SAFETY DATA SHEET

Prepared fo l1.5. OSHA, CMA, ANS!, Canadian WHMIS Standards, European Unian CLP EC 1272/2008 and the Global Harmonization Slandard

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: AZITHROMYCIN for ORAL SUSPENSION
CHEMICAL NAME: Active Ingredient: (2R,35 4R,5R,8R,10R,11R, 128,138, 14R)-13-{(2,6-dideoxy-3-C-methyl-3-O-

methyl-a-L-ribo-hexopyranosyljoxy]-2-ethyl-3,4,10 trihydroxy-3,5,6,8,10, 12, 14-heptamethyl-11-
[[3,4,6-trideoxy-3-(dimethylamino)-p-D-xylo-hexopyranosylloxy])-1-oxa-6-azacycilopentadecan-
15-one hydrate

CHEMICAL CLASS: Active Ingredient: Azalide Macrolide
THERAPEUTIC CLASS: Antibiotic
RELEVANT USE of the PRODUCT: Human Pharmaceutical
USES ADVISED AGAINST: Other than Relevant Use
HOW SUPPLIED: Powder to be reconstituted.
COMPANY/UNDERTAKING ENTITY IDENTIFICATION:
U.S. SUPPLIER/MANUFACTURER'S NAME: TEVA
ADDRESS: 1090 Horsham Road
North Wales, FA 19454
BUSINESS PHONE: 215-591-3000 [08.00 AM —= 05.00 PM]
EUROPEAN CONTACT: TEVAITAPI
ADDRESS: Sicor sni-Via Terrazzano
77-20017 Cho (MI}, Raly
BUSINESS PHONE: +39 02 93197 306 [08:00 AM —= 05:00 PM]

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

EMAIL: TevaSDSRequest@ievapharm com
DATE OF PREPARATION: February 7, 2013
DATE OF REVISION: January 16, 2015

ALL WHM'S required informalion is included in appropale sections based on m ANSI 2400.1-2010 \'ormal. This matarial has baen classified in accordance with the hazard critaria of the CFR and the SDS
conta«ts all the information required by the CPR. The msteriat is also dassl per all appli El h h EC 1807 2008, the European Union CLP EC 127272008 and the Global

Harmanization Standard

2. HAZARD IDENTIFICATION
GLOBAL HARMONIZATION AND EU CLP REGULATION (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.
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
B7/21/EEC) are not subject to the regulations and administrative provisions of European Union Council Directive

82/32/EEC.

EMERGENCY OVERVIEW: Product Description: This product is a powder that will have water added to make an oral
medication. Health Hazards: In the workplace, exposure via inhalation, skin or eye contact may cause irritation.  Ingestion
may be harmful. Eye contact may cause mechanical irritation. May be harmful if swallowed. In therapeutic use, the most
common adverse effects have been nausea, vomiting, diarrhea, or abdominal pain. Abnormal liver function, hepatitis,
cholestatic jaundice, hepatic necrosis, and hepatic failure have been reported, some of which have resulted in death.
Rarely, potentially serious side effects of angioedema and cholestatic jaundice have been reported. Other serious
allergic reactions, including anaphylaxis, and dermatologic reactions have been reported. Adverse cardiac have been
seen in treatment with macrolides, including Azithromycin. 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: If heated to high temperatures for a prolonged period, the material may ignite. When involved in a fire, this
product may decompose and produce iritating vapors and toxic compounds, including silicon, phosphorous, carbon and
nitrogen oxides and methacrylate compounds. Reactivity Hazards: This product is not reactive. Environmental Hazards:
Large quantities released to the aquatic and temestrial environment may have an adverse effect. Emergency
Cansiderations: Emergency responders should wear appropriate protection for the situation to which they respond.
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3. COMPOSITION and INFORMATION ON INGREDIENTS

CHEMICAL NAME CAS# EINECS # % wiv LABEL ELEMENTS
EU Classification (87/548/EEC)
GHS and EU Classification (1272/2008 EC)
Risk Phrases/Hazard Statements

ACTIVE INGREDIENT

Azithremyein 83905-01-5 Not Listed Proprietary SELF CLASSIFICATION

(2R.35.4R,5R.8R,10R 11R,125,135,14R EU 67""5“a g

y-2-ethyl-3,4.10-trihydroxy- s Al )

35,6,8,10,12,14-heptameti-15-oxo- 11- il o A R AR

{134 6-trideoxy-3-{dimethylamino)-g-D- et bl L

Aylo-Joxy}-1-oxa-6-azacyclopentadec-13- GHS & EU 127212008

1 2,6-dideoxy-3-C-methyl-3-O-methyl-a- Classification: Acute Oral Towcily Cat. 5, Skin Sensitization Cat. 1B,

L-nba-hexopyranoside Respiratory Sensilization Cat. 18, STOT {Hearing) RE Cat. 2

Hazard Codes: H302, H317, H334, H373
Hazard SymboliPictogram: GHS07, GHS08

EXCIPIENTS

Ammonio Methacrylate Copolymer 33434-24-1 Not Listed Propristary EU 67/548 Classification Not Applicable
ELIGHS 1272/2008 Classification Not Applicable

Arabic Gum 9000-01-5 232-519-5 Proprietary EL) 67/548 Classification Not Applicable
EVUIGHS 127272008 Classification Not Applicable

Colloidal Silicon Dioxide 7631-86-9 231.545-4 Proprietary | EL)67/548 Classification Not Applicable
EV/GHS 1272/2008 Classilicalion Not Applicable

FD&C Red No. 40 25956-17-6 247-368-0 Proprietary EL) 67/648 Classification Not Applicable
EWGHS 1272/2008 Classification Not Applicable

Hydroxypropyl Ceflulose 9004.64-2 Not Listed Proprigtary EU 67/548 Classification Not Applicable
EVIGHS 1272/2008 Classification Not Applicable

Maltodextrin 9050-36-6 232-940-4 Proprietary EU 671548 Classification Not Applicable
EVIGHS 1272/2008 Classification Not Applicable

Sucrose 57.50-1 200-334-9 Propristary | EU 67/548 Classification Net Applicable
EVIGHS 1272/2008 Classification Not Applicable

Tribasic Sodium Phosphate 10101-89-0 Not Listed Proprietary EL! 87/548 Classificalion Not Applicable

Dodecahydrate EW/GHS 127212008 Classification Not Applicable

Kamhan Gum 11138-66-2 224-394-2 Proprietary EL) 67/548 Classification Not Applicable
EWGHS 1272/2008 Classification Not Applicable

Artificial and Natural Flaverings Mixture Mixture Proprietary EU 671548 Classification Not Applicable
EU/GHS 1272/2008 Classification Not Applicable

Note: Not all exclpienis in all formulations. See Section 16 for full classification information of product and componenis,

PART Il

What should | do if a hazardous situation occurs?

4. FIRST-AID MEASURES
DESCRIPTION OF FIRST AlD MEASURES: Contaminated individuals must be taken for medical attention if any adverse
effects occur. Take a copy of this SDS o health professional with victim.

SKIN OR EYE EXPOSURE: Flush affected area with water for 20 minutes.
INHALATION: Remove victim to fresh air if dusts are inhaled.
INGESTION: CALL PHYSICIAN OR POISON CONTROL CENTER. Give victim up to three glasses of water. Do not induce vomiting.

