(Material) Safety Data Sheet BAUSCH+LOMB

Section 1 - Product and Company Identification

Material Name = Miochol-E 1:100 Intraocular Solution

Chemical Category = Use only in accordance with label instructions and supplied prescribing information.
Molecular Formula = C7H16CINO2

Molecular Weight = 1817

Product Description = Clear liquid. Powder.

Product Use = Miochol-E Finished Pharmaceutical Product.

Synonyms = Acetylcholine Chloride Intraocular Solution

Manufacturer = Bausch & Lomb Incorporated

1400 North Goodman Street
Rochester, NY 14609
United States

Telephone
General = 1-800-553-5340
Emergency = 1-800-535-5053

Section 2 - Hazards Identification

EMERGENCY OVERVIEW

Causes mild skin irritation.

Prevention Store at room temperature. Wear protective
gloves .
Response Gently wash with plenty of soap and water. IF

IN EYES: Rinse cautiously with water for
several minutes. Remove contact lenses, if
present and easy to do. Continue rinsing. IF
SWALLOWED: Immediately call a POISON
CENTER or doctor/physician if you feel unwell.

No data available. Under Canadian regulations (Workplace Hazardous Materials Information System (WHMIS) - Hazardous Products Act (HPA), Section
11(1)), these product(s) are exempt and considered manufactured article(s) under stated normal conditions of use. Under United States Regulations (29
CFR 1910.1200(c) - Hazard Communication Standard), the product(s) listed above are exempt as article(s) under stated normal conditions of use.

Physical Form = Liquid Powder

Color = No data available.

Odor = No data available.

GHS = Skin Corrosion/Irritation - Category 3
Medical Conditions = No data available,

Aggravated by Exposure

NFPA

Fira

—
Hizalth Special

Potential Health Effects
Inhalation



Acute (Immediate)
Chronic (Delayed)

Skin

Acute (Immediate)
Chronic (Delayed)

Eye

Acute (Immediate)
Chronic (Delayed)

Ingestion

Acute (Immediate)
Chronic (Delayed)
Mutagenic Effects

Reproductive Effects
Other Acute Effects

Potential Environmental

Effects

Under normal conditions of use, no health effects are expected.
Under normal conditions of use, no health effects are expected.

Causes mild skin irritation.

Under normal conditions of use, no health effects are expected.

Under normal conditions of use, no health effects are expected.
Under normal conditions of use, no health effects are expected.

Under normal conditions of use, no health effects are expected.
Under normal conditions of use, no health effects are expected.
Repeated and prolonged exposure may cause sensitization.

No data available.

Under normal conditions of use, no health effects are expected.

No data available.

Section 3 - Composition/Information on Ingredients

Hazardous Components

Chemical Name CAS %(wt) | UN;EINECS LD50/LC50 EUR&S | Other
Phrases
Potassium chloride T447- na 231-211-8 Ingestion/Oral-Mouse LD50 - 1500 mg/kglngestion/Oral-Rat LD50 - NDA NDA
40-7 2600 mg/kg
Non-Hazardous Components
Chemical Name CAS %(wt) | UN;EINECS LD50/LC50 EUR&S | Other
Phrases
Water 7732- > 231-791-2 Ingestion/Oral-Rat LD50 - >90 mL/kg NDA NDA
18-5 99%
Choline acetate 60-31-1 <= 200-468-8 Ingestion/Oral-Rat LD50 - 2500 mg/kglngestion/Oral-Mouse LD50 - NDA NDA
(ester), chloride 1% 3 g/kg
Acetic acid, sodium 6131- na NDA NDA
salt, trihydrate 90-4
Calcium chloride, 10035- na NDA NDA
dihydrate 04-8
Magnesium 7791- na Ingestion/Oral-Rat LD50 - 8100 mg/kglngestion/Oral-Mouse LD50 - NDA NDA
chloride, 18-6 7600 mg/kgIngestion/Oral-Mouse LD50 - 4666.7
hexahydrate mg/kglngestion/Oral-Rat LD50 - 7333.3 mg/kg
Mannitol, D- 69-65-8 na 200-711-8 Ingestion/Oral-Rat LD50 - 13500 mg/kglngestion/Oral-Mouse LD50 - NDA NDA

22 g/kg

Under United States Regulations (29 CFR 1910.1200(c) - Hazard Communication Standard), the product(s) listed above
are exempt as article(s) under stated normal conditions of use.

See Section 11 for Toxicological Information.

Section 4 - First Aid Measures

Inhalation

Skin

Eye
Ingestion
Antidotes

= First aid is not expected to be necessary if material is used under ordinary
conditions and as recommended.

