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MATERIAL SAFETY DATA SHEET

Product Name: Lidocaine Hydrochloride Injection, USP, 1% & 2%

Manufacturer Name And
Address

Emergoncy Telophono
Hospira, Inc,

Product Naune

Synonyms

Hospirr, Tnc.

275 North Field Drive

Lake Forest, Tllinois 60045
USA

CHEM'TREC; 800-424-9300
224 212-2055

Lidocaine Hydrochloride Injection, USP, 1% & 2%

Acetamide, 2-(diethylamino)-N-(2,6-dimethylpheny1)-monohydrochlovide; 24,6
Acctoxylidide, 2-(diethylamino)-, hydrochloride
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Actlve Ingredient Name

Lidocaine Hydrochloride

Chemienl Fornwla C411,N,0 ¢ TICI
Component Approxlq;:\:rgil::rccnt by CAS Nuniher RTECS Number
Lidocaine Hydrochloride B $2.0% 73189 AN7600000

Non-hazardous ingredicnts inolude wator and/or sodium oliforido, Hazardous ingredicnts presont al Jess thun 1% may inolude sodium
hydroxide and/or hydrachlorde aold (used to adjust the pH).

Emergency Overview

Occupational Exposure
Potentlal

Sigus and Sympfoms

et G S AR TS
e
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Lidacaine Hydrochloride Injestion, USP, 1% or 2%, contains lidocaine hydrochloride, an
amide-type loosl anesthetic used as a local anesthetio for pain managenent. In the
workplace, this product should be considered possibly imvitating to the skin, eyes and
respiratory {ract, Possible farget organs include the nexvous system and cmrdiovaseular
syslem.

Information on the absorption of this product via iuhalation or skin contaet is not available,
Published reports have indicated that similar loeal anestheties have some potential to be
absorbed through intact skin. Avoid liquid aerosol generation and skin contacl.

Inadvertent contact with this product may cause irritation, followed by numbness.
Ingestion may cause numbness of the tongue and anesihelic effects on the stomach, In
clinicat use, this product produces numbness when injected. In nonmal clinical use, adverse
eflcets may include fever, headaches, agitalion, lingling of extremities, general
hypotension, bradycardia, dizziness, nauses, vomiting, anemig, back pain, post-operalive
pain and fetal distress. Systemic absorption oan produce central nervous system (CNS)
stimulation and/or CNS depression. CNS depression may progress (o coma and cardio-
respiratory arrcst. Signs of enrdiovascular toxicity may include changes in cardiac
conduction, excitability, refractoriness, contractility, and peripheral vascular resistance.
"Toxie blood levels may cause atrioventricular block, ventricular arrhythmias, onrdino
anvest, and sometimes death. In addition, decreased cardinc output and arterial blood
prossure may occur, Allergic-type reactions are vare but may ocour due to sensilivity to the
Jocal anesthietio or to other formutation ingredients. These reactions are characterized by
signs such as urlicaria, pruritus, erythema, angioneurotic edema (including laryngeal
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Sigus and Symploms:
continued

Medieal Conditlons
Aggravated by Exposure

Carcluogen Lists

Tyo Contact

Slin Contact

Inhalation

Ingestion
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cdena), tachycavdia, sncezing nausca, vomiling, dizziness, syncope, excessive
sweating, clevaled temperature, and possibly, anaphylactic-like symploms (including
sovere hypolension). Cross sensitivily with other amide-type local anesthetios has
been reported,

Pre-existing hypersensitivity to tidocaine or related amide-type anesthetios. Pre-
exisling nervous system or cardiovascular ailments.

TARC: Not Jisted NTP: Not listed OSHA! Not lisled
P A R S : R R
2 e e el

Remove from souree of exposure. Flush with copions smounts of waler, 1€
irritation persists or signs of toxicily occur, seek medical attention. Provide
symplamatic/supportive care as necessary.

Remove from source of exposure. Flush with copious amounts of water. If
intitation persists or signs of toxicily ccenr, seck medical atlention. Provide
symplomafic/supportive care as necessary.

Remove from source of exposwre. I signs of foxioily ocour, seek medical
atlention, Provide symptomatic/supporiive corc as necossary.

Remove fyom source of exposure. [f signs of toxicity ocour, scek medical
altention, Provide symplomatic/supportive care as necessary.

