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Specifications and performance data at QB: 200/300 ml/min, QD: 500 ml/min, QF: 0 ml/min, T:37°C
Performance data were measured in vitro according to standards EN 150 8637-1:2020

Typical values obtained with an individual batch of fiber, the clinical use may determine difference
in results in relation to different Ultrafiltration and measuring technique possible verification
between batches of fibers.

UF measurement using Bovine/Human blood (Hct 32¢%, Protein 60 g/l)

The tolerance for clearance numbers is +10%

HF: High Flux  LF: Low Flux
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4) After confirming that there are no bubbles in arterial
and venous headers, Stop the blood pump, turn the
dialyser 180°to allow removal of bubbles from dialysate.
Connect the dialysate lines to the dialyser and run
dialysate at a flow of about 500ml/min under dialysate
pressure of 0 mmHg through the extracorporeal circuit
for about 5 minutes.

(Fig. 2)

&)

o~

Priming
Following the rinsing and air removal, start the blood
pump, run about 500 ml of physiological saline
(eventually heparinized, 2000 1U/500 ml) through the
arterial line at a flow rate of about 100 ml/min; Prime the
dialyser with heparinized saline and dialysate flow.

“With 2000 SO0 mi

Leakage test

Activate the bypass valve on the machine and connect
the dialyser lines to the machine,

-Prime the arterial, venous line and the dialyser
completely with physiological saline by operating the
blood pump, then stop the pump operation.

-Clamp the arterial line near the dialyser and the distal
end of the venous line with forceps.

-Place the clamped distal end about 1m below the
dialyser and remove the forceps. (This results in
application of a negative pressure of about 70 mmHg to
the blood compartment of the dialyser.)

Examine for any or no continuous stream of bubbles in
the venous header to check for leakage from the dialyser;
if observed, replace the dialyser with a new one.

Start of dialysis

1) Stop the blood flow. Prepare the blood access site and
connect to the arterial line. Remove the forceps from the
arterial and venous lines, While running dialysate at a flow
of about 500 ml/min, operate the blood pump at a flow
rate of about 100 ml/min.

2) Confirm that no air bubbles remain in venous header
or venous bloodline,

3) Fully prime the arterial and venous lines including the
dialyser with blood by operating the blood pump, and
then stop the pump operation. Clamp the distal end of
the venous line with forceps.

4) Prepare the blood return site and connect to the
venous line. After confirming that there are no bubbles
in the line, remove the forceps from the line. After
checking that there are no forceps on the lines and no
line folding, operate the blood pump at a low flow rate.
Avoid excessive pressure to the lines and the dialyser
to prevent leakage from the dialyser and separation of
each of the connection.

5) Increase the blood pump rate to 2{)0 or 300 ml/min

(| P
according to patient condition. ?:) ;

(Fig.5)

Operations during dialysis

1) If stopping the blood pump is required during dialysis
due to insufficient blood flow or other reasons, lower the
Ultrafiltration rate UF to a safe minimum.

2) Set UF rate carefully to avoid excessive water removal.
Reduce the blood flow rate accordingly to avoid a
disequilibrium syndrome.

3) In case of blood leakage alarm, stop the dialysate
supply and recover blood, then replace the dialyser with
anew one.

Dialysis treatment-end and blood recovery

1) Lower the UF and TMP as low as possible. Stop the
blood pump, clamp the arterial line and remove the line
from the arterial blood access site; then connect the line
to the physiological saline vial for blood recovery.

2) Unclamp the arterial line and run 100~200ml of
physiological saline at a flow rate of about 100 ml/min to
expel blood from the arterial and venous lines and the
dialyser.

3) After blood recovery, discard the blood line setsand the
dialyser by suitable means as medical waste.
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contraindications
In general, dialysis disease is not sex-dependent.
PS and PES haemodialysers of meditechsys are not
recommended for pediatric, newborn and toddler
use. Factors such as diabetes, hypertension, old age
and etc. Increase the likelihood of this disease.
Dialyser choice is according to its surface area,
weight of patient and patient clinical test (toxins
concentration) by physician.
There are no specific contraindications for the
dialyser itself. Avoid use in patients with known
hypersensitivity to particular dialyser (PS and PES)
or Ethylene Oxide (EQ) gas. Usage of haemodialyser
is contraindicated in patients presenting with
a known allergy to heparin or who have type
II' thrombocytopenia caused by heparin (HIT
Syndrome type ll).

arning
- Do not use for any other purposes than
haemodialysis.
- The dialyser should only be used as directed by a
physician.
- If foaming, blood leakage, blood coagulation
and hemolysis occur during the use of this
product, take appropriate measures according to
a physician's instructions.
- DO NOT REUSE THIS DEVICE.
If reuse happened, risk clotting, severe infection
and diminished performanceis expected.
- If the patient exhibits any abnormal symptoms
such as discomfort, pruritus, urticaria, asthmatic
reaction, hypertension and/or arrhythmia during
the use of this product, take appropriate measures
according to a physician's instructions.
- Dialyser contact with chemicals and disinfections
affect the properties of housing, polyurethane and
fiber. The operating safety does not longer exist
and the manufacturer's liability is excluded.
- Heparinize the extracorporeal circuit during the
priming, these dosage of heparin and its mode of
administration during dialysis are established by
attending physician. The coagulation time should
be checked regularly.
Device performance is diminished if it is used
below mentioned flow rates, below mentioned
pressure or in particular orientations. This
instruction should be followed.
NB: Meditechsys will not be responsible for injury
of patient or any person or damage to any object
that is attributed to bad transport, bad storage,
shipping accidents, abnormal use, user error and
reasonably foreseeable misuse.
Caution
It is recommended to use of a dialysis machine
equipped with a volumetric ultrafiltration unit, an
accurate UF control system and a precise weigh
system for haemodialysis.

1. Caution before use

+ Do not use the device if package is damaged or if
protective end caps are notin place.

+ Avoid air intake and contamination during rinsing and
priming operations.

- Blood- side: Rinse extracorporeal circuit with sterile
physiological saline (recommended 1000 ml and 500
ml of heparinized physiological saline, 2000 U/500ml)
to minimize the side effect of sterilization residues or
to prepare the fibers for blood flow at a flow rate of 100
ml/min.

+ Perform a leak test to check the integrity of the bloodline
and dialyser.

- Start dialysis mode immediately after priming operation.

2. Caution in use

= Continuously monitor the arterial and venous pressures
in the bloodline and check for blood leakage during
dialysis.

+ Set TMP alarm (max. 500 mmHg).

3. Caution after use

- Dispose of the dialyser immediately after use by suitable
means as contaminated medical waste and according to
any prevailing environmental regulations.

= The weight loss should be monitored.

4. Caution for storage

+ Store at 5 C~35 C avoiding exposure to direct sunlight,
severe vibration and relative humidity between 259 -65%
5. Connectors

« The blood ports of haemodialysers comply with the
requirements of EN ISO 8637-1:2020. They can connect
to female lure lock connectors of blood line set.

= The dialysis fluid port of haemodialyser comply with the
requirements of EN IS0 8637-1:2020. They can connect to
the dialysis fluid port of standard dialysis machines.
Rinsing and air removal

1) Unpack the dialyser and clip onto the holder ensuring
that the venous side is directed upward and the arterial
side is directed downward.

2) Connect the arterial line to the physiological saline vial.
3) Connect aseptically the arterial and venous line to
the dialyser and remove air completely by running
physiological saline (recommended volume 1000ml), at
a flow rate of about 100ml/min

1000 mi Sabne
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Specifications

- Low Flux Hollow Fiber Haemodialyzer -

) Clearance (ml/min Blood
Type :UF Cosfficient KOA Urea Creatini ( ) i Inulin pening :"“m,j
i) | ™ | S T | e | e | o | oo | o | | | e |
P5 10 LF 6.8 637 | 183 | 231 | 164 | 196 | 14D | 158 | 73 | 78 - 59 1.0
PS5 13 LF 8.8 746 | 191 | 243 | 176 | 218 | 150 | 178 | 86 | 83 | - - 69 13
PS 14 LF 10.6 861 193 ¢ 253 | 179 | 225 | 158 | 184 | 85 | 108 | - B 74 14
P5 16 LF 12.9 1064 | 135 | 266 | 184 | 237 | 161 | 132 | 111 | 15 | - - 86 16
F5 16 LF 15.5 1292 | 197 | 276 | 188 | 258 | 171 | 211 | 139 | 144 105 18
PS 20 LF 16.5 1320 | 198 ¢ 277 | 190 | 261 | 174 | 218 | 134 | 149 | - - 107 2.0
PES 13 LF 10.4 629 | 181 | 230 | 189 | 207 | 149 | 176 | 108 ¢ 121 | - - 71 13
PES 16 LF 12.1 757 | 188 | 244 | 178 | 224 | 158 | 188 | 117 | 131 a0 16
PES 15 LF 17 1123 | 196 | 269 | 183 | 252 | 168 | 208 | 124 | 141 | - - 112 18
High Flux Hollow Fiber Haemodialyzer -
PS 100 HF 32 778 | 184 | 246 | 168 | 205 | 156 | 186 | 105 | 118 | 72 | 78 59 1.0
P5 130 HF 43 B35 | 189 | 251 | 175 | 221 | 170 | 205 | 120 | 135 | 8 | 95 69 13
P5 140 HF 47 951 | 192 | 260 | 181 | 233 | 176 § 215 | 131 : 148 | 97 ! 105 74 14
P5 160 HF 55 1145 | 195 ! 270 | 191 | 252 | 183 | 233 | 142 : 165 | 108 { 120 86 16
P5 180 HF 59 1265 | 196 | 275 | 193 | 260 | 187 | 242 | 149 | 176 | 116 | 131 105 18
P5 200 HF 59 1380 | 198 | 279 | 195 | 267 | 190 | 258 | 156 | 193 | 121 | 141 107 2.0
PES 130 HF £4 91 | 191 | 257 | 1B6 | 241 | 177 { 221 | 136 : 156 | @8 | 107 72 13
PES 160 HF 62 1167 | 134 | 271 | 191 | 254 | 1sa | 237 | 148 | 172 | 111 | 124 89 16
PES 180 HF 78 1321 | 198 | 277 | 195 | 263 | 189 | 245 | 153 | 180 | 118 | 133 110 18

Specifications and performance data at QB: 200/300 ml/min, QD: 500 ml/min, QF: 0 ml/min, T: 37¢C
Performance data were measured in vitro according to standards EN 1SO 8637-1:2020

Typical values obtained with an individual batch of fiber, the clinical use may determine difference
in results in relation to different Ultrafiltration and measuring technique possible verification
between batches of fibers.

UF measurement using Bovine/Human blood (Hct 329%, Protein 60 g/l)

The tolerance for clearance numbers is +10%

HF: High Flux  LF: Low Flux

Read the label on the product or on the carton prior to use

e
m Date of Manufacture A Caution ® Single use

S

N
Y

Keap away from
sunlight

v

Consult instructions for use

Confarm with relevant Expil ili Keepat 5T ~35C Fragile, handle with

c E EU Hireatyes E piry date Do nat resterilize P Frag
Do not use if
The fluid pathways (blood Authorized “ Manufacturer Lot number @ package is
—. |and dialysis fluid) with j damaged

@ sterile barrier system that @ in';he Eurcpean Storage Relative

has been Sterilized Community Non-Pyraganic sty (RH] it i X

using Ethylene Oxide yrogen! 22%'“&%’% ) limit: Medical device
\t t This way up Use UF Controller REF|| catalogue Number 1”05"):,“&; :gxes can be f Keep dry

Direction for use
« Intended Purpose

PS (Polysulfone series) and PES (Polyethersulfone series) haemodialyser are mainly used for
haemodialysis that is a form of renal replacement therapy (RRT) for End stage Renal Disease (ESRD)
patient who has been inflicted with chronic kidney diseases. These devices are single use for patients
with renal failure and under haemodialysis in which waste solutes from the blood are removed
primarily by diffusion across a semi permeable membrane contained in a haemodialyser in which the
blood flows on one side of the membrane and dialysis fluid flowing on the other.
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Meditechsys

Manufacture Address: Meditechsys Co.

Head Office: 5™"Floor, No.44, Sa'adat Abad Street, Tehran, IRAN

P.O.Box: 1998898639

Tel: +98(21) 22074001 Fax: +98(21) 22073101

Factory: 3" Tangestan, West Hafez Blvd., Eshtehard Industrial Zone, IRAN
Telefax: +98(26) 37773870

Website: www.meditechsys.com C €

E-mail: info@meditechsys.com 2195
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Customer care service:

1st Floor, No.44, sa'adat Abad, Tehran, IRAN.
P.O.Box: 1998836785

Sales and marketing: +98(21) 22149688
Fax: +98(21) 22361067

Website: www.medwayteb.com

Sales@ medwayteb.com
Telegram.me/medway

@medwayteb

European Representative:

NephroCan S.r.l.,via savoia 78 ,00198 ROMA, ITALY
Tel Office: +39 0685 2371 Fax:+39 06853 50187
www.NephroCan.com/EU-Rep

Note: Meditechsys is not responsible for any shipping accidents, bad storage and abnormal use.
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