The Purdue Frederick Company

Material Safety Data Sheet

Betadine® So ution
(10% povidon : jodine) Version: 16-Mar-04

1. CHEMTICAL PRODUCT/COMPANY IDENTIFICATION

Material Identifi sation: Betadine® Solution (10% povidone iodine)

Chemical Name

1-ethyeny -2-pyrrolidinone homapolymer compound with iodine

Synonyms
PVYP-1

Molecular Formula: (CoHsLNO)y -1y Molcular Weight: not available
CAS Number: 25655-41-§

Product Use: topical microbiocide

Responsible Par:y

Manufae urer
TI & Purdue Frederick Company
Cr e Stamford Forum
201 Tresser Bovlevard
Stimford, CT 06901-3431
Tilephone: (888) 726-7535

EMERG INCY CONTACT
C i=mtree (800) 424.- 9300. For all internztional ransportation -
er tergencies call Chemtree collect at (703) 527-3887.

2. HAZARDOUS COMPONENTS

Materi CAS Nymber Y
L-ethenyl-2-pyrn lidinone homopolymer

compound with jodine 25655-41-8 10.0-10.7
containg either o' the [ollowing:
glycerin 56-81-5
pareth 25-9 68131-39-5

3. Hazards Identification
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The Purdie Frederick Company

Emergency Over view ) o o
Wormal b ndling should not constitute a hazard. ‘The following information is

provided . or those circumslances where uncontrolled exposure may occur,

Reddish-t rown, clear liquid

Character stic odor

Harmful 1 y inhalation, skin contact, or ingestion

May caus : eye irtitation ard mild skin irtation

Target or, ans; respiratory sysiem, gastrointestina] tract, skin, eyes, kidneys,
thyraid.

Potential Health Effects ) )
Betadinet ) Solution is a topical microbiocide. Its active ingredient is povidone
jodine.

Betadinet ) Solution is generally non-irritating to skin. However, prolonged
exposure ;0 wet solution may cause irtitation of, rarely, severe skin reactions.
Pavidone iodine may cause skin sensitization. Betadine® Solution may cause aye
irritation.

Prolonge | contact of large skin arees with Betadine® Solution may lead to
excessive absorption of iodine and should be aveided.

Qvercxp: sure from breathing acrosols and/or iodine vapors may cause fxritation
10 the res siratory tract, bronchitis and absorption through the lungs.

High con :entrations of iodine in the blood from iuhalation or ingestion may cause
thyroid d sorder (hyperthyroidism), renal distarbences, acidosis, and electrolyte
disturbar :es such as increased iodine Jevels and severs hyponatremia.

Conditio: s that may be aggravated by exposure 10 povidone iodine: ssthma,
chronic t :onchitis, and thyroid disorders.

Carcinogenicity Information
None of he components of Betadine® Solution are listed by IARC, NTP, OSHA,
or ACGI 1 as & carcinogen.

4. First Aid Measurcs

First Aid
INHALZ# TION
If aeroso s or jodine vapor are inhaled, rernove to fresh air. If not breathing, give
attificial -espiration. If breathing is difficult, give: oxygen. Get medical attention.

SKIN CONTACT
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The Purdue Frederick Company

Remove ¢ sataminated clothing, Flush skin with plenty of water and_wash
thorough! - with soap and water. I{ irritation (redr.ess, itching, swelling) develops,
seek medi :al attention. Wash contaminated clothing before reuse.

EYE COt TACT _
In case of contact, immediately flush eycs with plenty of water for at least 15
mimutes. T casy 1o do, remove contact lenses. Gel medical attention.

TNGESTI DN ]
If swallos ‘ed, do not induce: vomiting. Drink several glasses of milk or water.
Never giv : anything by mouth to an unconscious person. Get medical ettention.

Notes to Physici ins ‘
Np speciz| first aid. Provide supportive measures.