Flaamuability
Tlve & Explosion Hazard
Extingnishing Medin

Speeial Fire Fighting
Procedures

Non-flammable

None
As will any [ire, use extinguishing media appropriate for primary cause of fire.

No special provisions required beyond normal fire fighting equipment such as
flame and chemical resistant clothing and sell contained breathing apparatus,

Isolate area avound spill, Put on suilable protective olothing and equipment as
specified by site spill procedures. Absorb any liquid with suitable malerial and
olean affecled urea wilh soap and water, Dispose of spill matesials according
to the applicuble federal, state, or Jocal regulations.

Handling

Storage

Special Preenutions

No speoial handling required under conditions of normat produet use.

No special storage required for hazard control. For product protection, foliow
USP controlled room temperature storage recommendations noted on the
product case label, the primary container label, or the product insent.

No special precaulions are required for hazard controls.

2




Product Name; Lidocaine Hydrochloride Injection, USP, 1% & 2%

Exposure Guldelines

Taposure lhndls
Component OSHA-PEIL. ACGI-TLY Hospira EEL
. . ] . 8 Ir TWA: Not 8 hw TWA: Not 8 o TWA: 500 meg/m3
L Iy |
idocaine Hydrochloride Established Bstablished STEL: § mg/m3

Noles: OSHA PEL: US Occupational Safety and Healtl Administration ~ Permissiblo Bxposure Limit
ACGH TLY: American Conforoitce of Governinental Industeial Hyglenists — Theeshold Limit Valua,

ERl: Employeo Exposure Li

mit,

TWA: 8 hour Time Weighted Average.
STEL: 15-minvte Short Termt Exposure Limit,

Respiratory Protection

Skin Protection

Eye Protection

Lngincering Confrols

Respiratory protection is normally not needed duving intended product use. ~
However, if the generation of aerosols is likely and engincering conlrols are not
adequate to conlrol potential airtbome exposures, the use of an approved ajr-
puritying respirator with a HEPA cartridge (P100) is recommended. Personnel who
wear respirators should be fif tested and approved for respirator use as required.

If skin contact with (he product formulation s likely, the use of latex or nitrile
gloves is recommended,

Eye prolection is normally not required during intended product use. However, if
eye contact is likely to accur, the use of chemical safety goggles (as a minimum) is
recommended,

Rngincering controls avo nonmally not needed during the nonnal use of this product.

Appearance/Physical State
Odor

Odor Threshol

Pk

Molthng polnt/Freezing points

Ini{ial Bolling Polnt/Bolling
Polnt Range
Lvaporation Rate:

Flammabiifty (solid, gas)

Upper/Lower Flammabilify or
Explosive Limits:
Vapor Pressure

Vapor Density (Alr={)
Evaporation Rate
Speclfic Gravity
Solubility

Log Partition coeffictent: n-
oclanol/iwatert
Aufo-iguitlon temporature

Decomposition tempernfure

Clear, colorless liguid,

Not determined.

NA

Between 5.0 and 7.0

Approximately that of water (0 °C, 32 °F),
Approximately thal of water (100 °C, 212 °F).

NA
NA
NA

Approximately that of waler (17.5 mm Hg at 20 °C),

NA

NA

Approximately that of water (1.0).

Very soluble in water and in alcohol; soluble in ehlorofonmn; jnsoluble in ether.

NA

NA
NA

w
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Reactivily Not determined,

Chemical Strbility Stable under standard use and storage conditions.

Hazardous Renctlons Not determined

Condlitions to avoid Not detennined

Tucompatibilliles Strongly elkaline conditions. Methy! viny] cther; zine.

