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ENGLISH OPERATOR'S MANUAL PLASMAFILTER

General information

The information contained in this instruction manual must be read
before the use of this device to ensure a safe and effective treatment.

The plasmafilter is delivered sterile with non-pyrogenic fluid com-
partments and is ready for use after priming and rinsing.

The plasmafilter is for single use only. The quality of the product
is guaranteed only when it is prepared and used according to the
procedures described in the "Directions for use".

Recommended storage conditions: Below + 30°C (+ 86°F).

DEFINITION OF EXPRESSIONS
USED IN THIS MANUAL

WARNING !is used to alert the operator not to take a specific action
that can cause potential hazard which, if ignored, can result in an
adverse reaction, injury or death.

CAUTION ! is used to alert the operator to take a specific action
to protect against possible hazard which, if ignored, could have an
adverse effect on the patient or equipment.

NOTE !is used to remind the operator of normal treatment functions
and what is the suitable action in a particular situation.

ADVERSE REACTIONS

Certain types of adverse reactions may occur due to operational
factors associated withthe treatment. Therefore, proper management
of the fluid removal, anticoagulation, blood, ultrafiltrate and infusion
solution flow rates as well as monitoring of the overall treatment
parameters are essential to avoid side effects which may be asso-
ciated with plasmafiltration.

Hypersensitivity reactions have been observed. Should such
symptoms appear, particularly at onset 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 with known or suspected hypersensitivity to products
sterilized with ethylene oxide, 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 a hypersensitivity reaction and other side effects:

* The choice of plasmafilter configuration as well as type of
membrane and sterilization method/agent.

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

¢ Setting and monitoring the treatment operating parameters
according to the manufacturer's recommendations specified
for each type of plasmafilter and to the patient's needs and
tolerance.

« Strict adherence to all WARNINGS and CAUTIONS given by
the manufacturer in the "Directions for use".

GENERAL WARNINGS AND
CAUTIONS

Do not perform the treatment using operating values outside the
range specified for the plasmafilter.

Do not use chemicals or solvents neither inside nor outside the
plasmafilter without approval from the manufacturer. Halogenated
solvents (perchlorethylene, chloroform, etc.), halogen containing
liquids (e.g. iodine tinctures), denatured ethyl alcohol, acetone,
phenols or their derivatives must be avoided.

Blood and ultrafiltrate connectors on this plasmafilter are
designed to comply with international and national standards.
Use only with blood lines and fluid connectors that comply with
international and national standards.

The risk of cross contamination between patients may be

prevented by the use of pressure transducer protectors.

Patients receiving extracorporeal treatment such as
plasmafiltration can be exposed to the risk of infection, therefore
aseptic technique is required throughout the entire set-up and
treatment procedures.

Patients on life support equipment should be visually monitored
by competent medical personnel since hazardous circumstances
can arise which may not activate alarms. Constant monitoring of
all relevant parameters must be maintained throughout the
treatment session to reduce the risk of adverse reactions and
clinical side effects (e.g. clotting, blood loss and air embolism).
Adjust all operating parameters to prescribed value range
indicated by the physician for the specific patient's needs and
tolerance level.

WARNING ! Procesing this dialyzer on a reuse machine or
manual reuse processes may cause serious damage to the
product resulting in blood leaks.

CAUTION ! Federal law (USA) restricts this device to sale by or on
the order of a physician.

WARRANTY AND
LIMITATION OF LIABILITY

The manufacturer warrants that the plasmafilter 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 number of the defective product, the
manufacturer will, by replacement or credit, remedy manufacturing
defects in the plasmafilter becoming apparent before the expiry
date.

Expiry date: Refer to information on the unit container label.

The warranty above is in lieu of, and to the exclusion of, any other
warranty, whether written or oral, expressed or implied, statutory
or otherwise, and there are no warranties of merchantability or
fitness or other warranties, which extend beyond those described.

The remedy set out above for manufacturing defects is the sole
remedy available to any person due to defects in the plasmafilter
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 plasmafilter, whether as a result of
any defect therein or otherwise.

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

CLINICAL SIDE EFFECTS

If clotting occurs in the vascular access devices stop the blood
pump, clamp the blood lines and disconnect the blood lines from
the patient. Unclamp the lines and start the blood pump to allow
the blood to circulate through the plasmafilter with some positive
pressure (30 - 100 mmHg) in the system, e.g. by means of a clamp.
Stop the infusion and filtrate pumps and clamp the filtrate line. Check
the clotting time of the circulating blood and administer heparin, if
necessary.Declotthe vascularaccess devices, if necessary, replace
the needles. Stop the blood pump, clamp the lines and connect
them to the patient. Unclamp the lines and start the blood pump,
unclamp the filtrate line and start the infusion and filtrate pumps to
restart the treatment.

CAUTION ! It is recommended not to return the blood to the
patient if the blood has been recirculated too long, to avoid risk for
adverse reactions.

If clotting occurs in the plasmafilter both the plasmafilter and the
blood lines must be replaced. Stop the blood pump, clamp the lines
and disconnect the patient. Flush the vascular access devices with
heparin and physiological solution according to the procedure used
in the clinic. Discard the plasmafilter and the blood lines.
WARNING ! Do not return the blood to the patient.

If an external blood leakage is observed, immediately stop
the blood pump. Initiate corrective action by securing connections
or replacing the plasmafilter. If necessary, administer adequate
replacement solution to the patient to compensate for blood loss.

Ifaninternal blood leakage may occur initiate appropriate action.
The operator, upon confirming a blood leak, must stop the treatment
session and replace the plasmafilter.

If air enters the extracorporeal blood circuit air embolism is
caused and can be hazardous to the patient. To minimize the risk of
airembolism constantmonitoring of the extracorporeal blood circuit,
both visually and with an air detector, is recommended.