INJECTION: Not likely route of exposure.

MEDICAL CONDITIONS AGGRAVATED BY EXPOSURE: Pre-existing renal impairment, cholestatic jaundice/hepatic
dysfunction, myasthenia gravis, cardiac conditions including prolongation of the QT interval, patients with ongoing pro-
arthythmic conditions such as uncorrected hypokalemia or hypomagnesemia, clinically significant bradycardia, and in
patients receiving Class |A (quinidine, procainamide) or Class Il (dofetilide, amiodarone, sotalol) anti-arrhythmic, and
those disorders to target organs described in Section 11 may be aggravated upon exposure to this product.

INDICATION OF IMMEDIATE MEDICAL ATTENTION AND SPECIAL TREATMENT IF NEEDED: Treat symptoms and
eliminate exposure. Persons developing hypersensitivity reactions should receive medical attention. There is no specific
antidote for Azithromycin. Despite initially successful symptomatic treatment of the allergic symptoms, physicians should be
aware that reappearance of the allergic symptoms may occur in some patients without further Azithromycin exposure.
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5. FIRE-FIGHTING MEASURES

FLASH POINT: Not available. NFPA RATING
AUTOIGNITION TEMPERATURE: Not available.

FLAMMABLE LIMITS (in air by volume, %): Not available.
FIRE EXTINGUISHING MEDIA: All types acceptable.

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

FLAMMABILITY

substantially pre-heated before ignition can occur. When involved in a fire, this
product may decompose and produce irtating vapors and toxic compounds
(including carbon and nitrogen oxides).

Explosion Sensitivity to Mechanical Impact: Not applicable.

Explosion Sensitivily to Static Discharge: It is important to note that, as with all organic

solids, large dust clouds of this material have the potentiai to ignite explosively. OTHER
SPECIAL PROTECTIVE ACTIONS FOR FIRE-FIGHTERS: Firefighters must Wear Hazard Scale 0 =Minimal 1 = Slight 2 = Moderate
Self-Contained Breathing Apparatus and full protective equipment. If possible, 3= Serious 4 = Severa

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 should be kept in
or near material handling areas. Avoid generating airborme aerosols of this product during spill response procedures.

PROTECTIVE EQUIPMENT:
Small Spills: Nitrile or other appropriate gloves, labcoat or other protective clothing and eye protection.
Large Spilis: Double nitrile or other appropriate gloves, profective clothing {i.e., disposable Tyvek coveralls) and eyefface

protection. When there is any danger of airbome aerosols being generated, use a full-face respirator equipped
with a High Efficiency Particulate (HEPA} filter or Self-Contained Breathing Apparatus (SCBA).
METHODS FOR CLEAN-UP AND CONTAINMENT:

Small Spills: Clean with wet absorbent pads and dispose of properly. Decontaminate the spill area using a bleach and
detergent solution and rinse with clean water.

Large Spills’ Restrict access to the spill areas. Clean with wet absorbent pads and dispose of properly. Decontaminate the
spill area using a bleach and detergent solution and rinse with clean water. Do not apply chemical in-activators
as they may produce hazardous by-products.

All Spills: Place all spill residues in an appropriate, labeled container and seal. 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 material 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 and 12 before proceeding with cleanup.

PART Wl How can I 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. Do not eat or drink while handling this material. Ensure this material is used with adequate ventilation. Appropriate
personal protective equipment must be worn (see Section 8, Exposure Controls - Personal Protection).
CONDITIONS FOR SAFE STORAGE: Containers of this material must be properly iabeled. Recommended Storage
Temperature; 20-25°C (68-77°F). Empty containers may contain residual material; therefore, empty containers should be
handled with care and disposed of properly,

SPECIFIC END USE(S): This is a human pharmaceutical.
PROTECTIVE PRACTICES DURING MAINTENANCE OF CONTAMINATED EQUIPMENT: When cleaning non-

disposable equipment, wear appropriate personal protective equipment.
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8. EXPOSURE CONTROLS - PERSONAL PROTECTION

EXPOSURE LIMITS/CONTROL PARAMETERS:
VENTILATION AND ENGINEERING CONTROLS: Use with adequate 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 preduct is used.

WORKPLACE EXPOSURE LIMITS/ICONTROL PARAMETERS: There are no occupational exposure limits for this product. Exposure

limits for the active ingredient or excipients are available from Teva.

PROTECTIVE EQUIPMENT:

The following informalion on appropriate Personal Protective Equipment is provided to assist emplayers in complying with OSHA regulations found

in 28 CFR Subpart | (beginning at 1910.132, including U.S. Federal OSHA Respiratory Protection (29 CFR 1910.134), OSHA Eye Prolection 29

CFR 1910.133, OSHA Hand Proteclion 28 CFR 1910.138, OSHA Foot Proleclion 29 CFR 1910.136 and OSHA Body Protection 29 CFR1810.132),

equivalent standards of Canada (including CSA Respiratory Standard Z94 4-02, 294.3-M1882, Industrial Eye and Face Protectors and CSA

Standard Z195-02, Protective Footwear), or standards of EU member states (including EN 529.2005 for respiralory PPE, CEN/TR 154192008 for

hand protaction, and CR 13464. 1999 for face/sye prolection}. Please reference applicable reguiations and standards for relevant details.

RESPIRATORY PROTECTION: None needed for normal handling of this product. For farge spill response or tasks involving

generation of aerosols, use the appropriale Self-Contained Breathing Apparatus (SCBA)
pressure-demand or other positive-pressure mode.

EYE PROTECTION: Wear splash goggles or safety glasses as appropriate for the task.

HAND PROTECTION: Wear nilrile or other appropriate gloves to aveid comtact and/or absomtion of the product. Use
double gloves for spill response.

SKIN PROTECTION. Use appropriate protective clothing for the task (e.g., lab coalt, etc.).

9. PHYSICAL and CHEMICAL PROPERTIES

The following information is for the formulated product:

FORM: Powdered solid. COLOR: White to pinkish.
ODOR: Fruity. ODOR THRESHOLD: Not available.

HOW TO DETECT THIS SUBSTANCE (identification properties}: The odor and color of this product may be a method to identify it in
event of an accidental release.
The following information is for the active ingredient:

FORM: Crystalline powder, COLOR: White to off-white.

MOLECULAR WEIGHT: 767.02 MOLECULAR FORMULA: Caghi72N20120H20

MELTING POINT: 175°C {347°F) BOILING POINT @ 760 mmHqg: 822.1°C (1511.8°F) [predict.]

ODOR: Mild odor. ODOR THRESHOLD: Not available.

FLASH POINT: 451°C (843.8°F) [predict.] SPECIFIC GRAVITY: Not available,

VAPOR PRESSURE @ 25°C: 2.51E-31 mmHg [predict ] pH: Not available.

SOLUBILITY IN WATER @ 25°C: Not availahle, OTHER SOLUBILITIES: Seluble in methylene chioride and methanol.

COEFFICIENT OF OIL/IWATER DISTRIBUTION (PARTITION COEFFICIENTY: Log P: 3.329 [predict |

10. STABILITY and REACTIVITY
CHEMICAL STABILITY: Normally stable,
DECOMPOSITION PRODUCTS: Combustion: Products of thermal decomposition may include silicon, phosphorous, carbon
and nitrogen oxides and methacrylate compounds. Hydrolysis: None known,
MATERIALS WITH WHICH SUBSTANCE IS INCOMPATIBLE: Incompatible with oxidizing agents.
POSSIBILITY OF HAZARDOUS REACTION/POLYMERIZATION: None known,
CONDITIONS TO AVOID: Exposure to or contact with extreme temperatures, incompatible chemicals.

