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Definition of the approval date of variations/five-yearly renewals/notifications

Version 3 —03/2026

Below you can find an overview of the dates that will or must be included in the documents that are part of the closing phase of variations and five-yearly
renewals for medicinal products for human use, which are authorized via NP/MRP/DCP, as well as the dates used to determine the implementation date.
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MRP Date in the Date of the last Approval date leaflet Date MA Date — from when a Date by which
variation table revision of the ** (to be completed by released lot can be the released lots
leaflet (to be FAMHP) modified must be adjusted
completed by the = Extra date
company) = date
mentioned in QRD
MRP IA Approval date Implementation date | Approval date Date of closing Implementation date (= | Approval date
immediate reference (= date on which the | reference authority date on which the reference
notification authority company’s internal company’s internal authority + 6
system was system was updated*), | months
updated*) unless the variation has
given rise to an Date of
additional MA. In such additional MA + 6
case, the date of the months in the
MA shall apply event of an
additional MA
MRP IA Approval date Implementation date | Approval date Date of closing Implementation date (= | Approval date
Reference (= date on which the | reference authority date on which the reference
authority company’s internal company’s internal authority + 6
system was system was updated*), | months
updated*) unless the variation has
given rise to an Date of

additional MA. In such
case, the date of the
MA shall apply

additional MA + 6
months in the
event of an

additional MA
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MRP IB Approval date Approval date Approval date Date of closing Approval date Approval date
reference reference authority reference authority reference authority, reference
authority unless the variation has | authority + 6
given rise to an months
additional MA. In such
case, the date of the Date of
MA shall apply additional MA + 6
months in the
event of an
additional MA
MRP I Approval date Approval date Approval date Date of closing Approval date Approval date
reference reference authority reference authority reference authority + reference
authority 30 days, providing that | authority + 6
the closing documents months
have been delivered
and no arbitration Date of
proceedings are additional MA + 6
pending. months in the
event of an
Unless the variation has | additional MA
given rise to an
additional MA. In such
case, the date of the
MA shall apply
MRP RQ Approval date Approval date RMS Approval date RMS Date of closing Date MA Date AMM + 6
RMS months
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Notification Approval date Approval date RMS Approval date RMS Date of closing Submission date + 90 6 months after
art. 61.3 RMS days the date from
which
Or implementation
is permitted
Approval date RMS
NAT Date in the Date of the last Approval date leaflet | Date MA Date applicable for Date by which the
variation table revision of the ** (to be completed determining the change must be
leaflet (to be by FAMHP) implementation date for implemented
completed by the = Extra date the company
company) = date
mentioned in QRD
NAT IA In case of implicit | Implementation date | In case of implicit Date of Implementation date (= Date in the variation
immediate approval: date of | (= date on which the | approval: date of closing date on which the table + 6 months
notification/ submission + 30 | company’s internal submission + 30 company’s internal system
variations calendar days system was calendar days was updated*), unless the Date additional MA + 6
according to updated®*) variation has given rise to months, in case of
Art. 3481 of Or Or an additional MA. In such additional MA
the Royal case, the date of the MA
Decree of In case of explicit In case of explicit shall apply
14.12.2006 approval: date of approval: date of the
the email with email with
confirmation of confirmation of the
the approval approval
NAT IA In case of implicit | Implementation date | In case of implicit Date of Implementation date (= Date in the variation
approval: date of | (= date on which the | approval: date of closing date on which the table + 6 months
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submission + 30
calendar days

Or

In case of explicit
approval: date of
the email with
confirmation of
the approval

company’s internal
system was
updated*)

submission + 30
calendar days

Or

In case of explicit
approval: date of the
email with
confirmation of the
approval

company’s internal system
was updated®), unless the
variation has given rise to
an additional MA. In such
case, the date of the MA
shall apply

Date additional MA + 6
months, in case of
additional MA

NAT IB

In case of implicit
approval: in case
of no questions:
date of
submission + 44
calendar days, in
case of
questions: date
of last responses
+ 30 calendar
days

Or

In case of explicit
approval: date of
the email with
confirmation of
the approval

In case of implicit
approval: in case of
no questions: date of
submission + 44
calendar days, in
case of questions:
date of last
responses + 30
calendar days

Or

In case of explicit
approval: date of the
email with
confirmation of the
approval

In case of implicit
approval: in case of
no questions: date of
submission + 44
calendar days, in case
of questions: date of
last responses + 30
calendar days

Or

In case of explicit
approval: date of the
email with
confirmation of the
approval

Date of
closing

In case of implicit approval:

in case of no questions:
date of submission + 44
calendar days, in case of
questions: date of last
responses + 30 calendar
days

Or

In case of explicit approval:

date of the email with
confirmation of the
approval

Unless the variation has
given rise to an additional
MA. In such case, the date
of the MA shall apply

Approval date in the
variation table + 6
months

Date additional MA + 6
months, in case of
additional MA
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Date automatic
mail “Closing
phase start”

Date automatic mail
“Closing phase start”

Date automatic mail
“Closing phase start”

NAT Il Date automatic Date automatic mail | Date automatic mail Date of Date automatic mail Date automatic mail
mail “Closing “Closing phase start” | “Closing phase start’” | closing “Closing phase start” “Closing phase start”
phase start” and the closing documents | + 6 months

were delivered to the

FAMHP, unless the Date additional MA + 6
variation has given rise to months, in case of

an additional MA. In such additional MA

case, the date of the MA

shall apply

NAT RQ Date automatic Date automatic mail | Date automatic mail Date of Date MA Date MA + 6 months
mail “Closing “Closing phase start” | “Closing phase start” | closing
phase start”

Notification Submission date | Submission date + 90 | Submission date + 90 | Date of Submission date + 90 days 6 months after the

art. 3484 + 90 days days days closing date from which

Or variation may be
Or Or Or implemented

Date automatic mail
“Closing phase start”

If the update to the MA you receive is the result of the closure of a cluster of files, the most recent approval date will be used as the date in the package

leaflets.

- Date of the last revision of the text (to be completed by the company): date of the revision of the most recent variation with impact on the package

leaflets

- Date of approval (to be completed by FAMHP): date of approval of the most recent approved variation
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The approval date in the SmPC and the package leaflet are always the same, even when not both documents are affected by the change. The approval date
in the SmPC and package leaflet are displayed as following: month/year.

You will receive an update from the MA in following cases:
- Five-yearly renewals
- Type ll clinical variations (except those without impact on the SmPC and package leaflet)
- Type IB clinical variations (except those without impact on the SmPC and package leaflet)

- Type IA implementation referral, PRAC signal recommendation, PSUSA outcome, paediatric recommendation

- Type |l analytical variations with significant impact on the content of the package leaflet (change in composition, change in the accompanying
medical device, etc.)

- Transfer MAH/change batch releaser/name change of the product linked to transfer/ addition of pack size out of range

- Variations giving rise to an additional MA cfr. Circular 439

* For the date on which the internal system was modified, see Q5.2 of the FAQ on variations of the CMDh

** The approval date given by the FAMHP does not need to be included in the artwork of the package leaflet. Only the revision date needs to be stated.


https://www.famhp.be/en/items/circulars/2002-2008
https://www.hma.eu/human-medicines/cmdh/questions-answers.html

