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S C I E N T I F I C SAFETY 1)ATA ShEET MICROGENICS
Pirt of Thermo Fisher Scientific

SECTION 1 - IDENTIFtCATION OF THE SUBSTANCE/MIXTURE AND OF THE
COMPANY/UNDERTAKING

Microgenics Corporation Emergency telephone l-(800) 424-9300 (US and
46360 Fremont Boulevard number (Chemtrec): Canada)
Fremont, CA 94538 I-(703) 527-3887
Main: (510) 979-5000 International access (collect
Fax: (425)-205-2901 calls accepted)
E-mail: 1-(202) 483-7616 Europe
techservice.mgcm icrogdnics.com

Product identifier MAS® Urinalysis - Liquid Assayed Urinalysis Control

Synonyms 024222 MAS( Urinalysis Control Level I (High Abnormal) (4 x 1 5 ml.)
024225 MAS® Urinalysis Control Level 1 (High Abnormal) (4 x 6t) mL)
024223 MASEI4 Urinalysis Control Level 2 (Low Abnormal) (4 x IS aL)
024226 MAS4 Urinalysis Control Level 2 (Low Abnormal) (4 x 60 ml.)
024224 MASOt.) Urinalysis Control Level 3 (Nurintl) (4 x 1 5 ml.)
024227 MAS® Urinalysis Control te’el .3 (Normal) (4 x 60 ml
UA-S1 MAS(Jc Urinalysis Control sample pack (3 x 5 ml.)

Trade names MAS® Urinalysis - Liquid Assayed Urinalysis Control

Chemical family MixtLlte

Relevant identified uses of l)iagnostic Kit.
the substance or mixture
arid uses advised against

Note Ihe pharmacological, toxicological, and ecological properties of this product!
mixture have not been lulL characteri,ecl. Ibis data sheet w ill he updated as more
data become available.

Issue Date 02/1 1/13

SECTION 2 - HAZARDS IDENTIFICATION

Classification of the
substance or mixture

Regulation (EC) Mixture not yet 1uiiy tested.
1272/2008 IGIISI

t)irective 67/548/EEC or Mixtttre not et li.illt testeJ.
1999/45/EC

Label elements
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SECTION 2 - HAZARDS IDENTIFICATION .continued

CLP/CJIS hazard None required
pictf)gram

CLP/Cl IS signal word Warning

CLP/CIIS hazard None required
5 ta tern en ts

CLP/GIIS precautionary None required
sta tern en ts

EU symbol/indication of None required
danger

Risk (R) Phrase(s) None required

Safety Advice None reqciired

Other hazards No data were available for the mixture. This produci contains human urine and
should be treated/handled as a potential biohazard. All such human urine has been
derived from donors tested individually and shown by FDA approved methods to
he Free from antibodies to 1-luman Immune Deficiency Virus and I lepatitis 13 and
C. As no test method can offer complete assurance that these or other infectious
agents are not present. this product should be handled using standard biosafety
precautions.

IJS Signal word Caution

t]S I lazard overvicw Mixture nol ci ILilly tested. 1 his prodtici contains human urine and should he
treated/handled as a potential bioliazard.

Note This product’mixture does not meet criteria for classification according to
Directive I 999/15!LC and Regulation tX No I 272’2008 (LU Ct.P).
Nevertheless, it should be regarded as dangerous/hazardous as it is potentially
biohazardotis. The pharnxtcologicil, toxicological, and ecological properties of
this mixttire have not been t’cill characterized. See Section 1 6 for full text of l-ti
and UI IS classifications, the (31 IX classifications are based on Regtilation (LC)
1272/2008. ‘the LU symbol/indicator of danger, R Phrases and SatItv Advice are
based on Directive I 990/451LC.

SECTION 3- COMPOSITION/INFORMATION ON INGREDIENTS

Ingredient CAS :t LINLCS/LI.IN jjii LU (3115
Classification Classiflcaon

urine (I lumin) N/A N/A 65—75°/o Not cIasitied Not classified
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SECTION 3- COMPOSITION/INFORMATION ON INGREDIENTS.. continued

Note The ingredient(s) listed above are considered hazardous. I lunian urine is listed
because it is a potential hiohazard. ihe remaining components are non-hazardous
and/or present at amounts below reportable limits. ProdlLct also contains trace
(0.05%-0.06%) amounts of thioglycolic acid. See Section 16 for full text of Lt]
and (ii IS classifications. ‘[‘he LU classification is based on Dircctise 67/5-18/Lt.C
and the GI IS classification is based on Regulation (EC) 1272/2008.