5. Fire Fighting Measures

Flammabhle Pro)erties
Non-flar nable,

Extinguishing  zdia
Water spi 2y, carbon dioxide, dry chemical powder, or foam as appropriate for the
surround 1g materjal.

Fire Fighting Instructions
Evacuate persomne) to a safe area. Move containess from area if it ¢an be done
without r sk. Wear protective clothing and positive-pressure, self-contained
breathing apparatus with full protective gear.

6. Accidental Release Meisures

Safegunards (Per sonnel)
NOTE: ].eview FIRE FIGHTING MEASURES and HANDLING
(PERSOIINEL) sections befere proceeding with clean-up. Use appropriate
PERSOR AL PROTECTIVE EQUIFMENT duriny clean-up to minimize
exposure Lo this material. Evacuate personnel from the area.

Inital Containr ient
Prevent riaterial from entering sewers, waterways, or low areas. Dike ar¢a for
later disp »3al.

Spill Clean-op
Wear sui able protective clothing and equipment. Vacwum or mop up liquid and
place in : container suilable for chemical waste; avoid generation of serosols.
Place col ected material into a suitable container for disposal. Thoroughly wash
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The Purdue Frederick Company

arca with letergent and water. Dispose of all solid waste and wash and rinse
water in a :cordance with federa), state, and local regulations.

7. Handling and Storage

Handling (Perso anel) ] ]
Avoid pre cedures that will generate aerosols. Do not get in eyes, on skin, or on

clothing. Wash thoroughly after hardling. Wash contaminated clothing after use.
Use with deguate ventilation.

Handling (Physi :al Aspects)
Close cor ‘ainer after each use, Do not generate atrosols.

Storage
Store in a airtight container. Keep container closed. Store at room temperature.

Keep fror i contact with oxidizing materials.

8. Exposure Contirols/Personal Protection

Engineering Co itrols
Handle m :terial under adequate ventilation. Keep container tightly closed,

Personal Protec ive Equipment : -
‘Wear saft ty glasses with side shields. Wear foll-lace protection when judged that

the possit ility exists for ey= and face conlact.

Wear an « ppropriate NIOSH-approved air purifying respirator or pesitive pressure
air-suppli :d respiratory in situations where a respirator is judged appropriate to
prevent ir halation.

Wear imf zrvious clothing such as gloves, Jab coat, shog covers, apron, or
Jjurpsit, 2s appropriate, to prevent skin contact  Consult the site safety
professim al for additional guidance, as needed.

Exposure Guide ines

Exposure Limit
None est: blished for Betadine® Solution.
None est: blished for Povidone iodine.
None est: blished for Pareth 25-9.
For lodir e:
PEL (OS1{A): 0.1 ppm
TLV (ACSIH): 0.] ppm

For Glye rin;
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The Purdue Frederick Company

PEL (OSF A): 15 mg/m’, 1otal dust
5 mg/m’, nesp:rablc fraction

TLY (AC 3TH): 10 mg/m’ (mist)

Exposur: Guideline Comments

none
9. Physical and Chemical Propertie
l’-hysicnll)ltn
Odor: sli hi characteristic
Form: lig ud

Color: re dish brown

Vapor Pre ssure: no information availabie
Melting P int: no information avaiiable
Solubihty sohble in water and in alcohol

10. Stability and Reactivity

Chermical Stabil vy
Low stabi ity hazard expected al normal operating temperatures.

Reactivity
A mixtun of equal parts of'a 10% povidene jodine solution and hydrogen
peroxide . % exploded about 100 minutes afier mizing.

Incompatibility vith Other Materials
Strong all alis or reducing agents

Decompusition
Will not ¢ ecomposc under conditions of usual handiing.

Polymerization
Material v 1ll not polymerize.

11. Toxicological Inform:ition

Animal Data
Betadined ' Solution has not undergone loxicity testing in animals. The
informati« 11 presented below is for povidone iodine, glycerin, and parath 25-9.
Skin/Eyes
Povidone odine

Povidone odine has been reportad to be a mild skin and cye irrftant in animals.

