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Chemwatch Hazard Alert Code: 1

Safety Data Sheet according to WHS Regulations (Hazardous Chemicals) Amendment 2020 and ADG requirements

SECTION 1 Identification of

the substance / mixture and of the company / undertaking

Issue Date: 10/12/2021
Print Date: 30/08/2022
S.GHS.AUS.EN

Product Identifier
Product name
Chemical Name
Synonyms
Chemical formula

Other means of identification

Relevant identified uses of the

Relevant identified uses

Benztrop™, Benztropine Mesylate, 2mg, Tablet
Not Applicable

Not Available

Not Applicable

Not Available

substance or mixture and uses advised against

Benztrop is approved for the treatment of all forms of parkinsonism and the treatment of extra pyramidal reactions (except tardive dyskinesia) due

to neuroleptic drugs.

Details of the supplier of the safety data sheet

Registered company name
Address

Telephone

Fax

Website

Email

Emergency telephone number
Association / Organisation

Emergency telephone
numbers

Other emergency telephone
numbers

Phebra

17-19 Orion Road Lane Cove West NSW 2066 Australia
+61 2 9420 9199|1800 720 020

+61 2 9420 9177

www.phebra.com

msds@phebra.com
Phebra CHEMWATCH EMERGENCY RESPONSE

+61 401 264 004 +61 1800 951 288

N/A +61 3 9573 3188

Once connected and if the message is not in your preferred language then please dial 01

SECTION 2 Hazards identification

Classification of the substance or mixture

Poisons Schedule
Classification [1]

Legend:

Label elements

Hazard pictogram(s)

Signal word

Hazard statement(s)

S4

Hazardous to the Aquatic Environment Long-Term Hazard Category 3

1. Classified by Chemwatch; 2. Classification drawn from HCIS; 3. Classification drawn from Regulation (EU) No 1272/2008 - Annex VI

Not Applicable

Not Applicable

H412 | Harmful to aquatic life with long lasting effects.

Precautionary statement(s) Prevention

P273 ‘ Avoid release to the environment.

Precautionary statement(s) Response

Not Applicable

Precautionary statement(s) Storage

Not Applicable

Page 1 continued...
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Precautionary statement(s) Disposal

P501 Dispose of contents/container to authorised hazardous or special waste collection point in accordance with any local regulation.

Not Applicable

SECTION 3 Composition / information on ingredients

Substances
See section below for composition of Mixtures

Mixtures
CAS No %[weight] Name
63-42-3 >60 alpha-lactose
9004-34-6 <10 cellulose
9005-25-8 <10 starch
132-17-2 1.4 Benztropine Mesylate
557-04-0 <1 magnesium stearate

Legend: 1. Classified by Chemwatch; 2. Classification drawn from HCIS; 3. Classification drawn from Regulation (EU) No 1272/2008 - Annex VI; 4.
Classification drawn from C&L; * EU IOELVs available

SECTION 4 First aid measures

Description of first aid measures

If this product comes in contact with eyes:

Wash out immediately with water.

If irritation continues, seek medical attention.

Removal of contact lenses after an eye injury should only be undertaken by skilled personnel.

-

Eye Contact

-

-

Skin Contact Generally not applicable.

* If fumes or combustion products are inhaled remove from contaminated area.

* Lay patient down. Keep warm and rested.
Inhalation * Prostheses such as false teeth, which may block airway, should be removed, where possible, prior to initiating first aid procedures.

* Apply artificial respiration if not breathing, preferably with a demand valve resuscitator, bag-valve mask device, or pocket mask as trained.

Perform CPR if necessary.

* Transport to hospital, or doctor.

* If swallowed do NOT induce vomiting.

* If vomiting occurs, lean patient forward or place on left side (head-down position, if possible) to maintain open airway and prevent aspiration.
Imoestion 4 Observg thg pgtient carefully. ) . . . ) ) )

* Never give liquid to a person showing signs of being sleepy or with reduced awareness; i.e. becoming unconscious.

* Give water to rinse out mouth, then provide liquid slowly and as much as casualty can comfortably drink.

* Seek medical advice.

