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Cystografin and Cystografin Dilute MATERI AL SAFETY DATA SHEET

The author of this Material Safety Data Sheet (MSDS) is Bracco

Di agnostics Inc. This MSDS is generated and/or distributed by the
Bristol -Mers Squi bb Conpany on behal f of Bracco Di agnostics Inc.
Pl ease carefully review all of the information disclosed in this
MBDS prior to handling or using the product referenced bel ow.

SECTION 1: CHEM CAL PRODUCT AND COMPANY | DENTI FI CATI ON

Bracco Di agnostics Inc.
P. O Box 5225
Princeton, NJ 08543

Product Identification: Cystografin (30% and Cystografin Dilute

(189 .

1. Chenical Nane: For active, D-Qducitol, 1-deoxy-1-(nethylam no)-
3, 5-di acetamido-2,4,6-triiodobenzoate (salt)

2. Synonyns: For active, diatrizoate meglumine injection USP 30%

diatri zoate neglum ne injection USP 18%

How Supplied: Cystografin (100nL in 200nL bottle and 300ni in

300nmL bottle). Cystografin Dilute (300ni in 300nL bottle).

Product Use: Radi opaque contrast agent.

Chemical Family: None provided.

Mol ecul ar For mul a: CL1H9I 3N20O4. C7H17NGCB

CAS NUMBER: Diatrizoate nmeglum ne (131-49-7).

w

Nook

EMERGENCY CONTACTS: (Heal th) 1-800-257-5181.

(U.S. Transportation)Chentrec 1-800-424-9300.
(I'nternational Transportation)
Chentrec 1-703-527-3887.

EMERGENCY OVERVI EW Cl ear colorless to pale yellow sterile aqueous
solution. Non-conbustible. See Health Effects
and Toxi col ogy sections for additional
i nformation.

SECTI ON 2: COVPOSI TI OV | NFORMATI ON ON | NGREDI ENTS

COVPONENTS HAZ ARDOUS CONCENTRATI ON CAS EXPCSURE
(YI'N % W W) % W V) NUVBER  GUI DELI NE
> 1%
D atrizoate N 16*-28** 18*-30** 131-49-7 none
Megl um ne
Wat er N > 1 7732-18-5 none

*Cystografin Dilute **Cystografin

Conponents present at < 1% or used for pH adjustnent: edetate
di sodi um
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Cystografin and Cystografin Dilute Material Safety Data Sheet
(conti nued)

SECTI ON 3: HEALTH HAZARDS | DENTI FI CATI ON

Ef fects of Overexposure
Rout es of Entry:

1

I nhal ati on: Under normal conditions, this material is handled
in closed vials and exposure to this material by inhalation
is not expected to occur. However, in a situation where the
liquid woul d be aerosolized, there may be potential for

i nhal ati on. The extent of systenmic absorption of the materia
after inhalation is not known.

Skin Contact: Exposure may occur via skin contact if gloves
and protective clothing are not worn. The extent of systemc
absorption of the material after skin contact is not known.

I ngestion: Ingestion of large quantities of this material in
an occupational setting would not be expected to occur

I ngestion of trace anmounts of the material might occur if the
materi al contacts hands and hands are not washed prior to
eating, drinking or snmoking. Diatrizoate neglunine is poorly
absorbed fromthe gastrointestinal tract.

Acut e

1

I ngestion: Inadvertent ingestion of trace ampunts of this

materi al woul d not be expected to result in synptomns.

I ngestion of large quantities of certain neglumne salts may

result in mld |axative effects, dehydration, electrolyte

di sturbances, and occasionally hypersensitivity (allergic)

reactions.

I nhal ation: Inhaling small doses of aerosolized nateria

woul d not be expected to result in synptons.

Skin Cont act:

a. Toxic: Contact with snmall quantities of material for
short periods is not expected to result in pharnacol ogic
or toxic effects.

b. Irritation: Material contains |ow concentrations of
conponents that are mild irritants or possible irritants.
It nmay have potential to cause mld irritation, however,
noderate or severe irritation is not expected.

c. Sensitization: This naterial may act as a sensitizer
(all ergen) for those persons who are allergic to these
formul ati ons, iodine, or other conponents in the
fornmul ati on.

