des Produkts an den Kosten de.-
/ NA,rueurop.iische-L.inder recovery and recycling <lerecvclage Verwertung und Entsorgung beteiligt. 

0623 

ii ISO 7000' This way up 
Indicates the correct, uprighl position 

Haut 
lndique la position correcte, a !a 

Oiese Seite nach oben 
Gib! die korrekle aufrechte Posilion 

of lhe package verticaJeducarton der Verpackung an. 

5 .4.3 Indicates the need lor the user to lndique qoe l'utibaleur a t>esofl Weist d.lrauf hill. dass der AAwender 

Consult instructions 
consut11he instructions for use. 

Consulter le mode 
de se reporter au mode d'emploi. 

Gebrauchsanweisung die Gebrauchsanweisung beachten 

[EJ ISO 15223·1' 
for use 

Synonym for "Consult instructions 
cl'emploi " Consulter le mode d'emploi .. a 

beachten 
muss . • Gebrauchsanweisung 

IO!' use• is-Consulloperating pour synonyme «Consulter la notice beachten· ist gleictlbedeutend m1t 
Instructions· d'utilisabon•. .Bedienungsanweisungen beachten·. 

1 ISO 15223· 1 :2016 Medical Devices ~ Symbols to be used wi1h medical device labels, labelling and information to be supplied Part 1: General Requirements I Oispositifs medicaux : Symboles a utiliser avec !es etiquettes, 
retiquetage et les informations a fournir relatifs aux dispositlfs medicaux · Partis 1 : Exigences generales I .,Medizinprodukte - Bei Aufschriften von Medizinprodukten zu verwendende Symbole, Kennzeichnung und zu liefernde 
lnformationen - Teil 1: Allgemeine Anforderungen" 

' ISO 7000 Graphical symbols lor use on equipment - Reg iSlered symbols I Symboles graphiques utilisables sur le materiel - Symboles enregistres I .Gralische Symbole aul Einrichtungen - Index und Obersichr 
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ENGLISH 

The Prismaflex HF20 set is manufactured by GAMBRO Industries, 
7 Avenue Lionel Terray, BP 126, 69883 MEYZIEU CEDEX, FRANCE. 

L!'i. Caution: Federal law (USA) restricts this device to sale by or on t he order of 
a physician. 

DEFINITION OF EXPRESSIONS 
USED IN THIS MANUAL 

In this document : 

L!'i. "Warning" indicates a hazardous situation which, if not avoided, could result 
in death or serious injury. 

L!'i. "Caution" indicates a hazardous situat ion 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 b lood warmers, which 
should be installed on the return line. Refer to the specific instructions for use. 

• All line connectors are compatible with the IS0594-1 and IS0594-2 
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 (EIO). Deaeration is 
such that EtO residuals comply with the standards in ISO 10993. 

• Expiration date: please refer to product label. 

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

INTENDED USE I 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; CWH; 
CWHD;CWHDF. 

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 r isk/benefit 
rat io has to be made by the treating physic ian (relative contraindications): 

• inability to establish vascular access, 
• severe hemodynamic instability, 
• known hypersensitivity to any component of the Prismaflex set. 
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• 
CAUTIONS AND WARNINGS 

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

L!'i. 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 b lood volume of any accessory or device if used. 
The Prismaflex HF20 set should be rest ricted to pat ients with a body weight 
greater than Bkg (1 Bib). 

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 blood into the pre-blood pump infusion line. 

3. If citrated blood is used for the priming of the extracorporeal circuit before 
patient connection, it is recommended t hat 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. If 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 
min imum 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 t herapy also 
requires clinical consideration. 

L!'i. 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 o• 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. 

8. 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 c losely 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 
to 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, result ing 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 t reatment 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-steri lize. The Prismaflex set is intended for single use only. 
Re-using the Prismaflex set may cause serious damage to the product 
resulting in patient injury or death. 

1 B. 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 

Housing and headers 

Potting compound 

Tubing material 

Cartridge 

: PolyarylEtherSulfone 

: Polycarbonate 

: Polyurethane 

: 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 f luid pathways in direct or indirect blood contact are DEHP-free. 