SECTION 4 - FIRST AID MEASURES

Description of’ first aid
measures

Immediate Medical
Attention Needed

Eye Contact

Skin Contact

Inhalation

Ingestion

Protection of first aiti
responders

Most important symptoms
and effects, both acute and
del a yeci

tndication of immediate
medical attention and
special treatment needed, if
necessary

No. If exposed or concerned: Get medical advice/attention.

If’ easy to do, remove contact lenses, if ‘sorn. Immediately flush eyes with copious
quantities of s atet- f’or at least 15 minutes. If’ irritation occdtrs or persists, notify
medical personnel and super isor.

Wash exposed area with soap and sitter and remove contaminated clothing/shoes.
If irritation occurs or persists, notif medical personnel and .upervisor.

Immediately move exposed subject to t’resh air. If’ not breathing, gi e arti ticial
respiration. If breathing is labored, administer oxygen. Immediately notil,
ned ical personnel and supervisor.

It’ salloed. call a physician iminediateh , Do not induce vomiting unless
directed by medical personnel. Do not give anything to ch1n1 unless directed b
medical personnel. Never give anything by mouth to an tinconscious person.
Notify medical personnel and supervisor.

See Section 8 for Exposure Controls/Personal Protection recommendations.

See Sections 2 and 11

Medical conditions aggravated by exposure: None knos it ct reported. [‘rent
symptomatically and supportis ely.

SECTION 5- FIREFIGHTING MEASURES

Extinguishing media Use water spray (fog), tbatn. dry powder, or carbon dioxide, as appropriate (or
surrounding fire and materials.
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SECTION 5 - FIREFIGHTING MEASURES .continued

Specific hazards arising No information identified. May emit toxic ftirnes of carbon monoxide and carbon
trom the SUI)Stallce oF dioxide.
mixture

Flammahility/Explosivity No explosivity or flammability data identified. As prodLict is an aqueous soltition.
it is not expected to be flammable or explosive.

Advice for firefighters In case of fire in the surroundings: use the appropriate extinguishing agent. Wear
liii! protective clothing and an approved, positive presstire, sell-contained
bteathing apparatus. Decontaminate all equipment after use.

SECTION 6- ACCII)ENTAL RELEASE MEASURES

Personal precautions, If product is released or spilled, take proper precautions to minimize exposure by
protective equipment and using appropriate personal protective equipment (see Section 8). Area should be
emergency procedures adequately ventilated.

Environmental precautions Do not empty into drains. Avoid release to the environment.

Methods and material for for small spills, soak up material with absorbent, e.g.. paper towels. for large
containment and cleaning spills. cordon off spill area to minimize the spreading of spilled material. Soak up
up material with absorbent. Disinfct the area twice with an appropriate solvent, such

as 5% chlorine bleach solution.

Reference to other sections See Sections 8 and 13 for more information.

SECTION 7- HANDLING AND STORAGE

Precautions for safe This material should he handled at the l3iosafety Level 2 (BSI 2) consistent with
handling the U.S. Department of I lealth and I luinan Services, the 1i. S. PLiblic I lcalth

Service. Centers for Disease Control (CDC). and National Institute of I lealih
(NI II) Guidelines l3iosafcty in Microbiological and l3ioinedical 1 ,ahoraiories’
(December 2(]09. I IllS Publication No. (CDC) 21—1112).

Avoid contact with eyes. skin and other ocicous membranes. Wash thorotighly
after handling. Avoid breathing vapor/misi/spray

Conditions ftr safe storage Store at 2—8 C in a well—ventilated area. avay from incompatible materials. Keep
including any container upright and tightly closed. Do not freeze.
incompatibilities

Hacterial contamination produces an increase in turbidity and/or a characteristic
odor. Discard vial H’ evidence of microbial contamination is observed.

SpecitIc end use(s) No information identi fled.
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SECTION 8- EXPOSURE CONTROLS/PERSONAL PROTECTION

2ontroI
Pa ra melers/Occu pa tional
Expostire Limit Values

CompoLmd Issuer OEL
Urine (1 luman)

Exposute/Enginecring None normally required. When practicable, handle material in enclosed or
controls contained processes or in processes with effective local exhaust ventilation.

Respiratory protection When possible, handle material in enclosed processes or containers. If it is
properly handled with effective ventilation or containment, respiratory protection
should not be needed.

