MATERIAL SAFETY DATA SHEET

Bayer HealthCare Phar maceuticalsInc
6 West Belt
Wayne, NJ 07470

TRANSPORTATION EMERGENCY NON-TRANSPORTATION

CALL CHEMTREC.......... : (800) 424-9300 BAYER EMERGIEEY PHONE : (888) 84-
BAYER

INTERNATIONAL.......... : (703) 527-3887 BAYER INFORATION PHONE: (888) 84-
BAYER

Section 1: Product and Company |dentification

Product Name: Ultravist
Material Number: PHO003001

Section 2: Composition/Infor mation on Ingredients

HAZARDOUS INGREDIENTS

Ingredient Name/ Concentration
CAS Number Exposure Limits Min. M ax.
lopromide OSHA (PEL): 26% 55%
73334-07-3 ACGIH (TLV):
TRIS(HYDROXYMETHYL)AMINOMETHANE  OSHA (PEL): 0.1% 0.3%
77-86-1 ACGIH (TLV):

EDTA, CALCIUM DISODIUM OSHA (PEL): 0.1%
62-33-9 ACGIH (TLV):

Section 3: Hazards | dentification

EMERGENCY OVERVIEW

Color: Clear, Colorless to light yellowForm: Liquid Odor: Odorless

POTENTIAL HEALTH EFFECTS
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HUMAN EFFECTSAND SYMPTOM S OF OVEREXPOSURE

Carcinogenic Components:
NTP:

IARC:

OSHA:

None

None

None

Section 4: First Aid Measures

First Aid for Eye:

First Aid for Skin:
First Aid for Inhalation:

First Aid for Ingestion:

In case of contact, flush eyes with plenty of wédterat least 15
minutes.

In case of skin contact, wash affected areas widp &nd water.
Not applicable.

If ingested, seek medical attention.

Section 5: Fire Fighting M easures

Flash Point:

Flammable Limits:
Upper Explosion Limit
(UEL %):
Lower Explosion Limit
(LEL %):

Auto-ignition Temperature:

Extinguishing M edia:
Suitable:

Special Fire Fighting
Procedures:

Not Established

Not Applicable

Not Applicable
Water, Carbon Dioxide, Foam, Dry Chemical, as appabe for the
source of the fire.

Toxic and irritating gases/fumes may be given offing burning or
thermal decomposition.

| Section 6: Accidental Release M easures

Spill or Leak Procedures:

Use appropriate personal protective equipment duwiean up.
Absorb material and place in appropriate contaif@rslisposal.
Wash spill area with soap and water.
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Section 7: Handling and Storage

Storage Temperature:
Minimum: 59 °F (15 °C)
Maximum: 86 °F (30 °C)

Handling/Storage Precautions.  Containers should be kept tightly closed to prewemtamination.

Section 8: Exposure Controls/Personal Protection

Per sonal Protection Equipment
Eye Protection Requirements.  None for normal use.

Skin Protection Requirements:  No special skin protection requirements during redriniandling and

use.

Hand Protection No gloves required during normal handling and use.

Requirements:

Protective Clothing No special protective clothing required.

Requirements:

Ventilation Requirements: Under normal conditions of use, special ventilai®not required.

Respirator Requirements: Under normal conditions of use, respiratory pragecis not
required.

Section 9: Physical and Chemical Properties

Physical Form: Liquid

Color: Clear, Colorless to light yellow
Odor: Odorless

pH: 6.5-8

Solubility in Water: Soluble

Section 10: Stability and Reactivity

Stability: Stable
Hazar dous Polymerization: Will not occur
Substancesto Avoid: Strong oxidizing agents
Decomposition Products: lodine vapors
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Section 11: Toxicological Information

Toxicity Data for Ultravist

Acuteoral toxicity: Not applicable.
Acute der mal toxicity: Not applicable.
Acuteinhalation toxicity: Not applicable.
Eyelrritation: Not an ocular irritant. Ocular tolerance studiesopfomide (300

mgl/mL) in rabbits showed no ocular irritation.

Skin Irritation: Intravenous administration of iopromide (370 or 4261/mL)
caused negligible local incompatibility reactiodgs¢oloration and
slight reddening) at or near the injection siteahbits. Similarly,
intradermal or epidermal administration of ioprog{@00 mgl/mL)
caused very slight to moderate reddening or swglinthe injection
site in guinea pigs.