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/l iter) 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 1 Oto 20.IU/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 IU/kg/h. 
Heparinization can be controlled, for instance, by partial thromboplastin time (PTI) 
measurements: in this case, PTI could be maintained at 20 to 30 seconds over baseline. 

"' "Continuous renal replacement therapy ;n cn"tical/y ill neonates", G.ZOBEL & Al., Kidney International, Vo/.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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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. 

Hypersensi tivity 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. 

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 RI 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 <1l 

Membrane effective surface area 0.2m2 

Fiber internal diameter (wet) 215 11m 

Fiber wall thickness 5011m 

Blood volume in set 58 ml 

Overall dimensions 

•Length 27cm 

•Width 22cm 

•Height 9cm 

Weight 677 g 

OPERATING PARAMETERS 

MaximumTMP 
500mm Hg 

66.6 kPa 

Maximum blood pressure 
500 mm Hg 

66.6 kPa 

Minimum blood flow rate 20mUmin 

Maximum blood flow rate 100 mUmin 

PERFORMANCE SPECIFICATIONS <2l 

Maximum ultrafiltration rate (mUmin) 131 

(bovine blood, Hct 32%, Cp 60 g/L, 37°C) 

QB (mUmin) 20 50 100 

Max.QUF (± 20%) 9 17 24 

Sieving cmfficient 

(bovine plasma, Cp 60 g/L, 37°C) 

QB = 50 mUmin, QUF = 1 O mUmin 

•Urea 
1.00 

•Vitamin B12 1.00 

• lnulin 0.92 

• Albumin <0.01 

Clearance (mUmin) (saline solution; 37°C) 

Parameters: 
QB/QS 20 mUmin 50mUmin 100mUmin 
QUF OmUmin OmUmin OmUmin 

QD (Uh) 0.5 1 1.5 2 2.5 0.5 1 1.5 2 2.5 0.5 1 1.5 2 2.5 
QD(mUmin) 8 17 25 33 42 8 17 25 33 42 8 17 25 33 42 

Urea(± 10%) 8 12.5 14.5 15.7 16.5 8.3 15.5 20.9 25.1 28.7 8.3 16.4 23.6 30.1 36.3 

Creatinin (± 10%) 7.8 11 .7 13.6 14.7 15.6 8.3 15.0 19.7 23.1 26.0 8.3 16.2 22.9 28.5 33.5 

Vitamin B12 (± 20%) 6.5 8.6 9.5 10.0 10.3 7.6 11.7 13.9 15.4 16.5 8.1 13.9 17.6 20.3 22.5 

lnulin (± 20%) 5.6 7.0 7.5 7.8 7.9 6.9 9.8 11.2 12.1 12.7 7.9 12.6 15.2 16.9 18.1 

•
1> Nominal values - given for indication 

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

(3) Ultrafiltration is controlled by the control unit and is independent of the ultrafi ltration ccefficient (KUF). 
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Baxter, Prismaflex and Prismax are trademarks of Baxter International Inc. or its subsidiaries. 
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BAXTER CONFIDENTIAL · INTERNAL USE ONLY 

Part Number: 1000014767 Date: 08-JAN-2020 

Designer: CDS Page: 1 of 1 

Colour Reference: -

• EXTRA CORPOREAL CIRCUIT WITH FILTER I Blood access line (red-striped) 
I Blood return line (blue-striped) I Oiatysate hoe (green-striped) I Effluent line 
()"!lk>w--striped) I Rep0cement solution line (purple-striped) I Pfe-blood pump 
line (whitlMtriped) / S~iter effluent collection bag. Ste<ile and non1)','rogenic 
fluid pathways. Cautk>n: Do not use if protectfvecapsare not in place or if pack· 
aging is darrnged. Caution: Federal law (USA) restricts this device to sale by Of 

on the order of a physician. 
lndone$icl - Distributor: PT. Tawada Healthaire, Rukan Per ma ta $en~n Blok A 
No. 18-19,JI. Tentara ~jar No. 5 GrOC'}OI Utara, Jakarta Selatan - lndooesia. KE· 
MENKESRIAKL 20605711114(Pri:smal\exMsets}/200)5114919(PrismalbHFIOCIJ/ 
l-F1400sets)/20005714921 (Prismaflex HF20set}/20805713569(Prismafle.x ST sets). 