Hand protection Wear nitrile or other impervious gloves if skin contact is possible. When the
material is dissolved or suspended in an organic solvent, wear gloves that provide
protection against the solvent.

Skin protection Wear appropriate gloves, lab coat, or other protective overgarment if skin contact
is likely. Base the choice of skin protection on the job activity, potential for skin
contact and sohents and reagents in tise.

Eye/face protection Wear safety glasses ‘ ith side shields, chemical splash goggles, or full 10cc shield,
if necessary. Base the choice of protection on the job activity and potential for
contact ilh eyes or 10cc. All emergency eye wash station should he a ailat,le.

Environmental Exposure Avoid release to the environment and operate within closed systems herever
Controls practicable.

Other protective Wash hands in the event of contact with this pwduct/inixture. especially befOre
measures eating, drinking or smoking. Protecti e equipment is not to be worn outside tile

ork area (e.g., in common areas or out—ol’—doors). Decontain mate all tlrotective
equipment follo\\ mu. use.

SECTION 9- PHYSICAL AND CHEMICAL PROPERTIES

Cnformation on basic
physical and chemical
p ()pert i Cs

Appearance Clear liquid

Color Colorless

Odor NC) information identilicd.

Odor threshold No in fOrmat ion idenli lied.

p11 >8

Melting point/freezing No intormation identified.
0 lilt
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SECTION 9- PHYSICAL AND CHEMICAL PROPERTIES continued

Initial boiling point and No information identified.
boiling range

Flash point No in formation identi tied.

Evaporation rate No information identified.

Flammability (solid, gas) No in formation identified,

Upper/lower No information identified.
flammability or explosive
limits

Vapor pressure No information identified

Vapor density No information identified.

Relative density No in formation identi fled.

Water solubility Miscible with water

Solvent solubility No information identified.

Partition coefficient No information identi tied.
(n—octuii ol/water)

Auto—ignition No information identified.
tern perature

l)ecomposition No information identified.
temperature

Viscosity No information identified.

Explosive properties NC) information identified,

Oxidizing properties No inlormation lClentitic’d.

Other information

Molecular weight Not applicable (Mixture)

Molecular formula Not applicable (Mixture)

SECTION 10- STABILITY AND REACTIVITY

Reactivity No in formation identified.

Chemical stability Stable when stored as recommended.

Possibility of hazardous Not expected to occur.
reactions

Conditions to avoid Avoid temperatctres 25° C. Do not freeze.
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SECTION 10- STABILITY ANI) REACTIVITY ..continued

Incompatible materials No iii formation identi lied.

Ilazarclotis decomposition No infbrmation identitied.
Products

SECTION 11 - TOXICOLOGICAL INFORMATION

Information on toxicological
efTects

Route of entry May be absorbed by inhalation, skin contact and ingestion.

Acute toxicity
cnid Route Species ?_

Urine (I luman) —— —— ——

Irritation/Corrosion No studies identified.

Sensitization No studies identified.

STOT-single exposure NC) studies identified.

STOT-repeatetl No studies identified.
exposure/Repeat-close
toxicity

Reproductive toxicity No studies identified.

Developmental toxicity No studies identified.

Cenotoxicity No studies identified.

Carcinogenicity No studies identified. None of the components of this mixture present at 1eels
greater than or equal to 0.1% are listed by NIP, IARC. AC(ilI I or 051 IA as a
carcinogen.

Aspiration hazard No data at ailable.

human health data See Section 2 - Other I lazarUs’

Additional information Ihe toxicological properties ol this mixtcire hate not been ktlly characterized.

SECTION 12- ECOLOGICAL INFORMATION

Toxicity
jfl[)OUflcl Species (Oflc’flt rat OJI

t]rine (I ltiinan ) —— ——
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SECTION 12- ECOLOGICAL INFORMATION .continued

Persistence and No data available.
1)egradability

Hioaccumulative potential No data available.

Mobility in soil No data available.

Results of Pill’ and vPvB Not perfonned.
assessmt

Other adverse effects No data aailable.

Note The environmental characteristics of this product/mixture have not been fully
investigated. Releases to the environment should be avoided.

SECTION 13 - DISPOSAL CONSIDERATIONS

Waste treatment methods Used product should he disposed of according to local, state, and federal
regulations. Do not send down the drain or flush down the toilet. All w astes
containing the material should he properly labeled. Dispose of wastes in
accordance to prescribed fideral, state, and local guidelines, e.g.. appropriately
permitted chemical waste incinerator. Rinse waters rescilting from spill cleanups
should be discharged in an environmentally safe manner. e.g.. appropriately
permitted municipal or on-site wastewater treatment facility.

