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. @ Zmény v registracich
' Zménové nafizeni a klasifikacni pokyn
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Zmeénoveé narizeni a klasifikacni pokyn obecné
Statistiky

)

)

Worksharing a supergrouping

)

Zmeény |IA a povinny annual update

)

Dalsi novinky v roce 2026
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Zmény v registracich
Zménové nafizeni a klasifikacni pokyn
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di zmény v registraci (opakovani)

1 Zménové narizeni 2 Klasifikacni pokyn

Narizeni (ES) ¢. 1234/2008 Pokyny pro kategorie zmén,
postupy dle kapitolll, lla, lllalV a
dokumentaci predkladanou v
téchto postupech.

Dale jen Zménové nafizeni (ZN). Dale jen Klasifikaéni pokyn (KP).
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3 Dopliujici ramec

- Pokyny CMDh: BPG, Q&A a dalsi
- Pokyny EMA

- Pokyny k eAF

- NtAVolume 2A



e, SUKL vttt
Aktualizace zménového narizeni a klasifikacniho pokynu
Zmenove narizeni: Klasifikaéni pokyn:
1.1. 2025 15.1. 2026
& @
Platné Zménové nafizeni Platny Klasifika&ni pokyn

Klasifikacni pokyn — Uplné znéni

e /meénové narizeni — uplné znéni

Seminar SUKL ¢&. 4 — predndgka 7
Seminar SUKL ¢&. 20 — sekce registraci

Webinar EMA k novému klasifikacnimu
pokynu

e Seminar SUKL ¢. 4 — prednagka 6
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https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02008R1234-20250101
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02008R1234-20250101
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02008R1234-20250101
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02008R1234-20250101
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ%3AC_202505045
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ%3AC_202505045
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ%3AC_202505045
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ%3AC_202505045
https://sukl.gov.cz/vzdelavaci-akce/seminare/seminar-c-4-seminar-sekce-registraci-aktualni-temata/
https://sukl.gov.cz/vzdelavaci-akce/seminare/seminar-c-4-seminar-sekce-registraci-aktualni-temata/
https://sukl.gov.cz/vzdelavaci-akce/seminare/seminar-c-4-seminar-sekce-registraci-aktualni-temata/
https://sukl.gov.cz/vzdelavaci-akce/seminare/seminar-c-4-seminar-sekce-registraci-aktualni-temata/
https://sukl.gov.cz/vzdelavaci-akce/seminare/seminar-c-20-sekce-registraci/
https://sukl.gov.cz/vzdelavaci-akce/seminare/seminar-c-20-sekce-registraci/
https://sukl.gov.cz/vzdelavaci-akce/seminare/seminar-c-20-sekce-registraci/
https://sukl.gov.cz/vzdelavaci-akce/seminare/seminar-c-20-sekce-registraci/
https://www.ema.europa.eu/en/events/new-variations-guidelines-webinar-marketing-authorisation-holders-human
https://www.ema.europa.eu/en/events/new-variations-guidelines-webinar-marketing-authorisation-holders-human
https://www.ema.europa.eu/en/events/new-variations-guidelines-webinar-marketing-authorisation-holders-human
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. @ Zmény v registracich
' Zménové nafizeni a klasifikacni pokyn

Aktualizace zménového narizeni — zmény platné od 1. 1. 2025

% Clanek 4 — aktualizace klasifikaéniho pokynu
* Pokyn se bude aktualizovat kazdy rok
» DalSi aktualizace se pripravuje na zacatek roku 2027
* Proces bude obdobny jako u predchozi velké aktualizace (zapojeni EMA, CMDh)
* Bude dochazet i k uprave Ceského prekladu ve vice bodech nez jen v ,novych upravach”

% Clanek 5 — uréeni klasifikace

* Samostatné urcovani klasifikace ve vétsiné pripadd v praxi nahrazuje pravidelnd aktualizace
pokynu

% Clanek 6a — additional regulatory tool + Annex I

* Propojeni s klasifikacnim pokynem, jiny zpusob predkladani zmén kvality — viz prezentace z
prosince 2025
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. @ Zmény v registracich
' Zménové nafizeni a klasifikacni pokyn

