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SECTION 1- CHEMICAL PRODUCT & COMPANY IDlﬁNTIFlCATION

Pfizer Consumer Henlthcare

Pfizer Inc
201 Tabor Road

_Morris Plains, New Jersey 07950

Emergency l&ephone
Hours of opetatlon

e S

+1-973-385-2000
24 hours

Trade names
Product name
Therapeutic use

Description

Benndryl® FASTMELT Tamelu
Children's Benadryl® Allergy ?nd Cold FASTMELT Tablets
Decongestant and Annh:stamm%

Pink/red convex tablet with fnmiv odor and taste.

%

SECTION 2 - COMPOSITIONINFORMATION ON ING'&EDIENTS

Ingredient
Diphenhydramine citrate®

Pseudoephedrine hydrochloride*

Aspartame

Flavor*

Citric acid*

D&C Red #7 Calcium Lake
Ethylcellulose

Lactitol

Magnesium stearate*
Mannitol

Polyethylene

Stearic acid®

Note:

*Hazardous

88637-37-0
345-78-8

22839470

Not assigned

77-92-9
52821-04-9
9004-57-3
585-864
557-04-0
69-65-8
9002-88-4
57-114

erl

P‘

»* Rquivalent to 12.5 mg Dxph
s*x Contains phenylalanine (4 mg/tablcl)

Amount

19 mg/tablet
(4.61%)**
30 mg/tablet
(7.29%)
Trade
Secret“**
Trade secret
Trade secret
Trade secret
Trade secret
Trade secret
Trade secret
Trade secret
Trade secret
Trade secret

hydramine hydrochloride

ingredient(s) indicated as hazagdous have been assessed under standards

for workplace safety.

SECTION 3 - HAZARI"S IDENTIFICATION

Signal word

CAUTION!

WW084 - Children's Benadryl® Allergy and Cold FASTMELT Tablets
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SECTION 3 - HAZARDS IDENTIFICATION . continued

Statements of hazard MAY CAUSE LIVER, CARDIbVASCULAR AND CENTRAL

NERVOUS SYSTEM EFFECTS
Eye effects Dust may cause transient initnﬁo;x.
Skin effects Dust may cause transient untaucm
Inhalation effects Not expected due to physical form An Occupationa! Exposure Limit has

been established for one or more of the ingredients (see Section 8).

Ingestion effects Accidental ingestion may cause é’:ffects similar to those seen in clinical use.
Seo 'Statements of hazard' and "Known clinical effects' in this section.

Known clinicsl effects Diphenhydramine citrate and pséudoephedrine hydrochloride are widely
used over-the-counter medications. Adverse effects associated with the
therapeutic use of diphenhydrangine and/or pseudoephedrine HCl include
drowsiness, excitability, nausea,jnervousness, dizziness, sleeplessness, fast
or irregular heart rate, and increased blood pressure.

Other potential health Phenylketonurics: Contains phcﬁ&lalaxﬁne (4.6 mg/tablet)

effects i

Additional data For a more detailed discussion of potential health hazards and toxicity see
Section 11. W

NOTE: This document has been prepaN;d in accordance with standards for
workplace safety, which requir y the inclusion of all known hazards of the

product or its ingredicnts regardloss of the potential risk. The
precautionary statements and wimings included may not apply in all
cases. Your needs may vary deéémding upon the potential for exposure in
your workplace. )

SECTION 4 - FIRST AID MEASURES i

Eyes Immediately flush eyes with wéter for at Isast 15 minutes. If irritation
oceurs or persists, get medical aitention.

Skin Wash exposcd area with soap ahd water, remove contaminated clothing
and obtain medical assistance ifirritation occurs.
%
Inhalation Remove to fresh air. If not breathing, give artificial respiration. If
discomfort persists, get medical attention.

Ingestion Get medical attention. Do not iisduce vomiting unless directed by medical
personnel. Never give anythingfjby mouth to an unconscious person.

i
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SECTION 5 - FIRE FIGHTING MEASURES o _

Fire fighting instructions Wear approved positive pressure;: self-contamed breathing apparatus and
full protective tum out gear. vauale area and fight fire from a safe

distance. i
Extinguishing media Use carbon dioxide, dry chcm.tcaL or water Spray.
Flash point Not applicable '.
Hazardous combustion May emit toxic fumes of carbon monoxlde carbon dioxide, oxides of
products nitrogen and other chlorine conta.mmg compounds.
SECTION 6 - ACCIDENTAL RELEASE MEASURES 4
General Review Sections 3, 8 and 12 befpre proceeding with clean up.
Small spill Vacuum or sweep material into pppropnate container for disposal. Clean
spill area thoroughly. :
Large spill Vacuum or sweep material into hppropnste container for disposal. Close

container and move it 10 8 securb holdmg area.

SECTION 7- HANDLING AND STORAGE

A
i
3
2,
¥

General handling If tablets or capsules are cmshed and/or broken, avoid breathing dust and
avoid contact with eyes. ik

Storage conditions Store in a cool, dry place.

