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' -1- Premiers éléments de retour sur les tests PLM Portal

FUROPEAN MEDICINES AGENCY Prod uct Lifecyc|e
SPOR Management Portal

@ PLM PORTAL : Production https://plm-portal.ema.europa.eu/

PLM PUI UAT montre une erreur en lien avec la section 3.17.1.8. Authorisation number:
NAP in France of Electronic submission of Article 57(2) data (europa.eu) :
https://www.ema.europa.eu/en/documents/other/electronic-submission-article-572-data-questions-and-answers en.pdf

3.17.1.8. Authorisation number: NAP in France

Question: For medicinal products nationally authorised in France; a "package number" is stated in section 8 of the SmPC but it does not
correspond to the Marketing Authorisation number (i.e. NL number) stated in the marketing authorisation document. Which number
should be specified in the XEVPRM data element Authorisation number (AP.12.4) ?

Answer: If you wish to submit only one XEVMPD product entity for all the pack sizes covered by the NL number, you should specify the
NL number in the data element Authorisation number (AP.12.4). If you wish to submit multiple XEVMPD product entities (i.e. one for each
pack size), you may specify the NL number or the package number stated in section 8 of the SmPC in the data element AP.12.4. MAHs
are not required to perform a dedicated update of their product entities in Article 57 database to amend this information; this can be done
as part of a regular maintenance of the AMP entities.

@ La mesure corrective simple :

» UTILISER LE CIS a la place a 8 chiffres et sans caractére espace (6nnnnnnn) pour
« Authorisation number covering all pack sizes »

» UTILISER LE CIP dans le nouveau format 13 chiffres et sans caractére espace
(34009nnnnnnnn) pour « Authorisation number at individual pack size level »
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2 — RMP/DCP et NAT : données incomplétes ou confidentielles

mmmm = données confidentielles

PMS 1D Column visibility ~ Download 8 Load 10 rows
Full Name Authorisa Authorisati
Authorised Active 3 MRP / DCP
(u] +PMS ID Full Name MA Holder MA Nr. tion on / /
Dose Form substance CP Nr.
Country Status
Authorised Dose Form
TCAPS 25
[u] 600000992665 micragrammes Capsule, soft IBS;:?”"E Le"’":‘.“'“'"e FR alid
capsule mellz iy Soolim,
MA Holder
A o SHehaaRea FEMADEXIL 18,9 passary Lzboratoires [ Benzalkonium = valid
ma, ovule Mzjorslle chloride
, CEFTAZIDIME
MA Nr. HOSPIRA 1 g, Powder for salution iy
(] 600000995329 poudre pour solution or Hospirs France FR Withdrawn UK/H/S611/002
i 4 pentzhydrate
injectable/pour injection/infusion
perfusion (IM, IV}
Active Substance
SILDENAFIL BGR
o £00000934345 100 mg, comprimé Film-coared tablar Biogaran Sildenafil FR valid
pelliculé
Authorisation Country ralid -
z LINEZOLIDE Ml
= o 600001000272 STRAGEN 600 mag, Film-coated tablet  Stragen France Linezolid FR Lo AT/H/0491/001
x marketing

comprimé pelliculé
B B suthorisation

SPIRAMYCINE /
= METRONIDAZOLE ;
Authorisation Status o 500000335161  CRISTERS 1,5MUI/  Film-coated tablat Cristers M;”.“"'“ZF'IE‘ R valid
; piramycin
250 mg, comprimé
pelliculé
MRP [ DCP [ CP N OXYCODONE EG LP G Labo
/ / n . 30 mg, comprimé Prolonged-release - _ - . P
0 600000393297 pelioul? 5 Tibératian il Ei'r’f'ifﬂf.ii Oxycodone R valid DE/H/3641/005
prolongée 9
Reset O e0oooossaier OVULASTEN 30, Tablet Chemicsl Do ioossscoags  Sthinylestradial - Expired dus to
comprimé Farma Desogestrel Sunset Clause
MIFLASONE 400
micragrammes, Inhalation powder, Movartis Beclometasone rali
0O 600000996329 poudre pour hard capsule Pharma S.AS, dipropionate FR Valid
inhalation en glule
Pramipexole
O 600000394114 Qualimed 0.088mg, Tablet Qualimed I Pramipexole FR Wwithdrawn AT[H/0315/001

