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Nature du changement / Reason for change:

A - Regulatory Change

LRC Decision CCDS V14 dated 12-May-2016

Glimepiride CCDS v14 update

Addition of 3 new adverse events, i.e. weight gain, dysgeusia and alopecia (LRC Decision dated 12 May 2016) has been
approved on 23 January 2018 (in EUROPE)
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Composition en substance active: Glimépiride .......... 4mg TENIR HORS DE LA VUE ET DE LA PORTEE DES ENFANTS.
pour un comprimé. Lire la notice avant utilisation. m N
Excipient a effet notoire: lactose Ne pas écraser ou croquer les comprimés. s q
Composition with active substance: Glimepiride . KEEP OUT OF THE SIGHT AND REACH OF CHILDREN. IS
for one tablet. Read the package insert before use s
Excipient with specific effects: lactose Do not crush or chew the tablets.
Mise en garde spéciale: Un examen médical est nécessaire avant et 1 Markingarea-Zone2 [~ ¥

périodiquement en cours de traitement.

Précaution particuliére de conservation: A conserver a une température ne
dépassant pas 30°C. A conserver dans I'emballage d'origine a I'abri de I'humidité.
Special warning: A medical examination is necessary before treatment and
periodically during treatment.

Special storage conditions: Do not store ahove +30°C.

Store in the original outer packaging, in a dry place. X
Médicament autorisé/Authorized medicine n® 34009 3421050 1 3 1 i o pa 153

Sanofi-aventis France
82, avenue Raspail - 94250 Gentilly - France

g
8
2
S
£
g
2
Eo
Z3
Zs
25
=
.

=}
S
£i5
=
S
==
=
= O
S v
S
2
5
g
&
>
g
il
S

Soyez trés prudent I l S o0k

Ne pas conduire sans |'avis sS4

d'un professionnel de santé «a E

Be very careful ]
IR\ Do ot crive vithout asking ==
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a health professional's opinion
5 Uniquement sur ordonnance - Liste |
Prescription only medicine - List |
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