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1. CHEMICAL PRODUCT AND COMPANY IDENTIFICATION

Ortho Diagnostic Systems Inc.
U.8. Route 202
Raritan, NJ 08869

TELEPHONE NUMBER: (800)322-0ODSI

PRODUCT NAME: RhoGAM UF - RhOGAM, MiERhoGAM
PRODUCT CODE: 780705,780725,780795,7807971, 780805, 780825

SYNONYMS: MICRhOGAM-5%
RhoGAM Rho(D)

2. COMPOSITION/iNFORMATION ON INGREDIENTS

This product contains no hazardous components as defined
in OSHA 29 CFR 1910.1200

This product contains Thimerosal as a preservative at concentrations less

than 0.1%

3. HAZARDS IDENTIFICATION

POTENTIAL HEALTH EFFECTS

EYES
None known

SKIN
None known

INGESTION
None known

INHALATION
None known

4. FIRST AID MEASURES

EYES
In case of eye contact, flush eyes with plenty of water for
minutes. Seek medical attention if irritation develops.

SKIN
Promptly wash exposed areas thoroughly with soap and water.
persists, seek medical attention.

INGESTION
Seek medical attention.

INHALATION
Remove individual to fresh air. Seek medical attention.

at least 15

If irritation

5. FIRE FIGHTING MEASURES

FLAMMABLE PROPERTIES

FLASH POINT: None

LOWER EXPLOSIVE LIMIT (%): N/A
UPPER EXPLOSIVE LIMIT (%): N/A

FIRE AND EXPLOSION HAZARDS
None known

EXTINGUISHING MEDIA

Use any extinguishing agent which is suitable for the surrounding fire.



Material Safety Data Sheet | Page: 2
: Rev. Date
RhoGAM UF 09/04/97

5. FIRE FIGHTING MEASURES -~ Continued

FIRE FIGHTING INSTRUCTIONS
None normally required.

6. ACCIDENTAL RELEASE MEASURES

Contain spill by placing a suitable absorbent material around the edges of
the spill and work inward. Carefully scoop up into an appropriate waste
container for disposal. Dispose of in accordance with local, state and
federal requirements.

7. HANDLING AND STORAGE

HANDLING AND STORAGE PRECAUTIONS
Do not use beyond expiration date. Store at 2° to 8°C. May be at room
temperature (20°C to 30°C) while in use.

CAUTION: All blood products should be treated as potentially infectious.
Source material from which this product was derived was found negative when
tested in accordance with FDA required tests. No known test methods can
offer assurance that products derived from human blood will not transmit
infectious agents. Handle as if capable of transmitting infectious agents.

WARNING: For intramuscular injection only. Do not inject intravenously.

Parenteral drug products should be insPected visually for particulate matter
and discoloration prior to administration, whenever solution and container
permit.

Since there is no lot number ahd expiration date on the prefilled syringes,
they should not be removed from the protective pouch until immediately before
use.

WORK/HYGIENIC PRACTICES
Use good hygienic practices. Wash thoroughly after handling.

8. EXPOSURE CONTROLS/PERSONAL PROTECTION

ENGINEERING CONTROLS
None normally required.

EYE/FACE PROTECTION

None normally required.

SKIN PROTECTION
Latex gloves are recommended.

RESPIRATORY PROTECTION
None normally required.

OTHER/GENERAL PROTECTION

None normally required.

9. PHYSICAL AND CHEMICAL PROPERTIES

APPEARANCE
Clear liquid

ODOR
Odorless

BASIC PHYSICAL PROPERTIES

VAPOR PRESSURE: Not Determined
SPECIFIC GRAVITY: 1.02
SOLUBILITY (H20): Not Determined
pH: 6.3-6
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10. STABILITY AND REACTIVITY

STABILITY: Stable

CONDITIONS TO AVOID (STABILITY)
None known

INCOMPATIBLE MATERIALS
None known

HAZARDOUS DECOMPOSITION PRODUCTS
None known

HAZARDOUS POLYMERIZATION: Will Not Occur

11. TOXICOLOGICAL INFORMATION

MISCELLANEOUS TOXICOLOGICAL INFORMATION
Carcinogenicity: NTP: No IARC: No. OSHA: No

Systemic reactions associated with administration of MICRhoGAM are extremely
rare. Discomfort at the site of injection has been reported and a small
number of women have noted a slight elevation in temperature.

MEDICAL CONDITIONS AGGRAVATED BY EXPOSURE

Individuals known to have had an anaphylactic or severe systematic reaction
to human globulin should not receive MICRhoGAM or any other Rho(D) Immune
Globulin (Human).

12. ECOLOGICAL INFORMATION

OTHER ENVIRONMENTAL INFORMATION .

This product does NOT contain any ingredients which are regulated on the U.S.
EPA List of Toxic Chemicals (40 CFR 372), and is therefore not subject to
release reporting under Section 313 of EPCRA.

The health effects noted above do not meet the criteria for establishment of
a SARA Hazard Classification for this product.

This product contains Thimerosal as a preservative at concentrations less
than 0.1%.

13. DISPOSAL CONSIDERATIONS

Dispose of in accordance with local, state and federal regulations.

Certain states may govern disposal of this product under regulated medical
waste requirements.

14. TRANSPORT INFORMATION

PROPER SHIPPING NAME: None required

15. REGULATORY INFORMATION

NO DATA GIVEN

16. OTHER INFORMATION

REFERENCE DOCUMENTATION
Primary references used in the preparation of this document:

1. oOrtho Diagnostics Product Circular
2. OSHA Z-Table, 1910.1000 (Revised Final Rule)
3. ACGIH Threshold Limit Values and Biological Exposure Indices (1996)
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16. OTHER INFORMATION - Continued

REFERENCE DOCUMENTATION - Continued
N/2 = Not Applicable

DISCLAIMER OF EXPRESSED AND IMPLIED WARRANTIES

= Approximately Equal To

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).

Ortho Diagnostic Systems Inc.