Indication of any immediate medical attention and special treatment needed

Acute anticholinergic syndrome is reversible and subsides once all of the causative agent has been excreted. Reversible acetylcholinesterase inhibitor agents such as
physostigmine can be used as an antidote in life-threatening cases.
Wider use of inhibitor agents is discouraged due to the significant side effects related to cholinergic excess including: seizures, muscle weakness, bradycardia,
bronchoconstriction, lacrimation, salivation, bronchorrhea, vomiting, and diarrhea.
Piracetam (and other racetams), L-alpha glycerylphosphorylcholine (alpha-GPC) and choline are known to activate the cholinergic system and alleviate cognitive symptoms
caused by extended use of anticholinergic drugs.
Physostigmine salicylate (1-2 mg) subcutaneously or intravenously has been shown to reverse CNS symptoms of anticholinergic intoxication*.
* Mercke, Sharp and Dohme MSDS

+ Physostigmine is the only reversible acetylcholinesterase inhibitor capable of directly antagonising the CNS manifestations of anticholinergic toxicity; it is an uncharged tertiary
amine that efficiently crosses the blood brain barrier
Most patients can be treated safely without physostigmine, but it is recommended for use when at least one of the following aberrations are present: tachydysrhythmias with
subsequent haemodynamic compromise, intractable seizures, or severe agitation or psychosis (in which the patient is considered a threat to self or others).
Although some recommend the use of benzodiazepines (such as diazepam) as first-line agents for the control of agitation associated with the anticholinergic syndrome, one study
suggests that physostigmine is significantly more effective and no less safe for use in this setting. Physostigmine is contraindicated in patients with cardiac conduction
disturbances (prolonged PR and QRS intervals) on ECG analysis.
Even in documented cases of anticholinergic toxicity, seizures have been reported after the rapid administration of physostigmine. Asystole has occurred after physostigmine
administration for tricyclic antidepressant overdose, so a conduction delay (QRS > 0.10 second) or suggestion of tricyclic antidepressant ingestion is generally considered a
contraindication to physostigmine administration

-

-

-

L4

-

-

-

NOTE: Following overdosage, a curare-like action may occur, i.e., neuromuscular blockade leading to muscular weakness and possible paralysis. In the event of a curare-like effect on
respiratory muscles, artificial respiration should be instituted and maintained until effective respiratory action returns.

Medical Conditions Aggravated by Exposure: Hypersensitivity to material; glaucoma; liver or kidney disease; overactive thyroid; gastrointestinal tract obstructive disease; enlarged
prostate gland, urinary obstruction, or urinary retention; intestinal atony; ulcerative colitis; myasthenia gravis; heart disease, including cardiac arrhythmias, congestive heart failure,
coronary artery disease, and mitral stenosis; paralytic ileus; reflux oesophagitis (gastric reflux); hiatal hernia; pyloric obstruction; and tachycardia

Treatment regime for atropine intoxication (and for other anticholinergics):

Empty the stomach by aspiration and lavage.

The use of charcoal to prevent absorption, followed by lavage has been suggested.

Give a purgative such as 30 gm sodium sulfate in 250 ml H20.

Excitement may be controlled by diazepam or other short acting barbiturates.

Supportive therapy may require oxygen and assisted respiration, ice-bags or alcohol sponges for hyperpyrexia, especially in children, bladder catheterisation and the
administration of fluids.

MARTINDALE: The Extra Pharmacopoeia: 29th Edition

-

- r r T
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SECTION 5 Firefighting measures

Extinguishing media
* Foam.
* Dry chemical powder.
+ BCF (where regulations permit).
* Carbon dioxide.
+ Water spray or fog - Large fires only.

Special hazards arising from the substrate or mixture

Fire Incompatibility * Avoid contamination with oxidising agents i.e. nitrates, oxidising acids, chlorine bleaches, pool chlorine etc. as ignition may result

Advice for firefighters

Alert Fire Brigade and tell them location and nature of hazard.

Wear breathing apparatus plus protective gloves.

Prevent, by any means available, spillage from entering drains or water courses.
Use water delivered as a fine spray to control fire and cool adjacent area.

DO NOT approach containers suspected to be hot.

Cool fire exposed containers with water spray from a protected location.

If safe to do so, remove containers from path of fire.

Equipment should be thoroughly decontaminated after use.

Slight hazard when exposed to heat, flame and oxidisers.

Fire Fighting

- o w w oW oW oW ¥

* Combustible.

Slight fire hazard when exposed to heat or flame.

Heating may cause expansion or decomposition leading to violent rupture of containers.
On combustion, may emit toxic fumes of carbon monoxide (CO).

May emit acrid smoke.

Mists containing combustible materials may be explosive.

Combustion products include:

carbon monoxide (CO)

carbon dioxide (CO2)

other pyrolysis products typical of burning organic material.

