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1. IDENTIFICATION OF THE SUBSTANCE/PREPARATION AND OF THE 
COMPANY/UNDERTAKING 

Material 

Svnon),ma 

Company Name 

LANOXIN TABLETS 

LANOXIN TABLETS O.125MG *LANOXI N TARlETS O.250MG .. LANOXrN '25 
TABLET 125MCG • NDC NO 0173-0242-75" NDe NO 0173-0242-55· NOC 
NO 0173-0242-56 .. NDC NO 0173-0249-15 • NOe NO 0173-0249·55 • NDC 
NO 0173-0249-56 • NDC NO 0173-0249-80 Y NDC NO 0173-{]249-01 .. 
DIGOXIN, FORMULATED PRODUCT 

Gla)(oSmilhKline. Corporate En\'ironment, Health & Safety 

980 Great W.st Road 
Brentford Middlesex TW8 9GS UK 

UK Generallnformalion: 
Transport Emergency (EU) 
Medical Emergency 

Informatton and Advice: 

+44-20-8047-5000 
+44-1885-407333 
""-612-221-3999, ext 221 
US number, available 24 hour'S 
Multi-language response 

GlaxoSmithKline. Corporate Environment. Health & Safety 

2.200 Rel1aissance 8lvd. Suite 105 
King of Prussia, PA 19406 US 

us General Information: 
Transport Emergency (nol"l EU) 

+1-888-825-5249 
-1-703-527~3867 

US number, available 24 hours 
Multi-language response 

2. COMPOSITION IINFORMATfON ON INGREDIENTS 
In 9 redJenf9 CASRN Percentage 

DIGOXIN Z0830-15-5 013 

NON-HAZARDOUS INCREDIE NTS Unassigned 99.87 

Health 

Envlror'lm~nt 

3. HAZARDS (DENTIFICATION 
Handling thi& product in its final form presents m inimel risk from 
occupational expO$ure Health effects information is bat;ed on hazards of 
components. Caution - Pharmaceu:ical agent. 

No inf;mnation is available <loout the potential of Ihis product to produce 
adverse environmental effects. 

4. FIRST-AID MEASURES 

Pase 11 5 
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AppmvedJRtviaed 11-Aug-2003 VersiQI't 05 80S Number 110505 
Material LANOXIN TABLETS H (#: 32-

Ingestion 

InhalatIon 

Skit) Contact 

Eye Contact 

NEwer attempt to indUC& vomiting. 00 not attompt 10 gi .... e any solid or liquid 
by mouth if the exposed S\Jbject ir$ unconscious or semi-consCious. Wash 
oul the mouth with water. If the exposed Subject is fully conscious, gille 
plenty of 'Water to drink. Obtain medical attention. 

Using appropriate personal protec!ive equipment, move exposed subject to 
fresh air. If breathing is diffiCult or ceases. ensure and maintain ventilation. 
Give oX"ygen as appropriate. The exposed subject should be kept warm and 
at rest Obtain medical attention In cases of k.nOWn or possi~le over 
exposure, Oi with 5ymptoms includIng chest pain difficulty breath ng, loss of 
consciousness or other adve-rse effe~ts. which may be delayed. 

U~in9 appropriate personal protective equi:::rment, remove contaminated 
clo:hing and flush exposed area w'th large amOUf'lts of water. Obtain 
medical attention if skin reaction occurs. which may be immediate or 
delayed. 

Wash immadi~lety with clean and genlly flowing 'Nater. C;>ntinue for at le<l$t 
1S minutes. Obtain medicOlI attention. 

NOTES TO HEALTH FtROFESSIONALS 

Medical Treatment 

Medical Conditione 
C.u •• d or Aggravated 
by Exp01lure 

Antldctes 

Fire and Explosion 
HazartilJ 

Extltlguishing Madia 

Special firefightJng 
ProceduFea 

Hazardous Combustion 
Prod uctll 

Treat acc:lrdiflg to locally accepted prdocols. For additional guidance, refer 
to the local pois~n control informatiol'l centre. Medical treatmen1 in cases of 
overexposure should be treated a5 an overdose of digoxill. 

