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Pirms izmainu iesniegsanas

Zalu valsts
adgentdra

Apmaksas veiksana

o maksajuma pieteikuma iesniegsana
(rekini@zva.gov.lv).

o ZVA rékina izrakstisana - veicot
apmaksu, maksajuma uzdevuma sadala
,maksajuma meérkis” obligati janorada
rékina Nr. un datums.

o rekina kopijas un kreditiestades
apliecinatu maksajuma uzdevuma vai
maksajuma izdrukas pievienosana
izmainu pieteikumam.
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Zalu valsts
adgentdra

Par mums Normativie akti Padentiem At_f._aukaIes_
un jautajumi

Pakalpojumi

\

Publikacjas

Humano zalu registracija, . o
parreqistracija un izmainas AptIEkU karte %;

Parbaudizalu cenu seit! ;

Pakalpojumi= Humano zalu redistracija, parredistradia un izmainas> Mor&kinu kartiba>

Norekinu kartiba

w

Informacija

w

Rikojumi par zalu
redistraciju
& drukat

w

Decentralizétds procediiras

w

Iesniegumu veidlapas
Par bezmaksas izmainam zalu registracijas dokumentacija

w

Baltijas mark&juma
proceddra

Norékinu kartiba l

Normativie akti

Atgadinam, ka saskan3 ar Grozijumiem Ministru kabineta 2013.gada 17.septembra noteikumos
Mr.873 "Zalu valsts agentiiras maksas pakalpojumu cenradis", kas st3jas speka 2014.gada
5.septembri, Eiropas Komisijas pamatnostadnés defingto IA tipa administrativo izmainu
izskatiZanai samaksa netiek piem&rota. Cenradis ar 2014. gada septembri veiktajiem grozijumiem

ir pieejams Seit.

—
w

w

Zalu ieveZana un

izplatizana Nemot véra ieprieks minéto, inform&jam, ka nav javeic maksa par §3diem IA tipa izmainu
) TN DT punktiem: A.1; A.3; A.4; A.5.a un A.5.b; A.6; A.7; A.8.
lietoSanas noverojumi

Zalu droSuma uzraudziba
Zalu kvalitates kontrole

Farmaceitiskas darbibas
atbilstibas novertesana

Specialu atlauju (licencu)
izsniegsana, apturesana,
parregistrésana un
anuléSana farmaceitiskajai
darbibai

Mediciniskas ierices
Asinsdonoru centra, asins

sagatavo3anas nodalu,
asins kabinetu, audu,Sunu,

18.05.2017

Grozijumi Zalu valsts agentiras maksas pakalpojumu cenradi

VE&rsam uzmanibu, ka 2016. gada 1. janvari st3jas spEk3 Ministru kabineta 2015. gada 22.
decembra noteikumi Nr. 785 ,Grozijumi Ministru kabineta 2013. gada 17. septembra noteikumos
Mr. 873 ,Z3lu valsts agentiras maksas pakalpojumu cenradis”. Grozijumu teksts ir pieejams Zeit.

Min&tie grozijumi Zalu valsts agentiras (turpmak - ZVA) maksas pakalpojumu cenradi, kas
turpmak varstu veicinat lielsku konkurenci z3|u tirgd, paredz sekojoSas izmainas za|u registracijas
apliecibas Tpasniekiem:

+ turpmak ZVA pienems un izskatis lEmumu par atbriveZanu no zalu p&cregistracijas
uzturésanas gada maksas, ja z3lu apgrozijums ieprieks§&j3 kalendara gada nebis
parsniedzis 3000 euro. Izskatot jaut3jumu par atbrivoZanu no zalu pEcregistracijas
uzturésanas gada maksas, nosacijums par kalendara gada z3lu apgrozijumu 3000 euro
apmeéra tiks izvertéts, pamatojoties uz 2015. gada apgrozijuma datiem;

