F.A.Q.
1. How to change the local representative of the marketing authorisation holder (MAH) or their contact details in the package leaflet?
The local representative of the MAH or their contact details in the package leaflet can be changed with any regulatory change that involves a change to the information in the package leaflet. If no changes have been submitted and none are planned in the nearest future, this can be done by sending an official letter to the Agency by email to vvkt@vvkt.lt with a request to change the contact details in the package leaflet.
2. What Braille writing system should be used for labeling medicinal product packaging?
When labeling medicinal product packaging in Braille, the Braille writing system adapted to the Lithuanian language must be used, as specified in the Lithuanian standard LST ISO 17049:2017 "Prieinamas dizainas. Brailio rašto naudojimas ant ženklų, įrangos ir prietaisų", together with the national (informative) annex LST ISO 17049:2017/NA:2019 "Lietuvių kalbai pritaikyta Brailio rašto ženklų sistema."
3. What information can be provided in the QR code (Quick Response) on the packaging of a medicinal product that can be scanned with a smartphone?
The QR code on the medicinal product packaging, which can be scanned with a smartphone, can provide links to the following data elements:
•    annexes to the medicinal product information (e.g., package leaflet);
•    additional risk minimization measures (e.g., educational material for doctors and/or patients);
•    visual instructions for use of the medicinal product (video material).
Please note that the information provided in the QR code must be agreed with the Agency. It must be useful to patients or healthcare professionals. Advertising content is prohibited. A detailed description of the use of QR codes is published on the website of the Coordination Group for Mutual Recognition and Decentralised Procedures – Human (CMD(h)).
4. How to include a QR code with visual material in the package leaflet of a medicinal product authorised in Lithuania through the Mutual Recognition or a Decentralised procedure, when the QR code has already been approved in the Reference Member State?
In Lithuania, such a QR code can be legalised in the package leaflet by submitting a non-regulatory change, or it can be done during renewal procedure or regulatory Type IB and II clinical changes, which affects the package leaflet.
If the QR code is being legalised with another regulatory change or during renewal procedure, then it must be stated in the cover letter and/or indicated in the Scope of the application form that the QR code will also be legalised in Lithuania, and additional information intended only for Lithuania must be added to the dossier accordingly.
The following documents must be submitted to the Agency:
•    English texts of the package leaflet and video transcript approved by the Reference Member State, as well as their translations into Lithuanian;
•    a valid URL link through which the video material can be viewed;
•    the declaration form published on the CMD(h) website.
5. Is it possible to indicate the distributor of the medicinal product on the packaging of the medicinal product?
The name and address of the MAH (if possible, telephone and fax numbers, e-mail address) and, if possible, the name of its representative in the Republic of Lithuania (if possible, address, telephone and fax numbers, e-mail address) must be stated on the packaging of the medicinal product.
6. Is it possible to display the logo of the distributor or the local representative of the MAH on the outer and/or inner packaging of the medicinal product?
Only the logo of the MAH may be displayed on the outer and/or inner packaging of the medicinal product.
7. How to change the spelling of the active substance from Lithuanian to Latin or vice versa in the first section of the labeling on the outer and/or inner packaging of the medicinal product?
Changes to the spelling of the active substance in the first section of the medicinal product packaging label can be made with a submitted regulatory change, during which the medicinal product packaging label is being changed, or if no changes have been submitted and are not planned in the nearest future, an official letter to the Agency by email to vvkt@vvkt.lt can be sent with a request to change the spelling of the active substance on the packaging label.
[bookmark: _Hlk208563531]8. How to change the expression of the expiry date on the outer and/or inner packaging of the medicinal product?
Changes to the expression of the expiry date on the outer and/or inner packaging of the medicinal product can be made with a submitted regulatory change, during which the medicinal product packaging label is being changed, or if no changes have been submitted and are not planned in the nearest future, an official letter to the Agency by email to vvkt@vvkt.lt can be sent with a request to change the expression of the expiry date on the outer and/or inner packaging of the medicinal product.
9. How to replace the words "Expiry date" and/or "Batch number" with the abbreviations "EXP" and/or "Lot" and vice versa on the labeling of outer and/or inner packaging?
In order to replace the words "Expiry date" and/or "Batch number" with the abbreviations "EXP" and/or "Lot" and vice versa on the outer and/or inner packaging, this can be done with a regulatory change, during which the information on the packaging label and package leaflet is being changed, or by submitting a non-regulatory change to the packaging label and/or package leaflet. 
Please note that during change of the words "Expiry date" to the abbreviation "EXP" and vice versa on the outer and/or inner packaging, the warning that the product must not be used after the specified expiry date must be corrected accordingly in section 5 of the package leaflet.
10. What should be done when the packaging design changes?
The MAH of the medicinal product must, no later than 10 days before the planned first supply of the medicinal product to the market after the authorisation, renewal, or change of the outer and/or inner packaging, submit mock-ups or layouts of the outer and inner packaging in which the medicinal product will be supplied to the market to the Agency by email to pakuotes@vvkt.lt.
11. What is the transfer of the MAH of a medicinal product and when must it be submitted?
The transfer of a MAH is carried out by mutual agreement between the MAH and the person to whom the MAH is being transferred. When a MAH is being transferred, the terms and conditions of the marketing authorisation certificate remain unchanged. 
The transfer of a MAH for a medicinal product is a procedure whereby, by decision of the Agency, the right to the marketing authorisation for a previously registered medicinal product is being transferred to the transferee, where the latter is a different (legal) person than the previous MAH of the medicinal product.
If the name and/or address of the MAH changes, but it remains the same legal entity, a regulatory IAIN type A.1 change must be submitted, in accordance with European Commission Regulation (EB) No. 1234/2008.