This material is clinically incompatible with materials affecting heart rote. 

For the latli$t information, refer to the local poison cOlmol information 
centres. The decision as to whether the severity of poisoning requires 
administration of any antidote and actual dose r&qlJired should be ma.de by 
qualified medical personnel. For medica' treatment in cases of 
overexposure, IJ recommended antjdote W1Juld be Digibind. 

5. FIRE-FIGHTING MEASURES 
Not expected for the product, although the packaging is combushbl@.. 

Water, dry powder or foam extinguishers are recommended. Carbon 
dioxide e)"fingJi"hers m;ay be ineffective. 

F or larger amounts {multiple packagesJpaliets) of product: Since toxic, 
corrosive or flammable vapour'S might be evolved from fires involving th s 
product end aMocialeti packaging. ~elf contained breathing apparatus and 
full :lrotective equipment are recommended for firefignter$. :f possib,e, 
contain ard collect firefighting water for later disposal. For s ngle units 
(packages): No special requitem&nts needed. 

Toxic, corrosive or flammable thermal decomposition products are 
expected when the product is ~)(posed to fire. 

6. ACCIDENTAL RELEASE MEASURES 
P9t9onal Ftl'Quutions Wear protective clothing ar'ld equipment conSistent with the degree of 

hazal\1. 

Environmental Precautions For large spills. take preca.utions to prevent entry into waterways, sewers, or 
st.rface drainage sYr$tems. 

C'ean-up Method, Collect and place it in a suitable, properly labelled container for recovery or 
disposal. 
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SOS Numb~J" 110565 
Material LANOXIN TABLETS 

Decontamination 
Procedul'f,t$ 

HAN OLi NG 

ApprovecIJRevistd l1-Aug-20Q3 Version {)5 

No $pecific decontamination or detoxification procedures have been 
identified for this material. Con$ider use of w<ller, detergent solutions. or 
other SQluble solvents (as Specified in Section 9 of this SOS), for clean-up 
and decontamination operations.. 

7. HANDLING AND STORAGE 

Ge"tral Requirements Avoid breaking or cru~hing tablets 

STORAGE No storage reqt.Ji(eme'lts necessary f¢r occupaticmsl hazarc's. Follow 
product information storafje instructions to maintair. effic.ac,. 

c. 8. EXPOSURE CONTROLS/PERSONAL PROTECT!ON 
OCCUPATIONAL EXPOSURE LIMITS 

GSK Oceupatlollal 
Hazard Category 

GSK Occupatlon al 
Exp08ure Limit 

INGREDIENT 

GSK Occupational 
Hazard Categ ory 
GSK Occupational 
Exposure Limit 

INGREDIENT 
GSK Occupational 
Hazard Categ ory 

INGREDIENT 
GSK Occupiltlonal 
Hazard Category 

ENGINEERING CONTROLS 

EXP08Ur9 Controls 

Other Equipment or 
Procedures 

3 

1 mcglm3 (8 HR TWA) 

DfGOXIN 

4 

1 rncgtm3 (8 HR TWA) 

LACTOSE 

MAGNESIUM STEARATE 

3 

An intemal GSK Occupational Exposure Level (OEL) of 1 m~/m3 (8 hr 
TWA) has been a$.Signed for digo)(in. An Exposure Ccmlfol Approaoh (ECA) 
is estabJished for operations involving this mat«ial based upon the 
OEUOccl,Jpational Hazard Category and the outcome of [I site- or 
operatlOll-specific risk assessment. Referto the Exposure Control Matrix for 
more :n1ormatioo about how ECA's are assigl'l~d and haN to interpret th~m 

None required for normal handling. Wash hands and arms thoroughly after 
handling 

9. PHYSICAL AND CHEMICAL PROPERTIES L-____________________________ _ 

Appearance 

Phyelcal Form 

Stability 

Conditions to Avoid 

Tablet. 
.. ----------------------------~--------, 

10. STABILITY AND REACTIVITY 
Thig product i$ expecled to l>& stable. 

None for normsl h<Jndring ot this product 

~ ______ ~ ____ 11_,_T_O_X_IC_O_L_O_GICA=L~IN~F~O~R~M~A_T_IO~N ____________ ~ 
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Approved/Reyi.ed 11-Aug-2003 VliJrsion 05 SDS Numb&r 110565 

