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(c) The candidate is allowed fo make Suitable numeric assumptzons wherever reqij
solving problems : L

Q1. Answer the following questions. [10]

a) What are the main differences between an agreement for lice
b) What is not patentable in biotechnology? Is patenting of mic
What is the status regarding patenting of genes, exp essed
nucleotide polymorphisms? [3] 27
¢) Under what circumstances it is mandatory to o
office to file application for patent outside Indja by}
d) Which of the following statements is true? Com

: & assignor.
Statement 2; 1f a patentee has a patdng in tountry X, Y and Z, then he may assign his
rights for invention for country hyle retaining the rights in countries X and Z

Q3. What is the need for PC "o patent applications under PCT handled? What is the
meaning of delayed proc% ng of*thi€ application by the national phase or regional phase? What
are the advantages of the % g cooperatlon Treaty? [6]

a”?yzmg followmg specification a) Provide an appropriate title b) Draft

liquid Tormulations of said substance therefore require the presence of a stabilising agent. The patent prior
_ art 2 discloses stable aqueous solutions. of diclofcnac containing a mixture of propylene glycol and
polyethylene glycol. The chemical stability of said solutions is obtained by adding a reducing agent which
can be a sulphite, such as sodium bisulphite, cysteine and/or cysteine hydrochloride, acetyleysteine and/or
acetylcysteine hydrochloride, or a thiosulphate. Their chemical stability is further improved by the
presence of lidocaine in addition to the reducing agent. when preparing a liquid composition containing
diclofenac and thiocolchicoside. the inventors of the present application have found that it is necessary to
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overcome a number of technological difficulties, The most important requirement being to prevent the
degradation of one or both of the active ingredients when formulated in a single unit dose solution. The
antioxidant most widely used to stabilize diclofenac in liquid solutions is sodium bisulphite. There are
numerous formulations on the market containing this antioxidant. Other antioxidants used are cysteine,
acetylcysteine and reduced glutathione. Thiocolchieoside also presents stability problems in solution. The
chemical and physical compatibility of thiocolchicoside with other injectable medicaments frequently
combined with it, including anti-inflammatory, is described in prior art 3. The authors of the present
invention have found that the addltlon of thlocoich10051de to a formulatlon contammg diclg

solution causes 31gn1ﬁcant degradation of tthCOlCthOSlde and dielofenae under ambig
ambient storage conditions (40°C). As the number of antioxidants suitable for parentra
limited, the impossibility of using said stabilizing agents makes it very conllge to abtaifi formulations
which arc potentially stable under the conditions required by the health autfiori wwhen the product is

{ ble or BHA is an

is’a mixture of two isomers: 2-
tertbutyl-4- hydroxyamso[e (2- BHA) and 3-tert-butyl-4- hydro a -BHA). The present invention
solves the techmcal problem of the mstablllty of llqu {% 1ons containing a combination of

'o the invention contains tert-butyl 4-
hydroxyanisole (BHA) as antloxzdant. Diclofenac is<prefer: &,Ly resent in the composition as sodium salt.
The composition of the invention can optionally,
such as mannitol and sorbitol, and can also corii
according to the invention can also contauﬁfo n lising agents, chelatmg agents, buffermg agents or pH
correctors, such as sodium or pota I gﬁmyroxnde, sodium bicarbonate tromethamine, mono
ethanolamine or other organic bases™Iiion embodiment of the invention the composition takes the form
of an aqueous solution oonsustmg%S ditire of water and propylene glycol. In a preferred embodiment
of the invention the compogjt on take"s§ﬁle form of an aqueous solution containing propylene glycol and
dielofenac sodium salt iclo ‘:?c sodium salt is preferably present in the composition in quantities
ranging from 25 to t dose administered. thiocolchicoside can be present in the composition
in quantities rangmgﬁ;o o) a mg per unit dose administered. BHA can be present in the composition
in quantities r. \%\%gro 0.1 to 1.2 mg per unit dose administered. The exeipients mannitol or sorbitol
can be pre ent ity th boomposmon in quantities ranging from 6 to 32 mg per unit dose administered.
Propyle % lycol can be present in the composition in quantities ranging from 800 to 2000 mg per dosage
unit, In preferred embodiment of the invention the composition contains dielofenac sodium salt at the
coﬁi;%:ra&o?of 18.75 mg/mL, corresponding to a dosage unit amount of 75 mg, and thiocolchicoside at
the cong centration of I mg/mL, Corresponding to a dosage unit amount of 4 mg. A further aspect of the
invention relates to the usg of the composition according to the invention for the treatment of rheumatic or
traumatic pain and inllammation of the joints, muscles, tendons and ligaments. The composition
according to the invention can be administered in dosage unit amounts of 75 mg of diclofenac sodium and
4 mg of thiocolchicoside once or twice a day.
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