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

/\ 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:

/\ “Warning” is used to alert the user/operator not to take a certain action
which, if taken, can cause a potential hazard and result in a serious adverse
reaction, injury or death.

A\ “Caution” is used to alert the user/operator to take a certain action to protect
against a potential hazard, which, if ignored, could have an adverse effect on the
patient or on the device.

“Note” is used as a reminder to the user/operator on normal treatment activity
and on what is a suitable action in a particular situation.

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.

PRODUCT DESCRIPTION

The PRISMAFLEX HF20 Set is a disposable, extracorporeal circuit for use
with the PRISMAFLEX system equipped with software 4.00 or later.

dialyzer* and tubing lines; refer to PRISMAFLEX control unit operator manual
drawings for details.

All line connectors are compatible with the ISO 594/1 & 2 international
standards concerning conical fittings.

The fluid pathways of the PRISMAFLEX Set are guaranteed sterile and non
pyrogenic.

The PRISMAFLEX HF20 Set is sterilized by ethylene oxide (EtO). Deaeration
is such that EtO residuals comply with the ones described in ISO 10993-7.

Expiration date: Please refer to product label.

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

The PRISMAFLEX HF20 Set consists of a PAES hollow fiber hemofilter/

INTENDED USE / INDICATIONS

The PRISMAFLEX Set is indicated for use only with the PRISMAFLEX control
unit equipped with software version 4.00 or later 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; CVVHDF.

All treatments administered via the PRISMAFLEX Set must be prescribed by a
physician.

The size, weight, state of uremia, cardiac status, and general physical condition
of the patient must be carefully evaluated by the prescribing physician before
each treatment.

CONTRAINDICATIONS

There are no known absolute contraindications for the PRISMAFLEX HF20
device. For the following conditions a careful assessment of the individual
patient's risk/benefit ratio has to be made by the treating physician (relative
contraindications): Inability to establish vascular access; Inability to provide
adequate or safe anticoagulation (e.g., uncontrolled bleeding diathesis, central
nervous system bleed); Severe hemodynamic instability.

CAUTIONS AND WARNINGS

Note: additional warnings and cautions pertaining to the PRISMAFLEX system
are included in the PRISMAFLEX control unit operator’s manual.

A\ Cautions

It is recommended that particular attention must be paid with respect to extra-
corporeal blood volume; as the ‘extracorporeal volume/patient blood volume’
ratio is very high, the physician may decide to prime the extracorporeal circuit
with adequate volume substitution before patient connection. Refer to the “Before
connecting patient...” section of this document and to General characteristics.

The PRISMAFLEX HF20 Set should be restricted to patients with a body weight
greater than 8kg (18lb).

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

2.  Store the PRISMAFLEX Set in a dry place, between 0° C (32°F) and 30°C
(86°F).

3. Some solvents and other chemicals, if used in contact with the filter,
could damage the set. No chemical of this type should be used without
permission of the manufacturer. The following are especially forbidden:

a) halogenated aromatic and aliphatic solvents,
b) ketonic solvents.

4.  To prevent contamination, this PRISMAFLEX Set must be used as soon as
its packaging and sterilization caps are removed.

5. 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.

6. Do not try to remove the filter from the cartridge plate.

7. Destroy this set after single use, using aseptic technique for potentially
contaminated equipment. Do not resterilize. The PRISMAFLEX HF20 Set
is intended for single use only. Re-using the PRISMAFLEX HF20 Set may
cause serious damage to the product resulting in patient injury or death.

8. Use aseptic techniques when handling all blood and fluid lines in the set.

9. Connect the PRISMAFLEX Set to a patient via venous blood access and
return devices. A double-lumen venous catheter is the recommended
blood access device; however, two single-lumen venous catheters can
also be used. There are 3 possible accesses for PRISMAFLEX System
therapies: subclavian, jugular or femoral vein.

10. 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 heparin added] prior to
connecting the patient. This requires use of a new bag of priming solution.

11. 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 blood loss or air embolism.