Material l ANQXIN T AHLETS ___ ~ __ . He #32 
Oral Toxieity 

Skin Effects 

Eye Effeeta 

Target Organ Effocts 

Senaltlsation 

Genetic Toxicity 

Carcinoge nlclty 

Reproductive Effects 

Pharmacological Effects. 

other Adverse Effecte 

Toxicity might occur following ingestio1. A~$~ent basec' upon effectfi of I}I tf 
individual compone,ts. AS&&SSf'Ilent based upon extensive LIse 01' e~sure 
in humans. 

Irritation might occur fol'owing direct contact. Assessment ba$&d up:>n 
etr~ts of individuaf components. 

Minor irritation might occur following direct contact with eyes. Assessment 
based upon effects at individual components. 

Adverse effects might occur in the following organ(s) following 
overexposure: heart cardiovascular systerr.. 

Allergic skin reactions might occur following dermal exposure. Assessment 
based upon effects of individual components. 

Not expected to be genotoxiC under occupational exposure conditions. 
Assessment based upOn infomation from human e)(posure. 

No components are listed ils carcinogens by GSK. IARC. NTP c-r US 
OSHA. 

Contains (:omo(Jnen~ which have been classified as: Toxicity to 
developing human ntfsprirg is not QOJ(pected under occupational eXPQsure 
conditiOf1 i. 
Not expected to impair the quantity or quality of human breast milk under 
occupational exposure cor,ditl()l1s. 
Insufficient information available to dasslfy the reprodlJf:ti .... e hazards of Ihis 
material in human males. 
Insufficient information available to c;lassify the reproductive I1azards d this 
material in hurnCin females. 

Adverse effects of overexpolSure might il1Clu~: cardiovascular effects. 

Overexposure iJl tho 'NOrkplac:e might have the fOilowing effects: toxici~y to 
the cardiovascular lSy~tem resulting in abnormal heartoeat or pulse activity 
in the cardiovascu ar system resulting in changes in blood pressure 
diarrhoea naOMa vOmiting . 

.-[-------1-2-. EC-O-L-O-G-I-C-A-L-IN-F-O-R-M-A-T=IO=-N;.,:,..-_~_-_-_-_-_-_-_-~_-~_-~_--'-..J 

[ 

S'lJmm.uy No information is available about the PQtenlial cf 1his prodJct to produce 
adverse environmental effec~s. Local regulations and procedures should be 
consu.ted prior to environmental release. 

13. DISPOSAL CONSIDERATIONS 
Disposal 
Recommendations 

Regulatory Requirements 

Colted for recycling or recovary if posslbl~. The disposal method for 
rejected produ¢tS/returnea goods mu$t ensure that they cannol be "e-sold or 
re-used. 

Observe "Uloeal and national regulations when disposing of this mater.a!. 

14. TRANSPORT INFORMATJON 
The 50S should accompany all sf'ipments for reference in the event of spillage or aCCidental release. Only 
authorised pers~ns trained and compete.1t in accordance with appropriate nati~nal and international 
regulatory requirernerts may prepare da'lgerous goods for transport. 

UN ClaasUlcation and LabeUlllg 

Tretlsport Infonnation Transportation aod stllpping O'f this product is not restricted. It has no known. 
significant hazards requir.ng special packaging or labelling for afr. maritime. US 
or Ellropean ground transport purposes. 

15. REGULATORY tNFORMATION 
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SDS Number 110565 

Materiar LANOXJN TABLE,S 

Appl'O'IIedlRsvlsed 11-AlIg-2003 VS15ion 05 

The information included below fs an overview of the major regulatory requirements. It should not be 
considered to be an exhaustive summary. Local regulations sholJld be consurtec' for additional req(:rrements. 

EU Classification lnd Labelling 

None. 