+ lai veicindtu z3lu registraciju Latvija, ZVvA sniedz atlaidi 90% apmé&ra no z3|u redistracijas
maksas naciondlaja redistracijas proceddra par iesnieguma un pievienotas dokumentacijas
ekspertizi zalu registracijai p&c bitibas lidzigam zalém - genériskam zal&m vai lidzigam
biologiskas izcelsmes z3l&m.
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Izmainu iesniegsana

=wees (] jaiesniedz originali parakstita
pavadvestule un pieteikuma forma:
o papira formata vai
o ar drosu elektronisko parakstu

 jaiesniedz produkta informacijas
elektroniska versija (Word formata

(.doc)) gan tirraksta, gan labojumu rezima
versija

o ZVA pastkastes: np pi@zva.gov.lv,
translations mrp-dcp@zva.qgov.lv

o iesniedzot izmainu pieteikumu (arpus eCTD)

Qd japievieno pamatojosa
dokumentacija (CESP, papira formata,
CD/DVD)
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Zalu valsts
adgentdra

Humano zalu registracija,
parredistracija un izmainas

Sobrid spéka eso$a izmainu
pieteikuma forma (2015.gada junijs,
versija 1.20)

Par mums

Normativie akti

w

w

w

Informacija

Rikojumi par zalu
redistraciju

Decentralizétds procedira

w

Iesniegumu veidlapas

w

Baltijas mark&juma

proceddra
MNorégkinu kartiba

Mormativie akti

w

w

Zalu ievesana un
izplatizana

Zalu kliniskie petijumi un
lietoSanas noverojumi

Zalu drosuma uzraudziba
Zalu kvalitates kontrole

Farmaceitiskas darbibas
atbilstibas novertesana

Specialu atlauju (licencu)
izsniegsana, apturesana,
parredistréZana un
anulesana farmaceitiskajai
darbibai

Atsauksmes

Pacientiem - r—
un jautajumi

Pakalpojumi Publikacijas Redistrs

%)

Pakalpojumi> Humano zalu registradija, parregistracija un izmainas> Iesniegumu veidlapas>

%

Aptieku karte Parbaudizalu cenuseit!

Iesniegumu veidlapas

& drukat

Zalu redistracijas iesnieguma veidlapa, zalu parregistracijas iesnieguma veidlapa, z3lu
redistracijas dokumentacijas izmainu iesniequma veidlapa:

. @ eSubmission: EU Electronic Application Forms

Homeopatisko za|u redistracijas iesnieguma veidlapa:

. Latviski (neoficdls tulkojums) - Origindls anglu valoda

Standarta termini:

Pieejamas latviski sagatavojamo zalu aprakstu, lietoSanas instrukciju un mark&umu tekstu
standarta formas (templates):

@ European Medicines Agency - Product information - Product-information templates

4 Uz augsu

18.05.2017
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Izmainu proceduras numura
veidosana nacionala
procedura registretam zalem

adgentdra

Reg.nr. izmainu kartas
XX=XXXX tips skaitlis

xx-xxxx/IA/001
xx-xxxx/IB/002/G

Ludzam ieverot secigu izmainu numeraciju
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Pieteikuma formas aizpildisana

d Pieteikuma ieklauta viena izmaina

Zalu valsts
adgentdra

1. APPLICATION FOR VARIATION TO A MARKETING AUTHORISATION

<] Human [ ] veterinary

[ ] National Autherisation in MRP/DCP
[ ] EU Authorisation
[ National Authorisation

Variation procedure number(s)! ® Click here to populate variation number in section 2
wx-enogTAS001 + _
-/ 1A/ 002 + —

Type of Application (tick all applicable options)

(®) Single variation []Type 1Ay
() Grouping of variations @
|:| Worksharing Type IB unforeseen? @
[ ]Type 1B
[[]Type 11
[ | Type II Art. 294 @
18.05.2017 Izmainu validacija - biezakie
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Zalu valsts
adgentdra

1.

d Pieteikuma ieklauta izmainu
grupa - vairak ka viens izmainu
punkts

APPLICATION FOR VARIATION TO A MARKETING AUTHORISATION

[ Human [] veterinary

[ ] National Authorisation in MRP/DCP
[ ] EU Authorisation
[ National Authorisation

