1. Intended Purpose

RenaCart (polypropylene sodium bicarbonate powder cartridge),
RenaCart B (polyethylene sodium bicarbonate powder cartridge),
RenaBag and RenaBag S (polyethylene/polyamide sodium
bicarbonate powder bag) contain 550 gr, 650 gr, or 750 gr of dry
sodium bicarbonate powder of pharmaceutical grade, complying
with the requirements of pharmacopoeias (USP), (Ph. Eur.) and
(BP). These products are single-use and non-sterile, designed for
use in hemodialysis machines for the preparation of dialysis fluid.
By supplying bicarbonate buffer, these products help maintain
acid-base balance during hemodialysis and related treatments.

2.Indication
Itis used in the treatment of patients with acute or chronic renal
failure when hemodialysis is prescribed by a physician.

3.Contraindications

There are no special contraindications for the use of Sodium
bicarbonate powder for hemodialysis. Sodium Bicarbonate
Powder 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.

4.Side effect

There is no side-effect reported for sodium bicarbonate powder.
However, some undesirable effects related to the dialysis process,
such as hypotension, nausea, vomiting, and muscle cramps, may
occur.

5.Warning and Cautions

1. This product is single use.

2.This product is non-pyrogenic and non-sterile.

3. Do not use if the bag or cartridge is damaged or suspected to
be compromised.

4. This product must only be used with the Concentrated
Hemodialysis Acidic Solution recommended in the dialysis
machine manual.

5.Do not use after the expiry date stated on the packaging.

6. Do not initiate dialysis without first consulting the operator’s
manual of the dialysis machine and performing any required tests
to confirm the proper composition of the dialysis fluid.

7. Do not make unauthorized modifications to the bicarbonate
cartridge, bag or to the dialysis machine, as this may lead
to serious consequences, affect the therapeutic results of
hemodialysis, or impair the device’s function.

8.This product must only be used by trained nurses or physicians
who are fully familiar with the procedure and strictly follow the
instructions for use.

9. Pharmed Medical Industries is not responsible for issues
resulting from improper storage or transportation, misuse, or
use with incompatible devices.

10. Dispose the product after use, according environment health
regulations.

11. The solution prepared from Sodium Bicarbonate Powder
should be consumed immediately after preparation.

12. Use only quality water that meets the requirements of BS EN
1SO 23500-3 to dilute the concentrate for preparing dialysis fluid.
13. Sodium Bicarbonate bag and cartridge which are suitable
for all acidic formulas as per the ration stated on the label of
container of concentrated hemodialysis solution.

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

15. The composition of the final dialysis fluid for use must be
closely monitored.

16. For single dialysis session use only. Bicarbonate solution is
highly susceptible to microbial contamination; therefore, dispose
any unused solution.
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6.Direction for use

Sodium bicarbonate bags and cartridges contain 550 g, 650 g, or
750 g of sodium bicarbonate powder, designed to dissolve in 4 to
5 liters of purified water. This solution is then mixed in the dialysis
machine with acid concentrate and water to produce the final
dialysate with a flow rate of 500 ml/min and a sodium bicarbonate
concentration of approximately 35 mEq/L. Each cartridge or bag
is sufficient for one 4 to 5 hour dialysis session (according to the
amount of powder).

For using these products, please refer to the dialysis machine
manufacturer's instructions for proper installation, operation,
and disassembly procedures.

7.Type of Hemodialysis machine

RenaCart

RenaCart can be used with the following dialysis machines:
Nipro (Sordial 55 plus)

Bellco (formula 2000, formula Therapy, Formula Plus)
Hospal (integra, monitral),

Gambro (AK95, AK200, AK96) B-Brun (Dialog, Dialog+)
Renova

RenaCart B
RenaCart B can be used with the following dialysis machines:
JMS (SDS 20, SDS 50), IDEMSA

RenaBag and RenaBag S

RenaBag shall be use with Fresenius (4008 B) and RenaBag S shall
be use with Fresenius (4008 S, 5008) dialysis machines.

8.Model of Product
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No. Model Name Powder content Product Code (REF.) UDI-DI
1 RenaBag 550g 550g 4315205 06265915400015
2 RenaBag 650g 650g 4315210 06265915400787
3 RenaBag 750g 7508 4315230 06265915400800
4 RenaBag S 550g 550g 4315215 06265915400541
5 RenaBag S 650g 650g 4315220 06265915410267
6 RenaBag S 750g 750g 4315240 06265915400794
7 RenaCart 550g 5508 4315305 06265915400039
8 RenaCart 650g 650g 4315310 06265915400046
9 RenaCart 750g 750g 4315315 06265915400053
10 RenaCart B 550g 550g 4315316 06265915400886
11 RenaCart B 650g 650g 4315314 06265915400718
12 RenaCart B 750g 750g 4315318 06265915400879
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Pharmed Medical Industries

u Factory: 4th Bustan, West Hafez Blvd., Eshtehard Industrial Zone, Alborz, IRAN
Postal Code: 3188114366
Telefax: +98 (26)37777620-5

Office: Northern 2 Apt., 4th floor, No. 44, East 15 Mirzaei Alley, Saadatabad St., Tehran, IRAN
Postal Code:1998837011

Telefax: +98 (21) 22073101

Customer Care Services: +989123346849 /+98 (21)22143509

Email: info@pharmed.co  Website: www.pharmed.co

T\!ephroCan NephroCan GmbH. & Co.KG

KoppelbergstralRe 13, 17166 Teterow, Germany
Email: eurep@nephrocan.com
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