12. In the case of patients who pose a high risk of haemorrhaging, it is
recommended not to add heparin to the priming solution.

13. When not using the pre blood pump infusion circuit, it is recommended to
clamp this circuit close to its connection to the access line; this will prevent
the sedimentation of blood into the pre blood infusion line.

14a. When treating low weight patients (i.e. patient with a weight between 8 and
20 kgs) with the PRISMAFLEX HF20 Set, the volume of the extracorporeal
circuit and the high ‘exchange volume/patient weight’ ratio may cause
hypothermia. We therefore recommend warming the blood.

14b. 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.

15. |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.

/\ Warnings

1. 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.

2. Should acute allergic reactions (first-use syndrome) occur in patients
receiving treatment via the PRISMAFLEX HF20 Set, immediately stop the
treatment and administer appropriate intervention.

3. 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.

4. 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.

5. Use the PRISMAFLEX HF20 Sets only with the PRISMAFLEX control unit
equipped with software version 4.00 or later. The use of previous software
versions can result in patient injury or death.

SPECIFICATIONS

See Tables at the end of this IFU.
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SET MATERIALS
PAES hollow fiber : PolyarylEtherSulfone
Housing and headers : Polycarbonate
Potting compound : Polyurethane

Tubing material

Cartridge : PETG

: Plasticized polyvinyl chloride (PVC)

Note: the following information is available from the manufacturer upon request:
- information about test methods used to obtain performance characteristics,
- the types and amounts of residue from the sterilization process.

The PRISMAFLEX HF20 Set is not made with natural rubber latex.

INSTRUCTIONS FOR USE

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

Load Set

Install the set onto the PRISMAFLEX control unit using the photographs on
the inside cover as a guide.

Prepare and Connect Solutions

Hang bag of priming solution [saline or alkaline solution (pH = 7.3) with added
50001U heparin/liter] on priming hook (left corner hook top of front panel).
Connect access (red)/effluent (yellow) Y-line to priming solution bag.

Before connecting patient

If priming of circuit with adequate volume substitution is requested, refer to the
PRISMAFLEX control unit’s user interface for specific instructions.

Anticoagulation considerations

According to the literature* continuous heparinization at a rate of 10 to
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
(PTT) measurements: in this case, PTT could be maintained at 20 to 30 seconds
over baseline.

SPECIAL PROCEDURES
IN CASE OF COMPLICATION

External Blood Leaks

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.

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

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. 2.

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 administrating the appropriate treatment.

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 discounting 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:

1. Strict adherence to the set-up, priming and rinsing procedures detailed in the
manufacturer’s Instructions for Use.

2. 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.

3. 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.

INDIA

¢ Name and address of importer: Baxter India Pvt. Ltd., Gala No. 1 to 6, Building No. C15, Ground Floor, Shree Arihant complex, Kalher, Bhiwandi, Dist. Thane,

Tal: Bhiwandi (Thane-Zone 5) 421302

e Name, address, telephone no., email address (in case of consumer complaint):
Baxter India Pvt. Ltd.,
5th Floor, Block A, Building 9, DLF Phase lll, Cyber City, Gurgaon- 122002.

e Consumer Care No.: 0124-4603200

e Consumer Care email ID: Customerservice_SHS_India@baxter.com

e Import License No.: MD-1591-2310



BAXTER CONFIDENTIAL - INTERNAL USE ONLY

Part Number: 1000014798 Date: 08-JAN-2020 Proofread No.: 1

Designer: CDS Page: 6 of 16

Colour Reference: [EMVAHS

RPN

<>

"HE TFEEHRIES
"Gambro" Prismaflex Set

#51%: HF20

BIEEREF 501270357

AL B ERhEERMATEEA -

EARTAF R AR ELERETEA -

PRISMAFLEX HF 20 £#8;2H GAMBRO Industries £4& & 8EbA
7 avenue Lionel Terray, BP126, 69883 MEYZIEU CEDEX, FRANCE °

