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Machine Type Nipro Bellco Hospal Gambro B-Braun
Nipro Sordial Bellco Bellco Bellco Hospal Hospal AK AK AK B-Braun B-Braun
Model 55 Plus formula formula formula | | tegra Monitral 95 200 % Dialo Dialog+
2000 Therapy Plus € & s
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A. Intended Use

RenaCart (Sodium Bicarbonate Powder Cartridge), RenaBag and RenaBag S (Sodium Bicarbonate Powder Bag) apply for preparation of bicarbonate-based
hemodialysis solution. Bicarbonate container must always be used together with a suitable acid concentrate as required by the operator s manual of the
corresponding dialysis machine. Also RenaCart, RenaBag & RenaBag S are intended to be used during on-line Hemodiafilteration.

B. Cautions

1. The information in this manual must be read carefully and understood before using the product.

2. Do not refill the Cartridge and Bag of Sodium Bicarbonate and Do not reuse them.

3. The concentrate in RenaCart, RenaBag and RenaBag S must be used only for a dialysis session.

4. The operation of specially adopted dialysis machine is restricted to persons who are trained on dialysis and who are completely familiar with the operating
instructions stated in the operational manual of the corresponding dialysis machine.

5. Do not use if the cap is missed or opened.

6. 1SO-quality water meeting the requirements of 1SO 23500-3 shall be used to dilute the concentrate to make dialysis fluid

C. Warning

1. Do Not use RenaCart, RenaBag and RenaBag S if any damage is found or suspected.

2. Do Not use any concentrated hemodialysis solutions other than acid except hemodialysis solutions as required by the operator's manual of the
corresponding dialysis machine.

3. Do Not initiate dialysis without having followed the instructions the operator's manual of the corresponding dialysis machine regarding any recommended
tests to verify the proper composition of the dialysis fluid.

4. Do Not perform any unauthorized modifications or alterations to Sodium Bicarbonate Powder Cartridge and Bag or to the dialysis machine as this may results
in a malfunction or have the other serious consequences on the safe operation of the dialysis treatment.

5. The products shall be used only by trained nurses (personnel) and/or doctors who are totally familiar with procedure and exactly according to the brochure.
6. Discard unused solution and residual of powder. Don't re-use the products.

7. Pharmed Medical Industries will not be responsible for bad storage, bad transportation, abnormal use and use of the product with any incompatible device.
8. The bag and cartridge must be disposed in a safe manner as means as contaminated medical waste and according to any prevailing environmental regulations

D. Description

1.The Bicarbonate cartridge (RenaCart) is made polypropylene (PP) and contain 550g or 650g or 750g Sodium Bicarbonate.The Bicarbonate Bag

(RenaBag and RenaBag S) is made Polyamide/Polyethylene (PA/PE) and contain 550g or 650g or 750g Sodium Bicarbonate This Sodium Bicarbonate powder
enables on-line preparation of liquid sodium bicarbonate solution used in a bicarbonate-based dialysis fluid.

2. When the cartridge or bag is placed on the special holder, Purified water conduct by the dialysis machine through the product, producing a saturated
solution of sodium bicarbonate. The dialysis machine mixes the sodium bicarbonate solution with Purified water and the acid concentrate to produce a
bicarbonate-based dialysis fluid.

3. Both the powder and liquid solution, obtained from Sodium Bicarbonate Cartridges or Bags, meet the demands of the European and US pharmacopoeias.
E. Contraindications and side effects

There are no absolute contra-indications for bicarbonate dialysis. Sodium Bicarbonate Cartridge or Bag must be used only on the directions of a physician who
has evaluated all the pertinent features of the product in relation to individual patient.

F. Adverse reactions:
Some undesirable effects related to dialysis can occur, for instance hypotension, nausea, vomiting and cramps.

G. Precautions for use:

1.RenaCart, RenaBag and RenaBag S (Sodium Bicarbonate powder cartridge and bag) which are suitable for all acidic formulae as per the ration stated on the
label of container of concentrated Hemodialysis solution.

Attention: RenaCart, RenaBag & RenaBag S contains 550g or 650g or 750g of Sodium Bicarbonate powder which is suitable to dissolve in 8 liters of Purified
water and sufficient for one dialysis treatment of 4 to 5h. At a dialysate flow rate of 500ml/min and Sodium bicarbonate concentration of 35 mEq/I.

2.Acid and basic bicarbonate hemodialysis concentrates should only be diluted for short time before use.

3.The composition of the ready-to-use hemodialysis solution must be closely monitored.

