Pmm:a Instruction for use of Blood Line Set and Fistula Needle Set (A/V)
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A. Intended Purpose
Extracorporeal blood circuit is intended to channel blood through external circuit for patients suffering from acute
chronic renal failure and in hemodialysis.

B. Indications

The Extracorporeal blood circuit is intended to facilitate channeling blood through external circuit outside the body
when correctly installed to a Hollow Fiber Hemodialyzer, dialysate reservoir and dialysis machine in patients suffering
from acute or chronic renal failure for hemodialysis in patients.

C. Contraindications
Blood line set and fistula needle are sterilized with ETO, patients with sensitivity to ETO should not be exposed to
Pharmed blood tubing.

D. Warning and Caution

(1) Do not use for any others purpose than hemodialysis.

(2) If foaming, blood leakage, blood coagulation, hemolysis and the patient exhibits any abnormal symptoms such as
discomfort, pruritus, urticaria, asthmatic reaction, hypertension or arrhythmia occur during the use of this product,
take appropriate measures according to physician’s instructions.

(3) Do not reuse the device.

{4) Pharmed medical industries will not be responsible for bad storage, bad transportation, abnormal usage and use
of Extracorporeal blood circuit with any incompatible device with this circuit.

(5) The expiry date refers to undamaged and properly stored product.

(6) Kinked tubing can lead to hemolysis.

{7) Laws restrict this device to sale by or on the order of a physician.

(8) Pump segments can collapse partially at great pre-pump negative pressure or at reduced blood flow rates.

(9) Discard the product, immediately after use by suitable means as contaminated medical waste and according to
any prevailing environmental regulations.

(10) Fistula Needle are DEHP Free and Blood Line Sets contains DEHP in acceptable limit and it is not recommended
for children, pregnant and nursing women. therefore, PVC with DEHP plasticizer complies with the European
Pharmacopoeia.

(11) Sterilized with ETO, Non-pyrogenic and Non-Toxic

(12) See appendix for product specification and boundaries for use.

{13) Do not use if the package or if product is damaged.

(14) Use the product after opening the package immediately.

(15) Avoid air intake and contamination during rinsing and priming operations.

(16) check the seal of the connection and the seal of protection caps of unused inlets.

{(17) check proper mounting of the pump tube and perform filling and rinsing of Extracorporeal blood circuit with a
sterile pyrogen-free physiological solution.

(18) adhere these instruction for rinsing.

(19) make sure the cap of Fistula Needle is tightly closed.

(20) It is recommended to heparinize the Extracorporeal blood circuit during the priming, the dosage of heparin and
its mode of administration during dialysis are established by attending physician. The coagulation time should be
checked regularly.

(21) It is recommended to use of a dialysis machine equipped with a volumetric ultrafiltration unit, an accurate UF
control system and a precise weigh for hemodialysis.

E. Directions for use

+Rinsing and air removal:

(1) Unpack the Extracorporeal blood circuit.

(2) Connect the arterial line to the physiological saline vial.
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*(3) Hang the drain bag which is at the end of venous line through correct place (hanging place of serum), and
make sure the clamp is open.

(4) Connect the arterial and venous line to the dialyzer and remove air completely by running physiological saline
(recommended volume 1000 ml) at a flow rate of about 100 ml/min.

*This one is applicable for blood line sets which have drain bag.

+Priming:

Following rinsing and air removal, run about 500ml of physiological saline (eventually heparinized, 2000U/500ml)
through the arterial line at flow rate about 100ml/min; then clamp the necessary sites on the arterial and venous
lines. Complete all connections for dialysis. (Fig. 1)

.Start of dialysis:

(1) Prepare the blood access site using sterile gloves. Insert the arterial and venous fistula needles with enough
distance and in the suitable place. Note that the needles have sufficient distance from the fistula wall. Open the cap
and clamp of the arterial line and after blood enters the tube, clamp the arterial needle. Do the same for venous
line.

(2) Connect the prepared blood access to the arterial line. Remove the forceps from the arterial and venous lines.
While running dialysis at a flow about 500 ml/min, operate the blood pump at a flow rate of about 100 ml/min.
(3) Ensure that no air bubbles in the venous half-set.

#(4) Fully prime the arterial and venous lines including the dialyzer with blood by operating the blood pump, then
stop the pump operation. Clamp the distal end of venous line and drain bag. Discard the bag in appropriate way.
(5) 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. Take care not to apply excessive pressure to the lines and dialyzer to
avoid leakage from the dialyzer and separation of each of the connection.

(6) After confirming that there are no bubbles in the arterial and venous headers, turn the dialyzer 180° to allow
removal of bubbles from dialysate. If bubbles are detected in the venous header before the turning, run blood at
a prescribed flow rate for 5~10 minutes with the venous side kept upward.

*this sentence is practicable for blood line sets which have drain bags. For blood line sets which do not have a drain
bag, clamp the distal end of venous line, then stop the pump operation.

.Dialysis treatment-end and blood recovery:

(1) 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 100~200 ml of physiological saline at a flow rate of about 100ml/min to flush
blood from the arterial and venous line and the dialyzer.

(3) After blood recovery, discard the arterial and venous line and the dialyzer. Do not reuse them.