Aktualizace zménového narizeni — zmény platné od 1. 1. 2025

= Clanek 7 a 7a — supergrouping
e Zavedeni procedury supergroupingu

% Clanky 8, 13a a 14 — zmény typu IA

* Zmeny IA se predkladaji v povinném annual updatu, pokud nejsou soucasti navazujici zmeéeny
vyssiho typu nebo supergroupingu

e Stanoveny vyjimky z annual updatu

% Clanek 20 — worksharing
* Worksharing je povinny a harmonogram se fidi nejvyssim typem zmény
* Proceduru lze predlozit pro vice drzitell v ramci konsorcia
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. @ Zmény v registracich
' Zménové nafizeni a klasifikacni pokyn

Aktualizace klasifikacniho pokynu — zmény platné od 15. 1. 2026

0

~

)

)

Aktualizace podle zménového narizeni

Pokyn se zkratil; procesni informace se presunuly do BPG

Klasifikace upraveny dle dosavadnich zkusenosti a vedeckého a technického
pokroku

Cilem bylo zvysit efektivitu pri zachovani ochrany verejného zdravi

Systém se muze sndze prizpusobovat budoucim inovacim
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“ S U KL Zménové nafizeni a klasifikacni pokyn

Aktualizace klasifikacniho pokynu — zmény platné od 15. 1. 2026

~ Procesni cast klasifikacniho pokynu:
* Informace pro MRP/DCP a cisté ndrodni pripravky jsou sjednoceny v jedné
strukture/kapitole
* Pridana informace, jak postupovat u zmén kvality v souvislosti s klinickymi zménami
(pridani indikace, zména davkovani, ...)
e Podrobnosti: C\VIDh Q/A on Variations

* Bud'je potireba predlozit grouping se zménou kvality nebo do modulu 1 vlozit potvrzeni,
ze modul 3 neni potreba ménit

4 3.5. What is necessary for submitting a type IB variation according to

<Ty > <gr ‘iation<s>
T) B I group of> variation<s Classification Guideline C.1.b), C.2.a), C.3.b)?

Preliminary Variation Assessment Report

Answer:
—IL SCIENTIFIC DISCUSSION Under "PRECISE SCOPE AND BACKGROUND FOR CHANGE" in the application form the applicant
should declare that he adapts the SmPC, PL and labelling identically to the reference text as foreseen
4 1111 <Qllallt}' aspects>= in the respective variation without any other changes to the product information.
<Text> <N/A> In case of a change in the clinical use, meaning change in therapeutic indication (including a change in
<The MAH has confirmed that no changes to the Quality documentation are required as a result of the the target population), posology or maximum daily dose, a review of the quality documentation should

always be performed. See Q&A 3.33.

change 1n clinical use>.



https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Questions_Answers/CMDh_132_2009_Rev66_2026_06_clean_-_QAs_Variations.pdf
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. @ Zmény v registracich
‘ Zménové nafizeni a klasifikacni pokyn

Aktualizace klasifikacniho pokynu — zmény platné od 15. 1. 2026

" Procesni cast klasifikacniho pokynu:

* Rozsah supergroupingu zahrnuje vSsechny kombinace NAR a MRP pfipravk( bez ohledu na
klasifikaci zmény

_ Grouping Grouping Grouping \
W e Cve . n\
A nebo " == 85/320/23 CvCR IA nebo IA —— 85/320/23'(: vCR IA nebo N = SK/H/254/001'004
n = 75/112/21-C v SK :: —— CZ/H/1000/001-002 " —  (CZ/H/1000/001-002
—> Kasifikace °A", "B’ . Klasifikace "A", "B" . Klasifikace "A", "B"
klasifikace "E", "Q" Klasifikace "E", "Q" klasifikace "E", "Q"

 Zmeneéeny informace k implementaci bezpecnostnich zmeén typu |l

* Zmény tykajici se otdzek bezpecnosti je tfeba provést okamiité.