Strictadherence tothe manufacturer'srecommended pre-treatment
activities/set-up, set-up and start-up procedures will facilitate the
removal and prevent accumulation of air in the plasmafilter before
the treatment session. If air enters or is identified in the plasmafilter
during priming and rinsing and cannot be removed with the use of
additional physiological solution, the plasmafilter must be replaced.

WARNING ! Do not initiate or continue the treatment session if air
that can cause a hazard to the patient is present in the extracor-
poreal circuit. Accidental disconnection or air leakage may cause
fatal air embolism.

Immediately stop the treatment session if air is identified in the blood
circuit. Discontinue the treatment session and do not attempt to
return the blood to the patient if the air cannot be safely removed.

If a hypersensitivity reaction appears discontinue the treatment
sessionimmediately by stopping the blood pump, clamping the blood
lines and disconnecting the patient. Initiate appropriate medical
intervention. Discard the plasmafilter and the blood lines.

WARNING ! The blood in the extracorporeal circuit must not be
returned to the patient.
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ENGLISH OPERATOR'S MANUAL PLASMAFILTER

Directions for use

CAUTION ! Strict adherence to the procedural order and content,
including all operational WARNINGS and CAUTIONS, described in
the following procedures by the manufacturer is required to ensure
a safe and effective treatment.

CAUTION ! Aseptic technique is required throughout
plasmafiltration preparation and treatment to avoid contamination.

PRE-TREATMENT
SET UP

CAUTION ! Always, check the plasmafilter carefully and use only
if it is mechanically intact and the protection caps over the blood
and filtrate ports are securely in place, dry and intact. Do not use
the plasmafilter if the unit (or sterile) package is damaged
because sterility may be compromised.

Position the plasmafilter vertically in the appropriate holder with
the arterial end at the bottom (1).

Remove the protection caps from the blood ports on the
plasmafilter and attach the blood line connectors; the arterial line
at the bottom of the plasmafilter and the venous line at the top.

Remove the cap with medical grade paper from the filtrate port
and attach the filtrate line to the open filtrate port of the
plasmafilter (2). Remove the filtrate pump segment from the
filtrate pump housing and clamp the filtrate line close to the
plasmafilter.

WARNING ! Do not remove the dense screw cap from the second
port of the plasmafilter.

Place clamps on the blood lines according to the procedure
followed in the unit.

Prepare and connect a physiological solution to the arterial blood
line for priming and rinsing the plasmafilter:

* PF 1000 N at least 2000 ml

* PF 2000 N at least 3000 ml
Place the free end of the venous line in an empty container.

Connect the heparin line to a heparin container.

START UP,
PRIMING AND RINSING

A minimum of priming solution is required to rinse and prime the
extracorporeal circuit.

* PF 1000 N = 2000 ml

* PF 2000 N = 3000 ml

The last 1000 ml should contain 5000 IU heparin.

Remove any obstructing clamps and start the infusion pump to
rinse and prime the infusion circuit.
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Remove any obstructing clamps and start the blood pump at
50 ml/min (3) to rinse and prime the blood circuit. Increase the
flow rate to 100 ml/min. When the solution reaches the venous
line, clamp the filtrate side (4).
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After 500 ml, open the filtrate line and clamp the venous line (5).
Rinse and prime through the membrane to the filtrate outlet:

* PF 1000 N with approximately 500 ml

* PF 2000 N with approximately 1500 ml

Add 5000 IU heparin to the remaining 1000 ml of priming solution.
Rinse with another 500 ml of the heparinized priming solution
through the filtrate outlet.

Clamp the filtrate line and unclamp the venous line again. Rinse
and prime the blood circuit with the remaining heparinized priming
solution. Save 250 ml of the priming solution to rinse the blood
circuit just before initiation of the treatment.

The plasmafilter is now ready for use.

TREATMENT

In order to avoid hemolysis during plasmafiltration treatment:

¢ The pressure gradient between arterial inlet and filtrate outlet
should be strictly controlled. Do not exceed a transmembrane
pressure of:
* PF 1000 N = 200 mmHg
* PF 2000 N = 120 mmHg

* PF 1000N:
The bloodflow rate should not exceed 200 ml/min or fall below
50 ml/min. The optimal range is between 80 - 130 ml/min.

PF 2000N:
The bloodflow rate should not exceed 250 ml/min or fall below
100 ml/min. The optimal range is between 150 - 200 ml/min.

* The venous hematocrit shall always be less than 65%.

¢ The plasmafilter should be in the vertical position with the
arterial end at the bottom.

* |If for any reason the initiation of the treatment is delayed, once
the final rinsing of the plasmafilter has been completed, it is
recommended that at least 250 ml of fresh sterile physiological
solution is let through the plasmafilter.

If applicable, it is recommended to administer a loading dose of
heparin to the patient 2 to 5 minutes before initiation of the
treatment session.

Connect the arterial bloodline to the vascular access device.

Unclamp the lines and set the speed of the blood pump in
accordance with the procedures utilized at the clinic. Discard as
much as possible of the physiological solution from the system.

WARNING ! Do not leave the patient unattended during flush out
of the rinsing fluid.

Stop the blood pump, clamp the lines and connect the venous
line to the access of the patient.

Unclamp the lines, start the blood pump and set treatment
variables in accordance with the needs and tolerance of the
patient.

CAUTION !

¢ Continuous monitoring of all relevant parameters shall be
maintained throughout the treatment session.

* To minimize the risk of clotting in the plasmafilter, never stop
the blood pump before the filtration pump. If for some reason it
is necessary to recirculate the extracorporeal blood through
the plasmafilter, both the infusion and filtration pump must be
turned off.