PART IV s there any other useful information about this product?

11. TOXICOLOGICAL INFORMATION

SYMPTOMS OF EXPOSURE BY ROUTE OF EXPOSURE: The main expected routes of occupational exposure to this
product are via inhalation of dusts, eye and skin contact. Exposure may cause allergic reaction. Exposure may also cause
effects described under 'Other Potential Healih Effects’.

INHALATION: Dusts may imitate the nose and upper respiratory system. Symptoms may include sneezing, coughing, and nasal
congestion.

CONTACT WITH SKIN or EYES: Mild irritation possible. Symptoms may include itching and redness and swelling.

SKIN ABSORPTION: No information.
INGESTION: May be harmful. May irritate the mouth, throat, and gastrointestinal system.,
INJECTION: Not a likely route of exposure.
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11. TOXICOLOGICAL INFORMATION (Continued)

OTHER POTENTIAL HEALTH EFFECTS: In therapeutic use, the most
common adverse effects have been nausea, vomiting, diarrhea, or abdominal HAZARDOUS MATERIAL IDENTIFICATION SYSTEM
pain. Clostridium difficile associated diarrhea (CDAD) has been reported with
use of nearly all antibacterial agents, including Azithromycin, and may range in
severity from mild diarrhea to fatal colitis. Treatment with antibacterial agents
alters the normal flora of the colon leading to overgrowth of C. difficile.
Abnormal liver function, hepatitis, cholestatic jaundice, hepatic necrosis, and
hepatic failure have been reported, some of which have resulted in death.
Rarely, potentially serious side effects of angioedema and cholestatic jaundice
have been reported. Other serious allergic reactions, including anaphylaxis,
and dermatologic reactions have been reported. Adverse cardiac have been
seen in treatment with macrolides, including Azithromycin. These effects may

be possible as a result of workplace exposure. The actual risk in the S G L d iy (YELLOW) | O
workplace is not known. Body systems adversely affected during therapeutic
use are provided below. More details may be obtained from Teva.

HEALTH HAZARD (BLUE) | 2*

FLAMMABILITY HAZARD (RED)| 1

» Allergic Reactions + Gastrointestinal System PROTECTIVE EQUIPMENT

« Body as a Whale » Genilourinary System

+ Blood System s Liver £YES RESPIRATORY HANDS BoOY

« Cardiovascular System s Nervous Systemn

. g::stral Nervous System e Skin @ see secTiong w sct secnions
HEALTH EFFECTS OR RISKS FROM EXPOSURE: For Rouline Indusirial Use and Handling Applications

Acute: May cause imitation by skin or eye contact or inhalation. Ingestion may be i !
Hazard Scale: 0 = Minimal 1 = Slight 2 = Moderate

hamful, e = ‘s .
Chronic: Chronic skin contact may cause dermatitis (dry, red skin). No specific 3 % Serlous 4= Severs = Chionic hezard

chronic effects have been reported from workplace exposure. Chronic exposure may also lead to symptoms described under ‘Other
Potential Health Effects’.
TARGET ORGANS: Itis anticipated that for Occupational Exposure the target organs are:
Acute: Eyes, skin, respiratory system.,
Chronic: Skin, respiratory system.

TOXICITY DATA: Contact Teva for specific toxicity details on the active ingredient or any of the excipients.

CARCINOGENIC POTENTIAL OF PRODUCT: Long-term studies in animals have not been performed to evaluate the
carcinogenic potential of Azithromycin Monohydrate. The components found on the following lists: U.S. EPA, U.S. NTP,
U.S. OSHA, U.S, NIOSH, GERMAN MAK, IARC, or ACGIH are as follows:;

FD&C Red # 40: IARC-3 (Unclassifiable as to Carcinogenicity in Humans)
Sucrose: ACGIH TLV-A4 (Not Classifiable as a Human Carcinogen)

IRRITANCY OF PRODUCT: This product is may cause mechanical eye irritation and may be irritating to the respiratory
system. Prolonged skin contact may be irritating.

SENSITIZATION TO THE PRODUCT: Serious allergic reactions, including angioedema, anaphylaxis, and dermatologic
reactions including Stevens-Johnson syndrome and toxic epidermal necrolysis have been reported rarely in patients on
Azithromycin therapy. Although rare, fatalities have been reported. Despite initially successful symptomatic treatment of
the allergic symptoms, when symptomatic therapy was discontinued, the allergic symptoms recurred soon
thereafter in some patients without further Azithromycin exposure.

REPRODUCTIVE TOXICITY INFORMATION: There are no adequate and well-controlled studies of Azithromycin
Monohydrate in pregnant women. |n formulated products this material is rated by the FDA for therapeutic risk as Pregnancy
Risk Category B (refer to Definition of Terms for full category definitions).

Mutagenicity: Azithromycin Monchydrate has shown no mutagenic potential in standard laboratory tests: mouse lymphoma assay.
human lymphocyte clastogenic assay, and mouse bone marrow clastogenic assay.

Embryotoxicity/Teratogenicity: Reproduction studies have been performed in rats and mice at doses up to moderately maternally toxic
dose concentrations {i.e., 200 mg/kg/day). These doses, based on a mg/m2 basis, are estimated to be 4 and 2 times, respectively,
the human daily dose of 500 mg. In the animal studies, no evidence of harm fo the fetus due to Azithromycin was found.

Reproductive Toxicity: No evidence of impaired fertility due to Azithromycin was found. Azithromyein has been detected in human
milk. 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 to prevent exposure.

BIOLOGICAL EXPOSURE INDICES: Currently, there are no Biological Exposure Indices (BEls) determined for the
components of this product.
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12. ECOLOGICAL INFORMATION
ALL WORK PRACTICES MUST BE AIMED AT ELIMINATING ENVIRONMENTAL CONTAMINATION.
MOBILITY: No information is available on mobility of this product.
PERSISTENCE AND BIODEGRADABILITY: No information on persistence or bicdegradability is available for this product.
BIO-ACCUMULATION POTENTIAL: No information available.
ECOTOXICITY: This product may be harmful to contaminated plant and animal life, especially in large quantities. All
releases to terrestrial, atmospheric and aquatic environments should be avoided. No toxicological data are available.
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: Woaste 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 US. DOT
regulations, under 49 CFR 172.101.
TRANSPORT CANADA TRANSPORTATION OF DANGERQOUS 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 Intemational Maritime Organization.

EUROPEAN AGREEMENT CONCERNING THE INTERNATIONAL CARRIAGE OF DANGEROUS GOCDS 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 TO 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 components are not
specifically listed in Annex Ill under MARPOL 73/78.

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: There are no specific Threshold Planning Quantities for the components
of this product. The default Federal SDS submission and inventory requirement §iling 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

L.8. CERCLA REPORTABLE QUANTITY (RQ)}: Not applicable.

LU.S. TSCA INVENTORY STATUS: This product is regulated under Food and Drug Administration {FDA) standards; this
product is not subfect to requirements under TSCA.

