
SAFETY DATA SHEET 

Fluvoxamine Maleate Extended-Release Capsules 100 mg and 150 mg 

EMERGENCY OVERVIEW 
Fluvoxamine Maleate Extended-Release Capsules has an active drug substance Fluvoxamine 
Maleate and pharmaceutical excipients generally considered safe, non-toxic and non-hazardous. 
The quantities of the excipients used in the product are well within the IID (Inactive Ingredient 
Database) limits prescribed by USFDA for oral route. 

WARNING: Accidental ingestion of large amounts may be harmful. 

Section 1. Identification of the substance 

Identification of the product 
Product name : Fluvoxamine Maleate Extended-Release Capsules 

Potencies : 100 mg and 150 mg 

Chemical Name : 5-methoxy-4'-(trifluoromethyl) valerophenone-(E)-O-
(2-aminoethyl)oxime maleate (1:1) 

Therapeutic Category : Anti-depressant drug 

Product Use  
 

: Treatment of obsessive compulsive disorder (OCD), as 
defined in the DSMIV. 

Marketed by 
 

: Ajanta Pharma USA Inc. 
Bridgewater, NJ 08807. 
Made in India 

 

Contact Information : 855-664-7744

Section 2. Composition / information on ingredients 
Active ingredient:  
Fluvoxamine Maleate USP 

Exposure Limit: 
No information available 

Inactive ingredients:  Ethyl cellulose, Hydroxypropyl cellulose, hypromellose, sugar spheres (which 
contain sucrose and corn starch), triethyl citrate, and talc. The capsule shell contains gelatin, titanium 
dioxide, black iron oxide, iron oxide yellow, FD&C Blue No. 1 and sodium lauryl sulfate. The capsule 
shell is printed with black ink. The black ink contains shellac, propylene glycol, potassium hydroxide, 
and black iron oxide. 
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Section 3. Health hazards information 

Potential Health Effects : Inhalation: Not expected to be hazardous in final 
pharmaceutical form. 

Eye Contact: Not expected to be hazardous in final 
pharmaceutical form. 

Skin Contact: Not expected to be hazardous in final 
pharmaceutical form. 

Ingestion: Health injuries are not known or expected under 
normal use. Exposures above clinical dosage could result  in 
adverse effects. Minor occupational exposures are not 
expected to be harmful. 

Other: None 

Effects of Overexposure   : The potential for exposure is reduced in finished 
pharmaceutical form. 

Section 4. First aid measures 

This product in the final dosage form (capsules) does not pose a problem of exposure to active 
moieties, and does not cause inhalation, skin and eye irritation problem. The lose powder exposure 
hazards are during the manufacturing process. 

Overdose : In case of overdose, get medical help or contact a Poison 
Control Center right away. 

Inhalation : Remove to fresh air. If not breathing, give artificial 
respiration or give oxygen by trained personnel. Get 
immediate medical attention. 

Skin contact : Basic hygiene and appropriate precautions should prevent 
skin contact. If skin contact occurs, wash affected area with 
soap and water for at least 15 minutes. Should skin irritation, 
allergic reaction, or rash occur, remove contaminated 
clothing (if required) and seek medical advice. 

Eye contact : If eye contact occurs, flush immediately with water for at 
least 60 minutes. If easy to do, remove contact lenses. Get 
medical attention. 

Page 2 of 7



Ingestion  
 

: Ingestion is not an anticipated route of exposure. If 
accidental ingestion occurs, flush mouth out with water and 
get medical attention. 
 

Self-protection of the first 
aider  
 

  : First aider: Pay attention to self-protection. Do not breathe 
dust/fume/gas/mist/vapors/spray. Avoid contact with skin, 
eyes or clothing. Use personal protective equipment as 
required.  
 

Section 5. Fire-fighting measures 
 
Flash Point 
 

 
: 

 
Not Applicable. 
 

Suitable Extinguishing Media : Not flammable. Use extinguishing measures that are 
appropriate to local circumstances and the surrounding 
environment. Water spray, alcohol-resistant foam, 
carbon dioxide, dry chemical powder or appropriate 
foam. 
 

Fire hazard : Not flammable. 

Explosive hazard : Not an explosive. Product is in capsule form, but 
contains substances that are combustible dusts. If these 
substances in their powder form are allowed to 
accumulate, dispersed in sufficient quantities in air, and 
in the presence of an ignition source, it may cause a dust 
explosion. 
 

Reactivity : Hazardous reactions will not occur under normal 
conditions. 

Fire Fighting Instructions :  Exercise caution when fighting any chemical fire. Use 
water spray or fog for cooling exposed containers. Do not 
enter fire area without proper protective equipment, 
including respiratory protection. As in any fire, wear self-
contained breathing apparatus   pressure-demand (NIOSH 
approved or equivalent), and full protective gear to 
prevent contact with skin and eyes. 
 

 

Section 6. Accidental release measures 
 
Personal Precautions, 
Protective Equipment and 
Emergency Procedures  

: Ensure adequate ventilation. Use personal protective 
equipment as required. Evacuate personnel to safe areas. 
Eliminate all ignition sources if safe to do so. Avoid all eye 
and skin contact and do not breathe dust. 
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Environmental Protections  
 

: Inform respective authorities in case of seepage into water 
course or sewage system. Take steps to avoid release into 
the environment, if safe to do so. Do not flush into surface 
water or sanitary sewer system. 
 

Methods for containment   
 
 

: Contain spill and collect, as appropriate. Transfer to a 
chemical waste container for disposal in accordance with 
local regulations. Prevent further leakage or spillage if safe 
to do so. Ensure adequate ventilation. 
 