Glyterin 1 &s been reported o produce mild skin and eye imritation in rabbits.
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Pareth 25-0

No infont ation available,

Acuie
Povidone icdine
Oral LDy, : ral: =8 g/kg
Oral LD+ : mouse; 8.1 g/ke
Intraveno 1s LDxp: rat: 640 mg/kg
Intraveno 1s LDgy: mouse: 480 me/kp
Intraveno 1s LDsg: rabbit 110 mg/'ke

Glycerin

Oral LDy : rat: 12.6 ghkg

Oral LD : mouse: 4.1 gkg
Intraveno i1s LDyg: 1at: 5.6 mg/kg
Intraveno is LDsp: mouse: 4.2 mg/kg
Dermal L sy rabbit: >10 plkpe

Pareth 25 .9
No inforr 1ation available. Pareths are ethoxylated long-chain aleohols end are
expected o have low acute oral toxicity; ¢.g., the icute oral LDsp for Pareth 25-7

is 2000 m g/ke. :

Subchronie
Subchro iic Toxicity
Povidone jodine
In a 12-w ek dictary study in rats, ingestion of povidone iodine al an averags
povidone indine dosage of approximately 75 to 7.0 mg/kg/day produced a dose-
depender, : increase in serutn protein-bound ioding and nonspecilic, reversible
microsco ri¢ changes in the thyroid. Np other gross or microscopic povidone
jodine-in luced changes were obgerved. Al equivalent jodine dosages, dietary
potassiun iodide produced similar thyroid changes of equal or greater severity.

Iyeern
No infory ration available.

No inforr ration available.

Chronic
Chronic Toxicity
Povidone ipdine

No inforr 1ation available,
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The Purdue Frederick Company
Glycerin

No inform ation available,

Pageth 253
No inforr ation available,

Carcinog micity
Povidone odine
No inforr ation available,

Glygerin
No inforn ation available,

Parcth 25.9

No inforn ation available,

Mutagenicity/Gi notoxicity:
Povidone (odine
Bacterial nutagenicity: negative
Bone mat ‘ow (hamster): negative
Dominan lethal assay (mouse): negative
Mouse ly nphoma: negative
Mouse mr cronuclens: negative

Glycerin
Bacterial nutapenicity: negative

Pareth 25 9

No inlore ation available,

Developmentalf. teproductive Toxicity
Prvidone iodine
No inforn .ation available.
Glycerin

No inforr ation available.

Pareth 25 §

No inforr @tion available.

12. Ecological Informatjon

Ecotoxicologica. Information
No infom ation available

Chemical Fate 1 1formation
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The Purdue Frederick Company

No inform tion available

13, Disposal Considerafions

Disposal ] . ) o
This mate ial is not listed under US RCRA. Disposal of this material must bein

aceordanc ; with federal, state/provineial, and Tocal regulations.

14. Transportation Information

Shipping Inform ation
‘This mate ial is non-hazardous under US DOT.

15. Regulatorv/Statutory Information

US Federal: non:

international: o me

EC Labeling: nc ae

FDA: The Appr sved Drug Products with Therapeutic Equivalence Evaluations List
jdentifies -urrently markeled drug products, including povidone-iodine, approved
on the ba: is of safety and cffectivencss by FDA under Sections 505 and 507 of
the Feder il Food, Drug, and Cosmetic Act.

16. Other Information

The information :ontained in this Material Safcty Diata hect is believed to be accurate
and represents th : best information available at the time of preparation. However, no
warranty, expres or implied, with respect to such inforination, is made. The data. in this
Material Safety ] 1ata Sheet relate only to the specific material designated hercin and does
not relate to use  n combination with any other meterial. The data in this Matenal Safety
Data Sheet are st bject to revision as additional knowledge and expenence are gained.

“This MSDS was srepared for The Purdue Frederick Cornpany by the Occupational and
Environmental 2 ssessment Section of Purdue Pharma, I..P.
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