OTHER U.S. FEDERAL REGULATIONS: Under the Hazard Communication Standard (HCS), Section (b)}(5)(ii) 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.
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15. REGULATORY INFORMATION {Continued)

ADDITIONAL U.S. REGULATIONS {continued):
CALIFORNIA SAFE DRINKING WATER AND TOXIC ENFORCEMENT ACT (PROPOSITION 65): The components of this

product are not listed 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.

CANADIAN ENVIRONMENTAL PROTECTION ACT (CEPA) PRIORITY SUBSTANCES LISTS: The components of this
product are not on the CEPA substances lists.

OTHER CANADIAN REGULATIONS: Requirements under the Canadian Heath Canada, Laboratory Biosafety Guidelines
may be applicable.

CANADIAN WHMIS CLASSIFICATION and SYMBOLS: The WHMIS Requirements of the Hazardous Products 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 REGULATIONS/LEGISLATION SPECIFIC FOR THE PRODUCT: Finished
medicinal products for human use, are subject to Directive 2001/83/EC and subseguent 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) 1907/2008, Aricle 14.

16. OTHER INFORMATION
ANSI LABELING (Z129.1, Provided to Summarize Occupational Hazard information): WARNING! MAY CAUSE
RESPIRATORY SYSTEM, EYE, AND SKIN IRRITATION. MAY BE HARMFUL IF SWALLOWED. MAY CAUSE ALLERGIC
SKIN OR RESPIRATORY REACTION IN SUSCEPTIBLE INDIVIDUALS. COMBUSTIBLE IF EXPOSED TO HIGH
TEMPERATURES,
Do not taste or swaliow. 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; give victim up to three
glasses of water. In case of contact, immediately flush skin with copious amounts of warm water for 20 minutes. If
inhaled, remove fo fresh air. If not breathing, give arificial respiration or oxygen if necessary.
IN CASE OF FIRE: Use water fog, dry chemical or COs,, 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.
GLOBAL HARMONIZATION AND EU CLP REGULATION (EC) 1272/2008 LABELING AND CLASSIFICATION: According
to Article 1, item 5 (a) of CLP Regulation (EC) 1272/2008, medicinal praducts in the finished state for human use, as
defined in 2001/83/EC, are excepted from classification and other criteria of 1272/2008.
67/548/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
B7/21/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 REGULATION (EC) 1272/2008:
Azithromycin Monohydrate: The following is a Self-Classification.
Classification: Acute Oral Toxicity Category 5, Skin Sensitization Category 1B, Respiralory Sensitization Category 18, Specific
Target Organ Toxicity (Hearing) Repeated Exposure Category 2
Hazard Statement Codes: H303: May be harmful if swallowed. H317: May cause an allergic skin reaction. H334: May cause allergy
or asthma symploms or breathing difficulties if inhaled. H373: May cause damage to hearing through proionged or repealed
exposure.
All Other Components: No classification has been published or is applicable.
EULL TEXT EU 67/548/EEC:
Azithromycin Monohydrate: The following is a Self-Classification.
Classification: Harmful
Risk Phrases: R22: Harmful if swallowed. R33: Danger of cumulative effects. R42/43: May cause sensitisation by inhalation and
skin contact.
All Other Components: No classification has been published or is applicable,
REFERENCES AND DATA SOURCES: Contact the supplier for information.
METHODS OF EVALLIATING INFORMATION FOR THE PURPOSE QF CLASSIFICATION: Bridging principles were used lo classify this product.

PREPARED BY: CHEMICAL SAFETY ASSOCIATES, Inc. « PO Box 1961, Hilo, HI 96721-1961 « (B00) 441-3365
DATE OF PRINTING: January 18, 2015
REVISION HISTORY: January 2015: Comected name, combined all formulations.
The Vendea [or any omer lmrd party) assumes full risk and mspons;bmry for any injury or damage ihat may occur from the manufacturs, use or other exposure fo the product. No wamanly is
d or implied reg g the y of the data sed forth hersin or the results hal may be obtained from the use or reliance thereof  Teva. Inc. assumas no responsibiity for any infury that
may anse from the manufacturs, use or othar exposurs 10 the product if le salety procedures are not adhered 1o as stipulated in the daia shee! aitached herafo Addnmnaily Teva, Inc.

AZSUMES o e dt are fi d.

hsibility for injury to any person proximately caused b;me mamre or unm.lended usa of the ﬂducf aven if such rea safely p
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DEFINITIONS OF TERMS

AFor information on medical terms used in this SDS consult an on-line database such as Medline Plus:

htip:fiwaw nim nih gov/medlineplus/druginformation himl.

A large number of abbreviations and acronyms appear on a SDS. Some of these, which are commonly used, include the following:

CAS # This Is the Chemical Absiract Service Number thal uniquely identifies each conslituent.

EXPOSURE LIMITS IN AIR:

CELING LEVEL: The concentration that shall not be exceeded dunng any part of the working
exposure.

ACGH - Amenican C 2 of G Industnal Hygienists, a professional

which establishes exposurs limils

Cuiling Level {€). Skin absorption effects must also be considered.

DFG MAK Germ Cell Mutagen Categories: 1: Germ cell mutagens whith have been shown to
Increase the mutant fr in the progeny of exposed humans. 2: Germ cell mutageans which have
been shown to increase the mutant frequency in the progeny of exposed mammals, JA: Substancas
which have been shown to induce penelic damape in germ cells of human of animals, or which
produce mutagenic affects in somalic cafls of mammals m wwo and have been shown to reach the
genmn cells in an aclive fom.  3B; Substances which are suspected of bmng gemn oell mutagens.
because of their g ic affects in ) ol in viva, in case: 1]
for which thera: are no i wo data, bul which are claarly mutagenic in viire and slmctumlly relaled Io
¥ngwn in vivo mutagens. 4: Nol applicable (Category 4 carcincgenic substances an thosa with non-
genoloxic machanisms of action. By dafinition, gam call mutagens are genotoxic. Therefore, a
Category 4 for germ cell mutagena cannot apply. Al some thma in tha fubsre, il I8 conceivable that o
Category 4 could be astablished for genotoxic substancas with primary Largets other than DNA [eg.
purely aneugenic substances] if research results make Ihis seem sensible.) 5: Germ cell mutagens,
the potency of which is considsred o ba so low that, prvided the MAK value is observed their
contribubion 1o genetic nisk for humans is expecied not to ba significant

DFG MAK Pregnancy Risk Group ClassHication: Group A: A risk of damage to the developing
embryo or fetus has been umqutvacauy demonsirated. Exposure of pragnant women can lead to
damaga of the devaloping organism, even when MAK and BAT {Blologu:al Toleranu Value for
Woerking Materials) values are cbserved. Group B: C I ilable i | a risk of
damage to Ihe developing embryo or fetus musl be considered 1o be probable. Damage to the
devsloping arganism cannol be excluded when pregr women are oxposed. even when MAK and
BAT values are chserved. Group C: There i3 no reason Lo fear a risk of damage to the developing
emtvyo or fetus when MAK and BAT values are observed. Group D: Classification in one of the
groups A-C Is not yel possible because. aithough the data availabie may indicate a trand, they are nat
sufficient for linal evatuation.

DLH-mmedistsly Dangerous to Life and Health: This levet represents a concentration from which
one can ascape within 30-rinutes without suffenng escaps-pravaniing or permanent ingury.

