SAFETY DATA SHEET

Prapared o L.S. OSHA, CMA, ANSI, Canadian WHMIS Standards, European Union CLP EC 1272/2008 and tha Global Hammonizalion Standard

PART | What is the material and what do | need to know in an emergency?

1. IDENTIFICATION OF THE SUBSTANCE/MIXTURE
IDENTIFICATION of the SUBSTANCE or PREPARATION:

TRADE NAME (AS LABELED): CEPHALEXIN for Oral Suspension

CHEMICAL NAME: For Aclive Ingredient: 7-(D-a-amino-a-phenylacetamido}-3-methyl-3-cephem-4-carboxylic acid, monohydrate
CHEMICAL CLASS: For Active Ingredient: Semi-Synthetic Cephalosporin

THERAPEUTIC CLASS: Antibiotic

HOW SUPPLIED: 125 mg in 5 mL Red Powder: NDC:0093-4175-73: 100 mL in 1 bottle; NDC:0093-4175-74: 200 mL in 1 bottle;
250 mg in § mL Red Powder; NDC:0093-4177-73; 100 mL in 1 bottle; NDC:0093-4177-74: 200 mL in 1 bottle

PRODUCT USE: Phammaceutical for Human Use
COMPANY/UNDERTAKING IDENTIFICATION:
U.S. SUPPLIERMANUFACTURER'S NAME: TEVA
ADDRESS: 1090 Horsham Road
North Wales, PA 19454
BUSINESS PHONE: 215-591-3000 [08:00 AM --> 05:00 PM])
EUROPEAN SUPPLIER/MANUFACTURER'S NAME: TEVAITAP]
ADDRESS: Sicor sri-Via Terrazzano
77-20017 Cho (MI), Italy
BUSINESS PHONE: +39 02 93197 306 (0800 AM —> 05:00 PM)

EMERGENCY PHONE: Uniled States/Canada/Puerto Rico: 1-800/424-9300 (Chemtrec) [24-hrs)
Intermational: 01-703-527-3887 (Chemtrec) [24-hours]

EMAIL: TevaSDSReguest@tevaphann.com

DATE OF PREPARATION: August 19, 2013

DATE OF REVISION: New

ALL WHMIS required Information s included in appropriate seclions based on ta ANSI Z400.1-2010 format. This matertal has bean classified tn accordancs with the hazard criteria of the CPR and the 505
contains all meslnla'maﬁun requirad by tha CPR, Tha jal I8 also classified per all appli EU Directivas through EC 1807 2008 the Europsan Union CLP EC 127272008 and the Global
Harmenization Slandard,

2, HAZARD IDENTIFICATION
GLOBAL HARMONIZATION AND EU CLP REGULATION (EC) 1272/2008 LABELING AND CLASSIFICATION: According o Article 1,
item 5 (a) of CLP Regulation (EC} 1272/2008, medicinal preducts in the finished state for human use, as defined in 2001/83/EC, are
excepled from classification and other criteria of 1272/2008.
EU LABELING/CLASSIFICATION: According to Article 1 of European Union Council Directive 92/32/EEC, medical products in the
finished state for human use (as defined by European Union Council Directives 67/548/EEC and 87/21/EEC) are not subject fo the
regulations and administrative provisions of European Union Council Directive 92/32/EEC.

EMERGENCY OVERVIEW: Product Description: This product is a red, powdered solid with a cherry scent. Health
Hazards: In the workplace, exposure via inhalation and skin contact may cause imitation. Eye contact can cause
mechanical irritation. In therapeutic use the most common adverse effect has been diarrhea. Indigestion, gastritis, and
abdominal pain have also occurred. Some information indicates this material may cause skin and respiratory
sensitization and allergic reactions; no specific information is available. As a cephalosporin, this material can cause
severe allergic reaction in persons susceptible to these antibiotics; death has been reported. These effects may be
possible as a result of workplace exposure. Refer to Section 11 (Toxicological Information) for additional information
on adverse effects. Flammability Hazards: This product requires substantial pre-heating before ignition occurs. When
involved in a fire, this product may decompose and produce irritating vapors and toxic compounds (including carbon,
sodium, and nitrogen oxides). Reactivity Hazards: This product is not reactive. Environmental Hazards: Negligible.
Emergency Recommendations: Emergency responders must wear personal protective equipment suitable for the
situation to which they are responding.

3. COMPOSITION and INFORMATION ON INGREDIENTS

CHEMICAL NAME CAS# EINECS # % wiv LABEL ELEMENTS
EU Ciassificatlon (67/548/EEC)
GHS & EU Classification (127212008 EC)

Risk Phrases/Hazard Statements
ACTIVE INGREDIENT
Cephalexin Hydrats 15686-71-2 239-773-8 Proprietary SELF CLASSIFICATION
7-{D-a-aminc-a-phenylacetamide)- EULE7/548
3-methyl-3-cephem-4-carboxylic Classification: Harmful
ackd, monchydrate Risk Phrase Codes: R22, R42/43

Hazard Symbols: Xn

GHS and EU 1272/2008
Classification: Acute Oral Taxicily Cal. 4, Skin Sensitization Cat. 18,
Respiratory Sensitization Cat, 18
Hazard Codes: H302, H317, H334
Hazard Symbol/Pictogram: GHS07, GHS08

See Section 16 for full classification nformation
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3. COMPOSITION and INFORMATION ON INGREDIENTS (Continued)

CHEMICAL NAME CAS# EINECS # % wiv LABEL ELEMENTS

EU Classification [67/548/EEC)

GHS & EU Classification (1272/2008 EC}
Risk PhrasesiHazard Statements

EXCIPIENTS
Chermy Flavoring Proprietary EU 67/548: Classification: Not applicable.
GHS 4 EU 127272008: Classificalion: Not applicable,

Chermry Flavoring Mixture Mixtura Proprietary EU 67/548: Classification; Not applicable.
GHS & EU 1272/2008: Classification: Not applicable.

Benzyl Alcohol 100-51-6 202-859-9 Proprietary SELF CLASSIFICATION

EU 67/548
Classification: Harmful
Risk Phrases: R22
Hazard Symbal: Xn
EVIGHS 1272/12008
Classification: Acute Oral Toxicily Cat. 4
Hazard Statement Codes: H302
Hazard SymboUPictogram: GHS07

Maltodextrin 9050-36-6 232-940-4 Propristary EU 67/548; Classification: Not applicable.
GHS & EU 1272/2008: ClassHication: Not applicable.

Madified Com Starch 9005-25-8 232-679-6 Proprietary ELU 67/548: Classification: Net applicable.
GHS & EU 1272/2008: Classification: Not applicable.

FD& C Red #40 4548-53-2 224-909-9 Proprietary SELF CLASSIFICATION

EU 67/548
Clasasification: Hamful
Risk Phrases: R22
Hazard Symbol; Xn

ClassHication: Acule Oral Toxicity Cat. 4
Hazard Statement Codes H302
Hazard SymbolPlctogram: GHS07
Sodlum Benzoate 532-32-1 208-534-8 Proprietary SELF-CLASSIFICATION

&7
Classliication. Not Applicable
Risk Phwase Codes: Not Applicable
Hazard Symbols: Not Applicable

Classification: Acute Oral Toxicity Cat. 5
Hazard Codes: H303
Hazard Symbol/Pictogram: Not Applicable
Sugar/Sucrase 57-50-1 200-334-9 Proprietary SELF CLASSIFICATION
EU67/548

Classification; Harmful

Risk Phrases: R22

Hazard Symbol: Xn

Classification: Acute Oral Toxlcily Cat. 4

Hazard Statemeni Codes: H302

Hazard Symbol/Plctogram: GHS07

Xanthan Gum 11138-66-2 234-394-2 Propristary EW 67/548: Classification: Not applicable.

GHS & EU 1272/2008: Classification: Not applicable.

See Seclion 16 for full dlassification information,

PART Il What should I do if a hazardous situation occurs?

4. FIRST-AID MEASURES
DESCRIPTION OF FIRST AID MEASURES: Contaminated individuals must be taken for medical attention if any adverse
effects occur. Remove contaminated clothing and shoes. Take a copy of this SDS to health professional with victim. Wash
clothing and thoroughly clean shoes before reuse.

Skin, Exposure:  If skin contact with this product occurs, flush affected area with water. Minimum flushing is for 20 minutes. The
contaminated individual must seek medical attention if any adverse effects occur after flushing.

Eye Exposure: If this product enters the eyes, open contaminated individual's eyes while under gently running water. Use sufficient
force to open eyelids. Have contaminated individual "roll” eyes. Minimum flushing is for 20 minutes. Contaminated individual must
seek medica) attention if adverse effect oceurs or continues after flushing.

Inhalation: If aerosals (from powder or solution) of this product are inhaled, remove victim to fresh air. The contaminated individual must
seek medical attention if any adverse effects occur.

Ingestion: If this product is swallowed, CALL PHYSICIAN OR POISON CONTROL CENTER FOR MOST CURRENT INFORMATION., If
professional advice is not available, seek immediate medical attention. If alert, victim should drink up to three glasses of water. Do not
induce vomiting, Never induce vomiting or give diluents (milk or water) to someone who is unconscious, having convulsions, or unable
to swallow. If victim is convulsing, maintain an open airway and gbtain emergency medical attention.

MEDICAL CONDITIONS AGGRAVATED BY EXPOSURE: In therapeutic use, pre-existing renal conditions, gastrointestinal
disease, especially colitis, and gallbladder disease compounds may be aggravated. Workplace exposure may also
aggravate these conditions. Persons who may have hypersensitivity reactions to this product or other disorders described
in Section 11 (Toxicological Information) may experience aggravation upon exposure.

CEPHALEXIN for Oral Suspension SDS
Page 2 of 11



4. FIRST-AID MEASURES (Continued)
INDICATION OF IMMEDIATE MEDICAL ATTENTION AND SPECIAL TREATMENT IF NEEDED: Treat symptoms and
eliminate exposure. Persons with hypersensitivity reaction should receive immediate medical attention. Protect the patient's
airway and support ventilation and perfusion. Serious acute hypersensitivity reactions may require the use of
subcutaneous epinephrine and other emergency measures. Anticonvulsant therapy can be given if clinically indicated in
event of seizures.