% V eAF moino zvolit jako datum implementace |
» ,next production run/next printing” /
* Konkrétni datum — v gesci drzitele v/

Change(s) will be implemented from: *

Next production run/next printing
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. ® Zmény v registracich
‘ Zménové nafizeni a klasifikacni pokyn

Aktualizace klasifikacniho pokynu — zmény platné od 15. 1. 2026

%, Aktualizace klasifikace

» ZruSeny byly nepotrebné klasifikace a doplnény klasifikace uréené podle ¢l. 5
e U zmeén kvality doslo k vyraznym Upravam:

X 7 v v _ v sVV/ Téma | Rozsah zmin Zmina am
* (Cast zmén byla prferazena do nizsiho typu S prrvee e S
v v v , .. , Q. ZMENY JAKOSTI 30
* Bylo zménéno poradi klasifikaci T
@) Vyroba 1-6 3
(b) Kontrols iinné Litky
{0 Systém uzavfeni obalu 1-4
v &4 V4 s V4 .o () Seabiliea !
* Precislovani celé klasifikace e =
QU Kone¢ny plipravek 51
[ A 9 E . {a) Popisa slozeni 1-6 51
’ {b) Vyroba 1-5 57
. {©) Kontrola pomocnych Litek 1-4 65
B - Q (quality); 5T e
. . fe) Systém uzavieni cbalu 1-8 72
e C.I -> C (clinical); .
® Dodateliné reguladni nistroje 1-8
) D 9 IVI ( f.l ) {h) Bezpetnost cizich agens 1
maSter I es Qin. Certifikit shody s Evropskym lékopisem | TSE | monografie 1-2 84
QIv. Zdravotnické prostiedky 1-3 88
Quv. Zmény registrace, které vyplyvaji z jinych regulainich postupd 91
a) PMF/VAMF 1-2
) Prezkoumini
ZMENY BEZPECNOSTL UCINNOSTL FARMAKOVIGILANCE 1-12
PMF/VAMF
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Zmény v registracich
Statistika

e, SUKL

Statistika CMDh

Variations - 2026
Started - all variation types

5000
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21 CMDh statistics January - June 2026
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Poéty ,,samostatnych
zmén* od konce roku
2024 klesaji, pocty
worksharingu a
supergroupingu od
konce roku 2024
rostou
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Zmény v registracich
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Statistika CMDh

Variations - 2026
Worksharing procedures

3000 1 2784

2000 1 Poéty worksharingovych
procedur od roku 2025

1500 -
prudce rostou

1000 - S

641 632 654
500 - 358 366 382 397384 “<°403
259 04 272 284 289
219 6750 7471 7999
o ]

2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022 2023 2024 2025 2026

OStarted @Finalised

17 CMDh statistics January - June 2026
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Zmény v registracich
'0; SUKL

Statistika CMDh

CMDh 60-day Referral Procedures - 2026
Variations (Type II&WS) finalised vs referred to CMDh

4000 - 2347

3500 A

3000

1886

2500 72 947

Pocet referralti se
se nezvysuje

2000 A
512

1500 A

49

1000 A 289 382 I I

500 A

0 B
2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022 2023 2024 2025 2026

BVariations mWS ©OCMDh Referral
28 CMDh statistics January - June 2026
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Zmény v registracich
o, SUKL

Statistika EMA

Type IA Variations (Jan-Oct/2024 Vs Jan-Oct/2025):
« Overall Decrease of Type IA procedures: 27% decrease on Type IAs, 10% decrease on Type IAIN
Increase (22%) of Type IA/IAIN super-groupings (foreseen exception to the annual update)

« 47% (239/506) of Type IA variation under amended Variation Regulation outside annual update, the majority of them (/6%)
(181/239) with no justification.

o Flexible approach in the first year (i.e. no Type IA has been rejected for this reason). MAH further informed to adhere i.e. submission of
Type IAs an annual update or provide a valid justification.

Difficult to assess the overall situation, but:

« Increased number of type IA super-groupings can be observed

« Many exceptions to the type IA annual update under 2025 - difficult to see the effects of the amendments yet

© STATNIi USTAV PRO KONTROLU LECIV e 6. 10. 2026 / 7. 10. 2026
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' Zmény v registracich
" S U KL Statistika

Statistika CMDh - dle clenskych statt

Variations - 2026
Started — RMS for Grouped IA variations

500
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CZ patri ke statim, které

supergroupingy vedou
velmi ¢asto
0 |I IIIIlllllIIllll..__

DE NL SE PT DK AT ES BE FI IT FR HU IE MT PL IS SK EE HR LV EL SI NO LT BG CY RO

250

=]

w
=]

B Grouped Type IA M Supergrouping

20 CMDh statistics January - June 2026
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Zmény v registracich
Worksharing a supergrouping