US OSHA Standard (29 CFR Part 1910.12(0) 

Clan Ificatl 0 n This dosage form is e)(ampt from the requirements of the OSHA Hazard 
Com m :.lllil;ation Sta n d ard. 

Othet US Regulatlo n8 

TSCAStatu. Exempt 

16. OTHER INFORMATJON 
Referenc.. GSK Hazard Determination 

Date App(O\I.d/RevJaed 11-Aug-2003 SDS VenJion Number 5 

Tl'le information and recommendations in this safety data sheet are, tc the best of our knowredge, accurate 
as of thQ data of issue No~hing herein snail be ;lf3emed to create alTl" warranty expreS$ or implied. It is the 
responsibility of the IJser to determ :ne the applicaoility of this infotludtion and t'le suitability of the material 
or product for any pa.-ticular purpose. 
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SAFETY DATA SHEET

1. Identification

Product identifier LANOXIN TABLETS

Other means of identification

Synonyms LANOXIN TABLETS 0.125 MG * LANOXIN TABLETS 0.25 MG * DIGOXIN, FORMULATED
PRODUCT

Recommended use Medicinal Product.

This safety data sheet is written to provide health, safety and environmental information for people
handling this formulated product in the workplace. It is not intended to provide information relevant
to medicinal use of the product. In this instance patients should consult prescribing
information/package insert/product label or consult their pharmacist or physician. For health and
safety information for individual ingredients used during manufacturing, refer to the appropriate
safety data sheet for each ingredient.

Recommended restrictions No other uses are advised.

Manufacturer/Importer/Supplier/Distributor information

Manufacturer

GlaxoSmithKline US

5 Moore Drive

Research Triangle Park, NC  27709 USA

US General Information (normal business hours):  +1-888-825-5249

Email Address:      msds@gsk.com

Website:                www.gsk.com

EMERGENCY PHONE NUMBERS -

TRANSPORT EMERGENCIES::

US / International toll call                                         +1 703 527 3887

available 24 hrs/7 days; multi-language response

2. Hazard(s) identification

Classified hazards

Exempt from requirements - product regulated as a medicinal product, cosmetic product or medical device.

Label elements

Exempt from requirements - product regulated as a medicinal product, cosmetic product or medical device.

Hazard(s) not otherwise classified (HNOC)

Exempt from requirements - product regulated as a medicinal product, cosmetic product or medical device.

3. Composition/information on ingredients

Mixtures

CAS number %Chemical name Common name and synonyms

ARROWROOT STARCH * CORN STARCH
* POTATO STARCH * RICE STARCH

9005-25-8STARCH 11.4

STEARIC ACID, MAGNESIUM SALT *
MAGNESIUM DISTEARATE * DIBASIC
MAGNESIUM STEARATE * MAGNESIUM
DISTEARATE, PURE

557-04-0MAGNESIUM STEARATE 0.8

1812 (GW ACN) * GR120008X * 38U57 *
(3BETA,5BETA,12BETA)-3-((O-2,6-DIDEOX
Y-BETA-D-RIBO-HEXOPYRANOSYL-(1.FWDARW.4)-O-2,6-DID
EOXY-BETA-D-RIBO-HEXAPYRANOSYL-(1.FWDARW.4)2,6-DIDEO
XY-BETA-D-RIBO-HEXOPYRANOSYL)OXY)-12,14-DIHYDROXYCAR
D-20(22)-ENOLIDE *
12.BETA-HYDROXYDIGITOXIN

20830-75-5DIGOXIN

Other components below reportable levels 87.7

0.1

*Designates that a specific chemical identity and/or percentage of composition has been withheld as a trade secret.
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4. First-aid measures

Inhalation Move to fresh air. If breathing is difficult, trained personnel should give oxygen. Call a physician if
symptoms develop or persist. Under normal conditions of intended use, this material is not
expected to be an inhalation hazard.

Skin contact Immediately flush skin with plenty of water. Take off contaminated clothing and wash before reuse.
Get medical attention if symptoms occur.

Eye contact Rinse thoroughly with plenty of water for at least 15 minutes and consult a physician.

