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TO WHOM SO EVER IT MAY CONCERN

RESIDUAL ORGANIC SOLVENTS / OVI STATEMENT

We, M/s Vasudha Pharma Chem Limited, Unit-I, hereby declared that during the Manufacturing process of

CYCLOBENZAPRINE HYDROCHLORIDE below mentioned solvents are used and those solvents are

controlled in API well with in the ICH Q3C limits.

The solvents used in the manufacturing process are as follows:

S. No.

2.

3.

4.

5.

Name of the Solvent

Methanol

Acetone

Isopropyl alcohol

Tetrahydrofuran

Toluene

Class

Class 2

Class 3

Class 3

Class 2

Class 2

For VasudhaPharma Chem Limited,

Authorized Signatory,

Sign. & Date .

03 _3

Name : T. Subhas

Designation Head
• Quality AssuranceDepartment
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