THE LAW OF UKRAINE
No. 362-V of 16 November 2006

On Amendment of Article 9 of the Law of Ukraine “On Medical Drugs”



Ministry of Health of Ukraine or lsies authorized by it, shall beqeired to protect such information
against disclosure and to prevent unfair commercial use of such information.

If a medical drug was registered sihall be prohibited fothe period of five yearf®llowing the date of
such registration (irrespective of therm of any patent that is connected with the medical drug) to use
the registration information to submit applicatiofier state registration of another medical drug,
except for cases where an applicant has been givenght m the course of the relevant established
procedure, to use such information or to refer to it.

Persons quilty of disclosure or unfair use m#gistration information, shall bear disciplinary,
administrative, civil and / or crimal responsibility pursuant to afipable legislaton of Ukraine.

For state registration of medical drugs based omedating to intellectual property objects on which a
patent was issued pursuant to Uknan law, an applicant shall sukbitma copy of the patent or the
license which permits manufacturing and salethedf registered medical drug. All applicants shall
submit statements indicating that rights of the tipdgties protected by the patent, are not infringed in
connection with registration dhe medical drug concerned.

For a registered medical drug, tapplicant shall bessued a certificate specifying the period during
which the medical drug will be allowed for use in Ukraine.

A medical drug may be used in Ukra during five year$ollowing the date ofts state registration.
Based on the request of the person who submitteabphcation for state registration of a medical
drug, the period during which it is allowed for usetlie territory of Ukraine, may be reduced by
decision of the registering body.

If a medical drug is found to hawsarlier unknown dangerous propesti¢he Ministry of Health of
Ukraine or a body authorized by the Ministry foathpurpose may adoptdecision on complete or
temporary ban on its use.

When a period for which a registered drug was eygxt for use in Ukraine expires, the medical drug
may be used provided it is re-registered.

A decision to refuse to grant sategistration to a medical drug dhiaé made if findings about its
effectiveness and safety are not confirmed.

State registration may be refused in the event where such registration would result in the infringemer
of valid intellectual propey proprietary rights protected by patent, including inthe course of
manufacturing, use, and sale of medical drugs.

A refusal to register a medical drug shall be comeated to the applicant by the Ministry of Health
of Ukraine or a body authorized by the Ministry foattpurpose, within ten days, as a reasoned written
reply. A decision to refuse registration may peealed in accordance with the procedure established
by law.

The procedure for state regigiom (re-registration) of a mechl drug and the amount of state
registration (re-registration) fesall be established by the CaltinEMinisters of Ukraine.

Medical drugs prepared in pharmacies from augeoriactive and auxiliargubstances on a doctor’s
prescription and on commission from health - propbit establishments, are not subject to state
registration”.

1 Final Provisions.



1. This Law shall take legal effect from the date of its publication and is applied to the cases that arose
after its entering into force.

2. The Cabinet of Ministers of Ukraine shall within three months:
Bring its normative - legal acts into line with this Law;

Provide for review and abrogation by ministries and other central bodies of executive power in
Ukraine of their respective normative - legal acts that are at variance with this Law.