LOQ: Limil of Quantitation

MAK: Federal Republic of Germany Maximum Concentration Vatues in the workplacs.

NE: Not Established. When no exposure guidelines ars established, an antry of NE i3 mada for
relarence

HIC: Notice of intended Changs.

NIOSH CERLING: Tha exposure that shall nol be exceedad dunng any part of the workday I
instantanecus monitoning Is not feasible, the cailing shall be assumed as a 15-minuie TWA axposure
{unless otherwise specified) that shall not be exceeded al any time during a workday.

NIOSH RELs: NIOSH's Recommended Exposure Limits.

PEL-Penmissible Exposure Limit: QSHA's Permissible Exposure Limils  This exposure value

HAZARDOUS MATERIALS IDENTIFICATION SYSTEM HAZARD

RATINGS (continued):

: 2 (Moderate Hazard-Malerials that must be modgrately
heated or exposed to relatively high smbéent iemperatures before ignition can occur  Matenals in this
degree would not, under normal it form hazard pheres in air, bul under high
ambien| lemperaturas or moderale heating may release vapor in sufficient quanblies lo produce
hazardous pheres in air, Indudi Liguids having a fash-point al or above 37.8°C [100°F)
Solid materials in the forn of coursa dusls thal may bum rapidly but thal generally do not form
explosive atmosphares; Solid materials in a fibrous or shredded form thet may bum rapidly end create
flagh fire hazards (e . cotton. sisal, hemp; Solids and semisolids hat readily give off Pammable
vapors.), 3 (Serious Hazard. Liquids and solids that can be ignited under almost all ambient
temperature conditions. Materlals in this degrae produce hazardous afmospheres with air under
almost all embient lemperstures, or, unaffacted by , are readily ignited under
almost sll conditions, including: Liquids having a flash point below 22 a'c ['I:!'F] and having a boiling
paint al or above 38°C [106°F} and below 37 8°C [100'F] [e.g OSHA Class |B and IC]; Materials that
on account of therr physical form or environmental conditions can form explosive mixures with air and
are reackly dispersad in air [0 dusis of combustible solids. mists or droplets of flammable kquids),
MWaterials that bum exremsly rapidly, usually by reason of ssif-contained oxygen {eg dry
ritroceliulosa and many organic paroxides]); 4 {Severe Hazard-Materials that will rapidly or complataty
vaparize al aimosphenc pressure and ncm\al amblenl lampemlura or thal are readily dispersed in air
and which will bun readily, including Fl gases: F ble cryogenic ials; Any kiquid or
gasecus material that is liquid whie under prassure and has a flash poinl below 22 8°C [73°Fland @
boiling point below 37 8°C [100°F] (e.g. OSHA Class IA; Matenial thel ignife spontanscusly when
exposed 1o air 8t a temperature of 54 4°C [130°F] or below [e.g. pyrophoric)).

PHYSICAL HAZARD: 0 {Waler Reactity. Materials thal do nol react with water, Orgenic Perpaides
Materials that are normally stable, aven under fire conditions and will not react with water  Explosives
Substances that are Men-Explosive. Unstable Compr d Gases. No Rating. Fyrophories. No
Rating. Ouxidizers: Nao “0° raling allowed. Unsiable Reactives: Substancas that will not polymerize.
demmposa mndunu or selfreact ), 1 (Warechacnvly Materials that change or decomposa upon

Organic Peroxx M that are siable, but can became unstabla
at hrqh lemperamru and prassuras.  These materals may teact with wales. but will nol releass
energy. Explosives. Drvision 1.5 and 1.6 substances that are very insensitive axplosives or that do not
have a mass explosion hazend. C d Gases. P below OSHA definilion. Pyrophoncs
No Ratng. Owidizers: Packaging Group 7, Solidg: any malerial that in either concantration lested
exhibits 8 mean buming trne less than or equal o the mean buming tme of a 37 potassium
bromate/callulose mixiure and Ihe cnteria for Packing Group | and 1l are not met Liguids: any material
that exhibits @ mean pressure rise time less than o equal 10 the presswe risa hme of & 1°3 nitic acid
{65%)cellulose mixure and the criteria lor Packing Group 1 and Ul are not met. Unsiabis Reactives
23 that may or seif-react, but only undar conddions of high
lemperature &ndfor pressure and have lite or no polential to cause significant heat generation or
explosive hazard. Substances that readily undergoe hazardous polymerizaton in the absence of
inhibitors.); 2 Waler Raactivily: Materlals thal may react volenlly with water  Organic Perondes:
Matarials that, in themsalves, are normally unatable and will readily undsrgo violent chemical change
but wnll not demnalu These materials may also react viclently with waler Explosives; Division 14 =

where the axplosive effect am largely confined to the package and no projecton

-,

means exaclly the same as o TLV, axcept that it is enforcsatés by OSHA  The OSHA Permi
Exposure Limits ame basad in the 1989 PELs and the June, 1593 Air Contaminants Rule (Eederal
Beqisiac: 58 25338.35351 and 58: 40161} Both the cument PELs and the vacated PELs arg
indicated. The phrase, "Vacated 1989 PEL," is placed next to the PEL What was vacated by Court
Order

SHIN: Usad when a thers |3 a danger of cutansous absorption.

of fragmems of appreciable size or range are expecied. An extemal fire must not cause virually
Instantanecus explosion of almost the entre contents of the package. Compressed Gases
Pressurized and meat OSHA definition but < 5147 psi absoluls at 21 1°C (70°F) [500 psig]
No Rating Oxdizers: Packing Group !l Solits' any material that, either in concentration

mmd embds & mean burning time of lass than or equal to the mean buming time of 8 2:3 potassium
fcellulpse mixiure and the crileria for Packing Group | 8re not mel. Ligyids' eny material that

STEL-Short Torm Exposure Limit: Short Term Exposure Limit, usually 8 15-thinuta tima-weightad
average (TWA} axposure that should not be exceeded at any ime during a workday. even il the 8-hr
TWA is within the TLV-TWA, PEL-TWA or REL-TWA.

TLV-Theasheld Limit Value: An awbome concentration of a substance thal reprasants condilions
under which it is generaly believed Lhal nearly all workers may be repeatedly without

effect. The duration must be considered, including the 8-hour

TWA-Time Weighted Avarage: Time Waighted Average sxposure concantration for a conventional
8-hr (TLV, PEL} or up to & 10-hr (REL) workday and a 40-w workwesk.