4. Eye Contact: No information

Chroni c
Repeat ed and prol onged exposure to skin may cause skin
irritation.

Exposure Guideline Sumrary: An exposure guideline has not been
established for this material
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Cystografin and Cystografin Dilute Material Safety Data Sheet
(conti nued)

Car ci nogen Lists | ARC. No. NTP: No. OSHA:  No.
Target Organs: None known.

Medi cal Condition Aggravated by Exposure: Sensitivity to iodine.

SECTI ON 4: FI RST Al D MEASURES

1. Ingestion: Get nedical attention inmrediately. Vomting may be
i nduced if a person is conscious and if ingestion has occurred
within the past three hours. Never induce vonmiting in a person
who i s unconsci ous or experiencing convul sions.

2. Inhal ation: Renove exposed person to fresh air. |f personis
not breathing, give artificial respiration. |If breathing is
difficult adm nister oxygen. Get nedical attention i mediately.

3. Skin Contact: Renmove contaminated clothing. Wash skin with
plenty of water for 5 minutes. Seek nedical attention if
irritation (redness, itching or swelling) devel ops or persists.

4. Eye Contact: Hold eyelids apart and flush with plenty of water
for 5 mnutes. Get nmedical attention if signs of irritation
devel op.

5. Note to physicians: None.

SECTION 5: FI RE FI GHTI NG MEASURES

1. Flash Point: Not avail able.

2. Auto-ignition Tenperature: Not avail able.

3. Flammability Limts:

a. LEL: Not applicable.
b. UEL: Not applicable.

4. Conbustibility of Dusts: Not applicable, material exists as a
[iquid.

5. Extinguishing Media: In case of fire, flood with water.

6. Fire-fighting Instructions: Firefighters should wear self-
cont ai ned breathing apparatus, flanme and chenical resistant
clothing, boots and gloves. Evacuate personnel to an upw nd
direction, renmove unneeded material and cool container(s) wth
wat er from a nmaxi mum di st ance.

7. Hazardous Conbustion Products: carbon nonoxi de, carbon dioxide,
hydrogen i odi de, iodine, nitrogen oxides.

8. Unusual Hazards: None.

SECTI ON 6: ACCI DENTAL RELEASE MEASURES

Spill/Cl ean-up: Lab coat, inpernmeable gloves (latex, latex/nitrile
or nitrile) and eye protection should be worn as a m ni num

precaution. Absorb spill with inert naterial, e.g. sand,
verm culite or other non-conbustible absorbent materials, and pl ace
into a closed container for reclamation or disposal. The spil

area should be ventil ated and decontani nated after material has
been pi cked up.
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SECTI ON 7: HANDLI NG AND STORAGE

1. Handling Precautions: Avoid splashing of liquid product.
Avoi d skin and eye contact.

2. Contai ner Requirenents: 200 and 400 nL containers for 100 and
300 nL quantities of Cystografin, respectively and 300 nL
containers for 200 mL quantity of Cystografin Dilute.

3. Storage Conditions: Store at 20-25 degrees C. Protect from
I'i ght.

SECTI ON 8: EXPOSURE CONTROLS & PERSONAL PROTECTI ON

1. Ventilation Requirenents: None beyond good roomventilation

2. Respiratory Protection: Not anticipated for nornmal clinica
environnent. Non-routine exposure conditions may require N OSH
approved respiratory protection appropriate for exposure
potential. Self-contained breathing apparatus should be
avai | abl e for energency use.

3. Eye Protection: War safety glasses (ANSI Z87.1).

4. Protective doves: War inpervious gloves (latex, latex/nitrile
or nitrile) if the potential exists for dermal contact.

5. Special dothing: None.

6. Hygi ene: Wash hands after handling product and before eating,
snoki ng, using lavatory and at the end of the day.

SECTI ON 9: PHYSI CAL AND CHEM CAL PROPERTI ES

1. Appearance/ Physical State/Color: Cear colorless to pale yellow
sterile aqueous sol ution

Boi | i ng Point: Not avail able.

Evaporati on Rate: Not avail abl e.

Fl ash Poi nt: Not applicable.

