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Figure VII.2. PSUR Tfi - — ki7" m& 2

NCAs, NCAs, /
™ 3
EURD“'m PRAC, EM"D,‘C‘ PRAC, The MAH shall ensure that the product \
Standard CHMP, CHMP, / information is kept up to date with the
PSUR submission CMD(h), CMD(h), current scientific knowledge, including \
schedule® EC EC \ the conclusions of the assessment and
MAH (10) recommendations made public by means /
A \ of the European medicines web-portal.
~
-
Y 10 7
PSUR
PrAR A 4
L 2 Appointment of Comments 4 CHMP
PRAC
Rapporteur or CHMP
el PSUR available Ms opinion
freauencylof to Stakeholders
Submission PSUR PrAR
available to
CAP + NAP
r 3 Staksholders If regulatory action
Y PSUR PSUR is required
updated updated
y R AR AR
PraR Recommendation
MAH (10) EMA PSUR o] PRAC Rapporteur ol EMaPsUR o EMAPSUR | N = o [ o EMarsur
PSUR creation Repository > or MS 71 Repository #1 Repository Ll or MS " Repository Ll #| Repository
5
2 3
Next NAPs Only
9%0__y, ———50 days—Pp ——30 days—P» ————— 15 days———p PRAC ¥ regulatory action
days ¥ 'Y s Meeting is required
No Agreement
6 CMDh [~ by consensus
Abbreviations used in this flowchart:
MA: Marketing Authorisation
MS: Member State Legal references:
EURD: European Union Reference Dates 1 - [REG Art 28(2)] CMDh
DLP: Data Lock Point 2 - [DIR Art 107e(1)], [REG Art 28(3), 1% paragraph] Agreement by Position
MAH: Marketing Authorisation Holder 3 - [DIR Art 107e(2), 1% paragraph]. [REG Art 28(3), 2™ paragraph] consensus
MNCA: National Competent Authorities 4 - [DIR Art 107e(2), 2" paragraph)], [REG Art 28(3), 3" paragraph]
CMD(h): Coordination Group for Mutual Recognition and Decentralised Procedures - Human 5 - [DIR Art 107¢(3)], [REG Art 28(3), 4™ paragraph]
PRAC: Pharmacovigilance and Risk Assessment Committee 6 - [DIR Art 107g(1) & (2), 1*' paragraph)]
CHMP: Committee for Medicinal Products for Human use 7 - [DIR Art 107g(3)], [REG Art 28(4)] National
EC: European Commission 8 - [DIR Art 107g(4), [REG Art 28(4), 2™ paragraph & (5)] e et
PrAR: Preliminary Assessment Report 9 - [DIR Art 107g(2), 3" paragraph] i
AR: Assessment report 10 - [DIR Art 23(3)], [REG Art 16(3)]
CAP: Centrally authorised Product Repository:
MAP: Nationally Authorised Product (including mutual recognition and decentralised procedure) 1 - [REG Art 25a]
5 - [DIR Art 107€(3)], [REG Art 28(3), 4" paragraph] v
*Standard PSUR submission schedule refers to & months, 1 year or 3 years as established in Directive
2001/83/EC Article 107C (2) 2™ paragraph. ( MAH (10) )
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Figure VII.3. —HMZERFEIEL LT, PSUR R DIHRN
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A 4
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* Whether marketing authorisation holders for generics, well-established use, traditional herbal and homeopathic
medicinal products are requested to submit PSURs following a request of a competent authority in a Member
State due to concerns relating to pharmacovigilance data or lack of PSUR submission.
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Figure VII.5. EU A% H 5 L OV PSUR #EHMERE U 2~ OfflRE B
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