Huzardous Decomposition Not determined. During thetmal decomposition, it may be possible to generate
Products irritaling vapors and/or toxic fumes of carbon oxides and nitrogen oxides

(NOx), and hydrogen chloride,

Mazardous Polymerization Not anticipated {o oceur with this producl,

Acute Toxicity:

Not determined for the product fouulation. Information for the ingredients is as follows:

Tngredient(s) . —— ~ Routeof ) -
‘ Pereent | Test Type | 4 iictention Value | Units Specles
220 mglkg Mouse
Lidocaine Hydroohloride 100 1.DS0 Oral 292 mg/kg Mouse
122 mglkg Rat
Lidocaine Hydrochloride 100 LD50 Intraperitoneal 63 mgkg Mouse
21 mglkg Rat
is mgkg Mouse
Lidocaine Hydrochloride 100 LSO Intravenous 25.6 mglkg Rabbit
945 mglkg | GuineaPig
Lidocaine Hydrochloride 100 LD50 Intratracheal 28 mgkg Rabbit
LD 50: Dosage (hat produces 50% mortality.
Asplvation Hazard None aaticipated from norme! handling of this product.
Dermal Irrltation/Corrasion None anticipated from normal handling of this product. However, inadveient

contact with this product may be irvitating lo broken skin and mucous
membranes, and may produce numbness.

Ocular Yrritation/Corrosion None anticipated from normal handling of this produot. However, inadvertent
contact of this produet with eyes may produce irritation, numbness, and blurred
vision, :

Dermal or Rosplratory Nonc anticipated from nomal handling of this produot. However, inadvertent

Scasltization contact of this product with {he respiratory system may produce irritation and

numbness. Rarely, allergic-type reactions have been reported during the
clinieal use of lidocnine.
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Reproductive Effects

Mufugnntclt,\'

Carcinogenfelty

Target Organ Effects

1){!" 2

TORNISEION Contiidis

In a fertility study in rats, lidocaine given subowtancously at a dosage of 30
mg/kg (180 mg/m2) to mating pairs did not produce aiterations in fertility or
general reproductive performance of rats. Subeutancous administration of
lidocaine te preginmit rats ot a dosage of (o 50 mg/kg did not produce evidence
of harm (o the fetus. n yabbits, there was no evidence of ham Lo the fetus at a
subcutaneous dosage of S mg/kg, Treatment of rabbits with a subcutancous
dosage of 25 mgfkg produced evidence of matemal toxicity and evidenoe of
dolayed fetal development, incliding a non-significant deerense in fetal weight
and an increase in minor skeletal anomalies. The effeot of lidocaine on post-
natal development was evaluated in rals by ealing pregnant female rats daily
subcutancously at dosages of 2, 10, and 50 mg/kg from day 15 of pregirancy
and up o 20 days post parturn. No signs of adverse effects were scen cither in
dams orin the pups up to and inoluding the dose of 10 mg/kg; however, the
number of surviving pups was reduced al 50 mg/kg, both at birth and the
duvation of Inctation period; {his effect is most likely secondary to maternal
(oxioily. A sccond study evalunted the effects of lidocaine on post-natal
development in the rat that included assessment of the pups from weaning to
sexual mutwrity, Rats weye trealed snbeutancously for 8 months with [0 or 30
mg/kg lidocaine, a treatment duration that included 3 mating periods. There
was ho evidence of aliered post-natal development in any ofTspring; however,
both doses of lidocaine significantly reduced the average number of pups per
litter surviving until weaning of offspring from the first 2 mating periods,

The mutagento potential of lidocaine was evaluated in the Ames Salmonclla
reverse mutation assay, an in vifre chromosome abesrations assay in human
lymphocytes and in an iz vive mouse micronucleus assay. ‘There was no
indication of any mutagenic effect in these studies,

Long-term studies in animals to evaluate the carcinogenio potential of most
local anesthetics, including lidocaine, have not been conducted.

Bascd on clinioal use, possible larget organs inolude the nervous system and
the cardiovascular system.

Aquatic Toxicily

Persistence/Blodegradahility
Bioaccumulation

Mobility in Soll

Not determined for product.
Nol determined for product.
Not detenmined lor product,

Not determined for produet.
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Waste Disposal ) If discarded as produced, this produet is not s RCRA “listed” or
“characieristic” hazardous waste, However, uses resulling in a chemionl or
physical change of the preduct or contamination of the produet with other
malerials may subject it to regulation s a hazardous waste, All wasle
materials must be properly characterized by the waste generator, Further,
disposal of al! pharmaceuticals should be performed in accordance with the
federal, state or Josal regulatory requirements.

Contniner Handling and Dispose of container and unused conlents in accordance with federal, state and
Disposal local regulations,

e

DOT STATUS: Not Regulated
Proper Shipping Namo: NA
Hozavd class: - NA
Un number: NA
Packing group: NA
Reportabie quantity: " NA
[CAONATA STATUS Not regulated
Propor shipplug names NA
Huzard class: NA
Un numbert NA
Packing group: NA
Reporinble quantity: NA
DG STATUS Not regulated
Proper shipping name: NA
Mazard class: NA
Un numbert NA
LPacking group: NA
Reportable quaniliy: NA

Netes: DOT - US Department of Transpottation Regulailons

TSCA Status ‘This produet is exempt. However, lidocaine hydrochloride is listed on the TSCA
inventory.

CERCLA Status Nof listed

SARA 302 Status Not listed

SARA 313 Status Not listed

RCRA Status Not listed

PROY 65 (Calif.) Not listed

Notes:

TSCA, Toxio Substanco Contral Aof;

CERCLA, US EPA law, Comprehensive Environmenfal Response, Compensation, and Liability Act;
SARA, Superfund Amendments and Reauthorization Act;

RCRA, US EPA, Resource Conservation and Recovery Act;

Prop 65, California Proposition 65
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U.S, OSHA Classification

GHS Classification

Hazard Acute Oral
Class ‘Foxicity
Hazard Unclassificd
Catogory
Symboel
Stgnal
Word
TInzard
Statement
Prevention:
Response:

EU Classifteatlons*

Possible Jrritant
Target Organ Toxin

Eye Target Organ Toxicity
Trritation
2B 2
Waming Wammg
Causeseyec  May canse damage to the nervous system and
irritation cardiovascular system through prolonged or

repealed exposure,
Do not breathe vapor or spray.

IP IN EYES: Rinse coutiously wilh water for several minutes. Remove contact lenses, if
present and easy to do. Conlinue rinsing. If eye irritation persists, get medical attention,
Wash hands after handling.

Get medical attention if you feet umwell,

Hos‘ﬁtl'ﬂ
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*Medisinal products ate oxempt from the requirements of the EU Dangerous Preparations Dircefive. Tuformation provided below is
for the puro drug substance lidecaine hydroohloride,

Classification(s)

Symbol

Indication of Danger

Risk Plunses:

Safely Phrasos:

Invitent

Havful

Xn

R22 - Harm(ul if swallowed
R36/37 - Iivitating 1o eyes and respiratory systcm

$23: Do not breathe vapor/spray

$24: Avoid contact with the skin

$25: Avoid contact with eyes

$37/39 Wear suitable gloves and eye/face protection.

l |
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ACGINTLV American Conference of Governmental Tndustriat Hygicnists -- Threshold Limit Value

CAS Chemionl Absiracts Service Number

CERCLA US EPA law, Comprehensive Bnvironmental Response, Compensation, and Liability Act

DOT US Department of Transportation Regulations

EEL Bmployee Expostire Limi

IATA Jntesnational Air Transport Assooiation

LDy Dosage produsing 50% mortality

NA Not applicable/Not available

NE Not established _ ;
NIOSH National Institute for Occupational Safety and Health |
OSHA PEL US Oceupational Safely and EHealth Administration - Permissible Exposure Limit l
Prop 65 Califomia Proposilion 65

RCRA US TIPA, Resourco Conservation and Recovery Aot l
RTBCS Registry of Toxio Effects of Chemical Substances |
SARA Superfund Amendments and Reauthotization Act |
STEL 15-minute Short Term Exposure Limit '
TSCA Toxic Substonce Control Act

TWA 8-hour Time Weighted Average ’

MSDS Coordinator: Global Qccupationsl Toxicology
Date Prepared: March 5, 2008

Disclaimor

The information and recommendations contained herein ave based upon tests believed to be reliable, However,
Hospira does nol guarantee their accuracy or completeness NOR SHALL ANY OF THIS INFORMATION _
CONSTITUTE A WARRANTY, WHETHER EXPRESSED OR DMPLIED, AS TO THE SAFETY OF THE
GOODS, THE MERCHANTABILITY OF THE GOODS, OR THE FITNESS OF THE GOODS FOR A
PARTICULAR PURPOSE. Adjustiment to conform to actual conditions of usage may be required. I-lospira'
assumes no responsibility for results oblained or for incidental or consequential daimages, ncluding lost profits,
arising from the use of these data. No wamanty against infringement of any patent, copyright or trademark is
made or implied. :




