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Polyflux L Specifications

MATERIALS POLYFLUX 14 L POLYFLUX17L POLYFLUXZ21L CLEARANCES IN VITRO [mL/min)* POLYFLUX 14L  POLYFLUX17L POLYFLUX?21L
Membrane Polyamix Urea (60 Da) (Qz-Qp, mL/min)
Polyarylethersulfone, Polyvinylpyrrolidone 200/500 190 194
and Polyamide blend 300/500 252 264 275
BPA-free 400/500 293 310 328
Potting Polyurethane (PUR) 500/500 342 364
Housing Polycarbonate (PC) 200/700 194 197
Gaskets Silicone rubber (SIR) 300/700 267 276 285
Protection caps Polypropylene (PP) 400/700 i 880 S
500/700 380 403
Sterilization Steam (inside-out)
Creatinine (113 Da)
Sterile barrier Medical Grade Paper 200/500 152 163
300/500 183 200 218
SPECIFICATIONS 400/500 203 224 247
UF-Coefficient (mL/h*mmHg))* 10 12.5 15 500/500 240 267
KoA urea* 851 1026 1268 200/700 160 170
Blood Compartment 300/700 197 213 231
81 104 123
volume (mL) 400/700 221 242 266
Minimum recommended 500 500/700 264 292
priming volume (mL] Phosphates (142 Da)
Maximum TMP (mmHg) 600 200/500 171 179
Recomnmended Qg (mL/min] 200-400 200-500 300-500 300/500 2 240 2
— - - 400/500 241 262 283
Storage conditions <30°C (or <86°F) 500/500 284 310
Units per box 24 200/700 178 185
Gross/net weight (g) 254/225 274/245 294/265 300/700 299 244 258
400/700 264 284 306
MEMBRANE 500/700 313 341
Effective Membrane Area (m?) 1.4 1.7 2.1 Vitamin B12 (1.4 kDa)
Fiber inner diameter (um) 215 200/500 90 101
Fiber wall thickness (um) 50 300/500 100 14 131
400/500 106 122 142
* According to EN 1283/1S0 8637: 500/500 128 149
- UF-Coefficient: measured with bovine blood, Hct 32%, Pct 60g/L, 37°C
- KoA urea: calculated at Qg=300 mL/min, Q;=500mL/min, UF=0 mL/min 200/700 76 107
- Clearances In-Vitro: measured at UF=0 mL/min, +10% 300/700 107 121 138
400/700 14 130 150
500/700 137 159

. Schepers E, Glorieux G, Eloot S, et al. Assessment of the association between increasing membrane pore size and endotoxin permeability using a novel experimental dialysis simulation set up.
BMC Nephrology. 2018; 19:1.

. Ronco C, et al. Evolution of synthetic membranes for blood purification: the case of the Polyflux family. Nephrol Dial Transplant 2003;18(Suppl 7):vii10-20.

. Baxter. Data on file. Dialyzers Sales Report. 2018.

. Golli-Bennour EE, et al. Cytotoxic effects exerted by polyarylsulfone dialyser membranes depend on different sterilization processes. Int Urol Nephrol. 2011; 43:483-490.

. D'’Ambrosio FP, et al. Ethylene oxide allergy in dialysis patients. Nephrol Dial 1997;12:1461-1463.

. Krause B, et al. Polymeric Membranes for Medical Applications. Chemie Ingenieur Technik. 2003; 75:1725-1732.

. Tielemans C, et al. Clinical assessment of Performance and Blood Compatibility Profile of a New Synthetic Low Flux Hemodialyzer. Blood Purif. 2002; 20:214-215.