Ingestion If swallowed, rinse mouth with water (only if the person is conscious). If ingestion of a large
amount does occur, call a poison control center immediately. Do not induce vomiting without
advice from poison control center.

Most important

symptoms/effects, acute and

delayed

Dusts may irritate the respiratory tract, skin and eyes.
The following adverse effects have been noted with therapeutic use of this material: irregular
heartbeat; dizziness; diarrhoea; nausea; vomiting; symptoms of hypersensitivity (such as skin
rash, hives, itching).

Indication of immediate

medical attention and special

treatment needed

No specific antidotes are recommended. Treat according to locally accepted protocols. For
additional guidance, refer to the current prescribing information or to the local poison control
information center.

General information In the case of accident or if you feel unwell, seek medical advice immediately (show the label
where possible). Ensure that medical personnel are aware of the material(s) involved, and take
precautions to protect themselves.

5. Fire-fighting measures

Suitable extinguishing media Water. Foam. Dry chemical powder. Carbon dioxide (CO2).

Unsuitable extinguishing

media

None known.

Specific hazards arising from

the chemical

During fire, gases hazardous to health may be formed.

Special protective equipment

and precautions for firefighters

Self-contained breathing apparatus and full protective clothing must be worn in case of fire.

Fire fighting

equipment/instructions

Move containers from fire area if you can do so without risk.

Specific methods Use standard firefighting procedures and consider the hazards of other involved materials.

General fire hazards No unusual fire or explosion hazards noted.

6. Accidental release measures

Personal precautions,

protective equipment and

emergency procedures

Keep unnecessary personnel away. Keep people away from and upwind of spill/leak. Keep out of
low areas. Wear appropriate protective equipment and clothing during clean-up. Do not breathe
dust. Do not touch damaged containers or spilled material unless wearing appropriate protective
clothing. Ensure adequate ventilation. Local authorities should be advised if significant spillages
cannot be contained. For personal protection, see section 8 of the SDS.

Methods and materials for

containment and cleaning up

Avoid dispersal of dust in the air (i.e., clearing dust surfaces with compressed air). Stop the flow of
material, if this is without risk.

Large Spills: Wet down with water and dike for later disposal. Prevent entry into waterways, sewer,
basements or confined areas. Following product recovery, flush area with water.

Small Spills: Sweep up or vacuum up spillage and collect in suitable container for disposal.

Never return spills to original containers for re-use. For waste disposal, see section 13 of the SDS.

Environmental precautions Avoid discharge into drains, water courses or onto the ground.

7. Handling and storage

Precautions for safe handling Minimize dust generation and accumulation. Do not breathe dust. Avoid prolonged exposure. Use
only outdoors or in a well-ventilated area. Wear appropriate personal protective equipment.
Observe good industrial hygiene practices.

Conditions for safe storage,

including any incompatibilities

Store locked up. Store in original tightly closed container. Store in a well-ventilated place. Store
away from incompatible materials (see Section 10 of the SDS).
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8. Exposure controls/personal protection

Occupational exposure limits

GSK

ValueComponents Type

8 HR TWA 1 mcg/m3DIGOXIN (CAS
20830-75-5)

OHC 5

US. OSHA Table Z-1 Limits for Air Contaminants (29 CFR 1910.1000)

ValueComponents FormType

PEL 5 mg/m3 Respirable fraction.STARCH (CAS 9005-25-8)

15 mg/m3 Total dust.

US. ACGIH Threshold Limit Values

ValueComponents Type

TWA 10 mg/m3MAGNESIUM STEARATE
(CAS 557-04-0)

TWA 10 mg/m3STARCH (CAS 9005-25-8)

US. NIOSH: Pocket Guide to Chemical Hazards

ValueComponents FormType

TWA 5 mg/m3 Respirable.STARCH (CAS 9005-25-8)

10 mg/m3 Total

Biological limit values No biological exposure limits noted for the ingredient(s).

Exposure guidelines        

Appropriate engineering

controls

General ventilation normally adequate.

Individual protection measures, such as personal protective equipment

Eye/face protection If contact is likely, safety glasses with side shields are recommended.