DISCONTINUING
TREATMENT

RETURNING THE BLOOD
TO THE PATIENT

Stop the infusion and filtrate pump.
Stop the blood pump.

Clamp the arterial blood line and the arterial needle. Remove the
arterial line from the patient.

Connect the arterial line to a container with physiological solution.

Unclamp the arterial line. Start the blood pump and set the
desired rinseback flow rate to give as much blood back as
possible to the patient.

WARNING !
Do not leave the patient unattended while the blood is being

returned.

* Do not deactivate the air detection system on the machine
until the blood in the extracorporeal circuit has been
completely returned and the blood pump has been turned off.
Air entering the patient may cause fatal air embolism.

Clamp the venous line repeatedly, to facilitate adequate emptying
of the plasmafilter.

When the required amount of blood has been returned to the
patient, stop the blood pump, clamp the venous line and the
fistula needle. Remove the venous line from the patient.



ENGLISH OPERATOR'S MANUAL PLASMAFILTER

General information

INDICATIONS

The plasmafilter is intended for use in therapeutic plasmafiltration,
thus in diseases where removal of plasma components is
indicated.

The plasmafilter can also be used in plasmafiltration procedures
where filtered plasma is reinfused.

Thesize, weight, cardiac status and general physical condition of the
patient must be evaluated by the prescribing physician before each
treatment. The choice of the appropriate plasmafilter and associated
equipment as well as the treatment operating parameters are the
sole responsibility of the physician. Special attention must be paid
in connection with pediatric use.

It is recommended that the plasmafilter is used together with a
machine that complies with national or international standards.

CONTRAINDICATIONS

There are no absolute contraindications for use of the plasmafilter.
The device should be used only on the direction of a physician who
has evaluated all of the pertinent features of this device in relation
to the individual patient.

Patients with bleeding tendencies mustbe closely supervised during
thetreatment.Treatmentshould be discontinuedif acute hemorrhage
that cannot be corrected (hematemesis, hemoptysis and melena)
occurs during plasmafiltration.

ANTICOAGULATION

Anticoagulationmay be necessary to preventthrombus formationand
clotting in the extracorporeal circuit. Anticoagulation therapy should
be administered and monitored under the directions of a physician.

PERFORMANCE

The performance values given below should be regarded as approximate. When the
plasmafilters are used under clinical conditions, different values may be obtained due to
the clinical setting and measuring technique as well as to variations in the Polypropylene
membranes and the manufacturing.

Type PF 1000 N PF 2000 N
Filtration in vitro (ml/min) (1)
at TMP = 80 mmHg Q, (ml/min)
50 15-19 -

100 29-36 39-48

150 43-53 57-69

200 54 - 67 74-91
Sieving coefficient (total protein) min. 0.95 min. 0.95
Flow resistance in vitro (mmHg) (1)
Blood compartment
at Q, = 100 mi/min and TMP = 80 mmHg max. 30 max. 35
Priming volume in vitro (ml)
Blood compartment 23 41
Residual blood volume (ml) <1 <1
Maximum TMP (mmHg) (TMP = P,-P_)* 200 120
Minimum blood flow (ml/min) 50 100
Maximum blood flow (ml/min) 200 250

acc. to DIN 58 353

8): measured with bovine blood, hematocrit 32 %, grqtein content 60 g/l at 37° C.
pon request, information about methods used to obtain performance data is available.

* see Appendix: Pressure monitoring

SPECIFICATIONS

The blood and filtrate ports are designed and intended for use with Gambro blood lines.
acc. to ISO 8637

Type PF 1000 N PF 2000 N

Effective membrane area (m?) 0.15 0.35
Fiber dimensions

Inner diameter (um) 330 330

Wall thickness (um) 150 150

Max. pore size (um) 0.5 0.5
Sterilization agent Ethylene oxide
Components Materials

Membrane Polypropylene (PP)

Potting material Polyurethane (PUR)

Housing and caps Polycarbonate (PC)

Protective caps blood side Polypropylene (PP)

*APPENDIX PRESSURE MONITORING

Normal TMP calculations are not relevant in plasmafiltration because there is a large
pressure drop in the filter. This means that the pressure in the arterial end (bottom) of
the filter is higher than the mean filter pressure. Since the TMP is normally calculated
from the mean filter pressure this is lower than the arterial TMP.

P, = Arterial pressure
P, =Venous pressure
P; = Filtrate pressure
The pressure gradient across the membrane at the bottom of the filter is defined as:
Arterial TMP = P_ - P

This should not be confused with the average transmembrane pressure which is defined
as:
P +P
a v
TMP = — Py
Warning: In order to minimize the risk of hemolysis do not exceed an arterial TMP for
PF 1000 N = 200 mmHg
PF 2000 N = 120 mmHg.



PLASMAFILTER I 3% 47 &8 28 Fh SIS (EF M

—RIER

AMRBTRERR, FEEALLIE S L MEIZLE
RAFMHEER.

HRSEREARWELER EBRRORIEEE,
EREMEEEAER.

i SERARF—REER, ~RRERIEAATR
EIRBEAGADNREFEENER,

B  +30°C (+ 86°F) LT,

NFME RRICEX

EL! DRERBEEEREPERGRELETRS LR
BERMITH, MRZAXLBRIER WHIZER
RN, BEESBHESLT,

118! BIRIBRIBEERIUEMITA, TR GR R LR
REHILMER, MRZUBLRER, AESIHASE
BEERERE,

TR BRREIEEERENES MRS
KRBT,

PRER

SRTARN—LREEERT RIS BELTR R,
Ele, MEEdE, BRRTE, FURLE, RITME
BIER. WAREHELER, URNEBKETSHN
BEMXIBAE HEL S Mk R iR X M —LBERR T
SLEN,

MRS L2 A A IS BUR BL, — B HERYE R B
I, HHREIIENE, MIAEIEMRS RS TFE
Linfr. MOMEHRAMMBEAATIABRMERERRK, 3
EURTRTERPEFLOISERNEE, SXE
HEFEMNTEZEESINYRIHNERE, SHEW
FEMRMEHEMBEREA FHANEE. BRRE
AT AL, RIEEERIFMHEBRE RS FIEL R
.