5. FIRE-FIGHTING MEASURES
FLASH POINT: Not available,

AUTOIGNITION TEMPERATURE: Not available. NFPA RATING
FLAMMABLE LIMITS (in air by volume, %): Not applicable. FLAMB LY

FIRE EXTINGUISHING MEDIA: Unless incompatibilities exist for surrounding

materials, carbon dioxide, water spray, ‘ABC’ type chemical extinguishers, foam, dry

chemical and halon extinguishers can be used to fight fires involving this product.

UNSUITABLE FIRE EXTINGUISHING MEDIA: None known. HEALTH INSTABILITY
SPECIAL HAZARDS ARISING FROM THE SUBSTANCE: This product must be

substantially pre-heated before ignition can occur. When involved in a fire, this

material may decompose and produce imitating vapors and toxic compounds

(including carbon, sodium, and nitrogen oxides).

Explosion Sensitivity to Mechanical Impact: Not applicable QTHER
Explosion Sensitivity to Static Discharge: Not sensitive. Hazard Scale: 0 = Minimal 1 = Slight 2 = Moderate
SPECIAL PROTECTIVE ACTIONS FOR FIRE-FIGHTERS: Structural firefighters 3 = Serious 4 = Severe

must wear Self-Contained Breathing Apparatus and full protective equipment. Al

personal protective gear and contaminated fire-response equipment should be decontaminated with soapy water and
thoroughly rinsed before being returned to service. Move fire-exposed containers if it can be done without risk to firefighters.
If possible, prevent runoff water from entering storm drains, bodies of water, or other environmentally sensitive areas.

6. ACCIDENTAL RELEASE MEASURES

PERSONAL PRECAUTIONS, PROTECTIVE EQUIPMENT AND EMERGENCY PROCEDURES: Spill kits, clearly fabeled,
should be kept in or near preparation and administrative areas. It is suggested that kits include a respirator, chemical
splash goggles, two pairs of gloves, two sheets (12" x 12") of absorbent material, 250-mL and 1-liter spill control pillows, a
smaill scoop to collect glass fragments (if applicable) and two large waste disposal bags. Absorbents should be able to be
incinerated. Avoid generating aerosols (from powder or solution) of this material during spill response procedures as
described below.

PROTECTIVE EQUIPMENT:

Small Spills/Spills in Hoods: Personnel wearing nitrile or other appropriate gloves, labcoat or other protective clothing and eye
protection should immediately clean spills of less than 5 mL.

Large Spills: Use proper prolective equipment, including double nitrile or appropriate gloves, and protective clothing (i.e., disposable
Tyvek coveralls). When there is any danger of airborne dusts being generated, use a full-face respirator equipped with a High
Efficiency Particulate (HEPA) filter. Self-Contained Breathing Apparatus (SCBA) can be used instead of an air-purifying respirator.

METHODS FOR CLEAN-UP AND CONTAINMENT:

Cleanup of Small Spills: The spilled product should be gently covered with absorbent pads. Clean spill with pad and dispose of
properly. Decontaminate the spill area (three times) using a bleach and detergent solution and then rinse with clean water.

Spills in Hoods: Decontamination of all interior hood surfaces may be required after the above procedures have been followed. If the
HEPA filter of a hood is contaminated, label the unit "Do not use-contaminated” and have Irained personnel wearing appropriate
protective equipment change and dispose of the filter properly as soon as possible.

Large Spills: Restrict access to the spill areas For spills of greater than 5 g (solids) or 5§ mL (solutions) , be sure not to generate
aerosols (from powder or solution) by gently covering with damp absorbent sheets, spill-control pads, pillows, cloths, or towels. The
dispersion of aerosois into surrounding air and the possibility of inhalation is a serious matter and should be treated as such. Do
not apply chemical in-activators as they may produce hazardous by-products. Thoroughly clean all contaminated surfaces three
times using a bleach and detergent solution and then rinse with clean water.

All Spills: Use procedures described above and then place all spill residues in an appropriate, labeled container and seal. Move to a
secure area. Dispose of in accordance with Federal, State, and local hazardous waste disposal regulations (see Section 13, Disposal
Considerations). For spills on water, contain, minimize dispersion and collect. Dispose of recovered product and report spill per
regulatory requirements.

ENVIRONMENTAL PRECAUTIONS: Prevent material from entering sewer or confined spaces, waterways, soil or public
waters. Do not flush to sewer. For spills on water, contain, minimize dispersion and collect.

REFERENCE TO OTHER SECTIONS: Review Sections 2, 8, 11, & 12 before proceeding with cleanup. See Section 13,
Disposal Considerations for more information.

PART Wl How can ! prevent hazardous situations from occurring?

7. HANDLING and STORAGE
PRECAUTIONS FOR SAFE HANDLING: All employees who handle this material should be thoroughly trained to handle it
safely. As with all chemicals, avoid getting this material ON YOU or IN YOU. Do not eat or drink while handling this material.
After handling this material, wash face and hands thoroughly prior to eating, drinking, smoking or applying cosmetics.
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7. HANDLING and STORAGE (Continued)
PRECAUTIONS FOR SAFE HANDLING (continued): Ensure this material is used with adequate ventilation. Appropriate
personal protective equipment must be worn (see Section 8, Exposure Controls - Personal Protection). Open containers
slowly on a stable surface in areas that have been designated for use of this material. Minimize all exposures to this material.
Avoid generation of aerosols (from powder or solution). Areas in which this material is used should be wiped down, so that
this raterial does not accumulate.
CONDITIONS FOR SAFE STORAGE: Containers of this material must be properly labeled. Store containers in a cool, dry
location, away from direct sunlight and sources of intense heat. Recommended Storage Temperature: 20-25°C (68-77°F).
Store away from incompatible materials (see Section 10, Stability and Reactivity). Material should be stored in secondary
containers. Keep containers tightly closed when not in use. Inspect all incoming containers before storage, to ensure
containers are properly fabeled and not damaged. Empty containers may contain residual material; therefore, empty
containers should be handled with care and disposed of properly.
SPECIFIC END USE(S): This product is a human pharmaceutical.
PROTECTIVE PRACTICES DURING MAINTENANCE OF CONTAMINATED EQUIPMENT: When cleaning non-
disposable equipment, wear nitrile or other appropriate gloves (double gloving is recommended), goggles, and lab coat.
Prevent dispersion of particulates by wetting or dampening surfaces prior to clean up of equipment. If applicable, wash
equipment using a bleach and detergent solution and then rinse with clean water

8. EXPOSURE CONTROL.S - PERSONAL PROTECTION
EXPOSURE LIMITS/ICONTROL PARAMETERS:

VENTILATION AND ENGINEERING CONTROLS: General: Use with adequale ventilation. Follow standard operating procedures
and requirements for handling this product. Ensure eyewash stations and deluge showers are available and accessible in areas
where this product is used. Wear appropriate personal protect equipment consistent with the recommendations of this SDS. Prevent
accumulation of product on work surfaces by routinely cleaning areas appropriately.

WORKPLACE EXPOSURE LIMITS/CONTROL PARAMETERS:

CHEMICAL NAME CASH EXPOSURE LIMITS IN AIR
ACGIH-TLVs QSHA-PELs MNIOSH-RELs NIOSH OTHER
TWA STEL TWA STEL TWA STEL IDLH
mgm® | mgim® mg/m® mgim’ mgim’ mgim® | mgim’ mg/m’
Cephalexin Hydrate 15686-71-2 NE NE NE NE NE NE NE Teva OEL Range pgim®
z10-<100
{established 05Mar2012)
Benzyl Alcohol 100-51-6 NE NE NE NE NE NE NE AlHA WEEL;
TWA = 10 ppm
FD& C Red # 40 4548.53.2 NE NE NE NE NE NE NE Carcinogen: IARC-3
Cherry Flavorng Mixture NE NE NE NE NE NE NE NE
Maltodextrin 9050-36-6 NE NE NE NE NE NE NE NE
Modified Corn 8005-25-8 10 NE 15 {total dust), 5 NE 10 (total dust), & NE NE Carcinogen; TLV-A4
Starch (rasp. fraction) {resp, fraction)
Seodium Benzoate 532-32-1 NE NE NE NE NE NE NE NE
Sugar/Sucrose 57-50-1 10 NE 15 (total dust), 5 NE 10 (total dust), 5 NE NE Carcinogen: TLV-Ad
{resp_ fraction) (resp. fraction)
Xanthan Gum 11138-66-2 NE NE NE NE NE NE NE NE
—
NE = Not Established See Section 16 for Definitions of Other Terms Used
INTERNATIONAL OCCUPATIONAL EXPOSURE LIMITS: Exposure limits available for some excipient components are given below.
BENZYL ALCOHOL: SUGAR/SUCROSE {continued):
Fintand: TWA = 10 ppm (45 mgim®), SEP 2009 United Kingdarn: TWA = 10 mg/m’ STEL = 20 mg/m®, OCT 2007
Russla; STEL = 5§ mg/m®, Skin, JUN 2003 In Argentina, Bulgaria, Colombia, Jordan, Singapore, Singapore, Vietnam check ACGIH TLV
SODIUM BENZOATE: STARCH:
Russia: STEL = 5 mg/m?, Skin, JUN 2003 Belgium: TWA = 10 mg/m®, MAR 2002
SUGAR/SUCROSE: Korea: TWA = 10 mgp/m’, 2008
Belgium: TWA = 10 mg/n®, MAR 2002 New Zealand: TWA = 10 mg/n?’ (inspirable dust), JAN 2002
France: VME = 10 mg/m’®, FEB 2006 Russia: STEL = 10 mg/m’®, JUN 2003
Korea; TWA = 10 mg/m’, 2006 Switzerland: MAK-W = 3 mg/m’®, DEC 2006
Mexico: TWA = 10 mg/m®; STEL = 20 mg/m’, 2004 United Kingdom: TWA = 10 mg/m’ {inhalable dust), OCT 2007
The Netherlands: MAC-TGG = 10 mg/m®, 2003 United Kingdom: TWA = 4 rng/m’ (respirable dust), OCT 2007
New Zealand: TWA = 10 mghm® (inspirable dust), JAN 2002 In Argentina, Bulgaria, Colombla, Jordan, Singapare, Vietnam check ACGIH TLV