Statistika CMDh - dle clenskych statt

Variations - 2026
Started Variation Worksharing Procedures per Reference

Authority

g0 <
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400

300

200

100

DE NL SE E PT DK AT FR ES FI SK IE EE HR HU IT

18 CMDh statistics January — June 2026
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CZ je ¢tvrtou
nejcasteéjsi referencni
autoritou v EU
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Zmény v registracich
Worksharing a supergrouping

Worksharing a supergrouping - zmeény pro vice registraci

WORKSHARING | ¢lanek 20 ZN

In accordance with Article 20 of the Variation
Regulation (Commission Regulation (EC) No
1234/2008 as amended), a marketing
authorisation holder is required to submit the
same type IB or type Il variation, or the same
group of variations affecting more than one
marketing authorisations from the same
holder in one application via a worksharing

procedure. Worksharing:

1B, Il nebo G - 85/320/23-C v &R

- 75/112/21-Cv SK

- 85/320/23-Cv (R
- CZ/H/1000/001-002

1B, Il nebo G

1B, Il nebo G - SK/H/254/001-004

- CZ/H/1000/001-002

© STATNIi USTAV PRO KONTROLU LECIV e 6. 10. 2026 / 7. 10. 2026

SUPERGROUPING | ¢lanek 7a ZN

The holder may submit a single notification of
variations to the terms of more than one
marketing authorisation owned by the same
holder where the same or several minor
variations of type IA are notified at the same
time and fall within one of the cases of super-
grouping of variations listed in the guidelines.

_Grouping Grouping Grouping

IA nebo —— 85/320/23-Cv (R 1A 1A

n 1A nebo = 85/320/23-Cv R IAnebo :
W) T PRaevsK B czm1000/001-002 nl

IA
> klasifikace "A", "B"
klasifikace "E", "Q"

= SK/H/254/001-004
- CZ/H/1000/001-002

> klasifikace "A", "B"
klasifikace "E", "Q"

> klasifikace "A", "B"
klasifikace "E", "Q"

20
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Zmény v registracich
Worksharing a supergrouping

Pravidla pro prideleni referencni autority

%, Vedeni procedur:
* Ne vSechny staty jsou ochotné vést tyto procedury (hlavné worksharing)
* Nutné rozlozeni kapacit v ramci EU
e Zmény v CMDh BPG Chapter 7 a dopisu o zaméru (Letter of Intent)

"~ CMDh BPG Chapter 7:
* VSechny staty by meély procedury vést

In principle, all MS should be able to act as a reference authority for a worksharing variation including
a product authorised in their MS, and it is considered valuable to share workload amongst the full EU
network. In the exceptional cases where the preferred reference authority cannot act as reference
authority the MAH should immediately ask the next NCA in the order of preferred reference authorities
and inform them of the former request and response received.

e Zmeéna pravidel pro volbu referencni autority — viz dale

© STATNIi USTAV PRO KONTROLU LECIV e 6. 10. 2026 / 7. 10. 2026
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Zmény v registracich
Worksharing a supergrouping

e, SUKL

Pravidla pro prideleni referencni autority

" Letter of Intent
* Predlozeni nejméné dva tydny pred procedurou; u rozsahlych zmeén co nejdrive

In order to facilitate the planning of the procedure, marketing authorisation holders are advised to
announce an upcoming worksharing procedure to the first preferred reference authority by sending the
completed template for the letter of intent for the submission of a worksharing procedure (see
http://www.hma.eu/265.html) to the specified email addresses as published in the list of CMDh
contact points. This letter should be submitted least 2 weeks before the planned submission. In case of
very complex changes, e.g. extensive changes of Module 3 requiring a new BE study, or full
harmanisation of SmPC with major differences in current texts, etc., it is advisable to send the letter of
intent at the earliest opportunity to allow for capacity planning.

* Bez odpovédi do sedmi dn( Ize kontaktovat dalSi agenturu

In exceptional cases where the preferred reference authority is unable to agree to act as reference
authority it should inform the MAH within a maximum of 7 days. The MAH should afterwards
immediately contact the next preferred reference authority which should then confirm its availability
and the procedure number. If there is no feedback received from the preferred reference authority
within 7 days the MAH may cancel the initial request and contact the 2"¢ preferred reference authority.