HAZARDCOUS MATERIALS [IDENTIFICATION SYSTEM HAZARD

exhibils a mean pressure rise time leas than or equal to the prassure rise of a 1.1 aqueous sodium
chiorate solution (40%Ncelhiose mixture and the cnteria for Paddng Group | are not met. {nstabie
Reactives. Substances that may p or seif-react at ambient
tempernturs andfor pressume_ but have a low potental for snorur icant heat generation or expiosion
Substancas Lhat readily form peroxides upon 8xpasure 1o air or oxygen at room lemperature), 3 (Waler
Reactivity. Matenals that may form explosive reactions with waler Organic Peraxides. Malerials that
are capable of detonation or explosive reaction, bul require a strong inmahnq source, of must be
haated undar confinemant befor indtiation; or that react expl y with water Explosives
Dmscon 1.2 - Explosive substances that have a fire hazand and either a minor blast hazard or & mincr

ioh hazard or both, but do net have a mass ion hazard. Ci d Gases: Pressure>

RATINGS: This rating 3ystem was devetoped by the National Painl and Coating Association and
has bsen adoptad by industry to identty the degree of chemical hazards.
o (Mi - MNo sigrificant health risk, irritation of slun or eyes not

514.7 psi absoluts at 21 1°C (70°F) [500 psig). Pyrmophorics: No Rating. Onideers: Packing Group |
Sglids: any materlal thal, in sither concentration {ested, exhibits a mean buming lime less than the
mean ing lime of a 3.2 potassium bromate/cellulose mixure. Liguids: Any matenal thal

HEALTH HAZARG: :

anticipated.  Skin imtation: Essentially non-imitating. Pl or Draize = *0". Eye
non-imtating, or minimal effects which clear in < 24 hours (e.g mechanical imitation) Dmize . 'l'.'l'
COral Tewicty LDy Rat. < 5000 mpkg. Demmal Toxicity LDwRat or Rabbtit. < 2000 mohg. Inhalation
Toxicsty 4-hrs LCsx Rat < 20 mgA..); 1 (Slight Hazard: Minor reversible Injury may occur: slighily or

spontaneously ignites when mixed with cellulosa In a 1 1 ralio, or which axhitils 3 mean presswre rise
time less than the pressure rse Sme of a 1:1 perchloric ssid {50%)/caliutose mixture. Unstable
Readives.  Substances that may polymerize, decompose, condenss or self-react at ambisnt

bre andfor p and have @ moderale potentiol to cause significant hest generation or

mildly irmilating. Skin imfatiorr. Skighlly or mildly imitating. Eye Jmetation: Skghity or mildly imtating. Orad
Toxiclty LDy Rat. > 500-5000 mghkg. Dermal Toxcdty LDgRat or Rabbk > 1000-2000 mghg.

explosion %4 (Walur Reactivily: Materials that react axplosively with water without requiring haat or
. Orpanic Peroxides: Materlals that gre reachly capable of delonalion or explosive

Inhalation Toxicty LCy, 4-hrs Rat. > 2.20 mgiL), 2 (M Hazard: Temporary or y injury
may occur. Skin imitation: Moderatsly imtating; primary imitant; sensitizar  Pll or Draize » 0, < 5. Eye
imitatior.  Moderately to severely imiatng and/or comosive; reversibla comeal opacity: comeal
involvement or initation clearing in 8-21 days. Draize > 0, £ 25. Oral Toxictty LDy Rat > 50-500
mgkg. Dermal Toncty [ DyRal or Rabbit: > 200-1000 mgkg. inhatalion Taxicty LCy 4-hrs Rat »
052 mgiL), 3 (Semous Hazard Major m;ury hknly unless prompl action is taken and medical
freatment is grven; Igh level of 1oxcity; ¢ jor: Sevarely imitating andior cormosive;
may destroy dermal tssue, cause skin bums, dcrmd nacmsu. P or Draize » 5-8 with destruction of
lssus. Eye imiaton  Comosive, imeversible destruction of ocular tissue, comeal involvement or
imitation persisting for more than 21 days. Ovaize > B0 with efecis irreversible in 21 days. Oral
Towkcity LDy Rat > 1-50 mgfqg. Dermal Toxicty LDwRat or Rabbi > 20200 mg/kg. Inhalation
Toxicity LCy 4-hrs Rar > 00505 mgL ) 4 (Severe Hazard: Lite-threatening; major or permanant
darmags rmay result from single or rep > . Skin i Not apprepriate Do notrate as a
47, based on skin irritation alone. Eye Imfaborr. Nol appropriaie. Du nol rala as a "4", based on eya
imiation alons  Oraf Toxickty LDy Rat < 1 mgikg. Dermal Toxiaty LDyRat or Rabbit. < 20 mghkg.
inhatation Toxicity LCy 4-hrs Rat. <005 mgiL).

: 0 {Minimal Hazard-Materials thal will not bum in 8ir when exposure o a
temperature of 815 5°C [1500°F} for a period of & minutes ); 1 {Slight Hazard-Matarials that must be
pre-heated before Ignition can ocour require b ia pra-heating, under all ambient
temperature conditions bafona ignition and c 10N can occur, Induding: Maleriale that will bum in
&ir when exposed to a temperature of 815.5°C {1500°F) lor a penod of 5 minutes or less; Liguids,
sulids and semisolids having a flash point &t or above 93.3°C [200°F] (e.g. OSHA Class II'B, or; Most
ordinary combustible materials [e g wood, paper, sic);

decomposition at normal temperature and pressures. Explosives: Division 11 and 1.2-expiosive
subsiances that have a mass explosicn hazard or have a projection hazard. A mass explosion is one
that affecis slmosi the sntire load instantaneously Compressed Gases: No Rahng Pymphoncs Agd
to the definiticn of Fi; bily "4°  Ouich Na =4" rating. Uinstabie Ry that
may polymerize. decompose, condense or sell-react at ambisnt {emperatura and/or prassura and have
a gh potential to cause significant haal generation or explosion.).
NATIONAL FIRE PROTECTION ASSOCIATION HAZARD RATINGS:
HEALTH HAZARD 0 Materigls that, under emergency conditions, would ofier no hazard beyond
that of ardinary combustible materlals. Gases and vapors with an LCy, for acute inhalation toxicity
greater than 10,000 ppm. Dusts and mists with an LCy for acule Inhalalion toxdaty greater than
200 mg/L. Materlals with an LDy, for acute denmal loxicily greater than 2000 mg/&g Materlals with
an LDy, for acute oral loxicily greater than 2000 mg/kg. Materals assantially non-irritating to the
respiratory lract, eyes, and skin. 1 Maledals hal, under amargency conditions, can cause
significant imilation. Gases and vapors with an LCs for acule inhalation toxicity greater than §,000
ppm bul fess then or equal to 10,000 ppm. Dusts and mists with an LCy for acule inhalation
toxicity greafer than 10 mg/L, but less than or agqual 1o 200 mg/l. Materials with an LDy, for acuta
dermal toxicity greater than 1000 mg/kg but lags than or equal to 2000 mg/kg. Materals that
slightly 10 moderalely imitate the respiratory tracl, eyes and skin. Materials with an LDy, for acule
oral toxicity greater than 500 mg/kg but lesa than or aqual to 2000 mgkg. 2 Materials that, under
amargancy condittons, can cause temporary incapacitation or residusl injury Gases with an LCs
for acute inhalation toxicity grealer lhan 3,000 ppm but leas than or equal io 5.000 ppm.
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DEFINITIONS OF TERMS (Continued)

NATIONAL FIRE PROTECTION ASSOCIATION HAZARD RATINGS

{continued):

