USER INFORMATION

RinsCap® CIPA
CHLORHEXIDINE GLUCONATE 2% w/v and ISOPROPYLALCOHOL 70% v/v
Antiseptic Cutaneous Solution

Composition:

The Solution Contains:
Chlorhexidine Gluconate 2% w/v
Isopropyl Alcohol 70% v/v

Product Description:
Bluish clear solution.

Pharmacodynamics:

Chlorhexidine Gluconate is a type of chemical agent used to destroy or inhibit the growth of
pathogenic micro-organisms in the non-sporing or vegetative state. Disinfectants not necessarily
kill all micro-organisms but may reduce to the level of limiting or preventing infection. The
combination with alcohols may have a synergistic effect and the antimicrobial efficacy of
Chlorhexidine is much lower and slower with possibility of occurrence in bacterial resistance.
Disinfection of catheter insertion sites with aqueous Chlorhexidine 2% has been reported to be
associated with fewer local and systemic infections. Chlorhexidine is a bisbiguanide antiseptic
and disinfectant that is bactericidal or bacteriostatic with a wide range of Gram-positive and
Gram-negative bacteria. It is more effective against Gram-positive than Gram-negative bacteria,
and some species of Pseudomonas and Proteus have low susceptibility. It is relatively ineffective
against mycobacteria. Chlorhexidine inhibits some viruses and is active against some fungi. It is
inactive against bacterial spores at room temperature. Chlorhexidine is most active at a neutral
or slightly acid pH.

Isopropyl Alcohol is a bactericidal agent that acts by the denaturation of proteins. It is a rapidly
bactericidal and a fast-acting broad-spectrum antiseptic, but is not considered persistent. At
concentrations of 70% v/v, it is a much effective antibacterial preservative than Ethanol (95%).
The bactericidal effect of aqueous solutions increases steadily as the concentration approaches
100% v/v. However, Isopropyl Alcohol is ineffective against bacterial spores.

Pharmacokinetics:

Chlorhexidine is cationic nature causing it to bind strongly to skin mucosa and other tissues and is
thus very poorly absorbed. As a consequence, no general pharmacological studies on Chlorhexidine
available with minimal effects on internal organs. No detectable blood levels or insignificant
amount was found in man subject to oral use and percutaneous absorption. Chlorhexidine is
poorly absorbed from the gastrointestinal tract.

As for the pharmacokinetic properties, there is little absorption of Isopropyl Alcohol through
intact skin. It is readily absorbed from the gastrointestinal tract and may be slowly absorbed
through intact skin. Isopropyl Alcohol is metabolized more slowly than Ethanol, primarily to
acetone. Metabolites and unchanged Isopropyl Alcohol are mainly excreted in the urine.

Indication:
Anti-infective, antiseptic. The medicinal product is to be used for antiseptic of the skin prior to
invasive procedures.

Recommended Dosage:
Rinse the target area with clean water. Gently wash the area with the minimum amount of
RinsCap® CIPA and allow to dry. The solution is used undiluted.

Route of Administration: Topical

Contraindications:

The medicinal product is contra-indicated where patients have shown previous hypersensitivity to
Chlorhexidine or Isopropyl Alcohol, especially those with a known history of Chlorhexidine-related
allergic reactions.

Warning and Precautions:

The solution is an irritant to eyes and mucous membrane. Keep the solution away from these
areas. Wash promptly and thoroughly with water if the solution comes in contact with the eyes.
Do not use on open skin wound, broken or damage skin, for lumbar puncture or in children less
than 2 months of age.

Avoid contact with the brain, meninges and middle ear.

Avoid prolonged skin contact as the solution is alcoholic solutions.

Allergic or irritation skin reactions with Chlorhexidine is rarely reported.

Do not use with electrocautery procedures until dry.

Remove any soaked materials, drapes or gowns before proceeding.

Do not mix with detergent or other chemicals.

For external use only. Flammable, keep away from fire or flame. Do not use with ignition source
(e.g., cautery, laser), avoid getting solution into hairy areas. Wet hair is flammable. Hair may take
up to 1 hour to dry. Do not allow solution to pool and remove all wet materials from preparation
area. Do not use unless seal is intact.

RinsCap® CIPA contains Chlorhexidine. Chlorhexidine is known to induce hypersensitivity,
including generalised allergic reactions and anaphylactic shock. The prevalence of Chlorhexidine
hypersensitivity is unknown, but available literature suggests this is likely to be very rare.

RinsCap® CIPA should not be administered to anyone with a possible history of an allergic
reaction to Chlorhexidine. If any signs or symptoms of a suspected hypersensitivity reaction such
as itching, skin rash, redness, swelling, breathing difficulties, light headedness, and rapid heart
rate develop, immediately stop using the product. Appropriate therapeutic countermeasures
must be instituted as clinically indicated.

This product is non sterile, therefore should not be introduced to a sterile field without appropriate
precautions.



Interactions with Other Medicaments:

Chlorhexidine salts are incompatible with soaps and other anionic materials. Activity may be
reduced in the presence of suspending agents such as alginates and tragacanth, insoluble
powders such as kaolin, and insoluble compounds of Calcium, Magnesium, and Zinc.

As for the Isopropyl Alcohol, it should not be brought into contact with some vaccines and skin
test injections (patch tests) and you should consult the vaccine manufacturer's literature when in
doubt. Also, Isopropyl Alcohol is known to be incompatible with oxidizing agents such as
Hydrogen Peroxide and Nitric Acid, which may cause decomposition. Isopropyl Alcohol may be
salted out from aqueous mixtures by the addition of Sodium Chloride, Sodium Sulfate, and other
salts, or by the addition of Sodium Hydroxide.

Pregnancy and Lactation:
No special precautions need to be taken when used in pregnancy and lactation. Thus, RinsCap®
CIPA can be used during pregnancy or during breast-feeding

Side Effects:

Rarely allergic or irritation skin reactions have been reported with Chlorhexidine and Isopropyl
Alcohol.

Immune system disorders

Frequency not known: Hypersensitivity including anaphylactic shock.

Symptoms and Treatment of Overdose :

There are no reports of this occurring and the nature of the product makes it unlikely. However,
Chlorhexidine Gluconate taken orally is poorly absorbed into the blood. Accidental ingestion may
require appropriate gastric lavage using milk, egg white, gelatine or mild soap. Haemolysis has
been reported following ingestion or accidental intravenous administration which necessitate
blood transfusion.

Effects on Ability to Drive and Use Machine
RinsCap® CIPA has no influence on the ability to drive or use machines.

Storage Conditions:

Do not store above 30°C.
Do not freeze.

Protect from light.

Shelf Life:

RinsCap® CIPA 60 mL :2 years from manufacturing date. Single use only.

RinsCap® CIPA 500 mL : 2 years from manufacturing date. Discard within 4 days after first
opening. Close cap tightly immediately after use.

Do not use after expiry.

Dosage Forms and Packaging Available:
60 mL x 40 in screw cap high density polyethylene (HDPE) bottle per box.
500 mL x 20 in screw cap polypropylene (PP) bottle per box.
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