- o w ow ow

Fire/Explosion Hazard

HAZCHEM Not Applicable

SECTION 6 Accidental release measures

Personal precautions, protective equipment and emergency procedures
See section 8

Environmental precautions
See section 12

Methods and material for containment and cleaning up

* Clean up all spills immediately.
Minor Spills * Secure load if safe to do so.
* Bundle/collect recoverable product.
* Collect remaining material in containers with covers for disposal.
Clean up all spills immediately.
Wear protective clothing, safety glasses, dust mask, gloves.
Secure load if safe to do so. Bundle/collect recoverable product.
Major Spills Use dry clean up procedures and avoid generating dust.

Vacuum up (consider explosion-proof machines designed to be grounded during storage and use).
Water may be used to prevent dusting.
Collect remaining material in containers with covers for disposal.

- r T T w owow

Personal Protective Equipment advice is contained in Section 8 of the SDS.

SECTION 7 Handling and storage

Precautions for safe handling

Limit all unnecessary personal contact.

Wear protective clothing when risk of exposure occurs.
Use in a well-ventilated area.

Avoid contact with incompatible materials.

When handling, DO NOT eat, drink or smoke.

Keep containers securely sealed when not in use.
Avoid physical damage to containers.

Always wash hands with soap and water after handling.

Safe handling

- o w w ow ow T ¥

-

Other information Store away from incompatible materials.

Conditions for safe storage, including any incompatibilities

* Polyethylene or polypropylene container.
Suitable container * Packing as recommended by manufacturer.
* Check all containers are clearly labelled and free from leaks.

Continued...
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Cellulose and its derivatives may react vigorously with calcium oxide, bleaching powder, perchlorates, perchloric acid, sodium chlorate, fluorine,
nitric acid, sodium nitrate and sodium nitrite.
May be incompatible with aminacrine hydrochloride, chlorocresol, mercuric chloride, phenol, resorcinol, tannic acid and silver nitrate.

* Avoid reaction with oxidising agents

Storage incompatibility

SECTION 8 Exposure controls / personal protection

Control parameters

Occupational Exposure Limits (OEL)

INGREDIENT DATA

Source Ingredient Material name TWA STEL Peak Notes

i Cellulose (paper 10 Not Not (a) This value is for inhalable dust containing no
Australia E t Il ) . . . o

ustralia Exposure Standards cellulose fibre) mg/m3 Available Available asbestos and < 1% crystalline silica.

. 10 Not Not (a) This value is for inhalable dust containing no
Australia Exposure Standards starch Starch mg/m3 Available Available asbestos and < 1% crystalline silica.

I magnesium 10 Not Not (a) This value is for inhalable dust containing no
Australia Exposure Standards stearate Stearates mg/m3 Available Available asbestos and < 1% crystalline silica.
Emergency Limits
Ingredient TEEL-1 TEEL-2 TEEL-3
starch 30 mg/m3 330 mg/m3 2,000 mg/m3
Ingredient Original IDLH Revised IDLH
alpha-lactose Not Available Not Available
cellulose Not Available Not Available
starch Not Available Not Available
Benztropine Mesylate Not Available Not Available
magnesium stearate Not Available Not Available
Occupational Exposure Banding
Ingredient Occupational Exposure Band Rating Occupational Exposure Band Limit
Benztropine Mesylate E <0.01 mg/m?®
Notes: Occupational exposure banding is a process of assigning chemicals into specific categories or bands based on a chemical's potency and the

adverse health outcomes associated with exposure. The output of this process is an occupational exposure band (OEB), which corresponds to a
range of exposure concentrations that are expected to protect worker health.

Exposure controls

Engineering controls are used to remove a hazard or place a barrier between the worker and the hazard. Well-designed engineering controls can

be highly effective in protecting workers and will typically be independent of worker interactions to provide this high level of protection.

The basic types of engineering controls are:

Process controls which involve changing the way a job activity or process is done to reduce the risk.

Appropriate engineering Enclosure and/or isolation of emission source which keeps a selected hazard "physically" away from the worker and ventilation that strategically
controls "adds" and "removes" air in the work environment. Ventilation can remove or dilute an air contaminant if designed properly. The design of a

ventilation system must match the particular process and chemical or contaminant in use.

Employers may need to use multiple types of controls to prevent employee overexposure.

Local exhaust ventilation usually required.

Personal protection @

Eye and face protection No special equipment required due to the physical form of the product.
Skin protection See Hand protection below

Wear general protective gloves, eg. light weight rubber gloves.

FEGTEE: (OIS No special equipment required due to the physical form of the product.

Body protection See Other protection below

* Overalls.
* P.V.C apron.
Other protection * Barrier cream.
* Skin cleansing cream.
* Eye wash unit.