comprimé

ow 1to 40 of 10 eotri=s  Total Records: 21495

o Your search returns 21495 Products.
Please use filter criteria to narrow down the search results.
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3 — RMP/DCP et NAT — niveau Produit
=> CIS sans caractére espace (6nnnnnnn)

Product Lifecycle
Management Portal

Lionel Ridoux «

on forms ~  Prod E ~ 1AM Forum

Home » Product(s) of my Organisation(s) » Medicinal Product » Marketing Authorisation Information

@O‘ OVULASTEN 30, comprimé

& PMS ID: 600000994107 | Authorisation Country: FR | MAH: ORG-100000324 | Authorisation Status: Expired due to Sunset Clause
Version Number: — | Last updated date: —

-
a@ Medicinal Product ¢ Marketing Authorisation Information

w| Marketing Authorisation
& | Information

Regulatory authorisation Marketing Authorisation Date of first authorisation —

73 Therapeutic Indications type

Wz

[Eﬁ R RAEACTAN £a= Marketing authorisation I 3400945603695 67657252 International birth date —
number
‘\(;’l Ingredients . - .
Marketing authorisation

Country French Republic Chemical Farma

holder
Medical Devices
Authorisation status  Expired due to Sunset Clause Regulator National Agency For The Safety Of Medicine Ar
%g Manufactured Items
Authorisation status date Procedure start date
Packaged Medicinal A 11/10/2013 -
ih Product

MRP / DCP / CP Nr. — Procedure end date __
Marketing Authorisation

Information

Procedure type  National Procedure
Package Items

L "@M\ B

Manufacturers Regu|atory appﬁcation Close A

Manufactured Ttems

[Ty
<ath

Regulatory application identifier/number

Medical Devices

Iy ]
o

Regulatory application type

ﬂgﬁ Pharmaceutical Product

Regulatory application end date
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3 — RMP/DCP et NAT — niveau Présentations
=> CIP sans caracteéere espace (34009nnnnnnnn)

Lionel Ridoux =

Product Lifecycle
Management Portal

> Marketi on Information

» Packaged Medicinal Product

Home » Product(s) of my Qrganisati

OVULASTEN 30, comprimé

6 PMS ID: 600000954107 | Authorisation Country: FR | MAH: ORG-100000294 | Authorisation Status: Expired due to Sunset Clause

Version Number: — | Last updated date: —

Medicinal Product N < Marketing Authorisation Information

Marketing
Authorisation Download B
EV code

Package size(s)

PCID Legal status of supply

Information

MA number

Therapeutic Indications +

Manufacturers

21 COMPRIMES SOUS PLAQUETTES THERMOFORMEES Language _

Ingradients
a Package description e
(PVC/ALUMINIUM). BOITE DE 1
Medical Devices
Open all ~
Manufactured Items i i
Marketing Authorisation (Package level) Close A
[2E] Packaged Medicinal
[ | Product
o Marketing Regulatory authorisation type Marketing Authorisation Marketing authorisation number I 3200943603555
IA:;T:;E:S:" (Package level)
é Package Items Authorisation status Expired due to Sunset Clause Authorisation status date 11/10/2013
(Package level)
Manufacturers Country _
Manufactured Items
EJ) Medical Devices Marketing Status open s

CD(_’ ? Pharmaceutical Product
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PMS 1D

