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Digitalo tehnologiju attistiba (QR kodi, divdimensionalie (2D) svitrkodi, NFC u.c.) ir radijusi
papildu iespéjas:
e papildinat tradicionalos informacijas avotus pacientiem un veselibas aprupes
specialistiem;
* veicinat drosu zalu lietoSanu (pieméram, video par pareizu inhalatoru lietosanu);



- uz aréja iepakojuma un lietoSanas instrukcijas var but simboli
vai piktogrammas, ko lieto, lai precizétu konkrétu 54. panta (markéjuma teksts) un 59. panta 1.
punkta (lietosanas instrukcija) minétu informaciju un citu ar zalu aprakstu saderigu informaciju,
kas ir lietderiga pacientam, tomér nepielaujot nekadus reklamas elementus.

neaizliedz citu mobilo tehnologiju izvietosanu uz zalu
iepakojuma, ja vien tas netiek izmantotas identifikacijas un autentifikacijas nolukos.

Informacija prezentacija nav attiecinama uz 2D svitrkodiem, kas nesatur informaciju par zalém unir
ieviesti saskana ar un



Principus un prasibas So tehnologiju izmantosanai zalés atruna:

Mobile scanning and other technologies in the labelling and/or

package leaflet of centrally authorised medicinal products
* Request/declaration form for the provision of information via mobile scanning and
other technologies in the centralised procedure

on the use of Mobile scanning and other technologies to be included in the
labelling and/or package leaflet in order to provide information about the medicinal product
* Annex-1 List of elements that could be provided through mobile technology features for
individual MS
* Annex-2 Template for the Applicant declaration



* Mobilas skenésSanas tehnologijas var ieklaut/noradit uz:
e apstiprinato produkta informaciju
» apstiprinatajiem riska mazinasanas pasakumiem (izglitojoSiem materialiem)
e citu papildu informaciju, kas ir saskana ar augstak minéto, pieméram, lietosanas video,
vizualas instrukcijas;

* Informacijai jabut aktualai un viegli pieejamai neatkarigi no izmantotas platformas.

* Var izvietot markéjuma vai lietoSanas instrukcija negativi neietekmeéjot salasamibu -> t.sk vairaku
valodu iepakojumiem



Mobilas skenésanas tehnologijas ieklauta informacija nedrikst:

* saturét neapstiprinatu informaciju;

 aizstat obligato drukato lietosanas instrukciju vai markéjumuj;
* kalpot reklamas noltkiem;

* jeklaut citu komercialu vai marketinga informaciju;

» vakt personas datus bez atbilstosa juridiska pamata.

Mobilas tehnologijas neatbrivo no pienakuma visu lietotajiem un veselibas aprupes specialistiem
batisko informaciju ieklaut produkta informacija/izglitojosos materialos;



Mobilo tehnologiju ieklausana (un svitrosana) markéjuma teksta/lietosanas instrukcija ir sniedzama
izvértésanai:

e Centrala procedura registréetam zalem — EMA

* MRP/DCP procediira registrétam zalém — atsauces valsts

* Nacionala procedura registretam zalem - ZVA

— proceduras sakuma jaiesniedz attieciga deklaracija (sk.4.slaidu), produkta
informacijas labojumi
— Art 61(3) procedira MRP/DCP un CP zalem, bet nacionalam IA izmainas (bez
izmainu punkta)

Moduli 1.3.1 iesniedz deklaraciju, kura:
* Norada informaciju, kas tiks ieklauta mobilajas skenéSanas tehnologijas
* Norada, kur tiks ieklauta mobilas skenésanas tehnologija (lietoSanas instrukcija/markéjuma teksta)
* Norada platformu, kur siinformacija atradisies
* Pievieno atbilstoSos dokumentus u.c. (MDP/DCP un CP zalém procediras laika S1 informacija ir
anglu valoda, tulkojumi tiek sniegti nacionali)



Piemeri (DCP)

Il. Declaration of the content

The Applicant is requested to
1) Specify the information to be linked via Mobile technology feature:
see section V.

2) Pravide the URL linking such information {not needed when the information is provided via
NCA website):

2] Provide o list of the M5s where the mobile technology will be included:
EE

Il. Declaration of the content

The Applicant is requested to

1} Specify the information to be linked via Mobile technology feature

feature Folding box to include QR code and URL that leads to AEMPS website that provides
information about Package Leaflet + leaflet to include URL link 2) Provide the URL linking such
information {not needed when the information is provided vio NCA website)
https-foima.aemps.esfcime'publicodhome_ html#

3) Provide o list of the MSs where the mobile technology will be included: ES

Vl.  Location of the information to be provided via Mobile technology feature [Links)

= NCA websites {MSs requiring link to their websites are detailed in Annex 1) Il
= Website created by MAH specifically for the Mobile technology feature.
®  Standalone PDF document

(i

lll. Intended location of the Mobile Technology feature in the product information

End of Package Leaflet

V. Intended final user of the information provided via Mobile technology feature

= Health Care Professionals
= Patients

K

V.  Type of information to be provided

= PL
= SmPC
®  [Educational material for Health Care Professicnals

®  Educational material for patients

OO00HE

= Complementary information

VI.  Location of the information to be provided via Mobile technology feature (Links)

*  MCA websites {M3s requiring link to their websites are detailed in Annex 1) E
" Website created by MAH specifically for the Mobile technology feature.
*  Standalone PDF document

O

| 5. METHOD AND ROUTE(S) OF ADMINISTREATION

Read the package leaflet before use.
Oral use.

Applicable for member states Germarny, Estonia, Spain, Lithuania and Latvia only
=QR code to be included> + URL

Applicable for member states Germany, Estonia, Spain, Lithuania and Latvia onlyv:

=0ther sources of information

<Latest approved information [add type of information e g product information, educational
material, video etc] on this product 15 available on the following URL: [URL to be included] <and the
<NCA> website >>

or

<Latest approved information [add type of information e g product information, educational
material video etc] on this medicine iz available by scanning [the QR code][other two-dimensional
(2D) bar code][Near-field Communication (NFC)] included in the <P1> <puter carton™ with a
smartphone/device. The same information 1s also available on the following URL: [URL to be

included] <and the <NCA> website ==




Prezentacija un EMA/493897/2015 Rev. 2, CMDh position paper ir attiecinami uz zalem.

Saja prezentacija minétas mobilas tehnologijas ir iespéja, nevis obligati ievieama funkcionalitate. Nejaukt ar 2D
svitrkodiem, kas nesatur informaciju par zalém un ir ieviesti saskana ar Viltoto zalu direktivu (2011/62/ES) un
Komisijas Delegéto regulu (ES) 2016/161.

lesniedzejs/Registracijas apliecibas Tpasniekam ir janodrosina aktualakas informacijas publicésana un uzturésana, ir
atbildigs, ka platforma, kura Si informacija tiek ievietota, ir aktiva un satur aktualako informaciju, kameér vien mobila
skenésanas tehnologija ir ieviesta produkta informacija.



Zalu valsts agentara

Pacientu drosums un regulatora atbilstiba saglabajas ka
galvena prioritate.

Liva Jakovele
Farmaceitiskas informacijas izvértésanas nodala

Liva.Jakovele@zva.gov.lv
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