Freezing Point/Mlting Point: Not avail abl e.

Oct anol / Water Partition Coefficient: Not avail able.

Qdor (threshold): Not renarkabl e.

pH 7.1-7.3.

Solubility in Water: M scible.

Specific Gravity: 1.009 (Cystografin Dilute (18%) and 1.162
(Cystografin — 30% .

11. Vapor Density: Not avail able.

12. Vapor Pressure: Not avail able.

13. Viscosity: Not avail able.

o
COXNOOTEWN

SECTI ON 10: STABI LI TY AND REACTIVITY

1. Stability: Filled containers are stable under normal conditions.
2. Inconpatibilities: None known.

3. Conditions of Reactivity: No information
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4. Hazardous Deconposition Products: carbon nonoxi de, carbon
di oxi de, hydrogen iodide, iodine, nitrogen oxides.
5. Hazardous Pol ynerization: None.
6. Explosion data relative to nmechanical inpact: No information
7. Explosion data relative to static discharge: No information.

SECTION 11: TOXI COLOG CAL | NFORMATI ON — for active ingredient,
di atrizoate megl uni ne.

1. RTECS # (U.S.): LZzZ4315000
2. Acute iv LD50 (rat)= 14,565 ng/ kg
Acute iv LD50 (rmouse)= 21, 200 ng/ kg
Acute ip LD50 (rat)= 44,504 ngy/ kg
Di atri zoate negl um ne woul d be classified as essentially
nontoxi c after acute intravenous injection
3. LC50: Not applicable, exists as a liquid at roomtenperature.
4. Chronic
Carci nogenicity: No information.
Mut ageni city: No information.
Teratogenicity: No information.
Reproductive Effects: No data.
Toxi col ogi cal Synergistic Products: None known.

Pooow

SECTI ON 12: ECOLOCGQ CAL | NFORMATI ON

1. Ecotoxicol ogical Information: Not avail able.
2. Chenical Fate Infornation: Not avail able.

SECTI ON 13: DI SPOSAL CONSI DERATI ONS

Di spose in accordance with national, state, |local or applicable
country regul ati ons.

SECTI ON 14: TRANSPORT | NFORVATI ON

1. Domestic
a. Proper Shipping Name: Not classified.
b. Hazard C ass, UN Number, Packing G oup: Not classified.
c. Label Requirenents: Not applicable.
d. Placard Requirenents: Not applicable.
$$$
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2. International
a. Proper Shipping Nanme: Not classified.
b. Hazard d ass, UN Nunber, Packing G oup: Not classified.
c. Label Requirenents: Not applicable.
d. Placard Requirenments: Not applicable.

SECTI ON 15: REGULATORY/ STATUTORY | NFORVATION (limted to health,
safety, environmental)

NOTE: Not neant to be all-inclusive.
1. U S. Federal: None not ed.

2. International: None noted.
3. EC Labeling: Not applicable.

SECTI ON 16: OTHER | NFORNMATI ON
July 12, 2002: Modified Section 9, Item 10 (specific gravity).

May 25, 2001: New MBDS for Cystografin and Cystografin Dilute was
devel oped by Bracco Di agnostics Inc.

February 18, 1993: MsSDS for Cystografin and Cystografin Dilute
devel oped by Bristol-Mers Squi bb

Di agnostic agents are intended for use under direction of a
physi cian and only under the conditions of use described on the
| abel and in the product’s package insert. As a genera
precaution, personnel who handl e these products should avoid
contact (ingestion, inhalation, skin and eye contact) with them

This material safety data sheet is intended for use by personne
who handle this naterial as part of their job responsibilities and
it does not address the diagnostic use of this naterial

I nformati on concerning the use of this diagnostic agent should be
obtained fromthe product package insert and other appropriate

ref erences.

The information contained in this MSDS was obtai ned by Bracco

Di agnostics from sources believed to be accurate and reliable and
represents the best information currently on file and known by
Bracco. However, Bracco nakes no representation, guaranty or
warranty, express or inplied, with respect to any such infornation
and specifically disclains and assunmes no liability resulting from
the use, msuse or mshandling of either the product or this MSDS
$$$
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