Philippines· Imported and distributed by Bax:1er Healthcare Philippines, Inc. 
Silangan lodlJStrial Estate, Brgy. Canluballg. Catamba City, Laguna, Philippines. 
MDR-01243 (Prismaflex HF20 set) I MOR-07338 (Prismaflex M sets). 

Malaysia - Authorised Representative Baxter HealthcJre (Malaysia) Sdn. Bhd 
B-21-3A. Level 21, The Ascent, Paradigm, No. 1, Jalan SS7/26A. K~ana Jaya, 
47301 Petaling Jaya, Sebngor Dan.ii Ehsan, Malaysia. Registration number: 
GC99624912318 (PrtsmaHex M sets) / GOS696881418 (Prlsmaflex HF 20 set). 

• CIRCUIT EXTRACORPOREL AVEC FllTRE / ligne d'entree sang ~isererouge) 

I Ligne retour sang ~isere bleu) / Ligne dialysat (lisere vert) / l.igne de liquide 
effluent (lisece ;aune) I Ugne de solution de reinjection Clisece vk:llet) / llgne p1e­
pompe sal)9 (lisere blanc) I Poche de recueil efflueot 5 litres. Compartimeots 
sang et dialysat stbiles et apyrog'""5.. Attention : ne pas utiliser si les pt"Otec­
teurs de sterilite ne soot pas en placeou si l'emballage est endommage. 

• EXTRAKORPORALES EINWEG-SET MIT FILTER I Zugangslcitung (Tot go· 
streift} I RUckflul3'eitUlg (btau gestreJft) I Diafysat~ng (grUn gestreift) I 
Ablaufleitung (gelb gestreift) I Substitutionsl&ungsleitung (violett gestretft) 
I Substitutionsleitur19 pra-Blutpumpe lwem gestreift) I 5 liter Auffangbeutel 
AUssigk.eftskreislaufe sind steri1 und pyrogenfrei. Achtung: nlcht verwenden, 
wenn die Sterischut.zkappen nicht an ihrem Platz sind odef die Packun9 bes· 
chiidigt isL 

• CIRCUITOEXTRACORP6REOCONFILTRO /Uneadeentradadesangre(ban­
da de color rojo) / Linea de rt>tomo de sangre (banda de color azul) I Unea cf(' 
entrada del dial izado (banda de cob verde) I Linea de sal ida de eftuente (banda 
de color amarillo)/Linea para la sollX'.i6n de reinyecd6n (banda de colorvioleta) 
I Linea de la pre-bomba de sangre (banda de color blanco) I Bolsa colectora de 
efluente de 5 litros. Compartimentos sangufneos y barlos estetiles y apir6genos. 
Atend6n : No utifizar sl se han quitado los protectores de esrerifidad o si el 
embala,ie no esta integro. Nose garantiza la ester~idad cld producto en caso de 
que el empaque primario tenga seflales de habef sufrido ruptura previa. 

Argentina· lmportado y Distrlbuido en Argentina pof BaxtCf Argentina S.A, Av. 
Oltvos 4140, (81667AUTI Tortuguitas, Prov. de Buenos Aires. Argentina. V'ENTA 
EXCLUSIVA A PROFESONALES E INSHTlJC ONES SANfTARIAS. Direcci6n Te<:nica: 
FatmiKeutica Gula Di Vemiero, M.P. 18.970. Autorizado por la ANMAT PM 770-
51 (Prismallex HF20 set). 

Colombia · mportado y distribukk> por: Labor11torios Baxter SA. Calle 36 
N"2C·22, CalKolombla. Registros Sanitarlos: INVMA 20100M-0006415 I 
NVVM20100M-OX16469(Prismaflex M/HF/ST setsJ/tNV~ 2017DM-0017272 
(Prismaflex HF20 set). 