Respiratory protection
Particulate. (AS/NZS 1716 & 1715, EN 143:2000 & 149:001, ANSI Z88 or national equivalent)

Where the concentration of gas/particulates in the breathing zone, approaches or exceeds the "Exposure Standard" (or ES), respiratory protection is required.
Degree of protection varies with both face-piece and Class of filter; the nature of protection varies with Type of filter.

Required Minimum Protection Factor Half-Face Respirator Full-Face Respirator Powered Air Respirator
upto 10 x ES -AUS P2 - -PAPR-AUS / Class 1 P2
up to 50 x ES - -AUS / Class 1 P2 -

Continued...
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up to 100 x ES - -2 P2 -PAPR-2 P2 ~

~ - Full-face
A(All classes) = Organic vapours, B AUS or B1 = Acid gasses, B2 = Acid gas or hydrogen cyanide(HCN), B3 = Acid gas or hydrogen cyanide(HCN), E = Sulfur dioxide(S02), G =
Agricultural chemicals, K = Ammonia(NH3), Hg = Mercury, NO = Oxides of nitrogen, MB = Methyl bromide, AX = Low boiling point organic compounds(below 65 degC)

- Respirators may be necessary when engineering and administrative controls do not adequately prevent exposures.

- The decision to use respiratory protection should be based on professional judgment that takes into account toxicity information, exposure measurement data, and frequency and
likelihood of the worker's exposure - ensure users are not subject to high thermal loads which may result in heat stress or distress due to personal protective equipment (powered,
positive flow, full face apparatus may be an option).

- Published occupational exposure limits, where they exist, will assist in determining the adequacy of the selected respiratory protection. These may be government mandated or
vendor recommended.

- Certified respirators will be useful for protecting workers from inhalation of particulates when properly selected and fit tested as part of a complete respiratory protection program.
- Where protection from nuisance levels of dusts are desired, use type N95 (US) or type P1 (EN143) dust masks. Use respirators and components tested and approved under
appropriate government standards such as NIOSH (US) or CEN (EU)

- Use approved positive flow mask if significant quantities of dust becomes airborne.

- Try to avoid creating dust conditions.

SECTION 9 Physical and chemical properties

Information on basic physical and chemical properties

Appearance Round flat faced white tablet (one side X scored and other side debossed ‘PMS-2’).

Physical state Manufactured Relative density (Water = 1) Not Available
Odour Not Available PRV COIENEE R-EEETE! Not Available

/ water
Odour threshold Not Available Auto-ignition temperature (°C) Not Available

Decomposition

pH (as supplied) Not Available temperature (°C) Not Available
ISR (REi: /e p?:g; Not Available Viscosity (cSt) Not Applicable
ptabendlpeintiany b0|I|°ng Not Available Molecular weight (g/mol) Not Available
range (°C)
Flash point (°C) Not Available Taste Not Available
Evaporation rate Not Available Explosive properties Not Available
Flammability Not Available Oxidising properties Not Available

Surface Tension (dyn/cm or

Upper Explosive Limit (%) Not Available Not Applicable

mN/m)
Lower Explosive Limit (%) Not Available Volatile Component (%vol) Not Available
Vapour pressure (kPa) Not Available Gas group Not Available

pH as a solution (Not

Availableot) Not Available

Solubility in water Not Available

Vapour density (Air = 1) Not Available VOC g/L Not Available

SECTION 10 Stability and reactivity

Reactivity See section 7
Chemical stability Product is considered stable and hazardous polymerisation will not occur.

Possibility of hazardous .
y . See section 7
reactions

Conditions to avoid See section 7
Incompatible materials See section 7

Hazardous decomposition

See section 5
products

SECTION 11 Toxicological information

Information on toxicological effects

Inhalation of vapours or aerosols (mists, fumes), generated by the material during the course of normal handling, may be damaging to the health
of the individual.

Inhaled Cellulose, given via the windpipe, caused fibrosis in the alveoli and airways, with injuries of the lung cells. Some health effects associated with
wood, cotton, flax, jute and hemp particles or fibres are not attributable to cellulose content but to other substances and/or impurities.
Accidental ingestion of the material may be damaging to the health of the individual.
Ioestion Large doses of cellulose may be administered orally as non-nutritive bulk, with doses of up to 30 g/day tolerated as bulk laxative while extremely

large oral doses may produce disturbances to the gut.
Starch is generally of low toxicity. An abnormal craving for starch (amylophagia) during pregnancy has been recognized in certain areas.