Peru: TWA = 10 mg/m®, JUL 2005

PROTECTIVE EQUIPMENT: The following information on appropriate Personal Protective Equipment is provided lo assist employers
in complying with OSHA regulations found in 29 CFR Subpart | (baginning at 1910.132, including U.S. Federal OSHA Respiratory
Protection (29 CFR 1910.134), OSHA Eye Protection 29 CFR 1910.133, OSHA Hand Protection 29 CFR 1910.138, OSHA Foot
Protection 29 CFR 1910.136 and OSHA Body Protection 29 CFR1910.132), equivalent standards of Canada (including CSA
Respiratory Standard 294.4-02, Z94.3-M1982, Indusirial Eye and Face Prolectors and CSA Standard 2195-02, Profaclive Foolwear),
or standards of EU member states (including EN 529:2005 for raspiratory PPE, CEN/TR 15418:2006 for hand protection, and CR
134641999 for face/eye prolection). Please reference applicable regulations and standards for relevant detsils,

Respiratory Protection: Maintain airborme contaminant concentrations below exposure limits listed above, if applicable. For materials
without listed exposure limits, minimize respiratory exposure. If necessary, use only respiratory profection authorized under
appropriate regulations. Oxygen levels below 19.5% are considered IDLH by U.S. OSHA. In such almospheres, use of a full-facepiece
pressure/demand SCBA or a full facepiece, supplied air respirator with auxiliary self-contained air supply is required under U.S.
OSHA’s Respiratory Protection Standard (1910.134-1998).

Eve Protection: Wear splash googles or safety glasses as appropriate for the task. If necessary, refer to appropriate regulations.

CEPHALEXIN for Oral Suspension SDS
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8. EXPOSURE CONTROLS - PERSONAL PROTECTION (Continued)
PROTECTIVE EQUIPMENT (continued):

Hand Protection: Wash hands and wrists before putting on and afler removing gloves. During manufacture or other similar industrial
operations, wear the appropriate hand protection for the process. When used in medical administration of the product, double glove
with nitrile or other appropriate gloves to avoid contact andfor absorption of the product. Use double gloves for spill response, as stated
in Section 6 (Accidental Release Measures) of this SDS. Because all gloves are to some extent permeable and their permeability
increases with time, they should be changed regularly (hourly is preferable) or immediately if torn or punctured. If necessary refer to
appropriate regulations.

Skin Preteclion. Use appropnate protective clothing for the task (e.g., lab coat, etc.). If necessary, refer to the U.S. OSHA Technical
Manual (Section VII: Personal Protective Equipment) or other appropriate regulations.

9. PHYSICAL and CHEMICAL PROPERTIES
The following information is for the product as a whole.

PHYSICAL FORM: Powder, COLOR: Red.
ODOR: Cherry. ODOR THRESHOLD: Not available,
MOLECULAR WEIGHT: Mixture. MOLECULAR FORMULA: Mixture.

HOW TO DETECT THIS SUBSTANCE (identificationiwaring properies): The odor and appearance may be a distinguishing

characteristic of this product in event of accidental release.
The following information is for the Cephalexin Hydrate active ingredient.

FORM: Crystalline solid. COLOR: White,
MOLECULAR WEIGHT: 365.41 MOLECULAR FORMULA: C1gH17N304S+H,0
ODOR: Odorless. ODOR THRESHOLD: Odorless.

BOILING POINT @ 760 mmHg: 727.4°C (1341.3°F) [predict ] MELTING POINT: > 155°C (> 311°F)
VAPOR PRESSURE (air = 1) @ 25°C: 0 mmHg SPECIFIC GRAVITY {water = 1): 1.502 glem®
EVAPORATION RATE (nBuAc = 1): Not applicable. ELASH POINT: 393.7°C {740.7°F) [predict ]
ISOELECTRIC POINT IN WATER: ~4.5-5 pH: Not available.

SOLUBILITY IN WATER: Solubility in water is low at room temperature; 1 or 2 mg/mL; may be dissolved readily, but higher
concentrations are obtained with increasing difficulty.

OTHER SOLUBILITIES: Not available, COEFFICIENT WATER/OIL DISTRIBUTION: Log P: 0.35 [predict.]

10. STABILITY and REACTIVITY
CHEMICAL STABILITY: Stable under normal conditions. May be degraded by light.
DECOMPOSITION PRODUCTS: Combustion: Products of thermal decomposition may include carbon, sodium, and
nitrogen oxides, Hydrolysis: None known.
MATERIALS WITH WHICH SUBSTANCE IS INCOMPATIBLE: incompatible with strong oxidizing agents, and strong acids.
POSSIBILITY OF HAZARDOUS REACTION/POLYMERIZATION: Will not occur.
CONDITIONS TO AVOID: Exposure to or contact with extreme temperatures, incompatible chemicals.

PART IV s there any other usefut information about this material?

11. TOXICOLOGICAL INFORMATION
SYMPTOMS OF EXPOSURE BY ROUTE OF EXPOSURE: The main route of occupational exposure to this product is via
inhalation of aerosols (from powder or solution) and skin contact. The anticipated symptoms of exposure, by route of
exposure are described further in this section.

Inhalation: Inhalation of aerosols {from powder or solution} of this product may slightly irritate the nose, throat, and lungs. In
addition, inhalation may result in adverse effects as described under ‘Other Potential Health Effects’. Some information indicates
this material may cause respiratory sensitization and allergic reaction. No specific details are available.

Contact with Skin or Eyes: Contact with the skin may cause irritation. Prolonged or repeated skin contact may cause dermatitis (dry,
red skin). Some information indicates this material may cause skin sensitization and allergic reaction. No specific details are
available. Contact with the eyes of airborne dusts generated by this material may cause irritation, redness, and tearing (mechanical
irritation).

Skin Absorption: No information is available on possible skin absorption.

Ingestion: Ingestion of this product (i.e., through poor hygiene practices) may irritate the mouth, throat, and other tissues of the
gastroinlestinal system. May cause severe allergic reactions if swallowed in persons susceptible to cephalosporins. Other effects may
occur as described under *Other Potential Health Effects’.

Injection; Accidental injection of this material, via laceration or puncture by a contaminated object may cause pain and irritation in
addition to the wound and effects described under ‘Other Potential Health Effects'.

OTHER POTENTIAL HEALTH EFFECTS: In therapeutic use the most common adverse effect has been diarrhea.
Indigestion, gastritis, and abdominal pain have aiso occurred. Some information indicates this material may cause skin
and respiratory sensitization and allergic reactions; no specific information is available. In therapeutic use the most
common adverse effect has been diarrhea. Indigestion, gastritis, and abdominal pain have also occurred. Some
information indicates this material may cause skin and respiratory sensitization and allergic reactions; no specific
information is available. As a cephalosporin, this material can cause severe allergic reaction in persons susceptible to
these antibiotics; death has been reporled. These effects may be possible as a result of workplace exposure. The actual
risk in the woarkplace is not known.

CEPHALEXIN for Oral Suspension SD$
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11. TOXICOLOGICAL INFORMATION (Continued)
OTHER POTENTIAL HEALTH EFFECTS (continued0: Body systems adversely

affected during therapeutic use are provided below. More details are also given HAZARDOUS MATERIAL IDENTIFICATION SYSTEM

in the Teva Active Ingredient SDS for Cephalexin.
* Blood
+ Body as 2 Whole
+ Gastrointestinal System * Renal System
HEALTH EFFECTS OR RISKS FROM EXPOSURE:

Acule: May cause mechanical eye irritation. May be irritating to the respiratory
system if inhaled. Ingestion may be harmful or cause allergic reaction.

Chronic exposure may also lead to symptoms described under ‘Other

Potential Health Effects’. No chronic effects have been reported from workplace

Chronic:

exposure.

TARGET ORGANS: It is anticipated that for Occupational Exposure the target
Skin, eyes, respiratory system. Chronic:
therapeutic use this product may have an impact on the body systems listed

organs are: Acute:

under ‘Other Potential Health Effects’.

TOXICITY DATA: The following toxicity data are currently available for the PROTECTIVE EQUIPMENT
active ingredient. The oral median lethal dose of Cephalexin in rats is > 5000
mg/kg. Data are available for excipients, but are not provided in this SDS. EvES RESPIRATORY |  HANDS BooY

Contact Teva for information.

CEPHALEXIN:

TOLlo (Oral-Human) 14 mg/ky: Gastrointestinal: hypermolillity, dianhea, nausea or
vomting

TOLo (Cral-Human) 392 mgkg/14 days-intermitient: Gastroiniestinal: hypermolility,
diarrhea

LDy {Oral-Rat) > 20 gnukg: Behavioral: ataxa: Skin and Appendages: hair; Nutritional
and Gross Melabolic: weight loss or decreased welght gain

LDy {Oral-Mouse) 1485 moikg: Behavioral: changes in molor activity (specific assay);
Skin and Appendages: halr

LDy (Intraperiloneal-Rat} 4 gmvkg: Behavioral; excitement, muscle weakness

LDy, (Intraperitoneal-Mouse) 400 mg/kg: Sense Organs and Special Senses: (Eye):
plosis Kidrey/JrelerBladder wine wvolume ineased; Nutrtional and Gross
Metabolic: dehydralion

LDz (Intraperitoneal-Dog) > 1 gmukg: Behavioral: conwulsions or eflect on selzure
threshald, food intake {animal), ataxia

LBy {Subcutaneous-Rat) 6100 mygAg: Behavioral: exciterent, muscle weaknass; Lungs,
Thorax, or Respiration: respiratory depression

LDs {Subcutaneous-Mouse) 1150 mgkg: Behavioral: allered sleep time (including
changa in righting reflex); Lungs, Thorax, or Respiration: cther changes, other changes

LDy, {Unreportad-Mouse} 4500 mg/kg

ICx {/n vitro-Rabbit-Kidney) 1.86 gm/L/48 hours: In Vitro Toxicity Studies: call viability
(cell death), unspecified assay

