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Pmma @ Instruction for use of Concentrated Hemodialysis Solution @
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A.Intended Use

1.Acidic formulae; A-Concentrate

Concentrated Hemodialysis solution Acidic Formula A-concentrate[dialyzing fluid will be mixed with physiological or higher concentrations of bicarbonate
B-concentrate as buffer] For extracorporeal bicarbonate dialysis use A-concentrate only in combination with B-concentrate(NaHCO; 4.8% or 6.6%) in the
given dilution or with a Bicarbonate container(RenaCart, RenaBag or Renabag S); is intended for removing undesirable substances(toxic substance such as
Urea, Creatinine, phosphate, and other uremic toxins) out of the blood by exchange of solutes through a diffusion process, and separated from blood by a
semi-permeable dialysis membrane(hollow fiber membrane) and including online procedures only in combination with HD monitor capable and intended
for online filtration sufficient for dialysis treatment duration of 4-6 hours (see relevant dialysis machine operators manual).

2.Acetate formulae; without buffering solution

Concentrated Hemodialysis solution Acetate Formula [dialyzing fluid without bicarbonate, using acetate as a buffer] For extracorporeal bicarbonate dialysis
use Acetate formulae only without buffering solution in the given dilution is intended for removing undesirable substances(toxic substance such as Urea,
Creatinine, phosphate, and other uremic toxins) out of the blood by exchange of solutes through a diffusion process, and separated from blood by a
semi-permeable dialysis membrane(hollow fiber membrane) and including online procedures only in combination with HD monitor capable and intended for
online filtration sufficient for dialysis treatment duration of 4-6 hours( see relevant dialysis machine operators manual).

B.Indication

1.Acidic formulae; A-Concentrate

When mixed with B-Concentrate, it is intended to be used for dialysis patients who are suffering from Acute and chronic renal failure, hyperhydration, and
intoxication, correction of acid/base metabolism, and electrolyte status.

Concentrated Hemodialysis Potassium Electrolyte
Acidic Solution Concentration (mmol/l)
c ated | ialysis Acidic ion | 1
Idnt.Code: 4316205
c ated Hemodialysis Acidic ion II P
Idnt.Code: 4316210
c ated | ialysis Acidic ion Ill 3
Idnt.Code: 4316215

2.Acetate formulae; without buffering solution
When mixed with B-Concentrate, it is intended to be used for dialysis patients who are suffering from Acute and chronic renal failure, hyperhydration,
and intoxication, correction of acid/base metabolism, and electrolyte status.
C.Side Effects
Use of Concentrated Hemodialysis Solutions (both formulae; Acidic and Acetate) may lead to some contraindications these are as follows: Hypotonia,
nausea, vomiting and spasms have been reported.
D.Contra-indications
. That the solution is not to be used for intraveneous infusion.
« Use of concentrated Hemodialysis solutions (both formulae; Acidic and Acetate) may lead to some contraindications these are as followed:
1. Acidic Hemodialysis Concentrate | don't use Hypokalemia (applicable for potassium-free concentrate), and unmanageable coagulation disorders.
2. Acidic Hemodialysis Concentrate Ill don't use Hyperkalemia (applicable for potassium containing concentrates).
3.For patients with haemodynamic instability, an alternative method of extracorporeal treatment may be indicated.
E.Caution and Warning
1.Both formulae of concentrated Hemodialysis Solutions(A-concentrate with B-concentrate, and Acetate) must be diluted with Purified water immediately
before use in accordance with the relevant national requirement. Discard residues.
2. Always check the concentration of the ready to use dialysis solution. Use only clear solution.
3. Do not use from damaged containers.
4. Concentrates are Non-Sterile and non-pyrogenic.
5. Keep at 4-30°C. (Short-term exposure to 40°C will not harm to acid concentrated).
6. Keep out of light and freezing.
7. Connect Red connection tube with A-Concentrate, and Blue connection tube with B-concentrate.
8. In case of treatment interruptions (Multiple Hemodialysis sessions); make sure that the container of the concentrated Hemodialysis solution is covered
well, and keep it clean and away from any source of contamination.
9. For product performance; refer to the concentration of Hemodialysis solution mentioned on the product label.
10. To be used only by prescription.

F.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 Telefax: + 98 (21) 2207 3102-3

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

G. Symbols

Non sterile u Manufacturer S Max stuck L/Z\ y High-Density Read the instructions

] HDPE Polyethylene before use
Fragile, handle 11 ! -
Do notstep witooare Il The side up T Keep dry
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