~N o Ul A WN

The products meet the applicable provisions of Annex | (Essential Requirements) and Annex Il (Full quality assurance system of the Council Directive 93/42/EEC of 14 June 1993,
amended by Directive 2007/47/EC)

For safe and proper use of the device, please refer to the Instructions for Use
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Revaclear Specifications

MATERIALS REVACLEAR 300 REVACLEAR 400 CLEARANCES IN VITRO (mL/min]* REVACLEAR 300 REVACLEAR 400
Membrane Poracton Urea (60 Da) (Qz-Qp, mL/min)

Polyarylethersulfone and Polyvinylpyrrolidone blend 200-250**/500 196 198

BPA-free 300/500 272 281

Potting Polyurethane (PUR] 400/500 323 338
Housing Polycarbonate (PC) 400/800 355 369
Gaskets Silicone rubber (SIR) 500/800 At Ze
Protection caps Polypropylene (PP) Creatinine (113 D)

— s 200-250*#/500 191 195
Sterilization Steam (inside-out) 300/500 256 247
Sterile barrier Tyvek 400/500 298 315

400/800 330 348
SPECIFICATIONS 500/800 373 398
UF-Coefficient (mL/(h*mmHg)) 48 54 Phosphates (142 Da)
KoA urea* 1186 1439 200_250**/500 185 191
Blood Compartment o - 300/500 242 255
volume (mL) 400/500 278 297
Minimum recommended ~0 400/800 309 330
priming volume (mL) 500/800 345 373
Maximum TMP (mmHg) 600 Vitamin B12 (1.4 kDa)
Recommended Qg (mL/min) 200-500 200-600 200-250**/500 146 158
Storage conditions <30°C (or <86°F) 300/500 174 171
- 400/500 191 213
Units per box 24
- 400/800 212 236
Gross/net weight (g) 215/160 225/170 500/800 228 256
MEMBRANE ** REVACLEAR 500
Effective Membrane Area (m?) 1.4 1.8
Fiber inner diameter (um) 190
Fiber wall thickness (um) 85

SIEVING COEFFICIENTS*

Vitamin B12 (1,4 kDa) 1.0
Inulin (5,2 kDa) 1.0
B,-microglobulin (11,8 kDa) 0.95
Myoglobin (17 kDa) 0.68
Albumin (66,4 kDa) 0.0027

* According to EN 1283/1S0 8637:

- UF-Coefficient: measured with bovine blood, Hct 32%, Pct 60g/L, 37°C

- KoA urea: calculated at Qg=300 mL/min, Q;=500mL/min, UF=0 mL/min

- Sieving coefficients: measured with human plasma, Q=300 mL/min, UF=60 mL/min
- Clearances In-Vitro: measured at UF=0 mL/min, +10%

. Baxter. REVACLEAR White Paper. USMP/MG3/140052, May 2013.

. Mauric A, et al. Poster SP401, presented at 50th ERA-EDTA congress. Istanbul (Turkey), 2013.

. Ronco C, et al. Evolution of synthetic membranes for blood purification: the case of the Polyflux family. Nephrol Dial Transplant 2003;18(Suppl 7):vii10-20.

. Ward R, et al. Abstract SA-P0510, presented at the 40th ASN congress. San Francisco (USAJ, 2007.

. Bhimani JP, et al. Effect of increasing dialysate flow rate on diffusive mass transfer of urea, phosphate and beta2-microglobulin during clinical haemodialysis. Nephrol Dial Transplant 2010; 25:3990-3995.
. Yao Q, et al. Inflammation as a cause of malnutrition, atherosclerotic cardiovascular disease, and poor outcome in hemodialysis patients. Hemodial Int 2004; 8:118-129.

. Baxter. Data on file. Biohazardous waste cost calculation, 2015.

. Baxter. REVACLEAR dialyzer priming guide. 306150152_C, 2009.