LD (Oral-Monkey) > 1 gmkg

LD {Oral-Dog) > 1 gm/kg

LD (Intraperitoneal-Rabbi) > 4 grvkg: Gastrointestinal: hypermatillty, diarrhea

LDLo (Oral-Mouse) 2500 mgkg:. Behavioral; food intake (animal); Gastroinlestinal:
hypermotility, diarrhea; Nutritional and Gross Metabolic: weight loss or decreased
weight gain

LDLo (Oral-Cat) 250 mp/g: Behavioral: somnolenca (general depressed activity), food
Intake (animal}: Gastrointestinal: nausea or vomiting

LOLo {Oral-Guinea Pig) 5 gm/kg: Gastrolntestinal; hypermotltly, diarrhea

LOLo {intraperitoneal-Guinea Pig) 1 gmig: Behavioral: aitered sleep time lincluding
change in righling reflex): Lungs, Thorax, or Respiration: cyanosis; Nulrtional and
Gross Metabolic: body temperature decrease

LDLo (Intraperitoneal-Cal) 1 gmikg: Sense Organs and Speclal Senses (Eye):
lacrymallon; Behavioral: altered sleep ime (including change n righling reflex);
Nutritionsl and Gross Metabolic: weight loss or decraased welght gain

* Hypersensitivity Reactions
* Nervous Systern

HEALTH HAZARD (BLUE) | 2

FLAMMABILITY HAZARD (RED) | 1

Skin. In PHYSICAL HAZARD (vELLOW)| O

SEE SECTIONS

B [mme W

For Routine Industrial Use and Handling Applications

Hazard Scale: 0 = Minimal 1 = Slight 2 = Moderate
3 = Serious 4 = Severe * = Chronic hazard

CEPHALEXIN {continued}:

TDLo (Cral-Rat) 35 gmkg/s weeks-intermitient: Kidney/Ureter/Bladder: other changes in
wine composition; Endocrine: changes In adrenal weight; Blood: changes in serum
compasliion (e.g. TP, bllirubin, cholesterol}

TOLo (Oral-Ral} 140 gmkprd5 days-continuous: Kidney/Ureter/Bladder: urine volume
increased; Endocrine: changes in spleen weight; Blood: changes in serum composilon
{e.. TP, bilirubin, cholestaral)

TOLo (Oral-Ral) 182 gmvkg/26 weeks-nlermitient: Kidney/Ureler/Bladder changes in
bladder welght; Endocrine: changes in adrenal weight; Blochemical: Metabollsm
{intermediary): other proteins

TOLo (Oral-Ral) 56 gm/kg/26 days-inlermittent: Kidney/Ureter/Bladder. urine volume
increasad, changes in bladder weight;, Blood: changes In serum composition {e.g. TP,
billrubin, cholesterol)

TDLo (Oral-Rat} 182 gm/kg/13 weeks-continuous; Kidney/Ureter/Bladder: other changes in
wine composilion; Blood: nemmacytic anemla, changes In serum composition (e.0. TP,
billrubin, cholesterol)

TDLo (Oral-Rat} 22 gmvkg: female 7-17 day(s) after conceplion: Reproductive: Fertility:
other measures of fertility, EMfects on Embryo or Felus: fetoloxicity {except death, e.g.,
stunted fatus)

TOLe (Oral-Rat) 52 gmikg: female 17-22 day(s) after conceplion lactating female 20 day(s}
post-birih: Reproductive: Effects on Newbom: physical

TOLo {Oral-Ral) 4 gmkg: female 9-14 day(s) after conception: Reproductive; Efects on
Embryo or Fetus: exira-embryonic structures {e.g., placenta, umbilical cord), feloloxicity
{excepl death, .0., stunied fetus); Effects on Newbom: physical

TOLo {Oral-Rat} 32 gmvkg: female 8-14 day(s) aRer conceplion: Reproductive: Matemal
Effects: ovaries, fallopian tubes; Specific Developmental Abnormialilies: musculoskeletal

lem

TDLo {Oral-Mouse) 2 gnvkg: Gastrointestinal: other changes

CARCINOGENIC POTENTIAL OF COMPONENTS: The following information is for the active ingredient,
Lifetime studies in animals have not been performed to evaluate the carcinogenic potential of Cephalexin.

The excipient components are listed by agencies tracking the carcinogenic potential of chemical compounds, as follows:
MODIFIED CORN STARCH, SUGARISUCROSE ACGIH TLV-A4 (Not Classifiable a5 a Human Carcinogen);

FD&C RED # 40: IARC-3 {Unclassifiable as to Carcinogenicity in Humans)

No other component of this product is not found on the following lists: U.S. EPA, U.S. NTP, U.S. OSHA, U.S. NIOSH,
GERMAN MAK, IARC, or ACGIH and therefore are neither considered to be nor suspected to be cancer-causing agents by
these agencies.

IRRITANCY OF PRODUCT: Inhalation of dusts from this product may be iritating to the respiratory system. Dusts will also
be irritating to the eyes.

SENSITIZATION TO THE MATERIAL: In therapeutic use, allergic reactions in the form of rash, urticaria, angioedema,
and, rarely, erythema multiforme, Stevens-Johnson syndrome, or toxic epidermal necrolysis have been observed. These
reactions usually subsided upon discontinuation of the drug. Anaphylaxis has also been reported. There is some clinicai
and iaboratory evidence of partial cross-allergenicity of the penicillins and the cephalosporins. Patients have been reported
fo have had severe reactions (including anaphylaxis) to both drugs.

REPRODUCTIVE TOXICITY INFORMATION: There are no adequate and well-controlled studies of Cephalexin Hydrate in
pregnant women; however, when administered therapeutically, Cephalexin Hydrate is not expected to cause fetal harm when
administered to a pregnant woman. This product is rated by the FDA for therapeutic risk as Pregnancy Risk Category B.
Refer to Definition of Terms for full Pregnancy Risk category definitions.

CEPHALEXIN for Oral Suspension SDS
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11. TOXICOLOGICAL INFORMATION {Continued)
REPRODUCTIVE TOXICITY INFORMATION (continued):

Mutagenicity: Tests to determine the mutagenic potential of Cephalexin have not been performed.

Embryotoxicity/Teratogenicity: Reproduction studies have been performed on mice and rats using oral doses of Cephalexin
Monohydrate 0.6 and 1.5 times the maximum daily human dose (66 mg/kg/day) based upon mg/m?, and have revealed no harmm to
the fetus.

Reproductive Toxicity: In male and female rats, fertility and reproductive performance were not affected by Cephalexin oral doses up
to 1.5 times the highest recommended human dose based upon mg/m®. The excretion of Cephalexin in human milk increased up
to 4 hours after a 500 mg dose; the drug reached a maximum leve! of 4 meg/mL, then decreased gradually, and had disappeared 8
hours after administration. Because there is potential for adverse reactions in nursing infants, nursing mothers should be advised
of these effects and the appropriate action should be taken io prevent exposure.

BIOLOGICAL EXPOSURE INDICES: Currently, there are no Biological Exposure Indices (BEls) determined for the
components of this product.

12. ECOLOGICAL INFORMATION
ALL WORK PRACTICES MUST BE AIMED AT ELIMINATING ENVIRONMENTAL CONTAMINATION.
Estimated values for the active ingredient are available from the U.S. Environmental Protection Agency’s EPISuite™:
however, this information is not provided in this SDS. Contact Teva for more information.
MOBILITY: Currently, there is no specific information available on the potential mobility of this product.
PERSISTENCE AND BIODEGRADABILITY: Currently, there is no specific information on persistence and biodegradability
of this product. Some biodegradation is expected.
BIO-ACCUMULATION POTENTIAL: Currently, no specific information is available on the bioconcentration potential of this
product.
ECOTOXICITY: This product may be harmful to contaminated plant and animal life, especially in large quantities. All
releases to terresirial, atmospheric and aquatic environments should be avoided. No toxicity data are available for some
compaonents.
RESULTS OF PBT AND vPvB ASSESSMENT: No Data Available. PBT and vPvB assessments are part of the chemical
safety report required for some substances in European Union Regulation (EC) 1907/2006, Article 14.
OTHER ADVERSE EFFECTS: The components of this product are not listed as having ozone depletion potential.
ENVIRONMENTAL EXPOSURE CONTROLS: Controls should be engineered to prevent release to the environment,
including procedures to prevent spills, atmospheric release and release to waterways.

13. DISPOSAL CONSIDERATIONS
WASTE TREATMENT/DISPOSAL METHODS: Waste disposal must be in accordance with appropriate Federal, State,
and local regulations. This product, if unaltered by use, may be disposed of by treatment at a permitted facility or as advised
by your local hazardous waste regulatory authority. All protective clothing, gloves, and disposable materials used in the
preparation or handling of this drug should be disposed of in accordance with established hazardous waste disposal
procedures. It is the responsibility of the generator to determine at the time of disposal whether the product meets the
criteria of a hazardous waste per regulations of the area in which the waste is generated and/or disposed. Incineration is
recommended for the product and disposable equipment. Shipment of wastes must be done with appropriately permitted
and registered transporters. Reusable equipment should be cleaned with soap and water and thoroughly rinsed.
DISPOSAL CONTAINERS: Waste materials must be placed in and shipped in appropriate 5-gallon or 55-gallon poly or
metal waste pails or drums. Permeable cardboard containers are not appropriate and should not be used. Ensure that any
required marking or labeling of the containers be done to all applicable regulations.
PRECAUTIONS TO BE FOLLOWED DURING WASTE HANDLING: Wear proper protective equipment when handling
waste materials.
U.S. EPA WASTE NUMBER: Not applicable.
EWC WASTE CODE: Wastes from Human or Animal Health Care or Related Research: 18 01 08: Medicines Other Than
Those Mentioned in 18 01 07.

