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Three international pharmaceutical companies praised new amendments to the law on the
circulation of medicines on Monday, saying they will bring regulation of the pharmaceutical
market closer to global standards.

The amendments have been eagerly anticipated and “will result in the fair regulation of the
pharmaceutical market,” said Naira Adamyan, the Russian head of  Janssen-Cilag, a
subsidiary of Johnson & Johnson. Drug makers Ipsen and Sanofi-Aventis echoed the
sentiments.

The State Duma passed amendments last month that forbid producers of generic drugs from
using for six years the data from pre-clinical, clinical and pharmacological trials, which are
provided by companies registering new drugs in Russia.

The amendments, which were a necessary condition of Russia's accession to the World Trade
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Organization, will go into effect as soon as the country joins the body.

“Data exclusivity protection exists in many developed countries. But its absence in Russia put
producers of original drugs at a disadvantage,” said Yulia Fyodorova, a lawyer at CMS. “Drug
makers must disclose the confidential information on clinical trials while registering the
medicines, but this information can be easily used by generic makers, which want to register
their medicines with the same formula.”

Vladimir Shipkov, executive director of the Association of International Pharmaceutical
Manufacturers, said enforcing the norm would increase investment attractiveness of the
Russian market for international drug makers.

Marina Veldanova, head of Ipsen in Russia, said the amendments make market regulation
clearer to the pharmaceutical companies. But there are still some ambiguities, she said. “Not
everything is clear enough or detailed enough for us,” she told The Moscow Times.    

Veldanova also said drug makers faced a number of problems conforming to the new law on
the circulation of medicines, which went into effect on Sept. 1, since they learned about it very
late in the process.   

“We were informed in the middle of spring, and it's very difficult for a company to change the
business cycle, especially the production cycle, within three to four months,” she said.
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