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

D O AN N O RN R TON S

Manufacturer Name And Hospira, Inc.
Address 275 North Field Drive
Lake Forest, Ilinois 60045
USA
Emergency Telophono CHEMTREC: 800-424-9300
Hosplra, Inc, 224 212-2055
Produef Name Lidocaine Hydrochloride Injection, USP, 1% & 2%
Synonyms Acetamide, 2-(dielhylamine)-N-(2,6-dimethylphenyl)-monohydrochlovide; 2,6

Acctoxylidide, 2-(diethylamino)-, hydrochloride

O D O P ONINEO A

Actlve Ingredient Name Lidocaine Iydrochloride

Chemienl Formula Cy4112;N, 0O ¢ HCI

_______ = — — :

Component Apm mh{;‘:'cgil:] . CAS Number RTECS Number
Lidocaine Hydrochloride £ $20% 73-18-9 AN7600000

Non-huzardons ingredients inolude water and/or sodium ohiforide, Hazardous ingredients presont at fess than 1% may inolude sodium
hydroxide and/or hiydrochlorio noid (nsed to adjust the pit).
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Emergency Overylew Lidocaine Hydrochloride Injection, USP, 1% or 2%, contains lidocaine hydrochloride, an
amide-type looal anesthetic used as a local anesthetio for pain management. In the
workplace, this product should be considered possibly irvitating to (he skin, eyes and
respiratory lract, Possible targel organs include the nervous system and cardiovascular
syslem.

Occupntional Exposure  Information on the absorption of this product vin inhalation or skin contact is not available.
Potentlal Published reports have indicated that similar local anesthelics have some potential to be
absorbed through intact skin. Avoid liquid aerosol generation and skin contacl.

Signs and Symptoms Inadvertent contact with this produet may cause irritation, followed by numbness.
Ingestion may cause numbness of the tongue and anesthelic ¢ffeets on the stomach, In
clinical use, this produel produces numbness when injected. In normal clinical use, adverse
cflects may include fever, headaches, agitalion, lingling of extremities, general
hypotension, bradycardia, dizziness, nausea, vomiting, ancmia, back pain, post-operative
pain and fetal distress. Systemic absorption can praduce central nervous system (CNS)
stimulation and/or CNS depression. CNS depression may progress to coma and cardio-
respiratory arrest. Signs of enrdiovascular toxicily may include changes in cardiac
conduction, excitability, refractoriness, contractility, and peripheral vascular resistance.
Toxio blood levels may cause afrioventriculor block, ventriular archythmias, onrdino
avesl, and somelimes death. In addition, decreased cardine output and axterial blood
pressure may occur, Allergie-type reaclions are rare but may oceur due lo sensitivity to the
Jocal anesthetio or to other formulation ingredients. These reaclions are characterized by
signs such as urlicarja, pruritus, erythema, angioneurotic edema (ineluding laryngeal




Product Name; Lidocaine Hydrochloride Injection, USP, 1% & 2% Hn@‘a

Signs and Symploms: cdema), tachycardia, sncezing nausca, vomiling, dizziness, syncope, excessive
continued swealing, elevated lemperature, and possibly, anaphylactie-like symploms (including |
sovere hypolension). Cross sensitivily with other amide-type local anesthetics has
been repoited,

Medieal Conditlons Pre-exisling hypersensitivity to lidocaine or related amide-tlype anesthetios. Pre-
Aggravated by Exposure  exisling nervous system or cardiovascular ailments,
Carelnogen Lists TARC!t Not Jisted NTP: Not listed OSHA! Not lisled

Eye Conlact Remove from source of exposure, Flush with copions amounts of water, 1f
irrilation persists or signs of loxicily oceur, seek medical attention. Provide
symplomalie/supportive oare as necessary,

Slin Contaet Remove from source of exposure. Flush with copious amounts of water, If
irrilation persists or signs of toxicily veenr, seek medical attention. Provide
symptomafic/supportive care as necessary.

Inhalation Remove from source of exposure. H signs of toxioily ocour, seek medical
atiention, Provide symptomatic/supporlive carc ns nccossary,

Ingestion Remove from source of exposure. [f signs of toxicily oceur, scek medienl
altention, Provide symplomalic/supporlive care as necessary.