F. Connectors
The connectors of Blood Line and Fistula Needle are female lure lock and they comply with the requirements of
BSENISO8637-1and BSENISO 8637-2.The Blood Line Set’'s connectors can connect to the blood ports of dialyzers.

G. Storage
Store between (5°C~40°C) avoiding exposure to direct sunlight, severe vibration and high humidity.
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H. Manufacture
Name: Pharmed Medical Industries

[l Factory: 2nd Bustan, West Hafez Blvd., Eshtehard Industrial Zone, IRAN
Telefax: +98 (26) 37777620-5
Office: fourth floor, No. 44, Saadat Abad Ave., 1998898638, Tehran, IRAN
Telefax: +98 (21) 22073102-3

Email; info@pharmed.co Website: www.pharmed.co
Customer Care Services: +989123346849 +98(21)22143509

I. European Representative

NephroCan
NephroCan S.r.l.,via savoia 78 ,00198 ROMA, ITALY

Tel Office: +39 06852371 Fax:+39 0685350187
www.NephroCan.com/EU-Rep

Appendix (Cwwsn)

1- Product Spesifications

c € 2195

J lasio)

¥, Generic Name of Raw Material aulyl 3lge Ky i) pU
Vanous sid‘; <t PVC | Polyvinyl chloride L8 s I—J’
PE | Polyethylene ol b
PP Polypropylene s b
U Arterial side
Specifications: s leaseadin
Artesial side
Fig. 1: Typical Fluid circuit diagram Arterial Line: Red o riail g ¥
v ] Venous side Jh gl jlaged sl goad
Venous Line: Elue iy ¥
RenaLine®
Blood Line Set Specification
Di ion of Pump Seg)
o ionay 3layl Volume of line blood pathway
£%10) ml
Blood Line Set Model | Tdnt.code Outer Inner ( - ) ::m
e Jpama a8 Mameter Diameter Length s
ol gk Al a3 Jabo Venous line Arterial line
(mm) {mm) (mm) 53 gaeso e
) 4212200
Blood line Set. SU 9.8 6.5 380 62 82
4212204
Bloed line Set, SF 4212222 65
Biood fine Set, SF | .. 9.8 6.5 380 o 82
With drain bag
Blood line Set, SB 4212212
Blood linc Set. SB 9.8 6.5 340 74 82
With drain bag 4212214
Elood line Set, 3G 4212216
Blood line Set. 5G 12.0 2.0 380 62 90
With drain bag 4212219
SF (For Fresenius and all other Machines) $G (For Gambro Machines) SB (For B/Braun Machines)
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RenaNeedle®
Fistula Needle Specification
Product name Idnt. Code Needle (¢5j5) Tube length Wing
J . J P Gauge length(mm) (mm) type/Color
remee ya o Jsb e sk | Sy Al gy
fistula needle set (Venous & Arterial) (MC) Rotating/
15G (1.825)150mm 4218384 s » 150 Blue
Venous fistula needle (MC) - - Rotating/
15G (1.8%25)150mm 4218364 13 2 130 Blue
Arterial fistula needle (MC) ) Rotating/
15G (1.8%25)1 50mm 4218366 15 % 150 Blue
fistula needle set (Venous & Arterial) (MC) N Rotating/
16G (1.6%25)150mm 4218302 16 » 130 Green
Venous fistula needle set (MC) . Rotating/
16G (1.6%25)150mm 4218342 16 % 150 Green
Arterial fistula needle set (MC) A Rotating/
16G (1.6%25)150mm 4218340 16 » 130 Green
fistula needle set (Venous & Arterial) (MC) P - - Rotating/
17G (1.4*25)150mm 4218359 17 2 150 Orange
Venous fistula needle set (MC) 2 Rotating/
17G (1.4%25)1 50mm 4218356 17 % 150 Orange
Arterial fistula needle set (MC) - Rotating/
17G (1.4%25)1 50mm 4218354 7 23 130 Orange
2- Boundaries for use
(oolawl sl Codguso)
185G 16G 17G
Max TMP Recommended Fistula Needle
3- Symbols (leoles)
' .
Eg?&g":sg's"umkms Do not step N Do not open with sharp object
. i T LRl T ey i e s el
33 dxrlpn Joall y5ass 4 elind 1 b
single use Do Not Resterilize u Manufacturer
G e 5l Sy gl sl o jlgs sasifuly
ade | Keepat5C-40°C Keep dry Authorized representative
m_ﬂ’ A frdeaz el s 2 6 Jag gt g gt s gl |nLEjlr0F_€0n mmunity
(stligferiilad
% g5 | Hurnidity limit The side up Max TMP
e Casgle a3 spdianil afivly Bl sl s 28 2L
Handle with care RN ysg fpackage s AAA| Recommended FistuiaNeedie
5, Jo zally W] Gt i e el e

B T

Max stuck for Bloodline
LAY glp Rl e

Keep away from sunlight

3 g agfin bk o e

Fluid path non pyrogenic
Vel ok ale jgee s

Max stuck for Fistula Needle

sterile fluid path- Sterilized

O by ¥ @1 [+ ®|®

(¥) | B |1

A

Moo &5 w14 with ETO Caution
i dlism Al 251 1 T U 5 - e 308 s el
Conform with relevant EU directive Pump Segment Sterile barrier system
(stls) AL s el nay BS M o ot s i
Medical device
Sy g
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