Open cuts, abraded or irritated skin should not be exposed to this material

Entry into the blood-stream, through, for example, cuts, abrasions or lesions, may produce systemic injury with harmful effects. Examine the skin
prior to the use of the material and ensure that any external damage is suitably protected.

Not normally a hazard due to physical form of product.

Skin Contact

Although the material is not thought to be an irritant (as classified by EC Directives), direct contact with the eye may produce transient discomfort

E . . . . . .
ye characterised by tearing or conjunctival redness (as with windburn).

Continued...
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Legend:
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STARCH

BENZTROPINE MESYLATE
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There has been some concern that this material can cause cancer or mutations but there is not enough data to make an assessment.
Substance accumulation, in the human body, may occur and may cause some concern following repeated or long-term occupational exposure.
There is some evidence that inhaling this product is more likely to cause a sensitisation reaction in some persons compared to the general
population.

There is limited evidence that, skin contact with this product is more likely to cause a sensitisation reaction in some persons compared to the
general population.

Some workers may develop chronic occupational dermatitis (generally mild) through the handling of starch products.

When starch is used as a lubricant in surgical gloves, small amounts, released into the patient during the course of surgery, have resulted in
granulomas and peritonitis.

Inhalation studies using animals have shown that cellulose fibres can cause lung scarring, and humans exposed to cellulose at work are more
likely to develop asthma and obstructive lung disease. The substance may also induce the production of free radicals in human white blood cells.
<

Long-term use of antihistamines can cause sugar in the urine, obstructive jaundice, skin discolouration associated with loss of platelets, early
periods, loss of milk production, breast development in males and decreased sex drive. Disturbances in the blood include anaemia, loss of white
blood cells and platelets.

Wide area external application of antihistamines can cause various side effects, including sensitisation and eczema.

TOXICITY IRRITATION
Not Available Not Available

TOXICITY IRRITATION

Oral (Rat) LD50; >10000 mg/kg[2] Not Available

TOXICITY IRRITATION

Dermal (rabbit) LD50: >2000 mg/kgl2] Not Available

Inhalation(Rat) LC50; >5.8 mg/L4hl2]

Oral (Rat) LD50; >5000 mg/kgl2]

TOXICITY IRRITATION

Not Available Skin (human): 0.3 mg/3d-I mild
TOXICITY IRRITATION

Oral (Mouse) LD50; 91 mg/kgl?! Not Available

TOXICITY IRRITATION

Oral (Rat) LD50; >10000 mg/kg[2] Not Available

1. Value obtained from Europe ECHA Registered Substances - Acute toxicity 2.* Value obtained from manufacturer's SDS. Unless otherwise
specified data extracted from RTECS - Register of Toxic Effect of chemical Substances

Equivocal tumorigenic agent by RTECS criteria.

The material may cause skin irritation after prolonged or repeated exposure and may produce on contact skin redness, swelling, the production of
vesicles, scaling and thickening of the skin.

Parasympatholytic effects, somnolence, toxic psychosis, convulsions recorded.

For quaternary ammonium compounds (QACs):

Quaternary ammonium compounds are synthetically made surfactants. Studies show that its solubility, toxicity and irritation depend on chain
length and bond type while effect on histamine depends on concentration. QACs may cause muscle paralysis with no brain involvement. There is
a significant association between the development of asthma symptoms and the use of QACs as disinfectant.

Dopamine receptors are implicated in many neurological processes, including motivation, pleasure, cognition, memory, learning, and fine motor
control, as well as modulation of neuroendocrine signaling. Abnormal dopamine receptor signaling and dopaminergic nerve function is implicated
in several neuropsychiatric disorders.Thus, dopamine receptors are common neurologic drug targets; antipsychotics are often dopamine receptor
antagonists while psychostimulants are typically indirect agonists of dopamine receptors.

The neurotransmitter dopamine is the primary endogenous ligand for dopamine receptors

Dopamine receptors are a class of G protein-coupled receptors that are prominent in the vertebrate central nervous system (CNS). Dopamine
receptors activate different effectors through not only G-protein coupling, but also signaling through different protein (dopamine receptor-
interacting proteins) interactions.

Anticholinergic medications are a class of drugs that share a common mechanism of blocking the action of the neurotransmitter acetylcholine
(ACh) in the central and autonomic nervous systems, resulting in a wide variety of desired and adverse effects. One-third to one-half of the most
commonly prescribed drugs for seniors have anticholinergic properties as many of these drugs are indicated in disorders common in the elderly.
Consequently, understanding the clinical significance of long-term use of these medications on the onset and progression of neurodegenerative
diseases is critical. The term anticholinergic suggests broad effects of these drugs, but most long-term effects are due to interference with
muscarinic signaling.