Tlammabillty Non-flammable

Tive & Explosion Flnzard None

Extingnishing Media _As wilh any [ire, use extinguishing media appropriate for primary cause of fil'c..
Speclal Fire Fighting No special provisions required beyond nonnal fire fighting equipment such as
Procedures flame and ehemicnl resistant clothing and selll contained breathing apparatus,

Isolate aven around spill. Put on suilable proteclive olothing and equipment as
specified by sile spill procedures. Absorb any liquid with suitable material and
clean aflecled arca wilh soap and water. Disposc of spill materials according
to the applicuble federal, slate, or Jocal regulations.

Handling No speeial handling required under conditions of normat product use.

Storage No special slorage required for hazard control. For product protection, follow
USP controlled room temperature slorage recommendations nofed on the
produet case label, the primary container label, or the product insent.

Speclal Preeautions No special precaulions are required for hazard conlrols,
2




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

Exposure Guldelines

Jixposure linlls

Component

OSITA-PRL ACGI-TLY Hospira LEL,

Lidocaine Hydrochloride

8 hr TWA: Not
| Established

8 hr TWA: Nol
Established

8 Iw TWA: 500 meg/m3
STBL: Smp/m3

Noles: OSHA PEL: US Occupational Safety and Healih f\dda;linislmion - Permissiblo Exposure Limit

ACGIH TLY: American Conforence of Governmental Industelal Hyglenists - Threshold Limit Valua,
ERl: Employeo Exposure Limit,

TWA: 8 hour Time Weighted Average.

STEL: 15-minte Shiort Term Exposure Limit,

Respiratory Profectlon

Skin Protection

Eye Protection

Lngineering Confrols

Appearance/Physical State
Odor

Odor Threshold;
pE:
Meolting polnt/Iveezing point:

Initial Bolling Polnt/Boiling
TPolni Range
Evaporation Raie

Flammabiifty (solid, gas):

Upper/Lower Flanmnabiliiy or

Exploslve Limlts:
Vapor Pressure

Vapor Density (Alr=[)
Evaporation Rate
Speellic Gravity
Solubility

Log Partition coefficient: n-
oclanoliwatert
Aufo-iguitlon temperature

Decomposition {emperafure

Respiratory protection is nomally not needed during intended produet vse. e
However, il the generation of acrosols is likely and engincering conlrols are not
adequale to control potential airbome exposures, the use of an approved air-
puritying respirator with a HEPA cartridge (P100) is recommended. Personnel who
wear respirators should be fil tested and approved for respirator use as required,

If skin contact with the product formulation s likely, the use of Iatex ornitrile
gloves is recommended,

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

Bngineering controls are normally not neede! during the nonnal use of this product.
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Clear, colorless liquid,

Not delermined.

NA

Between 5.0 and 7.0

Approximately {hat of water (0 °C, 32 °F),
Approximately (hat 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 chloroform; insoluble in ether,

NA

NA
NA




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

Reactivity Nol determined,

Chemienl Stability Stable under standard use and storage conditions,

Hazardous Reactlons Nol determined

Conditlons tv avoeld Not detennined

Incompatibilitles Strongly alkaline condifions, Methyl viny] ether; zine.

Hazardous Decomposition Not determined. During thermal decomposition, it mmay be possible to generate
Products irritating vapors and/or toxic fumes of carbon oxides and nilrogen oxides

(NOx), and hydrogen chloride.

Hazardous Polymerization Not anticipated (o occur with this product,

Acule Toxiclty:

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

Tngredieni(s) s e 3 _ Route of . : ot =
33 Pereent | Test {_\_.lf_ _Adwinistration V.!'Iue_%jJn_l_lj_ _“_.B.pcc_ifs_
220 mglkg Mouse
Lidocaine Hydroohloride 100 1.LD50 Oral 292 mg/kg Mouse
122 mg/kg Rat
Lidocaine Hydrochloride 100 LD50 Intraperitoneal 63 mg/kg Mouse
3 6. 21 | 'mghkg Rat
1S mg/kg Mouse
Lidocaine Hydrochloride 100 LDS0 Intravenous 25.6 mglkg Rabbit
2'4‘5 mg/kg | GuinenPig
Lidocaine iTthﬁchimidc e 100 LD50 Intratracheal 28 my:‘k 8 Rabbit
LD 50: Dosage that produces 50% mortality.
Aspiration Hazard None anticipated from normal handling of this product.
Dermal Irrvitation/Corrosion None anticipated from normal handling of this product. However, inadvertent

contact with this product may be irritating lo broken skin and mucous
membranes, and may produce nunbness.