A : 2 {continued): Any quid whose saturated vapor concentration al
20°C {86°F} is aqual |0 or greater than one-fiflh Its LCayp for acute inhalation toxicity, if ils LCx is
Iss than or aqual to 5000 ppm and thal does not meet tha criterta for sither degree of hazard 3 or
degree of hazard 4. Dusts and mists with an LCy, for acute inhalalion toxcity greater than 2 mg/L
but lasa than or equal to 10 mg/L Materials with an LDy, for acute dermal ioxicity grealer than 200
mghg but lass than or equal to 1000 mp/kp. Compressed liquefied gases with boiling poinls
betwean -30°C (-22°F) and -55°C {-66 5°F) that causs savere tissue damage, depanding on
duration of exp e Materizis that are r y imitants. Materials thal cause severe, bul
revarsible imitation to lhe eyas or are lachrymators. Materials that are primary skin imitants or
sansitizers. Materials whose LDs for acute oral toxicity Is greater than 50 mg/kg but lesa than or
aqual to 500 mg/kg. Dusts and mists with an LCsp for acute inhalation foxicity greaters than 10 mgiL
but less than or equal to 200 mg/L. Materials with an | Dy for acute dermal toxicily greater ihan
1000 mgikg bul less than or equal to 2000 mgikg. Materials that slighlly to modarately bmitate the
respiratory tract eyes and skin. Materials with an LDy, for acute oral toxidly grealer than 500
mg/kp bul less than or squal lo 2000 mg/kg 3 {; ials thal, under gency conditions, can
cause sefious of permanent injury)  Gases and vepors whose LTy for acule inhalation toxcily s
groaler than 1,000 ppm but less than or squal to 3,000 pprm  Dusts and mists whosa LCyg for
acute inhatalion toxicity is greater than 0.5 mg/L but less than or aqual 1o 2 mg/L_ Materials whose
LDy, for acute dermnal loxicily is greater than 40 mgAyg but less than or equal to 200 mg/kg
Materials whose LD for acute oral toxicity Is grealer than 5 mg/kg but less than or equal to 50
mglkg. Any liquid whose saturaled vapor concentration at 20°C (68°F) is equal lo or greater than
one-fillh 1ls LCy, for acute inhalation toxicity, if its LTy IS lass than or aqual to 3000 ppm and that
does not maet the criteria for degres of hazard 4 Compressed liquefied gases with bm‘ting points

NATIONAL FIRE PROTECTION ASSOCIATION HAZARD RATINGS
(continued):
|

: 3 Materials that in b lves are e of del or axplosive
decomposilion of explosive reaclion, but thal require a strong initiating source or thal must be
healed under confinement befare initiakon: Materals thal have an eslimated instantaneous power
density (product of heat of ion and ion rate) at 250°C {462°F) ot or above 100 Wiml, and
below 1000 WinL. Malerials thal are sensitive to themmal or mechanical shock at elwated

wgs and pr 4 M thal in th tves are readily bie of d 0 of
emloslve decomposition or axplosive reaction al normal temperatures and pressures: Matarials
that have an estimaled instantaneous power density (product of heat of reaction and reaction rate) at
250°C (482°F) of 1000 WimL or graater Malerials that are senstive lo localized (hermal or
mecharical shock at normal temperatures and pressures.

FLAMMABILITY LIMITS IN AIR:

Much of the information related to fire and explosion is derived from the Natisnal Fire Protection
Association {NFPA). Flash Poini- Minimum lemperalurs atwhich a |Iqutd gives off sufficient vapors tn
form an ignitable mixture with ir. Auloegnition Temperaturs: T B req

initiate combustion In air with no other source of ignition. LEL - ms lowast peruﬂt of vapor in air. by
volume, that will explode or igrile In the presance of an igretion source. LIEL - the highest percant of
vapor in air, by volume, thal will explode or ignite in the presance of an ignition source.
TOXICOLOGICAL INFORMATION:

Human and Animal Texicology: Possible heallh hazatds a4 derived from human data, animal
studies, or from tha resulls of studias with simitar p Definitions of some tams
used in this section are: LDg - Lathal Dose (solids and Inqutds) which kills 50% of the exposad
animals; Lc.. = Lethal Concentration tgases) which kills 50% of the exposed animals;, ppm
c D d in parts of I per million parts of air or water, mg/m' concentration

batwean -30°C (-22°F) and -55°C (-68 5°F) thal cause frostbite and imaversibie tissue damag
Malertals (hal are respiratory imitants, Cryogenic gases thal cause frosibile and maversible tissus

Materials that are ive 1o the respiratory tract. Matenials thal ars corrosive to the
oyes or cause ireversible comeal opacity Malerials that are corrosive to the skin. 4 (materials
that, under emergency conditions, can be lathal): Gases and vapors whose LT for acule inhalation
toxicily less than or equal 1o 1.000 ppm. Dusts and msts whoss LTy, for acute inhalation toxicity
is less than or equal lo 0.5 my/L.  Materinls whose LD for acute dermal lowcity is less than or
equal to 40 mg/ikg. Materials whase LDy lor acute oral toxicity is less than or equal lo 5 mohkg
Any liquid whose salurated vapor concentration at 20°C (68°F) is equal to or greatar than one-fifth
it LCyo for acute inhalation toxicity. If its LC.z is lass than or agual to 1000 ppm

I : 0 Materials Ihat wit not bun under typical lire conditions. including
intnnsically nancombustble materials such as concrate. stone, and sand: Malenals that will not
bum in air when exposed 10 a temperature of B16°C {t500°F) for a perod of 5 minutes in according
wih Annex 0. 1 Materials that must be prehaatad bafore Ignition can occur. Malerials in this
degree requife considerable preheatng, under all ambienl lamparature conditions, before ignilion
and combustion can occur  Materiats that will bum in air when expased to @ tomperature of 816°C
(1500"F) fer a period of 5 minules in accordance with Annex . Liquids, solids and semisclids having a
Nash paint at or above 83 4°C {200°F) {l 0. Class IIE liquids) Liguids with a flash poirt greater than
35*C (95°F) that do nol sustain combustion when tested using the Method of Testing for Sustained
Combustibity, per 48 CFR 173, Appendix H or the UN R dation on Iha Transport of
Dangerous Goods. Model Reguialions (cutrent edition) and the related Manue! of Tests and Criena
{cument edition). Liquids with a flash point greater than 35°C (85°F) in a water-miscible salution or
dispersion with & water non.combustible liquidisolid content of mora than 85 percent by weight.
Uiquids that hava no fire poinl when testad by ASTM D 92 Standard Test Method for Flash and Fire
Points by Cleveland Open Cup, up (o a beiling point of the liquid or up 10 a temperature at which the
sample being tested shows an cbvicus physical change. Combustble pelists with a representative
diameter of grealer lhan 2 mm (10 mesh). Solids containing greater than 0 S percant by weight of a
fasturiabile or combustible sofvent are rated by the ciosed up fash point of the solvent. Most ordinary
combustible materials. 2 Matarials that must be ly heated or exposed to relatively high
ambient kemperatures before ignition can occur. Malerials in this degres would not under normal
conditions form hazardous atmospheres with air, but under high ambient lemperalures or under
moderate heating could release vapor in sufficient quantities o produce hazardous atmospheres
wilh air Liquids having a fash paint at or above 37.6°C (100°F) and bslow 83 4°C (200°F) (i.e
Class § and Class 1A liquids.) Solid malerials in the form of powders or coarse dusts of
reproseniative digmeler batween 420 microns (40 mesh) and 2 mm (10 mesh} that bum rapidly
bul that generally do nol form explosive mixiures In air  Solid materials in fibrous or shredded
form that bum rapidly and create flash fire hazards, such as cotton, sisal and hamp. Solids and
samisolids thal readily give off lammable vepors. Solids containing greater than 0 5 parcenl by
weight of a flammable or combustible solvent are rated by the dosed cup ftash point of the
soivenl. 3 Liguids and solids thal can be igniled under almost all ambient iemperature conditions.
Malerials in this degree produce hazamdous atmospheres wilh air under alrmost all ambient
temparaturas or, (hough unalfected by ambiant temperatures, are readily igniled under almast all
condilions. Liquids having a flash point below 22 8*C (73°F) and having a boding point at or sbove
37.8°C {(100°F} and those liquids having & flash poinl al or above 22.8°C (73°F) and below
37.8°C (73°F) and below 37 B°C (100°F) (! & Class IB and IC liquids). Materials that, on account
of their physical farm or envirenmental condilions, can form explosive mixtures with air and are
readily dispersed in air  Flammable or combustible dusts with a representalive diameter [ess than
420 microns {40 mesh). Materals Lhal bum with extreme rapidity. usually by reascn of ssif-
contained oxygen {e g dry nitreceliulose and meny organic peroxides). Solids containing greater
than 0 § parcant by weight of a lammable or combuslible solvent ara rated by the closad cup flash
paint of the scivant. 4 Matertals that will rapidly or completely vaporize at atmospheric pressume
and nonmal ambient temperalure or Ihat are readily dispersed in ar and will bum readily:
Flammable gases Flammable cryagenic materials. Any liquid or gaseous matarials that Is liquic
while under pressure and has a flash poinl below 22.8°C {73*F) and a hoiling peint below 37 .8°C
(100°F} {i . Class bA liquids) Materials that ignite when exposed i air, Sclids containing greater
than 0 5 parcant by weight of a flammabla or combustible solvenl are rated by the closed cup Nash
poinl of (he soivent

