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Capillary High-Flux Dialysers
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il FXcoriax| 40 50 60 80 100 120
Art.-No. TEESEH | FOO005649 | F00005650 F00005651 F00005652 F00005653 F00005654
Qs [mU/min] HUEFIRQ, (/5 ) 200 200 300 | 200 300 400 | 200 300 400 | 300 400 500 | 300 400 500
Clearances [mL/min] ~ Cytochrome C #lifl22&C| 48 71 76| 88 96 100|101 111 117|125 133 137|136 145 150
Qo = 500 mL/min Inulin 38 %& 56 81 88105 116 122|114 127 135|144 154 161|149 160 166
Q=0 Vitamin B;, #4£%£B,, 96 126 1441149 175 191 [ 158 190 209 | 207 229 244|213 237 252
BER (ERIDE) Phosphate BiB&| 142 |173 215|184 237 270|189 248 285|258 299 325|262 305 332
EMTRRIEQ,=500F /7 #& Creatinine ALEREF| 155 |180 229|190 252 290 | 193 261 303 | 272 321 352|274 325 357
BEEQ=0 Urea FRE| 175 |191 255|196 271 319|198 280 336 | 283 341 378|284 343 380
KoA Urea KA K& mUmin Z#/28| 547 886 1164 1429 1545 1584
UF-coefficient (at Qs max) mL/h/mmHg
BEBEY(Q,LR) ERPRERRE O % 4 o4 “ 8
S (sieving coefficient) Albumin BZEH < 0.001
BEFHRE(S) Myoglobin AL E A 0.5
B3,-Microglobulin B,-M 0.9
Max. TMP & AKTMP mmHg XK 600
V (blood priming volume) MKEZXE  mLEH| 32 53 74 95 116 132
A P (pressure drop blood, Qs = 300 mL/min)  mmHg
( MRRERE D, Q=300EH/%4 ) Exkxi| 20 121 87 o7 5 49
Max. dialysate flow mL/min
B AR AR =798 500 800 1000 1000 1000 1000
Recommended blood flow range mL/min| 50 - 100 - . B . B . B .
B3 MAEE =R 08| 200" 300 150 - 400 200 - 500 250 - 600 300 - 600
A (effective surface area) BHERER m?EHAR| 06 1.0 1.4 1.8 2.2 25
Membrane HFER Helixone®plus
Sterilisation method BE R E INLINE steam ZERAE
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.
RIRISO8637-1; BRIANBIRATRE S R A5k B A IURAE B &% B PR3 E M LR W BB B B [E,
Blood connectors are compatible with ISO 8637-2 specifications. Haemodialysis
The performance values should be regarded as approximate. e
Results may vary due to differences in measurement method as well as batch variation. mlﬁﬁ*ﬁ'
* For additional information see the section under “WARNINGS” in the Instructions for Use.
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X} Instructions for Use
FX CorDiax
Capillary Dialyser