Repeated Dose Toxicity: Repeated intravenous dosing of iopromide (370 mig)/m
laboratory animals resulted in no direct signsarhpound-related
toxicity following daily intravenous administratidar up to 5 weeks
at dose levels up to 3700 mgl/kg. However, nauseseased water
consumption, and increased urine specific graviggesting slight
to moderate osmotic nephrosis were seen in some glogn the
highest dose.

Carcinogenicity: No studies to assess the carcinogenic potentiapodmide have
been conducted.

M utagenicity: An in vitro Ames test, an in vitro human lymphocytnalysis of
chromosome aberrations, an in vivo mouse micromsciéssay, and
an in vivo mouse dominant lethal assay did notakggidence that
iopromide is a genetic toxicant.

Developmental Reproduction studies performed with iopromide it$ end rabbits at

Toxicity/Teratogenicity: doses up to 3.7gl/kg (2.2 times the maximum reconted dose for
a 50kg huma, or approximately 0.7 times the hunse dollowing
normalization of the data to body surface arearggts) have
revealed no evidence of direct harm to the fefasbryolethality
was observed in rabbits that received 3.7 gl/kgthigtwas
considered to have been secondary to maternalttoxic

Toxicity to lopromide (370 mgl/mL) did not affect fertility eeproduction

Reproduction/Fertility: performance of male and female rats, or the fetdl@ostnatal
development and reproductive capacity of offsprimgen given at
dose levels up to 3700 mgl/kg either by daily ipgatoneal
administration prior to mating and during the eatiyges of
pregnancy or by daily intravenous administrationmylate
pregnancy, parturition and lactation.

Toxicity Data for |opromide
Toxicity Note; Intravenous (1.V.) LD50: 21,403 mg/kg (rat); 34 fgon(mouse).
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Section 12: Ecological Information

Ecological Data for Ultravist
Biodegradation: Not readily biodegradable

Ecological Note: No data available for this product.

Ecological Data for |opromide
Ecological Note: No data available for this component.

Section 13: Disposal Considerations

Waste Disposal M ethod: Waste disposal should be in accordance with egjgéideral, state
and local environmental control laws.

Section 14: Transportation I nfor mation

Domestic Surface Transportation (DOT)
Hazard Class or Division: Non-Regulated

Marine Transportation (IMO /IMDG)
Hazard Class Division Non-Regulated
Number:

Air Transportation (ICAO /IATA)
Hazard Class Division Non-Regulated
Number:

Section 15: Regulatory Information

United States Federal Regulations

OSHA Hazcom Standard Not subject to OSHA
Rating:
TSCA Inventory List: Thisproduct is exempt from TSCA under Section 3 (2)(B)(vi)

when used for pharmaceutical application.

CERCLA Hazardous Substance:

Component(s) Reportable Quantity
None
SARA Titlelll
SARA Section 302 Extremely Hazar dous Substances:
Component(s) Concentration
CAS Number Min. Max.
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None

SARA Section 313 Toxic Chemicals:

Component(s) Reporting Concentration
CAS Number Threshold Min. Max.
None

The following chemicals are specifically listed ibgividual states; other product specific healtd aafety
data in other sections of the MSDS may also beiegde for state requirements. For details on your
regulatory requirements you should contact the gmte agency in your state.

State Right-to-Know I nfor mation

Component(s)/ Concentration
CAS Number State Code Min. Max.
Water PA-N, NJ-N 60% 100%
7732-18-5

lopromide NJ-N 15% 40%
73334-07-3

The following component(s) are listed under NevedgiSpecial Hazards:

Hydrochloric Acid, NF NJ-S 0.1% 1%
7647-01-0

The following component(s) are listed under Massaetts Extra-ordinary Hazards:

Hydrochloric Acid, NF MA-X 0.1% 1%
7647-01-0

State Code Translation Table

PA-N = Pennsylvania Non-hazardous

NJ-N = New Jersey Other - includes predominantadignts
NJ-S=  New Jersey Special Health Hazardous Sulstast
MA-X = Massachusetts Extra-ordinary Hazardous gute® List

Section 16: Other Information

Contact: Product Safety Department
Phone: (888) 84-BAYER

MSDS Number: 000000003001

Version Date:  04/10/2008

MSDS Version: 1.3

This information is furnished without warranty, egpsed or implied, except that it is accurate &htest
knowledge of Bayer HealthCare Pharmaceuticals Mhhe data on this sheet relates only to the spegifi
material designated herein. Bayer HealthCare Phagnticals Inc assumes no legal responsibilityufa
or reliance upon these data.

Indicates Relevant Change Made.
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