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1.  CHEMICAL PRODUCT AND COMPANY IDENTIFICATION   

================================================================================

 ETHICON, INC.                                       

 Route 22                              

 Somerville, NJ  08876

 EMERGENCY TELEPHONE NUMBER

 --------------------------

 (800)255-2500                     

 PRODUCT NAME: DERMABOND Topical Skin Adhesive

 CHEMICAL NAME: formulated 2-octyl cyanoacrylate

 CHEMICAL FAMILY: Alpha-cyanoacrylate acid esters                  

 CHEMICAL FORMULA: C12H19NO2                                                   

================================================================================

2.  COMPOSITION/INFORMATION ON INGREDIENTS   

================================================================================

 INGREDIENT: 2-octyl cyanoacrylate (ACGIH TLV & OSHA PEL: None Established)                                       

                                    PERCENT BY WEIGHT:  94.0  

 INGREDIENT: Plasticizer (proprietary)(ACGIH TLV & OSHA PEL: None Established)                                   

                                    PERCENT BY WEIGHT:  6.0  

================================================================================

3.  HAZARDS IDENTIFICATION   

================================================================================

 POTENTIAL HEALTH EFFECTS

 ------------------------

 EYES

 ----

 Irritating to the eyes;R36.

 SKIN

 ----

 Unknown                                                                       

 INGESTION

 ---------

 DERMABOND polymerizes rapidly on contact with oral mucosa making ingestion of

 the liquid adhesive unlikely.                                                

 INHALATION

 ----------

 DERMABOND polymerizes rapidly on contact with oral and nasal mucosa making

 inhalation of the liquid adhesive extremely unlikely.                           

 CHRONIC (CANCER INFORMATION)

 ----------------------------

 DERMABOND is not carcinogenic.                                                
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3.  HAZARDS IDENTIFICATION  - Continued

================================================================================

 TERATOGENICITY (BIRTH DEFECTS)

 ------------------------------

 DERMABOND is not teratogenic.                                                 

 REPRODUCTIVE EFFECTS

 --------------------

 No adverse effects have been asssociated with the use of DERMABOND.           

 NEUROTOXICITY

 -------------

 No neurotoxic effects have been associated with the use of DERMABOND.         

 MUTAGENICITY (GENETIC EFFECTS)

 ------------------------------

 DERMABOND is not mutagenic.                                                   

 SIGNS AND SYMPTOMS

 ------------------

 DERMABOND has not been associated with adverse health effects. Reactions for

 lower homologue industrial cyanoacrylates are typically restricted to local,

 self-limited irritation of attached and immediately surrounding tissues.      

 MEDICAL CONDITIONS AGGRAVATED BY EXPOSURE

 -----------------------------------------

 Adverse reactions may occur in individuals who are hypersensitive to

 cyanoacrylate or formaldehyde when exposed to DERMABOND.                              

================================================================================

4.  FIRST AID MEASURES   

================================================================================

 EYES

 ----

 In case of contact with eyes, rinse immediately with plenty of water and seek

 medical advice;S26 If residual adhesive remains, apply topical ophthalmic

 ointment to help loosen the bond and contact an ophthalmologist.                

 SKIN

 ----

 If unintended bonding of intact skin occurs, peel off the adhesive but do not

 pull skin apart. Petroleum jelly or acetone may help loosen the bond. other

 agents such as water, saline, betadine, or soap are not expected to

 immediately loosen the bond.                                                           

 INGESTION

 ---------

 Ingestion is highly unlikely. It is almost impossible to swallow DERMABOND. It

 will solidify and adhere within the mouth. If the polymerized material is

 swallowed, no adverse effects are expected. However, contact a physician if

 gastric distress is noted.                                                        
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4.  FIRST AID MEASURES  - Continued

================================================================================

 INHALATION

 ----------

 If nasal or respiratory irritation occurs, remove to fresh air. Obtain

 medical attention.                                                                  

 NOTE TO PHYSICIAN

 -----------------

 Consult DERMABOND package insert  for additional product information.         

================================================================================

5.  FIRE FIGHTING MEASURES   

================================================================================

  FLAMMABLE PROPERTIES

  Flash Point: 150 – 200 F
Method: Tag Closed Cup

  Explosive Limits (% by Volume in Air):

  Lower – not available

  Upper – not available

 FIRE AND EXPLOSION HAZARDS

 --------------------------

 Emits toxic fumes under combustion.                                           

 EXTINGUISHING MEDIA

 -------------------

 Carbon dioxide, dry chemical powder, foam                                      

 FIRE FIGHTING INSTRUCTIONS

 --------------------------

 Wear self-contained breathing apparatus and protective clothing.              

================================================================================

6.  ACCIDENTAL RELEASE MEASURES   

================================================================================

 The liquid adhesive will polymerize once expressed through the applicator or

 otherwise released from its primary container. The polymerized adhesive is

 non-toxic and may be disposed of with the applicator in non-hazardous solid

 waste. Any liquid adhesive may be polymerized with water and picked up with an 

 inert absorbent material.                                                                   

 ================================================================================

7.  HANDLING AND STORAGE   

================================================================================

 HANDLING AND STORAGE PRECAUTIONS

 --------------------------------

 DERMABOND is originally sterilized by dry heat and ethylene oxide gas. Do not

 resterilize. Do not use if package is opened or damaged. Discard any unused

 material following completion of medical procedure. 
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STORAGE PRECAUTIONS

 -------------------

 Recommended storage conditions are below 30C/86F away from moisture and

 direct heat;S15. Keep container in a well-ventilated place;S9. Do not use after 

 expiration date.                                     