Methods for cleaning up : For small quantities associated with normal therapeutic use, 
collect spillage and transfer to a closed waste container for 
disposal. For large or bulk quantities, after absorption with 
inert material, collect spillage by sweeping up spilled 
material and place in a labelled, sealed container for proper 
disposal. Vacuum clean-up is preferred. If sweeping is 
required use a dust suppressant. Vacuum must be fitted with 
HEPA filter to prevent release of particulates during clean-
up. 
 

Section 7. Handling and storage 
 
Handling  : Handle in accordance with good industrial hygiene and 

safety practice. Avoid contact with skin, eyes or clothing. 
Do not eat, drink or smoke when using this product. 
Remove contaminated clothing and shoes. Ensure 
adequate ventilation. 
  

Storage Conditions  : Fluvoxamine maleate extended-release capsules should 
be protected from high humidity and stored at 25°C 
(77°F); excursions permitted to 15°C to 30°C (59°F to 
86°F) [see USP Controlled Room Temperature]. 
Avoid exposure to temperatures above 30°C (86°F). 
Dispense in tight containers.  
 

Section 8. Exposure controls/personal protection 
 

Engineering Controls 
 

: Site-specific risk assessments should be conducted to 
determine the appropriate exposure control measures. If 
applicable, use process enclosures, local exhaust  
ventilation, or other engineering controls to maintain 
airborne levels below recommended exposure limits. 
 

Hand protection  
 

: Wear protective gloves made from PVC, neoprene, 
nitrile, vinyl, or PVC/NBR. 

   
 
 
 

Page 4 of 7



Eye  protection  : None required for consumer use. In laboratory, medical 
or industrial settings, safety glasses with side shields are 
recommended. The use of tightly sealed googles or full 
face protection may be required depending on the 
industrial exposure setting. Contact a health and safety 
professional for specific information. 
 

Skin and body protection : In laboratory, medical or industrial settings, impervious 
disposable gloves and protective clothing are 
recommended if skin contact with drug product is 
possible. 
 

Respiratory protection  : When manufacturing or handling product in large 
quantities and dusts or particulates may be generated, 
maintain airborne concentrations below recommended 
limits. Workplace risk assessments should be completed 
before specifying and implementing respirator usage. 
NIOSH/MSHA approved respirators for protection 
should be used if found to be necessary. 
 

General protective and 
hygienic measures 

: Always observe good personal hygiene measures, such as 
washing after handling the material and before eating, 
drinking and /or smoking. Routinely wash work clothing 
and protective equipment to remove contaminants. 
 

Other  
 

: Limit access to only personnel trained in the safe 
handling of this material. Consult a health and safety 
professional for specific PPE, respirator, and risk 
assessment guidance. 

   
Section 9. Physical and chemical properties 

 
Physical state : Solid 

Appearance : 100 mg Extended-Release Capsules: Available in an 
olive opaque/grey opaque hard gelatin capsules of size 
'2' imprinted with 'ap' logo on cap and 'FL 100' on body 
in black ink containing white to off white pellets. 
Bottles of 30 capsules with child-resistant closure 
NDC 27241-274-30 
 
150 mg Extended-Release Capsules: Available in an 
olive opaque/white opaque hard gelatin capsules of 
size '1' imprinted with 'ap' logo on cap and 'FL 150' on 
body in black ink containing white to off white pellets.  
Bottles of 30 capsules with child-resistant closure 
NDC 27241-275-30  
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Section 10. Stability and reactivity 

Chemical stability   : Material is stable under normal conditions 

Reactivity   : The product is stable and non-reactive under normal 
conditions of use, storage and transport. 

Possibility of hazardous reactions   : None under normal processing.  

Conditions to avoid       :  Extremes of temperature and direct sunlight. 

Incompatible materials   : Strong oxidizing agents 

Hazardous decomposition 
products  

  : Decomposition will not occur under normal 
conditions. 

Section 11. Toxicological information 

Germ cell mutagenicity : Based on available data, the classification criteria are 
not met. 

Carcinogenicity : Based on available data, the classification criteria 
are not met. 

Reproductive toxicity : Based on available data, the classification criteria 
are not met. 

STOT - single exposure : Based on available data, the classification criteria are 
not met. 

STOT - repeated exposure   : Causes damage to organs through prolonged or 
repeated exposure (Central nervous system). 

Section 12. Ecological information 

Ecotoxicity of drug substance : The API in capsule dosage form is not expected to 
present significant adverse environmental effects. 

In the finished product form : There is no potential for air borne contamination since 
the product is in consolidated form in hard gelatin 
capsules. 
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Section 13. Disposal consideration 

Waste treatment methods: Dispose of contents/container in accordance with local, regional, 
national, and international regulations as applicable. Dispose of waste in accordance with 
environmental legislation. Do not flush into surface water or sanitary sewer system. 

Section 14. Transport information 

This product is not subject to the regulations for the safe transport of hazardous chemicals 

DOT : Not regulated as dangerous goods 

IATA: Not regulated as dangerous goods   

IMDG : Not regulated as dangerous goods 

Section 15. Regulatory information 

DEA: It is not a DEA regulated scheduled drug. 

FDA: Fluvoxamine Maleate Extended-Release Capsules is an approved prescription 
medication.  

Inventory Status: This material is not listed on the US TSCA Inventory. 

Section 16. Disclaimer 

This document has been prepared in accordance with standards for workplace safety. The 
precautionary statements and warning included might not apply in all cases. Your needs may vary 
depending on the potential for exposure in your workplace. The above information is believed to 
be correct but does not purport to be all-inclusive and shall be used only as a guide. Nothing here 
in shall be deemed to create any warranty, express or implied.  

Ajanta shall not be held liable for any damage resulting from handling or from contact with the 
above product. 

Date: 25-Oct-2024 

SEE CURRENT PACKAGE INSERT FOR FURTHER INFORMATION 
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