Full Name

Authorised Dose Form

MA Holder

MA Nr

Active Substance

Authorisation Country

FR

Authorisation Status

MRP / DCP/ CP Nr

Resat

Sommaire

3 — RMP/DCP et NAT : données attendues

Column visibility ~ Download B Load 10 rows S
Authorisa Authorisati
Authorised Active 5 MRP / DCP
] + PMS ID Full Name MA Holder MA Nr. tion on / /
Dose Form substance CP Nr.
Country Status .
TCAPS 25
O 600000952665 microgrammas Capsule, soft THSA Bliarma 61819007 Lovmthymdng FR valid
S.AS. sadium
capsule molle
: CnbAaes FEMADEXIL 18,9 Laborstaires Benzzlkanium i
] 600000992691 i Pessary Wizjaralle 66407452 seida FR valid
CEFTAZIDIME
TR HOSPIRA 1 g, Pewder far solution e T . ;
[u] 600000955329 poudre pour solution or Hospira France 66406770 antsbvirata FR Withdrawn UK/H/5611/003
injectable/pour injectien/infusion P ¥
parfusion (IM, IV
SILDENAFIL BGR
o 500000394345 100 mg, camprimé Film-coat=d tablet Biogaran 68088462 Sildenafil R valid
pellicule
Valid -
LINEZOLIDE
o 600001000272 STRAGEN 600 mag, Film-coated tabler  Stragen France 63513482 Linezolid FR Franghirm AT/H/0491/001
ket
comprimé pelliculé Sl
SPIRAMYCINE /
METRONIDAZOLE 2
(=} 500000935161 CRISTERS 1,5 MUT/  Film-coated tablet Cristars 65311860 I‘v1§|:r“c_|::r:‘|a:ion\e. FR valid
250 mg, comprimé piramy
pellicule
OXYCODONE EG LB EG Labo
a 500000395237 30 mg, comprime Prolonged-release Laborztoires 68282830 Oxycodone R valid DE/H/3641/005
pelliculé 3 libZration Leborsroires
prolongée g
- 5 OWULASTEN 30, Chemical Ethinylestradiol Expired dus to
4107 i d
0 50000099410 comprimé Tablet Farma 67657252 Desogestrel FR Sunset Clause
MIFLASONE 400
microgrammes, Inhalation powder, Movartis Beclometasaone i
O 500000956329 poudre pour hard capsule Pharma S.A.S. 67608173 dipropionate FR. Valid
inhalation en gélule
Bramipesxols
] 500000994114 Qualimed 0.088mag, Tablet Quzlimad 69443336 Pramipaxalz FR withdrzwn AT/H/0215/001

comprimé

Show 112 10 of 10 =

s Total Records: 21485

Your search returns 21495 Products.
Please use filter criteria to narrow down the search results.




Product Lifecycle
Management Portal

4 — Informations en provenance de SIAMED mieux gérées

Lionel Ridoux ~

Home > Product(s)of my Organisatien(s)

< Product(s) of my Organisation(s)

Column visibility ~

Download § Load 10 rows

View Selected Products

iew Data

PMS ID
Full Name R N Authorisat Authorisati MRP / DCP
_ Authorised Active R
[] + PMS ID Full Name MA Holder MA Nr. ion on /
Dose Form substance
Country Status CP Nr.
Authorised Dose Form
Insulin lispro ~
- - . Sanofi 100 U/ml Solution for " EMEA/H
o 800000252854 ~Solution for injection EU/1/17/1203 & valid /C/004303
injection
MA Holder
Cimzia 200 mg .
0 500000252632 - Solution for Solution for UCB Pharma EU/1/09/544 Certolizumab EU valid EMEA/H
H . injection pegol JC/001037
injection
MA Nr.
Cyltezo 40 mg Boehringer
- . solution for Solution for Ingelheim " ; EMEA/H
(] 600000252708 injection in pre injection International EU/1/17/1240 Adalimumab EU Withdrawn IC/004318
Active Substance filled pen GmbH
Cosentyx 150 Novartis
- - mag solution for Solution for . EMEA/H
(] 600000252797 injection in pre- injection Eu&m?:gm EU/1/14/980 Secukinumab EU valid /C/003729
Authorisation Country filled pen
EU X Aranesp 50
micrograms
® [} 500000252643 solution for 5.”“9“&7‘ for A”"geé‘ 5“’“’5 EUf1/01/185 Darbepoetin alfa EU valid /é}éi%gz
injection in pre- injection o
fillad pen
Authorisation Status
LIDI’O|;? I‘DD
units/ml, .
i o Solution for Eli Lilly EMEA/H
o 600000252517 _sulutn?n for injection Nederland B, EU/1/01/195 Insulin lispro EU Valid /C/000353
injection in
MRP / DCP / CP Nr. cartridge
HEVAXFRO 10
micrograms,
injection in pre-
- . - Suspension for  Merck Sharp & ANTIGEN EMEA/H
[m] 600000252530 ﬁ\}lfd syringe; injection Dohme B.v. EU/1/01/183 (RONA) EU Valid /C/000373
epatitis B
ADSORBED ON
VECC\I’I\E AM
(recombinant
DNA)
v