GENERAL NOTES
Refer to product or carton label for:
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, Blood pathway sterile. ® U3 o|=2717], ~oimm
® Single use only [srere] [] Steam steriised AL 27| [ere[[]|| &UHE
g Expiry date A Refer to instructions for use g AN-87|8 A MEMBEM EE
LOT| Batch Order number LoT| ~#i=ws FEHE
#30°C £30°C =
&I Date of manufacture +5“C’/ﬂ/ Storage temperature range & MzEoiy +5°C/ﬂ/- Ha e xqEhey
) Use only on machines % YEst xoint 2Ho| 7hs8t
UF p gl el
% Units with exact UF-control ZFE® THlofgt At AAIR
Indications: FX CorDiax dialysers are designed for single use in chronic haemodialysis or haemo(dia) AISSA: ot AMBEME R o| HHEMof| Y382 AFRELICH
fitvation respectively. o . 276 2715 gox olx| ofon, Yitsoz HAs Mol cfEt 277t MBE L
Contraindications: Special contraindications are unknown. Generally, contraindications for haemodi- odmt 7|0 2IRiZ ol CHal TFRIEFS 0| Q1= BRI = AF 8l oF ElLicH
alysis are applicable. Patients with known hypersensitivity to any of the dialyser’s material must not be 1. = - ' = | x1= 40K = obm 4
treated with the dialyser. -z'—’}—‘.\ ogﬂ éﬁq}’sxi?xx!:%ﬁégi’ ﬁégﬁ% :E'il.l_ll'zlg I}‘[?‘El-cf-lﬂzé%%ojzﬂyl %{3 %EU%I-:E
Side-effects: Certain side effects may ocour during dialysis and may resuit from factors specifictothe  E7501 T 213 e ol DIAF @ =t Al SHOl 3IHFEE 313 X|E ol MEiT D2l S
patient, operating parameters, equipment, priming procedure, dialysis solution, dialyser, anticoagula- SHOILL A2 =ST & AUY “-‘-:’f }9 9‘" 7| = A2 x|Eo| Mt ZLIEY, 2t
i cdicati ) o ; - i honitorine EAMolio] EAl J|E0| BXE2E xAststen EMQLICH FX CorDiax 041t7|E
tion, medication etc. Therefore the selection of a dialyser and the selection and monitoring of treatment Too =28 b T o= v = =T o= =
parameters based on individual patient characteristics, therapy tolerance and clinical requirements as I1RF §MS I#t MEULCL T odnT|2 2YS FHO| gL HHEY
well as compliance with the water and dialysis fluid standards are essential to minimise side effects. The (HD) £= EHEAM0{IHHDF)E *Z Al&st= #AtQl 42, S5 M8 &= JUES
FX CorDiax dialyser is designed for high performance dialysis. In patients not treated with this dialyser X B2ELEE MMS| B7FA|740F ELICH DIRIEFE FE= D OIS 0L QAL HIZO0| T2
before and incident patients starting HD or HDF therapy, treatment intensity shall be gradually increased 0417 AF2 & XS E F o|Lofl FAM & AL QS LICH S E ClYsiH 3 &2
g et il In 0 Wt ook of Taciont wi s iost Sympiometology canvayand A5y S ZIEX| 22 2 & x| <ol el To27) Be B a0 6y
. =& = A 7 o] He Z5ts olA %0j 041
may include: dyspnoea, chest congestion, bronchospasm, respiratory arrest, hypotension, tachycar- s EL?EEZ’ =2 mmeE’xc’-,Eﬁlﬁlf_égo Eoft o E,-H_[, Y E_I;LE"F SJ "Eﬂ ﬁ;‘i
dia, urticaria, erythema, flushing, angioedema, ocular hyperaemia, pruritus, abdominal pain, nausea, A2 M0l giLt O X2 & BRISS B MAS AP A2 7] B0
» urticaria, s I ) » OCl : ' ' ) g g ol= BHXH= Z=0o|ZIy| BHatsor &fL|CH AlEH DpIBFS 0Lt THTIELS IF S AMEH HFZO|
convulsions and unconsciousness. Carefully monitor patients who have not previously been treated A A 3 OlG7 2 U a\e Aen S oo 1 rilE Eo
; i i i H EMg SEHELC M2 ol Qe EHe EXoA MFUMAME o =i
with the dialyser, or who have shown possible hypersensitivity symptoms during previous treatments, Lt Ef';f Sl EocE ME BERE T T= = =
or who have a history of allergy including asthma. If severe hypersensitivity or hypersensitivity-like reac- HYE SZXIEE AlESHMAIR.
tions occur, the dialysis must be discontinued and the blood from the extracorporeal system must not 48 HE MEZO|IEE HE Fo{S S &95HK| &L AtStofEl@ ntglEtES 0| Q=
be returned to the patient. Initiate appropriate emergency medical treatment. Bxtol 2, MelER ol ZE T a0 MetoEEo] RES FolFLcH
The dialyser is steam sterilised and thus contains no sterilisation residues. For patients with a known =23 7 oles =3 Eoi= Xt 5] =3 = 3 AF
‘ ues. 0 S3: FMelEHs2o| FSnx| FoiE HHELICH FSTME Xl AE|,
ethylene oxide hypersensitivity all components of the extracorporeal circuit should be ethylene oxide- M2Ho| o4t 7| 4 U x2S Tei5to] Eodslof BLICE ST B8, 22

free.

Anticoagulation: It is recommended to introduce an anticoagulant to the extracorporeal circuit. Antico-
agulant 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 dialy-
sis 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 effec-
tive 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 opera-
tor. 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. 8,-m, myoglobin) and an increase of the
sieving coefficient of albumin when performing HDF or HF. The increase of the middle molecule clear-
ance 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 filled and de-aerated in recircu-
lation 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.