Temperature range 59-T7°F ’

for storage ;

SECTION 8 - EXPOSURE CONTROLS/PERSONAL PROTECTION

15

Exposure limits
Compound Issuer QEL
Diphenhydramine citrate Pfizer ﬁ-&! Hr 0.05 mg/m?® (as
Diphenhydramine)
Pseudoephedrine hydrochloride Pfizer TWA-B Hr 0.7 mg/m?
Mannitol ACGIH TWA-8 Hr 10 mg/m? (total dust)
OSHA TWA-8Hr  15mg/m’ (tota! dust)
OSHA TWA 8Hr 5 mgm? (respirable fraction)
Exposure information The exposure limit(s) listed f isohd components are only relevant if dust
may be generated.
Measurement method An analytical method may be avallable for the compound(s) listed above.
Contact Pfizer for further mforinanon
_Ventilation , General room ventilation is adm te unless the process generates dust. ___
WW0B4 - Childrea's Buualiyl® Allorgy and Cold FASTMELT Tabletz E Pfizer Inc.
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SECTION 8 - EXPOSURE CONTROLS/PERSONAL PROTECTION .. continued )

Eye protection ‘Wear safety glusses with sideshiaids.
Skin protection Wear protective clothing when \\gurkmg with large quantities.
Hand protection Wear gloves when working with%iarge quantities.

Respiratory protection If the applicable Occupational Efpﬁ‘posure Limits (OELs) is exceeded, wear
an appropriate respirator with a Q‘totection factor sufficient to control

exposures to below the OEL.

SECTION 9 - PHYSICAL AND CHEMICAL PROPERTIES

Physical form Convex Tablet
Color Pink/red
Odor Fruity ”
Taste Fruity
Molecular weight Mixture
Molecular formula Mixture :
pH No data available
Water solubility No data available .
Solvent solublility No data available i

SECTION 10 - STABILITY AND REACTIVITY

Reactivity Stable
Conditions to avoid None known
Incompatibilities None known '
Hazardous Will not occur

polymerization

i
e

SECTION 11 - TOXICOLOGY INFORMATION

-

Toxicology summary There are no data for this fonniilaﬁon. The information included in this
section describes the potential hazards of the active ingredient(s).

i

Acute toxicity

Compound Type M te Species Result
Diphenhydramine citrate LDso Oral Rat 856 mg/kg
Pseudoephedrine hydrochloride ~ LDso Oral Rat 660 mg/kg
WW084 - Children's Benadryl® Allcrgy und Cold PASTMELT Tablets Pfizer Inc.
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SECTION 11 - TOXICOLOGY INFORMATION . continied

Eye

Skin

Inhalation

Ingestion
Mutagenicity

Additional acute
toxicity information

Subchronic effects

Chronic effects/
carcinogenlcity

Carcinogen status

Reproductive effects

Teratogenicity

Not determined for this product. Dust may cause transient irritation if
tablets are crushed or broken. !

Not determined for this product.

Not detcrmined for this product. {Dust may cause transient irritation if
tablets are crushed or broken. -

See Acute toxicity table. :
Not determined for this product.'fg?:f
Phenylketonurics: This product ébnmins phenylalanine (4.6 mg/tablet)

In a 13-week oral study with diﬁixenhydramine, dose-related liver toxicity
(vacuolization, characteristic of }_'at accumulation) was seen in rats at doses
of 313 ppm or greater. i

Liver toxicity (granuloma, cytoplasrmc vacuolation) was seen in a two-
year oral study in rats treated with diphenhydramine. A No-Observed-
‘Adverse- Effect-Level (NOAEL) of 15 mg/kg/day was obtained for female
animals. i

None of the components of misii'ormulaﬁon are listed as a carcinogen by
JARC, NTP or OSHA.

I

Not determined for this product.
Not determined for this producﬁ.
i

SECTION 12 - ECOLOGICAL INFORMATION

Environmental overview

The environmental charactmstics of this mixture have not been fully
evaluated. Releases to the envitonment should be avoided.

SECTION 13 . DISPOSAL INFORMATION

Disposal procedure

T
i

Incineration is the reconxmcndd@ method of disposal for this material.
Observe all local and national regulations when disposing of this material.

SECTION 14 - TRANSPORTATION INFORMATION

General shipping
instructions

Not regulated for transport under USDOT, EUADR, IATA, or IMDG
regulations.
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SECTION 15 - REGULATORY INFORMATION B
EU Classification Not classified -
Canadian WHMIS This product has boen élassiﬁcd in accordance with the hazard criteria of
the CPR and the MSDS containg all of the information required by the
CPR. Lo 8
SECTION 16 - OTHER
Disclaimer The information cibnt.fnlned in ihis Material Safety Data Sheet Is

belleved to be accurate, and while itis provided in good faith, it is
without a warranty of any kind, express or implied.

Pfizer Inc.
Page 6of 6

w084 - Children's Benadry!® Allergy und Cold FASTMELT Tablets
Revision datc: 01/23/03, Version: 1.1.0 o





