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¥

Normativais regulejums

2013.gada 30. aprili stajas speka grozijumi
MK 2006.gada 9.maija noteikumos Nr.376
“Zalu registrésanas kartiba”, ieklaujot vairakas

normas saistiba ar farmakovigilanci.
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Papildus zalu apraksta norada sadu informaciju:
21.2.2 visam zalem - informaciju, kas neparprotami
aicina veselibas aprupes specialistus-arstniecibas
personas vai farmaceitus — par jebkadam iesp&jamam
blakusparadibam, izmantojot nepastarpinatas zinosanas
sistému, zinot Zalu valsts agentirai, ka ari norada
iespéjamos zinosanas veidus saskana ar normativajiem
aktiem par farmakovigilances kartibu.
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2017. gada 5. maija Eiropas Zalu agentiras timekla
vietné ir publicéts Eiropas Zalu agentiras Dokumentu
kvalitates darba grupas (European Medicines
Agency’s Working Group on Quality Review of
Documents) parskatitais standarta formas (QRD
template) V pielikums (Appendix V), kura ir

veiktas izmainas blakusparadibu zinosanas
kontaktinformacija Latvija:

svitrots kontakttalruna un faksa numurs
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This page lists the templates for product information for use by applicants and marketing-authorisation holders for human

Marketing medicines. The European Medicines Agency's Working Group on Quality Review of Documents (QRD) develops, reviews
authorisation and updates these templates.

Advanced therapies The information contained in these documents is non-exhaustive. Companies should refer to all relevant European Union

Accelerated legislation and guidelines when drawing up applications. It is the company’s responsibility to ensure that the product
ccelerated . Oislation and gRCEANES When arawing Up applications. & 1S the company's responsibiiity to ensure thal the procie

3sgessment o

¥ Product nfarmation

Zalu valsts agentlira 5



QRD paraugformas V pielikums
(Appendix V)
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A ndices
ppe Back to top ~

@ Appendix I - Statements for

use in section 4.6 'pregnancy

and actation’ of the summary EN = English 01/07/2008 04/11/2009
of product characteristics

@ Appendix II - Medical

Dictionary for Regulatory

Activities (version 12.0)

terminology to be used in 01/07/2009 09/02/2010
section 4.8 'undesirable

effects’ of the summary of

product characteristics

@ Appendix III to the Quality
Review of Documents
templates for human medicinal
products (Cover page)

(English only) 31/07/2008 09/02/2016

@ Appendix III to the Quality

L EM = English v I
templates for human medicinal ngls 08/02/2016
products

@ Appendix IV - Terms and

abbreviations for batch

number and expiry date to be  (English only) 01/07/2008 30/04/2014
used on the labelling of human

medicinal products

@ Appendix V - Adverse-

R X . English onl 15/03/2013 05/05/2017
drug-reaction reporting details (Eng ¥) /03/ /05/
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EUROPEAN MEDICINES AGENCY

2 May 2017
EMAS/67E30/2013, Version 13!
Scientific & Regulatory Management

APPENDIX V

List of details of the national reporting systems to communicate adverse reactions (side effects) for use
in section 4.8 "Undesirable effects” of SmPC and section 4 "Possible side effects” of package leaflet

Mo reference to the Appendix W should be included in the printed packaging materials. Only the actual

details of the national reporting system (as listed within this Appendix V) of the concerned Member
State(s) shall be displayed on the printed version.
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Italia
Agenzia Italiana del Farmaco
Sito web:

hittp://wwner aifa sov.at/content/segnalazioni-
reazioni-avverse

Kimpog

Dopposcevticee Yimpeoisg
Ymovpysio Yyelos

CY-1475 Asokooin

Souf: + 357 22608649
Tototomos: www.moh gov cy/phs

Latvija

Zalu valsts agentiira
Jersikas tela 15
Riga LV 1003

Timekla vietne: www zva gov v

Suomi/Finland

[Fintush]

www-stvusto: www.fimea.fi

Liikealan turvallisuus- ja kehittimiskeskus Fimea
Liskkeiden haittavatkutusrekisten

PL 55

00034 FIMEA

[Swedish]

webbplats: www fimea fi

Sikerhets- och utvecklingscentret for
lakemedelsomradet Fimea
Biverkningsregistret

PB 53

00034 FIMEA

Sverige

Likemedelsverket

Box 26

751 03 Uppsala

Webbplats: www.lakemedelsverket.se

United Kingdom
Yellow Card Scheme
Website: www.mhra gov.ulk/vellowcard
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Ieviesanas termini
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« Nav noteikti termini labojumu ieviesanai

« Registraciju, parregistraciju gadijuma, iesniedzot
atbildes vestuli vai produkta informacijas tulkojumus

« Jau registrétam zalém - ar pirmajam izmainam, kas
skar produkta informaciju (ZA un LI).
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Biezak uzdotie jautajumi
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- Vaiir jaiesniedz atsevisks izmainu pieteikums, lai labotu
kontaktinformaciju par blakusparadibu zinoSanu

Ne, nav jaiesniedz. Izmainas kontaktinformacija veic citu izmainu
ietvaros, ja tas saistitas ar izmainam produkta informacija.

- Jaizmainas skar tikai zalu aprakstu, vai ir jaiesniedz ari lietosanas
instrukcija, lai veiktu labojumus kontaktinformacija

Né, nav. Lietosanas instrukcija izmainas veic, ja ir ievieSamas ari
citas izmainas.

- Jaizmainas skar tikai lietosanas instrukciju, vai var iesniegt zalu
aprakstu ar laboto kontaktinformaciju

Ja var. Atjaunotais zalu apraksts tiks pievienots zalu registram.
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Paldies par uzmanibu!
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