Skin protection

Hand protection For prolonged or repeated skin contact use suitable protective gloves.

Other Wear suitable protective clothing as protection against splashing or contamination.

Respiratory protection No personal respiratory protective equipment normally required. Use a NIOSH/MSHA approved
respirator if there is a risk of exposure to dust/fume at levels exceeding the exposure limits.

Thermal hazards Wear appropriate thermal protective clothing, when necessary.

General hygiene

considerations

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. For advice on suitable monitoring methods, seek guidance
from a qualified environment, health and safety professional.

9. Physical and chemical properties

Appearance        

Physical state Solid.

Form Tablet.

Color Not available.

Odor Not available.

Odor threshold Not available.

pH Not available.

Melting point/freezing point Not available.

Initial boiling point and boiling

range

Not available.

Flash point Not available.

Evaporation rate Not available.

Flammability (solid, gas) Not available.
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Upper/lower flammability or explosive limits

Flammability limit - lower

(%)

Not available.

Flammability limit - upper

(%)

Not available.

Explosive limit - lower (%) Not available.

Explosive limit - upper (%) Not available.

Vapor pressure Not available.

Vapor density Not available.

Relative density Not available.

Solubility(ies)

Solubility (water) Not available.

Partition coefficient

(n-octanol/water)

Not available.

Auto-ignition temperature Not available.

Decomposition temperature Not available.

Viscosity Not available.

10. Stability and reactivity

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

Chemical stability Material is stable under normal conditions.

Possibility of hazardous

reactions

No dangerous reaction known under conditions of normal use.

Conditions to avoid Contact with incompatible materials.

Incompatible materials Acids.

Hazardous decomposition

products

None known. Irritating and/or toxic fumes and gases may be emitted upon the product's
decomposition.

11. Toxicological information

Information on likely routes of exposure

Inhalation Health injuries are not known or expected under normal use. Under normal conditions of intended
use, this material is not expected to be an inhalation hazard.

Skin contact Health injuries are not known or expected under normal use. Dust or powder may irritate the skin.

Eye contact Health injuries are not known or expected under normal use. Dust or powder may irritate eye
tissue.

Ingestion Health injuries are not known or expected under normal use. May be harmful if swallowed.
However, ingestion is not likely to be a primary route of occupational exposure.

Symptoms related to the

physical, chemical and

toxicological characteristics

Dusts may irritate the respiratory tract, skin and eyes.
The following adverse effects have been noted with therapeutic use of this material: irregular
heartbeat; dizziness; diarrhoea; nausea; vomiting; symptoms of hypersensitivity (such as skin
rash, hives, itching).

Information on toxicological effects

Acute toxicity Health injuries are not known or expected under normal use.

Test ResultsComponents Species

DIGOXIN (CAS 20830-75-5)

LD50 Rat

Oral

Acute

28 mg/kg

MAGNESIUM STEARATE (CAS 557-04-0)

LD50 Rat

Oral

Acute

> 2000 mg/kg

* Estimates for product may be based on additional component data not shown.
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Skin corrosion/irritation Health injuries are not known or expected under normal use. Prolonged skin contact may cause
temporary irritation.

Irritation Corrosion - Skin

DIGOXIN Acute dermal irritation; OECD 404, Primary dermal irritation
index = 0 (intact skin)
Result: Non-irritant
Species: Rabbit

Irritation Corrosion - Skin: P.I.I. value

MAGNESIUM STEARATE 0

Serious eye damage/eye

irritation

Health injuries are not known or expected under normal use. Direct contact with eyes may cause
temporary irritation.

Eye

DIGOXIN IRE Assay
Result: Not likely to be a severe irritant

Eye / Kay and Calandra class - Intact

MAGNESIUM STEARATE 4
Recovery Period: 2 days

Respiratory or skin sensitization

Respiratory sensitization Not available.

Skin sensitization Health injuries are not known or expected under normal use.

Germ cell mutagenicity Health injuries are not known or expected under normal use. No data available to indicate product
or any components present at greater than 0.1% are mutagenic or genotoxic.

