	CEGAL®B

	Fast-Setting

	Zinc Phosphate Cement


COMPOSITION
	1 g of powder contains: 
	

	Zinc Oxide
	  860.00 mg

	Magnesium Oxide


	    90.00 mg

	Calcium Fluoride

	    20.00 mg

	Silicon Dioxide

	    30.00 mg


	1 ml of liquid contains:
	

	Phosphoric Acid

	1171.44 mg

	Zinc Oxide
	  221.28 mg

	Aluminium Hydroxide
	    96.00 mg


CHARACTERISTICS
Cegal®B is a two-component product composed of powder and liquid. The powder is fine-grained and pale-yellow. The liquid is clear and colourless.
According to the standard, Cegal®B belongs to type – fine-grained and to class – fast-setting cement.

By mixing the powder and the liquid directly before use, a chemical reaction of binding zinc oxide with phosphoric acid and formation of tertiary zinc phosphate occurs. This reaction is exothermic. 
Cegal®B is easy to mix and apply to the prepared cavity or prepared tooth surface. 
The adherence of the cement enables mechanical bond with the dentin. It is not porous after setting.

The thickness of the cement film is not more than 25 μm.

Cegal®B is an thermal and chemical isolator, not harmful to the tooth pulp. 
INDICATIONS
Cegal®B is used:

- as cement base under amalgam fillings;

- as temporary cavity fillings;

- as final root canal filling in the treatment of tooth root canals, best in combination with gutta-percha points of appropriate size (if the application of cement within this indication requires working time longer than 8 minutes, it is recommended to apply Cegal N, with longer setting time);
- for cementing of inlays, single crowns and other fixed prosthetic.

CONTRAINDICATIONS
Not known.

PRECAUTIONS
Precautionary measures must be taken when working with Cegal®B liquid, which contains phosphoric acid aqueous solution. 
Avoid contact with eyes, skin and clothing. When working, be sure to use protective gloves and goggles that fit well.
SPECIAL WARNINGS
CEGAL POWDER

Hazard statements: 

H410: Very toxic to aquatic life with long-lasting effects.
Precautionary statements: 

P273: Avoid release to the environment.

P391: Collect spillage.
P501: Dispose of contents /container in accordance with local regulation.

CEGAL LIQUID

Hazard statements: 

H314: Causes severe skin burns and eye damage.

H411: Toxic to aquatic life with long-lasting effects.
Precautionary statements:

P260: Do not breathe dust / fumes / gas / mist / vapours / spray.
P273: Avoid release to the environment.

P303 + P361 + P353: IF ON SKIN (or hair): Take off immediately all contaminated clothing. Rinse skin with water/ shower.

P305 + P351 + P338: IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses if present and easy to do – continue rinsing.

P405: Store locked up.
P501: Dispose of contents / container in accordance with local regulation.

DOSAGE AND METHOD OF USE
To mix the powder and the liquid of Cegal®B, use a spatula made of  stainless steel or some other suitable material.  The spatula and the glass plate must be clean and dry. Gradually add small portions of the powder distributed on the plate to the liquid and mix until cement of the desired consistency is obtained.

Mixing ratio: 1g of powder: 0.3 – 0.7 ml of liquid.

Mixing time: not longer than 90 seconds.

Setting time: 5 - 8 minutes.

Apply the prepared cement to a dried tooth surface.
In deep cavities or where defects are present in prepared teeth, protect the areas adjacent to the pulp, where a thin dentine wall separates the tooth cavity or prepared tooth surface from the pulp cavity, by applying a thin layer of hard-setting calcium hydroxide liner before applying zinc phosphate cement.

NOTE
After use, close the bottles immediately.

Only for professional use.
ADVERSE EFFECTS
The transient pulp irritation and surrounding soft tissue possible after application of cement. 

STORAGE 
Store in the original package at temperatures ranging from 15°C to 30°C.

SHELF LIFE
5 years.

Do not use the medical device after the expiry date indicated on the package. 
Any used or unused product which is beyond the expiry date should be handled in accordance with the applicable legal regulations.
PACKAGING
 A jar of 120 g of powder. 

 A bottle of 50 ml of liquid.
Decision No.: 515-02-01942-21-002
Date of the Instruction approval: June, 15.2021.
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