© STATNIi USTAV PRO KONTROLU LECIV e 6. 10. 2026 / 7. 10. 2026
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Zmény v registracich
Worksharing a supergrouping

Pravidla pro pridéleni referencni autority

%, Aktualizace Letter of Intent :

* Noveé je nutné uvést alespon tri preferované staty, které by mohly proceduru vést

COVID-19

BREXIT
Nitrosamine impurities

Procedural Guidance
CMDh-Referrals
Product Information
Advice from CMDh
Applications for MA
QRD
Assessment Reports
Art.29 Referrals

PSUR

|

% > CMDh > Templates > Variations

VARIATIONS

Variation applications

. Cover letter for Variation Applications in the Mutual Recognition
Procedure (December 2022)

ing p to RMS g to Article 20 of Commission
Regulation (EC) No 123412008

. Template of letter of intent for the submission of a worksharing
procedure (June 2019)

. Link to EMA website for Template for letter of intent for worksharing
including CAPs and MRPs

Grouping of type IA variations according to Article 7 of Commission
Regulation (EC) No 1234/2008

. Template of letter of intent for the submission of a type
IA grouped pr ("Supergroup") (July 2013)

Recommendation on the classification of an unforeseen on variation under
Article 5 of Commission Regulation (EC) No 1234/2008

Preferred reference authority

[List here at least 3 (if appl.) reference authorities in preferred
order including a justification for this order_e.g. the preferred
reference authority is the RMS for most of the products concerned
or the product in the preferred reference authority is already
updated with the proposed changes.

Where applicable, indicate the product with the most up-to-date
dossier.]

© STATNi USTAV PRO KONTROLU LECIV e 6. 10. 2026 / 7. 10. 2026
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. @ Zmény v registracich
‘ Worksharing a supergrouping

Pravidla pro prideleni referencni autority

", Volba referencni autority
* Je-li zahrnut centralizovany pripravek, referencni autoritou je vzdy EMA
* V ostatnich pripadech referencni autoritu voli drzitel
* Pokud vSechny navrzené autority vedeni worksharingu odmitnou, urci autoritu CMDh

Je zahrnut CAP? ’ Referenéni autorita je vzdy EMA
Je zahrnut MRP LP? ) Referenéni autoritou by mélo byt RMS tohoto MRP LP ‘

Je vice MRP LP? ’ Preferencéné RMS s nejvétsim poétem LP

Pouze cisté NAR LP? ) Preferenéné& NCA s nejvétsim poétem LP

Vedl jiz stat proceduru ) L .
j Preferencné tento stat
pro dané LP?

WS zahrnuje LP se i . - -
2 2 Preferenéné agentura, ktera danou zmeénu schvalila
schvalenou zménou?

© STATNIi USTAV PRO KONTROLU LECIV e 6. 10. 2026 / 7. 10. 2026
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Zmény v registracich
Worksharing a supergrouping

Pristup SUKL k pfijeti role referenéni autority

-

Pravidla pro urcéeni referencni autority dodrzena

o

’ SUKL vedeni pfijima

© STATNi USTAV PRO KONTROLU LECIV e 6. 10. 2026 / 7. 10. 2026
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' Worksharing a supergrouping

Supergrouping — specifické pozadavky

", Pravidlo

* VSechny zmény se musi tykat vSech zahrnutych pripravku
* Nelze zahrnout pripravky, které jiz danou zménu maji schvalenou a implementovanou
(rozdil oproti worksharingum)

, Rozsah
* Lze kombinovat zmény IA a IAIN; bez nutnosti jejich propojeni
* Je nutné dodrzet pravidla implementace a podani

© STATNIi USTAV PRO KONTROLU LECIV e 6. 10. 2026 / 7. 10. 2026
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Supergrouping — specifické pozadavky

%~ Terminy predkladani
e Supergrouping je mozné podat mimo termin annual updatu

* Horizontdlni grouping zmén IA nebo IA/IAIN Ize také podat mimo annual update

Concerning purely national MAs the same rules apply as for MRP/DCP as listed above with the following
difference:

One or several variations to several purely national MAs which are licenced in only one member
state may be submitted as one grouped application, independent from the procedure type, see Art.
13d (2) of the Variation Regulation. However, the variations have to be identical for all products
concerned. These procedures are handled according to the national rules of the relevant competent
authority.
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. @ Zmény v registracich
' Worksharing a supergrouping