Short-term adverse effects of anticholinergic drug exposure are well known and include anhidrosis, ocular and mouth dryness, blurred vision and
mydriasis, agitation, dysarthria, delirium, hallucinations, coma, and seizures. However, certain evidence suggests that with long-term use, these
medications may also have “tardive” or long-term and permanent side effects on the nervous system. For instance, a case-control study has
found an increased risk of dementia correlating with anticholinergic drug use. As most anticholinergic medications exert their influence through
muscarinic receptors in the central nervous system (CNS), which is widespread and with numerous functions, associations found between their
use and development of adverse effects may also apply to other common neurodegenerative diseases.Long-term anticholinergic medication use
and its association with the incidence of dementia have raised concerns regarding the potential long-term detrimental effects of these
medications. With the involvement of muscarinic receptors in mediating neuroinflammation as well as cerebral vasculature, further study into the
effects of these medications on other neurodegenerative conditions as well as better determining the mechanism of action of their detrimental
effects is required.

Cholinergic deficits and dysfunction are seen extensively with numerous neurodegenerative conditions including Alzheimer disease (AD),
Parkinson's disease (PD), Amyotrophic lateral sclerosis (ALS), and others

The cell bodies of brain cholinergic projection nuclei predominantly reside in the basal forebrain and rostral midbrain within the CNS The basal
forebrain projects to the prefrontal cortex, hippocampus and amygdala and is believed to play a critical role in cognition as degeneration of this
system is associated with declining memory, learning, executive dysfunction, and other cognitive deficits including dopamine, norepinephrine,
and serotonin.

Continued...
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For G-protein inhibitors:/ antagonists/ modulators.

G protein-coupled receptors (GPCRs) are essential cell membrane signaling molecules and represent the most important class of drug targets.
Some signaling pathways downstream of a GPCR may be responsible for drug adverse effects, while others mediate therapeutic efficacy. Biased
ligands preferentially activate only a subset of all GPCR signaling pathways. They hold great potential to become next-generation GPCR drugs
with less side effects due to their potential to exclusively activate desired signaling pathways.

GPCR ligands include odorants, tastants, and neurotransmitters, and vary in size and properties. Dramatic chemical diversity may occur even
among ligands of the same receptor. Chemical variability of antagonists significantly correlates with the binding site hydrophobicity and
anti-correlates with the number of hydrogen bond donors in the binding site. The number of disulfide bridges in the extracellular region of a
receptor anti-correlates with the range of molecular weights of its antagonists, highlighting the role of the entrance pathway in determining the
size selectivity for GPCR antagonists.

Fatty acid salts of low acute toxicity. Their potential to irritate the skin and eyes is dependent on chain length.

Asthma-like symptoms may continue for months or even years after exposure to the material ends. This may be due to a non-allergic condition
known as reactive airways dysfunction syndrome (RADS) which can occur after exposure to high levels of highly irritating compound. Main
criteria for diagnosing RADS include the absence of previous airways disease in a non-atopic individual, with sudden onset of persistent
asthma-like symptoms within minutes to hours of a documented exposure to the irritant. Other criteria for diagnosis of RADS include a reversible
airflow pattern on lung function tests, moderate to severe bronchial hyperreactivity on methacholine challenge testing, and the lack of minimal
lymphocytic inflammation, without eosinophilia. RADS (or asthma) following an irritating inhalation is an infrequent disorder with rates related to
the concentration of and duration of exposure to the irritating substance. On the other hand, industrial bronchitis is a disorder that occurs as a
result of exposure due to high concentrations of irritating substance (often particles) and is completely reversible after exposure ceases. The
disorder is characterized by difficulty breathing, cough and mucus production.

X Carcinogenicity | X
xX Reproductivity |
X STOT - Single Exposure | X
x STOT - Repeated Exposure |
X Aspiration Hazard | 2

Legend: ¥ - Data either not available or does not fill the criteria for classification
+" — Data available to make classification
SECTION 12 Ecological information
Toxicity
Endpoint Test Duration (hr) Species Value Source
Benztrop™, Benztropine
Mesylate, 2mg, Tablet Z\?;ilable Not Available Not Available E\clj;lable Q\T;Iable
Endpoint Test Duration (hr) Species Value Source
Fipnadactose E\(/);ilable Not Available Not Available Z\(j;ilable Z\?;ilable
Endpoint Test Duration (hr) Species Value Source
reliose Maiabie ot Avaiiable Not Available Avaieble | Available
Endpoint Test Duration (hr) Species Value Source
s Z\?;ilable Not Available Not Available Es;name ngilable
Endpoint Test Duration (hr) Species Value Source
penatiopine Mesyiate Z\c/);ilable Not Available Not Available Z\?;ilable z\c/’;name
Endpoint Test Duration (hr) Species Value Source
megnesium siearete Esgnable Not Available Not Available Es;mme ,':\(/);ilable

