CorDiax_

Capillary High-Flux Dialysers

C€0123

FX CorDiax 50 60 80 100
Art.-No. FTRESRHS AP00005650 AP0O0005651 AP00005652 AP0O0005653
Qg [mL/min] MR Qp (/2 E) 200 300 200 300 400 200 300 400 300 400 500
Clearance [mL/min] Cytochrome C 4ifEB& C| 71 76 | 88 96 100 | 101 111 117 | 125 133 137
Qp = 500 mL/min, Inulin %3 | 81 88 | 105 116 122 | 114 127 135 | 144 154 161
Qr = 0 mL/min Vitamin Byo 443 Bio| 126 144 | 149 175 191 | 158 190 209 | 207 229 244
BIEXR(ZF/ 7 iE) Phosphate B | 173 215 | 184 237 270 | 189 248 285 | 258 299 325
BITRIDE = 500 ZFt/0 88 Creatinine AUAFEF| 180 229 | 190 252 290 | 193 261 303 | 272 321 352
BER = 0 2ft/05E Urea FRE&| 191 255 | 196 271 319 | 198 280 336 | 283 341 378
KoA Urea KoA FR& mL/min &/ 8 886 1164 1429 1545
UF-coefficient (at Qgmax) mL/h/mmHg
BEERE Qo LW =T/ ERRAE | OO 47 64 4
S (sieving coefficient)* Albumin HZEH <0.001
S (BEHAEY Myoglobin fl4IZEH 0.5
Bo-Microglobulin B.1EKE H 0.9
TMPax. RARTMP mmHg EXKE 600
V (blood priming volume) (I&EETE) mL Z# 53 74 95 116
A P (pressure drop blood, QB = 300 mL/min) mmHg
AP (& FREMA, QB = 300 ZFt/548) =HKKIE 121 87 67 55
Max. dialysate flow RAEFERE mL/min 2/ E 800 1000 1000 1000
Recommended blood flow range* mL/min 3 i i )
Ses g =954 100 - 300 150 - 400 200 - 500 250 - 600
A (effective surface area) (B3R ER) m?2 K 1.0 1.4 1.8 2.2

Membrane &R

Helixone®plus

Sterilisation method JBE A =

INLINE steam Z&RE

In vitro; acc. to ISO 8637-1; in vitro data are likely to differ from in vivo data due to the patient’s blood composition and clinical settings.
BE4N, k% 1SO 8637-1; BESNEIE AT BE & IR 739 "8 RO LR 48 Al K BRPR A% TE T ER RS N BB B B El,

*: For additional information see the section under “WARNINGS” in the Instructions for Use.
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I} Instructions for Use

FX CorDiax
Capillary Dialysers

GENERAL NOTES
Refer to product or carton label for:

B
MRENE
—RERER

S e MM R A:

@ Single use only Blood pattway sterle. ® BRI R I TR

g Expiry date *5"0/ﬂ/-30 C Storage temperature range g fRAFHARR +5°§/ﬂ/so C e

Batch Order number R HL A

&I Date of manufacture “ Manufacturer &I B H d Rt

Gy unes Use only on machins Gy oo B AR
A Refer to instructions for use A SR FIRLH

Indications: FX CorDiax dialysers are designed for single use in chronic haesmodialysis or haemo(dia)
filtration respectively.

Contraindications: Special contraindications are unknown. Generally, contraindications for
haemodialysis are applicable. Patients with known hypersensitivity to any of the dialyser’s material must
not be treated with the dialyser.

Side effects: Certain side effects may occur during dialysis and may result from factors specific to the
patient, operating parameters, equipment, priming procedure, dialysis solution, dialyser, anticoagulation,
medication etc. Therefore, the selection of a dialyser and the selection and monitoring of treatment
parameters based on individual patient characteristics, therapy tolerance and clinical requirements as
well as compliance with the water and dialysis fluid standards are essential to minimise side effects. The
FX CorDiax dialyser is designed for high performance dialysis. In patients not treated with this dialyser
before and incident patients starting HD or HDF therapy, treatment intensity shall be gradually increased
to permit adequate adaptation. Hypersensitivity or hypersensitivity-like reactions have been observed
during dialysis mainly in the first weeks of treatment with the dialyser. Symptomatology can vary and
may include: dyspnoea, chest congestion, bronchospasm, respiratory arrest, hypotension, tachycardia,
urticaria, erythema, flushing, angioedema, ocular hyperaemia, pruritus, abdominal pain, nausea,
convulsions and unconsciousness. Carefully monitor patients who have not previously been treated
with the dialyser, or who have shown possible hypersensitivity symptoms during previous treatments,
or who have a history of allergy including asthma. If severe hypersensitivity or hypersensitivity-like
reactions occur, the dialysis must be discontinued and the blood from the extracorporeal system must
not be returned to the patient. Initiate appropriate emergency medical treatment.

The dialyser is steam sterilised and thus contains no sterilisation residues. For patients with a known
ethylene oxide hypersensitivity all components of the extracorporeal circuit should be ethylene oxide-
free.