FFEMZBFAER

KM

A rge | FERSSEREREETERMESTHE  SHTETERER
BE - WEIRBENTRRE  BEEERT ©

A v, FERIRERE R E AR E RIS EEE + LU L AR RO -
WMRARERLARRAEE » ATREEHRASRBERTRIOTE

i AR R E —RRIARTA SRR T ARRE
BT -

SCUF : fRISEEIHBEIE

CVVH : EiE4ESAR-FFAR X 7088
CVVHD : :EEMAFAR-AF AR MiRE A
CVVHDF : SEEMEAR-FF AR M ETEIE
BIFATE | EIEEAENESRI R MABIRE
AR | MR BT R INA B ISR

EmiRep

¢ PRISMAFLEX HF20 EffArHZENABEIMEIREM  FERCEREIRA S 4.00 2§
LI FAY PRISMAFLEX Rf{EMH -

* PRISMAFLEX HF20 EAH2F PAES Ze/bift M @ s =s S e RERATEM
MG A2 (PRISMAFLEX HEHIE T2 EFM) (2R -

o FTEEIIRIBEHFE 1SO 594/1 & 2 BIRAZAERY 71258 -

* PRISMAFLEX Eff#)REEEIEIIRFZAERBEMRR -

¢ PRISMAFLEX HF20 EFREIBE G (EtO) HE - HERER EtO BREIER
4 1SO 10993-7 HIER »

* RFHIR  FEEHEERZE -
* A - MR EN RS R T REas, o

FREA RS B R E

PRISMAFLEX EfR{EEEAELERERRAA 4.00 5Ll LAY PRISMAFLEX 24187t
R MAREEEEARIESEREIEEREE - ARTERANR2MERB
R/RERBZHIRA ©

AEMBEA R THIESHK-5$ARC /A5 © SCUF ; CVVH ; CVVHD ; CVVHDF °

FiEi&i@ PRISMAFLEX E#lETR)ARE/AFTEERNIRETT B AR LARR
FEMEEMERANGEE  88F - RBRE « DFIRELR—MREERR -

43

PRISMAFLEX HF20 #EMFERRECIBHANETIIE - £ FIBR TEELE
RIEERT A BRR R ERIR B ARG LE (BHRTE) - EAET OB 268
ERREMTURMES QEAEFIHEMMEE  PIEMSRFHM) 5 MRSEm
ETEBE -

TERESER

§15R3 PRISMAFLEX RFAVEMEEELTEEIR - 526 (PRISMAFLEX %
I TTRIEFMY -

N ER

EEEEBERARIMEENRE  RAE "RIMERMRERAMKBE , 2
LERBE SRS - BT Rl e RIRE T R A BT - BRI TRREITRESME
BIRF - F2EAFMP TERAERR -, —EE (AR -

PRISMAFLEX HF20 EfBfE@MAMEEER 8 AT (18 §E) LIEAIRA

1. (ERAARERED BT HEREEA EREE) LUK (PRISMAFLEX 2|8 TR
EFM) ©

2. 4% PRISMAFLEX EMFEFNBEENF 0°C (32°F) £ 30°C (86°F)
RIRYBZIER -

3.  FUATs{t RS EELEIRER IR PR S EAEEE  RICELERET AT
BDERLE L BES RERREER TR
a) RAtFERIERATEAE
b) BRFRIAE] o
Bit54  PRISMAFLEX BN SR RBEZH SRR ERIENER
BETIHCRRSEERER  OECHIE  HRBHEEAHE  SEE+
EAERREMITA
BB EMR_EAYEIESS -

AEMEHRENER FHTERBEHS NRBHAIEE L FREFR
tiE4E% - B EEME - PRISMAFLEX HF20 E/B(EMEXER EHEEH
PRISMAFLEX HF20 EffrlfE @ B ERIEER ML EBRAZERILT

S A EERIT AR R IEERRATE R MR RS RS
EEBHRMRBALRGKKEE 1% PRISMAFLEX EHEEERA-Z
SERERSREENMABALE TAGHAEAREERNFIKE
& - PRISMAFLEX RiFAELE 3 BAIEh)EE BT 5K  SB5F ka2
RS EFAR -