4.use just only for a dialysis session. The Bicarbonate solution is highly susceptible to microbial contamination so discard any unused solution.

5.Powder is non-pyrogenic.

6.Storage: between +5°C and +30°C

7.Protect frost.

H. General instructions for use
See operator's manual of instructions for the corresponding hemodialysis machine.

1. Specific Instructions for installation

RenaCart (Sodium Bicarbonate Powder Cartridge)

1. Switch on the machine as described in corresponding operator's manual.

2. Open the two latches of the cartridge holder

3. Insert the lower cartridge connection into the hole of the lower latch.

4. Press down the upper latch and insert the upper cartridge connection into the hole of the upper latch.
5. Press down the upper latch until you hear a noise indicating that the cartridge is locked in place. Turn the cartridge 90° to ensure the free flow of the liquid.
6. Follow the other instructions in the directions for use of the corresponding haemodialysis machine.
RenaBag and RenaBag S (Sodium Bicarbonate Powder Bag)

1. Remove the cover.

2. Hold vertically with port applied toward the machine.

3. Insert the connector of the bicarbonate bag to its appropriate nozzle of the dialysis machine.

4. Press forward till, click that means complete fixation of the bag to the machine.
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5. The machine will automatically detect the bicarbonate bag and will start dissolving the Sodium Bicarbonate powder to form the bicarbonate solution needed.
6. The bag is sufficient for one hemodialysis session.

J. General instructions to disconnect: After disconnecting the patient, proceed as follows:

RenaCart (Sodium Bicarbonate Powder Cartridge)

1. If the control program of the machine includes the cartridge discharge procedure before the cartridge is removed from the holder after dialysis, perform this
procedure first and then remove the cartridge from its holder. Otherwise, proceed as per the following points.

2. Lift the upper latch.

3. Place a finger on the upper cartridge opening, at the same time lift the cartridge out and twist it if appropriate. You can now remove the cartridge.

4. Clean the cartridge holder and close both latches.

5. Proceed further in accordance with the instructions of the directions for use of the corresponding hemodialysis machine.

RenaBag and RenaBag S (Sodium Bicarbonate Powder Bag)

1. After finishing the hemodialysis session, press on the bottom beside the nozzle of bicarbonate bag in the machine for RenaBag, and for RenaBag S remove the
cover of seat location of RenaBag S.

2. Emptying the bag from the remaining solution by pressing on the control panel of the software of hemodialysis machine (Empty bag) to remove all the
residual solution in the bag before disconnecting the bag from the machine.

3. Remove the Bag.

K: Generic name of the raw material

NaHCO3 Sodium Bicarbonate
PE Polyethylene
PP Polypropylene
PA/PE Polyamide/Polyethylene

L. Manufacture
Ml Name: Pharmed Medical Industries 2195
Factory: 2" Bustan, West Hafez Blvd, Eshtehard Industrial Zone, IRAN Telefax: +98 (26)377 77 620-5
Office: fourth floor, No. 44, Saadat Abad Ave., 1998898638, Tehran, IRAN Telefax: +98 (21) 220 73 102-3
Email: Info@Pharmed.co Website: www.Pharmed.co Post market service: +989123346849

M. European Representative

Name: NephroCan S.r.l.

Address: NephroCan S.r.l. VIA SAVOIA 78, 00198 ROMA, ITALY
\ephroCan Tel: +39 0685 2371 Fax: +39 06853 50187

1\ P www.NephroCan.com/EU-Rep
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0. Type of hemodialysis machine:

RenaBag shall be used with Fresenius hemodialysis machine 4008 B designed for acid concentrates Hemodialysis solution (Bicarbonate dialysis)
RenaBag S shall be used with Fresenius dialysis machine 5008, 4008 S and designed for acid concentrates Hemodialysis solution.

RenaCart is compatible with the herein Hemodialysis machines designed for acid concentrates Hemodialysis solution:

Mafr“"ar‘“fi;ype Nipro Bellco Hospal Gambro B-Braun
. . Bellco Bellco Bellco
woad | M| i | omis | omus | e | fod | | A A ssmn | e
2000 Therapy Plus
P: Product code:
Product RenaBag 650g | RenaBag S 650g | RenaCart 650g RenaBag 550g | RenaBag S 550g | RenaCart550g |
Product Code 4315210 4315220 4315310 4315205 ‘ 4315215 | 4315305 |
Product RenaBag 750g RenaBag S 750g RenaCart 750g
Product Code 4315230 4315240 4315315
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