UTEEMNERIFREEEEREANBRETSEE.
o WEHESE. TREMNEBEURBESHENESH
inprit=N
FEiRIRBHEERER ERIRIE" RREAREZITR
igE,

RIBHIEF XA E LB A MRS B R RENE IR
BENTENMMZERIEEFENRTRIENSH,
EETHERE ERIEE RRZNREESES
ig.

—REHMYIC
DBEBTNEABELETEGS R,

MREFERRE, FBEEMDRESERNESSMERE
BUEMREER., ZILEREREN (E82K. &
7%), aAENRE NMETS), THZE. "l
FERENRHTED.

1He 10 3% 43 5 25 6 I i 0 B IR R A R IR AT S E PR
FERRE, (UERFRITHEERRE KT LR
i B AN R AR

ERENTHRRIPERIRILRE Z 8 HI 3 L ARAER.

BREHEMAIEIHENERIMNETHRERRRNER,
Eit, EENESTRTHEZRPHERTH,

MREGEHFREMNBENARRESARBITES
W, AARHRMERELETETERNMER. A
BB REMIEREER (MM, HOMESRE)
ek, NMERTERPXNAERXSHETREE
mEd, BAARESHARIELRBEREBENT
ER MR RENEENRIEEE.

gL AERNESTFHERERFLEERTET~
mIERERIR, SBIRM

RIBEIBER (XE) RAEESHESITHRRE,

FRERIEFMF(EEE

FERRIELLRSERFEE~RAE, FHEET
SR E R EER TR ERIE,

REFRHISE, HIER AR RN A2 5
B = mR I T R R R

R © SRR RSN,

W ERIERRIFHERR T HEEARIE, TREZHHEM
Ok, RAMSREHN, FENSEEHERXMN, t
EEMEEHESERAMSECEH LREEMERT
TTHIRIE,

LE X 7= S R PG BT HEAT RO AN I R I LR S B 28 B
RIGEHE—RNEEE TREE~RREHECEE,
B xR L3R 4 B AR IR R RE B B AMR K,
5, 4 LUR E fE A MR 53 B 25 T 5| 2 Y B (8] 4%
e EEMBTBEREEERE.

FIEBMAEMER. FTELHRE EREEHIRHA
HER LM RS EFRIF, SHMILIHEAREH
R T BRIE R AR,

I bR Bl 4 A

MREMEBEPLERMD, MXAMBR, FAMLK
BEIRHFR, ARARBEFRIHNRR, AE
i TR E MR AT UEE (30 — 100 mmHg) i&@id M 3243 B 5.
fFILRR NS IR R IR A IR RBIE, REEIR MDA
metiE), HEFZMNETHFR. BRELEEEFHLEDL
DEMEHRE K, XAMKR, ROMKBEFEHE
ANEBERA, FREE RIMLRER, FAREREEF
RBENRRAITIRER, EMFREAT.

I8! ATEIEHMEIRE, BIFEEEHNRIMER
BACH B A IR EH B B E.

MREMEABFPHARMRNE, MEMHRMESERH
MMEEE. KAMER, KAREEETFRH SR,
RIE IR AR F AR AR KM E &R, =
F M5 BRI MKEE,

&5 ymEnREHSEEE.

MR HISMNBM AR, FMIAMEIEMER. EHE
HERMRSER. FALE, ATEERRMPRE,

MRHIMBE AR, & 1EE LA RRIUE L5, F1E
RIT, EMRMEDER.

BTSENMMIMLRERS, FUESSBESEE,
KBEENRE. AMEAEZTRENBRIEREZRI,
A E IR M I8 A =St A8 MM R SMIEER,

FERPITHIERZ NN RLERF (EERFMNEE
F) B FidigidE, ERRIERTRIELRSERD
RETSRRA, MRETHMFRIREDLAZTSEN
WA BT E A B K BREE, MEHRIL
iR,

L ZOMERPHEENRERENES, YIAFE
BT USRI, BN KB HSE SR AER R
WHIESHRE,

HEMBERPLAZTSR, MIiIBIFERT,. IRES
TRWRZEMFREE, HELERT, FFAERBMER
maBE,

WMREEIHERE, RIEMEIERT, XAMLKRR, X
MRS E R R $t. A TFELMIRT. RFME
S E BRI EE.,

ZE5 MROMER PR MR L ESEEEER.

N50 184 /004

ERREHiER:

2 BETARRES (LK) BRAR
Mok E (%) BHBESRBXESSFH—
1555 CRE N REC-1ABNML

B +86 21 24012366

RE: +86 21 24012466

HREIZRAS: 200137

EAHES  ERZGMM () 2013 5§ 3452756
7= @FRE | YZB/GER 3253-2013



PLASMAFILTER I %% 43 &5 88 h SCIR1EF Mt

{5 A5 AR

Pig! AWREBTREEY, MERETFHETTIIE
WHREXFRAR, SFEERESEEMIIC.