Worksharing — specifické pozadavky

, Pravidla pro zahrnuté pripravky
* Lze zahrnout pripravky s jiz schvalenou zménou
» VsSechny klasifikace se musi tykat vSech pripravkd a musi byt zaplaceny
* Modifikace nebo zamitnuti ma platit pro vsechny pripravky

= Soubéiné zmény textu
* Dany LP zahrnut do vice worksharingli a/nebo MRP/NAR zmén registrace
* R0zné typy a klasifikace zmén = odliSné harmonogramy,

* Dopad do rliznych textl (jen do SmPC nebo PIL, do SmPCi PIL)

* Neékteré zmény u daného LP v mezidobi schvaleny nebo zamitnuty, jiné stale v posuzovaci fazi s pozdéjsim
terminem pro vyfizeni

* Toto vSe je treba zohlednit pfi praci s texty
* Sledujte, v jaké fazi se zmény nachazeji
* Texty maji obsahovat schvalené zmeény a aktualné posuzovanou zménu
* Po schvéleni soubéziné zmény texty aktualizujte, zmény oznacte a vysvétlete

* K dane zmene nelze schvalit texty s upravami, které byly v soubézné zmene zamitnuty nebo
jsou teprve posuzovany
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. @ Zmény v registracich
' Worksharing a supergrouping

Worksharing — specifické pozadavky

, Pravidla pro predkladani narodni texti u zmén ve WS:

TYPIB TYPII

Pfi pfedloZeni v sekvenci: PFi pfedlozeni v sekvenci:
common texty u MRP LP - common texty u MRP LP
narodni preklady u MRP LP - uWS s &isté narodnimi LP fadné vyplnéna tabulka present/proposed
narodni texty u Cisté narodnich LP - vyjimec¢né jedny Al texty pro ¢isté narodni LP

V narodni fazi:
preklady u MRP LP
narodni texty u Cisté narodnich LP

~ U zmeén typu Il prilozte vysvétlujici dokument, nejcastéji addendum to Clinical
Overview

* Pri pouziti Al ovérte cely obsah dokumentu i uvedené zdroje
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' ® Zmény v registracich
‘ Zmény typu IA a povinny annual update

Zmeény typu |IA a povinny annual update

~ Zmeény IA implementované pred 15. 1. 2026

* Pokud dosud nebyly predlozeny, podejte je co nejdfive mimo annual update
* Pouzijte starou verzi elektronického formulare zadosti (eAF) — viz prezentace k eAF

% Cislovani annual updatu
* Ridi se standardnimi pravidly pro zmény IA a grouping zmén IA

2. An annual update is usually a Type IA grouping. However, it may also be a Type IA single
variation if only one variation has been implemented within the period of 9-12 months. The
variation procedure number for an annual update is therefore allocated in the same way as for
single and grouped Type IA variations, depending on the type of application.
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Zmény typu IA a povinny annual update

Zmeény typu |IA a povinny annual update

~

Nové vyjimky z annual updatu

* Zmény IA lze podat pred MRP a rozsifrenim registrace (line extension)

To update the regulatory dossier prior to a routine site inspection, the submission of a RUP,

MRP, line extension or MAH transfer

* Souvisejici zmény IA a IAIN Ize predlozit spolecné v jednom groupingu

In exceptional cases Type IA variations, which are not subject to immediate notification, can be
included in the submission of a Type IAIN variation, if they are related. The relation has to be
very close and obvious, e.g.

addition of a site (IAIN), grouped with a change of the name of the site for activities already
authorised (IA); or

addition of a site responsible for batch release (IAIN), and with multiple batch release sites
registered, grouped with deletion of an authorised batch release site (IA); or

addition of a site for immediate, secondary packaging (IAIN), grouped with addition of the
same site for QC testing (IA); or

addition of a site responsible for immediate packaging (IAIN), grouped with type IA change to
update the specifications of the packaging material (IA); etc.

Grouped variations of type IA and IAIN variations that are not considered to be related by the RMS
will be invalidated without a possibility for corrections. The RMS will not confirm acceptance of the
IA/IAIN grouping upon request prior to submission, as validation can only be carried out after
submission of the complete application based on the documentation provided.
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Zmény v registracich
Zmény typu IA a povinny annual update

Podani zmeén IA mimo annual update - souhrn

Jedna se o horizontalni grouping IA zmén?