12. Can the transfer of a MAH of the medicinal product be submitted by the person to whom the marketing authorisation of the medicinal product is being transferred (the transferee)?
The transfer of a MAH of the medicinal product may be submitted by the person to whom the marketing authorisation of the medicinal product is being transferred (the transferee), but a power of attorney from the marketing MAH of the medicinal product to represent the MAH and carry out this procedure must be submitted.
13. Can the application to transfer a MAH be submitted in paper format?
In order to transfer the marketing authorisation for a medicinal product to another legal entity, the MAH must submit an electronic dossier in eCTD format.
14. Is it possible to include several medicinal products (grouped) in the application when applying for the transfer of a MAH for a medicinal product?
In case of strengths and/or pharmaceutical forms of a medicinal product that are covered by the same marketing authorisation, a single application for an identical transfer of the marketing authorisation for a medicinal product may be submitted. Separate applications for the transfer of the MAH must be submitted for medicinal products with different trade names.
15. Can the transfer of the MAH for a medicinal product be submitted while other procedures are ongoing (regulatory changes, renewal)?
It is recommended that all procedures are completed when transferring the rights to authorise a medicinal product.
16. Should a regulatory name change be submitted, and if so, when, if the name of the medicinal product for which the transfer of the MAH is being submitted consists of a generic or scientific name together with the trademark or name of the MAH of the medicinal product?
If the name of the medicinal product for which the transfer of the MAH is submitted consists of a generic or scientific name together with the trademark or name of the MAH, a regulatory IB type A.2 variation to change the name of the medicinal product must be submitted together with the variation of the transfer of the MAH, as provided for in European Commission Regulation (EB) No. 1234/2008.
17. Is it possible to sell packages with the previous MAH's information after the transfer of the marketing authorisation for a medicinal product has been approved?
Once the transfer of the MAH for a medicinal product has been approved, the medicinal product in its previous packaging, which is on the market in the Republic of Lithuania and/or manufactured and released for the market in the Republic of Lithuania, may be sold until the end of its shelf life.
18. How long does the procedure for transferring the MAH for a medicinal product take?
The Agency must examine and decide on the transfer of the MAH for a medicinal product within 30 days of receiving the necessary documents. If the Agency requests additional data or information related to the information and/or documents submitted in the dossier of transfer of the MAH for the medicinal product, the applicant must submit them within 30 days of the Agency sending the request in writing. The time taken by the applicant to submit the requested information and/or documents is not included in the examination period.
19. Is it possible to change the MAH during purely national authorisation procedure of the medicinal product?
For medicinal products undergoing  the purely national authorisation procedure, the transfer of the MAH  may only be granted after the medicinal product has been authorised.
20. Is it possible to change the MAH for medicinal products during the national phase of the Mutual Recognition or Decentralised procedure?
For medicinal products undergoing authorisation under the Mutual Recognition or Decentralised procedure, the MAH cannot be changed during the national phase. If the applicant wishes to change the MAH after the European phase has ended, this can only be done after the medicinal product has been authorised and a non-regulatory change has been submitted.
21. Where should the requests for issue of authorisation certificates be sent?
A free-form signed request for a certificate of authorisation should be sent to the Agency by email to sertifikatai@vvkt.lt or vvkt@vvkt.lt.
22. Where is information about approved changes to packaging labeling and package leaflet published?
The information (in MS Excel format) is published on the Agency's website, under the section Marketing Authorisation, in the subsection "Regulatory and non-regulatory changes," point 6.2 – Approved non-regulatory changes to package labeling and/or package leaflets: (published three times a month). Reference: https://vvkt.lrv.lt/lt/vaistu-registracija_pagr_menu/reglamentiniai-ir-nereglamentiniai-keitimai/.
23. Where is information about approved transfer of MAH for a medicinal product published?
The information (in MS Excel format) is published on the Agency's website, under the section Marketing Authorisation, in subsection 6.3, Regulatory and Non-Regulatory Changes – Approved transfers of the marketing authorisations. Reference: https://vvkt.lrv.lt/lt/vaistu-registracija_pagr_menu/reglamentiniai-ir-nereglamentiniai-keitimai/.
24. Can the product information of a medicinal product be updated in accordance with the approved template together with the transfer of the MAH of the medicinal product?
In the proposed summary of product characteristics, labelling, and package leaflet, only the details of the MAH must differ from those currently in force; no other changes may be made, except for corrections in accordance with the forms approved by the Agency.
It is recommended to update the QRD template for product information with the next regulatory change, which affects product information. It is not necessary to indicate a separate variation code in the application form, but the proposed change must be indicated in the descriptive part (Scope) of the application form for the regulatory change. The product information can also be updated by submitting a separate variation application, i.e., an IB type C.I.(z) regulatory change application should be submitted.
25. Is it mandatory to indicate the local representative of the MAH in the package leaflet?
It is not mandatory to have a local representative, but if there is one, it must be indicated in the package leaflet. The representative may be located in another Member state, but it must be able to provide consultations to patients and/or healthcare professionals in the national language of the country to which it is assigned.
26. Is it acceptable to indicate the month in the expiry date in words in English in the labelling of the outer and/or inner packaging of medicinal product, instead of numbers?
For the labelling of medicinal products, the provisions of the Description of requirements for the labelling of medicinal product packages and package leaflets (Vaistinių preparatų pakuotės ženklinimo ir pakuotės lapelio reikalavimų aprašas, M Order of the MinisterV-596, 10th July 2007) must be followed, which stipulate that packaging labelling and package leaflet must be provided in Lithuanian and be understandable to the user of the medicinal product. It is possible to indicate the name of the month in full in Lithuanian only.
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