Guatemala·PMCH2214 (PrismaHexHF20.set)/ PMQ-12111 {PrismaRexST sets). 

Me,xko • lmportado y ~tribukJo en Mexico pot: Baxter, SA de CV. Av.de los SO 
Metros No. 2. Cokinia CIVAC, C.P. 625 78, Jiutepec. Morelos. Mexico. 
ylo Distribuido por. Baxter, SA de C.V. Boulevard Benito Juarez No. 10 Nave F, 
E)ido de San Mateo Cuautepec. Tultitlan, C.P. 54948, Estadode Mexico, Mexico. 
Reg. No.2634C2011 (Prl$maf'ex ST sets)/ 1607E2008 SSA (Prismaf\ex HF sets) 
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Proofread No.: 1 

prismafl« 
• ORCUITO EXTRACORPOREO CON FILTRO I Linea di accesso ematico (con 

bordo rosso) / l inea di rientro ematK:o (con bordo bki) / Linea diatisato ('on bor· 
do verde) I Linea di scarico (con bordo gialo) I Linea per nnfusione di solulioni 
(con bordo porpora) /Linea per nnfu!.ione pro pompa sangue (con bordo bian­
co) I Sacca di raccolta deU'effluente da 5 litri. Comartimenti sangue e diatisato 
sterili e apirogeni. Avv.rthn.nto : non utili.uare se i mezzi di protezione dela 
sterrnta sono stati rlmossl o se 11mballagglo edannegglato. 

• EXTRAKORPOREAL KRHS MED FILTER / Blod ac.cesslang (rOdrandtg)/ Bkxf 
returfkidesslang (bl.lirandig) I Dialysatslang (grOnrandig) I AvROdesslang (gul­
randig) I ErsattningslO~ingsslang (laarandig) I Pre--blodpumpsslang (vitrandig) 
I UWX!mlings~se 5 liter. Stetih och pyrogenfritt slangset. Vaiming: Anviind ej 
om skyddskapslar inte iir pa plats etlet om fOrpackningen iir skadad. 

+ UITWENDIG ORCUIT MET FILTER I Bloedaanvoerlijn (rood gestreept)/ Bloed 
teruggavelijn (blauw gestreept) I DialysaatUjn (groen gestreept) I Effluentlijn 
(geel gestreept) I Ujn voor de substitutievloeistof (paars gestreept) I Pre-bioed­
pomplijn (wit gestreept) / 5 liter effluent opvangzak. Steriele en niet·pyrogene 
vloeistoflijnen. Waarschuwing: nlet gebruiken als de beschetming$kapjes niet 
op de juiste plaats zitten of als de verpa,kking is beschadigd. 

• CIRCUITO EXTRACORPORAL COM FILTRO I Linha de entrada de sangue 
(faixa vermetha) / Unt\a de retomo de sangue (faixa azull / Unha pa ra dialise 
(faix.a verde) / llnha de liqutdo efluente (fabra amareb) / Linh.a de repos~5o 
(falxa roxa) I Unha de sangue anteriOf a bomba (faixa branca) / Bolsa de colheita 
de efluente de S litros. Compart:imentos de passagem do fluKto estereis e api­
n>genicos. Aten~: Nao utilizar se os protectores de esterilidade ten ham sido 
retirados ou sea embalagem est~ danificada . 

• EKSTRAKORPOREAL SIRKULASJON MEO FILTER / Blodaksess slange (r00e 
stipef} I BSodreturslange (bl.A stliper) I Oialysatslange (gronne striper) I Avfals 
(effluent) slcinge (gule striper) I Slange for erstatningslosning ((o$ette striper) I 
Slange f0< pre.titodpumpe (hvite striper) IS l iters avfalls (effluent) pose. Sterile 
og ikkc-pyrogeoe v~kcbaner. OBS: Ma ikkc brukcs hvis beskyttclscshetter er 
ije<net e~r hvis embaflasjen er skadeL 