Legend:

Extracted from 1. IUCLID Toxicity Data 2. Europe ECHA Registered Substances - Ecotoxicological Information - Aquatic Toxicity 4. US EPA,
Ecotox database - Aquatic Toxicity Data 5. ECETOC Aquatic Hazard Assessment Data 6. NITE (Japan) - Bioconcentration Data 7. METI (Japan)
- Bioconcentration Data 8. Vendor Data

Harmful to aquatic organisms, may cause long-term adverse effects in the aquatic environment.
Do NOT allow product to come in contact with surface waters or to intertidal areas below the mean high water mark. Do not contaminate water when cleaning equipment or disposing

of equipment wash-waters.

Wastes resulting from use of the product must be disposed of on site or at approved waste sites.

Cellulosic products, including cellulose ethers, generally have a low biodegradation rate and are generally of low toxicity to fish.

Sugar-based compounds (saccharides), including polysaccharides are generally easily decomposed by biodegradation. Not all polysaccharides decompose with equal rapidity, and
polysaccharides are also synthesised by microorganisms during, for example, the compost maturation phases. Water-insoluble species such as cellulose take longer to decompose
and those with a significant degree of branching also take longer.

DO NOT discharge into sewer or waterways.

Persistence and degradability
Ingredient
alpha-lactose

cellulose

Persistence: Air

LOW

Persistence: Water/Soil
LOW

Low LOW

Continued...
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Bioaccumulative potential

Ingredient Bioaccumulation

alpha-lactose LOW (LogKOW = -5.1249)

cellulose LOW (LogKOW = -5.1249)
Mobility in soil

Ingredient Mobility

alpha-lactose LOW (KOC = 10)

cellulose LOW (KOC = 10)

SECTION 13 Disposal considerations

Benztrop™, Benztropine Mesylate, 2mg, Tablet

Issue Date: 10/12/2021
Print Date: 30/08/2022

Waste treatment methods

Recycle wherever possible or consult manufacturer for recycling options.
Consult State Land Waste Authority for disposal.
Bury or incinerate residue at an approved site.

L3

. R L3

Product / Packaging disposal '
* Recycle containers if possible, or dispose of in an authorised landfill.

SECTION 14 Transport information

Labels Required
Marine Pollutant NO
HAZCHEM Not Applicable

Land transport (ADG): NOT REGULATED FOR TRANSPORT OF DANGEROUS GOODS
Air transport (ICAO-IATA / DGR): NOT REGULATED FOR TRANSPORT OF DANGEROUS GOODS
Sea transport (IMDG-Code / GGVSee): NOT REGULATED FOR TRANSPORT OF DANGEROUS GOODS

Transport in bulk according to Annex Il of MARPOL and the IBC code
Not Applicable

Transport in bulk in accordance with MARPOL Annex V and the IMSBC Code

Product name Group

alpha-lactose Not Available
cellulose Not Available
starch Not Available
Benztropine Mesylate Not Available
magnesium stearate Not Available

Transport in bulk in accordance with the ICG Code

Product name Ship Type

alpha-lactose Not Available
cellulose Not Available
starch Not Available
Benztropine Mesylate Not Available
magnesium stearate Not Available

SECTION 15 Regulatory information

Safety, health and environmental regulations / legislation specific for the substance or mixture

alpha-lactose is found on the following regulatory lists

Australian Inventory of Industrial Chemicals (AlIC)

cellulose is found on the following regulatory lists

Australian Inventory of Industrial Chemicals (AlIC)
International Agency for Research on Cancer (IARC) - Agents Classified by the IARC
Monographs

starch is found on the following regulatory lists

Australian Inventory of Industrial Chemicals (AlIC)

Benztropine Mesylate is found on the following regulatory lists

Australia Chemicals with non-industrial uses removed from the Australian Inventory of
Chemical Substances (old Inventory)

magnesium stearate is found on the following regulatory lists

International Agency for Research on Cancer (IARC) - Agents Classified by the IARC
Monographs - Group 1: Carcinogenic to humans