= Flush with fresh water if contact with skin or eyes.

= Flush eyes with water for at least 15 minutes.

= Obtain medical attention immediately if ingested.

= No data available.
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Notes to Physician = No data available.
Other Information = Have the product container or label with you when calling a poison control center or
doctor, or going for treatment.

See Section 2 for Potential Health Effects.

Section 5 - Fire Fighting Measures

Extinguishing Media = Material is non-combustible. In case of fire use media as appropriate for
surrounding fire.

Unsuitable Extinguishing Material is non-combustible. In case of fire use media as appropriate for

Media surrounding fire.

Firefighting Procedures = No data available

Unusual Fire and Explosion = Material is non-combustible and is not expected to pose a fire or explosion hazard.
Hazards

Hazardous Combustion = None known.

Products

Protection of Firefighters = No data available

Section 6 - Accidental Release Measures

Personal Precautions = Do not touch damaged containers or spilled material unless wearing appropriate
protective clothing

Emergency Procedures = No emergency procedures are expected to be necessary if material is used under
ordinary conditions as as recommended

Environmental Precautions = Do NOT wash away into sewer

Containment/Clean-up = Clean up spill immediately.

Measures Use appropriate Personal Protective Equipment (PPE)

Prohibited Materials = No data available

Section 7 - Handling and Storage

Handling = No data available
Storage = Keep container closed.
Special Packaging Materials = No data available
Incompatible Materials or » No data available

Ignition Sources

Section 8 - Exposure Controls/Personal Protection

Personal Protective Equipment

Pictograms . i

Respiratory = No data available

Eye/Face =  Wear safety glasses.

Hands = Wear appropriate gloves.
General Industrial Hygiene = Avoid contact with skin and eyes.
Considerations

Engineering = No data available

Measures/Controls
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Exposure Limits/Guidelines

Result NIOSH OSHA
5 mg/m3 Ceiling (as Mn)

Ceilings | Not established
Magnesium as Manganese compounds
chloride, 3 mg/m3 STEL (as Mn)
gzxahydrate STELs Not established
Manganese as Manganese compounds
compounds 1 mg/m3 TWA (as Mn)

TWAs Not established

as Manganese compounds

Key to abbreviations

Permissible Exposure Level determined by the Occupational Safety and Health

PEL = Administration (OSHA)

STEL =

TV = |ndustrial Hygienists (ACGIH)
TWA =

ACGH =

American Conference of Governmental Industrial Hygiene

NIOSH

Short Term Exposure Limits are based on 15-minute exposures
Threshold Limit Value determined by the American Conference of Governmental

Time-Weighted Averages are based on 8h/day, 40h/week exposures

National Institute of Occupational
Safety and Health

Section 9 - Physical and Chemical Properties

Physical Form
Appearance/Description

- Liquid

= Clear Liquid. Powder .

Color: No data available.

Odor: No data available.

Taste: No data available.

Odor Threshold: NDA

Boiling Point: 212 F(100 C) Vapor Pressure: NDA
Melting Point: 32 F(0 C) Vapor Density: NDA
Specific Gravity: NDA Evaporation Rate: NDA
Density: NDA VOC (Wt.): NDA
Bulk Density: NDA VOC (Vol.): NDA
pH: NDA Volatiles (Wt.): NDA
\Water Solubility: NDA Volatiles (Vol.): NDA
Solvent Solubility: NDA Flash Point: NDA
\Viscosity: NDA Flash Point Test Type: NDA
Half-Life: NDA UEL: NDA
Octanol/Water Partition NDA LEL: NDA
coefficient:

Coefficient of water/oil NDA Autoignition: NDA
distribution:

Bioaccumulation Factor: NDA Bioconcentration Factor: NDA
Biochemical Oxygen Demand | NDA Chemical Oxygen Demand: NDA
BOD/BODS5:

Persistence: NDA Degradation: NDA

Section 10 - Stability and Reactivity

Stability

Hazardous Polymerization
Conditions to Avoid
Incompatible Materials

= Stable under normal temperatures and pressures.
» Hazardous polymerization will not occur.