+ EKSTRAKOR PORALT KREDSL0B MED FILTER I Blodindl0bsslange (r0de 
stribef) I Blodreturlobssbnge (W stribef) I Dialysatslange (gronne striber) 
I Vd;:skeuctl0bsslange (gule striber) I Erst3tnings v~ Oilla striberV 
Pre-blodpumpeslange (hvide strtber) / 5 liter udlobsopsarnlingspose. Sterile og 
ikke-pyrogene v;;eskebaner, Forslgtfg! MA ikke anvendes. lwis beskyttelsesh<et­
teme er fjemet. clScr hvis emballagen (If beskadiget 

• KEHON ULKOPUOUNEN VERILETKUSTO JA SUODATIN I Veren ottcletku 
(punarai:tainen) I Veren paluulctku {siniraitaincn) I Ulkonestclctku (Vihrearait· 
ainen) I Potstoletku (keharaitainen) I Korvausnesteletku (violettiraitainen) /Ven. 
pumppua edettava letku (valk.oraitainen) / Viklen litran poistonesteen kerays.. 
pussl Steriih ja pyrogeenitOn nesteletkusto. Varoitus: Ala kayta. jos suojakorlcit 
eiv.i'it ole paikoillaan Lai jos pakkaus on vioittunut. 

• 3KCTPAKOPnOPAJlbHbl~ KOHTYP C Cl>WlbTPOM I l<poeon"°"""'""' 
~wciyna~""""'°""°""OO)/Mawctjwoeo"'P""~°"""oonocai) 
/ Mawctjwo-.. (<-oonocai) /~~~­
ruxxcM) I ~ D.'ll'CMTefblOO piacroopa fc nypnyplD! ocnx:oH) I 
Maoupa.ra. HaCCXa neJ>eA HaCCX:OM JqXBI (c 6en:»1 oonocoM) I Mewot< Af1R diopa 
~ S fMTJXR Cll'pWl>t«> HA~ I~ He ClepM1J(EaTh. 
n pe,qoctepe>KeHMA: He~ )'ClpCKrea. ect11 ~ ~ 
otcyTCTEl'fk)THaCllOHXMecr.lXWl'll'!O~~ 
Oprattl13a4m:i. y0011~eHHai:t ..a npHHATVle npereH3"11 ..areppITTOJ>H~ P<I>­
AO KoMIJalMSI 116.aKCTep», 125171, MocJ(Bo),/leH'1HfPaACKOe wocce,IJ. 16A, crp.1. 
+7(495)647-68-07 
3nettTpoHHMI OO'>fTa.: Russia@baxter.c:om 
Per. YAOCTOBepettHe N9 P3H 2016/4169 

• GAMBRO Industries 
7, avenue Lionel Terray, BP126, 
69883 MEYZIEU CEDEX, FRANCE 

( €2797 

• EKSTRAKORPOREALNI KRUG S FILTROM / linija za pristup krvl (s avenom 
pt\lgoO'I) / linija za povrat krvi (s plavom pn..gorri) / linija za dijalizat (sa zelenom 
prugom) / l'nja za otpadnu tekucinu (sa Mom prugom) I ~nija za nadomjesnu 
tekudnu (s ljubicastom prugom) / linija prije krvnc pumpe (s bijek>m prugom) I 
5-l ltarska vreclca za prikupljan}e otpadne tekucine. Sref'ilni i nepirogeni prostori 
z.a tekuOne. Opre:z: Nemojte korist:iti ako ™titne kapice nisu na wojim mjesfi.. 
ma ii i ako .le pakiranje oSteCeno. 

+ EKSTRAKORPORALA ~£DE AR FILTRU I asins pievades linija (ar satkrim 
svlttam} I asin.s a~nas llnija (at zilam svttram) I clalizes !1$lr:luma tinija (ar zafam 
svitram) I izplUdes r'°ija (ar ctzeltenam svitr,iim) I ~nas ~idurna inija (ar 
violet3m sv~m)/ tinija pirms asins sUkl;wl (ar baham svitr8m) / izvadit:a ~ 
savald.anas maiss (5 litri). Sterila Lil ncpirogena ~ruma plUsmasceji. Uzmanibu: 
neizmilntotja aizsarguimava neatrodas vieta vai Jesaii;iojums ir bojats. 