W~ o Ul A WN =

The products meet the applicable provisions of Annex | (Essential Requirements) and Annex Il (Full quality assurance system of the Council Directive 93/42/EEC of 14 June 1993,
amended by Directive 2007/47/EC)

For safe and proper use of the device, please refer to the Instructions for Use
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Polyflux H Specifications

MATERIALS POLYFLUX 140 H POLYFLUX170H POLYFLUX 210H CLEARANCES IN VITRO (mL/min]* POLYFLUX 140H POLYFLUX 170H POLYFLUX 210H
Membrane Polyamix HEMODIALYSIS MODE (HD)
Polyarylethersulfone, Polyvinylpyrrolidone Urea (60 Da) (Qz-Qp, mL/min)
and Polyamide blend 200/500 193 196
BPA-free 300/500 262 270 281
Potting Polyurethane (PUR) 400/500 309 321 339
Housing Polycarbonate (PC) 500/500 378
Gaskets Silicone rubber (SIR) Creatinine (113 Da)
Protection caps Polypropylene (PP) 200/500 Ui L
300/500 220 232 249
Sterilization Steam (inside-out) 400/500 250 264 289
Sterile barrier Medical Grade Paper 500/500 317

Phosphates (142 Da)
SPECIFICATIONS

200/500 181 186
UF-Coefficient (mL/h*mmHg))* 60 70 85 300/500 232 243 259
KoA urea* 998 1153 1452 400/500 266 281 303
Blood Compartment 500/500 334
94 115 125 N
volume (mL) Vitamin B12 (1.4 kDa)
Minimum recommended 500 200/500 128 137
priming volume (mL) 300/500 149 162 183
Maximum TMP (mmHg) 600 400/500 163 178 203
500/500 218
Recommended Qg (mL/min) 200-400 250-500 300-500
o Inulin (5.2 kDa)
Storage conditions <30°C (or <86°F) 200/500 9 100
Units per box 24 300/500 102 113 131
Gross/net weight (g) 274245 304/275 317/300 400/500 109 121 143
500/500 151
MEMBRANE HEMODIAFILTRATION MODE (HDF/HF)
Effective Membrane Area (m?) 1.4 1.7 2.1 Urea (60 Da) (Q5-Qp, mL/min)
Fiber inner diameter (um) 215 200/500 198 199
Fiber wall thickness (um) 50 300/500 21 2k 20
400/500 332 343 359
SIEVING COEFFICIENTS* 500/500 ke
Vitamin B12 (1.4 kDa) 10 Creatinine (113 a)
- 200/500 187 191
Inulin 5.2 kDa| 10 300/500 242 252 266
B,-microglobulin (11,8 kDa) 0.82 400/500 277 292 314
Myoglobin (17 kDa)** 0.37 500/500 347
Albumin (66,4 kDa)** 0.0022 Phosphates (142 Da)
200/500 191 194
* According to EN 1283/IS0 8637: 300/500 252 262 274
- UF-Coefficient: measured with bovine blood, Hct 32%, Pct 60g/L, 37°C
- KoA urea: calculated at Qz=300 mL/min, Q,=500mL/min, UF=0 mL/min 400/500 292 306 327
- Sieving coefficients: measured with bovine (or human**) plasma, Q=300 mL/min, UF=60 mL/min 500/500 363

- Clearances In-Vitro: measured at UF=0 mL/min, +10%
HDF/HF mode: measured at UF=60 mL/min, +10%

Vitamin B12 (1.4 kDa)

200/500 152 159
300/500 177 189 208
1. Ronco C, et al. Evolution of synthetic membranes for blood purification: the case of the Polyflux 400/500 193 208 232
family. Nephrol Dial Transplant 2003;18(Suppl 7):vii10-20. 500/500 249
2. Maduell F, et al. High-efficiency postdilution online hemodiafiltration reduces all-cause -
mortality in hemodialysis patients. J Am Soc Nephrol. 2013;24:487-497. Inulin (5.2 kDa)
3. Potier J et al. Are all dialyzers compatible with the convective volumes suggested for 200/500 120 128
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7. Schepers E, Glorieux G, Eloot S, et al. Assessment of the association between increasing
membrane pore size and endotoxin permeability using a novel experimental dialysis simulation
set-up. BMC Nephrology. 2018; 19:1.
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The products meet the applicable provisions of Annex | (Essential Requirements)
and Annex Il (Full quality assurance system of the Council Directive 93/42/EEC
of 14 June 1993, amended by Directive 2007/47/EC)