10. ARKEEMESTRTEF®E ZENERAEZLE  PRISMAFLEX EffELUED
500 mL 9FEFRAME  [MMARFEMNREDKAESSMEAR (pH = 7.3)] HEE
#A74 BIEERAC EMEEEA—RMNTER AR

11a. SETIR/RELERE - 8l ZHH PRISMAFLEX EAEFMZeRAES  S5EH 21 5
SN E/NEIETEE < M ARYETEE - FIAE SRR BNE R FLR - M BRI %
RARE -

12. MERAZHOASEGE BRBFRABRPTEMANR

13. MBRFEHMAE BTG IRRE EEEHATEBENFELERRER
B EAR AT R LA MR e o

14a. E{EFAPRISMAFLEX HF20E#/AE KIS E R BFF(HIANREENH8EI20AT)
IMEIREB RS TIRE//REREE LRI AE & S Ak RS IRBR K - R bt - RS MR
iR

14b. PRISMAFLEX HF20 BHHRIERCEE N MMAINEES - HeINR2S e S EEh
B2 MERIEE, PRS-

15, MRERRABEFEFERASBEERENMRRIATIZIMERE  BE 5o
MK pH EXHGHIERE A 7.3 E 7.5 BAEE(E - 58 T EERZ AKX
FREER 1.00

=



BAXTER CONFIDENTIAL - INTERNAL USE ONLY

Part Number: 1000014798

Date: 08-JAN-2020 Proofread No.: 1

Designer: CDS

Page: 7 of 16

Colour Reference: [EMVAHS

B
g

&€
[=]

1. EATEREERRIANIZERR  SERAERAREERNE M 19778
EBHRAREHILT

2. 1% PRISMAFLEX HF20 Eff/AEMRANERESMEEHRE @RER
FEIREY) » A BMEIEARE MG T EEMNAETE -

3. —HBEREITHERE BFTEETREABBRENMBREF - NRMEAS
R FLARREMR-

4. ATHEERBHRAONES BZEEEH 24 EEFRE—XER BFEREZE 3 X
(72 /)\B§) BAI—EBEIREM - O RILRER MEIEE R - FTRE S EREH
B FRAEZEHFETHIER

5. PRISMAFLEX HF20 EAH{E8EABCNBEARAS 4.00 5 LL_EAY PRISMAFLEX
PEHIEE TTER o BRI R RE B BUR A RS T -

B

FE2RL EREE R TR

ElE

PAES Z2Didit : Eﬁ*ﬁﬁ%’m
INERRETF : BB AR
BERILEY : BARFPREERE
EIEME LB E NS (PVO)
*E : Bfig (PETG)

B SUERRTRM T AIEM
- FALEUSAEE S M 2 RIS TS /ARHERAE AN,
- BEREFTEEMNEERESR o

PRISMAFLEX HF20 i3FFRR RIS IBILIBESE -

ERES

E fFEAAEM  51KHR PRISMAFLEX 288 STiR (a0 sEiMig L E R8T - H
i ZE M52 R (PRISMAFLEX %24 8 TTi@(EFM) ©

BRERE
SRAEFHRBAEHRRERE PRISMAFLEX $2H|8 T Eo
ERIERER

B—RFAFRAR [MA 5000 U FFE/AFHREKAREEIEER (PH = 7.3)
MEITRFRERE & RIERA L5R980F) - ERRA (Ie) BER (Bh) v BER
EFATRER -

Bl A\ %Al
MRFREREBOFHITIRRETERRAVTET 52 R PRISMAFLEX #EHIE T
RENEPEFRIES -

MEREE

RIESTRL LL 10 = 20 1U/kg/h BORRFFER HHUEE] - RIFE AR S MARREER
BIRARS  B8SMBIRAEIEREE(F

ERRARIERME  AHEHUEEIE%ZE 5 1U/kg/h LU e

HUEE MR R RES0IEHIRY - HIANE B MIERAFE (PTT) #EITRHIE £ ERIER
T PTT {ErlMHEE#EELN £ 20 E30 R

* “Continuous renal replacement therapy in critically ill neonates”, G.ZOBEL & Al.,
Kidney International, Vol.53, Suppl. 66 (1998).
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* G.ZOBEL & Al., “Continuous renal replacement therapy in critically ill neonates”,
Kidney International, Vol.53, Suppl. 66 (1998).
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- SUCF (Slow Continuous Ultrafiltration)