Variation procedure number(s)! @ Click here to populate variation number in section 2

-/ IB/001/G + —

Type of Application (tick all applicable options)

O Single variation |:|T'g'pe IAg,
@ Grouping of variations E]Tvpe IA
[ ] Including a line extension? @ [ ]Type IB unforeseen? @
[ ] worksharing [X] Type IB
[ |Type II
[ ]Type II Art. 29* @
18.05.2017 Izmainu validacija: biezakie
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d Izmainu punkts(-i) un izmainu
Y skaidrojums, grupésanas pamatojums

3. TYPES OF CHANGE(S)

Z3alu valsts g Copy of the relevant page(s) from the Guideline for this/these change(s) is attached and the relevant boxes for
atjentt]ra conditions and documentation (both for Type IA and Type IB) are ticked.

Variations included in this application: Please tollow instructions below to add vanation

To add a variation Item, Click Show All Types and select check boxes for the reguired variation items. When all

items have been selected click Show only Selected.

Show All Types Refresh Selected
Variation Selected
B.III.1.a.2 2
B.III.1 Submission of a new or updated Ph. Eur. certificate Procedure type Top
of suitability or deletion of Ph. Eur. certificate of
suitability:

For an active substance
For a starting material/reagent/intermediate used
in the manufacturing process of the active

substance
For an excipient
a) European Pharmacopoeial Certificate of Suitability to the relevant Ph. Eur.
Monograph.
S +
. Imph t. Date:
X 2 Updated certificate from an already approved X 1A _— mplement. La _
: manufacturer 2017-03-03
+
Updated certificate from an already approved 9 Implement. Date: _
X 2 manufacturer IA X 18 2016-01-21

°If one of the conditions is not met and the change is not specifically listed as Type II.

PRECISE SCOPE AND BACKGROUND FOR CHANGE, AND JUSTIFICATION FOR GROUPING, WORKSHARING AND
CLASSIFICATION OF UNFORESEEN CHANGES (if applicable)

(include a description and background of all the proposed changes. In case of grouping and worksharing a justification
should be provided in a separate paragraph. If a variation concerns an unforeseen change, include a justification for its
proposed classification).

IA/B.II1.1.3.2 - paskaidrojums

IB/B.III.1.a.2 - paskaidrojums

Izmainu validacija: biezakie

18.05.2017
8.05.20 invalidacijas iemesli | 9



Zalu valsts
adgentdra

d Izmainu punkta “Z" izvele -
pamatojums

http://www.hma.eu/293.html

3. TYPES OF CHANGE(S)

J:] conditions and documentation (both for Type IA and Type IB) are ticked.
Variations included in this application: Please follow instructions below to add variation

= Copy of the relevant page(s) from the Guideline for this/these change(s) is attached and the relevant boxes for

To add a variation Item, Click Show All Types and select check boxes for the required variation items. When all

items have been selected click Show only Selected.
Show All Types Refresh Selected

Variation Selected

B.Lb.1.z 1

B.I.b.1 Change in the specification parameters and/or Procedure type

limits of an active substance, starting material/
intermediate/reagent used in the manufacturing
process of the active substance

> z) Other variation Ia | 1B

°If one of the conditions is not met and the change is not specifically listed as Type I1.

Top

M Art. 5

Implement. Date:

II

PRECISE SCOPE AND BACKGROUND FOR CHANGE, AND JUSTIFICATION FOR GROUPING, WORKSHARING AND

CLASSIFICATION OF UNFORESEEN CHANGES (if applicable)

(include a description and background of all the proposed changes. In case of grouping and worksharing a justification
should be provided in a separate paragraph. If a variation concerns an unforeseen change, include a justification for its

propesed classification).