Aranesn 20
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Show 1 to 10 of 10 entries  Total Records: 6400

o Your search returns 6400 Products.
Please use filter criteria to narrow down the search results.
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4 — Informations en provenance de SIAMED mieux gérées

Product Lifecycle
Management Portal

Lionel Ridoux -

Home » Product(s)of my Organisation(s} » Packaged Medicinal Product 3 Marketing Authorisation Information

9 i HBVAXPRO 10 micrograms, suspension for injection in pre-filled syringe; Hepatitis B vaccine (recombinant DNA)
é PMS ID: 600000252520 | Authorisation Country: EU | MAH: ORG-100000760 | Authorisation Status: Valid
Version Number: — | Last updated date: —
Medicinal Product A ¢ Marketing Authorisation Information

@s  Marketing

|#| authorisation Download B
= Information

Therapautic Indications v ot MA number Package size(s) PCID EV code Legal status of supply

£,
w0

it

Manufacturers N EU/1/01/183/009 1 pre-filled syringe with attached needle - - Medicinal product subject to medical prescription
Ingredients A4 EU/1/01/183/010 10 pre-filled syringes with attached needle — — Medicinal product subject to medical prescription
v EU/1/01/183/011 — — — Medicinal product subject to medical prescription
Medical Devices
- N EU/1/01/183/012 3 pre-filled syringes without needle - - Medicinal product subject to medical prescription
Ell Manufsctured Items
A EU/1/01/183/013 - — - Medicinal product subject to medical prescription
[2E] Packaged Medicinal
‘II\ Product v EU/1/01/183/014 20 pre-filled syringes without needle - - Medicinal product subject to medical prescription
o  Marketi . . . -
A::hgr::agtion A4 EU/1/01/183/026 — — — Medicinal product subject to medical prescription
Information
= N EU/1/01/183/027 — - - Medicinal product subject to medical prescription
&};B Package Items
- N EUf1/01/183/028 — - - Medicinal product subject to medical prescription
(o] Manufacturers
v EU/1/01/183/029 — - - Medicinal product subject to medical prescription
EE Manufactured ltems Shoving 1 to 10 of 11 entries

1 2 Naxt >
E& Medical Devicas

G:(_,? Pharmaceutical Product
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aNsiMm

Agence nationale de sécurité du medicament
et des produits de santé

Avertissement

- Lien d'interét : personnel salarié de FANSM (opérateur de I'Etat).

* La présente intervention s'inscrit dans un strict respect d'indépendance
et d'impartialité de 'ANSM vis a vis des autres intervenants.

* Toute utilisation du matériel présenté, doit étre soumise
a l'approbation préalable de 'ANSM.

Warning
» Link of interest: employee of ANSM (State operator).
* This speech is made under strict compliance with the independence
and impartiality of ANSM as regards other speakers.
* Any further use of this material must be submitted to ANSM prior approval.