5 Fof W2 B o|At7F RSt oF gLICH
ATIR: HEHQl: Helixone®plus (Polysulfone - PVP blend), 3<% Polypropylene,
ZEXE: Polyurethane, O-2!: Silicone, B 0t 7H: Polypropylene
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. ONLINEplus Z2}o|eg HA8fLIChZ a}o| Y& 500mL).
Alod=(0f: 500 mL bag)E M9 F7|E MHE + A&LICH
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REMBMEBHNBE - FAEETMRERFZAE -

BEIfER: EBEMARKRENFELRER - TREREKS

E2Y - mE  ENER - BIR - MBS - MARIAR - B9 -
ATHEERRERE - MEETRAESE - R(?Ji—%%‘ﬂilﬂ—ﬁﬁéiilnﬁgﬁil
EIE - ARMEM - AR RURETMEETRARKNARE - HREE - K
SUUEMEERRAFBNERE - URRAERSHRBMEETNMRETEIE
ARNEE  AFAERERIEUR D ER - TEENUMBETREEAE—
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REELE - IWRELE - EME - OBIBE - S - A5 - AL - MmEEKIE -
IREPFEM - RZFSFEIE - BE/E - IR0 - MBS - REERBMEEMRNZ

. FEEMARTPSLRARLUBERNEE  AEBRFRTAERIKNES
BEERTEE ALEREANFERHKER BELEBEMAEESERIME
REAFHWMBAFHEBEREA - REBENERAE -

BNBEURRREN  BUASEAHEEZEY - HENGHREAZRELR
HZRA  EUEINMEBRAGELSEBALGEN -

Huogm: REREEIMERPERRRNE - fURMBEINERITEZRBEER -
BEFTEBAI - R MREERAV4F 1 RGAE A E - MRMEMEE BEMAE
EREEMNEEMEEER -

#1%l: EEE: Helixone®plus (Polysulfone - PVP SBS); BEF MK RBRAK, X5
EY): RIEREREE, O-18: B, MEE: BRkk.
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HREEEAESE ZKBEN  AENMRLERTERREAERE 2 EEEE
FIR R - SRENHBNERHHSBEEUE 2 RGTML2ERRA -
EIMFETBEESE postdilution-HDFFI MBS % 8% postdilution-
HF BFHRENBRNERABENE (BAE+EBBIEE ) L5818 25%
NBAYMMREER - ERRATHRENRKDSEERABINEE - HBREE
BESMBIRMY IR RGN ERIE - TMPULERWEE -

BRERE  FHERETEENUETEMRENRBRBEZERTAER -
BRARERSR AT MUER(BRE) -
Eﬂili@ﬁ%%ﬁ"ﬁkﬁﬁﬁ—i_ﬁauﬁﬁm§ 2l - B-MimREBRRLFER -

BREBRABERER  EEERAURHRARRESHEER - BRERITESE
OREREEF - %E*D%Eézfﬁﬂ BRuBiEs 2 ERERN MABENRER

ZE  WEMARRAEE
R I FE 3% B2 R RN B PR =R B A9 R D T RELE
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RSN EEMMENL, MENLD 7 i 28 IR S KM ) 2R A0iE
MR, BiTE JIHRASREMMBMREUZ ERAET (TREESR).
HPEEFEFAONLINEplusERSSEF (AR AE: 500 ml); AR PIRELE
AFREERERBMEMIL BERE R GINE00 ml). REERMEHF
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BEEBIARIERANMRER. AFFMRNMRERERERSEREERY
100 mL/min), EEEERIRAREIB Ao

RATHEEHRE A ARS .

FEEIRAZBRER D,

Hik

IRIBENT 2R R BEEN TR N ERMRBREH, HfIEBELAER
ONLINEplust2Fr; S SHIMNA]RESE RS RAEE R EKHEET(HI20500 mL)
o ARRMREEITE,

fR:E

EREEHEREARERIR, ERERERRHFMAMR,
SLEBMENEMZRA, TENRE, REREARBLOIEFENER, REEX
RFFEMAIBEREE, HRaEEE.

HEBRRETE 0244255

BERATE: Fresenius Medical Care Deutschland GmbH, St. Wendel Plant
SIS BRI E Frankfurter Stralke 6 - 8
D-66606 St. Wendel
Germany
EERBMEAE SEBBRLHMEERNBRAR
ERESAMEtit: EHNHERRE A58 712

EFARTAE R ¥ R R B (E AR B B I B IR 15 T



A

A 4
v

FRESENIUS
MEDICAL CARE

Fresenius Medical Care AG
61346 Bad Homburg, Germany
@ +49 6172 609-0

7530551 10/23