0 Materials that in themselves are normally stable, even under fire
condilions Materials that have an estimated instantaneous power densidy iproduct of heat of reaction
and reaclion rate) al 250°C (482°F) below 0.01 WimL. Malerials that do not exhibit an exotherm at
iemperatures less than or equal o 500°C {932°F) when tested by scanning 1
Malerals that in themselves are normally stable, but lhat can become unstable at elevalod

P jres and p & that have an astimaled instentaneous power density {produd
of heal of reaction &nd reaction rate) atl 250°C (482°F) at or above 0.01 Wiml and below 10 WimL 2
Materials that readily undergo wiolent chemical change at elevated temperatures and prassures
Mateniats thal have an estimaled instanlaneous powear densily (product of heat of reaclion and reaction
rate} al 250°C (482°F) at or above 10 W/mL and belew 100WmL

expresssd in weight of substance per volume of air, mg/kg quanlity of matenal, by weight,
adminisiorad to a test subjecl, based on their body weight in kg. Other measures of toxicily include
TDLo, the lowsst dose (o cause a symptom and TCLo the jowest concentration lo cause a symplom;
Tho, LDLo, and LDo, or TC. TCo, LCLo, and LCo, the lowsst dose (or concentration) to cause lathal
or loxc effects, Cancer iInformation: The sources are: IARC - the ional Agancy for R 1
on Cancer, NTP - the National Toxicology Program, RTECS - the Registry of Toxic Effects of
Chemical Subslances, OSHA and CALIOSHA. IARC and NTP rate chemitals on a scals of
decreasing potantial to cause human cancer with rankings from 110 4. Subrankings (24, 2B, eic.) are
aiso used. Other Information: BEI - ACGIH Biological Exp Indices, the levels of
delerminanls which are most likely to be observed inn specimens coflected from a healihy worker who
has been axposed to chemicals to the same extent as & worker with inhaiation expesure lo the TLV
REPRODUCTIVE TOXICITY INFORMATION:

A mtagen is 8 chemical which causas permanent changes to genetic material {DNA) such thal the
changas will propagate through generational lines. An embryoloxin Is a chemical which causes
damage 1o 8 developing embryg {8, within the first aight weeks of pregnancy in humans), bul the
damage doas not propagale across g ional lines. A ieratogen is a chemical which causas
damage lo @ developing fetus, but the damage does not propagate across generational lines. A

s any .-.ubslnnca whldl interferes in any way with the reproductive process,

United States FDA Ph ] rias: Pregnancy C. y A: Adequale
and well-controlled human studies hnve taited to demnnstrate a nisk lo the felus in he first
tnmester of pregnancy (and there I3 no evidence of risk in later tr: ). Preg y Cati ¥

B: Animal reproduction studies have failed to demonstrate a risk to the fatus and 1here ate no
adequale and well-controlled studies In pregnant women OR Animat studies have shown an
adverse effect. but adequate and well-controlled studies in prégnant woman have failed to
demonstrate a risk (o the felus in any trimester Pregnancy Category C: Animal reproduclion
studies have shown an agverse affect on ihe fetus and there are no adequals and well-controlled
studies in humans, but potential benefils may warrant use of the dreg in pregnant women Jdespile

igl risks. Prag Category D: Theru is pnllll\m evldcnco of human fotal risk based on
adverss reaction data from in ligational ar g exp or aluduas in humans. bul
potential banefits may wamart use of the drig In prag waten despite p I nsks
Pragnancy Category X: Sludies in animals or ki have d

aied fetal ab

and/or thare is posilive ewdence of human fetal risk based on adverse reaction tdata from
invastigational or rnarkattnq cxpariance and the risks involved in use of the drug in pregnant
wnmen clearly outweigh p | bensfits. Preg y G ¥ N: FDA has not classified this

ECOLOGICAL INFORMATION:

EC is the effect concantration in water BCF = Bioconcentralion Factor, wiich is used to determine if
substance will concantrale in lifeforms which consume contaminated plant or animal matter TL,, =
median threshold limit; Coefficiant of Civwatar Dislribution is represented by Jog K, or log K,
and is used lo assess a substance’s behavior in the anvironment.

REGULATORY INFORMATION:

U.S, and CANADA:

ACGH: American Conference of Govemmental industrial Hygienists, a profi | @assoctation which
establishas sxposure Jimils.

This section explains the impact of various laws and regulations on the material. EPA is the US.

Environmental Protection Agency NIOSH is the National institute of Occupalional Safaly and Health.
which is the rasenrch am of ma us. Oompal:anal Sa:aty and Health Administration (QSHA). WHMIS
is the Canadian \ p s ion System. DOT antt TC are the US
Department ol Transpoﬂaﬂon and the Transport Canada, respadively Superfund Amend; &nd
Reauthorization Act (SARA}. the Canadian DomesticNon-Domastic Substances List {DSLINDSL); the
US. Toxic Substance Control Act {TSCA). Marine Pollulanl status according io the DOT. the
Comprahensive Environmenial Response, Compensation, and unbnlnly Act ICERCLA ar 5upommd]
and various slate ragulations. This section also includes ir
which appear on lhe material's package iabel. OSHA - US. Occupanonal Safely nnd Healh
Administration.

EUROPEAN and INTERNATIONAL:

The DFG: This is the Federal Republic of Germany's Occupation Haslth Agancy, similar to the
US OSHA. EU is the E 1 Community { y known as the EEC, Europsan Economic
Communily) EINECS: This is the Eurcpean Inventory of Now-Existing Chamical Substances. The
ARD is the Eurcpean Ag Cor ing the | ional Carriage of Dangerous Goods by
Road and the RID are the Inlemational Regulations Concaming the Cariage of Dangerous Goods
by Rall AICS is the Australian Invenlory of Chemical Substancas.

AZITHROMYCIN for ORAL SUSPENSION SDS
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