Safety Data Sheet

Cevimeline Hydrochloride Capsules
Strength: 30mg

Pack Size: HDPE Bottle pack of 100°S

EMERGENCY OVERVIEW

Each Cevimeline tablets intended for oral administration contains Cevimeline and excipients generally
considered to be non- toxic and non-hazardous in small quantities and under conditions of normal
occupational exposure.

Section 1. Identification

Identification of the product

Product Name: Cevimeline Hydrochloride
Formula: C10H17NOS.HCL. 2 H20
Chemical Name: cis -2’-methylspiro {1-azabicyclo [2.2.2] octane-3, 5’- [1,3]
oxathiolane} hydrochloride, hydrate
Chemical Structure: ’__<{:H;
5 o HCl @ %2 H0

N
Manufacturer / supplier identification
Company: Zydus Pharmaceuticals Ltd. Unit I
Address Zydus Pharmaceuticals Limited (Unit I), Sub Plot No- 20&21,

Pharmez-Special Economic Zone, Sarkhej- Bavla Road N.H. No. 8A,
Village Matoda, Taluka. Sanand, Dist. Ahmedabad-382213, Gujarat
State, India

Contact for information: Tel: +91-2717690241

Emergency Telephone No. Tel: +91-2717690300

Recommended use / Cevimeline is indicated for the treatment of symptoms of dry mouth in
Therapeutic Category patients with Sjogren’s Syndrome.

Restriction on Use / Cevimeline is contraindicated in patients with uncontrolled asthma,
Contraindications: known hypersensitivity to cevimeline, and when miosis is undesirable,

e.g., in acute iritis and in narrow-angle (angle-closure) glaucoma.
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Dose and
Administration

Adverse Effects

Over Dose Effect

Contraindications

Pregnancy Comments

Section 2. Hazard(s) Identification

The recommended dose of Cevimeline Hydrochloride Capsules
is 30 mg taken three times a day. There is insufficient safety
information to support doses greater than 30 mg tid. There is
also insufficient evidence for additional efficacy of cevimeline
hydrochloride at doses greater than 30 mg tid.

Common adverse effects of Cevimeline hydrochloride capsules
(30 mg, typically 3x daily) are mostly due to cholinergic
stimulation, including excessive sweating (diaphoresis), nausea,
runny nose (rhinitis), Diarrhea, dizziness, headache, fatigue, and
visual disturbances

A Cevimeline hydrochloride overdose causes severe cholinergic
toxicity (parasympathomimetic effects) due to overstimulation of
receptors, resulting in symptoms like excessive sweating,
Diarrhea, severe nausea, vomiting, breathing difficulties, and
slow or irregular heartbeat. Seek immediate emergency medical
attention (emergency services) or call poison control.

Cevimeline is contraindicated in patients with uncontrolled
asthma, known hypersensitivity to cevimeline, and when miosis
is undesirable, e.g., in acute iritis and in narrow-angle (angle-
closure) glaucoma.

Cevimeline was associated with a reduction in the mean number
of implantations when given to pregnant Sprague-Dawley rats
from 14 days prior to mating through day seven of gestation at a
dosage of 45 mg/kg/day (approximately 5 times the maximum
recommended dose for a 60 kg human when compared on the
basis of body surface area estimates). This effect may have been
secondary to maternal toxicity. There are no adequate and well-
controlled studies in pregnant women. Cevimeline should be
used uring pregnancy only if the potential benefit justifies the
potential risk to the fetus.
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Section 3. Composition / information on ingredients

Component \ Exposure Limit CAS No.
Principle Component:
Cevimeline Hydrochloride 75 mcg/day 153504-70-2

Inactive Ingredients:

Lactose Monohydrate - -

Hydroxypropyl Cellulose - -

Croscarmellose Sodium - -

Colloidal Silicon Dioxide - -

Magnesium Stearate - -

Empty Hard gelatine Capsule size - -

(3 3 b

Section 4. First -aid measures

After inhalation: e Move to fresh air. Get medical attention for any breathing
difficulty

After skin contact: e Wash exposed area with soap and water. Get medical advice if

irritation develops.

After eye contact: e Immediately flush eyes with plenty of water for at least 1 5minutes,
lifting lower and upper eyelids occasionally. Get medical attention
immediately.

After swallowing: e Immediately call a poison centre or Doctor/Physician.

Overdose Treatment Management of the signs and symptoms of acute overdosage should be

handled in a manner consistent with that indicated for other muscarinic
agonists: general supportive measures should be instituted. If medically
indicated, atropine, an anti cholinergic agent, may be of value as an
antidote for emergency use in patients who have had an overdose of
cevimeline. If medically indicated, epinephrine may also be of value in
the presence of severe cardiovascular depression or bronchoconstriction.
It is not known if cevimeline is dialyzable.