PiE! ARIEEE, AR MBI RNEEATIRE
hE T BRI E,

RS

(3=

118! SRBEFRREMRSEE REEORTE
s s A Mg Rm O LR IE TR, . RBIE
BRATAAUER MRMLRSERNERESHESHE
BIREREMER, BEAXFAEETE LEEX,
BMESBEREFENBETREXRL, FbRET (1),
NI i 85 B I i 5 1 0 T B 48 43 L I e 8 e 45 2
HPkBERELR S ERRE, HRBERELRS S
B TRER.

MR R O ED T B P 8 40 IR R B M 2R 4> B 28 10
FEikimO L (2), NTERIE TR TERER, $i&
1N 37 43 55 28 4 3R iR ik TR B IE.
z2E5] FTENTORSBERE MmO LHEZEZ
b=
REIL IR SRR ERR F R MREE,
F B K I 3R 5 B 2R A B Bk B HRE N
Rl

e % 1000N MR ZEDFHE 2000 ml sk

o 3% 1000N M3 Z DFZE 3000 ml ik
K EENBERERE—SFHEN.
EEFEESAS.

= \ seh e
E Bj]\ %ﬁilq:l&lq:l l;lﬁ
EARSMET B IE R R NRIETIE
o % 1000N M4 = 2000 ml iH %K
o IZiE 2000N [M3Z = 3000 ml %k
=EHI 1000 ml MR PR EH 5000 IU #IFF=.
TR BB I B o R R T 0 R RE T ik

FRETEEEFF L 50 mi/min B9 /R R MRER (3) M IR
BIEFEIT S, BRELRAZE 100 ml/min, Z4kRIEER
FRRKIEIE SR IR REIE (4).

(5)
ven.
\
art.
W 500 mi /5 FFRUA TR 3 e BRI (5).

HSETIRE
* idiE 1000N MK LFEZE 500 ml k&
* i 1000N MK LT E 1500 ml Hi%kiHK

ZEFITHY 1000 ml ik AN 5000 IU BFF&R. B
A 500 ml FFRiiE R istifiRH O,
RAEREE, BAARGKEE. ARKEAF
it MiREE. R 250 ml AR eER
IR H 5T ML R R E,

EMESBERESTE, TUERT.

!

it G 7 M 4R TR A2 Fh AL

o MERIEHI BB BRI HEZ BN EANE,
BRRETRERT

o idi& 1000N 132 = 200 mmHg

o 2 2000N Mm% = 120 mmHg

2% 1000N I3E :

MR RRERBIT 200 ml/min SEF 50 ml/min,
RIESERE A 80 - 130 ml/min,

& 2000N M3z :

M3FE R AR ZE RIS 250 ml/min S{EF 100 ml/min,
B®EESEE A 150 - 200 ml/min,

Bk M 2140 AR R FR AR F 65 %.
MESBBREEENE, FBHET,

MRENEMESBRR, BT EAEMRERFLER
T, BWBRZED 250 ml e SR ER LR S
B,

BIWEFRIATT 2 -5 SHETA FRTER R,
BBk BEEED MEBEEEE L,

FHENBE RIALRRFRERRESIRERMLEE,
R S HIHEH LR,

4! EHUMERNEIBRRINBETEE,
KAMER, R MRBEHEHFEERRENREER.

FHENEE RIMRRFREESEFTENNREE
RERTSH.

.

ig!

o ATTHYE AT IRE KX A IE K S E TS,

o AfERMABREERRK BNEXATERAEL
MR, MRAFLERLTHRIMZRZEITERER, @
TR ANIL i SREDRL K A,

e p=T kg
Mm&EEHZELRE

KRR ILIE R,

fEIER M,

RABNREEMBBREFR . KR HEBERRNIKEE,
EREIES KA AR,

FEhbkEE. BHRM, EESKERFRE, LRA
BESHMERRSAEE.

BES!

o MiEEMTRPNAEFEE.

o fRSME IR iR £ AT B4 Z BT E0 20 K ] = SR R 4R
TRHENBEFRNTERBBHESRE,

REXRMEKEE, FLIRIEREFIRIHUS.

% E 68 R BREF IR, XA EkiEE R ZF 7
£, IR BEREKEE.




PLASMAFILTER I 3% 47 &8 28 Fh SIS (EF M

—RIER

1& M E

i3z sy B eRiE B F iR mREiR, HitiERFiEFT
FBERE LM EHSHIER.
EBATAELERNBENRE. KE. REES
HR—RERERHETIEGE, EEMEREFEMNRSSE
BRETRENESHRERENRITSH. MILEK
HERN A MRS ERE.
BERENESBSRSEEHAERSERTENEE

&aH.

FAk ¥
< IEL‘,( iE

MAMESBREEENERE. KTRFREEEE
MEEERE T EFEEENES TAAER.

XA G e B B iR fr g I A T . a0
REMEPLFEIERPHAFTHEMSEHD (NRD
mEm. B{EZ) MIZBMFIERTT,

HLEEAL TR

ABIEFEARSMEIR P B M MR, RZ45 FHRE
BT, AT NIREEREFTEHITAR, FEELEMN
B TH#T,

1

= {EBRTARIRHA

R

STERILE E =HE NEZkKE

|

|
b
B
e
i

g O~ >

#S

aoc = BiFEEG
{&F + 30°C (+ 86°F)

';?

=F O |4 &b

e
U5 M M0 2 7= R B SR BV, 4 ZE VR R I LR Y B 32, AT AL
4 7 E1 B8 W R 342 2 (0 8 K L R B8 9 5 R 5 B 9.8 7 B
HiR.