+ EKSTRAKORPORAUN£ GRANDIN£ SU FILTRU I kraujo pal?mimo Hnija 
(paiymeta raudona juostele) I krauJo grqiinimo linija (pafymi>ta ~ ju­
osteie) I dial izato linija (pafymeta Zalia juostek!) / nuotekl,\ linija (paiymeta 
geltona joostele) I pakaitinio tirpalo liniJa (pafymeta vk>Jetine juosteM / linija 
prieS kraujo pomf)<t (paiymeta balta juostele) I 5 litr\f talpos nuotek4 surinki-­
mo mai~s. Stef'ilaus ir nepirogeninio skyseio tekl?jimo trajektorijos. !spfjimas; 
nenaudokite,jei nera apsauginio dangtelio arba jei sugadinta pakuote. 

+ MIMOltLNf OKRUH S FILTREM I Krevnl pfistupove vedenl (s l:~rven'fm 
pruhem)/Krevnin.3vratovevedeni (smodrYmpruhem)/Vederiprodialyz.tt (se 
zefero/m pruhem) I Odpadri vedeni (se Hut)'m pruhem) I Vedenf pro nahradni 
roztok (s fialovYm pruhem) I Vedenl pied krevnf pumpou (s bit'fm pruhem) I 
Odpadni sbernY vale o objemu 5 litrU. Sterilni a a17>'1'ogenni dialyz.atoW te$t)'. 
Upozo!Mnl: Nepoutlvejte, pokod cx:hranoti krytka nenl na mlste nebo pokud 
je obal poSkozeflY. 

• KEHAVAUNE RINGLUS KOOS FILTRIGA / Vere juurdevooluliin (punasetriibv­
line) I Vere tagasivooluliln (sinisetriibuline) I DialUsaadi liin (roheli~riibuline I 
V.:iljavooluliin (koltasctriibulinc} I Ascndu5'ahuse liin (llllatriibuline) I Verepum­
baeelne l iin (vakjetriibuline) I 5-liitrine vfiljavoolu kogumiskott. Steriilsed ja 
pUrogeenivabad vedelikuteed. ettevaatust! luge kasutage, kui kaitsekork e1 
~ omal kohal VOi kul pakend on kahjustatud. 

.. ZUNAJTELESNI OBTOK S FILTROM/ cevka :za dovod k.rvi (z rdelimil:rtilmi) 
I cevk.a za odvod krvl (Z moc:lrimi CrtamO I cevti:a za dializat {Z zelenlmi Crtami) 
I odvajalna cevk.a (2 rumenimi trtami) I cevka za nadomestno raztopino (z vt­
jol ll:niml Crtamij I dovodna cevka l:rpalke za kri (z belimi Otami) I zbirna vreiC:ka 
za odvajanjc (5 0. Ster1tni in apirogcni obtoki tekol:in. Opozorno: izdclka ne 
uporabljajte, Ce vamostni pokrovl:ek ni pravilno nameSl:en ali Ce je embalaia 
po~vana. 

... MIMOTELOV'1 OBEH S FILTROM I Linka prfvodu krvi (s CervenYrn pasikom) 
I Linka pre n.Wrat krvi (s modr}lm pasikom) I Linka pre dialyz.it (so zelenYnl 
pasikom) I OdtokM linka (so iJtYm pasikom) I Linka pre natvadny roztok (s 
f.iovym pas~om) I Linh Jln'(ikrvneho ~erpadla Is bie~m pasikom) I s~• 
trovY odtokovY zberny vak. Sterilne a ~ogenne 'esty na wdenie tetlutin. 
Upozomenie: Ak ochrannY utiiver nie ;e na svotorn mil>stc ak>bo akje bablle 
~ zariadentenepoufivajte. 