 WORK/HYGIENIC PRACTICES

 -----------------------

 Consult package insert for instructions for use.

8.  EXPOSURE CONTROLS/PERSONAL PROTECTION   

================================================================================

 ENGINEERING CONTROLS

 --------------------

 Use in a well-ventilated area.                                          

 EYE/FACE PROTECTION

 -------------------

 Wear eye/face protection;S39.

 SKIN PROTECTION

 ---------------

 Wear suitable (Nitrile or Polyethlyene) gloves;S37.                                                     

 RESPIRATORY PROTECTION

 ----------------------

 Respiratory protection is not anticipated for this product’s normal application 

 or use.                       

 OTHER/GENERAL PROTECTION

 ------------------------

 Wear suitable protective clothing;S36.                                        

================================================================================

9.  PHYSICAL AND CHEMICAL PROPERTIES   

================================================================================

 APPEARANCE

 ----------

 Violet in color and is contained in a crushable glass ampule within a plastic

 vial with an attached porous applicator tip.                                 

 ODOR

 ----

 Slight                                                                        
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BASIC PHYSICAL PROPERTIES

 -------------------------

 BOILING POINT: 184-194 F   85-90 C

 VAPOR PRESSURE: <0.2mmHg            

 SPECIFIC GRAVITY: 0.985                                                       

 SOLUBILITY (H2O): approximately zero            

 PERCENT VOLATILES: trace     

================================================================================

10.  STABILITY AND REACTIVITY   

================================================================================

 STABILITY: Stable                                            

 CONDITIONS TO AVOID (STABILITY)

 -------------------------------

 Avoid excessive heat and humidity, and exposure to direct sunlight.           

 INCOMPATIBLE MATERIALS

 ----------------------

 DERMABOND will polymerize on contact with any basic or alkaline substrate.    

 HAZARDOUS DECOMPOSITION PRODUCTS

 --------------------------------

 Small amounts of formaldehyde may be generated.                               

 HAZARDOUS POLYMERIZATION: Will not occur                                    

================================================================================

11.  TOXICOLOGICAL INFORMATION   

================================================================================

 MISCELLANEOUS TOXICOLOGICAL INFORMATION

 ---------------------------------------

 DERMABOND has been tested according to International Standard ISO 10993 for

 biological evaluation of medical devices and FDA Office of Device

 Evaluation's Biocompatibility Testing Guidance (G95-1,May 1995) for topical

 devices in contact with skin for less than 30 days. The results of all

 testing performed in accordance with these guidances indicate DERMABOND is

 non-toxic.           

================================================================================

12.  ECOLOGICAL INFORMATION   

================================================================================

 ECOTOXICOLOGICAL INFORMATION

 ----------------------------

 Unknown                                                                       

 ENVIRONMENTAL FATE INFORMATION

 ------------------------------

 Disposal of DERMABOND in normal or medical waste will be to landfils or

 incineration and is not considered a significant environmental release.

 Product that is applied to patients as a topical skin adhesive will

 eventually go to non-hazardous solid waste.                                
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13.  DISPOSAL CONSIDERATIONS   

================================================================================

 Ensure compliance with local, state, and federal non-hazardous solid waste

 regulations.    

================================================================================

14.  TRANSPORT INFORMATION   

================================================================================

 PROPER SHIPPING NAME: 2-octyl cyanoacrylate                           

 HAZARD CLASS: 9                                                             

 DOT IDENTIFICATION NUMBER: UN3082

 DOT SHIPPING LABEL: Other regulated substances, liquid, N.O.S.        

 PACKAGING EXCEPTIONS: 49CFR173.4 and 49CFR173.155                                           

 PACKAGING REQUIREMENTS: PGIII                                                  

 FREIGHT CLASSIFICATION: 100-56940                                         

================================================================================

15.  REGULATORY INFORMATION   

================================================================================

 U.S. FEDERAL REGULATORY INFORMATION

 -----------------------------------

 Premarket Approval application P960052 for DERMABOND Topical Skin Adhesive

 approved 8/25/98.                                        

 CANADIAN REGULATORY INFORMATION

 -------------------------------

 Registered for sale in Canada                                                    

 EUROPEAN (ECC) REGULATORY INFORMATION

 -------------------------------------

 DERMABOND is CE Marked as authorized by the British Standards Institution,

 Notified Body Number 0086. (Certificate Number CE 01688, first issued August

 20,1997)                                                                        

================================================================================

16.  OTHER INFORMATION   

================================================================================

 REFERENCE DOCUMENTATION

 -----------------------

 See package insert for instructions for use.                                  

 DISCLAIMER OF EXPRESSED AND IMPLIED WARRANTIES

 ----------------------------------------------

 Although reasonable care has been taken in the preparation of this document,

 we extend no warranties and make no representations as to the accuracy or   

 completeness of the information contained therein, and assume no            

 responsibility regarding the suitability of this information for the user's 

 intended purposes or for the consequences of its use. Each individual should

 make a determination as to the suitability of the information for their     

 particular purpose(s).

                                              ETHICON, INC.                                       