FEamZER! PF 1000N PF 2000N
PRSMEIRER (ml/min) (1)
fETMP=80mmHg Qg (ml/min)
50 15-19 -
100 29-36 39-48
150 43-53 57-69
200 54-67 74-91
250 - 86 - 104
HERY (BEH) 5/ME095 | S/ME0.95
{&5MNE 7T (mmHg)
(1)1 7 fE
7E Qg = 100 ml/min % TMP = 80 mmHg = A{E 30 = AE35
SMRUH R E (mI)
Jiikeecdiy 23 41
4 ME (ml) <1 <1
SABIEE (mmHg) (TMP = Pa-PF)* 200 120
F/NILFEFTIE (ml/min) 50 100
B KM FE (ml/min) 200 250

iR fEE Tl 4R 58 353

(1): FIA4Mm (LIHAER 32%, EEEE 60 g/l) % 37°C BN,
MEFE, TRRAFIREE U EHIRORETE,

* S MR EA MR

=
= A&
& sm OFERHONS Gambro MK EERA.
R4 1SO 8637
FEEE PF 1000N PF 2000N
BREEER (m?) 0.15 0.35
YR
A1E (um) 330 330
FEIE (um) 150 150
R&AFLE (um) 0.5 0.5
HEA &Rk
Fizlo Rt
& BAE (PP)
AR EIE REEPBRZE  (PUR)
X LeFApA I B ERER (PC)
i B 30 BAE (PP)

* MR D BN

EAETRBPBIERANENZ, FMABENERETESESER
Fingdig, waEidiERnsibin (RE) MENESTEiEEM
FHESN. MitEEREEEERTIERNEHIENRTFIREEE,
Pa=BBkES
Py = BBk E S
Pr=idiREN
ELIERRBHIEREENNEEX S
1Bk TMP = Pa - P¢
BAMENTES FHBRERE, EMENA
T™P = P327+Pv_ Pt
ZE . ATHRANMBREZERK, MKBERETKET
iZ7€ 1000N I3 = 200 mmHg
& 2000N 22 = 120 mmHg



PLASMAFILTER [ #Z;

18 R 2% B S SR 1R i

—RE

“EET PEMER MR SRS
“Gambro” Fiber Plasmafilter
BB 2R 550060305%
AUgE: PF100ON » PF2000N
#13% B 7% Gambro Dialysatoren GmbH
#iE Fgith ik HolgerCrafoord-Str.26,D-72379HechingenGermany
A ANBRERRBERAR
Zpgithih: AL ARERLRRE —ER21657154%

155 PR A5 A R JR B 2 5 AR AR 3 S AR TR

migiEEsm A REARRENREREE  £RREMRZE
BRI -

AN EHERERER - RBEERE [ERARE) RAREr
ERT » ARERERERNRL -

BB AERRM : +30°C (+86°F) LR -

KFMz BEER

& | FRARREREENSRIUTENE - SRITRESEEUE
Z‘E‘]f‘[?“%’é‘i MRRBEZECHRNE  TRESIERRK
CHBEEERT -

SEH | R ARRR RS RIS R ENE - L LERTUR
MR A ; MRABE AR TSR A %R
RARREE

fifaE | 1R FSRIRAR IR 1EE — VR AR ThAE
AR EETH -

P RRAERFERR T

TRKRE

AR ERHNRIERRTRES I BHERYUNIR KE - Iltk
HERPARENEEEEMNEER  BRKE - JukA
R BBEARETARNRRE TR EEE LX&%#%E%%:‘
SYETERYBLE -

BEREERIBYREEE - —BHEREREE - 527
BRAEIARREY » T BNRLEAHRR - 3 BOMRIUEE fY/a BEE -
é?\%ﬁéhﬁﬁﬂﬁ%ﬁ’]mﬂﬁﬁﬁﬂ'—fuﬁ@% IREABEA

JAB TSI R LAV EIR « TS RDABMR S HRAE B EUE
HkE‘]%ﬁ}\ C BB EEUH ARAZ AR ERBENEA
RBECHBATHANRZHRS BN LA EFRRBENEA - H
ROBERKEER  FHLEABMNER » U HERLR

BE TR EE o

BTIHBHRERAMEERNERREZERE
BEE
o FRMIEAMIRNEE  NWBRERATRES X/ MEH o

. ﬁg@?ﬁ%ﬁﬁ& MMM AT BAREAS - TRFE R
2R e

o ARRIESHINRERER K RRERITH R B M
BIERRATIR VR » AR AR T K Ry 2 B R Ik

s WMETRERE (EHAMA) FARPENRE 14
HODER] FH-

WmBLEET

/EE /TN %Iﬁ

T E R R EAOE TR B -

._HJ'L
=
WA 2D R ) M 4B R AR R

R D AE M58 R 2R U AR S o1 AR AR R RUE AR T LR EE
i/ﬁEJ ° T‘Jkﬁﬁﬁifbﬁﬂ?‘] (MEZH% - =HRRE) - SRRK
B8 (Bl - BUE) ~ #2829~ BESEATAEY -

I 2238 8% b B M R R S B B A PR R R AR A
AT o {EARME PR & B MR LB SR AR LR B R R A s e B o
ERAEHESRRESTRERBAZ BHRE ERNER

BRMABESHEIGRNBEA » TREARRNER
Hitk - ARERRMGFRARLARERARERIER -

ERAEERBOBAREARNBREASUERTAESEHE
FAA B E A RAERERNBRIER - ERERRNN B
FAEZMARRN S UREEEETR K REMERE1EA
EpE (FlangED ~ KR ERRE) - FERARESERERE
EREHE R AR T SR R 2 B AT R 75 1A HE -

it | AEEEANEE DRBENS  IRFHEEERBEN
TERFE TREEREREES  HBMLRLRE -

AR | REBAERE - AKBERBBMAER -

R IE K B AERR

3 AR ML A0 U8 BR AR AR SR T 36 - AR AER RIER
i~ BfthiE AR IRERERIRER -

ﬁﬂ%@ﬁkf#ﬁxﬂ‘t%uuﬁ’mtf FHERFUBRIBRG K
1 0 538 T 28 15 (R HARR 2 B L 3R () AR BRI TR -