+ OBWOO KRj\i£NIA POZAUSTROJOWEGO Z FILTREM I Linia dost~ 
krwi (pasek czer.YOOy) I Unia zwrotu krwi (pasek niebieski) I Unia diaMzatu 
(p.liek zielony) I Lin~ odplywu {pdsek Mlty) I Linia wymiany roztworu (pasek 
purpu!'QINY) I Linia do podlpenia przed pomf>Cl krwl (pasek bialy) I .s.-litrowy 
wo«ol< zl>eraj~cy na plyn odplywowy. Stel)ine I niepyrogenne lciezl<I przeply­
wu pfynbw. Przestroga; Nie ufywat, je-SJi opakowanie jest uszkl.'.:ldlooe lub ~i 
nasadka ochronna nie znajduje s~ na swoim miejscu. 

• FILTRELI EKSTRAKORPOREAL DEVRE I Kan girli hattl (kmTMZI i;iz:gili) I Kan 
dOnU$ ham (mavi (iigili) I Diyalizat ham (yeiil ~izgiliJ I At1k t\att1 (sari ~izgiliJ I 
Replasman solUs~mu hatb (mor ~lzgili) I On kan pompasi hatt1 (beyaz i;izgili) I 
5 litrclikatlk top&ama torbasl. Ste<il w apirojcn SM akl} yollan. Dikkat: Koruyucu 
kapak yeOnde degise veya ambalaj hasar gOr~se kullanmaym. 
ITHALATc;I FIRMA: BAXTER Turkey, Renal Hizmetler A.$.. Sarrtef, Istanbul I TORKl­
YE. raefon: +90 212 365 53 oo. f-.posta: tcb!lgi@baxter.com 

.. EninMATIKO KYKJ\OMA ME ~i\TPO I rpaµµt\ rrpocmO.OOI)<; olµcrroc; 
(K6t<•N« ply<<) t r poµµ~ w101P<><P4'1< aJjJ010<; (µnl£ ply<<) 1 r pojJjJl\ 6<Wi\Jar0<; 
01JJC)K60opol)c; (np6olV(( piytrj I rl)O&Jj.J{\ vypoO t{Cl'r'Ufl1'K (KiTptvt<: piytQ I 
rpaµµ{\ &a>.UµaTa<; un0t<mOOTool'}C !IJWil pfyEQ I fpaµµr') ovr.\ia< npo alµaroc 
(MoKtc; piyr:<;) I Woe; ouAAoyrlc vypol) c{~ S .>.itpwv. Anoompwµtvo K01 
µri rrupaoyOva 6taµEptoµara uyp<iJY. npoooxfi; Mfl XPflCJlµOnolritt: TO npo46v 
av m rrpoatatcuttK6 nWµara f>Ev pP!oKovtat Off1 0f:ori touc; r'l av ri OUOKH.1ooia 

q>(p<11xwl<P0<>?6< 

• VANTELESNA CIRKULACIJA SA Flt.TEROM / linija :za krvni prisrup (oznaCena 
crvenom prugom) / llnija :za vra&mje krvi (oznaCena ptavom prugom) / linija 
za dijalizat (oznalena zeienom prugomJ / linija za eftuenr (oznatena tutom 
pr!J90m) / llnija za supstitllCioni rastvOf (oznatena ljubKastom prugom) I Unija 
pred-krvne pumpe (oznal:ena belom prugom) I kesa za prikupljanje etluenta 
zapremine 5 litara. Ster11ne i apirogene putanje teCnosti. Oprez:: Nemojte kofis· 
tit.i ako je za!titna kapica uklonjena iii je pakovanje oSteCeno. 

+ EXTRAKORPOR.4.US V~RKOR SZ0R6VEL I arterias s.zar (v0r0s oiKos)lvencis 
szc'lr (kek cslkos)/dializ.1'6 folyadek c:sOve (zOld csfkos)lk.ifofy6cs6 (s.irga cs.fkos)/ 
p6tt6oldat-beviteli cs6 (lila csil<o$)/ verpumpa et6tti szar (fehef cslkos)/5 literes 
kifoly6gy0jt6nak. Ster ii es nem ptro¢n folyadekaram~sl Utvonalak. Flgyflem: 
Ne hasz:nalja ~ a tennekeket ha a ved6kupakok nincsen~ a hetyOkbn. iletve 
ha a csomagolasuk serillt. 