18.05.2017
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adgentdra

Scope B.IIL1.3.2

Fiea d Salidzinosa tabula -
— apstiprinatais/ierosinatais

f PRESENT?-10

PROPOSED%10 \®

Pasreiz apstiprinata versija Vélama versija
+
g B
+
7]
=]
[1+]
E
+ —_—
Scope B.IIL.1.a.2 El
PRESENT®10 PROPOSED®10 @
+
=
R _
18.05.2017 Izmainu validacija: biezakie
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Svarigi

Zalu valsts

agentura Q Pirms izmainu iesniegsanas lidzam
izvertet — kads izmainu punkts butu
visatbilstosakais.

d Ladzam iesniegt klasifikacijas vadlinijas
nosacijumu un pievienojamo dokumentu
saraksta kopiju, kur atziméti atbilstosi
nosacijumi un dokumentacija — IA un IB tipa
izmainam (iznemot “z” punktus).

18.05.2017 Izmaipg \ial_i_déc_ija: bigiékie
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Zalu valsts
adgentdra

A.7 Deletion of manufacturing sites for an active | Conditions to | Documentation | Procedure

substance, intermediate or finished product, packaging
site, manufacturer responsible for batch release, site
where batch control takes place, or supplier of a starting
material, reagent or excipient (when mentioned in the
dossier)®

be fulfilled to be supplied type

N

Conditions

1. There should at least remain one site/manufacturer, as previously authorised. performing the

N same function as the one(s) concermed by the deletion. Where applicable at least one

J manufacturer responsible for batch release that 1s able to certify the product testing for the

urpose of batch release within the A remains in the A.
puip t batch rel thin the EU/EEA the EU/EEA
Y ]2. The deletion should not be due to critical deficiencies concerning manufacturing.
Documentation

" |1. The wvariation application form should clearly outline the “present” and “proposed”
manufacturers as listed mn section 2.5 of the application form for marketing authorisations.

" |2, Amendment of the relevant section(s) of the dossier (presented in the EU-CTD format or NTA
volume 6B format for wveterinary products, as appropriate). mcluding revised product
mformation as appropriate.

”

Note: Where notice has been given by the authorities of the intention to perform an inspection.
the deletion of the relevant site shall be notified inmediatly.

18.05.2017 Izmainu validacija: biezakie
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Zalu valsts
adgentdra

d IA— IB - ja kads no nosacijumiem
neizpildas/kops izmainu ieviesanas datuma
ir pagajis vairak ka gads

Variation ‘Selected
Al ‘ 1
A.l Procedure type Top
+
Change in the name and/or address of the o Implement. Date:
X Al marketing authorisation holder A X 18 2016-03-10 -

paskaidrojums - pieteikuma forma

PRECISE SCOPE AND BACKGROUND FOR CHANGE, AND JUSTIFICATION FOR GROUPING, WORKSHARING AND
CLASSIFICATION OF UNFORESEEN CHANGES (if applicable)

(include a description and background of all the proposed changes. In case of grouping and }vorkshan’ng a justification
should be provided in a separate paragraph. If a variation concerns an unforeseen change, include a justification for its
proposed classification).

18.05.2017 . s )
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o A II tipa izmainas - eksperta zinojums

g 0 Registracijas apliecibas ipasnieka
(RAI) maina

o abpuséja vienosanas par RAI mainu,
noradot datumu, kad jaunais RAI varés
parnemt no pasreizéja RAI visus vipa
pienakumus.

o par farmakovigilances sistemu
atbildigas personas (QPPV)
kontaktinformacija un CV, ka ari
nacionala limena kontaktpersonas
kontaktinformacija.

Ludzam pemt véra, ja izmainu pieteikumu
lesniedz jaunais RAI, nepieciesama pilnvara no
pasreizé€ja RAL

18.05.2017 Izmaing \ial_i_déc_ija: bi(_eiékie
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Zalu valsts
adgentdra

 Pastkastes sazinai ar ZVA par
izmainu validacijas jautajumiem:

O

O

18.05.2017

MRP-DCP registrétam zalem
variations mirp-dcp@zva.qov.lv

Nacionala procedura registrétam zalem

variations validation@zva.qgov.lv

Izmainu validacija: biezakie
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Zalu valsts
adgentdra

Paldies par uzmanibu!

Liga Aistere

Proceduru koordinacijas nodalas
parvaldes vecaka specialiste
liga.aistere@zva.gov.lv

18.05.2017