RIFHIR | A2 HRBERBRE ENEA -

R RE R R L HRR R RE (R MRERREER
A% ~ BRskiER ~ EEREMER) - ARERE RRHBE L
AR E 6 B A R R VAR OB A RS S B IR -

_E i BR SERR A A O B (R AT A A L 3238 5 38 L B BRI RS T
REZ AR - BSLERN R R B R M i M SRR
SRTER AT SR IRE IR ~ 8E - BEXBAAK -

PEHAERTIERAN  EURAKAERE ; RUTRE
EavE s  MBREETR ;R RS A M A 2R R B A R
TSR AYIRE 5 6 F AR M R AT R M B R R R R 4F -
B AL R AR TR P A SR O R AR E -

EIJFI EE|| 1/IE};H

IR MERBERRBE R ERM - FHFILMREY  FEmRERR
I R MR R SRS A R A « FRBATRSIEMEERZE - IMERIENIL
R EABIMERIET R - FERG AL IEE(30-100mmHg)
MR MR EERRD) o FLEETFBIERRES - J(E
BRERER - REMREREER MR YRFEERIFER -
RSB ENEM - NAREE TR - T*Jtﬂllﬁﬁﬁ
%ﬁﬁ“tﬁ TR R S AR o SRR I B R SR MR

FRERAERBIRRES - REEETBIRRE - EHEGAHR -

AR | MRMRBARNEMBL  BRFTEOMLARA - UFE
BHEEFR RENRR

MR MALBER P RRRMIRS - M40 a8 & MR B R
SR o (ZIEMARIERY - FEERE 0 W AETSRE A RIE R o K
BERARRF > FAFRRERARMENENBREKE - FER
M EEE AR AN MR E R -
i | FOEMATEA

MRFBMHBAMBLRBIRS - 5 EMFIEMIR - WERAUNSR
BEERERMERESRSBERE - WALE  FREAEHE
EMEBERAR  BrRkmAHEE -

MRBRIABMBLIBRE - HHRIEENEREENG - RI1EE
MR I E MRS TRRE - BIRESL BMZLEA BE IR M 4B 2 -

MREFUEARN MO - FERZFRE - WREFEHEAER
Bk - BT HBRERRRENEREERE  EHRKUBERGK
AR fE FISUBIRAIRS - IS ATEIRRE S\ IREER -

2 7R FR B 4R BT AR AR 18 <F B R TSR R AR B A S B/ SRR ~ R
SEEIIRFY - A BACHERR R R R B e R R R B M ATIB I8
oo MREFEAMBLBMIRF - RRARFT R AL RN
FRMBTAER - fAREARNNERRREE R - 3
VBB EAMNS

L | MREHNMEROBRP AR > BOMARELAR  FE
R EEE AR Bk o TTE%.&}@%EE?)%% - HB T AEIE AL A
MZRRE -

MRAMBOREPERAER - FAEELRR - IREERE
HBRER - FERENAR fﬁﬂtﬂ%;‘ﬁ%ﬂﬂ/ﬁm@ﬁ)\ﬁﬁﬁw

IR FBEURFE - 75 BNFIE MR AEE S TR E R I AP
SR AZ BRER: - DIRENAR o AREUEE RN AR o &
ERMAEBBIRANMREE o

BE | BOMERERPNLREETTABEHIBARRA

N50 008 / 004



PLASMAFILTER [ #Z;

18 R 2% B S SR 1R i

{5 PR A

ER | AL BRI T RE R TSR P AT B AR R IR B
P;g g?ﬁﬁﬁﬁbﬁ1’ﬁiﬁ’]§iﬁiﬁ$lﬁ RRSEZZMmE
X /l:l

AR | EIAEEKNEHEARIE  KARERARERER
fir o AR

=rL[l
e

ER | —RPAREMINRIEEE L ERREERE - AR
BERERE FNREECEEEE - BRRRRSTRENMER
FIRfE SRR - MRMIBEMBEE (HEH) SKSHIE

A ERAEMRE - BIFEOEA -

ﬂ%f?l’)‘ﬁ BEBEEANBENEENIR L h AREEBIRRER
B (1

A RAEZE M AR NS EA MRUEEIREUT » Wik E MR E S
8 B BIRERE N IR NIRMN R IREH B NIERS -

fi FRESEAR FARHS B T IR IE RSB EIE FEUT » RIR A BIERE
BRI R AR IEES L FRIMIBIERERIE (2) - U BIBRER
ERMREREE  LHSRRER RN e RENAE

e BORRERNRRELD
BF -

BRI —EEERE

RIS B AT S BB P R FE MR B | -

4 0 A 322 R 33 3% ) B AR
TAFE A :
* PF 1000 N Z 4> 2000 ml
* PF 2000 N Z 4> 3000 ml

RER > EET B IEREM

HER AR BT 5 R B — SR A B -
AT R SR R A5 -

RUE) ~ TRFE Rt
AR AR L AT B R EN IR R -

* PF 1000 N =2000 ml
* PF 2000 N = 3000 ml

1% 1000 ml Z2&7F 5000 IU (AT -
BREMEEEERNKER  BEETRIPEFEFTR RS -

4—
I ven. (2) l
(4)
M|& \ o)

BERATMA S EAERAIA » P50 mi/min (3) F957EEREN MR 2
SRR MREES o FREEINE 100 mi/min o EiRREEF
AREERRS - MBI (4) -

art.