Vse ostatni (véetné samostatné |IA zmény,

pokud dalsi zmény béhem 9-12 mésicl
nebyly)

Jedn se o SUPERGROUPING? o | e
mimo AU

; Mozné predlozit
mimo AU

Jedné se 0 GROUPING se zménami IB/II? p
Jedna se o GROUPING se zménami IAIN dle P 3 Moziné predloZit
CMDh BPG Chapter 6? mimo AU

Je splnéna vyjimka z AU dle CMDh BPG p 3 Moziné predloZit
Chapter 6? mimo AU

P

Mozné predlozZit
mimo AU

Annual Update
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‘ Zmény typu IA a povinny annual update

Od 1. 7. 2026 se u zmén IA rusi pruvodni dopis

= Pruvodni dopis (cover letter)

 Od1.7.2026 se nepredklada u:

<Country>

* Zmén IA/IAIN i
* Supergroupingl

<Address>
<Post code> <Town>

<Country>

* Annual updatu

-3 of Dossier(s) for <Product Name(s) in the MS where
the application(s) for variation is submitted> <Procedure Number(s)>

* Plati pro CAP, MRP i narodni pfipravky

We are pleased to submit our Variation Application Dossier(s) for <Type TAu/ Type 1A/ Type 18
unforeseen / Type I8 foreseen / Type II > Procedure(s).

° U d aj e by I y p ‘r’.e S u n u ty d O eA F; u p rave n byl i C ES P ::lee259,%&(:(9\g‘r:c:zr;‘e;nvsv;fér;glznvga:anon / Grouping of variations / Grouping of variations including an

The detalls are as follows:

Name of the medicinal product(s) (in the RMS):
):

* Nadale se priklada , Tracking table” e

Type of the Variation Application(s):
When appropriate, please indicate type of change (for Type IB and Type II variations only):

Indication
Paediatric Indication

Safety

Following Urgent Safety Restriction

Quality

Annual variation for human influenza vaccines
Other

0000000

v Cover letter (including variation procedure number). Cover letters are not required for variations of

only type IA/IAIN, supergroupings or annual updates <Worksharing procedure

We confirm that all concerned marketing authorisations approved in all member states are included
in the Worksharing application>

2
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. @ Zmény v registracich
‘ Dalsi novinky v roce 2026

Zmeény typu |IA a povinny annual update
~ PVAR a FVAR

* Nove jiz pouze jedna Sablona
* Ke zméné tedy bude jiz pouze jeden dokument obsahujici vSechna kola hodnoceni

TEMPLATES VARIATION ASSESSMENT REPORT

In order to view some of the documents on this website you need Acrobat Reader o e
(click here to download) <Type II> <group of> variation<s>

<Preliminary><Final> Variation Assessment Report

e Type II variation Preliminary-Final Variation Assessment Report (July

2026) [Track version] (Note: Premilinary and Final Variation Assessment Reports
have been merged)
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Mate zkusenost se SUKL? DOTAZNIK SPOKOJENOSTI

Podélte se o ni s nami!

Snazime se zlepSovat a rozvijet poskytované sluzby.
Budeme radi za vasi zpétnou vazbu vyplnénim dotazniku.

Predem dékujeme za spolupraci a cas vénovany odpovédim.
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https://forms.office.com/r/wsBLCYs3W6
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DEKUJEME ZA POZORNOST

STATNi USTAV PRO KONTROLU LECIV
Srobdrova 49/48, 100 00 Praha 10
tel.: +420 272 185 111

e-mail: posta@sukl.gov.cz

datova schranka: gwfai2m
sukl.gov.cz

6. 10. 2026 / 7. 10. 2026

Mate aplikaci eRecept?

Aplikace navic nabizi i benefity pro
pacienty, napf. moznost pfistupu ke
viem uUdajim o své elektronické
preskripci, v€etné lékového zaznamu a
nastaveni souhlas(i k nému.

Upozoriujeme, Ze pri aktivaci aplikace
budete vyzvani k ovéreni vasi identity
prostfednictvim identity obc¢ana.

STAHNETE ZDE
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