SECTION 14 - TRANSPORT INFORMATION

Transport Based on the available data, this product/mixture is not regulated as a hazardous
material/dangerotis good under lU ADRJRII), US DOE. Canada FD(i. IAl’A. or
I M DG.

UN num bet None assigned.

UN proper stiippin name None assigned.

Transport hazard classes None assigned.
aiid I)Icktng grtp

Environmental hazards Based on the available data. this product/tm xtdire 5 not regulated as an
environmental hazard or a nan ne pollutant.

Special precautions for Mixture not Fully tested — avoid exposure.

users
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SECTION 14- TRANSPORT INFORMATION .continued

Transport in bulk according Not applicable.
to Annex 11 of
MARPOL73/78 and the IIIC
Code

SECTION 15- REGULATORY INFORMATION

Safety, health and This SDS complies with the requirements LLnder US. LU and (11 IS (LU CIP —

environmental RegLilation EC No 1272/2008) guidelines. Consult your local or regional
regulations/legislation authorities for more information.
specific for the substance or
mixture

Chemical safety assessment Not conducted.

OSIIA Hazardous Caution. Mixture not fully tested. Product contains human urine and should he
treated/handled as a potential hiohazard.

WIIMIS classification Not required. l)rugs are not subject to WI MIS. This prodticCmixture ms been
classi ned in accordance s ith the ha?ard criteria o I’ the Controlled Products
RegLilations and the S[)S contains all ol the inlonnation required b those
regulations.

TSCA status Not listed

SARA section 313 Not listed.

California proposition 65 Nol listed.

SECTION 16- OTHER INFORMATION

Full text of R phrases and Not applicable.
EU Classifications

Full text otli phrases, P Not applicable.
phrases and GuS
classification

Sources of data lntbrmation from published literature and internal compan data.

Abbreviations ACGII I - American Conference of Governmental Industrial I lygienists ADR!RID

— Luropean Agreement Concerning the International Carriage of Dangerous (ioods
by Road/Rail All IA American Industrial I lygiene Association CAS — Chemical
Abstract Services Number DNLL — Derix ccl No Eliect I .evel DO’l - Department of
lransportaton LINECS — European Inventory otNew and Existing Chemical
Substances LLINCS — European Lii of Notified Chemical Substances LtJ —

luropean Union OIlS — Glohall I larmonized 5> stein of Classification mcI
[abel ling of Chein icals IARC — International Agency for Research on Cancer

11)1.11 — Immediately Dangerous to life or I lealth lATh — International Air
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SECTION 16- OTHER INFORMATION.. continued

Abbreviations continued Transport Association IMDG - International Maritime Dangerous Goods LOLL -

Lowest Observed Effect Level LOAEL - Lowest Observed Adverse Effect Level
NIOSII - The National Institute for Occupational Safety and I lealth NOEL - No
Observed Effect Level NOAEL No Observed Adverse Effect Level NTP -

National Toxicology Program OEL — Occupational Exposure Limit 051 IA —

Occupational Safety and I lealth Administration PBT — Persistent, Bioaccumulative
and Toxic PNEC - Predicted No Effect Concentration SARA - Superfund
Amendments and Reauthorization Act SFEL — Short Ferm Exposure Limit TDG —

Transport Dangerous Goods FSCA — Toxic Substances Control Act TWA — Time
Weighted Average WI IMIS — Workplace I lazardous Materials Information System

Revisions This is the forth version of this SDS.

1)jscjaimcr The above information is based on data available to us and is believed to be
correct. Since the information may be applied under conditions beyond our control
and with which we may be tinfomiliar, we do not assume any responsibility for the
results of its use and all persons receiving it must make their ovn determination ot
the effects, properties and protections which pertain to their particular conditions.
No representation, warranty, or guarantee. express or implied (including a
warranty of fitness or merchantability for a particular purpose). is macic with
respect to the materials, the accuracy of this information, the results to be obtained
from the use thereof, or the hazards connected with the use of’ the material.
Caution should be used in the handling and use of the material because it is a
pharmaceutical/diagnostic product. The above in! ormalion is ofhrecI in good Faith
and with the beliefthat it is accurate. As of the date of issuance, we are providing
all inf’orination relevant to the foreseeable handling of the material. I lowever, in
the event of an adverse incident associated with this product, this Satty I)ala
Sheet is not, and is not intended to be. a substitute for consultation v. ith
approprialely trained personnel
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