14. TRANSPORTATION INFORMATION
U.S. DEPARTMENT OF TRANSPORTATION; This product is NOT classified as dangerous goods, per U.S. DOT
regulations, under 49 CFR 172.101.
TRANSPORT CANADA TRANSPORTATION OF DANGERQUS GOODS REGULATIONS: This product does not meet the
criteria of classification of Dangerous Goods, per regulations of Transport Canada.
INTERNATIONAL AIR TRANSPORT ASSOCIATION (IATA): This product does not meet the criteria as Dangerous Goods,
per rules of IATA,
INTERNATIONAL MARITIME ORGANIZATION (IMO) DESIGNATION: This product is NOT classified as Dangerous Goods
by the International Maritime Organization.
EUROPEAN AGREEMENT CONCERNING THE INTERNATIONAL CARRIAGE OF DANGEROUS GOODS BY ROAD
(ADR): This product does not meet the criteria as Dangerous Goods of the United Nations Economic Commission for
Europe.
TRANSPORT IN BULK ACCORDING TQ THE IBC CODE: Not applicable.
ENVIRONMENTAL HAZARDS: This product does not meet the criteria of environmentally hazardous according to the
criteria of the UN Model Regulations (as reflected in the IMDG Code, ADR, RID, and ADN) and is not specifically listed in
Annex lll under MARPOL 73/78.

CEPHALEXIN for Oral Suspension SDS
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15. REGULATORY INFORMATION
ADDITIONAL U.S. REGULATIONS:

U.S. SARA Reporting Requirements: The components of this product are not subject to the reporting requirements of
Sections 302, 304, and 313 of Title Il of the Superfund Amendments and Reauthorization Act.

U.S. SARA Threshold Planning Quantity (TPQ): There are no specific Threshold Planning Quantities for components of this
product. The default Federal SDS submission and inventory requirement filing threshold of 10,000 Ib (4,540 kg) may
apply, per 40 CFR 370.20.

U.S. SARA Hazard Categories (Section 311/312, 40 CFR 370-21): ACUTE: Yes; CHRONIC: Yes: FIRE: No:
REACTIVE: No; SUDDEN RELEASE: No

U.S. CERCLA Reportable Quantity (RQ}: Not applicable.

U.S. TSCA Inventory Status: This product is regulated under Food and Drug Administration standards; this product is not
subject to requirements under TSCA

OTHER U.S.Federal Regulations: Under the Hazard Communication Standard (HCS), Section (b)(5)(iiy drugs are
subject to labeling requirements by the FDA under the Federal Food, Drug and Cosmetic Act and are exempt from
labeling provisions of the HCS; this section of the HCS exempts only labeling requirements and not requirements for a
Safety Data Sheet for drugs.

California Safe Drinking Water and Toxic Enforcement Act (Proposition 65): No component is on the California Proposition
65 Lists.

ADDITIONAL CANADIAN REGULATIONS:

Canadian DSL/NDSL Status: This product is regulated by the Therapeutic Products Programme (TPP) of Health Canada; it
is exempt from the requirements of CEPA.

Other Canadian Regulations: None.

Canadian Environmental Protection Act (CEPA) Priority Substances Lists: The components of this product are not on the
CEPA Priority Substances Lists.

Canadian WHMIS Classification and Symbols: The WHMIS Requirements of the Hazardous Producis Act does not apply
in respect of the advertising, sale or importation of any cosmetic, device, drug or food within the meaning of the Food
and Drugs Act.

ADDITIONAL EUROPEAN REGULATIONS:

Safety, Health, and Environmental Regqulations/Legislation Specific for the Product Formulated, finished medicinal
products for human use, are subject to Directive 2001/83/EC and subsequent amendments to the directive.

Chemical Safety Assessment: No Data Available. The chemical safety assessment is required for some substances
according to European Union Regulation (EC) 1807/2008, Article 14,

16. OTHER INFORMATION

ANS| LABELING (21291, Provided to Summarize Occupational Hazard Information): WARNING! MAY CAUSE
RESPIRATORY SYSTEM, EYE, AND SKIN IRRITATION. SOME INFORMATION INDICATES SKIN AND RESPIRATORY
SENSITIZATION AND ALLERGIC REACTION. INGESTION MAY CAUSE SEVERE ALLERGIC REACTION.
COMBUSTIBLE IF EXPOSED TO HIGH TEMPERATURES. Do not taste or swallow. Avoid contact with skin, eyes, and
clothing. Keep container closed. Use gloves, safety glasses, and appropriate respiratory and body protection. FIRST-AID: If
exposed, seek immediate medical attention. If swallowed, do not induce vomiting. If alert, give victim up to three glasses of
water. Never give anything by mouth to an unconscious person. In case of contact, immediately flush skin with copious
amounts of warm water for 20 minutes. Remove contaminated clothing and shoes. [f inhaled, remove to fresh air. If not
breathing, give artificial respiration. If breathing is difficult, give oxygen. IN CASE OF FIRE: Use water fog, dry chemical or
CO;, or alcohol foam. IN CASE OF SPILL: Refer to Safety Data Sheet for complete spill response procedures. Spill
response should be performed by persons properly trained to do so. Decontaminate area with bleach and detergent solution
and triple rinse area. Place spill debris in a suitable container. Refer to SDS for additional information.

GLOBAL HARMONIZATION AND EU CLP REGUILATION (EC) 1272/2008 LABELING AND CLASSIFICATION: According
to Article 1, item 5 (a) of CLP Regulation (EC) 1272/2008, medicinal products in the finished state for human use, as

defined in 2001/83/EC, are excepted from classification and other criteria of 1272/2008.
87/548/EEC EU LABELING/CLASSIFICATION: According to Article 1 of European Union Council Directive 92/32/EEC,
medical products in the finished state for human use (as defined by European Union Council Directives 67/548/EEC and
87/21/EEC) are not subject to the regulations and administrative provisions of European Union Council Directive
92/32/EEC.
CLASSIFICATION FOR COMPONENTS:
Full Text Global Harmonization AND EU CLP Requlation {EC) 1272/2008
Cephalexin Hydrate: This is a self-classification.
Classification: Acute Oral Taxicity Category 4, Skin Sensitization Category 1B, Respiralory Sensitization Category 1B
Hazard Statement Codes: H302: Hamnful if swallowed. H317: May cause an allergic skin reaction. H334: May cause allergy or
asthma symptoms or breathing difficulties if inhaled.
Benzyl Alcohol, Sugar/Sucrose: This is a self-classification.
Classificatign: Acute Oral Toxicity Category 4
Hazard Stalements: H302: Harmful if swallowed,

CEPHALEXIN for Oral Suspension SDS
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16. OTHER INFORMATION (Continued)
CLASSIFICATION FOR COMPONENTS (continued):

Eull Text Global Harmgenization AND EU CLP Requlation (EC) 1272/2008 {continued):
Sodium Benzoate: This is a self-classification.
Classification: Acute Oral Toxicity Category 5
Hazard Statements: H303: May be harmful if swallowed.
All Gther Components: No classification has been published or is applicable.
Eull Text EU 67/548/EEC:

Cephalexin Hydrate: This is a self-classification.
Classification: Hamful

Risk Phrases: R22: Harmiul if swallowed. R42/43: May cause sensitisation by inhalation and skin contact.
Benzyl Alcohol, Sugar/Sucrose: This is a self-classification.
Classification: Hamful

Risk Phrases: R22: Hammful if swallowed.

All Other Components: No classification has been published or is applicable,
REVISION DETAILS: New

REFERENCES AND DATA SQURCES: Contact the supplier for information.
M DS OF EVALUATING INFORMATION FOR THE PURP!

LASSIFICATION: Bridging principles were used to classify this product.
PREPARED BY: CHEMICAL SAFETY ASSOCIATES, Inc. « PO Box 1961, Hilo, HI 86721-1961 + (800) 441-3365
DATE OF PRINTING: August 20, 2013
REVISION HISTORY: New.
The Vendea [or any other third party} full nsk and responsibility for any injury or damage that may occur from the manulacture, use or ather

P to the No y s
expressed or implied regarding the accuracy of the data sef forif hersin or the results that may be obtained from the use or refiance thersol  Teva, Inc, assumes no responsibiiy for any injury thet
may afise from Ihe manufacture, use or othar tenal ame nof adhered (o as stipulaled in the data sheet attached hersta, Additionally, Teva, Inc
ASsumes no e siblity for injury fo an

P e lo the if safety procad
r3on proximalely caused by the insppropriate or unintended use of the materfal sven if such roasonable safely procedures are followed.
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DEFINITIONS OF TERMS

A For information on medical terms used in this SDS consult an on-line database such as Mediine Plus: hitp./ nlm,pi ‘mediineplus/drugin ion.him.
A large number of abbreviations and acronyms appear ona SDS. Some of these, which are commonly usad, include the following:

CAS #: This s the Chemical Abstract Service Number that uniquely Identifies each constituent,
EXPOSURE LIMITS IN AIR:

CERLING LEVEL: The concentration that shall nat he excesded duing ary part of the working
sxposure,

ACGHH - Conterence of G
which establishes exposura limits,
Calling Lavel {C). Skin absomption effects must also be considered,

DFG MAK Germ Cedl Mutagen Categories: 1: Germ cell mutagens which have baen shown lo
increase the mutant frequency in the progerty of exposed humans, 2: Genn call mutagens which have
baan shown 1o incease the mutant frequency in the progeny of axp ls. 3A: 5

which have baen shown to induce genetic damage in germ celis of human of animals, or which
produce mutagenic effects in somatic cells of mammals in vivo and have besn shown 1o raach the
gemm cellt in an active form,  38; Substances which are suspacisd of beinyg perm cad mutagens
becauss of their penataxic effects in mammalian somatic cedl in vivo; In axceptional casas, subsiances
for which there ars no in vivo data, but which ame clearly mutagenic in vitro and structuratly related o
knaown in vivo mutagens, 4: Not applicable (Category 4 cancinogenic substances are those with non-
ganotdc mechanisms of action. By definition, germ call gens are g ic. Therefors, a
Calegory 4 for germ call mutagens cannot apply. At some Lime in the future, it is conceivable that a
Category 4 could be established for genctoxic substances with primary targets cther than DNA [e g
purely aneugenic substancas] if research results make this seem sensible} 5: Germ cell mutagens,
the potency of which |s considered o ba 80 low that, provided the MAK value |s chserved, their
contribution 1o genebc risk for humans |s expactad net 10 be significant.

