Instruction for use of Hemoconcentration Set
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Performance data were measured in vitro according to standards BS EN I1SO 8637-1 and BS EN SO 8637-2 Typical values obtained with an individual batch
of fiber, the clinical use may determine difference in results in relation to differ ent ultrafiltration and measuring technique possible verification between

batches of fibers.
UF measurement using Bovine/Human blood (HCT 32%, Protein 60 g/I)
HF: High Flux
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A. Intended Use

During cardiac bypass surgery Spike Cap I] Valve

B.Indication

This set is called Hemoconcentrator, Hemoconcentration or Ultrafiltration and is used in bypass surgery if needed. The main target
in this product is removing extra liquid and blood diluting.

C.Aplication

During cardiac bypass surgery, Intended for removing of extra water (used previous for blood dilution during priming oxygenator and
other products in heart surgery or patient suffering unwanted extra liquid in blood circulation). This product is single use.

D.Side Effects

According to blood circulation outside of body, un- necessary utilizing, may result in blood hemolysis and related effects (releasing
potassium in blood, potassium level in blood, exiting blood in the urine, broken blood cell sediment in kidney tubules and ...)
E.Product Segments

This product contains: Arterial Set, Venous Set, Hemoconcentrator and Drain Bag

Volume of blood pathway: Arterial line 25£10% ml; Venous line 25+10% ml

The Hemoconcentrator specification is as followed:

UF-coefficient | Blood priming  Surface area
(ml/mmHg.h) volume (ml) (m?)

Type of Hemoconcentrator

Hemoconcentration Set, 160 HF  Idnt. Co

Hemoconcentrator, PES 160 HF 62 89 1.6 Use for Adult

Hemoconcentrator, PS 160 HF 55 86 1.6

Use for
Hemoconcentrator, PS 100 HF 2 59 1 pediatric

Performance data were measured in vitro according to standards BS EN ISO 8637-1 and BS EN 1SO 8637-2 Typical values obtained with an individual batch
of fiber, the clinical use may determine difference in results in relation to differ ent ultrafiltration and measuring technique possible verification between
batches of fibers.

UF measurement using Bovine/Human blood (HCT 32%, Protein 60 g/I)

HF: High Flux

F. warning

1. If blood leakage, blood foam or coagulation and hemolysis F1.Contra-indications

occur during the use of this product, take appropriate measures  This product must not be used if not needed or in patients having
according to a physician's instructions. Hypovolemia.

2. single use. G. Caution

3. Pharmed medical industries will not be responsible for bad Caution before using

storage, bad transportation, abnormal usage and use of e Don'tuse if the product or packing is damaged.

Extracorporeal blood circuit with any incompatible device with e close the discharge valve of drain bag before use.

this circuit. ¢ Knowing hemoglobin, hematocrite, height, weight and patient's
4. The expiry date refers to undamaged and properly stored temperature is necessary.

product. e knowledge about the serums and drugs used for blood
5. To be used only by prescription. circulation outside of body.

6. Sterilized with ETO, Non-pyrogenic, Non-toxic.
7. Hemoconcentration Set, PS100 HF using just for pediatric.
8. Do not resterilize.
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Caution during Usage
e Control oxygenator, arterial and venous pressure continuously

e Check drain bag

¢ Ensure patient temperature

Caution After Usage

The hemoconcentrator (dialyzer) and set should be disposed in a safe manner as means as contaminated medical
waste and according to any prevailing environmental regulations.

H.Lines and Cannulation

Arterial and venous cannulation are performed by surgeon and are fixed with sutures in their places. Cannulation
is used for blood supplement outside of body with placing two cannulas in upper and lower vertical vein or placing
a single cannula in tow steps inside of corridor. Arterial Cannulation is done by placing a special cannulas inside of
ascending aorta and then connected to outside of body lines.

K.Storage

This Product should be stored between 5 to 35°C. Avoid sunlight, intense radiation and high humidity.
L.Connections

The blood ports of hemofilter comply with the requirements of BS EN ISO 8637-2 and BS EN 1SO8637-1 . They can
connect to female luer lock connectors of blood line set.

Arterial and venous sets are connected to Hemoconcentrator filter through connectors (Red and Blue) and
connected to oxygenator in the other side which supplies oxygen for bloods outside of body and acts as an artificial
lung. It should be noted that the blue connector should be connected in the side with drain bag. Oxygenator has a
pump and set out in pressure Qg=200-300 ml/min and 40-60 mmHg. This object is connected to oxygenator and
moves with heart pump.

BUBBLE PERFUSION ARTERIAL  ARTERIAL SYSTEM
OXYGENATOR PUMP FILTER

— FROM PATIENTS'

VENOUS SYSTEM

M.Manufacture -
Name: Pharmed Medical Industries

wll Factory: 2nd Bustan, West Hafez Blvd, Eshtehard Industrial Zone, IRAN Telefax: +98 (26) 3777 7620-5
Office: fourth floor, No. 44, Saadat Abad Ave., 1998898638, Tehran, IRAN

Email: Info@pharmed.co Website:www.pharmed.co Telefax: +98(21) 2207 3102-3
N.Symbols
Do notuseif package & 11t ; Read the instructions
@ isdcmcgedp < MoxTMP — | Thesideup before use
N3 "
ez | Ke fi i 0
K| g | A\ | oumon P | g | Q)| sroe=
- i prenu flized wi %! Keepat5C~35C
)1( Non - pyrogenic Sterilized with ETO T Keep dry . J’ P
Do notresterilize l Max stuck ! fv'i?r?g‘f,','g“"d'e “ Manufacturer
g\t{z:ielfnbarrier Medical device @ Suitable for pediatric

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