500 ml 7 - BIBGEIEREDS - WREFIREDR (5) - {HBIREE]
B O #EIEAT HOTRITRT
* PF 1000 N £ 500 ml
* PF2000 N #% 1500 ml

EFIERAY 1000 ml FRFTARF A 5000 U B - FLL 500 ml
BEARMBFRIAFERIGBIRRE O % -

FATBIMRER - LHRRMAFIRERR - ARGZERNFRN
TARBRPRILTAFMADE - fRE 250 ml PTRFIA RAEIEHE
A BT IRGEE
REEA LA R ERLEEET -

VAN

/AR

AR
RTERELBEAFRAMEERD

o BIARA OFGEIE R S O R0 DB R L A RRAR RS o
DB
* PF 1000 N = 200 mmHg
* PF2000 N = 120 mmHg

R E

. PF TO0ON :

MRS AT RS 200 mi/min SR 50 mi/min - {E#iEZ
80— 130 ml/min »

PF 2000N :
MR AN AT #RIE 250 ml/min s #¢ 100 ml/min -
£ 150 -200 ml/min -

BiEHE

o BARMLARELEREIER 65% o
o MEBBERERANE - B EFEIRHRERD

o MRAMITBIWI/HRE AR TRIE - SAREMFVERFE -
I E D 250 ml TS R E A IR AR P AR o

WE MG - RRAARBEE 2 2] 5 o8 REAESERA
IR -

A BRI R B R R M E R R E L -

BRI ER - BIRBEAREANEFREL
it FR fge SR T AE M HE AR TRIAR -

ROHRE -

BE | BAEHRPE R BREABRE -

f?gﬂﬂi‘ﬁﬁ CREER LEFREREEIBAS ENE
N

FEBIENER - RBNE  LEBBANTERRMZERE
RS -

AR

o ERERFRRN  BIESAREREHERNSE -

© BTEMEURMESR AN NEREERE  BHARERNRE
BERER Z A5 B - SRR ET R MR ALE 488
SREER  EIEFBIERR LA -

TR R
i 0 e E 4 ZE A B

I R B R AR A B o

fZ1E MR E -

FRAT B AR MR B RR BB ARE 5] o IS EAREERUE/A G LT -
AR E BRI S H A A RNEES -

FEAPIEMENARE R - RIBNME - WK
] AEREE 25 B R B A B P AF o

EFTHANE M - &

s

o WREABE  MRERESEESERE -

o FAAEARE ENRRRRARS - BRIESMERIDR P MK
TERORAMRSEMMARL - EREABABNT EREREK
WHERRE -

REFAFRER - FEICROLFBERPNRAT R -

HREMNMREEREF AN HEILmEEE  JEFAR
ERMEEHE - HHREREEAS ERT -



PLASMAFILTER I 2% 38 /8 28 2452 b SR EF

— R &R

i FEAE

M348 28 AR AR M A - A At A R BB R MR
DI

M 4Eim e th AT AR RIS 1R A0 M SR T E I A0 M ABEMAEF -
FRAFATEL REE T BT ARA R R - 88 F « ORRE
AR — A B - BEMERE R MINE - HRE S K MR
ﬁﬁ#ﬁ%ﬁf&ffé P ARRFRIES Y - ERANRERSBRE - LA
FRIEA -

M HBIEEEHRIT A EB AR P ENHEREREA -

Py |

7
fERMmAEBES R FRENERE - HASLHABEREENBA
B - B R R A TSR A OB - BB
(AR -
MBI - 7058 B RS - 75 08
B RIS R E S MY (80 ~ B S e - 18
LA -

Puge

AT RETREEITHUR - LART LERBHVMIBIR D 3% B O T2 AR M AR B 38 AR 05
1 - R AR AR D p FE A TR ST R B -

10

RUBE

THRBHNRAEERIRASZE - EEBNERARMRR T EALEREEE  TEER
AERRERAEREMSITENGE Y BRBBEERRE FNERDE

BREE -

i) PF 1000 N PF 2000 N
FESLBIE (ml/min) (1)
TMP =80 mmHg Q, (ml/min)
50 15-19 -
100 29-36 39-48
150 43-53 57-69
200 54-67 74-91
R (REAE) £/]\& 0.95 B/ME 0.95
BEHLFBE (mmHg) (1)
MigpEE
Q, = 100 mi/min B TMP = 80 mmHg =AME 30 FA1E 35
golExE (m)
MmiRpEE 23 41
RRMBEER (ml) < <1
% TMP (mmHg) (TMP = P, -P,)* 200 120
SEMBREE (ml/min) 50 100
5 MRRE (ml/min) 200 250
ik DIN 58 353
(1) fERmaE  mAREE 32%  EAEEE 609/l iRE 37°C -
A REVE RIS AL BB ES T3 A R AR BT -
* SR BOBE
MR FE R EIR MR AT A . Gambro MR & REHEEfER o
iy 1SO 8637
i) PF 1000 N PF 2000 N
BREBIEERRE (M?) 0.15 0.35
AR
RE (um) 330 330
BEE (um) 150 150
FARFLE (um) 0.5 0.5
TREH REZKR
At HME
BIRR BAK (PP)
R BEbs (PUR)
NERET B IxEA g (PC)
{RA M BAK (PP)

B % IER 1 B

HABERPARAMENEE - FLl—HfH TMP st ERE AR LERRE - ERrB
IEEREARS (ER) PRVEENLLFIRIEERE NS - i TMP BERAFIBHEREN

FHETE © ATl L EYAR TMP {E -

P, = HEREES

P, = FARE S

P = BERES

B EAERE N RENERNT :

BAR TMP =P, - P,

B DT R EESR - HERIT :
Po+P,

TMP = 5 :

& RTHANNERKEERE -
PF 1000 N = 200 mmHg
PF 2000 N = 120 mmHg -

TMP BB THE:









