Instruction for Use of Hollow Fiber Haemodialyser Sterilized Using Gamma Irradiation @) «@
L& [T 029) “ J‘J"“"‘ I'JBSJL“ )-Jbﬁ&w ksu @L’ 3‘ ool &J“’"J‘)’;‘L“"> JAMTRITA  ICDGROUP

Dialysate outlet A Dialysate inlet W

Blood inlet P> p Blood outlet

Specifications

Low Flux Hollow Fiber Haemodialyser

Clearance (ml/min) Blood Surface
Type (ultrafiltration) A Urea Creatinine Phosphate VitaminB 2 Tnu priming Area
(mlmmHg.h) ml/min [ Qs=200 | Qs=300 | Qs=200 | Qu=300 | Q=200 | Qs=300 | Qs=200 | Qu=300 | Qu=200 volume (ml) (m?)

PSR 10 LF 7.3 698 187 238 167 201 143 161 84
PSR 13 LF 9.5 824 195 250 180 223 153 182 3 100
PSR 14 LF 11.9 977 196 253 184 226 157 188 117
PSR 16 LF 13.9 1240 197 274 189 243 164 196 135
PSR 18 LF 16.7 1570 198 284 189 5 174 215 3 156
PSR 20 LF 17.8 1610 199 285 191 177 220 161
PESR 10 LF 9.3 767 186 245 182 158 182 113
PESR 13 LF . 961 190 260 184 35 163 205 3 139
PESR 16 LF X 1292 194 276 186 170 219 153
PESR 18 LF . 1450 198 281 189 174 226 161
PESR 20 LF 5.5 1662 199 286 196 186 242 174
High Flux Hollow Fiber Haemodialyser
PSR 100 HF 34. 930 190 258 173 217 160 199 113 127 78
PSR 130 HF . 1030 195 264 180 234 174 219 130 146 93

PSR 140 HF . 1190 196 272 186 247 179 230 139 159 104
PSR 160 HF . 1570 197 284 193 267 188 249 153 178 117
PSR 180 HF . 1660 198 286 194 276 192 259 161 190 125
PSR 200 HF . 1900 199 290 196 283 195 277 168 208 131
PESR 130 HF . 1140 196 270 192 255 181 236 147 168 107
PESR 160 HF . 1610 197 285 193 269 189 254 160 186 120
PESR 180 HF . 1770 198 288 197 279 194 262 165 194 127
PESR 200 HF 87.5 1980 199 291 197 286 196 279 172 211 132

UF Coefficient KOA

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 standard BS ISO 8637-1:2024

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/1)

The tolerance for clearance numbers is +10%

HF: High Flux  LF: Low Flux

Direction for use sooliwl (b
Intended Purpose: Hollow-fiber haemodialysis — als i a5 codl JB g 0l 5lbs bSlo 09 )5 ahs
dialyser is a filter that functions as an artificial = (ly s> ;LS e ;3 Yoore 5 05 o Wl |} cotan
kidney and typically used in a haemodialysis system — Slo ol .05, 00 ,I5 4 ke o5 5l Slule g b allsl i
to remove impurities/fluid from the blood of a  lay] (5,0 a5 o LS5 slalyinl sloakiame 5| Yeors
patient. It typically consists of cylindrical containers 4 (sas #ol sk b ol aiile) JB 5 aidge Ay o) )l50
with thousands of longitudinally arranged Iy b, ash cpl (9,0 5l 95 5 wlazd 5 135 Jsb & )90
hollow-fiber capillary tubes (e.g., polymer, modified 5 00,5 Jos lsl5 ans clie lgic a0 laalg) (sloo )l .0iS o
cellulose) through which the blood flows. The tube  caw 4 (55 51 55 slo J55g0 45 aiS o ol 3 1, Sl ]
walls function as a semi-permeable membrane,  alug ol wisd Bl 500 s baalgd 5l 7,15 5 Jbs mle
permitting passage of larger molecules from the ol G yae LSS
blood to the dialysate on the outside of the tubes

for removal. This is a single-use device.

oc. Code: F72300RD72 R09
M Date of Issue: 1405/02/26 (16/May. /2026)




Instruction for Use of Hollow Fiber Haemodialyser Sterilized Using Gamma Irradiation (@) ((@

Ll 2055 1 09y 4 Jo yiwl yusBalla 5dbog0n gla Slo jl oolisiw! Joadl yguiws

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). Usage of haemodialyser is contraindicated
in patients presenting with a known allergy to
heparin or who have type Il thrombocytopenia
caused by heparin (HIT Syndrome type Il).

PS (Polysulfone series) and PES (Polyethersulfone
series) haemodialyzers are non-pyrogenic devices
and sterilized with gamma irradiation.

Warning

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 performance is 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.
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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 not in 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 %25 - %65.

5. Connectors

« The blood ports of haemodialysers comply with
the requirements of BS1SO 8637-1: 2024 .They can
connect to female lure lock connectors of blood
line set.

- The dialysis fluid port of haemodialyser comply
with the requirements of BS 1SO 8637-1: 2024
. 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
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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.

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)

Venous

Priming

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

(Fig.3)

Venous
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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 Tm 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 200 or 300
ml/min according to patient condition.
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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 a new 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 sets
and the dialyser by suitable means as medical
waste.

Caution:

In Long-term treatment, chronic side effects
such as amyloidosis, anemia, depression,
thrombocytopenia, coronary arteries, and
congestive heart diseases may occur, you must
consult your doctor.

Read the label on the product or on the carton
prior to use:
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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 standard BS I1SO 8637-1:2024

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/I)

The tolerance for clearance numbers is +10%

HF: High Flux  LF: Low Flux
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Website: www.meditechsys.com E-mail: info@meditechsys.com

NephroCan NephroCan GmbH. & Co. KG 35l oaisled
Koppelbergstrale 13,17166 Teterow, Germany
Email: eurep@nephrocan.com
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Manufacture Address: Meditechsys Co.
Head Office: South Apt. 2 ,5™ floor, No. 44, East 15 Mirzaei Alley, Saadatabad St.,
Tehran, IRAN
Postal Code: 1998898639
Tel: +98(21) 22074001 Fax: +98(21) 22073101
Factory: Plots 295 and 296 3" Tangestan St., West Hafez Blvd., Aboureyhan Blvd.,
Meditechsys  Eshtehard Industrial Park, Eshtehard County, Alborz Province, IRAN
u Postal Code: 3188114339
Telefax: +98(26) 37773870
Website: www.meditechsys.com
E-mail: info@meditechsys.com

Med Customer care service:
1st Floor, No.44, sa’adat Abad, Tehran, IRAN.

Teb po..ya..y Postal Code: 1998836785

A%’W P ﬁt//m/& Sales and marketing: +98(21) 22149688
Fax: +98(21) 22361067

Website: www.medwayteb.com

Sales@ medwayteb.com
<« Telegram.me/medway
@medwayteb

NephroCan  NephroCan GmbH. & Co. KG
@ KoppelbergstraBRe 13,17166 Teterow, Germany
Email: eurep@nephrocan.com

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

Any serious incident that has occurred in relation to the device should be reported immediately to the manufacturer
(Meditechsys Co.), its European Authorized Representative, and the competent authority of the Member State in which the
device has been made available (imported) or the incident occurred, and/or where the user and/or patient is established.
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