Anticoagulation: It is recommended to introduce an anticoagulant to the extracorporeal circuit.
Anticoagulant requirements may vary with the patient’s condition, application site, dialyser
characteristics and treatment modality. Nature, amount and method of application of an anticoagulant
must be prescribed by the responsible physician.

Materials: Membrane: Helixone®plus (Polysulfone - PVP blend), Housing: Polypropylene, Potting
material: Polyurethane, Sealing-ring: Silcone, Sterility caps: Polypropylene.

Further information may be obtained on request.

WARNINGS

Due to the high hydraulic permeability of the membrane, the dialysers must only be used with dialysis
machines which enable precise volumetric fluid control. Refer to dialysis machine manufacturer’s
technical and safety instructions for the use of high permeability membranes.

During postdilution-HDF and postdilution-HF with manual setting of the filtration flow rate the
maximum filtration flow (substitution rate + ultrafiltration rate) must not exceed 25% of the effective
blood flow rate. This is to keep the blood water content within a certain uncritical range and to avoid
the risk of haemoconcentration and coagulation in the extracorporeal circuit. The TMP has to be
monitored.

Use only if unit package is intact, sealing caps are in place and the dialyser is undamaged.
Dialysers must not be used after expiry date (see label).

Each dialyser is checked for integrity prior to leaving the factory. If a blood leak should arise, the dialyser
must be exchanged.

The dialyser is intended for single-use only. Re-use may be hazardous to both the patient and operator.
Cleansing solutions and disinfectants may damage materials employed for the housing, potting and
membrane. Safety of use can no longer be guaranteed and the manufacturer assumes no liability.

Blood flow rates below the recommended blood flow range can be set. The coagulation should be
monitored and the decrease of the clearance values might be steeper than expected.

Blood flow rates above the recommended blood flow range can be set. This might result in a decrease
of the sieving coefficient of middle molecular substances (e.g. B2-m, myoglobin) and an increase of
the sieving coefficient of albumin when performing HDF or HF. The increase of the middle molecule
clearance might be lower than expected from raised blood flow and filtration flow rates.

HAEMODIALYSIS

Priming

Affix dialyser in a vertical position. Aseptically connect the arterial and venous blood lines to the lower
and upper dialyser ports respectively. Attach the dialysate tubing connectors with the inlet to the upper
and the outlet to the lower dialysate port. Fill dialyser according to the instructions provided with the
machine (there is no need to turn the dialyser). We recommend bag-free priming with ONLINEplus
(priming volume: 500 mL). Alternatively, the blood compartment can be filed and de-aerated in
recirculation mode with isotonic saline solution (e.g. 500 mL bag). Ensure complete de-aeration of the
blood compartment.

Patient Connection

Connect arterial line to the patient’s circulation. Allow blood to flow in the blood line and dialyser (pump
speed approx. 100 mL/min). Connect venous blood line to the patient. Adjust treatment parameters to
desired setting. The weight loss should be monitored.

Termination

Perform reinfusion of the blood at the end of the treatment according to the instructions provided with
the machine. We recommend the bag-free ONLINEplus procedure. Alternatively, isotonic saline solution
(e.g. 500 mL bag) can be used for reinfusion. The blood should be reinfused completely.

WARRANTY

Products with manufacturing defects will be replaced if the defect is reported with details of the lot
number.

The manufacturer will not be liable for any misuse, improper handling, non-compliance with instructions
for use and cautionary notes and for any damage incurred subsequent to the manufacturer’s delivery
of the dialyser.

Date of revision of text: 2020/02
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Wﬁl Jif: Helixone®plus (Polysulfone - PVP 3R4); & F-h1kh B
{ﬂgﬁ% WREER: O-F: WS WEE: Bk -
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HREREGEEZKESEYE, FEREVARTERREFRREZTREAREHNESHE,
SRFTHBUER I HRBEEMEE 2 RENRLERRB,

EMBREN A% B Epostdilution-HDF 1M KBk #% &iEpostdilution-HF R F &8 EH
BREEERABRLE (BREHBBRE)NGRB25%NEHILTRE, ERR T RIFIIRK
SEBERIEANER, TEGEERMERENNRRENRERR. TMPAARHEE,

BRETEN, BHERTESENMETENRERFREZERTAER.
BEBERFATUER (BIRE) .
SEBERNERNEFIIFREREY, B—MFRE, BRRAVHER.

BRI RERER, Eﬁﬁﬁi"ﬁﬁﬁﬁ)\&hﬁ{’ﬁﬁﬁf‘ﬁo ERRIIESRAREEEET.
REMZRZMH. RNBRZISERERAN, IFBEAREERS, REFFRATRE.

MAEEERERMRE Pﬂi&aﬁﬁo R R4S AR B PR E RO D T RELL FREAE =
mAEERERMAEEEPAIHRE, SR ESKRHOBRABNTS FYE (ABy-m,

myoglobin) R NHEH KR RHEENTHDFRHF P2 FERENE M AT S SR FERA6E

RENRETBRRE.
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SEMAT:  Fresenius Medical Care Japan K.K. Buzen Plant

SUERMAE:  92-7 Ohaza Kaimo, Buzen City, Fukuoka Pref., 828-0045, Japan
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Myt BT AR S8R T
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