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Product Name: Cyclosporine Oxal Solution, USP, 100 MG/ML
Issued: 30-Dec-2002

E] MATERIAL SAFETY DATA SHEET

1. CHEMICAL PRODUCT AND COMPANY IDENTIFICATION

Manufacturer Name and Abbott Laboratories,
Address: Pharmaceutical Products Division,
200 Abbott Park Road,

Abbott Park, Illinois 60064-3537

Customer Service Telephone:  1- 800 - 441 - 4987

Emergency Telephone: CHEMTREC: 1-800-424-9300

Product Name: Cyclosporine Oral Solution, USP, 100 MG/ML
Synonyrmns: Gengraf Oral Solution 100mg/ml

List Number: 7269

National Drug Code Number:  0074-7269-50

k. COMPOSITION/INFORMATION ON INGREDIENTS

]

Ingredients Percent | OSHA PEL | ACGIH TLV| AIHA WEEL| Abbott EEL | Skin Notation
Cyclosporine proprietary| Not Listed Not Listed [Not Applicable] 0.2 mg/m? None
59865-13-3 TWA
Sobitan Monooleate propretary[ NotListed | NotListed [Not Applicable[Not Applicablel None
1338-43-8
Polyoxyl 35 Castor Oil proprietary| NotListed Not Listed [Not Applicable{Not Applicable None
61791-12-6
Propylene Glycol proprietary| NotListed Not Listed |50 ppm TWA [Not Applicable! None
57-55-6 (total); 10

mg/m® TWA
| {aerosol only)
Notes: OSHA PEL: US Occupational Safety and Health Administation- Penmissible Exposure Limit.
ACGIH TLV: American Conference of Goveromental Industrial Hygicnists - Threshold Limat Value.
AIHA WEEL: American Industrial Hygicne Association - Workplace Environmental Exposure Level,
Abbort EEL: Abbon Laboratories Employee Expesure Limit,
TWA: 8-nour Time Weighted Average.
STEL: 15-minutc Short Tenn Exposure Limit.
C: Ceiling Limit.
Abborn ;: Hazrdous per OSHA critotia
B. HAZARDS IDENTIFICATION |
Emergency Overview:
Liquid.
Not determined.

Listed carcinogen. Reproductive hazard. By analogy, this material may be a skin aud eye iritant.

Routes of Exposure:

Oral:
Dermal:

Inhalation:

No
Not determined.
Yes
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Product Name: Cyclosporine Oral Solution, USP, 100 MG/ML

Issued: 30-Dec-2002

Hazard Information:

Ingestion Rating: None.

Skin Absorption Rating:  Not determined.

Inhalation Rating: Not determined.

Corrosiveness Rating: Not determined.

Skin Contact Rating: Not determined.

Skin Sensitization Rating: Not determined.

Eye Contact Rating: Not determined.

Target Organs: Nervous System , Cardiovascular System , Kidney , Immune System , Liver,

Digestive System , Male Reproductive System , Fetus .

Carcinogenicity Rating:

Ingredients Percent OSHA: NTP: JARC: ACGIH:
Cyclosparine __broprietary Listed Listed Listed Not Listed
Sobltan Monogleate preprietary Not Listed Not Listed Not Listed Not Ligted
Polyoxyl 35 Castor Oit propnelary Not Listed Not Listed Not Listed Not Listed
Propylene Giycol proprietary Not Listed Not Listed Not Listed Not Listcd
Carcinogenicity Comment: NTP 1 : Known Human Carcinogen. IARC Group 1 : Carcinogenic Hurnans.

NFPA Rating: Not determined.

Signs and Symptoms: Clinical data suggests the following: abnormal kidney function, tremor, hirsutism
(abnormal hairiness), gastrointestinal upset, rash, increased blood pressure,
abnormal liver function, excessive urination. convulsion, alterations in blood
chemistry.

~ Medical Conditions Data suggest any preexisting ailments in the following organs: immune system,

Agegravated by Exposure: kidney, central nervous system, ¢ardiovascular system, eyes, skin, heratopoietic
system, liver. Pregnancy. Hypergensitivity to the material and/or similar materials.

4. FIRST AID MEASURES

Eye Contact: Remove from source of exposuré. Flush with copious amounts of water. If
irritation persists or signs of toxirity occur, seek medical attention. Provide
symptomatic/supportive care as necessary.

Skin Contact: - Remove from source of exposure. Flush with copious amounts of water. If
irritation persists or signs of toxigity occur, seek medical attention. Provide
symptomatic/supportive care as necessary.

Inhalation: Remove from source of exposure. If signs of toxicity occur, seek medical
attention. Provide symptomatic/ﬁupportive care as necessary.

Ingestion: Remove from soutce of exposure. If signs of toxicity occur, seek medical
attention. Provide symptomatic/supportive care as necessary.

5. FIRE FIGHTING MEASURES |

FLAMMABILITY:

Autoignition Temp. (°C): Not determined.

~ FIRE-FIGHTING INFORMATION:
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