Mutagenicity

DIGOXIN Ames Assay, GLP assay
Result: Negative

Mouse Lymphoma Cell (L5178Y) Mutation Assay, GLP assay
Result: Negative

Carcinogenicity Health injuries are not known or expected under normal use. Contains a material (Digoxin)
classified as a carcinogen by external agencies.

DIGOXIN SAR / QSAR, DEREK, Lhasa, UK
Result: No structual alerts identified.

IARC Monographs. Overall Evaluation of Carcinogenicity

DIGOXIN (CAS 20830-75-5) 2B Possibly carcinogenic to humans.

OSHA Specifically Regulated Substances (29 CFR 1910.1001-1050)

Not listed.

Reproductive toxicity Health injuries are not known or expected under normal use.

Specific target organ toxicity -

single exposure

None known.

Specific target organ toxicity -

repeated exposure

None known.

Aspiration hazard Not available.

Further information Caution - Pharmaceutical agent. Occupational exposure to the substance or mixture may cause
adverse effects.

12. Ecological information

Ecotoxicity Not expected to be harmful to aquatic organisms.

Components Test ResultsSpecies

DIGOXIN (CAS 20830-75-5)

Acute

IC50 > 100 mg/l, 3 hoursActivated sludge

NOEC 100, 3 hoursActivated sludge

* Estimates for product may be based on additional component data not shown.

MAGNESIUM STEARATE (CAS 557-04-0)

Aquatic

Acute

EC50Fish 130 mg/l, 96 hoursOrange-red killfish (Adult Oryzias
latipes)
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Persistence and degradability Not available.

Photolysis

Half-life (Photolysis-atmospheric)

MAGNESIUM STEARATE 17 Hours Estimated

UV/visible spectrum wavelength

DIGOXIN 220 nm

MAGNESIUM STEARATE 210 nm

Biodegradability

Percent degradation (Aerobic biodegradation-inherent)

DIGOXIN > 99 %, 14 days Zahn-Wellens, Activated sludge

MAGNESIUM STEARATE 77 %, 28 days BOD

Percent degradation (Aerobic biodegradation-soil)

MAGNESIUM STEARATE 50 %, 13 days

Bioaccumulative potential Not available.

Partition coefficient n-octanol / water (log Kow)

DIGOXIN 1.26

Bioconcentration factor (BCF)

MAGNESIUM STEARATE > 9999 Estimated

Mobility in soil Not available.

Adsorption

Sludge/biomass distribution coefficient - log Kd

DIGOXIN 1.78, pH 7

Soil/sediment sorption - log Koc

MAGNESIUM STEARATE 5.86 Estimated

Mobility in general Not available.

Volatility

Henry's law

DIGOXIN < 0 atm m^3/mol Estimated

Other adverse effects Not available.

13. Disposal considerations

Disposal instructions Collect and reclaim or dispose in sealed containers at licensed waste disposal site. Do not
discharge into drains, water courses or onto the ground. Dispose in accordance with all applicable
regulations.

Local disposal regulations Dispose in accordance with all applicable regulations.

Hazardous waste code The waste code should be assigned in discussion between the user, the producer and the waste
disposal company.

Waste from residues / unused

products

Dispose of in accordance with local regulations. Empty containers or liners may retain some
product residues. This material and its container must be disposed of in a safe manner (see:
Disposal instructions). Avoid discharge into water courses or onto the ground.

Contaminated packaging Empty containers should be taken to an approved waste handling site for recycling or disposal.
Since emptied containers may retain product residue, follow label warnings even after container is
emptied.

14. Transport information

DOT

Not regulated as a dangerous good.

IATA

Not regulated as dangerous goods.

IMDG

Not regulated as dangerous goods.

MARPOL Annex II applies to liquids used in a ship's operation that pose a threat to the marine
environment.  These materials may not be transported in bulk.

Transport in bulk according to

Annex II of MARPOL 73/78 and

the IBC Code

15. Regulatory information

US federal regulations        
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TSCA Section 12(b) Export Notification (40 CFR 707, Subpt. D)

Not regulated.

CERCLA Hazardous Substance List (40 CFR 302.4)

Not listed.