International WHO List of Proposed Occupational Exposure Limit (OEL) Values for
Manufactured Nanomaterials (MNMS)

Australia Standard for the Uniform Scheduling of Medicines and Poisons (SUSMP) -
Schedule 4

Continued...
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Australian Inventory of Industrial Chemicals (AlIC) International Agency for Research on Cancer (IARC) - Agents Classified by the IARC
International Agency for Research on Cancer (IARC) - Agents Classified by the IARC Monographs - Group 1: Carcinogenic to humans
Monographs International WHO List of Proposed Occupational Exposure Limit (OEL) Values for

Manufactured Nanomaterials (MNMS)

National Inventory Status

National Inventory Status

Australia - A_IIC / Australia Yes

Non-Industrial Use

Canada - DSL Yes

Canada - NDSL No (alpha-lactose; Benztropine Mesylate; magnesium stearate)
China - IECSC No (Benztropine Mesylate)

Europe - EINEC / ELINCS / NLP Yes

Japan - ENCS No (cellulose; Benztropine Mesylate)
Korea - KECI No (Benztropine Mesylate)

New Zealand - NZIoC Yes

Philippines - PICCS No (Benztropine Mesylate)

USA - TSCA No (Benztropine Mesylate)

Taiwan - TCSI No (Benztropine Mesylate)

Mexico - INSQ No (Benztropine Mesylate)

Vietnam - NCI No (Benztropine Mesylate)

Russia - FBEPH No (Benztropine Mesylate)

Yes = All CAS declared ingredients are on the inventory

Legend: ) - h . . ) ] . ) .
9 No = One or more of the CAS listed ingredients are not on the inventory. These ingredients may be exempt or will require registration.

SECTION 16 Other information

Revision Date 10/12/2021
Initial Date 01/11/2009

SDS Version Summary

Version Date of Update Sections Updated
6.1 01/11/2019 One-off system update. NOTE: This may or may not change the GHS classification
7.1 10/12/2021 Classification change due to full database hazard calculation/update.

Other information

Classification of the preparation and its individual components has drawn on official and authoritative sources as well as independent review by the Chemwatch Classification
committee using available literature references.

The SDS is a Hazard Communication tool and should be used to assist in the Risk Assessment. Many factors determine whether the reported Hazards are Risks in the workplace or
other settings. Risks may be determined by reference to Exposures Scenarios. Scale of use, frequency of use and current or available engineering controls must be considered.

Definitions and abbreviations

PC—TWA: Permissible Concentration-Time Weighted Average
PC—STEL: Permissible Concentration-Short Term Exposure Limit
IARC: International Agency for Research on Cancer

ACGIH: American Conference of Governmental Industrial Hygienists
STEL: Short Term Exposure Limit

TEEL: Temporary Emergency Exposure Limit,

IDLH: Immediately Dangerous to Life or Health Concentrations
ES: Exposure Standard

OSF: Odour Safety Factor

NOAEL :No Observed Adverse Effect Level

LOAEL: Lowest Observed Adverse Effect Level

TLV: Threshold Limit Value

LOD: Limit Of Detection

OTV: Odour Threshold Value

BCF: BioConcentration Factors

BEI: Biological Exposure Index

AlIC: Australian Inventory of Industrial Chemicals

DSL: Domestic Substances List

NDSL: Non-Domestic Substances List

IECSC: Inventory of Existing Chemical Substance in China
EINECS: European INventory of Existing Commercial chemical Substances
ELINCS: European List of Notified Chemical Substances

NLP: No-Longer Polymers

ENCS: Existing and New Chemical Substances Inventory

KECI: Korea Existing Chemicals Inventory

NZloC: New Zealand Inventory of Chemicals

PICCS: Philippine Inventory of Chemicals and Chemical Substances
TSCA: Toxic Substances Control Act

TCSI: Taiwan Chemical Substance Inventory

INSQ: Inventario Nacional de Sustancias Quimicas

NCI: National Chemical Inventory

Continued...
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FBEPH: Russian Register of Potentially Hazardous Chemical and Biological Substances

This document is copyright.

Apart from any fair dealing for the purposes of private study, research, review or criticism, as permitted under the Copyright Act, no part may be reproduced by any process without
written permission from CHEMWATCH.

TEL (+61 3) 9572 4700.

Benztrop is a trademark of Phebra Pty Ltd, 19 Orion Road, Lane Cove West, Australia.
Phebra and the Phi symbol are trademarks of Phebra Pty Ltd, 19 Orion Road, Lane Cove West, Australia.

end of SDS