= No data available
= No data available
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Hazardous Decomposition

Products

= No data available

Section 11 - Toxicological Information

Component Name Concentration CAS Data
Acute Toxicity: ; orl-rat LD50:>90 mL/kg; orl-cat LDL0:320 gm/kg; orl-
dog LDL0:629 gm/kg; orl-gpg LDL0:429 gm/kg; orl-rbt LDL0:368 gm/kg;
0, - -
Water > 99% 7732185 | \linf TDLo:333 gmikg: orl-man TDL0:42.86 gmikg; orl-rbt TDL0:3502
gm/kg/2W-I
Choline acetate (ester), chloride <=1% 60-31-1 Acute Toxicity: ; orl-mus LD50:3 gm/kg; orl-rat LD50:2500 mg/kg
Acetic acid, sodium salt, trinydrate na 6131-90-4 Mutagen: ; dns-rat-orl 11 mmol/kg
Calcium chloride, dihydrate na 10035-04-8 Acute Toxicity: ; orl-rat TDL0:243 gm/kg/35W-C
Mutagen: ; dns-rat-orl 500 ug/kg
Acute Toxicity: ; ocu-rbt TDL0:100 pph; orl-mus LD50:7600 mg/kg; orl-
. . Py mus LD50:4666.7 mg/kg; orl-rat LD50:7333.3 mg/kg; orl-rat LD50:8100
Magnesium chloride, hexahydrate na 7791-18-6 | 1 /kg; orl-dom TDL0:240 mg/kg/4D-C; orl-mus TDL0:273 gmikg/13W-
C; skn-gpg TDL0:100 pph/2D-I
Acute Toxicity: ; orl-mus LD50:22 gm/kg; orl-rat LD50:13500 mg/kg; orl-
Mannitol, D- na 69-65-8 mus TDL0:4368 gm/kg/39W-C; orl-mus TDL0:5460 gm/kg/39W-C; orl-
rat TDLo:84 gm/kg/14D-C; orl-rat TDL0:273 gm/kg/13W-C
Acute Toxicity: ; orl-mus LD50:1500 mg/kg; orl-rat LD50:2600 mg/kg;
orl-gpg LDL0:2500 mg/kg; orl-inf LDL0:938 mg/kg/2D; orl-man LDLo:20
mg/kg; orl-man TDL0:214.29 mg/kg; orl-rat TDL0:75.6 gm/kg/6W-C; orl-
Potassium chloride na 7447-40-7 rat TDL0:983 gm/kg/78W-C; orl-rat TDL0o:1536 gm/kg/130W-C; orl-wmn
TDL0:60 mg/kg/D
Irritation: ; eye-rbt 500 mg/24H MLD
Mutagen: ; dns-rat-orl 1500 ug/kg
Key to abbreviations
TC _ Toxic SEV = Severe
Concentration
TD = Toxic Dose
LD = Lethal Dose
MLD = Mid
MOD = Moderate

Section 12 - Ecological Information

Ecological Fate

Persistence/Degradability
Bioaccumulation Potential

Mobility in Soil
Other Information

No data available.
No data available.
No data available.
No data available.
No data available.

Section 13 - Disposal Considerations

Product
Packaging

Other Information

Dispose of content and/or container in accordance with local, regional, national,
and/or international regulations.

Dispose of content and/or container in accordance with local, regional, national,
and/or international regulations.

Dispose of wastes in an approved waste disposal facility.

Page 5 of 6




Section 14 - Transportation Information

DOT - United States - Department of Transportation Not regulated for transportation

IMO/IMDG -International Maritime Transport=Not regulated for transportation

IATA - International Air Transport Association Not regulated for transportation

Section 15 - Regulatory Information

SARA Hazard Classifications

United States

Environment

No data available

U.S. - CERCLA/SARA - Section 313 - Emission Reporting

= Acetic acid, sodium salt, trihydrate 6131-90-4 na Not Listed

= Magnesium chloride, hexahydrate na 1.0 % de minimis concentration (Chemical Category
N450)

= Magnesium chloride, hexahydrate as Manganese compounds na 1.0 % de minimis concentration (Chemical Category
N450)

= Calcium chloride, dihydrate 10035-04-8 na Not Listed

= Mannitol, D- 69-65-8 na Not Listed

= Potassium chloride T7447-40-7 na Not Listed

= Choline acetate (ester), chloride 60-31-1 <=1% Not Listed

= Water

7732-18-5 >99% Not Listed

Section 16 - Other Information

Disclaimer/Statement of Liability

Revised Summary

To the best of our knowledge, the information contained herein is accurate.
However, neither Bausch & Lomb Incorporated nor any of its subsidiaries
assumes any liability whatsoever for the accuracy or completeness of the
information contained herein. Final determination of suitability of any material
is the sole responsibility of the user. All materials may present unknown
hazards and should be used with caution. Although certain hazards are
described herein, we cannot guarantee that these are the only hazards that
exist. NO WARRANTY, EXPRESS OR IMPLIED, OF MERCHANTABILITY,
FITNESS OR OTHERWISE IS MADE. In no event shall Bausch & Lomb
Incorporated or any of its subsidiaries be liable for any special, incidental or
consequential damages.
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