SARA 304 Emergency release notification

DIGOXIN (CAS 20830-75-5) 10 LBS

OSHA Specifically Regulated Substances (29 CFR 1910.1001-1050)

Not listed.

Superfund Amendments and Reauthorization Act of 1986 (SARA)

Hazard categories Immediate Hazard - Yes
Delayed Hazard - No
Fire Hazard - No
Pressure Hazard - No
Reactivity Hazard - No

SARA 302 Extremely hazardous substance

Chemical name CAS number Reportable

quantity

Threshold

planning quantity

Threshold

planning quantity,

lower value

Threshold

planning quantity,

upper value

DIGOXIN 20830-75-5 10 10 lbs 10000 lbs

SARA 311/312 Hazardous

chemical

No

SARA 313 (TRI reporting)

Not regulated.

Other federal regulations

Clean Air Act (CAA) Section 112 Hazardous Air Pollutants (HAPs) List

Not regulated.

Clean Air Act (CAA) Section 112(r) Accidental Release Prevention (40 CFR 68.130)

Not regulated.

Safe Drinking Water Act

(SDWA)

Not regulated.

US state regulations

US. California Controlled Substances. CA Department of Justice (California Health and Safety Code Section 11100)

Not listed.

US. Massachusetts RTK - Substance List

DIGOXIN (CAS 20830-75-5)

STARCH (CAS 9005-25-8)

US. New Jersey Worker and Community Right-to-Know Act

DIGOXIN (CAS 20830-75-5)

US. Pennsylvania Worker and Community Right-to-Know Law

DIGOXIN (CAS 20830-75-5)

STARCH (CAS 9005-25-8)

US. Rhode Island RTK

DIGOXIN (CAS 20830-75-5)

US. California Proposition 65

California Safe Drinking Water and Toxic Enforcement Act of 1986 (Proposition 65): This material is not known to contain
any chemicals currently listed as carcinogens or reproductive toxins.

International Inventories

Country(s) or region Inventory name On inventory (yes/no)*

YesAustralia Australian Inventory of Chemical Substances (AICS)

YesCanada Domestic Substances List (DSL)

NoCanada Non-Domestic Substances List (NDSL)

NoChina Inventory of Existing Chemical Substances in China (IECSC)

NoEurope European Inventory of Existing Commercial Chemical
Substances (EINECS)

NoEurope European List of Notified Chemical Substances (ELINCS)

NoJapan Inventory of Existing and New Chemical Substances (ENCS)
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Country(s) or region Inventory name On inventory (yes/no)*

NoKorea Existing Chemicals List (ECL)

YesNew Zealand New Zealand Inventory

YesPhilippines Philippine Inventory of Chemicals and Chemical Substances
(PICCS)

YesUnited States & Puerto Rico Toxic Substances Control Act (TSCA) Inventory

*A "Yes" indicates that all components of this product comply with the inventory requirements administered by the governing country(s)
A "No" indicates that one or more components of the product are not listed or exempt from listing on the inventory administered by the governing
country(s).

16. Other information, including date of preparation or last revision

Issue date 01-16-2015

Revision date 01-16-2015

Version # 14

Further information HMIS® is a registered trade and service mark of the NPCA.

HMIS® ratings Health: 2
Flammability: 0
Physical hazard: 0

NFPA ratings Health: 2
Flammability: 0
Instability: 0

References GSK Hazard Determination

Disclaimer The information and recommendations in this safety data sheet are, to the best of our knowledge,
accurate as of the date of issue. Nothing herein shall be deemed to create any warranty, express
or implied. It is the responsibility of the user to determine the applicability of this information and
the suitability of the material or product for any particular purpose.

Revision Information Product and Company Identification: Product and Company Identification
Hazards Identification: EU Hazard Classifications
Composition / Information on Ingredients: Ingredients
Exposure Controls / Personal Protection:
Physical & Chemical Properties:
Ecological Information: Ecotoxicity
Transport Information: Agency Name, Packaging Type, and Transport Mode Selection
Regulatory Information: Risk Phrases - Class.
GHS: Classification
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