- CVVH (Continuous Veno-venous Hemofiltration)
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- CVVHD (Continuous Veno-venous Hemodialysis)
- CVVHDF (Continuous Veno-venous Hemodiafiltration)

Hat 5= Xy
0~30°Co| ZAZsH &40 2

/oy
AE7I8"Ho4nt7| / PRISMAFLEX HF 20 set

rz
0:

=51 11-4525

Alokx o|2 7|7 |MEBHEY (http://www.mfds.go.kr/med-info)

0o 2016\ 3¢



BAXTER CONFIDENTIAL - INTERNAL USE ONLY

Part Number: 1000014798 Date: 08-JAN-2020 Proofread No.: 1

Designer: CDS Page: 10 of 16

Colour Reference: [EMVAHS

25 24 ml/min
QB=100 ml/min
20 -
17 ml/min
=15 QB=50 ml/min
£
£
£
":" 9 ml/min
10 4
QB=20 ml/min
5 4
0 T T T T T )
0 50 100 150 200 250 400
TMP (mmHg)
"In vitro" ultrafiltration with blood (values + 20 %).
(Bovine blood at 37°C, Hct 32%, Protein concentration 60g/L).
Ultrafiltration is controlled by the PRISMAFLEX system and is independent
of the ultrafiltration coefficient (KUF).
{ERMRHETT TRES) ) EBBIE (H = 20 %)
(EA4M 37°C » Hct32 % @ BEERE 60 g/L)
HBiBIEH PRISMAFLEX RIFATIZHI B T ZBERRE (KUF) &
S AL “AlRH 2L Z0{ (S + 20%)
(& EH: 37°C, Het 32%, THHE == 609/1)
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GENERAL DATA/ —fi& &} / 2t M
PRISMAFLEX
HF 20 SET
Weight/ 22 | &t 664 g
Overall dimensions / #2888~ / DA 27|
length/ /& / Z0| 27.cm
width/ EJE / L{H| 22cm
height/ S & / =0| 9cm
Blood volume in set/ EAEFPRIMRE /| ME S| &Kzt (+10%) 60 mL
Priming volume / Ja75 & / Z2to| Yzt 500 mL
FILTER OPERATING SPECIFICATIONS / iBiE23IR{EiRIE | ZE =3 At
PRISMAFLEX
HF 20 SET
Maximum TMP* / 8525 TMP* / | CH TMP* 450 mmHg
60 kPa
Maximum blood pressure / MEE_EFR / = CH 249t SOE(S)?“I:;’naHg
Minimum blood flow rate / S{EMARLE / =4 SF2 20 mU/min
Maximum blood flow rate / S/ MR / Z|Ci &FaF 100 mL/min

CVVHD CLEARANCES
CVVHD FFiE%E
CVVHD M|z

GEAEITAFAR —

(xl_/_.|\_73|{ol_| JgI-IEIH o:lOH EA-I) OI?.