OFG MAX Pregnancy Risk Group Classification: Group A: A risk of damage to the developing
embrya of fetus has been unequivocally demonstrated. Exposure of pregnant women can lead 1o
damage of the daveloping organism, even when MAK and BAT (Biological Tolerance Value for
Working Materials) vaiues are obsarved. Group B; Cumently avaitable information Indicates a risk of
damage (o the developing embrye or fetus must be considersd to be probable, Damage to the
developing enganism cannct be excluded when pregnant women ane exposed, even when MAK and
BAT values sre cbserved. Group C: There is no reasan {0 fear a risk of damage (o the develop

| Industrial Hygierists, o professional association

HAZARDOUS MATERIALS

RATINGS (continued);

: 2 (Moderats Hazard-Materials that must be moderatsly
heated or exposed to relatively high ambient tsmperatures before ignition can oocr  Materlals In this
degree would nol, under nommal conditions, form hazardous atmospheres I air. bul under high
ambient temperatures or moderate heating may release vapor in sufficient quantiies to produce
hazardous atmosphems in air, Inctuding: Liquids having a flash-point &t or above 37,8°C [100*F};
Solid materials in the form of course dusts that may bum rapicly but that generally do not form
explosive atmospheres; Solid materials in a fibrous or shredded form that may bum rapidly and creats
fash fire hazards (e g. cotton, aisal, hemp;. Sotids and semisolids that readily give off flammakble
vapors ), 3 (Seripus Hazard- Liquids and solids thal can be ignitsd under almast all ambiert
lemperature conditions. Matenials In this degres produce h atmosph with air under
simos! all ambient temperatures, or, i by ient ismp 1w, are readily igniled under
almost al conditions, including: Liquids having & flash paini below 22.8*C {73'F] and having a boiling
point at or above 38°C [100°F] and beiow 37.8°C [100°F] [o.9. OSHA Class IB and IC]; Matarials that
on account of iheir physical form or emvironmental conditions can form explosive mixures with air and
are readily dispersed in &ir [0.g.. dusts of combustible soiids, mists or droplets of flammable liquids];
Materials thal bum exremely rapicly, usually by reason of self.contzined oxygen [e.0. dry
nitraceilulose and many organic peraxides); 4 (Severe Hazard-Materlals that will rapidiy or completely
vaporizé at atmospheric pressure and nomal ambient temperature o that are readdy dispersed in air,
and which will bum readily, induding Flammabls gases; Fl ayogenic Any liquid or
gaseous matertal that Is liquid while under pressurs and has a flash point balow 22.8°C [73'F] and a
boiing point below 37.8'C [100°F) [e.g. OSHA Class IA; Material that ignite spontanscusly when
d fo air at & temp of 54.4°C [130°F] or balow [e g. pyrophoric)).

EHYSICAL HAZARD: 0 (Water Reactivity. Materials that do not react with waler  Organic Pevoxides:
Matarials that are nonmally stable. even under fire conditions and will not react with water  Explosives;
Subsiances that am sive. Unslable Compressed Gases: No Rating. Pyrophorics. No
Rating. Oxidzers: No "0 rating allowed. Unstable Reaciiws Sub that will not polymerize,
of salf-react ). 1 (Witer Reactivly. Malerials that change or decomposa upon

IDENTIFICATION SYSTEM HAZARD

embryn of fetus when MAK and BAT values ame observed. Group D: Classification in one of tha
goups A-C is not yet possible becausa, although the data available may indicate a trand, they am nol
sufficient for final evaluation.

DLH-immediately Dangerous to Life and Health: This level represents a concentration from which
one can escape withvn 30-minutas without suffering escape-preventng or permanent Injury.

LOQ: Umit of Quantitation.

MAK: Federal Republic of Gi y Max C Values in the workptaca.

NE: Hot Esiablished. When no sxposure guidelines are esiablished, an enlry of NE Is made for
reference.

HIC: Netice of Intended Changs.

NIOSH CEILING: The exposure that shall not be sxcasded during any pant of the workday if
instantaneous monitoring is not feasible, the coliing shall ba assumed as a 15-minuts TWA exposure
{unless otherwise spedfied) thal shall not be excesded at any time during a workday

MXOSH RELs: NIOSH's Recommendad Exposure Limits,

PEL-Pormissible Exposure Limit: OSHA'S Penmissible Exposure Limits. This exposure value
means exactly the same as a TLV, except that it is enforceabls by OSHA.  The OSHA Permissible
Exposure Limils are based in the 1868 PELs and the June, 1893 Air Contaminants Rule (Federsl
Begigior: 58; 35338-25351 and 58: 40191). Both tha cument PELs and the vacaled PELS are
indicatod. The phrase, “Vacated 1989 PEL.” is placed next to the PEL that was vacated by Court
Ordar

SKIN: Usad when a there is a danger of cutaneous absarption.

STEL-Short Tenn Exposure Limit: Shon Term Exposure Limit, usually a $5-minute time-weighled
average {TWA} exposurs that should not be exceeded al any time during a workday, aven (f the B-hr
TWA is within the TLV-TWA, PEL-TWA or REL-TWA.

TLV-Threshokl Limit Valua: An airborme conceniration of & substance that reprasents conditions
under which it is generally believed that nearly 8/l workers may be repeatedly exposad without adverse
effect. The duralion musi be considared, including the B-hour
TWA-Time Welghted Average: Tima Weighted Averag
8w (TLV, PEL) or up 1o & 10-fw {REL) workday and a 40-hr work
HAZARDOUS MATERIALS IDENTIFICATION SYSTEM HAZARD

RATINGS: This rating system was developed by the National Paint and Costing Assadiation and
has been adopted by industry to identty the degres of chemical hazards.

HEALTH HAZARD: 0 (Mi No significant health sk, initation of akin or eyes not
enticipaled. Skin imfaior: Essentially non-imitating. Pil or Draize = *0"  Eye Imitatior; Essentially
norHmtaling, of minimal effects which clear in < 24 hours [6.g. mechanical imitation] Oraize =0
Oral Toxicaly LDy, Rat, < 5000 mo/kg. Dermal Toxicty LDyRat ar Rabbi, < 2000 mo/kg. inhalation
Toxicity 4-hrs LCw Rat. < 20 mglL); 1 (Slight Hazard: Minor mversible Injury may ocour; sghtly or

P concentration for a commantional

axposure to moisture. Orpanic Perosides: Matarals thal ara y stabla, byt can becoma unstable
al high temperatures and prassures. These materiagls may react with waler, but will not raleass
energy. Explosives: Division 1.5 and 1.6 substances that are very insensitive explosives or that do not
have a mass axplosion hazad. Compressed Gases Preasure below DSHA definiion.  Pyrophonics:
No Retry. Oxidizers: Packaging Group Wl Solids: any materlal that in sither concenitration testad,
exhibits 8 mesn buming tme less than or equal to the mean buming time of a 37 potassium
bromate/caliulose mixture and the criteria for Packing Group | and Il are not met. Liquids: any material
that exhibits a mean pressurs e tims less than or aqual 1o he pressura risa ime of a 1 1 nitric acid
(85%)caliuiase mixture and the criteria for Packing Group | and | are nat met. Unsiable Reactives.
Substances that may decomposs, condense or seff-resct, bul only under condiions of high
temporature and/or pressure and have litte or no polsntial to cause significant haat generation or
plosive hazamd. S that madiy underg: polymerization in the ab of
inhibitors.), 2 Water Reactivily: Matsrinls (hat may react viclenty with waler Organic Pemuxides.
Matertals that, in themsaives, are nommally unstable and will readily undemo violent chemical changa,
but will not detonate. These matarals may also react violently with water. Explosives: Division 1.4 =
Explosive substances where ths axplotive alfiect are targely confined to the package and no projection
of fragments of appreciable size or range are expected. An extemal fire must not causs vryally
insiantansous expicsion of aimost the entm contents of the padwge. Compressed Gases
Pressuized and meet OSHA definion but < 514.7 psi absolte st 21.1°C (T0°F) [500 psig).
Pyrophorics:. No Rating. Oxidizers: Packing Group I Solids: any matarial that, either in concentration
fasiad, exhibits a mean buming time of less than or equal to the mean buming time of a 2:3 polassium
bromate/caliuiose mixiure and the criterla for Packing Group | are not met. Liquids: any material that
exhibils & mean pressure rise tme less than or equal io the pressus rise of a 11 aqueous sodium
chiorats solution {404%)cellulose mixtur and the critera for Packing Group | ane not met. Unstabie
Reactives.  Substances that may polymerize, decompose, condsnse, or self-mact at ambient
lemperature andior pressure, bul have & low potential for significant heat generation or axplosion
Substances thal madily form percaddes upon axposurs 1o 8ir of xygen at room temperalure); 3 (Waler
Reactivity: Materlals that may form sxplosive reactions with water. Onganic Peroxides. Materials that
are capable of detonation of explosive reaction, but require a strong Initiating sourca, o must be
heated under confinement befom initlation; or matenials that rmact axplosively with water Explosh
Division 1.2 = Explosive substances that have o fire hazar and either & minor blast hazand or @ minor
projection hazard or both, but do not have & mass explosion hazand. Compr Gasss Pressum >
514.7 pal absolule at 21.1°C (70°F) [S00 psig). Pympharics: No Rating. Oxidizers: Packing Group |
Solids: any material that, in either concentration testad, exhibits 8 mean buming tme lass than the
mean buming tme of a 3.2 poiassium bromate/ceNulose midure. Liquids: Any materal that
apontaneousty ignites when mixed with celiuiass in a 1 1 ratio, or which exhibits a mean pressure rise
tims less than the pressure rise tme of a 1:1 p add (50%)celtul mixture.  Unstabie
Roactives:  Substances thal may polymerize, decompose, condense or selireact at ambient

mildly irrtating, Skin Imtatior. Slightly of mildly Imitating. Eye kmtatiom: Slightly or mildly initating, Oral
Toxity LD Rat: > 500-5000 mgkg. Dennal Toxiedy LDwRat o Rabtk: > 1000-2000 myhg.