For safe and proper use of the device,
please refer to the Instructions for Use

C€ oo0ss

Baxter

MEA B2 B2 nEYHUL 105 10012 Tel: 02.6262. 7100 Fax: 02.6272.7101 www.baxter.co.kr

2000-6T/E9NW/0M



Baxter

Theranova
DESIGNED FOR: MEMBRANE:
HDx (Expanded Hemodialysis) | MCO [PAES/PVP, BPA-free)
i

(7)) HDF Al 10| 2 9.520| X7} Hst UHFEiol HOYE H(HD) BHXt2

Theranova*& S5l 7316l= HDx

EEThVE: '(2 Dato <60kDa)2| 21&QI HHE SH=E Sk=HD
MZ2 GHEM BEAMRILICE AX|2, 0|F & Ll T X0 AT, *:I%*%*é‘%”'

B
ﬁ
-_>ﬂ
o
g
).
9
o
_'E
O
E
E
B
o
O
jﬂ
]
rllfllﬁ
o
#g
ro
|
]
L
E
41
rot
d
T
ot
i
(ml
T

89 AL8S Y

= HDS}HDF 42} | Mot} 2 S2AISUES 2O BT XpH:

- HP{EH= 01| 252 1 gOA] 4 g AOIR T2t
o

||_ O
| HD 2 L|E{57 0f| A UBIMO| EAMHIAIS EBH XISH Dt

013

J_._

=TT TS

FAMITO HCE 2FE A

m
|
=0
9'1-
4m
1x
i
=
ux

o
o S M2 THE S FAR L= (endotoxin) 2753°

USH FEY L #x 20 Ea}

* B,-microglobulin 3! kappa, lambda free light chains2| &4 T X[}
Theranova £A447|Z At HDXE Aot 31D} 671E 0] HASIUSLICE

(41| HD BHXFS CHA O R S L7 |24 2hatod L o™

o SIXIZAZ TR 7 |F0| 6712 = 2 50 % HAEIUGLIC (AE{S] Uik HD BIXHS ChA TR Eraei Zaph ™
O 22 #22| M= H|ul %171 & patient-reported symptom burden Z2f0f| 2 X10|= iRASLICE o

*HDF = HF 2E0i|A] Theranova §417| AFR 3|
** oo| X20]| HXHE CIO|EIS IO 2 2h-ApMIE LIBS HT BoiS 2QIsHAIR.
*+ oto| K20 AXHE H|0|EE 7|8to2 E-XpAot L8 2 &1l 2318 &RI6HA| 2. SHXIZ 2SS (Restless Leg Syndrome)2 0121 IH2| 24t S5-d It #i & SHLIQILICE



THERANOVA 400 SPECIFICATIONS

MATERIALS THERANOVA 400 CLEARANCES IN VITRO (mL/min)* THERANOVA 400
Membrane Medium Cut Off Urea (60 Da) (Qg-Qp, mL/min)

Polyarylethersulfone and Polyvinylpyrrolidone blend 200/500 198

BPA-free 300/500 282

Potting Polyurethane (PUR) 400/500 344
Housing Polycarbonate (PC) 400/800 376
Gaskets Silicone rubber (SIR) 500/800 445
Protection caps Polypropylene (PP) Phosphate (55 Da)

— s 200/500 192
Sterilization Steam [inside-out) 300/500 261
Sterile barrier Tyvek 400/500 311