Ocular Irritntion/Corrosion None anficipated from normal handling of this produol. However, inadvertent
contact of this produet with eyes may produce irrilation, numbness, and blurred
vision.

Dermal or Resplratory None anlicipated from normal handling of this produot. However, inadvertent

Sensitizafion contact of this product with the respiratory system may produce irritation and

numbness. Rarely, allergic-type reactions have been reported during (he
clinical use of lidocnine.




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

Hospita

Reproductive Effects In a fertility study in rats, lidocaine given subcutanconsly at a dosage of 30
mg/kg (180 mg/n2) to mating pairs did not produce elterations in fettility or
general reproductive performance of rats. Subeufancous administration of
lidocaine o pregnant rats ot a dosage of to 50 mg/kg did not produce evidence
of harm (o the fetus. [n yabbits, there was no evidence of hamm lo the fetus at &
subcutanecous dosage of S mg/kg, Treatment of rabbits with a subcutancous
dosnge of 25 mg/kg produced evidence of maternal toxicity and evidence of
delayed fetal development, inclnding a non-significant decrense in fetal weight
and an increase in minor skeletal anomalies. The effeot of lidocaine on post-
natal development was evaluated in rals by reating pregnant female rats daily
subcutancously at dosages of 2, 10, and 50 mg/kg [vom day 15 of pregnancy
and up to 20 days post partum. No signs of adverse effects were scen cither in
dams or in the pups up to and including the dose of 10 mg/kg; however, the
number of surviving pups was reduced al 50 mg/kg, both af birth and the
duration of Inctation period; (his effect is most likely secondary to maternal
foxisily. A second study evalunted the effecls of lidocaine on posi-natal
development in the rat that included assessment of the pups from weaning to
sexual maoturity, Rats were (realed subeutnneously for 8 months with 10 or 30
mg/kg lidocaine, a lreatment duration that ineluded 3 mating periods. There
was no evidence of allered post-nalal development in any offspring; however,
both doses of lidoeaine significantly reduced the average number of pups per
litler surviving until weaning of offspring from the first 2 maling periods,

Mufagenlelly ‘I'he mutagenio potential of lidocaine was evaluated in the Ames Salmonclla
reverse mutation assay, an in vitre chromosome aberrations assay in human
Iymphocyles and in an iz vive mouse micronucleus assay. ‘I'here was no
indieation of any mutagenic effect in these studies,

Carecinogentelty Long-term sludies in animals to evaluate the earcinogenio potential of most
local anesthelics, including lidooaine, have not been conducted.

Target Ovgan Effects Based on clinioal use, possible larget organs inolude the nervous system and
the cardiovascular syslem,

Aqmt[ig Toxieily Not detgmlined for produet.
Persistence/Biodegradability Nol determined for product.
Bloaccumulntion Not detenmined lor product.
Mobility in Soll Not determined for produel.




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

Hospira

Waste Disposal

Contalner IHandling and
Disposal

If discarded as produced, (his product is not « RCRA “listed” or
“charncieristic” hazardous waste, However, uses resulling in a chemienl or
physical change of the product or contamination of the produel with other
malerials may subject it lo regulation as a hazardous waste. All waste
materials must be properly characterized by he waste generator, Further,
disposal of all pharmacewticals should be performed in accordance with the
federal, state or Jocal regulatory requirements.

Dispose of container and unused contents in accordance with federal, state and
local regulations.

DOT STATUS:

Proper Shipping Namos
Hazard cluss:

Un number;

Packing group:
Reporiable quantlty:

ICAO/TATA STATUS
Proper shipplug names
Huzard class;

Un number:

Packing group:
Reporiable quandiiyt

IMDG STATUS

Proper shipping name:
Hazard class:

Un number:

Packing group:
Reportable quantlty:

R
.':I;

SRR

Not Regulated
NA
NA
NA
NA
NA

Not regulatcd
NA
NA
NA
NA
NA

Nol regulated

NA
NA
NA
NA
NA

Notes: DOT - US Department of Transportatlon Regulallons

TSCA Status

CERCLA Siatus
SARA 302 Status
SARA 313 Status
. RCRA Sintus
PROY 65 (Calif.)

Notes:
TSCA, Toxic Substance Control Aol

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

RCRA, US EPA, Resource Conservation and Recovery Act;

Prop 65, California Proposifion 65
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This produet is exempt. However, lidocaine hydrochloride is listed on the TSCA
invenlory,

Not listed

Not listed

Naot listed

Not listed

Nol listed




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

I-fos;’in'ﬂ

U.S, OSHA Classification

GIHIS Classifien{lon

Hazard Acute Oral
Class Toxicity

Hazard Unclassificd
Catogory

Symbol
Signal
Word

Tnzard
Statement

Prevenfion:

Response:

EU Classifteatlons*

Possible Jrritant
Target Organ Toxin

Eye Targel Organ Toxicity
Trritafion
2B 2

Waming

Causeseye  May couse damage lo 1he nervous system and
irritation cardiovascular system through prolonged or
repealed exposure.

Do not breathe vapor or spray.

IF IN BYES: Rinse cautiously with water for several minutes. Remove contact lenses, if
presend and easy (o do, Conlinue rinsing. If eye irritalion persists, get medical attention,
Wash hands after handling,

Get medical attention if you feel unwell.

*Medicinal produets are exempt from the requirements of the EU Dangerous Preparations Dircefive. Information provided below is
for tho pure drug substance lidocaine hydrochloride,

Classifieation(sh

Symboh

Indicntion of Danger

Risk Phrases:

Sufety Phrasos:

Harmful Iivitent

Xn Xi

R22 - Harmful if swallowed
R36/37 - Iiritating fo eyes and rospiratory system

323: Do not breathe vapor/spray

S24: Avoid contact with the skin

$25: Avoid contact with eyes

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




Produei Name: Lidocaine Hydrochloride Injection, USP, 1% & 2% Hﬂﬁ‘

ACGIH TLV American Conference of Governmental Tndustrial Iy gicuists -- Threshald Limit Value

CAS Chemical Absiracts Service Number

CERCLA US EPA law, Comprehensive Environmental Response, Compensation, and Liability Act
DoT US Department of Transportation Regulations

EEL Employee Bxposure Limil

IATA Jnternational Air Transpor! Assooiation

LDso Dosage producing 50% mortality

NA Not applicable/Not available

NE Not established :

NIOSH National Institute for Occupational Safety and Heallh

OSHA PEL US Occupational Safety and Health Administration —~ Permissible Exposure Limit
Prop 65 Califomia Proposilion 65

RCRA US TiPA, Resource Conservation and Recovery Act

RTECS Registry of Toxio Effeots of Chemioal Substances

SARA Superfund Amendments and Reauthorization Acl

STEL 15-minute Short Texm Exposure Limit

TSCA Toxic Substonce Control Acl

TWA 8-hour Time Weighted Average

MSDS Coordinator: Global Occupational Toxicology

Date Prepared: March 5, 2008

Disclaimenr

The information and recommendations contained herein ove based upon tests believed to be reliable, However,
Hospira does not guarantee their aceuracy or completeness NOR SHALL ANY OF THIS INFORMATION
CONSTITUTE A WARRANTY, WHETHER EXPRESSED OR IMPLIED, AS TO THE SAFETY OF THE
GOODS, THE MERCHANTABILITY OF THE GOODS, OR THE FITNESS OF THE GOODS FOR A
PARTICULAR PURPOSE. Adjustinent to conform to actual conditions of usage may be required. Hospira
assumes no responsibility for results obtained or for incidental or consequential damages, including lost profits,
arising from the usc of these data. No warranty ageinst infringement of any patent, copyright or trademark is
made or implied.