Section 5. Fire -fighting measures
Extinguishing media e Dry chemical, foam or Carbon Dioxide
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Protective equipment: Wear full protective clothing and breathing equipment for high intensity
fire or potential explosion conditions. Use of limited water spray on a
smouldering fire can release explosive hydrogen.

Hazardous Release of toxic fumes by heating and burning. Take Precaution to avoid
decomposition product  dust explosion

Section 6. Accidental Release Measures

Personal precautions, e Remove all sources of ignition.

protective equipment e Ventilate leak or spill.

and emergency e Wear appropriate personal protective equipment

procedures

Methods and material e Clean up spills in a manner that does not disperse dust into air.

for containment and e Use non sparkling tools and equipment.

cleaning up: e Reduce airborne dust and prevent scattering by moistening with
water.

e Pick up spill for recovery or disposal and place in closed container.

Section 7. Handling and Storage

Storage: Keep in tightly closed container, stored in cool, dry, ventilated area.
Protect against physical damage.
Separate from acids and oxidizing materials.
Inner bags of this material may be hazardous when empty since they retain
product residues.
Store locked up

Precautions: Wash hands thoroughly after handling.
Do not eat, drink or smoke when using this product.
Do not breathe dust.
Wear protective gloves/protective clothing.
Handle this chemical in work areas with adequate local exhaust
ventilation.

Section 8. Exposure controls / personal protection

Respiratory A half face-piece particular respirator (NIOSH type N95 or better filters)
Protection 1s recommended.

Skin protection Gloves and laboratory coat, apron or coveralls.

Eye/face protection Use chemical safety goggles. Maintain eye wash fountain and quick-

drench facilities in work area

Section 9. Physical and chemical properties

Appearance Description of Cevimeline Hydrochloride Capsules 30mg: White to off
white granular powder filled in empty hard gelatin capsule size ‘3’ with
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white colored opaque cap printed with “1964” in black ink and white
colored opaque body. The capsules should be free of all physical defects.

Solubility Easy to extremely dissolve in  Odour Slightly
water, methanol and ethanol characteristic
odour.
Boiling point Not available. Melting Point 203.3°C
Evaporation rate Not available. Vapour density Not available.
Reactivity in water Not available. Vapour pressure  Not available.
% Volatile by volume Not available. Specific gravity Not available.

Section 10. Stability and Reactivity

Conditions to avoid Strong humidity and water.

Reactivity Not available

Stable Stable under recommended temperatures and pressures.
Chemical stability Stable for 5 years under ordinary conditions of storage.
Hazardous reactions Can for hydrochloric acid and sulphur dioxide

Incompatible materials  Strong Oxidizers

Section 11. Toxicological information

Toxicity Signature: Excessive muscarinic activity, often termed cholinergic crisis, which can include
symptoms like excessive sweating, gastrointestinal distress, and cardiac changes

Ingestion May cause salivation, lachrymation, sweating, nausea or stomach ache. When large
amount of swallowing, tremors or convulsions occur.

Acute Toxicity (LD50): Oral LDO for mice is 80 mg/kg; LD50 for mice is 92 mg/kg.

Acute Overdose Symptoms

Symptorps related t0  gevere headache, mental confusion, tremors, convulsions, or coma.

the physical,

cherplcal apd Difficulty breathing, respiratory distress.

Toxicological

characteristics Bradycardia (slow heart rate) or tachycardia (fast heart rate), hypertension or

hypotension, atrioventricular block, shock.

QOcular: Visual disturbances (blurred vision, miosis, tear production).
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Carcinogenesis: High-dose, long-term studies in rats indicated a potential risk, with a
statistically significant increase in uterine adenocarcinomas observed at 100
mg/kg/day, which is roughly 8 times the maximum human dose.

Mutagenicity & No evidence of mutagenicity was found in standard assays. A reduction in

Fertility implantations occurred at high doses in rats (45 mg/kg/day), thought to be
secondary to maternal toxicity

Section 12. Ecological information

Ecological No data available on ecotoxicity.

information

Section 13. Disposal Consideration

Dispose of container and unused contents in accordance with federal, state and local requirements.

Section 14. Transport Information

The product is not hazardous when shipping via air (IATA), ground (DOT), or sea (IMDG). In
accordance with ADR / RID / IMDG / IATA / ADN

Section 15. Regulatory Information

Generic Medicine. Approved by USFDA & the ANDA Number is 220267

Section 16. Other information

None

Date of issue: 19/03/26 Supersedes edition: 00

The information contained herein is based on the state of our knowledge. It characterizes the product
with regard to the appropriate safety precautions. It does not represent a guarantee of the properties of
the product.