(Continuous veno-venous hemodialysis) Clearances versus inlet dialysate flow rate (37°C)
EFARC MIREAT) ER/EZRE A CEMTRIRIEMLL 37°C)
EMol R0 st MAHZF (37°C)

PRISMAFLEX QB/QS** = 20 mL/min QB/QS** = 50 mL/min QB/QS** = 100 mL/min
HF 20 SET QUF*** =0 mL/min QUF*** =0 mL/min QUF*** =0 mL/min

QD uh) 05| 1 [15] 2 |25]05] 1 |15] 2 [25|05] 1 [15] 2 |25

(mL/min) 8 |17 | 25 |33 | 42| 8 |17 | 25|33 | 42| 8 | 17 | 25 | 33 | 42
Urea/ R | 24 (= 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 / BILERET / 2 2llOtE| (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
VitB12/ ffthes B12 /H|EFDI B12 (& 20%) 6.5 |86 |95 [100(103| 7.6 [11.7|13.9]15.4|165| 8.1 |13.9|17.6[20.3|22.5
Inulin / %% / Ol =2l (= 20%) 56 |70|75|78|79]|69]98|11.2]|12.1]127| 7.9 |12.6|152|16.9|18.1

Transmembrane pressure / f&_E/EE / 0| 52} ¢F
** Arterial blood flow rate / ERARIME R / SH 72

i

=

EBEIE IR (71'_ PRISMAFLEX 4% £ » iﬁ/}%/ﬁ ﬁ BRIKAR + BRR + MR E AR /IILl__
Z0{TI SPRISVAFLEX A|ABI0| A2 X0} =52 HHE + S $& + AN 8o Bz ?r‘%‘)

ek

Hematocrit/ MALL / ME T SHE
Protein concentration / E R &R | THHE
Dialysate flow rate / SBAFT AR | 41 Y

Fkkkk

Fkkkkk
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Ultrafiltration flow rate (on PRISMAFLEX system, the ultrafiltration flow rate = fluid removal flow rate + replacement flow rate + pre blood pump flow rate) /
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O o PRISMAFLEX
e Zei wloled
FILTER DATA BEsREn = HE 20 SET
NOMINAL PHYSICAL CHARACTERISTICS ERYERE 28| 25 =4
" . _
Effective surface area BHREER 72 20y 0.2 m?
Fiber internal diameter (wet) HAEPTE (IR MP R FE ("2 E9) 215 um
4t EEE ou =
Fiber wall thickness MR Mey FH 50 ym
IN VITRO PERFORMANCES = BESMEE #= AlEHBH M5 +
Blood priming volume MEFETRE sol =ajo|dat 17 mt
Blood pressure drop (post dilution) MEETFRE (%i5FE) ol otz Ztsl (3|4 ) QUF*™ = 0 Uh
(bovine blood, Htc™*32%, Cp** 60 g/L, 37°C) (41 + HIc™32% » Cp™ 60 g/L * 37°C) | (< oM, Hic™32%, Cp™ 60g/L, 37°C) 25 g
QB** = 20 mL/min 0B** = 20 ZF/5348 QB** = 20 mL/min
0B** = 50 mL/min QB* = 50 ZEFH/4 48 0B* = 50 mL/min 37 mmHg
QB** = 100 mL/min QB** =100 =F/4> 58 QB** =100 mL/min 59 mmHg
Sieving coefficient B Sieving 71|~
(bovine plasma, Cp 60 g/L, 37° C) (H-mm#E > Cp §0 g/L_’_37° C) . 2~ g3 Cp 60g/L, 37°C)
QB* = 37° /% 50 = Ft/53 4% QB* = 50 mL/min (37°C)
QB** = 50 mL/min at 37°, QUF*** = 10 mL/min QUF* = 10 Z=FH/5 88 = )
QUF** =10 mL/min 100

- Urea e _oa ‘

- Vitamin B12 - #E{thdy B12 _H|EfDl B2 1.00

- Inulin - BHE _ol=al 0.92

- Albumin -BER -gRal <0.01

H

—AEREARAERERAEZTIHE - KIBRARERRRR - #ERATEETE - /

+ HBFE ME 2Eo| fe AEA

HAEOAM &2 detxel Bt

A B U Yy

12

Zof w2t Zat

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

T UFHCH
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1 eXMONITOR

INSTALL SET DIRECTLY ONTO P Fisrmna
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Patented ready to use PrismaFlex set packaging.
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Baxter, Prismaflex and Prismatherm are trademarks of Baxter International Inc. or its subsidiaries.



