( LAKEMEDELSVERKET

MEDICAL PRODUCTS AGENCY

Blanketten skickas till/ Lakemedelsverket/ Ansokan om undan tag fré_n
Send the form to: Medical Products Agency . . .
P.O. Box 26 upphdrande av godkannande for

SE-751 03 Uppsala, Sweden . T
E-mail: sokcentral@mpa.se fO rs aIJ nin g (S u ﬂset C I au Se)

Fax: +46 (0) 18 54 85 66 Application for exemption from invalidation of a
marketing authorisation due to "sunset clause”

Innehavare av godk&nnande for férsaljning/Marketing Authorisation Holder

Namn/Name

Postadress/Address Postnummer/Postal Code | Ort/City
KontaktpersonContact person Land/Country

Telefon/Phone E-mail

Nedanstaende lakemedel har inte, i nagon styrka eller form, marknadsforts i Sverige under den senaste tredrsperioden.
The medicinal product(s) listed below have not been marketed in any presentation during the last three years.

Lakemedelsuppgifter/Medicinal product information:

Lakemedelsnamn/Medicinal product name* Styrka och form/Strength and form* Aspnr/Asp No: | MTnr/MA No:

Innehavaren av godkannandet for forsaljning anséker om undantag fran avregistrering p& grund av foljande synnerliga skaél, till
skydd for folkhélsan eller djurhélsan i enlighet med 8 § f lakemedelslagen. (Kryssa for minst ett alternativ.)

The Marketing Authorisation holder requests an exemption from invalidation on the following public or animal health grounds
exceptional circumstances (in accordance with Article 24(6). (Please tick at least one box and as many as apply.)

Motivering fér undantag/Justifaction for exemption:

[0 Det saknas alternativa lakemedel eller behandlingsformer for detta lakemedel, vilket kan innebéara en folk- eller djurhalsorisk

There is lack of suitable alternative suppliers or alternative treatments to the medicinal product which means there is the
potential for adverse impact on public or animal health.

[0 Lakemediet maste finnas tillgangligt for beredskap infor t ex epidemi/pandemi (t ex vacciner) och andra krissituationer.
The medicinal product is a medicine held as part of emergency preparedness arrangements

[[] Lakemedlet har godkants i den dmsesidiga eller decentrala proceduren med SE som RMS och forsaljningsgodkénnandet
behovs for att kunna tillhandahalla Iakemedlet i andra CMS-lander. Lakemedlet marnadsfors i foljande CMS-lander:

The medicinal product has been mutually recognised through the MR or DC procedure with SE as RMS and a valid
authorisation is required to support continuity of supply in CMS. The medicinal product is marketed in the following CMS

countries:

O

Lakemedlet ar avsett for godkand export till patienter i tredje land.
The medicinal product is intended for certified export for the use of patients in third countries.

Version 20080926 1(2)



( LAKEMEDELSVERKET

MEDICAL PRODUCTS AGENCY

Motivering for undantag/Justifaction for exemption:

[C] Annan motivering som specificeras nedan:
Other reason, specified below:

Uppgiftslamnarens underskrift/Source of information signature

Underskrift/Signature

Namnfortydligande/Name in clear text

Ort och datum/Place and date
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