• EKCTPAKOPOOPA11HA BEPMrA C ~I ¢lll\flTbP/flH11~ la flOCThO la 
lq)b8 (C o.+epeeHa 19'1~)/BpbUl<l~ /11H11j! J.a lq)bB (C'bC Q1Hjl l'B'l~)/fMHm 
3a AHNJM,JaT (C'bC le/1eHa H8'14al/IMHHA 3a e.$.nyeHT (c )l(bflT3 1181.1~)/mtHWI 

la 3clMecTBalJ.I paJTBOp (c rwsasa »BH~)J llHHH.11 Ha npe~ptrrenHara ~ 
.Ja KpbB (c 6.1111a H8"'14<1)/S·JJHTposa Top6a J.a n.6Hpatte Ha ~HT. Ctepw1HM 
~ ani.iporeHHH Obl\tll¥) Ha T~OOC::rra. BH~UM!: He M3flOlll83Kre. al<o() 

laLl.ll'lf11KTe 11.ana411.M tte ca 11a MCCTaTa CH WlH amonaK.OOi<aTa e n~na. 

• CIRCUrT EXTRACORPORAl CU FILJRU I Linie de acces sanguin (cu dungi ro~D 
I Un le de r~ur sange (cu dungi albastre) I Linie de diallzat (cu dungi verzi) I Unie 
de cfluent (cu dungi galbcncJ / linie de solu!ic de substifutie (cu dungi violet) 
I Linie pomp.a pre-sange (cu du09i albe} I Pung a de coleaare efluent de 5 litri. 
Trasee sterlle ~ nepirogenice pentru lichide. Precau1ie: Nu utilizati in cazul in 
care capaceie de proteq:ie nu sunt ln kx:ul Jar sau dad ambalajul este dete­
riorat. 

+ Kow&neKT Prbmaftu: • AaHi Af1.11 ~u1.1ff BMp06y AMII. Na 1m1Kan¥, 
AQ: Prlsmaf1u ST60JSTJOOIST1SO Set ma Prlsma/kx HF1000/HF1400/HF20 
set ~•iAMm> Na3BaM 11Mp06i11 yKpaiHct.11ot0 MOllOIO: KOMnMKm 
Prlsmaflex ST60/ST100/ST150 ma KoMMeKm iJnJr zeMOf#Hm.mpCK{li' 
Prlsmaflex HF1000/HF14DO/HF20 BiAt1011iAJto • Exapuopnopant.HMM 
Kotnyp :1 +itsbtpoM I Maricrpanb HWoWf<eHHJI Kpoei (13 4epBOHOIO 
CMY>l\llOIO)/Maricrpallb OOBepHeHHA Kp08i (i.J ntHbOIO CM)?KllOtO)/Mariaparlb 

Aianilary (iJ JeneHOM) ~)/Maricrpanh eqimoeHTy f13 lWaTOlll 
CM)'Jtl.KOIO)/MariCTPAflb laMicHOfo po:NHft)f (3 <f>kmeroemo ~)/ 
nepeJV<pOB'i:tHa KanipHa Maricrpanb {3 6lnoK> Ol)'}t(1«>10}/5-nirpoen1 na1<eT 
fJ/IA 36opy e.$moewry. Crepw11>Hi ra aniporeHHi KaHatlH npox~HR p\AMH. 
0onepeA)Ket*t1'. He B'1r.opMCT08)'8afM. flKlltO laXttcHi KOBna\4~ He 

HaMic:4i,a6o i:tK.utOYl1al'.OBK)'llOW~. ~ 
BMpo6HMK: raM6po IHAKTpic., 
7 ABeHIOflioHeJ1 TeppaH, BP 126,69883 Meti3b€ l..\e.QeKC,<l>paHuiA ~ 

o•c _f 3o•c lliJ fil ® ! ~ 
Baxter 

Baxter and Prismaflex are trademarks of Baxter International Inc. or its subsid iaries. 
lsreR1LelrnUI @) f 
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Max. TMP/ PTM: 500 mmHg I LOT I 
Caution: 
Federal law (USA) restricts this device .. ..fl 
to sale by or on the order of a D 
physician. 
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