P andior prassure &nd have a mock p | to causa heat generaton or
explosion.); 4 (Waler Reactity: M that mact explosively with water without requiring heat or

Inheiation Toxicty LCw 4-hes Rat. > 2.20 mg/L), 2 (M Hazard: Temporary or itory Injury
may occur. Sikin lmitatior bk ty ing. primary imtant; sensitizer, Pllor Draize » 0, < 5. Eye
Jmiatio.  Moderately to saverely imiating andiar ive; ible comeal opacity, comeal
involvermen or imitation clearing In B-21 days. Draize > 0, £ 25. Oral Toxcily LDy Rat > 50-500
mghyg. Dermal Toxicty LDyRat or Rabbit. > 200-1000 mg/kg. Inhalaton Toxicly Oy 4-6rs Rat »
05-2 mQlL); 3 (Sericus Hazard: Major injury likaly wnless prompl action is taken and medical

Omanic Peroxides: Materlals that are madily capable of detonation or explosive
o position al nommal temperdture and prossures. Explosies. Division 1% and 1.2-explosive
substances that have a mass explosion hazard or have a projection hazand. A mass explogion is ona
that affects aimost the entire load Instantaneously Compressed Gases No Rating Pyraphonics: Add
1o the definition of Flammability *4° Owidizers. No "4° rating. Unsiable Reactives: Substances that

treatment I3 given; high level of toxicity; comosive. Sidn Imiation. Saverely imitating andior comosive:
may destroy demmal tissue, cause skin bums, dermal necrosis. PIl o Draize > 5-8 with destruction of
tissus, Eye /rifation. Corrosive, imeversible destruction of oculsr tissus: comeal Involvement or
imitation persisting for more than 21 days. Draizs > B0 with effects Imoversible In 21 days. Oval
Toxicty LDy Rat. > 1-50 mg/kg. Demnal Toxicly LDwRat or Rabbt. > 20-200 mghg. Inhafation
Toxicly LCw 4-0wt Rat, > 00505 mol ) 4 (Severs Hazard Life-thrsatening; major o parmanent
damage may resuit from single or repeated exposure, Skin iméatom: Not appropriate. Do not rate as a
°4", based on skin imiation alore. Eye Imration: Not sppropriate. Do not rats as a *4°, based on eya
imtation aione. Oral Towcty LDx Ral < 1 mghg. Dermal Toxichy LDwR8t or Rabibit < 20 mghg.
inhalation Toxicty LCy 4-hrs Ral < 0.05 mgL).

; 0 (Minimal Hazard-Matsrials that will not bum in air when exposure 10 &
temperature of 815.5°C [1500°F) for a period of 5 minutes.), 1 (Skg Hazard-Malarials that must be
pre-haated before ipnition can occur, Matariat require considerable pre-heating, undar all ambient
temperature conditions before ignition and combustion can ocour, Including: Materials that will bum in
air when exposed to a lemperatre of 815.5°C (1500°F) for a period of 5 minutes or less: Liquids,
solids and semisolids having a flash point &t or above 93.3°C [200°F] (e.9. OSHA Class IlIB, or, Most
ordinary combustibla matertials [a p. wood, paper, sic.).

may poly o poss, condenss or seif-react at ambient lamperature andlor pressurs and have
2 high potential to causa significant heat generation or &xplosion.).

NATIONAL FIRE PROTECTION ASSQCIATION HAZARD RATINGS:
HEALYH HAZARD: 0 Materiats thal, under emargency conditions, would offer no hazard bayond
that of ordinary combusiible materials. Gases and vapors with an LCy, for acute inhalation toxicity
grealer than 10,000 pprn. Dusts and mists with an |.Ca, for acute inhalation toxicity greater than
200 mg/L. Matarials with an LDy, for acute dermal toxicity greater than 2000 mg/kg. Materials with
an LDy for acule oral toxicity groater than 2000 mo/kg. Materials essentially non-imitating 1o the
respiratory tract, oyes, and skin. 1 Matavials that, under amergency conditions, can cause
sipnificant initation. Gasas and vapors with an L. for acute inhalation toxcity greater than 5,000
ppm but less than or equal to 10,000 ppm. Dusls and mists with an LCs for acule Inhalation
toxicity greater than 10 mg/L but less than or equal to 200 mg/L. Materials with an LDy, for acuts
dermal imdcily greater than 1000 mg/kg but leas than or equal to 2000 mghkg. Materials that
slightly to maderately imitate the respiratory tract, eyas and skin, Materials with an LDy for acute
oraf toxicity greater than 500 mg/kg but less than or equal to 2000 mg/kg. 2 Malarials that, under
emargency conditions, can cause lemporary Incapacitation or residual injury, Gases with an LCxg
for acute inhalalicn toxicity greater than 3,000 ppm but less than or equal to 5,000 ppm.
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DEFINITIONS OF TERMS (Ceontinued)

NATIONAL FIRE PROTECTION ASSOCIATION HAZARD RATINGS
{continuad):

- 2 {continued): Any liquid whose saturated vapor concantration at
20°C {68°F) |5 equal to or greater than one-fifth its LCay, for acute inhalation toxicity, If its LCs is
leas than or squal to 5000 ppm and that doss not meet the cateria for either degree of hazard 3 or
degres of hazard 4. Dusts and mists with an LCy, for acule Inhalation toxcity greater than 2 mg/L
bul less than or equal 1o 10 mg/L. Materials with an LDy, for acute dermal loxicity greater than 200
mo/kg but less than or equal v 1000 mg/kg. Compressed liquefiad gases with boiling pointy
batwsen -30°C (-22°F) and -S5°C (-66.5°F) thal cause severs lissus damags, depending on
duration of exposure, Materials that are mspimtory hmitants. Materials that cause savere, but
reversible imitation to the eyes or are lachrymators. Materipls that are primary skin imitants or
sensitizers. Materials whose LDy for acute oral toxicity Is grealer than 50 mg/kg bul less than o
equal to 500 mofkg. Dusis and mists with an LCy, for acule inhalation 1oxicity greater than 10 mg/.
bul less than or equa! 1o 200 mgi.. Materlals with an LDy, for acute dermal loxicity greater than
1000 mg/kg but less than or equal to 2000 mo/kg. Materials that slightly to moderately irvitate the
respiratary tract, myes and skin. Malerials with &n LDy, for scute orat toxicity greater than 500
mgfkg but less than or equal to 2000 mg/kg. 3 (materials that, under emergency condilions, can
cause serious of parmansnt injry): Gases and vapars whose LCy, for acute inhalation toxicity is
greater than 1,000 ppm but less than or equal 1o 3.000 ppm. Dusts and rists whose LCs, for
acute Inhalation toxicity is greater than 0.5 mg/L but less than or equal to 2 mp/L. Malerials whoss
LDy for acute dermal toxicity is greater than 40 mg/kg but less than or equal to 200 mg/kp.
Malerials whose LDy for acute oral loxicity ts greater than 5 mg/kg but less than or equal to 50
mg/kg. Any liquid whose saturaied vapor concentration at 20°C (88°F) is equal to or greater than
one-fifih [is LCy, for acuta inhalation toxicity, if its LCx Is less than or equal to 3000 ppm and that
does not mest the critedia lor degros of hazord 4. Compressed liquefisd gasss with boiling points
batwasn -30°C (-22°F) and -55°C {-66 5°F) that causa frostbile and Imeversible tissue damage.
Materials that are respiratory imitants. Cryogenic gasas that cause frostbite and ireversible tissus
damage. Materials thal are commosive 0 the respiratory tract, Materlals that are comosive to the
£yas Of Cause inversiblo comeal opacity, Matenals that are corrosive to the skin, 4 (materials
that, under emergency conditions, can ba lethal): Gases and vapors whose LCsq for acule inhalation
ioxicity less than or equal io 1.000 ppm. Dusts and mists whose LCx for acute inhalation toxieity
is less than or equal ta 0.5 mg/L.  Materials whose LDy, for acuts dermal loxcity is less than or
equal (o 40 mo/kg. Materials whose LDy, for acute omi loxicity is less than or equal to 5 mg/kg.
Any liquid whosa saturated vapor concantralion at 20°C (88°F) Is equal to or greater than one-fith
its LCy, for acute inhalation toxcity, if its LCay is 1883 than or equal ta 1000 ppm.

: 0 Malenals that will not bum under typical fire conditions, including
intrinsicatly noncnmbuwblo materials such as concrete, stone, and sand: Matarials thal will not
burm in air when axposed lo a temperature of B16°C (1500°F) for a period of 5 minutes in according
with Annex D. 1 Malerials that must be preheated before ignition can occur. Materlals in this
dagres require iderable prehesting, undar all ambi ® conditions, befors ignition
&nd combustion can occur Mateﬁus that will bum In air when emsed to a iemperatus of B18°C
{1500°F) for a perlod of 5 minutes in accordance with Annex D. Liquids, solids and semisslids having a
flash point &t of above 63 4°C (200°F) (t.e. Class IIB liquids). Liquids with a flash point greater than
35'C {85°F} that do not sustain combustion when tested using the Method of Testing for Sustained
Combustbitty, per 42 CFR 173, Appendix H or the UN Recommendation on ihe Transport of
Dangercus Goods, Mode! Regulations (curment edition) and the related Manual of Tasts nnd Crtena
{curent adition). Liguids with a fash point greater than 35°C {95°F) in & water-miscibl or

NATIONAL FIRE PROTECTION ASSOCIATION HAZARD RATINGS

{continued):

: 3 Materials that in themsalves are capable of detonation or axplosive
decomposition or explosive reaction, bul that require a strong initiating source of that must be
heatad undar confinement before (nitiaticn: Materials that have an est ¢ instantaneous power
density (product of haat of reaction and reaction rate) at 250°C (482°F) at or above 100 W/mL and
below 1000 Wiml, Mzterals that o sensiive to thermal of mechanical shock 8t elevated
tempearatures and pr 3. 4 h that in th Ivas are readily capable of detonation or
sxplosive d NOSItion of axplogi ion at normal temperaturas and pressures; Matarals
that have an estimated instantaneous power density {product of heat of reaction and reaction rate) at
250°C (482°F) of 1000 WhnL or greater. Materials that are sensitve to locallzed thenmal or
mechanical shock al normal temperatunes and pressures.