400/800 345
SPECIFICATIONS 500/800 400
_ « *
UF-Coefficient (mL/Ah*mmHg)) 48 Creatinine (113 Da)
KoA urea* 1482 200/500 194
Blood Compartment - 300/500 269
volume (mL) 400/500 323
Minimum recommended 300 400/800 357
priming volume (mL) 500/800 416
Maximum TMP (mmHg) 600 Vitamin B12 (1.4 kDa)
Recommended Qg (mL/min] 200-600 200/500 164
Storage conditions <30°C (or <86°F) 300/500 Ay
- 400/500 239
Units per box 24
- 400/800 267
Gross/net weight (g) 229/170 500/800 301
MEMBRANE Inulin (5.2 kDa)
- 200/500 133
2
Effective Membrane Area (m3) 1.7 300/500 161
Fiber inner diameter (um) 180 400/500 183
Fiber wall thickness (um) 85 400/800 204
Sieving profile 500/800 225
- before blood exposure* Cytochrome C [12 kDa)
MWCO (cut-off) [kDal 56 +/-3 200/500 122
MWRO (rentation onset) [kDa] 9.4+/-0.2 300/500 146
400/500 165
SIEVING COEFFICIENTS* 400/800 183
Vitamin B12 (1,4 kDa) 1.0 500/800 202
Inulin (5,2 kDa) 1.0 Myoglobin (17 kDa)
B,-microglobulin (11,6 kDa) 10 200;500 104
300/500 123
Myoglobin (17 kD 0.9
yogtobin [17kDa) 400/500 137
Alburnin (66,4 kDa) 0.008 400/800 152
500/800 166

* According to EN 1283/1S0 8637:

- UF-Coefficient: measured with bovine blood, Hct 32%, Pct 60g/L, 37°C

- KoA urea: calculated at Qz=300 mL/min, Q;=500mL/min, UF=0 mL/min

- Sieving coefficients: measured with human plasma, Qz=300 mL/min, UF=60 mL/min
- Clearances In-Vitro: measured at UF=0 mL/min, £10% (+20% Cyt. C, +30% Myo.)

For safe and proper use of the device, please refer to the Instructions for Use

. Ronco C, et al. The rise of Expanded Hemodialysis. Blood Purif 2017; 44:1-VIII.

. Hutchison CA, et al. The Rationale for Expanded Hemodialysis Therapy (HDx). Contrib Nephrol 2017; 191:142-52.

. Kirsch AH, et al. Performance of hemodialysis with novel medium cut-off dialyzers. Nephrol Dial Transpl 2017; 32(1):165-72.
Boschetti-de-Fierro A, et al. MCO membranes: Enhanced Selectivity in High-Flux Class. Scientific Reports 2015; 5:18448

. Zweigart C, et al. Medium cut-off membranes - closer to the natural kidney removal function. Int J Artif Organs 2017; 40(7):328-334.

. Baxter. Data on file. Theranova Limited Controlled Distribution Report. 2016.
. Baxter. Theranova 400/500 Instructions For Use. N50 648 rev 003, 2017-05-29.
. Schepers E, Glorieux G, Eloot S, et al. Assessment of the association between increasing membrane pore size and endotoxin permeability using a novel experimental dialysis simulation set-up.
BMC Nephrology. 2018; 19:1.
9. CantaluppiV, et al. Removal of large-middle molecules on expanded hemodialysis (HDxJ: a multicentric observational study of 6 months follow-up. ASN 2018 Kidney Week Abstract TH-P0357.
10.Krishnasamy R, et al. Trial evaluating mid cut-off value membrane clearance of albumin and light chains in hemodialysis patients [REMOVAL-HD): a safety and efficacy study.
ASN 2018 Kidney Week Abstract TH-P0353.
11.Sanabria M, et al. Quality of life reported by patients with expanded hemodialysis by the Theranova dialyzer in RTS Colombia. ASN 2018 Kidney Week Abstract TH-P0296.
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The products meet the applicable provisions of Annex | ([Essential Requirements) and Annex Il [Full quality assurance system of the Council Directive 93/42/EEC of 14 June 1993,
amended by Directive 2007/47/EC)
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Polyflux 2H/6H Specifications