FLAMMABILITY LIMITS IN AIR;
Much of the information relatad (o fire and axplosion is dedved from the National Fire Protaction
Association (NFPA). Flash Pgint- Minimum emperature at which a liquid gives off suficient vapors to
form an Ignitable mixture with air,  Autoigniton Temperaiure: The minimum lemperatus radquired to
iniiate combusion in air with no other source of ignition. LEL - the lowest parcent of vapor in air, by
wvolume, that will axploda cr ignite in the presance of an lgnition source. LIEL - the highest percent of
vaper [n air, by volums, inat will explode of ignite in the presence of an ignition source.
TOXICOLOGICAL INFORMATION:
Human and Animal Toxlcology: Possible health hazards as derived from human dala, animal
siudies, or from the results of shadies with simitar compounds are presented, Definitions of some tarms
usad in this saction are: LDy - Lathal Dose (solids and fquids) which kills 50% of the exposed
animals; LCy - Lethal Concentration {gases) which kills 50% of the mxposed animals, ppm
concentration expressad in parts of malerial per million parts of air or water, mg/m® concentration
expressed in weighl of substance per wolume of air mg/kg quantity of materal, by weight,
adminisierad (o a test subject, based on their bady waight in kg, Cther measures of toxicity includa
TOLo, the Iowest doss ko cause a symptom and TCLo the lowest concentration 10 Causa a Syrmptom;
TOo, LDLo, and LDo, or TC, TCo, LCLo. and LCo, the iowest dose [or concantration) to cause lethal
of toxic effects, Cancer information:  The scurces ane: JARC - the intamalional Agency for Research
on Cancer; NTP - tha National Toxicology Program, RTECS - the Registry of Toxic Effects of
Chemical Substances, OSHA and CALJOSHA IARC and NTP rals chemicals on a scale of
decreasing potential to cause human cancer with rankings from 1 to 4. Subrankings {2A, 2B, eic.) am
also used. Other kormation: BEI - ACGIH Biclogical Exposurs indicas, represent the lavels of
determinants which ane most likely to be obsarved in spacimens collected from a healthy worker who
has been exposed to chemicals to the sama extent as a workar with inhalation axposure to tha TLV
REPRODUCTIVE TOXICITY INFORMATION:
A fmggern) is a chemical which causes permanart changes to genetic materal (DNA) such that the
hanges will propag gh generations! lines. An gmbryciowin is & chemical which causes
damage 10 8 developing embrya {l.o. within the first eight weeks of pregnancy in humans). but the
damage does not propagate across generational Enes. A {sratogen is a chemical which causes
damgewadevelopmgfemmmdmgadoesmtpr_ BODSS G ional lines. A
reproductive toxin Is any substance which interferes In any way wﬂh the raproduuive process.
United States FDA Pharmaceutical Pregnancy Categorh gery A: Adequate
and well-controliad human studies bave failad to demunstmle a risk 19 the fetus in the first

dispersion with a water non-combustible liquid/salid conlent of more than 85 percent by weight
Ugquids thal have no fire point when lesied by ASTM D 92 Standerd Test Method for Flash and Fire
Foints by Cleveland Open Cup, up to a bailing point of the liquid or up 1o a temperature al which the
sample being tested shows an obvicus physical change. Combustible pellats with a representative
diamater of graater than 2 mm (10 mesh). Solids containing greater than 0.5 percent by weight of a
fammable or combustible solvent are ratsd by the closed up flash point of the solvent. Most ordinary
combustible materials. 2 Malerials that must be y healad or d to relatively high
ambiant temparatures before ignition can occur. Materials in this degree would nol under normal
conditions form hazardous atmospheres with air, but under high ambient temperatures or under

LJ] of pregnancy (and there is no evidence of risk in Iater irimasters), Pregnancy Category
B: Animal reproduction studies have failed to demonstrate a risk (o the fetus and there ere no
adequate and well-controlled studies in pregnant women OR Animal studies have shown an
adversa sffect, but ad and well-c d smdies in pragnnm women have failed lo
demonstrate @ risk 1o the fetus in any tr Catagory C: Animal reproduction
studies have shawn an adverse affect on lhe falus arld there are no adequala and well-controllsd
studies In humans, but polential benefits may warrant use of the drug in pregnant women daspite
polential risks. Pregnancy Category D: There is posilive avidence of human fetal risk based on
adverse reaclion data from investigational or marketing experience or studies In humans, but
polemml beneliis may warrant use of the drig in pregnant women despils potential risks.

modernte heating could release vapor in sufficient quantities 10 produce hazardous h

with air: Liquids having a flash point at or above 37 8°C (100'F] and below 93.4°C (200°F) {i.e.
Ctass Il and Class 1A hqulas) Solid materials In the form of powders or coarse dusis of
raprasentalive di 420 mi {40 mash) and 2 mm (10 mesh) thal burm rapidly
but thal generally do not fonm explosive mixures in air  Solid matertals I fibrous or shredded
form that bum rapidly and create flash fice hazards, such as cotton, sisal and hemp. Solids and
samisolids that readily give off flammable vapors. Solids containing grealer than 0.5 parcent by
weight of a flammable or combustible solvent are raled by the closed cup Bash paint of the
salvent. 3 Liquids and sclids hal can be Ignited under almost atl amblent temperature conditi

y Category X: Studies in animals or humans have demonstrated felal abnormalites
and.fnr mnm is positive evidenca of human feial risk based on adverts reaction data from
invostigational or markating exparience, and the risks involved in usa of the drug in pregnant
women claarly outwaigh p benefits. P, y Category N: FDA has not classified this

drug
ECOLOGICAL INFORMATION:
EC I3 the #ffact corentration in water. BGF = Bioconcentration Factor, which I3 used to delermine if a

Materigls In this degree prodma hazamous almosphms with air under almost all ambient
temperatures or, though d by s, Bre readily igniled under almost all
conditons: Liquids having a flash poinl balow 22. 8°C {73*F) and having a boiling point at or above
37 8°C (100°F) and those liquids having a flash point at or above 228°C (73°F) and below
37 8°C {TX°F) and below 37.8°C {100°F) (i.e. Class |B and IC liquids). Materials that, on account
of their physical form or environmental condilions, can form explosive mixtures with aie and are
readily dispersed in air  Flammable or combuslible dusts wilh a reprasantative diamater less than
420 microns {40 mesh). Materials that bum with extreme rapidity, usually by reason of seif-
contained oxygen (0.9. dry nitrocelluloss and many crganic peroxides). Sclids containing graater
than 0.5 percant by weight of a flammable or combustibie solvenl ans rated by (ha closed cup flash
poirt of the solvent. 4 Matertals thal will pidly ar ok rize at D pressure
and normal ambianl temparature or that are madily disperud in air and will bum readily-

gasas. Fl. eryogenic nials. Any liquid or gasacus materials that is llquld
vmna urider prassure and has a flash poinl below 22.8°C (73°F) and a boiting point below 37 8*C
(100°F} (i-&. Class JA liquids). Materlals thal ignite when exposed to air, Solids containing greater
than 0.5 percent by weight of a flammable or combustible solvent are rated by tha closed cup flash

point of the solvent.

INSTABILITY HAZARD: 0 M. that in th I are nomally slable, even under fire
conditions: Materials thal have an estimated Instantansoys power density (product of heat of reaction
and resclion rata) at 250°C (482°F) below 0.01 WinL. Materials that do nol exhibit an sxotherm at
temperatures less than or equal to 500°C (832°F) when lested by differential scanning calonmetry §
Materials that in l are ity stable, but that can become unstables at slevatad
temperatures and pressures: Materials that have an estimated instantansous power density (product
of hoat of reaction and reaction rats) at 250°C (462°F) at or sbove 0.01 WimL and below 10 Wiml. 2
Materials that readily go vislent chemical change at elevaled temperatures and prassuras:
Materials that have an estmated instantaneous power density (produdt of heat of reaction and reaction
rate} &t 250°C (482°F) at or above 10 WimL and betow 100WamL.

will concentrate In lifefontis which consume contaminated plant or animal matter. TL, =
mexdian thrashold limit; Coefficient of QilAVater Distibution I8 rapresented by log K., or log K
and is used 1o assess a subslance’s behavior in the environmant.

REGULATORY INFORMATION:

.5, and CANADA:

ACGH: American Confererice of Governmenta! Industrial Hygisnists, a professional assodation which
establishes exposure limits.

This section explains the impact of varous laws and regulations on the matertal. EPA s the U.S
Environmantal Protection Agency. NIGSH is the National Institute of Occupational Satety and Health,
which |s the research arm of the U.S. Occupational Safsty and Health Administration (OSHA). WHMIS
is the Cenadian Workplaca Hazardous Materials Information System. DOT and TC are the US
DepummofTrmspnﬁaﬂonnndlMTrampm Canada mspedm!y Superfund Amendments and
Remdhortzation At (SARA); the C. List {DSL/NDSL); the
US. Tode Substance Control Ac!(TSCA}. Marine Poliutani staius according 1o the DOT: the
Compretiensive Environmental Response, Compensation, and Liability Act {CERCLA or Suparfund);
&nd various state reguiations. This section also includes information on the precautionary wamings
which appsar on the material's package label. OSHA - U.S. Occupationsl Safaty and Health
Administration.

EUROPEAN and INTERNATIONAL:

The BFG: This |s the Federal Republic of Germany's Occupation Health Agancy, simiiar to the
U.S. OSHA. EU |a the European Community (lormerly known as the EEC, European Economic
Comemunity). EINECS: This is the Eumpean Inventory of Nrm-Exlsnng Chemical Substances, The
ARD is tha Eurapean Ag t Cor g the |ntemational Camiage of Dang: Goods by
Road and the RID are me Imematlonnl Ragulauons Concaming the Carriaga of Dangerous Goods
by Rail. AICS |s the A y of Chemical 51 ces
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