MATERIALS POLYFLUX 2H POLYFLUX 6H CLEARANCES IN VITRO (mL/min]* 2H 6H 2H 6H
Membrane Polyamix HEMODIALYSIS MODE (HD) HEMODIAFILTRATION MODE (HDF/HF)
Polyarylethersulfone, Polyvinylpyrrolidone Urea (60 Da) (Qz-Qp, mL/min)
and Polyamide blend 20/30 16
BPA-free 60/30 2%
Potting Polyurethane (PUR) 100/30 26
Housing Polycarbonate (PC) 60/300 53
Gaskets Silicone rubber (SIR) 100/300 72 79
Protection caps Polypropylene (PP) 50/500 50
Sterilization Steam (inside-out) 100/500 fie i &
150/500 136 141
Sterile barrier Medical Grade Paper 200/500 167 174
SPECIFICATIONS Creatinine (113 Da)
— " " 20/30 14
UF-Coefficient (mL/h*mmHg)) 15 33 60/30 2
KoA urea* 146 461 100/30 2%
Blood Compartment 17 5 60/300 A
volume (mL) 100/300 585 b4
Minimum recommended 50/500 49
priming volume (mL) 500 1000 100/500 59 89 94
Maximum TMP (mmHg) 600 150/500 116 125
Recommended Qg (mL/min) 20-100 50-300 200/500 136 147
(HDF, HF: 50-200} Phosphates (142 Da)
Storage conditions <30°C (or <86°F) 20/30 (5
Units per box 24 60/30 2
Gross/net weight (g) 98/75 152/140 100/30 &
60/300 48
Effective Membrane Area (m? 02 0.6 50/500 50
Fiber inner diameter (um) 215 100/500 o e e
- 150/500 124 131
Fiber wall thickness (um) 50 200/500 146 156
SIEVING COEFFICIENTS* Vitamin B12 1.4 kba)
— 20/30 10
Vitamin B12 (1,4 kDa) 1.0 60/30 15
Inulin (5,2 kDa) 1.0 100/30 18
B,-microglobulin (11,8 kDa) 0.82 60/300 27
Myoglobin (17 kDa)** 0.37 100/300 32 43
Albumin (66,4 kDa)** 0.0022 50/500 45
A d EN 1283/1S0 8637 1007500 » %8 7
* According to :
- UF-Coefficient: measured with bovine blood, Hct 32%, Pct 60g/L, 37°C 150/500 ¢l ot
- KoA for urea: calculated at UF = 0 mL/min, at Qg = 60 mL/min and Q, = 300 mL/min for P2H, 200/500 90 104
at Qg =200 mL/min and Qp = 500 mL/min for PéH Inulin (5.2 kDa)
- Sieving coefficients: measured with bovine (or human**) plasma, Q=300 mL/min, UF=60 mL/min 20/30 7
- Clearances In-Vitro: measured at UF=0 mL/min, +10%
HDF/HF mode: measured at UF=20 mL/min (2H) or UF=30 mL/min (6H), +10% 60/30 10
100/30 1
60/300 19
100/300 21 33
100/500 23 65
150/500 74
200/500 79
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. Ronco C, et al. Evolution of synthetic membranes for blood purification: the case of the Polyflux family. Nephrol Dial Transplant 2003;18(Suppl 7):vii10-20.
. Goldstein SL, et al. Polyflux® éH dialyzer: a new option for small children requiring dialysis Int J Artif Organs 2007; 30:321-324.
. Cochat P, et al. Pediatric Dialysis. Chapter 19. Maintenance hemodialysis during infancy. 2012. Kluwer Academic Publishers, Dordrecht, pp 35-46.

. Krieter DH, et al. A new synthetic dialyzer with advanced permselectivity for enhanced low-molecular weight protein removal. Artif Organs 2008; 32:547-554.
. ErtlT, et al. Barrier function of low and high flux synthetic membranes for endotoxins in contaminated dialysis fluid. Blood Purif 2003; 21:358.
. D'’Ambrosio FP, et al. Ethylene oxide allergy in dialysis patients. Nephrol Dial 1997;12:1461-1463.

The products meet the applicable provisions of Annex | (Essential Requirements) and Annex Il (Full quality assurance system of the Council Directive 93/42/EEC of 14 June 1993,

amended by Directive 2007/47/EC)

For safe and proper use of the device, please refer to the Instructions for Use
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